BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

86:  2601305PKLH/HTTB-PKKD  Ha Ngi, ngay 14 thing 04 nim 2026

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

Cin ctr 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, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Bo xét nghiém dinh lwong PCT

2. Tén thuong mai (néu cé):

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

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cua cha so hitu thiét bi y té&: Zybio Inc. , No. 45, Shilin Avenue,

Tiaodeng Town, Dadukou District, 400082AChongqing, CHINA

6. Tén, dia chi cua chu s hiru s6 luu hanh: CONG TY TNHH ZYBIO MEDICAL

VIETNAM, Tﬁng 3, Business Center, 258 Nam Ky Khéi Nghia, Phuong Xuan Hoa,

Thanh phd HO Chi Minh.

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; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 63/Qb-HTTB
ngay 14 thang 04 ndm 2026./.

Noi nhan:

- CONG TY TNHH ZYBIO MEDICAL
VIETNAM,;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, BKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

PCT Assay (CLIA) dugc st dung trong chan doan in vitro dé dinh luong Procalcitonin trong huyét thanh va huyét twong ngudi.
Procalcitonin (PCT) la mot tién chit cua calcitonin khong c6 hoat tinh hormone, bao gom 116 axit amin voi trong luong phan tur la 12,7 KD. PCT
dugc bicu hién béi cac té bao than kinh noi tiét (bao gom té bao C ciia md tuyen giap, ph01 va tuyén tuy) va duoc phén huy thanh calcitonin (dang
chua truong thanh), peptide giai doan cudi carboxy va peptide giai doan cudi amino bang cach tiéu hoa enzyme. O ngudi binh thuong, ndng do
PCT trong mau rat thap va s& tang 1én dang ké khi bi nhiém khudn. N6 duogc sir dung chii yéu dé hd trg chan doan trén 14m sang cac bénh truyén
nhiém nhiém do vi khuan. PCT c6 thé phan tng chon loc voi nhiém trung toan than do vi khuén, nhung khong c6 hodc chi phan ng nhe voi tinh
trang viém vo trung va nhiém virus. Trong nhiém tring toan than do vi khudn, ndng do PCT ting bat thudng, va muc d6 ting lién quan dén muc do
nghiém trong va tién luong cia tinh trang nhidm trung. Viéc phat hién PCT c6 gid tri 1am sang cao trong viéc hd trg chan doan phéan biét, danh gia
tién lugng va theo doi hiéu qua diéu tri nhiém trung toan than do vi khuén. Bén canh dé, PCT con c6 thé dugc st dung nhu mét chi s tién luong
nhiém tring huyét, cling nhu 1a mot chi s6 dé Iva chon khéng sinh va danh gi4 hiéu qua.
2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

STT

Tén thiét bi y té

Chung loai

Ma san phim
(Neéu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

B xét nghiém
dinh lugng PCT

PCT Assay (CLIA)

0606001

2x25 Test/ Hop

Zybio Inc.

Floor 1 to Floor
5, Building 38,
No. 5 of Taikang
Road, Block C
of Jiangiao
Industrial Park,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong PCT

PCT Assay (CLIA)

6011903

1x50 Test/ Hop

Zybio Inc.

Floor 1 to Floor
5, Building 38,
No. 5 of Taikang
Road, Block C
of Jiangiao

CHINA
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Industrial Park,
Dadukou
District, 400082
Chongqing,

B0 xét nghiém
dinh luong PCT

PCT Assay (CLIA)

6011906

2x50 Test/ Hop

Zybio Inc.

Floor 1 to Floor
5, Building 38,
No. 5 of Taikang
Road, Block C
of Jiangiao
Industrial Park,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong PCT

PCT Assay (CLIA)

6011909

1x100 Test/
Hop

Zybio Inc.

Floor 1 to Floor
5, Building 38,
No. 5 of Taikang
Road, Block C
of Jiangiao
Industrial Park,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong PCT

PCT Assay (CLIA)

6011912

2x100 Test/
Hop

Zybio Inc.

Floor 1 to Floor
5, Building 38,
No. 5 of Taikang
Road, Block C
of Jiangiao
Industrial Park,
Dadukou
District, 400082
Chongqing,

CHINA
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