E-HSMT

Phan 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT
Muc 1: Yéu ciu vé k¥ thuat:
1.1. Giéi thiéu chung vé du 4an/dw toan mua sim géi thau
- Tén goi thau: G6i sd 1: Mua sim hod chit, sinh pham xét nghiém cta Trung tam y té
Ia Grai.
- Tén dy toan: Mua sam hoa chat, sinh pham xét nghiém ctia Trung tdm y té Ia Grai
- Dia diém: 82 Quang Trung, xa Ia Grai, tinh Gia Lai.
- Thot gian thuc hién goéi thau: 365 ngay.

- Loai hop d6ng: Tron goi.

- Hinh thtrc lya chon nha thau: Chao hang canh tranh, qua mang.

-Yéu cau vé Cung cap hang héa: Chi tiét tai Mau s6 01A Chwong IV — Biéu mau

moi thau va du thau ctia E — HSMT.

1.2. Yéu cau vé k¥ thuit

1.2.1. Yéu ciu chung:

Toan bo hang hoa 1a hang mé&i 100%, san xuat nam 2025 tré vé sau.

1.2.2. Yéu chu vé k¥ thuit cu thé:

Nha thau phai cung cip ban tom tat thong s6 ky thuat dé ching minh hang hoéa do
nha thau chao tuan thu cc thong sb k§ thut va cac tiéu chuan ciing nhu yéu cau cua E-
HSMT.

- Nha thau luu ¥ can phdi ldp bang tém tdt liét ké va ddanh sé cdc thong s6 ky thudt
va cdc tiéu chudn cia cdc hang héa di thau theo ding chi muc, thir tw nhir bing tiéu
chudn bén dwdi. Bat ki thong sé nao nha thau khong ké khai hodc ké khai thiéu sot sé
dwrpc xem la hang héa khong dép iing thong sé d6. Néu thong sé nao hang héa khéng ¢
thi nha thau ghi la “khéng c¢6”.

- Tén hang héa can ghi ré ca model va hdng san xudt ma nha thau chdo thau.

Bang yéu cau k¥ thuat ddi véi cac hang héa nhu sau:
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STT | DANH MUC HANG HOA | THONG SO KY THUAT CUA HANG HOA

Phat hién khang thé dic hiéu khang HCV trong
mau huyét thanh, huyét twong, mau toan phan
ngudi. Puoc thiét ké dé st dung trong quan thé co
ty 16 nhiém HCV cao hodc nhitng ngudi cé tién sir
phoi nhiém/hanh vi nhiém HCV bao gém ca phu nir
mang thai.

- b6 nhay: 100%; Do dac hi¢u: 99.4% (so véi xét
nghiém x4c nhan st dung RT-PCR)

- 1 test thir bao gdm: Phirc hop véang: Protein A —
chat keo vang (1,0£0,2 pg), vach thir: Khang
nguyén HCV tai t6 hop (161, NS3, NS4, NS5)
(1,5+0,3 pg), vach chiung: Globulin mién dich dé
khang nguoi (2,0+0,4 pg)

1 Bioline™ HCV - Thoi gian tra két qua: 5 — 20 phut

- Thé tich mau st dung: 10ul

- Nhiét d6 bao quan: 1 — 30 °C

- Khéng ¢ phan g chéo véi cac mau Khang thé
HBs, CMV, HIV, Giang mai, Xoan khuén Borrelia
burgdorferi, EBV, HTLV, Ky sinh trung
Toxoplasma, Chlamydia, HBsAg, Cim,
Trypanosoma cruzi I /I

- Kit thir 6n dinh it nhat 4 tuan khi d¢ ¢ nhiét 46
55+1°C

- Thudc Danh muyc xét nghi¢ém nhanh theo Chuong
trinh Pam bao Chat lugng Chudi Cung tmg Y té
Toan cau (GHSC Eligible Diagnostic List)

- Pat tiéu chuén: ISO. Hop 100 test
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Phat hi¢én dinh tinh khadng nguyén HBsAg trong
mau huyét thanh, huyét trong ngudi, phi hop dé sir
dung trén mau phy nit mang thai. Dang khay.

