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Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé dw 4n/dw toan mua siam, goi thau
- Chu dau tu: Bénh vién da khoa Chuong My

- Tén ké hoach lya chon nha thau: Mua sdm vAt tu, hoa chat, khi y té nam
2026 cho Bénh vién da khoa Chuong My

- Tén g6i thau: G6i 2: Test thir, hoa chat xét nghiém

- Gi4 goi thau: 8.491.115.158 VND

- Ngudn vén: Ngudn thu dich vy y té.

- Hinh thtrc lya chon nha thau: D4u thau rong rai trong nudc, qua mang
- Phuong thirc lua chon nha thau: 01 giai doan, 01 tGi hd so
- Thoi gian t6 chirc lwa chon nha thau: 90 ngay

- Thoi gian bét dau t6 chire lya chon nha thau: Quy 1/2026
- Loai hop dong: Hop ddng theo don gia c¢b dinh

- Thoi gian thuc hién géi thau: 365 ngay

- Tuy chon mua thém: C6 dp dung

2. Yéu cdu vé ky thudt

a) Yéu ciu chung

- Nha thau du diéu kién cung cip va hang hoéa duoc phép luu hanh trén thi
truong theo quy dinh phap luat hién hanh;

- Hang hoa méi 100%, dam bao han st dung tbi thiéu 06 thang d6i voi hang
hoa c6 han ding tir 02 nam tré 1én; 03 thang ddi v6i hang héa c6 han dung tir 01 dén
02 nam; % han ding d6i véi hang hoa c6 han ding dudi 01 ndm theo nha san xuét khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cap, ngay giao hang phu hop vai tién do thuc
hién ké hoach lya chon nha thau.

b) Yéu ciu vé k¥ thuit
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STT

Que thir nuée tiéu 10 théng

sO

Tén hang héa

Théng s6 ky thuit va cac tiéu chuin
(Nha thau c6 thé chao twong dwong hodc
16t hon)

Cac chi so do to1 thiéu: Gluscose,
Bilirubin, Ketone, pH, Blood, Protein,
Nitrite, Urobilinogen, Leukocyte, SG.
- Dai do cua cac chi sb dudi diy nhu
sau:

Protein: 15-30mg/dL albumin

Blood: 0.015-0.062mg/dL. hemoglobin
LeukoCyte: 5-15

Nitrite: 0.06-0.1mg/dL nitrite ion
Glucose: 75-125mg/dL

Ketone: 5-10mg/dL acetoacetic acid
pH: 5-9

SG: 1.000-1.030

Bilirubin: 0.4-0.8mg/dL
Urobilinogen: 0.2EU/dL

Trén thanh thir c6 miéng dan c6 tac
dung kich hoat kiém tra tu dong.

Dat tiéu chuan téi thiéu ISO 13485
hodc tuong duong.

Quy cach
dong goi

Test nhanh phat hién khéng

nguyén dengue NS1

DPinh tinh phat hién sy c6 mat cta
khang nguyén Dengue NS1 trong huyét
thanh, huyét trong hodc mau toan phan
cua nguoi.

Hoat chét chinh: Cac khang thé don
dong khang Dengue NS1.

- Bg nhay tuong quan: 100%;

- B¢ déc hiéu twong quan: >98,75%;

- B9 chinh xac twong quan: >99.0%.
Nguodng phat hién (LoD): 0.25 ng/mL.
Khong phan tmg chéo véi cac miu
duong tinh HBsAg, H. Pylori Ab, TB,
HIV Ab, HAV Ab, HCV, RF, CMV,
Malaria Ab, HSV-1, HSV-2.

Khéng bi gdy nhiéu bsi Hemoglobin &
ndéng d6 0,67-2 g/L va IgG ngudi &

Quy cach:
30 khay
thtr, 30

Pipet nhua,

1 Lo dung

dich dém, 1
HDSD.
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nong do 333-1.000 mg/dL
Doc két qua tai <15 phut

Test nhanh phat
hién va phan biét khang thé
IgG va IgM khang vi rat
dengue

Khay thir xét nghiém sic ky mién dich,
phat hi¢én dinh tinh va phan biét khang
thé IgG va IgM khang vi rt Dengue
trong huyét thanh, huyét trong hoic
mau toan phan.

Thanh phan:

- Viing cong hop: khang thé Dengue
lién hop voi hat 0,102 ug, khang thé
kiém chimg lién hop voi hat 0,078 ug
- Vach két qua(M): khang thé khang
IgM nguoi 0,116ug

- Vach két qua(G): khang thé khang
IgG nguoi 0,077 ug

- Vach chung: khang thé kiém chung
0,77ug

Luong mau st dung: <10 pl

dbi voi IgM

D0 nhay tuong quan: >96.7%

Do dac hiéu tuong quan: >98.6%

D¢ chinh xac twong quan: >97.9%

dbi voi IgG

D0 nhay tuong quan: >95.8%

b9 dac hi¢u tuong quan: >98.6%

Do chinh xac twong quan: >97.6%
Pat tiéu chuén t6i thiéu CE hoac tuong
duong va it nhat 2 ching chi FSC
Poc két qua ¢ phat thi <15

Test nhanh chan doan tay
chan miéng EV71

Test nhanh chan doan tay chan miéng
EV71

Que thu/Khay tha xét
nghi¢ém HCG

Thanh phan cau tao

- Test thir : Khang thé don dong khang
hCG-a, Khang thé don dong khéng
hCG-B, Khang thé dé khang IgG chudt,
HAuCl4, Na2HPO4, NaH2PO4,
Sucrose, NaCl, Triton-X, PVA-10,
PVP-10, NaCO3.

Test dinh tinh phat hién
khéng nguyén H.Pylori

Test dinh tinh phat hi¢n khang nguyén
H.Pylori
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Test tht nhanh phat hién
khéng nguyén virus Rota

Xét nghi€ém phat hi¢n khang nguyén
Rota

- M4u pham: Mau Phan

- B§ nhay : >98%,

- Do dac hiéu : >98%

Test nhanh HAV ab

Xét nghiém phat hién khang thé IgM
khang Hepatitis A Virus

- MAu pham: Huyét thanh, huyét tvong
Do nhay: >96.07 %

Do dac hiéu: >99.34 %

Test nhanh RSV

Khay thtr xét nghiém dinh tinh phat
hién khang nguyén vi rat hop bao ho
hap (RSV) trong mau dich mili, dich ty
hau va dich hau hong ctia ngudi .
Ngudng phat hién(LoD): <1,6%10"2
TCID50/mL

Hiéu qua chan doan ddi v6i miu dich ty
hau:

- B§ nhay tuong quan: 100%.

- B¢ dac hiéu twong quan: 100%.

- B9 chinh xac twong quan: 100%.
Khéng phan tmg chéo véi: Virus A
cum tuyp 1, 2, 3 va 4, Virus Sars-CoV-
2, Virus Corona-NL63, MERS-
coronavirus, Mycoplasma pneumoniae,
Pneumocystis jirovecii-S.cereivisiae va
Chlamydia trachomatis....

10.

Test Anti HCV

Khay thtr xét nghiém dinh tinh khang
thé khang vi rat viém gan C (Mau toan
phan / Huyét thanh/ Huyét trong) 1a
mot xét nghiém mién dich sic ky nhanh
dé phat hién dinh tinh khang thé khang
Vi rit viém gan C trong mau toan phan,
huyét thanh hodc huyét twong ctia con
nguoi.

Khang nguyén HCV tai t6 hop (chtra
core, NS3, NS4 va NS5) duoc ¢ dinh
trong vung thtr nghiém trén mang
nitrocellulose.

- Ving cong hop: Khang nguyén tai to
hop-2 410ng.
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- Vach két qua(T): Khang nguyén téi to
hop-1 260ng

- Vach chtng(C): Khang thé IgG dé
khang chudt 500ng

11.

Test Anti HIV

Xét nghi€ém nhanh phat hién dinh tinh
khang thé HIV loai 1 va loai 2 trong
Mau toan phan, huyét thanh hodc huyét
tuong.

Do nhay tuong dbi: >99,8% (Khoang
tin cay 95%Cl: 99.0%-99.9%)

Do dic hiéu twong ddi: 100% (Khoang
tin cay 95%Cl: 99.8%-100%)

D0 chinh xac: >99.9% (Khoang tin cdy
95%Cl: 99,7%- 99,9%)

- Bdo quan 4-30do C

- Han sir dung: 24 thang ké tir ngay san
Xuat

Tiéu chuan chét luong t6i thiéu ISO
13485:2016 hoac twong duong

12.

Test HBsAg

Khay thur xét nghiém dinh tinh khéng
nguyén bé mit viém gan B (HbsAg) 1a
mot xét nghiém mién dich sdc ky nhanh
dé phat hién dinh tinh Khang nguyén bé
mit viém gan B trong mau toan phan,
huyét thanh hodc huyét twong ctia con
nguoi.

Thanh phan:

- Viing cong hop: Khang thé chudt
khang HBsAg 0.4pg, khang thé IgG tho
0.25ug

- Vach két qua: Khang thé chudt khang
HBsAg 0.4pg

- Vach chtng: Khang thé IgG dé khang
chudt 0.35ug, Khang thé IgG dé khang
tho 0.35ug.

13.

Test nhanh chuin doan cam
AB

bac tinh:

- Bg nhay: + Cim A: >99.50%, Cim
B:>99.51%

- b6 dac hiéu: + Cum A: >99.90%,
Cum B: 299.90%

C6 chimg (+), ching (-) dé kiém tra
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chat luong
Dat tiéu chuan tdi thiéu ISO 13485
hodc twrong duong

14.

Test ma tuy 4 chan

Phat hién dinh tinh nhom cac chat gay
nghién trong nudc tiéu.

Ngudng phat hién:

+ Morphine: 300 ng/ml

+ Amphetamine: : 500 ng/ml

+ Methamphetamine: : 500 ng/ml

+ THC: : 50 ng/ml

D0 nhay (Sensitivity): >99,9%. B¢ dac
hiéu (Specificity): >99,9%

15.

Clamydia test nhanh

Dat tiéu chuén t6i thicu ISO
13485:2016 hoac twong duong

- Pinh tinh tryc tiép phat hién khang
nguyén Chlamydia tracchomatis

- MAu pham: Dich ¢6 tir cung nit gidi,
dich niéu dao, nudc tiéu nam gidi

16.

HBeAg test nhanh

Dat tiéu chuan t6i thicu 1SO13485:2016
hodc twrong duong

- MAu pham: Huyét thanh, huyét tuong,
mau toan phan

- Phat hién HbeAg

-bd nhay tuong quan >96.2%, Do dac
hiéu twong quan >99.4%

- Thanh phan Kit thir: Ving cong hop:
Khang thé don dong khang HBe (0,16
Hg);

- Bao quan ¢ nhiét 4o thuong

17.

