BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

VIEN Y HQC BIEN Poc lap - Tw do - Hanh phic
S6: A% /TM-YHB Hdi Phong, ngay 27 thdng 05 nam 2025

V/v moi béo gid héa chit,
vat tu tiéu hao cho may xét
nghiém nam 2025-2026 cta

Vién Y hoc bién

THU MOI BAO GIA
Kinh gtri: Céac nha cung cép dich vu tai Viét Nam

Vién Y hoc bién c6 nhu ciu tiép nhén béo gia dé tham khao, xay dung gia
g6i thau, 13m co sé t6 chirc lua chon nha thiu cho goi thdu Mua sim héa chit,
vat tu ti€éu hao cho may xét nghiém nam 2025-2026 cua Vién Y hoc bién, véi
ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu cau bao gia:

1. Pon vi yéu ciu bao gia: Vién Y hoc bién

S6 21 dudng V6 Nguyén Gip, phuong Kénh Duong, quan Lé Chan, thanh phé
Hai Phong.

2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bdo gia:

Ba Tréan Thi Thu Trang - Phé truéng khoa Duoc

Dién thoai: 0982.276559 hoac 0225.3519687 (nhénh 411)

Email: khoaduoc@vinimam.org.vn
3. Céch thirc tiép nhan bao gia:

- Nhéan van ban giéy truc tiép tai dia chi: Van thu, Vién Y hoc bién

- Hodc nhén van ban giéy truc tiép tai dia chi: Khoa Duoc, Vién Y hoc bién
(Kém file dién tir qua email: khoaduoc@vinimam.org.vn)

4. Thoi han tiép nhan bao gia: Tir 08 gid 00 phut ngay 27 thang 05 nam 2025
dén trude 17 gid 00 phiit ngdy 06 thang 06 nam 2025.

Céc bao gia nhan duoc sau thoi diém néu trén s& khoéng duogc xem xét.

5. Thoi han ¢6 hiéu luc ctia bao gia: Téi thiéu 180 ngay ké tir ngay béo gia.

IL. Noi dung yéu ciu bao gia:

1. Danh muc hang hod yéu cau béo gia: Chi tiét tai Phu luc 1 dinh kém.

2. Yéu cau hd so bao gid bao gdm cac tai liéu sau:

- B4o gi4 theo mau tai Phu luc 2 dinh kém.

- Catolog, tiéu chudn k¥ thuét chi tiét cia hang hoa (néu co).

Luu y: Béo gia dd bao gdm thué, phi, 1& phi (néu c6), chi phi van chuyén. Bén
mua khong phai tra bat ky mot chi phi nao thém.

Trén trong cam on!

Noi nhin:
- Website cia Vién Y hoc bién (dé cong khai);
- Luu: VI, TCKT, KD.



PHU LUC 1. DANH MUC HANG HOA

Dic diém, théng s ky thuat hang ho4

Don vi
tinh

S6
lwong

nghiém cho May huyét hoc XN 330

Hoa chat pha loang
dé do sb luong, kich
thudc hong ciu va
tiéu cau

Mo ta: La Chat pha loang diing cho may xét nghiém huyét
hoc

Coéng dung: 12 hoa chéit ding dé do sb lugng va kich ¢& cta
héng cau va tiéu clu bang viée tap trung néng luong thiy
dong. C6 thé ding két hop véi chét ly giai dé xac dinh ndng
do huyét sic td (hemoglobin), va ding dé phan tich ndng do
huyét séc tb (hemoglobin).

Diéu kién bao quan va thoi han hiéu luc:

1. C6 gid tri trong 24 thang, tranh anh sang & nhiét do
2~35°C,

Ngay hét han duoc ghi trén bao bi hodic nhan bén ngoai.

2. Sau khi m& va I&p vao thiét bi, hay dé san phém tranh xa
anh sang & nhiét do 2 ~ 35 d6 C, san phém én dinh trong 60
ngay

Thanh phén hoat tinh: Sodium chloride 0.7%, Potassium
chloride 0.09%, Tris buffer 0.2%, EDTA-2K 0.02%

Quy céch: 20 L /Thing

Thiét bi 4p dung:

Dung cho méy phan tich huyét hoc Sysmex XN series.

Dat tiéu chuan: ISO 13485

Thing

130

Héa chit nhudém
nhan té bao bach
cau nhim phén biét
4 loai bach cau:
neutrophils,
lymphocytes,
eosinophils,
monocytes

MO ta: La héa chit nhuém nhan t& bao bach cau ding cho
mdy xét nghiém huyét hoc

Ung dung: duoc st dung dé danh dau cac bach cau trong céc
mau mau d3 duoc pha logng va ly giai nham phan biét 4
thanh ph?m bach céu: bach ciu trung tinh (NEU), té bao
lympho (LYM), bach cau 4i toan (EO), bach cAu don nhan
(MONO)

Thanh phan hoat tinh:

Polymethine 0.002%, Methanol 3.0%, Bright blue 0.05%,
Ethylene Glycol 96.9%

Diéu kién bao quén va thoi han hiéu luc:

Co gia tri trong vong 18 thang, tranh 4nh sang va nhiét do
2~35°C, ngay hét han duogc ghi trén bao bi nhén bén ngoai
Sau khi mé& va cai dit trén thiét bi hay dé san pham tranh 4nh
sang & nhiét d6 2~35°C, san pham bn dinh trong 90 ngay.
Quy céch: (42 mL x 2)/ Hop

Thiét bj ap dung:

Dung cho méy phan tich huyét hoc Sysmex XN series.

Dat tiéu chuén: ISO 13485

15

Héa chét xéc dinh
ndng d6
hemoglobin trong
mau

MBb ta: La héa chéat xac dinh ndng do huyét sic t ding cho
mdy xét nghiém huyét hoc

Ung dung: Ding dé x4c dinh ndng d6 Hemoglobin trong
mau.

Thanh phén hoat tinh: Sodium chloride 0.70%, Dodecyl
trimethyl ammonium chloride 0.49%, Natri Lauryl Sulfat 1.7
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Diéu kién bao quéan va thoi han hidu luc:

1. C6 gié tri trong vong 24 thang, & tranh anh sang va nhiét
d6 1~35°C, ngay hét han dugc ghi trén bao bi nhan bén
ngoai.

2. Sau khi m& va cai dit trén thiét bi hay dé san phim tranh
anh sang & nhiét do 1~35°C, san phém sé 6n dinh trong 60
ngay.

Quy cach: (500 mL x 3)/ Hop

Thiét bi ap dung:

Ding cho may phan tich huyét hoc Sysmex XN series.

Dat tiéu chuin: ISO 13485

Dung dich ly giai
két hop thude
nhudm & dém sb
lugng céac loai bach
cau: neutrophils,
lymphocytes,
eosinophils,
monocytes

M0 ta: La héa chét ly giai ding cho may xét nghiém huyét
hoc

Ung dung: Str dung dé dém sb luong céac loai bach cau: bach
cdu trung tinh (NEU), t bao lympho (LYM), bach ciu 4i
toan (EO), bach cu don nhan (MONO).

Thanh phén hoat tinh: Sodium chloride 0.67%, Dodecyl
trimethyl ammonium chloride 0.57%, Organic quaternary
ammonium salt 0.07%; Nonionic surfactant 0.17%

Diéu kién bao quan va thoi han hidu luc:

Cé gia tri trong vong 18 thang, dé tranh anh sang va nhiét do
2~35°C, ngay hét han dugc ghi trén bao bi nhin bén ngoai.
Sau khi mé va cai dit trén thiét bi hay dé san phdm tranh anh
sang & nhiét d6 2~35°C, san phim 6n dinh trong 90 ngay.
Quy céch: 5 L/ Hop

Thiét bi 4p dung:

Dung cho may phan tich huyét hoc Sysmex XN series.

Dat tiéu chuan: ISO 13485

Can

30

Chét kiém chuén
may xét nghiém
huyét hoc 3 mirc

Thanh phén t€ bao nhén tao, ngudn dong vat bao gém bo, té
bao nhim va té bao gia cAm. Ca chét liéu té bao tir ngudi va
nhan tao déu duoc cd dinh béng chét hoa hoc glutaradehyd
hodc formaldehyd, rira rong rai, va duoc treo trong dung dich
chéng vi khuén khi pha ché vao san phim.

A

Hop

Héa chét rira may
huyét hoc

MO ta: La héa chat rira ding cho may xét nghiém huyét hoc
I'fng dung: Dung dich kiém manh ding dé rira hé théng
Thanh phén hoat tinh: Triton X-100 0.80%, Disodium
hydrogen phosphate 0.76%, Hypochlorite Salt 5%

Diéu kién bao quan va thoi han:

C6 gié tri trong 18 thang, tranh 4nh séng & nhiét d6 1~35°C,
Ngay hét han duoc ghi trén bao bi hodc nhan bén ngoai.
Tréanh xa 4nh séng, néu khong thanh phan s& thay dbi, do d6
hi€u qua 1am sach ctia san phém bi gidm va mrc d§ giam phu
thudc vao thoi gian c6 anh néng truc tiép.