- Bg nhay: 100% (Khoang tin cay 96.2 - 100%); Do
dac hi¢u: 100% (Khoang tin cdy 97.9 - 100%)

- Thanh phéan:

+ Phtrc hop vang: Khang thé don dong chudt khang
HBs- keo vang (0.026 £0.008 ug),

keo vang - IgY ga (0.032 £0.009 pug)

+ Vach tht: Hon hop khang thé don dong chudt
khang HBs (0.44 +0.088 png)

+ Vach chimg: Khang thé don dong chudt khang ga
IgY (0.48 +0.096 pug)

- Thoi gian tra két qua: 20 phat

- Thé tich mau st dung: huyét thanh/huyét twong:

2 | Bioline™ HBsAg 100 pL;

- Nhi¢t do bao quan: 1 —30 °C

- Khoéng c6 phan ting chéo véi cac mau HCV,
HAV, CMV, EBV, Parvovirus, HIV, VZV,
Syphilis, Rubella, HTLV va HSV.

- Kit thir 6n dinh it nhat 20 tudn khi d¢ & nhi¢t do
55°C

- Ngudng phat hién: 1 ng/ml

- Thir nghiém chat gay nhidu: 17 loai chat c6 kha
ning gay nhiéu (Rheumatoid factor, Bilirubin,
Hemoglobin, Triglycerides, Metronidazole,
Mefloquine, Quinine,Primaquine, Pyrimethamine,
Ritonavir, Tenofovir disoproxil fumarate,
Entecavir, Isoniazid (INH), Aspirin, Paracetamol,
Biotin, Caffeine) khong gay nhiéu cho san pham.

- Pat tiéu chudn: ISO. Hop 30 test
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3 | Bioline™ HAV IgG/IgM

Test thir Bioline™ HAV IgG/IgM dugc thiét ké dé
ddng thoi phat hién va phan biét khang thé IgG va
IgM khang vi rat viém gan A & huyét thanh hoic
huyét twong ngudi. Test thir Bioline™ HAV
IgG/IgM c6 3 vach duoc phu sin trén bé mit mang:
“G” (vach tht HAV IgG), “M” (vach thut HAV
IgM) va “C” (vach ching).

1 test thir bao gom:

- Phirc hop vang: Khang thé don dong chudt khang
vi rat viém gan A - keo vang (1,0+0,2 pg)

- Vach thir “G”: Khang thé don dong chudt khang
IgG nguoi (0,640 = 0,128 pg)

- Vach thir “M”: Khang thé don dong chudt khang
IgM nguoi (0,224 + 0,045 pg)

- Vach chimg: Khang thé dé khang IgG chudt
(0,640+0,128 pg)

- Khang nguyén: Khang nguyén vi rut viém gan A
tai t6 hop (1,5+0,3 pg)

« Dung dich pha lodng bao gdm: 100mM dung dich
dém phosphate (5 ml), Tween 20 (0,1 v/v%), natri
azua (0,01 w/v%)

- Test thu Bioline™ HAV IgG/IgM la xét nghiém
sac ky mién dich pha rin dé phat hién nhanh, dinh
tinh va phan biét khang thé IgG va IgM khang vi
rit viém gan A & huyét thanh hodc huyét tuong
nguoi.

- B§ nhay 97.6% k va d6 dac hi¢u l1a 98%

- Thé tich sir dung huyét thanh hogc huyét twong
chi 13 5 pL va thoi gian doc két qua 1a 20 phut

- Tiéu chuan ISO. Hop 25 test
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4 Bioline™ HIV

Phat hién tat ca cac type khang thé (IgG, IgM, IgA)
dic hiéu voi virus HIV-1 gdm type phu O va HIV-2
bang sy hinh thanh 3 vach rd rang va phan biét
trong mau huyét thanh, huyét tvong va mau toan
phan.

- Nhay véi IgM trong giai doan nhiém bénh sém

- D6 nhay: 100%; Do dac hiéu: 99.8%.

