SG Y TE TINH LAO CAI CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM Y TE Dboc 14p - Tw do - Hanh phuc
KHU VUC LUC YEN
S6: 7 /TM-TTYT Luc Yeén, ngay 11 thang 08 nam 2025
THU MOI BAO GIA

Vé viéc thAm dinh gia danh muc hoéa chit, sinh pham chan doin phuc vu cong
tac kham, chira bénh dot 2 nim 2025 ciia Trung tim Y té khu vwe Luc Yén.

Kinh gtri: Cac cong ty, don vi tham dinh gia tai Viét Nam.

Can cir Quyét dinh s6 286/QD-TTYT ngay 29/07/2025 cta Giam dbc Trung
tam Y té khu vuc Luc Yén vé viéc mua sim hoa chit, sinh phém chan doéan phuc
vu cong tac kham, chita bénh dot 2 ndm 2025 cua Trung tam Y té khu vuc Luc
Yén;

Trung tam Y té khu vuc Luc Yén, tinh Yén Bai c6 nhu cau tiép nhan bao gia
ctia thim dinh gia danh muc hoa chét, sinh phém chan doan phuc vu cong tac kham,
chira bénh dot 2 nam 2025 cua Trung tAm Y té khu vuc Luc Yén, véi ndi dung cu
thé nhu sau:

I. Thong tin ciia don vi yéu cau bio gia

1. Pon vi yéu cau bao gia: TRUNG TAM Y TE KHU VUC LUC YEN
Dia chi: Thon 9, xa Luc Yén, tinh Lao Cai.

2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bao gia:
Ong: Haa Ngoc Huy Chure vu: Truong Khoa Duoc
SPT: 02163848008 Email: duocttytly@gmail.com

3. Cach thurc tiép nhan bao gia:

- Nhan truc tiép tai dia chi: Khoa Dugc - Trung tam Y té khu vuc Luc
Yén, Thon 9, x4 Luc Yén, tinh Lao Cai, déng thoi nhan qua email:
duocttytly@gmail.com.

4. Thoi han tiép nhan bao gia: Trude 17h ngay 14 thang 08 nam 2025.
Céc bao gia nhan dugc sau thoi diém néu trén s& khong duoc xem xét.
I1. N§i dung yéu ciu bao gia:

1. Danh muc hoa chit, sinh phadm dé nghi tham dinh gia (chi tiét tai phu luc kém
theo).



2. Ho so bao gia bao gdm céc tai liéu sau:
- Béo gia ctia don vi tham dinh gia.
- Ho so ning luc cua don vi tham dinh gia.
R4t mong nhan duoc su quan tim, hop tac ctia cac Nha cung cap.

Xin chan thanh cam on./.

Not nhdn: . GIAM DOC
- Nhur trén;

- Luu VT, KD.

TRUNG LAM
YTE

Tran Trung Thanh
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I | Phan 1: Héa chat xét nghiém sinh héa (Yéu ciu sir dung dwoc trén May phén tich sinh hoa tw dong CA-430A)
1. Thanh phén chinh:
Hoa chat dinh luon - (R1): 154 mmol/L NaCl; 230 mmol/L HCI; Surfactants
1 Bilirubin t(;éln h:?mg - (R2): 153 mmol/L HCI; 5 mmol/L 2,4 dichlorophenyldiazonium salt; Surfactant. mL 375
P 2. St dung cho may x¢t nghiém sinh hoa CA-430A
3. Dat ti€u chuan chat lugng ISO 13485
1. Thanh phan chinh:
- (R1): Buffer (pH 1.20 at 25°C); 0.1 mmol/L EDTA-Na2; 154 mmol/L NaCl; 100 mmol/L
Hoa chat dinh luon Sulfamic acid
2 Bilirubin truc tiér & - (R2): Buffer (pH 0.50 at 25°C); 0.5 mmol/L 2,4 dichlorophenyldiazonium salt; 0.9 mol/L HCI; mL 375
Hbi He HEp 0.13 mmol/L EDTA-Na2
2. Su dung cho may xét nghiém sinh hoa CA-430A
3. Dat ti€u chuan chat lugng ISO 13485
1. Thanh phan chinh: 31.9 mmol/L sodium potassium tartrate; 12.0 mmol/L copper sulfate
, o . pentahydrate; 30.1 mmol/L potassium iodide; 0.20 mol/L sodium hydroxide
3| Hoa chat dinh lugng Protein |5 gy ung cho may xét nghiém sinh hoa CA-430A mL | 509
3. Dat ti€u chuan chat lugng ISO 13485
) 1. Thanh phan chinh: Acetate Buffer (pH 4.2 at 25°C); ~ 0.39 mmol/L Bromocresol Green (BCG);
4 Hoéa chat dinh luong Surfactant mL
Albumin 2. Sir dung cho may xét nghiém sinh hoa CA-430A 500

