SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220002558/ PCBB-HN
Ngay cong bo: 26/07/2022

1. Tén co s cong bd: CONG TY CO PHAN IDICS

2. Dia chi: SO 154 pho Hoang Van Thai, phuong Khuong Mai, quan Thanh
Xuan, thanh phé Ha Noi, Phuong Khuong Mai, Quan Thanh Xuan, Thanh phé
Ha Noi

3. S van ban cua co sé: 005/CBB-IDICS Ngay: 21/07/2022

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y t&: May xét nghiém nudc tiéu ty dong

Tén thuong mai: May xét nghiém nudc tiéu tw dong

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

Chung loai: Theo phu luc

Ma san pham (néu c6): Theo phu luc

Quy céch dong goi:

Muc dic}} st dung: Buoc st dung dé thyc hién cac xét nghiém nudc tiéu trong
co s& y t&, phong kham, bénh vién.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

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

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& htru: Dirui Industrial Co., Ltd.,

bia chi chu sé hiru: 3333 Yiju Street, New&High Tech. Development Zone,
Changchun, Jilin 130103, P.R.China.

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

Tén co so: Cong ty c¢b phan IDICS



Dia chi: S6 19, duong 2.2, KDT Gamuda Garden, P. Tran Phu, Q. Hoang Mai,
Tp. Ha Noi, Viét Nam, Phuong Tran Pha, Quan Hoang Mai, Thanh pho Ha
Noi

Pién thoai ¢ dinh: 024.666666.24 Dién thoai di dong: 0963.41.75.75

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xuat trong
nudc:

9. Thanh phéan ho so:

1 | Van ban cong b6 tidu chuan ap dung d6i véi trang thiét bi y té thudc X
loai B

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

3 | Gidy uy quyén cta chi s& hitu trang thiét bi y té X

4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Tailiéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X

6 | Tailiéu ky thuat bang tiéng Viét kém theo tai lidu vé nguyén vat liéu, [

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

7 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bo ap dung X

8 | Gidy chtng nhan hop chuan X

9 | Gidy chitng nhan luu hanh ty do dbi voi trang thiét bi y té nhap khau | x




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

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

May xét nghiém nude tiéu tur dong

May xét nghiém nude tiéu tr dong

H-800

01 B6 +,phl_l
kié€n, chat thir
keém theo

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich rira H-800 (Pam dac)

Cleanser (Concentrated)

Lo 200ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich kiém chuan mau

Color control liquid RED, Green, Blue

B0 3x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich kiém chuin SG (ty trong) 3
murc

SG Control LEVEL 1, 2, 3

B0 3x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich hiéu chuan SG (ty trong)

SG Calibration

Lo 1x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich kiém chuin Do duc 2 mirc

Turbidimeter control LEVEL 1, 2

B0 2x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich hiéu chuan Do duc

Turbidimeter calibration

Lo 1x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich rira khic xa ké va b phan do
do duc

Turbidimeter & SG refractormeter
cleanser

Lo 50ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

Dung dich QC am H-800

Negative QC Liquid

Lo 1x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

10

Dung dich QC duong H-800

Positive QC Liquid

Lo 1x8ml

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

11

Que thu DIRUI H10-800

DIRUI H10-800

Hop 100 test

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High

CHINA




Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

12

Que thu DIRUI H11-800

DIRUI H11-800

Hop 100 test

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

13

Que thu DIRUI H12MA-800

DIRUI H12MA-800

Hop 100 test

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

14

Que thu DIRUI H13-Cr

DIRUI H13-Cr

Hop 100 test

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA

15

Que thu DIRUI H14-Ca

DIRUI H14-Ca

Hop 100 test

Dirui Industrial Co., Ltd.,

3333 Yiju Street, New&High
Tech. Development Zone,
Changchun, Jilin 130103,
P.R.China.

CHINA