Giang mai test nhanh

Phéat hién khang thé khang syphilis
trong mau toan phan, huyét thanh,
huyét twong cta nguoi.

Dat tiéu chuan téi thiéu 1SO13485:2016
hodc twong duong

- B§ nhay: >95% ; Do dac hi¢u: >95%

18.

Test Covid

- Binh tinh khang nguyén Nucleocapsid
Protein cua Sars -Cov-2 trong tam bong
chira dich miii

- Ong chiét mau c6 sin dung dich dém,
tai an toan sinh hoc

- b6 nhay: 100%, do dac hi¢u: >99,5%
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so voi RT-PCR
- G161 han phat hi¢n: 100 TCID50/ml.

19.

Test Adeno Virus

Xét nghiém stir dung dé phat hién dinh
tinh khang nguyén nucleocapsid ctua
Adenovirus trong miu bénh pham dich
ty hau.

20.

Test duong huyét

- Dat tiéu chuan toi thicu 1ISO13485
hodc twrong duong

- Str dung men que thr GDH-FAD
cong 2 tin hi¢u dién. Xac dinh HCT
bang tin hiéu dién xoay chiéu (AC) va
do lugng Glucose bang tin hiéu dién 1
chiéu DC

- Khong bi anh huong boi duong
maltose,glactose

- Po duogc 4 loai mau khac nhau: mau
mao mach, mau tinh mach, mau dong
mach va méu mao mach goét chan tré so
sinh..

- Khoang do: 0.5-38.9 mmol/L

- Lugng mau mau: 1.0uL

21.

Test khd mit

Que nhudm duoc chi dinh trong diéu tri
phat hién céac ton thuong giac mac.

Dat tiéu chuan tdi thiéu ISO 13485
hodc twrong duong

22.

Test HP dich da day

Hoa chit pha lodng dung

Test s c6 mit ciia men urease dé xac
dinh tinh trang nhiém vi khuan HP
(Helicobacter Pylori) cua mo da day.

Thanh phan hoat chat t6i thiéu: Natri
Clorua, Natri Sulfate, Chat dém; Chat

may phan tich huyét hoc

23. | cho mdy phan tich huyét| . ) . 20L/H0
;02 fmay phan et fuye chong nam va khang khuan, va chat bao P
i quan.
Ly gii cac té bao hong cau (RBC),
phan Gmg véi huyét sic t6 (HGB) duoc
” Ho:a chfit ly’ gidi 1 (}ﬁng cho giéi phong dé‘do HGBT sO lwong bach 500ml/ Hop
may phan tich huyét hoc cau (WBC) va Basophils (BAS).
La chit 1ong trong sudt khong co hat,
két taa hoic keo tu.
Hoa chat ly giai 2 dung cho | St trén may phan tich huyét h
25, 6a chat ly giai 2 dung cho | Sir dung trén may phan tich huyét hoc 500ml/ Hop

dé pha vo té bao hong cau va st dung
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v6i hoa chat ly giai 3 dé phan biét 4
thanh phan bach ciu.

Thudc thir duge st dung véi hoa chit ly
giai 3 dé hoa tan hong ciu dé thay do6i
hinh thai cia WBC, dé kiém tra két qua
phan loai WBC.

Thanh phﬁn: Chat hoat dong bé mit;
Chét dém; Chét chdng ndm va khang
khuan.

La chit 1ong trong sudt khong c6 hat,
két tha hodc keo tu.

26.

Hoa chat ly giai 3 dung cho
may phan tich huyét hoc

St dung trén may phan tich huyét hoc
dé pha v té bao hong cau va két hop
v6i hoa chét ly giai 2 dé phan biét 4
loai bach cau.

Nguyén ly: Str dung v6i hoa chét ly giai
2 dé hoa tan RBC nham thay do6i hinh
thai cia WBC, dé kiém tra két qua phan
loai WBC.

Thanh phﬁn hoat chét : Chat hoat dong
bé mat, Chat dém, Chat chéng nam va
khang khudn

La chat 1ong trong sudt khong co hat,
can va bong.

1L/ Hop

27.

Hoa chét rira cho may phan
tich huyét hoc

Vé sinh, rira ddu do va hé thong ong
trong may phan tich huyét hoc.

La dung dich kiém manh gitip 1am sach
protein va cac phan tir anh hudng dén
qua trinh dém té bao mau

Thanh phﬁn hoat chét: Chat hoat dong
bé mit, NaClO, NaOH

La chat 1ong trong sudt mau vang nhat
khong c6 hat, can va bong.

50ml/Hop

28.

Chét kiém soat chat luong
xét nghiém dung cho may
phan tich huyét hoc

St dung dé kiém soat chat lugng céc
thong s6 bao gém WBC, RBC, HGB,
MCV, HCT va PLT.

Thanh phan: Bach cau mé phong co
ngudn gde tir dong vat, hong cau co
ngudn gde tir dong vat, tiéu cau mod
phong, chét lang dong va chat bao
quan.

H: 3mlx1
N: 3mlx1
L: 3mlx1
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29.

Dung dich pha loang

Thanh phan t5i thiéu: Sodium Chloride
6.38 g/L, Boric Acid 1 g/L, Sodium
Tetraborate 0.2 g/, EDTA-2K 0.2 g/LL
tem nha san xuat c6 ma vach nhan dién
ho4 chét tu dong qua dau doc barcode.
Tiéu chuan chét luong t6i thiéu: ISO
13485 hodc twong duong

20L x 1

30.

Dung dich ly giai hong cau

Thanh phan t6i thiéu: Organic
quaternary ammonium salt 8,5g/L va
sodium chloride 0.6g/L.

tem nha san xuit c6 ma vach nhan dién
hoa chét tu dong qua dau doc barcode.
Tiéu chuén chét luong t6i thiéu: ISO
13485 hodc twong duong

500ml

31.

Dung dich kiém manh rira
hé thng

Dung dich kiém manh rira hé théng.
Thanh phan tdi thiéu: Sodium
Hypochlorite (chtra clo ty 1€ 5,0%).

On dinh sau m& nip trong vong >60
ngay

Tem nha san xuit co6 ma vach nhan dién
hoa chét tu dong.

Tiéu chuén chét luong t6i thiéu: ISO
13485 hodc twong duong

50mL x 1

32.

Chat chuan may xét nghiém
huyét hoc

Thanh phan: chira té bao hong cau,
Bach cau, tiéu ciu va chét bao quan
Tiéu chuén chét luong t6i thiéu: ISO
13485 hodc twong duong

High:
1x1.5ml;
Low:
1x1.5ml;
Normal:
I1x1.5ml

33.

Hoa chit pha loang dung
cho may phan tich huyét
hoc

Dung lam chit pha lodng cho may phan
tich huyét hoc

Trang thai vat li: chat long

Mau: khong Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan tdi thiéu: Sodium chloride
0.44%, Sodium sul phate anhydrous
0.97%

Dat tiéu chuan téi thiéu 1SO13485, CE
hodc twong duong

Can 18L
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34.

Hoéa chat ly giai hong cau
dung cho may phan tich
huyét hoc

Dung lam chat ly giai cho may phan
tich huyét hoc

Trang thai vat li: chat 1ong

Mau: khong Mui: nhe

Do pH: 4 dén 7

Tinh tan: tan trong nudc

Thanh phan téi thiéu: Mudi amoni bac
43.7%

Dat tiéu chuan t6i thiéu 18013485, CE
hodc twrong duong

Can 500 ml

35.

Hoa chét rira dung cho may
phan tich huyét hoc

Dung lam chit rira cho mdy phan tich
huyét hoc

Trang thai vat li: chat 1ong

Mau: xanh 14 Mui: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nudc

Thanh phén tdi thiéu: Polyoxyethylene
tridecylether: 0.049%

Dat tiéu chuan téi thiéu 1SO13485, CE
hodc twong duong

Can 5L

36.

Hoa chét rira dung cho may
phan tich huyét hoc loai
dam dac

Dung lam chat rira cho may phan tich
huyét hoc

Trang thai vat li: chat long

Mau: vang nhat

Mui: kho chiu

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan t6i thiéu: Sodium
hypoclorit 1.3%

Dat tiéu chuan t6i thiéu 1SO13485, CE
hodc twong duong

Can 5L

37.

Hoéa chat dung cho may
phan tich huyét hoc dé noi
kiém muic thap

Dung dé kiém chuan xét nghiém huyét
hoc 3 thanh phﬁn bach cau

Trang thai vat li: chat long

Mau: d6 sam

Do pH: 7.0 t61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cu ngudi, bach cau
mo phong va tiéu cau cta dong vat cd
vu

Lo 2 ml
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Pat tiéu chuén tdi thiéu 1SO13485, CE
hodc twrong duong

38.

Hoéa chat dung cho may
phan tich huyét hoc dé noi
kiém murc thuong

Dung dé kiém chuan xét nghiém huyét
hoc 3 thanh phan bach cau

Trang thai vat li: chat 1ong

Mau: d6 sAm

b6 pH: 7.0 t61 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong cu ngudi, bach cau
mo phong va tiéu cau cta dong vat cd
vi

Dat tiéu chuén téi thiéu 1SO13485, CE
hodc twrong duong

Lo 2 ml

39.

40.

Vat liéu kiém soat 2 muc
néng do xét nghiém ban
dinh luong cac thong sb
nudc tiéu

Hoa chat dung cho xét
nghi¢m C-Reactive Protein
(CRP)

Mau néi kiém cho xét nghiém phan tich
nuéc tiéu, 2 mic ndong do

- Thanh phan: nuéc tiéu ngudi, dang
long

- C6 thé str dung cho ca xét nghiém
bang que nhung nudc tiéu va may phan
tich nudce tiéu st dung kinh hién vi

- On dinh t4i thiéu 30 ngay sau khi m&
nép tai 2- 25° C

Thuoc thir xét nghi€ém dinh lugng CRP;
Thanh phan t6i thiéu: Thudc thir A
chtra dém Glycin 0,1 mol/L, natri azid
0,95 g/L, pH 8,6; Thudc thi B chira
dang hon dich, chtra hat latex duoc phu
khang thé khang CRP ngudi, natri azid
0,95 g/L; Phuong phap: Po do duc,
Latex; Loai mau: Huyét thanh; Gid1
han phat hién: 1,9 mg/L; Gidi han
tuyén tinh: 150 mg/L; B 1ap lai: CV <
3%; B chum toan ph?m: CV<5%

Hop (12 Io
x 12 ml)

4x60ml+4x
15mL

41.