Quy cach: 50mL

Thiét bi ap dung:

Dung cho may phén tich huyét hoc Sysmex XN series.

Dat tiéu chuan: ISO 13485

32

II

ILd 2: Héa chat huyét hoc ditng cho may Phén tich huyét hoc 35 théng sé DH- 615

Hoa chat pha loang
mau trong xét
nghiém hong cau

Thanh phén chinh bao g0m: Sodium chloride, sodium sulfate,
chét dém, chét khéng khuén va chét bao quan.
Str dung két hop 14n luot véi cac chét nhudm dé thuc hién

Chai
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fudi

phan tich phén biét t€ bao hong cau ludi bang cach pha lodng
mau, 1am cho t€ bao c6 hinh ciu va nhudom acid nucleic.

Hoéa chat nhudém

Thanh phan chinh bao gdm: Ch4t nhuoém huynh quang acid
nucleic, isopropanol va ethylene glycol.

2 héng cau ludi xét Dung két hop véi dung dich pha loang d thuc hién phan biét Lo 10
nghiém huyét hoc | té bao héng ciu Iu6i bang cach pha lodng mau mau, 1am cho
té bao ¢6 hinh cdu va nhudém héng ciu Iudi trong mau.
III L6 3: Ho4 chat, vt tw tiéu hao xét nghiém cho May dong mau COALAB 1000
) Hoa chat @y raa hé | Hoat chat tay rira duoc dung dé rira hé thong ctia thiét b Hép 3
thong dong mau. ’
Cuvette str dung
2 cho may déng mau | Cuvette st dung cho may déng mau ty dong Tui 14
tr dong
Thanh phén hoat tinh: R1 Thrombin 100 NIH U/mL, R2:
Imidazole Buffer, R3: kaolin Suspension. Ti 1€ hit trong mbi
test: 100 pul mau va R2 + 50 pl (R1+R3). Chét thir Labitec -
Fibrinogen ding cho cac trudng hop chi dinh xét nghiém xéc
dinh protein (yéu t6 I) duoc tdng hop tai gan. Gilip phat hién
Hoa chét dinh luong | mt hoi chimg viém. Dé tham do réi loam déng mau khi BN
3 doéng mau c6 hoi ching chay mau. Dinh luong ndng db fibrinogen mau Hoép 25
Fibrinogen duoc chi dinh khi cdc XN dong mau khic (Vd: thoi gian
prothrombin, thoi gian thromboplastin hoat héa timg phan,
céc san pham thoai giang fibrin va D-dimer) bét thuong. D8
theo ddi trong qué trinh didu tri tiéu fibrin. C6 thé duoc sir
dung dé theo dai tinh trang bénh gan tién trién.
Dung tich: 5x 2ml+ 4x 25ml + Ix 11ml
Thanh phan hoat tinh: phospholipids, ellagic acid activator,
buffer. Ti I¢ hit trong 1 test phan tmg: 50ul mau, 50ul, 50 pl
Labitec Calcium Chloride (0.025M). Chét thir Labitec —
Hoéa chat dinh Ivong | APTT dung cho céc trudng hop chi dinh xét nghiém xac dinh
4 thoi gian dong mau | thoi gian thromboplastin timg phan duoc hoat hod, tir d6 xac Hop 5
APTT dinh biéu hién hoat tinh déng mau clia cac yéu t6 tham gia
trong con dudng déng mau ndi sinh (VIIL, IX, X1, X1, II, X,
fibrinogen...).
Dung tich: 10x 4ml
Thanh phﬁn hoat tinh: Thromboplastin, calcium chloride,
, £, e buffer va sodium. Chét thir Labitec -PT-R- dang cho céac
Hoéa chat dinh lugng . . , . ., o :
5 ghish o 0o i truong hQ}) ctﬂn dinh X.et nghiém xac c‘%mh h?at tm%l dong I.nau Hop 10
PT cua cac yéu t6 tham gia trong con duong déng mau ngoai
sinh (I, V, VII, X, fibrinogen...).
Dung tich: 10x 4ml
Diing @ kiém tra chét luong céc thong sb dong mau mirc
Chét n6i kiém chét thap. DAtrqc ?hiét fguét tu’ hL}yéf thanh n’gux‘)ti thz‘m}i sin,h phélm
6 ——r ép i dar'lg bot. Co ?(hoang g‘la tri d& duogc xac dinh. D chinh xac Hop !
nc;hiém ——_— (Tinh trong vong 5 ngdy): PT 2.9 % CV, APTT 2.4 % CV, j
= Fibrinogen 3.8% CV.
Dung tich: 10 x 1ml
Hoat chat tay rira,
ding dé str dung | Hoat chét tiy rira, dung dé sir dung trong qué trinh van hanh
7 trong qua trinh van | thiét bi xét nghiém dong mau Hoép 25

hanh thiét bi xét
nghiém dong mau

Dung tich: 5x 15ml
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L6 4: Ho4 chat xét nghiém cho M4y sinh héa AU480

Hoéa chét ding cho
x€t nghiém Alanine
Aminotransferase
(ALT/GPT)

Thudc thir dung cho xét nghiém dinh luong alanin
aminotransferase (ALT hay GPT) trong huyét thanh hogc
huyét twong ngudi.

Thanh phan:

A. Thubc thi: Dém Tris 150 mmol/L, L-alanin 750 mmol/L,
lactat dehydrogenase > 1350 U/L, pH 7,3.

B. Thubc thir: NADH 1,9 mmol/L, 2-oxoglutarat 75 mmol/L,
natri hydroxid 148 mmol/L, natri azid 9,5 g/L.

Phwong phéap do quang, IFCC.

Gi6i han phét hién: 8,5 U/L = 0,14 pkat/L.

Gi6i han tuyén tinh: 500 U/L = 8,33 pkat/L.

20

Hoéa chét ding cho
xét nghiém
Aspartate
Aminotransferase
(AST/GOT)

Thudc thir dung cho xét nghiém dinh lugng aspartat
aminotransferase (AST hay GOT) trong mau huyét thanh
hozc huyét tuong nguoi.

Thanh phan:

A. Thubc tht: Pém Tris 121 mmol/L, L-aspartat 362
mmol/L, malat dehydrogenase > 460 U/L, lactat
dehydrogenase > 660 U/L, pH 7,8

B. Thudc thir : NADH 1,9 mmol/L, 2-oxoglutarat 75 mmol/L,
natri hydroxid 148 mmol/L, natri azid 9,5 g/L Phuong phap
do quang, IFCC.

Giéi han phét hién: 7,15 U/L = 0,119 pkat/L.

Gi6i han tuyén tinh: 500 U/L = 8,33 pkat/L.

A

Hop

20
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Héa chat ding cho
xét nghiém C-
Reactive Protein hs
(CRP-hs)

Thubc thir xét nghiém dinh lvong CRP-hs trong mau huydt
thanh nguoi.

Thanh phan:

Thubc thir A: Dém glycin 0,1 mol/L, natri azid 0,95 g/L, pH
8,6.

Thubc thir B: Hon dich chira hat latex pht khéng thé khang
CRP ngudi, natri azid 0,95 g/L.

Phuwong phap do do6 duc.

Gi6i han phat hién: 0,06 mg/L.

Gi6i han tuyén tinh: 15 mg/dL.

A

Hop

20

Hoéa chét ding cho
xét nghiém Creatin
Kinase (CK)

CREATINE KINASE (CK) duoc dung cho xét nghiém dinh
luong CK trong mau huyét thanh hodc huyét twong nguoi.
Thanh phén:

A. Thubc thir: Imidazol 125 mmol/L, EDTA 2 mmol/L,
magnesi acetat 12,5 mmol/L, D-glucose 25 mmol/L, N-acetyl
cystein 25 mmol/L, hexokinase 6000 U/L, NADP 2.4
mmol/L, pH 6,7.

B. Thudc thir: Creatin phosphat 250 mmol/L, ADP 15
mmol/L, AMP 25 mmol/L, P1, P5- di (adenosine-5'-)
pentaphosphat, 102 pmol/L, glucose-6-phosphat
dehydrogenase 8000 U/L.

Phuong phép do quang, IFCC.

Gi6i han phat hién: 1,92 U/L = 0,031 nkat/L.

Gi6i han tuyén tinh: 1300 U/L = 21671 nkat/L.

