SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001828/ PCBB-HN
Ngay cong bo: 09/06/2026

1. Tén co s& cong bé: CONG TY TNHH KINH DOANH THIET BI THAI
SON

2. Pia chi: Tang 4, s6 nha 46 khu C, ngd 4 duong Phu My, Phuong Tur Liém,
Thanh phd Ha Nbi

3. S6 vin ban cua co so: 07/2026/CBB-TS Ngay: 09/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thong khi y té

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 céch dong goi:

Muc dich sir dung: Hé thong khi y té

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

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

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s& hitu: Uziimcii Tibbi Cihaz ve MedikalGaz Sistemleri San Ve Tic
AS.

Dig chi chu s¢ hitu: Ogulbey Mah. 3058 Cad.No:2 Golbas1 Ankara, Tiirkiye,
TURKEY

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



Tén co sé: CONG TY TNHH KINH DOANH THIET BI THAI SON

Pia chi: Tang 4, s6 nha 46 khu C, ngd 4 dudng Phit My, Phuong Tir Liém,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 02462597997 Dién 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 bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Uziimcii Tibbi
B6 didu phéi khi | 1000-154/66.1088, Cihaz ve Ogulbey Mah. 3058
OLXAL T 14000.10A/ 66.1087, ; "
1 [oxy trung tdm va MedikalGaz Cad.No:2 Golbast TURKEY
hu kién 2200.50/90.1559, 2001.02/ Sistemleri San | Ankara
pht K¢ 67.1168, 1790.01/ 66.1079 ;
Ve Tic A.S.
66.1103, 66.1104, 66.1106, Uziimed Tibbi |
Hop van kém bao | 66.1107, 66.1113, 66.1114 Cihaz ve Ogulbey Mah. 3058
2 | 9P PR 0 D MedikalGaz | Cad.No:2 Golbast TURKEY
dong khu vuc 66.1115, 66.1116, 66.1117, Sicomlon San | Ankara
956280901/ 66.1115 VeTioAS,
66.1543/1001.51, 66.1546/ N
1002.51, 66.1556/ 1004.51, Uziimedl Tibbi |
. ’ 66.1560/ 1005.51. 66.1554/ Cihaz ve Ogulbey Mah. 3058
3 |Okhiyte : PN MedikalGaz Cad.No:2 Golbasi TURKEY
1008.51, 66.1359/ 1001.50, Siccorton San | Ankara
66.1365/ 1002.50, 66.1362/ VeTio AS
1004.50, 66.1363/ 1005.50 >
1200.10/ 66.1146, 1200.05/ N
66.1145, 1200.05U/ Uziimedl Tibbi |
Luu lugng ké va | 66.1575, 1200.10U/ Cihaz ve Ogulbey Mah. 3058
4 |binh lim am 66.1576. 1270.00/ 66.1148, g’.[eflk“l‘lqasz gai'No'z Golbast TURKEY
1270.00/ 66.1150, 1274.00/ Vls ;‘2 eAHs an | Ankara
66.1628, 1274.00/ 66.1629 >
Uziimcii Tibbi
BO it dich odn | 1420:20B/ 67.1334, Cihaz ve Ogulbey Mah. 3058
5 twone & 1420.20D/ 67.1335, MedikalGaz Cad.No:2 Golbast TURKEY
& 33.1092, 33.1089, 33.1088 Sistemleri San | Ankara

Ve Tic A.S.




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
2800.10/ 66.1317, 2800.12/ L .
66.1399, 2800.15/ 66.1357, Uziimeli Tibbi |~
280022/ 66.1318. 2800 28/ Cihaz ve Ogulbey Mah. 3058
6 | Van chan don : ’ ’ ' MedikalGaz Cad.No:2 Golbasi TURKEY
66.1358, 2800.35/ 66.1319, Sistemleri San | Ankara
2800.42/ 66.1320, 2800.54/ .
Ve Tic A.S.

66.1409, 2800.76/ 66.1606




