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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: 260001043/PCBB-HN
Ngay cong bo: 06/04/2026

1. Tén co s cong bd: CONG TY CO PHAN PAU TU GIAI PHAP Y TE HSI
2. bia chi: Tang 29, Toa Bong, Trung tam Lotte, 54 Li€u Giai, Phuong Giang
V4, Thanh phd Ha Noi

3. S6 vin ban cua co sd: 2503/2026/CV/HSI Ngay: 06/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: IVD thudc thir mé hoc/Té bao hoc: Ly giai hong cau

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 cach dong goi:

Muc dich str dung:

IVD ly giai LD-5 duoc su dung de pha hiy té bao méu, hoa tan hemoglobin va
duy tri hinh thai cta cac té bao can phan tich nham phuc vu xet nghiém dém
phan loai té bao; IVD ly giai LH-5 dugc st dung dé pha huy té bao mau, hoa
tan hemoglobin va duy tri hinh thai cta cac té bao can phan tich nham phuc vu
xét nghiém dém phan loai té bao hodc dinh lwong hemoglobin; IVD ly giai F-
LS duoc sir dung dé pha v hong cau nham giai phong hemoglobin trudc khi
tién hanh phan tich té bao mau, tir 6 thuc hién dinh lugng hemoglobin; IVD
ly giai F-LA duoc sir dung dé phan giai té bao trudc khi phan tich té bao mau,
nham phan loai va dém cac té bao; IVD ly giai F-LD dugc sir dung dé ly giai
té bao trudc khi phan tich t& bao méau dé phan loai va dém té bao; IVD ly giai
F-LW duoc sir dung dé ly giai té bao trude khi phan tich té bao mau dé phan
loai va dém té bao

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc



Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s hiru: Maccura Biotechnology Co., Ltd

bia chi chu sé hiru: 16#, Baichuan Road, Hi-tech Zone, 611731 Chengdu,
CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

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

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ 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)
IVD ly giai héng Automatic Hematology Maccura 16#, Ba1ghuan
A . ) BL2201005; . Road, Hi-tech
1 [cau trong xét Analyzer LD-5 Lysing Biotechnology CHINA
A X BL2202005 Zone, 611731
nghiém huyét hoc | Reagent A Co., Ltd Chengdu
IVD ly giai héng | Automatic Hematology Maccura 11{60?2’ dBIe};ic_l::j}?
2 | cau trong xét Analyzer LH-5 Lysing BL2201006; BL2202006 Biotechnology Zone, 611731 CHINA
nghi¢m huyét hoc [ Reagent A Co., Ltd Chen:g du
BL2201014;
IVD ly giai héng Automatic Hematology BL2202014% Maccura 16#, Ba1f:huan
N . . BL2203014; . Road, Hi-tech
3 | cau trong xét Analyzer F-LS Lysing ’ Biotechnology CHINA
nohidm huvét h Reacent BL2204014; Co.. Ltd Zone, 611731
ghiem huyet hoc | Keage BL2205014; O+ Chengdu
BL2206014
U . 16#, Baichuan
A IYDt ly giai }:ong iu“l’ma“‘i:liiniml.ogy BL2201017; BL2202019; %/{aicu;a logy |Road Hitech |
cau frong xct halyzer B-LA Lysing BL2203019; BL2204019 1OLCCNOIOLY | Zone, 611731
nghi¢ém huyét hoc | Reagent Co., Ltd Chengdu
che ) . 16#, Baichuan
IVD ly giai hong [ Automatic Hematology BL2201016; BL2202018; Maccura Road. Hi-tech
5 |cau trong xét Analyzer F-LD Lysing BL2203018; BL2204018; Biotechnology Zone, 611731 CHINA
nghi¢m huyét hoc | Reagent BL2205018; BL2206018 Co., Ltd Chen:g du
IVD ly giai hong | Automatic Hematology BL2201015; BL2202017; Maccura 11{60% ngil:jﬁl
6 | cau trong xét Analyzer F-LW Lysing BL2203017; BL2204017, Biotechnology Zone’ 611731 CHINA
nghiém huyét hoc | Reagent BL2205017; BL2206017 Co., Ltd ’

Chengdu




