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SOY TE THANH PHO HA NOI CONG HOA XA HOI CHU NGHIA VIETNAM
BENH VIEN PK THANH TRi Déc 1ip — Tuw do — Hanh phiic |
S0: 603 /TMBG-BVDKTT , i
VA Mai béo i Goi thau so 1+ Hod chdl xél Ha Néi, ng&y //4 thang X nam 2025

nghi¢m nam 2025 - 2026

THU MOI BAO GIA

5

Kinh giri: Cic hiing san xuit, nha cung cép tai Viét Nam

Benh vién da khoa Thanh Tri ¢6 nhu cau ticp nhan béo gid dé tham khéo, xay )
dvng gia géi thau, lam co so td chirc Irra chon nha thau cho goéi thau Géi thau so 1: \

’ a'\ r . A > poo AT X o
Hoa chat xét nghiém nam 2025 - 2026, véi ndi dung cu thé nhu sau: N

I. Thong tin cia don vi yéu ciu bdo gia:
l. Pon vj yéu cau béo gia: Bénh vién da khoa Thanh Tri
Dia chi: S6 I Tu Hiép, xa Thanh Tri, Ha N§i
2. Thong tin lién hé cia ngudi chiu trach nhiém tiép nhan bdo gia:
- Ho tén: T Diéu Van
- Chuce vu: Nhén vién khoa Duoc
- S0 dién thoai: 0975883383

- Dia chi: khoa Dugc — Bénh vién da khoa Thanh Tri — s 1 Tir Hiép, xa
Thanh Tri, Ha Néi.

- Email: khoaduocthanhtri@gmail.com.

3. Céch thire tiép nhan bao gla:

- Nhan truc tiép tai dia chi: khoa Dugc — Bénh vién da khoa Thanh Tri.

- Nhan qua email: khoaduocthanhtri@gmail.com.

4. Thoi han tiép nhan bao gia: ké tur ngay ding tai dén trudc 16 gi¢ 00 ngay 29
thang 8 nam 2025.

Cac bdo gid nhdn dugc sau thoi diém néu trén s& khéng dugc xem xét.

5. Thoi han ¢4 hiéu luc cia béo gid: Téi thiéu 90 ngay, ké tir ngay 29 thang 8
nam 2025,

II. N§i dung yéu cau ciia bio gi:
I. Danh muc hang hoa:

(Danh muc hang hoa chi tiét kem theo).
2. Dia diém cung cap hang hoa:
Kho Vit tu tiéu hao — hoa chat — Bénh vién da khoa Thanh Tri - s§ 1 T
Hiép, xa Thanh Tri, Ha Noi.
3. Thoi gian giao hang dy kién: tuy theo thoi gian Hop dong ky két.
4. Dy kién vé cic diéu khoan lam {mg, thanh todn hop ddng:
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- DOong tién thanh to4n: VND.

- Phuong thirc thanh toén: Chuyén khoan.

Kinh dé nghi Quy don vj quan tam, gui béo gia kém theo Thu mai nay dén
Bénh vién da khoa Thanh Tri.

Tran trong thong bao./.

Noi nhin:

- Nhrtrén,
- Website BV da khoa Thanh Tri;

- Lwnu VT KD..
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DANH MUC GOI THAU SO 1: HOA CHAT XET NGHIEM NAM 2025 - 2026
(Kem theo Thu moi bdo gia $O: 60_2) /TMBG-BVDKTT ngay /74— thang 8 nam 2025 cua Bénh vién da khoa Thanh T ri)
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TThanh phzn, Nﬁg do

Chét thir don

Succinate pH 4.2: >75 mmol/L.
Hod chit dinh lugng  [Bromeresolgreen: > 0.15mmol/. Hop 3l 67
Albumin Brij 35 Detergent: >2g/1.

Standard : >4 g/dL

[iéu chudn chét lirgng: 1SO 13485 hodc twong duong. Quy cich: >4x100ml + >1x3ml
|chudn — - % | | -
Thanh phan, nong d§

Buffer Hepes-Buffer pH 7.1: >80mmol/L
Sodium chloride: >40mmol/L
Magnesium chloride: >8 mmol/L
a-Glucosidase: >2 KU/L Hop S G7
Sodium azide: >0.09%

Starter

Ethyliden-G7-PNP: >3 mmol/L
1 [ Tiéu chudn chit lugng: 1SO 13485 hojc trong duong. Quy cich: >2x50ml + >1x20ml | | 1 |
Thanh phan, ndng do \
Buffer ~
TRIS-Buffer Ph 7.5 (25d6C): >70.0 mmol/L 1
L-Alanine: >410.00 mmol/L.
Hoa chit dinh lugng  [LDH: > 1.7 U/mL Hop 2l 67 S
GPT (ALT) Starter =
NADH: >0.3 mmol/L

u-Ketoglutarate: >18 mmol/L

Ti¢u chuan chat lugng: 1SO 13485 hofic twong duong, Quy céch: R1: >4x100ml + > R2:
Ix80ml

“[Thanh phan, nong dj % H Lr 1
Buffer

TRIS-Buffer Ph 7.8 (300C): >80.0 mmol/L
L-Aspartate: 200.00 mmol/L

LDH: > 1.6 U/mL

MDH: > 0.5 U/mL Hop 71 G7
Starter

NADH: >0.18 mmol/L

u-Ketoglutarate: >12 mmol/L

Tiéu chudn chit lugng: 1SO 13485 hogc twong duong. Quy cich: R1: >4x100ml + R2:
>1x80ml

% ﬁThﬁnh phan, nong d¢ B I Jr |
Reagent |

Tartrate Bufer at pH 0f2.9: >100 mmol/L
Detergent

Reagent 2 Hop 5| G7
Phosphate Buffer at pH of 7.0: >10 mmol/L

Sodiummeta vanadate: 4 mmol/L

Tiéu chuan chit lugng: 1SO 13485 hojic twong duong. Quy cich: R1: >4x40ml + R2-
>4x10ml