- 1 test thir bao gdm: Phirc hop vang: Khéng
nguyén HIV-1 gp41, p24, HIV-2 gp36 tai to hop —
chat keo vang (1,0 + 0,2 pg); Vach thir 1: Khang
nguyén HIV -1 tai t6 hop (gp41, p24) (0,625 +
0,125 pg); Vach thir 2: Khang nguyén HIV -2 tai to
hop (gp36) (0,5+0,1pg); Vach chirng: Huyét thanh
dé c6 khang thé HIV (0,75 + 0,15 pg).

- Thoi gian tra két qua: 10 — 20 phut

- Thé tich mAu st dung: huyét thanh/huyét twong:
10 uL; mau toan phan: 20ul

- Nhiét d6 bao quan: 1 — 30 °C

- Khéng ¢ phan mg chéo v6i cac mau thim tach
mau, mau rdi loan dong mau, mau duong tinh véi
khang thé khang HCV va mau mau phu nit mang
thai.

- Dang khay

- Pugc ban hanh trong Huéng dan Quan Ly, Piéu
tri va cham s6c HIV/AIDS cua BYT hién hanh.

- Pugc phé duyét béi WHO, USAID, dugc ban
hanh trong Khuyén cdo phuong cach xét nghiém
chan doan HIV qudc gia nam 2020 ctia Vién vé
sinh dich t& trung wong.

- Thudc Danh myc xét nghiém nhanh theo Chinh
sach dam bao chat luong ctia Quy toan cau

- Thudc Danh myc xét nghi¢m nhanh HIV theo
Chuong trinh Dam bao Chéat lwong Chudi Cung
mg Y té Toan ciu (GHSC Eligible Diagnostic
List)

- Tiéu chuan ISO. Hop 30 test

5 STANDARD™ F HbAlc

Dinh lugng HbAlc

Thoi gian doc két qua 3 phut.

Mau: Mau toan phan. Luong miu: 5 microlit
Khoang xét nghiém: 4 ~ 15 % [NGSP], 20 ~ 140
mm/mol [IFCC]. Hop 20 test

Dung dich rura xét nghiém
6 | dinh luong sinh hoa
Alkaline Washing Solution

Thudc thtr ndy duoc ding dé lam sach va duy tri
cuvet phan ng va cac dau do hit ciia may xét
nghiém sinh hoa

Thanh phan: Dung dich Alkaline

Chét 6n dinh Bao quan. Quy cach: Can 1.000ml
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Multi-drug Urine Test Panel

Xac dinh 5 chi s6: MOP/COD/HER/THC/AMP.

7 | MD-US5- Hop 25 test
MOP/COD/HER/THC/AMP |
- Khay thtr dinh tinh khang nguyén NS1 cua virus
Dengue c6 trong mau mau toan phan/ mau huyét
thanh/ huyét trong, dya trén phuong phép sic ky
mién dich
- Chi dung trong chan doan in-vitro (IVD). Két qua
xét nghi€m cé gia tri tham khao, phai dugc giai
thich két hop v&i cac chin doan 14m sang khac.
- Xét nghiém sir dung khang thé chudt khang
Dengue-NS1 (1,2,3,4) va khang thé dé khang IgG
chudt. Ti 1¢ Hematocrit ciia mau toan phﬁn: 25%-
65%. Doc két qua tir 10-20 phit. Khong phan tng
) chéo véi anti-HAMA IgG, anti-RF IgG, HBsAg,
8 gzgi‘:feNSI Rapid Test | oAb, HBeAg, HBeAb, HBcAb, anti-
SyphilislgG, anti-HIV, anti-HCVIgG, anti-H.
pylori IgG, anti-MONO IgM, anti-CMV IgG, anti-
CMV IgM, anti-Rubella IgG, anti-Rubella IgM,
anti-TOXO IgG, anti-TOXO IgM
- BJ nhay: 95.8% (91.1%~98.4%); Do dac hi¢u
96.1% (92.6%~98.4%). Do chinh xac: 96.0%
(93.4%~97.8%). Hé sb twong quan voi Dengue Ag
ELISA thuong mai: 96,0%.
- Thanh phan: Khay thir, 5ng nho giot, dung dich
dém
- Bdo quan: nhiét d¢ phong
- Tiéu chuan: ISO, CFS.
9 Que thir phan tich nuée tiéu | 10 thong sb, hop 100 que. (dung cho may Model:
10 thong so URYXXONRELAX HSX;MACHEREYNAGEL)
10 | Pau col vang co khia Co khia, bi 1000 céi
11 | Pau col xanh c6 khia Co khia, bi 500 cai
12 | Nude cét Can 30 lit
Ong nghiém EDTA K2
13 | HTM 2ml nip xanh dwong, | Kich thudc 13 x 75mm. Thung 2.400 6ng
mous thap
Ong nghiém Heparin
14 | lithium HTM 2ml ndp den, | Kich thuéc 13 x 75mm. Thing 2.400 dng
mous thap
15 Ov’ng nv’ghlcm 1}h1_1a P§ sml Kich thuéc 13 x 75mm. Bich 500 dng
nap trang, khong nhan
Ong ly tdm Falcon 15ml Chét liéu: Nip PE, dng bang nhya PP, tiét tring
16 Al . S .
(ti€t trung) tirng cai. Bi 50 cai
17 | Ong ly tAm Eppendof Thé tich: 1.5ml, bi 500 cai
18 | Anti-A (IgM) Lo 10ml
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19

