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H6é Chi Minh, ngay 13 théng 05 ndm 2023

VAN BAN THONG BAO CAP NHAT
Théng tin trong hd S0’ cOng bé tiéu chudn
ap dung ciia trang thiét bi y te thuoc loai A

Cdp nhat lan: 1
Kinh giri: S& Y t& TP HO6 Chi Minh

1. S6 luu hanh: 190001133/PCBA-HCM Ngay cap: 11/10/2019
2. Thong tin cdp nhat:

STT Noi dung da cip Noi dung cip nhat

1 Noi cap: canh sat PKQL PLQG vé dan Noi cép: Cuc Canh st Quan 1y hanh

cu chinh vé Trat tu x& hoi
/

) Pia chi chu s& hitu trang thiét bi y té: Dia chi chii s hitu trang thiét bi y té: |
iTower Bomonti, Merkez Mah. Akar Osmangazi Mahallesi, Gazi Caddesi '\
Cad. No:3 Kat:15, Sisli 34381, Istanbul, No:21, Esenyurt Istanbul 3\
Turkey
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3. Tai li¢u lién quan:

- Vin ban c6ng bd tidu chuan 4p dung ctia trang thiét bi y t& thudc loai A.

+ Van ban cong bo.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload_00022140 1683272014720.pdf
?version=1.0&fileld=43112216

- Gidy chtng nhén dat tiéu chuin quan ly chit lugng ISO 13485,

+ Chitng nhan ISO 13485.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload 00022170 1683272076279.pdf
?version=1.0&fileld=43112256

- Gidy 0y quyén ctia chit s¢ hitu trang thiét bi y té

+ Gidy uy quyén.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload 00022227 1683272101873.pdf
?version=1.0&fileld=43112280

- Gidy x4c nhn di diéu kign bao hanh
+ Giay x4ac nhén san pham dung 1 lan.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload 00022304 1683272132750.



pdf?version=1.0&fileld=43112358

- Tai liéu md t4 t6m tét k§ thuat trang thiét bi y té bang tiéng Viét

+ Tai lieu ky thuat.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload_00022730_1683272302438.pdf
?version=1.0&fileld=43112700

- Tai liéu k¥ thuat mo ta chirc néng, thong s6 k§ thuét ctia trang thiét bi y té do chu s& hiru
trang thiét bi y t& ban hanh.

+ Catalogues.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload 00022682 _ 1683272255627 pdf
?version=1.0&fileld=43112560

- Bén tiéu chudn ma chu s& hitu trang thiét bi y t& cong b ap dung.

+ Ban tiéu chuén 4p dung.pdf:
https://dmec.moh.gov.vn/documents/10182/43273312/upload_00004103_1683983695094.pdf
?version=1.0&fileld=43277357

- MAu nhan trang thiét bi y té.

+ MAu nhén.pdf:
https://dmec.moh.gov.vn/documents/10182/43273312/upload_00004107_1683983904493.pdf
?version=1.0&fileld=43277365

- Gidy chimg nhan luu hanh tu do dbi v6i trang thiét bi y té nhap khiu.

+ Chtrng nhén luu hanh ty do.pdf:
https://dmec.moh.gov.vn/documents/10182/43095603/upload_00061275_1683274518126.pdf
?version=1.0&fileld=43117415

Co s& xin cam két:
Chép hanh nghiém chinh c4c quy dinh cta phap lut Viét Nam;
Chiu trach nhiém truéc phéap luat vé tinh chinh x4c ctia ndi dung hd so cap nhit.

Nguwoi dai dién hop phap cia co s¢
(Ky ten hi ho tén day du, chuece danh)
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Bicakcilar Tibbi Cihazlar Sanayi

. R i .
Phé dung ké Cai a ;'iggg 2 Sanayi ve Ticaret A.S., ve Ticaret A.S., g::i xm:;:iﬂliht:n-h ggj IS (;r 1\{:‘1}12[?:1 Il"/}lll;zng 12
Thé Nhi Ky Thé Nhi Ky ?
py— cai B-Spiro ]:;Zk?f:;‘g;; tCI'thZlar ?;‘f?:‘;‘r]:::gb’ Cihazlar Sanayi | oo «y TNHH Trang Thiétbi-  |766/3 Su Van Han, Phuéng 12,
s (186 2500 2) ™ g"ﬁ Xy S AR Dung cu Y khoa Tan Mai Thanh  |Quén 10, Tp H Chi Minh
Skl T e [t T e S gy e T 15 v e, .
g (186 2501 2) = I’\’M Xy 5 THANKIKY - Dung cu Y khoa T4n Mai Thanh . |Quén 10, Tp H Chi Minh
. i ) Blcakc?llar lebl Cihazlar Blca?ccllar Tibbi Cihazlar Sanayi Céng ty TNHH Trang Thiét bi - 766/3 Sw Van Hanh, Phuong 12,
Phé dung ké 3 bong Cai 186 1200 2 Sanayi ve Ticaret A.S., ve Ticaret A.S., " < . A o
Thé Nhi Ky Thé Nhi Ky Dung cu Y khoa Tan Mai Thanh  |Quén 10, Tp H6 Chi Minh