Huyét thanh hi¢u chudn dong kho dya trén huyét thanh ngudi. Centrocal dugc ding dé
chuin trén may phan tich sinh hoa

Hiéu chuan céc chi sé: Total acid phosphatase, Non-prostatic Phosphatase, Albumin, Alk.
Hoéa chét hiéu chuin Phosphatase, ALT / GPT, a-Amylase total, a-Amylase pancreatic, AST / GOT, Bilirubin
6 [cho cdc xét nghiém  [total, Bilirubin direct, BUN. Calcium, Cholesterol total, HDL-Cholesterol, LDL- Lo 8| G7
sinh héa thudng quy  [Cholesterol, Cholinesterase, CK-NAC, Creatinine, Glucose, GGT, GLDH, , Lactate, LDH-
P, LDH-L, Lipase, Magnesium, Phosphatc inorganic,Protein total. Triglycerides, Uric Acid,
Ure

1 | Tiéu chuan chat lugng: ISO 13485 hofic twong duong. Quy céch: >1x3m | |

Hoéa chat dinh lurgng
Amylase

ro

Hoa chit dinh lugng
GOT(AST)

Ho4 chiét dinh lrong
Bilirubin truc tiép
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JTIlu,\ ¢t thanh dong khé duoc dung dé kiém tra cic gid trj mirc thudng da thong s6 dua trén
huyét thanh ngudi:
Xidc dinh cho cac thong s6 sau: Total Acid Phosphatase, Albumin, Aldolase, Alk.

£y . Phosphatase, ALT/GPT, a-Amylase total, a-Amylase pancreatic, AST/GOT, Bilirubin total,
Hoa chat Kiém chung | 07" 0 . N .
mirc 1 cho cc xét Bilirubin direct, BUN, Calcium, Chloride, Lholcstcro.l lptal. HDL-Fholcstcrol. LDL- ‘
7 nghiém sinh héa Cholesterol, Cholinesterase, CK-NAC, Copper, Creatinine, GGT, 0Iuco§e. GLDH, HBDH, Lo 16| G7
thwomg tiu)‘ lgA, 12G. 1gM, Iron, Lactate, LDH-P, LDH-L, Lipase, Lithium, Magnesium, Phosphate |

inorganic, Potassium, Sodium, Total Protein, Transferrin, Triglycerides, TIBC, Urea, Uric

Acid, Zn.
Tiéu chudn chat lugmg: 1SO 13485
Quy cich: ZIx5Sml | | |
Huy¢t thanh déng kho duge dung dé kiém tra céc gié tri mirc thudmg da thong sé dya trén
huyét thanh ngudni:
Centronorm dugc xéc dijnh cho cdc thong s6 sau: Total Acid Phosphatase, Albumin,
I16a chat kiém chimg |Aldolase, Alk. Phosphatase, ALT/GPT, a-Amylase total, «-Amylase pancreatic, AST/GOT,
mur¢ 2 cho cdc xét Bilirubin total, Bilirubin direct, BUN, Calcium, Chloride, Cholesterol total, HDL- Lo 16l G7
nghi¢m sinh hoa Cholesterol, LDL-Cholesterol, Cholinesterase, CK-NAC, Copper, Creatinine, GGT,
thudmg quy Glucose, GLDH, HBDH, IgA, IgG, I1gM, Iron, Lactate, LDH-P, LDH-L, Lipase, Lithium,
Magnesium, Phosphate inorganic, Potassium, Sodium, Total Protein, Transferrin,
Triglycerides, TIBC, Urea, Uric Acid, Zn. Tiéu chuin chit lugng: 1SO 13485 hoiic tuong :
duong. Quy cach: >1x5ml | | '

e L

Thanh phﬁn. néng do :
Chét thir don
Phosphate buffer (pH 6.5)° >30.0 mmol/L.

4-Amimnoantipyrine. > 0.25 mmol/l. f
Phenol: >25.0 mmol/l. -
Hoa chat dinh lugng  |Peroxidase: > 5.0 KU/L Ho 8l G7 '
Cholesterol toan phfm Cholesterolesterase. > 150 0 U/L P :
Cholesteroloxydase. > 1000 U/L

Sodium azide. < 001%

Standard : 200mg/dl (5. 17 mmol/)

Tiéu chuéin chét luong: ISO 13485 hodc twvong duong.
Quy cach: 2R 1: 4x100mlI+1x3ml

Thanh phin, ndng do
Thudc thir A
NaOH: >187.8 mmol/L
Phosphate: >7.5 mmol/L
Thudc thir B Hop 8 G7
Picric acid: 28.73 mmol/L
(Standard: >2mg/dl (176.8 pmol/1))
Tiéu chuan chit lugng: 1SO 13485 hojc twong duong.
Quy céach: R1: 26x67ml + R2: >6x17ml % [ A JW
Thanh phén, nong do
Buffer R1
Phosphate buffer: pH>7.43
PEG: >40g/1.
Sodium azide: 20.95 g/L
Antibody R2 Hop 151 G7
Phosphate buffer: pH > 7.43
Polyclonal goat anti-human CRP
Sodium azide: >0.95 g/L
Tiéu chuén chit lugng: ISO 13485 hojic tvong dwong. Quy cach: R1: > 2x25ml + R2:
LlelOml

9

Hoa chat djnh lugng

10 . L
Creatinin

Hoa chét dinh lugng

] CRP

0 chat Kitm ching |14,33h phin: 12 sy pha loang tir huyét twong va dich mang phéi ngudi véi dung dich mud

( ~ A
mug .2 Lh(.) Xl dém phosphate. Chat bao quan: sodium azide Lo 9] G7
nghi¢m dinh lugng PROC :
CRP Tiéu chuan chat lugng: ISO 13485 hodc trong duong. Quy cach: >1ml/ Lo
! H S E—

£, ¢ o2 ,
riGa chiM kit chimg Thanh phin: 12 sy pha lodng tir huyét twong va dich mang phéi ngudi véi dung djch mubi