Anti-AB (IgM)

Lo 10ml

20

Anti-B (IgM)

Lo 10ml

21

Isotonac 3

Dung lam chit pha lodng cho may phan tich huyét
hoc

Trang thai vt li: cht long

Mau: khong

Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium
sulphate anhydrous 0.97%

Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi md nip: 60 ngay

Dat tiéu chuan 1SO13485,CE.

Quy cach: Can 18 lit

22

Hemolynac 310

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat 1y: Chét long

Mau: khong

Mui: nhe

Po pH: 7.0 dén 7.6

Tinh tan: tan trong nudc

Thanh phan: Dodecyltrimethylammonium chloride:
< 3.0%, Cetrimonium chloride: < 0.1%, Citric acid
monohydrate: <2.0%

Nhiét ¢ bao quan: 1 d&én 30°C

Do 6n dinh sau khi mo nap: 90 ngay

Dat tiéu chuan 1SO13485,CE.

Quy céach: Can 250ml

23

Hemolynac 510

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat Iy: Cht long

Mau: khong

Mui: khong

Do pH: 8.0 dén 8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.11%
Nhiét d6 bao quan: 1 d&én 30°C

Do 6n dinh sau khi mo nap: 90 ngay

Dat tiéu chuan ISO13485,CE.

Quy cach: Can 250ml
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24

Cleanac 710

Dung lam chit rira cho may phan tich huyét hoc
Trang thai vat 1y: chét long

Mau: xanh duong

Mui: nhe

Do pH: 8.0 dén 8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.069%
Nhiét d6 bao quan: 1 d&én 30°C

Do 6n dinh sau khi mo nap: 90 ngay

Dat tiéu chuan 1SO13485,CE.

Quy céch: Can 2 lit

25

Cleanac 810

Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat 1y: chét long

Mau: vang hoac vang-xanh la

Mui: kho chiu (clo)

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypochlorite: 6.1%, Sodium
hydroxide <0.5%

Nhiét d6 bao quan: 2 d¢én 8°C

D6 6n dinh sau khi mé& ndp: chi dung 1 1an

Dat tiéu chuan 1SO13485,CE

Quy céach: 3 x 15mL

26

Hematology Control /
MEK-CAL

"Dung dé hiéu chuan may phén tich huyét hoc
Thanh phﬁn: Héng cu nguoi, bach cau bi kich
thich va tiéu cau cua dong vat co vu

Nhiét d6 bao quan: 2 dén 8°C.

Quy cach: 2 mL/ Lo

D6 6n dinh sau khi m& nép: 7 ngay

Pat tiéu chuan ISO13485,CE"

27

CREATININE

Thudc thtr dung dé dinh luong trong dng nghiém
Creatinine trong huyét thanh hodc nuéc ticu
Thanh phan:

Creatinine Base Reagent: Imidazole (pH 6.7) 125
mmol/L.

