SOY TE HAI PHONG CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000041/PCBB-HP
Ngay cong bo: 29/04/2026

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: 08/TYDA/2026/CB Ngay: 24/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Trocar ndi soi dung mot lan

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:

Muyc dich str dung: Trocar dugc ing dung trong cac thu thuat ndi soi dé tao
duodng vao cho

cac dung cu ndi soi.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chun chét luong san pham 4p dung: iso, ce

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

6. Thong tin vé chu so hitu thiét bi y té:
Tén chu so 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. SO cong bo du diéu ki¢n san xuat doi voi thiét b1 y t€ san xuat trong nudc:



. Thanh phén hd so:

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

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 Giéy chuing nhan luu hanh tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

8 | Tai liéu khac (néu c6)




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

Quy cach
dong goi
(Néu cé)

M3 san phim
(Neéu co)

Tén co s& Dia chi co sé

- Y . ) Nuwde san xuat
san xuat san xuat

STT| Tén thiét biy té Chiing loai

GN-TWO0575, GN-TWO0510,
GN-TWO0775, GN-TW0710,
GN-TW1010, GN-TW1210,
GN-TW1215, GN-TW1510,
GN-TW1512,
GNTWFO0575, GN-
TWEFO0510,

GN-TWFO0775,
GNTWEF0710, GN-
TWF1010,

GN-TWF1210,
GNTWF1215, GN- .
TWF1510, GENMED Fountain House,

Trocar khong dao GN-TWF1512, Fountain Lane,
cac c0, Bladeless GATAWO0810, GA- ISENTERPRISE St Mellons, UNITED

dung mot 1an TAWI1210, INTERNATIN Cardiff, CF3 KINGDOM

GA-TAWF1210, OAL LTD OFB United
GNTWO0575-D, GN- Kingdom
TWF0575-

D, GN-TW0510-D,
GN-TWF0510-D,
GNTWF0710-D, GN-
TW1010-

D, GN-TWF1010-D,
GNTW1210-D, GN-
TWF1210-

D, GN-T00575-D,
GNTOF0575-D, GN-
TO0510-




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

D, GN-TOF0510-D,
GNTO1010-D, GN-
TOF1010-

D, GN-TO1210-D,
GNTOF1210-D, GN-
TO0575,

GN-T00510, GN-TO0775,
GN-T00710, GN-TO0715,
GN-TO1010, GN-TO1210,
GN-TW0515, GNTOF0575,
GN-TOF0510,
GN-TOF0775,
GNTOF0710, GN-
TOF0715,

GN-TOF1010,
GNTOF1210, GN-
TWF0515

Trocar c6 dao cac
c0O,
dung mot lan

Bladed

GN-TB0510, GN-TB0775,
GN-TB0710, GN-TB1010,
GN-TB1210, GN-TBF0510,
GN-TBF0775,
GNTBF0710, GN-
TBF1010,

GN-TBF1210,
GNTWF1512, GA-
TAB1010,

GA-TABI210,
GATABF1010,
GATABF1210, GN-
TB0575-D,
GN-TBF0575-D,
GNTB0510-D, GN-
TBF0510-

GENMED
ENTERPRISE
S
INTERNATIN
OAL LTD

Fountain House,
Fountain Lane,
St Mellons,
Cardiff, CF3
OFB United
Kingdom

UNITED
KINGDOM




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
D, GN-TB1010-D,
GNTBF1010-D, GN-
TB1210-
D, GN-TBF1210-D
o GN-TOHF0510, GENMED Founta@n House,
Trocar dau tu cac GNTOHF1010, ENTERPRISE Fountain Lane,
3 c0, ‘ Blunt GNTOHF1210, S St Mellons, UNITED

dung mat lan GNTOHF1215, Cardiff, CF3 KINGDOM
GATAOHF1010, g\ff IE,II\,IDA TIN 0FB United
GATAOHFI1210 Kingdom
GN-T0575-C, GN-T0510-
C, GN-T0775-C,
GNTO0710-C, GN-T1010-C,
GN-T1210-C, GN-T1215-
C, GN-TF0575-C, Fountain House,

Ong thong ding GNTF0510-C, GN-TF0775- D> | Fountain Lane,

4 | mot 1an cac c& Cannula C, GN-TF0710-C, S St M@llons, UNITED
i GNTF1010-C, GN-TF1210- Cardiff, CF3 KINGDOM
INTERNATIN .

C, OAL LTD OE B United
GN-TF1215-C, Kingdom
GATA1010-C, GA-
TA1210-C,

GA-TAF1010-C,
GATAFI1210-C




