Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat
1. Gi6i thiéu chung vé dy toin mua sim, goi thau
- Tén dy toan mua sam: Mua hoa chét - vat tu xét nghiém - sinh pham y té -
vat tu y t€ nam 2Q26—2027 ‘gai Bénh vién da khoa Hac Thanh ; q
- Tén gbi thau: Goi thau s6 03: Mua hoa chat - vat tu xet nghiém - sinh phdm
yté-vattuy :[é nam 2026-2027 tai Bénh vién da khoa Hac Thanh ;
- Chu dau tu: Bénh vién Da khoa Hac Thanh
- Pia diém thyc hién: 140 dudng Trudng Thi, phudng Hac Thanh, tinh Thanh
Hoa.
- Nguén von: Ngudn quy Béo hiém y té, ngudn thu phi dich vu y té va cac
ngudn von hop phap khac cua Bénh vién da khoa Hac Thanh.
- Loai hop d6ng: Pon gia c6 dinh
- Thoi gian thuc hién goi thau: 24 thang.
2. Yéu cau vé ky thuat
2.1. Yéu cau k¥ thuit chung

- Tét ca cac hang hoa phai ¢ ngudn gdc xuat xir 1 rang, hop phap va dam bao
chat luong méi 100%, chua qua st dung.

- Cam két hang hoa c¢6 nhan véi day du thong tin theo quy dinh hién hanh cua
phap luat vé nhin mac hang hoa.

- Cam két Bao quan, dong gbi, van chuyén: Theo ti€éu chuan ctia nha san xuat.

- Cam két thu hdi trong trudng hop hang héa bi 15, bi hong hodc c6 cac khuyét
tat nay sinh c6 thé dan dén nhimg bét loi trong qua trinh st dung binh thuong cua
hang hoa do 15i ciia nha thau, hoic khi c6 thong bao thu hodi ctia co quan c6 tham
quyén.

- Cam két thu hoi hang ho4 trong trudng hop hang hoa di giao nhung khong
dam béo chat lugng, hoac khong sir dung dugce vai trang thiét bi hién c6 cta don vi
thu huong

- N6i dung E-HSDT ban gdc va ban up 1én hé thong 13 hoan toan gidng nhau,
néu c6 sai sét 1am anh huong dén két qua trang thau va cac van dé khac gay hau qua,
nha thau phai chiu hoan toan trach nhiém trudc phap luat.

- Cam két cung cdp chimg nhan xudt x va chat luong ciia nha san xuét
(FSC/CO, ISO/CQ) doi vé1 hang nhap khau hoac cam két cung cap chiig nhén chat
lwong xuat xuéng cua nha san xuat ddi voi hang hoa trong nude.

- Cam két han dung ctia hang hoa tai thoi diém giao hang: Han sir dung ctia



hang hoa tinh tir thoi diém cung Gmg dén co sé'y té phai dam bao:

+ Ddi v6i hoa chit: Nha thau cam két: Han st dung con tdi thiéu 12 thang ddi
v6i hang héa c6 han dung tir 02 ndm tro 1én; 06 thang dbi voi hang hoa c6 han ding
tor 01 dén dudi 02 nam; % han dung do1 vé1 hang hoa ¢ han dung dudi 01 nam. D61
v6i hang hoa khong ghi ngdy san xuét thi han dung phai con tbi thiéu 06 thang ké tir
ngay giao hang.

+ Ddi v6i cac hang hoa khac: Han str dung theo tiéu chuin nha san xuat nhung
dam bao phu hop vé1 yéu cau sir dung cuia Chu dau tu.

- Cam két Hang hoa tham duy thau phai dap tng du diéu kién vé luu hanh theo
quy dinh phap luat hién hanh.

- Cam két chju toan bd chi phi van chuyén, boc Xép, bao hiém, cit gilr trong
qua trinh cung rng hang hoda, ki€ém tra, nghiém thu va giao nhan hang.

- Cam két hang hoa dugc giao theo timg dot theo yéu cau ctia chu dau tu, cung
cap theo s6 lugng hang héa thuc té chu dau tu yéu cau trong méi dot giao hang.

- Hang hoa phai duoc van chuyén va ban giao tai Kho - Bénh vién Pa khoa
Hac Thanh, dia chi 140 duong Truong Thi, phuong Hac Thanh, tinh Thanh Hoa.
2.2. Yéu cau k¥ thuit cu thé
Tom tat thong s6 k¥ thudt cua hang héa va cac dich vu lién quan phai tuan tha
cac thong so ky thuat va cac ti€u chuan sau day:

* Héa chit - vt tu xét nghiém - sinh pham y té:

Ma )
TT | ™" | Tap hanghéa | pvr | Khoi Théng s6 k§ thuat
hoa luwgng
BV
: HCXN DI ]
THEO MAY
1. HOA CHAT,
VAT TU
DUNG CHO
M1 | MAY HUYET -
HOC Model:
XP100; KX 21
SYSMEX
- Dung dich tay kiém manh dé loai bo cac
chat phan tng trén may Sysmex, du lugng té
Dung dich kiérqn bao va cdc protein trong mau con lai trong
manh dung dé hé thong thuy luc cia may.
P ML ahethong | MU | 099 | ' Biobao o 1 -30dd C, noi téi, trénh anh
may huyét hoc sang mit trdi tryc tiép
- Sau khi mé ndp 6n dinh trong vong 60
ngay




- Thanh phéan: Sodium hypochlorite 5%.
- Hop 50 ml
- Tiéu chuan ISO 13485

- Dung dich dung dé pha lodng mau toan
phan dung cho may phan tich huyét hoc.
- Bdo quan: ¢ 1-30d6 C

Dung dich dung - Sau khi mé nép 6n dinh trong vong 30
M2 dé pha loang su Ml 2.500.0 | ngay .
' dung cho may 00 - Thanh phan: Sodium Chlorride 6.38 g/1,
huyét hoc Boric Acid 1 g/l, Sodium Tetraborate 0.2
g/l, EDTA-2K 0.2 g/1.
- Thung 20 lit
- Ti€u chuan ISO 13485
- Chat kiém chuan.
- Bao quan: tir 2-8 46 C
Chét chudn méy - Sau khi mé& nap 6n dinh trong vong 7 ngay
. A - Thanh phan chtra té bao mau hong cau
M1.3 xét nghi¢m Ml 20
X , Bach cau c6 dinh tir dong vat c6 vi va ticu
huyét hoc muc 1
cau voi chat bao quan.
-Lol.5 m}
- Ti€u chuan ISO 13485
- Chat kiém chuan.
- Bao quan: tir 2-8 46 C
Chét chuin méy - Sau khi mé nip 6n dinh trong vong 7 ngay
. A - Thanh phan chira té bao méau hong cau
Ml1.4 xét nghiém Ml 20
X , Bach cau cb dinh tir dong vat ¢ va va tiéu
huyét hoc murc 2
cau voi chat bao quan.
-Lo 1.5 ml
- Tiéu chuan ISO 13485
- Chét kiém chuan.
- Bao quan: tir 2-8 46 C
Chét chudn méy - Sau khi mé nip 6n dinh trong vong 7 ngay
. A - Thanh phan chira té bao méau hong cau
M1.5 x€t nghiém Ml 20
huvé , Bach cau cd dinh tir dong vat co vii va tiu
uyét hoc muc 3
cau voi chét bao quan.
-Lo 1.5 ml
- Tiéu chuan ISO 13485
- Dung dich ly giai dé pha vo hong cau. Hoa
chat dugc str dung véi cac thiét bi phan tich
. huyét hoc ctia Sysmex.
gli);inhgéig}; ;z - Béo quan: 2 - 35 4o C. Sau khi mé ndp én
M1.6 | gitpdémchinh | Ml | 50.000 | 9inh trong vong 90 ngay.
R - Thanh phan: Organic quaternary
xac so lugng . . ) .
A ammonium salt 8,5g/1 va sodium chloride
bach cau
0.6g/1.
- Lo 500mL

- Tiéu chuén ISO 13485




2. HOA CHAT,

VAT TU
M2 DUNG CHO -
CAC MAY
HUYET HOC
Dung lam chét rira cho méy phén tich huyét
hoc
Trang thai vat li: chét long
Mau: vang hodc vang-xanh 1a
, £, 1 Mui: kho chiu (clo)
Hoa chat ding 130.00 | Do pH: 10 dén 13
7 M2.1 de rua duong Ml , . .
dich 0 Tinh tan: tan tron.g nuoc .
: Thanh phan: Sodium hypoclorit (NaCLO)
1,0%
Nhiét d bao quan: 1 dén 30°C
D6 6n dinh sau khi mé nép: 90 ngay
Dat tiéu chuén ISO13485,CE
Dung lam chat ly giai cho may phan tich
huyét hoc
Hoa chéit ding Tr?ng th{ii vat li: chat 1ong
Mau: khong
de ly giai mang Mui: nhe
8 M2.2 | té bao hdng cau Ml 70.000 - 4 dén 7
cho phan tich B,(‘) pt: . en .
Hemoglobin Tm‘h tan: Ian trorA}g nude o
Thanh phan: Chat hoat dong bé mit mang
dién tich duong
Dat tiéu chuén 1SO13485,CE
Dung lam chét pha lodng cho may phan tich
huyét hoc
Trang thai vat li: chét long
Mau: khong
Hoa chét ding Mui: khong
de pha loang 3.000.0 | Bo pH: 7.35 dén 7.55
? M2.3 mau cho dém té Mi 00 Tinh tan: tan trong nudc
bao Thanh phan: Sodium chloride 0.44%,
Sodium sulphate anhydrous 0.97%
Nhiét d6 bao quan: 1 dén 30°C
Do 6n dinh sau khi mo nap: 60 ngay
Dat tiéu chuan 1ISO13485,CE
Dung dé kiém chuin mdy phén tich huyét
(1 hoc
Hoéa chat kieém A ‘o
10 | M2.4 | soatchdtluong | MI 24 | DOPH:7.01619.0
& mie cao Tinh tan: tan trong nudc
Thanh phan: Hong cau nguoi, bach cau bi
kich thich va tiéu cdu cta dong vat c6 vi"
Dung dé kiém chuin méy phén tich huyét
L1 hoc
Hoa chat kiém A -
11 | M2.5 | sodtchétluong | MI 24 | POPH:7.01619.0

¢ muc thap

Tinh tan: tan trong nudc
Thanh phan: Hong cau nguoi, bach cau bi
kich thich va ti€u cau ctia dong vat c6 vu




Hoa chat kiém

Dung dé kiém chuan may phan tich huyét
hoc
b6 pH: 7.0 t61 9.0

12 | M2.6 | soatchatluong | Ml 24 , :
& mitc thudng Tll’l‘h tan: Ian trcgng nude L
Thanh phan: Hong cau ngudi, bach cau bi
kich thich va tiéu cau cta dong vat co vu
Mait do: 0.9 g/em3
Dan hoi kéo: 1400 MPa
Phin loc may . b6 beén kéo: 33 MPa
13 M2.7 huyét hoc Cai 10 Hé sb udn: 1400 MPa
Do bén udn: 40 Mpa
Nhiét d6 bién dang: 85°C
3. HOA CHAT,
VAT TU
M3 DUNG CHO -
MAY SINH
HOA COBAS
Thude thir xét Rl Phosphate: 50 mmol/L; chét téy; chét 6n
hiém dinh; pH 1.0 o
14 | M3.1  shienl Test 2.100 | R3 Mudi 3,5-dichlorophenyl diazonium: >
Billirubin toan
shin 3SmmalL.
R1 vao vi tri B va R3 vao vi tri C.
R1 Phosphoric acid> 80 mmol/L; HEDTA:
Thudc thir xét 4.0 mmol/L; NaCl: 50 mmol/L; chat tay; pH
nghi¢m 1.9
15| M3.2 Billir%ubin truc Test 2.000 R2 3,5-Dichlorophenyl diazonium: 1.5
tiép mmol/L; pH 1.3
R1 vao vi tri B va R2 vao vi tri C.
R1 Bém BICINa): 50 mmol/L, pH 8.0;
colipase (tuy heo): > 0.9 mg/L;
Na-deoxycholate: 1.6 mmol/L; calcium
chloride: 10 mmol/L; chat téy; chit bao
quan
Thude thir xét R3 Bém tartrate: 10 mmol/L, pH 4:16;
16 | M3.3 nohiém Lipase Test 1.400 [ 1,2-O-dilauryl-rac-glycero-3-glutaric
Biis P acid-(6-methylresorufin)
ester: 0.27 mmol/L; taurodeoxycholate: 8.8
mmol/L; chat tay; chat bao quan
a) BICIN =
N,N-bis(2-hydroxyethyl)glycine
R1 vao vi tri B va R3 vao vi tri C.
17 | M3.4 | Thubc thir NaCl Ml 7.000 [ NaCl9 %




Dung dich rua

Acid citric monohydrate> 310 mmol/L;

18 | M3.5 acid Ml 50.000 dém: chit thy
Dqu dich rtra Chét hoat dong bé mat lam giam thiéu
19 | M3.6 buong u sinh Ml 6.000 | su tao thanh cac bot bong bong co kha
hoa nang lam nhicu két qud quang pho
Dung dich rua
20 | M37 rﬁgz gliléﬁl Ef:?y Ml 18 préF thanh nguoi dong kho khong cé phu
phan tich té bao gia hoa hoc.
dong chay
Hoa chét kiém Miu ngudi ly huyét _
21 | M38 | sodt xét nehicm Ml 4 Nong dg diéu chinh cua cac thanh phan mau
' HbA lgc i chirng thuong ¢ muc binh thuong hay &
ngudng binh thuong/bénh ly
Hoa chit kidm Mau ngudi ly huyét, HbAlc glycosyl hoa in
foo A vitro
22| M3.9 | sodt I);]ejiillsgillgm Mi 20 Nong d6 diéu chinh cta cac thanh phan mau
chung thuong & ngudng bénh ly.
Béng den . . \
23 | M3.10 halogen Ca 18 Bong dén halogen
Thanh phan phan tng trong chit dong kho:
Huy¢t thanh nguoi voi phu gia hda hoc va
, L 1R nguyén liéu c6 ngudn gbc
Hoa chat kiém ; <y s
24 | M3.11| sodt xétnghiém | MI 120 | Simhhocnhudachidinh,
sinh hoa mie 1 Nguon goc cac chat sinh hoc thém vao
Thanh phan khong phan ing trong chat
dong kho:
Chat 6n dinh
Thanh phan phan tng trong chit dong kho:
Huy¢t thanh nguoi voi phu gia hoa hoc va
, £ 1R nguyén li€éu c6 ngudn goc
Hoéa chat kiém ; X1
25 | M3.12 | sodtxétnghiém | Ml 120 | Sinhhoc nhu da chi dinh.

sinh hdéa muc 2

Ngudn gdc cac chat sinh hoc thém vao
Thanh phan khong phan tng trong chat
dong kho:

Chét 6n dinh




26

M3.13

Thudc thir xét
nghiém CK-MB

Test

3.000

R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37
°C); EDTA: 2.46 mmol/L; Mg2+: 12.3
mmol/L; ADP: 2.46 mmol/L; AMP: 6.14
mmol/L; diadenosine pentaphosphate: 19
umol/L; NADP (nim men): 2.46 mmol/L;
N-acetylcysteine: 24.6 mmol/L; HK (ndm
men): > 36.7 pkat/L; G6P-DH (E. coli): >
23.4 pkat/L; chét bao quan; chét 6n dinh;
chat phu gia.

R2 Bém CAPSO (acid 3-
(cyclohexylamino)-2-hydroxy-1-
propanesulfonic): 20 mmol/L, pH 8.8 (37
°C); glucose: 120 mmol/L; EDTA: 2.46
mmol/L; creatine phosphate: 184 mmol/L; 4
khang thé don dong khang CK-M (chudt),
kha ning trc ché: > 99.6 % tdi da dén 66.8
ukat/L (4000 U/L) (37 °C) tiéu don vi
CK-M; chit bao quan; chit 6n dinh; chét
phu gia.

R1 vao vi tri B va R2 vao vi tri C.
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M3.14

Thudc thir xét
nghiém Ure

Test

80.000

R1 NaCl 9 %

R3 Bém TRIS: 220 mmol/L, pH 8.6;
2-oxoglutarate: 73 mmol/L; NADH: 2.5
mmol/L; ADP: 6.5 mmol/L; urease (dau): >
300 pkat/L; GLDH (gan bo): > 80 pkat/L;
chat bao quan; chat 6n dinh khéng phan tng
R1 vao vi tri B va R3 vao vi tri C.
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M3.15

Thudc tht xét
nghi¢m
Creatinin

Test

80.000

R1 bém TAPS
(N-Tris(hydroxymethyl)methyl-3-aminopro
panesulfonic acid): 30 mmol/L, pH 8.1;
creatinase (vi sinh): > 332 pkat/L; sarcosine
oxidase (vi sinh): > 132 pkat/L; ascorbate
oxidase (vi sinh): > 33 pkat/L; catalase (vi
sinh): > 1.67 pkat/L; HTIB: 1.2 g/L; chét
tay; chat bao quan

R3 Bém TAPS: 50 mmol/L, pH 8.0;
creatininase (vi sinh): > 498 pkat/L;
peroxidase (cu cdi): > 16.6 pkat/L;
4-aminophenazone: 0.5 g/L; kali
hexacyanoferrate (II): 60 mg/L; chét tay;
chat bao quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.16

Thudc thir xét
nghiém Glucose

Test

80.000

R1 Bém MES: 5.0 mmol/L, pH 6.0; Mg2+:
24 mmol/L; ATP: > 4.5 mmol/L; NADP: >
7.0 mmol/L; chét bao quan

R3 Bém HEPES: 200 mmol/L, pH 8.0;
Mg2+: 4 mmol/L; HK (nim men): > 300
ukat/L; G-6-PDH (E. coli): > 300 pkat/L;
chat bao quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.17

Thudc thtr xét
nghi¢m
Cholesterol

Test

76.000

R1 DBém PIPES: 225 mmol/L, pH 6.8;
Mg2+: 10 mmol/L; natri cholate: 0.6
mmol/L; 4-aminophenazone: > 0.45
mmol/L; phenol: > 12.6 mmol/L; fatty
alcohol polyglycol ether: 3 %; cholesterol
esterase (Pseudomonas spec.): > 25 pkat/L
(> 1.5 U/mL); cholesterol oxidase (E. coli):
> 7.5 pkat/L(> 0.45 U/mL); peroxidase (cu
cai): > 12.5 pkat/L (> 0.75 U/mL); chét 6n
dinh; chit bao quan

R1 vao vi tri B.
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M3.18

Thudc thir xét
nghiém
Triglycerid

Test

76.000

R1 Bém PIPES: 50 mmol/L, pH 6.8; Mg2+:
40 mmol/L; natri cholate: 0.20 mmol/L;
ATP: > 1.4 mmol/L; 4-aminophenazone: >
0.13 mmol/L; 4-chlorophenol: 4.7 mmol/L;
lipoprotein lipase (chung Pseudomonas): >
83 ukat/L; glycerol kinase (Bacillus
stearothermophilus): > 3 pkat/L; glycerol
phosphate oxidase (E. coli): > 41 pkat/L;
peroxidase (ct cai): > 1.6 pkat/L; chat bao
quan, chét on dinh

R1 vao vitri B
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M3.19

Thudc tht xét
nghi¢m HDL-
Cholesterol

Test

1.500

R1 Bém TAPSO
(2-Hydroxy-N-tris(hydroxymethyl)methyl-3
-aminopropanesulfonic acid): 62.1 mmol/L,
pH 7.77; polyanion: 1.25 g/L; EMSE: 1.08
mmol/L; ascorbate oxidase (dua chudt): >
50 pkat/L; peroxidase (cu cai): > 166.7
ukat/L; chét tay; BSA: 2.0 g/L; chat bao
quan

R3 Bém Bis-Tris
(Bis(2-hydroxyethyl)iminotris(hydroxymeth
yl)methane): 20.1 mmol/L, pH 6.70;
cholesterol esterase (vi sinh): > 7.5 pkat/L;
cholesterol oxidase (E. coli tai to hop): >
7.17 pkat/L; cholesterol oxidase (vi sinh): >
76.7 pkat/L; peroxidase (cu cai): > 333
pkat/L; 4-amino-antipyrine: 1.48 mmol/L;
BSA: 3.0 g/L; chét tay; chat bao quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.20

Thudc thir xét
nghiém LDL-
Cholesterol

Test

2.500

R1 Dém bis-tris
(bis(2-hydroxyethyl)-amino-tris-(hydroxym
ethyl)-methane): 20.1 mmol/L, pH 7.0;
4-aminoantipyrine: 0.98 mmol/L; ascorbate
oxidase (AOD, Acremonium spec.): > 66.7
ukat/L; peroxidase (tai t6 hop tir
Basidiomycetes): > 166.7 pkat/L; BSA: 4.0
g/L; chat bao quan

R3 Bém MOPS
(3-morpholinopropane-1-sulfonic acid): 20.1
mmol/L, pH 7.0; EMSE: 2.16 mmol/L;
cholesterol esterase (chung Pseudomonas):




> 33.3 pkat/L; cholesterol oxidase (tai to
hop tir E. coli): > 31.7 pkat/L; peroxidase
(tai to hop tir Basidiomycetes): > 333.3
ukat/L; BSA: 4.0 g/L; chét tay; chat bao
quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.21

Chat hiéu chuan
xét nghiém
HDL-
Cholesterol,
LDL-
Cholesterol

Ml

24

Thanh phan phan Gmg trong chat déng kho:
Huyét thanh ngudi voi phu gia hoa hoc
Thanh phan khéng phan tmg: Chit bao quan
va chét 6n dinh
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M3.22

Thudc thir xét
nghiém
GOT/AST

Test

85.000

R1 Bém TRIS: 180 mmol/L, pH 7.65 (37
°C); L-aspartate: 550 mmol/L; MDH (vi
sinh): > 11 pkat/L; LDH (vi sinh): > 80
pkat/L; pyridoxamine phosphate: 0.23
mmol/L; albumin (bd): 0.25 %; chat 6n
dinh; chit bao quan

R3 NADH: > 0.71 mmol/L; 2-oxoglutarate:
96 mmol/L; chat bao quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.23

Thudc thir xét
nghiém
GPT/ALT

Test

85.000

R1 Bém TRIS: 230 mmol/L, pH 7.15 (37
°C); L-alanine: 1140 mmol/L; LDH (vi
sinh): > 94 pkat/L; pyridoxamine
phosphate: 0.23 mmol/L; albumin (bo):
0.25 %; chat 6n dinh; chat bao quan R3
NADH: >0.71 mmol/L; 2- oxoglutarate:
96 mmol/L; chit bao quan

R1 vao vi tri B va R3 vao vi tri
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M3.24

Thudc thir xét
nghiém amylase

Test

1.500

R1 HEPES: 52.4 mmol/L; natri chloride: 87
mmol/L; calcium chloride: 0.08 mmol/L;
magnesium chloride: 12.6 mmol/L;
o-glucosidase (vi khuan): > 66.8 pkat/L; pH
7.0 (37 °C); chit bao quan; chit 6n dinh

R3 HEPES: 52.4 mmol/L;
ethylidene-G7-PNP: 22 mmol/L; pH 7.0 (37
°C); chét bao quan; chét 6n dinh

R1 vao vi tri B va R3 vao vi tri C.
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M3.25

Thudc thir xét
nghiém GGT

Test

6.000

R1 TRIS: 492 mmol/L, pH 8.25;
glycylglycine: 492 mmol/L; chét bao quan;
chit phu gia

R3 L-y-glutamyl-3-carboxy-4-nitroanilide:
22.5 mmol/L; acetate: 10 mmol/L, pH 4.5;
chat 6n dinh; chét bao quan

R1 vao vi tri B va R3 vao vi tri C.
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M3.26

Thudc thir xét
nghiém Protein
toan phan

Test

2.100

R1 Natri hydroxide: 400 mmol/L; kali natri
tartrate: 89 mmol/L

R3 Natri hydroxide: 400 mmol/L; kali natri
tartrate: 89 mmol/L; kali iodide: 61 mmol/L;
R1 vao vi tri B va R3 vao vi tri C




Thudc thir xét

R1 Thudc thir khang thé, DPém MES: 0.025
mol/L; dém TRIS: 0.015 mol/L, pH 6.2;
khang thé HbA l¢ (huyét thanh ctru): > 0.5
mg/mL; chét téy; chit 6n dinh; chét bao
quan

40| M3.27 nghi¢m HbAlc Test 2.000 R3 Thubc thir polyhapten, Bém MES: 0.025
mol/L; dém TRIS: 0.015 mol/L, pH 6.2;
HbAlc polyhapten: > 8 pg/mL; chat tay;
chat 6n dinh; chét bao quan
R1 vao vi tri B va R3 vao vi tri C
Hén hop dém nuée, pH> 7,0; TTAB
Thudc thir ly (Tetradecyltrimethylammonium bromide):
41 | M3.28 | giai xét nghiém Ml 1.000 | 36 g/L; dém phosphate: 80 mmol/L; chét 6n
HbAlc dinh; chit bao quan
Thudc thir vao vi tri B.
Thanh phan phan tmg: Méu ciru ly huyét voi
phu gia héa hoc va nguyén li¢u ¢6 ngudn
Dung dich tién gbc sinh hoc nhu di chi dinh. Ngudn gdc
42 | M3.29 xu ly xét Ml 24 cac chat sinh hoc thém vao nhu sau:
nghiém HbAlc Hemoglobin mau ctru, HbA1C mau nguoi.
Thanh phan khong phan tmg: Chat bao quan
va chét 6n dinh
Thanh phan c6 hoat tinh trong mau chimg
Hoa chat kiém lé?g: MAé un gurdi ly‘huyét X gx 1sa
43 |M330 | soatxétnghiem | M1 | 16 | Nongdocuacacthanh phan dac hicu cho
ghic | N . . . , 2
HbAlc mn,g 16. Glavtn d}ch ?}11111»1 xac du({c b}eu.t,h1
dudi dang van ban dién tir hodc trén to gid
tri dinh kém.
Thanh phan c6 hoat tinh trong mau ching
long: Mau ngudi ly huyét, HbAlc glycosyl
Hoa chat kiém héa in vitro
44 | M3.31 | soatxétnghiém | Ml 16 | Nong do cua cac thanh phan dic hiéu cho
HbAlc tung 16. Gia tri dich chinh xac duoc biéu thi
dudi dang van ban dién tur hodc trén to gia
tri dinh kém.
R1 Bém Citrate: 95 mmol/L, pH >4.1; chét
L e, bao quan; chat 6n dinh
Thuoe t}}u xet R3 ]Slém Citrate: 95 mmol/L, pH 4.1; xanh
45 | M3.32 nghi¢m Test 750 ) 1 Ze1s .
Albumin br(szrespl. 0.66 mmol/L; chat bao quan;
chat 6n dinh
R1 vao vi tri B va R3 vao vi tri C.
R1 Dém phosphate: 0.05 mol/L, pH 7.8;
TOOS: 7 mmol/L; fatty alcohol polyglycol
ether: 4.8 %; ascorbate oxidase (EC )
46 | M3.33 nghlirrlichCId Test 23400 R3 Bém phosphate: 0.1 mol/L, pH 7.8; kali

hexacyanoferrate (I1): 0.3 mmol/L;
4-aminophenazone > 3 mmol/L; uricase (EC
1.7.3.3; Arthrobacter protophormiae) > 83.4
ukat/L (25 °C); peroxidase (POD) (EC




L.11.1.7; ¢t cai) > 50 pkat/L (25 °C); chét
on dinh; chat bao quan
R1 vao vi tri B va R3 vao vi tri C.

47

M3.34

Thudc thir xét
nghi¢m CRP

Test

1.000

Rl Pém TRIS a) véi albumin huyét
thanh bo; chit bao quan R3 Hat latex
phu khang thé khang CRP (chudt) trong
dém glycine; globulin mién dich (chuét);
chat bao quan a) TRIS =
Tris(hydroxymethyl)-aminomethane

48

M3.35

Chat hiéu chuan
xét nghiém CRP

Ml

20

Thanh phan phan Gmg: Huyét thanh nguoi
v6i phu gia hoa hoc va nguyén liéu co
ngudn gde sinh hoc nhu d3 chi dinh. Ngudn
gdc cac chit sinh hoc thém vao nhu sau:
Ferritin ngudn gdc ngudi, CRP ngudn goc
nguoi.

Thanh phan khong phan tng: Chit bao quan
va chat on dinh

49

M3.36

Hoa chat kiém
soat xét nghiém
CRP

Ml

12

Thanh phan phan (mg: Huyét thanh nguoi
v6i phu gia hda hoc va nguyén liéu co
ngudn gdc sinh hoc nhu da chi dinh. Ngudn
gdc cac chit sinh hoc thém vao nhu sau:
Chat phan tich CRP, ngudn gbc ngudi.
Thanh phan khong phan tng: Chit bao quan
va chat 6n dinh

50

M3.37

Thudc thir xét
nghiém CRP do
nhay cao

Test

3.000

R1 Pém TRIS voi albumin huyét thanh
bo; chat bao quan R3 Hat latex phu
khang thé khang CRP (chudt) trong dém
glycine; globulin mién dich (chudt); chat
bdo quan a) TRIS = Tris(hydroxymethyl)-
aminomethane

51

M3.38

Thudc thir xét
nghiém CK

Test

4.000

R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37
°C); EDTA: 2.46 mmol/L; Mg2+: 12.3
mmol/L; ADP: 2.46 mmol/L; AMP: 6.14
mmol/L; diadenosine pentaphosphate: 19
pmol/L; NADP+ (ndm men): 2.46 mmol/L;
N-acetylcysteine: 24.6 mmol/L; HK (ndm
men): > 36.7 pkat/L; G6PDH (E. coli): >
23.4 pkat/L; chat bao quan; chat 6n dinh;
chit phu gia.

R3 Bém CAPSO
(3-(cyclohexylamine)-2-hydroxy-1-propanes
ulfonic acid): 20 mmol/L, pH 8.8 (37 °C);
glucose: 120 mmol/L; EDTA: 2.46 mmol/L;
creatine phosphate: 184 mmol/L; chét bao
quan; chat 6n dinh.

R1 vao vi tri B va R3 vao vi tri C.




Chat hiéu chuén

Thanh phan phéan ng trong chit déng kho:
Albumin huyét thanh bo véi chat phu gia
hoéa hoc va nguyén liéu c6 ngudn gdc sinh
hoc nhu d3 chi dinh. Ngudn gdc cac chat

32 | M3.39 | xét ngﬁ%m CK- M 18 sinh hoc thém vao nhu sau: Chét phan tich
CK-MM, ngudn gbc ngudi, chit phan tich
CK-MB, ngudn gbc ngudi, tai to hop
Thanh phan khong phan tmg: Chit 6n dinh
R1 CAPSO:
(3-[cyclohexylamino]-2-hydroxy-1-propane
Thude thir xét sulfonic acid) 557 mmol/L; NM-BAPTA: 2
53 | M3.40 nghiém Ca Test 4.000 mmol/L; pH 10.0; cl}ét hoat dong bé mat
' ( Célci) ' khong phan Umg; chat bao quan
R3 EDTA: 7.5 mmol/L; pH 7.3; chat hoat
d6ng bé miat khong phan tng, chét bao quan
R1 vao vi tri B va R3 vao vi tri C.
R1 Dém; chit bao quan
Thude thr xét R3 NAD (ném, men): > 3 mmol/L; ADH
54 | M3.41 nghiém Ethanol Test 900 (EC 1.1.1.1; ndm men; 25 °C): = 617 pkat/L
i (37 U/mL); chat 6n dinh; chat bao quan
R1 vao vi tri B va R3 vao vi tri C.
Ch;:,: thrllellllicé};lan Thanh phan phan tmg: Dung dich dém nuéc
55 | M3.42 Am n%onia Ml 20 chira ammonia, ethanol va natri bjcarbonate
ethanol, C 0’2 Thanh phan khong phan tng: Chat bao quan
Vit liéu kiém
soat xét nghi¢m Thanh phan phan Gmg: Dung dich dém nudc
Ammonia, chira ammonia, ethanol va natri bicarbonate
36 M3 panol,coz | M 40| Thanh phan khong phan tmg: Chét bao
mutrc binh quan.
thuong
S(\)ii?txlclé?;glei?m Thanh phan phén ung: Dung di‘ch. dém nudce
57 | M3.44 Ammonia. Ml 40 chl'}:a arnnloma,Aethan(zl V:él natri b}ca{bonate
ethanol, C 0’2 Th:anh phéan khong phéan tmg: Chat bao
mirc cao quatt
R1 Bém Imidazole: 123 mmol/L, pH 6.5 (37
°C); EDTA: 2.46 mmol/L; Mg2+: 12.3
mmol/L; ADP: 2.46 mmol/L; AMP: 6.14
mmol/L; diadenosine pentaphosphate: 19
pmol/L; NADP (nim men): 2.46 mmol/L;
£ . N-acetylcysteine: 24.6 mmol/L; HK (nam
58 | M3.4s | Thuocthuxét 1 | 5 609 men):z 3.7 ukat/L; G6P-DH (E. cogi): >

nghiém CK-MB

23.4 pkat/L; chat bao quan; chat 6n dinh;
chit phu gia.

R2 Bém CAPSO (acid 3-
(cyclohexylamino)-2-hydroxy-1-
propanesulfonic): 20 mmol/L, pH 8.8 (37
°C); glucose: 120 mmol/L; EDTA: 2.46




mmol/L; creatine phosphate: 184 mmol/L; 4
khang thé don dong khang CK-M (chubt),
kha nang tic ché: > 99.6 % t6i da dén 66.8
pkat/L (4000 U/L) (37 °C) t1eu don vi
CK-M; chét bao quan; chét 6n dinh; chit
phu gia.

R1 vao vi tri B va R2 vao vi tri C.
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M3.46

Chat hiéu chuin
xét nghiém sinh
hoa

Ml

432

Thanh phan phan Gmg trong chat déng kho:
Huyét thanh ngudi voi phu gia hoa hoc va
nguyén liéu c6 ngudn gdc sinh hoc nhu da
chi dinh. Ngudn gdc cac chat sinh hoc thém
vao nhu sau

Thanh phan khong phan tng trong chat
dong kho: Chét 6n dinh

60

M3.47

Hoa chét kiém
soat xét nghi¢m
sinh héa murc
binh thuong

Ml

120

Thanh phan phéan ng trong chat déng kho:
Huyét thanh nguoi voi phu gia hoa hoc va
nguyén lidu c6 ngudn goc sinh hoc nhu da
chi dinh. Ngudn gbc cac chit sinh hoc thém
vao nhu sau: Chét phan tich ALT (GPT),
ngudn goc tim heo, chit phan tich AST
(GOT), nguon goc tim heo, chat phan tich
Albumin, ngudn goc huyet tuong bo, chat
phén tich Aldolase, ngudn goc co tho, chat
phan tich Alkaline phosphatase, nguon gbe
nhau thai (ngudi, tai to hop), chat phan tich
Amylase toan phan ngudn goc nudc bot
nguoi / tuy heo, chat phan tich Amylase,
tuy, ngudn gdc tuy heo, chat phan tich
Creatine kinase, nguon goc co tho, chat
phan tich y-GT, ngu6n goc than, heo, chat
phén tich GLDH, nguén goc vi khuan tai t6
hop, chat phén tich LD (LDH), nguon goc
tim heo, chat phan tich Lipase, nguon goc
tuy (nguoi, tai to hop), chat phan tich Acid
phosphatase, nguén goc tuyén tién liét nguoi
/ khoai tay, chat phan tich Protein toan phén,
ngudn gdc huyét trong bo.

