BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM MUA SAM DPoc 1ap - Tw do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
S6: 199 /TTMS-NVDT Ha Ngi, ngay 13 thang 03 nam 2026

VIV khao sat kha niang cung cép va cung
cap thong tin vé tiéu chuan k§ thuat, chat
lugng cua thiét bi y té thudc danh muc
MSTTQG tirchu s& hitu sb luu hanh
(lan 2)

Kinh gui: - ..o ST TP
(Cac Cong ty la Chu so hitu so luu hanh TBYT)

Ngay 16/02/2026, Trung tam Mua sam tap trung thudc Quéc gia (Trung
tam) dé ban hanh cong van 5O 132/TTMS-NVDT vé viéc khao sat kha nang
cung cip va cung cap thong tin vé tiéu chuan ky thuat, chét luong cua thiét bi
y té thudc danh myc mua sam tap trung cip Qudc gia tir chu so hitu s6 luu hanh
(Van ban kem theo).

Pén nay, Trung tdm chua nhan dugc ddy dil vin ban cung cip thong tin
ctia cac Cong ty. Trung tAm dé nghi cac chu sé hitu s6 luu hanh thiét bi y té
thudc danh myuc mua sam tap trung cap Qudc gia tiép tuc thuc hién theo noi
dung cta cong van sd 132/TTMS-NVDT ngay 16/02/2026 ctia Trung tam.
Truong hop cac Cong ty di ndp vin ban can diéu chinh ndi dung thi tiép tuc
guri lai cho Trung tam.

Pé dam bao viéc phan nhom thiét bi y té theo tiéu chudn k¥ thuat, chit
lwong trong mua sim tap trung cap Quoc gia dugc cong khai, minh bach va
khong b6 sot kha nang cung cap ciia bat ky sin phim nao trén thi treong
lam anh huwdéng den quyén lgi canh tranh cua cac don vi cung cap dé nghi
cac chu sé hitu s6 luu hanh thiét bi y té gui ban cing vé Trung tim Mua sam
tap trung thudc Quéc gia; Phong D215, Tang 2 Nha D, 138A Giang V3,
phuong Giang V5, thanh phd Ha Noi (dong thoi nép bian mém qua dieong link:
https://forms.gle/tiPtU3DfofiYGAL1Z8) trwde ngay 25/03/2026.

Tréan trong cam on./.

Noi nhén: KT. GIAM POC

-Nhurtrén; PR, GIAM DOC
- Bo truong (dé bao céo);
- TT. Lé Pirc Luan (dé bao c4o);
- Giam dbc (dé bao cao);

TRUNG TAM
MUA SAM

- Céc Phé GP; A B 9‘7 /

- Cuc Ha tang va TBYT; ' / -
UC He BY1; udcC GIA

- Vu Ké hoach - Tai chinh; ¢

- Hiép hoi Thiét bi y t& Viét Nam;

- Cong thong tin dién tir BYT;

- Trang thong tin dién tir Trung tam;
-Luu: VT, NVDT;



PHU LUC:

Cong ty TNHH...............

V/v cung cap thong tin TCKT,TCCL

CV.../ ...

phuc vu MSTTQG TBYT

Kinh giri: Trung tAm Mua sam tip trung thudc Quéc gia

Tén Cong ty:

Dia chi:

Ma so thué:
Tén dau moi lién hé:
So.dién thoai nguwoi lién hé:

1. Ve thong sb k§ thuit ciia thiét bj y té:
1.1. Thuy tinh thé:

Ha Noi, ngay.... thang....nam

STT Chi tiéu Théng tin cung cap
1. Tén thuong mai ctia san pham
2 Model, ky ma hiéu
3 Hang, nudc san xuat
4 Thong s6 k§ thuat
4.1 Chat liéu vang quang hoc
4.2 | Diémhoitu
4.3 | Thiet ke bé mat
vung quang hoc (optic)
4.4 Dic diém cang (haptic)
4.5 | Mau sic
4.6 Kich thudc vét mo
c6 thé dua IOL qua

