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S6 cong bd: 260001129/PCBB-HN
Ngay cong bo: 14/04/2026

1. Tén co s& cong bd: VAN PHONG DAI DIEN SNIBE HOLDINGS
(HONGKONG) COMPANY LIMITED TAI THANH PHO HA NOI )

2. bia chi: Phong l1am viéc s6 31, Tang 8, Toa nha Detech II Tower, s6 107
phd Nguyén Phong Séc, Phuong Cau Gidy, Thanh phd Ha Noi

3. S6 vin ban cua co so: 13.CBB.SNIBE5 Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum IVD cac bénh vé Gan: Adenosine Deaminase; Total
Bilirubin; Leucine Aminopeptidase; Glutathione Reductase

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 st dung: - Thudc thir xét nghiém dinh lugng Adenosine Deaminase:
B6 san pham nay 1a thudc thir chan doan trong 6ng nghiém dé dinh luong hoat
dong ciia adenosine deaminase (ADA) trong huyét thanh, huyét tuong, tran
dich mang phdi, ¢ truéng va dich ndo tiy ctia con ngudi bang cach sir dung
May phan tich sinh héa ty dong dong Biossays va Hé théng tich hop dong
Biolumi, va muc xét nghi€ém nay duogc st dung dé hd tro danh gid nhitng
ngudi duge xac nhan bi ton thuong gan va chan doan phan biét tran dich mang
phdi, ¢6 truéng va dich nio tay.

- Chét hiéu chuan xét nghiém dinh luong Adenosine Deaminase: San phém
dugc thiét ké dé thuc hién cac quy trinh hiéu chuan bang muyc xét nghiém
Adenosine Deaminase (Peroxidase) Biossays khi duoc st dung dé dinh luong
Adenosine Deaminase (ADA).

- Vat liéu kiém soat xét nghi¢m dinh lugng Adenosine Deaminase: San phém
dugc thiét ké dé thuc hién cac quy trinh kiém chuén chat luong bé‘mg muc xét



nghiém Adenosine Deaminase (Peroxidase) Biossays khi dugc sir dung dé
dinh luong Adenosine Deaminase (ADA).

- Thubc thir xét nghiém dinh lugng Bilirubin toan phan: Bo san pham nay 1a
thudc thir chan doan trong dng nghiém dé dinh luong bilirubin toan phan
(TBIL) trong huyét thanh va huyét tuong nguoi bang cach st dung May phan
tich sinh hoa ty dong dong Biossays va Hé thong tich hop dong Biolumi, va
muc x¢ét nghiém nay dugc str dung de ho tro chan doan va diéu tri cho nhiing
nguoi bi nghi ngd hodc xac nhan méc cac bénh réi loan chuyén hoa bilirubin.
- Chét hiéu chuan xét nghiém dinh luong Bilirubin toan phan: San pham dugc
thiét ké dé thuc hién cac quy trinh hi¢u chuan béng muc xét nghiém Bilirubin
toan phan (Diazo véi Dichloroaniline) Biossays khi duoc sir dung dé dinh
luong Bilirubin toan phan (TBIL).

- Vat liéu kiém soat xét nghi¢m dinh lugng Bilirubin toan ph?m: San phélm
duoc thiét ké dé thuc hién cac quy trinh kiém chuén chat luong bé'mg muc xét
nghiém Bilirubin toan phan (Diazo voi Dichloroaniline) Biossays khi duoc st
dung dé dinh luong Bilirubin toan phan (TBIL).

- Thudc thir xét nghiém dinh lugng Leucine Aminopeptidase: Bo san pham
nay la thudc thir chan doan trong 6ng nghiém dé dinh luong hoat do cua
leucine aminopeptidase(LAP) trong huyét thanh va huyét tuong ngudi bang
cach sir dung My phén tich sinh hoa tu dong dong Biossays va Hé thong tich
hop dong Biolumi, va myc x¢ét nghiém nay dugc st dung dé hd trg chan doan
nhing nguoi bi nghi ngd hodc xac nhan mac bénh gan mat.

- Chét hiéu chuén xét nghi¢m dinh lugng Leucine Aminopeptidase: San phém
duoc thiét ké dé thuc hién cac quy trinh hi¢u chuan béng muc xét nghiém
Leucine Aminopeptidase (L-Leucine-p-Nitroaniline Substrate) Biossays khi
duoc sir dung dé dinh luong Leucine Aminopeptidase (LAP).

