
ceNG HoA xA ngr cnu Ncni.q. ur.0T NAM

DQc l$p - Tq do - H4nh phric

Hi Chl Minh, ngdy t 3 thdng 05 ndm 2023

vAx nAx rHONG sAo cAP NHAr
Th6ng tin trong h6 so'c6ng nii ti6u chu6n
6p dgng cfra trang thi6t bi y tO thuQc lo4i A

Cdp nhdt ldn; 1

Kinh gtri: SO Y tO TP HO Chi Minh

t. S6 luu hdnh: 190001l33/PCBA-HCM Ngdy c6p: 1lll0l2}lg
2. Th6ng tin c4p nhQt:

NQi dung iIfl c6p NQi dung c$p nh$t

Noi cAp: c6nh s5t DKQL DLQG v0 dAn Noi c6p: CUc CAnh s6t QuAn li hAnh
chinh vO trpt tU xd hQi

Dia chi chir so htu trang thi6t bf y t6:
iTower Bomonti, Merkez Mah. Akar
Cad. No:3 Kat:15, Sisli 34381,Istanbul,
Turkey

Dia chi chu so htu trang thi6t bi y t6:
Osmangazi Mahallesi, Gazi Caddesi
No:2 1, Esenyurt Istanbul
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3. Tdi liQu li6n quan:

- Vdn bAn c6ng bti tieu chuAn 6p dpngciratrangthi6t biy t6 thuQc lopi A.
+ Van ban cong bo.pdf:

https://dmec.moh.gov.vn/documents/10182143095603/upload 00022140 1683272014720.pdf
?version: I .0&fi leld: 43 | 1221 6

- GiAy chirng nhpn d4t ti6u chu6n qu6n ly chAt luqng ISO 13485.
+ Chirng nhAn ISO 13485.pdf:

https://dmec.moh.gov.vn/documents/10182143095603/upload_00022110_1683272016279.pdf
?version: 1 "O&fi leld: 43 I 1225 6

^.^ , I
- Giay uy quy6n cua chu sd hiru trang thi6t bf y tC
+ Gi6y try quy6n.pdf:

https://dmec.moh.gov.vr/documents/10182143095603/upload_00022221 _1683272101873.pdf
?version: 1 . O&fi leld: 43 | 12280

- GiAy x6c nh4n dri di6u kiqn b6o hanh
+ Gi6y x6c nhpn san phAm dirng 1 lAn.pdf:

https://dmec.moh.gov.vr/documents/10182 143095603/upload 00022304 16832721327 50.
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pdf?version: I . ()&fi leld:43 1 123 5 8

- Tdi liQu m6 td t6m tit k! thuat trang thi6t bi y tO bdng titSng ViQt
+ Tai lieu ky thuat.pdf:

https://dmec.moh.gov.vn/documents/10182143095603/upload_00022130_1683272302438.pdI
?version: 1 .O&fi leld: 43 | 127 00

- Tdi 1i0u k! thuAt mO tA chric ndng, th6ng s6 t<y thuflt cria trang thii5t biy tC do chu so hriu

trang thiOt bi y t0 ban hdnh.
+ Catalogues.pdf:

https://dmec.moh.gov.vn/documents/10182143095603/upload_00 022682_1683212255627 .pdf
?version: 1 . 0&fileld: 43 | 125 60

- BAn ti6u chuAn md chtr so hiru trang thi6t biy tO c6ng b5 6p dung.
+ Ban ti6u chudn 6p dpng.pdf:

https://dmec.moh.gov.vn/documents/10182l432733l2lupload_00004103_1683983695094.pdf
?version: 1 .O&fi leld: 4327 7 3 57

- MAu nh6n trang thitit biy tC.

+ MAu nh6n.pdf:
https://dmec.moh.gov.vn/documents/10182l432733l2lupload_00004107_1683983904493.pdf
?version: 1 .O&fi leld: 4327 7 3 65

- GiAy chirng nhfln luu hinh tp do d6i v6i trang thi6t biy tii nhap khAu.
+ Chring nhfln luu hdnh tU do.pdf:

https://dmec.moh.gov.vn/documents/10182 143095603/upload_00 061215 _168327 4518 126.pdf
?version: 1 . O&fi leld: 43 I 17 41 5

Co s0 xin cam k6t:

Ch6ry hdnh nghiOm chinh c6c quy dinh cria ph6p luat ViQt Nam;

Chfu tr6ch nhiQm tru6c ph5p 1u4t vO tinh chinh xdc o0an6i dung hO so cQp nhQt.

Ngudi d4i diQn hgp ph6p cfra co s&
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