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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: 260001402/PCBB-HN
Ngay cong bo: 07/05/2026

1. Tén co s& cong bé: CONG TY TNHH THUGNG MAI DICH VU TRI
pUC

2. Pia chi: S6 168, t6 20, Phuong Hoang Mai, Thanh phd Ha Noi

3. S6 vin ban cua co so: 0405-1/2026/TD-CBB Ngay: 07/05/2026

4. Thiét bi y té thudc loai B

Tef:n thiét bi y té: Cum ‘IVD Chét nén (Substrates): Albumin, Bilirubin truc
ti€p, Bilirubin toan phan, Cholesterol, Creatinine, Glucose, BUN (Urea).
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:

Muc dich str dung: Bion ALB: Pay 1a thiét bi y té chan doan trong in vitro
duoc st dung dé do dinh luong Albumin (ALB) trong huyét thanh hodc huyét
turong ngudi bang phuong phap BCG, hd trg phén tich thanh phin mau. Bion
D-BIL: bay la thiét bi y té chan doan in vitro dung dé do dinh luong bilirubin
tryc tiép (D- -Bilirubin) trong huyét thanh hodc huyét tuong nguoi bang phuong
phap oxy hoa, hd trg trong viée chan doan cac bénh Iy vé& gan. Bion T-BIL:
Day 1 thiét bj y té chan doan in vitro dung dé dinh lwong bilirubin toan phan
(T-Bilirubin) trong huyét thanh hoic huyét tuong ngudi bang phuong phap
oxy hoa, hd tro trong viéc chan doan cac bénh 1y vé gan. Bion T-CHOL: Pay
1a thiét bi y té chan don in vitro dung dé dinh lugng cholesterol toan phan
(Total Cholesterol) trong huyét thanh hoic huyet turong ngudi bang phuong
phap do mau. Bion CRE: Pay 1 thiét bi y té chan doan in vitro ding dé xac
dinh dinh luong creatinine (CRE) trong huyét thanh hodc huyét turong ngudi
bang phuong phap do mau, ho trg trong vi€e phén tich cac thanh phan mau.
Bion GLU: bay la thiét bi y té chan doan in vitro dung dé x4c dinh dinh lugng



nong d6 glucose (GLU) trong huyét thanh hozc huyet tuong nguoi (st dung
chét chong dong EDTA-2Na, heparin, natri citrat) bang phuong phap enzyme,
giip hd trg chan doan cac réi loan chuyen hoa glucose. Bion Glucose: Day la
thiét bi y té char} doan in vitro dung dé do dinh luong glucose trong huyét
thanh hodc huyét trong nguoi bang phuong phap quang phd. Bion BUN: Day
1a mot thi€t bi y t€ chan doan in vitro dugc thiét ké d€ do dinh luong Nito'
Urea trong mau (Blood Urea Nitrogen -BUN) trong huy¢t thanh hodc huyét
tuong nguoi bang phuong phép enzyme, ho trg chan doan cac bénh veé than.
Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuét: Theo phu luc

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

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

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

Tén chu sé hiru: Bion Diagnostics Co., Ltd.

bia chi chu sé hitu: #801-802, 139, Hogupo-ro, Namdong-gu, Incheon
(Gojan-dong, Cheongryujisan), KOREA, REPUBLIC OF

7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:
9. Thanh phan ho 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 uy quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai ligu k¥ thuat béngq tiéng Viét kém theo tai liéu vé nguyén vat liéu, |

v€ an toan cua san pham, quy trinh san xuat, cac bao c4do nghién ctru
lam sang va tién lam 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 vaoi thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) (Néu c6) san xuat san xuat
#801-802, 139,
Thudc thir xét Bion Hogupo-ro,
nghiém dinh luong | Bion ALB . . Namdong-gu, KOREA,
1 . Diagnostics .
Albumin Co. Ltd Incheon (Gojan- | REPUBLIC OF
v dong,
Cheongryujisan)
#801-802, 139,
Thudc thir xét Bion Hogupo-ro,
nghiém dinh luong | Bion D-BIL . . Namdong-gu, KOREA,
2 e s X Diagnostics .
Bilirubin truc tiép Co. Ltd Incheon (Gojan- | REPUBLIC OF
v dong,
Cheongryujisan)
hue thi xt 01802, 139,
nghi¢m dinh luong | . Bion EUpO-To,
3 | Bilirubin toan Bion T-BIL Diagnostics Namdong-gu, KOREA,
han Co. Ltd Incheon (Gojan- | REPUBLIC OF
p v dong,
Cheongryujisan)
hue thi xt 01802, 139,
nghi¢m dinh luong | . Bion EUpO-To,
4 | Cholesterol toan Bion T-CHOL Diagnostics Namdong-gu, KOREA,
han Co. Ltd Incheon (Gojan- | REPUBLIC OF
p v dong,
Cheongryujisan)
Thude thir xét . Bion #801-802, 139,
5 nghié‘m‘ dinh lugng | Bion CRE Diagnostics Hogupo-ro, KOREA,
Creatinine Co., Ltd. Namdong-gu, REPUBLIC OF




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
Incheon (Gojan-
dong,
Cheongryujisan)
’ #801-802, 139,
Thuoc thur xét Bion Hogupo-ro,
6 nghiém dinh luong | Bion GLU Diacnostics Namdong-gu, KOREA,
Glucose & Incheon (Gojan- | REPUBLIC OF
Co., Ltd.
dong,
Cheongryujisan)
’ #801-802, 139,
Thuoc thur xét Bion Hogupo-ro,
7 nghiém dinh luong | Bion Glucose Diaenostics Namdong-gu, KOREA,
Glucose & Incheon (Gojan- | REPUBLIC OF
Co., Ltd.
dong,
Cheongryujisan)
hue thi xt 01802, 139,
nghi¢m dinh luong | . Bion EUpO-To,
Bion BUN . . Namdong-gu, KOREA,
8 |Blood Urea Diagnostics Incheon (Gojan- | REPUBLIC OF
Nitrogen (BUN) Co., Ltd. dong )

Cheongryujisan)