11

Thudc thir xét
nghiém dinh lugng
creatinin

Hoa chat dung cho xét nghiém dinh luong creatinine; Thanh
phan:

Natri Natri hydroxid 120 mmol/L; Axit picric 2,9 mmol/L;
Phuong phép: Jaffé method;

~

Hop
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Dai tuyen tinh: Huyét thanh/ huyét twong:

Phuong phép A: 5 —2200 pmol/L (0,06 — 25,0 mg/dL);
Phuong phép B: 18 — 2200 pmol/L (0,2 — 25,0 mg/dL), Nudc
tiéu: 88 — 35360 umol/L (1 — 400 mg/dL);

Budce séng: 520 nm;

Loai mau: Huyét thanh, huyét twong, nudc tiéu;

D4 lap lai: CV <3%;

Do chum toan phén: CV < 5%;

S6 lugng test t6i thidu/1 mL: 4 test

Chat chuéan cho xét
nghiém CRP/CRP-
hs

Chét hiéu chuén xét nghiém dinh lvong CRP va CRP-hs.
Thanh phan: CRP/CRP-hs Standard: Huyét thanh ngudi.

A

Hop

Hoa chét ding cho
xét nghiém
Cholesterol HDL
Direct

Thubc thtr ding cho xét nghiém dinh lugng HDL cholesterol
trong mau huyét thanh hogc huyét twong nguoi.

Thanh phan:

A. Thubc thir: 4 x 60 mL, chira: dém MES 100 mmol/L,
polyme, 4-aminoantipyrin 0,5 mmol/L, chét ty rira, pH 6,5.
B. Thude thir: 4 x 20 mL, chira: d&m MES 50mmol/L,
cholesterol esterase 1,0 U/mL, peroxidase 1,0 U/mL,
cholesterol oxidase 0,5 U/mL, N-ethyl-N-(2-hydroxy-3-
sulfopropyl)- 3-methylanilin (TOOS) 4,5 mmol/L, chit tiy
rira, pH 5,5

Phuong phép do quang Dai do: 2,99 - 180 mg/dL

A

Hoép

10

Hoéa chét dung cho
xét nghiém
Cholesterol LDL
Direct

Thudc thir dung cho xét nghiém dinh lugng LDL cholesterol
trong mau huyét thanh hodc huyét tuong ngudi. Thanh phan:
A. Thudc tht: dém MES 50 mmol/L, cholesterol esterase >
0,2 U/mL, cholesterol oxidase < 1,0 U/mL, 4-aminoantipyrin
0,5 mmol/L, peroxidase > 1,0 U/mL, chét tay rira, chét bao
quan, pH 6,6. B. Thudc thir: d&m MES 50 mmol/L, N-ethyl-
N-(2hydroxy-3-sulfopropyl)-3-methylanilin (TOOS) 1,0
mmol/L, chit ty rira, chit bio quan, pH 6,6. Phuong phap do
quang. Gi6i han phat hién: 0,94mg/dL. Giéi han tuyén tinh:
700mg/dL.

Thudc thir xét
nghiém dinh lugng
bilirubin truc tiép

Hoa chét dung cho xét nghiém dinh luong bilirubin truc tiép.
Théanh phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate
0,08 mmol/L.

Phuong phap: DPD

Dai do: 0,9 — 171 pumol/L (0,05 — 10 mg/dL)

Budce song: 570 nm

Loai mau: Huyét thanh, huyét trong

D¢ lap lai: CV <5%

D6 chum toan phan: CV < 7,5%.

Sd luong test 151 thiéu/1 mL: 16 test

W)

10

Hoéa chit ding cho
xét nghiém Ethanol

Thude thtr duoc dung cho xét nghiém dinh lugng ethanol
trong mau huyét thanh, huyét tuong va nude tidu ngudi.
Thudc thir A (2 x 20 mL): Dém PIPES 100 mmol/L, chét béo
quén, pH 7.,9.

Thubc tht B (2 x 7 mL): Bém PIPES 50 mmol/L, NAD 15
mmol/L, alcohol dehydrogenase (ADH) > 18 KU/L, chét bao
quén, pH 6,2.

Phuong phép do quang: ALCOHOL DEHYDROGENASE.
Gi61 han phat hién: 8,11 mg/dL = 1,76 mmol/L.

Giéi han tuyén tinh: 300 mg/dL = 65,1 mmol/L.

17
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Héa chét ding cho
xét nghiém
Immunoglobulin G
(IgG)

IMMUNOGLOBULIN G (IgG) duoc ding cho xét nghiém
dinh luong IgG trong mau huyét thanh hodc huyét tuong.
Thanh phan: A. Thudc thir chia: dung dich dém Imidazol 0,1
mol/L, khéng thé dé khéng IgG ngudi, natri azid 0,95 g/L, pH
7.5.

Phuong phap do do duc.

Khoang do: 0,2 — 3500 mg/dL = 0,002 — 35,00 g/L

12

Thudc thir xét
nghiém dinh luong
ure

Hoa chét dung cho xét nghiém dinh luong uré; Thanh phan:
"Dém Tris 100 mmol/L; NADH > 0,26 mmol/L; Tetra Natri
diphosphat 10 mmol/L; EDTA 2,65 mmol/L; 2-Oxoglutarat
> 9,8 mmol/L; Urease > 17,76 kU/L; ADP > 2,6 mmol/L;
GLDH > 0,16 kU/L.

Phuong phap: GLDH, do UV dong hoc.

Dai tuyén tinh: Huyét thanh, huyét twong: 5-300 mg/dL (0,8—
50,0 mmol/L) Nudc tiéu: 604500 mg/dL (10-750 mmol/L).
Loai mau: Huyét thanh, huyét twong, nude tidu; Do lap lai:
CV <5%.

Do chum toan phan CV < 10%

S6 lugng test tbi thidu/1 mL: 10 test

A

Hop
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Héa chét ding cho
xét nghiém y-
Glutamyltransferase
(GGT)

Hoéa chét ding cho xét nghiém dinh lvong gamma-GT trong
mau huyét thanh hogic huyét trong ngudi.

Thanh phén:

A. Thube thir: Glycylglycin 206,25 mmol/L, natri hydroxid
130 mmol/L, pH 7.,9.

B. Thudc thir: gamma-Glutamyl-3-carboxy-4-nitroanilid 32,5
mmol/L.

Phuong phép do quang, IFCC.

Gi6i han phét hién: 1,6 U/L = 0,03 pkat/L.

Gi6i han tuyén tinh: 600 U/L = 10,0 pkat/L.

Hop

25
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Hoéa chét dimg cho
xét nghiém Protein
(Urine+CSF)

Hoéa chét ding cho xét nghiém dinh luong Protein trong nuéc
tiéu hodc dich ndo tiy ngudi.

Thanh phén:

A. Thudc thir chira: D6 pyrogallol 60 pmol/L, natri molybdat
40 pmol/L, succinat 50 mmol/L, pH 2,3, chét téy ria.S.

Chat hiéu chuin Protein (Urine) Standard chira: Albumin bo.
Phuong phép do: Pyrogallol red.

Gi6i han phét hién: 26,0 mg/L.

Giéi han tuyén tinh: 2000 mg/L.

15

Thudc thir xét
nghiém dinh luong
bilirubin toan phan

Hoa chat ding cho xét nghiém dinh lugng bilirubin toan
phén.

Thanh phén: Cafein 2,1 mmol/L; 3,5 Dichloropheny!
diazonium tetrafluoroborat 0,31 mmol/L; Chét hoat dong bé
mat.

Phuong phéap: DPD

Dai tuyén tinh: 0,5-513 pmol/L (0,03-30 mg/dL).

Budc séng: 540nm

Loai mAu: Huyét thanh, huyét tuong.

Do lap lai: CV <3,0%

D6 chum toan ph?m: CV <5,0%

S luong test tdi thidu/1 mL: 16 test

A

Hop
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Hoa chat dung cho
xét nghiém Calcium
Arsenazo

Thudc thir duoc diing cho xét nghiém dinh lugng calci trong
mau huyét thanh, huyét twong hogc nude tidu nguoi.
Thanh phin: A. Thudc thir. Arsenazo 111 0,2 mmol/L,

A
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imidazol 75 mmol/L.

Phuong phép do quang: Arsenazo I11.

Gi61 han phat hién: 0,42 mg/dL = 0,105 mmol/L.
Gi6i han tuyén tinh: 18 mg/dL = 4,5 mmol/L.

