Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuat

1.1. Gidi thiéu chung vé dw an/dw todn mua sim, géi thiu
- Chu dau tu: Bénh vién da khoa khu vuc Mai Son

- Pia chi: TK 17, xa Mai Son, Tinh Son La.

- Tén go1 thau: Mua hoéa chit, dung cu, vat tu dung trong xét nghi¢ém nam 2026

cua Bénh vién da khoa khu vuc Mai Son

rang.

- Ngudn von: Ngudn thu hoat déng su nghiép ctia bénh vién

- Hinh thtrc lya chon nha thau: PAu thau rong rai trong nudc, qua mang
- Phuong thure lya chon nha thau: Mot giai doan, mot tii ho so.

- Loai hop d6ng: Tron géi

- Pja diém thuc hién: Bénh vién da khoa khu vuc Mai Son.

- Thoi gian thyc hién géi thau: 12 thang

1.2. Yéu cdu vé ky thudt

a) Yéu cau vé kj thudt chung

- Hang héa chao thau phai c6 tén hang san xuat, xuat xir, ky ma hiéu (néu co) 1o

- Toan bo hang hoa phai méi 100%, chua qua st dung
b) Yéu cau vé ky thudt cu thé

ST STT Danh muc AR Al o Z Q,uy
16/ \ N Thong so ky thuat va cac tiéu chuan cach
T Py hang hoa . ‘e
phan dong goi
Phén 01: Hoéa chét sir dung cho may xét nghiém mién dich FS-205: (gdm 06
danh muc)

- Xét nghiém dinh lugng C- Reactive Protein (CRP)
v&i1 muc dich ho tro dy doan céc bénh tim mach trong
tuong lai, cling nhu chan doan nhiém trung va viém

nhiém
- Phuong phap xét nghiém: Mién dich huynh quang
Thubc tht | - Pham vi xét nghiém : 0.5 -200 mg/L
1 xetnghiém | - Ngudng phat hién: 05 mg/L 25
dinh lugng | - Mau Pham: Mau toan phan/ Huyét thanh/ Huyét | test/hop
CRP tuong

- Céc chit sau day khong anh huong dén két qua xét
nghiém ¢ ndng do xac dinh: albumin ¢ nguoi: 110
mg/mL; bilirubin: 6 mg/mL; hemoglobin: 10
mg/mL; cholesterol: 5 mg/mL;
triglycerides: 15 mg/mL.




- Bao quan: 4~30°C
- Han dung: 24 thang
- Pat tiéu chuan ISO 13485

Xét nghiém dung dé do dinh luong Hemoglobin A1C
trong mAu mau toan phdn cua ngudi.
- Phuong phap xét nghiém: Mién dich huynh quang
- Pham vi xé nghiém: 4%- 14.5%

Thubc thtr |-  Ngudng  phat  hién  (LoD): 4%
xét nghiém | - Mau Phim: Méu toan phan 25
dinh lugng | -Céc chit sau day khong anh huong dén két qua xét | test/hop
HbAlc nghiém & ndng d6 xac dinh: bilirubin 0.2 mg/mL,
triglycerides 10.0 mg/mL, hemoglobin 5.0 mg/mL.
- Bao quan: 4-30°C
- Han dung: 24 thang
- Pat tiéu chuan ISO 13485
- Xét nghiém dinh lugng khan nguyén tuyén tién liét
(PSA) v6i myc dich hd trg chan doan ung thu tuyén
tién ligt
. 1z . |- Phuong phap xét nghiém:Mién dich huynh quang
ngnChig?u -Pham vi xé nghiém: 2.0-100.0 ng/mL
méiy%n G |- :Ngu’(;rng ,phat‘ hgen. ;2.0 ng/m}
dich huynh | - Mau Pham: Méu toan phan/ Huyét thanh/ Huyét 25
tuong N
quang - Céc chét sau day khong anh huéng dén két qua xét test/hop
Finecare oA . A A s e
FIA Meter nghiém PSA 0 nong do xac dinh: Bilirubin <2
III Plus mg/dL, Triglyceride <5000 mg/dL, AFP <289
ng/mL, TPS <200 U/L...
- Bao quan: 4~30°C
- Han dung: 24 thang
- Pat tiéu chuan ISO 13485
Xét nghiém ding dé xic dinh dinh luong
Triiodothyronine (T3 toan phan) voi muyc dich dung
d¢ hd trg danh gid chic ning tuyén giap.
- Phuong phap xét nghiém: Mién dich huynh quang
- Pham vi xét nghiém: 0.61-9.22 nmol/L (0.4-0.6
ng/mL)
Thubc thir |-  Ngudng  phat  hién: 0.61 nmol/L
xét nghiém | - Miu Pham: Mau toan phan/ Huyét thanh/ Huyét 25
dinh lugng | tuong test/hop
T3 -Céc chit sau day khong anh huong dén két qua xét
nghiém ¢ ndéng d6 dugc chi dinh: cholesterol
60mg/mL, bilirubin 2 mg/mL, triglycerides 40.0
mg/mL  va  hemoglobin 10.0 mg/mL.
- Bao quan: 4-30°C
- Han dung: 24 thang
- Pat tiéu chuan ISO 13485
Xét nghiém dinh lugng Thyroxine toan phan (T4)
+ .. | véi muc dich hd tro danh gia chirc ning tuyén giap.
Thudc thu
, n - Phuong phap xét nghiém:Mién dich huynh quang
xét nghiém S A 25
dinh luong | - Pham i xét 1’1gh1¢m'.A 12.87- 300 nmol/L test/hop
T4 - Ngudng phat  hién: 12.87  nmol/L i

- Miu Pham: Mau toan phan/ Huyét thanh/ Huyét
tuong




- Bao quan: 4-30°C
- Han dung: 24 thang
- Pat tiéu chuan ISO 13485

Thude thir

x¢ét nghiém

dinh lugng
TSH

Xét nghiém dinh lwong hormone kich thich tuyén
giap (TSH )
- Phuong phap xét nghiém: Mién dich huynh quang
- Pham vi xét nghiém: 0.1 - 00 mIU/LL
- Ngudng phat hién: 0.1 mlU/L
- MAu Pham: Mau toan phan/ Huyét thanh/ Huyét
tuong

- Céc chit sau day khong anh huong dén két qua xét
nghiém TSH ¢ néng d6 xac dinh: FSH 200 mIU/mL,
LH 200 mIU/mL, hCG 1000 mIU/mL, cholesterol 60
mg/mL, bilirubin 2 mg/mL, triglycerides 40.0
mg/mL, hemoglobin 10.0 mg/mL
- Bao quan: 4-30°C
- Han dung: 24 thang
- Dat tiéu chuan ISO 13485

25
test/hop

Phin

2: Héa chit sir dung cho may xét nghiém déng mau (gém 05 danh muc):

Thubc thir
x€t nghiém
PT

Thoi gian prothrombin (PT) 13 xét nghiém dung dé
nghién ciru cac van dé trong qua trinh dong mau ciing
voi xét nghiém APTT va cac xét nghiém khac. Thoi
gian prothrombin 1a thoi gian can thiét dé hinh thanh
cuc mau dong sau khi thém canxi thromboplastin
trich xuat tir ndo thd vao miu mau trong natri citrat.
Thanh phan: Chat thir 1 Thromboplastin, trich xut
ttr ndo tho, chat dém PIPES, natri azide 1a chét bao
quéan. Luu trit & 2-8°C. Ong nghiém R1 hoan nguyén
¢6 thé dugc ding ngay va giit on dinh 7 ngay &
+2/+8°C, Iuu trit trong dng nghiém gdc chua nhiém
ban. Tri s6 chuén: PT 13-17 giay ; PT (ti 1) 0,90 —
1,20 ; PT (hoat hoa) 120-70% ; PT (INR) 0,88 — 1,24

5x4ml

Thubc thir
xét nghiém
APTT

Thoi gian Thromboplastin timg phan hoat hoa
(APTT) la phuong phap c6 ich va hidu qua dé sang
loc nhitng bénh nhan thudng xuyén chay mau, dé
danh gia hi¢u qua cua tri li€u 16l loandéng mau va la
co s dé thyuc hién cac quy trinh thir nghiém yéu t6
d6ng may cu thé. Thanh phan: R1 Cefalin 1a chat
hoat héa xuc tac (chat 16ng), R2 Calcium chlorice.
Giir 6n dinh: 30 ngay & 2-8°C, khong lam dong. Két
qua: Nguoi lon 25-37 gidy, Tré so sinh (10-30 ngay)
31-55 gidy, Pham vi diéu tri 50-80 giay.

5x4ml +
1x20ml

Thubc thit
xét nghiém
fibrinogen

Céc gi tri ndng do fibrinogen theo thoi gian di duoc
quan sat trong céac giai doan viém nhiém cap tinh va
qua trinh mang thai (gia tri cao); trong diéu tri huyét
khdi, cac bénh gan, truong hop khong c6 fibrinogen
bam sinh, hoi ching dong mau rai rac ndi mach
(DIC) va bénh viém tuy (tri sé thip). Thanh phan:
Bovine thrombine, Calibrator plasma, Control
plasma. Giit 6n dinh: 8 tiéng ¢ nhiét do phong (15-

5x2ml
+1x1ml
+1x1ml




25 d6 C), 2 ngay néu lam dong ¢ -20 46 C ngay sau
khi pha voi huyet tuong hiéu chuan. Chi gitr 6n dinh
chét thir trong 6ng nghiém ban dau. Két qua: 2 — 4
g/L (200 — 400 mg/dl) Fibrinogen.

