SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6: 210000543/PCBA-HCM Tp Ho6 Chi Minh, ngay 02 thang 08 nam 2021

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH DENTSPLY SIRONA VIET NAM
2. bia chi: Lau 20A, Toa nha Vincom Center Bong Khéi, 72 Lé Thanh Ton va 45A Ly Ty Trong,
Phuong Bén Nghé, Quan 1, Thanh phd HS Chi Minh

3. S6 vin ban dé nghi cta co sé: 1806/DSVCL/21 Ngay: 28/06/2021

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hop chit 1y d4u ring

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s& hitu: Dentsply Caulk

Dia chi chu so hiru: 38 West Clarke Avenue, Milford, Delaware, 19963, USA
6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH Dentsply Sirona Viét Nam

Dia chi: Lau ZOA,, Toa Nha Vincom Center D?)ng Khoi, 72 Lé Thanh Ton - 45A Ly Tu
Trong, Phuong Bén Nghé, Quan 1, Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 02836220080 bién thoai di dong:
7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ky thuat TTBYT theo Mau s6 1 (d6i véi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s6 2 (d6i véi TTBYT IVD 1a thudc thir, chat hiéu chuan,

vat liéu kiém soat in vitro) tai Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bagi: Pham Thi Thanh

Huyén

Email:

ptthuyen.syt@tphcm.gov.

vn

Co quan: S&' Y té, Thanh

pho H6 Chi Minh

Ngay ky: 02-08-2021

X 13:54:03 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

A - ~ . - TEN CO SO CHU SO HUU/
TEN TRANG THIET BI P - 2 x ~ 2 P TEN CO SO SAN XUAT/ ~ . PR
STT < * | DPON VI TINH | CHUNG LOAI SAN PHAM | MA SAN PHAM = p 7 - HANG, NUOC CHU SO
Y TE : y HANG, NUOC SAN XUAT > ~
HUU
1 Hop chét 1dy d4u ring Goi/Hop Aquasil Ultra Intraoral Tip Refill ~ |626382 Dentsply Caulk, My Dentsply Caulk, My
2 Hop chét 1dy déu ring Goi/Hop 'G 2323 [rLiJF:EI’a+ digit Standard 678007 Dentsply Caulk, My Dentsply Caulk, My
. . i + digi
3 Hop chat lay dau rang Goi/Hop '@ IC)]([:?ZI I_I_Ligira digit Intrasulcular 678008 Dentsply Caulk, My Dentsply Caulk, My
4 Hop chét 1dy déu ring Goi/Hop C'\f'A';:TT'P REFILL FOR 50 ML 678212 Dentsply Caulk, My Dentsply Caulk, My
Lo1AL A o i Aquasil Ultra+ Tray Material Hand . .
5 Hop chat lay dau rang Goi/Hop MixHard-Putty Regular Set (green) 678621 Dentsply Caulk, My Dentsply Caulk, My
6 Hop cht 14y déu ring Goi/Hop DAe(::J\f:r')'/ Ultra+ Soft Putty in DECA | 676695 Dentsply Caulk, My Dentsply Caulk, My
7 Hop chat Iy d4u ring Goi/Hop Aqua Ultra+ XLV RS 50ml 4PK  |678668 Dentsply Caulk, My Dentsply Caulk, My
8 Hop chat Iy d4u ring Goi/Hop Aqua Ultra+ XLV FS 50ml 4PK  |678670 Dentsply Caulk, My Dentsply Caulk, My
9 Hop chét Iy d4u ring Goi/Hop Aqua Ultra+ LV RS 50ml 4PK 678671 Dentsply Caulk, My Dentsply Caulk, My
10 Hop chét 1y diu rang Goi/Hop Aqua Ultra+ LV FS 50ml 4PK 678672 Dentsply Caulk, My Dentsply Caulk, M§
11 Hop chét 1y diu rang G6i/Hop ﬁ;QKUA ULTRA+ MB RS S0ML 678673 Dentsply Caulk, M§ Dentsply Caulk, M§
12 Hop chét 1dy déu ring Goi/Hop 4AP%EA ULTRA+MB FS S0MI 678674 Dentsply Caulk, My Dentsply Caulk, My
13 Hop chét 1y diu rang Goi/Hop Aqua Ultra+ HB RS 50ml 4PK 678675 Dentsply Caulk, My Dentsply Caulk, M§
14 Hop chét 1y diu rang Goi/Hop Aqua Ultra+ HB FS 50ml 4PK 678676 Dentsply Caulk, M§ Dentsply Caulk, M§
15 Hop chit 1y ddu ring Goi/Hop AQUA ULTRA+ MB RS 5:1 2PCK (678682 Dentsply Caulk, M§ Dentsply Caulk, My
16 Hop chit 1y ddu ring Goi/Hop Aqua Ultra+ HB FS DECA 678684 Dentsply Caulk, M§ Dentsply Caulk, My
17 Hop chit 1y ddu ring Goi/Hop Aqua Ultra+ HB RS DECA 678686 Dentsply Caulk, M§ Dentsply Caulk, My
Xo1A 1R o A Aquasil Ultra+ digit Power . i
18 Hop chat lay dau rang Go6i/Hop Cardridges LV Fast Set (teal) 678694 Dentsply Caulk, My Dentsply Caulk, My
Lok 1A o e rA Aquasil Ultra+ digit Power N .
19 Hop chat lay dau rang Goi/Hop Cardridges LV Regular Set (teal) 678696 Dentsply Caulk, My Dentsply Caulk, My
20 Hop chit 1y ddu ring Goi/Hop AQUAULTRA + MBFS 5:1 678697 Dentsply Caulk, M¥ Dentsply Caulk, M§

