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Tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

Kinh gtri: S& Y té TP Ho Chi Minh

1. Tén co s& cong bd: CONG TY TNHH THUONG MAI DV QUOC TE VAVI
Mi sé thué hodic S& gidy phép thanh ldp Van phong dai dién: 0312737705

Dia chi: 92 Bui Ta Han, Phuong An Phi, TP Tha Bie, HCM

Dién thoai c6 dinh: 028.6281.0102  FaX: .. ccvceevcresmssnsssnsessones

Email: accountingl{@vavivn.com

2. Nguoi dai dién hop phap cua co so:

Ho va tén: Nguyén Mai Hong Lac

Sé CMND/Dinh danh/Hd chiéu: 025380138ngay cip: 20/12/2010 noi cap: Tp. Hb Chi
Minh

Dién thoai ¢ dinh: 0918.040.164 Dién thoai di dONg: ...evveervereceeereernnnes

3. Trang thiét bj y té thudc loai A: AT
Tén trang thiét b y té& PIEN CUC KEP TAI /o7 can
Tén thwong mai: fl=(
Mi Global Medical Device Nomenclature - GMDN (761 ¢6): vuuvvvuvvrnnnn.. “ '
Chiing loai/ M3 san phdm: EAR1026T0; EAR1026AG; EAR102650; EAR1026G0 v
Quy céach dong goi (néu cd): :
Muc dich str dung: Ding hd trg viéc do dién co, dién ndo cho bénh nhan.
Tén co s& san xuat: SPES MEDICA S.r.1.

Dia chi co s& san xuét: Via Buccari, 21 - 16153 Genova,Y.

Tiéu chuan 4p dung: ISO 13485

4. Thong tin vé chi s& hitu trang thiét bi y té:

Tén cht s& hiru: SPES MEDICA S.r.l

Pia chi chil s hitu: Via Buccari, 21 - 16153 Genova,Y.

Céng b tiéu chuin dp dung ciia trang thiét b y té loai A

Ho6 so kém theo gfjm:

1. Gidy chtng nhén dat tiéu chuin quan 1y chat luong ISO 13485 | o

2. Giay ty quyén ctia cht s& hitu trang thiét bi y té o
3. | Gidy xdc nhén du diéu kién bao hanh o
2 Tai liéu mé ta tom tat k¥ thudt trang thiét bj y té bing tiéng
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Viét




Tai li¢u k§ thudit md i chire niing, thong s k§ thudt coa trang |
o thidt bj y t& do chu s¢ hivu trang thit bj y 1é ban hanh “
Tai lidu k§ thud hfhm lién[.:, Viét kém theo ll‘li_li.(-‘:l_l vé nguyén I
vilt
liéu, v& an todn cia san phéim, quy trinh sin xufit, cac bao cho
nghién ¢iru 1im sang vi tién 16m sang bao gbm bao cbo db bn .

dinh db6i vai thube thir, chiit hiéu chudin, vit li¢u kiém sodt in
vitro,

0.

Ban tiéu chufin ma chi sé hin trang thiét bi y (& cong bb ap
s dung, =
8. Gihy chimg nhin hgp chufin
DI voi trang thiét bj y (& sdn xudt trong nude: két qua danh gid
che thong s6 hoa, 1y, vi sinh va cde thong s khae do co sd da
9 ditu kién theo quy dinh coa phéap Tuf vé ddnh gidg sy pht hop
' chp hoge Gify chimg nhiin danh gid ehiit lugmg, do co quan ¢o
thim quyén cia Viét Nam chp dbi vai trang (hidt bi y (& ehin
dodn in vitro _
Tai ligu hudmg, dfn sir dung, eda trang, (il b y (& ln:iny, Iiéng
o, | Vien dbi vori trang hiét b y 1€ nhiip khiin kem theo bin gde |
bang,
ting, Anh do chi s hitu trang thiét bj y (& ban hinh
L | MAu nhin trang thiét b y 1é

2 (iiﬁy chimp, nhiin Lia hiamh wr do dbi va rang, (i bj y (i nhip
h khiu *

Cer s cong bd 1iéy chufin Ap dung, cam kéi:

1. NOi dung thong, tin ¢ong, b 1 ehinh xae, hgp phip v theo dang quy dinh,

NEW ed s pid mao, khong ding sw it e 5o xin chiju hoan todn traeh nhidm vi sé
bi i 1y theo quy dinh con phip lugr,

2. 1340 ddm chbt lugng, va lia hanh trang, thién b y 18 theo ding hd so di cong b,

3. Chp nhfit che thay dbi lign quan dén hd so cong b déu chindn ap dyng heo
quy dinh,

Nygwdrd dgh dign hgp phidp can e so
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