Phu luc 02

S4: 520/TTYT

Thoi gian ky: 26/09/2023 16:49:32 +07:00

(Kém theo Cong vin moi bdo gid s6 520 /TTYT-KD ngay 26 /09/2023 ciia TTYT huyén Phi Cét)

STT |Tén Danh muc l\./{ﬁ ta yéu c}\5u~vé ti{lh ning, thong so ky thuat va cac thong tin Pon vi tinh| S& lwgng
: lién quan vé ky thuat : i
1 2 3 4 5
I. HOA CHAT XET NGHIEM SINH HOA
1.1 B héa chit diung cho may xét nghiém sinh héa tw dong
*Bo gom R1 (1 1o x60 mL); R2 (1 1o x20 mL). Hoa chat xét nghiém
DBinh lugng HbA1C; phuong phap do Latex turbidity; Shelf-life 24
months; dai do 3 ~ 15%;
1 Hoa chit dinh luong Thanh phan thudc thur: Bs 5
HbAlc * R1: Mouse anti-human hemoglobin Alc monoclonal antibody- ;
sensitized latex
* R2: Mouse anti-human hemoglobin Alc monoclonal antibody
label-goat anti-mouse IgG polyclonal antibody
) £ 2 , Lo ImL. Hoa cht dung tao duong chuén cho xét nghiém HbAlc,
2 Hoa. f: hat chuan cho x¢t v6i 5 mirc khac nhau, 1mL/ndng do. Pugc diéu ché tir miu mau Lo 5
nghiém HbA1C e oam
nguoi da qua ly giai
, SO , Lo ImL. Miu méau dung noi kiém tra cho xét nghiém HbAlc, vdi 2
Hoéa chat kiém chung f . X R A Lo X, i
3 HBALC muc Low/High, ImL/nong d¢. Puoc dicu ché tir mau méau nguoi da Lo 2
qua ly giai
Hoa chat pha loing Can 10.00 mL. .
4 HbALC Dung dich pha loang dung cho xét nghiém HbAlc, can 1x1000mL, Lit 2
I1SO 13485:2016
Hoa chét rira dang kiém  [Dung dich kiém sir dung dé tay rira thiét bi; thanh phan dung dich
5 dung cho may phéan tich  |Noniocic Surfactant, others. Chai 1000ml. Lit 6
sinh hoa
Hoa chit rira dang acid ~ |[Dung dich rira hé thong sinh hoa. Dich rira c¢6 tinh acid. Thanh
6 dung cho may phan tich  |phan: Chat hoat dong bé mit khong phén cuc, phu gia. Binh Lit 4
sinh hoa 1000mL
7 Bong dén dung cho may |Bong dén Halogen 12v - 20W. Cai 4
sinh hoa Phu hop cho may sinh hoa tu dong
Lo 44 ml. Thanh phan:
3 Hoa chit dinh luong Bromocresol green 0.21 mmol/ISuccinate Buffer 100 mmol/I Lo 10
ALBUMIN Sodium Azide 0.5 g/I. :
San pham dat tiéu chun ISO
Lo 22 ml. Thanh phan:
MES buffer 50 mmol/I
Hoa chit dinh luong Calt?lum Chlorlde 3.81 mmol/l
9 ALPHA AMYLASE Sodlur_n Chlorllde 300 mmol/I . . Lo 5
Potassium Thiocyanate 450 mmol/l Sodium Azide 13.85 mmol/I
CNPG 0.91 mmol/l.
San pham dat tiéu chuin ISO
Bo gom: R1(1 lo x 44ml) , R2(1 lo x 11ml).
Thanh phan:
R1
Tris Buffer (pH 7.5) 137.5 mmol/I
L L-Alanine 709 mmol/I
10 ii?rfg?,fmh lrong IF;12)H (microbial) > 2000 U/l B6 30
CAPSO 20 mmol/Il
2-oxoglutarate 85 mmol/I
NADH 1.05 mmol
San pham dat tiéu chuan ISO
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Hoa chét dinh lwong
AST/GOT

Bo gom: R1(1 lo x 44ml) , R2(1 lo x 11ml)
Thanh phan:

R1

Tris buffer (pH 7.8) 110 mmol/l
L-aspartic acid 340 mmol/I
LDH > 4000 U/l

MDH > 750 U/l

R2

CAPSO 20 mmol/l
2-oxoglutarate 85 mmol/l
NADH 1.05 mmol/l

San pham dat tiéu chuan ISO

30

12

Hoa chit dinh luong
Bilirubin tryc tiép

Bo gom: R1(2 lo x 44ml) , R2(1 lo x 22ml)

Thanh phan:

R1: Sulphanilic Acid 28.87 mmol/l HCI 23 mmol/l
R2: Sodium Nitrite 2.9 mmol/l

San pham dat tiéu chuin ISO

13

Hoa chit dinh luong
Bilirubin toan phan

Bo gom: R1(2 lo x 44ml) , R2(1 lo x 22ml)

Thanh phan:

R1: Sulphanilic Acid 28.87 mmol/l HCI 58.8 mmol/I Cetrimide
68.6 mmol/l

R2: Sodium Nitrite 2.90 mmol/I

San pham dat tiéu chun ISO

14

Héa chat dinh luong
CALCIUM

Lo: 12 ml.

