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

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000665/PCBA-HCM
Ngay cong bo: 28/04/2026

1. Tén co s¢ cong bd: CONG TY TNHH CARL ZEISS VIET NAM

2. bia chi: Van phong 12.01, tang 12, Thap B (The Mett), 15 duong Tran
Bach Pang, Phuong An Khanh, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: CZV-LTR-DKLH-34-2026 Ngay: 22/04/2026
4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Trong kinh thude

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: Muc dich str dung cua trong kinh thuéc ZEISS 1a diéu
chinh thi luc

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 chuin nha san xuét

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 hiru: Carl Zeiss Vision International GmbH

Dia chi chu s& hiru: Turnstrasse 27, 73430 Aalen, GERMANY

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH Carl Zeiss Vi¢t Nam

Dia chi: Van phong 12.01, ting 12, Thap B (The Mett), 15 dudong Tran Bach



Pang, Phuong An Khanh, Thanh phé Ho Chi Minh

Pién thoai ¢b dinh: 02839118670 Dién thoai di dong: 0974658321

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

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.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

TEN TEN CO SO SAN C;%ng(;{sl% | TEN cosg| PA CHI
STT |THIET BI| CHUNG LOAI SAN PHAM TEN VIET TAT CUA SAN PHAM XUAT/ HANG, o g " - CO SO BAO
Y TE NUGC SAN XUAT | HANG, NUOC | BAO HANH | ™", oy
CHU SO HUU
ZEISS FSV AS 156 DVBP
ZEISS Finished SV AS 1.56  [ZEISS FSV AS 156 DVBP 65+
1 UVProtect DuraVision ZEISS FSV AS 156 DVBP 65X
BlueProtect UV 7EISS FSV AS 156 DVBP 73-
ZEISS FSV AS 156 DVBP 70-
ZEISS FSV AS 156 DVP
ZEISS Finished SV AS 1.56  |ZEISS FSV AS 156 DVP 65+
2 UVProtect DuraVision 7EISS FSV AS 156 DVP 65X
Platinum UV ZEISS FSV AS 156 DVP 73-
7EISS FSV AS 156 DVP 70-
ZEISS FSV AS 16 DVBP
7EISS FSV AS 16 DVBP 65+
ZEISS Finished SV AS 1.6 ZEISS FSV AS 16 DVBP 65X
3 UVProtect DuraVision 7EISS FSV AS 16 DVBP 70+
BlueProtect UV ZEISS FSV AS 16 DVBP 70X
7EISS FSV AS 16 DVBP 70-
ZEISS FSV AS 16 DVBP 75-
7EISS FSV AS 16 DVP
ZEISS FSV AS 16 DVP 65+
ZEISS Finished SV AS 1.6 7EISS FSV AS 16 DVP 65X
4 UVProtect DuraVision ZEISS FSV AS 16 DVP 70+
Platinum UV 7EISS FSV AS 16 DVP 70X
ZEISS FSV AS 16 DVP 70-
7EISS FSV AS 16 DVP 75-
ZEISS FSV AS 167 DVBP
ZEISS Finished SV AS 167 |ZEISS FSV AS 167 DVBP 65+ Vin ph(;ng
5 UVProtect DuraVision ZEISS FSV AS 167 DVBP 70+ Carl Zeiss Vision 12.01, tang
BlueProtect UV 7EISS FSV AS 167 DVBP 70X (China) Ltd., No Carl Zeiss 12, Thap B
ZEISS FSV AS 167 DVBP 70- 1636. Zhishi Dadao Vision Congty (The Mett),
Trong kinh 7EISS FSV AS 167 DVBP 75- Hua’ngpu District | Imtemational | oS |15 duong
thudc ;3:2 E::// :2 12; g:;i & Guangzhou, , T GmbH, 27 Zeiss Viét Trf; Bach
- + urnstrasse 27, : ang,
. ﬁllsii ‘;%ffai\i;iﬁ: 167 17EISS FSV AS 167 DVP 70+ G;?%ﬁii: STlrgizs 73430 Aalen, Nam Phuong An
Platinum UV 7EISS FSV AS 167 DVP 70X Qube Pirc Khénh,
ZEISS FSV AS 167 DVP 70- Thanh phd
7EISS FSV AS 167 DVP 75- Hb Chi Minh
ZEISS FSV CLEARVIEW 156 BL DVP
ZEISS Finished SV ClearView [ZEISS FSV CLEARVIEW 156 BL DVP 65+
7 1.56 BlueGuard DuraVision ZEISS FSV CLEARVIEW 156 BL DVP 65X
Platinum UV 7EISS FSV CLEARVIEW 156 BL DVP 73-
ZEISS FSV CLEARVIEW 156 BL DVP 70-
N . |zEISS FSV CLEARVIEW 156 PFX EGRY DVP
g f?ésshi‘g;ﬁ:i:;%fzvég ZEISS FSV CLEARVIEW 156 PEX EGRY DVP 65+
- . 7EISS FSV CLEARVIEW 156 PFX EGRY DVP 65X
DuraVision Platinum UV
ZEISS FSV CLEARVIEW 156 PEX EGRY DVP 70-
7EISS FSV CLEARVIEW 156 DVP
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 156 DVP 65+
9 1.56 UVProtect DuraVision ~ |ZEISS FSV CLEARVIEW 156 DVP 65X
Platinum UV ZEISS FSV CLEARVIEW 156 DVP 73-
7EISS FSV CLEARVIEW 156 DVP 70-
ZEISS FSV CLEARVIEW 16 BL DVP
- . |zEISS FSV CLEARVIEW 16 BL DVP 65+
ZEISS Finished SV ClearView 17010 g " CTEARVIEW 16 BL DVP 65X
10 1.6 BlueGuard DuraVision

