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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: 260002351/PCBB-HN
Ngay cong bod: 17/07/2026

1. Tén co s& cong bé: CONG TY TNHH KHOA HOC PN D
2. Pia chi: $6 32 day N3 Khu TT X203 Cuc Xe My, Phuong Vinh Hung,

Thanh phd Ha Nbi

3. S6 vin ban cua co so: 13/2026/DK-PnD Ngay: 16/07/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum IVD Enzymes: ALP, GGT

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: Theo phu luc

Muc dich s dung: 1. ALP Reagent Kit (NPP Substrate-AMP Buffer Method):
Puoc sir dung dé xac dinh dinh luong in vitro hoat d6 cua alkaline
phosphatase trong huyét thanh va huyet tuong nguoi. Alkaline phosphatase
chu yéu duoc st dung trong viée kiém tra vang da tdc mat, bénh gan mat va
bénh m6 xuong. Tang sinh Iy: ¢ tré em trong suot giai doan phat trién sinh 1y
xuong, hoat d6 alkaline phosphatase ¢ thé cao gap 1-2 1an so v6i binh
thuong; tang bénh ly: (1) Cac bénh xwong nhu coi xuong, loan san syn,...; (2)
Cac bénh gan mat nhu tic nghén 6ng mat ngoai gan, X0 gan, viém gan mao
mach,...; (3) Cac bénh khac nhu hoi ching cudng tuyén can giap, giam bénh
1y: gap trong viém than man tinh ndng, suy gidp ¢ tré em, thidu mau,... Chi su
dung boi chuyén gia va tai phong xét nghiém.

2. GGT Reagent Kit (GCANA substrate Method): Bo thubc thir nay dugc st
dung dé xéac dinh dinh lugng in vitro hoat d§ cua gamma-glutamyl transferase
trong huyét thanh va huyét twong nguoi. Trong 1am sang, san pham chi yéu
dugc st dung dé hd trg chan doan cac bénh lién quan dén hé gan mat. Chi



duogc sir dung boi chuyén gia va tai phong xét nghiém.

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 chuin nha san xuét
5. D6i 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 so hiru: Getein Biotech, Inc.

bia chi chu sé hiru: No.9 Bofu Road, Luhe District, Nanjing, Jiangsu, 211505,
CHINA

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

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu k¥ thuat bang tiéng Viét kém theo tai liéu vé nguyén vat lidu, |

v€ an toan cua san pham, quy trinh san xuat, cac bao c4do nghién ctru
lam sang va tién 1am sang bao gom bao c4do do 6n dinh do6i voi thuoc
thir, chat hiéu chuan, vat liéu kiém soat in vitro

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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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Thudc thir xét ALP Reagent Kit (NPP Hop 4 Io x 40 No.6 KeFeng Road,
1 nghiém dinh luong | Substrate-AMP Buffer CC1005 mL RI H 2lox Getein Biotech, |J 1angbel New District, CHINA
ALP Method) Inc. Nanjing, Jiangsu,
20 mL R2
211505
Thudc thir xét ALP Reagent Kit (NPP Hop 4 1o x 60 No.6 KeFeng Road,
) nghi¢m dinh lugng | Substrate-AMP Buffer CC1005 mL R1 i 2 lox Getein Biotech, Jlangbel New District, CHINA
ALP Method) Inc. Nanjing, Jiangsu,
30 mL R2
211505
r]; hlllli%(lznﬂ(lililn);lefuon GGT Reagent Kit (GCANA Hop 4 lo x 40 Getein Biotech IJ\ilacl)r'16 li?li\?:v% %?:t(riict
3 [Deniem AR IUONE | o bstrate Method) CC1037 mL R1 +2 lo x ’ goel Y > | CHINA
GGT 20 mL R2 Inc. Nanjing, Jiangsu,
211505
3; hl?i%(r:nﬂ(lilirn)}(lefuon GGT Reagent Kit (GCANA Hop 4 lo x 60 Getein Biotech IJ\iIe(l)r.16 ti?l;?:v% RD(i)si(jict
4 [Dehiemd e substrate Method) CC1037 mL R1+21ox ’ & . > | CHINA
GGT 30 mL R? Inc. Nanjing, Jiangsu,

211505