Quy cach: 3 x 60/3 x 18 mL

28

Glucose

Thudc thtr ndy duoc dung dé dinh luong trong dng
nghiém glucose trong huyét thanh, huyét twong va
CSF

Thanh phan:

+ Tris Buffer (pH 7.40):92 mmol/L

+ Phenol: 0.3 mmol/L

+ Glucose oxidase: 15000 U/L

+ 4- Aminophenazone :2.6 mmol/L.

Quy céach: 5 x 65 mL

29

Cholesterol

Cholesterol
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30

Bilirubin total-tab

Thubc thir nay dugc dung dé dinh luong trong dng
nghiém Bilirubin trong huyét thanh hoic huyét
tuong

Thanh phan:

Total Bilirubin Reagent R1:

+ Sulfanilic acid 28.9 mmol/L

+ TAB 9 mmol/L

+ Preservatives and stabilizers

Total Bilirubin R2 (Activator).

Quy cach: 3 x63mL/ 3 x8 mL

31

Bilirubin direct

Thudc thtr ndy duoc dung dé dinh luong trong dng
nghiém Bilirubin trong huyét twong hodc huyét
thanh

Thanh phan:

Direct Bilirubin Reagent R1:

+ Sulfanilic acid :28.9 mmol/L

+ Hydrochloric acid : 165 mmol/L

+ Preservatives and stabilizers

Direct Bilirubin R2 (Activator).

Quy céach: 3 x63mL/3 x8 mL

32

Urea UV

Thudc thir nay dugc dung dé dinh luong trong ong
nghiém Ure trong huyét thanh,huyét twong nudc
tiéu

Thanh phan:

Urea UV R1:

+ Buffer (pH 7.6): 100 mmol/L

+ ADP:0.7 mmol/L

+ a-ketoglutarate:9.0 mmol/L

Urea UV R2:

+ GLDH >1100 U/L

+ Urease >6500 U/L

+NADH :0.25 mmol/L

+ 2-Oxoglutarate :5 mmol/L.

Quy cach: 3 x 65mL/3 x 20 mL

33

Gamma GT

Thudc thtr ndy duoc dung dé dinh luong trong éng
nghiém Gamma GT trong huyét thanh

Thanh phan:

Gamma GT RI:

+ Tris bufer pH (8.25) :133 mmol/L

+ Glycylglycine: 138 mmol/L

Gamma GT R2:

+ GLUPA-C :23 mmol/L.

Quy cach: 1x 65mL/1 x 20 mL
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34

Uric acid

Thubc thir nay dugc dung dé dinh luong trong dng
nghiém Uric acid trong huyét thanh, huyét twong va
nude tiéu

Thanh phan:

+ EHSPT :0.72 mmol/L

Phosphate Buffer (pH 7.0) :100 mmol/L
Ferrocynide: 0.03 mmol/L

Amino -4-antipyrine :0.37 mmol/L

Peroxidase > 12000 U/L

Uricase > 150 U/L

Sodium Azide < 0.1%.

Quy cach: 4 x 60 mL

35

Triglycerides

Thudc thir nay dugc dung dé dinh luong trong ong
nghiém triglycerides trong huyét thanh hosc huyét
tuong

Thanh phan:

+ Pipes —buffer (pH 7.00):50 mmol/L

+ TOOS: 5.3 mmol/L

+ Potassium ferrocynate: 10 mmol/L

+ Magnesium salt:17 mmol/L

+ 4-Aminoanyipyrine:0.9 mmol/L

+ ATP :3.15 mmol/L

+ Lipoprotein lipase >1800 U/L

+ Glycerol Kinase > 450 U/L

+ Glycerol-3-phosphate oxidase > 3500 U/L

+ Peroxidase > 450 U/L.

Quy cach: 5 x 65 mL

36

SGOT

Thudc thtr ndy duoc dung dé dinh luong trong dng
nghiém SGOT trong huyét twong hodc huyét thanh
Thanh phan: (SGOT R1)

+ Tris Buffer (pH 7.8) : 88 mmol/L

+ MDH > 900 U/L

+ LDH > 1500 U/L

SGOT R2:

o -ketoglutarate: 12 mmol/L

NADH :0.24 mmol/ L.