Huyét tuong kiém soat binh thuong. Str dung lam

Vatliéu | vat lidu kiém soat do chuan xac va do chinh xac cua
10 4 kiém soat phan tich dong mau. Thanh phan: Liophilized. Gii 1ml / Lo
xét nghi¢m on dinh: 4 tiéng ¢ nhi¢t d§ phong (15 - 25°C), 2 ngay ;
doéng mau | néu lam dong & 0 - 20°C ngay sau pha. Chi gitr 6n dinh
chét thir trong ong nghiém goc
1 5 Bi tit Dung dé hd tro xac dinh thoi diém dong mau 2000
2000 vién/Lo vién/lo
Phin 3: Hoa chit sir dung cho may xét nghiém dién giai (g0m 12 danh muc)
- Thanh phén chinh: KCI, NaCl, NaAc, CaCl2, dém
pH, chat hoat dong bé mat, chit bao quan.
- Gia tri hiéu chuan:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L,
Cl- 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, CI-
70  mmol/L, Ca2+ 2.5 mmol/L, pH 7
- Nong do:
Thubc thir Ammonium molybdate 0.4 mmol/l
xét nghiém Sulphuric acid 100 mmol/l Cal A:
dinh luong Hydrochloric acid 100 mmol/I 65 Omi
12 1 dathongsd | - Mau bénh pham: Huyét thanh ngudi .
A X P A A Cal B:
dién gidi | - Tuong quan tuyén tinh h¢ so r: K+ >0.99, 200ml
(K, Na, Cl, | Na+>0.99, Cl- >0.99, Ca2+ >0.99
Ca,pH) | - D0 1éch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%,
Ca2+ <5%
- B0 nhay cua phép phéan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+
<0.1mmol/L
- D§ thién 1éch chinh xac: K+ <2%, Na+ <1.5%, CI-
<2%, Ca2+ <5%., pH < 1%
San phim co xuit xir thudc cac nudec G7
Tiéu chuan chat lugng ISO 13485:2016
- Thanh phﬁn chinh: KCI, NaCl, NaAc, CaCl2, LiCl,
pH bufter, chit hoat dong bé mat, chat bao quan.
Vat liéu - bac tinh hiéu suét:
kiém soat + Trong khoang CV: K+ <1.5%, Na+ <1.5%, ClI-
chit lugng | <1.5%, Ca++ <1.5%, pH <1.0%
13 2 x€t nghiém + Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl- | 10x1ml
dinh lugng | <3.0%, Cat++ <5.0%, pH <1.0%
(Na, K, CI, + D0 thién 1éch chinh xac: K+ <2.0%, Na+ <1.5%,
Ca, pH) Cl- <3.0%, Catt <5.0%, pH <1.0%
San pham c6 xudt x& thudc cac nuéc G7
Tiéu chuén chét lugng ISO 13485:2016
D;;Z%S;Ch Thanh phén chinh:
'® | Sodium hypochlorite  (NaClO) 0.4% - 0.5%
14 3 cho may 10x5ml
A s San pham c6 xuit xu thudc cic nudc G7
phéan tich

dién giai

Tiéu chuan chat lugng ISO 13485:2016




Vit tur diing Tuong thich vdi may phan tich dién gidi model Auto
15 4 cho may xét ISESOO 2 , X , n , . Chiéc
nghiém Sgn pham c6 xuat xu thudc cac nuoc G7
i Ti€u chuan chat lugng ISO 13485:2016
Dung dich Thanh phan ' . chinh:
dien cfrc KCl, NaCAl, NaAc,A CaCl%, LiCl, 3hat de_:fn pH, c}qlat
dl‘lﬁg cilo hqat dong be mat, chat biao  quan.
16 5 méy phan Nong d6 tung phan: K+ Smmol/L, Na+ 125mmol/L, | 5x0.8ml
tich dicn Cl- 14§mmol/L, ,Ca2+ 10mmol/L, pH 7.6
- San pham c¢6 xuat xuo thugc cac nudc G7
gl Tiéu chudn chét lugng ISO 13485:2016
Dung dich
dién cuc | Thanh phan chinh: KCl
17 6 ding cho | Néong ~d6: K+ 4molVL, Cl-  4molL 20ml
may phan | Sdn pham c6 xuat xt thudc cac nudc G7
tich dién | Tiéu chuan chét lugng ISO 13485:2016
giai
]?ung d;gh Thanh phan chinh:
rua protein .
diing cho Egzyme: . Pepsm.
18 7 méy phan Dilutor: q KCl, NaCl, Hydrochloride acid. | 3x2ml
tich dién Sz'in pham c6 xuat xu thudc cac nuoc G7
giéi' Ti€u chuan chat luong ISO 13485:2016
Didn cuc bién , ’ cuc o K o electrode
<6t ﬁghiém Tuong thich vd1 may phan tich dién gidi model Auto y
19 8 dinh luon g ISE500 ’ Chiéc
CKe San pham c¢6 xuat x& thudc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016
Didn cuc bién , cuc o Na.A electrode
<&t nehicm Tuong thich véi may phan tich dién gidi model Auto y
20 | 9 | Yo | SES00 Chiéc
IHNali()’Ilg San phém co xudt xt thuéc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016
Dién cuc bién , ’ cuc o CI.A electrode
<ét nehiém Tuong thich vd1 may phan tich dién gidi model Auto y
21| 10 | T | ISES00 , Chiée
L € | san phdm c6 xuat xu thuoc cac nudec G7
Ti€u chuan chat lugng ISO 13485:2016
Dién cuc bién , cuc o pH.A electrode
<6t ﬁghiém Tuong thich véi may phan tich dién giai model Auto y
22 11 dinh luon o ISE500 , Chiec
o0 San phdm c6 xuat xa thuc cac nudec G7
P Tiéu chuan chat lugng ISO 13485:2016
Dicn cuc bién , ’guc, o Ref o electrode
<&t nehidm Tuong thich vd1 may phan tich dién gidi model Auto y
23 | 12| RS I ISES00 , Chiée
(iuy chié ug San phdm c6 xuat xu thudc cac nuoec G7
Ti€u chuan chat lugng ISO 13485:2016

Phin 4: Héa chit sir dung cho may xét nghiém sinh hoéa tw dong Urit-8210 (gdm

22 danh muc)




Hoa chat dung cho xét nghiém Albumin. Thanh phan

thudc thur:
, £ R1
Hoa Cl.l'flt Succinic acid 108 mmol/L
24 xét nghiém . 6x70mL
Albumin succinate 56 mmol/L
Bromocresol green (BCG) 0,25 mmol/L
Detregent and Stabilizer 40 g/l.
Dat tiéu chuan ISO 13485:2016
Thudc tht dung cho xét nghiém dinh luong
Amylase;
Thanh phan:
Hoa chét R1: PIPES pH 7,1  57mmol/l; NaCl 86mmol/l;
, CaCl2 1mmol/l; a-Glucosidase > 4kU/L; Detergent | 2x66mL
xet Iyt
25 nghiém and Stabilizer +
Amyl.ase R2: HEPES pH 7,2 100mmol/l; NaCl 50mmol/l; | 2x14mL
MgCl12 9mmol/I; Ethylidene-p-nitrophenyl-
maltoheptaoside; EPS-G7 11mmol/l; Detergent and
Stabilizer
Dat tiéu chuan ISO 13485:2016
Hoéa chat dung cho xét nghiém Bilirubin tryc tiép.
Thanh phan thude thur:
Hoéachdt |RI:
xét Urea 174 mmol/L | 6x70mL
26 nghiém HCl 143 mmol/L /
Bilirubin | Detergent and Stabilizer | 6x15mL
tryc tiép | R2:
3,5 Dichlorophenyldiazoniumsalt 0,23 mmol/L
HCl 249 mmol/L
Hoa chat dung cho xét nghiém Total Bilirubin.
Thanh phan thudc thir:
R1:
Hoéa chat | Lithiumdodecylsulfate 44 mmol/L EDTA 6,4
xét mmol/L 6x70mL
27 nghiém Cofteine 61 mmol/L /
Bilirubin | R2: 6x15mL
toan phan | Lithiumdodecylsulfate 36 mmol/L
3,5,-Dichlorphenyldiazoniumsalt DC 0,9 mmol/L
Lithiumacetat 15 mmol/L
Dat tiéu chuan ISO 13485:2016
Hoba chat dung cho xét nghiém Cholesterol. Thanh
phan thude thur:
R1:
. £ PIPES H 6,9 40 mmol/L
Hoa C hat Phenol P 5,3 mmol/L
28 n )}(Eém 4-Aminoantipyrine 0,29 mmol/L | 6x70mL
Ch fles.terol Lipoprotein Lipase LPL / CHE > 0,5 kU/
Cholesterinoxidase CHO > 0,2 kU/1
Peroxidase POD > 1,0 kU/1
Detergent and Stabilizer
Pat tidu chuan ISO 13485:2016
Hoéa chat | Hoa chét dung cho xét nghiém HDL-Cholesterol . | 4x60mL
29 X6t Thanh phan thude thir: /
nghiém R1: 4x20mL




