SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002262/PCBB-HN
Ngay cong bod: 13/07/2026

1. Tén co s& cong bé: CONG TY CP CONG NGHE SINH HQC BIONET
VIET NAM , A
2. bia chi: Tang 2, toa nha GP Invest, s6 170 Buong D& La Thanh, Phuong O
Cho Dira, Thanh phd Ha Noi

3. S6 vin ban cua co so: 02.2026/BIONET Ngay: 11/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo xét nghi¢m MassScreen@ dinh lu;qng Amino Apids va
Acylcarnitines m¢ rong trong mau mau kho (khong dan xuat) bao gom Ado,
dAdo su dung dia 96 gieng

Tén thuong mai (néu c6): B xét nghiém MassScreen® dinh lugng Amino
Acids va Acylcarnitines m¢ rong

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Dung dé dinh lugng cdc Amino Acid, Succinylaceton,
Acylcarnitines, Lysophospholipid, Nucleoside, Creatin va chét chuyén hoa
lién quan dén creatin co trong mau mau kho trén gidy tham ldy tir got chén tré
so sinh dé sang loc céc rdi loan chuyén hoa ¢ tré so sinh; phan tich trén hé
thdng sac ky 1ong khbi pho kép LC-MS/MS

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: IVDR (EU quality management
system certificate); EN ISO 13485:2016; ISO 9001:2015; MDSAP- ISO
13485

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):



6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Chromsystems Instruments & Chemicals GmbH

Dia chi chu sé hitu: Am Haag 12, 82166 Grafelfing, Germany, GERMANY
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 xudt 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 uy 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 t€ 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 chirng 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 voi thiét bi y té nhap khau.




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

STT| Tén thiét biy té Chiing loai M sin phim %X;Zfs'f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
B6 xét nghiém
MassScreen® dinh
luong Amino
Acids va
Acylcarnitines md Chromsystems
1 rong trong mau 57075 - ADO 57075 - ADO Instruments & | Am Haag 12, 82166 GERMAN
mau kho (khong Chemicals Grafelfing, Germany Y
dan xuét) bao gdbm GmbH
Ado,
dAdo su dung dia
96 giéng
. . Chromsystems
5 ﬁﬂii‘;’“g (Mobile | 5,40, 57001 Instruments & | Am Haag 12, 82166 GERMAN
Chemicals Grafelfing, Germany Y
GmbH
Hdn hop chat Chromsystems
3 chuan noi (Internal | 57074 57074 Instruments & | Am Haag 12, 82166 GERMAN
Standard Mix) Chemicals Grafelfing, Germany Y
GmbH
Hon hop chét Chromsystems
4 chuin ndi Ado, 57474 57474 Instruments & [ Am Haag 12, 82166 GERMAN
dAdo Chemicals Grafelfing, Germany Y
GmbH
Chat chunndi | 57, CIOmSySeS | Haag12,82166 | GERMAN
5 | Succinylacetone 57044 Instruments & |2 Padg 12,
Chemicals Grafelfing, Germany Y




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) (N éu c6) san xuat xuat xuat
GmbH
Pém chiét Chromsystems
6 (Ex traction Buffer) 57078 57078 Instruments & | Am Haag 12, 82166 GERMAN
Chemicals Grafelfing, Germany Y
GmbH
Pém chiét Chromsystems
7 | Succinvlacetone 57013 57013 Instruments & | Am Haag 12, 82166 GERMAN
Y Chemicals Grafelfing, Germany Y
GmbH
Dune dich rira Chromsystems
3 (Rin%in' Solution) 57007 57007 Instruments & | Am Haag 12, 82166 GERMAN
& Chemicals Grafelfing, Germany Y
GmbH
N £ Chromsystems
0 33191)61 agtleesg ©6 157010 57010 Instruments & | Am Haag 12, 82166 GERMAN
Chemicals Grafelfing, Germany Y
GmbH
Tém ohil bio vé Chromsystems
10 | cho dIT)a 96 idne 55011 55011 Instruments & | Am Haag 12, 82166 GERMAN
gleng Chemicals Grafelfing, Germany Y
GmbH
M4u kiém chuan
vét mau kho mo
f:g%g::l tﬁlr:m’ Chromsystems
y 0295 Instruments & | Am Haag 12, 82166 GERMAN
11 | MassCheck bao 0295 .
A Chemicals Grafelfing, Germany Y
gom Ado, GmbH
dAdo,

Nong d6 1




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Mﬁu kiém chuan
veét mau kho mé
f:g%(;:i;lltl tﬁlr:m’ Chromsystems
y 0296 Instruments & | Am Haag 12, 82166 GERMAN
12 | MassCheck bao 0296 .
A Chemicals Grafelfing, Germany Y
gom Ado, GmbH
dAdo,
Nong do I1
Mﬁu kiém chuan
veét mau kho mé
f:g%(;:i;lltl tﬁlr:m’ Chromsystems
y 0297 Instruments & | Am Haag 12, 82166 GERMAN
13 | MassCheck bao 0297 .
A Chemicals Grafelfing, Germany Y
gom Ado, GmbH
dAdo,
Nong d¢ 111
Dung dich téi uu Chromsystems
14 héa 1 - Tuning 57097-1 57097-1 Instruments & | Am Haag 12, 82166 GERMAN
Mix 1 Chemicals Grafelfing, Germany Y
GmbH
Dung dich ti uu Chromsystems
15 hoéa 2 - Tuning 57097-2 57097-2 Instruments & | Am Haag 12, 82166 GERMAN
Mix 2 Chemicals Grafelfing, Germany Y
GmbH
Dung dich ti uu
héa Chromsystems
16 | Succinylacetone - 57098 57098 Instrurpents & | Am Haag 12, 82166 GERMAN
Tuning Mix Chemicals Grafelfing, Germany Y
GmbH

Succinylacetone




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Multilevel Dried
Blood Spot Chromsystems
17 Linearity Set incl. | 57090 57090 Instruments & |Am Haag 12, 82166 GERMAN
Ado, Chemicals Grafelfing, Germany Y

dAdo

GmbH