Chat kiém chtng dung cho
xét nghiém Rheumatoid
mtc |

Vat liéu kiém soat mirc 1 xét nghi¢m
dinh lugng ASO, CRP, yéu t6 dang
thip (RF); Thanh phan: Huyét thanh
nguoi (dong kho)

3x1mL/Hop
(Hop 3 lo)

42.

Chat kiém chtng dung cho
xét nghiém Rheumatoid
muc 2

Vit liéu kiém soat mirc 2 xét nghiém
dinh luong ASO, CRP, yéu tb dang

3x1mL/Hop
(Hop 3 lo)
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thap (RF); Thanh phan: Huyét thanh
nguoi (dong kho)

43.

Chat hiéu chuan xét nghiém
dinh luong CRP

Chat hiéu chuan xét nghi¢m dinh luong
CRP; Thanh phan: Huyét thanh ngudi
(dang bot dong kho)

IxImL

44,

Thubc thir xét nghi¢m dinh
luong Triglycerid

Thudc thir xét nghi¢m dinh luong
Triglycerid; Thanh phén tbi thiéu: Pém
Good, (pH 7,2) 50 mmol/L, 4-
Clorophenol 4 mmol/L, Mg2+ 15
mmol/L, Adenosin triphosphat (ATP) 2
mmol/L, Glycerolkinase (GK) > 0,4
kU/L, Peroxidase (POD) > 2 kU/L,
Lipoprotein lipase (LPL) > 2 kU/L, 4-
Aminoantipyrin 0,5 mmol/L, Glycerol-
3-phosphat-oxidase (GPO) > 0,5 kU/L;
Phuong phap: Po mau, enzym, GPO —
PAP, diém cudi, phan ng ting dan;
Loai mau: Huyét thanh, Huyét twong;
Dai do t6i thiéu: 2 — 1000 mg/dL (0,02
— 11,3 mmol/L); Gi6i han phat hién: 2
mg/dL (0,02 mmol/L); B¢ lap lai: CV <
1%; D6 chum toan phﬁn: CV <2%

5x100mL(5
00mL)

45.

Thubc thir xét nghi¢m dinh
lugng GOT (AST)

Thudc thir xét nghiém dinh luong GOT
(AST); Thanh phan t6i thiéu: Thudc thir
R1 chtra dém Tris, (pH 7,8) 110
mmol/L, L-Aspartat 340 mmol/L,
MDH 0,5 kU/L, LDH 1,1 kU/L; Thudc
thir R2 chtra 2-Oxoglutarat 85 mmol/L,
NADH > Immol/L; Phuong phéap:
IFCC; Loai mau: Huyét thanh, Huyét
tuong; Gidi han phat hién dudi: 4 U/L;
Gi61 han do: 700 U/L; B¢ lap lai: CV <
3,5%; P06 chum toan phﬁn: CV <4,5%

4x100mLR
1,1x100mL
R2

46.

Thubc thir xét nghiém dinh
luong GPT (ALT)

Thudc thir xét nghiém dinh luong GPT
(ALT); Thanh phan t4i thiéu: Thudc
thir R1 chirta bém TRIS, (pH 7,5) 138
mmol/L, L-Alanin 709 mmol/L, LDH
1500 U/L; Thudc thir R2 chira 2-
Oxoglutarat 85 mmol/L, NADH > 1
mmol/L; Phuong phéap: UV, do dong
hoc, phan tmg giam dan, IFCC stra d6i;

4x100mLR
1,1x100mL
R2
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Loai mau: Huyét thanh, Huyét tuong;
Gi61 han phat hién dudi: 4 U/L; Gioi
han do: 600 U/L; B¢ lap lai: CV <
6,5%; P06 chum toan phan: CV < 3,5%

47.

Thubc thir xét nghi¢m dinh
luong Acid uric

Thudc thir xét nghiém dinh luong Acid
uric; Thanh phan ti thiéu: Thudc thir
R1 chira Bém phosphat, (pH 7,0) 100
mmol/L, TBHBA 1,25mmol/L; Thubc
thir R2 chira 4-Aminoantipyrin
1,5mmol/L, K4 [Fe(CN)6] 50 umol/L,
POD > 10 kU/L, Uricase > 150 U/L;
Phuong phép: Do mau, phan tng xtc
tac enzym, do diém cudi, phan Ung ting
dan; Loai miu: Huyét thanh, Huyét
tuong, Nudc tiéu; Dai do: 0,07 - 20
mg/dL (4,2 - 1190 umol/L); Gi61 han
phat hién: 0,07 mg/dL (4,2 pmol/L);
Do 1ap lai: CV <2%; DS chum toan
phan: CV < 2%

4x100mLR
1,1x100mL
R2

48.

Thubce thir xét nghi¢m dinh
luong Creatinin

Thudc thir xét nghiém dinh luong
Creatinin; Thanh phan t6i thiéu: Thudc
thir R1 chira NaOH 0,2 mol/L; Thudc
thir R2 chura Acid picric 20 mmol/L;
Phuong phap: Po dong hoc, Jaffe; Loai
mau: Huyét thanh, Huyét trong, Nudc
tiéu; Dai do: Lén dén 14 mg/dL; Gi6i
han phat hién: 0,1 mg/dL; D¢ lap lai:
CV < 1,5%; P9 chum toan phan: CV <
4%

4x100mLR
1,1x100mL
R2

49.

Thubc thir xét nghi¢m dinh
luong Ure

Thudc thir xét nghié¢m dinh lugng Ure;
Thanh phan tdi thiéu: Thubc thir R1
chtra Bém Tris, (pH 7,8) 150 mmol/L,
2-Oxoglutarat 9 mmol/L, ADP 0,75
mmol/L, Urease > 7KU/L, GLDH
(Glutamat dehydrogenase) > 1 KU/L;
Thubc thir R2 chira NADH 1,3
mmol/L; Phuong phéap: UV, do dong
hoc 2 diém (thoi gian ¢ dinh), phan
mg giam dan, GLDH; Loai miu:
Huyét thanh, Huyét twong, Nudc tiéu;
Dai do: Huyét thanh, huyét turong: 2 -

4x100mLR
1,1x100mL
R2
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300 mg/dL (0,3 - 50 mmol/L); Nudc
tiéu: Gi6i han do: 30 g/dL (5 mol/L);
Gi61 han phat hién dudi: 2 mg/dL; Do
lap lai: CV <2,5%; Do chum toan
phan: CV < 3%

50.

Thubc thir xét nghiém dinh
luong Creatin kinase (CK)

Thudc thir xét nghi¢m dinh luong
Creatin kinase (CK); Thanh phén tdi
thiéu: Thudc thtr R1 chtra Imidazol,
(pH 6,0) 60 mmol/L, Glucose 27
mmol/L, N-Acetylcystein (NAC) 27
mmol/L, Magnesi acetat 14 mmol/L,
EDTA-Na2 2 mmol/L, NADP 2,7
mmol/L, Hexokinase (HK) > 5 kU/L;
Thudc thir R2 chira Imidazol, (pH 9,0)
160 mmol/L, ADP 11 mmol/L , AMP
28 mmol/L, Diadenosin pentaphosphat
55 umol/L, Glucose-6-phosphat
dehydrogenase (G6P-DH) > 14 kU/L,
EDTA-Na2 (2 mmol/L), Creatin
phosphat 160 mmol/L; Phuong phap:
UV, do dong hoc, phan tng tang dan,
opt. DGKC/IFCC; Loai mau: Huyét
thanh, Huyét tuong; Déi do t6i thiéu:
12 - 1300 U/L; G161 han phat hién: 7
U/L; D6 lap lai: CV <1,5%; B0 chum
toan phan: CV < 1,5%

4x50mLR1,
1x50mLR2

51.

Thubc thir xét nghiém dinh
luong alpha-Amylase

Thudc thir xét nghi¢m dinh luong
alpha-Amylase; Thanh phan tdi thiéu:
bém MES, (pH 6,00) 100 mmol/L,
NaCl 350 mmol/L, Calci acetat 6
mmol/L, Kali thiocyanat 900 mmol/L,
CNP-G3 (2,27 mmol/L); Phuong phap:
Po mau, do dong hoc, phan ing tang
dan, CNP-G3; Loai mau: Huyét thanh,
Huyét twong; Gi6i han tuyén tinh 1én
dén 2000 U/L; Do lap lai: CV < 1,5%;
Do chym toan phan: CV < 2%

1x50mL

52.

Thubc thir xét nghi¢m dinh
lugng Cholesterol

Thudc thir xét nghi¢m dinh luong
Cholesterol; Thanh phan téi thiéu: Dém
Good, (pH 6,7) 50 mmol/L, Phenol 5
mmol/L, 4-Aminoantipyrin 0,3 mmol/L

5x100mL(5
00mL)




67

, Cholesterol esterase (CHE) > 200U/L,
Cholesterol oxidase (CHO) > 50 U/L,
Peroxidase (POD) > 3 kU/L; Phuong
phap: Do mau, enzym, CHOD-PAP,
diém cubi, phan ung ting dan; Loai
mau: Huyét thanh, Huyét twong; Dai
do: 3 - 750 mg/dL (0,08 - 19,4
mmol/L); Gi61 han phat hién: 3 mg/dL
(0,08 mmol/L); D¢ lap lai: CV <2%;
Do chum toan ph?m: CV<I1,5%

53.

Thubc thir xét nghi¢m dinh
luong LDL-Cholesterol

Thudc thir xét nghiém dinh luong LDL-
Cholesterol; Thanh phén t4i thiéu:
Thudc thir R1 chira Bém, (pH 6,65) 20
mmol/L, Peroxidase (POD) > 2000
U/L, Mubi Natri N-(2-hydroxy-3-
sulfopropyl)- 3,5-dimethoxyanilin (H-
DAOS) > 0,7 mmol/L; Thudc thir R2
chtra Bém, (pH 8,15) 20 mmol/L,
Cholesterol esterase (CHE) > 2000
U/L, Cholesterol oxidase (CHO) >
2000 U/L, Peroxidase (POD) > 15000
U/L, 4-Aminoantipyrin > 1,5 mmol/L;
Phuong phap: Enzymatic; Loai mau:
Huyét thanh, Huyét twong; Gidi han
phat hién: 4 mg/dL; Gidi han do: 500
mg/dL; Do 1ap lai: CV < 1%; B chum
toan phan: CV < 2%

4x50mlIR1,
1x50mIR2

54.