Quy cach: 3x63ml /3x20ml

37

SGPT

Thudc thtr ndy duoc ding dé dinh luong trong dng
nghiém SGPT trong huyét trong hoic huyét thanh
Thanh phan:
SGPT R1 :
Tris Buffer (pH 7.5) : 110 mmol/L
L-Alanine :600 mmol/L
LDH : >1500 U/L
SGPT R2:
o -ketoglutarate :16 mmol/L
NADH: 0.24 mmol/L.
Quy céch: 3x63ml/3x20ml
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38

Cholinesterase

Hoa chét xét nghi¢m dé xac dinh dinh lugng hoat
d6 cholinesterase (CHE) trong huyét thanh hozc
huyét twong ngudi.

Quy cach: 5x20mL/1x25mL

39

Amylase

Thudc thtr ndy dugc dung dé dinh luong trong ong
nghiém Amylase trong huyét thanh huyét tuong va
nude tiéu

Thanh phan:

+ MES Buffer (pH 6.0) :50 mmol/L

+ CNPG3: 2.27 mmol/L

+ Calcium chloride: 60 mmol/L

+ Sodium chloride:70 mmol/L

+ Activator: 900 mmol/L.

Quy céach: 2x55ml

40

Albumin

Thudc thir nay dugc dung dé dinh luong trong ong
nghiém Albumin trong huyét twong hozc huyét
thanh

Thanh phan:

Succinate Buffer (pH 4.20): 75 mmol/L
Bromocresol green:0.14 g/L.

Quy céach: 4x65ml

41

HDL-C direct

Thudc thtr ndy duoc dung dé dinh luong trong dng
nghiém HDL-Cholesterol trong huyét thanh
Thanh phan:

HDL-C direct R1:

N—Ethyl-N-(3-methylphenyl)-
N’succinylethyenediame(EMSE)

HDL-C direct R2:

+ Cholesterol Oxidase

+ 4-Aminoantipyrin(4-AA).

Quy cach: 3x53mL / 3x20 mL

42

Calcium (Arsenazo)

Thudc thir nay dugc dung dé dinh luong trong ong
nghiém Calcium trong huyét thanh, huyét twong va
nuoc

Thanh phan:

+MES, pH 6.5:1000 mmol/L

+Arsenazo III :200 mmol /L.

Quy céach:2 x 40 mL
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43

LDL-C direct

Thubc thir nay dugc dung dé dinh luong trong dng
nghiém LDL-Cholesterol trong huyét thanh hoic
huyét trong

Thanh phan:

LDL-C direct R1:

+ HSDA :1 mmol/L

+ Good’s buffer: pH 6.3

LDL-C direct R2:

+ Cholesterol esterase :2.0 U/mL

+ Cholesterol oxidase:1.0 mmol/L

+ 4-Aminoantipyrin :2.5 mmol/L

+ Good’s buffer pH 6.3.

Quy cach: 3 x 30mL/3 x 11 mL

44

CK-MB

Thudc thir dinh lugng CK-MB trong huyét thanh
hodc huyét twong nguoi

CK-MB (S.L) R1:

Imidazole(pH 6.7) 125 mmol/L
D-Glucose - 25 mmol/L
N-Acetyle-L-Cysteine 25mmol/L
Magnesium acetate 12.5mmol/L
NADP -2.52 mmol/L

EDTA - 2.02 mmol/L
Hexokinase >6800 U/L

Anti human polyclonal CK-M
antibody(sheep)sufficient to inhibit up to 2000U/L
of CK-MM

CK-MB (S.L) R2:

Creatine phosphate 250 mmol/L
ADP 15.2 mmol/L

AMP 25 mmol/L

Diadenosine.

pentaphosphate 103 mmol/L
G-6-PDH > 8800 U/L.

Quy cach: 2 x 20 mL

45

CK-MB Calibrator

CK-MB Calibrator dugc str dung dé hiéu chuan cho
nhitng quy trinh phan tich thu cong hay tu dong.
Quy cach: 1 x 2 mL

46

Multicalibrator

Multicalibrator 1a mot huyét thanh hiéu chuan duoc
dung dé hiéu chuin cho cac xét nghiém héa hoc
lam sang phu hop cho quy trinh phan tich thu cong
va tu dong

Thanh phan:

Lyophilized human serum with additives.
Bacteriostatic agents and stabilizers.

