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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: 260001466/PCBB-HCM
Ngay cong bo: 18/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET B] VA CONG NGHE
LIFELABS o
2. bia chi: 39/11A Ta Quang Btru, Phuong Chanh Hung, Thanh ph6 H6 Chi

Minh

3. S6 vin ban cua co so: B-50/Lifelabs Ngay: 13/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum TTBYT IVD

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: Str dung cho chan doan in vitro

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i 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 s¢ hiru: Agilent Technologies, Inc.

Dia chi chu sé hiru: 5301 Stevens Creek Boulevard. Santa Clara, California
95051, UNITED STATES

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

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

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

~ z Quy cach A . oo .
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 co)
Thudc thir xét FLEX Monoclonal Mouse
A et . . 5301 Stevens
nghiém dinh tinh | Anti-Human Melanosome Agilent
IR . Creek Blvd, UNITED
1 [t€ bao bi€u hién Clone HMB45 Ready-to- IR052 12ml Technologies
melanosome Use (Link) Inc Santa Clara, CA, | STATES
) USA 95051
Thudc thir xét FLEX Monoclonal Mouse
A a1 . . 5301 Stevens
nghiém dinh tinh | Anti-Human Caldesmon Agilent
LA 1 . Creek Blvd, UNITED
2 | t€ bao bi€u hién Clone h-CD Ready-to-Use | IR054 12ml Technologies
Cald (Link) I Santa Clara, CA, | STATES
aldesmon in nc. USA 95051
Thubc thir xét FLEX Monoclonal Mouse 5301 Stevens
nghi¢m dinh tinh | Anti-Human E-Cadherin Agilent
IR . Creek Blvd, UNITED
3 | té bao bicu hién E- | Clone NCH-38 Ready-to- [ IR059 12ml Technologies
Cadherin Use (Link) Inc Santa Clara, CA, | STATES
' ! ' USA 95051
Thudc thir xét FLEX Monoclonal Rabbit 5301 Stevens
nghiém dinh tinh | Anti-Human AMACR Agilent
IR . Creek Blvd, UNITED
4 |[t€ bao biu hién Clone 13H4 Ready-to-Use | IR060 12ml Technologies
AMACR (Link) Ine Santa Clara, CA, | STATES
) USA 95051
Ihﬁi%;ﬂé?nf:mh FLEX Monoclonal Mouse Agilent 5301 Stevens
5 |t bio biéu hign | Anti-Human CDIS Clone | pc) 12ml Technologies | CTeck BIvd, | UNITED
oD - Carb-3 Ready-to-Use (Link) -~ g Santa Clara, CA, | STATES
' USA 95051
‘ Thudc thir xét FLEX Monoclonal Mouse | .-, ol Agilent 5301 Stevens UNITED
nghi¢m dinh tinh | Anti-Human Mammaglobin m Technologies | Creek Blvd, STATES




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)
e icufin | Clone 206143 Rsiyio-
s : USA 95051
Thudc thir xét FLEX Monoclonal Mouse 5301 Stevens
nghiém Ctinh tinh | Anti-Human CDX2 Clone Agilent Creek Blvd UNITED
7 |t€ bao biéu hién DAK-CDX2 Ready-to-Use | IR080 12ml Technologies ’
CDX2 (Link) Ine Santa Clara, CA, | STATES
) USA 95051
Thudc thir xét FLEX Monoclonal Rabbit 5301 Stevens
nghiém dinh tinh | Anti-Human Cyclin D1 Agilent
LA 1 . Creek Blvd, UNITED
8 | té bao biéu hién Clone EP12 Ready-to-Use | IR083 12ml Technologies
) ) Santa Clara, CA, | STATES
Cyclin D1 (Link) Inc.

USA 95051