Thubc thir xét nghiém dinh
luong Glucose

Thudc thir xét nghiém dinh luong
Glucose; Thanh phan tdi thiéu: Dém
phosphat, (pH 7,5) 250 mmol/L, Phenol
5 mmol/L, 4-Aminoantipyrin 0,5
mmol/L, Glucose Oxidase (GOD) >10
kU/L, Peroxidase (POD) > 1 kU/L;
Phuong phap: Do mau, phan tng
enzym, GPO-PAP, do diém cudi, phan
g tang dan; Loai mau: Huyét thanh,
Huyét twong; Dai do: 1 - 400 mg/dL
(0,06 - 22,2 mmol/L); Gid1 han phat
hién: 1 mg/dL (0,06 mmol/L); B¢ lap
lai: CV < 2%; D6 chum toan phan: CV
<2,5%

5x100mL(5
00mL)




68

55.

Thubc thir xét nghiém dinh
lwong Fe (Sét)

Thudc thir xét nghiém dinh luong Fe
(Sit); Thanh phan t6i thiéu: Thudc thir
R1 chtra Bém acetat, (pH 4,5) 1 mol/L,
Thiourea 120 mmol/L, Thudc thtr R2
chtra Acid ascorbic 240 mmol/L,
Ferene 3 mmol/L, Thiourea 120
mmol/L; Phuwong phap: Do mau, diém
cudi, phan tng ting dan, Ferene; Loai
mau: Huyét thanh, Huyét twong; Dai
do: 5—1000 pg/dL (0,9 — 179 umol/L);
Gi61 han phat hién: 5 pg/dL (0,9
umol/L); Do 1ap lai: CV <1,5%; Do
chum toan phan: CV <2,5%

4x100mLR
1,1x100mL
R2

56.

Thubc thir xét nghi¢m dinh
luong Protein toan phan

Thudc thir xét nghi¢m dinh luong
Protein toan phan; Thanh phan tbi
thiéu: Thudc thir R1 chira Natri
hydroxid 100 mmol/L, Kali natri tactrat
17 mmol/L,; Thudc thr R2 chira Natri
hydroxid 500 mmol/L, Kali natri tactrat
80 mmol/L, Kali iodid 75 mmol/L,
Pong sulfat 30 mmol/L; Phwong phép:
Po mau, Biuret; Loai mau: Huyét
thanh, Huyét twong; Gidi han phat hién
dudi: 0,05 g/dL; Gidi han do: 14 g/dL;
bJ lap lai: CV < 1%; B chum toan
phan: CV < 1,5%

4x100mLR
1,1x100mL
R2

57.

Chat hiéu chuan xét nghiém
dinh lvong CK-MB

Chat hiéu chuan xét nghi¢m dinh luong
CK-MB; Thanh phan: Huyét thanh
nguodi dang bot dong kho chira albumin
huyét thanh bo, cac ta chit héa hoc va
cac nguyén liéu tinh sach c6 ngudn goc
xac dinh

I1x1ml

38.

Chat hiéu chuan xét nghi¢m
dinh lugng 30 thong s6 sinh
hoa

Chat hiéu chuan xét nghi¢m dinh luong
30 thong sb sinh hoa; Thanh phan:
huyét thanh nguoi

1x3mL

59.

BO cOt va hoa chat xét
nghi¢ém HbA1C

Hoa chat sin sang cho sir dung trén
may Premier Hb9210. Thanh phan tdi
thiéu: Dung dich Buffer A: Nudc 90-
100%, Methanol: 0-0.5%, dd
Ammonia: 0.5-1%; Dung dich Buffer
B: Nudc 90-100%, Methanol: 0-0.5%,

500tests/Bo
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dd Ammonia: 0-0.5%; Dung dich
Diluent: Nudc 90-100%, TRITON
X100: 0-0.5%, Sodium azide: 0-0.5%;
Dung dich Wash: Nudc 90-100%,
Ethanol: 1-10%, Methanol: 0-0.5%,
Sodium azide: 0-0.5%; Cot phan tich:
Polymer gel: 90-100%

60.

Chat hiéu chuan HbAIC
muc 1,2

Puoc sur dung dé hiéu chuan cua xét
nghiém dinh lugng HbA 1c theo nguyén
i 4i lyc (affinity) - Bot dong kho, can
hoan nguyén trude khi st dung - Thanh
phan: Mau toan phan

2x500ul

61.

Vat liéu kiém soat HbA1C
muc 1,2

duoc sir dung dé kiém soat hiéu nang
cua xét nghiém dinh lugng Glycated
Hemoglobin. - Bt dong khé, can hoan
nguyén trude khi sir dung. Thanh phan:
Mau toan phan

2x500ul

62.

Dung dich dém ISE

Dung dich dém sir dung cho xét nghiém
dinh luong (gian tiép) ndng d6 Na+, K+
va Cl-; Thanh phan tdi thiéu:
Triethanolamine 0,1 mol/L

4x2000ml

63.

Chat chuan dién giai muc
gitra

Chét hiéu chuin mtc trung binh sir
dung cho xét nghi€ém dinh lugng (gian
tiép) n@)ng do Na+, K+ va Cl-; Thanh
phﬁn ti thiéu: Na+ 4,3 mmol/L; K+
0,13 mmol/L; CI- 3,1 mmol/L

4x2000ml

64.

Hoa chat dién giai cho dién
cuc tham chiéu

Hoa chat dién giai cho dién cuc tham
chiéu sir dung cho xét nghi€ém dinh
luong (gian tiép) nong d6 Na+, K+ va
Cl-; Thanh phan tbi thiéu: Kali clorua
1 mol/LL

4x1000ml

65.

Dung dich rtra

Dung dich rtra; Thanh phén t6i thiéu:
Sodium Hypochlorite 5 - 10%

450ml

66.

Chat chuan huyét thanh
mirc cao cho xét nghiém
dién giai

Chat hiéu chuan murc cao st dung cho
xét nghiém dinh luong (gian tiép) nong
do natri (Na+), kali (K+) va clorua (ClI-
) trong huyét thanh, huyét twong; Thanh
phan tdi thiéu: Na+ 160 mmol/L; K+ 6
mmol/L; CI- 120 mmol/L

4x100ml
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67.

Chit chuidn huyét thanh
mirc thip cho xét nghiém
dién giai

Chat hiéu chuan muc thap duoc sir
dung cho xét nghi€ém dinh lugng (gian
tiép) néng do natri (Na+), kali (K+) va
clorua (Cl-) trong huyét thanh, huyét
turong; Thanh phan tbi thiéu: Na+ 130
mmol/L; K+ 3,5 mmol/L; CI- 85
mmol/L

4x100ml

68.

Dién cuc Natri

Pién cuc Natri, Chat liéu toi thiéu:
nhua va kim loai, Chiéu rong: 1,5 cm,
chiéu dai: 3,8 cm

1 cai

69.

bién cuc Kali

Dién cuc Kali, Chat liéu tdi thiéu: nhya
va kim loai, Chiéu rong: 1,5 cm, chiéu
dai: 3,8 cm

1 cai

70.

bién cuc Clo

Pién cuc Clo, Chét liéu t6i thiéu: nhua
va kim loai, Chiéu rong: 1,5 cm, chiéu
dai: 3,8 cm

1 cai

71.

bién cuc tham chicu

Pién cyuc tham chiéu, Chat liéu tbi
thiéu: nhya va kim loai, Pudng kinh
than: 1,6 cm, chiéu dai: 5,8 cm

1 chiéc

72.

Thubc thir xét nghi¢m dinh
lugng Urea UV

- Phuong phép: Kinetic UV Urease-
GLDH hoac tuong duong
- Thanh phéan chinh téi thiéu:
R1: Goods buffer pH 7.6 130.0 mmol/l
ADP 1.2 mmol/l
Urease > 8000 U/1
GLDH > 1500 U/l
R2: Goods buffer pH 10.2 100.0
mmol/l
Alpha-ketoglutarate 65.0 mmol/l
NADH 1.20 mmol/I
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

R1: 6x59ml
R2: 6x17ml

73.

Thubc thir xét nghiém dinh
luong Creatinine

- Thanh phan chinh t6i thiéu:

R1: Litium hydroxide 120.0 mmol/L,
Boric Acid 80.0 mmol/L

R2: Picric acid 67.0 mmol/L

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

R1: 4x70ml
R2: 4x70ml

74.

Thudce thir xét nghi¢m dinh
luong Glucose
Monoreagent

- Phuong phap: GOD-PAP hoac tuong
duong
- Thanh phan chinh tdi thiéu:

9x70ml
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R1: Phosphate buffer pH 7.4 100.0
mmol/l

Phenol 9.0 mmol/l
Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

75.

Thubc thir xét nghiém dinh
luong Cholesterol

Monoreagent

- Phuong phép: Chod-Pap hodc tuong
duong
- Thanh phéan chinh téi thiéu:
Goods buffer: pH 6.8 100.0 mmol/l
Cholesterol esterase > 500 U/1
Cholesterol oxidase > 800 U/1
Phenol 20.0 mmol/l
Peroxidase > 2500 U/1
4-aminophenazone 1.6 mmol/I
- Phéan (g tuyén tinh trong pham vi
ndng do gitra 2.8 va 800 mg/dl
- D6 nhay phan tich vé gidi han phat
hién 1a 2.80 mg/dl
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

9x70ml

76.

Thubc thir xét nghiém dinh
luong Tryglicerides

Monoreagent

- Phuong phap: GPO-PAP hodc tuong

duong

- Thanh phan chinh tdi thiéu:

R1: PIPES buffer 100.0 mmol/l
Phenol 16.0 mmol/I
Lipoproteinlipase > 4000 U/1
Glicerolkinase > 2000 U/I
Peroxidase > 2500 U/1
ATP 0.8 mmol/l
4-aminophenazone 1.4 mmol/l
Glicerol-3-P-oxidase > 2000 U/l

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

9x70ml

77.

Thubc thir xét nghiém dinh
luong HDL
Cholesterol

Direct

- Phuong phép: Clearance hodc tuong
duong

- Thanh phéan chinh téi thiéu:

R1 Goods buffer pH 6.6: 100.0 mmol/l
Cholesterol esterase: 800 U/1
Cholesterol oxidase: 500 U/l
Catalase: 300 kU/1
HDAOS: 0.7 mmol/l

R1: 2x60ml
R2: 2x22ml
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R2 Goods buffer pH 7.0 100.0 mmol/l
Peroxidase 4 kU/1
4-aminoantypirine 4.0 mmol/l

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

78.

Chat hiéu chuan xét nghiém
dinh luong HDL
Cholesterol

Chat hiéu chuan xét nghi¢m dinh luong
HDL Cholesterol

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

I1x1ml

79.

Thubc thir xét nghiém dinh
luong LDL Direct
Cholesterol

- Phuong phép: Clearance hodc tuong

duong

- Thanh phan chinh tdi thiéu:

R1: Pipes buffer pH 7.0 50.0 mmol/l
Cholesterol esterase 800 U/1
Cholesterol oxidase 500 U/1
Catalase 300 kU/1
TOOS 2.0 mmol/l

R2: Goods buffer pH 7.0 50.0 mmol
Peroxidase 4 KU/1
4-aminoantypirine 4.0 mmol/I

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

R1: 1x59ml
R2: 1x22ml

80.