13 | | cho x4 dém phosphate. Chét bao quan: sodium azide Lo 9| G7

gﬂ];,cm dinh lromg Tiéu chuén chit lugng: 1SO 13485 hoic tuong duong. Quy cach: >Iml/ Lo
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'hanh phin
Chat chudn la sy pha lodng tir huyét trong va dich mang phoi ngudri chira CRP mire cao véi
$ dung dich mubi dém phosphate
CRP (mg/dl)

Calibrator I;: > 0.69
Calibrator 2:  >1.40
Calibrator 3:  >2.9]
Calibrator 4: > 10.90
(‘alihmlo.r 5: >21.80
1 | Ti¢u chudn chit lugng: 1SO 13485 hogc twong duong. Quy cich: >5x Iml T | # 7

I'hanh phén chinh:
Enzyme: Pepsin.

116a chét hi¢u chudn
14 |cho xét nghi¢m CRP
thuong

Hop 9| G7

- R SSTIIREEIE EREe—_——— o

Dung dich rira dung

| > 3"‘:’"";’; phintich 11 otor- KCI, NaCl, Hydrochloride acid. Hop R
| | ¢T‘iéu chuan chat lugng 1ISO 13485 hojc trong duong. Hop >3x2ml | H 4
| Thanh phin, ndng dé
Bufler
| I'RIS-Buffer pH 8.25: >85 mmol/L
| L, ‘s Glyclyglycin: 150 mmol/L.
16 :‘:gél‘cmt dinh hrong Sodium azide: 0.1 % Hop 71 G7
| Starter
| L-y-Glutamyl-3-carboxy-4-nitroanilide: >2.9 mmol/L
Tiéu chudn chit lugng: 1SO 13485 hodc trong duong. Quy cich: R1: >2x50ml + R2:
| lﬁ >1x20ml H # |
.
| Thanh phan, ndng do
1 Chat thir don
Phosphate buffer pH 7.5: >0.1 mol/L 4
4- Aminophenazone: >0.3 mmol/L \
R ol by Phenol: 1 mmol/L z
1 17 g;)uéc;::l dinh luong Glucose oxidase: >20.0 KU/L Hop 15| G7
] y Peroxidase: > 1.5 KU/L
j Stabilizers
1“ (Standarq: ZIQO mg/dl)
4 Tic¢u chuan chat lugng: ISO 13485 ho;’ac trong duong.
9 ﬁQuy cach: R1: 24x100ml + >3ml chuin | | #
| Thanh phan, nong do
j Reagent |
Good’s bufer (pH 7.0): > 30 mmol/L
4-Aminoantipyrine: >0.9 mmol/L
Dinh lugng HDL-C Peroxldasc:.22.4 KU/L
(High density Ascprbatoxndasq >2.7 KU/L
|18 i , Antthuman-f-Lipoprotein Antikorper Hop 15| G7
Ipoprotein Reagent 2
Cholesterol) Cholesterolesterase:> 4 KU/L

Cholesteroloxidase: >20 KU/L
F-DAOS: 0.8 mmol/L

Tiéu chuén chit lugng: SO 13485 hodc twvong duong.
Quy céach: R1: 21x60ml + R2: > 1x20ml|

- a ——t—
Thanh phén, ndng do

Monoreagent

Potassium iodide: >30 mmol/l.
Potassium sodium tartrate: > 20 mmol/L

Hoa chit djnh lugng

19 . 2 Sodium hydroxide: 2570 mmol/L. Hop 2l G7
Protein toan phan Copper sulphate : >10 mmol/L
(Standard: 4 g/dl.)
Tiéu chuin chat lugmg: 1ISO 13485 hodc twong duong.
| Quy cach: R1: >4x100ml + >3ml chuin
+- —+ : . —
20 Dung djch rira h¢ Thanh phan: Sodiumhydroxide and ethoxylated alcohol. Tiéu chuén chat lrong: ISO 13485 C ol 67
an

thdng may sinh hoa |hode twong duong. Quy céch: > 1x2L

— —l
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Hoa chit dinh hrgng
Bilirubin toan phén

Thanh phan. ndng do

Reagent |

Citrate Buffer at pH 0 2.9: >100 mmol/L
Detergent

Reagent 2

Phosphate BufTer at pH of 7.0: 210 mmol/L
Sodiummeta vanadate: > 4 mmol/L

T'iéu chuén chét lrgng: 1SO 13485

|Quy céch : R1: >4x40ml + R2: >4x10m|

5 .

G7

Hod chit dinh lugng
Triglycerid

Thanh phin, ndng do

Chat thu don

Pipes Buffer pH 7.0: 240 mmol/L
4-Chlorophenol: >5 mmol/l.

Magnesium ione: > 5 mmol/l,

ATP: 1 mmol/L

Peroxidase: >1 U/mL

Glycerol kinase: >1 U/ml.
4-aminoantipyrine: 0.4 mmol/L.
Glycerol-3-phosphate oxidase: >3.5 U/mL
Sodium azide: >0.05%

Detergents

(Standard : 2200 mg/dL hodc >2.28 mmol/L)

Tiéu chuén chit lrgng: 1SO 13485 hodic twong duong. Quy cach: R1: >4x100ml + >3ml
chuén

Hop

G7

23

Hoa chit djnh lrgng
Ure

?hﬁnh phan, nong do

BufTer

TRIS buffer pH 8.1 (20 dd C): > 50 mmol/L
a-Ketoglutarate: 15.00 mmol/L.

