SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

THONG TIN
Ho so cong bo dii diéu kién sian xuit trang thiét biy té

S6 cong bd  : 220000063/PCBSX-HCM
Ngay cong bo: 12/09/2022

1. Tén co so san xuat: CONG TY CO PHAN THUCGNG MAI THIET BI Y TE VINH PHUC
2. bia chi: 59/13E-F-H, Ap Tién Lan 1, X4 Ba Piém, Huyén Hoc Mon, Thanh phé Ho Chi Minh
3. Dién thoai: 0942942008 FaX: ......ooovviiiiiiiiiiiiiiieieieieiiieiiieeeee e s e
4. S6 van ban dé nghi cua co so: 012022/CBSX-VP Ngay: 08/09/2022
5. Tén trang thiét b y té co s cong bd san xuat:
- Nudc mubi sinh 1y
6. Thanh phan hd so:

1 | Vin ban cong bd du diéu kién san xuat trang thiét bi y té X

2 | Gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485 X




CONG HOA XA HQI CHU NGHIA VIET NAM
DPoc ldp - Tw do - Hanh phic
Thanh phé H6 Chi Minh, ngay 22 thang 09 ndm 2022

VAN BAN THONG BAO CAP NHAT
Thong tin trong ho 50' cong bo tidu chuén 4p dung
clia trang thiét bi y té thudc loai A

Cép nhit lan: 1
Kinh gti: S& Y t& TP H6 Chi Minh

1. S6 céng bd: 220001955/PCBA-HCM Ngay: 19/09/2022
2. Thong tin cép nhat:

3. Tai li¢u lién quan:
- Ban tidu chuén ma chu s& hitu trang thiét bi y té cong bd ap dung
+ TCCS_Smiles.pdf:

https://dmec.moh.gov.vn/documents/10182/34910850/upload_00022891_ 1663819860846.pdf
?version=1.0&fileld=34925428

- Két qua dénh gi4 céc thong so hoa, ly, vi sinh va céc thong s6 khéc do co s¢ dit diéu kién
theo quy dinh cia phap luét vé (danh gia sy phi hop cap hoic Gidy ching nhén danh gia chit
lugng do co quan c6 thAm quyén ciia Viét Nam cép d6i véi TTBYT chan doén in vitro
(TTBYT san xuét trong nudc)

+ KIEM NGHIEM SMILES.pdf:
https://dmec.moh.gov.vn/documents/10182/3491085 0/upload_00023010_1663819871777.pdf
version=1.0&fileld=34925456

- MAu nhin trang thiét bi y té

+ MAu Nhén.pdf:
https://dmec.moh.gov.vn/documents/10182/34910850/upload_00021366_1663819473844. pdf
version=1.0&fileld=34924661

+ M3au Nhin NMSL - 1000ML.pdf:
hitps://dmec.moh.gov.vn/documents/10182/34910850/upload_00023068_1663819883 125.pdf
?version=1.0&fileld=34925480

Co s& xin cam két:
Ch4p hanh nghiém chinh c4c quy dinh ciia php luat Vigt Nam; .
Chiu tréch nhiém trudc phép lujt v& tinh chinh xic clia ni dung ho so cép nhit.




Ngudi dai dién hgp phap ciia co sé
(Ky tén, ghi ho tén ddy di, chirc danh)
Xdc nhdn bang déu hodc chit ky sé