2PCK




Ultra+ digit Power Cardridges XLV

21 Hop chat 1ay dau rang Go6i/Hop Fast Set (orange) 678698 Dentsply Caulk, My Dentsply Caulk, My
Aquasil Ultra+ digit Power
22 Hop chét 1dy d4u ring Goi/Hop Cardridges XLV Extended Set 678702 Dentsply Caulk, My Dentsply Caulk, My
(orange)
Aquasil Ultra+ Tray Material in
23 Hop chat Iy d4u ring Go6i/Hop Cartridge Heavy Extended Set 678703 Dentsply Caulk, My Dentsply Caulk, My
(green)
Aquasil Ultra+ Tray Material in
24 Hop chét 14y d4u ring Goi/Hop DECA Delivery Heavy Extended Set (678704 Dentsply Caulk, My Dentsply Caulk, My
(green)
Loz c i +
25 Hop chit 14y déu ring G6i/Hop Aquasil Ultra+ LV, Regular Set. | 676906 Dentsply Caulk, My Dentsply Caulk, My
pack of 2 x 50
Cor ok i +
26 Hop chét 14y dau ring Goi/Hop Aquasil Ultra+ XLV, Regular Set 678707 Dentsply Caulk, M¥ Dentsply Caulk, My
pack of 2 x 50
AR aE o P, Aquasil Ultra+ Hand Mix Putty . .
27 Hop chat lay dau ring Go6i/Hop Fast Set - soft Putty 678708 Dentsply Caulk, My Dentsply Caulk, My
£ 1A 1A s . Aquasil Ultra+ Hand Mix Putty . .
28 Hop chat lay dau ring Go6i/Hop Regular Set - hard Putty 678709 Dentsply Caulk, My Dentsply Caulk, My
AR aE o P, Aquasil Ultra+ Hand Mix Putty FS . .
29 Hop chat lay dau ring Goi/Hop wi50ml XLV RS 678711 Dentsply Caulk, My Dentsply Caulk, My
Eo1ho A . Aquasil Ultra+ Hand Mix Putty FS . .
30 Hop chét 14y dau ring Goi/Hop wi5oml LV RS 678712 Dentsply Caulk, M¥ Dentsply Caulk, My
I . i +
31 Hop chét liy ddu ring G6i/Hop ZA)?‘;;S" Ultra+ LV, Fast Set pack of | 576713 Dentsply Caulk, M§ Dentsply Caulk, My
Cor oz i +
32 Hop chét 14y dau ring Goi/Hop Oi?gu:S;:)UItra XLV, Fast Set pack 678714 Dentsply Caulk, M¥ Dentsply Caulk, My
33 Hop chét 1dy d4u ring Goi/Hop Qgg& TRAXLVRS S0 ML 4 678768 Dentsply Caulk, My Dentsply Caulk, My
34 Hop chét 1y diu rang Goi/Hop AQUL TRA XLV FS 50 MI 4 PACK|678770 Dentsply Caulk, My Dentsply Caulk, My
35 Hop chét liy d4u ring Goi/Hop AQUL TRA LV RS 50 Ml 4 PACK 678771 Dentsply Caulk, My Dentsply Caulk, My
36 Hop chét liy d4u ring Goi/Hop AQUL TRA LV FS 50 Ml 4 PACK |678772 Dentsply Caulk, My Dentsply Caulk, My
37 Hop chét liy d4u ring Goi/Hop QECLZ”K_ TRAMONO RS 50MI 678773 Dentsply Caulk, My Dentsply Caulk, My
38 Hop chat lay du ring Goi/Hop 'F?\AQ('SJIK_ TRAMONO FS 50M1 4 678774 Dentsply Caulk, M§ Dentsply Caulk, M§
39 Hop chét ldy déu ring Goi/Hop AQUL TRA HVY RS 50MI 4 PACK (678775 Dentsply Caulk, My Dentsply Caulk, My
40 Hop chit 1y ddu ring Goi/Hop AQUL TRA HVY FS 50MI 4 PACK |678776 Dentsply Caulk, M¥ Dentsply Caulk, My




AQUL TRARIGID RS 50ML 4

41 Hop chét 14y d4u ring Go6i/Hop PACK 678777 Dentsply Caulk, My Dentsply Caulk, My
42 Hop cht Iy d4u ring Go6i/Hop Q,S(L:Jrl(_ TRARIGID FS S0ML 4 678778 Dentsply Caulk, My Dentsply Caulk, My
43 Hop chét 1dy d4u ring Goi/Hop AQUL TRA LV R/S INCO 4 PACK |678779 Dentsply Caulk, My Dentsply Caulk, My
44 Hop chét 1dy d4u ring Goi/Hop AQUL TRA LV F/S INCO 4 PACK |678780 Dentsply Caulk, My Dentsply Caulk, My
45 Hop chét 1dy d4u ring Go6i/Hop ﬁ\gg}tTRA XLV RIS INCO 4 678781 Dentsply Caulk, My Dentsply Caulk, My
46 Hop cht Iy d4u ring Goi/Hop AQUL TRA5:1 MONORSSTD |678782 Dentsply Caulk, M§ Dentsply Caulk, M§
47 Hop chat Iy d4u ring Goi/Hop AQUL TRA5:1 HEAVY FSSTD |678784 Dentsply Caulk, M§ Dentsply Caulk, M§
48 Hop chat Iy d4u ring Goi/Hop AQUL TRA5:1 HEAVY RSSTD |678786 Dentsply Caulk, M§ Dentsply Caulk, M§
49 Hop chét 1y diu rang Goi/Hop AQUL TRA XLV F/S INCO 4 678882 Dentsply Caulk, My Dentsply Caulk, My

PACK
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