3. Pat tiéu chuan chat luong ISO 13485




Pon

ST Tén hang hoa Yéu ciu vé tinh ning/yéu ciu k§ thuit co ban vi S0 Gh,l
T , lwgng | chu
tinh
1. Thanh phén chinh:
- (R1): 0.5 mmol/L 4-Aminoantipyrin; 1.2 U/mL Cholesterol oxidase; Cholesterol esterase;
) Peroxidase; Detergent 1; S0mmol/L Good’s buffer (pH 6.3)

5 | Héa chat dinh lugng LDL-C | - (R2): 1.0 mmol/L N,N-bis-(4-sulfobutyl)- m-toluidine disodium (DSBmT); Detergent 2; mL 640
50mmol/L Good’s buffer (pH 6.3)
2. St dung cho may xét nghiém sinh hoa CA-430A
3. Pat ti€u chuan chat lugng ISO 13485
1. Thanh phan chinh:
- (R1): N, N-bis (4-sulfobutyl)-m-toluidine disodium (DSBmT); Cholesterol oxidase (microbial

, L, as _~ | origin); Peroxidase

6 | Hoa chatdinh lugng HDL-C | _ (R2): 4-Aminoantipyrine; Cholesterol esterase; Surfactant mL 640
2. St dung cho may xét nghiém sinh hoa CA-430A
3. Dat ti€u chuan chat luong ISO 13485
1. Thanh phén chinh:
- (R1): 100 mmol/L buffer (pH 8.2 at 25°C); 150 mmol/L glycylglycine;

7 | Hoa chét do hoat d6 GGT - (R2): 25 mmo.l/'L buffer (pH 6.0 at 25°C); 25 mmol/L L-y-glutamyl-3-carboxy-4-nitroanilide mL
(Glupa-C); Stabilizer 240
2. Su dung cho may xét nghiém sinh hoa CA-430A
3. Dat ti€u chuan chat lugng ISO 13485
1. Thanh phén chinh:
- (R1): buffer (pH 6.0), 60 mmol/L Imidazole, 27 mmol/L glucose, 27 mmol/L NAC, 14 mmol/L

) magnesium acetate, 2 mmol/L. EDTA-Na2, 2.7 mmol/L NADP, >5 KU/L hexokinase (yeast)

8 | Hoa chat do hoat 4o CK nac | - (R2): 160 mmol/L Imidazole, 11 mmol/L. ADP, 28 mmol/L AMP, 55 pmol/L Ap5A, >14KU/L mL 125
G-6- PDH (microbial), 2 mmol/L EDTA-Na2, 160 mmol/L creatine phosphate
2. St dung cho may xét nghiém sinh hoa CA-430A
3. Pat ti€u chuan chat lugng ISO 13485
1. Thanh phan chinh:
- (R1): Imidazole buffer, pH 6,1 125 mmol/l; Glucose 25 mmol/l; Magnesium acetate 12,5 mmol/l;
EDTA 2 mmol/l; N-acetyl-L-cysteine 25 mmol/l; NADP 2,4 mmol/l; Hexokinase > 6,8 U/ml

