
C(')NG HOA XA H()I CI-IU NGHiA V~T NAM 

D9c l@p - Tl}' do - Bfnh phuc 

THU MOI BAO GIA 

Kinh gui: Quy Cong ty 

- Can cu Lu~t Diu thAu s& 22/2023/QHI 5 ngay 23/06/2023 cua Qudc h{>i 

nu6c C9ng hoa xa hc;,i chu nghia Vic$t Nam; 

- Can cu Nghj djnh 24/2024 /ND-CP ngay 27/02/2024 ctia Chinh phti quy 
djnh chi ti8t mQt s6 di~u va bic$n phap thi hanh Lu~t Ddu thftu v~ ll!a ch9n nha 
th§.u; 

- Can cu Bien ban h9p Hc;,i d6ng thu6c va di8u tri ngay 11 thang 09 narn 
'\ , , , 

2024 ve vic$c mua sam Hoa chat xet nghic$m cho Trung tam y te huyc$n Van 
Giang; 

Trung tam y t8 huyc$n Van Giang d8 nghj Quy Cong ty bao gia Hoa chit 
xet nghic$m theo ph\l l\lc dinh kem. ' , , .. 
Luu y: Bao gia da bao gom thue, phi, le$ phi (neu c6), chi phi v~ chuyen ... ben , 
mua khong phai tra bat ky mQt chi phi nao them. 

- M\lc dich bao gia: lam ca sa xay d\Itlg d\f toan, kinh phi mua sfun. 
- Thai ~~n gui bao gia: Tnr6c 08 ~ia ng~y 10 thang 11 nam 2024. 
- Yeu cau bao gia: 01 ban chinh bang tieng Vic$t. 
- Hinh thuc gui bao gia: Ban cung (da dong ddu). 
- Kinh moi cac Nha th§.u cung cftp dich V\l th§.m djnh gia chao gia v8 Trung 

tam y t8 huyc$n Van Giang. 
- Dia di8m nh~n bao gia: Khoa Dugc - Trang thi8t bi - V~t tu Y t8 - (Bao 

gBm ca nhic$m V\l kiSm soat nhi8m khuful), Trung tam y t8 huyc$n Van Giang. 
Dja chi: Xa Cuu Cao - huyc$n Van Giang - '"finh Hung Yen 
Dic$n tho~i: 0221 3931106 
Dugc sy: NguySn Thi Ly - SDT: 0916801013 
Duqc sy: Truong Thi Thu Hfulg - SOT: 0973936877 

Van Gia ' 1 thang 10 iim 2024)}:--
Xin chan thanh cam cm.I. i 
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- lVIVC II()A CHAT XET NGHitM 

,. ,~trn~~~~- em!h~~m<J'. bao g/11 ngCly 31/10/2024) ----,----.------, 
-- I llUY~N I 

Ten h~,~ VAN GIANG r:l 
~' I'-. : Tht>t1g sA lcr thutt 

hon ~ * ~ 

*H6a chM xet nghi~m dinh luqng free thyroxine 

(FT4) trong huyet tuong ho~c huyet thanh nguoi. 

*Nguyen ly do: xet nghiem mien djch lien ket 

c~nh tranh 

*Dai bao cao: 0.3-6.0 ng/dL 
H6a ch~t 

*Thanh phdn: 

Quy 

each 

2x50 

l>O'n 

vj 

tfnh 

SB 

hr(}'ng 

dinh ltrQng 

Free 

Thyroxine 

- Ra: vi h~t thu~n tu dugc phu v&i streptavidin 

trong d~1n TRIS cung chdt bao quan. 

Test/h H9p 6 

- Rb: Lien hgp khang the don dong ( chu9t) 

khang T 4 - alkaline phosphatase trong d~m MES 

cung chdt bao quan. 

- Re: T4 g~n biotin trong d~m PBS v&i chdt bao 

quan. 

*Hoa chM xet nghi~n1 dinh lugng thyroid

stimulating hormone (TSH) trong huySt thanh 

nguoi. 

Thyroid- *Nguyen ly do: xet nghi~rr1 sandwich 2 diSn1 

Sti111ulatin *Dai bao cao: 0.005-100 µIU /tnL 

9P 

2x50 

g *Thanh phAn: Test/h H9p 6 

Honnone •· Ra: Cac vi h~t thu~n tu duqc phu v&i khang thS 9p 

(CLIA) don dong ( chu9t) khang TSH trong d~m MES 

vai ch~t bao quan. 