Urease : > 1000 U/L

Glutamate dehydrogenase: > 5.4 KU/L
Starter

NADH: >0.18 mmol/L

Standard: (8.35 mmol/L)

Tiéu chudn chit lugng: 1SO 13485 hoiic tuong duong. Quy cach: R1: >4x100ml + R2:
>1x80ml + 3ml chuin

Hop

24

Ho4 chat dinh lugng
Acid Uric

| Thanh phin, ndng d¢

Buffer Phosphate-buffer pH 7.8: >100 mmol/L
2,4,6 Triiodine-3-hydroxibenzoate: 5 mmol/L
Detergents: > 2 g/L

Starter

PAP: >24.5 mmol/L

Uricase: >3 U/mL

POD : 240 U/mL

Stabilizers

(Standard: >6 mg/dL (357pumol/L)

Tiéu chudn chit lugng: ISO 13485 hofic twong duong. Quy céch: R1: >4x100m + R2:

#leSOml + >3ml chudn

G7

25

Ho4 chat dung cho
may phén tich HbAl¢
loai A

Tinh chinh xac: <5.0%

D9 chinh xéc: Trong vong chay: CV<3.0% (n=20), dj chinh x4c cua 16 1a <6% (n= 3).
Két qua m&r rong NGSP: 4.0%~6.0%.

Thanh phén chinh:

NaCl : 20mmol/L

Phosphate: 40mmol/L

Perserver < 0.5ml/L

Tiéu chudn chét lugng: 1SO 13485, Tai >950ml

Tai

26

G7

Ho4 chat dung cho
mdy phén tich HbAl¢
loai B

+—
Tinh chinh xéc: <5.0%

D¢ chinh xéc: Trong vong chay: CV<3.0% (n = 20), d chinh x4c cda 1 13 <6% (n= 3).
Két qua mo rong NGSP: 4.0%~6.0%.

Thanh phén chinh:

NaCl: 170mmol/L

Phosphate: 40mmol/L

Perserver < 0.5ml/L

Tiéu chuan chét lugng: 1SO 13485, Tai >700ml
1

Ti

10

G7

1

\
P
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Jr\’;‘u li¢u kiém sodt T : . Jr T i ]
£ P Vat li¢u ki¢m sodt chat lugng xét nghi¢m dinh lugng HbA 1¢ Thanh phan chinh:
chat lugng x¢ét g g g , N fve , p.g . .

27 nghiém dinh lrong Huy¢t Sdc 10 glycosyl hoa, bao gdm chit bao quan va chét 6n dinh. Hop 4 G7
HbA | ¢ ' | Ti¢u chuén chat lurgng: 1SO 13485 hoidc trong duong. Hop (L1: 23x0.1ml + L2: >3x0.1ml)

———— T —T— |
I'hanh phan chinh:
‘Ap aln Lo Cot 1am bang kim logi khong gi. trone ¢6 mang loc chuyén dung, chju duge dp suit cao. ) ;

28 |COt sic ky Kich thudce: > 4.6x30 mm., Sii : Hop I o7 |

1 JrTiéu chuin chét lugng: ISO 13485 hoic trong duong. Hop 1 chiéc 1 il | |
Thanh phén chinh:

. Phin loc dang nhyra, dugce ciu tao dang ludi loc. ..
& [P Joe Ti¢u chudn chét lugng: 1SO 13485 hojc twong duong b o o

1 Tui 1 chiéc . 1 | —
DJ chinh xéc: <5.0%
D¢ chinh xdc: Trong vong chay: CV<3.0% (n =20), dd chinh xéc cta 16 14 <6% (n= 3).
Két qua mé rong NGSP: 4.0% ~ 6.0%.
Thanh phan chinh:

30 D}ung dich ly giai Buﬂ.‘er: 20mm.oI/l, Can | G7

hong céu Sodium chloride: 20mmol/l.
Surfactant: 0.05ml/L
Perserver < 0.5 ml/L
Tiéu chuan chét lugng: 1SO 13485 hoiic twrong durong.
Can: > 2300m|
1 | 1 B
Chit hicu chuin xét Chat hiéuxchuﬁn xét nghi¢m dinh lugng HbA ¢

31 [nghi¢m dinh lugng Thz‘m{h p'harl chinh: \ ) r Hop 2| G7

”b Alc Huyét Sic 10 g!ycosyl héa, bao gom chat bao quan va chéit 6n dinh.
Ti¢u chudn chat lugng 1SO 13485 hoiic trong duong. Hop (L1: 23x0.1ml + L2: >3x0.Iml)
1 7 | B R

39 Di¢n cye xét nghiém Dién cuc.Cl ¢lectrode ’ Hop 1l G7
dinh lugng CI- Ti¢u chuan chit lugng ISO 13485 hoiic twong duong. Hjp 1 chiéc

L — -+ 1

33 Di¢n cue xét nghiém  |Dién cu'c’K clc'ctrodc ' Hop 1

dinh lugng K+ Ti€u chudn chat lugng: ISO 13485 hoic trong duong. Hop | chiéc
4 1 # L &
34 Di¢n cue xét nghiém  |Dién cuc'Na c[ectrode ’ Hop ,
dinh lugng Na+ Ti€u chudn chat lugng: ISO 13485 hodc trong duong. Hop | chiéc |
{ Thanh phan chinh: KCI, NaCl, NaAc, CaCl2. dém pH, chét hoat dong bé mat, chit bao
quan.
- Gia trj hiéu chuin:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, Cl- 100 mmol/L, Ca2+ 1.25 mmol/L, pH
Thudc thir xét nghiém (7.4
dinh lrgng da thong Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L, pH 7 .
35 £ aca_ _spe A - HOp 30 G7
sO di¢n giai (K, Na, |- Nong do:
Cl, Ca, pH) Ammonium molybdate 0.4 mmol/I
Sulphuric acid 100 mmol/l
Hydrochloric acid 100 mmol/l
Hop (Cal A: >650ml + Cal B: >200ml)
LT #Tiéu chuﬁp chat lugng: 1SO 13485 hoiic trong duong. i d 1 ]
Dung djch rira ding  |Thanh phéan chinh:

36 |[cho may phén tich Sodium hypochlorite (NaClO) 0.4% - 0.5% Hop 4 G7
dién giai W'I"iéu chuan chit lugng: ISO 13485 hogc twong duong. Hop > 10x5ml | Il | ]
vatlicukibm sodt {0 e Liém sot Thank phin chinh:

37 Chat. .luc,m.g . KCl, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface active agent, preservative agent. Hop 10 G7
nghi¢m dinh lugng Tiéu chudn chét lugng: 1SO 13485 hoiic (wong duong. Hop >10x1ml

Jj(Na, K, Cl, Ca, pH) LF 1 0 ' J

38 Ddy bom may dién Day bom'dimg’ cho may di¢n giai Ci | 67

giai 4Tiéu chudn chat hurgng ISO 13485 hoic twong duong
- F L -
1 T Thanh phan: Dung dich mudi dém TRIS, chét hoat tinh bé mat,< natri azit 0,1% va <

39 Dl'mg dich nra dong 0,05% khéi lugng phan (rng cua: 5-chloro-2-methyl-4-isothiazolin-3-mdt va 2-methyl-4- Hop 18

may DxI Lisothiazolin-3-mf:‘>t (3:1). Hop 210 lit. Tiéu chuén chét lugng: 1ISO 13485 hoic tuong duom&

Page 5
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40

Dinh lugng AFP

lrgng: 1ISO 13485 hodc tuong duong

Pham vi phén tich: 0,5-3.000 ng/mL [0,41-2.478 IU/mL] - Phuong phéap xét nghiém: mién
dich enzym hai vj tri (“sandw ich™) - Thanh phan: Rla: Cic hat thufin tir phu khang thé
Khang AFP don dong & chudt duge huyén phu trong dung dich mudi dém TRIS, c6 chit
hoat tinh bé mat, chit nén albumin huyét thanh bo (BSA). < 0,1% natri azit va 0,1%
ProClin 300. R1b: Lién hop photphataza kiém Khang AFP don dong & chudt (bd) dugc pha
loding trong dung djch mudi dém photphat, c¢6 chit hoat tinh bé mat, chit nén BSA. protein
(d¢, tho, chudt). < 0,1% natri azit va 0,25% ProClin 300. Hop >100test. Tiéu chudn chét

%

Hop

-

{

G7

{

4]

. A - n
Chat chuian AFP

>17,5ml. Tiéu chudn chét lugng: ISO 13485 hodc tuong dirong

Thanh phan: SO: Chét nén albumin huyét thanh b (BSA) dém c6 chat hoat tinh bé mat, <
0.1% natri azit, 0,1% ProClin 300. Chira 0 ng/mL AFP. S1,52,53,54,S5, $6: AFP & ndng

do xdp xi 2,5, 5, 25, 100, 500 va 3.000 ng/mL (2.1. 4.1. 21. 83. 413 va 2.478 1U/ml. ), trong
chat nén dém BSA c6 chét hoat tinh bé mat, < 0,1% natri azit va 0.1% ProClin 300 Hop

G7

Dinh lugng Free T4

Pham vi phén tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] - Phuong phép xét nghiém: mién djch
enzym hai budc - Thanh phén: R1a: Cac hat thudn tir Dynabeads phu streptavidin trong
dung dich d¢m TRIS ¢6 protein (chim), chit hoat tinh bé mat, 0,125% NaN3 va 0.125%
ProClin 300. R1b: Dung dich mudi dém TRIS c6 protein (chim), chét hoat tinh bé mat, <
0,1% NaN3 va 0,1% ProClin 300. R1¢c: Dung djch muéi dém TRIS ¢6 protein (chim), chét
hoat tinh bé mit, 0,125% NaN3 va 0,125% ProClin 300. R1d: Chét cong hop
triiodothyronine-photphataza kiém (b0) trong dung djch dém TRIS ¢6 protein (chim), chat
hoat tinh bé mat, < 0,1% NaN3 va 0,1% ProClin 300. R1e: Khéng thé khiang Thyroxine
(T4) don dong & chudt duoc lién két vai biotin trong dung djch dém TRIS cé protein (chim
va chudt). chit hoat tinh bé mat, 0,125% NaN3 va 0,125% ProClin 300. Hop =100test. Tiéu
chudn chit lugng: 1SO 13485 hojc twong duong

Hop

15

G7

Al e
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1

Chit chuin Free T4

| Thanh phan: S0: Huy&t thanh ngudi v6i < 0.1% natri azit va 0.5% ProClin 300. Chia 0

ng/dL (0 pmol/L) thyroxine. S1, S2, S3, S4, S5: Thyroxine ty do trong huyét thanh ngudi &
nong do xap xi 0,5, 1, 2, 3 va 6 ng/dL (xép xi 6,4, 12,9, 25.7. 38.6 va 77.2 pmol/L), c6 <

0.1% natri azit va 0,5% ProClin 300. Hop > 15ml. Tiéu chudn chét luvgng: ISO 13485 hodic
trong duong

G7

44

Dinh lugng CA 19-9

Pham vi phén tich: 0,8-2.000 U/mL - Phuong phép xét nghiém: mién dich enzym hai vj tri
(“sandwich™) - Thanh phi‘m: R1a: Cac hat thudn tir, phu khang thé khang biotin da dong ¢
dé, albumun huyét thanh bo, < 0,1% natri azit va 0,1% ProClin 300. R1b: Lién hop
photphataza kiém-khz’mg nguyen khang CA 19-9 don dong ¢ chut (bo), albumin huyét
thanh bo, < 0,1% natri azit va 0,1% ProClin 300. Rlc: Lién hgp biotin-khdng nguyén khang
CA 19-9 don dong & chudt, albumin huyét thanh bo, < 0,1% natri azit va 0,1% ProClin 300.
R1d: Dung dich dém protein (bo, dé. chudt), < 0,1% natri azit va 0,1% ProClin 300. Hop =
100test. Tiéu chuan chét lueng: ISO 13485 hoiic tuong duong