HDLCholes

MES buffer, pH 6.5

terol N,N-Bis(4-sulfobutyl)-3-methyl-aniline
TODB
Polyvinyl sulfonic acid; Polyethylene-glycol-methyl
ester; MgCl2; EDTA
Detergent
R2:
MES buffer, pH 6.5
Cholesterolesterase; Cholesteroloxidase
Peroxidase; 4-Aminoantipyrine
Detergent
Dat tiéu chuan ISO 13485:2016
Hoéa chat dung cho xét nghiém LDL-Cholesterol.
Thanh phan thudc thur:
R1:
MES Buffer pH 6,5
PEGME/PVS mixture < 1 %
Hoéa chat | Cholesteroloxidase > 500 U/l Ax60mL
30 7 xét nghiém | Cholesterolesterase > 250 U/l /
LDL Peroxidase > 10 kU Ax20mL
Cholesterol | 4-Aminoantipyrine 4 mmol/L
Detergent and Stabilizer
R2:
MES Buffer pH 6,5
N,N-Bis(sulfobutyl)methylaniline < 1 mmol/L
Detergent and Stabilizer
Ho4 chiat ding cho xét nghiém Calcium
Hoéa chat | Thanh phan thudc thir:
xét R1:
3 8 nghiém | MES pH 6,5 75 mmol/1 | &¥70mL
Calcium | Arsenazo I 100 umol/L
Detergent and Stabilizer
Hoa chat dung cho xét nghiém CK-MB. Thanh phan
thudc thur:
R1:
Imidazole pH 8,0 44 mmol/L ,D-Glucose 31
mmol/L, EDTA 2,5 mmol/L ,Hexokinase > 8 kU/I,
Creatine phosphate 45 mmol/L, ADP 4 mmol/L, G-
Hoéa chat | 6-PDH > 3 UM\ ool
3 9 xét Diadenosine 21 pmol/L, AMP 6 mmol/L, Anti- /
nghiém CK- | human monoclonal, CK-M antibody (sheep), 3x15mL
MB sufficient to inhibit up to 2 kU/l of CK-MM at 37 °C
Detergent and Stabilizer
R2:
Tris pH 3,8 119 mmol/L
N-Acetyl-L-Cysteine 69 mmol/L
Magnesium acetate 46 mmol/L
NADP 44 mmol/L
Hoéa chat Hoa chat dung cho xét nghiém Creatinine. Thanh
<&t phan thude thu: | 6x70mL
33 10 nohié R1: /
g | godium Hydroxide 160 mmol/L | 6x15mL
Creatinine

Disodiumhydrogenphosphate 6,7 mmol/L




R2:
Picrid Acid 20
Detergent and Stabilizer

mmol/L

Hoa chat dung cho xét nghiém Glucose. Thanh phan

thudc thur:
R1:
Hoéa chat | Phosphate Buffer pH 7.5 96 mmol/L
xét Phenol 5 mmol/L
34 1 nghi¢m Potassiumhexacyanoferrat 7 umol/L 6x70mL
Glucose | 4-Aminoantipyrine 360 umol/L
Glucoseoxidase GOD > 20 kU/
Peroxidase POD > 1,5 kU1
Detergent and Stabilizer < 0,1 %
Hoéa chat ding cho xét nghiém AST. Thanh phan
thudc thur:
R1:
, X TRIS-Buffer pH 7,8 99 mmol/L
Hoéa chat
<6t L-Aspartate 250 mmol/L 6x70mL
35 12 nghiém EDTA 16 mmol/L /
ASAT/ Malate Dehydrogenase (MDH) > 0,5 kU/ 6x15mL
Lactate dehydrogenase (LDH) > 1,5 kU/I
GOT RD:
CAPS pH 9,6 85 mmol/L
NADH 1,5 mmol/L
2-Oxoglutarate 113 mmol/L
Hoa chat ding cho xét nghiém ALT. Thanh phan
thudc thur:
R1:
TRIS buffer pH 7,8 95 mmol/L
Hoéa chit | L-Alanine 600 mmol/L | 6x70mL
36 13 xét nghiém | EDTA 5,8 mmol/L /
GPT/ALT | Lactate dehydrogenase LDH > 1,5 kU/l| 6xI15mL
R2:
CAPS pH 9,6 85 mmol/L
2-oxoglutarate 113 mmol/L
NADH 1,4 mmol/L
Hoa chat dung cho xét nghiém Total Protein. Thanh
Hoéa chit gﬁn thudc thir:
xét S .
. Potassium  sodium tartrate 17  mmol/L
37 14 n%};zrln EDT A | 7 mmol/L 6x70mL
Protein Sodium hydroxide 1,25 mol/L
Copper sulfate 12 mmol/L
Potassium iodide 30 mmol/L
Hoa chat dung cho xét nghiém Triglyceride. Thanh
phan thudc thur:
Hoéa chat | R1:
xét PIPES pH 7,0 40 mmol/L
38 15 nghi¢m 4-Chlorphenol 5,4 mmol/L | 6x70mL
Triglyceride | ATP 1,6 mmol/L
s Mg2+ 4,6 mmol/L
Glycerokinase GK > 0,8 kU/1
Peroxidase POD > 0,8 kU/




Lipoproteinlipase LPL > 2 kU/1
4-Aminoantipyrine 0,29 mmol/L
Glycerol-3-phosphatoxidase = GPO  >3,0 kU/I

Detergent and Stabilizer

Hoba chat dung cho xét nghiém Urea/Urea nitrogen.

Thanh phan thudc thir:
RI:
TRIS-Buffer pH 8,0 49 mmol/L
Hoa chét EDTA 5,8 mmol/L
<6t 2-Oxoglutarate 2,4 mmol/L | 6x70mL
39 16 nghiém ADP 2,9 mmol/L /
UREA Urease > 9 kU/1 | 6x15mL
Glutamate dehydrogenase GLDH > 0,7 kU/I
Detergent and Stabilizer
R2:
NADH 2,1 mmol/L
CAPS pH 9,6 85 mmol/L
Thudc thtr dung cho xét nghiém dinh luong axit uric;
Hoa chét Thanh phén:
<6t R1: Phosphate Buffer pH 7,0; | 6x70mL
40 17 nehiém 3,5,Dichlorhydroxybenzolsulfonic acid DCHBS; /
Ur%c Acid 4-Aminoantipyrine; K4[Fe(CN)6]; Detergent and | 6x15mL
Stabilizer; Uricase; Lipoprotein Lipase LPL; EDTA;
’ Peroxidase POD
41 13 H(L? AC hat B0 hiéu chuén da nang co thé duoc st dung dé hiéu
1€u 2 , A L, . , 1x3mL
2 chuan may phan tich sinh hoa
chuan
Chat kiém ching cho cac xét nghiém sinh hoa
Vat licu thuc‘rng. quy muc binh th}I‘(‘)’ng‘bao gdm cac chi s6:
kié.m séét Alquln, Amylase, Bilirubin-Total va Direct,
42 19 xét nghiém Calcium, Cholesterql, ‘HDL, LDL, CK -NAC, CK- 1x5mL
sinh ho‘é MB, Copper, Creatinine, GLDH, .Glucose, GO'T,
it thép GPT, GGT, Iron, Lactate, Lipase, Protein,
Triglyceride, Urea, Uric Acid, Zicn.
Dat tidu chuan ISO 13485:2016
Chat kiém ching cho cic xét nghiém sinh hoa
Vat lieu thuc‘rng. quy muc bénh ly bgo gém cic ch@ s6:
kié.m séét Albumin, Amylase, Bilirubin-Total va Direct,
. A Calcium, Cholesterol, HDL, LDL, CK -NAC, CK-
43 xét nghiém iy Ix5mL
sinh hod MB, Copper, Creatinine, GLDH, .Glucose, GO'T,
e cao GPT, GGT, Iron, Lactate, Lipase, Protein,
Triglyceride, Urea, Uric Acid, Zinc.
’ Dat tiéu chuan ISO 13485:2016
i‘:‘ dﬂft Dung dich rira hé théng mdy sinh héa. Thanh phan:
'© | Sodium hydroxide < 5%; Non-ionic stabilizer < .
44 20 cho may 0.1% 1x2Lit
phan tich | 5, 61 chuéin 1SO 13485:2016
sinh hoa
, z Hoéa chat dung cho xét nghiém GGT. Thanh phan
Hoiéc;hat thude thu: | 6x70mL
45 21 nghiém R1: /
GGT Tris 120 mmol/L | 6x15mL

Glycylglycine 150 mmol/L




R2:

Pipes pH 5,1 180 mmol/L
L-Gamma-glutamyl-3-carboxy-4-nitro-anilide 19
mmol/L

Phin 05: Hoa chat sir
dung cho may xét nghiém
sinh hoa ty dong (gom 35

Nha thau trung thiu cam két cung cép may moc
stt dung di kém khi thyc hién hop dong

danh muc)
- Phuong phap: BCG Bromocresol Green
- Thanh phan chinh:
Succinate buffer 60.0 mmol/l
Bromocresol green (BCG) 0.15 mmol/l
surface-active agent not anionic
A . |- Budc song: K 630 600-670) nm
Thube thir | = G P T (Viéc: 37°C
46 1 xet nghiém | Gia tri tham khao: Huyét thanh hodc huyét tuong | 12x21ml
dinh lugng
Albumin 3.6 ’ - 4.9 g/dl
- B¢ tuyén tinh: Phan Gng c6 tuyén tinh trong pham
vi néng d6 tr 056 dén 8.0 g/l
- Do nhay phan tich vé gi6i han phat hién 1a: 0.56
g/dl.
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuén chét lugng: ISO 13485:2016
Phuong phap: SZASZ
- Thanh phan chinh:
R1: Goods buffer pH 8.25 350.0 mmol/l
Glycylglycine 180.0 mmol/l
Thudc thir | R2:  L-gamma-glutamyl-3-carboxy-4-nitroanilide R1:
47 ) xét nghiém | 20.0 mmol/l | 6x59m
dinh lugng | - Gia tri tham khao ¢ 37°C: Nam 10 - 50 [U/1], nit 8 R2:
Gamma GT | - 31 [UN1] | 6x17ml
Pham vi tuyén tinh: 5- 800 U/
D0 nhay thur nghiém vé gi6i1 han phat hién 1a 1a SU/L.
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuan chét lugng ISO 13485:2016
- Thanh phan chinh:
R1: Pipes buffer pH 7.0 50.0 mmol/l
Cholesterol esterase 800 U/
Cholesterol oxidase 500 U/l
Catalase 300 kU/
TOOS 2.0 mmol/l
Thudc thtt | R2:  Goods buffer pH 7.0 50.0 mmol R1:
48 3 xét nghiém Peroxidase 4 KU/l | 1x59ml
LDL 4-aminoantypirine 4.0 mmol/l R2:
Cholesterol | - Gia tri tham chiéu: Huyét thanh - huyét trong < 128 | 1x22ml
mg/dl
- Phan g tuyén tinh 1én dén nong d6 1000 mg/dl.
- B4 nhay cua xét nghiém vé gi61 han phat hién la
7.0 mg/dl.
San pham c6 xudt x& thudc cac nuéc G7
Tiéu chuén chét lugng: ISO 13485:2016
Thudc thur | - Phuong phap: Chod-Pap
49 4 xét nghiém | - Thanh phan chinh: 9x70ml




dinh lugng Goods  buffer: pH 6.8 100.0 mmol/l
Cholesterol Cholesterol esterase > 500 U/l
Monoreage Cholesterol oxidase > 800 U/l
nt Phenol 20.0 mmol/l
Peroxidase > 2500 U/
4-aminophenazone 1.6 mmol/l
- Budéc song A: 510 (500- 550) nm
- Nhiét do lam viée 37°C
- Pua thude thir vé 15-25°C trude khi st dung
- Gia tri tham chiéu dén 37°C: Huyét thanh — huyét
tuong 180 -220 mg/dl
- Phan tng tuyén tinh trong pham vi ndng do tir 2.8-
800 mg/dl
- P9 nhay phan tich vé giéi han phat hién la 2.80
mg/dl
Tiéu chuan chat lugng: ISO 13485:2016
Thanh phan chinh:
R1: Goods buffer pH 7.6 130.0 mmol/l
ADP 1.2 mmol/l
Urease > 8000 U/l
GLDH > 1500 U/
R2: Goods buffer pH 10.2 100.0 mmol/l
Alpha-ketoglutarate 65.0 mmol/l
Thudc thir NADH . . 1.20 mmﬂl/l R1:
, C - Gia tri tham chiéu:
50 XELNGRIEM |y &4 thanh - huyét twong: 10 - 50 mg/dl (1.67 - | S0
dinh lugng R2:
n 8.32 mmol/l)
ure Nuée tidu: 20 - 35 g/24h (333 - 583 mmol/24h) | OX17m!
- Phan {mg tuyén tinh 1én dén nong do 200 mg/dl
(33.3 mmol/l) véi pham vi 4.9-200 mg/dl (0.81-33.3
mmol/l)
- B3 nhay cua xét nghiém vé gid1 han phat hién la
3.0 mg/dl (0.50 mmol/l)
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuan chét lugng: ISO 13485:2016
- Phuong phap: GOD-PAP
- Thanh phan chinh:
Phosphate buffer pH 7.4 100.0 mmol/l
Phenol 9.0 mmol/l
GOD > 25000 U/l
Thubc thir POD > 1500 u/
x€t nghiém 4-aminophenazone 2.3 mmol/l
> dinhlugng |- Buwéc song A 510 (500-550) nm| OX/0ml
Glucose - Nhiét do lam viéc 37°C
- Pua thudc thir vé& 15-25°C true khi st dung
- Gia tri tham chiéu:
Huyét thanh, huyét twong 70 - 105 mg/dl (3.9-5.8
mmol/l)
Nude tiéu < 0.5 g/24h (
Thude thir Phuong ‘ phap: . Jendrassik-(jjrof R1:
57 xét nghiém | - Thanh' . phan chinh: | 6x40ml
dinh luoﬁg R1: . ‘Sulphamhc ' acid 12.5 mmol/l R2:
) j Citric acid 1.00 mol/l | 6x10ml




Bilirubin Caffeine 0.18 mol/l
toan phﬁn Chét bao quan va chét hoat dong bé mat khong
phai la anion
R2: Nitrite sodium 0.52 mmol/l
- Gia tri tham chiéu: Nguoi 16n 0.3-1.2 mg/dl (5.1-
17.1 pumol/1)
- Phan tmg tuyén tinh trong pham vi ndng do tir 0.04
dén 25 mg/dl.
- B§ nhay cua xét nghiém vé gid1 han phat hién la
0.04 mg/dl
San phim c6 xudt x& thudc cac nuéc G7
Tiéu chuén chét lugng: ISO 13485:2016
Thanh phan chinh:
R1: Litium hydroxide 120.0 mmol/L, Boric Acid
80.0 mmol/L
R2: Picric acid 67.0 mmol/L
Lo |- Gia tri tham chiéu: )
T’huoc ﬂ}u Huyét thanh - huyét twong: Nam 0.9 - 1.3 mg/dL; Nit RI:
x¢ét nghi¢m 4x70ml
53 8 dinh luong 0.6 7 - 1.1 mg/dL RD:
L Nuéde tieu: Nam 800-2000mg/24 gio; N 600- :
Creatinine . | 4x70ml
1800mg/24 gio
- Tuyén tinh: 0,3 dén 25 mg/dl (27-2210 pmol/l)
- bo nhay: 0.3mg/dl (27pumol/T)
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuan chét lugng ISO 13485:2016
- Phuong phéap do mau arsenazo
- Thanh phan chinh:
R1: Goods buffer pH 6.8 100.0 mmol/l
Thubc thir Arsenazo I 0.40 mmol/l
xétnghiém |- Budc song A 650 (600-670) nm
54 9 dinh luong | - Nhiét do lam viéc 37 °C | 9x70ml
Calcium |- D6 tuyén tinh 12 dn 16 mg/dl
Arsenazo | - D nhay phan tich vé gi6i han phat hién 1a: 1.2
mg/dl.
San phiam co xuit xir thudc cac nudec G7
Tiéu chuan chat lugng: 1SO 13485:2016
- Thanh phan chinh:
R1: Buffer:
Imidazol pH 6.7: 100 mmol/L
Glucose: 20 mmol/L
Magnesium acetate: 10 mmol/L
EDTA: 2 mmol/L
. | R2: Anti CK-M
Thudc tha *Anti CK-M 2000 uL|  RE
55 | 10 | x¢tnghiém ADP 2 mmol/L | 1X40m
dinh luong R2:
CK MB AMP > mmolL |y 4 i
di-Adenosine-5- pentaphosphate 10 mmol/L
NADP+ 2 mmol/L
Hexoquinase (HK) 2500 U/L
Glucosa-6-phosphate deshydrogenase 1500 U/L
N-acetylcysteine 20 mmol/L

Creatinine ~ phosphate 30 mmol/L
Tinh tuyén tinh: 330 U/L




bo ~ nhay 14 4.1 U/L
San phdm c6 xuat xa thuc cac nudec G7
Tiéu chuan chat lugng: ISO 13485:2016

Phuong phép: Biuret
- Thanh phan chinh:
R1: Sodium  hydroxide:  350.0  mmol/l

Sodium potassium tartrate: 20.0 mmol/l

Thude thir Iodide potassium: 5.2 mmol/l
xét nghiém 'S’ulphate , copper: 4.8 . mmol/l
56 1 dinh Tuong : g}la tri tham chiéu: Huyét thanh-huyét twong g/(61 1 9x70ml
Pmte}l:;l foan | _ Phan tng tuyén tinh 1én dén ndng do 10 g/dl vai
phat | ham vi 0.3-10 g/dl
- D6 nhay ctia xét nghiém vé gidi han phat hién la:
0.5 g/dl.
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuén chét lugng: ISO 13485:2016
- Phuong phap: Clearance
- Thanh phan chinh:
R1 Goods buffer pH 6.6: 100.0 mmol/l
Cholesterol esterase: 800 U/
Cholesterol oxidase: 500 U/l
Catalase: 300 kU/
Thubc thir HDAOS: 0.7 mmol/l | o
xétnghiém | R2 Goods buffer pH 7.0 100.0 mmol/l % 60.m
57 12 dinh lugng Peroxidase 4 kuU/1 RO
HDL 4-aminoantypirine 40 mmol/l 2X22.rnl
Cholesterol | - Gia tri tham khao: Huyét thanh - huyét tuong > 35
mg/dl
- Phan tng tuyén tinh 1én dén nong d6 150 mg/dl.
- B§ nhay cua xét nghiém vé gidi han phat hién la
3.0 mg/dl.
San phiam co xuit xir thudc cac nudec G7
Tiéu chuan chat lugng ISO 13485:2016
Phuong phap: Jendrassik Grof
- Thanh phan chinh:
R1: Sulphanilic acid 22.0 mmol/l
Chét bao quan va chat hoat dong bé mit khong
: .. | phdi anion
);l;l:lilog(;féli R2: Nitrite ~ sodium 0.35 mmol/l R1:
. i - Gia tri tham chiéu: Nguoi 16n 0 - 0.35 mg/dl (0 — | 6x40ml
8 | 13| dinhluong | 4 umol/l) | R2:
]t3r11}:1cntli%m Phan ung tuyén tinh trong pham vi ndng do tir 0.04 | 6x10ml
HCHEP 1 ¢én 10 mg/dl.
- D6 nhay ciia xét nghiém vé gidi han phat hién 1a
0.04 mg/dl.
San phim co xuit xir thuéc cac nudec G7
Tiéu chuén chét lugng: ISO 13485:2016
Lo |- Thanh han chinh:
T’huoc t}}u’ R1: Goods buffer pH p7.5 80.0 mmol/l; RI:
xét nghiém . | 6X59m
59 14 dinh lugng L-alanine 500.0 mmol/l; R2:
ALT-GPT LDH = 1500 UL\ 6x17ml