Thanh phan khong phan tmg: Chit 6n dinh
Thanh phan phan mg trong chét pha loing:
Natri carbonate

61

M3.48

Hoa chat kiém
soat xét nghi¢ém
sinh héa murc
bénh ly

Ml

120

Thanh phan phan mg trong chat déng kho:
Huyét thanh nguoi voi phu gia hoa hoc va
nguyén lidu c6 ngudn gdc sinh hoc nhu da
chi dinh. Ngudn gdc cac chat sinh hoc thém
vao nhu sau: Chét phan tich ALT (GPT),
ngudn goc tim heo, chat phan tich AST
(GOT), nguon goc tim heo, chat phan tich
Aldolase, ngudn goc co tho, chat phan tich
Alkaline phosphatase, nguon gbc nhau thai
(nguoi, tai to hop), chat phéan tich Amylase,
toan phan ngudn gdc nude bot ngudi / tuy
heo, chét phan tich Amylase, tuy, ngudn gdc




tuy heo, chat phén tich Cholesterol, ngudn
goc huyet tuong bo, chat phan tich y-GT,
ngudn goc thén, heo, chat phan tich GLDH,
ngudn gde vi khun, tai t6 hop, chat phan
tich LD (LDH), nguén gbc tim heo, chat
phan tich Lipase, ngudn gbc tuy (ngudi, tai
t6 hop), chét phén tich Acid phosphatase,
nguon gbc tuyén tién liét nguoi / khoai tay,
chat phan tich Transferrin, ngudn gc phan
doan IV cua quy trinh Cohn tor mau nguoi.
Thanh phan khong phan tng: Chat 6n dinh
Thanh phan phan Gng trong chat pha
loang:Natri carbonate

Dung dich rua 200.00 | Dung dich natri hydroxide 1 mol/L
62 | M3.49 bazo Mi 0 | (khodng 4 %); chét tiy rira
Dung dich rira té NaOH 3 mol/L (khoang 12 %); dung dich
! : : 0 4 .
63 | M3.50 bio dic biét Ml 3.000 Igl?:rl hypochlorite (< 2 % clo hoat tinh); phu
Dung dich rira . LA
64 | M3.51 .2 % Ml 14.760 | NaOH 1 mol/L (khoang 4 %); chat tay
kim hat mau
Dung dich rtra
65 | M3.52 | COng phan {mg |yt 950 | HCI 200 mmollL
trén hé thong
sinh hoa
66 | M3.53 Cée miu Cai 6.000 C(;c nhl_Iil chtra mau tht, vat liéu chiing va
mau chuan
67 | M3.54 Té bao do Cai 234 Dung chira hon t}op Phan ung, 17 giéng do
trong 1 doan, chat liéu: nhya
4. HOA CHAT,
VAT TU
DUNG CHO
M4 MAY XET )
NGHIEM

HUYET HOC




DxH600 Hang
Beckman
Coulter

Hoa chat chan
doan in-vitro

Hoéa chat chan doan in-vitro dung trén may

68 | M4.1 pcﬂlérlllg tf(ﬁlohrﬂsl}é’t Mi 84 phan tich huyét hoc
hoc
Chat ly giai hong cau dé dinh luong
Thude thir ly herr%oglobin, ;iémANRIABC,Adém Vf‘l dc3 kiclﬂrl
69 | M42 | gidixétnghiém | MI | 90.000 | hudcbachcau trénhé thong phan tich ¢
huyét hoc. bao huyét hoc tu dopg. Thanh phar}:
i Quaternary Ammonium Salts, Sodium
Sulfite, Chat 6n dinh, Chit dém
e phan tich ndm thanh phan bach cau trong
bI;(/)]?/é};)i?ll :gu m{)t,m?lu mau trén hé théng phan tich té bao
70 | M43 | trong xét M1 | 90.000 | Muyethoc i dong. Hoa chat Erythrolyse
' nghiém huyét ' (yéq to lam ém‘, Formic Acid), Héa'chﬁt
.hoc StaliLyse (Sodium Carbonate, Natri clorua,
j Natri sunfat)
Dung dich rira Lam sach cho cac b phan cua may khi tiép
71 | M4.4 | may phan tich Ml 60.000 | xtc voi mau, su dung tuong thich voi hé
huyét hoc thdng phén tich té bao huyét hoc
Dung dich dém pha lodng dang truong két
Dung dich pha hop v6i mot tac nhan ly giai khong chura
loang va rua 2.700.0 cyanide dung dé dém va dinh c0 cac té bao
72 | M4.5 may trong xet Ml ' 00 " | mau trén hé thong phan tich t€ bao huyét
nghi¢m huyét hoc tu dong.
hoc - Thanh phﬁn: Sodium Sulfate, Sodium
Chloride, Tetracaine HCL, Imidazole
ggigclcliaétgig?; Hoa chat duoc chi dinh sir dung trénhé¢
séit céc phép do thong phan tich té bao huyét hoc tw dong ket
73 | M4.6 th tich. d6 din Ml 144 | hop cac hoa chat phan tich dé theo doi gia tri
dien v 2{ 46 tan phép do céac thong so ve thé tich, d dan, tan
xa anh sang xa.
Hoa chat xac
dinh cac h¢ sb
hiéu chuén cua Chét chuan dung dé chinh hé sb trén hé
24 | M47 cac thong sd xét Ml 40 thong phan tich té bao huyét hoc tu dong

nghiém trén
may phan tich
huyét hic Unicel
DxH Coulter

duoc liét ké trong bang trong to insert, két
hop véi thudc thir cu thé.




M5

5. MAY PHAN
TiCH’SINH
HOA

75

M5.1

Pinh lugng
Triglycerid

Ml

6.000

Hoa chat dung cho xét nghiém dinh luong
triglyceride; Thanh phan: Dém 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); Glycerol kinase 0,5 kU/L
(8,3 pkat/L); Peroxidase 0,98 kU/L (16,3
pkat/L); Ascorbate oxidase 1,48 kU/L (24,6
pkat/L); Glycerol-3-phosphate oxidase 1,48
kU/L (24,6 pkat/L); Phuong phép: Enzym;
Dai tuyén tinh: 0,1 — 11,3 mmol/L (10 —
1000 mg/dL); Budc song: 660 nm; Loai
mau: Huyét thanh, huyét tuong; DO 1ap lai:
CV < 3,0%; Do chum toan phan: CV <
5,0%; SO luong test tdi thiéu/1 mL: 8 test

76

M5.2

Dbinh lugong
Glucose

Ml

6.000

Hoa chat dung cho xét nghiém dinh luong
glucose; Thanh phén: Dung dich dém PIPES
(pH 7,6) 24 mmol/L; ATP >2 mmol/L;
NAD+ > 1,32 mmol/L; Mg2+ 2,37 mmol/L;
Hexokinase > 0,59 kU/L; G6P-DH > 1,58
kU/L ; Phuong phéap: Enzymatic
(hexokinase method); Dai tuyén tinh: Huyét
thanh/ huyét tuong / dich ndo tiry: 0,6 — 45,0
mmol/L, Nudc tiéu: 0,2 — 45 mmol/L; Budc
song: 340 nm; Loai mau: Huyét thanh, huyét
tuong, nudc tiéu va dich ndo tuy; Do lap lai:
CV <3%; Do chum toan phﬁn: CV <5%;
S6 lugng test toi thiéu/1 mL: 13 test

77

Ms5.3

Hoa chat kiém
ching cho xét
nghi¢m
HDL/LDL-
Cholesterol

Ml

40

Hoa chat kiém chung cho xét nghiém
HDL/LDL-Cholesterol; Thanh phan: Huyét
thanh nguoi dang dong kho cé chira HDL-
Cholesterol va LDL-Cholesterol (nguoi);
Chat kiém ching 2 murc; Céc gia tri c6 thé
dugc truy xuat theo phuong phap tham
chiéu HDL va LDL-cholesterol ciia US
CDC (Centre for Disease Control)

78

M5.4

Dinh lugong
HDL-C (High
density
lipoprotein
Cholesterol)

Ml

1.440

Hoa chat dung cho xét nghiém HDL-
Cholesterol ; dai do: 0.05-4.65 mmol/L ;
phuong phéap: Enzymatic colour). Thanh
phan: Khang thé khang B-lipoprotein &
ngudi ndng do thay doi; Cholesterol esterase
(CHE) 0,8 IU/mL; Cholesterol oxidase
(CHO) 4,4 IU/mL; Peroxidase (POD) 1,7
IU/mL; Ascorbate Oxidase 2 IU/mL;F-
DAOS 0,2 mmol/L; 4-Aminoantipyrine 0,67
mmol/L




79

M5.5

Hoa chat hi¢u
chuan cho xét
nghiém HDL

Ml

36

Ho4 chit hiéu chuan ding cho xét nghiém
dinh lugng HDL-Cholesterol; Thanh phén:
Huyét thanh ngudi dang bot dong kho chira
HDL-Cholesterol (ngudi); Gia tri chat hiéu
chuén c6 thé duoc truy xuét theo phuong
phép tham chiéu HDL-cholesterol caa US
CDC (Centre for Disease Control)

80

M5.6

Pinh lugng
LDL - C (Low
density
lipoprotein
Cholesterol)

Ml

2.500

Hoa chat dung cho xét nghiém dinh luong
LDL-cholesterol; Thanh phan: Cholesterol
esterase 3,7 IU/mL; Cholesterol oxidase 3,7
IU/mL; Peroxidase 4,9 IU/mL; Natri azit
0,1%; Dung dich dém cua Good (pH 6,8) 25
mmol/L; 4-aminoantipyrine 0,8 mmol/L;
Catalase 743 IU/mL; HDAOS 0,47 mmol/L;
Phuong phap: Enzymatic; Dai tuyén tinh:
0,26 - 10,3 mmol/L (10 - 400 mg/dL); Budc
song: 600 nm; Loai mau: Huyét thanh,
huyet tuong; DO 1ap lai: CV <3,0%; Do
chum toan phan: CV < 4,0%; Sé lugng test
tdi thiéu/1 mL: 4 test

81

MS5.7

Hoa chét higu
chuan cho xét
nghiém LDL

Ml

Hoa chat hiéu chuan cho xét nghiém LDL-
Cholesterol; Thanh phan: Huyét thanh
nguoi dang bot dong kho chira LDL-
Cholesterol (nguoi).; Gia tri chat hiéu chuan
c6 thé dugc truy xuat theo phuong phép
tham chiéu LDL-cholesterol cia US CDC
(Centre for Disease Control)

82

M5.8

Dbinh lugong
Albumin trong
huyét thanh va

huyét twong

Ml

464

Hoa chat dung cho xét nghiém dinh luong
albumin; Thanh phan: Succinate buffer (pH
4,2) 100 mmol/L; Bromocresol green 0,2
mmol/L; Phuong phap: Bromocresol Green;
Dai tuyén tinh: 15 — 60 g/L (1,5-6,0 g/dL);
Budc song: 600 nm; Loai mau: Huyét
thanh, huyét twong; Do 1ip lai: CV < 3%;
Do chum toan phan: CV < 3%; S6 luong
test toi thiéu/1 mL: 17 test

83

M5.9

Po hoat do ALT
(GPT)

Ml

10.000

Hoa chat dung cho xét nghiém dinh lugong
ALT; Thanh phan: Tris buffer pH 7,15
(37°C) 100mmol/L; L-Alanine 500mmol/L;
2-Oxoglutarate 12mmol/L; LDH > 1,8kU/L;
NADH 0,2mmol/L; Phuong phap: Dua trén
khuyén céo ciia IFCC; Dai tuyén tinh: 3 —
500 U/L (0,05 — 8,33 pkat/L); Budc song:
340 nm; Loai miu: Huyét thanh, huyét
tuong; DO 1ap lai: CV < 5%; D9 chum toan
phan: CV < 10%; S6 luong test tdi thiéu/1
mL: 6 test




84

M5.10

Po hoat d6 AST
(GOT)

Ml

10.000

Hoba chat dung cho xét nghi€ém dinh luong
AST; Thanh phén: Tris buffer, pH 7,65
(37°C) 80mmol/L; L-aspartate 240mmol/L;
2-Oxoglutarate 12mmol/L; LDH > 0,9kU/L;
MDH > 0,6kU/L; NADH 0,2mmol/L ;
Phuong phap: Dua trén khuyén céo cua
IFCC; Dai tuyén tinh: 3 — 1000 U/L (0,05 —
16,7 pkat/L); Budc song: 340 nm; Loai
mau: Huyét thanh, huyét twong; DO 1ap lai:
CV < 5%; Do chum toan phan: CV < 10%;
Sb luong test ti thiéu/l1 mL: 8 test

85

M5.11

Pinh luong
Choleste‘rol toan
phan

Ml

5.000

Hoa chat dung cho xét nghiém dinh luong
cholesterol; Thanh phan: Dung dich dém
photphat (pH 6,5) 103 mmol/L; 4-
Aminoantipyrine 0,31 mmol/L; Phenol 5,2
mmol/L; Cholesterol esterase > 0,2 kU/L
(3,3 pkat/L); Cholesterol oxidase > 0,2
kU/L (3,3 pkat/L); Peroxidase > 10 kU/L
(166,7 pkat/L); Phuong phap: Enzymatic;
Dai tuyén tinh: 0,5 — 18,0 mmol/L (20 — 700
mg/dL); Budc song: 540 nm; Loai mau:
Huyét thanh, huyét tuong; DG lap lai CV <
3% P06 chum toan phan: CV < 3%; Sb lugng
test toi thiéu/1 mL: 22 test

86

M5.12

Do hoat 36 CK
(Creatine
kinase)

Ml

2.048

Hoa chat dung cho xét nghiém dinh luong
CK; Thanh phan: Immidazole (pH 6,5,
37°C) 100 mmol/L; NADP 2,0 mmol/L;
ADP 2,0 mmol/L; AMP 5,0 mmol/L;
EDTA 2,0 mmol/L; Glucose 20 mmol/L;
Creatine phosphate 30 mmol/L; N-
acetylcysteine 0,2 mmol/L; Activator 26
mmol/L; Mg2+ 10 mmol/L; Diadenosine
pentaphosphate 0,01 mmol/L; HK > 4,0
kU/L; G6P-DH > 2,8 kU/L; Phuong phap:
Dua trén khuyén cao cua IFCC; Dai tuyén
tinh: 10 — 2000 U/L (0,17 — 33,33 pkat/L);
Budc song: 340 nm; Loai mau: Huyét
thanh, huyét tuong; DO lap lai: CV < 5%;
Do chum toan phﬁn: CV < 10%; Sb luong
test toi thiéu/1 mL: 6 test
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M5.13

Po hoat d6 CK-
MB (Isozym
MB of Creatine
kinase)

Ml

1.728

Hoa chat dung cho xét nghiém dinh lugng
CK-MB; Thanh phén: Dung dich dém
imidazole (pH 6,7) 100 mmol/L;
Diadenosine-pentaphosphate 0,01 mmol/L;
Hexokinase (HK) >4 kU/L; EDTA 2
mmol/L; NADP 2 mmol/L; Glucose 20
mmol/L; G6P-DH > 2,8 kU/L; Creatine
phosphate 30 mmol/L; ADP 2 mmol/L; N-
Acetylcysteine 0,2 mmol/L; Mg-Acetate 10
mmol/L; Chét hoat héa 26 mmol/L; AMP 5
mmol/L; Khang thé khang tiéu don vi CK-
M; Phuong phap: Uc ché mién dich enzym;




Dai tuyén tinh: 10 — 2000 U/L (0,17 — 33,33
ukat/L); Budc song: 340 nm; Loai mau:
Huyét thanh, huyét tuong; DO lap lai: CV <
5%; Do chum toan phan: CV < 6,5%:; S6
luong test t6i thiéu/1 mL: 6 test

88

M5.14

Héq chét hiéu
chuan cho xét
nghi¢m CK-MB

Ml

Chat hiéu chuén dung trong xét nghiém CK-
MB; Thanh phan: Huyét thanh ngudi dong
kho chira isoenzym creatine kinase-MB;
Gia tri dugc chuan hoa theo CK total IFCC
Reference Method
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M5.15

Dung dich rua

Ml

2.000

Dung dich rua; Thanh phﬁn: Sodium
Hypochlorite 5 - 10%;

90

M5.16

Pinh luong
Creatinin

Ml

15.000

Hoa chat dung cho xét nghiém dinh luong
creatinine; Thanh phan: Natri hidroxit 120
mmol/L; Axit picric 2,9 mmol/L; Phuong
phéap: Jaffé method; Dai tuyén tinh: Huyét
thanh/ huyét twong: Phuong phéap A: 5 —
2200 pmol/L (0,06 — 25,0 mg/dL); Phuong
phép B: 18 — 2200 umol/L (0,2 — 25,0
mg/dL), Nudc tiéu: 88 — 35360 umol/L (1 —
400 mg/dL); Budc song: 520 nm; Loai
mau: Huyét thanh, huyét tuong, nudc tiéu;
Do lap lai: CV < 3%; D6 chum toan phan:
CV < 5%; Sb luong test tdi thiéu/1 mL: 4
test

91

MS5.17

Pinh lugng CRP

Ml

2.400

Héa chat dung cho xét nghiém dinh lugng
CRP d6 nhay cao; Thanh phan: Glycine
buffer 100 mmol/L; Latex, phu khang thé
khang CRP < 0,5% w/v; Phuong phap: Mién
dich do d¢ duc; Dai tuyén tinh: Ung dung
binh thuong: 0,2-480 mg/L, Ung dung do
nhay cao: 0,08—80 mg/L; Loai mau: Huyét
thanh, huyét twong; Do 1ip lai: CV < 6%;
b6 chum toan ph?m: CV < 10%; Sb luong
test toi thieu/1 mL: 3 test
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M5.18

Hoa chit higu
chuin cho xét
nghiém CRP c6
dd nhay cao

Ml

20

Chat hiéu chuan cho xét nghiém CRP d6
nhay cao; Thanh phan: Chat nén huyét
thanh nguoi dang long c6 chira CRP ngudi;
Chét hiéu chuan gdbm muc 2 dén mic 6;
Céc gia tri duoc gan theo tiéu chuan IFCC
bang phuong phap mién dich do d6 duc
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M5.19

Hoa chét hiéu

chuan cho xét

nghiém CRP
thuong

Ml

50

Hoa chat hiéu chuan cho xét nghiém CRP
thuong; Thanh phan: Chét nén huyét thanh
ngudi dang 16ng c6 chita CRP ngudi; Chét
hiéu chuan gdm mirc 2 dén mic 6; Céc gia
tr1 duoc gan theo tiéu chuan IFCC bfmg
phuong phép mién dich do d6 duc
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M5.20

Dinh luong Sét

Ml

240

Héa chat dung cho xét nghiém dinh lugng
sat; Thanh phan: Pém glycin (pH 1,7) 215
mmol/L; L-ascorbic acid 4,7 mmol/L; 2,4,6-
Tri(2-pyridyl)-5-triazine 0,5 mmol/L;
Phuong phap: TPTZ; Dai tuyén tinh: 2 —
179 pmol/L (10 — 1000 pg/dL); Budc song:
600 nm; Loai mau: Huyét thanh, huyét
tuong; Do 1ap lai: CV < 3,0%; Do chum
toan phﬁn: CV <5,0%; S6 lugng test tdi
thiéu/1 mL: 10 test

95

M5.21

Hoa chét hiéu
chuan cho cac
x€t nghiém sinh
héa thuong quy

Ml

240

Huyét thanh hiéu chudn cho cac xét nghiém
sinh hoa thudng quy; Thanh phan: Huyét
thanh nguoi, cadc enzym tir nguoi, dong vt
va thuc vat: Alkaline Phosphatase, ALT,
AST, Amylase, Cholinesterase, CK-NAC,
GGT, LDH, Albumin, Creatinine,
Cholesterol, Glucose, Lactate, Lipase,
Protein toan ph?m, Triglycerid, UIBC, Ure,
Uric Acid, Bilirubin, Phospho vo co, Calci,
Sét, Magnesi
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M5.22

Pinh lugng Ure

Ml

9.000

Hoa chat dung cho xét nghiém dinh luong
uré; Thanh phén: "Bém 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: 60-4500 mg/dL (10-
750 mmol/L); Loai mau: Huyét thanh, huyét
tuong, nudc tiéu; DO 1ap lai: CV < 5%; Do
chum toan phan CV < 10%; S6 lugng test
t6i thiéu/l mL: 9 test
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M5.23

Pinh lugng
Acid Uric

Ml

3.000

Hoa chat dung cho xét nghiém dinh lugng
axit uric; Thanh phan: Dém phosphat (pH
7,5) 42 mmol/L; MADB 0,15 mmol/L; 4-
Aminophenazon 0,30 mmol/L; Peroxidase >
5,9 kU/L (98 pkat/L); Uricase > 0,25 kU/L
(4,15 pkat/L); Ascorbat Oxidase > 1,56
kU/L (26 pkat/L); Phuong phap: Uricase;
Dai tuyén tinh: Huyét thanh, huyét twong:
1,5-30 mg/dL (89-1785 pumol/L), Nudc
tidu: 2-400 mg/dL (119-23800 umol/L);
Buéc song: 660nm; Loai mau: Huyét thanh,
huyét tuong, nudc tiéu; Do lap lai: CV <
3%; P06 chum toan phan: CV < 5,0%; Sb
luong test ti thiéu/1 mL: 11 test
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M5.24

Dung dich rua
hé thong may
sinh hoa

Ml

200.00

Dung dich rira hé théng méy sinh hoa;
Thanh phan: Sodium Hydroxide 1 - 2%;
Genapol X080 1 - 2%; Sulfonic acids, C14-
17-sec-alkane, mudi natri 1 - 5%.

99

M5.25

Héa chat kiém
ching muc 1
cho cac xét
nghi¢m sinh hoa
thuong quy

Ml

300

Chét kiém chimg cho cac xét nghiém sinh
hoa thudng quy muc 1; Thanh phan: Huyét
thanh nguoi dang déng kho chira hoa chat
phu gia va cac enzyme thich hop c6 ngudn
gbc con ngudi va dong vat: Bilirubin-Total
va Direct, Cholinesterase, ALP, ALT,
Amylase, AST, CK-NAC, GGT, GLDH,
LDH,; Lipase, Inorganic Phosphorus,
Triglyceride, Albumin, Calcium, Chloride,
Cholesterol, Creatinine, Glucose,
Iron,Lactate, Lithium, Magnesium,
Potassium, Sodium, Total Protein,; UIBC,
Urea & Uric Acid, IgA, IgG, IgM, APO Al.
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M5.26

Hoa chat kiém
ching mirc 2
cho céc xét
nghiém sinh hoa
thuong quy

Ml

300

Chat kiém chung cho cac xét nghiém sinh
hoa thuong quy mirc 2; Thanh phan: Huyét
thanh ngudi dang dong kho chira hoa chat
phu gia va cac enzyme thich hop c6 ngudn
gbc con ngudi va dong vat: Bilirubin-Total
va Direct, Cholinesterase, ALP, ALT,
Amylase, AST, CK-NAC, GGT, GLDH,
LDH, Lipase, Inorganic Phosphorus,
Triglyceride, Albumin, Calcium, Chloride,
Cholesterol, Creatinine, Glucose, Iron,
Lactate, Lithium, Magnesium, Potassium,
Sodium, Total Protein, UIBC, Urea, Uric
Acid, IgA, IgG, IgM, APO Al
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M5.27

Pinh lugng
Bilirubin toan
phan

Ml

240

Hoa chat dung cho xét nghiém dinh lugng
bilirubin toan phan; Thanh phan: Cafein 2,1
mmol/L; 3,5 Dichlorophenyl diazonium
tetrafluoroborat 0,31 mmol/L; Chit hoat
dong bé mat; Phuong phap: DPD; Dai tuyén
tinh: 0,5-513 pmol/L (0,03—-30 mg/dL);
Budc song: 540nm; Loai mau: Huyét thanh,
huyét tuong; Do 1ap lai: CV <3,0%; Do
chum toan phén: CV <5,0%; SO luong test
t6i thiéu/1 mL: 16 test

102

M5.28

Dbinh lugong
Bilirubin truc
tiép

Ml

288

Hoa chat dung cho xét nghiém dinh lugng
bilirubin tryc tiép; Thanh phan: 3,5
Dichlorophenyl diazonium tetrafluoroborate
0,08 mmol/L; Phuong phap: DPD; Dai do:
0,9 — 171 pmol/L (0,05 — 10 mg/dL); Budc
song: 570 nm; Loai mau: Huyét thanh, huyét
tuong; Do 1ap lai: CV < 5%; Do chum toan
phan: CV < 7,5%; S6 luong test tdi thiéu/1
mL: 16 test
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M5.29

Do hoat 3o
Lipase

Ml

1.040

Héa chat dung cho xét nghiém dinh lugng
lipase; Thanh phan: Pém MES/BES (pH
6,8) 27 mmol/L; Co chét 1,2-Diglyceride
0,04 mmol/L; Monoglyceride lipase > 400
U/L; Glycerol kinase > 100 U/L; POD > 500
U/L; 4-Aminophenazone 0,25 mmol/L;
TAPS (pH 8,7) 50 mmol/L; TOOS 1,0
mol/L; Co-lipase > 15 kU/L; GPO > 15
kU/L; ATP > 0,85 mol/L; Chét hiéu chuén:
Huyét thanh nguoi chua lipase lon; Phuong
phap: Do mau dong hoc; Dai tuyén tinh: 3 —
600 U/L (0,05 — 10 pkat/L); Budc song:
540 nm; Loai mau: Huyét thanh, huyét
tuong; Do 1ap lai: CV <5,0%; Do chum
toan phan: CV < 10%; Sb luong test tdi
thiéu/1 mL: 3 test
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M5.30

Pinh luong
Protein toan
phan

Ml

200

Hoa chat dung cho xét nghiém dinh luong
protein toan phan; Thanh phan: Natri
hydroxyd 200 mmol/L; Kali natri tartrat 32
mmol/L; Déng sulphat 18,8 mmol/L; Kali
iodid 30 mmol/L; Phuong phap:
Photometric; Dai tuyén tinh: 30-120 g/L (3—
12 g/dL); Buéc séng: 540nm; Loai mau:
Huyét thanh, huyét tuong; Do 1ap lai: CV <
3,0%; D6 chum toan phan: CV < 4,0%; Sb
luong test tdi thiéu/l1 mL: 10 test
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M5.31

Po hoat a6 GGT
(Gama Glutamyl
Transferase)

Ml

2.560

Hoa chat dung cho xét nghiém dinh luong
GGT; Thanh phan: Glycylglycine, pH 7,7
(37°C) 150 mmol/L; L-y-glutamyl-3-
carboxy-4-nitroanilide 6 mmol/L; Phuong
phap: Dua trén khuyén cao caa IFCC; Dai
tuyén tinh: 5 - 1200 U/L (0,08 — 20,00
ukat/L); Budc song: 410 nm; Loai mau:
Huyét thanh, huyét teong; PO lap lai: CV <
5%; P chum toan phan: CV < 10%; S
luong test ti thiéu/1 mL: 5 test
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M5.32

Dbinh lugong
Amylase

Ml

900

Hoa chat dung cho xét nghiém dinh lugng
o-amylase; Thanh phan: MES (pH 6,05)
36,1 mmol/L; Canxi axetat 3,60 mmol/L;
NaCl 37,2 mmol/L; Kali thiocyanate 253
mmol/L; CNPG3 1,63 mmol/L; Phuong
phap: CNPG3; Dai tuyén tinh: Huyét thanh/
huyét tuong: 10 — 2000 U/L (0,2 — 33,3
pkat/L), Nudc tiéu: 5 — 4800 U/L (0,1 — 80
pkat/L) ; Budc song: 410 nm; Loai mau:
Huyét thanh, huyét tuong, nudc tiéu; Do lap
lai: CV < 5,0%; D6 chum toan phan: CV <
10,0%; S6 luong test t6i thiéu/1 mL: 5 test




Hoa chat kiém

Vat liéu kiém soat muc 1 xét nghiém dinh

107 | M5.33 Clcl};u;% Irlnglfﬁélm Ml 30 luong a}moniac, eth’ar?ol, CQ2. Thanh phén:
Ammonia, dung dich dém, chtra: amoniac. ethanol.
Ethanol va CO2 natri hydrocarbonat.
Hoa chit kiém Vit liéu kiém soat mtrc 2 xét nghiém dinh
chirng mrc 2 lwong amoniac, ethanol, CO2. Thanh phan:
108 | M5.34 | cho xét nghiém Ml 30 AMMONIA/ETHANOL/CO2 CONTROL -
Ammonia, dung dich dém, chira: amoniac. ethanol.
Ethanol va CO2 natri hydrocarbonat.
Chat hiéu chuan xét nghiém dinh lugng
amoniac, ethanol, CO2
Héa chat hi¢u AMMONIA/ETHANOL/CO2
chuin cho xét CALIBRATOR duogc dung dé hiéu chuén
109 | M5.35 nghiém Ml 50 cac Phuong phap do cua BioSystems. Thanh
Ammonia, phén: Chat hiéu chuén
Ethanol va CO2 AMMONIA/ETHANOL/CO2
CALIBRATOR - dung dich dém, chura:
amoniac, ethanol, natri hydrocarbonat.
Thudc thtr duoc dung cho xét nghiém dinh
luong ethanol trong mau huyét thanh, huyét
tuong va nudc tiéu nguoi. Thude thor A (2 x
20 mL): bém PIPES 100 mmol/L, chit bao
o 1A s quan, pH 7,9. Thuoc thtr B (2 x 7 mL): Bém
1o | ms.a6 igalezitgililgi vi | a1 |PIPES 50 mmol/L, NAD 15 mmol/L.
Ethanol alcohol dehydrogenase (ADH) > 18 KU/L,
chat bao quan, pH 6,2. Phuong phép do
quang: ALCOHOL DEHYDROGENASE.
Gi61 han phat hién: 8,11 mg/dL = 1,76
mmol/L. Gidi han tuyén tinh: 300 mg/dL =
65,1 mmol/L.
Chat hiéu‘chuén dung cho xet nghiém RF;
Hoa ch 4t hicu ghan}ll 7phanl.1 ?hia{tFnen h‘up./etC ‘c}llli[nl? Pgu’gl .
111 | M5.37 | chuén cho xét Ml 30 ang fong chra B hguol, LAhathicd chuan
o 5 murc; Cac gia tri cua chat hi¢u chuan dugc
nghi¢ém RF A . A £
gan sir dung cac nguyén liéu tham chiéu
theo tiéu chuan qudc t& WHO
Hoa chat dung cho xét nghiém dinh lugng
RF; Thanh phan: Glycine buffer (pH 8,0)
Dinh hrong RF 170 mmol/I’J; .Latex Phﬁ IgG:nqui < 0,75. %;
112 |M538 | (Reumatoid Ml | si2 | FPhuongphip:Dodo duc mién dich; Dai
Factor) tuyén tinh: 10-120 IU/mL; Loai mau: Huy®t
thanh, huyét tuong; Do lap lai: CV <10,0%
Do chum toan phﬁn: CV <10,0%: S6 luong
test t6i thiéu/l mL: 6 test
Chat chudn Chéat I}iéu chllén r}éng do thép'/f:ao'sgfl du{lg
nude tidu mire cho xét nghiém dinh lugng (glar‘lqtlep) nong
113 | M5.39 Ml 200 dé Na+, K+ va CI- trong nudce tieu; Thanh

thap/cao cho xét
nghiém dién giai

phan: Na+ (Thap) 50 mmol/L; (Cao) 200
mmol/L. K+ (Thap) 10 mmol/L; (Cao) 100




mmol/L. Cl- (Thap) 50 mmol/L; (Cao) 180
mmol/L

Chat hi¢u chuan muc cao str dung cho xét

Chét chuén N . ., e X n .
huyét thanh mirc nghi¢m dmh lugng (gian ti€p) nong do natri
114 | M5.40 ; Ml 800 (Na+), kali (K+) va clorua (Cl-) trong huyét
cao cho xét % . AT
nghiém dién gidi thanh, huyét turong; Thanh phan: Na+ 160
ghie : mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L
) i Chat hiéu chuin mtrc thép dqu sur c‘lung cho
Chat chuan xét nghiém dinh luong (gian tiép) nong do
huyét thanh murc natri (Na+), kali (K+) va clorua (Cl-) trong
15| M54l thip cho xét Mi 800 huyét thanh, huyét twong; Thanh phan: Na+
nghiém dién giai 130 mmol/L; K+ 3,5 mmol/L; CI- 85
mmol/L
. £ aia Hoa chat dién gidi cho dién cuc tham chiéu
Hoa chat di¢n st dung cho xét nghiém dinh lugng (gian
116 | M5.42 | giai cho dién Ml | 64.000 | > SHNS ChO XCLNEAICM IR IWONE (E1an,
" tiép) nong do Na+, K+ va Cl-; Thanh phan:
cuc tham chiéu /
Kali clorua 1 mol/L
Chat hiéu chuan mirc trung binh sir dung
Chat chuan dién cho xét nghiém dinh lugng (gian tiép) nong
17 1 M5.43 giai muc gitra Mi 800 d6 Na+, K+ va Cl-; Thanh phén: Na+ 4,3
mmol/L; K+ 0,13 mmol/L; CI- 3,1 mmol/L
) R Dung dich dém str dung cho xét nghiém
118 | M5.44 | Pune IdS‘Eh dem |\ | 64.000 | dinh lwong (gian tiép) néng do Na+, K+ va
Cl-; Thanh phan: Triethanolamine 0,1 mol/L
bién cuc . bién cuc Natri, Chat li€u: nhya va kim loai,
119 | M5.45 Sodium Cai 4 Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
Dién cuc .. Dién cyc Kali, Chét liéu: nhya va kim loai,
120 | M5.46 Potassium Cai 4 Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
Dién cuc . Dién cuc Clo, Chat lidu: nhya va kim loai,
1211 M>.47 Chloride Cai 4 Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm




Pién cuc tham

bién cuc tham chiéu, Chat liéu: nhya va kim

122 | M5.48 chiéu Cai 3 loai, Puong kinh than: 1,6 cm, chiéu dai: 5,8
cm
Dung dé bom dung dich tay, rira hodc dung
digh ISE.‘Lém bang vat liéu nhyua va cao su.
123 | M5.49 Day bom Cai 8 Tong chicu dai 10,7 cm (+/- 0,2 cm), chiéu
dai cao su: 8,8 cm (+/- 0,2 cm), duong kinh
0,5 cm (+/- 0,1 cm).
Bong deén Bong den quang hoc, ngudn sang, cho den
124 | M5.50 | Halogen, 12V Cai 8 trac quang, 12Vdc 20W. Lam bang kim loai,
20W thuy tinh, nhya.
6.HOA CHAT
VAT TU
M6 DANH CHO -
MAY XN
MIEN DICH
Tip hiit mau
dung cho phép , R S . A
125 | M6.1 | nghiemmién | C& | 72.000 | LB nhuahit mau dung cho phép nghiém
. , - mien dich. Pong g6i 30 x 120 cai
dich. Béng gobi
30 x 120 cai
Cup chira mau
dung cho xét I . A
126 | M6.2 | nghiém mién cai | 36.000 | Cup nhua chira mau dung cho xét nghiém
. . - mién dich. Péng goi 60 x 60 cai
dich. Bong goi
60 x 60 cai
Cdc nho ding
dé chira mau. .. Cbc nhua chtra mau thir, vat lidu chimg va
271 M63 | g esi 5000 | C | 40000 1 &) chudn: Déng g6i 5000 cai hop
cai
Dung dich rura
dién cuc xet KOH 176 mmol/L (twong tmg v6i pH
128 | M6.4 nghi¢m mién Ml 36.480 | 13.2); chat tay <1 %. Dong goi 6 x 380
dich. Pong gobi 6 ml/ hop; Xuat xit G7
x 380 ml
D}mg d}Ch he; Dbém phosphate 300 mmol/L;
thong dung ¢ tripropylamine 180 mmol/L; chét tiy <0.1
129 | M6.5 phét tin hi¢u Ml 36.480 ’ ~

dién hoa. Dong
2061 6 x 380 ml

%; chat bao quan; pH 6.8 . Dong go1 6 x
380 ml; Xuat xua G7




Dung dich phu
tro' cho vao
thung chira nudc
cat , ting cudng

Dung dich phu trg cho vao thung chira nudce
cat , tang cuong hiéu qua rira cho xet
nghi¢m mién dich. Péng goi 500 ml.