CHOLESTEROL dugc dung cho xét nghiém dinh luong
cholesterol trong mau huyét thanh hodc huyét tuong nguoi.
Thanh phan: Thudc thir. Pém Pipes 35 mmol/L, natri cholat

Hoéa chét dung cho | 0,5 mmol/L, phenol 28 mmol/L, cholesterol esterase > 0,2
17 xét nghiém U/mL, cholesterol oxidase > 0,1 U/mL, peroxidase > 0,8 Hop 25
Cholesterol U/mL, 4-aminoantipyrin 0,5 mmol/L, pH 7,0.
Phuong phép do quang: Cholesterol oxidase/peroxidase. Gi6i
han phét hién: 4,2 mg/dL = 0,109 mmol/L.
Gié6i han tuyén tinh: 1000 mg/dL = 26 mmol/L.
GLUCOSE dugc dung cho xét nghiém dinh lugng glucose
trong mau huyét thanh, huyét tuong hodc dich ndo tay (CSF)
ngudi.
i s Thanh ph?m: A. Thubc thir chira: Phosphat 100 mmol/L,
Hoa chat dung cho . . A
18 xét nehiém Glucose phenol 5 mmol/L, glucose oxidase > 10 U/mL, peroxidase > Hop 40
SETETE © 1 U/mL, 4-aminoantipyrin 0,4 mmol/L, pH 7,5.
Phuong phép do quang: Glucose oxidase/peroxidase.
Gi6i han phét hién: 3,6 mg/dL = 0,199 mmol/L.
Gi6i han tuyén tinh: 500 mg/dL = 27,5 mmol/L.
ha 3 . - - )
Chat chudn cho céc | 2, i) chufin xét nghiém dinh hwong 38 thong sb sinh hoa.
xét nghiém sinh héa . 5 ; . o Toa
. , Thanh phén: Biochemistry Calibrator (Human) chira: B6t .
19 thuong quy cé R . gz F g . Hop 18
X F . x, | dong kho duogc san xuat tir huyét thanh ngudi (hoan nguyén
ngudn goc tir huyét 55 .
.. vé1 5 mL nudc).
thanh nguoi
at kiém ch a2 , A e e
e ] 1er’n ¢ ”2g Vit liéu kiém soat xét nghiém dinh lugng 37 thong s6 sinh
cho céc xét nghiém hoa
inh hoa thut ] ) . :
20 |1 , oa A u’o:{lg c‘luy Thanh phan: Biochemistry Control Serum chita: Bot dong Hoép 36
€O nguon goc tu R . £ £ 53 5 A s
£, .. | kho dugc san xuat tir huyét thanh ngudi (hoan nguyén véi 5
huyét thanh nguoi .
. mL nudéc).
muc 1
Chét kiém chimg
cho céc xét nghiém | V4t liéu kiém soét xét nghiém dinh lwong 37 thong sé sinh
o1 sinh héa thudng quy | héa. Thanh phan: Biochemistry Control Serum chira: Bot o 24
- c¢6 ngudn gdc tir déng khé dugc san xuét tir huyét thanh ngudi (hoan nguyén °P
huyét thanh ngudi | véi 5 mL nuéc).
mirc 2
Hoéa chat diing cho xét nghiém dinh lugng sit; Thanh phan:
bém glycin (pH 1,7) 215 mmol/L; L-ascorbic acid 4,7
Thubc thir xét mmol/L; 2,4,6-Tri(2-pyridyl)-5-triazine 0,5 mmol/L; Phuong
22 nghiém dinh lvong | phép: TPTZ; Dai tuyén tinh: 2 — 179 umol/L (10 — 1000 Hop 4
sat ng/dL); Bude séng: 600 nm; Loai mau: Huyét thanh, huyét
twong; Do lap lai: CV <3,0%; D6 chum toan ph?m: Cv<
5,0%:; S6 lwong test tdi thiéu/1 mL: 9 test
Thudc thit MAGNESIUM dung dé dinh Ivong magnesi trong
huyét thanh, huyét tuong hodc nudc tiéu ngudi.
Héa chét ding cho | Thanh phén:
23 xét nghiém A. Thudc thir. Natri carbonat 0,1 mol/L, EGTA 0,1 mmol/L, Hop 13

Magnesium -Xylidil

triethanolamin 0,1 mol/L, kali cyanid 7,7 mmol/L, natri azid

0,95 g/L.
B. Thudc thir. Glycin 25 mmol/L, xanh xylidyl 0,5 mmol/L,




chloroacetamid 2,6 g/L.
Phuong phap do quang: Xylidyl blue.
Dai do: 0,45 mg/dL — 4 mg/dL

Hoa chat dung cho xét nghiém dinh luong triglyceride;
Thanh phén: bém PIPES (pH 7,5) 50 mmol/L; Mg2+ 4,6
mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5
mmol/L; ATP 1,4 mmol/L; Lipases 1,5 kU/L (25 pkat/L);

Thubc thir xét Glycerol kinas 0,5 kU/L (8,3 pkat/L); Peroxidase 0,98 kU/L
24 nghiém dinh luong | (16,3 pkat/L); Ascorbate oxidase 1,48 kU/L (24,6 ukat/L); Hop 26
triglycerid Glycerol-3-phosphate oxidase 1,48 kU/L (24,6 pkat/L);
Phuong phap: Enzym; Dai tuyén tinh: 0,1 — 11,3 mmol/L (10
- 1000 mg/dL); Budce séng: 660 nm; Loai mau: Huyét thanh,
huyét tuong; DO lap lai: CV <3,0%; Do chum toan ph?m: Cv
<5,0%; S6 lwong test ti thiéu/1 mL: 8 test
URIC ACID dugc dung cho xét nghiém dinh luong acid uric
trong mau huyét thanh, huyét twong hogic nude tiéu nguoi.
Thanh phén: A. Thudc thi: Phosphat 100 mmol/L, chat tdy
Hoba chat dung cho | rira 1,5g/L, diclorophenolsulfonat 4 mmol/L, uricase > 0,12
25 xét nghiém Uric U/mL, ascorbat oxidase > 5 U/mL, peroxidase > 1 U/mL, 4- Hop 6
Acid aminoantipyrin 0,5 mmol/L, pH 7,8.
Phuong phap do quang: Uricase / peroxidase.
Gi6i han phét hién: 0,31 mg/dL = 18,5 umol/L.
Gié6i han tuyén tinh: 25 mg/dL = 1487 pmol/L.
Thudc thir duoc dung cho xét nghiém dinh luvong a-amylase
trong mau huyét thanh, huyét twong hogc nude tiéu ngudi.
i 2 Thanh ph?m: A. Thudc thir chira: dém MES 50 mmol/L,
Hoa chat dung cho . . . . 5
26 P ca_nx1 clorid 5 mmol/L, natri clorid 300 mmol/L, natri Hop 13
. thiocyanat 450 mmol/L, CNP-G3 2,25 mmol/L, pH 6,1. )
Amylase Direct ,
Phuong phép do quang
Gidi han phat hién: 4,5 U/L = 0,074 pkat/L.
Gi6i han tuyén tinh: 1300 U/L =21 pkat/L.
Chat kiém chimg | Chét kiém chirng cho céc xét nghiém sinh héa thuong quy
27 ding cho cac xét | mirc 1. Thanh phan: Biochemistry Control Urine: nuéc tiéu Hop 2
nghiém nudc tiéu | ngudi da dong kho (hoan nguyén véi 5 mL nude).
gﬂj;ifé“ciif Chét kiém ching cho céc xét nghiém sinh héa thuong quy
28 om . LR mic 2. Thanh phéan: Biochemistry Control Urine: nuéc tiéu Hoép 2
nghiém nudc ti€u e o an N . . :
afia S nguoi da dong kho (hoan nguyén véi 5 mL nude).
Thudc thir dung cho xét nghiém dinh lrong albumin trong
Hoéa chét ding cho | miu nudc tiéu ngudi. Thanh phan: Thudc thir A: Pém borat
29 xét nghiém 0,1 mol/L, natri azid 0,95 g/L, pI—} 10,0. Thudc thir B: Dung Hop 5
Albumin dich chira hat latex phtt khang thé khéng albumin ngudi, natri i
(Microalbuminuria) | azid 0,95 g/L Phuong phap do d6 duc. Dai do: 2,29 — 200
mg/L
Gt Cj’g“;’;:lho xet Chét higu chuin duge ding dé hiéu chudn cho xét nghiém
30 MICROALBUMIN dgnrh luong z_ilbuml‘n. trong méu nudc ti€u ngudi. Thanh phan: Lo 2
URIA chira albumin ngudi
V | L6 5: Héa chit xét nghi¢ém HbAlc cho M4y phén tich Hemoglobin
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'- Kha nang thuc hién xét nghiém: x4c dinh dinh lugng
Hemoglobin Alc (IFCC mmol/mol va NGSP %) trong mau
toan phan ciia ngudi st dung trén hé théng sic ky 16ng hiéu
néng cao trao dbi ion (HPLC).