11

Platinum UV

ZEISS FSV CLEARVIEW 16 BL DVP 70+

ZEISS FSV CLEARVIEW 16 BL DVP 70-

ZEISS FSV CLEARVIEW 16 BL DVP 75-

ZEISS Finished SV ClearView
1.6 PhotoFusion X Extra Grey
DuraVision Platinum UV

ZEISS FSV CLEARVIEW 16 PFX EGRY DVP

ZEISS FSV CLEARVIEW 16 PEX EGRY DVP 65+

ZEISS FSV CLEARVIEW 16 PFX EGRY DVP 65X

ZEISS FSV CLEARVIEW 16 PEX EGRY DVP 70-

ZEISS FSV CLEARVIEW 16 PFX EGRY DVP 75-
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TEN CO SO

TEN TEN CO SO SAN B e A .| DIA CHI
STT |THIET BI| CHUNG LOAI SAN PHAM TEN VIET TAT CUA SAN PHAM XUAT/ HANG, LRI HU,W DR CO SO BAO
YTE ’ NUGC SAN XUAT | HAN & RTIOE  O FALT HANH
CHU SO HU'U
ZEISS FSV CLEARVIEW 16 DVP
ZEISS FSV CLEARVIEW 16 DVP 65+
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 16 DVP 65X
12 1.6 UVProtect DuraVision ZEISS FSV CLEARVIEW 16 DVP 70+
Platinum UV ZEISS FSV CLEARVIEW 16 DVP 70X
ZEISS FSV CLEARVIEW 16 DVP 70-
ZEISS FSV CLEARVIEW 16 DVP 75-
ZEISS FSV CLEARVIEW 167 BL DVP
ZEISS FSV CLEARVIEW 167 BL DVP 65+
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 167 BL DVP 65X
13 1.67 BlueGuard DuraVision ~ [ZEISS FSV CLEARVIEW 167 BL DVP 70+
Platinum UV ZEISS FSV CLEARVIEW 167 BL DVP 70X
ZEISS FSV CLEARVIEW 167 BL DVP 70-
ZEISS FSV CLEARVIEW 167 BL DVP 75-
ZEISS FSV CLEARVIEW 167 PFX EGRY DVP
- . |ZEISS FSV CLEARVIEW 167 PFX EGRY DVP 65+
ZEISS Finished SV ClearView 7 51 o0 e e EARVIEW 167 PEX EGRY DVP 70+
14 1.67 PhotoFusion X Extra Grey
. . ZEISS FSV CLEARVIEW 167 PFX EGRY DVP 70X
DuraVision Platinum UV
ZEISS FSV CLEARVIEW 167 PFX EGRY DVP 70-
ZEISS FSV CLEARVIEW 167 PFX EGRY DVP 75-
ZEISS FSV CLEARVIEW 167 DVP
ZEISS FSV CLEARVIEW 167 DVP 65+
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 167 DVP 65X
15 1.67 UVProtect DuraVision ZEISS FSV CLEARVIEW 167 DVP 70+
Platinum UV ZEISS FSV CLEARVIEW 167 DVP 70X
ZEISS FSV CLEARVIEW 167 DVP 70-
ZEISS FSV CLEARVIEW 167 DVP 75- Vian phong