130 | M6.6 | qué rita cho Ml 10.000 | Polidocano nong do % khoi lugng/khéi
<&t nghiém min luong tir 7% dén dudi 10%. 2-rp.ethyl-2H- .
dich. D6 ng g6i isothiazol-3-one noéng do % khoi lugng/khoi
T luong tr 0.5% dén dudi 1% ; Xuat xa G7
500 ml
Chét pha lodng
mau trong xét Chat pha loing miu trong xét nghiém mién
131 | M6.7 nghiém mién Ml 3.600 | dich. Pong g6i2 x 16 mL.'Pém huyét
dich. Béng gobi 2 thanh ngua; chit bao quan ; Xuét xa G7
x 16 mL
Dung dich pha
loang mau xét Dung dich pha lodng mau xét nghiém mién
132 | M6.8 nghiém mién Ml 3.600 | dich. Pong g6i 2 x 16 ml; Hon hop protein;
dich. Béng gobi 2 chit bao quan <0.1 ; Xuit xi G7
x 16 ml
Vit lidu kiém Thubc thir - dung dich tham gia xét nghiém
soat xét nghiém « PC Ul: 2 chai d pha 2 x 3.0 mL mau
133 | M6.9 | dinh lugng 24 Ml 48 ching huyét thanh (nguoi)
thong s6 mién « PC U2: 2 chai d pha 2 x 3.0 mL mau
dich chtng huyét thanh (nguoi) ; Xuat xt G7
Vat liu kiém
soajtﬂcac xet * PC MM 1: 3 chai, mdi chai 2.0 mL mau
134 | M6.10 lnghlgrgéhnh 1 48 chtng huyét thanh
) uong TH, M * PC MM2: 3 chai, mdi chai 2.0 mL mau
C-Peptide, hGH, ching huyét thanh ; Xuit xtt G7
Insulin, IL-6, g huy > Audl X
PIGF, sFlt
Vat liéu kiém
soat cac xét
nghiém dinh
lugng AFP, CA PC TM1: 2 chai, mdi chai 3.0 mL huyét
125, CA 15-3, thanh ching (nguoi)
35 I M6ITH o199, ca | M 4| pC TM2: 2 chai, mdi chai 3.0 mL huyét
72-4, CEA, thanh ching (nguoi); Xuét xit G7
CYFRA 21-1,
Ferritin, PSA,
HCG, NSE
Vat liu kiém
soat cac xét
nghi¢m dinh
luong Vitamin PC V1: 2 chai, mdi chai 3.0 mL huyét thanh
136 | M6.12 B12, Ferritin, Ml 24 chung

Folate, BCTx,
Osteocalcin,
PTH, PINP,
Vitamin D,

Calcitonin

= PC V2: 2 chai, n}g)i chai 3.0 mL huyét
thanh chimg ; Xuat xixt G7




Thudc thir xét

Bo thube thi duoc dan nhan AFP. ; Xudt xt
G7

M ; Streptavidin (nip trong), 1 chai, 6.5 mL:
; Streptavidin 0.72 mg/mL; chat bao quan.
R1 Anti-AFP-Ab~biotin (nap xam), 1 chai,

nghiém dinh 10 mL: Khang thé don dong khang AFP
137 | M6.13 | luong AFP dong Test 1.500 | danh d4u biotin (chudt) 4.5 mg/L;, pH 6.0;
g6i 100 xét chat bao quan.
nghiém R2 Anti-AFP-Ab~Ru(bpy) (nip den), 1
chai, 10 mL: Khang thé don dong khang
AFP (chudt) danh diu phuc hop ruthenium
12.0 mg/L; dém phosphate 100 mmol/L, pH
6.0; chat bao quan. dong go6i 100 xét nghiém
AFP Call: 2 chai, mdi chai 1.0 mL méu
chuan 1
Chét hiéu chgén fﬁ; nC;lZ. 2 chai, moi chai 1.0 mL mau
138 | M6.14 Xetl nghleandP}nh Mi 12 AFP (nguoi, tir canh cdy té bao) véi hai
wong khoang ndng do (khoang 5 TU/mL hodc 6
ng/mL va khoang 50 IU/mL hoac 60 ng/mL)
trong huyét thanh nguoi; Xuat xit G7
B6 thudc thir duge dan nhin TPSA. doéng
261 100 xét nghiém
M ; Streptavidin (ndp trong), 1 chai, 6.5 mL:
: Streptavidin 0.72 mg/mL; chat bao quan.
Thudc thir xét R1 Anti-PSA-Ab~biotin (ndp xam), 1 chai,
nghiém dinh 10 mL: Khéang thé don dong khang PSA
139 | M6.15 | lugng PSA toan Test 500 danh dau biotin (chudt) 1.5 mg/L; dém
phan dong goi phosphate 100 mmol/L; chit bao quan.
100 xét nghiém R2 Anti-PSA-Ab~Ru(bpy) (nip den), 1
chai, 10 mL: Khang thé don dong khang
PSA (chudt) danh déu phirc hop ruthenium
1.0 mg/L; dém phosphate 100 mmol/L, pH
6.0; chét bao quan ; Xuat xit G7
PSA Call: 2 chai, mdi chai 1.0 mL mau
Ao1a 2 chuan 1
Chat hicu chuan PSA Cal2: 2 chai, mdi chai 1.0 mL mAu
140 | M6.16 | X€t nghiémdinh |y, 12 | chuin 2
luong PSA toan s \ A A
phin PSAO(ngum) vOl1 ha} khoz}ng nong do
(khoang 0 ng/mL va khoang 60 ng/mL)
trong huyét thanh ngudi
B thudc thir duge déan nhan FPSA. dong
g6i 100 xét nghiém; Xuat xtir G7
M ; Streptavidin (ndp trong), : ; Streptavidin
Thudc thir xét 0.72 mg/mL; chét bao quan.
nghiém dinh R1 Anti-PSA-Ab~biotin (ndp xam), 1 chai,
141 | M6.17 | luong PSAtwdo | Test 400 10 mL: Khang thé don dong khang PSA
dong go1 100 xét danh dau biotin (chudt) 2 mg/L; dém
nghiém phosphate 100 mmol/L, pH 7.4; chét bao

quan. )
R2 Anti-PSA-Ab~Ru(bpy) (nap den), 1
chai, 9 mL: Khang thé don dong khang PSA




(chudt) danh du phirc hop ruthenium 1.0
mg/L; dém phosphate 100 mmol/L, pH 7.4;
chat bao quan
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M6.18

Chat hiéu chuin
x¢ét nghiém dinh
luong PSA tu do

Ml

FPSA Call: 2 chai, mdi chai chira 1.0 mL
mau chuén 1

FPSA Cal2: 2 chai, mdi chai chira 1.0 mL
mau chuén 2

PSA tir do (ngudi) ¢ hai khoang nong do
(khoang 0.10 ng/mL va khoang 20 ng/mL)
trong hon hop dém/protein (albumin huyét
thanh bo).; Xuat x{r G7
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M6.19

Thudc thtr xét
nghiém dinh
luong CEA
dong g6i 100 xét
nghiém

Test

1.500

B6 thudc thir duge dan nhian CEA. déng goi
100 xét nghiém; Xuat xtr G7

M ; Streptavidin (ndp trong), 1 chai> 8 mL: ;
Streptavidin 0.72 mg/mL; chat bao quan.

R1 Anti-CEA-Ab~biotin (ndp xam), 1 chai,
10 mL: 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.

R2 Anti-CEA-Ab~Ru(bpy) (nip den), 1
chai, 8 mL: Khang thé don dong khang CEA
(chuot) danh dau phirc hop ruthenium 4.0
mg/L; dém phosphate 100 mmol/L, pH 6.5;
chat bao quan
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M6.20

Thudc thir xét
nghi¢m dinh
luong CEA
dong goi 200 xét
nghiém

Test

1.000

B thudc thir duge dan nhan CEA. déng gbi
200 xét nghiém; Xuét xit G7

M ; Streptavidin (np trong), 1 chai> 12 mL:
; Streptavidin 0.72 mg/mL; chét bao quan.
R1 Anti-CEA-Ab~biotin (nip xam), 1 chai,
18 mL: Khang thé don dong khang CEA
danh dau biotin (chudt/nguoi) 3.0 mg/L;
dém phosphate 100 mmol/L, pH 6.0; chat
bao quan.

R2 Anti-CEA-Ab~Ru(bpy) (nip den), 1
chai, 14 mL: Khang thé don dong khang
CEA (chudt) danh dau phirc hop ruthenium
4.0 mg/L; dém phosphate 100 mmol/L, pH
6.5; chat bao quan
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M6.21

Chét hiéu chuén
xét nghiém dinh
luong CEA

Ml

16

CEA Call: 2 chai, mbi chai chira 1.0 mL
mau chuén 1

CEA Cal2: 2 chai, mbi chai chira 1.0 mL
mau chuén 2

CEA (nguoi, tir canh ciy té bao) véi hai
khoang nong d6 (khoang 5 ng/mL va
khoang 50 ng/mL) trong hon hop
dém/protein. 1 ng/mL CEA tuong Uing voi
16.9 mIU/mL
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M6.22

Thudc thir xét
nghi¢m dinh
lugng Ferritin
dong goi 100 xét
nghiém

Test

600

B thudc thir duge dan nhian FERR.déng goi
100 xét nghi¢m

M ; Streptavidin (ndp trong), 1 chai, 6.5 mL:
: Streptavidin 0.72 mg/mL; chit bao quan.
R1 Anti-Ferritin-Ab~biotin (ndp xam), 1
chai, 10 mL:

Khang thé don dong khang ferritin ddnh diu
biotin (chudt)

3.0 mg/L; dém phosphate 100 mmol/L, pH
7.2; chat bao quan.

R2 Anti-ferritin-Ab~Ru(bpy) (ndp den), 1
chai, 10 mL:

Khang thé don dong khang ferritin (chudt)
danh dau phire hop

ruthenium 6.0 mg/L; d¢m phosphate 100
mmol/L, pH 7.2; chét

bdo quan.
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M6.23

Chat hiéu chuan
x¢ét nghiém dinh
lugng Ferritin

Ml

12

Xuét xit G7* FERR Call: 2 chai, mdi chai
chtra 1.0 mL mau chuan 1

* FERR Cal2: 2 chai, mdi chai chira 1.0 mL
mau chuén 2

Ferritin (nguoi, gan) véi 2 khoang nong do
(khoang 10 pg/L hoac

ng/mL va khoang> 300 pg/L hodac ng/mL)
trong hdn hop huyét thanh

nguoi.
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Mé6.24

Thudc thir xét
nghiém dinh
luong Folate thé
hé 3 dong goi
100 xét nghiém

Test

500

B6 thudc thir (M, R1, R2) va thude thir tién
xtr ly (PT1, PT2) dugc dan nhan Fol
I11.déng goi 100 xét nghiém; Xuat xi G7

PT1: Thudc thir tién xir Iy 1 (ndp tring), 1
chai, 4 mL: Natri 2-mercaptoethanesulfonate
(MESNA), pH 5.5.

PT2: Thudc thir tién xir 1y 2 (ndp xam), 1
chai, 5 mL: Natri hydroxide 25 g/L.

M: ; Streptavidin (ndp trong), 1 chai, 6.5
mL: ; Streptavidin 0.72 mg/mL; chét bao
quan.

R1: Protein gin két folate~Ru(bpy) (np
xam), 1 chai, 9 mL: Protein gén két folate
danh dau ruthenium 75 pg/L; albumin huyét
thanh ngudi (chat 6n dinh); Dém
borate/phosphate/citrate 70 mmol/L, pH 5.5;
chat bao quan.

R2: Folate~biotin (ndp den), 1 chai, 8 mL:
Folate ¢anh déu biotin 17 pg/L; biotin 120
ng/L; huyét thanh ngudi (chit 6n dinh); dém
borate 100 mmol/L, pH 9.0; chit bao quan.
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Mé6.25

Chét hiéu chuan

xét nghiém dinh

luong Folate thé
hé 3

Ml

12

» FOL III Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

» FOL III Cal2: 2 chai, mdi chai 1.0 mL mau
chuan 2

Folate v6i hai khoang ndng do (< 9.1
nmol/L hoac < 4.0 ng/mL va

khoang 38.5 nmol/L hodc 17.0 ng/mL) trong
huyét thanh ngudi.; Xuit xit G7
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M6.26

Thudc thir xét
nghiém dinh
luong FT4 dong
261 200 test

Test

8.000

Bo thudc thir duge dan nhin FT4. dong goi
200 test; Xuat xtt G7

M ; streptavidin (ndp trong), 1 chai, 12 mL:
: streptavidin ; chat bao quan.

R1 Anti-T4-Ab~Ru(bpy) (ndp xam), 1 chai,
18 mL:

Khang thé don dong khang T4 (tho) danh
déu phire hop

ruthenium 75 ng/mL; dém phosphate 100
mmol/L, pH 7.0; chét

bdo quan.

R2 T4~biotin (ndp den), 1 chai, 18 mL:

T4 danh dau biotin 2.5 ng/mL; dém
phosphate 100 mmol/L,

pH 7.0; chét bao quan.
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M6.27

Chat hiéu chuan
x¢ét nghiém dinh
lugng FT4

Ml

16

Thudc thir - dung dich tham gia xét nghiém
* FT4 4 Call: 2 chai, mdi chai chira 1.0 mL
mau chuan 1
* FT4 4 Cal2: 2 chai, mdi chai chira 1.0 mL
mau chuin 2
L-thyroxine
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M6.28

Thudc thtr xét
nghi¢m dinh
luong FT3 dong
g61 200 test

Test

1.000

B thudc thir duwge dén nhan FT3. dong goi
200 test; Xuat xix G7

M: ; streptavidin (ndp trong):

; streptavidin 0.72 mg/mL; chat bao quan.
R1: Anti-T3-Ab~Ru(bpy) (ndp xam), 1 chai,
18 mL: Khéang thé don dong khang T3 (clru)
danh déau phtrc hop ruthenium 18 ng/mL;
dém phosphate 100 mmol/L, pH 7.0; chat
bdo quan.

R2: T3~biotin (ndp den), 1 chai, 18 mL:

T3 danh diu biotin 2.4 ng/mL; dém
phosphate 100 mmol/L, pH 7.0; chat bao
quan.
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M6.29

Chét hiéu chuén
xét nghiém dinh
lugng FT3

Ml

12

FT3 III CalSet 13 huyét thanh ngudi dong
kho chira T3 véi hai khoang ndng db.

Céc chai CalSet c¢6 thé dung véi tit ca cac 16
thudc thur.

Thudc thir - dung dich tham gia xét nghiém
» FT3 III Call: 2 chai, mdi chai 1.0 mL mau
chuan 1

= FT3 III Cal2: 2 chai, mdi chai 1.0 mL mau
chuén 2

FT3 véi 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.

B6 thudc thir (M, R1, R2) dugc dan nhén
T4;d6ng g6i 200 test; Xuat xit G7

M: ; streptavidin (ndp trong), 1 chai, 12 mL:
; streptavidin 0.72 mg/mL; chit bao quan.

Thudc thtr xét R1: Anti-T4-Ab~Ru(bpy) (nip xam), 1
nghiém dinh chai, 18 mL: Khang thé da dong khang T4
154 | M6.30 | luong thyroxine Test 400 (ctru) danh diu phirc hop ruthenium 100
dong goi 200 ng/mL; ANS 1 mg/mL; dém phosphate 100
test mmol/L, pH 7.4; chit bao quan.

R2: T4~biotin (ndp den), 1 chai, 18 mL:

T4 danh déu biotin 20 ng/mL; dém
phosphate 100 mmol/L, pH 7.4; chat bao
quan.

* T4 Call: 2 chai, mdi chai chira 1.0 mL
mau chuén 1

Chét hiéu chuén » T4 Cal2: 2 chai, mdi chai chira 1.0 mL
155 | M6.31 | xét nghiém dinh Ml 8 mau chuén 2 L-thyroxine véi hai khoang
lugng thyroxine ndng do (khoang 50 nmol/L hoic 3.9 pug/dL
va khoang 230 nmol/L hoac 17.9 pg/dL)
trong ; Xuat xia G7
. T37 Call: 2 chai, mdi chai 1.0 mL mau
X 1A 2 chuan 1
C’hat hl.@}l Chgan » T3 Cal2: 2 chai, mdi chai 1.0 mL mAau
x¢ét nghiém dinh chuin 2
156 | M6.32 o dlo‘iﬁrylfonme Ml 16| T3 v6i hai khoang ndng do (khoang 1.25
toan phin nmol/L hoac 0.8 ng/mL va khoang 8.5
nmol/L hodc 5.5 ng/mL) trong huyét thanh
ngudi.; Xuat xa G7
dong goi 100 test;; Xuat xir G7 Bo thude thir
dugc dan nhan TG 2 bao gom:

M: ; streptavidin (ndp trong), 1 chai, 6.5
mL:

; streptavidin 0.72 mg/mL; chét bao quan.

R1: Anti-Tg-Ab~biotin (ndp xam), 1 chai, 9

Thudc thir xét mL:
nghiém dinh Khang thé don dong khang Tg danh dau
luong biotin (chudt) 1 mg/L;
157 | M6.33 thyroglobulin Test 500 dém Bis-Tris 50 mmol/L, pH 6.3; chat bao
dong goi 100 quan.
test R2: Anti-Tg-Ab~Ru(bpy) (nip den), 1 chai,

9mL:

Khéang thé don dong khang Tg (chudt) danh
dau phirc hop

ruthenium 3.1 mg/L; dém Bis-Tris 50
mmol/L, pH 6.3; chat bao

quan.




Chat hiéu chuin
xét nghiém dinh

TG 2 Call: 2 chai, mdi chai 1.0 mL mau
chuén 1

» TG 2 Cal2: 2 chai, mdi chai 1.0 mL mau
chuén 2

158 | M6.34 luong M 8 Thyroglobulin (ngudi) voi hai khoang nong
thyroglobulin do (khoang 0.15 ng/mL va
khoang 180 ng/mL) trong huyét thanh
ngua.; Xuat xa G7
» TSH Call: 2 chai, mdi chai chira 1.3 mL
mau chuén 1
Chat hiéu chuén » TSH Cal2: 2 chai, mdi chai chtra 1.3 mL
159 | M6.35 | xét nghiém dinh | Ml 16 | miu chudn 2 Nong d6 ctia TSH Call trong
luong TSH huyét thanh ngya khoang 0 pIU/mL; TSH
Cal2 chtra khoang 1.5 ulU/mL TSH (nguoi)
trong huyét thanh nguoi.; Xuat xit G7
B6 thudc thir duoc dan nhan A-TPO. dong
g6i 100 test; Xuét xtr G7
M ; Streptavidin (ndp trong), 1 chai, 6.5
I mL\; chat bao quan.
Ehlﬁ?gr;hgizﬁt R1 Anti-TPO-Ab~Ru(bpy) (ndp xam), 1
1110%1 g i(hén;g thé chai, 9 mL: Khang thé da dong khang TPO
160 | M6.36 khémg thyroid Test 400 (ctru) danh dau phuc hop
. \ ruthenium 1.0 mg/L; dém TRIS 100
pero,{udase déng mmol/L, pH 7.2; chit bao quan.
go1 100 test R2 TPO~biotin (nip den), 1 chai, 9 mL:
TPO danh dau biotin (tai to hop) 0.15 mg/L;
dém TRIS 30 mmol/L, pH 7.0; chét bao
quan.
Thubc thir - dung dich tham gia xét nghiém;
Xuat xir G7
Chit hiéu chuén . 7Anti—T;PO Call: 2 chai, mdi chai 1.5 mL
xét nghiém dinh mau chuan ! ) .. .
161 | M6.37 | luong khang thé Ml 3 . 7Ant1—T;PO Cal2: 2 chai, moi chai 1.5 mL
khang thyroid mau chuaI} 2 c \
: Khang thé khang TPO (ctru) voi hai khoang
peroxidase A A
nong do
(khoang 35 IU/mL va khoang 350 IU/mL)
trong huyét thanh nguoi.
’ Ong nhya rdng c6 nap ddy duoc sir dung dé
Ong nhya rong chia mau chuan da dugc hoan nguyén hoic
162 | M6.38 | co6 nap day dé Cai 224 | d4 thém chat 1ong thanh nhiing phan nho
dung mau chuan hon dé Iuu trit. Pugc sir dung cho may phan
tich mién dich
Thude thir xét Bo thudc thir duge ddn nhan ATG.déng goi
nghiém dinh 0test .
s R M ; Streptavidin (nap trong), 1 chai, 12 mL:
lugng khang thé ] -1 NN .
. ; Streptavidin 0.72 mg/mL; chat bao quan.
163 | M6.39 khéng Test 500 S ! ]
thyroglobulin R1 Tg~t31f)t1rl, (napkxarr'l),.l chai, 10 mL:
déng g6i 100 Tg (nguoi) danh dau biotin 0.200 mg/L;
tot dém TRIS 100 mmol/L,

pH 7.0; chét bao quan.




R2 Anti-Tg-Ab~Ru(bpy) (nip den), 1 chai,
10 mL:

Khang thé don dong khang Tg (ngudi) danh
déu phire hop

ruthenium 0.620 mg/L; d&m TRIS 100
mmol/L, pH 7.0; chét bao

quan.; Xuat xit G7
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Mé6.40

Chat hiéu chuan
xét nghiém dinh
luong khang thé
khang
thyroglobulin

Ml

* ATG Call: 2 chai, mdi chai 1.5 mL mau
chuén 1

* ATG Cal2: 2 chai, mdi chai 1.5 mL mau
chuan 2

Khang thé khang Tg (ATG Call: ngui,
ATG Cal2: ciru) voi hai khoang nong do
(khoang 40 IU/mL va khoang 3250 IU/mL)
trong huyét thanh ngudi.
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M6.41

Vit liéu kiém
soat xét nghiém
dinh lugng
khang thé khang
thyroid
peroxidase

Ml

Thudc thir - dung dich tham gia xét nghiém:
Céc chét trong huyét thanh nguoi; Xuat xt
G7

» PC THYROLI: 2 chai, mdi chai 2.0 mL
mauchtng huyét thanh

» PC THYRO2: 2 chai, mdi chai 2.0 mL
mauchtng huyét thanh

* Khang thé khang TSHR (nguoi): khoang
4 IU/L (PC THYROL1); 16 TU/L (PC
THYRO2)

* Khang thé khang TPO (ciru): khoang 35
[U/mL (PC THYRO1); khoang 100 IU/mL
(PC THYRO2)

* Khang thé khang Tg (ctru): khoang 100
[U/mL (PC THYRO1); khoang 200 IU/mL)
(PC THYRO?2)
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M6.42

Thudc thir xét
nghiém NT-
proBNP

Test

500

: Streptavidin (ndp trong), 1 chai, 6.5 mL:

; Streptavidin 0.72 mg/mL; chét bao quan.
R1 Anti-NT-proBNP-Ab~biotin (ndp xam),
1 chai, 9 mL:

Khéang thé don dong khang NT-proBNP
danh dau biotin (chuot)

1.1 pg/mL; dém phosphate 40 mmol/L, pH
5.8; chat bao quan.

R2 Anti-NT-proBNP-Ab~Ru(bpy) (nip
den), 1 chai, 9 mL:

Khéang thé don dong khang NT-proBNP
(clru) danh dau phirc

hop ruthenium 1.1 pg/mL; dém phosphate
40 mmol/L, pH 5.8;

chat bao quan.
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M6.43

Chét hiéu chuén
xét nghiém NT-
proBNP

Ml

12

* PBNP Call: 2 chai, mdi chai 1.0 mL mau
chuén 1

» PBNP Cal2: 2 chai, mdi chai 1.0 mL méu
chuén 2

ProBNP véi hai khoang nong d6 (khoang
16.6 pmol/L hoac 140 pg/mL va khoang 320




pmol/L hodc 2700 pg/mL) trong huyét thanh
ngua.

168

M6.44

Thudc thir xét
nghiém
Troponin T

Test

1.000

: Streptavidin (ndp trong), 1 chai, 6.5 mL:

; Streptavidin 0.72 mg/mL; chat bao quén.
R1 Anti-troponin T-Ab~biotin (nip xam), 1
chai, 8 mL:

Khang thé don dong khang troponin T tim
danh déu biotin

(chuot) 2.5 mg/L; dém phosphate 100
mmol/L, pH 6.0; chét bao

quan; chat trc ché.

R2 Anti-troponin T-Ab~Ru(bpy) (nip den),
1 chai, 8 mL:

Khang thé don dong khang troponin T tim
(chudt) danh déu

phuc hop ruthenium 2.5 mg/L;

pH 6.0; cht bao quan.
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Mé6.45

Chat hiéu chuén
x¢ét nghi¢ém
Troponin T

Ml

12

» TN-T hs Call: 2 chai, mdi chai 1.0 mL
mau chuén 1

» TN-T hs Cal2: 2 chai, mdi chai 1.0 mL
mau chuén 2

Troponin T (téi t6 hop, ngudi) véi hai
khoang nong d6 (khoang

18 ng/L hoac pg/mL va khoang 4200 ng/L
hodc pg/mL) trong huyét

thanh nguoi.; Xuat xa G7
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M6.46

Thudc thir xét
nghiém dinh
luong tu khang
thé khang TSHR
dong goi 100
test

Test

500

Bo thude thar (M, R1, R2) duoc dan nhan
ATSHR. déng goi 100 test; Xuat xiar G7

B6 thude thir

M: ; streptavidin (ndp trong), 1 chai, 6.5
mL: ; streptavidin 0.72 mg/mL; chat bao
quan.

R1: Dung dich dém (nap xam), 1 chai, 7
mL: Dém phosphate 20 mmol/L, pH 7.4;
chat 6n dinh; chét bao quan.

R2 Anti-TSHR~Ru(bpy) (nip den), 1 chai,
7 mL: Khang thé don dong khang TSHR
M22 (ngudi) danh dau phirc hop ruthenium
khoang 0.3 mg/L; dém phosphate 20
mmol/L, pH 7.4; cht 6n dinh; chét bao
quan.

Bo tién xir Iy
PT1: Dung dich dém tién xir Iy (nap den), 1
chai, 4 mL: Bém phosphate 20 mmol/L, pH
7.4; chét 6n dinh; chit bao quan.

PT2: Chai trong (ndp tring) dé hoan nguyén
thude thir tién xtr Iy (PTR) v6i dém tién xtr
ly (PTB).




PTR: Thubc thir tién xir 1y, phirc hop
pTSHR-anti-pTSHR-Ab~biotin (ndp tring),
1 chai, mdi chai pha 4 mL PTB:

DPém phosphate 40 mmol/L, pH 7.2; chét 6n
dinh.

PTB: Dung dich dém tién xtr Iy (ndp tring),
1 chai, mdi chai 5 mL: Méi truong hoan
nguyén cho PTR; dém phosphate 10
mmol/L, pH 7.2; chét 6n dinh.

Chat hiéu chuin
x¢ét nghiém dinh

» ATSHR Call: 2 chai (d6ng kho) mdi chai
2.0 mL
» ATSHR Cal2: 2 chai (d6ng kho) mdi chai
2.0 mL

171 | M6.47 . Ml 12 Nong do ATSHR Call khoang 0.75 TU/L
luong tu khang x P
thé khang TSHR trong‘ hon hop huyeét than’h »
nguoi; ATSHR Cal2 chtra khoang 25 IU/L
khang thé khang TSHR nguoi trong hon hop
huyét thanh nguoi.; Xuét xi G7
7. HOA CHAT
yAT TU
DANH CHO
M7 MAY XN
NUGC TIEU
TU DPONG
Que thir phan tich nudc tiéu 11 thong sd
dung cho may xét nghiém nudc tiéu tu dong
tuong thich dugc viéc hut, ric mau, phan
g héa hoc va doc két qua.Quy cach dong
g6i 100que/ hop. Po cic chi s6 :
Leukocytes, Nitrite, Urobilinogen, Protein,
pH, Blood, Specific Gravity, Ketone,
Bilirubin, Glucose, Ascorbic Acid (LEU/
NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/
GLU/ ASC).
A Thanh phan chinh: 2,6-
172 | M7.1 Que thir phan Test 60.000 | dichlorophenolindophenol 0,3% ., Glucose

tich nudc tiéu

oxidase 1,5% ., Peroxidase 0,5%., Mubi
diazonium 2,4-dichloroaniline 0,5%., Natri
nitroprusside 5% ., Bromthymol blue 2,5%.,
3,3’,5,5’-tetramethylbenzidine (TMB) 4,0%
., Mubi natri methyl red 0,5%., Bromthymol
blue 5% ., Tetrabromophenol blue 0,3%., p-
diethylaminobenzaldehyde 2,5%., P-
arsanilic acid 4,5%., N-(1-naphthyl)
ethylenediamine 1,5%., Este amino acid
pyrrole dan xuét 0,5% ., Mudi diazonium
0,4% .