, £ R - (R2): Imidazole buffer, pH 8,9 125 mmol/l; ADP 15,2 mmol/l; D-glukoso-6-phosphate-
9 | Héa chat do hoat 46 CK-MB dehydrogenase > 8,8 U/ml; Creatine phosphate 250 mmol/l; AMP 25 mmol/l; Diadenosine mL 110

pentaphosphate 103 pmol/l
2. Su dung cho may xét nghiém sinh hoa CA-430A
3. Pat ti€u chuan chat lugng ISO 13485




Pon

ST Tén hang hoa Yéu ciu vé tinh ning/yéu ciu k§ thuit co ban vi S0 Gh,l
T , lwgng | chu
tinh
Chét chuén ciia xét nghiém 1. qulénh phan chi,nh: Huyét 'tAhanI} ngu'(:yi
10 do hoat d6 CK-MB 2. Su dung cho may x¢t nghiém sinh hoa CA-430A mL 12
T 3. Dat ti€u chuan chat luong ISO 13485
Hoa chit kidm tra chét lk Th:élnh pl‘r?m ‘Chi}lh: D}rqc diéu ché tir huyét thanh nguoi; chit phu gia va chiét xudt mé c6 ngudn
11 | lugng xét nghiém do hoat do £o¢ :[u neual va d?ng Yat A . mL
CK MB (mirc fhép) T 2. S dgng cho may xet nghiém sinh hoa CA-430A 20
3. Pat ti€u chuan chat lugng ISO 13485
Hoéa chat kidm tra chat 1.; Th:Elnh pl‘l’?ll’l Fhi}lh: B}ch diéu ché tir huyét thanh ngudi; chat phy gia va chiét xuat mé c6 ngudn
12 | lugng xét nghiém do hoat do goc tir ngudi va dong vat . . mL
CK MB (mirc (;ao) © 7 | 2. Su dung cho may xet nghiém sinh hoa CA-430A 20
3. Dat ti€u chuan chat lugng ISO 13485
1. Thanh phan chinh: Huyét thanh nguoi
Kiém so4t cac thong sb: ALT-Alanine Aminotransferase (SGPT); Albumin; Alkaline Phosphatase;
Amylase; AST; Bicarbonate - Carbon Dioxide; Bilirubin — Direct; Bilirubin-Total; Calcium;
13 Huyét thanh kiém soat trong | Cholesterol-HDL; Cholesterol- LDL; Cholesterol-Total; Creatine Kinase; Creatinine; Glucose; y- mL
pham vi bénh Iy Glutamyltransferase; Iron; UIBC; LDH; Lipase; Magnesium; Phosphorus; Potassium; Protein- 60
Total; Salicylate; Sodium; Triglyceride; Urea Nitrogen; Uric Acid
2. Str dung cho may xét nghi€m sinh héa CA-430A
3. Pat tidu chuan chat luong ISO 13485
1. Thanh phan chinh: Huyét thanh ngudi
Hiéu chuén thong s6: ALT-Alanine Aminotransferase (SGPT); Albumin; Alkaline Phosphatase;
£ . 2, AST; Bicarbonate - Carbon Dioxide; Bilirubin — Direct; Bilirubin — Total; Calcium; Cholesterol;
Huyét thanh hi¢u chuan cac . . L ) _ o
14 xét nghiém sinh héa da ning Creatine Kinase; (?reatmme; (?IthOSG., y—Glutamyltransfergse; Serum Iron; LDH; Magnesium; mL 30
i Phosphorus; Protein-Total; Triglyceride; Urea (BUN); Uric Acid
2. St dung cho may xét nghi€ém sinh héa CA-430A
3. Pat tiéu chuan chit lugng ISO 13485
1. Thanh phﬁn chinh: Good's buffer 1 M; NAD > 1 Mm; ADH > 5 kU/I; Stabilizers
15 | Hoa chit dinh luong Ethanol | 2. Str dung cho méy xét nghi€m sinh hdéa CA-430A mL 180