Thanh phan: R1

Arsenazo 111 0.10 mmol/l

Phosphate buffer (pH 7.8 + 0.1) 50 mmol/l. San pham dat tiéu
chuén ISO

Lo

10

15

Héa chat dinh luong
CHOLESTEROL

Lo: 44ml

Thanh phan:

Good‘s Buffer 50 mmol/l
Phenol 5 mmol/I
4-aminoantipyrine 0.3 mmol/I
Cholesterol esterase > 200 U/1
Cholesterol oxidase > 50 U/l
Peroxidase > 3 Ku

San pham dat tiéu chun ISO

Lo

20

16

Hoa chét dinh lwong
CREATININE

Bo gom:

RI1(1 lo x 44 ml), R2(1 lo x 11ml)
Thanh phan:

R1: Sodium Hydroxide 240 mmol/|
R2: Picric Acid 26 mmol/I.

San pham dat tiéu chun ISO

50
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Héa chat dinh luong
CREATININE KINASE

Bo gom: R1(1 1o x 44 mL) , R2(1 lo x 11 mL). Thanh phan:
R1:

Imidazole buffer, pH 6.1 125 mmol/l

Glucose 25 mmol/l

Magnesium acetate 12.5 mmol/l

EDTA 2 mmol/l

N-acetylcysteine 25 mmol/Il

NADP 2.4 mmol/l

Hexokinase > 6.8 U/ml;

R2:

ADP 15.2 mmol/Il

D-glukoso-6-phosphate-dehydrogenase > 8.8 U/ml

Creatine phosphate 250 mmol/I

AMP 25 mmol/l

Diadenosine pentaphosphate 103 pmol/l. San pham dat tiéu chuin
ISO

18

Hoa chit kiém chimg mirc
trung binh

Bo gom: R1(04 1o x 5 ml), R2(01 lo x20ml).
San pham dat tiéu chuan ISO

19

Hoa chit kiém chimg mirc
bénh ly

Bo gom: R1(04 1o x 5 ml), R2(01 lo x20ml).
San pham dat tiéu chuan ISO

20

Héa chat dinh luong
GLUCOSE

Lo: 44 mL.

Thanh phan:

Phosphate buffer 250 mmol/I
Glucose oxidase >25 U/ml
Peroxidase >2 U/ml

Phenol 5 mmol/I
4-aminoantipyrine 0.5 mmol/I.
San pham dat tiéu chuan ISO

Lo

20

21

Hoa chét dinh lwong
HBAlc

Bo gom: R1(01 lo x24mL), R2(01 lo x8mL + 01x4mL), R3(02 lo
x50mL).

Thanh phan:

R1: Buffer 20 mmol/I

Latex 1.5 %

R2a: Buffer 10 mmol/I

Mouse anti-human HbAlc monoclonal antibody 5.5 mg/dl
R2b: Buffer 1 mmol/I

Goat anti-mouse 1gG polyclonal antibody 67 mg/dl
Stabilizers

R3: Hemolysing solution. San phdm dat tiéu chuin ISO

22

Hoa chét hiéu chudn
HBAlc

Chuan thong sb xét nghiém HBA1C
Lo: 0.25 ml.
San pham dat tiéu chuin ISO

Lo

23

Hoa chét kiém chimg
HbAlc

Chat kiém tra gi4 tri HBA1C mtrc cao
Lo: 0.25 ml.
San pham dat tiéu chuin ISO

Lo
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Héa chat dinh luong HDL
tryc tiép

Bo gom: R1(01 1o x 30 ml), R2(01 lo x 10ml). Thanh phan:
R1:

MES buffer (pH 6.5) 6.5 mmol/I

TODB N, N-Bis(4-sulfobutyl)-3-methylaniline 3 mmol/I
Polyvinyl sulfonic acid 50 mg/I

Polyethylene-glycol-methyl ester 30 ml/I

MgCI2 2 mmoll/l;

R2:

MES buffer (pH 6.5) 50 mmol/I

Cholesterol esterase 5 kU/I

Cholesterol oxidase 20 kU/I

Peroxidase 5 kU/I

4-aminoantipyrine 0.9 g/l

Detergent 0.5 %

R3 CAL

HDL/LDL Calibrator concentration: see bottle label. San phdm dat
tiéu chuan ISO

30

25

Hoa chit dinh luong
Protein toan phan

Lo: 44ml

Thanh phan Copper II Sulphate 12 mmol/l
Potassium Sodium Tartrate 31.9 mmol/I
Potassium lodide 30.1 mmol/l

Sodium Hydroxide 0.6mol/l.