Vat liéu kiém soat chat
luong xét nghiém dinh
luong HDL/LDL

Cholesterol

Vat liéu kiém soat chét lugng xét
nghiém dinh lugng LDL/HDL
Cholesterol

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

2x3mL

81.

Chat chuan xét nghiém dinh
luong LDL Cholesterol

Chat chuan xét nghiém dinh luong
LDL Cholesterol

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

I1x1ml

82.

Thubc thir xét nghi¢m dinh
lugng AST-GOT

- Phuong phép: Kinetik UV Optmized

hodc twrong duong

- Thanh phéan chinh tdi thiéu:

R1: Goods buffer pH 7.8 80.0 mmol/I
L-aspartate 240.0 mmol/I
LDH > 1800 U/l
MDH > 800 U/l

R2: Goods buffer pH 7.8 80.0 mmol/l
Alpha-ketoglutarate 65.0 mmol/l
NADH > 1.18 mmol/l

R1: 6x59ml
R2: 6x17ml
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Tiéu chuan chat luong t6i thiéu: ISO
13485:2016 hoac twong duong

3.

Thubc thir xét nghiém dinh
luong ALT-GPT

- Phuong phép: Kinetik UV Optmized

hodc twong duong

- Thanh phéan chinh tdi thiéu:

R1: Goods buffer pH 7.5 80.0 mmol/l;
L-alanine 500.0 mmol/l;

LDH > 1500 U/,

R2: Goods buffer pH 7.5 80.0 mmol/l;
Alpha-ketoglutarate 65.0 mmol/l;
NADH > 1.18 mmol/l

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

R1: 6x59ml
R2: 6x17ml

84.

Thubc thir xét nghiém dinh
lugng Direct Bilirubin

- Phuong phép: Jendrassik Grof hoac
tuong duong
- Thanh phéan chinh téi thiéu:
R1: Sulphanilic acid 22.0 mmol/I

Chét bao quan va chat hoat dong bé
mat khong phai anion
R2: Nitrite sodium 0.35 mmol/l
Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

R1: 6x40ml
R2: 6x10ml

85.

Thubc thir xét nghiém dinh
luong Total Bilirubin

- Phuong phép: Jendrassik-Grof
Modified hoac twong duong
- Thanh phéan chinh téi thiéu:
R1: Sulphanilic acid 12.5 mmol/l
Citric acid 1.00 mol/l
Caffeine 0.18 mol/l
Chét bao quan va chat hoat dong bé
mat khong phai 1a anion
R2: Nitrite sodium 0.52 mmol/
Budc song A: 570 (550 — 580) nm
Nhiét d6 lam viéc 37°C
DPuong quang hoc 1 cm
Nguyén tic phan tng: Diém cubdi
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

R1: 6x40ml
R2: 6x10ml

86.

Thubc thir xét nghi¢m dinh
luong Uric Acid

- Phuong phép: Uricase POD-PAP hoac
tuong duong

- Thanh phan chinh tdi thiéu:

R1: Goods buffer pH 8.0 100.0 mmol/l

R1: 6x59ml
R2: 6x17ml
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Ascorbate oxidase > 200 U/1
3,5-diclorophenol-sulphonate 2.5
mmol/l
R2: Goods buffer pH 8.0 100.0 mmol/l
4-aminophenazone 0.8 mmol/l
Peroxidise > 3000 U/l
Uricase > 600 U/l
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

87.

Thubc thir xét nghi¢m dinh
lugng Albumin

- Phuong phép: BCG Bromocresol
Green hodc tuong duong
- Thanh phan chinh tdi thiéu:
Succinate buffer 60.0 mmol/l
Bromocresol green (BCG) 0.15
mmol/l
Chét hoat dong bé miat khong phai
anion
Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

12x21ml

88.

Thubc thir xét nghi¢m dinh
luong Total Protein

- Phuong phép: Biuret hoac tuong
duong
- Thanh phéan chinh téi thiéu:
R1: Sodium hydroxide: 350.0 mmol/I
Sodium potassium tartrate: 20.0
mmol/l
Iodide potassium: 5.2 mmol/l
Sulphate copper: 4.8 mmol/l
Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

9x70ml

9.

Thubc thir xét nghiém dinh
luong C - reactive protein
(CRP)

Pham vi do t6i thiéu: 0-50mg/dl
Thanh phan chinh t6i thiéu:
Latex
Glycine buffer (pH 8.42)

Rabbit anti-human CRP sensitized latex

(0.20%)).

Sodium azide (0.95 g/L)

Buffer

Sodium chloride (9 g/L)
Detergent (0.1 %)

Sodium azide (0.95 g/L)

R1: 2x25ml
R2: 2x5ml
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Tiéu chuan chat luong t6i thiéu: ISO
13485:2016 hoac twong duong

90.

Vat liéu kiém soat chat
luong xét nghiém C -
reactive protein (CRP)

Vat liéu kiém soat chat luong xét
nghiém C - reactive protein (CRP) murc
cao.

Tiéu chuén chét luong ISO 13485:2016

I1x1ml

91.

Vat liéu kiém soat chat
luong xét nghiém C -
reactive protein (CRP)

Vit liéu kiém soat chét lugng xét
nghi¢m C - reactive protein (CRP) murc
thap.

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

I1x1ml

92.

Chat hi¢u chuan xét nghiém
dinh lugng C - reactive
protein (CRP)

Chat hiéu chuan xét nghi¢m dinh luong
C-reactive protein (CRP)

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

S5x1ml

93.

Thubc thir xét nghiém dinh
luong Calcium Arsenazo

- Phuong phép: Arsenazo III hoac

tuong duong

- Thanh phan chinh tdi thiéu:

R1: Goods buffer pH 6.8 100.0 mmol/l
Arsenazo III 0.40 mmol/l

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

9x70ml

94.

Thubc thir xét nghiém dinh
luong Gamma GT

- Phuong phép: SZASZ hodc tuong
duong
- Thanh phéan chinh téi thiéu:
R1: Goods buffer pH 8.25 350.0
mmol/l

Glycylglycine 180.0 mmol/l
R2: L-gamma-glutamyl-3-carboxy-4-
nitroanilide 20.0 mmol/l
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

R1: 6x59ml
R2: 6x17ml

95.

Thubc thir xét nghi¢m dinh
luong Amylase

- Phuong phap: CNPG3 hodc tuong

duong

- Thanh phan chinh tdi thiéu:
MES buffer ph 6.0: 90.0 mmol/I
Sodium chloride: 500.0 mmol/l
Potassium sulphacyanide: 0.60 mol/l
Calcium acetate: 7.2 mmol/l
CNPG3: 2.7 mmol/l

12x21ml
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Tiéu chuan chat luong t6i thiéu: ISO
13485:2016 hoac twong duong

96.

Thubc thir xét nghi¢m dinh
luong Ferritin (FER)

Phuong phap: Do phan ing khang
nguyén / khang thé-latex bang phuong
phap diém cubi hodc trong duong
Khoang tham chiéu:

Nam:20-300 ng/mL

Nir:10-120 ng/mL

Pham vi do t6i thiéu: 5.2 - 500 pg/l
Thudc thir cung cép tdi thiéu:

R1: Amino acetic acid buffer:
170mmol/L

NaCl: 100mmol/L

R2: Amino acetic acid buffer:
170mmol/L

Anti (human) -Ferritin coated by latex
particals: 0.07% (W/V)

Tiéu chuan chét luong t6i thiéu: ISO

13485:2016 hoac twong duong

R1: 1x40ml
R2: 1x20ml

97.

Chat hi¢u chuan cho xét
nghi¢m dinh luong Ferritin

Chat hiéu chuan cho xét nghiém dinh
lugng Ferritin.

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

4x1ml

98.

Vat liéu kiém soat chat
luong xét nghiém dinh
lugng Ferritin

Chat kiém tra cho xét nghi¢m dinh
luong Ferritin.

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

2x3ml

99.

Thubc thir xét nghi¢m dinh
lugng CK MB

- Thanh phan chinh tdi thiéu:

R1: Buffer:
Imidazol pH 6.7: 100 mmol/L
Glucose: 20 mmol/L
Magnesium acetate: 10 mmol/L
EDTA: 2 mmol/L

R2: Anti CK-M
*Anti CK-M 2000 U/L
ADP 2 mmol/L
AMP 5 mmol/L

di-Adenosine-5- pentaphosphate 10

mmol/L
NADP+ 2 mmol/L

R1: 1x40ml
R2: 1x10ml
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Tiéu chuan chat luong t6i thiéu: ISO
13485:2016 hoac twong duong

100.

Chat hiéu chuan xét nghiém
dinh lvong CK-MB

Chat hiéu chuan xét nghi¢m dinh luong
CK-MB

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

1x2ml

101.

Vat lieu kiém soat xét
nghiém dinh luong CK-MB

Vit liéu kiém soat chét lugng xét
nghi¢m dinh luong Creatine kinase-MB
(CK-MB)

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong

1x5ml

102.

Thubc thir xét nghiém dinh
luong CK NAC

- Phuong phép: Kinetik UV Optmized
DGKC-IFCC hodc tuong duong
- Thanh phéan chinh tdi thiéu:
R1: Imidazole buffer pH 6.3 150.0
mmol/l

AMP 25.0 mmol/l

NADP 2.0 mmol/l

D-glucose 25.0 mmol/I

Diadenosine phosphate 12.0
mmol/l

Hexokinase 3000 U/l

Magnesium acetate 12.0 mmol/l

N-acetyl-cisteine 25.0 mmol/l
R2: Imidazole buffer pH 6.3 150.0
mmol/l

ADP 12.0 mmol/l

G6P-DH 10000 U/1

Creatine phosphate 35.0 mmol/I
Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

R1: 6x20ml
R2: 3x11ml

103.

Hoa chat ¢o tinh kiém rtra
may sinh hoa

Thanh phan chinh t6i thiéu:

Alkali <10.0%

Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

2L

104.

