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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: 260002385/PCBB-HN
Ngay cong bo: 20/07/2026

1. Tén co s& cong bé: CONG TY TNHH KHOA HOC PN D

2. bia chi: S6 32 day N3 Khu TT X203 Cuc Xe May, Phuong Vinh Hung,
Thanh phd Ha Nbi

3. S6 vin ban cua co so: 14/2026/DK-PnD Ngay: 20/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té Cum IVD DAau 4n bénh viém khop: ASO, CRP

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 st dung: 1. ASO Reagent Kit (Immunoturbidimetric Method): Pugc
str dung dé xac dinh dinh luong in vitro anti-streptococcal hemolysin "O"
trong huyét thanh hozc huyét twong ngudi. Chu yéu duge sir dung dé hd trg
chan doan sét thip khop cap tinh trong 1am sang. Chi sir dung boi chuyén gia
va tai phong xét nghiém.

2. CRP Reagent Kit (Immunoturbidimetric Method): B6 thudc thir nay dugc
sir dung dé xéc dinh dinh luong in vitro protein phan tmg C trong huyét thanh
hodc huyét twong nguoi. Protein phan tng C chil yéu dugc sir dung nhu mot
dau 4n khong dic hiéu cua tinh trang viém. Chi sir dung boi chuyén gia va tai
phong xét nghiém.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

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



6. Thong tin vé cha so hitu thiét bi y té:
Tén chu so hiru: Getein Biotech, Inc.

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

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

1 | Vin 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¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hodc ban tiéu chuan ma chu sé hitu thiét |
bi y 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.

8 | Tai liéu khac (néu c6) X




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

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Thudc thir xét ASO Reagent Kit Hop 2 lo x 40 No.6 KeFeng Road,
1 nghiém dinh luong | (Immunoturbidimetric cClo11 mL R1 H 2lox Getein Biotech, |J 1angbel New District, CHINA
ASO Method) Inc. Nanjing, Jiangsu,
10 mL R2
211505
Thudc thir xét ASO Reagent Kit Hop 2 1o x 60 No.6 KeFeng Road,
) nghi¢m dinh lugng | (Immunoturbidimetric CC1011 mL R+ 1 lo x Getein Biotech, Jlangbel New District, CHINA
ASO Method) Inc. Nanjing, Jiangsu,
30 mL R2
211505
Thudc thir xét CRP Reagent Kit Hop 12 1o x No.6 KeFeng Road,
nghiém dinh luong | (Immunoturbidimetric 12,9 mL R1 + Getein Biotech, [Jiangbei New District,
3 CRP Method) CC1027 1210 x 12,9 mL | Inc. Nanjing, Jiangsu, CHINA
R2 211505
Thudc thir xét CRP Reagent Kit Hop 1 1o x 60 No.6 KeFeng Road,
4 nghi¢m dinh lugng | (Immunoturbidimetric CC1027 mL R+ 1 lo x Getein Biotech, Jlangbel New District, CHINA
CRP Method) 60 mL R? Inc. Nanjing, Jiangsu,

211505




