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84:200001015/PCBA-HCM Tp H6 Chi Minh, ngay 25 thang 06 nim 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

én co so cong bd: CONG TY TNHH BIOGROUP VIETNAM

2. Dia chi: Tﬁng 14, Toa nha HM Town, 412 Nguyén Thi Minh Khai, Phuong 05, Quan 3, Thanh

phd
3.8
4.T

Tén

Ho6 Chi Minh

6 van ban dé nghi ctia co s: CPA/BIOGROUP Ngay: 12/06/2020
rang thiét bi y té thudc loai A

trang thiét bi y té: May han day tii mau

Chung loai/ma san pham: SE470RS
Tén co s& san xuat: CENTRON CORPORATION

Dia
140

chi co s& san xuit: 44 Beolmal-ro,Dongan-gu Anyang-si,Gyeonggido Korea,Republic of
59

Tiéu chuan 4p dung: DIN EN ISO 13485:2016
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s& hiru: GENESIS BPS LLC

bia
6. T
(1)

chi chu s¢ hitu: 465 State Rt 17 , Ramsey, NJ USA 07446
héng tin vé co s¢ bao hanh:
Tén co so: CONG TY TNHH BIOGROUP VIETNAM

Dia chi: T:?mg‘ 14, Toa Nha HM Town, 412 Nguyén Thi Minh Khai, Phuong 05, Quén 3,
Thanh pho H6 Chi Minh
Pién thoai cb dinh: 0981604088 Dién 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 | Giay chirng nhan dat tiéu chuan quan 1y chat lwgng con hiéu lyc tai thoi diém nop 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 mé ta tom tit ky thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuin hodc Bén tiéu chuan ma chu s¢ hitru trang thiét bi y t€ cong

bd ap dung




8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu huéng din sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bagi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho Ho Chi Minh
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Pham Thi Thanh Huyén
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