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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: 260001094/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: 010424/CML-VN Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Cum IVD enzymes: Acid Phosphatase, a-amylase, Creatine
kinase, Gamma-glutamyl transferase, Lactate dehydrogenase, Lipase

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 sir dung: - Thude thir xét nghiém dinh luong acid phosphatase: Pinh
luong acid phosphatase (ACP)

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

- Thudc thir xét nghém dinh luong a-amylase (AMS): Pinh luong a-amylase
(AMS) Chi sir dung cho chan doén in vitro trong phong xét nghiém 1am sang
(IVD)

- Thudc thir xét nghém dinh lugng Creatine kinase (CK): Pinh lugng Creatine
kinase. Chi sir dung cho muyc dich chan doan in vitro trong phong xét nghiém
lam sang (IVD)

- Thudc thir xét nghém dinh luong gamma-glutamyl transferase (y-GT): Pinh
lugng gamma-glutamyl transferase (y-GT).

Chi st dung trong chan doan in vitro tai phong xét nghiém 1am sang (IVD)

- Thudc thir xét nghiém dinh luong dinh luong lactate dehydrogenase: Dinh
luong dinh lugng lactate dehydrogenase (LDH).

Chi sir dung cho muc dich chan doan in vitro trong phong xét nghiém 1am



sang (IVD). , q

- B0 thudc thir, chat hi€u chuan xét nghiém dinh lugng Lipase: Dinh luong
lipase.

Chi str dung cho xét nghi¢m in vitro trong phong thi nghiém 1am sang (IVD).
Tén co sé san xuat: Theo phu luc

Dia chi co so san xuat: Theo phu luc

Tiéu chuan chét luong san phém ap dung: ISO 13485

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

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

Tén chu so hitru: 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 xuit trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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
Thude thir xét PI Can Cgstells.
nghiém dinh lugng | ACP C/Industria, 113.
1 afi d i hos. hatas.e Chemelex, S.A. | Nave J, 08420 - | SPAIN
phosp CANOVELLES
(BARCELONA)
Thudc thir xét PI Can Cgstells.
nghém dinh luong | AMYLASE-LQ C/Industria, 113.
2 AN ( AMS*;% Chemelex, S.A. [ Nave J, 08420 - | SPAIN
Y CANOVELLES
(BARCELONA)
Thudc thir xét PI Can Castells.
nghém dinh lugng i C/Industria, 113.
3 | Creatine kinase | CXNACLQ Chemelex, S.A. | Nave J, 08420 - | SPAIN
(CK) CANOVELLES
(BARCELONA)
Thudc thir xét PI Can Castells.
nghém dinh lugng C/Industria, 113.
4 | gamma-glutamyl GAMMA-GTLQ Chemelex, S.A. [ Nave J, 08420 - | SPAIN
transferase (y-GT) CANOVELLES
(BARCELONA)
Thudc thir xét PI Can Castells.
nghiém dinh lugong LDH-LQ C/Industria, 113.
5 | dinh lugng lactate Chemelex, S.A. | Nave J, 08420 - | SPAIN
dehydrogenase CANOVELLES
(BARCELONA)
6 Bo6 thuoc thu, LIPASE-LQ Chemelex, S.A. PI Can Castells. SPAIN

chat hiéu chuan xét

C/Industria, 113.
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san xuat

Nuwdce san xuat

nghiém dinh luong
Lipase

Nave J, 08420 -
CANOVELLES
(BARCELONA)