Hoa chét rira dung cho may
phan tich sinh hoa

Thanh phén chinh tbi thiéu:

Alkali < 0.4%

Detergent < 0.7%

Tiéu chuén chét luong t6i thiéu: ISO
13485:2016 hodc tuong duong

SL
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Céng dung mau bénh pham Sample cup
5 han ) h T . . :
105. ;‘;ngxi fnh;@tnrfsi?}?ioz © | Tiéu chuan chat luong t6i thidu: SO | 500 cai/ tui
y XeLREHIe 13485:2016 hodc twong duong
Cuvette phin fime dine cho | 204 1Y toi thiéu: PC/ PS
106. m‘;V Xétz e fin‘; hgoé Tiéu chudn chat luong t6i thiéu: ISO | 6 thanh/ bo
y XeLREHIE 13485:2016 hodc twong duong
Day bom dung cho may sinh hoa
Da ) ho may xét . . . . .
107. 0 ag]i;zm dung cho mdy x¢ Tiéu chuan chat lugng t61 thiéu: ISO Chiéc
o 13485:2016 hodc twong duong
Thong so k§ thuat:
Dién 4p danh nghia: 12.0 V, Cong suit
danh nghia: 20.00 W
Puong kinh: 9.5 mm, Chiéu dai: 30.0
mm, Chiéu dai tim dén (LCL): 19.5
mm, Chiéu dai day toc: 1.90 mm
B r d \ d\ h ’ rt 9 < 9 B
108. on% en' e C O may xe Truong dugc chiéu sang: 1.9%2.0 mm?, Chiéc
nghi¢m sinh hod . . A os 2.
Puong kinh day toc: 2.0 mm, Tuoi
tho:> 3000 gid, Pudng kinh vo dén t6i
thiéu: 9 mm, Piéu chinh do sang: Co,
Vi tri d6t: s90
Tiéu chuan chét luong t6i thiéu: ISO
13485:2016 hoac twong duong
o " , .| Vat liéu kiém soat xét nghi¢m dinh
Vat liéu kiém soat xét , N , ,
= . .. | lwong xét nghi¢m sinh hoa mirc 2
109.| nghiém dinh luong xét| ... 2 A L. .2 Sml
nehiem sinh hod mite 2 Tiéu chuan chat lugng t61 thiéu: ISO
S 13485:2016 hoic trong duong
IR 2 , .| Vat liéu kiém soat xét nghiém dinh
Vat liéu kiém soat xét ] o . ,
o : .. | lwong xét nghiém sinh hdéa murc 3
110.| nghiém dinh luong xét| ... 2 A .12 Sml
nehiém sinh hod mirc 3 Ti€u chuan chat lugng toi thieu: ISO
o 13485:2016 hoic tuong duong
, 9 Chat hi¢u chuan xét nghiém dinh 1
Chat hi¢u chuan xét nghiém | a 1?11 © l.lan xe, AEiEn Ginh luong
111.| dinh luong xét nghiém sinh | <. ngMem sinhhod = = sml
' h;)é e s Tiéu chuan chat lugng toi thieu: ISO
13485:2016 hoac twong duong
Coéng do (cuvette) dang vong tuong 6 hop x 10
1 Cong phan ung cho may xét | thich cho may dong mau Coalyser. vong cuvet
'| nghiém dong mau tu dong | Dat tiéu chuén tbi thiéu ISO 13485 x 32 cuvet
hodc tuong duong hoac twong duong don
o, , Dung dich rtra dung cho may dong mau
113.| Dung dich rira may 1 5x15ml
Coalyser
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Dat tiéu chuan t6i thiéu ISO 13485
hodc twrong duong hodc twong duong
Dung dich rtra dung cho may déng mau
: Coalyser
114.| D h 1 Ay 2 . g . 1 1
ung dich rira may Pat tiéu chuén t5i thiéu ISO 13485 oxlom
hodc twrong duwong hodc twong duong
. . . Xac dinh thoi gian Thromboplasti
Thudce thur xét nghiém dinh ‘ac ' X ol gla’n r OTbop as 1n,
o tung phan hoat hoa, st dung cho may R1: 5x4
luong APTT (thoi gian | ]
H>. Thromboplastin timg phan dong miu mL; R2:
ooP & P Dat tidu chudn téi thidu ISO 13485 1x20 mL
hoat hoa) _ _
hodc twrong duong hodc twong duong
Thudc thir xét nghiém dinh luong thoi
Thubc thir xét nghiém dinh | gian Prothrombin (PT), st dung cho
116.| luong thot gian | may dong mau S5x4ml
Prothrombin (PT) Pat tiéu chuan tbi thiéu ISO 13485
hodc tuong duong hoac twong duong
Thudc thir xét nghi¢m dinh luong
117 Thubc thir xét nghiém dinh | Fibrinogen, sir dung cho may dong mau | 5x2ml+1x1
'| lwgng Fibrinogen Pat tiéu chuan tbi thiéu ISO 13485 ml+1x1ml
hodc twrong duong hoac twong duong
e ., | Vatliéu kiém soat mirc bénh ly xét
Vat li€u ki€ém sodt muc n . A L an
benh 1v xét nehiem dinh nghi¢m dinh luong cac thong s6 dong
118. lu.on }(I:éc thf)r% s 5 dén mau: PT, PTT va Fibrinogen. 10 x Iml
e g & | Pat tiéu chudn i thidu ISO 13485
mau < 9
hodc twrong duong hodc twong duong
o 2 ) , | Vatliéu kiém soat murc binh thuong xét
Vat li€u ki€m sodt muc n e . PR
binh thuone xét nehicm nghiém dinh lugng céc thong s6 dong
119. dinh luon 8 , thAg ", | mau: PT, PTT va Fibrinogen. 10 x 1ml
n TUORG Cae TIOR8 S0 bat tieu chuan t6i thiéu ISO 13485
dong mau y <
hodc tuong duong hoac twong duong
Puoc sir dung nhu mot chat hiéu chuan
Chat hiéu chuan xét nghiém | dé phan tich cic thong s6 dong mau:
120.| dinh lwong cac théng s | PT, PTT va Fibrinogen. 6x 1 ml
dong mau Dat tiéu chuan tbi thiéu ISO 13485
hodc tuong duong hoac twong duong
Dat tiéu chuén t6i thicu ISO 13485:
. . 2016 hodc tuong duong
Ho hat dinh 1 A A2 .
121. thoarlotrc(): ian (T Sl}fll) uong Thanh phan t6i thiéu : 1 chai, 12 mL: 200 Test
Y P Vi hat phu streptavidin 0.72 mg/mL;
chét bao quan.
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1 chai, 14 mL: Khang thé don dong
khang TSH (chudt) danh dau biotin 2.0
mg/L; dém phosphate 100 mmol/L, pH
7.2; chat bao quan.

1 chai, 12 mL: Khang thé don dong
khang TSH (chudt/nguoi) danh dau
phurc hop ruthenium 1.5 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chat
bao quan.

122.

Chat hiéu chuan xét nghiém
TSH

Dat tiéu chuén t6i thicu ISO

Chat hiéu chuan xét nghi¢m TSH.
Thanh phan t6i thiéu:

2 chai, mdi chai chtra 1.3 mL mau
chuén 1

2 chai, méi chai chtra 1.3 mL mau
chuén 2

Nong do ciia TSH Call trong hdn hop
huyét thanh ngya khoang 0 pIU/mL;
TSH Cal2 chira khoang 1.5 plU/mL
TSH (ngudi) trong hdn hop huyét thanh
nguoi.

4x1.3ml

123.

Thubc thir xét nghiém T3

Dat tiéu chuan t6i thicu ISO 13485:
2016 hodc tuong duong
Thanh phan gdm t6i thiéu:

Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

1 chai, 16 mL: Khang thé da dong
khang T3 (ctru) danh dau phirc hop
ruthenium 75 ng/mL; ANS 0.8 mg/mL;
dém phosphate 100 mmol/L, pH 7.4;
chat bao quan.

1 chai, 16 mL: T3 danh déu biotin 3
ng/mL; ANS 0.8 mg/mL; dém
phosphate 100 mmol/L, pH 7.4; chit
bao quan.

200 Test

124.

Chat hiéu chuan xét nghi¢m
T3

Dat tiéu chuan t6i thiéu ISO 13485:
2016 hodc tuong duong

Thanh phan gdm t6i thiéu:

= 2 chai, mdi chai 1.0 mL mAu chuén 1
» 2 chai, mdi chai 1.0 mL mau chuén 2
T3 v6i hai khoang ndng d6 (khoang

4x1.0ml
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1.25 nmol/L hodc 0.8 ng/mL va khoang
8.5 nmol/L hodc 5.5 ng/mL) trong
huyét thanh nguoi.

125.

Thubc thir xét nghiém FT3

Dat tiéu chuén t6i thicu ISO 13485:
2016 hoac tuong duong

Thanh phén t6i thiéu: 1 chai, 12 mL:
Vi hat phu streptavidin 0.72 mg/mL;
chét bao quan.

1 chai, 18 mL: Khang thé don dong
khang T3 (ctru) danh du phirc hop
ruthenium 18 ng/mL; dém phosphate
100 mmol/L, pH 7.0; chét bao quan.
1 chai, 18 mL: T3 danh d4u biotin 2.4
ng/mL; dém phosphate 100 mmol/L,
pH 7.0; chit bao quén.

200 Test

126.

Chat hiéu chuén xét nghi¢m
FT3

Dat tiéu chuan t6i thiéu ISO 13485:
2016 hoac tuong duong

Thanh phan gom t6i thiéu:

» 2 chai, mdi chai 1.0 mL mau chuén 1
» 2 chai, mdi chai 1.0 mL mau chuén 2
FT3 v6i hai khoang nong d6 (khoang 2
pmol/L hodc 1.3 pg/mL va khoang 40
pmol/L hodc 26 pg/mL) trong huyét
thanh nguoi.

4x1.0mL

127.

Thudc thtr xét nghiém FT4

Dat tiéu chuan t6i thicu ISO 13485:
2016 hodc tuong duong
Thanh phan gdm t6i thiéu:

1 chai, 12 mL: Vi hat phu streptavidin
0.72 mg/mL; chat bao quan.
1 chai, 18 mL: Khang thé don dong
khang T4 (tho) danh dau phuc hop
ruthenium 75 ng/mL; dém phosphate
100 mmol/L, pH 7.0; chit bao quan.
1 chai, 18 mL: T4 danh déu biotin 2.5
ng/mL; dém phosphate 100 mmol/L,
pH 7.0; cht bao quan.

200 Test

128.

Chat hiéu chuan xét nghi¢m
FT4

Dat tiéu chuan t6i thiéu ISO 13485:
2016 hoac tuong duong

Thanh phan gdm t6i thiéu: 2 chai, mdi
chai chtra 1.0 mL mau chuan 1

2 chai, mdi chai chira 1.0 mL mau

4x1.0mL
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chuan 2 L thyroxine véi hai khoang
ndng do (khoang 10 pmol/L hoic 0.78
ng/dL va khoang 45 pmol/L hoac 3.5
ng/dL) trong hdon hgp dém/protein
(albumin huyét thanh bo).

129.