HHO;:Illitci};alran;h - Chtra de‘iy’ da c4c thanh phan cho 400 xét nghiém, bao gbém
1 il 02 binh ché}t dém Buffer 1 chira 2000 ml Bis-Tris/Phosphate, Hop 20
Hempglobi 01 binh chetlt dém Buffer 2 chira 1000 ml Bis-Tris/Phosphate,
01 binh chat rira/pha lodng chira 1600 ml nuéc khir ion, cot
phén tich xtr ly dugc 400 xét nghiém kich thuée 4.0 mm ID x
40 mm, 01 dia CD ROM, 01 bo chét hiéu chuén/pha logng,
01 b6 mau méi, 01 bd Sng mau (50 bng 1.5 ml).
Mau néi kiém cho xét nghiém dai thio duong, 2 mic ndng
do
Méu ndi kiém cho | - Thanh phin: méu toan phin ctia ngudi, dang dong kho
xét nghiém d4i thao | - Bao gdm 2 mirc néng do véi cac xét nghiém Hemoglobin
2 dudng, dang déng | (Total), Hemoglobin A1C, Hemoglobin F Lo 3
kho. Bao gbém 2 - C6 gia tri tham chiéu cho cac méy HPLC va may sinh hod
mtrc néng do phd bién
- D6 6n dinh sau khi hoan nguyén 7 ngay & 2-8 ° C - Han st
dung 3 ndm ké tir ngay san xut khi bao quan 2 -8 ° C.
VI L6 6: Ho4 chit xét nghiém cho may khi mau
Hoa chat chay mau c6 Lactate dong g6i cartridge cong suat |
400 test. Cartridge do bao gf“)m cac cam bién, thude thir, va .
céc thanh phan chét 16ng cAn thiét d& phan tich mAu bénh I)m;
phém va hiéu chuin trén hé thdng. Cac cam bién trong
Ho4 chéit chay mau cartridge c6 kha nang do ludng céc chi sé pH, p02, pCO2,
1 Full + CO-OX + Na+, +, Ca++, Cl-, glucose, lactate, hemoglobin toan phén, Hop 20
Lactate 400 Test | oxyhemoglobin, deoxyhemoglobin, methemoglobin,
carboxyhemoglobin va neonatal bilirubin.
M3i cartridge sir dung én dinh trong 28 ngay khi dugc cai dat
trén hé thong.
Bao quan ¢ nhiét d6 2-8°C.
Hoéa chét rira thai c6 chira thubc rira dé 1am sach duong dan
mau sau khi phan tich va hiéu chuén. Bao gdm 250 mL chét
Hoa chit riva thai | rira véi mudi, chit hoat dong bé mat, chét bao quén trong R
2 i & i g Hop 15
toan bd nude khir ion.
M3i cartridge rira thai sir dung dn dinh trong 10 ngay sau khi
duoc cai dat trén hé théng. Bao quén & nhiét 46 2-25°C.
VII |Lé 7: Ho4 chét xét nghiém cho mdy di nguyén
Phén tich immunoblot diing dé phat hién dinh luong cac
B0 hoa cht tim di | khang thé IgE dac hiéu gay di g trong huyét thanh hodc
1 nguyén gy di tng | huyét tvong ctia ngudi - Xét nghiém phét hién s luong 64 di Test 1.000
(64 loai) nguyén
- St dung dugc cho may Qsmart
VIII L6 8: Hoa chit, vat tw tidu hao xét nghiém cho My mién dich tw dong Maglumi 800
BP ho’a Chalf fao tin Starter 1: Catalyst in 1.5% NaOH .
1 hiéu hoa phat quang Bo 17

dung cho may xét

Starter 2: 0.18% H202

———



nghiém mién dich

Dung dich rira ddm
déc dung cho may

Thanh phan:

luong Anti TG

thudt xét nghiém huynh quang lién két gén enzyme (ELFA).

2 e x Mbi chai chira dung dich dém Tris-HCI dam dic gép 14 1an Hop 42
xét nghi€m mién . =
. cho 750 xét nghiém.
dich
, . Cuvet phéan ting .
5 Coug pltin ing 6 x 64 reaction modules Thing 3
4 Hoa chat rirfl dung | Thanh phan: Hép 1
cho mdy mién dich | Chai 500 mL chita sodium hypochlorite i
Vi hat tir tinh: Vi hat tlr tinh pht khéng thé don dong khéng
Ca 72-4, chlra BSA, NaN3 (<0.1%)
- Chat chuén mirc thép: Chira BSA va khang nguyén Ca 72-4,
NaN3 (<0,1%).
Hoa chit xét - Chét chuin mirc cao: Chira BSA va khéng nguyén Ca 72-4,
5 nghiém mién dich | NaN3 (<0,1%). Hop 11
CA 72-4 - Dém: Chira BSA, NaN3 (<0.1%)
-Chét danh ddu ABEL: Khéng thé don dong khang Ca 72-4
duoc dinh nhén ABEIL chita BSA, NaN3(<0.1%)
- Chét ndi kiém: BSA va khéng nguyén Ca 72-4, NaN3
(<0,1%).F25:G25
Thanh phan:
- Vi hat tir tinh: pht khang thé don dong khéng PSA, chita BSA
va NaN3 (<0.1%)
- Chét hiéu chudn ndng do thip: Chtra huyét thanh bo va Total
PSA, NaN3 (<0,1%).
- Chét hiéu chuén ndng d¢ cao: Chira huyét thanh bo v Total
PSA, NaN3 (<0,1%). "
¢ PSA - Dung dich dém: chira BSA, NaN3 (<0.1%) Hop 3
- Dung dich danh d4u ABEI: Khang thé don dong khang PSA
dugc déan nhan ABEI chira BSA, NaN3 (<0.1%)
- Chét pha losing: 0.9% NaCl.
- Chét ngi kiém: Chra huyét thanh bd va Total PSA,
NaN3(<0.1%)).
Hop: 100 test/hop
Thanh phan:
- Vi hat tir tinh: pht khang thé don dong khéng Ferritin, chira
BSA, NaN3 (<0.1%)
- Chét hiéu chuén ndng do thip: Khéang nguyén Ferritin chita
BSA , NaN3 (<0,1%).
- Chét hiéu chuén ndng d6 cao: Khéang nguyén Ferritin chita
o BSA , NaN3 (<0,1%). .
& Ferritin - Dung dich dém: Chira BSA, NaN3 (<0,1%). Hep 14
- Dung dich dénh d4u ABEL: Khang thé don dong khang
Ferritin duoc dén nhan ABEI chira BSA, NaN3 (<0.1%)
- Dung dich pha logng: 0.9%NaCl
- Dung dich néi kiém: Khéng nguyén Ferritin, chira Huyét
thanh bo, NaN3 (<0.1%).
Hop: 100 test/hop
IX |L69: Héa chit xét nghiém cho m4y mién dich tw déng VIDAS
B§ xét nghiém dijsh Xét ‘nghiém dinh lu'?ng khéng fhé Ig(;x khang th”yrogloblilin )
1 (anti-Tg) trong huyét thanh hodc huyét twong sir dung ky Hoép 17
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B0 xét nghiém dinh

Xét nghiém phét hién procalcitonin ngudi trong huyét thanh

2 luong procalcitonin | hogc huyét twong ciia ngudi bang k¥ thuat ELFA (Phuong Hoép 35
(PCT) phép Enzym c6 gén huynh quang)
B6 xét nghiém dinh Xét nghie?,m dinﬁl luong khzirfgf n%uyén OC~ 125Atrong huyét' ) )
3 lwone CA 125 thanh hodc huyét twong ngudi, st dung k¥ thuit ELFA (xét Hop 13
e nghiém huynh quang lién két enzyme)
B6 xét nghiém dinh Xét nghwin dinh luqixg khailg nguyén C?fm?oemli)ryoriw )
4 luong CEA (S) trong huyet thanh hodc huyét tuvong ngudi bang ki thuat Hoép 24
- ELFA (xét nghiém huynh quang lién két enzyme)
Xét nghiém dinh 1 rti g huyét thanh va huyé
B xét nghiém dinh ét ngh1erf1'dmhy u’c_rnfg C(-); 1soql trong Elyet ¢ anh va uyf:t )
5 . twong ngudi, hodc nudce tiéu sir dung ky thuat ELFA (phan Hop 48
Iuong Cortisol . . Aoy A e
tich huynh quang ket két v6i Enzyme)
B6 xét nghiém dinh Xét nghiéin dinh luc_mf,? .sén ph'?m.l phéan }iﬁy ﬁtjrin (FbDP) )
6 lwone D-Dimer trong huyét trong ngudi (natri citrate) bang ky thuit ELFA Hoép 12
e (xét nghiém huynh quang lién két gn enzyme)
B6 xét nghiém dinh Xét nghi?m dinil luong thyrc\».dmj: tu do (Ii T4) Erong huyét, )
7 lwone FT4 thanh hogc huyét trong ngudi, sir dung k¥ thuat ELFA (xét Hop 115
5 nghiém huynh quang lién két enzyme).
r A . []_h 1 t . I . 4 -
B6 xét nghiém dinh Xét thx@m di : }rg'lng ro~pon11Al tim trong huye‘tA thanh‘ hodc )
8 . huyé€t twong nguoi bang ky thudt ELFA (xét nghiém huynh Hop 168
luwgng Troponin I I
quang lién két enzyme)
Xét nghiém dinh lugng doan dau N cia peptide natri 191 niéu
9 B0 xét nghiém dinh | loai ndo trong huyét thanh hoat huyét tuong cia nguoi s 13
lwong NT-proBNP2 | (lithium va natri heparin) bang k§ thuat ELFA (xét nghiém °P 7
huynh quang lién két enzyme)
Xét nghiém dinh lwong x4c dinh hormon kich tuyén giap
10 B0 xét nghiém dinh | trong huyét thanh hodc huyét twong nguoi bz‘ing mién dich 6 115
luong TSH enzym, st dung k¥ thuat ELFA (phén tich huynh quang lién °P
két enzym).
X Lo 10: Hoéa chat xét nghiém cho may mién dich tw déng Lumipulse G600II
1. Chirc néng/ cong dung: D€ str dung cho chén do4n in vitro
v6i LUMIPULSE G System nham dinh lwong alpha-
fetoprotein (AFP) trong huyét twong hoc huyét thanh.
2. Chét liéu/ thanh phan:
- Antibody-Coated Particle Solution: Chira 150 pg/mL cac
hat phu khang thé don dong (chudt) anti-AFP, cic chét &n
dinh protein (bd va chudt) va cac chét dn dinh héa hoc trong
0,15 M NaCl/dung dich dém Tris. Dung dich nay chtra
gelatin v s& chuyén thanh gel & nhiét do tr 15 °C tr& xudng.
AFP-N Chét bao quan: natri azid.
o - Enzyme-Labeled Antibody Solution: Chita 0,1 pug/mL .
1 Immunoreaction , X R n s ; £ Hoép 32
. khéang the¢ don dong (chudt) anti-AFP danh dau phosphatase
Cartridges