Dung dich rua dung cho May xét nghiém
nude tiéu tu dong; Quy cach yéu cau:
500ml/lo Tiéu chuan: ISO 13485:2016
Thanh phan:

zllllrz)gn??hxréia Disodium hydrogen phosphate
173 | M7.2 may xe ml 12.000 | Sodium dihydrogen phosphate
nghi¢m nudc . .
tidu Sodium chloride
Chat hoat dong bé mat
Nuéc tinh khiét
b6 pH: 7.0 £ 1.0.
Bdo quan: 2 — 35 °C
Thanh phan: nudc tiéu ngudi, dang 10ng;
Quy cach yéu cau: 2 lo 5ml/ hop
C06 thé sir dung cho ca xét nghiém béng que
nhiing nude tiéu va may phan tich nude tiéu
st dung kinh hién vi
Dung dich kiém On Fl‘in}} 39 ngay sau kl}i rpé népAtai 2;25 °C
chun 2 mite xét -Co th(ra su dng (.:1;10 cd Xe,t nghle;m’bang ,
174 | M7.3 n . ml 200 | que nhung nudc ti€u va may phan tich nude
nghiém nudc 2, g O
tidy t1¢u st dung kinh hién vi 7
Béo quan ¢ ¢ 2-8° C ky vong d¢ dam bao
tinh hi€éu qua ctia que thir va may phan tich
nuée tiéu. Dung dich chtng gém 2 mtic
ndng d6 binh thudng va bénh 1y, sin ding
dé kiém soat phan tich nudc tiéu thong
thuong. Tiéu chuan: ISO 13485:2016
8. HOA CHAT
VAT TU
M8 DANH CHO
MAY HUYET
HOC LAZE TU
DONG
- Dung dich dém dang truong ding trong
chan doan invitro, dung dé tao dong va pha
loang bach cau (WBC) va phan tich cac
thong s6 huyét hoc voi 8 thanh phan bach
cau. Két qua huyét hoc gom dir liéu sb va
cac biéu do ¢6 kha niang dugc in tryuc tiép tir
hé théng may theo biéu mau tra két qua ctia
phong xét nghiém. Cac thong s6 huyét hoc
) co ‘thé d}ch tu dong tham dinh lgé't qua b'flng
Hoéa chat pha . phan mém quén ly dit liéu va ho tro k¥
175 M8.1 lofing Lit 1 2.2000 14t tir xa chit dong bang SRS

- Thanh phan: Chat dém hitu co, Chat bao
quan (Natri azit), Chat hoat dong bé mit

- Céc tinh chét vat 1y va hoa hoc cua hoa
chat:

+ Piém chép chay (Flash point): thanh
phan: Imidazole >135°C (> 275°F)

+ Ap sut hoi (6 20°C): thanh phan Natri
azide: 0.0075 mmHg, 0.001 kPa

Xuét xtt hoa chat: G7




176

M8.2

Hoa chat ria

Lit

56

- Dung dich dang enzym dung trong chan
doan in vitro véi hoat dong phan gidi protein
dé 1am sach hé thdng may huyét hoc trong
phan tich cac thong s6 huyét hoc véi 8 thanh
phan bach cau. Két qua huyét hoc gdbm dit
liéu sb va cac biéu dd co6 kha nang duoc in
tryc tiép tir hé thong may theo biéu mau tra
két qua ctia phong xét nghiém. Cac théng sd
huyét hoc ¢6 thé dugc tu dong tham dinh két
qua bang phan mém quan 1y dir liéu va hd
trg k§y thuat tir xa chu dong bang SRS

- Thanh phan: Chat dém hitu co, Enzym
phan giai protein, Chit bao quan (Natri azit)
- Céc tinh chit vat ly va héa hoc cua hoa
chat:

+ Diém chdp chay (Flash point): thanh
phan: Dodecan-1-ol, ethoxylated >109.85°C
(> 229.7°F)

+ Ap suét hoi (6 20°C): thanh phan Natri
azide: 0.0075 mmHg, 0.001 kPa

Xuat xir hoa chat: G7

177

M3&.3

Hoa chit phan
tich Hemoglobin

Lit

40

- Dung dich ly giai danh trong chan doén in
vitro va dugc thiét ké dé ly giai hong cu
(RBC) va do huyét sic t6 (Hemolglobin).
Két qua huyét hoc gom dit lidu sb va cac
biéu d6 c6 kha nang dugc in truc tiép tir hé
thong méy theo biéu mau tra két qua cua
phong xét nghiém. Cac thong s6 huyét hoc
c¢6 thé duoc tu dong tham dinh két qua bang
phan mém quan 1y dit liéu va hd tro k§
thuat tir xa chil dong bang SRS

- Thanh phan: Chat dém hitu co, chat tay rira
- Céc tinh chit vat Iy va hoa hoc cua hoa
chat: Udc tinh doc tinh cap tinh (duong
miéng): 19230.8 mg/kg
(dodecyltrimethylammonium chloride: 500
mg/kg)

Xuét xtt hoa chat: G7

178

MS8.4

Hoa chét phan
tich thanh phan
bach cau trén
kénh Baso

Lit

310

- Dung dich ly giai ding cho chan doan in
vitro va dugc thiét ké dé ly giai hong cau
(RBC), thyc hién dém va phan tich bach cau
(WBC) v6i 8 thanh phan bach cau. Két qua
huyét hoc gom dir liu sé va cac bicu do co
kha ning duoc in tryc tiép tir hé thdng may
theo biéu méu tra két qua ctia phong xét
nghiém. Cac thong sb huyét hoc c6 thé duoc
tu dong tham dinh két qua bang phan mém
quan ly dit liéu va ho trg k¥ thuat tir xa chit
dong bang SRS

- Thanh phan: Chat dém hitu co, chat tiy
rira, chit bao quan

- Céc tinh chét vat Iy va hoa hoc cia hoa




chat:

+ Piém chdp chay (Flash point): thanh
phan: Methanol > 9.7°C (> 49.5°F)

+ Ap suét hoi (6 20°C): thanh phan
methanol: 126.96 mmHg, 16.9 kPa
Xuat xtt héa chit: G7

179

M8&.5

Hoa chit phan
tich thanh phan
bach cau trén
kénh LMNE

Lit

80

- Dung dich dung trong chan doan in vitro,
co tac dung ly giai hdng cau, phan tich cac
thong s6 huyét hoc véi 8 thanh phan bach
cau. Két qua huyét hoc gém dit liéu sb va
cac biéu do c6 kha nang dugc in truc tiép tir
hé théng may theo biéu mau tra két qua cua
phong xét nghiém. Cac thong sé huyét hoc
c6 thé duoc tw dong tham dinh két qua bang
phan mém quan 1y dir liéu va hd tro k§
thuat tir xa chu dong bang SRS

- Thanh phan: Chat dém hitu co, chat tay
rira, Alcohol, chét bao quan

- Cac tinh chat vat 1y va héa hoc cta hoa
chat:

+ Hon hop thanh phan: propan-2-ol < 5%,
propane-1,2-diol < 5%

+ Piém chép chay (Flash point): thanh
phan: propan-2-ol: 11.7°C (53.1°F)

Xuat xir hoa chat: G7

180

M38.6

Hoa chat ding
trong quy trinh
rua

Lit

- Dung dich dugc thiét ké dé lam sach hé
thong méy phan tich cac thong sé huyét hoc
v6i 8 thanh phan bach cau. Két qua huyét
hoc gom dir lidu s va cac biéu do co kha
nang dugc in tryc tiép tir hé thong may theo
biéu miu tra két qua cua phong xet nghiém.
Céc thong sd huyét hoc c6 thé dugc ty dong
tham dinh két qua bang phan mém quan ly
dit liéu va hd tro k¥ thuat tir xa chu dong
bang SRS

- Thanh phan: Hoa chét tay rira, chat 6n dinh
- Céc tinh chit vat Iy va hoa hoc ctua hoa
chat:

+ Hon hop thanh phan: sodium hypochlorite
solution Cl active < 2.5%, natri hydroxide <
1%

+ Ap suét hoi (6 20°C): thanh phan nuéc:
23.8 mm Hg, 3.2 KPa

Xuét xtt hoa chat: G7

181

M8.7

Hoa chat kiém
chuén cho xét
nghiém huyét
hoc mtrc thip

Ml

48

- Chat kiém chuén dung trong chan doan in
vitro va duogc thiét ké dé theo doi do dung va
do 1ap lai trén hé théng phan tich huyét hoc
vo1 8 thanh phan bach cau. Két qua huyét
hoc gom dir liéu sd va cac biéu do co kha
niang dugc in tryc tiép tir hé thong may theo
biéu mau tra két qua ciia phong xét nghiém.
Céc thong $6 huyét hoc ¢6 thé duoc tu dong




thim dinh két qua bang phan mém quan ly
dir liéu va ho tro k¥ thuat tir xa chu dong
bing SRS

- Thanh phan Bach cau (WBC), hong cau
(RBC) va tiéu cau (PLT) cua dong vét c6 va
trong mot chat 16ng twong tu huyét trong
Xuit xtt hoa chit: G7

Hoa chat kiém
chuan cho xét

- Chat kiém chuén dung trong chan doan in
vitro va duoc thiét ké dé theo doi do dung va
d6 1ap lai trén hé théng phan tich huyét hoc
v6i 8 thanh phan bach cau. Két qua huyét
hoc gom dit liéu sb va cac biéu d6 c6 kha
nang dugc in tryc tiép tir hé thong may theo
biéu mau tra két qua cua phong xét nghiém.

182 | M&.8 nghiém huyét Ml 48 Céc thong s huyét hoc c6 thé dugc ty dong
hoc murc binh tham dinh két qua bang phan mém quan ly
thuong dir liéu va hd trg k¥ thuat tir xa chii dong
bang SRS
- Thanh phén Bach cau (WBC), hong cau
(RBC) va tiéu cau (PLT) cua dong vat co va
trong mot chat long tuong tu huyét twong
Xuéat xtt héa chit: G7
- Chat kiém chuén dung trong chan doan in
vitro va duogc thiét ké dé theo doi do dung va
do 1ap lai trén hé thong phén tich huyét hoc
voi 8 thanh phan bach cau. Két qua huyét
hoc gdm dir liéu s va cac biéu do co kha
Hoa chat kiém né? & dl;:(_yc m t1;L_rc tifé P tu he ‘théng, may .tPeO
chudn cho xét biu mau tra két qua cua phong xet nghiém.
183 | M8.9 e £ Ml 48 Céc thong so huyét hoc c6 thé dugc tu dong
nghiém huyét I X, .13 A A .1y
hoc mic cao tharp dinh két qua bang phan mém quan ly
; dir liéu va ho trg ky thuat tir xa chu dong
biang SRS
- Thanh phén Bach cau (WBC), hong cau
(RBC) va tiéu cau (PLT) cta dong vat co vu
trong mot chat long twong tu huyét tuong
Xuat xir hoa chat: G7
9. HOA CHAT
VAT TU
MO DANH CHO
MAY SINH
HOA MIEN
DICH
- Muc dich stir dung: Hoa chat nham dinh
luong chan doan in vitro cua cholesterol
Thude thir xét ﬁ;)ulzy itrong huyét thanh va huyét tuong
184 | Mo.1 | PehemIDL - n | 1600 |- Thanh phin: Thube thir 1 (R1): MES
Cholesterol buffer (pH 6.3 ); detergent 1: cholesterol
(LDLC) pH 6.3); gent 1; cholestero

esterase (trace); cholesterol oxidase (trace);
peroxidase (trace); 4-aminoantipyrine (4-
AA) (<0.1%); ascorbic acid oxidase (trace);




preservative; bovineserum albumin (< 1%);
Thudc thtr 2 (R2): MES buffer; detergent 2;
DSBmT (< 0.1%); preservative

'- Dai do: 5-400 mg/dL (0.13-10.36
mmol/L)

Xuat xt héa chit: G7

Chat hiéu chuin

- Muc dich str dung: Hoa chat str dung trong
IVD nham hiéu chuan xét nghiém
cholesterol LDL

xét nghiém LDL ' Thanh phan: Pong kho; hoan nguyén
185 | M9.2 Cholesterol Ml 6 \ ; 2 A X \
. thanh. San pham dya trén huyét thanh bo
Calibrator A Lo 1A
dugc dém kin bo sung cholesterol
(LDLC CAL) ) - .
lipoprotein mét d6 thap cua con nguoi
Xuat x1r hoa chat: G7
- Muc (jich su dung: Hoa chat dugc dung
cho chan doan in vitro trong qua
trinh dinh luong chglesterol HDL trong
huyét thanh va huyét twong ctia nguoi
(lithium heparin)
'- Thanh phan: Thuoc thir 1 (R1): Buffer;

’ cholesterol oxidase (<1000 U/L); peroxidase
Thudc thir xét (<1300 ppg U/L); N,N-bis(4-sulfobutyl)-m-
nghi¢m HDL toluidine-disodium (DSBmT) (<1

186 | M9.3 Cholesterol Test 1.000 mM);accelerator (<1 mM); preservative
(HDLC) (<0.06%); ascorbic oxidase
(<3000 U/L); Thuoc thu 2 (R2): Buffer;
cholesterol esterase (<1500 U/L); 4-
aminoantipyrine (4-AAP) (<1 mM);
detergent (<2%); preservative
'- Déi do: 5.0-200.0 mg/dL (0.13-5.18
mmol/L) )
Xuat x1r hoa chat: G7
Chét hiéu chuin MlilC dlc}l su dl__mg: Hoa cha:t dl‘l’Q’C d.L}l’lg cho
xét nghiém chan doan in vitro trong qua trinh hi¢u )
DL chuan xét nghiéml HDL Thanh phan: Huyét
187 | M9.4 Ml 3 thanh bi dong kho cia con nguoi c6 chira
Cholesterol . o . A
. lipoprotein tir cac 16p khac nhau bao gom
Calibrator C 1 e .
(HDLC CAL) cac lipoprotein mat d cao; natri azide
<0,25%.Xuat xur hoa chat: G7
- Muyc dich st dung: dung cho chan doan in
vitro d€ hiéu chuan xét nghi¢m hoa hoc:
Chat hieu chun Alb, Ca, CA_2, Chol 2, Crea 2, DBil 2,
<&t ﬂghiém ECre 2, ECre3, ECrel, GluH_3, GluO,
) Iron_2, Iron3, Li, LITH 2, Mg, IP, TBil 2,
188 | M9.5 | Chemistry Ml 109\ Tp TP 2, Trig, Trig 2, UA, UN, va UN ¢
Calibrator - Thanh phan: Dong kho; hoan nguyén thanh
(CHEM CAL) phan- £ong Kho; guy

3,0 mL/lIo; Chat dang dugc phan tich cho
cécrxét nghiém ,duqc liét ké
Xuat xur hoa chat: G7




189

M9.6

Thudc thir xét
nghi¢m
Triglycerides 2
(Trig_2)

Test

30.000

- Muc dich str dung: Hoa chat duoc dung
cho chéan doan in vitro nham dinh

luong triglyceride trong huyét thanh va
huyét twong nguoi.

- Thanh phan: Lipoprotein lipase (22,5
kU/L); ATP (9 mmol/L); glycerol kinase
(1,5 kU/L); glycerol-3-phosphate oxidase
(6,6 kU/L); 4- aminoantipyrine (2,25
mmol/L); 4-chlorophenol (18 mmol/L);
peroxidase (15 kU/L); Mg2+ (67,5
mmol/L); pH dung dich dém 7,2 (150
mmol/L); natri azit (< 0,1%); albumin huyét
thanh bo (0,1%)

- Dai do: 15-1000 mg/dL (0,17-11,30
mmol/L)

Xuit x{r hoa chit: G7

190

M9O.7

Thudc thir xét
nghiém
Cholesterol 2
(Chol_2)

Test

30.000

- Muyc dich st dung: Hoé chat dugc dung
cho chan doan in vitro trong qua trinh

dinh luong cholesterol trong huyét thanh va
huyét twong nguoi (lithium heparin)

' Thanh phan: Thudc thir 1 (R1): 4-
aminoantipyrine (1,25 mmol/L);

phenol (30,0 mmol/L); peroxidase (cai
ngua) (> 2,5 U/mL); cholesterol esterase (Vi
khuéan hinh que) (> 1,0 U/mL); cholesterol
oxidase (vi khuan) (> 0,5 U/mL); natri azit
(0,09%)

'- Dai do: 25-618 mg/dL (0,65-16,01
mmol/L)

Xuit x{r hoa chit: G7

191

M9O.8

Thudc thir xét
nghiém Direct
Bilirubin
(D_DBil)

Test

1.400

- Muc dich stir dung: Hoa chat duoc dung
cho chan doan in vitro dé dinh

luong bilirubin truc tiép theo phwong phap
Diazo trong huyét thanh va huyét tuong
(lithium heparin) nguoi .

- Thanh phan: Thudc thtr 1 (R1): EDTA-
Na2; NaCl; sulfamic acid; Thudc tht 2
(R2): 2,4-Dichloroaniline; HCI, EDTA-Na2;
Na-Nitrite

'- Dai do:0.10-12.00 mg/dL (1.71-205.20
umol/L)

Xuét x{r hoa chat: G7

192

M9.9

Chét hiéu chuén
x€t nghiém
Bilirubin
Calibrator
(BILI CAL)

Ml

18

- Muc dich str dung: Dung dich hiéu chuén
cho xét nghiém Bilirubin tryc tiép va toan
phan.

Xuét xir héa chat: G7




Muc dich st dung: Xét nghiém Atellica®
CH Diazo Total Bilirubin (D _TBil) dugc
dung cho chan doan in vitro nhim dinh
lwong bilirubin toan phan trong huyét thanh
va huyét tuong nguoi.

Thudc thtr xét Thanh phan: Thude thir 1 (R1)
nghiém Total 23,5 mL,Dung dich dém phosphate
193 | M9.10 | rti Test | 1400 | o0 ) NaCl (150 mmel/L). Thuéc
(D_TBil) thtr 2 (R2) 8,8 mL 2,4-Dichloroaniline
(5 mmol/L); HCI (130 mmol/L); Na-Nitrite
(0,5 mmol/L)
Khoang do: 0,10-25,00 mg/dL (1,71-427,50
umol/L)
Xuéat xt hoa chit: G7
Chat hlc}i chuan - Muc dich stir dung: Dung dich hiéu chuin
to4 | Mot nghiénfBeilirubin M 3 glﬁgsét nghiém Bilirubin truc tiép va toan
(gﬁﬁl}) g;xo{) Xuat xir hoa chat: G7
- Muc dich str dung: Hoa chat duoc dung
cho chan doén in vitro trong dinh
luong creatinin trong huyét thanh, huyét
Thude thr xét tuong nguoi (lithium heparin) va nuc'rc; tiéu.
hig - Thanh phan: Thudc thu 1 (R1): Natri
195 | M9.12 nehiem Test | 30.000 | hidroxit (0,8 mol/L); Thude thir 2 (R2): Axit
Creatinine 2 .
(Crea 2)— picric (25 mm?l/L) ‘ .
— - Dai do: Huyét thanh va huyét twong: 0,15—
30,00 mg/dL (13-2652 pmol/L); Nudc tiéu:
3,00-245,00 mg/dL (265-21.658 pmol/L)
Xuit x{r hoa chit: G7
- Muc dich str dung: Hoa chat duoc dung
cho chan doan in vitro trong dinh lugng
glucose trong huyét thanh nguoi, dich néo
tay (CSF), huyét twong (lithium
heparin, kali EDTA, kali EDTA, natri/kali
oxalate) va nudc tiéu
Thudc thir xét ' Thanh phan: Thudc thtr 1 (R1): ATP (12
nghiém Glucose mmol/L); NAD (9,63 mmol/L);
196 | M9.13 I%Iexokinase_3 Test 30.000 natri aziz (0,05%(); chét dém; ')fhuéc thur 2
(GluH_3) (R2): ATP (4 mmol/L); NAD (3,21
mmol/L); natri azit (0,09%); hexokinase (vi
khuén) (> 6,25 U/mL);
G6PDH (vi khudn) (> 11,25 U/mL); chét
dém
'- Dai do: 4-700 mg/dL (0,2—-38,9 mmol/L)
Xuit x{r hoa chit: G7
- Muc dich stir dung: Hoa chét duoc dung
Thudc thir xét cho chén doan in vitro trong qua trinh dinh
197 | M9.14 nghi¢m Uric Test 9.600 | lwong axit uric trong huyét thanh va huyét
Acid (UA) tuong cua nguoi (lithium heparin) va nude

tiéu




' Thanh phan: Thudc thir 1 (R1): N-ethyl-
N-(2-hydroxy-3-sulfopropyl)-3-methyl-
aniline (21,0 mmol/L); natri azit (0,05%);
Thudc thtr 2 (R2): 4-aminophenazone (1,52
mmol/L); peroxidase (> 1000 U/L); uricase
(>200 U/L); natri azit (0,05%)

- Dai do: Huyét thanh va huyét trong: 0,5—
20,0 mg/dL (30—-1190 umol/L)

Nudc tiéu: 0,9-180,0 mg/dL (54-10.710
umol/L)

Xuit xtt hoa chit: G7

198

M9.15

Thudc thir xét
nghiém Total
Protein_2
(TP_2)

Test

1.850

- Muc dich stir dung: Hoa chat duoc dung
cho chén doan in vitro dé dinh luong
protein toan phan trong huyét thanh va huyét
tuong (lithium heparin, sodium

heparin) nguoi

- Thanh phan: Thudc thir 1 (R1): Potassium
sodium tartrate (236 mmol/L); NaOH (1.5
mol/L); Thudc thtr 2 (R2): Cupric sulfate
(89 mmol/L)

- Déi do: 2,0-12,0 g/dL (20—-120 g/L)

Xuit x{r hoa chit: G7

199

M9O.16

Thudc thir xét
nghi¢ém Urea
Nitrogen
(UN_¢)

Test

30.000

- Muyc dich st dung: Ho4 chat dugc dung
cho chan don in vitro trong qua trinh

dinh lugng nito uré (san pham cudi ciing clia
qué trinh chuyén hoa nito) trong huyét thanh
va huyét trong ctia nguoi (lithium heparin)
va nude tiéu

'- Thanh phan: Thudc thir 1 (R1): NADH (>
0,69 mmol/L); natri azit (0,09%); Thudc thir
2 (R2): Urease (> 7,2 U/mL); GLDH (> 0,9
U/mL); a-Ketoglutarate (> 8,3 mmol/L);
natri azit (0,09%)

- Dai do: Huyét thanh va huyét tuong: 5—
150 mg/dL (1,8-53,6 mmol/L)

Nuéc tiéu: 35-1000 mg/dL (12,5-357,0
mmol/L)

Xuét xtt hoa chat: G7

200

M9.17

Thudc thir xét
nghi¢m Alanine
Aminotransferas

e (ALT)

Test

30.000

- Muc dich stir dung: Hoa chat duoc dung
cho chéan doan in vitro

trong qua trinh dinh lugng hoat tinh cia men
alanine aminotransferase trong huyét thanh
va huyét twong nguoi (lithium heparin)

- Thanh phan: Thudc thir 1 (R1): L-Alanine
(1,22 mol/L); LD (tim lgn) (> 2,4 kU/L);
natri azit (0,09%); Thudc thir 2 (R2):
a-Ketoglutarate (93 mmol/L); NADH (1,41
mmol/L); natri azit (0,09%)

'- Dai do: 7-1100 U/L

Xuét xtt hoa chat: G7




Thudc thir xét

- Muc dich str dung: Hoa chat duoc dung
cho chan doan in vitro trong qua trinh dinh
lugng hoat tinh cia men aspartate
aminotransferase trong huyét thanh

va huyét twong nguoi (lithium heparin)

nghi¢m '- Thanh phan: Thudc thir 1 (R1) : Axit L-
201 | MO.18 Amﬁiﬁ?ﬁferas Test 30.000 aspartic (580 mmol/L); MDH (> 0,84 o
¢ (AST) kU/L); LD (tim lon) (= 1,2 kU/L); natri azit
(0,09%); Thudce thir 2 (R2) : a-Ketoglutarate
(74,4 mmol/L); natri azit (0,09%)
'- Dai do: 8-1000 U/L
Xuit x{r hoa chat: G7
- Muc dich str dung: Hoa chat duoc dung
cho chéan doan in vitro trong dinh lugng
gamma-glutamyl transferase trong huyét
thanh va huyét twong nguoi (lithium
Thudc thir xét heparin)
nghiém Gamma- - Thanh phan: Thudc thir 1 (R1):Tris pH
202 | M9.19 Glutamyl Test 3.500 | 8.28 (135 mmol/L); glycylglycine (135
Transferase 2 mmol/L); sodium azide (0.09%); Thudc thir
(GGT 2) 2 (R2): L-y-Glutamyl-3-carboxy-4-
nitroanilide pH 6.00 (22 mmol/L); sodium
azide (0.09%)
- Déi do:7-1200 U/L
Xuat xir hoa chat: G7
Ch;lé th;@gl}lli(:élglan - Muc dich st dung: dung cho chan doan in
Speciai vitro d€ hiéu chuan xét nghiém Lac, Lac 2,
203 | M9.20 |  Chemistry Ml | 100 |Lac3 TIBC, AMY 2, va PAMY_ 2
Calibrator - Thanh phaA’n. Dong khq,‘ h(ian nguyén
thanh: Huyét thanh nguoi dong kho
(SPCL CHEM Xudt xt hoa chit: G7
CAL) )
-Muc dich sir dung: Thudc thir ding cho
chan doan in vitro dé dinh luong
hoat dong cua amylase trong huyét thanh,
Thude thir xét h'lj}yét twong nguoi (lithium heparin) va nudc
nghi¢m ticu \ A A o
204 | M9.21 Amyltase Test 1.050 | '-Thanh phan: Thuodc thu 1 (R1): a-
(Amylas 2) Glucosidase (= 4 kU/L); natri azit (0,09%);
- Thudce thtr 2 (R2): Ethylidene-4-NP-G7 (22
mmol/L); natri azit (0,09%)
'-Khoang do: 20-1500 U/L
Xuat x{r hoa chat: G7
- Muc dich str dung: Hoa chat duoc dung
cho chédn doan in vitro trong qua
trinh dinh luong creatine kinase trong huyét
Thudc thir xét twong ngudi (lithium heparin) hoic huyét
205 | M9.22 | nghiém Creatine | Test 2.000 | thanh

Kinase (CK L)

- Thanh phan: Thudc thir 1 (R1): Chat dém
Imidazol (123 mmol/L; pH 6,5)

EDTA (2,46 mmol/L), ADP (2,46 mmol/L),
AMP (6,14 mmol/L), Diadenosin




Pentaphosphat (19 umol/L), NADP (2,46
mmol/L), HK (= 4000 U/L), G-6-PDH (>
2800 U/L), N-Acetylcystein (24,6 mmol/L),
Mg2+ (12,3 mmol/L);Natri azit (0,09%);
Thude thtr 2 (R2): Chat dém (20 mmol/L;
pH 8,8), Glucose (120 mmol/L), Creatin
Phosphat (184 mmol/L), EDTA (2,46
mmol/L); Natri azit (0,09%)

- Dai do: Huyét thanh: 15-1300 U/L; Huyét
twong 15-1300 U/L

Xuit xtt hoa chit: G7

206

M9.23

Thudc thir mién
dich AFP

Test

800

- Muc dich str dung: dugc dung cho chan
doan in vitro nham dinh lugng alpha-
fetoprotein trong huyét thanh hodc huyét
tuong nguoi (EDTA va lithium heparin);
dich i

' Thanh phan: Géi thudc thir chinh
'+Thudc thir Lite: Khang thé tho da dong
khéang AFP (~0,16 pg/mL) dugc

gan nhén acridinium ester trong dung dich
mudi dém; natri azit (0,13%), cc chét bao
quan khac

'+ Pha rdn: Khang thé chudt don dong
khang AFP (~0,064 mg/mL) duoc lién két
cong hoa tri voi cac hat phan ti thuan tr
trong dung dich mudi dém ,natri azit
(0,11%), cac chat bao quan khac

'- Khoéang do: 1,3-1000,0 ng/mL (1,08—
830,00 IU/mL)

Xuit x{r hoa chit: G7

207

M9.24

Thudc thir mién
dich CEA

Test

800

- Muc dich str dung: dugc dung cho chan
doan in vitro trong qua trinh dinh lugng
khang nguyén ung thu phoi trong huyét
thanh va huyét twong nguoi (EDTA va
lithtum heparin)

- Thanh phan: Géi thudc thir chinh
'+Thudc thtr Lite: Khang thé khang CEA da
dong & tho (~400 ng/mL) dugc gan nhan
acridinium ester trong dung dich mubi dém
photphat; chét 6n dinh protein, natri azit
(0,12%), céc chat bao quan.

'+Pha ran: Khéng thé khang CEA don dong
& chudt (~120 pg/mL) duoc lién két cong
hoéa tri voi cac hat thuan tir trong dung dich
mudi dém photphat; chit 6n dinh protein,
natri azit (0,11%), cac chat bao quan.

'- Khoang do: 0,50-100,00 ng/mL (ng/L)
Xuét xtt hoa chat: G7




208

M9.25

Thubc thir mién
dich High-
Sensitivity
Troponin I

(TnIH) 100T

Test

500

Muc dich st dung: dugc dung cho chan
doan in vitro trong dinh lugng troponin I tim
trong huyét thanh hodc huyét trong nguoi
(lithium heparin)

- Thanh phan: Géi thudc thir chinh

"+Thudc thir Lite: Albumin huyét thanh bo
(BSA) cong hop v6i mot khang thé don
dong Fab tai to hop (& clru) khang cTnl
nguoi (~0,2-0,4 ug/mL), dugc gan nhan
bang acridinium ester trong chat dém
HEPES; chit 6n dinh; chét bao quan

'+Pha rén: Cac hat latex tur dugc phu
streptavidin (0,45 mg/mL) ¢6 2 khang thé
khang troponin I don dong duoc biotin hoda
(chudt va ciru) trong chat dém; chat 6n dinh;
chat bao quan

'+Chat hiéu chuan nong do thap: Chat dém
HEPES; albumin huyét thanh bo (BSA);
chat hoat tinh bé mat; chat bao quan

'+Chat hiéu chuan néng d0 cao: SSau khi
hoan nguyén, huyét thanh ngudi; ¢Tnl
ngudi; cac chat bao quan

'- Khoang do: 2,50-25.000,00 pg/mL (ng/L)
Xuéat xtt hoéa chit: G7

209

M9.26

Thudc thtr phan
tmg mién dich
TSH3-Ultra II

(TSH3ULII)

Test

2.600

- Muyc dich st dung: dugc dung cho chan
doan in vitro dé dinh lugng hormone kich
thich tuyén giap (TSH, thyrotropin) trong
huyét thanh va huyét twong ngudi (EDTA
va lithium heparin)

' Thanh phan:Géi thudc thir chinh Dung
dich rira mién dich TSH3 UL ReadyPack®
'+ Thubc thir Lite: Albumin huyét thanh bo
(BSA) két hop v6i khang thé khang TSH
don dong & chudt (~0,3 pg/mL) dugc gin
nhin acridinium ester trong dung dich mudi
dém; Globulin gamma cuta bo; IgG chudt;
BSA; huyét thanh dé; chat hoat tinh bé mat;
chit bao quan

'+ Pha ran: Khang thé khang fluorescein don
dong & chudt duoc lién két cong hoa tri véi
cac hat thun tir (~85 pg/mL) trong chat
dém; chét 6n dinh; chat hoat tinh bé mat; cac
chat bao quan

'+ Thudc thir phu trong giéng: FITC lién hop
v6i khang thé khang TSH don dong ¢ chudt
(~3 pug/mL) trong chat dém; chat 6n dinh;
chat hoat tinh bé mit; cac chat bao quan

'+ Chat hiéu chuan: gdm chat dém; huyét
thanh ngya; natri azit (< 0,1%); cac chit bao
quan

+ Dung dich pha lodng tir Huyét thanh ngya.
'- Khodng do: 0.010-150.000 uIU/mL




(mIU/L) )
Xuat xu hoa chat: G7

210

M9.27

Hoa chat hiéu
chuén mién dich
Calibrator A
(CAL A)

Ml

20

- Muc dich str dung: dugc dung cho chan
doan in vitro trong hiéu chuan céc xét
nghiém: FT3, T3, T4, TUp va FT4

- Thanh phan: déng kho. déng kho. Sau khi
hoan nguyén, ndng do triiodothyronine
(FT3) tu do, triiodothyronine (T3),
thyroxine (FT4) tu do, thyroxine (T4),
protein lién két tuyén giap khong bio hoa va
theophylline cao hodc thip; huyét twong
ngudi; natri azit (0,2%); chit bao quan; chét
6n dinh protein

Xuat xir hoa chat: G7

211

M9.28

Thudc thtr phan
ung Free
Triiodothyronin
e (FT3)

Test

500

- Muc dich str dung: dugc dung cho chan
doan in vitro nham dinh lugng
triiodothyronine ty do (FT3) trong huyét
thanh va huyét tuong nguoi (EDTA va
lithium heparin)

- Thanh phan: Géi thudc thir chinh

'+ Thudc thir Lite: Khang thé khang T3 don
dong & chudt (~8 ng/mL) dugc gan nhin
acridinium ester trong chat dém HEPES;
chat 6n dinh protein; natri azit (0,1%)

'+ Pha ran: Chat twong tu T3 (~1,6 pg/mL)
duoc lién két cong hoa tri v6i cac hat thuan
tur trong chat dém HEPES; natri azit (0,1%)
- Khoang do: 0,20-20,00 pg/mL (0,31—
30,80 pmol/L)

Xuét x&t héa chét: G7

212

M9.29

Thudc thtr phan

mg mién dich

Free Thyroxine
(FT4)

Test

2.400

- Muc dich str dung: duogc dung cho chan
doan in vitro trong qua trinh dinh lugng
thyroxine tu do trong huyét thanh va huyét
tuong ngudi (EDTA va heparin)

- Thanh phan: Géi thudc thir chinh

+ Thudc thir Lite: T4 duoc gin nhin
acridinium ester (~0,2 pg/mL) trong chét
dém natri barbital (1,03%); chat 6n dinh
protein; EDTA; natri azit (< 0,1%)

+ Pha rin: Khang thé tho khang T4 da dong
dugc biotin héa (~0,525 pg/mL) dugc lién
két v6i avidin, avidin dugc lién két cong hoa
tri v&i cac phan tir thudn tir trong chat dém
natri barbital (1,03%); chit 6n dinh protein;
EDTA; natri azit (< 0,1%)

- Khoang do: 0,1-12,0 ng/dL (1,3-154,8
pmol/L)

Xuat x{r hoa chat: G7




- Muc dich str dung: duoc dung cho chan
doén in vitro nhim dinh luong
triiodothyronine (T3) trong huyét thanh va
huyét twong nguoi (EDTA va lithium
heparin)

' Thanh phan:Géi thude thir chinh

+ Thudc thir Lite: Khang thé khang T3 don

Télrlllgrfntg; é)iléin dong & chudt (~60 ng/mL) duoc gan nhén
213 | M9.30 Total Test 2400 acric}iniym ester trong dung dich muéi dém;
’ Triiodothyronin ' nattr; azit (0,1%); natri barbital; axit sulfonic
e (T3) anilin (ANS)
+ Pha ran: Chat tuong tu T3 (~13,3 pg/mL)
dugc lién két cong hoa trj voi cac hat thuan
tur trong chat dém HEPES; natri azit (0,1%);
natri barbital; axit sulfonic anilin (ANS)
'- Khoang do: 0,10-8,00 ng/mL (0,15-12,3
nmol/L)
Xuéat xtt héa chit: G7
Dung dich rtra
Tg}il?élll/gflg; ) -Muc dich: Tham gia va qua trinh xét
214 |M931|  Ancilla Ml 284 | nghiém dinh luong T3, T4 va VBI2
’ Reageg '-Thanh phan: 0,4 N natri hydroxit
(T3/T4/VB12 Xuat x1r hoa chat: G7
ANC)
- Muc dich str dung: Cong phan ting trén
215 | M9.32 | Cong phan Uing Cai 260 | may sinh hoa - mién dich
Xuat xt hoa chit: G7
. ~ - Muc dich stir dung: Cong pha loang trén
216 | Mo.33 | Comgphaloang | .. 128 | may sinh hoa - mién dich
mau Xuit x(r hoa chat: G7
Dung dich rita - Muc dich lst dung:hdﬁrlllg cho chan Egén in
; vitro trong lam mat h¢ thong quang ké
217 | M9.34 LampLCCoolant Mi 750 Thanh phan: Propylene glycol (30%)
(LC) Xuét x{r hoa chat: G7
- Muc dich str dung: dung cho chan doén in
vitro trong phong chéng vi
khuan cho bé nuéc va ngan chin bong bong
Dung dich rira bam vao cuvet
218 | M9.35 Water Bath Ml 400 - Thanh phén: Ethanolamine (2,5%);
Additive (WBA) hexahydro-1,3,5-tris (betahydroxyethyl)

triadine (10%); tergitol 15-S-9 (2,5%); natri
hidroxit (0,2%)
Xuat xtr hoa chat: G7




- Muc dich st dung: dung cho chan doan in
vitro trong pha loang mau chinh

219 | M9.3e | DPungdichrua 1y, 12000 4, py s Shin: Natri clorua (160 mmol/L):
Diluent 0 12 ,
Chat bao quan
Xuat x1r hoa chat: G7
- Muyc dich sir dung: dung cho chan doan in
Dung dich rua vitro trong rira cuvet
2201 MOSTH T Wash MU 1330001 Thanh phan: Natri hidroxit (3,6%)
Xuat x1r hoa chat: G7
- Muc dich st dung: dung cho chan doan in
vitro trong rira va di€u chinh cuvet phan
Dung dich rua ung
221 | M9.38 Conditioner Mi 60.000 1 _ Thanh phan: Tergitol 15-S-9 (5%); axit
xitric (6,4%); kali socbat (0,2%)
Xuat x1r hoa chat: G7
- Muc dich st dung: dung cho chan doan in
Dung dich rua 100.00 | vitro trong v¢€ sinh que tham pha loang
222 | M9.39 Cleaner Mi 0 - Thanh phan: Natri hipoclorit (5%)
Xuat xu hoa chat: G7
Dung dich rira - Muc dich su d}mg: qung cho chén doan in
Reagent Probe vitro trong rira 6ng hut
223 | M9.40 Cleaner 1 Ml 4.000 | thuoc tht, ‘ghiét bi tron va cuvet
(RPC1) - Thanh phén: Natri hidroxit (3,6%)
Xuat x1r hoa chat: G7
-Muc dich str dung: dung cho chan doan in
S vitro trong rira 6ng hut
Eu;lg gicfl)lrnéa thuoc thir, thiét bi tron va cuvet
224 | M9.41 | “TCABCEETODE 1 g 3.500 | '- Thanh phan:Axit oxalic (3%); axit
Cleaner 2 . o/~ N,
(RPC2) glycolic (20%); methanol (4,8%); carbowax
PEG 400 (3%)
Xuat x1r hoa chat: G7
Dung dich rira - Muc dich su d}mg: criung cho chan doan in
Reagent Probe vitro trong rira 6ng hut
225 | M9.42 Cleaner 4 Ml 500 | thudc thi, thiét bi tron va cuvet
(RPC4) - Thanh phan: Axit nitric (0,45-0,50 N)
Xuat x1r hoa chat: G7
B0 cuvet hé . Chét li¢u nhya
226 | M943 thong Cai 3.000 Xuét xtr hoa chat: G7
277 | M9 44 B§ type cuvet hé¢ Cai 6.430 Chat liéu nhua

thong

Xuét xir hoa chit: G7




Dung dich tham gia phan ing mién dich;