Thudc thtr xét nghiém
khang thé khang Tg
(Thyroglobulin)

Pat tiéu chuén t6i thiéu ISO 13485:
2016 hodc tuong duong

Thanh phan tdi thiéu: 1 chai, 12 mL: Vi
hat phu Streptavidin 0.72 mg/mL; cht
bao quan.

1 chai, 10 mL:Tg (ngudi) danh du
biotin 0.200 mg/L; d&m TRIS 100
mmol/L, pH 7.0; chat bao quan.

1 chai, 10 mL:

Khang thé don dong khang Tg (nguoi)
danh dau phuc hop ruthenium 0.620
mg/L; d&m TRIS 100 mmol/L, pH 7.0;
chat bao quan.

100 Test

130.

Chat hiéu chuan xét nghi¢m
khang thé khang Tg
(Thyroglobulin)

Dat tiéu chuan t6i thicu ISO 13485:
2016 hodc tuong duong

Thanh phan gdm t6i thiéu: 2 chai, mdi
chai 1.5 mL mAu chuén 1

2 chai, mdi chai 1.5 mL mAu chuén 2
Khang thé khang Tg (ATG Call:
nguoi, ATG Cal2: ctru) v6i hai khoang
ndéng do (khoang 40 IU/mL va khoang
3250 IU/mL) trong huyét thanh nguoi.

4x1.5mL

131.

Vat liéu kiém sodt cac xét
nghi¢ém dinh lugng khang
thé khang Tg

Pat tiéu chuén t6i thiéu ISO 13485:
2016 hodc tuong duong.

Dung dé kiém tra chat luong xét
nghiém mién dich Anti-Tg trén cdc may
xét nghiém mién dich

4x2ml

132.

Thuéc thir xét nghiém
khang thé Tg
(Thyroglobulin)

Xét nghiém mién dich in vitro dung dé
dinh lugng thyroglobulin trong huyét
thanh va huyét twong nguoi. Dinh
lwong Tg duge dung dé hd tro theo dbi
sau khi cat tuyén gidp.

Xét nghiém mién dich dién hoa phat
quang

100 Test
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133.

Chat hiéu chuan xét nghiém
khang thé Tg
(Thyroglobulin)

Huyét thanh ngya dong kho chira
thyroglobulin véi 2 khoang nong do.
Céc chai CalSet co thé dung véi tat ca
céc 16 thude thir

4x1.0mL

134.

Thubc thir xét nghi¢m dinh
luong CA 125

Thanh phan gom t6i thiéu:

Khang thé don dong khang CA 125
danh dau biotin (M 11;

chudt) 1 mg/L; dém phosphate 100
mmol/L, pH 7.4.

Khang thé don dong khang CA 125
(OC 125; chudt) danh du phirc hop
ruthenium 1 mg/L; dém phosphate 100
mmol/L, pH 7.4; chat bao quan

100 Test

135.

Chat hiéu chuan xét nghiém
dinh luong CA 125

Dung d¢€ hiéu chuan xét nghi¢m dinh
lugng Elecsys CA 125 II trén may phan
tich xét nghiém mién dich. Néng do cua
CA 125 nguoi trong hdn hop huyét
thanh ngya

(CA125 I Call) la 0 U/mL; CA125 11
Cal2 chura khoang 500 U/mL

CA 125 ngudi trong hdn hop huyét
thanh ngudi; chat bao quan

4x1.0mL

136.

Thubc thir xét nghiém dinh
luong CA 15-3

Thanh phan gom t6i thiéu:

Khang thé don dong danh dau biotin
(115D8; chuot) 1.75 mg/L; dém
phosphate 20 mmol/L, pH 6.0; chat bao
quan.

Khang thé don dong khang CA 15-3
(DF3; chudt) danh dau phirc hop
ruthenium 10 mg/L; dém phosphate
100 mmol/L, pH 7.0;

100 Test

137.

Chat hiéu chuan xét nghiém
dinh luong CA 15-3

Dung dé hiéu chuan xét nghiém dinh
luwong

Elecsys CA 15-3 II trén may phan tich
xét nghiém mién dich, v6i 2 khoing
ndng do (khoang 15 U/mL va khoang
100 U/mL) trong ma tran huyét thanh
nguoi

4x1.0mL

138.

Thubc thir xét nghiém dinh
luong PSA toan phan

Thanh phan gom t6i thiéu:
R1 Anti-PSA-Ab~biotin, 1 chai, 10
mL:

100 Test
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Khang thé don dong khang PSA danh
déu biotin (chudt) 1.5 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chat
bao quan.

R2 Anti-PSA-Ab~Ru(bpy), 1 chai, 10
mL:

Khang thé don dong khang PSA
(chudt) danh diu phirc hop ruthenium
1.0 mg/L; dém phosphate 100 mmol/L,
pH 6.0; chit bao quan.

139.

Chat hiéu chuan xét nghi¢m
dinh luong PSA toan phan

Duoc dung dé hi¢u chuan xét nghi¢m
dinh lugng Elecsys total PSA trén cac
may xét nghiém mién dich, & 2 khoang
ndng do (khoang 0 ng/mL va khoang
60 ng/mL) trong hon hop huyét thanh
nguoi

4x1.0mL

140.

Thubc thir xét nghi¢m dinh
luong CEA

Thanh phan gom t6i thiéu:

Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

Khang thé don dong khang CEA danh
dau biotin (chudt/ngudi) 3.0 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chat
bao quan

100 Test

141.

Chat hiéu chuan xét nghi¢m
dinh luvong CEA

Dung dé hiéu chuan xét nghiém dinh
luong Elecsys

CEA trén cac mdy xét nghiém mién
dich, vé6i 2 khoang nong do (khoang 5
ng/mL va khoang 50 ng/mL) trong hon
hop dém/protein.

I ng/mL CEA tuong img voi 16.9
mlU/m

4x1.0mL

142.

Thubc thir xét nghiém dinh
luong cortisol

Thanh phan gom t6i thiéu:

Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan

Khang thé don dong khang cortisol
danh dau biotin (ctru) 20 ng/mL;
danazol 20 pg/mL; d&m MESb) 100
mmol/L, pH 6.0;

chét bao quan

100 Test

143.

Chat hiéu chuan xét nghiém
dinh luong cortisol

Huyét thanh nguoi dong kho c6 thém
cortisol v6i 2 khoang nong d6 (khoang

4x1.0mL
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12.5 nmol/L hodc 0.45 pg/dL va
khoang 1000 nmol/L hoac 36 pg/dL)
trong hon hop huyét thanh ngudi.

144.

Bd xét nghiém dinh lugng
procalcitonin (PCT)

Thanh phan gom t6i thiéu:

R1 Anti-PCT-Ab~biotin, 1 chai, 9
mL:

Khang thé don dong khang PCT danh
déu biotin (chudt) 2.0 png/mL; dém
phosphate 95 mmol/L, pH 7.5; chét bao
quan.

R2 Anti-PCT-Ab~Ru(bpy), 1 chai, 9
mL:

Khang thé don dong khang PCT
(chudt) danh diu phirc hop ruthenium
5.6 pug/mL; dém phosphate 95 mmol/L,
pH 7.5; chat bao quan

100 Test

145.

Thubc thir xét nghi¢m dinh
luong calcitonin  nguoi
(thyrocalcitonin)

Thanh phan gom t6i thiéu:

Khang thé don dong khang hCT (chudt)
danh dau biotin 1.50 mg/L; dém
phosphate 100 mmol/L, pH 7.2.

Khang thé don dong khang hCT (chudt)
danh dau phuc hop ruthenium 1.0
mg/L; d&m phosphate 100 mmol/L, pH
7.2; chét bao quan

100 Test

146.

Chat hiéu chuan xét nghi¢m
dinh lugng calcitonin nguoi
(thyrocalcitonin)

Dung dé chuan xét nghiém dinh lugng
Elecsys

Calcitonin trén may xét nghiém mién
dich. vé6i 2 khoang nong do (khoang 2.0
pg/mL hodc 0.585 pmol/L va khoang
500 pg/mL hoic 146 pmol/L) trong hon
hop huyét thanh ngya.

4x1.0mL

147.

Vit liéu kiém soat cic xét
nghi¢m dinh luong Vitamin
B12, Ferritin, Folate, BCTx,
Osteocalcin, PTH, PINP,
Vitamin D, Calcitonin

Mau chirng huyét thanh dong kho lay tir
huyét thanh nguoi véi 2 khoang nong
d6. Mau ching duoc dung dé kiém tra
do dang va do chinh xac cua céac xét
nghiém mién dich

4 x 3ml

148.

Thubc thir xét nghiém dinh
luong ferritin

Thanh phan gom t6i thiéu: Vi hat phu
Streptavidin 0.72 mg/mL.

Khang thé don dong khang ferritin
danh dau biotin (chudt) 3.0 mg/L; dém

100 Test
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phosphate 100 mmol/L, pH 7.2; chat
bdo quan

149.

Chat hiéu chuan xét nghi¢m
dinh lugng ferritin

Puoc dung dé hiéu chuan xét nghi¢m
dinh lugng

Elecsys Ferritin trén cac may xét
nghiém mién dich. Vi 2 khoang ndng
d6 (khoang 10 pg/L hoac

ng/mL va khoang 300 pg/L hoac
ng/mL) trong hén hop huyét thanh
nguoi.

4x1.0mL

150.

Thubc thir xét nghiém dinh
luong NT-proBNP

Thanh phan gom t6i thiéu: Anti-NT-
proBNP-Ab~biotin, 1 chai, 9 mL:
Khang thé don dong khang
NT-proBNP danh dau biotin (chuét) 1.1
png/mL; dém phosphate 40 mmol/L, pH
5.8; chat bao quan

100 Test

151.

Chat hiéu chuan xét nghiém
dinh lugng NT-proBNP

Thanh phan gom t6i thiéu: ProBNP véi
2 khoang nong do (khoang 16.6 pmol/L
hodc 140 pg/mL va khoang 320 pmol/L
hozc 2700 pg/mL) trong hdn hop huyét
thanh ngua

4x1.0mL

152.

Vat lieu kiém soat xét
nghi¢ém dinh luong CK-
MB, Digitoxin, Digoxin,
GDF-15, Myoglobin va
NT-proBNP

Huyét thanh chimg dong kho lay tir
huyét

thanh ngudi voi 2 khoang ndng do.
Mau chtng dugc dung dé kiém tra do
chinh xéac va d6 chum cua xét nghiém
mién dich Elecsys CK-MB, CK-MB
STAT, Digitoxin, Digoxin, Myoglobin,
Myoglobin STAT,

proBNP II, proBNP II STAT va
GDF-15

4x2mL

153.

