SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
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S4: 200001882/PCBA-HCM Tp H6 Chi Minh, ngay 21 thang 10 ndm 2020

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 bé: CONG TY TNHH KY THUAT NHAT KHANG

2. bia chi: 49/24/7a NGUYEN HUU CANH, Phuong 22, Quén Binh Thanh, Thanh phd H6 Chi
Minh

3. S6 vin ban dé nghi ctia co sé: 01 Ngay: 15/10/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: PEN MO TREO TRAN

Chung loai/ma san phim: DPEN CHIEU SANG DUNG TRONG PHAU THUAT/ SOLARMAX
LED 80

Tén co s san xuat: Elpis Medical Co., Ltd /Republic of Korea
Dia chi co sé san xuit: No.16, Saam-gil, Dongnae-myeon,Chuncheon-si,Gangwon-do, Korea , Zip
Code: 24408
Tiéu chuén chét luong san pham ap dung: iso 13485
5. Thong tin vé chu so hiru trang thiét bi y té :
Tén chu s& hiru: Elpis Medical Co., Ltd /Republic of Korea
Dia chi chu s¢ hitu: No.16, Saam-gil, Dongnae-myeon,Chuncheon-si,Gangwon-do, Korea , Zip
Code: 24408
6. Thong tin vé co s¢ bao hanh:
(1) Tén co so: CONG TY TNHH KY THUAT NHAT KHANG
Dia chi: 49/24/7A NGUYEN HUU CANH, Phuong 22, Quén Binh Thanh, Thanh phd Hd
Chi Minh
Dién thoai ¢ dinh: 0862710384 bi¢n thoai di dong:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma chu so hitu trang thiét bi 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: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 21-10-2020
11:54:51 +07:00

Pham Thi Thanh Huyén
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