- Rb: Lien hqp khang th~ khang TSH - alkaline 

phosphatase trong d~m MES voi chM bao quan 

Chftt *H6a chdt hi~u chuAn cho xet nghi~m djnh lugng 

chufrn cho free thyroxine (FT4) 

xet 

nghi~m 

Free T4 

Chat 

*Quy each : CO: 1 x2.0 mL/19; Cl: 1 x2.0 mL/19 ; 3x2tnl H9p 

C2: 1 x2.0 mL/19 

* Thanh phdn: FT4 tf>ng hqp 6· 3 muc n&ng de) 

*H6a chdt hi~u chuan cho xet ~1ghi~m dinh hr()'llg 3x2ml H9p 1 

I 

.___ __ _. ____ _.__ ______________________ -- -
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chu§n cho total triiodothyronine (T3) 

xet "'Quy each : CO: 1 x2.0 mL/19; C 1: 1 x2.0 mL/19 ; 

nghi~m C2: 1 x2.0 mL/19 

Total T3 + Thanh phdn: T3 t8ng hqp o 3 m(rc n8ng d◊ 

•H6a ch t hTeu chuAn cho xet nghi~m djnh luqng 

Ch~t thyroid-stitnulating horrnone (TSH) 

chu§n cho "'Quy each : CO: 1 x2.0 mL/19; Cl: 1 x2.0 mL/19; 

----------

xet C2: 1 x2.0 mL/19 3x2m1 H9p 1 

nghi~n1 

TSH 

H6a chat 

.ki~1n 

chuAn 1nuc 

th~p cho 

*Thanh phdn: 

CO: d~m albumin huyet thanh bo (BSA), C 1,C2: 

TSH a 2 muc n6ng d(). 

*Hoa chAt kiSm chuftn muc thftp cho cac xet 

nghi~m FT3, FT4, T3, T4, TSH,Tg 

cac xet * Quy each: 3x5 mL/h9p 

nghi~n1 *Thanh phfin: cac ch!t FT3, FT4, T3, T4, TSH, 

FT3, FT4, Tg. 

T3, T4, 

TSH,Tg 

Cuvette 

phan ung 

Ca chat 

dung cho 

xet 
nghi~m 

miSn djch 

*Cuvette phan ung dtmg cho may CL-900i, 

1 OOOi, 1200i 

*Quy each: 21 *2*88/thung (M6i thung c6 21 

h9p, m6i hQp c6 2 khay, m6i khay c6 88 cuvette) 

*Thu6c thu dung cho cac may xet nghi~n1 mi~n 

djch h6a phat quang dong CL cua Mindray 

*Thanh phful: Dung djch d~m ch(ra AMPPD, 
, , ' 

chat huynh quang va chat ho~t d(mg be m~t. 

*Wash Buffer la dung djch dung cho may xet 
Dung djch 

nghi~m mi~n djch cac dong CL cua Mindray. 
' , ' 

*Thanh phan: f)~m Tris, chat ho~t d9ng be m~t, d~m nia 
I 

h~thong 
chfit bao quan 

*Dung djch nia, lam s~ch kirn hut b~nh pham/ 

Dung dich h6a chftt, mixer va cuvettes ciia may xet nghi~rr1 

rira ddu 

kin1 

* Quy each: I lit/chai 

*Thanh phdn: KOH, chJt ho?t d9ng b~ n1~t 

khong ion, chfit ho~t d9ng b~ n1?t polyanionic, 

3x5ml H(>p 1 

(2lx2 

x88)/t Thung 2 

hung 

75 

mlx4 

10 

H9p 3 

L/thu Thung 3 

ng 

I 

L/chai 
Chai l 

Ill 

-
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ch!t d~m va chAt dn dinll. 

* H6a chfit xet nghi~m djnh lttgng total 

triiodothyronine (T3) trong huy~t thanh nguoi. 

