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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000794/PCBA-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: A-52/Lifelabs Ngay: 13/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Cum trang thiét bj y t& 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 bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

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 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

STT |TEN TRANG | PON | CHUNG LOAI | MA | QUY | TENCO SO TEN CO SO
THIETBIY | VI SANPHAM | SAN |CACH | SANXUAT/ | CHU SO HUU/
TE TINH PHAM | PONG | HANG, NUOC | HANG, NUOC
1 |Thubc thir mod Kit [Artisan™ Alcian [AR160 |50 test/ |Agilent Agilent
hoc/ té bao hoc Blue pH 2.5 100 test |Technologies, Technologies,
Stain Kit Inc., My Inc., My
2 |Thudc thir mod Kit | Artisan™ Congo [AR161 [50 test/ |[Agilent Agilent
hoc/ t& bao hoc Red Stain Kit 100 test |Technologies, Technologies,
Inc., My Inc., My
3 |Thubc thir md Kit |Artisan™ Elastic |[AR163 |50 test/ |Agilent Agilent
hoc/ té bao hoc Stain Kit 100 test |Technologies, Technologies,
Inc., My Inc., My
4 |Thubc thtmod | Kit Artisan™  |AR164 |50 test/ |Agilent Agilent
hoc/ té bao hoc Giemsa Stain Kit 100 test |Technologies, Technologies,
Inc., My Inc., My
5 |Thubc thir md Kit Artisan™ AR165 |50 test/ |Agilent Agilent
hoc/ té bao hoc Periodic Acid 100 test |Technologies, Technologies,
Schiff Stain Kit Inc., My Inc., My
6 |Thudc thir mo Kit Artisan™ AR166 |50 test/ |Agilent Agilent
hoc/ té bao hoc Gomori’s Green 100 test |Technologies, Technologies,
Trichrome Stain Inc., My Inc., My
7 [Thudc thir mé Kit Artisan™ AR168 |50 test/ [Agilent Agilent
hoc/ té bao hoc Mucicarmine 100 test |Technologies, Technologies,
Stain Kit Inc., My Inc., My
8 |Thudc thir md Kit | Artisan™ Alcian [AR169 [50 test/ [Agilent Agilent
hoc/ té bao hoc Blue/PAS Stain 100 test |Technologies, Technologies,
Kit Inc., My Inc., My
9 |Thudc thor mod Kit | Artisan™ Alpha [AR171 (50 test/ |Agilent Agilent
hoc/ té bao hoc Amylase 100 test |Technologies, Technologies,
Inc., My Inc., My
10 [Thudc thir mod Kit | Artisan™ PAS- |AR172 |50 test/ |Agilent Agilent
hoc/ té bao hoc Green Stain Kit 100 test |Technologies, Technologies,
Inc., M§ Inc., My




11 [Thudc thir mod Kit Artisan™ AR173 |50 test/ |Agilent Agilent
hoc/ té bao hoc Masson’s 100 test |Technologies, Technologies,
Trichrome Stain Inc., My Inc., My
12 |Thudc thir mé Kit [Artisan™ Alcian [AR178 |50 test/ |Agilent Agilent
hoc/ té bao hoc Blue/PAS/Hemat 100 test |Technologies, Technologies,
oxylin Stain Kit Inc., My Inc., My
13 |Thudc thir md Kit Artisan™ AR179 |50 test/ [Agilent Agilent
hoc/ t& bao hoc Reticulin- 100 test |Technologies, Technologies,
Nuclear Fast Red Inc., My Inc., My
14 |Thudc thi mé Kit Artisan™ ARI181 [50test/ [Agilent Agilent
hoc/ té bao hoc Warthin-Starry 100 test |Technologies, Technologies,
Stain Kit Inc., My Inc., My
15 [Thudc thtmoé | Kit Artisan™  |AR182 (50 test/ [Agilent Agilent
hoc/ té bao hoc Reticulin-No 100 test |Technologies, Technologies,
Counterstain Kit Inc., My Inc., My




