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May dinh vi chép RomiApex™ A-15 gitp bac sy thuc hanh
téng quat do chiéu dai éng tiy mét cach chinh xac gitp nang
cao chat lugng diéu tri néi nha véi chi phi hop ly nhat trén thi

truong hién nay.
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Coéng nghé tién tién.

Do hoan toan tu déng.

Dinh vi tri chép chinh xac cao trong diéu
kién 6ng tay khé va uét.

Hoat d6ng dé dang va tin cay.

Hién thi cac tri s6 dugc chon: 2.0,1.5, 1.0,
0.75,0.5,0.25,0.0, (Qua chép).

Phan hoi am thanh véi nat diéu khién am
luong.

Thiét ké than thién véi ngudi st dung.
Man hinh LCD hién thi da mau sic.

o Tu ddng tat.
e B3o hanh than mdy 24 thang theo dung

quy dinh clia nha san xuat.
Dich vu sau ban hang chu dao & tin cay.

m - Ché do kiém tra két n6i day —»l€=
r A - Ché d6 Demo | Demo

APPROVED - Biéu tugng day do c=®=

omiApex™ A-15

dinh vi chop c6ng nghé tién tién



Cac nghién ciu lam sang véi may dinh vi RomiApex™ A-15

Két qua nghién ctiu may do chiéu dai 6ng tdy RomiApex™ A-15 chinh xac nhu cac thuong hiéu hang dau trén thi truong:
- Phé giao su Victor Hugo Dechandt Brochado: Chuyén gia vé néi nha, Thac si khoa hoc vé ndi nha, Phé Gido Su
chuyén nganh Noi Nha, Khoa Nha - Dai hoc State Londrina, Bang Parana, Brazil.

- Giao su Carlos Alberto Spironelli Ramos: Chuyén gia vé Noi Nha, Thac si khoa hoc vé Néi Nha, Tién sivé N6i Nha,
Gido su danh du, chuyén nganh N6i Nha, Khoa Nha- Dai hoc State Londrina, Bang Parana, Brazil.

- Phé giao su Roberto Prescinotti: Chuyén gia vé néi nha, Thac si khoa hoc vé néi nha, Phé Gido Su chuyén nganh
N6i Nha, Khoa Nha- Dai hoc State Londrina, Bang Parana, Brazil.

DANH GIA THUC TE DO CHINH XAC CUA MAY DINH VI CHOP DIEN TU RomiApex™ A-15

Két luan: Sau khi xem xét cac két qua ctia nghién ctiu, c6 thé di dén két luan rang may dinh vi RomiApex™A-15 cho
két qua do chinh xac va dang tin cay qua cac tinh huéng thuc nghiém da dugc thuc hién, thé hién dugc tinh hiéu
qua trong viéc xac dinh vi tri ctia 16 chép theo céac gidi han trén lam sang.

SO SANH THUC NGHIEM VGI1 HAI HE THONG MAY BINH VI CHOP DIEN TU RomiApex™ A-15 VA ROOT ZX II

Ké&t ludn: Qua cac két qua nghién clu, c6 thé thay rang may dinh vi RomiApex™A-15 va Root ZX Il thé hién duoc
két qua do chinh xac va dang tin cdy qua cac tinh huéng thuc nghiém dugc thuc hién, hiéu qua trong viéc xac dinh
vi tri cia 16 chép theo cac gidi han trén 1am sang.

Cac théng tin nghién citu va cac chiing chi:

*Clinical reproducibility of three electronic apex locator - International Endodontic Journal, 44, 769-776, 2011
http://www.romidan.com/index.php/library#scientific-articles
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CERTIFICATE

This is to certify that the Quality Management System of
ROMIDAN Ltd.
5 Simcha Holzberg, 5502213 Kiryat-Ono, Israel
13 Gush Etzion st., 5403013 Givat Shmuel, Israel

Has been audited and registered by SII-QCD as conforming to the requirements of
1SO 9001:2008
This Certificate is Applicableto

Manufacturing of disposable and infection control products for dental and medical usage.
ing, sales and mai; of dental medical products, devices and equipment.
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Certificate No.: 58887 Certificate Issue Date:  24/06/2016
ification Date: 10/01/2001 Certification Expiry Date: 15/09/2018
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Nghién clru cua cac tac gia:
V. Miletic, K. Beljic-lvanovic & V. lvanovic: Khoa Nha phuc héi va néi nha, trudng Bai hoc Nha Khoa Belgrade,
Belgrade, Serbia.

Kha nang tai lap két qua 1am sang véi 3 may dinh vi chép dién ti phd bién hién nay (An ban trén tap chi
International Endodontic Journal): So sdnh khd ndng tdi lap két qua véi 3 mdy dinh vi chép dién ta: Dentaport ZX',
RomiApex™ A-152va Raypex 53 dudi cdc tinh huéng Iam sang.