*Nguyen ly do: xet nghi~m mi~n dich lien k8t 

c~ tranh 

* Dai bao cao: 0.2 ng/mL-8.0 ng/mL 

Total 
*Thanh phfui: 

Triiodothy 
- Ra: Vi h?t thu~ tu dugc phu v6i streptavidin 2x50 

11 tron~ dcm HEPES v6i ch!t bao quan Test/h H{>p 6 . 
rornne . 

- Rb: Lien hgp khang th~ don dong {chu{>t) " 

(CLIA) 
QP 

khang T3 - alkaline phosphatase trong d~m MES 
. 

v6i chit bao quan 
. 
' 

, , 

- Re: T3 gan biotin trong d~n1 PBS v6i chat bao 
. quan 

- Rd: 8-Anilino-1-Napthalenesulfonic Acid 
, 

(ANS) rang d~m MES v6i chat bao quan 
, 

H6a chat HEMOSTAT THROMBOPLASTJN-
I 

SI (PT-SI) dung d8 xac dinh Prothron1bin Titne 

' (PT) bang phuong phap thu cong ho~c tµ d{>ng. 

PT-SI c6 thS duqc su d\mg d~ xet nghi~m cac 
, , 

Heino stat 
yeu to dong mau trong cac con duong dong mau 

12 Thrombop 
ngo?i sinh va con duong c.hung. 

6x2ml HQp 19 
Thanh phful gc31n c6: 

lastin-SI 
- Hoa chAt Thromboplastin ( d?Qg dong kho) 

chua Chi8t xu!t nao tho > I 0%, Sodiu1n azide < 

0,01% 

- D~m CaC12 chua Sodium azide < 0,0 I% 

09 6n djnh: 12 ngay 6 2-8°C, 1 ngay 6 20-25°C. 

Dung djch Wash Solution dung de lam s?ch kim 

hut nhAm ngan ngira nhiSm cheo tren may 

HumaClot Pro. 

Dung djch 
Quy each: 5 x 15 rnl. 

5xl5 
Thanh ph§n cua Wash Solution: H9p 16 

13 
• ml nra 

- Buffered Salt Solution 

- Imidazole O. lmol/l 

- HCl 0.1 n1ol/l 

- Detergent 0.02% -
5xl5 H<)p 7 ·- Dung djch HutnaClot Pro - Cleaner dung de lain 

14 Dung clich 



. s~ch thucmg xuyen tr~m rua, 6ng thai, kim hut va 1111 rua 

born chdt thai cua may phan ti~h dong mau 
. 

Hurn~Clot Pro, lam giam nguy CO' lay nhi~m v~t 

Heu sinh hQC. 

Quy each: 5 x 15 t:n l. Thanh phftn: Aque9us . 

Solution 

BQ h6a chat xet nghi~m aPTI sir d\lng chit ho~t 

h6a axit Ellagic, dung d~ xac djnh thoi gian 

Thromboplastin m<)t ph§n ho~t h6a ( aPTf) bing 

Hoa ch§t 
phuong phap thu cong va tv d9ng. 

Thanh ph§n g6m c6: 
dung cho , , 

- Hoa chat l (6x4ml): H6a chat aPIT-EL: 
15 may xct 6x4ml H{>p 12 

Cephalin nao tho < 1.0%, ellagic acid, sodiwn 
nghi~1n 

azide < 0,01 %; 
dong mau 

- H6a ch!t 2 (6x4ml): Dung dich CaCl2 0,02 

mol/1, sodiun1 azide < 0,01 %, mu6i va chdt fin 

djnh. 

E>Q fin dinh 14 ngay 6 2-8°C, 7 ngay 6 20-25°C. 

Hoa ch~t xet nghiem Fibrinogen dung xac dinh 
, ' 

Fibrinogen trong huyet tuong bang phuong phap 

thu cong va tv d9ng. 

Thanh phdn g6m co: 

- H6a chit Fibrinogen d~ng dong kho 5x2ml, 

, 
Hoa chat 

thanh ph~n: thrombin nguoi 80 - 100 IU/ml, 

dung cho 
sodium azide < 0,0 I%. 

- Dung djch d~m Imidazole Buffered Saline 
16 may xet 5x2ml H{>p 16 

' Ix 1 00mL, pH 7 .4 ± 0.2, tha.nh phan: imidazole 
nghiem 

0,05mol/l, d~m va chdt fin dinh. 
dong mau 

- ChAt chuful: Fibrinogen huy~t tuong tham chiBu 

( d~g dong kho) 2x 1 mL, thanh ph§n: huyet 

tuang nguoi, sodium azide < 0,01 %. 