208 | Mo.4s | Pungdichrua 1t g 600 | Thanh phan hydrogen peroxid 0,5%
mién dich Acid L1, £
Xuat xtr hoa chat: G7
- Dung dich tham gia phan tmg mién dich:
279 | M9.46 Dgng §gch rua Ml 49000 | - Thanh phan: Sodium hydroxide (< 0.25
mién dich Base N); surfactant
Xuat x1r hoa chat: G7
- Dung dich rira dung trong phdn tmg mién
dich ‘
Dung dich rira - Thanh phan: Phosphate-buffered saline;
230 | M9.47 mién dich Wash Mi 36.000 sodium azide (< 0.1%); surfactant
- Bao quan: 2 - 30°C
Xuat x1r hoa chat: G7
S - Dung dich tay rira hé thong
Dung dich rtra o . : o
231 | M9 48 mién dich Ml 90.000 | - T}}anh I?han. Sod:um hypochlorite (0.29%)
Cl - Bao quan: 2 - 30°C
canet Xuit x{t hoa chit: G7
- Dung dich rira kim 3
Dung dich rira - Thanh phan: Natri hypochlorit (0,5%);
232 | M9.49 | mién dich Probe Ml 200 natri hydroxit (< 0,5%)
Wash 3 (PW3) - Bao quan: 2-8°C
Xuat x1r hoa chat: G7
Dl;illg:glglh 11;11 a - Dung dich phy cho xét nghiém
233 | M9.50 nen die Ml 300 |- Thanh phan: 0,4 N natri hydroxit
Ancillary Probe Xuét x(r hoa chat: G7
Wash 1 (APW1) ’
Dung dich rira -Muc dich: Dung dich rtra dau do
mién dich '“Thanh phan: Nuéc mubi dém phosphat;
234 | M9.51 Ancillary Probe Mi 200 natr,i azit (< 0,1%); chat hoat tinh bé mat
Wash 3 (APW3) Xuat xu hoa chat: G7
M4u néi kiém cho xet nghiém hoa sinh_
thuong quy, mirc néng d6 1 - Thanh phén:
huyét thanh nguoi, dang dong kho - Bao
Lyphochek gom 83,th(’)ng 80 ch? xeét nghchm ho? 51,nh,
trong d6 co6 thong s6 LDL. Thong s6 xét
Assayed nghiém enzym va CO2 c¢6 tinh 6n dinh cao -
235 | M9.52 Chemistry Ml 60 A A . . 1iar 4R T
Khong can dung dich dac biét dé hoan
Control N . \ . o
Levels 1 nguyén - Thoi han st dung 3 nam ¢ 2-8 ° C

- Sau khi hoan nguyén c6 thé 6n dinh trong
30 ngay & nhiét 6 dong lanh va 7 ngay ¢ 2—
8 ° C voi hau hét cac chat phan tich - Han st
dung 3 nim ké tir ngay san xuat khi bao




quép 6 62-8° C
Xuat xu hoa chat: G7

236

M9.53

Lyphochek
Assayed
Chemistry
Control
Levels 2

Ml

60

Mau néi kiém cho xét nghiém hoa sinh
thuong quy, mirc nong d6 2 - Thanh phan:
huyét thanh nguoi, dang dong kho - Bao
gdm 83 thong sb cho xét nghiém hoa sinh,
trong d6 c6 thong sé LDL. Thong sb xét
nghiém enzym va CO2 c¢6 tinh 6n dinh cao -
Khong can dung dich dac bi¢t dé hoan
nguyén - Thoi han st dung 3 ndm ¢ 2-8 ° C
- Sau khi hoan nguyén c6 thé 6n dinh trong
30 ngay & nhiét 6 dong lanh va 7 ngay ¢ 2—
8 © C vé6i hau hét cac chat phan tich - Han sir
dung 3 nam ké tir ngdy san xuét khi bao
quan ¢ ¢ 2-8°C

Xuat xir hoa chat: G7

237

M9.54

Liquichek
Immunoassay
Plus Control
Level 1

Ml

60

Mau noi kiém cho xét nghiém mién dich
thudng quy, mic ndng do 1 - C6 gia tri tham
chiéu cho hau hét cic may phan tich ty dong
- Cung cap mot giai phap hiéu qua cho céac
phong xét nghiém tép trung vao cac xét
nghiém thuong quy - Thanh phan: huyét
thanh nguoi, dang long - Han str dung 2 nam
ké tir ngay san xuét khi bao quan ¢ -20 ° C
dén -70 ° C - On dinh trong 14 ngay sau khi
mo nap o nhiét d6 2—-8 °C d6i v6i hau hét
cac phan tich

Xuat xt héa chat: G7

238

M9.55

Liquichek
Immunoassay
Plus Control

Level 2

Ml

60

Mau ndi kiém cho xét nghiém mién dich
thuong quy, mirc nong d6 2 - Co gia tri tham
chiéu cho hau hét cac may phan tich ty dong
- Cung cap mot giai phap hiéu qué cho cac
phong xét nghiém tép trung vao céc xét
nghiém thuong quy - Thanh phéan: huyét
thanh nguoi, dang long - Han st dung 2 nam
ké tir ngay san xuat khi bao quan & -20 ° C
dén -70 ° C - On dinh trong 14 ngay sau khi
mo nap & nhiét d6 2—-8 °C d6i v6i hau hét
cac phan tich

Xuat xtr hoa chat: G7

239

M9.56

Liquichek
Immunoassay
Plus Control
Level 3

Ml

60

Mau néi kiém cho xét nghiém mién dich
thuong quy, mirc nong do 3 - Co gia tri tham
chiéu cho hau hét cic may phan tich ty dong
- Cung cap mot giai phap hiéu qua cho cac
phong xét nghiém tép trung vao céc xét
nghiém thuong quy - Thanh phan: huyét
thanh nguoi, dang 1ong - Han str dung 2 nam
ké tir ngay san xuat khi bao quan & -20 ° C




dén -70 ° C - On dinh trong 14 ngay sau khi
mo ndp ¢ nhiét d6 2-8 °C ddi v6i hau hét
cac phan tich

Xuét x{r hoa chat: G7

240

M9.57

Liquichek
Immunology
Control Levels 1

Ml

12

Mau néi kiém cho xét nghiém mién dich
hoc, mirc nong d6 1 - Thanh phan: Huyét
thanh nguoi, dang long. - Co cac gia tri
tham chiéu cho hau hét xét nghiém mién
dich chinh - Chtra hon 30 loai protein va
chit phan tich trong huyét thanh, bao gdm
ca xét nghiém khang thé khang CCP (Cyclic
Citrullinated Peptide) va Rheumatoid Factor
- Thoi han st dung 2 niam ké tir ngay san
xudt khi bao quan & -20°C dén -70 °C D6 6n
dinh sau khi m¢ 1o 1a 30 ngay khi bado quan
& 28 °C d6i v6i hau hét cac chat phan tich
Xuit x{r hoa chit: G7

241

M9.58

Liquichek
Immunology
Control Levels 2

Ml

12

Mau néi kiém cho xét nghiém mién dich
hoc, mirc néng d6 2 - Thanh phé.l’l: Huyét
thanh nguoi, dang long. - C6 céac gia tri
tham chiéu cho hau hét xét nghiém mién
dich chinh - Chra hon 30 loai protein va
chat phén tich trong huyét thanh, bao gdm
ca xét nghiém khang thé khang CCP (Cyclic
Citrullinated Peptide) va Rheumatoid Factor
- Thoi han st dung 2 nam ké tir ngay san
xudt khi bao quan & -20°C dén -70 °C o 6n
dinh sau khi m¢ 1o 1a 30 ngay khi bao quan
& 2—8 °C dbi v6i hau hét cac chat phan tich
Xuat x{r hoa chat: G7

242

M9.59

Liquichek
Immunology
Control Levels 3

Ml

12

Mau ndi kiém cho xét nghiém mién dich
hoc, mirc nong d6 3 - Thanh phan: Huyét
thanh nguoi, dang 1ong. - C6 céc gia tri
tham chiéu cho hau hét xét nghiém mién
dich chinh - Chtra hon 30 loai protein va
chit phan tich trong huyét thanh, bao gdm
ca xét nghiém khang thé khang CCP (Cyclic
Citrullinated Peptide) va Rheumatoid Factor
- Thoi han sir dung 2 ndm ké tir ngay san
xuat khi bao quan & -20°C dén -70 °C D6 6n
dinh sau khi m¢ lg 1a 30 ngay khi bdo quan
& 2-8 °C d6i v6i hau hét cac chat phan tich
Xuét xtt hoa chat: G7

243

M9.60

Dung dich rira
mién dich Total
Triiodothyronin

e Diluent (T3

DIL)

Ml

10

-Muc dich: Dung dé pha lodng mau
'Thanh phan: huyét twong nguoi; natri azit
(0,1%)

Xuat xtr hoa chat: G7




Chat hiéu chuin
cho xét nghiém

- Muc dich str dung: Dung cho chan doén in
vitro dé hiéu chuan xét nghi¢m ALT,
ALTPLc, AST, va ASTPLc.

- Thanh phan: Albumin huyét thanh bo
(6%); chit bao quan; ndng do6 chit dang

244 | M9.61 ENZ 3 (ENZ 3 Ml 18 duoc
CAL) phan tich theo tirng 16 (alanine
aminotranserferase (tim lon); aspartate
aminotransferase (tim lon))
Xuit x{r hoa chat: G7
- Muc dich st dung: Dung cho chan doan in
vitro trong hiéu chuén
x¢ét nghiém CHE, GGT, LDLP, va Lip
Chét higu chuén - Thanh phan: Albumin huyét thanh bo
cho xét nghiém (6%); chat bao quan; nong d chat dang
245 | M9.62 | b7 Nz | M 30| duoc phan tich theo timg 16 (lipase (tuy lon):
CAL) a-amylase (tuy nguoi);
gammaglutamyltransferase (than bo); LDHL
(tim ga); CHE (huyét thanh ngua))
Xuit xir hoa chat: G7
- Muc dich st dung: Dung cho chan doén in
Chat hiéu chuan vitro dé hi¢u chuan xét nghiém CK_L.
cho xét nghiém - Thanh phan: Albumin huyét thanh nguoi
246 | M9.63 ENZ 2 (ENZ 2 Mi 24 (5%); chat bao quan; nong do
CAL) creatine kinase MM theo 10 (tim nguoi)
Xuit x{r hoa chit: G7
- Muc dich str dung: dugc dung cho chan
doan in vitro khi hiéu chuan cac xét nghiém
AFP va CEA.
Chat hiéu chuan - Thanh phan: déng kho. Sau khi hoan
247 | M9.64 | cac xét nghiém Ml 12 nguyén, cac ndong do thap hoic cao ctia
AFP va CEA alphafetoprotein (& nguoi) va khang nguyén
carcinoembryonic (& nguoi); chat dém BSA;
natri azit (< 0,1%); chat bao quan
Xuat x{r hoa chat: G7
10. HOA CHAT
DUNG CHO
MAY MIEN
MI0"1 bicH ACCESS ]
2 - Beckman
Coulter
Thudc thir xét nghiém dinh lugng Troponin
I tim trong huyét thanh hodc huyét twong
nguodi trén may xét nghiém mién dich tu
dong; Phuong phap: mién dich enzym hai
X e budec lién tiép (“sandwich”); Dai do: xap xi
248 | mi0.1 | Thuoethudinh |y 500 | 23227027 pgp/r(nL; Thanh p%lﬁn chinh: clzlc
luong hsTnl

hat thuén tir dugc bao phu béng khang thé
(don dong, chudt) khang cTnl cua nguoi
duoc phan tan trong dung dich mudi dém
TRIS, c6 chit hoat dong bé mat, albumin
huyét thanh bo (BSA), natri azid, ProClin,




chat cong hop giita khang thé (don dong,
ctru) khang cTnl ctia ngudi véi phosphatase
kiém dugc pha lodng trong dung dich mudi
dém ACES, protein (bo, ctru, nguoi)

249

M10.2

Chét chuén
hsTnl

Ml

18

Chét hiéu chuan xét nghiém dinh luong
Troponin I tim trén may xét nghiém mién
dich tu dong; Thanh phﬁn chinh: Dém nén
albumin huyét thanh bo (BSA) v6i chét hoat
dong bé mat, natri azid, ProClin, phuc hop
tropomn tai t6 hop & cac muc nong do cTnl
xap xi 30,7; 144; 567; 2293; 9280 va 27027
pg/mL
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M10.3

Dinh lugng AFP

Test

1.000

Thudc thtr xét nghiém dinh lvong AFP trong
huyét thanh nguoi trén may xét nghiém
mién dich tu dong; Phuong phap: enzym
mién dich hai vi tri gan (“sandwich”); Dai
do: x4p xi 0,5-3000 ng/mL [0,41-2478
[U/mL]; Thanh phan chinh: Céc hat thuén tir
phi1 khang thé (don dong, chudt) khang AFP
duoc phan tan trong dung dich mudi dém
TRIS, co chét hoat dong bé mat, chat nén
albumin huyet thanh bo (BSA), natri azid,
ProClin, chat cong hop phosphatase kiém
(bd) - khang thé (don dong, chudt) khang
AFP duoc pha lodng trong dung dich mubi
dém phosphat, protein (dé, thd, chudt)
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M10.4

Pinh lugng
CEA

Test

1.000

Thudc thtr xét nghiém dinh lugng CEA
trong huyét thanh nguoi trén may xét
nghiém mién dich ty dong; Phuong phap:
micn dich enzym hai vi tri gan, kiéu
“sandwich”; Dai do: xap xi 0,1-1000
ng/mL; Thanh phan chinh: Pha rin cac hat
thudn tr phi MAb (chudt) khang CEA,
duoc phan tan trong dung dich dém TRIS,
albumin huyét thanh bo (BSA), natri azit,
ProClin, chat cong hgp MAb (chudt) khang
CEA gin phosphatase kiém (bo), duoc pha
loang trong dung dich dém phosphat, protein
(chuot, bo)
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MI10.5

Dinh lugng Free
T4

Test

7.000

Thudc thir xét nghiém dinh lugng T4 tu do
trong huyét thanh va huyét twong nguoi
(heparin) trén may xét nghiém mién dich tur
dong; Phuong phap: mién dich enzyme 2
budc; Dai do: Xép xi 0,25-6,0 ng/dL [3,2-
77,2 pmol/L]; Thanh phan chinh: Cac hat
thuan tr phu streptavidin, mubi dém TRIS,
chét hoat dong bé mit, NaN3, ProClin, chét
cong hop phosphatase kiém (bo) —
Triiodothyronin, khang thé (don dong,




chudt) khang Thyroxin — T4 gan biotin,
protein (chim va chuot)
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M10.6

Chét chuan Free
T4

Ml

40

Chét hiéu chuan xét nghiém dinh luong T4
tu do trén may xét nghiém mién dich tu
dong; Thanh phan chinh: Huyét thanh
nguoi, natri azit, ProClin, thyroxine ¢ cac
mirc ndng d6 0 ng/dL, x4p xi 0,5, 1,0, 2,0,
3,0 va 6,0 ng/dL
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M10.7

Pinh lugng PSA

Test

800

Thudc thir xét nghi¢m dinh lugng PSA toan
phan trong huyét thanh nguoi trén may xét
nghiém mien dich tir dong; Phuong phap:
enzym mién dich hai vi tri gan
(“sandwich™); Dai do: x4p xi 0,008—150
ng/mL véi hiéu chuan Hybritech hoic xap xi
0,008—121 ng/mL véi hiéu chuan WHO;
Thanh phéan chinh: Céc hat thuan tir phu
khang thé (chudt, don dong) khang PSA
duoc phan tan trong dung dich mudi dém
TRIS, c6 chit hoat dong bé mit, albumin
huyét thanh bo (BSA), natri azid, ProClin,
chat cong hop phosphatase kiém (bo) v6i
khang thé (chuot, don dong) khang PSA
dugc pha lodng trong dung dich mudi dém
phosphat, protein (chudt)
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M10.8

Pinh luong TSH
(3rd IS)

Test

7.000

Thubc thir xét nghiém dinh lugng TSH trong
huyét twong hodc huyét thanh nguoi trén
may xét nghiém mién dich tw dong; Phuong
phap: micn dich enzyme 2 vi tri gan kiéu
“sandwich”; Dai do: xap xi 0,005 — 50,0
plU/mL [mIU/L]; Thanh phén chinh: Céc
hat thuan tir phit khang thé (chudt, don
dong) khang TSH nguoi, mudi dém TRIS,
chét hoat dong bé mit, albumin huyét thanh
bo (BSA), natri azide, ProClin, khang thé
(chuoét, don dong) khang TSH cdng hop voi
phosphatase kiém, mubi dém ACES, protein
(chudt)

256

M10.9

Chét chuian TSH
(3rd IS)

Ml

45

Chat hiéu chuan xét nghiém dinh lugng
TSH trén may xét nghiém mién dich tw
dong; Thanh phﬁn chinh: Chat nén albumin
huyét thanh bo (BSA) dém c6 chit hoat
dong bé mat, natri azit, ProClin, hTSH & cac
muc néng do 0 uIU/mL, xép xi 0,05; 0,3; 3;
15 va 50 pIU/mL
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M10.1

Co chat phat
quang trong x¢ét
nghiém mién
dich

Ml

21.000

San pham duoc dung véi hé thong xét
nghiém mién dich Access va thudc thir xét
nghiém mién dich Access dic hiéu; Thanh
phan chinh: Lumi-Phos 530 (dung dich dém
chira dioxetane Lumigen PPD, chat huynh
quang va chat hoat tinh bé mit)

258

M10.1

Dung dich kiém
tra hé thong
dung cho may
phan tich mién
dich

Ml

24

Dung dich kiém tra hé thong dung cho Hé
thng xét nghiém mién dich Access trong
quy trinh kiém tra bao tri hé théng hang
tuan; Thanh phan chinh: Phosphatase kiém,
albumin huyét thanh bo (BSA), ProClin,
natri azit
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M10.1

Dinh lugng total
BhCG

Test

600

Thudc thir xét nghiém dinh lugng PhCG
toan phan trong huyét thanh va huyét twong
ngudi trén may xét nghiém mién dich ty
dong; Phuong phap: mién dich enzym (kiéu
“sandwich”), hai budc lién tiép; Dai do: x4p
xi 0,5-1350 mIU/mL [IU/L]; Thanh phan
chinh: Céc hat thuan tir phu phuc hgp khang
thé (dé) khang IgG chudt - khang thé (don
dong, chudt) khang BhCG phan tan trong
mudi dém TRIS, chat hoat dong bé mat,
albumin huyét thanh bo (BSA), natri azit,
ProClin, protein (dé, chudt va tai to hop)
duoc pha lodng trong mudi dém citrat,
khang thé (tho) khang PhCG gan
phosphatase kiém (tai to hop) dugc pha
loding trong mudi dém MES, protein (tho)
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M10.1

Dbinh lugong
Total T3

Test

7.000

Thudc thir xét nghiém dinh lugng T3 trong
huyét thanh va huyét tuong ngudi trén may
xét nghiém mién dich tu dong; Phuong
phap: mién dich enzym lién két canh tranh;
Dai do: x4p xi 0,1 dén 8 ng/mL (0,2-12,3
nmol/L); Thanh phan chinh: Chat cong hop
khang thé (don dong, chudt) khang T3 -
phosphatase kiém (bo), cac hat thuan tir pha
streptavidin trong dung dich dém TRIS c6
protein (chim va chudt), chat hoat dong bé
mat, natri azid, ProClin, chat tuong tu T3
dugc lién két véi biotin trong dung dich dém
TRIS c6 protein (chim), dung dich natri
hydroxid 0,4N (NaOH) c6 8-Anilino-1-
Napthalenesulfonic Acid (ANS), dung dich
acid hydrochloric (HCI) 0,4N
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M10.1

Chét chuan
Total T3

Ml

48

Chat hiéu chuén xét nghiém dinh lugng T3
trén may xét nghiém mién dich ty dong;
Thanh phan chinh: Huyét thanh ngudi, natri
azid, Cosmocil, Triiodothyronine & cac muc
néng d6 0 ng/mL, Xép xi0,5,1,2,4va8
ng/mL




262

M10.1

binh lugng TPO
Ab

Test

400

Thudc thir xét nghiém dinh luong khang thé
khang TPO trong huyét thanh va huyét
tuong ngudi trén may xét nghiém mién dich
ty dong; Phuong phap: enzym mién dich hai
budc theo chudi (“sandwich”); Dai do: xap
xi 0,25—-1000 IU/mL; Thanh phén chinh:
Céc hat thuan tr phu streptavidin va dugc
lién két voi TPO tai to hop (nguoi) duoc gian
biotin, dugc phan tan trong dung dich dém
ACES c0 protein (bo), natri azid, ProClin,
chit cong hop photphatase kiém (bo) -
protein A tai to hop trong dung dich dém
protein bo
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M10.1

Dung dich rua
dong may
Access 2

Ml

600.00

San pham dugc dung v6i Hé thong xét
nghiém mién dich Access va thudc thir xét
nghiém mién dich Access dic hiéu; Thanh
phan chinh: Dung dich mubi dém TRIS,
chét hoat tinh bé mat, natri azit, khéi lugong
phan ung: 5-chloro-2-methyl-4-isothiazolin-
3-one va 2-methyl-4-isothiazolin-3-one (3:1)
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M10.1

Chét chuan
Folate

Ml

48

Chét hiéu chuan xét nghiém dinh luong acid
folic trén may xét nghiém mién dich tu
dong; Thanh phan chinh: Nén dém chira
albumin huyét thanh nguoi (HSA), chét hoat
dong bé mit, natri azid, ProClin, folate & cac
muc néng do 0 ng/mL, Xép xi 1,2;3,1; 6,2;
12,4 va 24,8 ng/mL
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M10.1

Pinh lugng
Folate

Test

500

Thudc thtr xét nghiém dinh luong acid folic
trong huyét thanh va huyét twong ngudi
(heparin) hodc cac té bao hong cau trén may
xét nghiém mién dich tu dong; Phuong
phap: thy thé lién két canh tranh; Dai do:

xap xi 1-24,8 ng/mL [2,27-56,2 nmol/L];
Thanh phén chinh: Protein gan két khang thé
(don dong, chudt) khang folate, cac hat
thun tir phti khéng thé dé khang IgG ctia
chuét, dung dich dém, albumin huyét thanh
nguoi (HSA), ProClin, Ascorbate, HCI, chét
cong hop acid folic - phosphatase kiém (bo),
K3P0O4
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MI10.1

Chat kiém
chirng mtc 1;
Str dung cho
quy trinh kiém
chimg nham
muc dich theo
doi, gidm sat
hi€u nang cua
cac xét nghiém
trong phong xét
nghiém lam
sang.

Ml

10

Vit liéu kiém soat 74 thong sé mién dich
trong do co6 Anti-Tg, Anti-TPO va SHBG;
Vit liéu kiém soat 6n dinh dang long duoc
ché tao tir huyét thanh nguoi, nong do cac
chat phén tich duoc diéu chinh bang nhiéu
loai hoa chat va ché pham tinh khiét tir mo
nguoi hodc dich co thé




Chét kiém
chirng mtrc 2;

Sur dung cho Vit lidu kiém sodt 74 thong sé min dich
bed ,t““hlll?em trong d6 c6 Anti-Tg, Anti-TPO va SHBG;
M10.2 n(iugr(;%crlll 3;:0 Vé:[ lidu kiém spét on dinh dgng long duoc
267 0 ' 48 gidm sat Ml 10 ché tao tir huyet thanh ngudi, nong do c'é}c
hiél; niing clia chat phan tich dugc diéu chinh bang nhiéu
o i loai hoa chat va ché pham tinh khiét tr mo
cdc x¢t nghi¢m nguoi hodc dich co thé
trong phong xét
nghiém lam
sang.
Chat kiém
chirng mtrc 3;
Su d‘:mff 1‘{’.110 Vit lidu kiém sodt 74 thong sé midn dich
qu}}; ,trm hal em trong do co6 Anti-Tg, Anti-TPO va SHBG;
M10.2 niugr(fcrlll :ﬁ:o Vit liéu kiém soat 6n dinh dang long duoc
268 1 ' e gidm sat Ml 10 ché tao tir huyét thanh ngudi, nong do cac
hiéu, niing cia chat phan tich dugc diéu chinh bang nhiéu
L, " loai hoa chat va ché pham tinh khiét tir mo
cdc x¢t nghi¢m nguoi hodc dich co thé
trong phong xét
nghiém lam
sang.
M10.2 Giéng phan ung 130.00 Giéng phéﬁ &ng sur dung trén may xet .
269 ) ' dung cho may Cai O. nghiém mien dich dong Access; Chat liéu
Access 2 Polypropylene; Dung tich toi da 1 mL
Chét hiéu chuan xét nghiém dinh luong AFP
trén may xét nghiém mién dich tu dong;
M10.2 ) 7 Thanh phan chinh: bém nén albumin huyét
270 3 | Chat chuan AFP Mi 35 thanh bo (BSA) co6 chat hoat dong bé‘mét,
natri azid, ProClin, AFP ¢ cac murc nong do
0 ng/mL, xép xi 2,5; 5; 25; 100; 500 va 3000
ng/mL
Chat hiéu chuin xét nghiém dinh lugng
CEA trén may x‘ét nghi¢m mién dich tu
X 2 dong; Thanh phan chinh: Dung dich dém
271 M140'2 Chzg}giuan Ml 30 phosphat, protein (bo), natri azit, ProClin,
Khang nguyén carcinoembryonic (nguoi) &
cac muc nong do xap xi 1, 10, 100, 500,
1000 ng/mL
Thubc thir xét nghiém dinh lugng T3 tu do
trong huyét thanh va huyét twong nguoi trén
may xét nghiém mién dich ty dong; Phuong
279 M10.2 | Dinh lugng Free Test 500 phap: mién dich enzyme gan canh tranh; Dai

T3

do: xap xi 0,88-30 pg/mL [1,4—46 pmol/L];
Thanh phén chinh: Céac hat thuén tir phu
streptavidin trong dung dich dém TRIS c6
protein (chim), chét hoat dong bé mat,




NaN3, ProClin, dung dich dém MES, chat
tuong tu T3 gin biotin, protein (dé, bo,
chim), chat cong hop khang thé don dong-
phosphatase kiém trong dung dich ACES
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M10.2

Chét chuan Free
T3

Ml

15

Chét hiéu chuan xét nghiém dinh luong T3
tu do trén may xét nghiém mién dich tu
dong; Thanh phﬁn chinh: Dung dich dém
HEPES, protein (bo), chét hoat dong bé mat,
NaN3, ProClin, T3 ¢ cac murc nong do 0
pg/mL, xép xi 1,2, 5, 10 va 30 pg/mL
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M10.2

Chat chuan
Hybritech PSA

Ml

30

Chét hiéu chuan xét nghiém dinh luong PSA
toan phan trén may xét nghiém mién dich tu
dong; Thanh phan chinh: Albumin huyét
thanh bo (BSA) dém, natri azid, ProClin,
PSA nguoi ¢ cac nong d6 xap xi 0,5, 2, 10,
75 va 150 ng/mL ddi v6i hiéu chuan cua
Hybritech (hodc 0.4, 1,7, 8, 58 va 121
ng/mL d6i voi hiéu chuén cia WHO) trong
BSA dém
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M10.2

Chét chuan
Total BhCG
(5th IS)

Ml

24

Chat hiéu chuan xét nghiém dinh lugng
BhCG toan phan trén may xét nghiém mién
dich tu dong; Thanh phﬁn chinh: Dém nén
albumin huyét thanh bo (BSA), chét hoat
dong bé mat, natri azit, ProClin, hCG & cac
murc néng d6 0 mIU/mL, xép Xi 6, 35, 195,
620 va 1350 mIU/mL
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M10.2

Dbinh lugong
Total T4

Test

200

Thudc thtr xét nghiém dinh luong T4 toan
phan trong huyét thanh va huyét twong
ngudi trén may xét nghiém mién dich tu
dong; Phuong phap: mién dich enzyme gin
canh tranh; Dai do: x4p xi 0,5-30 pg/dL
[6,4-386 nmol/L]; Thanh phan chinh: Céc
hat thuan tir phit khang thé (dé) khang IgG
chudt duoc phan tan trong mudi dém TRIS,
chét hoat dong bé mit, albumin huyét thanh
bo (BSA), 8-anilino-1-naphthalenesulfonic
acid (ANS), natri azide, ProClin, khang thé
(don dong, chudt) khang thyroxine dugc pha
lodng trong mudi dém TRIS, protein (16p
chim, chudt, dé), chat cong hop thyroxine -
phosphatase kiém (bo) dugc pha lodng trong
mubi d¢ém TRIS
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M10.3

Chét chuan
Total T4

Ml

24

Chét hiéu chuan xét nghiém dinh luong T4
toan phan trén may xét nghiém mién dich tu
dong; Thanh phan chinh: Huyét thanh
nguoi, natri azide, ProClin, thyroxine ¢ cac
mirc ndng d6 0 pg/dL, xap xi 2, 4, 8, 16 va
30 ug/dL
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M10.3

Pinh lugng
Thyroglobulin

Test

400

Thudc thir xét nghiém dinh lugng
thyroglobulin trong huyét thanh va huyét
tuong ngudi trén may xét nghiém mién dich
ty dong; Phuong phap: enzym mién dich
mot bude ddng thoi (kiéu “sandwich”); Dai
do: xap xi 0,1-500 ng/mL; Thanh phan
chinh: Céc hat thun tir phu streptavidin,
phan tan trong dém TRIS chira protein (bo),
natri azide, ProClin, chit cong hop khéng
thé (don dong, chudt) khang thyroglobulin -
phosphatase kiém (bo), dém TRIS chira
protein (b0, chudt), cac khang thé (don
dong, chudt, gan biotin) khang
thyroglobulin, dém HEPES chura protein (bo
va chudt)
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M10.3

Pinh lugong
Thyroglobulin
Ab

Test

400

Thudc thtr xét nghiém dinh luong khang thé
khang thyroglobulin trong huyét thanh va
huyét tuong nguoi trén may xét nghiém
mién dich tu dong; Phuong phap: mién dich
enzyme hai budc lién tiép (kiéu
“sandwich”); Dai do: xap xi 0,9-2500
IU/mL; Thanh phﬁn chinh: Cac hat thuan tir
phu streptavidin va dugc lién két véi
thyroglobulin c6 gin biotin & ngudi, dugc
phén tan trong dung dich dém TRIS c6
protein (bo), natri azit, ProClin, lién hop
photphataza kiém - thyroglobulin & ngudi
(bo)
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M10.3

Chét chuan
Thyroglobulin
Antibody II

Ml

16

Chét hiéu chuan xét nghiém dinh luong
khang thé khang thyroglobulin trén may xét
nghiém mién dich tw dong; Thanh phﬁn
chinh: Huyét thanh nguoi, natri azit,
ProClin, khang thé thyroglobulin & cac muc
nong d6 0 IU/mL, xap xi 50, 250, 500, 1000
va 2500 TU/mL

281

M10.3

Chat chuan
Thyroglobulin

Ml

12

Chat hiéu chuin xét nghiém dinh lugng
thyroglobulin trén may xét nghiém mién
dich tu dong; Thanh phﬁn chinh: Pém
HEPES, albumin huyét thanh bo (BSA),
natri azid, ProClin, thyroglobulin ¢ cac mirc
néng do 0 ng/mL, xép xi 1, 10, 100, 250 va
500 ng/mL
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M10.3

Dung dich rira
may hang ngay

Dung dich rira dugc dung cho quy trinh lam
sach cac may xét nghiém mién dich dong
Access;Thanh phan chinh: Acid hitu co




283

M10.3

Dung dich rua
may hang ngay

A

Hop

Dung dich rira dung cho may xét nghiém
micn dich va may xet nghiém t€ bao dong
chay; Thanh phan chinh: KOH 1 — 5%

284

M10.3

Chét kiém
ching cho céc
xét nghiém mién
dich muc 1

Ml

30

Vat liéu kiém soét 56 thong s6 mién dich
bao gdm cac thong sé kha ning sinh san,
tuyén giap, thiéu mau, ndi tiét va dj ung; Vat
liéu kiém soat 6n dinh dang 16ng dugc ché
tao tir huyét thanh nguoi, ndong d6 cac chat
phan tich duoc diéu chinh bang nhiéu loai
hoa chét va ché pham tinh khiét tir mé nguoi
hoic dich co thé
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M10.3

Chét kiém
ching cho céc
xét nghiém mién
dich murc 2

Ml

30

Vat liéu kiém soét 56 thong s6 mién dich
bao gém cac thong sé kha ning sinh san,
tuyén giap, thiéu mau, noi tiét va di ung; Vat
liéu kiém soat 6n dinh dang 1ong duoc ché
tao tir huyét thanh ngudi, ndng do cac chit
phan tich dugc diéu chinh bang nhiéu loai
hoa chat va ché pham tinh khiét tir m6 nguoi
hodc dich co thé
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M10.3

Chét kiem
chung cho cac
xét nghiém mién
dich muc 3

Ml

30

Vit liéu kiém soat 56 thong s6 mién dich
bao gom céc théng sb kha nang sinh san,
tuyén gidp, thiéu mau, ndi tiét va di ung; Vat
liéu kiém soat 6n dinh dang 16ng dugc ché
tao tir huyét thanh nguoi, ndong do cac chat
phan tich duogc diéu chinh b?mg nhiéu loai
hoa chat va ché pham tinh khiét tir m6 ngudi
hogc dich co thé
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M10.4

Dung dich rtra
dong may DxI

Ml

30.000

San pham dugc dung v6i Hé thong xét
nghiém mién dich Access va thudc thir xét
nghiém mién dich Access dic hiéu; Thanh
phan chinh: Dung dich mudi dém TRIS,
chét hoat tinh bé mat, natri azit va khdi
luong phan ing: 5-chloro-2-methyl-4-
isothiazolin-3-one va 2-methyl-4-
isothiazolin-3-one (3:1)
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M10.4

Dinh lugong
ferritin

Test

500

Thudc thtr xét nghiém dinh luong ferritin
trong huyét thanh va huyét tuong (heparin)
nguodi trén may xét nghiém mién dich tu
dong; Phuwong phap: mién dich enzyme hai
vi tri (kiéu “sandwich”); Dai do: xap xi 0,2—
1500 ng/mL [ug/L]; Thanh phan chinh: Cac
hat thuan tir phit phtic hop khang thé dé
khang IgG cua chudt - khang thé (don dong,
chuodt) khang ferritin dugc phan tan trong
dung dich mudi dém TRIS, c6 chat hoat
dong bé mat, albumin huyét thanh bo
(BSA), natri azid, ProClin, chét cong hop
khang thé dé khang ferritin - phosphatase




kiém (bo) trong dung dich mubi dém TRIS,
protein (d€, chudt)

M10.4

Chét chuan

Chét hiéu chuan xét nghiém dinh luong
ferritin trén may xét nghiém mien dich tu
dong; Thanh phan chinh: Chat nén albumin

289 s Ferritin Ml 24 | huyét thanh bo (BSA) dém c6 chét hoat
dong beé mat, natri azid, ProClin va ferritin &
cac muc néng d6 0 ng/mL, xép xi 10, 50,
200, 500, 1500 ng/mL
Puoc lam bang cao su. Puong kinh bén
190 M10.4 Day bom Cai 5 trong: 2,79 mm (+/- 5%). Pugc str dung cho
7 2. 79MM dich thai tir binh chan khong qua bom nhu
dong dén binh thai
Puoc 1am bang cao su. DBuong kinh bén
A trong: 1,29 mm (+/- 5%), chiéu dai 17,9 inch
291 M180'4 ?Z};Eg/ln Cai 5 (+/- 5%).Duoc sir dung cho dich long tur dﬁ}l
' kim huat té1 bom nhu dong dén bd phan phoi
dich.
Chét hiéu chuan xét nghiém dinh luong
khang thé khang TPO trén may xét nghiém
M10.4 ) i mién dich ty dong; Thanh phan chinh: Dung
292 9 " | Chat chuan TPO Ml 12 dich dém protein (bo), natri azid, ProClin,
khang thé huyét thanh TPO (tho) trong dung
dich dém protein (bo) ¢ cac nong do xap xi
5,20, 75, 300 va 1000 IU/mL
11. HOA
CHAT, VAT
TU DUNG
CHO MAY
DONG MAU -
Model: START
M1l MAX; -
COMPACT
MAX;
SATELLITE
MAX - HANG
SX: STAGO -
PHAP
Dung dich 0.025 Dung dich Canxi Clorua 0.025 M dung cho
M CaCl2 cho cac xét nghiém dong mau nhu thoi gian hoat
293 | M11.1 A Ml 360 | hoa thromboplastin tung phan (APTT) hay
cac xét nghiém
déng méu cho cac phan tich cac yéu tb con dudng ndi
sinh
Dung dich dém
204 | M11.2 Owren-Koller Ml 360 Dung dich pha loang cho xét nghiém dong

cho xét nghiém
dong mau

mau (dung dich dém) c6 pH khoang 7,35.




