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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001861/PCBB-HN
Ngay cong bo: 11/06/2026

1. Tén co s& cong bdé: CONG TY CO PHAN THUGNG MAI QUOC TE
MEDITOP ‘

2. bia chi: S6 16, BT2, Bbuong Tran Thu Do, B6 thi méi Phép Van Tu Hi¢p,
Phuong Yén So, Thanh phd Ha Noi

3. S6 vin ban cua co so: 100/VBCBB-MEDITOP Ngay: 11/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo xét nghiém dinh lugng Follicle-stimulating Hormone
(CLIA)

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Follicle-stimulating Hormone (CLIA) 1a xét nghiém mién
dich hoa phat quang dung dé dinh lugng Hormone kich thich nang trimng
(FSH) trong huyét thanh va huyét twong ngudi, nhdm danh gia chirc ning noi
tiét ctia tuyén yén.

Xét nghiém nay phai dugc thuc hién trén cdc may phan tich thuoc dong
SmarLumi™ (bao gébm FC-2100, FC-2000 va cac may phan tich khac thudc
dong SmarLumi™),

Chi sir dung cho chan doan in vitro. Chi danh cho nhan vién chuyén mén st
dung.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

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



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Guangzhou Wondfo Biotech Co., Ltd

bia chi chu sé hitu: No.8 Lizhishan Road, Science City,Huangpu District,
510663, Guangzhou, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
b1y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.
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B0 xét nghiém
dinh lugng Follicle-stimulatin Guangzhou No.8 Lizhishan Road,
1 Follicle- Hormone (CLIA) & WA68P0001, WA68P0002, Wondfo Science City, Huangpu CHINA
stimulating WAG68P0003, WA68P0004 Biotech Co., District, 510663,
Hormone (CLIA) Ltd Guangzhou