4.7 Dung cu dat di kem
4.8 Dai cong suat
4.9 Do sau tién phong
410 |Hangso A
4.11 Loai IOL
4,12 | Thong tin khac...
14

1.2. Stent dong mach vanh:
1 Tén thuong mai ctia san pham
2 Model, ky ma hiéu
3 Hang, nudc san xuat




4 Thong s6 k¥ thuat
4.1 L6p thude phu
4.2 Do day thanh chong (b6 day
stent
4.3 Céc kich thudce duong kinh
stent
4.4 Cac kich thudc chiéu dai stent
4.5 Ap'suat danh dinh (Nominal
Pressure)
4.6 Ap suat gidi han (rated burst
Pressure)
4.7 Liéu luong thudc pha (pug/mm?
4.8 Thong tin khac....
4.9
2. Ve tiéu chuan ky thuat va tiéu chuan chat lwgng cua thiét bi:
3.
Théng tin vé S6 lwu hanh| Ngay | Tiéu chi k§ thuat | Tiéu chi chit lwgng | Ghi chi
san pham do cap so dap ing dap ung
Cuc CSHT{ luu (d€ nghi cung (d€ nghi cung
TBYT cap | hanh cap tat ca) cap tat ca)
1.Tén thuong mai cua | ............ X1.C6 Chirng . Dé nghi liét ké tat ca
san pham nhan hop chuan | cac nude/ vang lanh
2.Model/ky, ma hiéu theo quy dinh | thd ma thiét tbj da
3.Hang, nudce san xuat cua phap luat dugc cap giay chung
Viét,Nam vé tiéu | nhan luu hanh
chuan va quy
chuan ky
thuat.(bé nghi
liet ké tiéu Chl.!én
hoac quy chuan
da dwoc cap giay
chirng nhan)
X1.C6 Két qua
danh gia s phu
hop (liét ké tiéu
chuan danh gia
va to chirc danh
gia)
[X1.C6 Tai liéu
cua chud s¢ hiru
thiét bi y t&
Vi duy: A T I Cong ty tick vao cot | Tham khao nuéc, (duong link cap
L.Ten san  pham: Stent ho so dap g va | to chirc tham chieu | So luu hanh
dgng mach vanh Phu thuoc lit ké theo yéu cu | tai phy lyc trén trang thong
Sirolimus tuong tmg Théng tu s6 tin dién tir ciia

2.Model/ ky ma hiéu.:
Limustrack /LMxxxxx
3.Hang, nwoc sdn xudt:
Hang A/ PBuc

57/2025/TT-BYT
caaBo Y té

Cuc CSHT&
TBYT)....




(Pé nghi Quy Cong ty giii kém catalogue, fai li¢u ky thudt chimg minh thong 0
ky thudt, cdc gidy chimg nhdan di kém dé chimg minh tiéu chudan ky thudt, chat
long)

(070) 1o 1 cam két cac thong tin trén 1a chinh xac va
chiu trach nhiém vé tinh trung thuc vé cac thong tin trén, kinh gtri Trung tAm Mua

sam tap trung thuc Qudc gia dé tong hop.

Pai dién phap luat cia Cong ty

(Ky tén, ghi ré ho va tén, déng dau phdp nhdn)



PHU LUC 2:

(Ban hanh kém theo Théng tw s6 57/2025/TT-BYT ngay 31 thang12 ndm 2025 ctia Bo truéng B Y té

Huwéng dan viéc phan nhém thiét bi y té theo tiéu chudn ky thuét, chét lvong)

STT Nwérc, tb chirc tham chiéu
1 |Cuc Quan ly Thwc phdm va Dwoc pham Hoa Ky (FDA) - My;
2 ~|{Cuc Quan ly hang héa trj liéu (TGA) - Uc
3 |Co quan quan ly y té Canada (Health Canada );
4 Bo Y té, Lao dong va Phuc lgi Nhat Ban (MHLW) ho&c Co quan Dwoc phdm va Thiét bj y té (PMDA) -
Nhat Ban,
5 Cac nwéce thanh vién EU
6 IAnh
7  |Thuy Sy
Cuc Quan ly san pham y té quéc gia cip trung wong (National Medical Products Administration -
8 £
NMPA) - Trung Quoc;
B& An toan thwe phdm va dwoc phdm Han Quéc (Ministry of Food & Drug Safety - MFDS) hoéc Vién
9  [Théng tin an toan thiét bj y t& Han Quéc (National Institute of Medical Device Safety Information -

NIDS).
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