3. Pat tiéu chuan chat luong ISO 13485
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£ ., " 1. Sir dung dé kiém soat chat lugng thudc thir Ethanol
Chat chuan cia xét nghiém . o A ,
16 dinh luone Ethanol 2. Su dung cho may x¢t nghiém sinh hoa CA-430A mL 20
i fuong 3. Dat tiéu chuan chit luong ISO 13485
1. Thanh phén chinh:
- R1: Buffer Reagent, pH 7.6; 100 mM Tris(hydroxymethyl) aminomethane
. X, 1 - R2: Antiserum Reagent, pH 7.6; Anti-human CRP goat antiserum (10%); 100 mM
17" | Hoéa chat dinh lugng CRP Tris(hydroxymethyl) aminomethane mL 400
2. Su dung cho may xét nghiém sinh hoa CA-430A
3. Dat ti€u chuan chat lugng ISO 13485
Hoa chét kiém tra xét 1. Thanh phan chinh: Human serum; Sodium azide < 0.1%
18 | nghiém dinh lugng CRP 2. Su dung cho may xét nghiém sinh hoa CA-430A mL 4
mirc thap 3. Dat ti€u chuan chat lugng ISO 13485
Ho4 chét kiém tra xét 1. Thanh phéan chinh: Human serum; Sodium azide < 0.1%
19 | nghiém dinh lugng CRP 2. Su dung cho may x¢t nghiém sinh hoa CA-430A mL 4
muc cao 3. Dat ti€u chuan chat luong ISO 13485
Hoé chat chudn xét nehiem 1. Thanh phéan chinh: 150 mM Sodium Chloride; Human CRP
20 dinh luone CRP ghie 2. Su dung cho may xét nghiém sinh hoa CA-430A mL 6
: ong 3. Pat ti€u chuan chat lugng ISO 13485
Dune dich rita hé théne mé 1. Thanh phﬁn chinh: HCOONa; Surfactant; Bacteriostat.
21 Sinhiéé P TORETAY 1 2. Sir dung cho méy xét nghiém sinh hoa CA-430A mL |5 000
3. Pat tiéu chuan chat lugng ISO 13485 '
]S?}uglgmdlcdhérrl:aéfz I‘fg;hél;lem 1. Thanh phan chinh: NaOH; Surfactant
22 |00 nf " e%te e ni 2. Str dung cho méy xét nghiém sinh hoa CA-430A mL | 0
ghiem, cuvetle may 3. Pat tidu chun chit lugng SO 13485 :
hoéa may sinh hoa
73 Bong dén str dung cho mdy | 1. Str dung cho mdy xét nghiém sinh hoa CA-430A Chiée
xét nghiém sinh hoa tu dong | 2. Dat ti€u chuan chat lugng ISO 13485 2
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II | Phidn 2: Héa chit xét nghiém huyét hoc (Yéu ciu sir dung dwoc trén May phén tich huyét hoc F580)
Thudc thit ly gidi pha v& 1: Thanh phan chinh: Dpdegyl trimethyl ammonium chloride (DTAC); 4-(2-Hydroxyethyl)-1-
1 | hdng chu méu d& dém s piperazineethanesulfonic agd (HEPES). ) mL
luone & bao bach cAu 2. Su dung tuong thich v6i may xét nghiém huyét hoc F580 28.000
ong ; 3. Dat ti€u chuan chat lugng ISO 13485
Tbuéc thur ly giai pha v 1. Thanh phéan chinh: Dodecyl trimethyl ammonium chloride (DTAC); Hydrochloric acid
2 | hong cau mau dé dinh luong | 2. Str dung tuong thich véi may xet nghiém huyét hoc F580 mL 9.500
huyét sac to 3. Pat ti€u chuan chat luong ISO 13485 ’
Thude nhudm 16 bio ding 1. T%lanh phan chlnh’: ThL}QC n,hu()r’n huyl}h quang
3 dé do & bao bach cau 2. Su dung tuong thich v6i may xét nghiém huyét hoc F580 mL 756
; 3. Pat ti€u chuan chat lugng ISO 13485
Dung dich rira may dinh ky | 1. Thanh phan chinh: Sodium hypochlorite )
4 | dung cho may phan tich 2. Su dung twong thich v6i may xét nghiém huyét hoc F580 mL 120
huyét hoc 3. bat ti€u chuan chat lugng ISO 13485
Dung dich pha loang mau 1. Thanh phan chinh: Boric acid; Sodium chloride
5 | dung cho mdy xét nghiém 2. Su dung tuong thich v6i may xét nghiém huyét hoc F580 mL 200.000
huyeét hoc 3. Dat ti€u chuan chat lugng ISO 13485 )
Vit lidu kidm soat chat I Thanh phan chinh: Mdu dong vat p
6 luone mav huvét hoe mic 1 2. Su dung tuong thich v6i may xét nghiém huyét hoc F580 mL 15
ong may fuyet hc 3. Dat tidu chuan chat luong ISO 13485
Vit lidu kidm soat chét 1. Thanh phan chinh: Mdu dong vat
7 lrone may huvét hoe mitc 2 2. Su dung twong thich v6i may xét nghiém huyét hoc F580 mL 15
ong may huyet e 3. Dat tiéu chuin chat lugng ISO 13485
8 Vat ligu kiém sodt chit é gga(;lllllnpli?rnmclhlglhi:dl:d\?;ifgz ; :(/2‘: nghiém huyét hoc F580 mL
luong may huyét hoc muire 3 ’ e 5 Y g yerhe 15

