Phin 2. YEU CAU VE KY THUAT

Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit

1.1. Gi6i thiéu chung vé du toian mua siam, géi thau:

- Chu dau tu: Bénh vién da khoa MYV btic

- Tén ké hoach lya chon nha thiu: Mua sim vat tu y té, hoa chit xét nghiém, test
thtr, sinh phém nam 2026 cua Bénh vién da khoa My Dtic

- Tén goi thau: Goi thau sb 02: Hoa chét xét nghiém, test thtr, sinh phdm

- Tém tat cong viée chinh cta géi thiu: Gom 13 phan, cu thé:

ST N A A Gia wdc tinh
STT | Ma phan/lo Tén phan/16 timg 16 (VND)

1 | PP2600001130 |Phan 1: Test thir, sinh phdm 1.098.484.300

> | PP2600001131 Phan 2: Hoa chat dung cho May sinh hoa Monarch-Module- 3.159.734.500
1000

3 | PP2600001132 PhAan 3:AHoa chat dung cho May huyét hoc ty dong Quintus 26 351.970.000
thong so0

4 | PP2600001133 Phan 4: Hoa. chat dung cho May phan tich huyét hoc tu dong 478.155.000
Auto Star Diff 5

5 | PP2600001134 | Phan 5: Hoa chit dung cho May huyét hoc Sysmex XN 350 726.600.000

6 | PP2600001135 Phan 6: Hoa chat dung cho May phan tich nudc ti€u ty dong 160.840.000
Auto 100

7 | PP2600001136 Phan 7: Hoa chat dung cho May phan tich dong mau ty dong 364.338.000
Auto S

8 | PP2600001137 |Phan 8: Hoé chat ding cho May phan tich dién giai CBS-4 150.770.000

o | PP2600001138 Phan 9: Hoa chat dung cho May phan tich dién giai tu dong 465.012.000
Auto ISES00

10 | PP2600001139 Phan 10: Hoda chat dung cho May phan tich HbAlc tu dong 431.943.000
HA-1500

11 | PP2600001140 Phan 11: Hoéa chat dung cho May phan tich mién dich ty dong 2 114.346.500
Autolumo A1000

12 | PP2600001141 |Phan 12: Hoé chét ding cho may phan tich khi mau Gem 3500 708.197.500

13 | PP2600001142 | Phin 13: Vit tw, hoa chit ding cho hé thong Realtime RT-PCR | 550.832.600

- Gi4 goi thau: 10.811.223.400 VND

- Ngudn vén: Ngudn kinh phi ty chu cia don vi

- Thoi gian t6 chuc Iya chon nha thau: 90 ngay
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- Thoi gian bat dau t6 chirc lwa chon nha thau: Quy 1/2026

- Hinh thirc ira chon nha thau: P4u thau rong rai trong nudc qua mang

- Phuong thtrc lya chon nha thau: Mot giai doan, mot tui hd so

- Loai hop ddng: Theo don gia cb dinh

- Thoi gian thyc hién goéi thau: 365 ngay

- Ty chon mua thém: Khong vuot qua 30% s luong

1.2. Yéu chu vé k¥ thuét

1.2.1. Yéu cau vé Ky thuét chung

- Hang héa méi 100%, nguyén dai nguyén kién, khong bi v, hong, bién dang hoic
c6 bat loi trong qua trinh sir dung, dugc bao quan, van chuyén theo dang tiéu chuan cta nha
san xuat va duoc phép luu hanh theo quy dinh phép luat hién hanh, c6 xuét xi 16 rang, hop
phap.

- Han str dung hang héa (Theo céng bé ciia nha sdan xudt):

+ Téi thiéu 06 thang ddi v6i hang hoa c6 han dung tir 02 ndm trd 1én

+ Téi thiéu 03 thang ddi véi hang hoa co han dung tir 01 dén 02 nim

+ Téi thiéu ¥ han dung ddi v6i hang hoa c6 han dung dudi 01 nim

+ Pdi v6i hang héa khong cé han sir dung phai san xuat tir nam 2024 tro vé sau.

- Hang hoa c6 thé c6 quy cach dong goi khac so véi yéu cau ciia E-HSMT nhung dam
bao tong khéi lugng hang héa bang hodc 16n hon so véi khdi lugng yéu cau va dap tmg véi
cac yéu cau k¥ thudt, tinh chat ctia hang hoa so véi yéu ciu ctia E-HSMT.

- Hang hoa dap tng céc tiéu chi k¥ thuat tai Muc 2, Chuong V. Yéu cau vé k¥ thuat,
pht hop, twong thich, van hanh dugc trén cac thiét bi hién c6 dang sir dung va yéu cau chuyén
mon cta Chu dau tu.

1.2.2. Tai liéu chirng minh tinh dap g ciia nha thiu dé kinh doanh hang héa
1a thiét bi y té:

- E-HSDT c6 gidy phép ban hang, gidy ty quyén ban hang cua nha san xuit hodc cua
dai 1y phan phéi hodc gidy chirng nhan quan hé dbi tac hodc gidy cam két hd tro k¥ thuat,
bao hanh cta nha san xudt hodc cia dai Iy phan phdi hodc tai liéu khac c6 gid tri tuong
duong, cu thé:

+ Thiét bi y té san xuat trong nudc: Ban gbe hoic ban sao ¢ ching thyec.
+ Thiét bi y t& nhap khau: Ban di dwgc hop phap hoa lanh sy hodc ban sao co
chung thuc ctua ban da dugc hop phap hoa lanh su.

- Ho so cong bd du didu kién mua ban trang thiét bi y té hoic Hd so cong bd du diéu
kién san xudt trang thiét bi y t& chimg minh nha thau dap tng yéu cau du diéu kién mua
ban/san xuat trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/NP-CP ngay
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08/11/2021.
- Ban phan loai thiét bi y té.
- S Ivru hanh cua trang thiét bi y té:
+ S cong bd tiéu chuan ap dung d6i vé6i thiét bi y té thudc loai A, B;
+ S gidy chimg nhan dang ky luu hanh ddi voi thiét b y té thudc loai C, D.

1.2.3. Yéu ciu vé ky thuit chi tiét:

- E-HSDT c6 Bang so sanh dap tng yéu cau k¥ thé hién cu thé cac thong sb k¥ thuat
ctia hang héa chao thau so voi yéu cau ky thuat va tai liéu chimg minh su phu hop cua cac
thong s k¥ thuat dd chao do, co thé 13: hd so, gidy to, ban v&, catalogue, tai lidu k¥ thuat
ching nhan vé dic tinh, thong s6 k¥ thuat tiéu chuan chat luong... thé hién cu thé, chi tiét
cac thong sb k¥ thuat cta hang hoa chao thau dap tng yéu cau k¥ thuat sau day (Truong
hop tai liéu chirmg minh la cdc tdi liéu nuwée ngodi cé: con déu, chit ky, chire danh trén gidy

10, tai liéu dé thi phai c6 Hop phdp héa lanh sw theo quy dinh tai Nghi dinh s6 111/2011/NP-
CP ngay 5/12/2021):
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STT tirng Yéu cu ky thuat tdi thiéu
TT X Danh hang hé ach ; : : .
S phin/ld amh muc hang hoa Quy cac (Nha théu 6 thé chio twong dwong hodc tét hon)
I | Phéan/L6: PP2600001130 - Phin 1: Test thir, sinh phidm
- Céc chi sb do tbi thiéu: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, Urobilinogen, Leukocyte,
SG.
- Dai do t6i thiéu ciia c4c chi s
Protein: 15-30mg/dL albumin
Blood: 0.015-0.062mg/dL hemoglobin
Leukocyte: 5-15
o o Hop/100 Nitrite: 0.06-0.1mg/dL nitrite ion
1 1.1 Test thir nude tiéu 10 thong so6 test Glucose: 75-125mg/dL
Ketone: 5-10mg/dL acetoacetic acid
pH: 4.6- 8.0
SG: 1.001-1.035
Bilirubin: 0.4-0.8mg/dL
Urobilinogen: 0.2EU/dL
- Trén thanh thir c6 miéng dan c6 tac dung kich hoat kiém tra tu dong .
Pat tiéu chuan ISO13485:2016 hoic turong dwong
Test thir duong huyét nhanh, thoi gian do 5 giay, mau mau 0,5 pl, @6 rdng gidi han do tir 20mg/dL -
, . £ Hop/50 | 600mg/dL (twong duong 1,1 mmol/L - 33,3mmol/L).
2 1.2 Test thir nhanh dudng huy®t test Tuong thich v6i may do duong huyét GlucoDr.autoTM A
Dat tiéu chuan ISO13485:2016 hoic tuong dwong
- Mu pham huyét thanh, huyét turong
- B¢ nhay: 100%, Do dac hi¢u: > 99,88%
\ o ya , . - Thanh phan Kit thir toi thiéu: Ving cong hop IgG chudt khang HBsAg-04
3 13 Iezt g:luv?i‘s:}vligr}rt :fg khing H(t’fs/ ts O 1. Vach két qiia 1gG chugt khing HBsAg-B20
8wy & - Vach chimg IgG dé khang chuot
- Ngudng phat hién 1ng/ml
Pat tiéu chuan ISO13485:2016 hoic turong dwong
) o . . - Méu phdm huyét thanh, huyét trong, méau toan phan
Test thir nhanh phat hién khang th H
4 1.4 vieéin :n Can phat fuieh Kiang the ‘t’é’s/ ts O 1 Bg nhay: 100%, Do dac hicu: 100 %
& - Thanh phan Kit thir t3i thiéu: Cong hop vang khang thé don dong khang Igg ngudi
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- Vach két qua khang nguyén HCV-210
- Vach chung IgG nguoi
Pat tiéu chuan ISO13485:2016 hoic turong dwong

1.5

Test nhanh chin doan HIV

100
Test/Hop

Phat hién tat ca cac type khang thé (IgG, IgM, IgA), phan biét virus HIV-1 bao gdm type phu O va HIV-2
bé“mg su hinh thanh 3 vach rd rang trong mau huyét thanh, huyét trong va mau toan phan.

-bd nhay: 100%; D96 dédc hiéu: >99,8% so vdi ELISA

San xuat tai nuéc thupc OECD

1.6

Kit thir nhanh phat hién khang thé
HIV

Hop/40
test

Phat hién sy c6 mat cua cac khang thé khang HIV-1 va HIV-2 trong mau toan phén, huyét thanh hoac huyét
trong nguoi

- B¢ nhay: >99,59%, D¢ dac hi¢u: >99,87%

- Thanh phan Kit thir toi thiéu: Cong hop vang HIV-Ag tai to hop.

- Vach két qua Anti-human IgG-Fe Mcab.