Khi duqc bao quan 6 2-8 °C, IQ chua m6 se bn 
, , 

djnh cho den het h~ sir d\lng. Sau hoan nguyen 

h6a ch!t 6n dinh 7 ngay 6 2-8°C. 

Cuvette su 
6xl0x 

17 
dl)ng cho Cuvet dung cho may xet nghi~1n dong mau t\l 

HQp 4 32/hQ 
n1ay xet d9ng HutnaClot Pro 

I nghi¢m 
p 

I 
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dong mau 

tµ d9ng 
-----------------------4--------------l 

V~t li~u 

ki~m soat 

cac xet 

11ghi~n1 

do11g1nau 

muc binh 

thuang 

V~t li?u 

ki~1n soat 

cac xet 

nghi~n1 

H6a chAt ki81n chuAn, dung de theo d~i hieu sudt 

cac xet nghi~m d6ng 111au thuong quy muc blnh 

thuang. 

I-l9p 6x 11nl g6m c6: I-Iuy~t tuang nguoi d~ng 

dong Imo, sodium azide < 0.01 % . 

I-I6a chdt ki~m chufu1, dung d8 theo doi hi~u su§.t 

cac xet nghi~m dong mau thucmg quy mtrc bftt 

thuang. 

dong 1nau H9p 6xlml g6m c6: I-IuySt tuang nguai d?ng 

n1uc bfit 

thuang 

Chftt hi~u 

dong kho, sodiun1 azide < 0.01 % . 

Hoa chat hi~u chu§n, dugc sfr d\lng d~ hi~u 
? ? 

chuan cac xet nghi~1n de phan tich Prothrombin 

chu~n xet Time (PT) va Antithro1nbin. 

nghi?m H(>p 4xln1l (d?ng dong kho) Calibrator chua: 

dong mau M~u g9p huySt tuang nguai, sodium azide < 

0.01% 

V~t li?u 

ki~m soat V~t li?u kiSm soat ch~t ltrQ'llg xet nghi?m C -

ch§.t hrqng reactive protein (CRP) m(rc thdp. 

xet Thanh phftn chinh: 

nghi~m Dung djch pha loang c.ua huySt tuang nguoi va 

dinh I uqng dich mang ph6i chua CRP v6i dung <lich mubi 

C - d~m phosphate. Chftt bao quan 0,095% natri 

Reactive 

Protein 

(CRP) 

m.uc thilp 

Vat lieu . . 

azide. 

San phAm c6 xudt xu thuc)c cac nu6c 07 

Tieu chuftn ch!t lugng ISO 13485:2016 

V~t li~u kiSm soat chfit lugng xet nghi~m C -

ki~m soat reactive protein (CRP) muc cao. 

chclt lugng Thanh phdn chinh: 

6xlml H¢p 1 

6xlm.l H9p I 

4xlml H9p 1 

lxln1l LQ 1 

lxlml LQ 1 

JI 
( 

l 
N 



-
Dung dich pha loi:lng ci1a huy~t tuong ngtroi va xet 

nghi~n1 di ch mang phfli chua CRP v6i dung dich mu6i 

dinh luqng d~n1 phosphate. Chfit bao quan 0,095%> natri 

C- azide. 

Reactive San phAm c6 xuAt xu thuOc cac nu6c 07 

Protein Ti8u chuAn chAt ltrQ'ng ISO 13485:2016 

(CRP) 

nni·c cao 
·-- --- --

B6ng den 

halogen ' -

dung cha 

may xet 
Bong den cha may xet nghi~m sinh h6a 1 

23 nghi~1n Cai 1 , 
12V/20W chiec 

Sinh h6a 

tµ d9ng 

Pictus 700 

12V -20W 

V ~t li~u dfii clnrng dong kho d\ra tren huy~t 

tuong nguai, da duqc khu fibrin cho cac d~i 

luqng do sau: 

V?t li~u Total Acid Phosphatase, Non-Prostatic 
. 

kiein soat Phosphatase, Albumin, Alk. Phosphatase, 

xet ALT/GPT, a-Amylase, a-Amylase pancreatic, 

nghi~m AST/GOT, Bilirubin total, Bilirubin direct, 

24 dinh lugng Calcium, Cholesterol total, HDL-Cholesterol, 5ml L9 2 

xet LDL-Cholesterol, Cholinesterase, CK-MB, CK-

nghi~m NAC, Copper, Creatinine, Glucose, GOT, Iron, 

sinh h6a Lactate, LDH-P, LDI-I-L, Lipase, Magnesium, 

muc 1 Phosphate Inorganic, Protein Total, 

Triglycerides, Uric Acid, lJrea, Zn. 