3. Dat tiéu chuén chat luong ISO 13485
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I Phin 3: Héa chit xét nghiém dong mau (Yéu ciu sir dung dwoge trén May xét nghiém dong mau ty dong RAC-
120):
) \ A r1. . A~ .. . . . o
Thudc thir xdc dinh thoi gian 1. T%lanh phan Chl}lh. Thromtjoplaftln m9 ttr ndo tho, ion canxi, sodium azide (<0,01%)
1 déng mau (Prothrombin) 2. St dung cho may xet nghiém dong mau RAC-120 mL 400
& 3. Dat tidu chuan chat luong ISO 13485
Thudc thir xdc dinh thoi gian l.A’Than’h phar} chAlnh: 0’41 IPM gx1t ellagic véi huyén phu phospholipid dugc chiét xuat tir ndo tho
L N mat nudc, chat dém, chat 6n dinh, 0,2% phenol
2 | Thromboplastin tirng phan , L A n . mL
duoc kich hoat (APTT) 2. Su dung cho may xét nghiém déng mau RAC-120 210
; ; 3. Dat tiéu chuan chat lugng ISO 13485
Chét hiéu chuin xéc dinh 1. T%lanh phan Chl}lh: },)wu c-l}e tur Arnot be, plasma dong lanh tir nguoi khoé manh.
3 che véu 16 done mau 2. St dung cho may xet nghiém dong mau RAC-120 mL 10
y & 3. Dat tidu chuan chat luong ISO 13485
4 Cuvet sir dung cho may xét | 1. Pat tiéu chuan chit luong ISO 13485 Céi
nghiém dong mau 2. Stir dung cho may xét nghi¢m dong mau RAC-120 10.000
IV | Phin 4: Héa chét xét nghiém dién giai (Yéu cau st dung dwoc trén may xét nghiém dién giai XI1-921C):
1. Thanh phan chinh:
) - (Dung dich A): Potassium chloride 4.0mmol/L; Sodium chloride 100.0mmol/L; - Sodium salt
Thuoc thfr xét nghi€ém céc 140.0mmol/L; Calcium chloride 1.0mmol/L; Water 99%
1 | thong soO dién giai K+/ Na+/ | - (Dung dich B): Potassium chloride 8.0mmol/L; Sodium chloride 70.0mmol/L; - Sodium salt mL 4.000
CI'/Ca2+/ pH 110.0mmoV/L; Calcium chloride 2.0mmol/L; Water 99% '
2. St dung cho may phan tich dién giai 5 thong s6 XI1-921C
3. Dat ti€u chuan chat luong ISO 13485
Dién cue Natri dine cho 1. Thanh phéan chinh: Sodium fluorite < 1%
2 o & 2. Stir dung cho may phan tich di¢n giai 5 thong s6 X1-921C Chiec

