SO'Y TE HA NOI 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: 260001191/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co s¢ cong bé: CONG TY TNHH PHAT TRIEN CONG NGHE
ALPHAMEI? VIET NAM )

2. bia chi: S6 1/4, Ngd 90, Buong Buoi, Phuong Giang Vo6, Thanh phd Ha
Noi

3. S6 vin ban cua co so: 1504/CBB-HCO1/ALPHA Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Mdy niéu dong hoc

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: Panh gia chic nang chira dung tong xuit clia ca bang
quang va ni¢u dao.Ni¢u dong hoc gitp bac si danh gia co cua bang quang va
co that co con tot hay khong dé giai thich, chan doan mot s6 Bénh trong Tiét
niéu hoc.

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: ISO 13485

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¢ htru: HC ITALIA SRL

Dia chi chu s¢ hitu: VIA SERIO, 10 - 20073 OPERA (MI), ITALY

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



Tén co sé: Cong Ty TNHH Phat Trién Cong Nghé Alphamed Viét Nam

Pia chi: S6 1/4, Ngd 90, buong Buoi, Phuong Giang Vo, Thanh phé Ha No1
Dién thoai ¢d dinh: 0931661161  Dién thoai di dong:

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

1 | Van ban cong bé tidu chuan 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 uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi 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 oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
fn A VIA SERIO, 10
1 May ni¢u dong hoc | HCUDMAO000 (Maestro) gll({jLITALIA 20073 OPERA | ITALY
(MI) - ITALY
Bo do dién co VIA SERIO, 10
2 |EMG HCUDMA610 ISJI({:LI TALIA - 20073 OPERA |ITALY
(MI) - ITALY
Tay kéo 6ng thong VIA SERIO, 10
3 | (Module UPP) HCUDMAJ300 glISLITALIA -20073 OPERA |ITALY
(MI) - ITALY
A1 AL As - VIA SERIO, 10
4 Bd két ndi video HCUDMAT710 IS-IISLITALIA 50073 OPERA |ITALY
(MI) - ITALY
HCUDMA®630;
HCUDMAG640;
HCUDMAG660; VIA SERIO, 10
5 |Module HCUDMAG650; EIISLITALIA -20073 OPERA |ITALY
HCUDMAG620; (MI) - ITALY
HCUDMAG602P
28W092
6 Bom nhu dong HCUDMAO60N Masterflex, Commercial UNITED
LLC Ave, Barrington, | STATES
IL 60010, USA
Bo chuyén doi VIA SERIO, 10
7 |dong HCUDMA900 IS_IISLI TALIA - 20073 OPERA |ITALY

(MI) - ITALY




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
Bo mach chuyén | HCPTDOS; VIA SERIO, 10
8 |doi HCPTDO4 gIISLITALIA -20073 OPERA |ITALY
(MI) - ITALY
(o gen VIA SERIO, 10
9 Cép dién co EMG | HCUDMA202 gll({ZLITALIA ~90073 OPERA | ITALY
(MI) - ITALY
RS VIA SERIO, 10
10 Cam bién ro ri HCLEAK gll(; LITALIA 20073 OPERA | ITALY
(MI) - ITALY
Cam bién ap lyc VIA SERIO, 10
11 [vatai 785-FSSIS00NGT glISLITALIA - 20073 OPERA |ITALY
(MI) - ITALY
| o
Ong thong bang 100080003, Malvern Close UNITED
12 | quang 100090013; Medical
100010003 Developments Worcester, WR3 | KINGDOM
8BP, United
Kingdom
, 100060005 Northbrook
Ong thong niéu 100080005; Malvern Close UNITED
13 [dao 100100005; Medical
100080031 Developments Worcester, WR3 | KINGDOM
8BP, United
Kingdom
, 200045001, Northbrook
Ong thong truc 200045017; Malvern Close UNITED
14 |trang 200045010; Medical
200100003 Developments Worcester, WR3 | KINGDOM
8BP, United

Kingdom




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu ¢0)
‘ Via Averna S,
15 B6 day bom truyén [ 400120001K Macropharm 70, 93 }OO ITALY
Srl Caltanissetta
CL, Italy
2 a2 HCPTDOG; Levi¢nikova
B0 chuyén doi ap | HCPTDO7; cesta 34 8310
16 |luc HCPTDOS,; HYB d.o.o Senti ) SLOVENIA
HCPTDO09 CNYerne]
Slovenia
P , Via Averna S,
e ggndle“ chinh IS1600HC Macropharm |70, 93100 ITALY
g Srl Caltanissetta
CL, Italy
' Via Guido
Ong ndi dai 400100002 KNOWMEDIC | Rossa, 36,
18 AL Srl 46019 Gerbolina ITALY
MN, Italy.
n n Via Buccari, 21,
19 bién cuc dién co | DENIG 15026 SPES 16153 Genova . | ITALY
MEDICA Srl
GE, Italy
Via Guido
Van bao vé 400120005K KNOWMEDIC | Rossa, 36,
20 AL Srl 46019 Gerbolina ITALY

MN, Italy.