kiém (ALP: b8), c4c chét 6n dinh protein (bd va bé) va cac
chét én dinh héa hoc trong 0,1 M NaCl/dung dich dém MES.
Chét bao quan: natri azid.

3. Gidi han do: 0,5-2000 ng/mL; d6 chinh xac = 3,0%; Gidi
han phéat hién (LOD) cho AFP trong nghiém phép nay 1a
0,075 ng/mL; Gi6i han dinh lugng (LOQ) cho AFP trong
nghiém phéap

nay 13 0,075 ng/mL; d6 nhiéu trung binh =20%,; tuyén tinh
trong khoang 173,2-2000 ng/mL.

4. Tiéu chuan déng g6i: 3 x 14 Xét nghiém.




Substrate Solution
for G60011

1. Chirc nang/ cong dung: Chi diing cho chén doan in vitro:
San phadm nay 13 mot loai thuc thir phd bién duge ding cho
phén (g enzym trong LUMIPULSE G System.

2. Chét liéw/ thanh phén: Chira 0,2 mg/mL AMPPD 13 m6t
chét nén trong dung dich dém diethanolamine véi chit én
dinh héa hoc. Chét bao quéan: natri azid.

3. Tiéu chuén déng go6i: 6 x 50 mL

14

Specimen Diluent 1
for G600I1

1. Chirc ndng/ cdng dung: Chi dung cho chén doan in vitro:
San phim nay 12 mot loai thudc thir phd bién dwoc ding dé
pha losing mau.

2. Chat liéu/ thanh phan: Chira 0,15 M NaCl trong dung dich
dém Tris c6 protein (bd) va chit én dinh hoa hoc. Chét bao
quén: natri azid.

3. Tiéu chuén déng goi: 4 x 80 mL

~

Hop

Wash Solution

1. Chitc nang/ cong dung: Chi ding cho chan doan in vitro:
Séan pham nay 1a mét loai thudc thir phd bién sir dung dé ria
LUMIPULSE G System.

2. Chét liéu/ thanh phan: Chira 342 mM NaCl trong dung
dich dém Tris c6 chira chét tAy rira. Chét bao quan: natri azid.
3. Tiéu chuan déng géi: 1 x 1000 mL

Hop

25

C-Peptide
Immunoreaction
Cartridges

1. Chiic nang/ cong dung: Dé sir dung cho chan doan in vitro
v6i LUMIPULSE G System nham dinh luong C-peptide
trong huyét twong hoic huyét thanh.

2. Chét ligw/ thanh phan:

- Antibody-Coated Particle Solution: Chita 150 pg/mL céc
hat phti khang thé don dong (chudt) anti-C-peptide, cac chét
6n dinh protein (bd va chudt) va cac chat én dinh héa hoc
trong 0,15 M NaCl/ dung dich dém Tris. Dung dich nay chtra
gelatin va s& chuyén thanh gel & nhiét d6 tir 15 °C tré xudng.
Chét bao quén: natri azid.

- Enyzme-Labeled Antibody Solution: Chita 0,4 pg/mL
khéng thé don dong (chudt) anti-C-peptide danh ddu
phosphatase kiém (ALP: bé), cic chét 4n dinh protein (bo va
bé) va cac chit én dinh hoa hoc trong 0,1 M NaCl/dung dich
dém MES. Chit bao quan: natri azid.

3. Gi6i han do: 0,02-30 ng/mL; d6 chinh x4c < 5,1%:; Giéi
han phét hi¢n (LOD) cho C-peptide trong nghiém phap nay 13
0,0109 ng/mL; Gi6i han dinh luvgng (LOQ) cho C-peptide
trong nghiém phap nay 12 0,0109 ng/mL; d6 nhiu trung binh
=20%; tuyén tinh trong khoang 0,57-30,00 ng/mL.

4. Tiéu chuén déng goi: 3 x 14 Xét nghiém

~

Hop

14

CYFRA
Immunoreaction

Cartridges

1. Chtre ndng/ cong dung: D¢ sir dung cho chén doén in vitro
v6i LUMIPULSE G System nham dinh lwong cytokeratin
doan tiéu don vi 19 (CYFRA) trong huyét thanh.

2. Chét ligu/ thanh phéan:

- Antibody-Coated Particle Solution: Chira 150 pug/mL céc
hat phit khang thé don dong (chudt) anti-CYFRA. Chét bao
quén: natri azid.

- Enzyme-Labeled Antibody Solution: Chita 0,2 pg/mL
khang thé don dong (chudt) anti-CYFRA danh ddu
phosphatase kiém (ALP: bé). Chat bao quan: natri azid.

3. Giéi han Po: 0,5-100 ng/mL; do chinh xac =4,2%; Giéi
han phét hién (LOD) cho CYFRA trong nghiém phap nay Ia

A

Hoép
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0,320 ng/mL; Giéi han dinh luong (LOQ) cho CYFRA trong
nghiém

phép nay 12 0,320 ng/mL; tuyén tinh trong khoang 2,9-100
ng/mL; d6 nhiéu trung binh £20%.

4. Tiéu chudn déng géi: 3 x 14 Xét nghiém

PSA-N
Immunoreaction
Cartridges

1. Chirc néng/ cong dung: Dé sir dung cho chan doén in vitro
v6i LUMIPULSE G System dé dinh luong khang nguyén dac
higu tuyén tién liét (PSA) trong huyét twong hogc huyét
thanh.

2. Chét liéu/ thanh phén:

- Antibody-Coated Particle Solution: Chira 150 pg/mL cac
hat phu khang thé don dong (chudt) anti-PSA. Chét béo quén:
natri azid.

- Enzyme-Labeled Antibody Solution: Chita 0,2 ug/mL
khéng thé don dong (chudt) anti-PSA dénh diu phosphatase
kiém (ALP: bé). Chét bao quan: natri azid.

3. Gidi han do: 0,010-100 ng/mL; d6 chinh x4c = 3,1%; Gidi
han phat hién (LOD) cho PSA trong nghiém phép nay 12
0,00665 ng/mL; Gi6i han dinh lugng (LOQ) cho PSA trong
nghiém phép nay 12 0,00665 ng/mL; d6 nhiéu trung binh
=20%.

4. Tiéu chuan déng gbi: 3 x 14 Xét nghiém

A

Hop

CA19-9-N
Immunoreaction
Cartridges

1. Chtrc nang/ cong dung: Pé sir dung cho chan doan in vitro
v6i LUMIPULSE G System dé dinh luong CA19-9 trong
huyét twong hoic huyét thanh.

2. Chét ligu/ thanh phan:

- Antibody-Coated Particle Solution: Chira 150 pg/mL céc
hat phit khang thé don dong anti-CA19-9 (chudt), cac chit én
dinh protein (bd va chudt) va cc chit 6n dinh hda hoc trong
0,15 M NaCl/ dung dich dém Tris. Dung dich nay chita
gelatin va s& chuyén thanh gel & nhiét do tir 15 °C tr& xudng.
Chét bao quan: natri azid.

- Enzyme-Labeled Antibody Solution: Chtta 0,5 pg/mL
Khéng thé don dong anti-CA19-9 (chuét) dénh diu
phosphatase kiém (ALP: b&) va chit én dinh protein (bo, bé,
chudt) va céc chit 6n dinh hoa hoc trong 0,05M NaCl / dung
dich dém Bis-Tris. Chat bao quén: natri azid.

3. Giéi han do: 2-500 U/mL; dd chinh x4c = 3,4%; Gidi han
phat hién (LOD) cho CA19-9 trong nghiém phép nay la
0,894 U/mL; Gi6i han dinh lugng (LOQ) cho CA19-9 trong
nghiém phap

nay 12 0,894 U/mL; d6 nhiéu trung binh =20%; tuyén tinh
trong day 3,0-500 U/ mL.

