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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: 260000027/PCBB-NA
Ngay cong bo: 24/05/2026

1. Tén co s cong bd: CONG TY CO PHAN WINMED VIET NAM

2. bia chi: S6 28, Puong Nguyén Sy Sach, Phuong Thanh Vinh, Tinh Ngh¢
An

3. S6 vin ban cua co so: 1405HM/CBB-WINMED Ngay: 22/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: CANNULA

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: Dung dé bom dung dich, hat va ho tro chuyén mé mo
trong cac thu thuat hit mo

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 sé hittu: Human Med AG

bia chi chu sé htru: Wilhelm-Hennemann-Str. 9, 19061 Schwerin, Germany,
GERMANY

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN WINMED VIET NAM



Dia chi: S6 28, Puong Nguyén Sy Sach, Phuong Thanh Vinh, Tinh Nghé An
Pién thoai ¢b dinh: 0917.768.619 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

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

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ddasinp?anl dong goi TgnCUEG InafhlchO’ Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
500042, 500107, 500028,
500070, 500121, 503003,
500063, 500086, 500088,
500089, 500092, 500093,
500119, 500125, 500136,
500148, 500149, 501089, Wilhelm-
501092, 501119, 501125, Hennemann-Str
501151, 50300,1 503002, Human Med '
I | CANNULA 502001,502002, 502003, AG ool GERMANY
502004, 580084, 580086, ’
Germany

580089, 580125,581125,
580107, 5001148, 1500121,
1500125, 1501125,
1503004,
1503005,1580107,
1580125, 1581125




