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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: 260001134/PCBB-HN
Ngay cong bo: 14/04/2026

1. Tén co s& cong bé: CONG TY TNHH KY THUAT HOA SINH VIET
NAM , ’
2. bia chi: S6 115B duong Truong Chinh, Phuong Phuong Liét, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 0326/VBCB-KTHS Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B kit dinh lugng Phenylglyoxylic, Mandelic, Hippuric va
Methylhippuric trong nudc tiéu bang HPLC-UV

Tén thuong mai (néu co): Phenylglyoxilic/Mandelic/Hippuric/o-m-p-
Methylhippuric Acids in urine by UV - FAST

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: Bo kit duoc st dung dé dinh lugng céc chat
phenylglyoxylic acid, mandelic acid, hippuric acid va cac dong phan
methylhippuric (o-, m-, p-) trong nudc tiéu nguoi bang phuong phap HPLC-
UV, phuc vu cho muc dlch glam gat phoi nhiém dung méi hitru co trong xét
nghi¢m lam sang va doc chat nghé nghiép.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

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

Tén chu sé hiru: Eureka Lab Division — Menarini Diagnostics S.r.1.



bia chi chu s hitu: Via Enrico Fermi 1, 00044 Frascati (Rome), Italy, ITALY
7. Thong tin vé co s& bao hanh (néu co):

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

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




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

< = Z Quy cach n . c .
STT| Tén thiét biy té 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)
706610: B kit dinh lugng
Phenylglyoxylic, Mandelic,
Hippuric va Methylhippuric
trong nudc ti€u bang
HPLC-UV
Z06611: Pha dong dung cho
B6 kit dinh lugng dinh luong cac acid chuyén
Phenylglyoxyhc, hoéa trong nudce tiéu bang Egrc?ka Lab Via Enrico
Mandelic, HPLC-UV ) ﬂ Division — Fermi 1. 00044
1 | Hippuric va 706610 Z06016: Chat chuan da Menarini S ITALY
! . A £ A . . Frascati (Rome),
Methylhippuric thong s6 cho 6 chi tiéu Diagnostics Ttal
trong nudc ti€u trong nudce ti€u (Hippuric S.r.L. Y

bang HPLC-UV

acid, Mandelic acid,
Phenylglyoxylic acid, Total
Methylhippuric acids)
738019: Mau kiém soét da
thong sb cho cac hop chat
hiru co ddc trong nude tiéu
—muc 1 va2




