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S4: 200000112/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 01 nim 2020

PHIEU TIEP NHAN

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

1. Tén co s& cong bdé: CONG TY CO PHAN GENINUS VIET NAM

2. bia chi: Tang 4, Ladeco building, s6 266 D61 Can, Phuong Li€u Giai, Quan Ba Pinh, Thanh
Pho Ha Noi, Viét Nam., Phuong Li¢u Giai, Quan Ba PBinh, Thanh pho Ha Noi

3. S6 van ban d& nghi cua co so: 01/2019/VBCB-TTBYT Ngay: 06/01/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Kit thu nude bot

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn 4p dung: Quy tic 5, Phan III - quy tic phan loai d6i véi TTBYT chan doan In Vitro,
Phy luc I, Thong tu 39/2016/TT-BYT ,
5. Thong tin vé chu s& hitu trang thiét bi y té :

Tén chu so hittu: AccuGene Co., Ltd,
Dia chi chu s¢ hitu: IBS Tower, 17F, Central-ro 263, Yeonsu-gu, Incheon, South Korea 22006

6. Thong tin vé co s¢ bao hanh:

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 chung nhén dat ti€u chuan quan ly chat lugng con hiu lyc tai thoi diém ndp ho so.

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

Giay xac nhan du diéu ki¢n bao hanh

Tai liéu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu luc 8

N N | B

Giay ching nhan hgp chuan hodc Ban ti€éu chuan ma chu s¢ hiru trang thiét bi y té cong
bo ap dung

o0

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

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




LIEN HIEP CAC HOI KHOA HQC

VA KY THUAT VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM
n (g{ TRUNG TAM KTEM NGHIEM VA Dc 1gp - Ty do - Hanh phiic
wanigern  CHUNGNHANCHATLUONG TQC
$6: 65.19/180000026/PCBPL-BYT Ha Ngi, ngay 18 thang 12 néim 2019

BAN KET QUA PHAN LOAI TRANG THIET B] Y TE

Cin cir Nghj dmh s6 36/2016/ND CP ngdy 15 thang 5 niim 2016 ctia Chinh phu
vé quén ly trang thiét bj y té;

Cﬁn cr Nghj dmh 56 169/2018/ND-CP ngay 31 thang 12 niim 2018 ciia Chinh phu
sira ddi bd sung mot so diéu cia Nghj dmh s0 36/2016/ND CpP ngdy 15 thang 5 nim
2016 ciia Chinh phii vé quan ly trang thiét bj y té;

Cin cir Phiéu tiép nhén ho 50 cﬁng b6 di didu kién phan loai )
180000026/PCBPL-BYT do B¢ Y té cfip ngdy ngay 11 thang 10 nim 2018;

Cén cir Ching chi hanh nghé phén loai trang thlet bi y té sb 19000625/BYT-
CCHNPL cua ba Nguyén Thj Ngoc Anh do B Y té cip ngay 13 théang 08 nim 2019;

Theo yéu ciu clia CONG TY CO PHAN GENINUS VIET NAM, c6 dja chi tai: Tang
4, Ladeco Buiding, sb 226 D§i Cén, Phuong Lidu Giai, Quin Ba Pinh, Thanh Phd Ha
Nbi, Viét Nam. Chung t6i phan loai trang thiét bj y té nhu sau: (Chi tiét xem tai phu luc
dinh kém)

Ngudi thue hién phén loai

ol

Nguyén Thj Ngoc Anh
Trang thiét bj y té Ia GIAM BSC
trang thiét bj chuan doén in vitro UW @‘W % ;
No'i nhin:
-Bo Y te;

- S Y té céc tinh, thanh phé;
- Hai quan cira khau;

- Luu: VT.
T@C TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUQNG TQC 1/2
Thinh phé Ha Ngi Thanh phé Da meg Thanh pho Hd Chi Minh
86 7, ngéich 21, ngd 168 dudng Nguyén Téng 2, s6 03 HA Tuong, Téng 4, s6 39, Nguyen Binh Khiém,
Xién, Phudmg Ha Dinh, Quén Thanh Xuin  Quén Thanh Khé Phudng 1, Quéin Go Vap
Dién thoai: 024 6680 0338; 0945.659.168  Dién thoai: 0236.3622668; 0868.863.818 Pién thoai: 028.62701386; 0988.397.156
Email: info@tgc.vn Email: vpdn@tge.vn Email: vpsg@tgc.vn

Scanned with CamScanner



PHY LUC L
(Kém theo ban két qua phén loai trang thiét biy 13
sb: 65.19/180000026/PCBPL-BYT, ngiy 18 thang 12 nim 2019)

d
- Mye dich ::‘ C:: °f df N,':{'fme
Tén tra "2 | Hang, nuie [Hang, nde| dyng theo chi | phén logl | 4
TT| e ngy st | 1000 md |V GEECE" [ohi s b dink cin chi | mive arii | il
* 5 | siin phim sé hiru ro logl
Quy tic 5,
l'{u\n 111- Quy
tic phén logi
dbi véi
Kit thumuge| | e | AcGene | Thuthgpmlu | TTBYT chin | TTBYT
1 bot 11.01 " Co., Lud, nudcbot | dodin In vitro, | logi A
' Hin Quoc Phy lyc 1,
Théng tu
39/2016/TT-
BYT 7
NG TAM
IGHIEM VA
4G KHAN |-
T@C TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUQNG TQC 2/2
Thanh phd Ha Ngi Thanh phé Pa Ning Thanh phé Hé Chi Minh
86 7, ngéch 21, ngd 168 dudomg Nguyén Thng 2, s6 03 Hb Tuong, Téng 4, s6 39, Nguyén Binh Khiém,
Xién, Phutmg Ha Dinh, Quin Thanh XuAn  Quéin Thanh Khé Phuong 1, Quin Go Vip
Dién thoai: 024 6680 0338; 0945.659.168  Dién thoai: 0236.3622668; 0868.863.818  Di¢n thoai: 028.62701386; 0988.397.156
Email: info@tqc.vn Email: vpdn@tgc.vn Email: vpsg@tqc.vn
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