Dat tiéu chuidn ISO13485:2016 hoic twong dwong

1.7

Test thir nhanh phat hién thai sém

Hop/50
test

- MAu thir t6i thiéu: Nudc tiéu, huyét thanh

- Ngudng phat hién: 10mIU/mL

- b6 nhay tuong quan: 100%; D¢ dac hi¢u twrong quan: 100%

- Pat tiéu chuén ISO 13485:2016 hodc twong duong, Chirng nhan FDA hodéc tuong duong

1.8

Test nhanh chan doan Chlamydia

Hop/25
test

- Mau ph?im tdi thiéu: Dich b tir cung nir gioi, dich ni¢u dao, nude tiéu nam gidi

-Phan loai trang thiét bi y t& thudc loai C

- Ngudng phat hién: 5x10”4 IFU/ml

- B§ nhay: >93,58%; D¢ dac hi¢u: >99,08%

- Khong phan trng chéo voi: Streptococcus, Herpes sinplex virus, Mycoplasma hominis.....
- Pat tiéu chuan ISO13485:2016 hoic twong dwong

1.9

Test thir nhanh Giang mai

Hop/50
test

- Phan loai trang TBYT loai D

- B nhay: 100%; D¢ dac hi¢u: 100%

- Méu pham t6i thiéu: Huyét thanh, huyét trong, méau toan phan

- Thanh phan Kit thir t6i thiéu: Vung cong hop: Khang nguyén TP K011B (0,16 pg)
- Vach két qua Khang nguyén TP KO11A (0,2 pg);

- Vach chung: Khang thé tho khang TP (0,88 pg)

- Pat tiéu chuén ISO13485:2016 hodc twong duong

10

1.10

Test thir nhanh sét xuét huyét
1gG/IgM

Hop/30
test

- MAu pham tbi thidu: Huyét thanh, huyét tuong, mau toan phan
- Vach IgG: B¢ nhay tuong quan: >97.3%, D¢ dac hi¢u twong quan: >99.3%
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- Vach IgM: B¢ nhay tuong quan: >96.9%, D¢ dac hi¢u tuong quan: >98.9%
- Khong phan ting chéo v6i mau phim HAV, HBV, HCV, HIV, H.pylori...
- Pat tiéu chuén ISO 13485:2016 hodc twong duong, Chirng nhan FDA hodéc tuong duong

11

Test thir nhanh phat hién st xut
huyét Dengue NS1

Hop/30
test

Mau thir t6i thiéu: Huyét thanh, huyét twong, mau toan phan

Ngudng phat hién: 0,25 ng/ml

- B¢ nhay tuong quan: 100% D¢ dac hiéu twrong quan: >99.6%, D¢ chinh x4c twong quan: >99,7%
- Khong phan tng chéo v6i mau phém Malaria, HIV, HCV, HAV, HBV, TB....

- Pat tiéu chuan ISO 13485:2016 hodc tuong duong, Chirng nhan FDA hoic twong dwong

12

1.12

Test nhanh phat hién khang nguyén
Dengue NS1

25
Test/Hop

Phat hién khang nguyén NS1 trong huyét thanh, huyét twong hodc mau toan phan ciia nguoi.

Phurc hop vang: Keo vang -pool NS1 khang dengue don dong chuét (0,0623 + 0,0200 pg), Keo vang - IgY ga
(0,050 + 0,015 pg), Vach ching: Khang thé don dong chudt khang ga IgY (0,64 + 0,20ug).

Do nhay > 92,4% va d¢ dac hi¢u > 98,4% so vdi RT-PCR.

Tiéu chun ISO, CE. San xuét tai nuéc thupc OECD

13

1.13

Test thtr nhanh virus cam A/B

Hop/20
test

- C6 chig dwong, ching am dé kiém chudn

- Méu thtr t6i thiéu: Dich miii, hong, ty hiu

- Vach A: D¢ nhay tuong quan: > 99,34%, B¢ dac hi¢u twong quan: 100%

- Vach B: D6 nhay tuong quan: 100%, Dd dac hi€¢u twong quan: 100%

- Thanh phan Test thu:

1. Ving cong hop c6 mau duge phi sin cong hop khang thé khang influenza-A va B (cdng hop khang thé).
2. Mang nitrocellulose ¢ chira hai vach két qua (vach A va B) va mot vach chimg (vach C). Vach A phii sin
khang thé khang influenza-A, vach B phii sin khang thé khang influenza-B va vach C phu sin khang thé
kiém chimg

Pat tiéu chuin ISO 13485:2016 hoic twong duong,

Chirng nhan FDA hodc twong duong, dap ung chi thi 98/79/EC

14

1.14

Test thir nhanh phat hién H.P da
day trong mau

Hop/40
test

- Méu pham t6i thiéu: Huyét thanh, huyét trong, méau toan phan
- B¢ nhay tuong quan: > 94.88%, d6 dac hiéu twong: >95.38%
Pat tiéu chudn ISO13485:2016 hodc tuong duong, dap tng chi thi 98/79/EC

15

1.15

Test nhanh phat hién khang nguyén
virus Rota

Hop/25
test

Dinh tinh phat hién khang nguyén vi rat Rota trong mau phan ctia ngudi.

- B¢ nhay tuong quan: 100%; D¢ dac hi¢u twong quan: > 97,2%

- Pat tiéu chuén ISO 13485:2016 hodc twong duong, Chirng nhan FDA hodéc tuong duong, dap tng chi thi
98/79/EC
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- Pinh tinh phat hién khang thé IgM khang EV71 trong huyét thanh, huyét tuong hodc mau toan phan

Hop/2
16 1.16 | Test thir chan tay miéng EV71 i’p/t 3 Do nhay: > 96.8%, Do dac hicu: = 99.4%
©s Pat tiéu chuén ISO 13485:2016 hodc trong duong
Dinh tinh phat hién cac chat gay nghién va/ hoac cac chit chuyén hoa cua chung trong nuédce tiéu nguoi.
- Ngudng phat hién (cut-off), AMP: 500 ng/ml ; MET: 500 ng/ml ; OPIATES Morphin): 300 ng/ml ; THC:
50 ng/ml
Ho020 | Do nhay: AMP: 100 % ; MET: 100 % ; OPIATES: 100 % ; THC: > 99,12 %
17 1.17 Test chét gdy nghién (4 chan) °p - Do dac hiéu: AMP: 100 % ; MET: 100 % ; OPIATES: 100 % ; THC: > 99,53 %
test .. J ) \ , A £ , ,
- Thoi gian doc ket qua trong vong 3-8 phut , khong doc két qua sau 8 phit.;
- Céc chét gay nhiéu khong gy anh huong dén két qua xét nghiém: Glucose (2000 mg/dl) ; Human Albumin
(2000 mg/dl) ; Hemoglobin (10 mg/dl) ; Uric acid (10 mg/dl).
Pat tiéu chuén ISO 13485:2016 hodc trong duong
Hop 50 Ong nhya c6 nip chira moi truong dung dé kiém tra nhanh sy hién dién ctia Helicobacter pylori trong mau
s | 1g | Hod chit phit hién nhanh vi khuén i{’)e bénh pham hodc trén moi truong nudi cAy.
' H.Pylori trén mau sinh thiét da day 0 3m’1 Thanh phan t5i thiéu: Urea, Phenol red, Agar, pH 6.8 + 0.2 ¢ 25°C
' Pat tiéu chuén ISO 13485:2016 hodc trong duong
Anti-A khang thé don dong din xuét tir t& bao dong lai (CCS) 500100 1,0ml. Hiéu gia > 1:256. Po dic hiéu
100%. D9 chinh xac 100%.
. . Huyét thanh dinh nhém méu ABO | Bo/3 Io x ?81(;;}3 gga:hgi ;Eeszri gg;g dan xuit tir té bao dong lai (CCS) B501100 1,0ml. Hiéu gia > 1:256. D6 dic hiéu
. . . . 0. 0.
+ + ) 2 x . 2
(Anti A+ Anti B + Anti AB) 10ml - hti-AB khéing thé don dong dén xuét tir té bao dong lai (CCS) A-SE10; B-2D7 1,0ml. Hiéu gid > 1:256. Do
dac hiéu 100%. Do chinh xac 100%.
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
Khéng thé don dong c6 dan xuat tir té bao dong lai (CCS) Anti-D BS225 1,0ml. Hi¢u gia > 1:128. Do dic
20 1.20 Huyét thanh Anti D (IgG+IgM) Lo 10ml |hi¢u 100%. D§ chinh xac 100%.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
21 121 Huyét thanh Combs (Anti Human Lo 10ml Huyét thanh chan doan Anti-Human Globulin dé phat hién in-vitro ctia 16p phu khang thé & hong cau ngudi.
' Globulin) i Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Dinh tinh phat hi¢n khang nguyén RSV
” 122 Test RSV Hop/20 |- li/[au pham t6i thi€u: Dich miii/dich hong/dich rira mii
test Do nhay tuong quan: > 96.3%

Do déc hiéu tuwong quan: > 97.9%
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Do chinh xac twong quan: > 97.3%

Ngudng phat hién:ching RSV tuyp A 1a 1.07 x 10"4 TCID50/mL va tuyp B 1a 1.2 x 10"4 TCID50/mL
-Khéng phan trng chéo véi fluenza type A & type B, Rotavirus Antigen rotavirus, Chlamydia trachomatis,...
- Pat tiéu chuén ISO 13485:2016 hodc twong duong, dap tng chi thi 98/79/EC

1|

Phén/Ld: PP2600001131-Phin 2: Hoa chit ding cho May sinh hoa Monarch-Module-1000

23

2.1

Thubc thir xét nghiém dinh lwong
Albumin

6x65ml

Thanh phin chinh t6i thiéu:

Succinate buffer, pH 4.1: 75 mmol/l

Bromcresol green 0.15 mmo/l

Brij 35: 7 ml/l

Detergents and stabilizers >0.1 %

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong

24

2.2

Thubc thir xét nghiém Alkaline
phosphate

R1:
4x65ml
R2:
4x13ml

Thanh phan chinh tdi thiéu:

R1: AMP (2-Amino-2-methyl-1-propanol) buffer, pH 10.4: 1.0 mol/l
Magnesiumsulfate: 2 mmol/l

Detergents and stabilizers: >0.1%

R2: p - Nitrophenylphosphate: 700 mmol/l

Stabilized liquid

Xuét xir: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong

25

23

Thubc thir xét nghiém o-Amylase

3x60ml

Thanh phin chinh t6i thiéu:

MES buffer, pH 6.2: 100 mmol/l

NaCl: 350 mmol/l

Ca-Acetate: 6 mmol/l

Potassium thiocyanate: 900 mmol/l

CNP-G3: 2.27 mmol/l

Stabilizers and detergents > 0.1 %

Xuét xir: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong

26

24

Thudc thir xét nghiém dinh lugng
Anti - Streptolysin O (ASO)

R1:
2x25ml
R2: 2x5ml

Thanh phin chinh t6i thiéu:
Latex
Glycine Buffer (pHS8.2).
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ASL sensitized Latex (0.17 %)

Sodium azide (0.95 g/L).