San phAm c6 xufit xu thu(>c cac nu6c G 7 

Tieu chudn chfit lu9ng ISO 13485:2016 
1-------

Ch~t hi~u Huyet thanh hi~u chufin-·dong kllo dva tren huyet 

chu~n xet thanh nguoi duqc su: d\,lng d'~ hi~u chudn cac chi 

nghi~1n ' so sinh h6a: 
25 5ml L9 3 

dinh luqng Total Acid Phosphatase, Non-Prostatic, 

xet Albumin, Alk. Phosphatase, ALT/GPT, a-

nghi~m Amylase, a-Amylase pancreatic, AST/GOT, 
-



sinh hoa. Bilirubin total, Bilinibin direct, Calcium, 

Cholesterol total, Cholinesterase, CK-NAC, CK-

MB, Creatinine, Copper, Iron, Glucose, GGT, 

flDL-C, LDL-C, Lactate, LDH-P, LDH-L, 

Lipase, Magnesium, Phosphate Inorganic, 

Protein Total, Triglycerides, Uric Acid, Urea, 

Zinc. 

San phfun c6 xuAt XU thUQC cac nuoc 07 

Tieu chufui chAt luQ11g ISO 13485:2016 

Phuong phap DCA 

Bu6c s6ng 546 nm (540 - 560 run) 

Duong quang 1 crn 

Ph~m vi do tir 0,1 - 10 mg/ dL 

Gi6i h~n phat hi~n thAp hon la 0, 1 mg/dL. 
, 

Thuocthu ' Thanh phan chinh: 

xet RI: EDTA-Na2 0.1 mmol/L 

·26 rtghi~m NaCl 150 mmol/L. 

Bilirubin Sulfamic acid 100 mmol/L 
. . 

direct R2: 2,4-Dichlorophenyl-diazonium salt 0.5 

mmol/L 

HCI 900 m1nol/L 

EDTA-Na2 0.13 mmol/L . 

. San phfun c6 xudt xu thu<)c cac nu6c G 7 
• • Tieu chuan chat luqng ISO 13485:2016 

--,_ ___ -
Phuong phap: DCA 

Phc;un vi do tir 0, 1 - 30 n1g/dL 
, 

Gi6i ht;U1 phat hi¢n thap hem la 0,07 mg/dL. 
. 

Thuocthu Thanh phdn chinh: 

xct RI: Phosphate buffer 50 1nn1ol/L 

27 nghi~m NaCl 150 mmol/L 

Bilirubin R2: 2,4-Dichlorophenyl-diazonium salt 5 

total mmol/L 

HCl 130 1nmol/L 

San ph,m c6 xudt xfr thu¢c cac nu6c G7 

Tieu chuful ch§t lugng ISO 13485:2016 
;. 

Thuoc thtr Phuong phap: Uricase-PAP 

28 ch~n Ph~n1 vi do: 0.2 -- 20.0 n1g/dl ( 11. 9 - 1190 

luc;mg Uric µmol/1) 

RI: 

3x50 

ml 

R2: 

3xl0 

n1l 

I 

RI: 

3x65 

ml 

R2: 

3xl4 

ml 

. 

4x65 

ml 

H<)p 1 

HQp 1 

Hop 4 

' 

-

-N -· 
' J l 

E 
e 

\ 

u 



29 

30 

acid 

Ch§.t hi~u 
, 

chuan xet 

nghi~m 

Gi6·i h~n phat hi~n: 0,2 1ng/dl o.·,l,"9-:-:µ=m=-
0

-;-;11~1)--~------.---,------. 