4. Tiéu chuin déng gbi: 3 x 14 Xét nghiém

A

Hop
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IgE
Immunoreaction
Cartridges

1. Chirc niing/ cong dung: Dé sir dung cho chan doan in vitro
v6i LUMIPULSE G System nham dinh luong globulin mién
dich E (IgE) trong huyét twrong hozc huyét thanh.

2. Chét ligu/ thanh phan:

- Antibody-Coated Particle Solution: (Dang 16ng khi sir dung,
250 pL/Immunoreaction Cartridge). Chira 150 pg/mL céc hat
pht khang thé don dong (chudt) anti-IgE, c4c cht 6n dinh
protein (bd va chudt) va cac chit 6n dinh hda hoc trong 0,15
M NaCl/dung dich dém Tris. Dung dich nay chira gelatin va

A

Hop
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s& chuyén thanh gel & nhiét do tir 15 °C tro xudng. Chat bao
quan: natri azid.

- Enzyme-Labeled Antibody Solution: (Dang long, 350
uL/Immunoreaction Cartridge). Chira 0,05 pg/mL khang thé
don dong (chudt) anti-IgE danh déu phosphatase kiém (ALP:
bé), cac chat 6n dinh protein (bd) va céc chit én dinh héa hoc
trong 0,1 M NaCl/dung dich dém MES. Chét b4o quan: natri
azid.

3. Gi6i han do: 1-1500 TU/mL.

4. Tiéu chuan déng géi: 3 x 14 Xét nghiém

10

FT3-11I
Immunoreaction
Cartridges

1. Chirc ning/ cong dung: Dé st dung cho chén doan in vitro
v6i LUMIPULSE G System d dinh lrong triiodothyronine
tr do (FT3) trong huyét twong hozc huyét thanh.

2. Chét liéu/ thanh phan:

- T2-Coated Particle Solution: Chita 200 pg/mL céc hat phi
T2, céc chit 6n dinh protein (chudt, bd va ciru) va cc chét én
dinh hoa hoc trong 0,3 M NaCl/dung dich dém Tris. Dung
dich nay chira gelatin va s& chuyén thanh gel & nhiét 6 tir 15
°C tr& xubng. Chét bao quan: natri azid.

- Enzyme-Labeled Antibody Solution: Chira 0,02 pg/mL
khéng thé don dong (ciru) anti-T3 dénh ddu phosphatase
kiém (ALP: bé), cac chat én dinh protein (bd va clru) va cac
chét 6n dinh hoa hoc trong 0,3 M NaCl/dung dich dém MES.
Chat bao quén: natri azid.

3. Gi6i han do: 0,5-30,0 pg/mL; d6 chinh x4c =3%; Gi6i han
phat hién (LOD) cho FT3 trong nghiém phép nay 13 0,25
pg/mL; Gi6i han dinh luwong (LOQ) cho FT3 trong nghiém
phép ndy la 0,43 pg/mL; d6 nhiéu trung binh =10%

4. Tiéu chuan déng goi: 3 x 14 Xét nghiém

11

HBsAb-N
Immunoreaction
Cartridges 3x14

tests

1. Chire nang/ cong dung: Pé sir dung cho chan doan in vitro
v6i LUMIPULSE G System d phat hién dinh tinh va dinh
luong khéng thé v6i khang nguyén bé mat viém gan B (anti-
HBs) trong huyét trong hoic huyét thanh ngudi. San phdm
nay duoc chi dinh 12 san pham hd tro cho chin doan nhim vi
rat viém gan B, xdc dinh hiéu qua cta tiém ngira vi rat viém
gan B va gidm sat hidu qua didu tri.

2. Chat liéu/ thanh phan:

- Chira c4c hat pht khang nguyén HBs (adr). Dung dich nay
chira gelatin va s& chuyén thanh gel & nhiét do tx 15 °C tré
xudng. Chét bao quan: natri azid.

- Chira khang nguyén HBs (adr) danh d4u phosphatase kiém
(ALP: bé). Chat bao quan: natri azid.

3. Gi6i han do: 10-1000 mIU/mL; do nhiéu trung binh
=10%.

4. Tiéu chuén déng géi: 3 x 14 Xét nghiém

A

Hop
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Insulin-N
Immunoreaction
Cartridges 3x14 test

1. Chirc néng/ cong dung: Dé sir dung cho chan doan in vitro
v6i LUMIPULSE G System dé dinh luong insulin trong
huyét tuong hozc huyét thanh.

2. Chét liéw/ thanh phén:

- Chira 150 pg/mL céc hat phit khang thé don dong (chudt)
anti-insulin, cac chat én dinh protein (b0 va chudt) va cac

chét 6n dinh héa hoc trong 0,15 M NaCl/ dung dich dém Tris.

Dung dich nay chira gelatin va s& chuyén thanh gel & nhiét d6

12
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tir 15 °C tré xudng. Chat bao quan: natri azid.

- Chtra 1,0 pg/mL khang thé don dong (chudt) anti-insulin
danh

déu phosphatase kiém (ALP: bé), céc chét 6n dinh protein
(bd va bé) va cac chit 6n dinh héa hoc trong 0,1 M
NaCl/dung dich dém MES. Chét bao quén: natri azid.

3. Gi6i han do: 0,6-400 ulU/mL; d6 chinh x4c =4,7%; Gidi
han phét hién (LOD) cho insulin trong nghiém phép nay Ia
0,197 WIU/mL; Gi6i han dinh Iwong (LOQ) cho insulin trong
nghiém phép nay 14 0,197 pIU/mL; d6 nhiéu trung binh
=20%; tuyén tinh trong khoang 37,7-400 uIU/ mL.

4. Tiéu chudn déng gbi: 3 x 14 Xét nghiém
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BHCG
Immunoreaction
Cartridges 3x14 test

1. Chtre ning/ cong dung: Dé sir dung cho chan doén in vitro
v6i LUMIPULSE G System nham dinh lwong beta human
chorionic gonadotropin toan phan (BHCG) trong huyét tuong
hozc huyét thanh.

2. Chét liéu/ thanh phén:

- Antibody-Coated Particle Solution: Chtra 200 pg/mL cac
hat phi khang thé don dong (chudt) anti-BHCG, cac chit én
dinh protein (bd va chudt) va céc chit én dinh héa hoc trong
0,15 M NaCl/ dung dich d&m Tris. Dung dich nay chta
gelatin va s& chuyén thanh gel & nhiét d6 tir 15 °C tré xubng.
Chat bao quan: natri azid.

- Enzyme-Labeled Antibody Solution: Chta 0,2 pg/mL
khéng thé don dong (chuét) anti-BHCG danh diu
phosphatase kiém (ALP: bé), cac chit dn dinh protein (bo va
bé) va céc chét 6n dinh héa hoc trong 0,5 M NaCl/dung dich
dém MES. Chét bao quan: natri azid.

3. Gi6i han do: 1,5-1000 mIU/mL; dd chinh x4ac =5,0%; Giéi
han phét hién (LOD) cho BHCG trong nghiém phap nay la
0,539 mIU/mL; Giéi han dinh luong (LOQ) cho BHCG trong
nghiém phap nay la 0,539 mIU/mL; tuyén tinh trong khoéng
9,2-1000 mIU/mL.

4. Tiéu chuén déng goi: 3 x 14 Xét nghiém

10
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CA15-3
Immunoreaction
Cartridges set (3x14
test)

1. Chirc néng/ cong dung: Dé sir dung cho chin doén in vitro
véi LUMIPULSE G System nham dinh lugng CA15-3 trong
huyét trong hodc huyét thanh.

2. Chét liéu/ thanh phén:

- Antibody-Coated Particle Solution: Chira 150 pug/mL céc
hat phit khang thé don dong (chudt) anti-CA15-3, cac chét én
dinh protein (bd va chudt) va céc chit én dinh héa hoc trong
0,15 M NaCV/ dung dich dém Tris. Dung dich ndy chira
gelatin va sé

chuyén thanh gel & nhiét d6 tir 15 °C tr& xubng. Chét bao
quén: natri azid.

- Enzyme-Labeled Antibody Solution: Chira 0,2 ug/mL
khéng thé don dong (chudt) anti-CA15-3 danh du
phosphatase kiém (ALP: bé), cac chat én dinh protein (bo va
bé) va cac chéat 6n dinh héa hoc trong 0,1 M NaCl/dung dich
dém MES. Chét bao quén: natri azid.