4

G7

45

Chat chuédn CA 19-9

ﬂ

Thanh phfm: SO0: Albumin huyét thanh bo (BSA) d¢m, < 0,1% natri azit va 0,5% ProClin
300. 81, 82, S3, S4, S5: Khang nguyén CA 19-9 & cic ndng dé x4p xi 30, 90, 300. 900 va
2.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5% ProClin 300. Hop >15ml. Tiéu
chufin chit lugng: ISO 13485 hoic trong duong

G7

46

Giéng phan (rng ding
cho may Access 2

Chat liéu Polypropylene:; Dung tich tdi da Iml. Hop >1568 céi. Tiéu chudn chat lrong: ISO
13485 hodc tvong duong

G7

47

|
Co chat phét quang

Thanh phan: Dung dich dém chira dioxetane Lumigen PPD, chit huynh quang va chit hoat
tinh bé mit. Hopp >520ml. Tiéu chudn chit luong: ISO 13485 hofic trong duong

G7

48

|
Dung djch kiém tra
may

Thanh phén: Phosphatase kiém, 1% albumin huyét thanh bo (BSA), 0,25% ProClin 300, <
0,1% natri azit. Hop >24ml . Tiéu chudn chit lurgng: 1SO 13485 hoic tvong duong

G7

49

Dinh lugng Total T3

Pham vi phan tich: 0,1 - 8 ng/mL (0,2-12,3 nmol/L) - Phuong phap xét nghiém: mién djch
enzym lién két canh tranh - Thanh phin: R1a: Lién hgp photphataza kiém khang T3 don
dong & chudt (bo) va cac hat thudn tir pha streptavidin trong dung dich dém TRIS ¢6
protein (chim va chuft), chit hoat tinh bé mit, < 0,1% natri azit va 0,1% ProClin 300. R1b:
Analog T3 dugc lién ket v6i biotin trong dung djch dém TRIS c6 protein (chim), chit hoat
tinh b& mat, < 0,1% natri azit va 0,1% ProClin 300. Rlc: Dung djch natri hidroxit 0.4N
(NaOH) c6 8-Anilino-1-Napthalenesulfonic Acid (ANS). R1d: 0,4N dung djch axit
clohydric (HCI). HOp =100test. Tiéu chudn chét lugng: 1SO 13485 hojic twong duong

Hop

15

G7

50

Chét chuin Total T3

|

Thanh phan: SO: Huyét thanh ngudi, < 0,1% natri azit va 0,025% Cosmocil CQ chira 0
ng/mL (nmol/L) Triiodothyronine. S1, S2, S3, S4, S5: Triiodothyronine ¢ n6ng do xép Xi
0,5, 1,2, 4 va8 ng/mL (0,8, 1.5, 3,1, 6,1 va 12,3 nmol/L) trong huyét thanh ngudi c6 <
0,1% natri azit va 0,025% Cosmocil CQ. Hop >24ml. Tiéu chudn chét luvgng: ISO 13485
hodc trong duong

Rageb6 —

G7
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51 |Pinh lugng TSH (3rd

Pham vi phén tich: 0.005-50 wIU/mL - Phuong phép xét nghiém: mién djch enzym hai vj
tri (“sandwich™) - Thanh phin: Rla: Céc hat thudn tir phu khéng thé khéng TSH ¢ ngudi
don dong o chudt duoc huyén pha trong dung djch mudi dém TRIS, c6 chit hoat tinh bé
mdt, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0.1% ProClin 300 R1b: Dung djch
mudi dém TRIS ¢6 chit hoat tinh bé mat, BSA. protein (chudt), < 0,1% natri azit va 0.1%

