SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001683/PCBB-HCM
Ngay cong bo: 03/06/2026

1. Tén co so cong bé: CONG TY TNHH MACCURA BIOTECHNOLOGY
VIETNAM ,

2. bia chi: Tang 3, Business Center, SO 258, Puong Nam Ky Khdi Nghia,
Phuong Xuan Hoa, Thanh phd Ho Chi Minh

3. S6 vin ban cua co so: B02.CBB.MACCURAS5 Ngay: 29/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Vat liéu kiém soat xét nghi¢m dinh lugng: PG I, PG II, G-17
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 céch dong goi:

Muc dich str dung: Dé kiém soét chit lugng cac san pham Maccura
Pepsinogen I (PG I), Pepsinogen II (PG II) va Gastrin 17 (G-17) bang phuong
phap xét nghi€ém mién dich dugc thuc hién trén may phan tich hoa phat quang
tu dong. Chi dugc st dung trong phong thi nghiém chuyén nghiép.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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

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

Tén chu s hiru: Maccura Biotechnology Co., Ltd

Dia chi chu s& hiru: 16#, Baichuan Road, Hi-tech Zone, 611731 Chengdu,
CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. 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 iy 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 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)

Vit ligu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 1: 3.0 Maccura Road, Hi-tech

1 luong: PG I, PG I, Gastric Function Control EIM4491811 mLx1 léi)oteftl:lnology Zone, 611731 CHINA
G-17 ° Chengdu
Vat liéu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 2:3.0 | Maccura Road, Hi-tech

2 lugng: PG 1, PG I, Gastric Function Control EIM4492811 mLx1 gi)oteft}énology Zone, 611731 CHINA
G-17 ° Chengdu
Vit ligu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 3: 3.0 Maccura Road, Hi-tech

3 luong: PG I, PG I, Gastric Function Control EIM4493811 mLx1 léi)oteftl:lnology Zone, 611731 CHINA
G-17 ° Chengdu
Vat liéu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 1:3.0 | vaceura Road, Hi-tech

4 lugng: PG 1, PG I, Gastric Function Control EIM4494811 mLx3 gi)oteft}énology Zone, 611731 CHINA
G-17 ° Chengdu
Vit ligu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 2: 3.0 Maccura Road, Hi-tech

5 luong: PG I, PG I, Gastric Function Control EIM4495811 mlx3 léi)oteftl:lnology Zone, 611731 CHINA
G-17 ° Chengdu
Vat liéu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 3:3.0 | Maccura Road, Hi-tech

6 lugng: PG 1, PG I, Gastric Function Control EIM4496811 mLx3 gi)oteft}énology Zone, 611731 CHINA
G-17 ° Chengdu
Vat liéu kiém soat . . Control 1: 3.0 Maccura 16#, Baichuan

T | xét nghiém dinh Gastric Function Control EIM4497811 mLx6 Biotechnology | Road, Hi-tech CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

luong: PG I, PG 11,

Zone, 611731

G-17 Co., Lud Chengdu
Vat liéu kiém soat 16#, Baichuan
xét nghiém dinh . . Control 2: 3.0 Maccura Road, Hi-tech
8 lugng: PG T, PG I, Gastric Function Control EIM4498811 mlx6 gz)oteft};nology Zone, 611731 CHINA
G-17 ? Chengdu
Vat liu kiém soét 16#, Baichuan
xét nghiém dinh . . Control 3:3.0 | Maccura Road, Hi-tech
9 luong: PG I, PG II, Gastric Function Control EIM4499811 mLx6 (Béi)ot?:tlanology Zone, 611731 CHINA

G-17

Chengdu