San pham dat tiéu chun ISO

Lo

10

26

Hoa chét dinh luong
TRIGLYCERIDES

Lo: 44 ml

Thanh phan:

PIPES buffer (pH 7.0) 50 mmol/l ATP 2.85 mmol/I;

Mg 60 mmol/l; Glycerol Kinase (GK) 1.5 U/ml ; Glycerol-3-
phosphate oxidase (GPO) 6.0 U/ml Toos 0.48 mmol/I;
Peroxidase 15.0 U/ml,

Lipoprotein Lipase 25.0 U/ml. San pham dat tiéu chuan ISO

Lo

20

27

Héa chat dinh luong
UREA

Bo gom:

R1(01 lo x44 ml) , R2(01 lo x11ml)

Thanh phan:

R1

Tris Buffer 200 mmol/I

a-Ketoglutarate 5.49 mmol/I

Urease (Jack Bean) >10 KU/1

GLDH (Microorganism) > 2.5 KU/I;

R2

NADH 1.66 mmol/.San pham dat tiéu chuén ISO

20

28

Hoa chét dinh luong
URIC ACID

Lo: 44 ml

Thanh phan:

Pipes Buffer (pH 7.0) 50 mmol/l;
TOOS 0.48 mmol/l;

Uricase 200 U/I;

Peroxidase 5000 U/I
4-Aminoantipyrine 1.5 mmol/l.
San pham dat tiéu chuin ISO

Lo

10

29

Hoa chét rira may tu dong

Hoa chit rira may xét nghiém sinh héa dinh ky.
Bo gom: R1(AC):01 lo x44 ml, R2(AL): 01 lo x 44 ml. San phdm
dat tiéu chuin ISO

50

30

Hoéa chat hiéu chuan

Chuén c4c thong s6 xét nghiém sinh hoa thuong quy.
Lo: 3 ml
San pham dat tiéu chuan ISO

Lo

12

31

Hoa chét rira may thuong
xuyén

Hoa chit rira may xét nghiém sinh hoa thuong xuyén.
Lo: 100 ml.
San pham dat tiéu chuan ISO

Lo

20
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1.2 Héa chit va vat tw cho may dién giai do
Hoa chit sir dung cho Hoa chat sir dung ;:ho maAy xét nghiém dién giai do 3 thong so ion A
32 mav phan tich dién widi Na, K, Cl trong mau huy¢t thanh. Bo 5
P e Lo 650 ml- Std.A & 350 mI-Std.B
L , Chuan thong sb xét nghiém dién giai .
33 Dung dich kiém chitng Chai 100ml Chai 1
Dung dich rira may dién |Dung dich rira may xét nghiém dién giai .
34 : Chai 1
giai Chai 100ml
Hoa chit chay méay dién giai 5 thong sé (Na/K/Cl/Ca/pH). Thanh
35 Hoa chit dung cho may  |phan: Standard A 650ml (Na: 140 mmol/l, K: 4,0 mmol/l, CI: 100 Bs 10
xét nghiém dién giai 6  |mmol/l, Ca: 1,0 mmol/l) Standard B 350ml (Na: 110 mmol/I, K: 8,0 ’
mmol/l, Cl: 70 mmol/l, Ca: 2,0 mmol/l). Pat tiéu chudn I1SO
36 Picn cue K DlAen cu(':.Kah stt dung cho may dién giai Cai 1
Hop 1 céi
37 Pién cuc Na DIFH Cl,I’(E .Natrl str dung cho may dién giai Cai 1
Hop 1 céi
38 Pién cye Cl DIFH Cl.I(V:.CIO st dung cho may dién giai Cai 1
Hop 1 céi
39 Pién cyc tham chiéu Dl:;-n cucr .tham chiéu sir dung cho may dién giai. Cai 1
Hop 1 céi
40 Pién cyc Ca DIFH CL,rc“Cax1 st dung cho may dién giai. Cai 1
Hop 1 céi
II. HOA CHAT XET NGHIEM HUYET HQC
I1.1 B9 héa chit dung cho may phén tich huyét hoc tw dong 18 thong 50
o . Nha san xuit dat ISO
41 ?Jmegn dichrira thudng 1 b0 1. 7.7 dén s, Lit 50
4 - Thanh phan: Polyoxyethylene nonylphenyl ether. Thung tir 1- 5 lit
Nha san xuét dat ISO.
42 Dung dich rira dinh ky -bo pH: 10 dén 13; Lit 15
- Thanh phan: Sodium Hypochlorite. Thing tir 1- 5 lit
Nha san xuit dat ISO.
43 Dung dich ly giai/pha Chai 500ml. Chai 30
hdng cau Dung dé ly giai mang té bao hong cu cho phéan tich hemoglobin -
b6 pH: 5 dén 7; - Thanh phﬁn: Dung dich bé mat Cation
Nha san xuit dat ISO.
Duing dé pha loang mau cho dém té bao, ding cho may 18, 22 thong
. N s. )
44 Dung dich pha loang -6 pH: 7.35 dén 7,55 Lit 900
- Thanh phan: 2-Hydroxymethyl-2-nitro-1,3-propanediol, 0,01%,
Natri Clorid,, Sulfate, dém Tris, mudi EDTA. Thung tir 10- 30 lit
Chai 50ml.
, L, Thanh phan : Sodium Hypochlorite (5% chlorine) .
45 Hoa chat . . . Ch 3
oa chat rua Cong dung : Hoba chat rira cho may phén tich huyét hoc. Tiéu al
chuin chét luong ISO
Thung 20 lit.
Thanh phan : Sodium chloride 6.38 g/L, Boric acid 1.0 g/L,
46 Hoa chit pha loing Sodium tetraborate 0.2 g/L, EDTA2K 0.2 g/L. Cong dung : Hoa Lit 200
chét pha lodng cho may phan tich huyét hoc. Tiéu chudn chét luong
ISO
Chai 500ml.
o Thanh phan : i t i 1t 8.5g/L, Sodi :
47 Hoa chit ly gii anh phan : Organic Quaternary ammonium salt 8.5g/L, Sodium Chai 10