1S) ProClin 300 Rc:Lién hop photphataza kiém khang TSH trén ngudi don dong & chudt trong Hop 7| G7
dung dich mudi dém ACES. ¢6 chat hoat tinh bé mat, chit nén BSA, protein (chudt), <
0.1% natri azit va 0,25% ProClin 300 R1d- Lién hgp photphataza kiém khdang TSH trén
nguoi don dong & chudt trong dung djch mudi dém ACES. c6 chat hoat tinh bé mit, chit
nén BSA. protein (chudt), < 0.1% natri azit va 0,25% ProClin 300. Hop >200 test. Tiéu
chudn chit lugng: 1SO 13485 hogic twong duong
Thanh phfm: S0: Chét nén albumin huyét thanh bo (BSA) dém ¢6 chit hoat dong bé mat, <JT T
_ |Chét chudn TSH (3rd 0,1% natri azit, 0,5% ProClin 300. Chira 0 pulU/ml. (mI‘l I/ ,1) h"llSll S!.SZ,SB.?QSS: X.5p Xi .
52 1S) ().‘05. 0,3, 3, 15 va 50 plU/ml. (mIU/L) hTSH, trong chét nén dém BSA ¢o chét hoat dong  |Hép 3| G7
b& milt, < 0,1% natri azit va 0.5% ProClin 300. Hp >15ml. Tiéu chuén chét lrong: ISO
| J“NSS hoa: llr(r‘ng (fmmg . ' ' . x — | 1 JF i
Dung dich rira mas 1 hflph phun: La Tot Dung dich nhay c6 chira céc cxhﬁl h:)gnl dong bé mit Anionic va
53 hang ngly ~ |Nonionic trong ki¢m tan. Binh >1000ml. Tiéu chuin chat lugng: 1SO 13485 hojc twong  |Binh 1| G7
duong
T 1 + l| =+
Chat kiém chirng cho
cac xét nghiém mién  |Chdt kiém chimg dang long, dugce chuin bj tir huyét thanh ngudi. CAc mirc n6ng d) cua céc
>4 Idich mire 1 (c6 gia trj |chdt phan tich duge dicu chinh véi héa cht tinh khiét va che ché phdm tir md/dich co thé  |Hop 2| G7
cho c¢a cic xét nghi¢m |ngudn. HOp >30ml. Ti¢u chudn chit hrong: ISO 13485 hodic trong duong
chi t6 khéi u)
- 1 I 1
Chat kiém ching cho
cac xét nghiém mién  |Chét kiém chirng dang long. dugc chudn bj tir huyét thanh ngudi. Cac mirc ndng do cua céc
33 |dich mire 2 (c6 gid trj |chét phan tich duge diéu chinh véi héa cht tinh khiét va cac ché phim tir mo/dich co thé  |Hgp 2| G7
cho ca céc xét nghi¢m |nguini, HOp >30ml. Tiéu chuin chét luong: 1SO 13485 hojc twong duong
chi td khdi u)
T + n . T
Chat kiém chirng cho
cac x¢ét nghiém mién  [Chét kiém ching dang long, duoc chuin bi tir huyét thanh ngudi. Cic mic ndng do cua cic
56 |dich murc 3 (c6 gid tri |chit phan tich dugc diéu chinh véi héa chit tinh khiét va cic ché pham tir md/dijch co thé Hop 2| G7
cho ca céc xét nghi¢m |ngudi. HOp 230ml. Tiéu chuin chit lugng: 1SO 13485 hoic trong duong
chi td khéi u)
Towne dich v iy e R e————— 1 ||
Dung dich rira may Dung (!|ch. ruzf méy.hapg ngay' cO chira mot. hon l?qp cac acugd hiru f:o, cac chat hoa} dong bé :
57 hang ngay mat anionic va nonionic, va cac alkanolamine. Citranox Khong chira phosphate. Binh >1 Binh 1| G7
1 gallon. Tiéu chuan chit luong: ISO 13485 hoiic trong duong 4] 1 | ]
Thudc thir xét nghi¢m dinh luvgng CEA trong huyét thanh nguoi trén may xét nghiém mién
dich ty dong; Phuong phéap: mién djch enzym hai vj tri gin, kiéu “sandwich™; Dai do: xép
Hod cht dinh lugng Xi 0,1-1000 ng/mL; Thanh phén chinh: Pha rdn céc hat.thu{m :& phu MAb (chuft) kh.éng
58 CEA CEA, dugc Phﬁ" tan trong dung djch dém TRIS, all3umm huyct thant! bo (BSA), natri azit, Hop 2| G7
o ProClin, chat cong hgp MAb (chudt) khang CEA giin phosphatase kiém (bo), dugc pha
lodng trong dung djch dém phosphat, protein (chudt, bo). Tiéu chuin chit lrong ISO
13485. Hop >2 x 50test 1
BE Chit hi¢u chuin xét nghiém dinh lugng CEA trén mdy xét nghigm mién djch tyr dong; 1B j
Hod chét hiéu chuin | Thanh phin chinh: Dung dich dém phosphat, protein (bd), natri azit, ProClin, Khang .
>) x¢t nghiém CEA nguyén carcinoembryonic (nguoi) & cac mire n(")ng dj xﬁp xi 1, 10, 100, 500, 1000 ng/mlL. Hop 2 G7
Tiéu chuan chit lugng 1SO 13485 hoiic twrong duong. Hp >6 x 2.5ml
1 ﬂThuéc thir xét nghi¢m dinh lugng CA 15-3 trong huyét thanh va huyét tuong nguoi (ch(")ng T 1 ]
dong bing heparin) trén may xét nghi¢m mién djch wy dong: Phuong phép: enzym mién
dich hai vj tri gin (“sandwich™); Dai do: x4p xi 0,5-1000 U/mL; Thanh phan chinh: Cac hat
60 Hoa chit dinh lugng  [thudn tir pha khang (hé (dé) Khang biQtin, khang thé (chudt. don dong, gin biotin) khang Ho 2| 67
CA 15-3 Khdng nguyén CA 15-3, albumin huy¢t thanh bo, natri azid. ProClin, chit cOng hop P
phosphatase ki¢m (bo) - khang thé (chudt, don dong) khang khéng nguyén CA 15-3, dung
dich dém protein (bo, d¢, chugt). Tiéu chuin chét lugng 1SO 13485 hogc twong duong. Hop
>2x50test
T |Chat hi¢u chuan xét nghiém dinh lugng CA 15-3 trén may xét nghi¢m mién djch ty dong; | T 10 1
Hoa chét hi¢u chuén | Thanh phin chinh: Albumin huyét thanh bo (BSA), natri azid, ProClin, Khéng nguyén CA - a7
ol Xétnghi¢ém CA 15-3 |15-3 o cac ndng d¢ xdp xi 10, 50, 100, 500 va 1000 U/ml. trong BSA dém. Tiéu chudn chét vP 4
lugng I1SO 13485 hofic trong duong. Hop 26 x 1.5ml dE il
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STT | Danh myc hing hos Thong sé ky thujt Dz:hv ' |6 lwgng| Ghi chi
f -+ T —
[16a chit do thoi gian |Hoa chit ding dé XN thoi gian APTT dong g6i kém theo Calcium Chloride. Dang Long.
62 |APTT danh cho may [Thoi gian 6n dinh 30 ngay nhi¢t d¢ 2-8 d9 C, 5 ngdy nhiét do 15 do C trén may. Hp Hop 8 G7

phan tich dong mau  [>85ml. Tiéu chuin chit lugng: 1SO 13485 hodc turong duong

ﬁl(’)a chét dung dich 1 J’r - Jr -

dung d¢ lam sach va  |Héa chét dung dich ding dé Jam sach va tdy nhiém trén h¢ théng may dong méu ty dong.
63 [tdy nhiém trén hé Thanh phéin dung djch natri hypoclorit chira < 5% clo tén tai. Dang Long. Hop >80ml. Tiéu Hop 4 G7
théng mdy dong mau |chuén chit lrgng: 1SO 13485 hojc trong duong
l

dong
Jﬁl:réaochiit dung djch # ) Jr JT Jr J1
B €le Hoba chat dung djch dung dé 1am sach trén h¢ théng may dong méu tyr dong. Thanh phin
Acid clohydric: 2100 mmol/L. Dang Long. Hop >500ml. Ti¢u chudn chét lrong: 1ISO Hop 2| G7
13485 hodc wrong duong

dung d¢ 1am sach trén

()4 N £ a
h¢ thong mdy dong

ﬂéu r dong 1 lf J.ﬁ lf

Hoa chit ding dé pha
65 lodng chit chudn mdy |Hoéa chit dung dé pha loding xét nghi¢m chudn may trén h¢ théng dong méu. Dang Long. Hop 2l G7
~|trén h¢ thdng phén HOop > 100ml. Tiéu chudn chit lrong: 1ISO 13485 hoic (rong duong

tich dong mau

-+ T — —T T
£y e : .. |[Hoa chat dung dé kiém chuin cho XN dong méau nhu PT APTT, I'T,Fibrinogen, céc loai

