CONG TY CO PHAN PAU TU PHAT CONG HOA XA HQI CHU NGHIA VIET NAM
TRIEN ANH VA EM

S6: 01/2710/2025-ANE

Poc 1ap - Tw do - Hanh phic

Ha Ngi, ngay 27 thang 10 nam 2025

VAN BAN CONG KHAI
Noi dung va hinh thire du kién quang cdo trang thiét bi y té

Kinh giri: B Y té

1. Tén co s& cong khai: CONG TY CO PHAN DAU TU PHAT TRIEN ANH VA EM

M s6 thué: 0104039925

Dia chi: S6 28A, ngach 445/68 dudng Nguyén Khang, Phuong Cau Gidy, Thanh phd Ha Nbi
Dién thoai: 1800234519 Fax:

Emai : ketoan@ane.vn Website:

2. Nguoi dai dién hop phép cua co so:

Ho va tén: Duong Ngoc Tung

S6 CMND/ Pinh danh/ Ho chiéu: 037079010807  ngay cap: 25/07/2021 noi cap: Ha ndi
Pién thoai ¢ dinh: 0963436036 Dbié¢n thoai di dong: 0963436036

3. Thong tin vé trang thiét bi y té dy kién quang cdo:

- Tén trang thiét bi y té&: May phau thuat xuong trong nha khoa

- Chung loai: PIEZOSURGERY touch, PIEZOSURGERY white

- M4 san pham (néu c6):

- Hang san xuat: Mectron S.p.A.

- Nuée san xuat: ITALY

- S6 lvu hanh: 250001033/PCBB-HN

- Tinh nang, tac dung: 1. Cit Chon Loc (Selective Cut): Thiét bi hoat dong ¢ dai tan sb siéu am

dugc diéu chinh dic biét (24 — 36 kHz). Tan sb nay chi du dé pha v& cac m6 c6 mat do khoang

hoa cao (xwong) nhung khong gay ton thwong cac mé mém (day than kinh, mach mau, mang).

2. Cat Vi Phau (Micrometric Cut): Tao ra cic vi rung dong tuyén tinh va cac dudng cat cuc ky

manh (d6 day chi 0.25mm — 0.5mm), cho phép kiém soat d6 siu va hinh dang dudng cit chinh

Xac.

3. Hiéu ung Cavitation
Rung dong si€u dm trong moi truong dich tudi tao ra va pha vo céac vi bot khi (cavitation

effect) tai dau insert.

4. it Sinh Nhiét (Low Thermal Output): Qu4 trinh cit xuwong dién ra ¢ tbc d6 thap va duoc lam

mat lién tuc bang hé théng tudi rira, giit nhiét do xwong trong ngudng an toan sinh hoc.

5. Hé théng Phan hoi Pién tir (Feedback System): Cac model cao cip (nhu Touch) c6 kha nang ty

dong nhén dién loai dau insert va mat do xuong, tir do diéu chinh cong suét va tan sb rung dong

t6i wu, dam bao hiéu suét cit 6n dinh.

6. Pa dang Pau Insert Chuyén biét: Hé thong cung cip hon 85 loai dau insert duoc ﬁhié’t ké riéng

- Tén, dia chi ciia chii s¢ hitu s6 luu hanh trang thiét bi y t&: CONG TY CO PHAN PAU TU

PHAT TRIEN ANH VA EM, S 28A, ngach 445/68 duong Nguyén Khang, Phuong Cau Gidy,

Thanh ph6 Ha Nbi



- Canh bao lién quan dén strc khoe ngudi sir dung, diu kién bao quan (néu c6): 1. Chdng chi dinh
Tuyét doi (P61 voi Bénh nhén):

Bénh nhdn c6 may tao nhip tim (Pacemaker): Song siéu 4m va trudng dién tir phat ra tir thiét bi c6
thé gdy nhifu va anh hudng dén hoat dong ctia mdy tao nhip tim. Can tham khéo y kién bac si tim

mach trudc khi tién hanh.

Bénh nhan c6 céac thlet bi cdy ghép dién tir khic: Tuong tu, cac thiét bi cay ghép dién tir khac (nhu
may khir rung tim cdy ghép) cting co thé bj anh huong.

2. Canh bao Van hanh (Péi véi Bac si):

St dung dich tuoi (Irrigation) Bit budc: Ludn dam bao h¢ théng bom nhu dong hoat dong va dich
tudi (nuwdc mudi sinh 1y v trung) dugc cung cap day du trong suot qua trinh cdt xuong. Viéc cét
xuong kho s€ gay sinh nhiét cuc bo, dan dén hoai tir xuong va ton thuong mo.

Khéng dung luc qua muec: Thiét bi Piezosurgery hoat dong dua trén rung dong siéu am, khong
phai luc co hoc. Khong duoc 4n manh dau insert vao xuong. Luc qua muc s€ 1am giam hi¢u sudt
ct, ting sinh nhiét va c6 thé gdy hong dau insert hodc tay khoan.

Kiém tra Dau Insert: Chi sir dung cc dau insert chinh hing Mectron. Kiém tra d mon ciia dau
insert (dic biét 1a cac insert phu kim cwong) trude mdi lan sir dung. Pau insert mon sé& giam hiéu
sut cdt va ting nguy co sinh nhiét.

Tuan tht Quy trinh V6 tring: Tét ca cac bo phan tiép xiic voi bénh nhan (tay khoan, day tudi,
insert) phai dugc hép tiét trung theo diing hudéng dan cia nha san xuit trude mdi 1an sir dung.
Chung t6i cong khai ndi dung va hinh thirc du kién quang co ddi véi trang thiét bi y té nhu sau:
Noi dung du kién quang cdo:

- May phau thuat Piezosurgery sir dung cong ngh¢ song si€u &m khong lam ton thwong mé mém
- May phau thuat Piezosurgery c6 nhiéu tng dung trong diéu tri 1am sang: Cit xwong, chuan bj vi
tri dat implant, thao bo implant, nang xoang, lay xuong tu than, diéu tri noi nha, .

- May cho dudng cit siéu manh, it sinh nhiét, bao ton té bao xwong

- May c6 cac chiic ning tiy chon theo timg (mg dung 1am san, ¢ chirc nang phan hoi ty dong
APC

Hinh thte du kién quang céo:
Khong phai bdo néi bao hinh, Hoi thao

Co s& cam két:

1. N6i dung thong tin cong khai 1 chinh xac, hop phap va theo ding quy dinh. Néu co su gia mao,
khong ding sy that co s¢ xin chiu hoan toan trach nhiém va s€ bi xtr ly theo quy dinh cua phap
luat.

2. Bao dam ndi dung quang cao phu hop voi ban noi dung du kién quang cao da _cong khai va ho
s0' cong b tiéu chuan ap dung d6i v6i trang thiét bi y té thudc loai A, B hodc hd so dang ky luu
hanh ddi véi trang thiét bi y té thudc loai C, D.

Ngwoi dai dién hop phap ciaa co s&
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