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CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phiic
Thanh phé Ha Néi, ngay 01 théng 07 nam 2022

VAN BAN THONG BAO CAP NHAT
Théng tin trong ho 50’ cong bé tiéu chuin 4p dung
cua trang thiet bi y té thugc loai A
Cdp nhat lan: 3
Kinh giri: S0 Y té Ha Noi

1. 86 cong bd: 190001591/PCBA-HN Ngay: 02/02/2021
2. Thong tin cdp nhat:

3. Tai liéu lién quan:

- Van ban cong b tiéu chuin ap dung ddi vai trang thiét bi y té thudc loai A

+ VBCB Laforin.pdf:
https://dmec.moh.gov.vn/documents/10182/27972250/upload 00054020 1647507789281 .pdf
?version=1.0&fileId=28017140

- Gidy chimg nhan dat tiéu chuén quan Iy chit luong ISO 13485.

+ 6. ISO 13485.pdf:
https://dmec.moh.gov.vn/documents/10182/27972250/upload 00053948 1647507772148.pdf
?version=1.0&fileld=28017108

- Ban tiéu chuan ma chit s hitu trang thiét bi y té cong bd 4p dung.

+ tiéu chuén.pdf:
https://dmec.moh.gov.vn/documents/10182/12604418/upload 00164904 1572416576533 .pdf
?version=1.0&fileld=12610755

- Gidy ching nhén Iuu hanh ty do d6i v6i trang thiét bi y té nhap khéu.

+ 04 Phiéu tiép nhan cong bd sx.pdf:
https://dmec.moh.gov.vn/documents/10182/12604418/upload 00152847 1572400750389.pdf
?version=1.0&fileld=12605918

- Tai liéu k¥ thuat mé ta chirc nang, thong s ki thuat cla trang thiét bi y t& do chu s& hitu
trang thiét bi y t& ban hanh.

+ ttkt laforin.pdf:
https://dmec.moh.gov.vn/documents/10182/12604418/upload 00152496 1572400116145.pdf
?version=1.0&fileld=12605846
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- Tai liéu hudéng dan sir dung cua trang thiét bi y té bang tiéng Viét; d6i véi trang thiét bj y té
nhap khau kém theo ban gdc bang tiéng Anh do chil s¢ hitu trang thiét bi y té ban hanh.

+ Toa Laforin td.pdf:
https://dmec.moh.gov.vn/documents/10182/27972250/upload 00054169 1647507838410.pdf

?version=1.0&fileld=28017304

- MAu nhén trang thiét bi y té.
+ 09. NHAN.pdf:
https://dmec.moh.gov.vn/documents/10182/27972250/upload 00054203 1\47507846695 pdf

?version=1.0&fileld=28017312 \ W\\C \

Co sé xin cam Kkét: ;
Chép hanh nghiém chinh céc quy dinh ctia phap ludt Viét Nam~- i v//
Chiu trach nhiém trudc phép luit vé tinh chinh xac ctia ndi dung’ﬁ” 0 so cap nhat.
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