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THONG TIN

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

S6 cong bd: 260000032/PCBB-HP
Ngay cong bo: 20/04/2026

1. Tén co s cong bd: CONG TY TNHH TYDA

2. bia chi: 148 Nguyén Gia Thiéu, Phuong Lé Thanh Nghi, Thanh pho Hai
Phong

3. S6 vin ban cua co so: 06/HDM/2026/CB Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu bao v¢ vét mo cac ¢, tiét trung, dung mot lan
Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Wound Protector

Mai san pham (néu co):

GN-WPL-01, GN-WPL-02, GN-WPL-03, GN-WPR-01, GN-WPR-02, GN-
WPR-03, GN-WPR-04, GN-WPR-05, GN-WPR-06, GN-WPR-15, GN-WPR-
16, GN-WPF-07, GN-WPF-08, GN-WPF-09, GN-WPF-10, GN-WPF-11,
GN-WPF-12, GN-WPF-13, GN-WPF-14, GN-WPO-01, GN-WPO-02, GN-
WPO-03, GN-WPO-04, GN-AD-01, GN-AD-02

Quy cach dong goi:

Muc dich su dung: Dung cu bao vé vét thuong la mot thiét bi y té vO trung,
dung mot lan, duoc thiét ké dé tao diéu kién tiép can khong gay ton thuong
dén vi tri phau thuat bang cach keo gian chu vi vét thuong. vét mo Céi thlet bi
duy tri md chinh truc trong khi t6i wu hoa phoi bay bai vi Mot téi thiéu vét mo
va cung cap Mot thudc vat chat rao can PEN gitp d& giam bét cai rui ro ciia
Nhiém tring vét thuong trong qua trinh phiu thuat.

Tén co so san xuat: GENMED ENTERPRISES INTERNATINOAL LTD

Dia chi co s& san xuit: Fountain House, Fountain Lane, St Mellons, Cardiff,
CF3 OFB United Kingdom, UNITED KINGDOM

Tiéu chuan chat lugng san pham ap dung: iso, ce



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:
Tén chi s¢ hitu: GENMED ENTERPRISES INTERNATINOAL LTD

Dia chi chu sé hiru: Fountain House, Fountain Lane, St Mellons, Cardiff, CF3
O0FB United Kingdom, UNITED KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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 |
b1y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