may xét nghiém dién giai

3. Pat tiéu chuan chét luong ISO 13485
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o . } 1. Thanh phéan chinh: Sodium fluorite < 1%
3 f:lfn dcl‘; Cgli"“de ding cho | 5" ¢ dung cho mdy phan tich dién giai 5 thong s6 X1-921C Chiée |
yaeng 3. Dat tiéu chuén cht lwgng ISO 13485
Pidn cue Canxi dimne cho 1. Thanh phéan chinh: Calcium chloride < 1% ) )
4 mév phan tich dien giéi 2. St dung cho may phan tich dién giai 5 thong s6 X1-921C Chiéc 1
yPp e 3. Dat tidu chuan chat lugng ISO 13485
Dicn cue Kali dine cho ma 1. Thanh phéan chinh: Potassium chloride < 1%
5 dion oidi & Y| 2. 80 dung cho may phan tich dién giai 5 théng s6 X1-921C Chiec 1
7 e 3. Dat tiéu chuan chat luong ISO 13485
Dune dich nan bé sune dién 1. Thanh phén chinh: Potassium chloride < 15%
6 | oo ﬁlar-n Chi-éfl’l 8| 2. S dung cho may phan tich dién giai 5 thong sb X1-921C mL 100
; 3. Dat ti€u chuan chat lugng ISO 13485
Dune dich nan bé sune dian | 1+ Thanh phan chinh: Sodium chloride < 1%
7 oue I%Ia ICl/ Hp g die 2. Su dung cho may phan tich dién giai 5 théng s6 X1-921C mL 100
: p 3. Dat tiéu chuan chat luong ISO 13485
Dune dich nap bd sune dian 1. Thanh phan chinh: Calcium chloride < 1% )
8 | oo (g:aﬁxi P 8T | 2. S dung cho may phan tich dién giai 5 thong s6 X1-921C mL 100
. 3. bat ti€u chuan chat lugng ISO 13485
Dune dich nan bd sune didn 1. Thanh phan chinh: Potassium chloride < 1% )
9 | oo 1g<aﬁ P 8T | 2. S dung cho may phan tich dién giai 5 thong sb X1-921C mL 100
. 3. bat ti€u chuan chat luong ISO 13485
Dune dich kiém tra hiu suét 1. Thanh phﬁn chinh: Potassium chloride: 5.0 £0.1mmol/L; Sodium chloride: 105.0 £2mmol/L;
10 | cia i é‘ <&t nehidm dién Sodium salt: 145.0 £2mmol/L; Calcium chloride:’1.3 +0.1mmol/L mL
o (Qy oot ghiem die 2. Sir dung cho méy phan tich dién giai 5 thong s6 X1-921C 400
P 3. bat ti€u chuan chat luong ISO 13485
. N A r1. . . . o
Dung dich vé sinh hang tudn 1. Tlﬂmnh phan chl}nh. S?du’lm hypocl}}f)rlte sAolutch)n <1%
11 L2 Ta g .. 2. Stir dung cho may phan tich di¢n giai 5 thong s6 X1-921C mL
may xét nghiém dién giai 100

3.

Pat tiéu chuan chat lwong ISO 13485
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Dung dich v¢ sinh hang
ngay may xét nghiém dién
giai

1. Thanh phéan chinh: Sodium benzoate < 2%; Methylene blue < 1%
2. Su dung cho may phan tich dién giai 5 théng s6 X1-921C
3. Dat ti€u chuan chat lugng ISO 13485

mL

400

13

Day bom may dién giai

1. Day hat mau va hoa chat may dién giai ,
2. Su dung cho may phan tich dién giai 5 thong s6 X1-921C
3. Dat ti€u chuan chat lugng ISO 13485

Chiéc

Phéin 5: Nhém sinh phiam (St dung dwoc trén may xét nghiém nwéc tiéu UC-280A)