R2: Goods buffer pH 7.5 80.0 mmol/l;




65.0 mmol/l;

NADH > 1.18 mmol/l
- Bu6c song A 340 (334-365) nm
- Pua thudc thar vé& 15-25°C trude khi st dung
- D6 tuyén tinh: Tu 2.5 d&n 400 U/
- D6 nhay phan tich Ve gi61 han phat hién 1a 2.5U/1
San pham c6 xudt x& thudc cac nuéc G7
Tiéu chuén chét lugng: ISO 13485:2016

Alpha-ketoglutarate

Phuong phap: Uricase-POD-PAP
Thanh phéan:
R1  Goods buffer pH 8.0 100.0 mmol/l
Ascorbate  oxidase > 200 U1
3,5-diclorophenol-sulphonate 2.5 mmol/l
Thube thi R2 G(?ods buffer pH 8.0 100.0 mmol/l R1:
xét nghiém 4—amlpqphenazone 0.8 mmol/l 6x59ml
60 15 dinh luon g Pe§0x1dlse > 3000 U/l RD:
axit uric Unicase .2 600 . uil 6X17.ml
- Phan Ung 1a tuyén tinh trong pham vi nong do tu
0.5 dén 25 mg/dl
- P9 nhay phan tich vé giéi han phat hién 1a 0.50
mg/dl
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuén chét lugng: ISO 13485:2016
- Thanh phan chinh:
R1: Goods buffer pH 7.8 80.0 mmol/l
L-aspartate 240.0 mmol/l
LDH > 1800 U/l
2 MDH > 800 U/l
Thuoc t}}u R2: Goods buffer pH 7.8 80.0 mmol/l RI:
61 16 X?t nghiém Alpha-ketoglutarate 65.0 mmol/l 6x39ml
dinh lugng R2:
AST-GOT NADH > 1.18 mmol/l 6x17ml
- Budce song 340 (334-365) nm
- Pua thubc thir vé 15-25°C truge khi st dung.
- D6 nhay phan tich Ve €161 han phat hién 1a 2.4 U/l
San pham c6 xuat xa thudc cac nudc G7
Tiéu chuan chat lugng: 1SO 13485:2016
Phuong phéap: CNPG3
- Thanh phan chinh:
MES  buffer ph 6.0: 90.0 mmol/l
Natri Clorua: 500.0 mmol/l
Thudc thit Kali ‘ sulphacyanua: 0.60 mol/l
xét nghiém Canxi axetat: 7.2 mmol/l
62 17 dinh luoﬁg CNPG3: 2.7 ~mmol/l | 12x21ml
.Amyla'se - Gia tri tham khao: Huyét thanh hodc huyét tuong
35-115  U/L. Nudéc tiecu < 680 U/L
Pham vi tuyén tinh lén dén  1000U/1
Do nhay kiém tra vé gidi han phat hién 52U/
San phiam c6 xudt x& thudc cac nuéc G7
Tiéu chuén chét lugng ISO 13485:2016
Thudc thtr | - Phuong phép: GPO-PAP
xét nghiém | - Thanh phan chinh:
63 1 1 | Ginhlwong |R1:  PIPES  buffer 1000  mmoli| 2X/0m!
Trygliceride Phenol 16.0 mmol/l




Lipoproteinlipase > 4000 U/l
Glicerolkinase > 2000 U/
Peroxidase > 2500 U/l
ATP 0.8 mmol/l
4-aminophenazone 1.4 mmol/l
Glicerol-3-P-oxidase > 2000 U/

- Gi4 tri tham chiéu: Huyét thanh - huyét tuong
ban o6ng 60-165 mg/dl (0.68-1.86 mmol/l)
Phu nit 40-140 mg/dl (0.45-1.58 mmol/l)

- Phan tmg tuyén tinh 1én dén néng d6 1000 mg/dl

- B4 nhay cta xét nghiém vé gi61 han phat hién la

3.50 mg/dl.

San phim c6 xudt x& thudc cac nuéc G7

Tiéu chuan chat lugng ISO 13485:2016

Dung dich
rira cd tinh
64 19 Ax,it ch,o Cl;ét té}y nﬁ{a Cf') tiql; axit (’iu:qc sir dung dé rira dau do 1x500ml
may xét | mau va loai bo nhi€ém chéo
nghiém sinh
hoa
Dung dich
rira cd tinh
kiém cho | Dung dich tay rira, lam sach 6ng nghiém phan Gng | 1x2000m
65 20 . N |
may xét | va kim hit mau 1
nghiém sinh
hoa
Dung dich
rira budng
66 21 phan e Dung dich rira cho may xét nghiém sinh hoa 1x500ml
cho may xét
nghiém sinh
hoa
Vit liéu kiém soat dong kho duwa trén huyét tuong
ngudi, da loai bo fibrin dé do cic chi s6 sau:
Albumin, Alkaline Phosphatase, ALT (GPT),
Vat licu Amylase Pancr‘eatic, .Amyl.a.se ljotal,. AST (QOT),
ki érn sé)ét B{carbongt'e, B}le Acids, Blllmbln Dlrgct, Blllmbln
mite T xét D1rec‘F, Bilirubin Total, Ca1c1.um, Calcium Ionised,
o Chloride, Cholesterol, Cholinesterase, CK Total,
67 22 nghiém . Sml
dinh Iuong Copper, Creatinine, gamma-GT, QLDH, G}ugose,
. an x| Iron, Lactate, LD (LDH), Lipase, Lithium,
cac thong so . . :
sinh hoa Maggesmm, Phqsphate Inorge}mc, Potassmm,
Protein Total, Sodium, TIBC, Triglycerides, Urea,
Urea, Uric Acid (Urate), Zinc.
San phim co xuit xir thuéc cac nudec G7
Tiéu chuan chat lugng ISO 13485:2016
Vit li¢u Vit liéu kiém soat dong kho dua trén huyét tuong
kiém soat | ngudi, di loai bo fibrin d& do cic chi s6 sau:
muc I xét | Albumin, Alkaline Phosphatase, ALT (GPT),
68 23 nghiém Amylase Pancreatic, Amylase Total, AST (GOT), S5ml
dinh lugng | Bicarbonate, Bile Acids, Bilirubin Direct, Bilirubin
cac thong s6 | Direct, Bilirubin Total, Calcium, Calcium Ionised,
sinh hoa Chloride, Cholesterol, Cholinesterase, CK Total,




Copper, Creatinine, gamma-GT, GLDH, Glucose,
Iron, Lactate, LD (LDH), Lipase, Lithium,
Magnesium, Phosphate Inorganic, Potassium,
Protein Total, Sodium, TIBC, Triglycerides, Urea,
Urea, Uric Acid (Urate), Zinc.
San phdm c6 xudt x thudc cac nudec G7
Tiéu chuin chat lugng ISO 13485:2016

Bong den Halogen lamp 12V/20W
Thong 50 ky thuat:
bién ap danh nghia: 12.0 v
Cong suat danh nghia: 20.00 w
Béng dén Bugng kiph: 9.5 mm
cho mé Ch@u . dai: 30.0 mm y
69 24 . Y | Chibu dai tim deén (LCL):  19.5 mm | Chiéc
sinh hoa A . A ,
m600 Chiéu dai da}y toc: 1.90 mm
Truong dugc chiéu sang:  1.9*2.0 mm?
Duong kinh day toc: 2.0 mm
Tubi tho: 3000 gio
San pham c6 xudt xa thudc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016
- Thanh phan chinh:
R1: Acetate buffer 1.3 mol/l
Thiourea 65.0 mmol/l
Hidroxilamin sulphate 60.0 mmol/l
Surfactants
R2 Ferene S 0.65 mmol/l
Hidroxilamine sulphate 30.0 mmol/l
Thuéc thir | - Gia tri tham chiéu: | RI:
70 75 xét nghiém Nam gidi: 59 -158 pg/dl (10.6 - 28.2 umol/l) | 6x40m
dinh lugng Phuy nt: 37-145 pg/dl (6.5 - 26 umol/l) R2:
Iron - Hiéu suat ctia thudc thir ¢6 lién quan ¢ 37°C, 1 cm | 6x10ml
va 600 nm.
- Do tuyén tinh: Tur 2.9 dén 600 pg/dl (0.52 -
107.46pumol/l)
- B§ nhay cta xét nghiém vé gidi han phat hién la
2.90 pg/dl (0.52 pmol/1)
San phim co xuit xir thuéc cac nude G7
Tiéu chuan chat lugng: 1SO 13485:2016
Gia tri tham chiéu binh thuong 0-16%
Thanh phan chinh:
Thude thir HbAlc R1
Latex.
Sodium azide (0.95 g/L). R1:
Thudc thir | Thude thir HbAlc R2 | 4x20m
7 26 xét nghiém | Anti-human haemoglobin Alc mouse monoclonal R2:
dinh lugng | antibody. 2x10ml
HbAlc Chét on dinh. | Lysing:
Lyse: 2x100ml
Buffer 50mmol/L
Chét 6n dinh 0.5%

San phim c¢6 xudt xi thudc cic nuoc G7
Tiéu chuan chat lugng ISO 13485:2016




Chat hiéu
chuan chat

Thanh phin chinh: M4u toan phan ngudi.

