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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: 260001093/PCBB-HN
Ngay cong bo: 10/04/2026

1. Tén co s cong bd: CONG TY TNHH VANILAB

2. Pia chi: S6 1 Phing Chi Kién, Phuong Nghia Do, Thanh phé Ha Noi
3. S6 vin ban cua co so: 060426/CML-VN Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum IVD chét nén: Albumin, Bilirubin, Cholesterol,
Creatinine, Glucose, HDL Cholesterol, LDL Cholesterol, Triglycerid, Ure
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: - ALBUMIN: Pinh lugng albumin.

Chi sir dung cho chan do4n in vitro trong phong xét nghiém 1am sang (IVD).
- BILIRUBIN CAL: Chat hiéu chuan (calibrator) duoc st dung dé xac dinh
nong do Bilirubin toan phan

trong huyét thanh ngudi.

- BILIRUBIN D-DMSO: Dinh luong Bilirubin truc tiép

Chi st dung cho chan doan in vitro trong phong xét nghiém (IVD)

- BILIRUBIN T&D-DMSO: BDINH LUONG BILIRUBIN

Chi dung trong dng nghiém (in vitro) tai phong xét nghiém l1am sang IVD

- BILIRUBIN T-DMSO: Pinh lugng bilirubin.

Chi str dung cho chan doan in vitro trong phong xét nghiém l1am sang

(IVD).

- Bilirubin T&D-DPD: Dinh lugng Bilirubin toan phan va Bilirubin tryc tiép
Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am

sang (IVD)



- CHOLESTEROL LS: BPinh lugng Cholesterol

Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

- CREATININE-J: Xac dinh dinh lugng Creatinine

Chi str dung cho chan doan in vitro trong phong thi nghiém 14m sang
(IVD)

- CREATININE-TR: DPinh lugng Creatinine

Chi st dung cho chan doan in vitro trong phong xét nghiém l1am sang
(IVD)

- GLUCOSE LS: binh lugng glucose

Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

- HDLc: Thudc thir két tia HDL Cholesterol

Chi sir dung cho chan doan in vitro trong phong thi nghiém 1am sang
(IVD)

- HDLc-D: X4c dinh dinh lugng Cholesterol HDL

Chi str dung cho xét nghi¢m in vitro trong phong thi nghiém lam sang
(IVD)

- LDLc-D: Binh lugng LDL Cholesterol

Chi str dung cho chan doan in vitro trong phong xét nghiém 1am sang (IVD)
- TRIGLYCERIDES LS: Pinh luong Triglycerid

Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

- UREA UV-LQ: Dinh lugng ure

Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

- UREA-B: DPinh lugng Ure

Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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 so htru: Chemelex, S.A.

Dia chi chu sé hiru: PI Can Castells. C/Industria, 113. Nave J, 08420 -
CANOVELLES (BARCELONA), SPAIN

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 xut trong nudc:
9. Thanh phan ho so:



1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

7 G}ay chirng nhan l}ru hanh tur do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co)




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) £, san xuat san xuat
(Néu c0)
Thubc thr, PI Can Castells.
chét hiéu chuan xét C/Industria, 113.
1 |nghiém dinh lugng ALBUMIN Chemelex, S.A. | Nave J, 08420 - | SPAIN
Albumin CANOVELLES
(BARCELONA)
Chat hiéu chuan PI Can Castells.
x¢ét nghiém dinh C/Industria, 113.
2 |lugng Bilimbin BILIRUBIN CAL Chemelex, S.A. | Nave J, 08420 - | SPAIN
toan phan CANOVELLES
(BARCELONA)
3 Eﬁﬁﬁgﬂi‘igg BILIRUBIN D-DMSO Chemelex, S.A. | Nave J, 08420 - | SPAIN
He Hep CANOVELLES
(BARCELONA)
Thudc thir xét PI Can Castells.
nghém dinh lugng C/Industria, 113.
4 | bilirubin ‘goén phan BILIRUBIN T&D-DMSO Chemelex, S.A. | Nave J, 08420 - | SPAIN
va tryc tiép CANOVELLES
(BARCELONA)
e
5 | pehem dinh uong | BILIRUBINT-DMSO Chemelex, S.A. | Nave J, 08420 - | SPAIN
p CANOVELLES
(BARCELONA)
6 Thuoc thir xét Bilirubin T&D-DPD Chemelex, S.A. PI Can Castells. SPAIN

nghi¢m dinh lugng

C/Industria, 113.




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
dBlirllglilligqnfoan Nave J, 08420 -
han va tryc tié CANOVELLES
phafi va frire tiep (BARCELONA)
Thudc thu, PI Can Castells.
chét hiéu chuan xét C/Industria, 113.
7 | nghiém dinh hrong | CHOLESTEROL LS Chemelex, S.A. | Nave J, 08420 - | SPAIN
Cholesterol CANOVELLES
(BARCELONA)
Thubc thr, PI Can Castells.
chét hiéu chuan xét C/Industria, 113.
8 |nghém dinh lugng CREATININE-J Chemelex, S.A. | Nave J, 08420 - | SPAIN
Creatinine CANOVELLES
(BARCELONA)
Th}léc thur, i PI Can Castells.
chat hiéu chuan xét C/Industria, 113.
9 [nghi€ém dinh lugng CREATININE-TR Chemelex, S.A. | Nave J, 08420 - | SPAIN
creatinine CANOVELLES
(BARCELONA)
Thubc thu, PI Can Castells.
chat hiéu chuan xét C/Industria, 113.
10 | nghiém dinh luong | SFUCOSE LS Chemelex, S.A. | Nave J, 08420 - | SPAIN
Glucose CANOVELLES
(BARCELONA)
Thude thir xét PI Can Cgstells.
nghém dinh luong [ HDLc C/Industria, 113.
11 HgDL Ch. lest r : Chemelex, S.A. | Nave J, 08420 - | SPAIN
olestero CANOVELLES
(BARCELONA)
12 Thube thur, HDLc-D Chemelex. S.A. PI Can Castells. SPAIN




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
chét hiéu chuan xét C/Industria, 113.
nghém dinh lugng Nave J, 08420 -
HDL Cholesterol CANOVELLES
(BARCELONA)
Thpéc thur, i PI Can Castells.
chat hiéu chuan xét LDLe-D C/Industria, 113.
13 | nghiém dinh luong Chemelex, S.A. | Nave J, 08420 - | SPAIN
LDL Cholesterol CANOVELLES
(BARCELONA)
Thubc thr, PI Can Castells.
chét hiéu chuan xét C/Industria, 113.
14 | nghiém dinh luong TRIGLYCERIDES LS Chemelex, S.A. | Nave J, 08420 - | SPAIN
Triglycerid CANOVELLES
(BARCELONA)
Th}léc thur, i PI Can Castells.
chat hiéu chuan xét C/Industria, 113.
15 [nghiém dinh lugng UREA UV-LQ Chemelex, S.A. [ Nave J, 08420 - | SPAIN
Ure CANOVELLES
(BARCELONA)
Thpéc thr, i PI Can Castells.
chat hiéu chuan xét URFA-B C/Industria, 113.
16 |nghiém dinh luong Chemelex, S.A. | Nave J, 08420 - | SPAIN

Ure

CANOVELLES
(BARCELONA)




