BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

TRUNG TAM MUA SAM Doc 1ap - Tw do - Hanh phic
TAP TRUNG THUOC QUOC GIA
S6:132 /TTMS-NVDT Ha Ngi, ngay 16 thang 02 nam 2026

V/v khao sat kha ning cung cap va cung
cap thong tin vé tiéu chuan k¥ thuat, chat
luong cua thiét bi y té thudc danh muc
MSTTQG tir chi s6 hitu s6 luu hanh

Kinh glri: - ..o FEPTTTP PRI
(Cac Cong ty la Chu so hitu so luu hanh TBYT)

Can cu Quyét dinh s6 1567/Qb-BYT ngay 12/05/2025 cua B truong Bo
Y té vé ban hanh Quy ché t6 chirc va hoat dong cua Trung tdm Mua sam tap
trung thudc Quoc gia (Trung tam) quy dinh cu thé vé nhiém vy cua Trung tam
c6 trach nhiém vé mua sam tap trung thude, thiét bi y té, vat tu xét nghiém.
Trung tdm mua sim tap trung Quoc gia khao sat kha nang cung cap cua
cac thiét bi y té thudc danh myc (mua sam tip trung cap Quoc gia) MSTTQG
tai Viét Nam dé lam co so xdy dung phan nhom thiét bi Yy té theo Tiéu chuan
k¥ thuat, tiéu chudn chat luong theo quy dinh tai Thong tu s6 57/2025/TT-BYT
ciia Bo Y té d6i voi cac loai mit hang thu¢c danh myc MSTTQG sau:
Tai khoan 3 Dleu 8, Thong tu s6 01/2026/TT-BYT ngay 09/01/2026 cua
Bo truong BO Y té vé ban hanh danh muc mua sam tap trung cap Quoc gia dbi
v6i thiét bi y te vat tu xeét nghiem: “3. Chu so hitu s6 luu hanh thlet bi y té chiu
trach nhiém vé tai liéu chitng minh thiét bi y té dap ung yéu cau tiéu chudn ky
thudt, chat lwong theo quy dinh tqi Piéu 2, Piéu 3 va Dzeu 4 cua Thong tw nay.
Tai diém a khoan 2 Diéu 29 _Nghi dinh sO 98/2021/ND-CP ngay
08/11/2021 cua Chinh phu quy dinh vé quan ly trang thlet bi y té, khi ding ky
cap luu hanh, cac chu s¢ hiru s6 luu hanh chi can cung cip mét trong cac to
chtrc hodc nudc sau cap gidy chimg nhan luu hanh ty do. Do d6, dé phuc viée
phan nhom thiét bi y té theo tiéu chuan k¥ thuat, chét luong, Trung tam can
thu thap day du thong tin vé tiéu chuén k¥ thuat, chat lugng vé mat hang thude
danh muc quy dinh tai Thong tu s6 01/2026/TT-BYT cua BO Y té:

“I. Thity tinh thé nhan tao, gom cdc loai sau:

a) Mém, don tiéu, phi cau, hai cang, chat liéu Acrylic khéng ngdm nurde,
mau vang, khong lap san trong injector.

b) Mém, don tiéu, phi cau, hai cang, chat liéu Acrylic ngdm nude, mau
vang, khéng ldp sdn trong injector.

¢) Mém, don tiéu, phi cdu, hai cang, chdt liéu Acrylic khéng ngdm nidc,
trong suot khong mau, khong lap san trong injector.



d) Mém, don tiéu, phi cau, hai cang, chdt liéu Acrylic ngdm nude, trong
suot khong mau, khong lap san trong injector.

2. Gid dé (Stent) ddt dong mach vanh, gom cdc logi sau:

a) Phii thuéc Sirolimus c6 polymer, khung bang hop kim c¢é dé day
thanh stent > 60um.

b) Phii thuéc Everolimus c6 polymer, khung bang hop kim ¢é do day
thanh stent > 60um.”

Trung tim dé nghi tit ca cac cha s hitu s6 luu hanh thiét bi y té thudc
danh muc trén cung cap:

1. Thong tin, tai liu v€ thong s6 ky thuat cta san pham:

2. Thong tin, tai li¢u vé tiéu chuan k¥ thuat ,ti€u chuan chat lugng:

(Chi tiet tai Phu luc kem theo)

bé dam bao viéc phan nhom thiét bi y t€ theo tiéu chuan ky thuat, chat
lwong trong mua sim tap trung cap Quoc gia duoc cong khai, minh bach va
khong bé sot kha nang cung cAp ciia bat Ky san pham nao trén thi trueong
lam anh huwong den quyén lgi canh tranh cua cac don vi cung cap deé nghl
cac chu so hitu s6 luu hanh thiét bi y té giri ban cimg vé Trung tim Mua sim
tap trung thudc Qudc gia; Phong D215, Tang 2 Nha D, 138A Giang V9,
phuong Giang Vo, thanh pho Ha Noi (dong thoi nop ban mém qua dwong link:
https://forms.gle/tiPtU3DfofiYGA1Z8) truwde ngay 10/03/2026.

Tran trong cam on./.

Noi nhén: KT. GIAM POC

- Nhu trén; YHC A A

- B6 trudng (dé bao cao);

- TT. L& btic Luan (d€ béo cdo);

- Giam déc (dé bao cao);

- Cac Pho GD;

- Cuc Ha tang va TBYT;

-VuKé hoach - Tai chinh;

- Hiép hoi Thiet bi y t&€ Viét Nam;

- Cong thong tin dién tir BYT;

- Trang thong tin dién t&r Trung tam;

- Luu: VT, NVDT;

TRUNG TAM
MUA SAM



PHU LUC:
Cong ty TNHH...............
CV.../....

