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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: 260001276/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: 05/Nopa Ngay: 03/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dao dung trong phau thuit 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 CO SO SAN | TEN CO SO CHU SO
Y TE XUAT/ HANG, | HU'U/ HANG, NUGC
NUOC SAN XUAT CHU SO HU'U
1 Dao dung trong |[SATO CORNEAL KNIFE 5MM 12,0 CM KP 300/12 NOPA Instruments NOPA Instruments
phau thuat nhan Medizintechnik Medizintechnik GmbH,
2 Khoa GILL CORNEAL KNIFE 3MM STRAIGHT 12,5 CM KP 302/13 GmbH, Weilatten 7- | Weilatten 7-9, 78532
3 GILL CORNEAL KNIFE 3MM CURVED 11,5 CM KP 303/12 % 785329 Tuttlingen, |- Tuttlingen, Dirc
uc
4 TOOK CORNEAL KNIFE 3 X 18 MM 11,0 CM KP 305/11
5 KUHNT CORNEAL SCARIFIER 3 X 5 MM 11,0 C KP 309/11
6 ZIEGLER DISCISSION KNIFE 3 MM 11,0 CM KP 310/03
7 ZIEGLER DISCISSION KNIFE 5SMM 11,0 CM KP 310/05
8 WHEELER DISCISSION KNIFE 1X18MM 11,0 CM KP 312/11
9 GRAEFE CATARACT KNIFE 20MM 12,0 CM KP 320/20
10 GRAEFE CATARACT KNIFE 25MM 12,5 CM KP 320/25
11 BONN SCLERA KNIFE 5MM 12,5 CM KP 325/05
12 BONN SCLERA KNIFE 6MM 12,5 CM KP 325/06
13 BARKAN GONIOTOMY KNIFE 2MM 12,0 CM KP 330/12
14 FUKASAKU "HOCKEY" KNIFE 13CM KP 331/10
15 MOD. HAMBURG KERATOME 12,0 CM KP 335/12
16 PAUFIQUE KERATOPLASTY KNIFE 10,5 CM KP 340/11
17 GRAEFE CYSTOTOM MALLEABLE 12,5 CM KP 346/13
18 FOREIGN BODY INSTRUMENT NEEDLE AND KP 350/12
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FOREIGN BODY INSTRUMENT NEEDLE AND KP 350/13
FOREIGN BODY NEEDLE REVERSIBLE WITHOUT KP 351/01
FOREIGN BODY CHISEL REVERSIBLE WITHOUT KP 351/02
FOREIGN BODY GOUGE REVERSIBLE WITHOUT KP 351/03
FOREIGN BODY NEEDLE STRAIGHT 12,0 CM KP 354/12
FOREIGN BODY NEEDLE CURVED 12,0 CM KP 355/12
DAVIS FOREIGEN BODY SPUD 12,0 CM KP 360/12
ELLIS FOREIGEN BODY SPUD 11,5 CM KP 361/12
FRANCIS FOREIGEN BODY SPUD 12,0 CM KP 363/12
GOLF-CLUB FOREIGEN BODY SPUD 11,5 CM KP 364/12
DIX FOREIGN BODY INSTRUMENT KP 366/01
DIX FOREIGN BODY INSTRUMENT 12,0 CM KP 366/02

EYE PROBE WITH FOREIGN BODY LOOP 12,0 CM

KP 369/12




