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THONG TIN

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

S6 cong bd: 250000002/PCBB-TN
Ngay cong bo: 14/08/2025

1. Tén co sé cong bd: CONG TY TNHH CONG NGHE CAO SU VIET NAM
2. Dia chi: L6 K4, Duong s6 10, Khu cong nghiép Hai Son (GD 3+4), Ap
Binh Tién 2, X Puc Hoa, Tinh Tay Ninh

3. S6 van ban cua co so: 120725/CBB-VRT Ngay: 30/07/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Que thir xét nghiém dinh tinh LH (Que tht rung trimg)

Tén thuong mai (néu c6): Pharmacity Ovulation Test

M3 Global Medical Device Nomenclature — GMDN (néu c6):
Chung loai: Ovulation Test

Mai san pham (néu co):

Theo phu luc

Quy cach dong goi: 1 hop gdém: 1 tii nhém (1 que thir val tai hat am), 1 coc
dung mau nudc ticu, 1 to hudng dan sir dung; 1 hop gom 7 thi nhom (mo1 thi
chta 1 que thir va 1 tai hat am), 7 cdc dung mau nudc tiéu, 1 to hudng dan st
dung hodc S6 lugng va quy cach dong goi c6 thé thay dbi theo nhu cau thi
truong

Muc dich st dung: Que thir xét nghiém dinh tinh LH (Que thir rung trirg) 1a
thiét bi tu kiém tra. San pham dung dé du doan ngdy rung trimg & ngudi thong
qua x¢ét nghiém dinh tinh hormones LH (Luteinizing Hormone) trong nudc
tiéu. Khi LH trong nudc tiéu dat dén ndng d6 dinh (cao nhat) thi trimg s& rung
sau 24 tiéng va trudc 48 tiéng.

Tén co s& san xuit: Theo phu luc

Dia chi co s& san xuit: Theo phu luc

Tiéu chuan chat lugng san pham ap dung: ISO 13485:2016, TCCS
15:2025/VRT

5. D6i v6i thiét bi y té chira chat ma tay, tién chat (néu co):