Buffer

Phosphate buffered saline (pH 7.43).

Polyethylene glycol (40 g/L).

Sodium azide (0.95 g/L).

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong

Vit lidu kiém soat chét lugng xét

Vit lidu kiém soat chét lugng xét nghiém dinh lugng Anti-Streptolysin O (ASO)

27 2.5 nghiém dinh lugng Anti- 1x3ml |Xuét xa: G7
Streptolysin O (ASO) Dat tiéu chuan ISO 13485:2016 hodc tuong dwong
Chét hiéu chuin xét nghiém dinh lugng Anti-Streptolysin O (ASO)
)8 Y Chat higu chuan xét nghiém dinh Ixly | Thénh phan chinh ti thiéu: Huyét thanh ngudi
' luong Anti-Streptolysin O (ASO) Xuét xt: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phan chinh t6i thiéu:
R1: EDTA-Na2 0.1 mmol/L
RI: NaCl 150 mmol/L
. ) Sulfamic acid 100 mmol/L
Thuoc thir xét nghiém Bilirubi 1
29 2.7 . ube thir xét nghiém Bilirubin 3x50m R2: 2.4-Dichlorophenyl-diazonium salt 0.5 mmol/L
direct R2:
1x10ml HCI 900 mmol/L
M EDTA-Na2 0.13 mmol/L
Xuat xtr: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
RI: R1: Phosphate buffer 50 mmol/L
. ' NaCl 150 mmol/L
Thuoc thir xét nghiém Bilirubi 1
30 28 uoe thir xét nghiém Bilirubin 3X65ml | b > 5 4-Dichlorophenyl-diazonium salt 5 mmol/L
total R2:
HCI 130 mmol/L
3x14ml

Xut xir: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
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2.9

Thubc thir xét nghiém dinh lwong
Calcium

3x60ml

Thanh phin chinh t6i thiéu:

Goods buffer, pH 6.5: 100 mmol/L

Arsenazo II1: 0.12 mmol/l

Standard: 10 mg/dL

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong

32

2.10

Thudc thir xét nghiém Cholesterol

6x65ml

Thanh phan chinh tdi thiéu:

R1: Pipes buffer, pH 6.9: 90 mmol/l

Phenol: 26 mmol/l

Cholesterol oxidase: 200 U/l

Cholesterol esterase: 300 U/l

Peroxidase 1250 U/l

4-Aminoantipyrine 0.4 mmol/l

Cholesterol Standard 200 mg/dl (5.17mmol/l)
Xut xi: G7

Pat tiéu chuén ISO 13485:2016 hodc trong duong

33

Thubc thir xét nghiém dinh lwong
Creatine kinase — MB (CK-MB)

R1:
2x67ml
R2:
2x17ml

Thanh phin chinh t6i thiéu:

R1: Buffer

Imidazole buffer pH 6.0: 100 mmol/l
Mg-acetat: 10 mmol/l

Glucose: 20 mmol/l
N-acetyl-cysteine: 20 mmol/l
NADP: 2 mmol/l

G6P-DH: 1500 U/1

HK: 2500 U/1

Diadenosine pentaphosphate: 10 pumol/l
CK-M-antibody: 1000 U/I

R2: substrate

creatine phosphate: 30 mmol/l

ADP: 2 mmol/l

AMP: 5 mmol/l

Adenosine: 10 umol/l
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Xuat xtt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.12

Vit liéu kiém soat chit luong xét
nghi¢m dinh lugng Creatine kinase
— MB (CK-MB)

1x5ml

Vit lidu kiém soat chét lugng xét nghiém dinh lugng Creatine kinase-MB (CK-MB)
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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2.13

Chat hiéu chuin xét nghiém dinh
luong Creatine kinase — MB (CK-
MB)

1x2ml

Chat higu chuan xét nghiém dinh lugng Creatine kinase — MB (CK-MB)
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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2.14

Thubc thir xét nghiém dinh lwong
creatine kinase trong huyét thanh.

R1:
2x60ml
R2:
2x15ml

Thanh phin chinh t6i thiéu:

R1:

Imidazole pH 6.6: 60 mmol/L

Glucose: 27 mmol/L

N-Acetylcysteine (NAC): 27 mmol/L
Magnesium acetate: 14 mmol/L

EDTA: 2 mmol/L

NADP: 2.7 mmol/L

G6P-DH: 1500 U/1

Hexokinase (HK) > 5 kU/L

R2:

Imidazole pH 9.3: 160 mmol/L

ADP: 11 mmol/L

AMP: 28 mmol/L

G6P-DH: > 14 kU/L

Diadenosine pentaphosphate: 55 pmol/L
EDTA-Na2: 2 mmol/L

Creatine phosphate: 160mmol/L

Xuét xir: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.15

Thubc thir xét nghiém dinh lwong
Creatinine

R1:
4x66ml
R2:
4x16ml

Thanh phin chinh t6i thiéu:

R1: Sodium hydroxide 0.2 mol/L
R2: Picric acid 25 mmol/L
Creatinine Standard: 2 mg/dL
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Xuit xir: G7
Tiéu chuén chit lvgng ISO 13485:2016 hoic tuong dwong

Thanh phin chinh t6i thiéu:

Latex

Glycine buffer (pH 8.42)

Rabbit anti-human CRP sensitized latex (0.20%).

R1: . .
4 | 216 | Thube thirxétnghiém dinh lugng | 2x50ml ;i‘;:;n azide (0.95 ¢/L)
C - reactive protein (CRP) 2)§§'ml Sodium chloride (9 /L)
Detergent (0.1 %)
Sodium azide (0.95 g/L)
Xuét xir: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Thanh phin chinh t6i thiéu:
Vit liéu kiém soat chit luong xét Dung dich pha lodng ciia huyét twong nguoi va dich mang phdi chira CRP véi dung dich mudi dém
39 2.17 nghi¢m dinh lugng C - Reactive IxIml |phosphate. Chét bao quan 0.095% natri azide.
Protein (CRP) mirc thép Xuét xt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Thanh phin chinh t6i thiéu:
Vit ligu kiém soat chit lugng xét Dung dich pha lodng ciia huyét twong nguoi va dich mang phdi chira CRP véi dung dich mudi dém
40 2.18 nghi¢m dinh lugng C - Reactive IxIml |phosphate. Chét bao quan 0.095% natri azide.
Protein (CRP) mtrc cao Xuét xir: G7
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
Chét hiéu chuin xét nghiém dinh Chét hiffau chudn xét nghiém dinh lugng C-reactive protein (CRP)
H 219 lugng C - reactive protein (CRP) SxIml ) Xuat xr G77
’ Pat tiéu chuan ISO 13485:2016 hodc twong duong
R1: Amino acetic acid buffer: 170mmol/L
R1: NaCl: 100mmol/L
4 220 Thubc thir xét nghiém dinh lugng 1x40ml |R2: Amino acetic acid buffer: 170mmol/L
Ferritin (FER) R2: Anti (human) -Ferritin coated by latex particals: 0.07% (W/V)
1x20ml | Xuat x{: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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43

221

Vit lidu kiém soat chét lugng xét
nghiém dinh lugng Ferritin

2x3ml

Chat kiém tra cho xét nghiém dinh lugng Ferritin dong goi: 2 mirc, mdi mirc 3ml
Xuat xtt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong

44

222

Chat hi¢u chuan cho xét nghiém
dinh lugng Ferritin

4x1ml

Chat hiéu chuin cho xét nghiém dinh luong Ferritin dong goi: 4 ndng do, mdi ndng do 1ml
Xut xir: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.23

Thubc thir xét nghiém Gamma-GT

R1:
2x66ml
R2:
2x16ml

Thanh phan chinh t6i thiéu:

R1: Tris Glycylglycin buffer pH 8.1: 100 mmol/l

R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9 mmol/l
Xuit xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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2.24

Thubc thir xét nghiém dinh lwong
Glucose

6x66ml

Thanh phan chinh tdi thiéu:

Phosphate buffer, pH 7.5: 0.1 mol/l

Phenol: 7.5 mmol/l

GOD: 12000 U/

POD: 660 U/l

4-Amino-antipyrine: 0.40 mmol/I

Chit chuan:

Glucose: 100 mg/dl

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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2.25

Thubc thir xét nghiém GOT(AST)

R1:
6x66ml
R2:
6x16ml

Thanh phan chinh tdi thiéu:

R1: Tris buffer pH 7.8: 100 mmol/l

L-Aspartate: 200 mmol/1

MDH > 1 KU/

LDH >2 KU/

R2: NADH > 1.5 mmol/l

2-Oxoglutarate: 12 mmol/l

Xuat xtt: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.26

Thudc thir xét nghiém GPT(ALT)

R1:
6x66ml

Thanh phin chinh t6i thiéu:
R1: Tris buffer pH 7.4: 100 mmol/l
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R2:

L-Alanine 500 mmol/l

6x16ml |LDH 1200 U/l
R2: NADH2: 0.18 mmol/l
2-Oxoglutarate: 15 mmol/l
Xuat xtr: G7
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
Thanh phan chinh tdi thiéu:
R1:
Dextran Sulfate < 10 g/dL
Magnesium Chloride Hexahydrate <5 g/dL
Preservative
R1: Brij 35<10 g/dL
49 297 Thubc thir xét nghiém dinh luong 3x50ml |R2:
HDL Cholesterol R2: Detergent <2 %
2x25ml | PEG - Cholesterol Esterase <5 KU/L
PEG - Cholesterol Oxidase<5 KU/L
4 AAP<1 g/dL
Peroxidase< 8000 U/L
Xuat xtr: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
R1: .
’ » 1520ml Pha’m vi do: 0.00 — 25.0 mg/dL
50 2.28 | Thuoc thtr chan luong Phosphorus R2: Xuat xur: G7”
) Dat tiéu chuan ISO 13485:2016 hodc tuong dwong
1x10ml
Thanh phin chinh t6i thiéu:
R1: Acetate buffer pH 4.5: 1 mol/L
R1: Thiourea: 120 mmol/L
; ., n 3x67ml |R2: Ascorbic acid: 240 mmol/L
51 2.29 Thuoc thir xét nghiém Iron R2: Ferene: 3 mmol/L
3x16ml | Thiourea: 120 mmol/L

Standard:
Iron Standard 167 pg/dL
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San phdm c6 xuét xi thudc cac nude G7
Tiéu chuén chit lvgng ISO 13485:2016 hoic tuong dwong

