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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: 260000423/PCBB-HCM
Ngay cong bod: 24/02/2026

1. Tén co s& cong bé: CONG TY CO PHAN 24 SEVEN HEALTH CARE
VIET NAM

2. Pia chi: 17 Pham Van, Phuong Phu Tho Hoa, Thanh phé Ho Chi Minh
3. S6 vin ban cua co so: 01/2026/CBB Ngay: 09/02/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Phoi st Zirconia

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 dé san xuat chup, cau rang giad va mdt so6 loai phuc
hinh nha khoa khac

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia 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 sé hitu: THE ARGEN CORPORATION

bia chi chu s¢ hitu: 5855 Oberlin Drive San Diego, CA 92121, UNITED
STATES

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan 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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
5855 Oberlin
1 Phoi str Zirconia Zimax Classic Ultra ggﬁﬁ (?}Sf’ll“\} o Drive San UNITED
N Diego, CA STATES
92121
Shades: White, A1, A1-L .
T ’ 5855 Oberlin
I . . . A2, A2-L, A3, A3.5, A4, THE ARGEN .
) Phoi st Zirconia Zimax Diamond HT+ B1. B2, B3, B4, C1, C2, C3, CORPORATIO Bglve S(z;nA g}igg
C4, D2, D3, D4, OM1, N 92%(1”
OM2, OM3
Shades: White, A1, A1-L,
o . . _ A2, A2-L, A3, A3.5, A4, THE ARGEN 58?5 Oberlin
3 Phoi str Zirconia Zimax HT+ Multilayer B1, B1-L, B2, B3, B4, Cl, CORPORATIO Drive San UNITED
Cl1-L, C2, C3, C4, D2, D2- N Diego, CA STATES
L, D3, D4, OM1, OM2, 92121
OM3
Shades: White, A1, A1-L .
T ’ 5855 Oberlin
ne ) . ) A2, A2-L, A3, A3.5, A4, THE ARGEN .
4 Phoi st Zirconia | Zimax ST+ Multilayer BI. B2, B3, B4, C1, C2, C3, CORPORATIO g‘réve S(e;riAx gyi"{rlzIs)
C4, D2, D3, D4, OM1, N 9211*%‘1”

OM2, OM3




