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Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001286/PCBB-HCM
Ngay cong bo: 07/05/2026

1. Tén co s cong bd: CONG TY TNHH ZYBIO MEDICAL VIETNAM

2. bia chi: Tang 3, Business Center, 258 Nam Ky Khoi Nghia, Phuong Xuan
Hoa, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 15-04/2026-CB-02 Ngay: 29/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo xét nghi¢m dinh lugng ACTH

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 cach dong goi: Theo phu luc

Muc dich str dung: Xét nghiém ACTH (CLIA) dugc st dung cho chan doan in
vitro nham dinh luong hormone huéng vé thuong than (Adrenocorticotrophic
hormone — ACTH) trong huyét twong ngudi. Xét nghiém nay dugc dung lam
sang nhu mot cong cu hd tro trong viéc danh gia chtrc ning tuyén yén va
tuyen thuong than.

Xét nghiém mién dich phat quang héa hoc (Chemiluminescence Immunoassay
— CLIA) duoc thiét ké dé str dung trén cac méy phan tich mién dich phat
quang hoa hoc.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chudn nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:



Tén chu s& hitu: Zybio Inc.
bia chi chu sé hiru: No.45, Shilin Avenue, Tiaodeng Town, Dadukou District,
400082 Chongqing, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

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

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

B0 xét nghiém
dinh luong ACTH

ACTH Assay (CLIA)

0606101

2 x 25 Tests/Kit

Zybio Inc.

No.45, Shilin
Avenue,
Tiaodeng Town,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong ACTH

ACTH Assay (CLIA)

0606102

1 x 50 Tests/Kit

Zybio Inc.

No.45, Shilin
Avenue,
Tiaodeng Town,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong ACTH

ACTH Assay (CLIA)

0606103

2 x 50 Tests/Kit

Zybio Inc.

No.45, Shilin
Avenue,
Tiaodeng Town,
Dadukou
District, 400082
Chongqing,

CHINA

B0 xét nghiém
dinh luong ACTH

ACTH Assay (CLIA)

0606105

2x100
Tests/Kit

Zybio Inc.

No.45, Shilin
Avenue,
Tiaodeng Town,
Dadukou
District, 400082
Chongqing,

CHINA

B xét nghiém
dinh luong ACTH

ACTH Assay (CLIA)

0606104

1 x 100
Tests/Kit

Zybio Inc.

No.45, Shilin
Avenue,
Tiaodeng Town,

CHINA




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

Dadukou
District, 400082
Chongqing,