Phuong phap:

Nghién ctiu 48 8ng tly cla cac rang clia, rang nanh va rang c6i nhd c6 hodc khéng c6 kiém tra X quang tén
thuong viing quanh chop can dugc diéu tri tay trén 42 bénh nhan. Véi moéi 6ng tay, tat cd 3 may dinh vi dugc
dung dé xac dinh chiéu dai lam viéc ma da dugc xac dinh 1a doc dén vi tri 0 hay xac dinh 1a“ t6i chép”, vi tri “0.0”
hoac“hinh vuéng dé” trén man hinh cac may dinh vi. Dung tram K c6 cuing kich thudc da dugc st dung cho moi
lan do. Chiéu dai tram dugc c6 dinh véi mot nat chan cao su va dugc do vai dé chinh xac dén 0.01 mm. Viéc do
dac dugc thuc hién bai 2 chuyén vién hiéu chuan. Su khac biét khi doc dén vi tri 0 gitta 3 may dinh vi trén cing 1
8ng tay dugc phan tich thdng ké st dung test Paired t vai hiéu chinh Bonferroni, biéu d6 Bland-Altman va hé s6
tuong quan phu hgp ctia Linn & muc 0.05.

Két qua: Cac gia tri do léch chudn va dé léch trung binh dugc do bai 3 may dinh vi khéng cé su khéc biét dang ké.

Két luan: Viéc tai lap két qua 1am sang cta Denta - port ZX, RomiApex " A-15 va Raypex 5 dugc xac dinh véi hau
hét cac két qua doc dugc vai su khac biét khéng dang keé.

Tuy nhién, cdc may dinh vi chép khéng la phuang tién tin tudng duy nhat dé xac dinh chiéu dai lam viéc trong
cac tinh hudong lam sang, ma can c6 su hd trg cla mdy chup X - quang trong miéng.

1. Dentaport ZX la thuong hiéu cta J.Morita
2. RomiApex A-15 la thuong hiéu cia Romidan
3. Raypex 5 la thuong hiéu cia VDW

EC Certificate

mdc medical device certification GmbH
Notified 0483

herewith certifies that

Romidan Ltd.

5 Simcha Holzberg St.
Kiryat-Ono, 5502213
Israel
for the scope.

RomiAPEX ™ - Apex Locators

has introduced and applies a

Quality System

for the manufacture of the products concemed and carries outa
final inspection as specified in Annex V, Section 3.

The mdc audit has proven that this quality system
meets all requirements according to
Annex V - Section 3
of the Council Directive 93/42/EEC

of 14 June 1993 conceming medical devices.

The surveillance will be held as specified in Annex V, Section 4.

Valid from 2015-11-13

Valid untl 2020-11-12
Registration no. 1048000013
Report no. P15-01321-54169
Stutigart 2015-11-13

FLog BN
Head of Certification Body

mdc

" RomiApex~A-15

Gidy chiing nhan chat lugng theo
tiéu chuan Chau Au



RomiApex™A-15

May dinh vi chdép céng nghé tién tién
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Man hinh phia truéc c6 4 mau tuy chon
Metallic
Red

Snow Metallic Warm
White Green Grey

cat. RA15-003 cat. RA15-004 cat. RA15-006 cat. RA15-007
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1pcs 2pcs 5pcs 1pcs
Day do Kep tram Moéc moi Cay tiép xuc

cat. RA15-009
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Pac tinh ky thuat:
Kich thuéc: W55 x H92 x T16mm \_—J
Dang hién thi: Man hinh mau LCD

Gia dé may

Nguén dién: 1.5V, AAA, Alkaline Battery x1
Kich thuéc trinh bay: 51 x 38 mm
Trong luong: 100gr.

Hang san xuat:
Romidan Ltd.

5, Simcha Holzberg St.
Kiryat-Ono 55022, Israel
Tel: +972-3-7360099
Fax: +972-3-7360097

\ export@romidan.com
E)ENTAL QUALITY F'RAEIDLIETS www.romidan.com
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CONG TY TNHH NHA KHOA THAI BINH DUONG

Van phong tai TP. HCM Van phong tai TP. Ha Noi

Dia chi: 22 - 24 Nguyén Van Tha, P. Ba Kao, Q.1, TP. HCM Dia cht: 32 Tran Kim Xuyén, P. Yén Hoa, Q. Cau Gidy, Ha Noi
bién thoai: (028) 39112 170 - Fax: (08) 3911 2171 Dién thoai: (024) 3773 3138 - Fax: (04) 6282 2441



