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THONG TIN

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

S6 cong bd: 260001180/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co s6 cong bd: CONG TY TNHH MOT THANH VIEN NHAP KHAU
VA PHAN PHOI JOOTIS , ‘ N

2. bia chi: Tang 9, Toa nha Intracom 2, s6 33 dudng Cau Dién, Phuong Xuan
Phuong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 04/CBB Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té& Nudc nhudém mau zirconia nha 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 cach dong goi:

Muc dich str dung: Dung dich nhu¢m mau dung d€ nhuém mau cho phoi st
zirconia trong phuc hinh nha khoa.

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 chuan ciia NSX

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: CO.N.CE.P.T. S.R.L.

Dia chi chu s¢ hiru: Via Respighi 15 - 43011 Busseto (PR) , ITALY
7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du diéu ki¢n san xuat doi voi thiet b1 y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)

1AQUAIT001WAI

IAQUAI001WA2

1AQUAIT001WA3

IAQUA1001WA35

1AQUAI001WA4 . , .

1A8UA1001WB1 Dia chi I: Via

Musini 6, 43011
Nute nhuom mau o154 vy }ngﬁjgg%gg CON.CEP.T. |Busseto(PR),

1 |zirconia nha khoa QUA- ) ASU AL1001WB4 S.R..L.' T ;TAI.JYI,)DQ (éhi ITALY
1AQUA1001WCl 268/118 e
1AQUA1001WC2 (CR), ITALY
IAQUAIT001WC3 ’
1AQUA1001WC4
IAQUA1001WD2
1AQUA1001WD3
IAQUA1001WD4
1AQUAI1003TA1
1AQUAI1003TA2
1AQUAI1003TA3
1AQUA1003TA35 bia chi 1: Via
1AQUAI1003TA4 Musini 6, 43011

Nudc nhudém mau 1AQUAI1003TBI Busseto (PR),

2 | zirconia nha khoa | AQUA-T PLUS 1AQUA1003TB2 g%IE'CE'P'T' ITALY, Pia chi |ITALY
1AQUA1003TB3 T 2: Via Dossi 8,
1AQUA1003TB4 26010 Izano
1AQUA1003TC]1 (CR), ITALY
1AQUAT003TC2
1AQUAI1003TC3

1AQUA1003TC4




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) ((11325 f(()))l san xult <An xult Nude san xuét
1AQUA1003TD2
1AQUA1003TD3
1AQUA1003TD4
1AQUA1004PA1
1AQUA1004PA2
1AQUA1004PA3
1AQUA1004PA35
1AQUA1004PA4
1AQUA1004PBI1 o
1AQUA1004PB2 bia chi 1: Via
Musini 6, 43011
Nute nhugm mau -, 54 p }QQUgiggggi CON.CEP.T. |Busseto(PR),

3 | zirconia nha khoa QUA- QU 7 |ITALY, biachi |ITALY
1AQUA1004PC1 S.R.L. 2. Via Dossi 8
1AQUA1004PC2 26010 Lzano
1AQUA1004PC3 (CR). ITALY
1AQUA1004PC4 ’
1AQUA1004PD2
1AQUA1004PD3
1AQUA1004PD4
1AQUA1006POA
1AQUA1006PO3
1AQUA1006PGT
1AQUA1006POG o
1AQUA1006POO Dia chi 1: Via

Musini 6, 43011
Nudc nhudm mau IAQUAT006POB Busseto (PR)

4 | girconia nha khoa | AQUA-P OCCLUSAL 1AQUA1006POM CON.CEP.T. |\1aly Diachi [ITALY
1AQUA1006POGB S.R.L. 5 Vit Dossi 8
1AQUA1006POP 26010 Lzano
1AQUA1006POV (CR). ITALY
1AQUA1006POY ’
1AQUA1006POPP

5 [Nu6c nhuém mau | AQUA-P QUICK 1AQUA2004PA1 CON.CEP.T. |Pjachil:Via |ITALY




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) ((11325 f(()))l san xult <An xult Nude san xuét
1AQUA2004PA2
1AQUA2004PA3
1AQUA2004PA35
1AQUA2004PA4
1AQUA2004PBI1 .
1AQUA2004PB2 Musini 6, 43011
Busseto (PR),
zirconia nha khoa IAQUA2004PB3 ITALY, Dia chi
1AQUA2004PB4 S.R.L. 7 Via [’)os.s iq
1AQUA2004PCl1 2'6 010 Tzano ’
1AQUA2004PC2 (CR), ITALY
1AQUA2004PC3 ’
1AQUA2004PC4
1AQUA2004PD2
1AQUA2004PD3
1AQUA2004PD4
1AQUA3004PA1
1AQUA3004PA2
1AQUA3004PA3
1AQUA3004PA35
1AQUA3004PA4 .
1AQUA3004PBI Dia chi 1: Via
Musini 6, 43011
Nudc nhuém mau IAQUA3004PB2 Busseto (PR)
. . AQUA-P ANTERIOR 1AQUA3004PB3 CO.N.CE.P.T. L
6 |zirconia nha khoa ITALY, Piachi [ITALY
1AQUA3004PB4 S.R.L. 7- Via Dossi 8
1AQUA3004PCl1 2'6 010 Tzano ’
1AQUA3004PC2 (CR), ITALY
1AQUA3004PC3 ’
1AQUA3004PC4
1AQUA3004PD2
1AQUA3004PD3

1AQUA3004PD4