Thubc thir xét nghi¢m dinh
lugng SCC

Thanh phan gom t6i thiéu: R1 Anti-
SCC-Ab~biotin, 1 chai, 9 mL:
Khang thé don dong khang SCC danh
dau biotin (chudt)

0.9 mg/L; dém phosphate 40 mmol/L,
pH 7.5; chit bao quén.

R2 Anti-SCC-Ab~Ru(bpy), 1 chai, 10
mL:

Khang thé don dong khang SCC
(chudt) danh diu phirc hop

100 Test
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ruthenium 1.6 mg/L; dém phosphate 40
mmol/L, pH 7.5; chat
bdo quan

154.

Chat hiéu chuén xét nghi¢m
dinh lugng SCC

Gom c6 huyét thanh ngudi dong kho
v6i SCC protein (tai to hop tir E.coli) &
2 khoang nong, (< 1.5 ng/mL va
khoang 20 ng/mL) trong hdn hop huyét
thanh nguoi; chat bao quan

4x1.0mL

155.

vat lieu kiém soat xét
nghiém dinh lugng SCC

Puoc dung dé kiém tra chat luong cac
xét

nghiém mién dich Elecsys SCC,
ProGRP, CYFRA 21-1 va NSE trén cac
may xét nghiém mién dich. Mau ching
huyét thanh dong kho 14y tir

huyét thanh nguoi v6i 2 khoang nong
do

4x3.0mL

156.

Thubc thir xét nghiém dinh
luong AFP

Thanh phan gom t6i thiéu:

Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan. Khang thé don dong
khang AFP danh diu biotin (chudt) 4.5
mg/L; d&m phosphate 100 mmol/L, pH
6.0; chat bao quan. Khang thé don dong
khang AFP (chudt) danh dau phirc hop
ruthenium 12.0 mg/L; dém phosphate
100 mmol/L, pH 6.0

100 Test

157.

Chat hiéu chuan xét nghi¢m
dinh luong AFP

Chuan xét nghiém dinh lugng AFP
(ngudi, tir canh cay té bao) v4i 2
khoang ndng d6 (khoang

5 IU/mL hoac 6 ng/mL va khoang 50
[U/mL hodc 60 ng/mL) trong huyét
thanh nguoi

4x1.0mL

158.

Thubc thir xét nghi¢m dinh
luong Ig E

Thanh phan gom t6i thiéu:
Anti-IgE-Ab~biotin, 1 chai, 10 mL:
Khang thé don dong khang IgE danh
dau biotin (chudt) 2.5 mg/L, dém
phosphate 85 mmol/L, pH 6.5; chat bao
quan

100 Test

159.

Chat hiéu chuén xét nghi¢m
dinh luong IgE

Puogc dung dé hiéu chuan xét nghiém
dinh luong

Elecsys IgE II trén may phan tich xét
nghiém mién dich cobas e. v6i 2

4x1.0mL
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khoang nong d6 (khoang 1 IU/mL hoic
2.4 ng/mL va khoang 100 IU/mL hoac
240 ng/mL) trong hdn hop huyét thanh
ngua; chit bao quan.

160.

Thudc tht xét nghiém
HCQG, beta-HCG

Dat tiéu chuan t6i thiéu ISO 13485:
2016 hoac tuong duong

Thanh phan gom t6i thiéu: 1 chai, 6.5
mL: Vi hat phu Streptavidin 0.72
mg/mL; chat bao quén.

1 chai, 9 mL: Khang thé don dong
khang hCG danh du biotin (chudt) 2.6
mg/L; dém phosphate 40 mmol/L, pH
7.5; chat bao quan.

1 chai, 10 mL: Khang thé don dong
khang hCG (chudt) danh déu phirc hop
ruthenium 4.6 mg/L; dém phosphate 40
mmol/L, pH 6.5; chat bao quan.

100 Test

161.

Chat hiéu chuan xét nghi¢m
HCG, beta-HCG

Dat tiéu chuén t6i thicu ISO 13485:
2016 hoac tuong duong

Thanh phan gom t6i thiéu: HCG+p
Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

» HCG+p Cal2: 2 chai, mdi chai 1.0
mL mAu chuan 2 Kich 6 sinh duc mang
dém cua ngudi (tir nude tiéu) voi hai
khoang noéng do (khoang 1.5 mIU/mL
va khoang 2000 mIU/mL) trong dém
huyét thanh nguoi.

4x1.0mL

162.

Hoa chat kiém tra chat
luong cac xét nghiém mién
dich

Pugc dung dé kiém tra chat luong céc
xét

nghiém mién dich La huyét thanh
ching dong kho 14y tir huyét thanh
ngudi. Nong d6 nim trong 2 khoang cd
lién quan trén 1am sang. Mau ching
duogc dung dé kiém tra do dang va do
chinh xac

ctia cac xét nghiém mién dich .

4x3.0mL

163.

Chét pha lodng miu trong
cac xét nghiém mién dich

Dat tiéu chuan t6i thicu ISO 13485:
2016 hoac tuong duong

Thanh phan gom t6i thiéu: Hon hop
protein; chat bao quan <0.1 %

2x 16 ml




89

164.

Thubc thir xét nghiém
Troponin T

Dat tiéu chuén t6i thicu ISO 13485:
2016 hoac tuong duong

Thanh phan gdm t6i thiéu:

1 chai, 14 mL: Khang thé don dong
khang troponin T tim danh déu biotin
(chudt) 2.5 mg/L; dém phosphate 100
mmol/L, pH 6.0; chat bao

quan; chit e ché.

1 chai, 14 mL: Khang thé don dong
khang troponin T tim (chudt) danh déu
phtrc hop ruthenium 2.5 mg/L; dém
phosphate 100 mmol/L, pH 6.0; chit
bao quan.

200 Test

165.

Chat hiéu chuan xét nghiém
Troponin T

Dat tiéu chuan t6i thicu ISO 13485:
2016 hodc tuong duong

Thanh phan gdm t6i thiéu: 2 chai, mdi
chai 1.0 mL mau chuén 1

2 chai, mdi chai 1.0 mL mau chuén 2
Troponin T (tai t6 hop, ngudi) voi hai
khoang ndng d6 (khoang 18 ng/L hoic
pg/mL va khoang 4200 ng/L hodc
pg/mL) trong huyét thanh nguoi.

4x1.0mL

166.

Vat liéu kiem soat xét
nghi¢m Troponin T

Dat tiéu chuén t6i thicu ISO 13485:
2016 hoac tuong duong

Thanh phan gdm t6i thiéu: = 2 chai,
mdi chai 2.0 mL huyét thanh ching

= 2 chai, mdi chai 2.0 mL huyét thanh
ching Troponin T (tai t6 hop, ngudi)
v6i hai khoang ndng d6 (khoang30
ng/L hoac pg/mL va khoang 2500 ng/L
hodc pg/mL) va troponin I (tai to hop,
nguoi) voi hai khoang ndng do (khoang
0.75 ng/L hodac ng/mL va khoang 18
ug/L hodc ng/mL) trong huyét thanh
nguoi.

4x2mL

167.

Vat ligu kiém soat xét
nghi¢ém dinh luong 22
thong s6 mién dich

Dat tiéu chuan t6i thicu ISO 13485:
2016 hodc tuong duong.

Dung dé kiém tra chat luong xét
nghiém mién dich, huyét thanh déng
kho 1y tir huyét thanh nguoi véi 2
khoang nong db.

4x3.0mL
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Coc dung hon hop phan

168. | g Céc chira mau 60 x 60 PCs

169.| Pau con hat miu Dau con hat mau 3OPXC1520
D}mg dich hé théng dung

170. dé rtra bo phat hién cua mdy Dung dich rira hé thong mién dich. 6 x 380 ml

phan tich xét nghiém mién
dich

Dung dich hé thong dung
dé phat tin hiéu dién hoa
cho mdy phan tich xét

Dung dich h¢ thdng dung dé phat tin
171. hiéu dién héa cho may xét nghiém mién | 6 x 380 ml

. X 4 dich.
nghi¢m mién dich 10

Chat phu gia cho binh chta | Chat phu gia cho binh chtra nude cat

172.| nudce cit cho may phén tich | cho may phan tich mién dich, lam ting 500 ml
mién dich nang sut rira giira cac budc hut.
Dat tiéu chuén t6i thicu ISO 13485:
2016 hoac tuong duong

173. Dung djch d€ lam sach don Thanh phan gom t6i thiéu: Dung dich | 5 x 100 mL
natri hydroxide: 3 mol/L v6i dung dich

natri hypochlorite < 2 % Cl hoat tinh

vi ISE trén may phan tich

3. Cac yéu cau khac
- NOp ban cam két va thuc hién theo yéu cau cua chu dau tu cac ndi dung sau:

+ Nha thau du diéu kién cung cdp va hang héa dwge phép luu hanh trén thi trirong
theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoa va dich vu lién quan co xuat xir ro rang, hop phap,

+ Hang héa cung cdp mdi 100%, dam bdo han sir dung toi thiéu 06 thang doi voi
hang héa c¢é han ding tir 02 ndm tré 1én; 03 thang déi véi hang héa c¢é han ding tir 01 dén
02 nam; % han ding déi véi hang héa c¢é han ding diedi 01 nam theo nha san xudat khi ban
giao hang hoa;

+ Cung cdp hang mdu trong trwong hop cé yéu cau cia Chii dau tu;

+ Thoi gian giao hang: Chdm nhdt la 72 gio sau khi nhdn dwoe dw trix ciia bén mua
(bang E-mail hodc dién thoai trong trwong hop khéin cdp); Riéng doi véi hang héa tring
thau ding dot xudt, khdn cdp... bat budc giao hang tai kho bén mua khéng quad 24 gio;

+ Thu héi hang hod trong trweong hop hang hod da giao nhwng khéng dam bdo chat
luong, hodc khong su dung dwoc voi trang thiét bi hién c6 cia don vi thu huong, hodc co
théng bdo thu hoi cia co quan cé tham quyén ma nguyén nhdn khéng do 16i ciia chii dau
tu;
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+ Co nang luc tu thuc hién cac nghia vu bao hanh, bao tri, duy tu, bao duong, swa
chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau bdn hang theo yéu cau
ciia E-HSMT hodic ky hop dong nguyén tic véi don vi c6 dit kha ndng thuwe hién nghia vu
bdo hanh, bdo tri, duy tu, bdo dwdong, sira chita, cung cdp phu tung thay thé hodc cung cdp
cdc dich vu sau ban hang theo yéu cau ciia E-HSMT:

+ Théng bdo bang van ban dén chii dau tw trong trieong hop hang héa cé bat ky
thay doi tir nha san xudt.

- Nha thau chuan bi 1 bo E-HSDT ban gbc dé Chu dau tu luu trir khi duoc
moi ddi chiéu tai liéu.