- Vit liéu kiém soat xét nghi¢m dinh lugng Leucine Aminopeptidase: San
pham duoc thiét ké dé thuc hién cac quy trinh kiém chuan chat luong bang
muc x¢t nghiém Leucine Aminopeptidase (L-Leucine-p-Nitroaniline
Substrate) Biossays khi dugc sir dung dé dinh luong Leucine Aminopeptidase
(LAP).

- Thudc thir xét nghiém dinh luong Glutathione Reductase: B san phém nay
1a thudc thtr chan doan trong 6ng nghi¢m dé dinh lugng hoat do cua
glutathione reductase (GR) trong huyét thanh va huyét tuong ngudi bang cach
sir dung May phan tich sinh héa ty dong dong Biossays va Hé thong tich hop
dong Biolumi, va muc xét nghi€ém nay dugc st dung dé hd trg chan doan
nhitng nguoi bi nghi ngd hodc xac nhan thiéu hyt glucose-6-phosphate
dehydrogenase.

- Chét hiéu chuén xét nghi¢m dinh lugng Glutathione Reductase: San phém
duoc thiét ké dé thuc hién cac quy trinh hi¢u chuén bﬁng muc xét nghiém
Glutathione Reductase (Glutathione Substrate) Biossays khi dugc st dung dé
dinh luong Glutathione Reductase (GR).

- Vat liéu kiém soat xét nghiém dinh lugng Glutathione Reductase: San phém



duoc thiét ké dé thuc hién cac quy trinh kiém chuén chat luong bﬁmg muc xét
nghiém Glutathione Reductase (Glutathione Substrate) Biossays khi dugc st
dung dé dinh luong Glutathione Reductase (GR).

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: Shenzhen New Industries Biomedical Engineering Co., Ltd

bia chi chu s hitu: No.23, Jinxiu East Road, Pingshan District, 518122
Shenzhen, CHINA

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 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 | Tai liéu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ 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 chitg nhan luu hanh ty do con hiéu lyuc tai thoi diém ndp ho so |
d6i véi thiét bi y té nhap khau.