. . |ZEISS FSV CLEARVIEW 174 BL DVP R 12.01, tang
ZEISS Finished SV ClearView [7 515 c ey e EARVIEW 174 BL DVP 70- Carl Zeiss Vision | ) 7iss 12, Thap B
16 1.74 BlueGuard DuraVision (China) Ltd., No. L.
i ZEISS FSV CLEARVIEW 174 BL DVP 75- - Vision . (The Mett),
Platinum UV 1636, Zhishi Dadao, . Cong ty R
L ZEISS FSV CLEARVIEW 174 BL DVP 65- i International 15 duong
Trong kinh Huangpu District, TNHH Carl \
thube | ZEISS Finished SV ClearView [ZEISS FSV CLEARVIEW 174 DVP Guangzhou GmbH, Zeiss Viat | Tran Bach
- ZEISS FSV CLEARVIEW 174 DVP 70- ’ Turnstrasse 27, j Dang,
17 1.74 UVProtect DuraVision Guangdong, 510555 Nam .
. ZEISS FSV CLEARVIEW 174 DVP 75- . 73430 Aalen, Phuong An
Platinum UV P.R.China, Trung , )
ZEISS FSV CLEARVIEW 174 DVP 65- Quéc Pic Khénh,
ZEISS Finished MyoCare 1.59 | 7515 F MYOCARE 159 DVP ’ljha‘mh pho
18 UVProtect DuraVision H6 Chi Minh
Platinum UV ZEISS F MYOCARE 159 DVP 73-
ZEISS Finished MyoCare S 17155 F MYOCARE S 159 DVP
19 1.59 UVProtect DuraVision
Platinum UV ZEISS F MYOCARE S 159 DVP 73-
. . |ZEISS FSV CLEARVIEW 174 DVG
ZEISS Finished SV ClearView I7 5 e T EARVIEW 174 DVG 70-
20 1.74 UVProtect DuraVision
Gold UV ZEISS FSV CLEARVIEW 174 DVG 75-
ZEISS FSV CLEARVIEW 174 DVG 65-
. . |ZEISS FSV CLEARVIEW 174 BL DVG
ZEISS Finished SV ClearView 17 5 1d e oy T EARVIEW 174 BL DVG 70-
21 1.74 BlueGuard DuraVision
Gold UV ZEISS FSV CLEARVIEW 174 BL DVG 75-
ZEISS FSV CLEARVIEW 174 BL DVG 65-
ZEISS FSV CLEARVIEW 167 DVG
ZEISS FSV CLEARVIEW 167 DVG 65X
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 167 DVG 70-
22 1.67 UVProtect DuraVision ~ |ZEISS FSV CLEARVIEW 167 DVG 70+
Gold UV ZEISS FSV CLEARVIEW 167 DVG 65+
ZEISS FSV CLEARVIEW 167 DVG 70X
ZEISS FSV CLEARVIEW 167 DVG 75-
ZEISS FSV CLEARVIEW 167 BL DVG
ZEISS FSV CLEARVIEW 167 BL DVG 70+
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 167 BL DVG 75-
23 1.67 BlueGuard DuraVision ZEISS FSV CLEARVIEW 167 BL DVG 65X