Thanh ph§n chinh: 

Phosphate buffer pH 7.4 50 mn1ol/l 

DHBSA * 4 1n1nol/l 

Uricase 60 U/1 

POD 660 U/1 

4 .. Aminoantipyrine 1 tnr.nol/1 

Preservative 

* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid 

Standard: 

Uric acid 6 mg/dl (356.9. µmol/1) 

San phAm c6 xudt xu thm)c cac nu6c G 7 

Tieu chu~.n chdt luQng ISO 13485:2016 

I , • 

Chat hi~u·· chuan xet nghi~m dinh luqng C- • 

dinl1 hrqng reactive protein (CRP) 

C-

reactive 

prqtein 

(CRP) 

V~t li~u 
• 

kiem soat 

xet 

nghi~m 

I 

San phfun c6 xuAt XU thUQC cac nu6c G7 
. . . ., , . 

Tieu chuan chat lugng ISO 13485:2016 

, . , 

V~t li~u kiem:soat chat ltrc;mg xet nghi~m HbAlc 

thanh ph§.rt chinh: l!uySt thanh nguai. D<;tng 

dong kho. 
• I 

San pham c6 xuat XU thu¢c cac nu6c G7 
dinh luqng . , 

Tieu chuan chat luqng ISO 13485:2016 
HbAlc 

5xlml H9p 

L: 

lx0.5 

ml 

I-I: 

lx0.5 I 
ml 

H9p 

1 

1 

--~--~---+----------------------~----l----~---~ 
Chat hj~u 

31 

32 

chufin ch~t I Ch!t hi~u chudn xet nghi~m dinh lu9·ng HbA 1 c. 
\ I 

luqng xet Thanh phan chinh: Huyet thanh nguai. 

nghi~m San phAm c6 xu!t xu thm)c cac nu6c 07 

dinh luqng Tieu chu§n chdt luQ'Ilg ISO 13485:2016 

1-IbAlc 

Bong den 

dung cho 

may xet 

nghi~rn 

sinh hoa 

Thong s6 ky thu~t: 

Di~n ap danh nghTa: 12,0 V 

Cong sufit danh nghTa: 20,00 W 

Duong kfnh: 9,5 mn1 

Chi€u dai: 30,0 rnm 

4x0.5 

n1l 

1 

chiSc 

H9p 1 

ChiSc 2 

--·--~------·-'-----------------·--·-------- ___ __1_ ___ -1-----

it 

r , 

-



M400 Chieu dai tfun den (LCL): 19,5 mm I 

Chi@u dai day t6c: 1,90 n1m 

Truong dtrqc chi~u sang: 1,9*2,0 mm2 

Duong kinh day t6c: 2,0 n1m 

Tu&i thQ: 3000 gio 

I Duong k{nh v6 den t8i thi~u: 9 mm 

Di~u chinh do sang: C6 

Vi tri d6t: s90 I 

San phdm c6 xudt xu thu9c cac nu6c G7 
. , 

Tieu chuan chat ltrQ'ng ISO 13485:2016 

Cuvette 

phan ung 
Cuvette cho bu6ng rua may sinh hoa 

d1mg cho 
Lo~i nhµa: PC/ PS 

6 
33 may xet thanh/ B9 1 

San phfun c6 xudt xu thu{>c cac nu6c G7 
nghi~m . , bQ 

'.rieu chuan chat hrQ'ng ISO 13485 :20 I 6 
sinh hoa 

M400 

Phuong phap: ChOD-P AP (Cholesterol 

oxidase/peoxidase) 

Ph~m vi: 3-800 mg/dl (0.08-20.7 mmol/1) 

Gi6i h~n phat hi~n: 3 mg/di (0,08 mmol/1) 
• 

Thanh phan chinh: 

Thu6c thir RI: Pipes buffer, pH 6.9 90 mmol/1 

xet Phenol 26 mmol/l 
6x65 

34 nghi~m Cholesterol oxidase 200 U/1 Hop 5 
ml 

Cholestero Cholesterol esterase 300 U/1 

1 Peroxidase 1250 U/1 

4-Aminoantipyrine 0.4 mmol/1 

R2: Cholesterol Standard 200 mg/di 

(5. l 7mmol/l) 

