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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: 260001467/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-51/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 Singapore (International) Pte Ltd.
bia chi chu sé hitu: No.1 Yishun Avenue 7, Singapore, 768923, SINGAPORE
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:



Vin ban cong bd tiéu chudn ap dung cta thiét bi y té thudc loai B.

Gidy chimg nhan dat tiéu chuan quan 1y chit luong ISO 13485

Gidy iy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

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.

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

Glay chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so
do6i voi 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) £, san xuat san xuat
(Néu c0)
Ihﬁi%;ﬂé?nf:mh FLEX Polyclonal Rabbit Agilent Produktionsvej
1 ¢ égbéb bidu hién Anti-human Kappa Light IR506 12ml Technologies |42 DK-2600 DENMARK
i Chains Ready-to-Use (Link) Denmark ApS | Glostrup
Kappa
Ehk?i%fzrltl(lilirnie:inh FLEX Polyclonal Rabbit Agilent Produktionsve;j
o |Dgrem St Anti-Human Lambda Light | IR507 12ml Technologies |42 DK-2600 DENMARK
t¢ bao biéu hi¢n Chains Ready-to-Use (Link) Denmark ApS | Glostru
Lambda Y p p
Thubc thir xét
nghiém dinh tinh [ FLEX Polyclonal Rabbit Agilent Produktionsvej
3 [t€ bao biéu hién Anti-Helicobacter Pylori IR523 12ml Technologies |42 DK-2600 DENMARK
Helicobacter Ready-to-Use (Link) Denmark ApS | Glostrup
Pylori
aghiéms dinh tinh | Anti Gl Fibrillary Acidic Agilent | Produlionsve
4 |Dgmem St . Y IR524 12ml Technologies |42 DK-2600 DENMARK
te bao bicu hi¢n Protein Ready-to-Use Denmark AoS | Glostru
GFAP (Link) p p
Thubc thir xét FLEX Monoclonal Mouse . . .
nghiém dinh tinh | Anti-Human CD30 Clone Agilent Produktionsvej
5 | gt S n IR602 12ml Technologies |42 DK-2600 | DENMARK
te bao biéu hi¢n Ber-H2 Ready-to-Use Denmark ApS | Glostru
CD30 (Link) P p
Ehgi%(;:t(lilfn)l(le:inh FLEX Monoclonal Mouse Agilent Produktionsvej
6 tégbéb bidu hien Anti-Human CD68 Clone | IR609 12ml Technologies |42 DK-2600 DENMARK
CD63 e KP1 Ready-to-Use (Link) Denmark ApS | Glostrup
7 | Thudc thir xét FLEX Monoclonal Mouse |[R610 12ml Agilent Produktionsvej] | DENMARK




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat

nghiém dinh tinh | Anti-Human CD31, . i
& bao biéu hién | Endothelial Cell Clone Lochnologies 12 DE-2600
CD31 JC70A Ready-to-Use (Link) p p
Thudc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human CD68 Clone g . d

8 & bao bidu hia PG-M1 Readyv-to-U IR613 12ml Technologies |42 DK-2600 DENMARK
ngg feuen (LiI-lk) cady-to-Lise Denmark ApS | Glostrup
Thubc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human Cytokeratin 19 & . )

R Y Y W IR615 12ml Technologies |42 DK-2600 DENMARK
té bao bicu hi¢n Clone RCK 108 Ready-to- Denmark ApS | Glostru
Cytokeratin 19 Use (Link) p P
Thudc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human p53 Protein & . e

10 [ 2 7 .2 IR616 12ml Technologies |42 DK-2600 DENMARK
te bao biéu hi¢n Clone DO-7 Ready-to-use Denmark ApS | Glostrup
pS3 (Link)
Thubc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human CD790 Clone & . )

IT | & . IR621 12ml Technologies |42 DK-2600 DENMARK
té bao bicu hi¢n JCB117 Ready-to-use Denmark ApS | Glostrup
CD79a (Link)
Thudc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human CDS8 Clone g . d

12 | 2 7 2 IR623 12ml Technologies |42 DK-2600 DENMARK
te bao biéu hi¢n C8/144B Ready-to-Use Denmark ApS | Glostrup
CD8 (Link)
Thubc thir xét FLEX Monoclonal Mouse Agilent Produktionsvei
nghiém dinh tinh | Anti-Human BCL6 Protein & . ]

13 [ & 2. IR625 12ml Technologies |42 DK-2600 DENMARK
té bao bicu hi¢n Clone PG-B6p Ready-to- D K ApS | Gl
BCL6 Use (Link) enmark Ap ostrup
Thudc thir xét FLEX Monoclonal Mouse Agilent Produktionsve;j

14 | nghiém dinh tinh | Anti-Vimentin Clone V9 IR630 12ml Technologies |42 DK-2600 DENMARK




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)
té bao biéu hién .
Vimentin Ready-to-Use (Link) Denmark ApS | Glostrup
Thudc thir xét
nghiém dinh tinh iiﬁ?;iﬁ:ﬁ%oiﬁeﬁ?use Agilent Produktionsvej
15 | té bao bi€u hién . P IR637 12ml Technologies |42 DK-2600 DENMARK
khang nguyén biéu Antigen Clone Ber-EP4 Denmark ApS | Glostrup
mo Ready-to-Use (Link)
r];htllli()é(r:rltlétlirn)}(le:inh FLEX Monoclonal Mouse Agilent Produktionsve;j
16 ¢ égbé.o bi é'u hién Anti-Human CD138 Clone |IR642 12ml Technologies 42 DK-2600 DENMARK
CD138 ; MI15 Ready-to-Use (Link) Denmark ApS | Glostrup
Thudc thir xét FLEX Monoclonal Mouse ) ) )
nghiém dinh tinh | Anti-Human MUM1 Agilent Produktionsvej
17 fg NP ) IR644 12ml Technologies 42 DK-2600 DENMARK
té bao bi€u hién Protein Clone MUM I p Denmark AoS | Glostru
MUMI1 Ready-to-Use (Link) p p
Thude thir xét FLEX Monoclonal Mouse
nehiem dinh tinh Anti-Human B-Cell- Agilent Produktionsve;j
18 ¢ égbéb bi éu hién Specific Activator Protein IR650 12ml Technologies 42 DK-2600 DENMARK
i Clone DAK-Pax5 Ready-to- Denmark ApS | Glostrup
BSAP )
Use (Link)
Thudc thir xét FLEX Monoclonal Mouse . . )
nghiém dinh tinh | Anti-Human CD23 Clone Agilent Produktionsvej
19 ? NP P IR781 12ml Technologies 42 DK-2600 DENMARK
te bao biéu hi¢n DAK-CD23 Ready-to-Use
Denmark ApS | Glostrup

CD23

(Link)