Que thir nudc tiéu 11 thong
sO

1. Théng s thuat co ban:
- Leukocytes: indoxyl ester 0.95%; diazonium salt 0.47%mg, buffer 98.58%
- Ketone: sodium nitroprusside 15.9%, buffer 84.1%
- Nitrite: Sulfonamide 1.27%; N-(naphthyl)-ethylenediammonium dihydrochloride 0.88%, buffer
97.85%
- Urobilinogen: fast blue B salt 0.21%, buffer 99.79%
Bilirubin: 2,4-dichlorobenzene diazonium 3.98%, buffer 96.02%
Glucose: glucoseoxidase 1.23%;peroxidase 0.55%; 4-aminoantipyrine 0.02%, buffer 98.2%
Protein: tetrabromophenol blue 0.06%, buffer 99.94%
Specific Gravity: bromothymol blue 0.23%; poly(methyl vinyl ester-co-maleic acid)-sodium
9.27%, buffer 90.5%
pH: bromocresol green 0.58%; bromoxylenol blue 9.57%, buffer §9.85%
Blood: cumene hydroperoxide 49.44%; 3,3',5,5'- tetramethylbenzidine 2.81%, buffer 47.75%
Vitamin C: 2,6-dichloroindophenol sodium salt 0.48%, buffer 99.52%
St dung duge cho may xét nghiém nudc tiéu UC-280A
. Dat tiéu chuan chat luong ISO 13485

W

Que

5.000

Vit liéu ki€m soat chat
lugng xét nghiém nudc tieu

1. Théng sb thuat:

-Losd 1 (Muc 1): pH, Protein, Glucose, Blood, Ketone, Specific Gravity, Bilirubin, Urobilinogen,
Nitrite, Leukocytes, Creatinine, Calcium, Microalbumin, Ascorbic acid.

-Losb2 (Murc 2): pH, Protein, Glucose, Blood, Ketone, Specific Gravity, Bilirubin, Urobilinogen,
Nitrite, Leukocytes.

- Lo s6 3 (Mtic 3): Ascorbic acid

2. Str dung dugc cho may xét nghiém nude tiéu UC-280A

3. Pat tiéu chuan chit lugng ISO 13485

mL

48
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VI Phin 6: Nhém Héa chit ding cho may mién dich (Yéu ciu sir dung dwge trén may xét nghiém mién dich may
Access 2)
) 1.Chét liéu: Polypropylene }
1 | Giéng phan Gng 2. Su dung duge cho may xét nghiém micn dich may Access 2 Cai 10.976
3. Pat tiéu chuan ISO 13485 hoac twong duong '
1. Thanh phan: Dioxetane Lumigen PPD, Chat huynh quang
2 | Co chat phat quang 2. Su dung dugc cho may xét nghiém micn dich may Access 2 mL 7080
3. Dat ti€u chuan ISO 13485 hoac twong duong '
1. Thanh phﬁn: Dung dich mubi dém TRIS, chét hoat tinh bé madt, natri azit, khéi lugng phan ng;:
3 | Dune dich rira mé 5-chloro-2-methyl-4-isothiazolin-3-one va 2-methyl-4-isothiazolin-3-one (3:1) mL
ung ¢ Y 2. Sir dung duge cho may xét nghiém mién dich may Access 2 78.000
3. Pat ti€u chuan ISO 13485 hoac tuong duong
) 1. Thanh phﬁn gém cac loai thude thr, dinh lugng CEA
4 | Hoa chat dinh lugng CEA 2. Su dung dugc cho may xét nghiém mién dich may Access 2 Test 100
3. Pat tiéu chuan ISO 13485 hoac twong duong
) ) ) 1. Thanh phéan: Dung dich dém phosphat, protein (bo), natri azit, ProClin, Khang nguyén
5 Chat chuan cua hoa chat carcinoembryonic (nguoi) ¢ cac mirc nong do xéap xi 1, 10, 100, 500, 1000 ng/mL mL
dinh luong CEA 2. St dung dugc cho may xét nghiém micn dich may Access 2 15
3. Dat tiéu chuan ISO 13485 hoac twong duong
) 1. Thanh phan gdm cac loai thudc thir, dinh luvong TSH
6 | Hoa chat dinh lugng TSH 2. Str dung duge cho mdy xét nghiém mién dich mdy Access 2 Test 1.200
3. Pat tiéu chuan ISO 13485 hoac tuwong duong ’
) i ) 1. Thanh phﬁn: Chét nén all?umin huyét thanh b,(‘) (BSA) dém co chét hoat dong bé mit, natri azit,
7 Chat chuan cua hoa chat ProClin, hTSH ¢ cac mtc nong d6 0 uIUN/mL, xap xi 0,05; 0,3; 3; 15 va 50 pIU/mL mL
dinh lugng TSH 2. St dung dugc cho may xet nghiém mién dich may Access 2 15
3. Pat ti€u chuan ISO 13485 hoac tuong duong
y | Honcivdinn g |1 Thinh ot o e i i g Ty
Thyroglobulin - DU Gung CUe Y XL NSHIC i thay 100

