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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: 260000704/PCBA-HCM
Ngay cong bo: 04/05/2026

1. Tén co s cong bd: CONG TY TNHH MGI MEDICAL

2. bia chi: TK28/30 Nguyén Canh Chan, Phuong Cau Ong Lanh, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: 2804/2026/Kono -DC Ngay: 28/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu ph?lu thuat

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 st Eiung: Dung cu chuyén dung cho phﬁu thuat bang tay, muc dich y
te thao tac mo, kham, cap ctru (St dung nhiéu lan)

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: Tiéu chuin nha san xuét

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¢ htru: KONO SEISAKUSHO CO., LTD

bia chi chu sé hitru: 2-11-10, Soya, Ichikawa-shi, Chiba, JAPAN

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

Tén co s6: CONG TY TNHH MGI MEDICAL

Dia chi: TK28/30 Nguyén Canh Chan, Phuong Cau Ong Lanh, Thanh phd Ho



Chi Minh

Pién thoai ¢b dinh: 0866642048  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.




BANG KE CHI TIET TRANG THIET BI Y TE

- . . N 2 : TEN CO SO SAN XUAT/ TEN CO SO CHU SO HU'U/ - PN . PN
STT TEN TRANG THIET BI Y TE CHUNG LOAI SAN PHAM HANG, NUGC SAN XUAT HANG, NUGC CHU SO HUU TEN CO SO BAO HANH PIA CHI CO SO BAO HANH
1|Kim mang kim Needle Holder Kono Seisakusho Co.,LTD/ Nhat |Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL T{Q8/30N guye? C';\nh ?hap, Phudng Cau Ong
Lanh, Thanh ph6o H6 Chi Minh
2|Kim mang kim CS Needle Holder Kono Seisakusho Co.,LTD/ Nhat |Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL T{(28/30‘N guye? C';\nh ?hap, Phudng Cau Ong
Lanh, Thanh pho H6 Chi Minh
3|Kim mang kim Supermicrosurgery Needle Holder Kono Seisakusho Co.,LTD/ Nhat |Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL T{(28/30‘N guye? C';\nh ?hap, Phudng Cau Ong
Lanh, Thanh ph6o H6 Chi Minh
4|Nhip phiu thuat Forceps Kono Seisakusho Co.,LTD/ Nhat  |Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL || K28/30 Nguyén Cinh Chan, Phudng Cau Ong
Lanh, Thanh ph6o H6 Chi Minh
s N . . N ) R R TK28/30 Nguyén Canh Chan, Phudng Cu Ong
5|Nhip phau thuat Supermicrosurgery Forceps Kono Seisakusho Co.,LTD/ Nhat [Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL Lanh, Thanh phé Ho Chi Minh
6[Nhip phiu thuat Micro-Z Stitch Forceps Kono Seisakusho Co.,.LTD/ Nhat  |Kono Seisakusho Co.,LTD/ Nhat CONG TY TNHH MGI MEDICAL | <28/30 Nguyen Canh Chan, Phudng Cau Ong

Lanh, Thanh phd H5 Chi Minh