chloride 0.6 g/L . Cong dung : Hoba chit ly giai hong ciu cho may
phan tich huyét hoc. Tiéu chuan chét lwong ISO
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, £, 1 2R , Lo 1,5ml.
H(?a chatxklem ch}rng cho Thanh phfin : Chtra té bao héng céu, Bach cfiu, tiéu cAu va chit én
48  |may huyét hoc muc trung | .. . N PP " £ Lo 2
binh dinh. Cong dung : Hoa chat kiém chuan may xét nghiém huyet
hoc. Tiéu chuin chét lugng ISO
1.2 Héa chat phu hop véi may xét nghiém déng mau
Bo gém: 01 1o 5ml + 01 1o 5ml .
- Thanh phén:
Hoa chat dinh 1 . .
49 A(I;?; at dinfi uong - Lo 5 ml: Sodium Chloride; Polyethylene Glycol 20000; Sucrose; Bo 20
Sodium azide (preservative).
- lo 5ml : Calci clorid 0,025M
. Lo: 4 ml.
Héa chat dinh 1 PT ’ 3 . . L 2
50 6a chat dinh hrong Thanh phan: Manganese C > 25%; Sodium Azide C > 0,1% © 0
I1.3 H6a chit va vat tw phit hop cho may mién dich
Hoa chat xét nghi¢m dinh lvong TSH ( 3rd Generation)
, L gém khay va cde thi, cde thir nhyra chira cac hat tir tinh dugc lam
Héa ch hl TSH . :
51 tuozlf ?; dinh luong TSH | -+ kho, boc boi khing thé don dong ciia chugt Khang TSH va 50 | Test 300
yen glap uL khang thé don dong ciia chudt khang TSH duoc két hop voi
phosphatase kiém ciia bo, chat bao quan natri azide
Hoa chét xét nghiém dinh lugng iFT3
, £ s gém khay va cbc thir, cde thir nhua chira cac hat tir tinh duoc 1am
Hoa chat dinh 1 IFT3 . :
52 tuognc ?é i fuong dong kho, boc boi khang thé don dong ciia tho khang T3 va 50 uL Test 300
ven glap T3 duoc két hop voi phosphatase kiém cuia bo, cht bao quan natri
azide
Hoa chat xét nghiém dinh lugng Free T4
, I gdm khay va cbc thtr, cc thir nhua chira cac hat tir tinh duoc lam
Hoa chat dinh luong FT4 . x i 1s X
53 m"g; ?é i fuong dong kho, boc boi khang thé da dong cta tho khang T4 va 140 puL Test 300
ven glap thyrozine (T4) duoc két hop voi phosphatase kiém ctia bo, chét bao
quan natri azide
Chat hiéu chuan xét nghiém TSH, B9 6 lo x 1ml gom Huyét thanh
Hoa chit hicu chuin nglrr(n IA lo klzong chuaq nc'mg d? ¢6 thé phat hién cPaQTSAH caj lo )
54 L., chira nong d6 dugc chi dinh cia TSH 3rd-Gen(mo ta trén moi 1o), Bo 1
TSH(3G) tuyen giap I \ .
chat bao quan natri azide.
Héa chat hiéu chuin cho xét nghiém dinh lugng IFT3, B 6 lo x
. L 1ia 2 1ml gdbm Huyét thanh ngudi 1 1o khong chira ndng do c6 thé phat
H hat h h IFT . A . ’
55 0a chat hi¢u chudn IFT3 )L 0 0 FT3 va 5 lo chita néng dé duo chi dinh cia FT3 (mo ta Bo 1
tuyén giap N I \ ..
trén moi 19), chat bao quan natri azide
Hoa chét hiéu chuan cho xét nghiém dinh lugng FT4, B 6 lo x
A 2 Iml gdm Huyét thanh ngudi 1 lo khong chira ndng do c6 thé phat
Hoéa chat h huan FT4 |, . ‘ 3 ) 4 \ A s A
56 0? ¢ 2.1, feu chuan hién ctia FT4 va 5 lg chira nong d¢ dugc chi dinh cua FT4 (mo ta Bo 1
tuyén giap A . £, 12 . ..
trén moi 19), chat bado quan natri azide.
Hoa chit rira, gdm dung dich dém v&i chat tiy va chat kim ham vi
57  |Hoa chit rira khuan Lo 40
Lo 100mL
58 Hoa chit pha loding Hoéa chat pha lodng gom dung dich dém vdéi chat tay. Lo 10
Lo 100ml
Dung dich ngung két phan tmg co chat. Bo gom:
1 lo: hoa chit nén  4-methylumbelliferyl photphat, chét 6n dinh,
59 Héa chét ndn chat bado quan natri azide (d6ng kho). Bo 24