San ph!m c6 xuAt xir thu(lc cac nu6c G7 
J 

t , 

Tieu chuan chat lu9ng ISO 13485:2016 

Phuong phap: Jaffe Rl: 
' Thuocthir 

Ph~ vi do: 0.2- 15 mg/dL (18 -1330 µmol/L) 4x66 
xet , 

Gi6i h~n phat hi~n thap han la 0,2 mg/dL ( 17, 7 nil 
35 nghi~tn Hc)p 5 

µmol/L) R2: 
dinh hrqng 

Thanh phfin chinh: 4xl6 
Creatinine 

RI: Sodiu1n hydroxide 0.2 mol/L n1l 



~--....-----r:R::::-:2-;..-:-;:P;:-;-ic~r.i;--::-c-:a~ci:;--d -;-20;-;-::m:-:m::o:ilii/r-:

Standard: 2 mg/dL (177 ~ttnol/L) 

San phfun c6 xu!t xt'r thu¢c cac ntr6c 07 

Tieu chu§n cht1t ltrQ'llg ISO 13485:2016 

-·--- ------ Ph~n, vi do:0-14 mg/dL --

Gioi h~1 phat hi~n: 0.013 1ng/dL 

Thu6c thti· 
Thanh phAn chfnh: 

Latex 
Xt5t 

Glycine buffer (pH 8.42) Rl: 
nghi~lll 

Rabbit anti-hu1nan CRP sensitized latex (0.20%). 2x25 

36 

37 

dinh ltro11g 

C-

reactive 

protein 

(CRP) 

Thu6cthir 

xet 

Sodium azide (0.95 g/L) 

Buffer 

Sodium chloride (9 g/L) 

Detergent (0.1 %) 

Sodium azide (0.95 g/L) 

San phfun c6 xu§.t xu thu9c cac nu6c 07 

Tieu chufui chAt luqng ISO 13485:2016 

Phuong phap: GOD-PAP (Glucose oxidase/ 

peroxidase) 

Ph~ vi do: Phuang phap di8m cu6i tuy~n tinh 

len dSn 400 mg /dl (22.2 mmol/1). Phuong phap 

d9ng h9c len dSn 700 mg /di (38.9 mmol/1). 

Gi6i h~n phat hi~n: 2 1ng/dl 

Thanh phful chinh: 

Phosphate buffer, pH 7.5 0.1 1nol/l 
dinh lugng 

Phenol 7.5 mmol/1 

nghi~m 

Glucose 
GOD 12000 U/1 

POD 660 Vil 

4-Amino-antipyrine 0.40 1nm.ol/l 
. , 

San pham c6 xuat xu· thm)c c.ac ntr6c G7 

Tieu chu~n chAt luqng ISO 1.3485:2016 

ml 

R2: 

2x5ml 

6x66 

ml 

H<)p 1 

H9p 18 

r----·-t-----¼---------------------+----+----+------i 

38 

Thu6cthu 

xet 

Phtrang phap: IFCC 

Ph~m vi do: 0.160 6 340nm ho~c 0.080 6 365nm 

Gi6i h~n phat hi~n: 4 U/1 ho~c 0.07 µkat/1 

nghi~m Thanh phdn chfnh: 

GOT(AST Rl: Tris buffer pH 7.8 I 00 rr1n101/l 

) L-Aspartate 200 mmol/1 

1 
LD}I 800 U/1 

I 

RI: 

6x66 

1nl 

R2: 

6x16 

n1l 

H(>p 5 

j 



---...,.--------r-M_D_H-600_U_./l--------------.-----r-----,....------. 

R.2: NADH2 0.1.8 tnmol/1 

2-Oxoglutarate 12 mmol/1 

San phdtn c6 xu~t xtr thuOc c{tc nu&c 07 

Ti~tt chuAn chfit lu<;rng ISO 13485 :20 l 6 

·- Phuong phap: !FCC ··--------· -··------

39 

40 

Thu6c tln\· 

xet 

nghi~m 

GPT(ALT 

) 

Ph~n1 vi do: 0.160 6 340 nm ho~c 0,080 6 365 

1m1 

Gi6'i h~ phat hi~n: 4 U/1 ho~c 0.07 µkat/1 

Thanh phftn chfnh: 

Rl: Tris buffer pH 7.8 100 mmol/1 

L-Alanine 500 mmol/1 

LDH 1200 U/1 

R2: NADH2 0.18 mm.ol/1 

2-Oxoglutarate 15 mmol/1 

San phfun c6 xudt xu thu9c cac nu6c G7 
? , 

Tieu chuan chat hrqng ISO 13485:2016 

Phuang phap: Xet nghi~m mi~n djch do d9 d\lc 

Ph?m vi do: 0-15 % 
, ? 

