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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000323/PCBA-HN
Ngay cong bod: 24/02/2026

1. Tén co s& cong bé: CONG TY CO PHAN CONG NGHE Y TE THUY
SINH
2. bia chi: LK6-15 Khu d6 thi méi Van Khé, Phuong Ha Pong, Thanh phd Ha

Noi, Viét Nam, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban cua co so: 2402 Ngay: 24/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Vat tu y té tiéu hao

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: Str dung mét lan

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: Hospitech Manufacturing Services SDN BHD

bia chi chu sé hiru: Sub Lot 1, Lot 6536, Batu 6, Jalan Bukit Kemuning,
40460 Shah Alam, Selangor Darul Ehsan, Malaysia, MALAYSIA

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
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 ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té




BANG KE CHI TIET TRANG THIET BI Y TE

QuUY

. . CHUNG i AT TENCOSO | TEN COSO A . ) -
STT TEI}I TRANG | wvi LQAI ) MA ) DPONG S~AN XUA"I"/ CI;IU SO HU:U/ TE:N Cq SO PIA CHI QO' SO BAO
THIET BI Y TE Til\.lH SAXN SAN PHAM GOI HAI}I G,N U:O'C HAI\{ G, N U’()’C BAO HANH HANH
PHAM (NEU C 0) SAN XUAT CHU SO HUU
A Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
Day deo tay . . . . . .
bénh nhan . Nguoi SHM-ID- 100 céi/ Manufacturing |Manufacturing | Manufacturing | 6, Jalan Bukit Kemuning,
1 (\;c‘)ng dinh Cai | lon, Cac 1003 hép Services SDN | Services SDN | Services SDN 40460 Shah Alam,
L mau i BHD/ BHD/ BHD/ Selangor Darul Ehsan,
danh) nguoi 16n . . . .
Malaysia Malaysia Malaysia Malaysia
A Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
Day deo tay . . . . .
bénh nhan | Tré em SHMLID- 100 céi/ Manufacturing | Manufacturing [ Manufacturing | 6, Jalan Bukit Kemuning,
2 (\;c‘)ng dinh Cai Céc me‘t,u 1005 hop Services SDN | Services SDN | Services SDN 40460 Shah Alam,
danh) tré em i BHD/ BHD/ BHD/ Selangor Darul Ehsan,
Malaysia Malaysia Malaysia Malaysia
Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
Manufacturing |Manufacturing | Manufacturing | 6, Jalan Bukit Kemuning,
3 |Kep ron so sinh | Cai SHM-UCC-1100 |50 cai/ hop| Services SDN | Services SDN | Services SDN 40460 Shah Alam,
BHD/ BHD/ BHD/ Selangor Darul Ehsan,
Malaysia Malaysia Malaysia Malaysia
Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
, . . .., |Manufacturing | Manufacturing | Manufacturing | 6, Jalan Bukit Kemuning,
4 tTlslll ‘fr-‘fé“egnf“"c Cai SH-020 IOEGC;"/ Services SDN | Services SDN | Services SDN | 40460 Shah Alam,
’ BHD/ BHD/ BHD/ Selangor Darul Ehsan,
Malaysia Malaysia Malaysia Malaysia
Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
’ SHM-AH- Manufacturing |Manufacturing | Manufacturing | 6, Jalan Bukit Kemuning,
5 |Que lay dich Cai 1300 100 cai/ tui| Services SDN | Services SDN | Services SDN 40460 Shah Alam,
BHD/ BHD/ BHD/ Selangor Darul Ehsan,
Malaysia Malaysia Malaysia Malaysia




SHM-BDS-
HMS TF;
SHM-BDS-
HMS-C;
B¢ thay ban ’ :
dﬁng ni](}t lérgl Bo Cicco | SHM-BDS-IVL; |1 b0/ thi Hospitech Hospitech Hospitech | Sub Lot 1, Lot 6536, Batu
SHM-DS-01; Manufacturing | Manufacturing [ Manufacturing | 6, Jalan Bukit Kemuning,
SHM-BFS-01; Services SDN | Services SDN | Services SDN 40460 Shah Alam,
SHM-BDS- BHD/ BHD/ BHD/ Selangor Darul Ehsan,
HAEMO TF Malaysia Malaysia Malaysia Malaysia
Troca phoi cac Cai Cac co
s& SHM-TTC-10;
SHM-TTC-12;
SHM-TTC-16;
SHM-TTC-18;
SHM-TTC-20; Hospitech Hospitech Hospitech Sub Lot 1, Lot 6536, Batu
SHM-TTC-22; Manufacturing |Manufacturing | Manufacturing | 6, Jalan Bukit Kemuning,
SHM-TTC-24; Services SDN | Services SDN | Services SDN 40460 Shah Alam,
SHM-TTC-28; BHD/ BHD/ BHD/ Selangor Darul Ehsan,
SHM-TTC-32 1 cai/tai Malaysia Malaysia Malaysia Malaysia




