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Ho so cong bo tiéu chuan &p dung caa thiét bi y te thugc loai B
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1. TEN CO ST CONG DO oo
2. DA CNI: Lo
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4. Thiét bi y té thudc loai B:

TEN thiCt DI Yt oeeieeeeeeeeeee e
TEN thUoNg MAL (U CO): v.vvvveeeeeeeeee e,
M4 Global Medical Device Nomenclature — GMDN (néu ¢d): ................
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M3 SAN PRAM (U CO) coeererererereeeeee e e e e e e s,
Quy CACh ONE ZOT: wovveieiiiiiii e
MUC dICh ST AUNEZ: .evvviiiiiiiiii e
TN CO SO SAN XUAL: ...ttt ettt ettt s e
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5. Pdi v6i thiét bi y té chira chit ma tay, tién chat (néu cd):

Tén chat ma thy, tién chat: ...................... Tén khoa hoc: ...............
M thONG LN CAS: o e
NONE A0, hAM THONE: <.ttt
Tong ham luong trong mot don vi dong goi nho nhat: .........c.ceeveveevnnceee,

6. Thong tin vé chu so hitu thiét bi y té:
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1S4 Y té tinh, thanh phd truc thudc trung wong noi co s¢ cong bd dit tru so.



Pia chi chusG hiTu: ....coooiiiiii e
7. Thong tin vé co sé bao hanh (néu cd):
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Dia Chi: oo

Dién thoai co dinh: ....................... bi¢n thoai di dOng: ......cccceeveerrnnnnnne
8. SO cong bo du di€u kién san xuat doi véi thi€t bi y té€ sdn xuat trong nudc:

9. Thanh phan hé so:

Vin ban dé nghi cong bé tiéu chuan cua thiét bi y té thuoc loai B

Glay chung nhan dat tiéu chuan quan ly chat luong ISO 13485

Glay {ly quyén cua chu sd hiru thiét bi y &

Gidy xac nhan du diéu kién bao hanh

Ban tiéu chuin ma chu s& hitu thiét b y té cong bd ap dung
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Gidy chirmg nhan hop chuin

Doi vai thiét bi y té san xuat trong nudc bo sung két qua danh gia cac
thong sb hoa, 1y, vi sinh va cac thong s6 khac do co s6 du diéu kién
theo quy dinh ctia phap luat vé danh gia sy phu hop cap hoic Gidy
ching nhan danh gia chat luong do co quan co thAm quyén cua Viét
Nam cap ddi véi thiét bi y té chan doan in vitro
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Tai liéu huong dan sir dung cua thiét bi y té bang tleng Viét; doi véi
thiét bi y té nhap khau kém theo ban gdc bang tiéng Anh do chi s&
hitu thiét bi y té ban hanh

[]

Mau nhan thiét bi y té
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Gidy chtng nhan luu hanh tu do d6i vai thiét bi y té nhap khau