Dung dich rua
dung cho may

Dung dich rira pha san cho cac hé thér}g
phan tich dong mau ty dong, thanh phan

295 | M11.3 xét nghi¢m dong Mi 15.000 chinh chtra chit diét nAm ho ether glycol
mau pha loang trong dung moi nudec.
tﬁ?gﬁ glllilg}::alfo Hoa chét rira kim hé thdng may dong mau tu
296 | M11.4 T Ml 1.440 | dong, bén trén may 5 ngay, chira potassium
cdc may phan hydroxide ndng d6 < 1 %
tich dong mau i
Hoa chat chira thrombin ngudi di citrat hoa
c6 chtra canxi (khoang 100 NIH units/ml) va
Héa chit Binh co chira mt chéF tic c}lé dac hi¢u heparin
lugng fibrinogen 1nh1b1t02 cho plAlep phan t}ch ﬁbr.mogen
297 | M11.5 theo phuong Ml 432 trong mau huyét tuong c6 heparin.
hénp Clauss bo lap la% do ma:lu bi,nh thuong: 2.1 CV%
phap Do lap lai do mAu bat thuong: 4.9 CV%
Do tai 13p do mau binh thuong: 2.1 CV%
Do tai 13p do mau bat thuong: 3.2 CV%
Cbc chira hoa
chat, huyét Ong hinh try 1am bang thiy tinh, trang
298 | M11.6 tuong hi¢u Cai 100 silicon bén trong; ding dé chira hoa chat xét
chuan, chat nghiém dong mau, QC hodc Calibrator
kiém dinh
- R1: chtra thromboplastin dong khé dugc
chiét xuat tir ndo tho. Ngoai ra con chira mot
Hoba chét Xac chét uc ché heparin dac hi¢u.
dinh thoi gian - R2: dung méi hoa tan c6 chtra canxi.
299 | M11L.7 Prothrombin Mi 390 Do lap lai do mau binh thuong: 0.8 CV%
(PT) Do lap lai do mAu bét thuong: 1.3 CV%
Do tai 13p do mau binh thuong: 1.2 CV%
Do tai 13p do mau bat thuong: 2.0 CV%
Cong p han me Cuvettes dugc 1am bang nhua dung mét 1an,
cho xét nghiém 5 bi 1am bang thép khong gi bén tron
300 | M11.8 | dong méu, cobi | Cai | 15.840 |0 OF'am bang thep Khong gi ben trong.
3 . X Thung gébm 6 cudn, moi cudn chura 220
bang thép chong
A cuvette
ri bén trong
Hoa chit kiém chuan xét nghiém dong mau
thuong quy,
Céc huyét tuong Céc gié tri ching ctia mdi thong s6 co thé
301 | M11.9 Ch@% ChOAXé'[ Ml 576 khf’lc .nhauN gf‘xa cac 16 t};l.léf thur, nhung duoc
nghiém dong chi dinh 10 rang cho moi 16.
mau Gia tri ching gém hai muc (binh thudng va
bénh 1y) cho cac thong sb: PT, Fibrinogen,
APTT va TT.
Hoa chat xét nghiém thoi gian Thrombin.
Chtra thrombin citrat canxi (nguoi), khoang
MI11.1 Hoa chat xac 1.5 NIH unit/ml, dang dong kh.
302 0 ’ dinh thoi gian Ml 60 Do l1ap lai do m@u bi,nh thuong: 2.8 CV%
Thrombin Do 1ap lai do mau bat thuong: 1.7 CV%

Do tai 1ap do mau binh thudng: 1.6 CV%
Do tai 1dp do mau bat thuong: 3.3 CV%




Hoa chat xac

Hoa chit dung xac dinh thoi gian hoat hoa
thromboplastin tirng phan, chira cephalin tir

MI11.1 dm}?ogi(ﬁo%’:an mo nao thod , cheilt kich hoat dac hiéu silica
303 1 ’ Throrﬁboplas tin Ml 360 bo lap la@ do ma:lu bi,nh thuong: 0.7 CV%
timg phén bo lép lai do ma:Lu bat thuong: 1.0 CV%
(APTT) Do tai lap do mau binh thuong: 1.4 CV%
Do tai 13p do mau bat thuong: 2.7 CV%
12. HOA
CHAT, VAT
TU SU DUNG
CHO MAY
DIEN GIAL
M12 Model: ISE )
6000; HANG
SAN
XUAT:SFRI/PH
AP
Dung dich kiém Hoa chat, VT st dung cho may dién giai:
304 | M12.1 | tra Nat, K+, Cl- Ml 150 Model: ISE 6000; HANG SAN
, Li+ XUAT:SFRI/PHAP
. £ 2 Hoéa chat, VT str dung cho may dién giai:
305 | M2 | Hoachatdien |yl o000 | Model: ISE 6000: HANG SAN
glal XUAT:SFRI/PHAP
Huyét thanh Hoa chat, VT st dung cho may dién giai:
306 | M12.3 | chuan Na+, K+, | Ml 120 | Model: ISE 6000; HANG SAN
Cl-, Ca++, pH XUAT:SFRI/PHAP
Dung dich nap
dién cuc Ca cho
cac may phan Hoa chat, VT st dung cho may dién giai:
307 | M12.4 | tich dién giai Ml 120 Model: ISE 6000; HANG SAN
ISE 5000 va XUAT:SFRI/PHAP
6000 cua hang
SFRI
Dung dich nap
dl}?n C}IC K?h Hoa chat, VT st dung cho may dién giai:
308 |Mi2s| OO S8R Ml 120 | Model: ISE 6000; HANG SAN
phan tich dicn XUAT:SFRI/PHAP
giai ISE cua
hang SFRI
Nubc lam diy Hoa chit, VT str dung cho may dién giai:
309 | M12.6 dien cuc Na Ml 120 Model: ISE 6000; HANG SAN
T XUAT:SFRI/PHAP
Nudc 1am day Hoa chat, VT st dung cho may dién giai:
310 | M12.7 | dién cuc tham Ml 120 Model: ISE 6000; HANG SAN
chiéu XUAT:SFRI/PHAP
Dung dich rira
dung cho céac Hoa chit, VT str dung cho may dién giai:
311 | M12.8 | may dién giai Ml 180 Model: ISE 6000; HANG SAN

ISE ctia hang
SFRI

XUAT:SFRI/PHAP




13. HOA

CHAT, VAT
TU DUNG
CHO MAY
M13 XET NGHIEM ]
HbA1C: Model:
GH - 900 -
Hang sx:
Lifotronic/Trun
g Qudc
B0 thuoc thu Hoéa chat, VT str dung cho may Hbalc:
312 | MI3.1 HbAlc Test 6.000 Model: GH-900; Héfg SX: Lif?)’tronic/TQ
14. HOA
CHAT, VAT
TU SU DUNG
CHO MAY
XET NGHIEM
M14 HbA1C -
ADAMT ™
8380V; 8180V,
HSX:
ARKRAY/NHA
T BAN
- Hiéu chuan may HbA Ic, twong thich trén
may phan tich hbalc tu dong Arkray
Chat hiéu chuan HAS8180V
80 xét nghi¢m - Quy cach dong goi: (Low: 3mL x 3; High:
313 | Mi41 dinh luong Mi 192 3mL x 3; Diluent: 10mL x 3) / Hop
HbAlc - GOm: Human source hemoglobin: <=0.6%;
Phosphate: <=0.1%; Surfactant<=0.1%.
- TCCL: ISO 13485; 9001
- Cot dugc ché tao bang vat liéu SUS (thép
khong gi) va nap xoan E6hai dau dugc 1am
tu PEEK (polyether ether ketone); tuong
Cot sac khi xét thich trén may phan tich hbalc tu dong
314 | M14.2 | nghiém dinh Cai 8 Arkray HA8180V
luong HbAlc - Thanh phan: Hydrophilic polymer of
methacrylate esters copolymer: ~0.35mL
- Quy cach dong goi: 1 column / Hop
- TCCL: ISO 13485; 9001
- Xéc dinh lugng (H15HbA1c¢) trong
G13mau méau toan phan, twong thich trén
Vit lidu kiém may phan tich hbalc tu dong Arkray
soat xét nghi¢ém HAS8180V
315 | M14.3 dinh luong Ml 301 Quy cach dong goi: (1x250mL+ 1x15ml) /
HbAlc Hop

- Gom: DILUENT 80: Phosphate <= 0.1%,
Surfactant <= 0.1%; RECONSTITUENT




80: Phosphate <= 1140.6%, Surfactant <=
1.0%
- TCCL: ISO 13485, 9001

316

M14.4

Chét rira 80A

Ml

50.000

- Phan tich dinh lugng HbA 1c trong méau
toan phan, twong thich trén may phan tich
hbalc ty dong Arkray HA8180V

- Quy céach dong goi: (600mL x 4) / Hop

- Gom: Sodium azide: <=0.01 %; Oxidizing
agent: <=0.7%; Phosphate: <=1%.

- TCCL: ISO 13485; 9001

317

M14.5

Chét rira 80B

Ml

28.000

- Phéan tich dinh lugng HbAlc trong mau
toan phan, tuong thich trén may phan tich
hbalc ty dong Arkray HA8180V

- Quy céch dong goi: (600mL x 2) / Hop

- Gom: Sodium azide: <=0.06%; Oxidizing
agent: <=3%; Phosphate: <=2%.

- TCCL: ISO 13485; 9001

318

M14.6

Chét rira 8OCV

Ml

32.000

- Phan tich dinh lugng HbA1c trong mau
mau toan phan, twong thich trén may phan
tich hbalc tu dong Arkray HA8180V

- Quy céch dong goi: (600mL x 2) / Hop

- Gom: Sodium azide : <=0.01%; Oxidizing
agent:<=0.3%; Phosphate: <=1%.

- TCCL: ISO 13485; 9001

319

M14.7

Dung dich rura
tan mau 80H

Ml

120.00

- Xac dinh lugng (HbA 1¢) trong mau mau
toan phan, twong thich trén may phan tich
hbalc tu dong Arkray HA8180V

- Quy cach dong goi: (2L x 3) / Hop

- Gom: Sodium azide: <=0.02%; Phosphate:
<=0.1%; Surfactant<=0.1%.

- TCCL: ISO 13485; 9001

320

M14.8

Hoa chat kiém
soat xét nghiém
dinh lugng
Hbalc

Ml

- Chat kiém chuén, tuong thich trén may
phan tich hbalc tu dong Arkray HA8180V

- Quy cach dong goi: (Level 1: 4x0.25mL;
Level 2: 4x0.25mL) / Hop

- Gom: Hemoglobin, human: 13.0-15.0g/dL;
Potassium Cyanide: <0.005%.

- TCCL: ISO 13485

MI15

15. Test thu
duong huyét sir
dung cho may
do duong huyét
CareSens N
hang I-Sens/Han
Quéc




Test thir duong

Pham vi do: 1.1-33.3 mmol/L. Thoi gian do:
5 gidy. Dudng oxy hoa: 27 don vi. Loai
mau: Méu mao mach toan phan Nhiét do

321 | MI5.1 huyét Test 4.000 hoat dong: 10-40 d6 C. bo am: 10-90%.
Hong cau: 20-60%. Do chinh xac: 99% +
15%
16. Test thu
duong huyét sir
dung cho May
thir duong huyét
M16 | OneTouch Ultra -
cua hang
Johnson &
Johnson
Lifescan/Anh
Str dung men (enzyme): Glucose
Dehydrogenase (FAD-GDH) rat dic hiéu
v6i glucose (chi phan tng véi glucose) cho
két qua chinh xac vi khong bi anh hudng boi
nong do oxy va cac loai dudng nhu maltose,
galactose c6 trong mau.
- B0 chinh xac cao 99,2%
Test thir duong - Mﬁ hoa tu‘qc}rzg nhan que khong can hiéu
huyét st dung chinh ha?/ cal d? . , X 1s X
322 |MI16.1| chomaytht | Test | 4200 | Quethrtr thim hitnhanh, dé dang thim
duong huyét du hf(’.mg mau.. A X 1A
OneTouch Ultra -,Th01 gian do: 5 gidy, mau lay mau: 0,4uL,
lay mau 2 canh bén.

- Quet mau mau 500 lan trong vong 5 gidy
dé loai bo cac yéu tb gay nhiéu gdom oxy,
maltose va 56 thanh phan thong thuong
khac.

- Pham vi do luong Glucose: 20 - 600
mg/dL (1,1 - 33,3 mmol/L)
- Khoang Hematocrit: 20 - 60%
17. Test thu
nudce tiéu sir
dung cho may
M17 U-AQS 11 -
thong sb, Hang
Humasis/Han
Quéc
Phuong phap do quang phd bang cic may
phan tich nudce tiéu cing dong, ¢ budc
song 460 nm va 550 nm, 650 nm.
- Két qua nhanh chéng (tt ca cac dai test
323 | M17.1 Test thir nudc Test 70.000 duoc doc cung mot luc, tir 1~2 phat sau khi

tiéu 11 thong sd

nhung).

- Kich thude: 5 mm (chiéu rong) x 115 mm
(chiéu dai) x 0.9 (chiéu cao). Po dugc cac
thong s6: Glu (Glucose), Pro (Protein)m,
pH, Bld (Blood — mau), Ket (Ketone), Nit




(Nitrite), Bil (Bilirubin), Uro
(Urobilinogen), SG (Specific Gravity),
Leu(Leukocytes), AsA (Ascorbic Acid)
- Trong luong: 0.398¢g

18. Test thu s
dung cho may

Xet nghiém
nudc ticu
MI8 ComboStik R- i
50S; R-300; R-
720; DFI Han
Quéc
Céc thong sb do duoc:
Ascorbic Acid (ASC), Glucose (GLU),
Bilirubin (BIL), Ketone (KET), Specific
Gravity (SG), Blood (BLO), pH, Protein
(PRO), Urobilinogen (URO), Nitrite (NIT),
Leukocytes (LEU).
Dai do cua céc chi sd:
* Ascorbic Acid (ASC): 5-10 mg/dL (0.28-
0.56 mmol/L).
* Glucose (GLU): 50-100 mg/dL (2.5-
Smmol/L)
Que thir nuée * Bilirubin (BIL): 0.4-1.0 mg/dL (6.8-17
tiéu dung cho nmol/L)
324 | M18.1 . NP Test 60.000 | » Ketone (KET): 2.5-5 mg/dL (0.25-0.5
may }?har'lxtlch mmol/L).
nuoe ticu « Specific Gravity (SG): 1.000 dén 1.030
* Blood (BLO): 0.018-0.060 mg/dL hoac 5-
10 Ery/uL trong mau nudc tiéu c6 nong do
axit ascorbic
*pH:5-9
* Protein (PRO): 7.5-15 mg/dL (0.075-0.15
g/L).
* Urobilinogen (URO): 0.2-1.0 mg/dL (3.5-
17 pymol/L)
* Nitrite (NIT): 0.05-0.1 mg/dL
« Leukocytes (LEU): 9-15 té bao bach cau
Leu/uL
I HOA CHAT ]
DUNG CHUNG
Khoanh gidy khang sinh Bacitracin nong do
tiéu chuan 10 pg st dung cho xét nghiém
o danh gid khang sinh do vi khuan theo
325 HCC ID Bamtia(l)c;g Dies Khoanh 500 | phuong phap khuéch tan dia thach trong xét

nghiém va thtr nghiém vi sinh.- Mdi ong
duogc han kin riéng, cung véi thi hat am de
duy tri d§ am < 2%




B6 nhuom Gram dung dé :chuc hién xét
nghiém nhudm soi. Bao gobm 04 dung dich

326 HCED B06 nhuém Gram Bo 12 thuéc nhudm thanh phﬁn la Crystal Violet,
C4 \
Lugol, Decolor (alcohol-acetone) va
Safranine.
A A 2 ’ Hop gdm 6 6ng chuan McFarland
3p7 | HED | Boongchuan 1 | 30 | (S 123 4,5) ¢6 duong kinh 17,75mm.Dat
Cs5 McFarland A 2
ti€éu chuan ISO
HCD Ham luqng : Clorine hoat tinh 25% . Dang
328 C6 B6t Cloramin B Kg 230 bot mau trang , mui dac trung clo.Dong tai
lkg/ tai
- Moi trudng tao mau dé xac dinh va dinh
329 Hé:7D BHHIIZHEE vt Gam 1.000 | danh so b tat ca cac tac nhan chinh gay
g nhidm tring dudng tiét niéu (UTI).
. A A A . 0
330 HCD Cén 70 do Ml 950.00 | Nong do Pam lqung I‘Ethanrol C?E:It. 70 Y.
C8 0 Trong sudt, khong mau, c6 mui dic trung
. A A ha - 9090
331 HCD Cén 90 do Ml 120.00 | Nong do Pam lqung ]thhanrol (?2_‘1'[. ?O %.
C9 0 Trong sudt, khong mau, c6 mui déc trung
HCD A e . A n
332 C10 Con tuyét doi Ml 25.000 | Dung dich ethanol , nong d9 99.9%
i Hop 5 que qéy dong goi riéng. Mbi g6i chira
333 HCD Chung chuan Que 5 1 que cay dau vong tron gan chf{ng 7Vi sinh
C12 | Escherichia coli vat c6 kha nang song va phat trién 6n dinh
Dép tng ti€u chuan ISO 13485.
Chung chuan Hop 5 que cay dong gbi riéng. Mdi goi chira
HCD Ay L , ..
334 Staphylococcus Que 5 1 que cay dau vong tron gan ching vi sinh
C13 Ay At A S v gy e Ao A s
aureus vat co kha nang song va phat trién 6n dinh




Dau khoéang dé

335 HCD dung kém véi Ml 375 Dau khoang dung vé6i thanh dinh danh API
Cl4 | thanh dinh danh Dong goi: 125ml/lo
vi khuan
HCD iﬁf\gﬁig&gﬁ Hoa chﬁlt gom 6ng chtra HC1 IN thé tich 5ml
336 P Hop 10 ; va 1 ong hoa chat dong kho J2183; hop 2
C21 ngoai duong 5n
rudt James &
337 | HCD | Hoéa chit dinh H6 5 Bot k&m, hoa chat di kém dung cho dinh
C22 danh Zn P danh
HCD 1{(/[1; ?(I)lgei:i Thanh nhya mong chira khang sinh
338 A P Thanh 1.000 [ Meropenem nong d6 0,002-32 ng/ml, 30
C24 | nodng do 0,002- o
thanh/ hop
32 pg/ml :
Khoanh gidy khang sinh Amikacin nong do
Y tiéu chuan 30 pg str dung cho xét nghiém
HCD Kklil?i?lnhsiiy danh gia khang sinh d6 vi khuén theo
339 25 | Amika égin ndn Khoanh | 1.000 | phuong phap khuéch tan dia thach trong xét
46 30 & nghiém va thir nghiém vi sinh.- Moi 6ng
? 2UHE duge han kin riéng, cing véi tai hat im dé
duy tri d§ am < 2%
Khoanh gidy khang sinh Amoxycillin nong
y d6 tiéu chuan 25 pg st dung cho xét nghiém
HeD Kkllll‘;nhsig;iy danh gid khang sinh do vi khuan theo
340 C26 Am xg cillin Khoanh | 1.000 | phuong phap khuéch tan dia thach trong xét
o © d(;‘)/ " nghiém va thir nghiém vi sinh.- Mdi éng
g0 <o HE duoc han kin riéng, cung voi tai hut am dé
duy tri d§ am < 2%
Khoanh gidy khang sinh .
Khoanh ei4 Amoxycillin/clavulanic acid nong do tiéu
khéng sfi;nhy chuén 30 pg sir dung cho xet nghiém danh
HCD 1 gi4 khang sinh d6 vi khuan theo phuong
341 C27 Ar\iﬁiﬁfgig{gla Khoanh | 1.000 phap khuéch tan dia thach trong xet nghiém
ndne db 30 va thtr nghiém vi sinh.- M61 6ng dugc han
gdo Ve kin riéng, cung vé6i thi hut am dé duy tri d
am < 2%
) - Khoanh gidy khang sinh i
Khoanh giay Ampicillin/Sulbactam ndng d¢ tiéu chuan 20
HCD khang sinh pg st dung cho xét nghiém danh gia khang
342 o3 Ampicillin/Sulb | Khoanh | 1.000 | sinh d6 vi khuan theo phuong phap khuéch
actam nong do tan dia thach trong xét nghiém va thu
20 pug nghiém vi sinh.

- Khoanh gidy dung trong cartridge duoc




han kin cting v6i chat chéng am giup duy tri
do am dudi 2%.

- Khoanh gidy khang sinh Azithromycin
nong d6 tiéu chuan 15 pg str dung cho xét

Khoanh gidy nghiém dénh gia khang sinh d6 vi khuén
HCD khang sinh theo phuong phap khuéch tan dia thach
343 C29 Azithrimycin Khoanh | 1.000 trongpxet ngghll)empva thur nghiém vi sinh.
ndng do 15ug - Khoanh gidy dung trong cartridge dugc
han kin cung voi chét chong am gitip duy tri
d6 Am dudi 2%.
Khoanh gidy khang sinh Aztreonam nong do
tiéu chudn 30pg sir dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuén theo
344 HCD khang sin}i Khoanh | 1.000 phu’gng pbép qkhué(':ll tén‘ ﬁa thach trong xét
C30 | Aztreonam nong nghiém va thtr nghi¢m vi sinh.
do 30ug Khoanh gidy dung trong cartridge dugc han
kin cting v6i chat chdng am giup duy tri do
am dudi 2%
Khoanh gidy khang sinh Cefadroxil ndng d6
tiéu chuan 30 pg str dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuan theo
HCD khéang sinh phuong phéap khuéch tan dia thach trong xét
343 C31 | Cefadroxil nong Khoanh | 1.000 nghiém va thir nghiém vi sinh.
do 30 ug Khoanh gidy dung trong cartridge dugc han
kin cung voi chat chéng 4m gitip duy tri do
am dudi 2%
Khoanh gidy khang sinh Cefepime nong d
tiéu chuan 30 pg st dung cho xét nghiém
Khoanh gidy danh gia khang sinh do vi khuan theo
346 HCD khépg sin}q Khoanh | 1.000 phuong phéap khuéch tan dia thach trong xét
C32 | Cefepime nong nghiém va thir nghiém vi sinh.
do 30 pg Khoanh gidy dung trong cartridge dugc han
kin cung vo1 chat chong am gitp duy tri do
am dudi 2%
- Khoanh gidy khang sinh Cefoperazone
ndng do tidu chuan 30 pg sir dung cho xét
Khoanh gidy nghiém danh gia khang sinh do vi khuan
HCD khéng sinh theo phuong phap khuéch tan dia thach
347 C33 Cefopegrazone Khoanh | 1.000 trongpxét ngghli)émpvé thir nghiém vi sinh.
ndéng d6 30 pg - Khoanh gidy dung trong cartridge dugc
han kin cung voi chét chong am gitip duy tri
do Am dudi 2%.
- Khoanh gidy khang sinh Cefotaxime nong
6 tiéu chuan 30 pg sir dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuan theo
HCD khéng sinh huong phap khuéch tan dia thach trong xét
381 034 Cefotixime Khoanh | 1.000 gghién% Sa tﬁ& nghiém vi sinh. ¢

ndéng do 30 pg

- Khoanh gidy dung trong cartridge duoc
han kin cung voi chat chong am giup duy tri
do am dudi 2%.




Khoanh gidy khang sinh Cefoxitin ndng do

HCD I?(hh(z)i?lr;hs%;iy tiéu chudn 30 pg st dung cho xét nghiém
349 S Khoanh [ 1.000 [ dénh gia khang sinh d6 vi khuéan theo
C35 Cefoxitin nong , L .
d6 30 g phu’gng pbap qkhue(':ll tan ﬁa thach trong xét
nghi¢m va thtr nghi¢m vi sinh.
- Khoanh glay khang sinh Ceftazidime nong
do tiéu chuan 30 pg sir dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuén theo
HCD khang sinh huong phap khuéch tan dia thach trong xét
350 C36 Ceftafidime Khoanh | 1.000 ﬁghlerr% \Ija tﬁu nghi¢m vi sinh. ¢
ndéng 30 pg - Khoanh gidy dung trong cartridge duoc
han kin cung voi chét chong am gitp duy tri
d6 Am dudi 2%.
- Khoanh giéy khang sinh Ceftriaxone nong
do tiéu chuan 30 pg sir dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuan theo
HCD khang sinh huong phap khuéch tan dia thach trong xét
351 C37 Ceftri%ixone Khoanh | 1.000 Eghien% Sa tlrl)u nghiém vi sinh. ¢
ndéng d6 30 pg - Khoanh gidy dung trong cartridge duoc
han kin cung voi chat chéng 4m gitp duy tri
d6 am dudi 2%.
Khoanh gidy KAho.ainh gié}y khéng siflh Cefuroxin}e néng,
HCD khéng sinh d(:) tleu'?hua’n 30 g su dgng cI;o xét nghiém
352 . Khoanh [ 1.000 [ dénh gia khang sinh d6 vi khuan theo
C38 Cefuroxime . A1 ez .
ndng d6 30 g phup:ng pbap vkhue(':ll tan ﬁa thach trong xét
nghiém va thir nghiém vi sinh.
- Khoanh giéy khang sinh Cephalexin nong
d6 tiéu chuan 30 pg sir dung cho xét nghiém
Khoanh gidy danh gia khang sinh d6 vi khuan theo
HCD khang sinh phuong phap khuéch tan dia thach trong xét
353 C39 Cephalexin Khoanh | 1.000 nghiém va thtr nghiém vi sinh.
ndéng d6 30 pg - Khoanh gidy dung trong cartridge dugc
han kin cung voi chat chdng am gitip duy tri
do am dudi 2%.
- Khoanh giay khang sinh Ciprofloxacin
ndng do tiéu chuan 5 pg st dung cho xét
Khoanh gidy nghiém danh gia khang sinh d6 vi khuan
HCD khang sinh theo phuong phéap khuéch tan dia thach
354 C40 Ciprofloxacin Khoanh | 1.000 trong xet nghiém va thr nghiém vi sinh.
noéng do 5 pg - Khoanh giay dung trong cartridge duoc
han kin cung voi chat chdng am gitip duy tri
d6 am dudi 2%.
Khoanh gidy K‘Ahoan}} g‘if'ly khéPg sinh Cl.?rithromycin,
HCD khéng sinh nongﬂdo tlreu Chl:lan 1’5 Hg su d};ng choxxet
355 Ca1 Clarithromycin Khoanh | 1.000 | nghi¢ém danh gia khang sinh do vi khuan

ndéng do 15 pg

theo phuong phéap khuéch tan dia thach
trong xét nghiém va thtr nghiém vi sinh.




Khoanh giéy khang sinh Cotrimoxazol nong
d6 tiéu chuan 30 pg str dung cho xét nghiém

HCD %{hh(;?lnhs%;iy danh gia khang sinh d6 vi khuan theo
356 S Khoanh | 1.000 | phwong phap khuéch tan dia thach trong xét
C42 Cotrimoxazol AT, A X %
néng do 30 pg nghiém va thir nghiém vi sinh.- Moi 6ng
i duoc han kin riéng, cung voi tai hut am dé
duy tri d§6 am < 2%
Khoanh gidy khang sinh Chloramphenicol
Khoanh gidy non‘gAdQ tlreu chl}an ??0 ng s dyng choxxet
HCD khéng sinh nghiém danh gia khang sinh d6 vi khuén
357 . Khoanh | 1.000 | theo phuong phap khuéch tan dia thach
C43 | Chloramphenico . A A
I ndng dé 30 pg tro~n.g,xet nghi¢m va thu' nghi¢m vi 51r.1h.-'
i Moi 6ng duoc han kin riéng, cung voi tui
hat am dé duy tri d6 am <2%
- Khoanh giﬁy khang sinh Doxycycline nong
’ do tiéu chuén 30 pg st dung cho xét nghiém
Khoanh giay danh gia khang sinh d6 vi khuén theo
HCD khang sinh phuong phép khuéch tan dia thach trong xét
358 C44 Doxycycline Khoanh | 1.000 nghiém va thtr nghiém vi sinh.
nong 46 30 pg - Khoanh gidy dung trong cartrldge duoc
han kin cung voi chét chong am gitip duy tri
d6 am dudi 2%.
- Khoanh gidy khang sinh Erythromycin
’ nong do tiéu chuén 15 pg sur dung cho xét
Khoanh gidy nghiém danh gié khang sinh d6 vi khuan
HCD khang sinh theo phuong phap khuéch tan dia thach
359 C45 Erythromycin Khoanh | 1.000 trong xet nghiém va thr nghiém vi sinh.
nong 4o 15 pg - Khoanh gidy dung trong cartridge dugc
han kin cung véi chat chong am gitp duy tri
7 g gamg y
do am dudi 2%.
Khoanh giéy khang sinh Fosfomycin nong
Khoanh gidy do t}?u ch}lan 200 ug st c'h_mg th xét .
HCD khéng sinh nghiém danh gia khang sinh d6 vi khuén
360 . Khoanh | 1.000 | theo phuong phap khuéch tan dia thach
C46 Fosfomycin ¢ nohiém va thir nehieém vi sinh
néng 6 200ug troNn.g’xet nghiém va t uf. nghiem vi sinn.-
i Moi 6ng dugc han kin riéng, cung voi ti
hat am dé duy tri d6 am < 2%
Khoanh giéy khang sinh Gentamicin nong
Khoanh gidy d(;) tleu' (;hua}l 10 g su dl_}ﬂg clgo xét nghiém
HCD Khéne sinh danh gia khang sinh d6 vi khuén theo
361 g S’ Khoanh | 1.000 | phuong phédp khuéch tan dia thach trong xét
C47 Gentamicin A A x. A
néng do 10pg nghiém va thir nghiém vi sinh.- M6i 0ng
; duoc han lgin riéng, cung vaéi tui hut am de
duy tri d§ am < 2%
- Khoanh giéy khang sinh Imipenem nong
) d6 tiéu chuan 10 pg st dung cho xét nghiém
Khoanh giay danh gia khang sinh d6 vi khuan theo
362 HCD khang sm}g Khoanh | 1.000 phugng phap khuegh tan‘ d~ ia thach trong xét
C48 | Imipenem nong nghiém va thtr nghiém vi sinh.
dol10 pug - Khoanh gidy dung trong cartridge duoc

han kin cung voi chat chdng am gitip duy tri
do am dudi 2%.




