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VAN BAN CONG BO
Tiéu chudn ap dung ctia thiét b y te thuc loai B

Kinh gtri: S& Y té Ha Noi
1. Tén co so cong bd: CONG TY CO PHAN GIAI PHAP VA CONG NGHE NGANH LAM
DEP AMM 68
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M3 s6 thué hoic S6 gidy phép thanh 13p Vin phong dai dién: 0110815975

Dia chi: $6 122 Hao Nam, Phudng O Chg Dira, TP Ha Ngi, Viét Nam

Dién thoai c¢d dinh: 0969794444 Fax: Soeitaenis ok e

Email: amm68tech@gmail.com

2. Ngudi dai dién hop phap cua co so:

Ho va tén: VUONG VAN CHIEN

S6 CMND/Dinh danh/H¢ chiu: 030092000624 ngay cép: 17/06/2022 noi cap: Cuc Canh sat
Quan ly hanh chinh vé trét tu xa hoi

Pién thoai cb dinh: 0969794444 Pién thoai di dong:
3. Thiét bi y té thudc loai B:

Thiét bj y té chung®: hodc Thiét bi y té chan doan in vitro: o

Tén thiét bj y t&5: May diéu tri sic t0 da

Tén thuong maid (néU c0):.s s g e e L T L S ol i
Mi Global Medical Device Nomenclature - GMDN (NEU CO): vevovrerennenes

Chung loai: A10
M3 san pham (néu c6):
Quy cach déng goi (néu co):

Muc dich sir dung: Thiét bi nay chu yéu dugc sir dung trong 1am sang dé loai bd mot sd ton
thuong sac to da ngoai sinh va ndi sinh ¢ mau xanh, den, ndu.., chang han nhu: tan nhang, nam,

doi moi, x6a xam.
Tén co s& san xuat: Guangdong Guanger Medical Co., Ltd

Dia chi co s& san xuat: Room 201, Building 4, No. 87 Jiangxia East st Road, Baiyun District,
Guangzhou, CHINA
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Tiéu chuén 4p dung: Tiéu chudn cta nha san xuat

4. Dbi vai thiét b y té chira chit ma tay, tién chat:
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Tén chat ma tay, tien chat: ............... I'én khoa hoc: .......couvennen.

IVIE RNOND BIN A S (iviieineissiiissssveiosssssnsncssassssssssessssosssessosadssadosssssssssssssssadia
N(“mg do, ham lugng chat ma tay, e OBt S s e isssranassio
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Téng ham luong chat ma tay, tién chat trong mdt don vi dong goi nho nhit:

5. Thong tin vé chu s hitu thiét bi y té:

- - SRRt

Tén chu so hitu: Guangdong Guanger Medical Co., Ltd

| Dia chi chu s hitu: Room 201, Building 4, No. 87 Jiangxia East 1st Road, Baiyun District,
: Guangzhou, CHINA

6. Thong tin vé co s& bao hanh (néu cé):

Tén co s6: CONG TY CO PHAN GIAI PHAP VA CONG NGHE NGANH LAM DEP AMM 68
Dia chi: S6 122 Hao Nam, Phuong O Cho Dira, TP Ha Noi, Viét Nam

Pién thoai cb dinh: 0969794444 Pién thoai di dong:

7. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuat trong NUGC: .eveveeeeeveveunnees
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Cong b tiéu chuin 4p dung ciia thiét biy té loai B
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Ho so kém theo gom:

] Vin ban cong b tiéu chuén ap dung dbi véi thiét bj y t€ thudc 7
" loai B
2. JGiéy chirng nhén dat ti€u chuén quan ly chat lugng 1ISO 13485 |
3. [Gidy uy quyén cta chu s¢ hitu thiét bi y té |
4. |Gidy xé4c nhan du diéu kién bao hanh 7]
5. [Tai lidu mo ta tom tit k¥ thudt thiét bi y té bing tieng Viét V]
6 [Tai li¢u ky thuat mo ta chirc ndng, thong s6 k¥ thudt ctia thiét bi y té do chu so 7]
* |hiru thiét bi y té ban hanh
: 7. |Ban tiéu chudn ma chu s& hitu thiét b y té cong bd ap dung V]
?
| Tai li¢u huong dan sir dung cua thlet bi y té bing tiéng Viét; ddi véi thlet biy té
| 8. |nhap khdu kém theo ban goc bing tiéng Anh do chii s& hitu thiét bi y té ban v
: nnap y
; hanh
2 TES ,
2 9. |Mau nhan thiet bi y te V]
z
§ 10. |Giay ching nhan luu hanh ty do d6i voi thiét bi y té nhip khau V]




Co s& cong b tiéu chuan 4p dung cam két:

1. Noi dung thong tin cong bo 1a chinh xac, hgp phap va theo ding quy dinh. Néu c6 sy gia mao,
khong ding sur that co sér xin chju hoan toan trach nhiém va sé bj xir Iy theo quy dinh cta phap
luat.

2. Bao dam chat lugng va luu hanh thiét bj y té theo ding hd so di cong bo.
3. Cap nhat cic thay doi lién quan dén hod so cong bo tiéu chuan 4p dung theo quy dinh.

Ngu'fn dal dién hop phap cua co SO
‘Ghi-ho ten a"ay du, chicc danh)
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