V/v cung cap thong tin TCKT,TCCL Ha Néi, ngay.... thang....nam

phuc vu MSTTQG TBYT
Kinh giri: Trung tdm Mua sam tap trung thudc Quéc gia

Tén Cong ty:

Dia chi:

Mai s6 thué:

Tén diu méi lién hé:

S6 dién thoai nguoi lién hé:

1. Vé thong sé k¥ thuit cia thiét bj y té:
1.1. Thuy tinh the:

STT Chi tiéu Théng tin cung cap
1. Tén thuong mai ctia san pham

2 Model, ky ma hi¢u

3 Hing, nudc san xut

4 Thong s6 k¥ thuat

4.1 Chét liéu ving quang hoc

4.2 Piém hdi tu

4.3 Thiét ké bé mit
vung quang hoc (optic)

4.4 bac diém cang (haptic)

4.5 Mau sac

4.6 Kich thudc vét mod

c6 thé dua IOL qua
4.7 Dung cu dat di kém
4.8 Dai cong suat

4.9 Do sdu tién phong

4.10 | Hangsb A

4.11 Loai IOL

4.12 Thong tin khéc...

14

1.2. Stent dong mach vanh:

Tén thuong mai cua sdn pham

Model, ky ma hiéu

Hang, nudc san xuat

BN

Thong s6 k¥ thuat




4.1 L6p thude phit
4.2 b0 day thanh chong (Do day
stent
4.3 Céac kich thudc 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 phu (pg/mm?
4.8 Thong tin khéc....
4.9 e
2. Ve tiéu chuan ky thuat va tiéu chuan chat lwgng ctaa thiét bi:
3.
Théng tin vé S6 lvu hanh| Ngay | Tiéu chi ky thuit | Tiéu chi chat lwong | Ghi chu
san pham do cap so dap ung dap ing
Cuc CSHT{ luu (d€ nghi cung (d€ nghi cung
TBYT cap | hanh cap tat cd) cap tat ca)
1.Tén thuong mai cla | ............ X1.C6 Chirng Dé nghi liét ké tat ca
san pham nhan hop chuan | cac nudc/ vung lanh
2.Model/ky, ma hiéu’ theo quy dinh tho ma ’thiét’tbi da
3.Hang, nudc san xuat cua phap luat duoc cap giay chiing
Viét Nam vé tiéu | nhan luu hanh
chuan va quy
chuan ky
thuat.(Dé nghi
liét ké tiéu chqén
hoac quy chuan
da dwoc cap giay
chirng nhan)
X1.Co6 Két qua
danh gia sy phu
hop (liét ké tiéu
chuan danh gia
va to chrc danh
gia)
X1.Co Tai liéu
cta chu s¢ hiru
thiét bi y té ,
Vi dy: R T I Congty tick vao ¢t | Tham khao nudc, (dwong link cap
L.Tén san pham: Stent h6 so dép tng va | t0 chie tham chicu | So luu hanh
dgng .’WCh vanh Phii thuoc liét k& theo yéu cau | tai phu luc trén trang thong
?Z/OIII;LI{/S i tuong tng Thong tu s0 tin dién tir cua
T C"Z Javane 57/2025/TT-BYT | Cuc CSHT&
cuaBo Y té TBYT)....

3.Hdang, nwoc sadn xudt:
Hang A/ Puc




(Dé nghi Quy Cong ty gui kém catalogue, tai liéu ky thudt chirng minh thong s0
ki thudt, cdc gidy chirng nhdn di kém dé chirng minh tiéu chudn kj thudt, chat
lwong)

CONgty .oovvvveiiiiiiiiieenn, cam két cac thong tin trén 1a chinh x4c va
chiu trach nhiém vé tinh trung thuc vé cac thong tin trén, kinh giri Trung tam Mua

sam tap trung thudc Qudc gia dé tong hop.

Dai dién phap luat cia Cong ty

(Ky tén, ghi ré ho va tén, dong dau phdp nhén)



PHU LUC 2:

(Ban hanh kém theo Théng tw s6 57/2025/TT-BYT ngay 31 thdng12 ndm 2025 cda B truéng Bé Y té

Huwéng dan viéc phan nhém thiét bj y té theo tiéu chudn ky thuat, chat luong)

STT

Nwéc, t6 chirc tham chiéu

Cuc Quan ly Thuc phdm va Dwoc phdm Hoa Ky (FDA) - My;

2 |Cuc Quan ly hang héa tri liéu (TGA) - Uc
3 [Co quan quanly y té Canada (Health Canada );
4 oY té, Lao dong va Phuc lgi Nhat Ban (MHLW) hodc Co quan Dwoc phdm va Thiét bi y té (PMDA) -
Nhat Ban,
5 |Céc nwéce thanh vién EU
6 |Anh
7 |Thuy Sy
Cuc Quan Iy san pham y té qudc gia cap trung wong (National Medical Products Administration -
8 ;!
NMPA) - Trung Qudc;
B6 An toan thuc phdm va dwoc pham Han Quéc (Ministry of Food & Drug Safety - MFDS) hoac Vién
9  [Théng tin an toan thiét bj y t& Han Quédc (National Institute of Medical Device Safety Information -

NIDS).
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