SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001680/PCBB-HCM
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH KHA LOC

2. Pia chi: 62 Puong s6 23, Phuong Tan Hung, Thanh phd HO Chi Minh
3. S6 vin ban cuia co so: 09/2026/KL-VBCB Ngay: 29/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B dng nong thin va vo ngoai

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich st dung: Nong rong duong dan trudc khi thuc hién thu thuat noi soi
than, nham tao di€u kién cho 6ng ndi soi than va cac dung cu di qua.
Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

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

Tén chu sé hiru: Ameco Industries Medical

bia chi chu sé hitu: Industrial Zone B4 Plot 119 East, 10th of Ramadan City,
EGYPT

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:



Vin ban cong bd tiéu chudn ap dung cta thiét bi y té thudc loai B.

Gidy chimg nhan dat tiéu chuan quan 1y chit luong ISO 13485

Gidy iy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
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.

Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

Glay chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

I X Quy cach " . . , .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Industrial Zone
Bo 6ng nong than ) B4 Plot 119 East
1 |vavo ngoai NCD-SET Ameco Medical | | ) ¢ EGYPT
Industries )
Ramadan City,
Egypt
) Industrial Zone
B 0ng nong than . B4 Plot 119 East
2 |va vé ngodi NCD-SET-H Ameco Medical |} e EGYPT
Industries .
Ramadan City,
Egypt
NCD-SHE-12;
NCD-SHE-14;
NCD-SHE-16;
) NCD-SHE-18; Industrial Zone
B6 ong nong than | NCD-SHE-20; Ameco Medical B4 Plot 119 East
3 | vavo ngoai NCD-SHE-22; Industries 10th of EGYPT
NCD-SHE-24; Ramadan City,
NCD-SHE-26; Egypt
NCD-SHE-28;
NCD-SHE-30
NCD-DIL-06;
NCD-DIL-08; Industrial Zone
. R NCD-DIL-10; . B4 Plot 119 East
4 Ong nong than NCD-DIL-12: ﬁ?g;?iggedlcal 10th of EGYPT
NCD-DIL-14; Ramadan City,
NCD-DIL-16; Egypt

NCD-DIL-18;




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NCD-DIL-20;
NCD-DIL-22;
NCD-DIL-24;
NCD-DIL-26;
NCD-DIL-28;
NCD-DIL-30

Ong nong than

NCD-DIL-06-H;
NCD-DIL-08-H;
NCD-DIL-10-H;
NCD-DIL-12-H;
NCD-DIL-14-H;
NCD-DIL-16-H;
NCD-DIL-18-H;
NCD-DIL-20-H;
NCD-DIL-22-H;
NCD-DIL-24-H;
NCD-DIL-26-H;
NCD-DIL-28-H;
NCD-DIL-30-H

Ameco Medical
Industries

Industrial Zone
B4 Plot 119 East
10th of
Ramadan City,

Egypt

EGYPT