R1: R1: N-Methyl-D-glucamin 325 mmol/lLactat 50 mmol/l
A ., n 3x66ml |R2: NAD+ 10 mmol/l
52 2.30 Thudc thir xét nghiém LDH R2: Xt xir: G7
3x16ml |Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phan chinh t6i thiéu:
R1:
Good’s buffer, pH 7.1:50 mmol/l
Cholesterol oxidase: 500 U/l
RI: Chollesterol estera/sle: 600 U/
£ ., n Catalase: 600 KU
53 2.31 Thude thur xét nghiém LDL 3x50ml Ascorbate oxidase: 3 KU/1
Cholesterol R2:
2%25ml TOOS: 2 mmol/l
R2:
Peroxidase: 4 KU/I
4-Aminoantipyrine:4 mmol/l
Xuét xir: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
R1: BICN*buffer (pHS8.5) >50mmol/L
Colipase (porcine pancreas) >1 mg/L
Sodium deoxycholate >1.6mmol/L
R1: Preservative
A L, o . 1x60ml |R2: Tartrate acid buffer >10mmol/L
>4 2.32 Thude thur xét nghi¢m Lipase R2: 1,2-0-lauryl- racemic - glycerin - 3-glutaric acid -(6-methyl halide) ester 0.27mmol/L
I1x15ml |Bezoar deoxycholate: >8.8mmol/L

Preservative

Surfactant

Xuét xa: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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233

Vit lidu kiém soat chét lugng xét
nghiém dinh lugng Lipase

2x1ml

Thanh phan chinh 1a huyét thanh ngudi. Chira Natri Azide.
Xuét xt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.34

Chat hiéu chuin xét nghiém dinh
lugng Lipase

1x5ml

B0 hiéu chuén LPS duoc chuén bi tir nguyén li€u nguén cua con nguoi.
Xut xir: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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2.35

Thubc thir xét nghiém Total
Protein

5x66ml

Thanh phan chinh t6i thiéu:

Potassium iodide 30 mmol/l

Potassium sodium tartrate 32 mmol/I

Copper sulphate 18 mmol/l

Sodium hydroxide 200 mmol/l

Xuat xt: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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2.36

Thudc thir xét nghiém dinh lugng
Triglyceride

6x65ml

Thanh phan chinh tdi thiéu:

Pipes buffer pH 7.0: 50 mmol/I
p-Chlorophenol: 2 mmol/l

Lipoprotein lipase: 150000 U/1
Glycerolkinase: 800 U/l

Glycerol - 3 - P- oxidase: 4000 U/l
Peroxidase: 440 U/l

4-Aminoantipyrine: 0.7mmol/l

ATP: 0.3mmol/l

Mg2+: 40 mmol/l

Na-cholat: 0.20 mmol/l
Potassium-Hexacyanoferrat(Il): 1pmol/l
Standard:

Triglycerides Standard: 200 mg/dl

Xuét xir: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong
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237

Thudc thir xét nghiém dinh lugng
Urea

R1:
4x66ml

Thanh phin chinh t6i thiéu:
R1: TRIS buffer pH 7.8: 50 mmol/l
GLDH > 0.80 U/l
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R2:
4x16ml

Urease > 12 U/ml

R2: TRIS* buffer pH 9.6: 100 mmol/l
2-oxoglutarate 8.3 mmol/l

NADH > 0.23 mmol/l

Standard:

Urea Standard: 50 mg/dl

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong

60

2.38

Thubc thir chin lugng Uric acid

4x65ml

Thanh phan chinh tdi thiéu:

Phosphate buffer pH 8.0: 50 mmol/l

DHBSA*: 4 mmol/l

Uricase: 60 U/l

POD: 660 U/l

4-Aminoantipyrine: 1 mmol/l

Preservative

Uric acid Standard: 6 mg/dl (356.9 pmol/l)

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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2.39

Thubc thir xét nghiém dinh lwong
Transferrin (TF)

R1:
1x60ml
R2:
1x20ml

Thanh phan chinh tdi thiéu:

R1: Polyethylene glycol: 5%(w/v)

Phosphate buffer: 20mmol/L, PH7.4

Sodium chloride 150 mmol/L

R2: Anti-Transferrin 50%

Tris/HCL 20mmol/L, PH7.4

Sodium chloride 500 mmol/L

Xut xi: G7

Pat tiéu chuén ISO 13485:2016 hodc trong duong
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2.40

Chat hiéu chuin xét nghiém dinh
lugng Transferrin (TF)

5x1ml

Chét chuin xét nghi¢ém dinh lugng Transferrin (TF)
Dang 1éng

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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Vit liéu kiém soat chit luong xét

Vit liéu kiém soat chat luong xét nghiém dinh lugng Transferrin (TF)

63 2.41 nghi¢m dinh luong Transferrin 2xIml | Xuét xt: G7
(TF) Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Vit liéu ddi chung dong kho dua trén huyét tuong nguoi, da dugc khur fibrin cho cac dai luong do sau:
Total Acid Phosphatase, Non-Prostatic Phosphatase, Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-
Amylase pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, Calcium, Cholesterol total, HDL-
64 542 Vit liéu kiém soét xét nghiém dinh Sl Cholesterol, LDL-Cholesterol, Cholinesterase, CK-MB, CK-NAC, Copper, Creatinine, Glucose, GGT, Iron,
lugng xét nghiém sinh héa mure 1 Lactate, LDH-P, LDH-L, Lipase, Magnesium, Phosphate Inorganic, Protein Total, Triglycerides, Uric Acid,
Urea, Zinc
Xuat xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Vit liéu dbi chimg dong kho dya trén huyét tvong ngudi, da duge khir fibrin cho cac dai lugng do sau:
Total Acid Phosphatase, Non-Prostatic Phosphatase, Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-
e 12 L, i . Amylase pancreatic, AST/GOT, Bilirubin Total, Bilirubin Direct, Calcium, Cholesterol, HDL-Cholesterol,
Vat liéu kiém soat xét nghi¢m dinh . ..
65 243 ltong xét nghiém sinh hoa mire 2 S5ml LDL-Cholesterol, Cholinesterase, CK-NAC, Copper, Creatinine, Glucose, GGT, Iron, Lactate, LDH-P, LDH-
’ j L, Lipase, Magnesium, Phosphate inorganic, Protein Total, Triglycerides, Uric Acid, Urea, Zinc.
Xuét xt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Huyét thanh hiéu chuén dong khé dya trén huyét thanh ngudi. Cé thé duge sir dung dé hiéu chudn may phéan
tich sinh hoa: Total Acid Phosphatase, Non-Prostatic, Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-
SRR 2, cn Amylase pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, Calcium, Cholesterol total, Cholinesterase,
66 | 244 |Chathicuchuanxctnghiém dinh 5ml | CK-NAC, CK-MB, Creatinine, Copper, Iron, Glucose, GGT, HDL-C, LDL-C, Lactate, LDH-P, LDH-L,
luong xét nghi¢m sinh hoa . . . . . . . . .
Lipase, Magnesium, Phosphate Inorganic, Protein Total, Triglycerides, Uric Acid, Urea, Zinc.
Xuat xt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Thanh phan chinh tdi thiéu:
oz , . N Detergent < 1.0%
67 | 245 E;;"élz; Ii‘; ﬁ‘;;‘sliﬁlaht;‘;‘mg 500ml | Preservative < 10.0%
Xuat xtr: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
6 546 |HOd chét c6 tinh kiém rira may sinh ,,  |Thanh phan chinh tdi thiéu:

hoa

Alkali < 10.0%
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Xuat xtt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong

Chét liéu: Nhya PS
Kich thudc: 16*38mm
Dung tich: 2-4ml

69 2.47 Cong dyng mau bénh pham Sogﬁfal/ Mau sic: Trong sudt
Luu trir: 4-30 d6 C
Xuét xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
1 tt}:;nh/ Loai nhua: PC/ PS
70 2.48 | Cong phan tng Cuvette (30 5 Xuét xi: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
thanh)
bién ap danh nghia: 12.0 V
Cong sudt danh nghia: 20.00 W
. | Tudi tho: 3000 gid
1 2.4 B6 ¢n Hal 12V/2 1 Ca N
7 9 ong dén Halogen 12V/20W Cai Piéu chinh o sang: Co
Xuét xi: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
III | Phan/Lé: PP2600001132 - Phén 3: Ho4 chét diing cho May huyét hoc tw dong Quintus 26 thong )
- Thanh phan tbi thiéu:
. N oo |+ Mubi <2%;
72 3.1 Dung dich pha loang 20 1it/Binh | Khéng sinh: <1%
- Pat tiéu chuan ISO 13485:2016 hoic tuong duong
- Thanh phan tbi thiéu:
+ Hoat tinh bé mit <2%;
73 3.2 |Dungdich ly giai, pha v& hong cau | 5 lit/Binh |+ Chét dém: <1%
+ Khang sinh: <1%
- Pat tiéu chuan ISO 13485:2016 hoic tuong duong
- Thanh phén tdi thiéu:
74 33 | Dung dich Stopper 1 liBinh | oo Prantortied

+ Mudi <3.0%;
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+ Chét bao quan <0.1%
- Pat tiéu chuin ISO 13485:2016 hoic tuong dwong

75

34

Mau chuin may huyét hoc

3x3ml/
bo

- Chire nang: La mau chuin dugc chun bi tir mau ngudi 6n dinh dé ¢6 thé thuc hién cac phép do lap lai hang
ngay, theo ddi d6 6n dinh trén hé thong.
- Pat tiéu chuin ISO 13485:2016 hoic tuong duwong
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3.5

Dung dich rtra cho may huyét hoc

500ml/
binh

- Thanh phan tbi thiéu:

+ Su suy gidm lipid/ protein trong Sodium hypochlorite: 2.0-2.4% active chlorine;
+ Do on dinh Sodium hydroxide <0.05%;

+ Chét hoat dong bé mit <0.05%.