3. Pat tiéu chuan ISO 13485 hoic twong duong




Pon

ST Tén hang hoa Yéu ciu vé tinh ning/yéu ciu k§ thuit co ban vi 50 Gh,l
T , lwgng | chu
tinh
1. Thanh phan: Dém HEPES, albumin huyét thanh bo (BSA), natri azid, ProClin, thyroglobulin &
£ 2 . cac murc nong d6 0 ng/mL, xap xi 1, 10, 100, 250 va 500 ng/mL
9 | Chat chudn Thyroglobulin 2. Su dung dugc cho may xét nghiém micn dich may Access 2 mL 12
3. Dat tiéu chuan ISO 13485 hoac tuong duong
Hoa chat dinh Iuon 1. Thanh phan goém céc loai thudc thir, dinh lugng Thyroxine ty do
10 Thyroxine tu do & 2. St dung dugc cho may xeét nghiém micn dich may Access 2 Test 1,200
y : 3. Pat ti€u chuan ISO 13485 hoac twong duong ‘
) i ) 1. Thanh phan: Huyét thanh nguoi, natri azit, ProClin, thyroxine & cac muc ndng do 0 ng/dL, xap
1 Chat chuan cua hoa chat xi 0,5, 1,0, 2,0, 3,0 va 6,0 ng/dL. y mL
dinh lugng Thyroxine ty do | 2. Str dung dugc cho mdy xét nghiém mién dich may Access 2 15
3. Dat ti€u chuan ISO 13485 hoac twong duong
Hoa chét dinh luon 1. Thanh phan gdm cac loai thudc thir, dinh luong Triiodothyronine toan phan
12 Triiodothvronine to% n ohin 2. Su dung dugc cho may xét nghiém micn dich may Access 2 Test 1,200
Y p 3. Dat ti€u chuan ISO 13485 hoac twong duong ’
Chét chudn cita héa chét 1. Thanh phﬁn: Huyét thanh ngudi, natri azid, Cosmocil, Triiodothyronine & cac murc ndong do 0
13 | dinh lugng Triiodothyronine ng/n}L, xap xi 0,5, 1, 2’,4 Va, 8 ng/.IP L X , mL
toan phan 2. Su dung dugc cho may xét nghiém micn dich may Access 2 24
3. Dat ti€u chuan ISO 13485 hoac twong duong
A s 1. Thanh phan gdm cac loai thudc thir, dinh lugng PhCG toan phan
14 E)Zfl C}}lg[ndmh lugng BhCG 2. Su dung dugc cho may xét nghiém mién dich may Access 2 Test 200
p 3. Dat tidu chuin ISO 13485 hodc tuong duong
1. Thanh phan: Chét liéu: Polystyrene, dung tich > 2mL, D4y hinh non.
15 | Coc dung mau 2. Sir dung dugc cho may xét nghiém mién dich may Access 2 Cai 1.000

3. Pat tiéu chuan ISO 13485 hoic twong duong

Toéng cong: 65 khoan
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