- Khoanh gidy khang sinh Levofloxacin
nong do tiéu chuan 5 pg su dung cho xét

Khoanh gidy nghiém dénh gia khang sinh d6 vi khuén
HCD khéng sinh theo phuong phap khuéch tan dia thach
363 C49 Levoﬂixaoin Khoanh | 1.000 trongpxét ngghli)émpvé thtr nghiém vi sinh.
ndéng do 5 pg - Khoanh giay dung trong cartridge dugc
han kin cung voi chat chdng am gitip duy tri
d6 am dudi 2%.
Khoanh giéy khang sinh Meropenem nong
vt d6 tiéu chuan 10 pg st dung cho xét nghiém
HCD Kklll;zlr;hsilliy danh gia khang sinh d6 vi khuan theo
364 C50 Meropenem Khoanh 500 | phwong phap khuéch tan dia thach:crqng xét
10pg nghiém va thir nghiém vi sinh.- M6i ong
duoc han kin riéng, cung voi tai hut am dé
duy tri d6 a am <2%
Khoanh gidy khang sinh Nitrofurantoin
Y nong d6 tiéu chuan 300 pg su dung cho xét
HCD Kklil?i?lzhsiiy nghiém danh gia khang sinh d6 vi khuan
365 C51 Nitrofurantoin Khoanh 500 | theo phuong phap khuéch tan dia thach
300ug trong xet nghiém va thir nghiém vi sinh.-
Moi ong dugc han kin riéng, cung vai thi
hat 4m dé duy tri d6 4m < 2%
Khoanh gidy khang sinh OFLOXACIN
iy nong d6 tiéu chuan 5 pg s dung cho xét
HCD Kkli(;?;hsigrlliy nghiém danh gia khang sinh d6 vi khuan
366 C50 OFLOXACIN Khoanh 500 | theo phuong phap khuéch tan dia thach
ndng d6 5 pg trong xet nghiém va thir nghiém vi sinh.-
i Moi ong dugc han kin riéng, cung vai thi
hat 4m dé duy tri d6 4m < 2%
Khoanh giéy khang sinh OXACILLIN nong
v do tiéu chuan 1 pg str dung cho xét nghiém
HCD Kklﬁ;f;hsiiy danh gia khang sinh & vi khuan theo
367 C53 OXACILLIN Khoanh 500 phu’gng phap khuégh tén. cﬁa thachirqng xeét
ndng 46 Ing nghiém va thu .nghlém vi s1n.h.-‘M61 ong
i duoc han kin riéng, cung véi thi hat am de
duy tri do am < 2%
Khoanh gidy khang sinh
Piperacillin/Tazobactam ndng do tiéu chuin
Khoanh gidy 110 pg su dung cho xét nghiém danh gia
HCD khang sinh khang sinh d6 vi khuan theo phuong phap
368 C54 | Piperacillin/Taz Khoanh | 1.000 khuéch tan dia thach trong xét nghiém va
obactam 110ug thir nghiém vi sinh.- Mdi dng dugc han kin
riéng, cting voi tai hut am dé duy tri do 4m <
2%
Khoanh giéy khang sinh Tetracyclin nong
£ d6 tiéu chuan 30 pg str dung cho xét nghiém
HCD Kk}lllca)';%hs%rlliy danh gia khang sinh d6 vi khuan theo ,
369 C55 Tetracyclin Khoanh 500 | phwong phap khuéch tan dia thach trong xét

ndéng d6 30 pg

nghiém va thir nghiém vi sinh.- Moi Ong
dugc han kin riéng, cung véi tii hut am dé
duy tri 6 am < 2%




Khoanh giéy khang sinh Tobramycin nong
d6 tiéu chuan 10 pg str dung cho xét nghiém

HCD %{hh(;?lr;hs%;iy danh gia khang sinh d6 vi khuan theo
370 C56 Tobramycin Khoanh | 1.000 | phuong phap khuéch tan dia thach trong xét
néng do 10 pg nghiém va thir nghiém vi sinh.- Moi 6ng
i dugc han kin riéng, cung voi tii hat am dé
duy tri d6 e‘im < 2%
Khoanh glay khang sinh Vancomycin néng
iy do tiéu chuan 30 pg sir dung cho xét nghiém
HCD I?(hh(;ir;hs%;iy danh gia khang sinh d6 vi khuén theo
371 C57 Vancomycin Khoanh | 1.000 | phwong phap khuéch tan dia thach trong xét
néng 4o 30 g nghiém va thir nghiém vi sinh.- M6i 0ng
i duogc han kin riéng, cung vdi thi hat am de
duy tri d6 am < 2%
Hop 5 x 50 khoanh gidy tdm yéu t6 ting
HCD Khoanh gidy truong X (haemin ) & V (coenzyme I) dé
372 C59 X+V Factor Khoanh 500 phan biét nhom vi khuan Haemophilus; -
Discs Moi ong dugc han kin riéng, cung voi tai
hat 4m dé duy tri d6 4m < 2%
Méi truong thir nghiém nhay cam khang
sinh ¢6 thé dugc sir /dung trong cac qui trinh
tiéu chuan dugc qubc té cong nhan.
- M6i truong tiéu chuan cho phuong phap
Bauer-Kirby va duoc qui dinh béi CLSI,
Mai trudong nudi NCCLS, EUCAST
HCD cay MULLER - Moi truong dang bot min, mau rom
373 C60 HILTON Gam 15001 Thanh phan (g/1): Beef, dehydrated
AGAR infusion from 300.0, Casein hydrolysate
17.5,, Agar 17.0
-pH: 7.3 +£0.1 ta1 25°C
- Bao quan: 10-30°C
- BPong goi: Hop/500¢g
- Dép tmg tiéu chuan ISO 13485
HCD Mo1 truong nudi Moi trudng c6 pH axit dé nu6i cy, phan
374 cay Sabouraud Gam 500 | 1ap cac bénh pham da lidu, nAm va nAm men
C61
Dextrose Agar khac.
Maoi trudng nudi cay khoéng chon loc gidu
dinh dudng c6 bo sung mau hodc huyét
thanh
375 HCD | Mo1 truong nudi Gam 1500 |- Thanh phan (g/1): Bot "Lab-lemco' 10.0,
C62 cay vi sinh ' Peptone Neutralised 10.0, Sodium chloride

5.0, agar 15.0
-pH: 7.3+£0.2
- Bdo quan: 10-30°C.




376

HCD
C63

Moi truong
thach b6t nudi
cay vi khuan
Macconkey agar

Gam

1.500

Maéi trudng chon loc dé phén biét giita vi
khuan 1én men va khong 1én men cing véi
su e ché cau khudn Gram duong tir cac
mau lAm sang

Thanh phan (g/1): Peptone 20.0, Lactose
10.0, Bile salts , Sodium chloride 5.0,
Neutral red 0.03, Crystal violet 0.001, Agar
15.0 .

Dang bot., dat tiéu chuan ISO

377

HCD
Co4

Moi truong
thach nuoi cdy
cac vi khuén
kho6 moc Brain
Heart Infusion
agar

Gam

500

- M61 truong ran voi ham luong dinh dudng
cao gitp hd trg su ting truong cia nhidu
sinh vat kho moc.

- Thanh phan (g/1): dich chiét ndo dang ran
12.5, dich chiét tim tir bo dang ran 5.0,
proteose peptone , glucose, sodium choride ,
disodium phosphate , agar 10.0- pH: 7.4
+0.2 tai 25°C

- Bdo quan: 10 - 30°C

378

HCD
C66

Optochin Discs

Khoanh

Hop 5 x 50 khoanh gidy tim Optochin
(ethylhydrocuprein hydrochloride) dé phan
biét Streptococcus pneumonia. Mdi dng
duogc han kin riéng, cing vé6i tii hat am dé
duy tri do 4m < 2%, nham dam bao d6 6n
dinh 1au dai cta san pham va dé dang luu
trir. Pat tiéu chuan ISO

379

HCD
Co67

Que cdy chiing
chuan Klebsiella
pneumoniae

Que

Hop 5 que ciy dong goi riéng. Moi g01 chura
1 Que san sang cho str dung, que cay dau
vong tron, duge dung mét 1an, chira dung
mot lugng vi sinh vat ¢6 kha ning sdng va
phat trién on dinh trong mot nén gel

-bé phuc hdi sinh vat, chi can lam 4m mang
gel bang cach dat vong tron tryc tiép 1én dia
thach 4m trong 10-15 gidy. Khong can bu
nude

- Mbi que cay duoc dong gbi doc 1ap trong
gidy bac

- Que cay ching chuan Klebsiella
pneumoniae .Dap tng tidu chuan ISO
13485.

380

HCD
C68

Que céy ching
chuén
Pseudomonas
aeruginosa

Que

Hop 5 que cay dong goi riéng. Moi 201 chira
1 Que san sang cho str dung, que cay dau
vong tron, dugc dung mat lan, chira dung
mot lwong vi sinh vat c6 kha ning séng va
phat trién on dinh trong mot nén gel
-bé phuc hdi sinh vat, chi can lam 4m mang
gel bang cach dat vong tron tryc tiép 1én dia
thach 4m trong 10-15 gidy. Khong can bu
nude
- M5i que cay dugc dong gbi doc lap trong
gidy bac

- Que ciy chiing chuan Pseudomonas
aeruginosa .Dap g tiéu chuan ISO 13485.




381

HCD
C69

Thach mau
Blood Agar
Base + 5%
sheep blood

bia

600

Moi truong ding nudi cay, phan 1ap cac vi
sinh vat khé moc va khong kho moc, dac
biét 1a cac loai gay bénh va phat hién phan
ung tan mau phan bié¢t (alpha, gamma,
beta).Dia 90mm. Mo6i truong day 4-5Smm,
khong dong nudc, khong co bot, khong bi
nhiém. Dong gbi chan khong bang mang
ban thAm Cellophane tir cellulose gitip
chéng 4m, ngin dong nudc, giit chat lugng
va than thi€n voi moi truong.

Thanh phan:Special peptone, Soluble starch,
, Sheep blood, Agar, Nudc cat vira du. pH:
7.3+0.2 §25°C

bong goi: 10 dia/Hop

San pham duoc san xuét trong phong sach
dat tiéu chuan ISO Class 1000

382

HCD
C70

Thach mau
Blood Agar
Base + 5% horse
blood

Pbia

600

Dia thach dung san dung nudi cay khong
chon loc vi khuén kho moc nhu
Haemophilus,....Dia 90mm.Moi truong day
4-5mm, khong dong nudc, khong co bot,
khong bi nhiém. Pong goi chan khong bang
mang ban tham Cellophane tir cellulose gitp
chéng am, ngan dong nudc, giir chat luong
va than thién v6i moi truong.

Thanh phan: Special peptone, Soluble
starch, Sodium chloride, Horse blood,
Agar, Nudc cat vira di.; pH: 7.3£0.2 &
25°C.

bong goi: 10 dia/Hop

San pham duoc san xuat trong phong sach
dat tiéu chuan ISO Class 1000

383

HCD
C71

Thanh dinh
danh
CANDIDA

Thanh

200

Thanh dinh danh ndm Canc}ida, g@)m 10
giéng nho chira cac hoa chat dong kho va
2ml moi truong NaCl. Dat tiéu chuan ISO

384

HCD
C72

Thanh dinh
danh API Staph

Thanh

50

Thanh dinh danh cac loai vi khuan thudc
gidng Staphylococcus, Micrococus va
Kocuria, gdm 20 giéng chira cac hoa chat
dong kho va 6ml moi truong API Staph. Dat
tiéu chuén ISO

385

HCD
C73

Thanh dinh
danh lién cau

Thanh

200

Thanh nhya gém 20 giéng chtra 20 tinh chét
sinh vat hoa hoc dang hoa chét dong kho va
2ml moi trudng API GP dé dinh danh lién
cau theo phuong phap API




Thanh dinh

Thanh dinh danh tryc khuan duong rudt va

386 HCD danh truc khuan | Thanh 200 cac truc khuan Gram 4m khac, gém 20
C74 \ R .4 r a1y £, an n
duong rudt giéng chtra cac hoda chat dong kho
Th;ﬁl;tgagntgm Thanh nhya mong chira khang sinh
337 HCD Cefiriaxone Thanh 120 (?eftrlaxone nong (Nio 0,016-256 pg/ml, dong
C76 A A tung thanh riéng ré&
nong 46 0,016- Qui cach dong goi: 30 thanh/hé
256 pg/ml & £0L: P
Th;ﬁl;tgagntgm Thanh nhya mong chira khang sinh
338 HCD Doxyeyline Thanh 50 ]?oxycyllne nong (ZI(_) 0,016-256 pg/ml, dong
C77 A o tung thanh riéng &
nong d¢ 0,016- Qui céch déng g6i: 30 thanh/hdp
256 pg/ml ' .
Thuéc thir VP1
HCD va VP% dpng 4 Ong 5ml chira Potassium hydroxide va 5ml
389 cho bd dinh Ong 50 o 2
C78 ) 2 D-naphtol. Pat ti€éu chuan ISO
daph vi khuaq tu
cau va lién cau
Thubc thir ding
390 HCD C(;li(r)llf iica;lilas? On 40 Hoa chit dinh danh 20E gom 6 dng hoa chat
C79 e 8 JAMES, NIT1, NIT2, VP1, VP2, TDA.
khuan duong
ruot
Thubc thir NIN Hoa chét phu hop voi thanh dinh danh vi
391 HCD dung cho bo Ml 40 khuan theo phuong phap API gobm 6ng Sml
C80 din}l danh \{i chtra Ninhydrin, Methanol, i
khuan lién cau Dimethylsulfoxide. Pat ti€éu chuan ISO
Thude thir NIT1 ’ ,
HCD va NIT2 dung Ong 5ml chira Axit sulfanilic & ong 5ml
392 C81 cho b6 dinh Ml 50 chira N,N-dimethyl-1-naphthylamine. Dat
danh vi khuan tu tiéu chuan ISO
cau
Thudc thir ZYM
393 HCD Ad?r:l}? iacrﬁ? \]/Dio On 50 Ong 8ml chira Methanol va i
C82 "2 Ao £ Dimethylsulfoxide. Pat ti€éu chuan ISO
khuan tu cau va
lién cau
Thudc thir ZYM ’
HCD B dung cho bd ’ Ong 5ml chtra Tris-hydroxymathyl-
394 cR3 dinh danh vi Ong 50 aminomethane, Hydrocloric acid, Natri

khuan tu cau va
lién cau

lauryl sulfate. Pat tiéu chuan ISO




111

SINH PHAM Y

TE
Dinh tinh phat hién khang thé (IgG, IgM,
IgA) khang virus viém gan C
- Méu pham: Huyet thanh, huyét twong
- Pat tiéu chuan ISO 13485:2016, chimg chi
xuat khau FDA
Que thir bao gdm:
. - Vung cong hop c6 mau do tia chira khang
Que thir xét nguyén HCV t4i t6 hop (16, NS3, NS4 va
CPCDb nghiém dmh? NS5) cong hop véi keo Vang (cong hop
395 tinh khang the Test 1.500
1 1ha = HCV Ag) va khang thé kiém soat cong hop
ang vi rut
viém gan C véi keo vang, .3 , A
- Vach T dugc phu san khang nguyén HCV
tai to hop (151, NS3, NS4 va NS5)
- Vach C dugc pha san khang thé kiém soat.
D0 nhay tuong quan: 98.7%;
Do dic hi¢u twong quan: 99.6%;
D6 chinh x4c tuong quan: 99.3%
Ngudng phat hién: s/co >= 1
Khay thir xét
cpcp | Pghiem dinh Dinh tinh phat hién khang thé IgG/IgM
396 | 7, | tinhkhingthé | Khay | 600 | i G an 1O, FDA.
IgM, IgG khang
HAV
Khay thtr xét i
CPCDb nghi¢m dinh Dinh tinh phat hién khang thé IgM khéang
397 3 tinh khéng thé Khay 600 HEV; Tiéu chuan ISO, FDA
IgM khang HEV
DPinh tinh phat hi¢n khang nguyén vi rat
cum A/B
Pat tiéu chuan ISO 13485:2016, chung chi
xuat khau FDA, dép tmg chi thi 98/79/EC
- San pham c¢6 chimg duong, chimg am dé
kiém chuan
Khay thur xét - Mau thir: Dich miii, hong, ty hau
nghiém dinh - Vach A: B§ nhay tuong quan: 99,34% ,
CPCDb tinh khang bJ dac hiéu twong quan: 100%
398 4 nguyén Khay 1.000 - Vach B: D¢ nhay tuong quan: 100% , B9
Influenza A, dac hi¢u tuong quan: 100%
Influenza B - Thanh phan Test thi:

1. Viing cong hop c¢6 mau duge phu san
cong hop khang thé khang influenza-A va B
(cong hop khang thé).

2. Mang nitrocellulose ¢6 chtra hai vach két
qua (vach A va B) va mot vach chung (vach
C). Vach A phu sin khang thé khang




influenza-A, vach B phu san khéang thé
khang influenza-B va vach C phu san khang
thé kiém chiing

- Khong phan tmg chéo: Khang nguyén
NPSARS-coronavirus, Khang nguyén
NPMERS-coronavirus, Khang nguyén NP
Human, coronavirus HKU1, Human
coronavirus, Adenovirus, Parainfluenza
virus... San phdm c6 que chig duong/am di
kém theo hop

Dinh tinh phat hi¢n khang nguyén H. pylori
trong mau phan.

- Pat tiéu chuan ISO 13485:2016, ching chi
xuét khau FDA, dap tng chi thi 98/79/EC

- BJ nhay tuong quan: 96.7%

- b6 dac hi¢u trong quan: 93.8%

Khay bao gom:

Khay thir xét 1) vang cong hop c6 mau do tia dugc phu
CPCb | nghiém dinh san cong hop vang khang thé khang H.
399 5 tinh khang Khay 200 pylori (cong hop khéng H. pylori).
nguyén H.pylori 2) mang nitrocellulose chira mot vach két
qua (vach T) va mot vach ching (vach C).
Vach T dugc phu sin khang thé khang H.
pylori va vach C duoc phu sin khang thé
kiém soat.
- Khéng phan tmg chéo voi mau phdm
Rotavirus, Adenovirus, Salmonella typhi...
- Bdo quan nhiét d¢ thuong
Khay thir xét
cpcp | nehiém dinh Pinh tinh phat hién méu 4n trong mu phan
400 6 tm,h p;h dt hién Khay 200 cua ngudi.pTiéu chuén ISO, FD/% P
mau an trong
phan nguoi
e . Maoi trudng dé phét hién nhanh sy hién dién
Moi truong phat . X . . )
CPCD | hién HP trong ) cua vi lfPuan Hehcobacter pylori trong manh
401 7 mAu sinh thiét Ong 2.800 | sinh thiét da day.
da day Thanh phan: Urea, Phenol red, Agar, pH 6.8
' +0.2 § 25°C.
.Phat hi¢n phan biét va dinh tinh c4c khang
nguyén vi rat cam loai A va loai B tryc tiép
tir que phét miii / hong / miii- -hau hodc cac
mau hit tir miii/mili-hau. (HDSD)
2. Thanh phén: (HDSD)
2 - 1 thanh thtr gdm: Cong hop vang A (thanh
402 CPCD | Test nhanh chan Test 400 | phan chinh): ghét keo V%lngp khéng thé( chudt

doan cam A, B

don dong khang cum A (0,11£0,02 pg),
Phtrc hop vang B: Chat keo vang khang thé
chudt don dong khang ciim B (0,06+0,01

Hg) ‘
- Vach thur “A” (thanh phan chinh): Khang
thé chudt don dong khang cum A




- Vach thir “B” (thanh phan chinh): Khang
thé chudt don dong khang cum B

- Vach chimng (thanh phan chinh): Globulin
mién dich dé khang chudt G

* Dung dich pha loang: Tricine (0,4 M),
NacCl (g.s.), TritonX-100 (g.s.),

« Que kiém chuén; que kiém chuén duong
tinh véi cim A: Vi rat cim ngudi bat hoat
loai A/HINI (0.1.27 HAU), vi rat cim
ngudi bét hoat loai A/H3N2

(0.1.23 HAU), que kiém chuin dwong tinh
voi cam B: Vi rat cum nguoi bat hoat loai B
(0.1.25 HAU), que kiém chuin am tinh véi
cim: Streptococcus pyogenes bat hoat
formalin (5.105 Org.)

3. Hiéu suét: d6 nhay; 91.8%, Do dic hiéu:
99% so voi phuong phap nudi cdy vi rat va
RT-PCR. (HDSD)

4. Khong c6 kha nang gy nhiéu bdi cac
chat: lipid huyét (Lipemic), tan huyét
(Hemolysis), vang da (Icteric - high biliribin
concentration)

5. Khong c6 phan tng chéo voi:

+17 chang vi khuan: Bordetella pertussis,
Enterococcus faecalis, Escherichia coli,
Haemophilus influenzae, Klebsiella
pneumoniae, Legionella pneumophila,
Mycobacterium avium, Mycobacterium
intracellulare, Mycobacterium tuberculosis,
Mycoplasma pneumoniae, Neisseria
gonorrhoeae, Neisseria meningitidis, Proteus
vulgaris, Pseudomonas aeruginosa,
Staphylococcus aureus, Staphylococcus
pneumoniae, Staphylococcus pyogenes.

+ va 15 ching vi rut: Adenovirus Type6
(Strain Tonsil 99), Adenovirus Type3 (GB
Strain), Adenovirus Type21 (AV-1645/128
Strain), CMV (Towne Strain), Echovirus2
(Cornelis Strain), Echovirus5 (Noyce
Strain), Echovirus11 (Gregory Strain),
HSV-1 Ag (F Strain), HSV-2 Ag (G Strain),
Mumps Virus Ag (Enders Strain),
Parainfluenza 1 Strain Sendai, Parainfluenza
Type 2 Antigen, Parainfluenza Type 3
Antigen, RSV A2 Strain, RSV Long Strain
6. On dinh it nhat 4 tuan khi ¢ nhiét do 55
+/-1d9 C

7 .On dinh it nhét 24 gio sau khi ma tai
nhom

8. Nhiét do bao quan: 1 - 30 do C (HDSD)
9. Dat tiéu chuan: ISO, EC DOC, CFS EU,
Australia CFS




10. Dang que. (HDSD)
11. Thoi gian tra két qua: 10 - 15 phat
(HDSD) Tiéu chuan ISO 13485; CE

403

CPCD

Test nhanh chan
doan giang mai

Test

150

Mau bénh pham: Huyét thanh; Huyét twong
Vung cong hop: Khang nguyén Treponema
Pallidum tai t6 hop, IgG tho;

Vach két qua: Khang nguyén Treponema
Pallidum tai t6 hop;

Vach chimg: Khang thé dé khang IgG tho
Do nhay 100%; do dac hi¢u 99,7% .

- Bdo quan ¢ nhiét d thuong. Ti€u chuan
ISO 13485; FDA

404

CPCD
10

Test nhanh chin
doan HBeAg

Test

100

Phat hién dinh tinh HBeAg trong mau huyét
thanh, huyét twong ngudi. Do nhay tuong
quan: 95,5%, Bd dac hiéu tuong quan:
98,6%. Sir dung cac mau md mau, ly giai
mau, vang da khéng anh huong dén két qua
xét nghiém. Khong c6 phan g chéo vai
cac mau chtra yéu té dang thap, chira khang
thé khang HIV, HCV va phu nit mang thai.
Tiéu chuén ISO 13485

405

CPCD
11

Test nhanh chin
doan HIV

Test

2.500

Phat hién khang thé khang véi HIV-1 va
HIV-2 trong mau huyét thanh, huyét tuong
va mau toan phan.

- Bg nhay: 100%; Do dac hi¢u: 99,75%.

- Ham lugng chinh: Antibody Anti HIV-1,
Antibody Anti HIV-2, Antigen (pGO9-
CKS/XL-1) HIV-1 Group O,
Antigen,(pGO11-CKS/XL-1) HIV-1 Group
O,Antigen,(PjC100)HIV-2,
Antigen,(pOM10/PV361) HIV-1, Antigen,
(pTB319/XL-1)HIV-1, HIV-1 Peptide
Antigen, HIV-2 peptide Antigen.

- Cho két qua nhanh trong vong 15 phut, Do
6n dinh cua két qua xét nghiém t61 60 phut
- Khong can st dung thém bat ky dung dich
dém (chase) cho mau mau huyét thanh,
huyét twong

- Thé tich mau st dung: huyét thanh/huyét
trong/mau toan phan: 50pL

- Nhi¢t do bao quan: 2 — 30 °C

- Bugc ban hanh trong Khuyén cdo  phuong
cach xét nghiém chan doan HIV quoc gia
nam 2020 cta Vién vé sinh dich té trung
uong.

- Nha méy san xuét dat tiéu chuan chau Au
EN ISO 13485.




406

CPCD
12

Test nhanh chin
doan HIV

Test

1.000

Phat hién tat ca cac type khang thé (IgG,
IgM, IgA) dac hi¢u v6i virus HIV-1 bao
gdm type phu O va HIV-2 bang sy hinh
thanh 3 vach rd rang va phan biét trong mau
huyét thanh, huyét twong va méu toan phan.
2. Bg nhay: 100%; B§ dac hi¢u: 99.8%.

3. Nhay véi IgM trong giai doan nhiém bénh
som

4. Pugc ban hanh trong Huéng dan Quéan
Ly, Diéu tri va cham séc HIV/AIDS cua
BYT nam 2015.

5. Pugc ban hanh trong Khuyén cao
phuong cach xét nghiém chan doan HIV
quéc gia nim 2020 cuia Vién vé sinh dich té
trung wong

6. Thé tich mau st dung: huyét thanh/huyét
tuong: 10 uL; mau toan phan: 20ul
7.Khong c6 phan ung chéo vdi cac mau
tham tach mau, mau réi loan dong méau, mau
dwong tinh véi khang thé khang HCV va
mau mau phy nit mang thai.

8. Thoi gian tra két qua: 10 — 20 phat.

9. Puogc phé duyét boi WHO

10. Dang khay

11. 1 test thir bao gdm: Phirc hop vang:
Khang nguyén HIV-1 gp41, p24, HIV-2
gp36 tai td hop — chét keo vang; Vach thu 1:
Khang nguyén HIV -1 tai t6 hop (gp41, p24)
: Vach thir 2: Khang nguyén HIV -2 téi to
hop (gp36); Vach chimg: Huyét thanh dé c¢6
khang thé HIV.

12.Gi61 han phat hién: & ngudng pha loang
320 lan cia mau huyét thanh duong tinh voi
HIV

13.Thudc Danh muc xét nghiém nhanh theo
Chinh sach dam bao chat luong cua Quy
toan cau

14. Thugc Danh muc xét nghiém nhanh HIV
theo Chuong trinh Dam bao Chat luong
Chudi Cung tmg Y té Toan cau (GHSC
Eligible Diagnostic List)

15. Bugc phé duyét boi USAID

16. Nhiét do bao quan: 1—-30 °C

17. Pat tiéu chuan TCCL:WHO, CE, ISO

407

CPCD
13

Test nhanh chin
doan lao

Test

150

Phat hién nhanh phan biét phirc hop M.
tuberculosis va Mycobacterium khac trong
moi truong nudi cdy ran hodc moi truong
nuoi cay long

2. Gi6i han phat hién: 6.90 X 10"4 CFU/ml
3. Thé tich str dung: 100 pl.

4. Do nhay: 98.6%, Do dac hi¢u: 100% so
v6i phuong phap nudi cy phan lap




5. Han str dung: 18 thang

6. Thanh phan: Vach thir : Khang thé don
dong chudt khang MPT64 (0,320+£0,064 pg),
Vach chimg: khang thé dé khang
immunoglobulin G chudt (0,640+0,128 pg)
7. Thoi gian tra két qua: 15 phat

8. Khong c6 phan ung chéo véi 152 vi
khuan va 57 nhom vi khuan mycobacteria
khong phai lao

9. Kit thir 6n dinh it nhit 6 thang khi dé ¢
nhiét do 45+1°C

- Dat tiéu chuén: ISO, CE, CFS EU

408

CPCD
14

Test nhanh chan
doan sot xuat
huyét

Test

60

Phat hién va phén biét khang thé IgG va
IgM khang cac type virus Dengue 1,2,3 va 4
trong mau huyét thanh hosc huyét tuong
nguoi

2. DBd nhay 94,6% , B dac hi¢u 96,5% so
v6i phuong phap ELISA.

3. Cac mau bénh pham huyét tan, nhiém m3,
mat va nhitng miu ¢ chira cc yéu té dang
thap da duoc khao sat khong gy nhiu cho
san pham

4..1 test thir bao gdom:

Vang phtrc hop: Keo vang Ab khang dengue
don dong chudt (0,467 £0,014pug), keo vang
Ab chudt (0,002+0,001pg)

- Vach thu "G": IgG khang ngudi don dong
chudt (0,512+0,154pg)

- Vach thu "M": IgM khang nguoi don dong
chuot (0,32 + 0,10 pg)

- Vach chig: 1gG dé khang chuot
(0,576+0,173 pg).

5. Poc két qua trong 15-20 phut

6. Thé tich sir dung: 5 ul

7. Gi6i han phat hién & nong d6 pha loang
256 1an mau huyét thanh c6 khang thé IgG
khéng Dengue

8. Dung dich pha lodng 0n dinh it nhat 24
thang sau khi mo.

9. Kit thir 6n dinh it nhat 4 tun khi dé &
nhiét do 55+1°C.

10. Céc chét chéng dong: heparin, EDTA va
natri citrat khong anh huong dén két qua xét
nghiém,

10. Pugc BYT cap phép luu hanh

11. Pat tiéu chuan: ISO, CE, CFS EU

409

CPCD
15

Test nhanh chin
doan sot xuat
huyet NS1

Test

400

Phat hién khang nguyén virus Dengue NS1
trong mau huyét thanh, huyét twong va méau
toan phan nguoi.

Khang nguyén Dengue NS1 ¢6 thé duoc
phat hién 1 ngay sau st

D0 nhay: 92.4%, D¢ dac hi¢u: 98.4% so véi




RT-PCR. Thé tich mau sir dung: 100ul; Cac
mau c6 ly giai mau, cac mau c6 chira yéu t6
thip khép, m& mau, chimg hoang dan khong
anh hudng dén két qua xét nghiém. Kit thir
6n dinh it nht 4 tuan khi d€ & nhi¢t 4o
55+1°C.

TCCL : CE, ISO

410

CPCD
16

Test nhanh chin
doan viém da
day

Test

80

Phat hién cac khang thé IgG, IgA, IgM
khang H. pylori

- Mau thr: mau toan phan, huyét thanh,
huyét twong

- Pat tiéu chuén ISO 13485:2016, ching chi
xuat khau FDA, dép tng chi thi 98/79/EC

- D6 nhay tuong quan: 86,7%; Do dac hi¢u
tuong quan: 91%

Khay thir bao gém:

1. ving cong hop c6 mau do tia duge phu
san khang nguyén H. pylori bao gdm cong
hop vang Cag-A (cdng hop H. pylori) va
cong hop vang khang thé kiém soat.

2. mdt mang nitrocellulose chira mét vach
két qua (vach T) va mot vach ching (vach
C). Vach T dugc phu san khang nguyén H.
pylori khong cdng hgp va vach C dugce phu
san khang thé kiém soat.

- Bdo quan & nhiét do thuong

411

CPCD
17

Test nhanh chin
doén viém gan
A

Test

150

Dinh tinh phat hién khang thé IgG/IgM
khang HAV

- MaAu thtr huyét thanh, huyét twong, mau
toan phan

- Pat tiéu chuén ISO 13485:2016, ching chi
xuat khau FDA, dép g chi thi 98/79/EC
Vach IgG: Bd nhay tuong quan: 100% , B§
dac hiéu tuong quan: 98%

Vach IgM: B§ nhay tuong quan: 94,8% , Do
dac hiéu tuong quan: 96,7%

Khay thir bao gom:

1. ving cong hop c6 mau doé tia dugc phu
san cong hop vang khang nguyén HAV
(cong hop HAV) va mot cong hop khang thé
kiém chimg.

2. mot mang nitrocellulose chira 2 vach két
qua (vach G va M) va mot vach chimng (C).
Vach G duoc phu sin khang thé chudt
khéang IgG-ngudi (mouse anti-human IgG)
dé phat hién khang thé IgG khang HAV,
vach M dugc phit sdn khang thé chudt khang
IgM-ngudi (mouse anti-human IgM) dé phat
hién khang thé IgM khang HAV va vach C
dugc phu san khang thé kiém soét.

- Bdo quan kit thir ¢ nhi¢t 46 thuong




412

CPCD
19

Test nhanh chin
doan viém gan
B

Test

1.000

Phat hién dinh tinh khang nguyén HBsAg
trong mau huyet thanh, huyet tuong nguoi,
phu hop dé sir dung trén mau phu nit mang
thai.

2. Bg nhay: 100% (Khoang tin cay 96.2 -
100%); Do dac hiéu: 100% (Khoang tin cay
97.9 - 100%)

3. Thanh phan: .

+ Phirc hop vang: Khang thé don dong
chuot khang HBs- keo vang (0.026 +0.008
Hg),

keo vang - IgY ga (0.032 +0.009 pug)

+ Vach thir: Hon hop khang thé don dong
chudt khang HBs (0.44 +0.088 pg)

+ Vach chimg: Khang thé don dong chuot
khang ga IgY (0.48 +0.096 ug)

4. Thoi gian tra két qua: 20 phat

5. Thé tich mau sir dung: huyét thanh/huyét
tuong: 100 pL;

6. Ngudng phat hién: 2 IU/ml

7. Phan loai TTBYT loai C hodc D/ BPugc
BYT cép phép luu hanh

8. Dang khay, hop 30 test

9. Nhi¢t do bao quan: 1 — 30 °C

10 Khong c6 phan tng chéo véi cac mau
HCV, HAV, CMV, EBV, Parvovirus, HIV,
VZV, Syphilis, Rubella, HTLV va HSV.
11. Thir nghiém chét gay nhidu: 17 loai chat
c6 kha nang gay nhiéu (Rheumatoid factor,
Bilirubin, Hemoglobin, Triglycerides,
Metronidazole, Mefloquine,
Quinine,Primaquine, Pyrimethamine,
Ritonavir, Tenofovir disoproxil fumarate,
Entecavir, Isoniazid (INH), Aspirin,
Paracetamol, Biotin, Caffeine) khong gay
nhiéu cho san pham

12. Kit thtr 6n dinh it nhat 20 tuan khi dé &
nhiét do 55°C

13. Phan loai TTBYT loai C hoac D

- Dat tiéu chuan: ISO, WHO, CE

413

CPCD
20

Test nhanh chin
doén viém gan
C

Test

600

Dinh tinh phat hién khang thé khang HCV
trong huyét thanh hoac huyét twong ctia
nguoi.

Hoat chét chinh: Cac khang nguyén HCV tai
t6 hop.

- Bg nhay tuong quan: 99.05%;

- b6 dac hi¢u twong quan: 99.46%;

- B9 chinh xac twong quan: 99.33%.

- P6 chinh x4c ngau nhién lip: 100%
Khong bi phan tmg chéo véi cac mau duong
tinh HBsAg, HAV, HIV, Dengue, Syphilis,
TB, H. Pylori, RF.




Khong bi gay nhidu boi EDTA ndng d6 3.4
umol/L va Sodium citrate nong do 3.8%
Phan loai BYT: D

Poc két qua tai 15 phat. TCCL: FDA, ISO,
CE

414

CPCD
21

Test nhanh phat
hién 5 chit gay
nghién trong
nudc tiéu

Test

5.000

Test xét nghiém sang loc phat hién dong
thoi nhiéu chat gy nghién trong nude tiéu
(Amphetamin, Marijuana, Morphin, Codein,
Heroin); Yéu ciu: Do nhay 99%; D¢ dac
hiéu : 99%; Khong phan tng chéo véi céac
thanh phéan bat ky.Kit thir 6n dinh it nhat 4
tudn khi d€ & nhiét do 55+1°C.

TCCL : WHO ( Class Canada III), CE, FDA

415

CPCD
22

Test nhanh phat
hién 5 chit gay
nghién trong
nude tiéu

Test

5.000

Test nhanh xét nghiém dinh tinh, dong thoi
5 chat gay nghién
MOP/Codein/Heroin/AMP/Mari juana trong
nudc ti€u Thoi gian doc KQ trong Sph Nong
dd ngudng phat hién: Morphin: 300 ng/mL;
Codein: 200 ng/mL; Heroin: 10 ng/mL;
Amphetamin: 500ng/ml; Marijuana: 50
ng/ml. DJ chinh xac: > 99,9%, do nhay:
>99,9% so vi test thu thuong mai.