3. Gidi han do: 2-400 U/mL; tuyén tinh trong khoang 2,8-400
U/ mL; d6 chinh x4c = 5,1%.

4. Tiéu chuén dong géi: 3 x 14 Xét nghiém

14




Dau cbén nhua dé
hat mau ding cho

15 méy G600 - Déu c6n hit mau bénh phim cho hé théng LUMIPULSE Hop 30
Sampling tips
Lyphochek Tumor | QC cho céc xét nghiém sau: ACTH, AFP, B-2-Microglobulin,
16 Marker Plus CA 15-3, CA 19-9, CA 125, Calcitonin, CEA, Cyfra 21-1, Lo 4
Control Level 1 Ferritin, B-hCG, Prolactin, Total PSA, Free PSA, Tg
Lyphochek Tumor | QC cho céc xét nghiém sau: ACTH, AFP, B-2-Microglobulin,
17 Marker Plus CA 15-3, CA 19-9, CA 125, Calcitonin, CEA, Cyfra 21-1, Lo 4
Control Level 2 Ferritin, B-hCG, Prolactin, Total PSA, Free PSA, Tg
iC xé ié : AFP, C-Pepti tradi
Liyshochdk QC (':1'.10 céc xét nghiém sau I", C-Peptide, CEA, Estradiol,
18 Immunoassay Plus Ferritin, FSH, B-hCG, IgE, Insulin, LH, Progesterone, Lo 4
Y Prolactin, PSA, Free PSA, PTH, T3, T4, FT3, FT4, TSH, j
Control Level 1
Testosterone.
Espiiolek QC ?}.10 céc xét nghiém sau: AFI?, C-Peptide, CEA, Estradiol,
Ferritin, FSH, B-hCG, IgE, Insulin, LH, Progesterone,
19 Immunoassay Plus . Lo 4
Prolactin, PSA, Free PSA, PTH, T3, T4, FT3, FT4, TSH,
Control Level 2
Testosterone.
1.Chtre ndng/cong dung: Str dung cho chin doan in vitro
nhdm phat hién dinh tinh khang nguyén bé mat khang virus
viém gan B (HBsAg) trong huyét tuong hoic huyét thanh
Lumipulss G ngubij hcitrq s‘éng 1(_)(: va chan do4n nhidm virus viém gan B.
HBsA 2. Chat liéu/thanh phan:
20 E . - Dung dich chira hat phit khang thé Anti-HBs, gelatin. Chat Hop 17
Immunoreaction , , ..
Cartridees bao quan: natri azid » ’ ’
° - Dung dich chira khang thé Anti-HBs danh dau ALP. Chat
béo quan: natri azid
3. Déc tinh cong nang:
D6 nhidu trung binh < 10%.
1. Chirc ndng/cong dung: Sir dung cho chin doan in vitro
nham phét hién dinh tinh khang thé khang virus viém gan C
trong huyét trong hodc huyét thanh ngudi; hd tro cho chén
doan nhiém virus viém gan C.
2. Chat ligu/thanh phan:
Lumipulse G HCV | - Dung dich chtra hat pht khang nguyén HCV t4i t6 hop,
21 Ab Immunoreaction | gelatin. Chit bao quéan: natri azid Hép 17
Cartridges set - Dung dich chira khang thé don dong anti-human IgG danh
diu ALP. Chét bao quan: natri azid
3. Pac tinh cong ning: D6 nhiéu trung binh < 10%.
4. Tiéu chuén déng gbi: 3x14 tests/Hop
5. Béng goi kém theo: Héa chét hiéu chudn cho xét nghiém
dinh tinh Anti-HCV (1 bd x 2 ndng d6 x 1,5mL)
1. Chirc ndng/cong dung: St dung cho chan doan in vitro
nham phat hién dinh tinh khéng thé Anti HIV-1, khang thé
Anti HIV-2 va khéng nguyén HIV-1 P24 trong huyét twong
h - A Nt x A . X .
T.pemipnlae GBIV odc hu?/et thanhﬂngjrm, ho trg cho chan doan nhiém virus
Ap/AT HIV khéng nguyén & ngudi.
23 . 2. Chét liéu/thanh phan: Hop 17
Immunoreaction

Cartridges set

- Dung dich chira hat phit khang nguyén tai t6 hop HIV-1,
khéng nguyén tai t& hop HIV-2 va khang thé don dong Anti
HIV-1 p24, gelatin. Chét bao quén: natri azid

- Dung dich chira khéng nguyén tai to hop HIV-1, khang
nguyén tai t6 hop HIV-2 danh ddu ALP va khang thé da dong

Y

m,
=

N\



Anti HIV-1 p24. Chéat bao quan: natri azid
- Dung dich tién xir ly: chita chét dién hoat
3. Dé4c tinh cong nang:
P nhiéu trung binh < 10%.
4. Tiéu chuan déng go6i: 3x14 tests/Hop
5. Péng go6i kém theo: Hoa chit higu chuin cho xét nghiém
dinh tinh HIV Ag/Ab (1 bdx2 mirc ndng d6x2,0mL)

Virotrol I. Class B

QC cho céc xét nghiém sau: HBsAg , Anti-HCV, Anti-HBc,
Anti-HIV-1, Anti-HTLV-1

- Thanh phan: Huyét thanh ngudi

- X4c dinh céc khang thé khang Human Immunodeficiency
Virus loai 1 (HIV-1), khang thé khang Human T-
Lymphotropic Virus loai I (HTLV-I), khang thé khang
Hespatitis C Virus (HCV), khang nguyén bé mit Hepatitis B
(HBsAg), khang thé khang khang nguyén 15i Hepatitis B
(HBc) va khang thé khang Cytomegalovirus (CMV)

- Han st dung 3 nam ké tir ngay san xuét khi bao quan & &
2-8°C

- On dinh 60 ngay sau mo nép khi bao quan & 2-8 °C

Lo

24

Virotrol II, Class B

QC cho céc xét nghiém sau: Anti-HAV, Anti-HBs

- Thanh phan: Huyét thanh nguoi

- Han st dung 3 nam ké tir ngay san xuét khi bao quan & &
2-8°C

- X4c dinh céc khang thé khang khang nguyén bé mat
Hepatitis B (anti-HBs) va x4c dinh céc khang thé khang
Hespatitis A virus (anti-HAV)

- On dinh 60 ngay sau mé nép khi bao quéan & 2-8 °C

Lo
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Lumipulse G
HBsAg Calibrators

1. Chirc nang/cong dung: Hoa chit hiéu chuan xét nghiém
HBsAg

2. Chét liéu/thanh phan:

- Chét bao quan: natri azid.

26

VIROTROL HIV-1
Ag

- Thanh phan: Huyét thanh ngudi

- Puoc phan tich cho xét nghi¢ém khang nguyén cia Human
Immunodeficiency Virus loai 1 (HIV-1 Ag)

- Han st dung 2 nam ké tir ngay san xuét khi bao quan & &
2-8°C

- On dinh 60 ngay sau mé nap khi bao quan & 2-8 °C

Lo

Téng s6: 93 khoan.




~ PHU LUC2: BAO GIA ?
(Kem theo Cong vin so \AG /TM-YHB ngay 27 thang 05 nam 2025 cua Vién Y hoc bién)

CONG HOA XA HQOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phiic

Kinh giti: Vién Y hoc bién

O Yyeu

A < * ? ) [ 4 \ - A
nhiéu hang san xuat; nha cung cdp cung tham gia trong mét bdo gia (goi chung la lién danh) thi ghi rd tén, dia chi ciua cdc thanh vién
lién danh] bao gia cho cac san pham nhu sau:

1. B4o gia cho céc san pham va dich vu lién quan:

A Don gia da
160 & M P Quy bao gom
ST | Danh muc s Kh);émua Thongso | Phan | g§jyu | ma | Hang | Nwée | cheh s6 | Ponvi| thué, phi,
ane hoa | atcna N ky thuat loai | paph | @S | sdn | sdn | gong | o b | 18 phi (néu
T hang hoa sin phdm | sdn chi tiét TTBYT xubt <uht = lwgng | tin : 6)
bao gia | Pham g D)
M 2) 3) “) (5) (©6) (N ®) ) (10) an (12) (13) (14) (15)
1 | San phim A
2 | San phim B
n

(Giti kém theo cdc tai liéu chitng minh vé tinh néng, thong sé kj thudt va cde tdi liéu lién quan cia hang hod)

2. B4o gia nay c6 hiéu lyc trong vong: > 180 ngay ké tir ngay ky.

3. Chung t6i cam két:

- Khéng dang trong qué trinh thyc hién thi tuc giai thé hodc bi thu hdi Gidy ching nhan dang ky doanh nghiép hodc Gidy chimg
nhéan dang ky hd kinh doanh hodc cac tai liéu twong duong khac; khong thudc truong hop mat kha ning thanh toan theo quy dinh cua




phép luét vé doanh nghiép.
- Gid tri ctia cac hang hoa néu trong bao gia 1a phit hop, khong vi pham quy dinh ctia phép luét vé canh tranh, ban pha gié.

- Nhiing thong tin néu trong bao gia la trung thuec.
..y NEAY.... thdng....ndm....

Pai dién hop phap ciia hing sin xuét, nha cung cip
(Ky tén, déng dau (néu cd))



