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: 260000480/PCBA-HCM
Ngay cong bod: 03/04/2026

1. Tén co s cong bd: CONG TY TNHH SOLVENTUM VIET NAM

2. bia chi: Phong 2002, Mapletree Business Centre, 1060 Puong Nguyén Van
Linh, Phuong Tan Hung, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: SOLV-RA/2026-67 Ngay: 31/03/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Hé thdng theo ddi hiéu ning may tiét khuan hoi nudc

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 sir dung: Hé thong 3M Attest eBowie-Dick Test System cung cap su
theo ddi nhanh chong, dang tin cdy vé hiéu ning ctia may tiét khuan hoi nudc
mdi ngay, cling nhu sau khi qua trinh sira chita may tiét khuan hoi nuéc duge
thue hién tai cac co s¢ chim soc strc khoe. Hé thong bao gdém: chi thi cho quy
trinh tiét khuan hoi nude 3M Attest eBowie-Dick Test Card, phu kién: khay
gitr chi thi 3M Attest eBowie-Dick Card Holder va May doc chi thi cho quy
trinh tiét khuan hoi nuéc 3M Attest eBowie-Dick Auto-reader 1190.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: Tiéu chuin co s&
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 s& hitru: 3M Company



bia chi chu sé hitu: 3M Center, 2510 Conway Ave., Bldg. 275-5W-06 , Saint
Paul, MN 55144, UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: CONG TY TNHH SOLVENTUM VIET NAM

bia chi: Phong 2002, Mapletree Business Centre, 1060 Buong Nguyén Vin
Linh, Phuong Tan Hung, Thanh pho H6 Chi Minh

Pién thoai ¢b dinh: +84 28 5416 0429 bién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian 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 té cong bd 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 Bl Y TE

STT | TEN THIET BI | PON | CHUNG LOAI SAN PHAM | MA SAN PHAM | QUY CACH | TEN CO SO SAN XUAT/ TEN CO SO CHU SOHUU/ | TEN COSO | BIA CHI CO SO BAO
Y TE VI PONG GOI | HANG, NUOC SAN XUAT | HANG, NUGC CHU SO HUU | BAO HANH HANH
TINH (NEU CO)
1 May doc chi thi [Cai 3M Attest eBowie-Dick Auto-reader  |1190 Sanmina Corporation 3M Company Congty TNHH  [Phong 2002, Mapletree
cho quy trinh tigt 1201 W Crosby Road 3M Center, 2510 Conway Ave. Solventum Viét Businf:ss Center, 1060 Duong|
khuén hoi nuée Carrollton, TX 75006 USA Bldg. 275-5W-06 Nam Nguyén Vin Linh‘, Phuong
Saint Paul, MN 55144 Téan Hung, TP. HO Chi Minh,
USA Viét Nam
2 Chi thi cho quy  |Cai 3M Attest eBowie-Dick Test Card 10135, 10135B 3M Company Thiét bj str dung 1|Thiét bi st dung 1 lan, khong

trinh tiét khuan
hoi nudce

2510 Conway Ave.
St. Paul, Minnesota
55144

USA

lan, khong ap
dung bao hanh

ap dung bao hanh