72 | 27 lumﬁ%xet San phim co xudt xt thudc cic nudc G7 | 4x0.5ml
d.ng M Tigu chuan chét lugng ISO 13485:2016
inh lugng
HbAlc
k\./xat hcl% Thanh phan chinh: Mau toan phan ngudi. Dang dong L:
1e€m soat A
. n kho. 1x0.5ml
73 28 xét nghiém \ 2 , z , R . .
dinh luong SZ'iAl’l phaxm c6 xuat xu thuoc cac nudc G7 H:
: i Tiéu chuan chat lugng ISO 13485:2016 1x0.5ml
HbAlc
Pham vi do: 0-50mg/dl
Thanh phan chinh:
Latex
Thubdc thir | Glycine buffer (pH 8.42)
xét nghi¢m | Rabbit anti-human CRP sensitized latex (0.20%). R1:
74 29 dinh lugng | Sodium azide (0.95 g/L) | 2x25m
C - reactive | Buffer R2:
protein Sodium chloride 9 g/L)| 2x5ml
(CRP) Detergent (0.1 %)
Sodium azide (0.95 g/L)
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuén chét lugng ISO 13485:2016
Vat liéu Vit liéu kiém soat chat lugng xét nghiém C - reactive
kiém soat | protein (CRP) miurc thap.
chat lugng | Thanh phan chinh:
75 30 xet nghiém | Dung dich pha loang cua huyét twong nguoi va dich Ix1ml
C -reactive | mang phdi chta CRP véi dung dich mudi dém
protein phosphate. Chat bao quan 0,095% natri azide.
(CRP)murc | San pham c6 xudt xa thudc cic nuéc G7
thap Tiéu chuin chét lugng ISO 13485:2016
Vat liéu Vat liéu kiém soat chit lugng xét nghiém C - reactive
kiém soat | protein (CRP) mirc cao.
chit lugng | Thanh phan chinh:
76 31 xet nghiém | Dung dich pha loang cua huyét twong nguoi va dich Ix1ml
C - reactive | mang phdi chia CRP véi dung dich mudi dém
protein phosphate. Chat bao quan 0,095% natri azide.
(CRP)mirc | San pham c6 xudt xa thudc cic nuéc G7
cao Tiéu chuén chét lugng ISO 13485:2016
Chat higu
chuallxet Chét hiéu chuan xét nghiém dinh luong C-reactive
nghiém .
77 | 32 | dinhlugng | PO o CRPY
C - reactive Sa}n pham c6 xuat xu thufc cac nudc G7
. Tiéu chuan chat luong ISO 13485:2016
protein
(CRP)
Cha;[ hle,u Chét hiéu chudn xét nghiém dinh lugng Creatine
chuan xét .
oA Kinase-MB
78 | 33 | nehiem ppaih phin  chinh:  huydt thanh ngudi| Ix2ml
dinh luong . 2 , X , R . .
Creatine San pham c6 xudt x& thudoc cac nudc G7

Kinase-MB

Tiéu chuin: ISO 13485:2016




Vat liéu
kiém soat

<&t nehidm Thanh phan chinh: Huyét thanh nguoi.
79 34 dinh flguo;n San phdm c6 xuat x thuoc cac nuéc G7 | 2x2ml
: TS | Tieu chuén: ISO 13485:2016
Creatine
Kinase-MB
Chét hiéu chuan huyét thanh d6ng kho c6 ngudn gbc
tir huyét thanh ngudi. Multicalibrator c6 thé dugc sir
dung dé hiéu chudn mdy phan tich sinh hoa:
Chét hicu Albumin, Alkalir}e Phosphatase, ALT (GPT),
chuin xét Amylase Pa‘lncreat{cf Amylase Total,. AST (GQT),
nghiém Bilirubin Direct, B%hrubln Total, Calcium, Chloride,
80 35 dinh hi(rng Cholqstgrol, Cholinesterase, CK Total, Copper, Sml
cé.c thén.g % Creatlnlne', Gamma GT, Glucose, Iron, Lactate, LD
sinh hoa (LDH)., Lipase, Magnesmm, Pl.losphate' Inorggmc,
Potassium, Protein Total, Sodium, Triglycerides,
Urea, Uric Acid (Urate), Zinc.
San pham c6 xudt x& thudc cac nudc G7
Tiéu chuén chét lugng ISO 13485:2016
Phan 06: Hoa chat diing
cho may phan tich khi Nha thau tring thau cam két cung cip miy méc
mau dién giai (gom 4 sir dung di kém khi thue hién hop dong
danh muc)
Cartridge 200
do cac Thong s6 do: pH, Pco2, Po2, Na+, K+, Ca2+, Cl-, | test’/hop
81 1 thong s6 | Het, Glu, Lac. | (str dung
khi mau | Pong goi: 200 test/hop (sir dung trong 3 tudn) trong 3
dién giai tuan)
Chét chuan | .., | 5T . a1 :
dung cho T.llanh .[7)1'1an: La dung dich nudc dém ?hua CI‘L_mg chat
, dién giai (Na+, K+, Cl-, CA++), duong va lactate. | 30x2,5ml
82 2 may , - n A
Khi méau Dong i go1: 30x2,5ml/ho /hop
.~ ... | Dattiéu chuan ISO 13485:2016.
dién gidi
5 - Ong nhua c6 choc nang loc mau dong .
g3 | 3 | Onedwme gy tiéu chuin ISO 13485 Z(ilqcal/
M| Pong goi: 200c4i/ hop. op
-Chtrc nang: Puogc st dung dé 1dy mau mau dong
mach va bao quan mau ban dau trude khi xét nghiém
Xi lanh 14y | <M I
’4 4 méu trang | - chh thude  kim: 23-'Gauge X 17 (25mm) ’ §O
heparin -Heparin & nong do: Lithium Heparin 15 IU/ml= | cai/hp
-The tich ong tiém & Thé tich cai dat san  1ml /
0.5ml
i ] - Pong gbi: 50céi/ hop.
Ph‘a n 7. Hoa ?hat v Vz“.t tw Nha thau trung thiu cam két cung cz‘ip may moc
dung cho may mién dich | o o di kem Khi thue hién hep dong
(gom 18 danh muc) : -
z ... | Thanh phan chinh:
;?i()gch?élri Enzyrp lién hop Khang thé khang T3 duqc gin nhin
85 1 dinh 1u’dng peroxidase cai ngua trong‘dém BIS-Tris Propane- 100 test
triiodo tflyro NaCl co chira BSA (albutpm huyét thanh bo). Cht’ra
nine chat bao quan ProClin® 300 va Bronidox.

Tiéu chuan chat lugng ISO 13485:2016




Thubc thir
xét nghiém

Thanh phég chinh:
Enzyme lién hop. Panh dau peroxidase cai ngua

86 dﬁ%ﬁ%ﬂg chéng TSH trong dém Tris-NaCl c6 chira huyét | 100 test
Kich thich thanh bo. Chira chat bao quan ProClin® 300.
Ty Tiéu chuan chat lugng ISO 13485:2016
tuyen giap
Thudc thir,
chét hiéu
chudn xét | Thanh phan chinh:
nghiém Enzyme lién hop. Peroxidase cu cai ngwa dugc gin
R7 dinh lwong | nhan 13 khang thé don dong chudt Anti-PSA trong 100 test
khang dém Tris-HCIl c6 chra BSA va casein. Chtra 2%o
nguyén dic | ProClin 300® va 0,2%o chit bao quan Bronidox.
hiéu tuyén | Tiéu chuan chat lugng ISO 13485:2016
tién liét
(tPSA)
Thanh phan chinh:
B0 xét Enzym lién hop. Horseradish-peroxidase dugc dan
23 nghiém nhén khang AFP don dong cua chudt trong dung dich 100 test
dinh luong | dém Tris-NaCl c6 chira huyét thanh bo. Chira mot
AFP lua chon cac chét bao quan.
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
Thudc thir | Enzym lién hop. Chat din xuat T4 dugc gin nhin
29 xet nghiém | peroxidase cai ngya trong dém Tris-NaCl c6 chira 100 test
dinh luong | BSA (albumin huyét thanh bo) va ANS. Chtra mot
thyroxine | s6 chat bao quan.
Tiéu chuan chat lugng ISO 13485:2016
Thudc thir | Thanh phan chinh:
xét nghiém | Enzyme lién hop. Khang thé don dong PCT dugc dan
90 dinh lugng | nhan HRP (horseradish peroxidase) cua chudt trong 100 test
PCT dung dich dém Tris-NaCl chira BSA. Chira mét luya
(Procalciton | chon cac chat bao quan.
in) Tiéu chuan chét lugng ISO 13485:2016
Thanh phan:
+Dung dich vi hat: phii bang khang thé don dong
khang IgE c6 ngudn goc tir chudt, dugc bao quan
trong dung dich dém Tris-HCl c6 chira BSA.
Thudc thir | +Enzym lién hop: Khang thé don dong khang IgE c6
91 xét nghiém | ngudn gbe tir chudt duoc gin nhin enzyme HRP 100 test
dinh lugng | (horseradish peroxidase) trong dung dich dém Tris-
tIgE NaCl chua BSA.
+Pha loang mau: Tris NaCl chia BSA
+Chét hiéu chuén: bong kho, on dinh 7 ngay sau khi
hoan nguyén
, Tiéu chuén ISO 13485:2016
;?1;;}2;; Thanh phér} chinh:
. i Enzym lién hop. Khéng thé NT-proBNP don dong
dinh lugng , N < ~ .
9 N-terminal | €92 ghu(_)t duoc gan nhan HRP , (hor’seradlsh 100 test
peroxidase) trong dém Tris-NaCl c6 chira BSA
pro B-type (bovine serum albumin). Chira mot s chit bao quan.
natriuretic