- Pat tiéu chuan ISO 13485:2016 hoic tuong duong

v

Phén/Lé: PP2600001133 - Phén 4: Ho4 chét d

ung cho May phin tich huyét hoc ty dong Auto Star Diff 5

77

4.1

Ho4 chét ding cho may phan tich
huyét hoc

20L

Thanh phan chinh tdi thiéu:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer < 0.3%

Preservative < 0.1%

C6 mi QR Code quan 1y hoa chét dugc tich hop sin.
Xuét xi: G7

Pat tiéu chuin ISO 13485:2016 hodc twong dwong

78

4.2

Thube thir ly giai hong cau do 3
thanh phan bach ciu MON, NEU,
LYM trong mau

1L

Thanh phin chinh t6i thiéu:

Detergent < 1.5%

Buffer <2.0%

Preservative < 1.5%

Dye <1.0%

C6 mi QR Code quan 1y hoa chat dugc tich hop sin.
Xuét xtr: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong

79

43

Thube thir ly giai hong cau do 2
thanh phan bach cidu EO, BASO
trong mau

500ml

Thanh phan chinh tdi thiéu:

Detergent < 0.5%

Buffer < 0.6%

Preservative < 0.7%

C6 mi QR Code quan 1y hoa cht dugc tich hop sin.
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Xuit xir: G7
Pat tiéu chuin ISO 13485:2016 hoic tuong duong

Thubc thir ly giai hong cau do

Thanh phin chinh t6i thiéu:
Detergent < 4.0%
Buffer < 1.0%

80 4.4 Hemoelobin trone mé 500ml |[C6 ma3 QR Code quan 1y hoa chit duoc tich hop sén.
& § mau Do 6n dinh chua mé trong 24 thang ké tir ngay san xut khi dugc bao quan ¢ nhiét do 2-35°C
Xuét xi: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
Vit lidu kiém soat chét lugng dung Mau dong vat c¢6 vi khoé manh (Ign), chét bao quan va chét 6n dinh té bao.
81 45 o . 3ml P
cho may phan tich huyét hoc Laser Xuat xtr: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
. Sodium hypochlorite < 8.0%
Ho4 chét rira ding cho may xét
82 46 | Oggma rua dung cho méy xé 50ml  |Sodium hydrate < 2.0%
ghie Xuét xt: G7
Pat tiéu chudn ISO 13485:2016 hoic tuong duong
V | Phin/Lé: PP2600001134 - Phéin 5: Ho4 chét ding cho May huyét hoc Sysmex XN 350
% s Thubc thir pha lodng mau toan 5oL x |- Thanh phén t6i thiéu: Sodium chloride 0.7%; Tris buffer 0.2%; EDTA-2K 0.02%
' phan - Pat tiéu chuin ISO 13485:2016 hoic tuong dwong
" s, |Dungdich kiém manh dung rira aml x 20 |- Thanh phén t6i thiéu: Sodium Hypochlorite (c6 chira clo ty 1& 5,0%)
' may - Pat tiéu chuin ISO 13485:2016 hoic tuong duwong
g5 53 Thubc thir nhuém dé xac dinh cac 4oL x 3 |- Thanh phén t6i thiéu: Polymethine 0.002%; methanol 3.0%; Ethylene Glycol 96.9%
' thanh phan bach cau - Pat tiéu chuin ISO 13485:2016 hoic tuong duwong
Thubc thir ly giai tinh s6 luong va
36 54 ti 1€ % bach cau trung tinh, bach sLxl | Thanh phﬁn t6i thiéu: Organic quaternary ammonium salts 0.07%; Nonionic surfactant 0.17%

cau lympho, bach cau mono, va
bach cau ua axit

- Pat tiéu chuin ISO 13485:2016 hoic tuong duwong
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5.5

Thubc thir x4c dinh ndng d6 huyét
sic td

500ml x 3

- Thanh phan t5i thiéu: Natri Lauryl Sulfat 1.7g/L
- Pat tiéu chuin ISO 13485:2016 hoic tuong dwong

88

5.6

Chat chuan cho may phan tich
huyét hoc muc 1

3.0mLx1

- Thanh phan t5i thiéu: bao gdm té bao hdng cau, bach cau, hong cdu nhin va tiéu cau & ngudi dugce giit on
dinh trong moi trudng cod chét bao quan.
- Pat tiéu chuin ISO 13485:2016 hoic tuong duwong

89

5.7

Chat chuan cho may phan tich
huyét hoc muc 2

3.0mLx1

- Thanh phan t5i thiéu: bao gdm té bao hdng cau, bach cau, hong cdu nhan va tiéu cau & ngudi dugce giit on
dinh trong moi trudng cod chét bao quan.
- Pat tiéu chuin ISO 13485:2016 hoic tuong dwong

90

5.8

Chat chuan cho may phan tich
huyét hoc murc 3

3.0mLx1

- Thanh phan t5i thiéu: bao gdm té bao hdng cau, bach cau, hong cdu nhin va tiéu cau & ngudi dugce giit on
dinh trong méi trudong c6 chit bao quan.
- Pat tiéu chuan ISO 13485:2016 hoic tuong duong

VI

PP2600001135 - Phin 6: Hoa chit ding cho May phan tich nwéc tiéu tw ddng Auto 100

91

6.1

Que thir xét nghiém nudc tiéu 11
thong s6

100 test

Thanh phin chinh t6i thiéu:

Ascorbic Acid: 2.6-dichloro-phenol-indophenol 0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.

Protein: tetrabromphenol blue 0.36mg.

Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium poly methyl vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-tetramethylbenzidine 2.0mg.

pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.

Xuat xtr: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong

92

6.2

Ho4 chét rira dung cho méay phéan
tich nudc ticu ty dong

500 ml

Thanh phan chinh tdi thiéu:

Sodium hydroxide, surfactant, buffer solution.
Xuat xtr: G7

Pat tiéu chuin ISO 13485:2016 hoic tuong duong
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Vit lidu kiém soat chét lugng xét

Dung dich kiém tra chit lugng mirc 1, dung cho may phan tich nude tiéu tu dong.

93 6.3 nghiém nudce tiéu muc 1 §ml Xuat xit: G7
ghie Pat tiéu chudn ISO 13485:2016 hoic tuong duong
Vit lidu ki im sodt chat lrong xét Dul}g d}ch kiém tra chat lugng muc 2, dung cho may phan tich nuéc tieu ty dong.
4 64 nghiém nudce tiéu muc 2 §ml Xuat xtr: G7
ghie Pat tiéu chuin ISO 13485:2016 hoic tuong duong
Vit lidu ki im sodt chat lrong xét Dul}g d}ch kiém tra chat lugng muc 3, dung cho may phan tich nudc tieu ty dong.
95 65 nghiém nudc tiéu mic 3 §ml Xuat xtr: G7
ghis Pat tiéu chuén ISO 13485:2016 hodc tuong duong
VII | Phan/Lé: PP2600001136 - Phin 7: Hoa chét dung cho May phén tich dong mau ty ddng Auto S
Thanh phan chinh t6i thiéu:
Thube thit xét nehidm dinh luon 5x5ml+ |R1: 0.05% Ellagic acid, 0.2% cephalin, 0.2% sodium chloride. 0.1%; Sodium benzoate
96 7.1 e : one CaCI2: |R2: 0.3% calcium chloride, 0.1% Sodium benzoate
APTT Lo
5x5ml | Xuat xta: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
£ ., n . 1.4% calcium chloride, 0.1% Sodium benzoate, 2.5% aminoacetic acid, 0.15% sodium chloride, 2.5% rabbit
Thudc thir xét nghiém dinh luong .
97 7.2 PT 10x5ml |brain powder
Xut xi: G7
Pat tiéu chudn ISO 13485:2016 hoic tuong duong
Thanh phin chinh t6i thiéu:
S5x5ml - R1: 1% thrombin, 0.1% Sodium benzoate,
98 73 Thudc thtr xét nghiém dinh lugng Buffer: 1% aminoacetic acid, 1.3% sodium chloride, 0.05% Tris
' fibrinogen 33 Omi R2: 0.68% imidazole, 0.5% sodium chloride, 0.3% hydrochloric acid
Xuét xi: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
99 74 Thudc thir xét nghiém dinh luong 10x5ml 1% thrombin, 0.1% Sodium benzoate, 0.1% Tris, 1% aminoacetic acid, 1.3% sodium chloride

TT

Xuit xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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Vit liéu kiém soat chit luong xét

Thanh phin chinh t6i thiéu: Huyét tuong lon.

100 7.5 nghi¢m dinh luong PT, APTT, TT, 10x1ml | Xuét xt: G7
FIB Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Vit liéu kiém soat chit luong xét Thanh phan chinh ti thiéu: Huyét trong lon
101 7.6 nghi¢m dinh luong PT, APTT, TT, 10x1ml | Xuét xt: G7
FIB murc cao Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Thanh phan chinh t6i thiéu: Sodium Hypochlorite
102 77 H(?é C}iét rfra’pha loang dung cho 500ml TinA’h c}}ét vat Iy: chét 1ong mau vang nhat.
may dong mau Xuat xt: G7
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
Kich thudc: 6mmx25mm
Dung tich: 500ul
Cong dung miu bénh phdm 2000 | Méu sac: Trong sut
103 | 7.8 | 008 IS TREDED it | Lodi nhua: PS
o % | L trit: 4-30 d6 C
Xuét xir: G7
Pat tiéu chuin ISO 13485:2016 hodc tuong dwong
VIII | Phin/L6: PP2600001137 - Phén 8: Ho4 chét ding cho May phén tich dién giai CBS-4
Thanh phan bao gom:
104 21 Dung dich rua dung cho may phan |0.13g*2+1 | Lo A: NaCl, KCl, CaCl2, LiCl, HCIl
' tich dién giai Oml Lo B: Pepsin
- Pat tiéu chuin ISO 13485:2016 hoic tuong dwong
Thanh phin gdm:
Dung dich chuin (Standard) A: 530ml
105 2.2 Hoa chét dién giai 5 thong sb Hop Dung dich chuan (Standard) B: 210ml
' Na/K/Cl/Ca/PH 1270ml | Dung dich rira (Rinse Solution): 220ml
Dung dich tham chiéu (Reference solution): 310ml
- Pat tiéu chuan ISO 13485:2016 hoic tuong duong
Chét kidm soét dime cho mav phan - Bugc cung cép trong céc 6ng kin c6 chira chit dém, chit bao quan va mudi NaCl, KCl, C2H3NaO2, CaCl2,
106 8.3 Hig yP 3x5x2ml | C2H5NO2, trong huyét thanh dong vat.

tich dién giai

- Pat tiéu chuan ISO 13485
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8.4

Chat higu chuan dung cho may
phan tich dién giai

3x4x2ml

Calibrator dugc cung cép trong cac éng kin c6 chira chit dém, chét bao quan va mudi NaCl, KClI,
C2H3Na02, CaCl2, C2H5NO2, trong huyét thanh ddng vat.
- Pat tiéu chuin ISO 13485:2016 hoic tuong dwong

108

8.5

Day bom

Tai 1 cai

Chat li¢u silicon
- Pat tiéu chuin ISO 13485:2016 hoic tuong duwong

IX

Phan/Lé: PP2600001138 - Phin 9: Hoa chit d

ung cho M4

y phén tich dién gidi tw dong Auto ISES00

109

9.1

Thubc thir xét nghiém dinh lugng
da thong sb dién giai (K, Na, CI,
Ca, pH)