DPat chiing nhan ISO 13485:2016 va CE

416
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23

Test thur thai
HCG

Test

100

Dinh tinh phat hién hCG trong nudce tiéu cla
ngudi. Thanh phan: Khang thé chudt khang
BhCG; IgG-chudt; Khang thé chudt khéang
ohCG; IgG-dé khang chudt. Ngudng phat
hién: 25mIU/mL. D§ nhay twong quan:
100%; BJ dac hi¢u tuong quan: 100%; Do
chinh xéc twong quan: 100%. Dang que.
Poc két qua trong vong 5-10 phut. Tiéu
chuén ISO 13485

417

CPCD
24

Yéu t6 tim RH
trong mau

Khang thé don dong c6 dan xuit tir té bao
dong lai (CCS) Anti-D BS225 1,0ml. Hiéu
gia > 1:256. Do dic hiéu 100%. Do chinh
xac 100%. Bao quan tir 2-8 6 C. ISO 13485

418

CPCD
25

Khay thir xét
nghi¢m dinh
tinh khéng thé
IgM khang HEV

Test

600

Dinh tinh phat hién khang thé IgM khang
HEV

- Mau thir: huyét thanh, huyét tuong.

- Pat tiéu chuén ISO 13485:2016, ching chi
xuat khau FDA, dép tmng chi thi 98/79/EC

- D6 nhay tuong quan: 98,1%; Do dac hi¢u
tuong quan: 99,2%

Khay thtr bao gdm:

1. vung cong hop c6 mau do tia dugc phu
san cong hop vang khang nguyén HEV
(cong hop HEV) va mot cong hop khang thé
kiém soat.

2. mdt mang nitrocellulose chira mét vach




két qua (vach T) va mot vach ching (vach
C). Vach T duogc phu san khang thé don
dong khang IgM-ngudi va vach C dugc phu
san khang thé kiém soat

- Kit thtr bdo quan nhiét d thuong

419

CPCD
26

Khay thir xét
nghiém dinh
tinh khang
nguyén
Influenza A,
Influenza B

Test

600

DPinh tinh phat hi¢n khang nguyén vi rat
cum A/B

Pat tiéu chuin ISO 13485:2016, ching chi
xuat khau FDA, dép tng chi thi 98/79/EC

- San pham c6 chting duong, chimg am dé
kiém chuén

- Mau tha: Dich mili, hong, ty hau

- Vach A: B§ nhay tuong quan: 99,34% ,
b0 dac hiéu twong quan: 100%

- Vach B: D¢ nhay tuong quan: 100% , B9
dac hiéu tuong quan: 100%

- Thanh phan Test th:

1. Vung cong hop c6 mau duge phu san
cong hop khang thé khang influenza-A va B
(cong hop khang thé).

2. Mang nitrocellulose ¢ chira hai vach két
qua (vach A va B) va mot vach ching (vach
C). Vach A phu san khang thé khang
influenza-A, vach B phu san khéang thé
khang influenza-B va vach C phi sin khang
thé kiém chung

- Khong phéan tng chéo: Khang nguyén
NPSARS-coronavirus, Khang nguyén
NPMERS-coronavirus, Khang nguyén NP
Human, coronavirus HKU1, Human
coronavirus, Adenovirus, Parainfluenza
Virus...

420

CPCD
27

Test nhanh chin
doan HBeAg

Test

100

Phat hién dinh tinh HBeAg trong mau huyét
thanh, huyét trong nguoi. Do nhay tuong
quan: 95,5%, Do dac hiéu tuong quan:
98,6%. Sir dung cac mau md mau, ly giai
mau, vang da khéng anh huong dén két qua
xét nghiém. Khong c6 phan tmg chéo voi
cac mau chtra yéu té dang thap, chira khang
thé khang HIV, HCV va phu nit mang thai.
Tiéu chuan ISO 13485

421

CPCD
28

Khay thur xét
nghiém dinh
tinh khang thé
khang H.pylori

Test

300

1. Phat hién dinh tinh khang nguyén H.
pylori trong mau phan.

2. Do nhay 98,4%; B¢ dac hi¢u 100% so
vo1 Phuong phéap xét nghiém chirc nang ho
hap & xét nghiém CLO.

3. Thanh phan chinh: Phirc hop vang: Khang
thé don dong khang Helicobacter pylori tir
chudt-chat keo vang (0,120+0,024 pg),
khang thé da dong khang LDH tir tho-chat
keo vang (0,0130+0,0026 pg); Vach thu:




Khang thé don dong khang Helicobacter
pylori tir chudt (0,640+0,128 pg); Vach
chimg: LDH tai t6 hop (0,640+0,128 pg)
4. Gi61 han phat hién: 2.24 CFU/ml

5. Khong c6 phan ung chéo véi E. coli,
Rotavirus, Chlamydia trachomatis,
Salmonella choleraesius, Hemophilus
influenzae, Group B Streptococcus, Group C
Streptococcus, Staphylococcus aureus
6.Thé tich mau: 80 ul

7.Tiéu chuan ISO, CE, dugc luu hanh tai it
nhit 2 nudc tham chiéu

8. Thoi gian tra két qua: 10-20 phut

9. Kit thir 6n dinh it nhat 4 tun khi dé &
nhiét d 55+1°C

* Vat tuy té
Ma S6
TT hha(,:‘ag Te'l‘l;‘;‘“g PVT l“g;‘g Théng s6 ky thuat
BV kién
Bong dén . Bong dén su dung cho dén md 1 bong anh sanh
L | VI3 (dén chum) Cai 40 lanh, cong suit 24V/25W
2 | VTS Bong den mo Cai 17 Béng dén halogen, cong suat 24V/150W
Halogen
3 | VT6 Bong den mo Caéi 24 Bong dén halogen, cong suat 24V/150W (c6 chod)
Halogen
Bom tiém dung tich 1ml ding dé tiém insulin, c6
nap chup bao vé dau kim va nip chup pit tong dé
ngan di vat vao long bom khi st dung; Bom ti€m co
Bom tiém 2 loai phu hop véi 2 loai thude 4QUI va 100UL; Pau
4 | VT8 Insulin 1ml Cai | 10.000 | kim co vat 3 canh giup tiém sac nhon, khong co
g0. Than kim 1am bang thép khong gi; Kim duogc
duc lién véi vo xylanh, khong thé thao roi; Kim
tiém bao g(‘A)m cac co: 30Gx8mm, 31Gx6mm,
32Gx6mm.
Chi khau mat soi don Nylon 10-0 mau den, dai 30
Chi khau cm. Hai kim tiét dién hinh thang chiéu dai 6 mm,
5 | VT10 | Kkhong tiéu Soi 78 duong kinh 0,14mm-0,16mm, d¢ cong 3/8.
10-0 Kim lam bang thép ctng bo soi, mili kim mai theo
cong ngh¢ canh mai ngang. VO trung.
Chi ti€u trung binh da soi thanh phﬁn cAu tao tur
Glycolide/lactide copolymer, bao phu bang hdn hop
Caprolacton/glycolide copolymer va calcium
stparoyl lactylate. Sgi chi s6 1, dai 90cm, kim tron,
Chi khau tu . dau nhon, dai 40mm, dg cong kim 1/2 vong tron,
6 | vl tiéu b 1 501 160 dugc bao phu béng silicone sdc bén . Soi chi dat luc

khoe nut budc ban dau 140%, dat 80% & thoi diém
2 tudn va 30% & thoi diém tuin 3 tudn sau khi khau.
Chi tiéu hoan toan trong khoang 56-70 ngay. Dong
201 vO trung




VTI2

Chi khau tu
tiéu sO 2

Soi

277

Chi tiéu trung binh da soi thanh phan cau tao tir
Glycolide/lactide copolymer, bao phu bang hén hop
Caprolacton/glycolide copolymer va calcium
stearoyl lactylate. Soi chi 6 2/0, dai 75cm, kim
tron, dau nhon, dai 26mm, d¢ cong kim 1/2 vong
tron, dugc bao phu béng silicone sac bén. Soi chi
dat lyc khoe niit bude ban dau 140%, dat 80% &
thoi diém 2 tudn va 30% & thoi diém tudn 3 tudn
sau khi khau. Chi ti€u hoan toan trong khoang 56-
70 ngay. Péng goi v trung

VTI13

Chi khau tu
tiéu sO 3

Soi

206

Chi tiéu trung binh da soi thanh phan cau tao tir
Glycolide/lactide copolymer, bao phu bang hdn hop
Caprolacton/glycolide copolymer va calcium
stearoyl lactylate. Soi chi s6 3/0, dai 75cm, kim
tron, dau nhon, dai 26mm, d¢ cong kim 1/2 vong
tron, dugc bao phu béng silicone sac bén. Soi chi
dat luc khoe nat budc ban dau 140%, dat 80% &
thoi diém 2 tuan va 30% ¢ thoi diém tuan 3 tuan
sau khi khau. Chi ti€u hoan toan trong khoang 56-
70 ngay. Péng goi vo trung

VT14

Chi khau tu
tiéu so 4

Soi

475

Chi tiéu trung binh da soi thanh phan ciu tao tir
Glycolide/lactide copolymer, bao phu bang hdn hop
Caprolacton/glycolide copolymer va calcium
stearoyl lactylate. Sgi chi s6 4/0, dai 75cm, kim
tron, dau nhon, dai 17mm, d¢ cong kim 1/2 vong
tron, dugc bao phu béng silicone séc bén. Soi chi
dat luc khoe nat budc ban dau 140%, dat 80% &
thoi diém 2 tuan va 30% ¢ thoi diém tuan 3 tuan
sau khi khau. Chi ti€u hoan toan trong khoang 56-
70 ngay. Péng gdi vo trung

10

VTI5

Chi khau tu
tiéu s 5

Soi

185

Chi ti€u trung binh da soi thanh phﬁn cAu tao tur
Glycolide/lactide copolymer, bao phu bang hdn hop
Caprolacton/glycolide copolymer va calcium
stearoyl lactylate. Sgi chi s6 5/0, dai 75cm, kim
tron, dau nhon, dai 17mm, d¢ cong kim 1/2 vong
tron, dugc bao phi bang silicone sic bén. Soi chi
dat luc khoe nat bude ban dau 140%, dat 80% &
thoi diém 2 tuan va 30% & thoi diém tuan 3 tudn
sau khi khau. Chi ti€u hoan toan trong khoang 56-
70 ngay. Péng gdi vo trung

11

VT16

Chi khau tu
tiéu sO 6

Soi

126

Chi ti€u trung binh da soi thanh phﬁn cAu tao tur
Glycolide/lactide copolymer, bao phu bang hdn hop
Caprolacton/glycolide copolymer va calcium
stearoyl lactylate. Soi chi s6 6/0, dai 45cm, kim
tron, dau nhon, dai 12mm, do cong kim 1/2 vong
tron, dugc bao phi bang silicone sic bén. Soi chi
dat luc khoe nat budc ban dau 140%, dat 80% &
thoi diém 2 tuan va 30% & thoi diém tuan 3 tudn
sau khi khau. Chi ti€u hoan toan trong khoang 56-
70 ngay. Péng gdbi vo trung

12

VT17

Chi Nylon s
1/0

La

62

Chi khong tan tong hop Nylon/Polyamide sO 1, dai
75 cm, 16p bao phu bang silicon, kim tam giac 3/8c,




dai 30mm - 40mm. Pong goi bang gidy Tyvek
100% soi HDPE bén dai, chéng rach, ngan khuén
hiéu qua. Kim thép 302 phu silicon, miii vuSt nhon
UltraGlyde

13

VTI18

Chi Nylon s6
2/0

La

317

Chi khéng tan tong hgp Nylon/Polyamide s6 2/0,
dai 75 cm, 16p bao phu bang silicon, kim tam giac
3/8c, dai 24mm-28mm. Dong goi bang gidy Tyvek
100% sgi HDPE bén dai, chdng rach, ngin khuan
hiéu qua. Kim thép 302 phu silicon, miii vudt nhon.

14

VTI9

Chi Nylon sb
4/0

La

879

Chi khong tan tong hop Nylon/Polyamide sb 4/0,
dai 75 cm, 16p bao phu bang silicon, kim tam gidc
3/8c, dai 18mm-20mm. Dong goi bang gidy Tyvek
100% soi HDPE bén dai, chong rach, ngin khuan
hiéu qua. Kim thép 302 phu silicon, mili vudt nhon.

15

VT20

Chi Nylon s6
5/0

La

613

Chi khéng tiéu tong hop don soi lién kim s6 5/0
chét liéu Polyamide, 16p bao phu bang silicon. Kim
lam bang thép khong gi, dugc phu silicon. Chi s6
5/0, dai 75 cm, kim tam giac 3/8, dai 16 mm. Dong
goi bang gidy Tyvek 100% sgi HDPE bén dai,
chéng rach, ngan khuan hi€u qua. Kim thép 302
phu silicon, mili vudt nhon.

16

VT21

Chi Nylon s
6/0

La

356

Chi khong tan téng hop s6 6/0, dai 75 cm, soi chi
phu slicone, kim tam giac 3/8c, dai 13 mm, Kim
thép 302 phu silicon XtraCoat, miii kim vuét nhon.
Pong goi bang gidy tiét tring 80gsm (100 micron)
dd bén cao, ngan khuén hiéu qua

17

VT22

Chi Nylon s6
7/0

La

122

Chi khong tan tong hop s6 7/0, dai 75 cm, soi chi
phu slicone, kim tam giac 3/8c, dai 13 mm, Kim
thép 302 phu silicon XtraCoat, miii kim UltraGlyde
Dong goi bang gidy tiét tring 80gsm (100 micron)
d6 bén cao, ngin khuan hiéu qua

18

VT24

Chi thép lién
kim

Soi

20

Chat liéu 1a thép khong ri, dai 75 cm - 80cm, kim
tron trocar 1/2¢, dai S0mm-55mm, Kim thép 302
phu silicon XtraCoat, mi vudt nhon UltraGlyde
bong goi bang gidy Tyvek 100% soi HDPE bén
dai, chdng rach, ngin khuan higu qua

19

VT28

Dao mo
phaco 2,2-3,2

Cai

80

Chat liéu ludi dao 1am bang thép cimg bo soi khong
ri. Kich thude ludi dao ngang: 2.2-3.2mm, canh mai
ngang, hai mat vat, gap goc.

20

VT32

Dich nhay
phau thuat

Ong

92

- Dich nhay Hydroxypropyl Methylcellulose
(HPMC)

- Nong d6 (46 co dic) 2%

'- Trong lugng phan tir: 86.000 daltons & 1261,4
g/mol

- D6 nhay: 3000-5600 cPs

- D6 tham thau: 250-350 mOsmol/Kg
-DoPH:6.0-7.8

'- Dung tich: 2ml trong syringe v&i kim bom 23G.
Vo trung




C6 2 hang Ghim Titan chtra 9-36 ghim cao 3

Dung cu cét mm(+£0.2),c6 vong silicon sau khi khau.
21 | vT33 bao quy deflu Céi 20 ' Duodng kinh cat 12, 15, 18, 21, 24, 26, 28, 32, 36
tu dong cac mm(+£2.0)
co ' Dung cit bao quy dau & tré em va ngudi 16n - Bo
bao gdm: than dung cu, thudc do, bang ép
Dung dich Thanh phan chinh: 75% Ethanol (tt/tt), Isopropyl
Ao Alcohol 8% (tt/tt), Chlorhexidine Digluconate
22 | VT34 | conrua tay Ml 9.000 0,5%(tt/tt)
khir khuén I e
pH nam trong khoang 5-7
Hon hop 5 enzyme Protease, Lipase, Amylase,
Mannanase, Cellulase, c6 thé sir dung cho may rtra
khir khuan.
Dung dich sat Hiéu qua chdng lai mang biofilm vi khuan
23 | VT35 | khuan dung Lit 60 | Pseudomonas aeruginosa.
cu. Nong d¢ st dung: tir 0.1% (may rira)
pH=6.8-7.3
Thoi gian: tir 5 phut
Phtt hop véi moi chét lugng nuéc khac nhau
Dinh D%nh Kisner duoc lam tir chat liéu thép khong gi.
24 | VT39 | Kirschner cac | Cai 60 Dinh co ‘c‘éc dqdpg kinh 1.0/1.2/1.5/1.8/2.0/2.5/3.0
5 mm. Chi€u dai dinh véi cac kich thudce 150 mm,
225 mm, 300 mm.
Gac phau thuat 7,5 x 7,5 x 6 16p. bong goi béng tai
Gac Phau gidy y té chuyén dung c6 tem chi thi mau dé phan
thuat khong biét d¢ ti€t trung cla san phém. Tiét trung bé“mg khi
25 | VT40 | dét7.5x | Miéng | 2.912 | EO; Khong c6 hoa chat tay tring; Thoi gian chim
7.5cm x 6 16p khong qua 10 gidy; Kha nang hat nude: Trung binh
vO trung 1 gam gac gitr duoc tir 5 gam nude trd 1én; PO am:
Khong qué 8%; Do acid va do kiém: Pat trung tinh.
Kich thudce: 30cmx40cmx8 16p. Gac dugce dét tur soi
100% cotton c6 d6 thim hut rat cao. Khong chira
chét gay di tmg, khong c6 tinh bot hoic Dextrin,
Gac phiu khong c6 xo mun hoa tan trong nude va dich phu
thuat & bung ) tang. Trong luong 25g- 30g/m2. Mat do 20x18 +2
26 | VT4l : : Miéng | 1.900 | soi/inch. Trisd s¢i 32CD. Toéc do hut nude =<5
30x40x 8 A . . , £
16p gidy. bo ’ngam nudc ?—5 gr nuoc/ lrgr gacA. C?at tan
trong nudc <0.5%. DY pH: trung tinh. D¢ trang:
>=80% +/- 10%. Mubi kim loai: khong qua ham
lwong cho phép. Ham lugng chat béo: khong vuot
qua 0,5%. Tiét trung
1.Pau kim 3 mat vat, bén, giam nguy co tu mau
dudi mang cling
2. C6 khoang trong giira que thong nong va thanh
kim gitip phat hién nhanh dich ndo tuy chay ra
Kim choc do 3. C& kim: Puong kinh ngoai ctia kim va chiéu dai
27 | VT46 | va gay té tuy Cai 538 | mat vat:

sOng cac co

- 18G: 1.25mm, 3.41-4.39 mm
-20G: 0.9 mm, 2.45-3.17 mm
-22G: 0.7 mm, 2.00-2.65 mm
-25G: 0.5 mm, 1.51-2.05 mm
-27G:0.41 mm, 1.23-1.68 mm




4. Bbc kim Polypropylene (PP) trong subt d& quan
sat dich ndo tiy, c6 nhiéu ranh ngang giup cam
chic chén.

5. Tiét trung

Kim day chi vo tring loai dung 01 lan gdm phan

Kim déy chi day chi dau bang va phan can. Trong d6: Pudng
28 | VT47 | vo trung dung | Cai 1.000 | kinh than kim: 0.16mm ~ 0.45mm; D¢ dai than
1 lan kim: 1.3mm ~ 100mm; Kich thudc: 0.30x33mm va
0.30x45mm. V6 trung.
B6 kim 2 canh budm, cac cd 22Gx3/4", 23Gx3/4",
25Gx3/4". Day dan bang chét liéu nhua nguyén
sinh PVC, dai >30cm, duong kinh trong 1.5mm,
Kim hai canh duong kinh ngoai 2.5mm, khong DEHP. Kim bang
29 | VT48 I Cai | 3.340 | vat liéu thép khong gi, dau kim sdc nhon, vat 3
budm céc co
canh, khong c6 go, co nap chup. Co dau két ndi
Luer lock. Bao bi c6 miéng gidy thoat khi EO
2,8x2,8 cm dé thoat hét du lugng khi EO trong qua
trinh tit trung.
Phu hgp véi kénh day soi 2.8mm
o £ Chiéu dai kim > 180cm, d6 mé miéng kim > 90 do
Kim sinh thiét
. . . Than kim bang thép khong gi, khong vo boc
30 | VT49 | daday, dai Cai 45
trang Tay cam bang nhua duoc ndi v6i dau kim bang day
kéo thép
Dong goi vo trung 1 cai/thi
* Chat liéu: Polypropylene
* Kich thude 10x15 cm
Ludi diéu tri * Kich thude 16: 1,2*0,9mm, dudng kinh soi
thoat vi 0,15mm
31 | VT57 Duzey Ca 10 * Trong lugng: 57(g/m2)
polypropylene * Po bén: 750 kPa
co 10x15cm * Lyc cang: warp/275N, weft/250N
*Po day: 0.5mm
* trong subt, mém mai, chic chén.
* Chat li¢u: Polypropylene
* Kich thudc 7,5x15 cm
Ludi diéu tri * Kich thudc 16: 1,2*0,9mm, dudng kinh soi
thoat vi 0,15mm
32 | VT58 Duzey Cai 10 * Trong lugng: 57(g/m2)
polypropylene *Po bén: 750 kPa

cO 7.5x15 cm

* Luc cang: warp/275N, weft/250N
* Do day: 0.5mm ) )
* trong suot, mém mai, chac chan.




Lép film Polyurethane trong sudt chong tham nuéc,
chong vi khuan va virus, dé dang theo doi lién tuc
vung tiém va vung co dinh.

33 | VT6l | Miéng danmi | Miéng | 200 - Nén keo Acrylate, d§ dinh tt, han ché kich ung
da va khong sot keo khi thao bang.
- Kich thudc: 6 cm x 7 cm.
L ox Vai khong dét polypropylen cao cip. Mau xanh
Ma phau ddng du, khong loang ban, ko dinh tap chit
34 | VT63 |  thuat tiét Cai | 7.400 | Sons deu, Khong 10ang ban, ko dinhl 1ap chat.
tring K}}ong k{Ch ung d’a. 2.9;% — 3.§g/ lgau o
Do co gian tot. BPong goi 01 cai/ goi. Tiét trung
Nep ban hep duoc lam tir chat liéu thép khong gi.
Nep ban hep .. Do day 4.5mm, rong 12mm-14mm, so 10 bat vit tur
35| VIOT | sc o Cai 110014 71815, chidu dai teong tmg 72 mm - 325 mm,
dung vit thuong 4.5 mm.
Nep ban rong duoc 1am tir chét liéu thép khong gi.
Nep ban rong - Do day Smm-5,3mm, rong 16mm-18mm, s6 16 bat
36 | VT68 cac co Cai 8 vit tir 5- 20 15, chiéu dai twong tmg 74 mm - 362
mm, dung vit thuong 4.5 mm.
Nep khoa dau dudi xwong chay trai, phai dugc lam
tlr chét liéu thép khong gi, do day 4.0 mm, rong
Nep dau dudi 14.8mm, dau nep co 8 16 bt vit, s6 15 bat vit két
37 | VT69 | xuong chay 8 | Cai 4 hop trén than nep tir 4 dén 14 15, khoang cach tim
16 (Trai phai) 216 lién tiép 14 13mm, chiéu dai nep tir 109mm-
239mm, sir dung két hop vit khéa 3.5mm va vit
thuong 3.5mm giup linh hoat cho viéc lya chon vit.
Nep khoa dau dudi xuwong dui trai, phai duoc lam tir
chat liéu thép khong gi, d6 day 6.2 mm, dau nep
rong 33.7mm, than nep rong 18mm, khodng cach
tam 2 15 lién tiép 1a 20mm, s6 16 bat vit két hop trén
Nep dau dudi than nep tur 3 dén 16 13, dau nep co 7 16 khoa tron
38 | VI70 | xuwongdui8 | Cai 4 | dung vit khoa x6p 5.0mm, chiéu dai nep tir
16 (Trai phai) 116.4mm-376.4mm, sir dung két hop vit khoa
5.0mm va vit thuong 4.5mm gitp linh hoat cho viéc
lya chon vit. Trén nep c6 thém cac 16 nho trén than
nep duong kinh 2.2mm cho dinh kisner dé c¢6 dinh
nep.
Nep khéa ban nho chit T (nep khoa dau dudi xwong
Nep dau dudi quay) dugc 1am tir chat liéu thép khong gi, do day 2
xuong quay 6 mm, dau nep rong 23mm, than nep rong 10 mm, sb
39 | VT71 | 16 (Trai phai) | Cai 8 | 13 bat vit tir 2 dén 10 15, khoang cach tam 2 13 lién
/Nep khoa tiép 1a 10.5mm, chiéu dai twong tng theo s6 15
chit T cac co 43.9-127.9 mm, két hop vit khoa 3.5 mm va vit
thuong 3.5 mm giap linh hoat cho vi¢c lya chon vit.
Nep khéa dau trén xuong chay trai, phai duge lam
tir chat liéu thép khong gi, d6 day 4.0 mm, du nep
Nep khoa rQng 30.5mm, than nep réng 13.58mm, s6 10 bit vit
xuong don .. két hop trén than nep tir 4 dén 16 10, khoang cach
40 | VI72 chir S trai, Cai 40 tam 2 16 lién tiép 1a 18mm, chiéu dai nep tur
phai cac c& 107.68mm-323.68mm, str dung két hop vit khoa

5.0mm va vit thuong 4.5mm gitp linh hoat cho viéc
Iura chon vit.




41

VT75

Ong nghiém
chéng dong
K2EDTA hut
chan khong

Cai

50.000

Chat liéu: Pugc 1am bang nhya y té PET, kich
thude dng 13x75mm. Nip bang nhua LDPE boc
cao su phu hop cho cac may xét nghi¢ém ty dong.
Hoa chét bén trong 13 Dipotassium
Ethylenediaminetetra Acid (EDTA K2) v&i ndng do
tiéu chuén dé giir cac té bao trong mau nhit 13 tiéu
ciu ludn & trang thai tach roi toi da tir 6 - 8 gio.
Dung trong xét nghiém huyét hoc.Hoa chat bén
trong dung khang dong cho 2ml mau vai vach 1iy
mau 2ml riéng biét trén nhan éng.

Ong nghiém da dugc hat chan khong.

Ong nghiém khong bi nirt v&, 1o ri khi ly tAm véi
téc d6 6000 vong/phit

Pat tidu chuan EN ISO 13485, CE

42

VT76

Ong nghiém
lay méau
Heparin, nip
cao su chan
khong

Cai

50.000

Chat liéu: Pugc 1am bang nhya y té PET, kich
thude dng 13x75mm. Nap bang nhwa LDPE boc
cao su phu hop cho cac may xét nghiém tu dong.
Hoa chat bén trong 1a chat khang déng Heparine
Lithium. Dung dé tach huyét tuong 1am xét nghiém
dién giai d6 (Na., K+, Cl...trir Li.), khi mau. Ngoai
ra con st dung cho céac xét nghiém sinh hoa dic biét
1a NH3 va dinh luong Alcool trong mau.Hoa chét
bén trong dung khang dong cho 2ml mau véi vach
léy mau 2ml riéng biét trén nhan éng.

Ong nghiém da dugc hat chan khong.

Ong nghiém khong bi nirt v, ro ri khi ly tam véi
téc d6 6000 vong/phut

Dat tiéu chuan EN ISO 13485, CE

43

VTT77

Ong nghiém
Natricitrat cao
su

Cai

10.000

Chét liéu: Puogc lam bang nhwa y té PET, kich
thudc 6ng 13x75mm. Nip bang nhya LDPE boc
cao su phu hop cho cac may xét nghiém tu dong.
Hoa chét bén trong 14 Sodium Citrate dugc pha theo
noéng do 3.8%. Hoa chat bén trong dung khang dong
cho 2ml mau véi vach ldy mau 2ml riéng biét trén
nhan ong.

Ong nghiém da dugc hut chan khéng.

Ong nghiém khong bi niit v&, 1o ri khi ly tim véi
téc do 6000 vong/phit

Dat tiéu chuan EN ISO 13485, CE

44

VT78

Ong nghiém
Natricitrat
nap nhua

Cai

5.000

Chat liéu: Ong duoc lam béng nhya y té PP, kich
thudc dng 12x75mm, Nép bang nhya LDPE. Hoa
chat bén trong 1a Sodium Citrate nong d6 3.8%.
Hoa chat bén trong dung khang déng cho 2ml mau
v6i vach 1ay mau 2ml riéng biét trén nhan dng.
Ong nghiém khong bi niit vd, ro ri khi ly tim véi
tdc d6 6000 vong/phut (co PKN cua don vi thir 3)
Pat tidu chuan EN ISO 13485, CE




45

VT8I

Ong thong
niéu quan JJ

Cai

20

Sonde JJ gom:

- Ong thong: chat liéu Aliphatic polyurethane (PU):
Tecoflex, mau tréng, vach chi thi mau den

- Que day: chét liéu polypropylen (PP), mau do, dai
40-100cm

- Chi Nylon & dau dudi

- Kep chét liéu Polycarbonatel, mau xanh

* Kich cd: 3Fr, 4Fr, 4.7FR, 4.8FR, 5Fr; 6F; 7FT;
8Fr, dai 12-30cm tuong ung cac c¢d. Puong kinh
ngoai tr 0.90mm — 2.70mm; Puong kinh trong tur:
0.60mm - 1.80mm tuwong Ung cac c§ ;

* Hai dau mo, c6 kha ning chéng xoén; can quang
tot, vach chi thj do sau.

46

VT86

Thi camera

Cai

598

1. Ong nylon 18 x 230 cm. Day budc 2,2mm x60
cm

2.Tai nylon 9 x 14 cm. Day budc 2,2mm x 30cm
Mau sic dong déu, c6 do trong,bé mit min co do
déo dai.

+ Day cotton mau trang, c6 do bén cao.

Yéu ciu an toan: Khong dinh bui ban, tap chét, ko
rach, thung, ko kich tng da...

Pugc dong goi trong bao bi gidy c6 mau chi thi tiét
trung dung trong y té.

47

VT91

Vit xuong
cung tu taro
4.5 mm cac

co

Cai

160

Vit dugc lam tur thép khong gi, tu taro. Puong kinh
mil vit 8.0mm véi d6 cao 4.4 mm, dau luc giac van
vit duong kinh 3.5mm, sau 2.8mm. B9 rong than
vit khong gém phan ren 3.1mm, gdm ca ren 4.5mm,
chiéu dai tr 12mm - 80mm, budc tang 2mm; budce
ren 1.75mm.




Nha thau phai sir dung biéu miu du thau vé mit ky thuit ciia hang héa theo miu sau: Nha thau ké khai va dinh kém file excel

2.3. Cac yéu cau khac

Tén nha thiu:

BIEU MAU DU THAU VE MAT KY THUAT

paedind | | CpiTh Ban :
Tén Tén Pac tinh | théng so chuin GPNK/ Phitu phéan Qu Keét qua
Tén hang | thwong thong s6 | k¥ thuéat £ . X A 1A Hang . loai Y| Pon I phénloai | Tai liéu tham
A . . P - A b chat tiép nhéin ho so . Nuée : cach . So Y i
phan hoa mai Ky ma ky thuat | cua hang A A san - J trang . Vi trang thiét chiéu trong
(16) | theoE- | (néu hi¢u trong E- | hoéa chio ll‘:’;-”:gg ﬁ;g;g;ﬂg‘;{gy xudt | SAMXUAC | ypvr dg(;‘ig tinh | WOPE | b6 E-HSDT
HSMT c0) HSMT thau E- héa lu’u.hﬁnh hodc (nf:u (néu co)
HSDT : c0)
twong duwong
M 2) 3) “4) ) (6) (7 @®) ) (10) an | dz | a3 | a4 (15) (16)
A.B.C.D Trang...cﬁa
> Catalog, tai
A,B,C,D liéu st dung
hoac cac tai
liu khac
A,B,C,D | tuongduong,
thudc E-
HSDT
Ghi chu:

- (1) Tén phan (16): La tén phdn (16) thuéc Chirong IV. Biéu mau moi thau cia E-HSMT

- (3) Nha thdu chao tén thwong mai ciia hang hod duw thau;

- (2,5) Danh muyc va Yéu cau dic tinh thong $0 ky thtfdt theo E-HSMT;
- (7) Tiéu chuan hé thong quan ly va chung nhdn chat lwong: ISO 13485, CE, FDA hodac twong duong.

- (8) S0 gidy phép luu hanh san pham/ So dang ky heu hanh/ S6 Gidy phép nhdp khéau: Hang héa duoc xdc dinh 1 trang thiét bi y té dy
thau theo quy dinh tai diém a, khoan 1, diéu 22 cua Nghi dinh 98/2021/ND-CP ngay 08/11/2021 va Nghi dinh so 07/2023/ND-CP.

Nha thau phdi chiu trach nhiém toan bo cdc thong tin duoc liét ké trong biéu nay.




Muc 2. Ban vé
Khong c6 ban ve.
Muc 3. Kiém tra va thir nghiém

Bén mua hoac dai dién ctia bén mua co quyén kiém tra dé khéng dinh hang
hoa cé dic tinh k¥ thuat phu hop véi yéu cau cta hop dong hay khong. Truong hop
phat hién hang kém chét luong, khéng ding véi hang héa chao thau hodc khong dap
{rmg yéu cau chuyén mon thi don vi thu hudng c6 quyén tir chdi nhan hang, nha thau
phai c6 trach nhiém cung mg hang hoa theo diing tiéu chuan nha thau da chao.

Noi dung kiém tra:

Buwde 1: Khi hang hoa dugc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cuing nhau tién hanh kiém tra cac hd so, chimg tir lién quan dén hang
hoa theo hop dong da ky két.

Buérc 2: Nha thau phai tién hanh kiém tra thir nghiém hang héa duéi sy giam
sat ciia chu dau tu va can bd k¥ thuat dai dién ciia chu dau tu dé ching minh hang
hoa d6 co chat lugng, thir nghiém dic diém ky thuat ... phi hop véi cac quy dinh
trong hop dong.

- Chi phi cho viéc kiém tra, thur nghiém: Moi chi phi cho viéc kiém tra, thir
nghiém hang héa déu do nha thau chiu trach nhiém.

- Céach thuc xu 1y dbi v6i hang hoa khong dat yéu cau qua kiém tra, tho
nghiém: Bat cr mot hang hoa hodc chi tiét hang hoa qua kiém tra va thir nghiém ma
khong phu hop vé chat luong, vé dic tinh ki thuét ..., thi chil dau tu co thé tir chdi
va nha thau sé& phai thay thé cac hang hoa hodc chi tiét hang hoa bi tir chdi, moi chi
phi thay thé hang hoa déu do nha thau chiu trach nhiém, cac hang hoa thay thé phai
dap tmg cac yéu cau vé dic tinh ki thuat. Truong hop nha thau khong c6 kha ning
thay thé hay diéu chinh cac hang hoa hoic chi tiét hang hoa khéng phu hop, cha dau
tu ¢6 quyén to chuc viée thay thé hay diéu chinh d6 néu can thiét. Moi rai ro va chi
phi lién quan do nha thau chiu.

Buwéc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang hoa va dua
vao sir dung. Hang hoa duoc chuyén sang nghia vy bao hanh ngay sau khi cac bén
thdng nhat nghiém thu va dua vao st dung.