Gold UV

ZEISS FSV CLEARVIEW 167 BL DVG 70-

ZEISS FSV CLEARVIEW 167 BL DVG 65+

ZEISS FSV CLEARVIEW 167 BL DVG 70X
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TEN CO SO

TEN TEN CO SO SAN B e A .| DIA CHI
STT |THIET BI| CHUNG LOAI SAN PHAM TEN VIET TAT CUA SAN PHAM XUAT/ HANG, LRI HU,W DR CO SO BAO
YTE ’ NUGC SAN XUAT | HAN & RTIOE  O FALT HANH
CHU SO HU'U
ZEISS FSV CLEARVIEW 16 DVG
ZEISS FSV CLEARVIEW 16 DVG 70+
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 16 DVG 70X
24 1.6 UVProtect DuraVision ZEISS FSV CLEARVIEW 16 DVG 70-
Gold UV ZEISS FSV CLEARVIEW 16 DVG 65+
ZEISS FSV CLEARVIEW 16 DVG 65X
ZEISS FSV CLEARVIEW 16 DVG 75-
ZEISS FSV CLEARVIEW 16 BL DVG
ZEISS FSV CLEARVIEW 16 BL DVG 65X
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 16 BL DVG 65+
25 1.6 BlueGuard DuraVision ZEISS FSV CLEARVIEW 16 BL DVG 70-
Gold UV ZEISS FSV CLEARVIEW 16 BL DVG 70X
ZEISS FSV CLEARVIEW 16 BL DVG 70+ o
Van phong
ZEISS FSV CLEARVIEW 16 BL DVG 75- 1201 6
ZEISS FSV CLEARVIEW 156 DVG Carl Zeiss Vision | o Tl’],ang
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 156 DVG 65+ (China) Ltd., No. ifisi:r‘lss (The l\::tt)
26 1.56 UVProtect DuraVision ZEISS FSV CLEARVIEW 156 DVG 65X 1636, Zhishi Dadao, International Cong ty 15 duon ?
Trong kinh|{Gold UV ZEISS FSV CLEARVIEW 156 DVG 70- Huangpu District, GmbH. TNHH Carl Trin Bac%l
thude 7EISS FSV CLEARVIEW 156 DVG 73- Guangzhou, ’ Zeiss Viét s
Turnstrasse 27, Dang,
ZEISS FSV CLEARVIEW 156 BL DVG Guangdong, 510555 Nam A
. . . 73430 Aalen, Phuong An
ZEISS Finished SV ClearView |ZEISS FSV CLEARVIEW 156 BL DVG 65+ P.R.Chmg, Trung Dt Khénh
27 1.56 BlueGuard DuraVision ~ |ZEISS FSV CLEARVIEW 156 BL DVG 65X Quoc Thanh ilé
Gold UV ZEISS FSV CLEARVIEW 156 BL DVG 70- L bh
HO6 Chi Minh
ZEISS FSV CLEARVIEW 156 BL DVG 73-
ZEISS FSV CLEARVIEW 15 DVG
- . |ZEISS FSV CLEARVIEW 15 DVG 70+
ZEISS Finished SV ClearView [7 516 ey T EARVIEW 15 DVG 70X
28 1.5 UVProtect DuraVision
Gold UV ZEISS FSV CLEARVIEW 15 DVG 70-
ZEISS FSV CLEARVIEW 15 DVG 65+
ZEISS FSV CLEARVIEW 15 DVG 65X
ZEISS FSV CLEARVIEW 15 BL DVG
- . |ZEISS FSV CLEARVIEW 15 BL DVG 65+
ZEISS Finished SV ClearView
2 |5 BlueGuard DuraVision ZEISS FSV CLEARVIEW 15 BL DVG 65X

Gold UV

ZEISS FSV CLEARVIEW 15 BL DVG 70+

ZEISS FSV CLEARVIEW 15 BL DVG 70X

ZEISS FSV CLEARVIEW 15 BL DVG 70-

Trang3/3