peptide

Tiéu chuan chat lugng ISO 13485:2016




z .. | Thanh phan chinh:
Thudc thir n , . A .
, A Enzym lién hop. Chira khang nguyén Cortisol duoc
xét nghiém | N . N A .
93 9 . gan nhan peroxidase cai ngua trong dém MES c6 | 100 test
dinh lugng , . , N £ X , ,
Cortisol chua casein. Chira mot s6 chat bao quan.
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
Thudc thtr | Enzym lién hop. HRP (horseradish peroxidase) duoc
94 10 xét nghiém | gan nhan 1 khang thé don dong chudt antiferritin 100 test
dinh lugng | trong dém Tris-NaCl c6 chira BSA (bovine serum
Ferritin albumin) va casein. Chira mot s6 chat bao quan.
Tiéu chuin chat lugng ISO 13485:2016
k\i]éggllézgt Kiém tra céc xét nghiém nhu: T3, T4,. FT3, FT4,
mirc 2 xét TSH, TG,' PRL, LH, HGH, ACTH, Cortisol, Folate,
95 1 nghiém 25-QH Vltamm‘D, FSH, PRG, Testosterone, E2, C- | 6x 3.0
dinh hiong Peptide, Insulin, 170-OHP, DHEA—S, IGF-1, mL
) 5 théng % Aldostergne, ’ B-hCG, Vitamin B12
e X Ti€u chuan chat lugng ISO 13485:2016
no1 tiet
Vat liéu
kiém soat | Kiém tra cic xét nghiém nhu: AFP, CEA, CA125,
muc 2 xét | CA19-9, CA15-3, CAS0, tPSA, fPSA, PGII, B-HCG, 6x 3.0
96 12 nghiém Ferritin, CA72-4, NSE, SCCA, Cyfra 21-1, CA242, L.
dinh luong | HE4, PG, B2-Microglobulin, TG. m
20 théng s6 | Tiéu chuan chat lugng ISO 13485:2016
mién dich
Kiém tra cac xét nghiém nhu: Creatine Kinase (CK),
Vatlieu | Creatine Kinase-MB (CK-MB), Cardiac troponin I
kiém soat | (cTnI), Cardiac troponin T (cTnT), C-Reaction
muc 2 xét | Protein (CRP), B-natriuretic peptide (BNP), N- 5%20m
97 13 nghiém terminal B- natriuretic peptide precursor (NT- L
dinh lugng | proBNP), Homocysteine (HCY), Heart-type fatty
chisé tim | acid binding protein (H-FABP), Digoxin (Dig),
mach Myoglobin MYO)
Tiéu chuan chét lugng ISO 13485:2016
Duoc st dung két hop vo1 bd dung cu thude thir phu
Chét phat hop dua trén cong nghé xét nghiém mién dich vi hat
. | phat quang hoa hoc (CLIA Microparticles) dé phat | 110mlx2
98 14 quang hoa hién o4 . 2 . %
hoc ién cac phép do phuc vu chan doan trong Ong sets
; nghiém.
Tiéu chuén chét lugng ISO 13485:2016
Dﬁgfogﬁh Dung dich pha loang dung cho may mién dich
o | 15 pmau chog Thanh phin chinh: | 250ml*4
méy midn NgCl i ) buffer vials
Jich Tiéu chuan chat lugng ISO 13485:2016
Dungdich | Dung dich dém cho may mién dich
100 16 dém cho | Thanh phan chinh: | 500ml*4
may mién | Phosphate buffer vials
dich Tiéu chuan chat lugng ISO 13485:2016
. Dung dich rra cho miy mién dich
Dung dich \ 2 oA . x - . 12
101 17 rira cho may Du}lg fiAe vé ASll’lh pipet mau tr.cA)ng qua tr.1}1h phxan ng 25ml
min dich phat hién chat do cho xét nghiém phat hién chan doan vials

trong ong nghi¢m.




Thanh phét} chinh:  Sodium  Hydroxide
Tiéu chuan chat lugng ISO 13485:2016
Cong phan N
ung cho Céng phan ung cho may mién dich
102018 4y midn | Tiéu chuan chét luong ISO 13485:2016 1000 pes
dich

Phin 08: VIII Héa chat
khac (11 danh muc)

Dung dich nhu¢m Giemsa dugc st dung voi May
Griinwald dé nhudm cac loai t€ bao khac nhau trong
mau va t€ bao tiy xuong (mau mau/ t€ bao hoc / mo

103 | 1 | Giémsame | hoc) N
Phuong phap nhud¢m nay ciing dugc st dung de lam
ndi bat Helicobacter pylori trong mé hoc.
Chai 1000ml
Dung dich
104 5 nhudm Thanh phén cia thudc nhuém Ziehl Neelsen Chai
xanh Chai 500 ml 500ml
methylen
Thanh phan cta thuéc nhuém Gram, thudc nhudom
dugc chua trong chai lam tr nhya PP | Chai 500
105 3 Lugol
(polypropylene) ml
Chai 500 ml
Thanh phan cia thudc nhuom Ziehl Neelsen, thudc
Carbon nhuom dugc chtra trong chai lam tor nhya PP | Chai 500
106 4 .
Fuchsin (polypropylene) ml
Chai 500 ml
Chai c6 chira 100ml thudc thir dung két hop clng véi
Potassium | moi truong (MR-VP) hodc dia gidy sinh hoa (VP) dé Chai 500
107 5 hydroxide | thuc hién thir nghiém Voges — Proskauer (VP). Chtra ml
(KOH) trong chai lam tr nhya PP (polypropylene)
Chai 100ml
Chai nhya c6 dung tich 500ml, bfmg nhua PP Chai
108 6 Tim gentian | (polypropylene) mau trang dyc, co kich thude 100ml
170mm. Dung dé nhudm vi khuan.
A A Hong cau mau (Hong cau khoi) n
109 | 7 HO;%SE‘“ Hop  gom 3 1o x  loml Hfg sﬂlo
Bdao quan: ¢ nhi¢t o tir 2-8 do C
Khang thé don dong dugc tao ra tir chudi té bao
Hybridoma bang cach két hop khang thé chudt tao ra
Khang | t& bao Lympho B vdi té bao tily chudt ding dé thir
huyét thanh | nghiém ngung két héng ciu xac dinh nhém méu.
110 g xac dinh - Hiéu suat: 1:256. Do nhay va dg dac hiéu: 100% | 10ml/
nhom - Dung dich dang 1léng, khong mau Lo
mau Anti-D | - Bdo quan ¢ 2-8 d¢ C, sur dung dugc toi khi hét han
(IgG) cia san pham ghi trén kit. Khong lam dong
Lo 10 ml
- Pat tiéu chuan chét luong: ISO 13485, CE
Khing Khéng thé don dong dugc tao ra tir ghuSi t¢ bao
X Hybridoma bang cach két hop khang thé chudttaora | 10ml/
111 9 huyét thanh | ;7 ", e A Ten e Ar 1o L
<4e dinh te bao Lympho B véi té bao tuy chudt dung dé thir Lo

nghi¢ém ngung két hong cau xac dinh nhém mau.