Cal A:
650ml
Cal B:
200ml

- Thanh phan chinh t6i thiéu: KCI, NaCl, NaAc, CaCl2, d&ém pH, chét hoat dong bé mit, chat bao quén.
- Gié tri hi¢u 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, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L, pH 7
- Nong do:
Ammonium molybdate 0.4 mmol/l
Sulphuric acid 100 mmol/l
Hydrochloric acid 100 mmol/1
- Méu bénh phdm: Huyét thanh nguoi
- Tuong quan tuyén tinh hé sb r: K+ >0.99, Na+>0.99, Cl- >0.99, Ca2+ >0.99
- D6 léch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%, Ca2+ <5%
- B nhay cta phép phan tich K+ <0.2mmol/L, Na+<6.7mmol/L, CI- <6.2mmol/L, Ca2+ <0.1mmol/L
- B¢ thién 1éch chinh xac: K+ <2%, Na+ <1.5%, Cl- <2%, Ca2+ <5%, pH < 1%
Xuat xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong

110

9.2

Vit liéu kiém soat chit luvong xét
nghi¢m dinh lugng (Na, K, Cl, Ca,
pH)

10x1ml

- Thanh phﬁn chinh t4i thiéu: KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, chét hoat dong bé mat, chit bao
quan.
- Bic tinh hiéu suét:
+ Trong khoang CV: K+ <1.5%, Na+ <1.5%, Cl- <1.5%, Ca++ <1.5%, pH <1.0%
+ Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl- <3.0%, Ca++ <5.0%, pH <1.0%
+ D¢ thién 1¢ch chinh xac: K+ <2.0%, Na+ <1.5%, Cl- <3.0%, Ca++ <5.0%, pH <1.0%
Xuét xt: G7
Pat tiéu chuin ISO 13485:2016 hodc twong dwong

111

9.3

Dung dich rira protein dung cho
may phan tich di¢n giai

3x2ml

Thanh phin chinh t6i thiéu:
Enzyme: Pepsin.
Dilutor: KCI, NaCl, Hydrochloride acid.
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Xuit xir: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong

bién cyc xét nghiém dinh lugng

Pién cuc K electrode

112 9.4 Ko 1 Chiéc | Xuit xr: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
o , n . bién cuc Na electrode
113 9.5 E:f cuc xét nghiem dinh luong 1 Chide | Xuét xir: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
o , o . bién cuc Cl electrode
114 | 96 glm cuc xétnghiemdinh luong |y ey g 67
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
i , a e bién cyuc pH electrode
115 9.7 D;f“ cuc xét nghiem dinh luong 1 Chiée | Xuét xi: G7
P Pat tiéu chuén ISO 13485:2016 hodc twong duong
. , a e bién cuc Ref electrode
116 | 98 Dfncfl‘i'rguxet nghiém dinh luong 1 Chiée | Xuét xi: G7
wy Pat tiéu chuén ISO 13485:2016 hodc tuong duong
Day bom
117 9.9 |Diybom 1 Chiéc | Xuat xtr: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phan chinh tdi thiéu:
o KCI, NaCl, NaAc, CaCl2, LiCl, chat dém pH, chat hoat dong bé mit, chat bao quan.
Dung dich dién cuc N A N
118 9.10 5x0.8ml | Nong do tirng phan: K+ 5Smmol/L, Na+ 125mmol/L, Cl- 145mmol/L, Ca2+ 10mmol/L, pH 7.6
Na/K/Cl/Ca/pH L
Xuat xua: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phin chinh t6i thiéu: KCI
, d 0: K+ -
119 9.11 Dung dich dién cyc tham chiéu 20ml Nong do: K+ 4mol/L, Cl- 4mol/L

Xuét xt: G7
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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9.12

Dung dich rua dung cho may phan
tich dién giai

10x5ml

Thanh phin chinh t6i thiéu:

Sodium hypochlorite (NaClO) 0.4% - 0.5%

Xuét xt: G7

Pat tiéu chuén ISO 13485:2016 hodc trong duong

Phan/Lé: PP2600001139 - Phin 10: Ho4 chét

diing cho May phén tich HbAlc tu dong HA-1500

121

10.1

Ho4 chit dung cho may phan tich
HbAlc loai A

950ml

Thanh phin chinh t6i thiéu:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Xuit xt: G7

Pat tiéu chudn ISO 13485:2016 hodc twong dwong
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10.2

Ho4 chét ding cho may phan tich
HbAlc loai B

700ml

Thanh phan chinh tdi thiéu:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Xut xi: G7

Pat tiéu chuén ISO 13485:2016 hodc trong duong

123

10.3

Dung dich ly giai hdng cau

2300ml

Thanh phin chinh t6i thiéu:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Xuét xtr: G7

Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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10.4

Chat hiéu chuin xét nghiém dinh
Iuong HbAlc

L1:
3x0.1ml
L2:
3x0.1ml

Thanh phan chinh tdi thiéu:

Huyét sic t glycosyl hoa, bao gdm chat bao quan va chat on dinh.

Xuit xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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10.5

Vit liéu kiém soat chit luong xét
nghi¢m dinh luong HbAlc

L1:
3x0.1ml
L2:
3x0.1ml

Thanh phan chinh tdi thiéu:

Huyét sic t6 glycosyl hoa, bao gém chét bao quan va chit 6n dinh.

Xut xi: G7
Pat tiéu chuén ISO 13485:2016 hodc trong duong
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Thanh phin chinh t6i thiéu:
Cot 1am bing kim loai khong gi, trong c6 mang loc chuyén dung, chiu dugc ap suit cao.

. 1 Chié
126 | 106 |Cot séc ky iéled Kich thudc: 4.6x30 mm, 5um
P Xuét xi: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phin chinh t6i thiéu:
1 Chiée/ |Phin | h du t lusi loc.
127 10.7 Phin loc C fec/ 111 (_)f: dang nhya, dugc cau tao dang ludi loc
tai Xuat xt: G7
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
XI |Phan/Lé: PP2600001140 - Phan 11: Hoa chit dung cho My phan tich mién dich ty dong Autolumo A1000
Thanh phan chinh tdi thiéu:
128 1.1 Thubc thir xét nghiém dinh lugng 100 test Enzym lién hop. Horseradish-peroxidase dugc dan nhan khang AFP don dong cta chudt trong dung dich dém
' AFP (alpha-fetoprotein) Tris-NaCl ¢6 chira huyét thanh bo. Chtra mot Iyra chon céc chét bao quan.
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
L o Thanh phan chinh tdi thiéu:
129 112 E}l:}loc tt}}:lxl?lf t ngllzfll}l dinh luf'm ﬁ; 100 test Enzyme lién hop. Horseradish-peroxidase dugc dan nhan HBsAg trong dém Tris-NaCl chira casein va BSA
. an, an ang n n . ; o ‘ .
it gi‘rrf an Bg g nguyen be e (albumin huyét thanh bo). Chura chat bao quan ProClin 300 hodc tuong duong.
abviem g Pat tiéu chudn ISO 13485:2016 hoic tuong duong
Thanh phan chinh t6i thiéu:
130 113 Thubc thir xét nghiém dinh luong 100 test Enzyme lién hop. Horseradish-peroxidase danh déu chudt don dong Anti-CA125 trong dém PBS chura casein
' khang nguyén cacbohydrat 125 va BSA (albumin huyét thanh bo). Chtra m6t lira chon cac chét bao quan.
Pat tiéu chudn ISO 13485:2016 hoic tuong duong
Thanh phan chinh t6i thiéu:
Thubc thir xét nghiém dinh lugng Enzyme lién hop. Horseradish-peroxidase dugc dan nhan chudt don dong khang CA15-3 trong dém MES
131 11.4 ) n 100 test , £ \ A 1A 1a .
khang nguyén carbohydrate 15-3 chtra huyét thanh bo. Chira mét lwa chon cac chat bdo quan.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
132 115 Thudc thir xét nghiém dinh luong 100 test Lién hop enzym lién hop. Horseradish-peroxidase dugc danh du chudt don dong khang CA19-9 trong dém

khang nguyén carbohydrate 19-9

Tris ¢6 chira BSA (albumin huyét thanh bo). Chira mot Iya chon céc chét bao quan.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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Thubc thir xét nghiém dinh lwong

Thanh phin chinh t6i thiéu:
Enzyme lién hop. HRP (horseradish peroxidase) dugc dan nhan khang CA72-4 don dong cua chudt trong

1 11. 100 test .
33 6 khang nguyén carbohydrate 72-4 00 tes dung dich d¢m Tris-HCI chira gelatin c4. Chura mét lya chon céc chat bao quan.
Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phin chinh t6i thiéu:
134 117 Thubc thir xét nghiém dinh lugng 100 test Lién hgp Enzyme. Horseradish-peroxidase dugc dan nhan Anti-CEA don dong cua chudt trong dém Tris co
' khang nguyén carcinoembryonic chira huyét thanh bo. Chira mét lya chon cac chit bao quan.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
Thudc thir xét nghiém dinh luong Lién hop Enzyme. Horseradish-peroxidase dugc dan nhan khang thé don dong chudt chéng cTnl trong dém
135 11.8 . . 100 test ., , A , L1, ,
cardiac troponin I (cTnl) Tris c6 chira BSA. Chira mot Iya chon céac chat bao quan.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
Thuéc thir xét nghiém dinh luong Eflzym? lién }Alorp Enzyme 1i§n hQP HRI'D (horserad,ish peroxidase).duqc (}én nhan lfhér{g CYF RA 2’1-1 C{orn
136 11.9 CYFRA21-1 100 test | dong cta chudt trong dung dich d¢ém Tris-NaCl chura BSA (albumin huyét thanh bo) va casein. Chira mét lya
chon cac chét bao quan.
Pat tiéu chuén ISO 13485:2016 hodc trong duong
. e Thanh phin chinh tdi thiéu:
Thuoc thir xét nghié nh 1
137 11.10 kh;r(l)cn L;Xéen giclﬁirgudtlu érlfzgrgl 100 test Enzyme lién hop. Horseradish-peroxidase dugc dan nhan khang fPSA don dong cta chudt trong by dém Tris-
' ot g f df yen dae fieu iy HCI c6 chira BSA va casein. Chita 2%o ProClin 300 va 0.2%o chit bio quan Bronidox hodc tuong duong
T Pat tiéu chuén ISO 13485:2016 hodc trong duong
Thanh phin chinh t6i thiéu:
138 1111 Thubc thir xét nghiém dinh lwong 100 test Enzym lién hop. Chét chdng T3 dwoc gén nhan peroxidase cai ngua trong dém BIS-Tris-Propane-NaCl c¢6
' triiodothyronine tu do chira BSA (albumin huyét thanh bo). Chtra chat bao quan ProClin 300 va Bronidox hodc tuong dwong
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thanh phan chinh tdi thiéu:
Thubc thir xét nghiém dinh lugng Enzym lién hop. Cai ngua-peroxidase dugc gin nhéin anti-T4 trong dém Tris-NaCl c6 chira BSA (albumin
139 11.12 ) 100 test X . T i x . \
thyroxine ty do huyét thanh bo). Chira mét s6 chat bao quan.
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
Thuéc thir xét nghiém dinh 1 Thanh phan chinh téi thiéu:
140 1113 uoc thtr xét nghi¢m dinh lugng 100 test anh phan chinh t61 thi€u

khang nguyén e viém gan B

Enzyme lién hop. Horseradish-peroxidase dugc dan nhan khang HBe don dong cua chugt trong bd dém Tris-
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Nacl ¢6 chtra casein. Chtra chat bao quan ProClin 300 hodc tuong duong
Pat tiéu chuén ISO 13485:2016 hodc trong duong

