BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé: 2500684DKLH/BYT-HTTB Ha Néi, ngay 14 thang 03 ndam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Thudc thir xét nghiém dinh tinh khang thé khang Treponema

pallidum

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi cta chu s& hitu thiét bi y té: Zhuhai Livzon Diagnostics Inc.,

Building 1, No. 266 Tongchang Road, Xiangzhou District, Zhuhai, CHINA

6. Tén, dja chi ciia chti s& hitu s6 lvu hanh: CONG TY CO PHAN Y TE PUC

MINH, S6 51, ngd 205, ngach 323/83, duong Xuan Pinh, Phuong Xuan Binh, Quan

Bic Tur Liém, Thanh phd Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.

Gidy chtng nhan nay duoc cip theo Quyét dinh sb 869/Qb-BYT

ngay 14 thang 03 nam 2025./.

Noi nhgn: TUQ. BO TRUONG
- CONG TY CO PHAN Y TE BUC ~ CUC TRUONG
MINH; #CHA TANG VA THIET B Y TE

- B0 truong (dé blc);

- TT. Pb Xuan Tuyén (dé b/c);
- Hai quan cira khau;

- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

San pham nay duoc st dung dé phat hién dinh tinh cic khang thé khang Treponema pallidum trong mau huyét thanh va huyét twong nguoi dé xac
dinh hi¢u gi4 khang thé.

Giang mai 1a mot bénh truyén nhiém man tinh va phtic tap do Treponema pallidum gy ra. Su tién trién ctia bénh khac nhau vé céc triéu ching
1am sang & cac giai doan khac nhau, thuong biéu hién ban dau dudi dang hinh thanh vét loét goi 1a sing, sau d6 13 sy xuét hién phat ban giang mai
sau thoi gian @ bénh 1au hon. Néu khong duge diéu tri sau khi nhiém tring, cudi cing c6 thé din dén bénh tim mach va giang mai than kinh, ciing
nhu nhiém trung tir cung.

Ké tir khi phét hién ra Giang mai 1a mot bénh truyén nhiém do vi khuan Treponema Pallidum gdy ra vao nam 1905, cac phuong phéap phat hién
huyét thanh hoc di dan duoc phat trién. Trong sd do, c6 cac phuong phap dé phat hién cac khang thé khang cardiolipin str dung khang nguyén
phospholipid nhu cardiolipin va lecithin, nhung thudng x4y ra cac phan tmg duong tinh gia sinh hoc. Do dd, phuong phép phat hién vdi do nhay
va do dic hiéu cao di dugc phat trién str dung khang nguyén Treponema pallidum, mot tac nhan cta bénh giang mai.

San pham nay 13 mot thude thir dé phat hién cac khang thé khang Treponema pallidum (TP) va ¢ thé dugc sir dung dé chan doan huyét thanh hoc
bo trg trong cac truong hop nghi ngd nhidm giang mai.

2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

x 2 Z Quy cach " . . . -
STT| Tén thiét biy té Chiing loai Ma sian pham déng goi Teéncoso | Dia chicoso |60 san xudt
(Néu cod) (Néu c6) san xuat san xuat
Thubc thir xét Passive particle No. 266
Eﬁiﬁhﬁﬁéﬁm Agglutination Test for A00201220 Hop 220 xct %)1112111 hr?é:g:sz . Eﬁﬁimg
1 & £ | Detection of Antibodies to nghiém & . CHINA
Treponema Treponema pallidum Inc. Xiangzhou
pallidum p P District, Zhuhai
Thubc thir xét Passive particle No. 266
E}glgrller?h?ﬁ;?h Agglutination Test for A00201100 Hop 100 xet %)111;1 hjé;::sz . ITazﬁChang
2 & £ | Detection of Antibodies to nghiém & . CHINA
Treponema Treponema pallidum Inc. Xiangzhou
pallidum p P District, Zhuhai
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