nhoém

- Hiéu suat: >1:256. P nhay va do dac hi¢u: 100%

mau Anti-A | - Dung  dich dang long, mau xanh
- Bao quan 6{,2-8 do C, st dung duogc téi khi hét han
cua san pham ghi trén kit. Khong lam dong
- Lo 10 ml
- Pat ti€u chuan chat lugng: ISO 13485, CE
Khang thé don dong duoc tao ra tu ghuéi té¢ bao
Hybridoma bang cach két hop khang thé chudt tao ra
, té bao Lympho B vai t€ bao tiy chudt dung dé thir
Khang o £ 1A A h e . .
huvét thanh nghiém ngung ket hong cau xac dinh nhom mau.
}f . - Hi¢u suat: >1:256. Bo nhay va d¢ dac hi¢u: 100% | 10ml/
112 10 xac dinh . , . .
nhém - Dung dich dang long, mau vang Lo
mAu AntiB | - Bao quan 6’72-8 do C, st dung duogc téi khi hét han
cua san pham ghi trén kit. Khong lam dong
- 7 Lo ’ 10 ml
- Pat tiéu chuan chat lugng: ISO 13485, CE
Khang thé don dong duoc tao ra tu ghuSi té bao
Hybridoma bang cach két hop khang thé chudt tao ra
, té bao Lympho B véi té bao tuy chudt dung dé thir
Khang ‘A J4 X A . . . .
huyét thanh ngh@m ngung ket hong céu xac dinh nhom mau.
.. - Hi€u suat: >1:256. D) nhay va d¢ dac hiéu: 100% | 10ml/
113 11 xac dinh : \ R \
nhém - Dung dich dang long, Kkhong mau Lo
mAu AB - Bao quan (”)’72—8 do C, st dung duogc téi khi hét han
cua san pham ghi trén kit. Khong lam dong
- 7 Lo ’ 10 ml
- Pat ti€u chuan chat lugng: ISO 13485, CE
Phan 09: Dung cu y te, vat
tu dung cho xét nghiém(
gom 25 danh muc)
Chat liéu nhya PVC Thé tich khoang: + Nguoi 16n:
Ambu b6 1500ml £5%; + Tré em 450ml £5%; + So sinh 280ml
béne n ugi + 5%. Tui chira khoang: + Nguoi 16n, tré em: 2500 Hoo/ 1
4| 1| %régem ml £5%; + So sinh 600m! = 5%. Dy oxy chit lidu égi
tré,so sinh’ PVC dai lghoéng 2m (iS%)’. Mat na chat liéu PVC,
PC hoac tot hon Khoang chét: khoang dudi 6ml. Tro
khang hit vao, thé ra < 5cm H20 tai S0LMP.
115 ) Boéng déen | Bong dén cuc tim, chiéu dai 90cm, Cong suat 28- Hop 1
cuc tim 30W. Dién the 220V. cai
. Kich thudgc : Dai 1900 x Rong 900 x Cao 50 (mm) -
Dbém R £ . A £ . A
N ;| Bém x0p cing boc gia da khong tham nudc - Pém "
116 3 giuong y t€ | » 'Y A A A P .. | Chiéc
0.9m gom 2 phan : + Phan dau nang dau va lung dai
’ 560mm + Phan than dai 1340mm
. Kich thudce : Dai 1900 x Rong 1200 x Cao 50 (mm)
bém R O ., n % . n
117 4 givong y 6 | - DBém x0p cling boc gia da khong tham nude - Dém Chie
Lom gom 2 phan : + Phan dau nang dau va lung dai
’ 560mm + Phan than dai 1340mm
Giay in anh | SO luong ban in: 215 ban Kich thude: 110 mm x 20 Hop 10
118 5 siéu am den | m Phu hop cho may in nhiét Sony. Pat tiéu chuan P
z cuon
trang ISO.
Gel si€u &m tan hoan toan trong nudc va dé dang rira
119 6 Gel si€u am | sach bang nudc thuong. Gel trong su6t, khong mau | Can 5 lit
hodac mau xanh, khong mui. Thanh phan chinh:




Nude, Carbomer, Glycerin, Sodium Benzoate,
Téng sb vi sinh vat khi hiéu trong 1g (ml) 1a <1072
(CFU/g hodac CFU/ml) Téng s6 ndm trong 1g (ml)
mau thir: < 10 (CFU/g hodac CFU/ml) Bo pH 14 6,5 £
0,75

120 . Gidy dién | KT 63mm x 100mm x 300 t&, dung cho may dién tim | 300 to/
tim 3 kénh | 3 can. tap
+ May do huyét ap c6 khoang do: 20-300mmHg, véi
A z, | diém gia tri bat dau tr 0. Bo chinh x4c: £3mmHg.
B6 do huyet < 4 ~ \
, . Trong lugng: 430g. + Ong nghe: Ong chit Y lam A LA
121 8 ap (may + |, i o TS : 1 b6/ hop
I bang nhya PVC mau den hodc mau xam; Tai nghe
ong nghe) N A A Coa .
lam bang dong thau; chudéng nghe va mang nghe lam
tu Nhom Aluminum. Trong lugng 130g
Nuée cat 1 | Nude cét 1 1an. Do PH: 6,0-7,5. Ham lugng CL < | Can 20
122 9 A \ X CI1A s , , .
lan 0,04mg/1. Bdo quan noi kho rdo, thodng mat lit
123 10 Coc truyén * Vit 1iéu: INOX 304 . « Khung chan coc truyén : c6 4 thanh chan L.
inox lam bing INOX 30 x 60 x 0,8 dai 250 mm cal
Cau hinh cung cap:
Ludi dat ndi khi quan Mac Intosh s{) 1. 01 cai
Ludi dat ndi khi quan Mac Intosh sc} 2: 01 ca
A 3=l A: Ludi dat ndéi khi quan Mac Intosh so 3: 01 cai
124 11 Bo ,dat I}QI Ludi dat ndi khi quan Mac Intosh sé6 4: 01 cai | Tai 1 BO
khi quan Cén pin trung: 01 cai
Hop dung: 01 cai
Thong sO ky thuat:
Chat liéu thép khong gi
A A N - Ai1:a . ~ , A 2 Hép 1
125 12 Dao lay da | Chieu dai 31cm Chat ligu thép khong gi dat tiéu chuan ISO 13485 .
cai
Mit na tho Mit na duoc ciu tao boi dém cao su vién mém mai, d& dang bao
126 13 oxy khong | quanh mii miéng. Khi sir dung, ap luc khi tir may tro tho sé phan | Tui 1 cai
Xam lén bo déu xung quanh miii mi¢ng, tao cam giac nhe nhang khi hit the
Vit lidu silicone y té khong doc hai khong gay kich ing Ong dan
Mask thanh | khicoloxo béang thép ngin ngira cin va gap khuc Bong 2 16p mém,
127 14 . c6 dém bao vé thanh quan vura kit ¢b hong Giam th!eu mau dong 10
quan Kich ¢ tir s0 1.0-5.0 tuong g can nang tir <Skg dén > 70kg, chi cai/hdp
1.2.3.4.5 | sirdyng 1 1an, ID tir 5.0-8.5mm, OD tir 7.2-12.5mm, dung tich bom '
bong toi da 4-40ml ISO, CE
Chat liéu kinh Soda voi, kich thudc 25.4*%76.2mm, hon 72
128 15 Lam kinh | d6 day 1.0-1.2mm, trong suot, bé mat phang, khong c.lﬂ be
moc.
Ong luu
mau xét
nghiém -
gnie % . 500 cai/
sample cup | Chat ligu: Polystryrene (PS) .
. £ £ £ t
129 16 chomay |- Trong suot, chong moc .
. ; , 5000 cai/
Hitachi - Dung tich: 3ml .
5 thung
(Ong
Sample
cup)
PP Hop 160
130 17 Cuvette Chat liéu nhua (I: 4
. .| Chat  ligu  thh tinh  trun tinh ..
Ong nghi¢m A i N £ £ 2000 cai/
131 18 .o Chicu dai ong: 100mm N
thuy tinh thung

Chiéu rong miéng 16mm




tron dung
nudc tiéu
\ - Dung cu tir cung chtra dong dung dé tranh thai
132 19 | VOEIEY | Nhanh chi T chit ligu Polyethylene | Tuil cii
- Di¢n tich bé mat chira dong 380 mm?2
Coc Inox | Buon kinh 6¢cm. cer
1331 20 (F6) | Chit lidu Inox Tai 1 eai
Khay qua
134 | 21 dauto | Chat liéu Inox Tai 1 céi
(Inox)
Khay CN
135 22 32 x 22 cm | Chét liéu Inox Tai 1 cai
(Inox)
Khay CN
136 23 30 x 40 cm | Chét liéu Inox Tui 1 cai
(Inox)
Tru Panh
(Dé rong - 2
137 24 16 thoat Chat liéu inox 304 Tui 1 cai
nudc 2 bén
day)
Bang quan | gich thudc: N
138 | 25 maydo | \ousi 16n: 1301 x 235 cm| HOPI
huyet ap s cai
A Lo Tré em: 18 x 18 cm
dién tir
Ghi chii:

- Bdt ky thuwong hiéu, ky ma hiéu (néu c6) trong danh muc ‘hang héa chi nham
minh hoa cac thong s0, tinh nang ky thudt cua hang hoa. Yéu cau thong 6 ky thudt
la t6i thiéu. Nha thau cé thé chao cdc hang héa khdc c¢é théng sé, tinh ndng twong
dwong hodc tét hon. Nha thau ciing ¢é thé chao hang héa cé quy cdch khdc, mién
ddp vng dii s6 lrong theo yéu cdu cia E-HSMT

1.3. Céc yéu ciu khdc

- Hang hoa chao thau phéi c6 tén hing san xuét, xuat x, ky ma hiéu (néu co) rd
rang.

- Hang hoa duoc giao 1am nhiéu dot theo yéu cau giao hang cua Chu dau tu. Hang
héa dugce giao trong vong 02 ngay tir khi nhan dugc yéu cau giao hang.

- Toan bo hang hoa phai méi 100%, chua qua su dung va con han sir dung it
nhat 2/3 thoi gian str dung tinh tir Iic ban giao, nghiém thu. Truong hop khac do Chu
dau tu quyét dinh.

~ -Hanghoa chéo,the‘iu phai c6 Catalogue/ tai liéu ki thudt dinh kém cia Nha san
xuat (kem ban dich Tiéng Viét).

-Co Glay phép ban hang/ Gy quyén ban hang dbi véi nhitng mat hang 1 trang
thiét bi y té.

- Nha thau phai ndp cung voi E-HSDT:



+ S6 phiéu tiép nhan cong bd du didu kién mua ban trang thiét bi y té;

+ S6 Iuu hanh hodc S6 gidy phép nhap khau phu hop voi trang thiét bi y té
du thau theo quy dinh ctia Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/3/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

+ Bang phén loai TTBYT
Muc 2. Ban vé
Khong c6 ban ve.
Muc 3. Kiém tra va thir nghiém

Cac kiém tra va thir nghiém cén tién hanh gdm co: [ghi danh sdch céc
kiém tra va thu nghiém].