Thubc thir xét nghiém dinh lwong

Thanh phin chinh t6i thiéu:
Enzyme lién hop: Horseradish-peroxidase dugc dan nhan anti-HBs da dong cua dé trong dém Tris-NaCl c6

141 11.14 ; 100 test :
khang nguyén bé mit viém gan B 00 tes chtra casein. Chtra 0,003% ProClin 300 va chat bao quan Bronidox 0,1% hodc twong duong
Pat tiéu chuén ISO 13485:2016 hodc trong duong
. e Thanh phin chinh tdi thiéu:
Thuoc thir xét nghié nh 1 ) ,
Hoe . r xet nghicm dj . uqr'1g Enzym lién hop. Khang thé NT-proBNP don dong cta chudt dugc gan nhan HRP (horseradish peroxidase)
142 11.15 | N-terminal pro B-type natriuretic 100 test . . -, . . , al A A .
entide trong dém Tris-NaCl c6 chita BSA (bovine serum albumin). Chira mét so chat bdo quan.
pep Pat tiéu chuén ISO 13485:2016 hodc twong duong
Thanh phan chinh tdi thiéu:
143 11.16 Thubc thir xét nghiém dinh lugng 100 test Enzyme lién hop. Khang thé don dong PCT dugc dén nhan HRP (horseradish peroxidase) ctia chudt trong
' PCT (Procalcitonin) dung dich dé¢m Tris-NaCl chira BSA. Chira mét lya chon cac chét bao quan.
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
L o Thanh phan chinh tdi thiéu:
Thute Ihu ?et ng’hlem‘ dmhAluo’r.l’g Enzym lién hop. Peroxidase cai ngua duoc gén nhén anti-PTH trong dung dich dém Tris-NaCl c6 chira BSA.
144 11.17 | PTH dé chan doan cuong can giap, | 100 test ) NIRRT )
loan duSne xuone. suy cin e Chtra mot so chat bao quan.
j & & suy can glap.... Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Thanh phin chinh t6i thiéu:
145 1118 Thubc thir xét nghiém dinh lwong 100 test Enzym lién hop. HRP (horseradish peroxidase) dugc gin nhin 1a khang thé don dong chudt khang SCCA
' SCCA trong dém MES c6 chtra huyét thanh bo. Chira mét s6 chat bao quén.
Pat tiéu chuén ISO 13485:2016 hodc trong duong
. e Thanh phan chinh tdi thiéu:
Thuoc thir xét nghié nh 1 . .
146 11.19 kh;r(l)cn L;Xéen giclﬁirgud;l érlfzgrgl 100 test Enzyme lién hop. Peroxidase cu cai ngua dugc gan nhan 1a khang thé don dong chudt Anti-PSA trong dém
' liet t(i‘lng I?ﬁn ac Hieu tuy Tris-HCI ¢6 chira BSA va casein. Chira 2% ProClin 300 va 0.2%o chit bao quan Bronidox hodc twong duong
; P Pat tiéu chuén ISO 13485:2016 hodc tuong duong
Thanh phan chinh tdi thiéu:
147 11.20 Thubc thir xét nghiém dinh lugng 100 test Enzyme lién hop. Panh dau peroxidase cai ngya chong TSH trong dém Tris-NaCl c6 chira huyét thanh bo.

TSH (thyroid stimulating hormone)

Chtra chét bao quan ProClin 300 hodc tuong duong
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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Thanh phin chinh t6i thiéu:
148 1121 Thubc thir xét nghiém dinh lugng 100 test Enzyme lién hop. Khang thé anti-B-hCG duoc ge‘in nhan peroxidase cai ngua trong d¢m PBS c6 chira BSA
' B-Human Chorionic Gonadotropin (albumin huyét thanh bo). Chira mot s§ chat bao quan.
Pat tiéu chudn ISO 13485:2016 hoic tuong duong
Vit licu kiém soat chét luone cic Kiém tra cac xét nghiém nhu: AFP, CEA, CA125, CA19-9, CA15-3, CA50, tPSA, fPSA, PGII, B-HCG,
149 11.22 é't n .hiém chune mitc 2 ne 6x3ml | Ferritin, CA72-4, NSE, SCCA, Cyfra 21-1, CA242, HE4, PGI, B2-Microglobulin, TG.
xet nghiem cung Pat tiéu chuin SO 13485:2016 hodc twong duong
Kiém tra cac xét nghiém nhu: T3, T4, FT3, FT4, TSH, TG, PRL, LH, HGH, ACTH, Cortisol, Folate, 25-OH
Vit lidu kiém soat chét lugng cac Vitamin D, FSH, PRG, Testosterone, E2, C-Peptide, Insulin, 17a-OHP, DHEA-S, IGF-1, Aldosterone, j3-
150 11.23 , A Lo, 6x3ml _—
xét nghiém tuyen giap muc 2 hCG, Vitamin B12
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
110ml x 2 Puoc st dung Kkét hop voi b dung cu thube tha phu hop duya trén cong nghé xét nghiém mién dich vi hat
151 11.24 | Chét phat quang hoa hoc sets phat quang hoa hoc dé phat hién cac phép do phuc vu chan doan trong 6ng nghiém.
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
. R Thanh phan chinh tdi thiéu: Phosphate buffer
1521 11.25 ) Dung dich dém Ax500ml | by ¢ tieu chudn ISO 13485:2016 hodic tuong duong
, L Thanh phan chinh tdi thiéu: NaCl buffer
153 1 1126 Dung dich pha lodng mau x230ml | b+ tiu chudn ISO 13485:2016 hodic tuong duong
L Thanh phan chinh tdi thiéu: Sodium Hydroxide
154 11.27 | Dung dich ru 12x25ml .
Hng cich ra XM Bat tidu chudn 1SO 13485:2016 hodc tuong duong
Hop 1000 . :
155 11.28 | Coéng phan ung Qpcgii Dat tiéu chuan ISO 13485:2016 hoac tuong duong
156 11.29 |Day bom Chiéc | Day bom may phan tich mién dich
XII | Phan/Lé: PP2600001141 - Phin 12: Hoa chit dung cho may phan tich khi mau Gem 3500
tridee IOM khi méu. dién eidi ‘, ,
g?lj rfiefoct 11 Srgi:sgz“t f;l Bo kit xét nghiém khi mau, dién giai, chuyén hoa, xét nghiém céc thong sé: pH, pO2, pCO2, Het, Na+, K+,
S z Hop 150 |Ca++, Glucose va Lactate c6 tich hop quan 1y chat lwong. Bé kit bao gdm dung dich chudn, tit ca dién cuc
157 12.1 DPo céc thong so: pH, pCO2, pO2, . . an b e N £ x 2 <
Het. Nat. K+. Catt. Glucose va test do, kim hut, day bom, thi chira thai tich hgp trong mot khoi. Pat tiéu chuan ISO 13485:2016 hodc tuong
Lac’tate T ’ duong, IVD — 98/79/EC, FDA
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Cartridge IQM khi mau va Het -

B0 kit xét nghiém khi méu, di¢n giai, chuyén hoéa, xét nghiém cac thong $6: pH, pO2, pCO2, Het, c6 tich hop
quan 1y chit lugng.

158 | 12 |130tests3wan HOP 150 1 5 kit bao gdm dung dich chudn, tt ca dién cuc do, kim hat, day bom, tai chia thai tich hop trong mét khéi,
Do cac thong so: pH, pCO2, pO2, test R A A A CaR A1
Het khong can thﬂem vat tu khac dé van hanh.
Dat tiéu chuan ISO 13485:2016 hoac tuong duong, IVD — 98/79/EC, FDA hodc tuong duong
Chit chuan khi mau, dién giai, Glucose va Lactate 1a vat liéu kiém soat dé danh gia y nghia 1am sang vé su
can bé“mg axit bazo, chat dién giai, Glucose va Lactate.
Hop 10 lo |Hop hoa chit gdm 3 mirc (mirc 1, mirc 2, mirc 3),
mirc 1 x |mdi mirc ¢6 10 dng thiy tinh, mdi éng 2ml.
Hop hoa chét chuan nhiéu mirc & | 2ml; 10 lo | Mirc 1: véi gia tri pH thap, pCO2 cao phil hgp véi nhidm toan hé hip, gia tri pO2 thip phii hop véi suy giam
159 12.3 (Contril 9 Control Multipak muc 2 x |hoat dong cta phéi va gia tri dién giai cao (Na+, K+, Cl-, Ca++), tang gia tri ciia Glucose va Lactate.
3x10x2ml) 2ml; 10 lo | Muc 2: véi gid tri pH, pCO2, pO2, Na+, K+, Cl-, Cat++, Glucose va Lactate trong pham vi tham chiéu cho
mirc 3 x | cac ddi twong binh thudng vé& mit 1am sang.
2ml | Mirc 3: vdi gi tri pH cao, pCO2 thip phii hop vé6i kiém hé hap pO2 ting cao phit hop véi diéu tri oxy va cac
gia tri dién giai thép (Na+, K+, Cl-, Cat++), Glucose thép va Lactate tang cao.
Pat tiéu chuén ISO 13485:2016 hodc twong duong, IVD — 98/79/EC, FDA hoac tuong duong
XIII | Phan/L6: PP2600001142 - Phén 13: Vat tu, hoa chét ding cho hé théng Realtime RT-PCR
Thubc thir va Thanh phén t6i thiéu: Noi kiém; Hon hop phan tng( Tris-HCI, KCI, MgC12, dNTP, mdi, dau do
Thube thir xét nghiém dinh luong A l}ujfn’h quang: 1x6§0uL); Hon hop en.zyme; Kiém soat le(mg tinh cao; Kién.l soat duong tinh thip; Dbi chung
. . . , Hop 32 |am tinh; HBV Calibrator 1; HBV Calibrator 2; HBV Calibrator 3; HBV Calibrator 4
160 13.1 axit deoxyribonucleic (DNA) cta . A ] , L o/ A ) o
virus viém gan B test G¥(ﬂn han phat hién: 20 IU/mL; Su chinh xac: 100%; D9 nhay: 100%.
Kiéu gen: HBV A-H.
Pat tiéu chudn ISO 13485:2016 hodc twong dwong
Nhuya PP nguyén chit, d¢ trong sudt cao. Vo tring, khong chira Dnase & RNase, khong gay sot. Thiét ké phu
‘ Hop 96 hop phd quat dé phi hop véi gan nhu tit ca cac pipet don va da kénh nhu Eppendorf, Gilson, Rainin, Biohit,
161 13.2 DPau tip 10ul co lgc tiét trung s Brand, Finpipette.
chiéc X . L x4
Thé tich hut mau t6i da 10ul
Pat tiéu chuin ISO 13485:2016 hodc twong dwong
Nhua PP nguyén chat, do trong sudt cao
- , Ay Hop 96 | V6 trung, khong chira Dnase & RNase, khong gay sot;
162 13.3 Dau tip 100ul ¢6 loc tiét tring chiéc Thiét kégphfl hop véi tit ca cac pipet don va §agkénh nhu Eppendorf, Gilson, Rainin, Biohit, Brand,

Finpipette.
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Thé tich hat mAu t6i da 100p1
Pat tiéu chuén ISO 13485:2016 hodc trong duong

163

13.4

Dau tip 1000pul c6 loc tiét tring

Hop 96
chiéc

Nhua PP nguyén chét, do trong subt cao

Vo trung, khong chira Dnase & RNase, khong gay sot

Thiét ké phu hop véi tt ca cac pipet don va da kénh nhu Eppendorf, Gilson, Rainin, Biohit, Brand,
Finpipette.

