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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220001370/PCBB-HCM
Ngay cong bo: 27/04/2022

1. Tén co s cong bd: CONG TY TNHH CONG NGHE QUOC TE PHU MY
2. Pia chi: K1A Btru Long, Phuong 15, Quan 10, Thanh phé H6 Chi Minh
3. S6 vin ban cua co sd: 003/2022/VBCB-PM Ngay: 25/04/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Que thir/ Khay thir xét nghiém virus Viém gan

Tén thuong mai: Theo phu luc

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi: Theo phu luc

Muc dich str dung: Que thu/ Khay thtr xét nghiém virus Viém gan

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu sé hitu: Artron Laboratories Inc.

bia chi chu sé hitu: 3938 North Fraser Way, Burnaby, BC, V5] 5H6, Canada
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: CONG TY TNHH CONG NGHE QUOC TE PHU MY

Dia chi: K1A Biru Long, Phuong 15, Quan 10, Thanh phé H6 Chi Minh
Pién thoai ¢b dinh: 028 62853388 Dién thoai di dong: 0907173788

8. SO cong bo du dieu kién san xuat doi vai trang thi€t bi y t€ sdn xuat trong
nudc:



. Thanh phén hd so:

1

Vin ban cong bo tiéu chuan 4p dung ddi véi trang thiét bi y té thudc
loai B

Gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485

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 trang thiét bi y té bang tiéng Viét

Ban tiéu chuan ma chu s hitu trang thiét bi y té cong b ap dung

Gidy chtng nhan luu hanh tu do dbi voi trang thiét bi y té nhap khau
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Tai liéu khac (néu co)




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA (SN‘A‘;E fg‘s‘M B?Nl\g cGéf)I TEN CO SO SAN XUAT | BIA CHI CO SO SAN XUAT S AT\IU;?UCAT
1 3?&?;111(}13}] thir xét nghiém virus g{egzgt;) }]3“e\s/ti r;tsriiulii(;a?nﬁgen A02-01-213 50 test/hop Artron Laboratories Inc. %?,8VI§3?III{ET%Z;;XZY, Burnaby, CANADA
2 %Zr';h;nKhay thir xét nghiém virus zg]giitg) I%e\s]ti rg:siztrtfea;f)ﬁ;;gen A02-01-222 25 test/hop Artron Laboratories Inc. %?’SVNS(}%%ET?Z;ZZZY’ Burnaby, CANADA
3 81igen‘§h;nKhay thir xét nghiém virus ?Hegeslittl)sj ?e\s?fsll;iiuégﬁa?ntibody A02-02-213 50 test/hop Artron Laboratories Inc. ]3?)93’8\11\,15(}1;111{12%2;:;/:}]’ Burnaby, | -\ NADA
| Que tha Ky thsxét nghiemvirs (HBeAb) Test Cassete Format | A02:02-222 2Stesthop | Artron Laboratories Ine. | 50 5 ereer WA BUTADY: | cANADA
5 3?éen§h;a/nKhay thir xét nghiém virus Ig:ga;i:riisp(;zrgi Antibody (HEV) A02-06-213 50 test/hop Artron Laboratories Inc. %%”’SVI\;(}Y;III{ET?;;Z:}’, Bumaby, CANADA
¢ | Que thir/ Khay thir xét nghigm virus | J1SP210S © Virus Anibody (HEV) 1 09.06.22 25 esthip Artron Laboratories Inc 3938 North Fraser Way, Bumaby, | .\

Viém gan

BC, V5] 5H6, Canada