110 x 100 mL: hoéa chit nén Reconstituent 11, chét dém chira chét
bdo quan natri azide (dang 16ng).
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Hoa chét dinh lwong
Troponin |

Thubc thir xét nghiém Troponin I, dinh lugng troponin I trong huyét
thanh, huyét twong khang déng heparin hoic EDTA

Test

1.500

61

Héa chat dinh luong BNP

Hoa chit xét nghi¢m dinh luong BNP

g@)m khay va cdc thir, cde thir nhua chira cac hat tir tinh duoc 1am
dong kho, boc bai khang thé don dong ctia chudt khang BNP va
100 pL khang thé don dong ciia chudt khang BNP dugc két hép voi
phosphatase kiém ciia bo, chat bao quan natri azide

Test

800

62

Héa chat hiéu
chuanTroponin I

Hoa chit hiéu chun cho xét nghiém dinh lugngTroponin 1. B6 6 lo
x 1ml gom:

Huyét thanh nguoi 1 lo khong chita ndng d ¢6 thé phat hién ctia
Troponin I va 5 1o chira ndng d6 Troponin I dwoc chi dinh (mé ta
trén moi lo) (duoc dong kho).

Chit bao quan natri azide.

63

Héa chat hiéu chuin BNP

Hoa chat hiéu chuin cho xét nghiém dinh lugng BNP. B6 6 1o x
1ml gom:

Chat dém albumin huyét thanh bo khong chira ndng do ¢ thé phat
hién cta c¢Tnl hoac chira néng d6 duoc chi dinh cia ¢Tnl (mo6 ta
trén 1), chat bao quan natri azide (dong kho).

64

Hoa chét kiém chimg
BNP

Hoa chét kiém tra cho xét nghiém BNP
'BO gdm: 1 set*1 level

65

Hoa chét dinh lugng AFP

Hoa chit xét nghiém dinh lugng alpha-fetoprotein.

gdm khay va cdc thir. Cc nhya chira cac hat tir tinh dong kho gan
v6i khang thé don dong ctia chudt khang AFP va 100 pL khang thé
don dong cuia chudt khang AFP (d6i véi AFP ctia nguoi), dugc tong
hop véi alkaline phosphatase ctia bo, chit bao quan natri azide.

Test

200

66

Héa chat dinh luong CEA

Hoa chit xét nghiém dinh lugng khang nguyén ung thu CEA
(carcinoembryonic).

gdm khay va cdc thir. Cc nhya chira cac hat tir tinh dong kho gan
v6i khang thé don dong ctia chudt khang CEA va 50 pL khang thé
don dong cua chudt khang CEA (dbi véi CEA cua ngudi), dugce
tong hop véi alkaline phosphatase ctia b, chat bao quan natri azide

Test

300

67

Hoa chét dinh luong CA
19.9

Hoa chét xét nghiém dinh lugng chat chi diém Ung thu 19-9.

gom khay va cdc thir. Coc nhya chira 12 hat tir tinh dong kho gin
v6i khang thé don dong ciia chudt khang CA19-9 va 100 pL khang
thé don dong cta chudt khang CA19-9 (ddi véi CA19-9 ctia nguoi),
dugc tong hop vai alkaline phosphatase ciia bo, chat bao quan natri
azide.