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

< = Z Quy cach n . . . .
STT| Tén thiét biy té Chiing loai Ma oan plrlam d(')I}l]g go0i Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh lugng | Adenosine Deaminase R1: 1x40 mL Industries East Road,
1 | Adenosine (Peroxidase) 1305020178 R2: 1%20 mL’ Biomedical Pingshan CHINA
Deaminase ' Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh luong | Adenosine Deaminase Industries East Road,
2 | Adenosine (Peroxidase) 130502017SC8 255 tests/kit Biomedical Pingshan CHINA
Deaminase Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghi¢m dinh lugng | Adenosine Deaminase R1: 2%20 mL Industries East Road,
3 | Adenosine (Peroxidase) 130502017A RZ: %10 mL’ Biomedical Pingshan CHINA
Deaminase ’ Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh lugng | Adenosine Deaminase Industries East Road,
4 | Adenosine (Peroxidase) 130502017A24 200 tests/kit Biomedical Pingshan CHINA
Deaminase Engineering District, 518122
Co., Ltd Shenzhen
Chét hi¢u chuéan Shenzhen New | No.23, Jinxiu
xét nghiém dinh Adenosine Deaminase Calibrator 1x1 Industries East Road,
5 |luwong Adenosine | Calibrator 160202598C mL ' Biomedical Pingshan CHINA
Deaminase Engineering District, 518122
Co., Ltd Shenzhen
Vat liéu kiém soat | Adenosine Deaminase Control 1: 1x1 | Shenzhen New | No.23, Jinxiu
6 x¢t nghiém dinh Controls 160202598Q mL, Control 2: | Industries East Road, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
lugng Adenosine Biomedical Pingshan
Deaminase 1x1 mL Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh luong | Total Bilirubin (Diazo with R1: 1%60 mL Industries East Road,
7 | Bilirubin toan Dichloroaniline) 130502018S R2: 1x15 mL’ Biomedical Pingshan CHINA
phan ) Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh lugng | Total Bilirubin (Diazo with Industries East Road,
8 | Bilirubin toan Dichloroaniline) 130502018SC8 460 tests/kit Biomedical Pingshan CHINA
phan Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghi¢m dinh lugng | Total Bilirubin (Diazo with R1: 2x28 mL Industries East Road,
9 | Bilirubin toan Dichloroaniline) 130502018A ) > | Biomedical Pingshan CHINA
A R2: 2x7 mL . . .2
phan Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh luong | Total Bilirubin (Diazo with Industries East Road,
10 | Bilirubin toan Dichloroaniline) 130502018A24 320 tests/kit Biomedical Pingshan CHINA
phan Engineering District, 518122
Co., Ltd Shenzhen
Chét hi¢u chuéan Shenzhen New | No.23, Jinxiu
xét nghiém dinh Total Bilirubin Calibrator Calibrator: 1x1 | Industries East Road,
11 | luwong Bilirubin 160202619C mL Biomedical Pingshan CHINA
toan phan (Lyophilized) Engineering District, 518122
Co., Ltd Shenzhen
Vat liéu kiém soat BTSN Control 1: 1x1 | Shenzhen New | No.23, Jinxiu
12| xét nghiém dinh Total Bilirubin Controls 160202619Q mL Industries East Road, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
luong Bilirubin &}Iﬁf(})llﬂzlzi?i Biomedical Pingshan
toan phan mL ' Engineering District, 518122
o Co., Ltd Shenzhen
(Lyophilized) ’
Thudc thir xét Leucine Aminopentidase Shenzhen New | No.23, Jinxiu
nghi¢m dinh luong (L-Leucine-p-NIi)trI())aniline R1: 1x60 mL Industries East Road,
13 | Leucine Substrate) 1305020218 RZ: 1x15 rnL’ Biomedical Pingshan CHINA
Aminopeptidase ’ Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Leucine Aminopeptidase Shenzhen New | No.23, Jinxiu
nghiém dinh luong (L-Leucine-p-Nitroaniline Industries East Road,
14 | Leucine Substrate) p 130502021SC8 520 tests/kit Biomedical Pingshan CHINA
Aminopeptidase Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Leucine Aminopeptidase Shenzhen New | No.23, Jinxiu
nghiém dinh Iuong | (; 1 cine-p-Nitroaniline RI:2x2gmL, |Mndustries =) Bast Road,
15 | Leucine Substrate) p 130502021A RZ: %7 mL > | Biomedical Pingshan CHINA
Aminopeptidase ' Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Leucine Aminonentidase Shenzhen New | No.23, Jinxiu
nghi¢m dinh luong (L-Leucine-p-NIi)trI())aniline Industries East Road,
16 |Leucine Substrate) 130502021A24 260 tests/kit Biomedical Pingshan CHINA
Aminopeptidase Engineering District, 518122
Co., Ltd Shenzhen
Chét hiéu chuén Shenzhen New | No.23, Jinxiu
x¢ét nghiém dinh Leucine Aminopeptidase Calibrator: 1x1 Industries East Road,
17 | lugng Leucine Calibrator 160202621C mL ' Biomedical Pingshan CHINA
Aminopeptidase Engineering District, 518122
Co., Ltd Shenzhen
18 | Vatliéu kiém soat | Leucine Aminopeptidase 160202621Q Control 1: 1x1 [ Shenzhen New | No.23, Jinxiu CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
xét nghiém dinh Industries East Road,
luong Leucine Controls mL, Control 2: | Biomedical Pingshan
Aminopeptidase 1x1 mL Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghi¢m dinh luong | Glutathione Reductase R1: 1x60 mL Industries East Road,
19 | Glutathione (Glutathione Substrate) 1305020208 RZ: 1x12 rnL’ Biomedical Pingshan CHINA
Reductase ’ Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh lugng | Glutathione Reductase Industries East Road,
20 [ Glutathione (Glutathione Substrate) 130502020SC8 420 tests/kit Biomedical Pingshan CHINA
Reductase Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghiém dinh luong | Glutathione Reductase R1: 2%30 mL Industries East Road,
21 | Glutathione (Glutathione Substrate) 130502020A R2: 2%6 mL > | Biomedical Pingshan CHINA
Reductase ' Engineering District, 518122
Co., Ltd Shenzhen
Thudc thir xét Shenzhen New | No.23, Jinxiu
nghi¢m dinh luong | Glutathione Reductase Industries East Road,
22 | Glutathione (Glutathione Substrate) 130502020A24 380 tests/kit Biomedical Pingshan CHINA
Reductase Engineering District, 518122
Co., Ltd Shenzhen
Chét hiéu chuén Shenzhen New | No.23, Jinxiu
xét nghiém dinh Glutathione Reductase Calibrator: 1x1 Industries East Road,
23 | lugng Glutathione | Calibrator 160202622C mL ' Biomedical Pingshan CHINA
Reductase Engineering District, 518122
Co., Ltd Shenzhen
74 | Vatliéu kiém soat | Glutathione Reductase 160202622Q Control 1: 1x1 [ Shenzhen New | No.23, Jinxiu CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
x¢ét nghiém dinh Industries East Road,
luong Glutathione | Controls mL, Control 2: | Biomedical Pingshan
Reductase 1x1 mL Engineering District, 518122
Co., Ltd Shenzhen




