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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: 220004144/PCBB-HCM
Ngay cong bo: 30/12/2022

1. Tén co s& cong bé: CONG TY TNHH SAN XUAT VA DICH VU TU
MINH ) .

2. bia chi: 62 Buong 197, Khu pho 5, Phuong Tan Pha, Thanh pho Thu brc,
Thanh phd HS Chi Minh

3. S6 vin ban cua co so: 04/2022/VBCBB-TM Ngay: 27/12/2022

4. Trang thiét bi y té thudc loai B

Tén trangothiét bi y té: B6 IVD xét nghiém dinh tinh khang thé IgG khang
xodn khuan Trichinella spiralis

Tén thuong mai: Vitrotest® Anti-Trichinella

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

Chung loai: Vitrotest Anti-Trichinella

M3 san pham (néu c6): TK067

Quy cach dong goi: Mot bo gom: Elisa Trips (96 Giéng); Wash Tween 20x
(1x50ml); Control + (1x0,5ml); Control - (1x0,5ml); Sample Diluent
(1x12ml); Conjugate Solution (1x12ml); Tmb Solution (1x12ml); Stop
Solution (1x12ml); Adhesive Films (2); Sera Identification Plan (1),
Instruction For Use (1); Certificate Of Analysis (1), ,

Muc dich su dung: Dung d¢€ phat hién cac khang thé 16p IgG do1 voi
Trichinella xodn 6c trong huyét thanh hodc huyét tuong nguoi.

Tén co s& san xuat: Vitrotest Bioreagent LLC

Dia chi co s& san xut: Boychuka Myhaila Str. 18B, of. 56, Kyiv 01103 ,
UKRAINE

Tiéu chuén chét luong san phdm ap dung: Tiéu chun nha san xuét

5. B6i voi trang thiét bi y té chira chit ma tay, tién chat (néu co):

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

Tén chu s¢ hitru: Vitrotest Bioreagent LLC

bia chi chu sé hiru: M.Boychuka 18b, of.56, Kyiv 01103 , UKRAINE



7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du di€u kién san xuat doi voi trang thi€t bi y t€ san xuat trong
nuoc:

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cia trang thiét bi y té thudc loai |
B.
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tit k¥ thudt trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuin ma chi s¢ hitu trang thiét bi y té cong bd ap dung X
7 | Gidy chimg nhan luu hanh ty do dbi véi trang thiét bi y té nhap khau | x




