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THONG TIN

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

S6 cong bd: 220001511/PCBB-HCM
Ngay cong bo: 10/05/2022

1. Tén co s& cong bé: CONG TY TNHH TM DVKT XNK HUY HOANG
2. bia chi: 197/15 Nguyén Thi Nho, Phuong 09, Quan Tan Binh, Thanh phd
H6 Chi Minh

3. S6 vin ban cua co so: 09-HH/2022 Ngay: 09/05/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Que thir dung cho may do duong huyét

Tén thuong mai: Blood Glucose Test Strips, Hemoglobin Test Strips, Total
Cholesterol Test Strips, Uric Acid Test Strips

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi: ’

Muc dich st dung: Que thir dung cho may do duong huyét dugc su dung voi
may dq, nham dé do dinh lugng dinh tiqh trong mé}l mao maqh toan phan, ,
cung cap cac thong tin cho myc dich chan doan thiéu mau, mat mau. H¢ thong
nay duogc str dung dé ki€ém tra tai nha

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chat luong san pham ap dung: ISO

5. B6i voi trang thiét bi y té chira chit ma tay, tién chat (néu co):

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

Tén chu s& hiru: Guilin Royalyze Medical Instrument Co., Ltd

bia chi chu sé hiru: 18 Li River Road, Qixing District, 541004, Guilin, China
7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du dieu kién san xuat doi vaoi trang thi€t bi y t€ sdn xuat trong



nuoc:

9. Thanh phan hd so:

1

Vin ban cong bo tiéu chuan ap dung doi véi trang thiét bi y té thudc
loai B

Gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cta chu so hitu trang thiét bi y té

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat ky thuat trang thiét bi y té bang tiéng Viét

N | B W N

Tai li¢u k¥ thuat bﬁng tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan cta san pham, quy trinh san xuat, cac bao cao nghién ciru

1am sang va tién 1am sang bao gdm bao céo do on dinh di véi thude

thir, chat hiéu chuan, vat liéu kiém soat in vitro

Ban tiéu chuan ma chu s& hitu trang thiét bi y té cong bd ap dung

Gidy chimg nhan hop chuan

Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cap hodc Gidy chirng nhan danh gia chét luong do co quan c6
thim quyén cua Viét Nam cip di véi TTBYT chéan doan in vitro
(TTBYT san xuét trong nudc)

10

Gidy chung nhan luu hanh tu do d6i voi trang thiét bi y té nhap khau

11

Tai liéu khac (néu co)




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

, ' <k ; QUY CACH , ' :
STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT Nuoc
(Néu cd) £, : SAN XUAT
(Néu cd)

1 Que thir dung cho méay do dudng huyét |Blood Glucose Test Strips BGO1 Guilin Royalyze Medical 18 Li River Road, Qixing District, CHINA
Instrument Co., Ltd 541004, Guilin, China

) Que thtr dung cho may do duong huyét Hemoglobin Test Strips Guilin Royalyze Medical 18 Li River Road, Qixing District, CHINA
Instrument Co., Ltd 541004, Guilin, China

3 Que thir ding cho may do dudng huyét | Total Cholesterol Test Strips TCO1 Guilin Royalyze Medical 18 Li River Road, Qixing District, CHINA
Instrument Co., Ltd 541004, Guilin, China

4 Que thtr dung cho may do duong huyét Uric Acid Test Strips UAO1 Guilin Royalyze Medical 18 Li River Road, Qixing District, CHINA
Instrument Co., Ltd 541004, Guilin, China




