CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc
Tinh Binh Duong, ngay 03 thang 03 nam 2022

VAN BAN THONG BAO CAP NHAT
Théng tin trong ho 50’ cong bf) tiéu chuan ap dung
cua trang thiét bi y té thugc loai A
Cdp nhdt lan: 1
Kinh gui: S6 'y té Binh Duong

1. Sb cong bd: 210000064/PCBA-BD Ngay: 03/08/2021
2. Thong tin cap nhat:

3. Tai li¢u lién quan:

- Vin ban cong bé tiéu chuan ap dung ddi véi trang thiét bi y té thudc loai A

+ Vin ban cong bd.pdf:
https://dmec.moh.gov.vn/documents/10182/27341168/upload 00003089 1646271049138.pdf
?version=1.0&fileld=27344456

- Ban tiéu chuan ma chu sé hitu trang thiét bi y té cong bd ap dung.

+ 6. TCCS.pdf:
https://dmec.moh.gov.vn/documents/10182/20788297/upload 00009768 1627532524299.pdf
?version=1.0&fileld=20795023

- Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong s6 khac do co so du didu kién
theo quy dinh cua phap luat vé (danh gia sy phu hop cap hoic Gidy ching nhan danh gia chat
lugng do co quan c6 tham quyén ctia Viét Nam cap ddi véi TTBYT chan doan in vitro
(TTBYT san xuat trong nudc).

+ 7. PKN.pdf:
https://dmec.moh.gov.vn/documents/10182/20788297/upload 00009782 1627532543829.pdf
?version=1.0&fileld=20795059

- Gidy chimg nhén luu hanh ty do ddi véi trang thiét bi y té nhap khau.

+ 10. DU DIEU KIEN SAN XUAT TRANG THIET BI Y TE.pdf:
https://dmec.moh.gov.vn/documents/10182/20788297/upload 00009870 1627532787440.pdf
?version=1.0&fileld=20795215

- Tai liéu k¥ thuat mo ta chirc ning, thong s6 k¥ thuét cta trang thiét bi y té do chii s¢ hitu
trang thiét bi y té ban hanh.

+ Tai liéu k¥ thuat.pdf:
https://dmec.moh.gov.vn/documents/10182/27341168/upload 00003131 1646271092613.



pdf?version=1.0&fileld=27344496

- Tai liéu hudng dan s dung cua trang thiét bi y té bang tiéng Viét; ddi véi trang thiét bi y té
nhap khau kém theo ban gbc bang tiéng Anh do chi sé hitu trang thiét bi y té ban hanh.

+ 8. HDSD.pdf:
https://dmec.moh.gov.vn/documents/10182/20788297/upload 00009854 1627532744719.pdf

?version=1.0&f1leld=20795183

- MAu nhén trang thiét bi y té.

+9. Mau nhan_merged.pdf:
https://dmec.moh.gov.vn/documents/10182/27341168/upload 00003189 1646271233150.pdf
?version=1.0&fileld=27344599

Co s6 xin cam két:
Chap hanh nghiém chinh cac quy dinh cua phap luat Viét Nam;
Chiu trach nhiém trudc phéap luat vé tinh chinh x4c ctia ndi dung hd so cap nhat.

Nguwoi dai dién hgp phap caa co s&
(Ky tén, ghi ho tén ddy du, chirc danh)
Xdc nhdn bang ddu hodc chir ky sé
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