Chat kKiém chimgmire | ;" [, 2 . . : : . o :

binh thudng ding YCu 10, yCu to Von Willebrand, Antithrombin, Plasminogen, Plasmin lnhlbn.tor, Protein S,
66 Protein C, Hepatocomplex ¢ dai do binh thuong Dang Bot kho. Thoi gian 6n djnh trong 24 Hop 2 G7

cho céc XN trén may | . , , S : o
- ’ > a a : 4 h
phan tich dong mau gio vai XN PT APTT.| ibrinogen, TT. Hop >10ml. Tiéu chuin chit lrgng: ISO 13485 hoic

i Ttuong duong JF 4+ J]

Hoa chat do thai gian [Héa chiét dung dé XN thdi gian PT, ISI < 1.05. Dang Bt kho va chat dém pha loang. D¢ én
67 |PT danh cho may dinh s dung sau khi hoan nguyén (hodc mo nép) 10 ngay o nhiét dp 2-8 do C va 4 ngay o Hop 8| G7

phan tich déng mau |15 do C trén may. Hop > 80ml.Tiéu chuin chit lugng: ISO 13485 hoic tuong duong
—

Binh 40 G7

Hoéa chat dung dich

68 |dung dé xic rra trén | Dang long, thanh phan bao gdm Sodium azide >0.1%. Binh >1000ml. Tiéu chuan chét
h¢ thong phin tich lugng: ISO 13485 hoiic trong duong
dong méu ty dong

" L. 4s Apra 2 n =" s . £ £ £z
Chét chuin diing cho Hoéa chat dung dé hi¢u chuan cho XN dong mau nhu Fibrinogen, cac loai yeu to,y¢u to Von

A Willebrand, Antithrombin, Plasminogen, Plasmin Inhibitor. Protein S, Protein C. Dang Bot \
6 dy ¢ o 2 . . . . °g o . . - 7
7 Cif‘inxyc:z‘é:ﬁ; A0 Kho. Thoi gian 6n dinh 24 gio nhi¢t dj 2-8 do C véi XN FFibrinogen, 8 gidr nhiét do 2-8 do Hop G
P & C vi cie XN yéu 6. Hop 210ml. Tiéu chudn chét lugng: 1SO 13485 hoic twong duong
—
LF(‘éng phan (g dang ﬁ JT Lf JW
20 khay dung cho hé¢ Cong phan (mg dung trén hé théng may dong mau ty dong. Dang nhura rin khay tron chira Ha sl 7
théng méay dong mau |20 cong phan (mg. Hop >2000 céng. Tiéu chuin chit lugng: ISO 13485 hogc twong duomg | P
(r dong Jr # |
Chét higu chuin cho  |Thanh phdn chinh:
71 |xét nghi¢m huyét hoc |Mau dong vat c6 vi khoé manh (lgn), chét bao quan va chit én dinh té bao. Lo 15| G7
5 thanh phin Tiéu chudn chat lugng: 1SO 13485 hodc twrong duong. Lo >3ml

r ﬁ’hz‘mh phan chinh: JT Jﬁ lr H

Sodium chloride < 0.9%
Hoa chit dung cho Potassium chloride < 0.06%

72 Imdy phan tich huyét |Buffer < 0.3% Thung 70 G7
hoc Preservative < 0.1%
C6 ma QR Code quan ly hoa chét dugc tich hop sin. Tiéu chudn chét lrgng: ISO 13485
[ thoac trong duong. Thang >20 lit 448
Thanh phén chinh:
Y SRPT Detergent < 1.5%
lPuoc !hu ly giai Buffer < 2.0%
hong cau do 3 thanh . . ,
73 A ; Preservative < 1.5% Chai 0| G7
phan bach cau MON,
NEU, LYM trong mau| ¢ < 1-0%
' rong mau) o a QR Code quan ly hod chit dugc tich hgp sin. Tiéu chudn cht lugng: 1SO 13485
hodc tuvong duong. Chai >1 lit
|
;Thénh phan chinh: T 1 B
Thubc thir ly giai Dctergent < 0.5%
24 hong ciu do 2 thanh  |BufTer < 0.6% e
phin bach cdu EO,  [Preservative < 0.7% 2l 48| G7
BASO trong mau C6 md QR Code quan ly hod chét duge tich hop sin. Tiéu chuin chit lugng: 1ISO 13485
1 hodic tvong duong. Chai >500m| Ak
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l STT | Danh myc hang ho4 Théng s6 ky thujt tinhl S6 lrgng [Ghi chi
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Amuéc thir ly gidi Thanh phin °h'f,‘h’
hf)ng ciu do chc Detergent < 4.0% .
& thanh phin huyét h Buffer < 1.0% : ' iy | i B0
P yeLhoe C6 md QR Code quan ly hoa chit duoge tich hop sidn. Tiéu chudn chit lrgng: ISO 13485 7
trong méu :
ﬂoac trong duong. Chai >500m|
T Thanh phén chinh:
16 |Hod chit rira dung | Sodium hypochlorite < 8.0% Lo ol &7
, cho may xét nghiém [Sodium hydrate < 2.0%
I | Ti¢u chuan chit lugng: 1SO 13485 hojic twong duong. Lo >50ml |
Téng : 76 khoan
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