Thé tich hut mau t6i da 1000ul

Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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13.5

Dai 8 dng real time PCR 0.2ml

125 daix8
dng/ hop

Thé tich 0.2ml

San xudt tir polypropylene nguyén chit chic chan, d6 trong dé kiém tra truc quan tot hon
Nip c6 canh vat thoai mai khi dong mo.

Day nép chinh xac dé giam tdc do bay hoi trong qué trinh bao quan.

C6 thé hap tiét tring

Khoéng chira RNase/DNase, khong chira Pyrogen

Pat tiéu chuén ISO 13485:2016 hodc trong duong
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13.6

Ong ly tam 2ml

Tui 500
cai

éng ly tdm dung tich nhé 2.0ml, chia vach, day tron.
Khoéng c¢6 Dnase/ Rnase, muc ndi doc t6 nho nhon 0.1 EU.
C6 ca dng vo trung va khong vo trang.

Pat tiéu chuén ISO 13485:2016 hodc trong duong
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13.7

Vat tu tiéu hao dung cho may tach
chiét tu dong

Hop 50
test

B0 vat tu tiéu hao dung cho may tach chiét miu tur dong, gém ¢6: PAu con va éng nhua: 52 chiéc; Ong mau:

100 chiéc; Nép éng mau: 100 chiée
Pat tiéu chudn ISO 13485:2016 hoic twong dwong
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13.8

Hoa chét ding cho may tach chiét
ty dong

Hop 48
test

Hoa chét tach chiét sir dung v6i hé thong tach chiét ty dong

- Mau bénh pham: Huyét thanh, huyét twong, nude tiéu, mau tim bong
Béo quén kit xét nghiém chua mo tdi thiéu tai nhiét 6 10-30 do C

Pat tiéu chuin ISO 13485:2016 hoic turong duong

* Ghi chu:

- Tén hang héa, yéu cau ky thudt, quy cdch chi mang tinh tham khéo, nha thau cé thé chao twong dwong hodc tét hon.

- Yéu cau thong sé ky thudt trén la t6i thiéu, chi nham muc dich mé ta va khéng nham muc dich han ché nha thau. Bat ky thuwong hiéu,

ky ma hiéu, nhan hiéu, catald ciia mét san pham cu thé, danh tir riéng (néu cd) trong bang yéu cau ky thudt chi tiét chi mang tinh tham khao,
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minh hoa cho cdc tiéu chuan chat luong, tinh nang ky thudt cua hang hoa, nha thau co thé lya chon dy thau hang hoa co nguon goc, xudt xu,
nha san xuat, thwong hiéu, ma hiéu phu hop voi diéu kién cung cap cua nha thau nhung phai dam bao yéu cau tieu chuan ky thudt, dac tinh ky
thudt, tinh nang sur dung “twong dwong” hodc “wu viét” hon han so voi yéu cau toi thiéu.

Noi ham “twong duong” duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:

(1) Puge co quan c6 tham quyén chimg nhdn tiong dwong tiéu chudn

(2) Twong dwong vé mdt ky thudt, tinh nang sir dung, tiéu chudn céng nghé

(3) Twong dwong vé chat lwong hinh dnh, dg chinh xdc mau sdc va géc nhin.

(4) Twong twong vé tinh chat co khi va thudc tinh vt Iy cia vit liéu.

(5) Twong dweong vé tinh ning co ban, dé tin cdy, pham vi tng dung

(6) Twong dwrong vé cong sudt; hiéu sudt, yéu cau théng sé dau vao, danh muc, @6 chinh xdc két qua dau ra.
(7) Twong dieong vé gid tri do; d chinh xdc két qua do

(8) Twong dieong vé ham lwong, nong do, tinh chdt

(9) Cdc yéu té tuong dwong khdc

Nha thau cé thé chao hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chitng minh sw twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Dé chirmg minh sw twong dwong nha thau phdi cé bang so sanh chi tiét vé théng sé ky thudt, déic tinh sit dung ciing cdc tdi
lidu ky thudt kém theo dé chirng minh.

1.3. Cac yéu cau khac:

- E-HSDT dinh kém file Excel/file Word Bang so sanh dap tmg yéu cu k¥ thuat thé hién cac ndi dung dap Gng ky thuit cua E-HSDT
s0 v6i yéu cau cua E-HSMT va tdi thiéu cac thong tin sau cta hang hoa chao thau (Nhd thau chiu trach nhiém vé tinh chinh xdc giita file
Excel/file Word va file scan nha thau cung cdp):

STT Danh Yéu ciu ciia E-HSMT Dap ng cia nha thiu S6 Iwu | Cac tiéu | Ma VTYT Tén

myc Yéuciukj | Quy| Thongsdky | Quy |Model/ky | Hang sinxudtva |Xuit| donvi | S6 | hanh | chuan |dungchung| thwong
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hang héa thuat cach | thuét chao cach ma hiéu | Hang chi sé hiru xir tinh lwgng cia dap tng | theo 5086 | mai theo

thiu (trwong hop chii sé hang (ISO (néuco) | QD 5086
hitu khong phai héa | 13485; (Néu co)
hang san Xuét) CE;

FDA...)

Muc 2. Ban vé:Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

- Viéc kiém tra, thir nghiém hang hoa trudce khi ban giao dugce tién hanh tai dia diém ban giao hang hoa.

- Chi dau tu c6 thé yéu cau Nha thau tién hanh kiém tra ngoai hop dong nhung can thiét dé khang dinh hang héa d6 c6 dic tinh ki
thuat, hiéu sudt dap ing yéu ciu cua hop ddng, véi didu kién 1a cac chi phi hop Iy dé tién hanh thtr nghiém, kiém tra d6 dugc cong thém vao
gid hop dong. Truong hop thir nghiém, kiém tra lam cham tién do san xuat va/hoic tién do thuc hién cac nghia vy khac cia Nha thau theo
hop dong, Chi dau tu s& xem xét diéu chinh ngdy giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khéac bi anh huéng.

- Chu dau tu c6 quyén tir chdi bat ky hang hoa, bd phan hang hoa nao khong dap Gmg yéu cau trong cac budi kiém tra, thir nghiém
hoac khong phu hop véi dic tinh k§ thuat theo hgp dong. Nha thau phai thay thé bang hang hoa, bo phan hang hoa khac hodc tién hanh nhiing
diéu chinh can thiét dé phu hop v6i cac dic tinh k§ thuat theo hop ddng va phai chiu tat ca chi phi lién quan dén viéc thay thé hodc diéu chinh
nay. Sau d6 Nha thau phai tién hanh kiém tra, thir nghiém lai va chiu tat ca chi phi phat sinh, dong thoi thong bao cho Chu dau tu theo quy
dinh.

- Chu dau tu s& tién hanh kiém tra giam sat, t6i thiéu theo cac ndi dung sau:

1. Kiém tra cac ching tir cia hang hoa: (trong truong hop ban giao hang héa lan dau; nhitng lan tiép theo nha thau cé thé khéng can
cung cdp néu hang héa ban giao van thuéc 16 hang héa da giao), cu thé:
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+ Céc ching tir nhap khau bao gdm: T khai hai quan, Bill van tai, Packing list hang hoa, invoice: 02 ban sao ctia don vi nhap khau.

+ Gidy chuing nhan xuat x (CO) do Phong thuong mai va cong nghi€p hodc co quan c6 tham quyén ctia nudc san xuat hodc nudc
xuat khau cap: 02 ban sao c6 chirng thuc va dich thuat c6 chung thuc. Néu la nudc xuat khau cap phai ghi rd nude san xuat

+ Gidy ching nhan chat luong hang hoa cua nha san xuét hodc dai 1y Gy quyén hop phap cho 16 hang giao cho bén mua (CQ) hoic
Gidy chung nhan phan tich (COA C/A): Ban gdc hoidc 02 ban sao ¢ chimg thuc va dich thuat ¢6 ching thue.

+ Néu hang hoa san xuat trong nudc hodc gia cong trong nudc hodc hang thuong mai xuat x tai Viét Nam: Nha thau cung cap phiéu
xuat xuong hodc gidy ching nhan ngudn gdc xuat xur va chirng nhan chat lugng hang hdéa ctia nha san xuat: (ban goc hodc ban sao y cong
ching).

* P6i v6i trang thiét bi y té thudc loai A, B phai c6 S6 cong bd tiéu chuan ap dung d6i véi thiét bi y té con hiéu luc do co quan ¢
thim quyén cap.

* Pbi voi trang thiét bi y té thudc loai C, D phai c6 SO luu hanh dbi véi thiét bi y té con hiéu luc do Bo Y té cap va Ban phan loai
Trang thiét bi y té.

+ Céac ching tur khac c6 lién quan...
Céc van ban trén (néu 1a tiéng nudc ngoai) phai kém ban dich cong ching sang tiéng Viét;

2. Kiém tra tinh trang van chuyén, dong géi nguyén ven, déng bo cua hang hoa tai dia diém giao hang. Néu phat hién hu hong thi 1ap
bién ban hién truong bao cao chu dau tu.

3. Kiém tra chat lwong va s6 luong hang hoa trude khi ban giao

4. Kiém tra va ban giao cho bén sir dung: catalog, hudng din sir dung, ho so k¥ thudt, ching tir lién quan.
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