Test

300

68

Hoa chit dinh luong CA -
125

Hoa chat xét nghiém dinh lugng chét chi diém Ung thu 125

gdm khay va cbc thir. Céc nhya chira cac hat tir tinh dong kho gén
v6i khang thé don dong ctia chudt khang CA 125 va 50 uL khang
thé don dong cua chudt khang CA 125 (d6i voi CA 125 cua ngudi),
duogce téng hop v6i alkaline phosphatase ciia bo, chit bao quan natri
azide.

Test

100
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Héa chat dinh luong CA
15.3

Hoa chit xét nghiém dinh Iugng chét chi diém Ung thu 15-3

g6m khay va cdc thir. Cc nhya chira cac hat tir tinh dong kho gan
v6i khang thé don dong ctia chudt khang CA 15-3 va 100 uL khang
thé don dong ctia chudt khang CA 15-3 (d6i voi CA 15-3 cua
nguoi), duge tong hop véi alkaline phosphatase ctia bo, chit bao
quan natri azide

Test

100

70

Hoa chét dinh lwong PSA
I

Hoa chit xét nghiém dinh lugng PSA II.

g6m khay va cdc thir. Cc nhya chira cac hat tir tinh dong kho gan
v6i khang thé don dong ciia chudt khang PSA va 100 uL khang thé
don dong ciia chudt khang PSA dugc tong hop vai alkaline
phosphatase ctia bo, chit bao quan natri azide

Test

200

71

Héa chat hiéu chuin AFP

Hoa chat hiéu chuan cho xét nghiém dinh lugng AFP. B6 2 lo x 1ml
gbm:

- Lo 1 mL Héa chét hiéu chuin AFP (1) 0 ng/L

Huyét thanh ngudi khong chita ndng d6 c6 thé phat hién cua AFP,
chét bao quan natri azide

- Lo 1 mL Hoéa chét hiéu chuidn AFP (2) 50 ng/L

Huyét thanh ngudi chira ndng d6 dugc chi dinh cia AFP (mo ta trén
mdi 10), chit bao quan natri azide

72

Hoa chat hiéu chuin CEA

Hoa chat hiéu chuan cho xét nghiém dinh lugng CEA. B6 2 lo x
1ml gdm:

- Lo 1 mL Héa chét hiéu chudn CEA (1) 0 ng/L

Huyét thanh ngudi khong chita ndng d6 c6 thé phat hién cua CEA,
chét bao quan natri azide

- Lo 1 mL Héa chét hiéu chuin CEA (2) 50 ng/L

Huyét thanh nguoi chira néng d6 dugc chi dinh cia CEA (mo ta
trén mdi lo), chét bao quan natri azide.

73

Héa chat hiéu chuin
CA19-9

Hoa chat hiéu chuan cho xét nghiém dinh luvong CA19-9. B gém 6
lo x 1ml cé:

1 lo Protein nén khong chira ndng do CA 19-9 c6 thé phat hién
duoc va

5 1o Protein nén chira néng do CA 19-9 duogc chi dinh (m ta trén
mdi o) chét bao quan natri azide (d6ng kho).

74

Hoa chét hiéu chudn
CAl125

Hoa chét hiéu chuan cho xét nghiém dinh lugng CA-125. BS 6 lo x
Iml gdm:

Chat dém albumin huyét thanh bo 1 lo khong chira ndng do c6 thé
phat hién ciia CA 125 va 5 I chua néng do CA 125 duoc chi dinh
(md ta trén mdi 1o), chét bao quan natri azides (dwoc lam dong
kho).

75

Hoa chét hiéu chudn
CA15-3

Hoa chét hiéu chuin cho xét nghiém dinh lvong CA15-3. B 6 1o x
1ml gdm:

Chat dém albumin huyét thanh bo 1 lo khong chita nong do c6 thé
phat hién ctia CA 15-3 va 519 chua néng d6 CA 15-3 duoc chi
dinh (mo ta trén mdi lo), chat bao quéan natri azides.

76

Hoa chat hiéu chuin PSA
I

Hoa chét hiéu chuan cho xét nghiém dinh lugng PSAIL B 6 lo x
1ml gom:

Chat dém albumin huyét thanh bo 1 lo khong chira ndng do c6 thé
phat hién ctia PSA va 5 1o chura néng d6 duoc chi dinh cua PSA
(md ta trén mdi lo), cht bao quan natri.
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1 2 3 4 5
Hoa chit pha loing CA  |Hoéa chat pha lodng cho xét nghiém dinh luong CA 15.3. Lo 100ml
77 Lo 4
153
III. HOA CHAT X- QUANG
Phu hop véi tat ca cac loai phim X-Quang thong thuong. Bo hoa
i IR chat gém 02 phén. Phéan A (01 can 5 lit); ph?m B ( Aluminium R
7 Hoa chat ham hinh . . ‘ : , L B 4
8 oa chat hlam un sulphate; Acetic acid: 01 chai 1,25 lit) San pham dugc san xuat tai © 0
nha may dat tiéu chuan CE/twong dwong va ISO 13485.
Phu hop véi tit ca cac loai phim X-Quang thong thuong. Bo hoa
chat gdm 03 phéan. Phan A ( Hydroquinone: 01 can 5 lit). Phan B (
79 Hoa chit hién hinh Diethylene glycol; 1-phenyl-3-pyrazolidone: 01 chai 0,25 lit). Phan Bo 40
C (01 chai 0,5 1it) San phém duoc san xut tai nha may dat tiéu
chuén CE/twong duong va ISO 13485.
IV. HOA CHAT DUNG CHO XET NGHIEM VI SINH, XET NGHIEM ELISA, HOA CHAT KHAC
Bo gém: R1(10 1o x10ml), R2(01 lo x5ml). - Po ndng do con trong
80 Hoa chit dinh luong huyét twong, huyét thanh, mau toan phan hodc nudc tiéu ngudi. Bo 4
Ethanol - Thanh phan: R1- Enzyme coenzyme (NAD+, ADH, TRIS Buffer, ’
Stabiliser, Preservatives); R2 - Standard.
Xét nghiém phién ngung két latex nhanh dé xac dinh dinh tinh va
81 Test xét nghiém khang thé [ban dinh luong in- vitro cta cac bénh lién cau khuén Test 100
Anti - streptollysin O Thubc thir latex dwoc phu bang streptolysin-O. Protein Streptolysin
O (3-6%); hat Polystyrene (2,5%).
Thanh phan:
Hoa chit kiém ching cho |Hong cau nguoi va dong vat co v, bach cau md phong va tiéu cau
82 , z A , X1 X I e 1 K, 1a , Lo 12
may huyét hoc mo phdng, chat 1ong giong huyet twong voi chat bao quan..
Lo 2,5ml
Chai 500ml.
83 Dung Dich Acid Acetic  |Dung dich dang 16ng, khong mau trong sudt c¢6 vi git ndng. D& tan Chai 24
trong nudc.
. Thanh phan cta thudc nhuém Gram: lodine (3%) .
o v
84 Dung Dich Lugol 3% Chai 500ml Chai 24
Dinh tinh khang thé IgG khang khang nguyén Fasciola trong huyét
Kit xét nghiém khang thé |thanh nguoi
85 San 1a gan 16n Do nhay: > 99% Test 960
Do dac hiéu: > 99%
Dinh tinh khang thé IgG khang khang nguyén Toxocara trong
, . |huyét thanh nguoi
Kit xét nghiém khang the uAyet thanh nguol
86 |Giun diia cho Do nhay: = 87% Test 1.440
Do dac higu: > 93% '
Kit (g dung ky thuat ELISA dé phat hién khang thé thudc 16p IgG
Kit xét nghiém khang thé khang giun dau gai (Gnathostoma spinigerum) trong mau huyét
87 . A e Test 240
Giun dau gai thanh nguoi.
Kit xét nghiém khang thé [Dé phat hién cac khang thé ddi véi San 14 phdi (Paragonimus),
88 1. A L x £ . £ . Test 96
Séan la phoi trong cac mau huyét thanh hodc huyet tuong nguoi

