SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6: 210000114/PCBA-HCM Tp Ho6 Chi Minh, ngay 10 thang 03 nam 2021

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY TRACH NHIEM HUU HAN MOT THANH VIEN TiN NHA
2. bia chi: A4230T12 floor 23rd, block A4, 02 Ton Duc Thang, Ben Nghe Ward, Distric 1, Ho
Chi Minh City, Vietnam., Phuong Bén Nghé, Quan 1, Thanh phé H5 Chi Minh

3. S6 vin ban dé nghi cua co sé: 07/2021CV_TN Ngay: 09/01/2021

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Kinh loupe va dén led nha khoa

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

Tén chu s¢ hitu: Wenzhou Amtech Medical Technology Co., Ltd

Dia chi chu s¢ hitu: No.159. Xingguo Road, Longwan district, Wenzhou China

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH MTV Tin Nha

bia chi: T?lng 6, 275 Nguyén Vin Dau, Phu(‘)“ng 11, Quan Binh Thanh, TP. H6 Chi Minh,
Phuong 11, Quan Binh Thanh, Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 028 3515 1012 Pién thoai di dong: 0906884369
7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: SO Y té, Thanh
pho Ho Chi Minh

Ngay ky: 10-03-2021
14:53:04 +07:00

Pham Thi Thanh Huyén




DANH MUC DiNH KEM

Tén trang Hang, nwéc Hang, nwéc
STT | thiétbiyté [Chang loai/ Ma san pham |san xuét chu s& hiru
Kinh loupe nha Binocular Loupes/ Wenzhou Wenzhou
khoa Amtech Medical [Amtech Medical
(GLL GL2, GL3, GL3(head Technology Co., [Technology Co.,

band)

GL4, GL4(head band),
GL5, GL5(head band),
GL6, GL6(head band),
GL8, KL3, KL3(head band),
KL4, KL4(head band),
TTL1, TTL2, TTL3, TTL5,
TTLAL, TTLA2, TTLA3)

Pén led nha
khoa

LED Headlight/

(HLPO2, HLP03, HLPOS5,
HLP06,HLPO7, HLPOS,
WHLPO01, WHLP02,WHLPO03,
WHLPO05, WHLP06, WHLPQ7)

Ltd , Trung Quéc

Ltd , Trung Quéc
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