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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001023/PCBA-HCM
Ngay cong bo: 11/06/2026

1. Tén co s& cong bé: CONG TY TNHH KHOA HQC HOP NHAT

2. Pia chi: 83/10 Bach Pang, Phudng Tan Son Hoa, Thanh phd HO Chi Minh
3. S6 van ban cia co sé: 040-2026/CV-CBA Ngay: 08/06/2026

4. Thiét bi y té thudc loai A

Tén thiét b y té&: Bo kit dung cho tach chiét RNA tir bach cau

Tén thuong mai (néu c6): TANBead Nucleic Acid Extraction Kit OptiPure
Leukocyte RNA

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:

Muc dich str dung: Bo kit dung cho tach chiét RNA tir bach cau/ TANBead
Nucleic Acid Extraction Kit_OptiPure Leukocyte RNA 1a b kit tach chiét
acid nucleic dya trén cdng nghé hat tir, duoc su dung két hop voi thiét bi
TANBead Nucleic Acid Extractor twong tng dé thue hién qua trinh tinh sach
tur dong RNA tir mau méu toan phan tuoi ctia ngudi. Thong thudng, véi thé
tich mau mau tir 1-2 mL, luong RNA thu duoc dao dong trong khoang 0,5-2
ng. RNA tinh sach c6 thé dugc sir dung cho cac ing dung phan tich phan tix
tiép theo nhu qPCR va NGS. Bo kit nay danh cho k¥ thuat vién, bac si va nha
sinh hoc da dugc ddo tao chuyén mén vé cac k¥ thuat sinh hoc phan tir, k§
thuat tinh sach bang hat tir va cic quy trinh chan doan in vitro. Moi két qua
chan doan thu duoc tir quy trinh chuan bi mau khi két hop véi cac xét nghiém
chan doan phia sau can duoc giai thich trong mdi lién hé véi cac dir kién 1am
sang hoac xet nghiém khac. B¢ kit khong giéi han d6i voi bat ky bénh ly, tinh
trang hodc chan doan bd sung di kém nao, va co thé ap dung cho moi quan thé

Tén co sé san xuat: Theo phu luc



Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu c):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu sé hiru: Taiwan Advanced Nanotech Inc.

bia chi chu sé hitu: 6F., No. 188, Wenhe Rd., Guishan Dist., Taoyuan City
333, TAIWAN, PROVINCE OF 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 bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 | Tailiéu ky thuat bang tiéng Viét kém theo tai liéu vé nguyén vat lidu, |

vé an toan cla san pham, quy trinh san Xuét, cac bao cao nghién ciru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi véi thude
thir, chat hiéu chuan, vat liéu kiém soét in vitro

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

biy t€ cong bo ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.

10 | Tai lidu khéc (néu co) X




BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG THIET BI DO CHUNG LOAI SAN MR alny | QU ee (DD B 2 LD | TN (0 0TI ) TEN CO SO | PIA CHI CO SO
STT Y TE : VI PHAM PHAM })ONG GOI HANG, NUTO’C SAN HU'U/ HANG, NUOC BAO HANH BAO HANH
TINH (NEU CO) XUAT CHU SO HU'U
Bo kit ding cho tach chiét TANBead Nucleic Acid Taiwan Advanced Taiwan Advanced
1 [RNA tir bach ciu (Dang B6 |Extraction Kit_OptiPure W622A46 96 test/Bo . . Khoéng dp dung | Khong ap dung
Nanotech Inc, Taiwan Nanotech Inc, Taiwan
dia) Leukocyte RNA Auto Plate
B6 kit ding cho tach chiét TANBead Nucleic Acid Taiwan Advanced Taiwan Advanced
2 [RNA tir bach ciu (Dang B6 |Extraction Kit_OptiPure W622566 72 test/Bo . . Khong dp dung | Khong ap dung
< Nanotech Inc, Taiwan Nanotech Inc, Taiwan
Ong) Leukocyte RNA Auto Tube
B6 kit ding cho tach chiét TANBead Nucleic Acid Taiwan Advanced Taiwan Advanced
3 [RNA tir bach ciu (Dang B6 |Extraction Kit_OptiPure M622A46 96 test/Bo . . Khong dp dung | Khong ap dung
Nanotech Inc, Taiwan Nanotech Inc, Taiwan
dia) Leukocyte RNA Auto Plate
Bo kit ding cho tach chiét TANBead Nucleic Acid Taiwan Advanced Taiwan Advanced
4 |RNA tir bach ciu (Dang B6 |Extraction Kit_OptiPure M622S46 96 test/Bo Khong dp dung | Khong ap dung

Ong)

Leukocyte RNA Auto Tube

Nanotech Inc, Taiwan

Nanotech Inc, Taiwan