V. HOA CHAT SAT KHUAN
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1 2 3 4 5
Dung dich sat khuan dung
89 cuy té Alkaline 2,2% - 2,6%, twong duong voi cidex 14 ngay. Can 5 lit Can 10
glutaraldehyd
Hoa chat khir tring Dang bdt, ham lugng Clo hoat tinh > 25%. DPong trong thung bao
90 - . L g Kg 350
(Cloramin B) quan chdc chan
Dung dich tay rira dung  [Dung dich tay rira dung cu y té, chita enzyme 3% Protease va cac .
91 £ A A A« . Chai 5
cuyté chat hoat dong bé mat, chai 1000ml
92 Con 96 do Dung dich khong mau, trong sudt, khong van duc. Lit 300
Dung dich sat khuan dung
93 cu y té Ortho- 0,55%, twong duong vdi cidex OPA. Can 3,78 lit Can 6
Phthalaldehyd
94 |Tinh du sa dm diic Can 20, 30 lit Lit 120
Vién nén khtr khuan. Thanh phan: Sodium Dichloroisocyanurate
95 Vién nén khir khudn bé ~ [(NaDCC) 50% ( 2,58g trén vién 5g). Dang vién sui twan nhanh troqg Vién 3.000
mat, dung cu nudc tao dung dich c6 pH acid 6.2 dung dé khir khuan dung cu, bé '
mit, dd vai... Dat tiéu chun: ISO 13485.
VI. SINH PHAM CHAN POAN INVITRO
Lo 10ml.
Sinh phdm dung xac dinh |Str dung phuong phép ngung két hé ABO dé dinh nhém mau. Phét
96 . . a . A A1 X 1A A X 2 ‘A Lo 2
nhom mau A hién khang nguyén A trén bé mat hong cau. San pham dat tiéu
chuén ISO
Lo 10ml.
g7 [Sinh phim dung x4c dinh |Str dung phuwong phap ngung két h¢ ABO aé dinh nhom méu. Phat Lo )
nhém mau AB hién khang nguyén A va B trén bé mat hong cau. San pham dat tiéu i
chuén ISO
Lo 10ml.
98 Sinh phim dung xac dinh |Str dung phwong phap ngung két h§ ABQ dé dinh npém mau. Phat Lo 5
nhém mau B hién khang nguyén B trén bé mét hong cau. San pham dat tiéu i
chuén ISO
. PR , .. |Lo 10ml.
gg |Sinhpham dingxdc dinh |5 ) o 4ane thé don dong Anti D 1gM va IeG. Sén pham dat Lo 2
khang nguyén D hé Rh in 2
tiéu chuan ISO
Phét hién dinh tinh khang nguyén H.Pylori trong mau phan nguoi.
Do nhay twong quan: 100%, D¢ dac hiéu twong quan: 97.8%.
100 Test chan doan loét da Khoéng cho phan ung chéo vai cac vi sinh vat khac (E. Coli; Test 300
day, ta trang do H-Pylori |Rotavirus; Chlamydia trachomatis; Salmonella choleraesius;
Hemophilus influenzae; Streptococcus nhom B, C; Staphylococcus
aureus). Han dung 24 thang ké tir ngay san xuat.
Phat hién dinh tinh HBeAg trong mau huyét thanh, huyét tuong
Test phét hién dinh tinh nguoi. D(? nhay tufyng Suan:~ 95,'5%, D(?)w(.iajc ’hiéu‘tuorng que}n: 5
x 2. |98,6%. Sur dung cac mau md mau, ly giai mau, vang da khong anh
101 |[HBeAg trong mau huyét X Lo ke e n . . e s e, Test 200
thanh, huyét tuong ngudi hu:orng (?en liet (}ua xét n%hmm.’Khor}g cd ghan’ung chéo voi cac‘
mau chira yéu t0 dang thap, chua khang thé khang HIV, HCV va
phu nit mang thai. Han dung 14 théang ké tir ngay san xuat.
Phat hién khang nguyén virus Dengue NS1 trong mau huyét thanh,
huyét twong va mau toan phan nguoi.
Test phat hién khang - D6 nhay tuong dbi: 97.16%
nguyén virus Dengue NS1 |- B9 dic hiéu twong dbi: >99.9%
102  |trong miu huyét thanh, |- Do lap lai 100% Test 400
huyét trong va mau toan [MAu i giai, mau chira yéu t6 dang thip, miu md méau va vang da
phan ngudi. khoéng anh hudng dén két qua xét nghi¢m. Bao quan ¢ 1-30°C. Han
dung 24 thang ké tir ngay san xuét.
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3

103

Test xét nghiém nhanh
chan doan viém gan C

Phat hién dinh tinh khang thé d3c hidu khang HCV ; Vach thu:
khang nguyén tai to hop HCV (khang nguyén 15i, NS3, NS4, NS5)
+ D6 nhay > 99,3%

+ Do dac hi¢u >99,4%.

Dat tiéu chuan ISO 13485. Dang khay.

Test

200

104

Test thir ma tay 4 trong 1
(THC, MET, AMP,
MOR)

Phat hién dong thoi va phan biét Morphine/ heroin(MOP),
Amphetamin(AMP), Methamphetamine (MET), Marijuana (THC)
trong nudc tiéu.

+ D§ nhay: >99,8%;
+ Do dac hiéu: >99,6%:;
+ Dat tiéu chuan: ISO 13485

Test

3.000

105

Test xét nghiém nhanh
chan doan ky sinh tring
sOt rét

Dang cassette .Phat hién 2 chiing P.falciparum va P. vivax
Do nhay P.f>99.9%

Do nhay P.v 98.2%

Do ddc hiéu > 99.9%

Do chinh xac: 99.8%

San pham dat tiéu chun ISO

Test

25

106

Test xét nghiém nhanh
chan doan viém gan B

- Pinh tinh khang nguyén HBs trong huyét thanh hozc huyét twong
nguoi

- Dang: khay nhuya.

- o nhay twong ddi: 98.68 %,

- B¢ dac hiéu tuong dbi: 99.8 %

- Do lap lai 100%

- Gidy phép luu hanh Bo Y Té

- Pat tiéu chuan ISO 13485; CFS, GMP

- Gi6i han phat hién: 2.0 ng/ml

Test

500

Téng cong: 106 mit hang
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