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 cia thiét bj y té thudc loai B

S6 cong bd: 260000514/PCBB-HCM
Ngay cong bo: 02/03/2026

1. Tén co s6 cong bd: CONG TY TNHH THIET BI Y TE SAO MAI

2. bia chi: S6 156/38 duong Nguyén Hiru Dat, Phuong Tay Thanh, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: 1/25/VBCB-B Ngay: 24/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: DAy truyén dich

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 ‘sﬁ’ dung: B6 day truyén dich la thiét biy té ’duqc st dung trong li¢u
phap truyén dich qua duong tinh mach, nham cung cap luong dung dich do
duoc voi téq dé dong chay cu thé, dua trén kich thude cac giot dung dich.
B¢ day truyén dich dugc str dung trong cac truong hop sau:

* Truyén thu6c qua duong ti€ém tinh mach

* Truyén dich tiqh mach ‘

* Truyén hoa chat theo li€éu luong.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu so hiru: Medas, Inc.



Dia chi chu s& hiru: 20855 NE 16th Ave Suite C21 Miami, FL 33179,
UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

I X Quy cach " . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Div travén dich | MEDADV IV M100, M101, M102, M 103, 2AO\§I§25CI\2HIE 16TH UNITED
| Ay ruyen die ADMINISTRATION SET | M104, M105, M106, M107, Medas Inc. Miarai FL 33179 | STATES
M108, M109, M110 a
No0.999 Fushan
Road, Xialan
Div truvdn dic, | MEDADV IV M100, M101, M102, M103, c .
p [P HUYER A ADMINISTRATION SET | M104, M105, M106, M107, Medas Inc. Zcon‘;flmc heV CHINA
M108, M109, M110 one ranchang
City, Jiangxi
Province 330200
Quancheng
Road Medical
Dav truvdn dich | MEDADV IV M100, M101, M102, M 103, Eled“‘ﬁial Park
3 y truyen dic ADMINISTRATION SET | M104, M105, M106, M107, Medas Inc. Churf > | CHINA
M108, M109, M110 engwu
Economic Dev
Zone Shandong
Province 274200
A + .. . |MEDADVIV 20855 NE 16TH
+ [bhuphethude | | ADMINISTRATION SET | iy > W 12 W Medastne,  |AVEC21 |UNITED
BURETTES M119, M120, M121 Miami FL 33179 | STATES
No0.999 Fushan
Day truyén dich c6 fgﬁﬁ\%\szIKATION SETS |MI11, M112, M113, M114, Road, Xialan
5 | bau pha thudc BURETTES M115, M116, M117, M118, Medas Inc. Economic Dev | cCHINA

M119, M120, M121

Zone Nanchang
City, Jiangxi




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Province 330200
Quancheng
Road Medical
T MEDADV 1V Device
Day truyeén dich co MI111,M112, M113, M114 .
A L ADMINISTRATION SETS ’ ’ ’ ’ Industrial Park,
6 |bau pha thuoc BURETTES MI115, M116, M117, M118, Medas Inc. Chengwu CHINA

MI119, M120, M121

Economic Dev
Zone Shandong
Province 274200