N guoi khong mac B~nh tieu duong: < 6 % 
? 

B~nh nhan tieu duong: < 7 % 

Thanh phftn chfnh: 
, 

Thuoc thir HbAlc Reagent RI 

xet Latex. 

nghi~m Natri axit (0.95 g/L). 

djnh I uqng HbA 1 c Reagent R2 
? ? 

FibA 1 c Phuc hqp khang the, khang the don dong khang 
r I I 't 

huyet sac to nguai Ale cua chu(H va khang the 

IgG khang chu(>t. 

Chdt 6n dinh. . 
San phdm c6 xudt xu thu9c cac nu6c G7 

Tieu chudn chdt luc;rng ISO 13485:2016 

Rl: 

6x66 

ml 

R2: 

6x16 

ml 

RI: 

4x20 

ml 

R2: 

2xl0 

tnl 

Lysin 

o· o• 

2x100 

ml 

'------------'--·-------·-_________ ...___ 

I-l9p 

I-l9p 

-· 

5 

5 

---

~\ 
-5,: 

f 
;,~ 
~I 

f 



-

Thu6cthrr 

xet 

41 
nghi~rn 

dinh lu·9ng 

Triglyceri 

de 

, 
Thuocthu 

xet 

42 nghi~m 

dinh luQ'Ilg 

Urea 

Hoa ch!t 

dung cho 

43 may phan 

tich huy~t 

hQC 

-

--·· ---Phuong phap: GPO" p AP (Glycerol phosphate 

oxidase/peroxiduse) 

Ph~un vi do: 3-1000 1 n 

n 

g/dl (0,05 - 11,4 mmol/1) 

Gioi h~n phnt hi¢n: 3 1g / dl (0,05 mmol/1) 

Thanh phdn chf nh: 

Pipes buffer pH 7.8 5 0 1nrnol/l 

P"Chlorophenol 2 m ol/1 m 

0 

u 
Lipoprotein lipase 15 000 U/1 

Glycerolkinase 800 /1 

Glycerol " 3 " P" oxid a se 4000 U/1 

Peroxidase 440 U/l 

4"Aminoantipyrine 0. 7 mmol/1 

ATP 0.3mmol/1 

Mg2+ 40 mmol/1 

1 Na"cholat 0.20 mmo· /1 

Potassium" Hexacyan ferrat(II) 1 µmol/1 0 

t San phdm c6 xu§.t XU hu9c cac nu6c G 7 

Tieu chuful ch§.t hrQ'Il g ISO 13485:2016 

Phuang phap: UV ki n etic 
, 

Phc;tm vi do: 5"400 m /dl (0,83 den 66,4 mmol/1) g 

Gi6i h?n phat hi~n: 5 m g/dl (0,83 mmol/1) 
' Thanh phan chinh: . 

R 1 : TRIS buffer pH 7 .8 50 mmol/1 

GLDH > 0.80 U/1 

Urease > 12 U/ml 

R2: TRIS* buffer pH 9.6 100 mmol/1 

2-oxoglutarate 8.3 mm ol/1 

NADH > 0.23 1n1nol/ I 

t 

g 

San phA1n c6 xu!t xu hu9c cac rn.r6c 07 
• , 

Tieu chuan chat ltrgn ISO 13485:2016 

Thanh phfin chinh: 

Sodium chloride < 0. 

Potassium chloride < 

o/c, 9 

0 .1% 

Buffer< 0.3% 

Preservative < 0. 1 % 

San phdm c6 xudt xu hu(k cac nu6c G7 

Tieu chudn chfit lugn ISO 13485:2016 
-
C9ngk toan: 43 111~t hang 

t 

g 

l 
-

-· 

---- 17 

6x65 
H(>p 6 

ml 

RI: 

4x66 

1111 
H9p 5 I 

R2: 

4x16 

tnl 

20L Thung 85 

·--
~ 

V 
y 
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