Quy cach: 5x 3 mL
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47

Multicalibrator

Multicalibrator 1a mot huyét thanh hiéu chuan duogc
dung dé hiéu chuan cho cac xét nghiém hda hoc
lam sang phu hop cho quy trinh phan tich tha cong
va tu dong

Thanh phan:

Lyophilized human serum with additives.
Bacteriostatic agents and stabilizers.

Quy céach: 5x 3 mL

48

Qualicheck Norm

Qualicheck Norm 13 huyét thanh ngudi duogc ther
nghiém dé su dung kiém tra viéc kiém soat chat
luong cac xét nghiém hoa hoc 1am sang phu hop
vO1 quy trinh thu cong va may xét nghiém tu dong.
Quy cach: 1 x 5mL

49

Qualicheck Path

Qualicheck Path 13 huyét thanh nguoi duge thir
nghiém dé sir dung kiém tra viéc kiém soat chit
lugng cac xét nghiém hoa hoc 1am sang phu hop
vO1 quy trinh thu cong va may xét nghiém tu dong.
Quy cach: 1 x 5 mL

50

MEK-5DN

Dung dé kiém chuan xét nghiém huyét hoc 5 thanh
phan bach cau. Quy cach: lo 3ml

Trang thai vat li: chat long

Mau: d6 sam

D0 pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan Hong ciu nguoi, bach cAu md phong
va tiéu ciu cua dong vat c6 va

Nhiét d bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nip: 14 ngay

Dat tiéu chuan ISO13485,CE

51

MEK-5DL

Dung dé kiém chuan xét nghiém huyét hoc 5 thanh
phan bach cau. Quy cach: lo 3ml

Trang thai vat li: chat long

Mau: d6 sam

D¢ pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan Hong cau nguoi, bach cAu mé phong
va tiéu cau cla dong vat co vu

Nhi¢t do bao quan: 2 dén 8°C

Do 6n dinh sau khi mo nap: 14 ngay

Dat tiéu chuan ISO13485,CE
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Dung dé kiém chuan xét nghiém huyét hoc 5 thanh
phan bach cau. Quy cach: lo 3ml
Trang thai vat li: chat long
Mau: do sam
D9 pH: trung tinh
52 | MEK-5DH Tinh tan: tan trong nudc ‘
Thanh phan: Hong cau ngudi, bach cdu mé phong
va tiéu cau cua dong vat co v
Nhiét d6 bao quan: 2 dén 8°C
Do 6n dinh sau khi m¢ nap: 14 ngay
Dat tiéu chuan ISO13485,CE
Thyc hién xét nghiém soi nhudm tim tryc khuan
A A khang acid. Bao gom 03 dung dich thudc nhuém
>3 | BO nhuom ZIEHL-Neelsen | phan 1a Carbon Fuchsin, Alcohol acid va
Methylen Blue. B§/ 3 chai 100ml
54 | Dau soi kinh hién vi Chai 500ml
55 | Coc dung dom Str dung 1 1an, chat li¢u nhya PVC, bi 01 cai
56 | Lam kinh xét nghiém Hop 72 cai
57 Dung dich rira tay phau Hoat chat: Chlorhexidine digluconate 4,0 % (w/w).
thuat Chlorhexidine 4% Chai 500ml
Kich thudce 8x10inch (20x25¢m).
Thanh phan:
-Polyester nén xanh 93%.
-L&p hinh anh 5% (st dung cong ngh¢ vi nang):
. Phim X-quang y t& (20 x Thermal dyes, color agents, polyvinyl alcohol, latex
25)cm -L&p bao vé 2%: Zinc stearate, silicone oil,
polyvinyl alcohol
Mat d6 t61 da >3.0. Cong nghé in kho nhiét. Nap
phim 16 sang.
Tiéu chuan ISO 13485, CE
59 | Gidy ghikétquadodientim | o) o0 thing 120 cudn
Size: 80mm x 20m
60 | Gidy in nhiét 57mm x 20m, bi 01 cudn
61 Giéy in si€éu am UPP-110S 110mm x 20m, hdp 5 cudn
62 | Gel siéu am Can 5 lit
Cloramin B (Sodium N- . \
63 chlorobenzene Sulfonamide) Bi 01 kg. Thung 25kg
* Ghi chua:

— Yéu cau dic tinh k¥ thuat quy dinh trong bang trén 1 tdi thiéu, chi nhim muc dich
mo ta va khong nham muc dich han ché nha thau. Nha thau c6 thé dua ra cac tiéu
chuén chit luong, ky ma hiéu, nhin hiéu hang hoa khac cé théng sé k¥ thuit twong
duong hodc tot hon mién 13 nha thau c6 thuyét minh giai trinh va chimg minh mat
hang dy thau c6 tinh ning, thong sb ky thuat twong dwong hodc tot hon so véi yéu
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cau quy dinh tai muc nay.

— Hang hoa chao thau phai dam bao va néu r6 ky ma hi¢u (néu co), nhin mac san
pham (néu co), tén nha san xuét, ngudn gbc xuit xu.

— Nhaén hi¢u, ma hiéu hang héa néu trong E-HSMT (néu c6) chi mang tinh tham khao
va minh hoa cho yéu cau vé k¥ thudt cua hang hoa, khong phai ti€u chuan danh gia,
nha thau c6 thé du thdu hang hoa cua hang khac. Truong hop nha thau dy thau co
nhan hi€u khac so voi E-HSMT thi nha thau phai dam bao hang héa du thau c6 dac
tinh ky thudt, c6 tinh nang st dung tuong duong hodc tot hon voi cac hang hoa yéu
cau.

— “Tuong duong” c6 nghia 1a c6 dac tinh k¥ thuat tuong tu, c6 tinh nang sir dung la
tuong duong voi cac hang hoa da néu trén.

1.3. Cac yéu cau khac
a. Bao hanh
- Thoi gian bdo hanh: Hang héa dugc bdo hanh 12 thang, tinh tr luc nghiém thu
hang hoa, ngoai ra nha thau phai bao hanh hang hoa theo ding quy dinh cua nha san
xuat.
- Phuong thirc bao hanh: Cam két khic phuc hu hong trong vong 08 gio sau khi

nhan duogc thong bao su cb (dién thoai, email) chia chii dau tu trong sudt thoi gian bao
hanh.

b. Cam két:

- Hang hoa 1a hang moi 100%, san Xuat tir nam 2025 tr& vé sau, dong gbi theo
tiéu chuan ctuia nha san xuat.

- Cam két thu hoi hang hoa bi 18i do nha san xuat hodc bi 16i do qua trinh véan
chuyen dén kho cua Trung tdm hodc trong truong hop da giao nhung khong dam bao
chat luong hodc ¢ thong bao thu hdi clia co quan c6 thim quyén ma nguyén nhan
khéng do 13i ctiia Chu dau tu.

- Cung céap hang hoa trong vong 24 gio ké tir khi nhan duoc yéu ciu giao hang
cia Trung tam, c6 nhén vién giao nhan tai Kho hang cua Trung tam, khong giao hang
qua chuyén phat nhanh hodc buu dién.

- Sén sang thay thé hang hoa khi hét han sir dqu va thuc hién th;}y thé 16 san
pham khi khong dam bao sir dung do 161 k¥ thuat; khac phuc hdu qua vé bién ching
gay ra cho nguodi bénh tir nguyén nhan ky thuat ché tao.

- Cung cip To khai hai quan hang nhap khau (dbi véi cac hang héa nhap khau)
khi c6 y€u cau ctia Trung tam.

- Hang ho4 c6 day du gidy to theo quy dinh tai Diéu 22 Nghi dinh 98/2021/ND-
CP.

- Thyc hién ké khai gia, niém yét gia theo quy dinh tai Diéu 44, Diéu 45 Nghj
dinh s0 98/2021/ND-CP va Nghi dinh s6 07/2023/Nb-CP/

~¢. Han dung: Han dung (d6i voi hang hoa c6 thoi han sir dung): Han st dung con
t61 thiu 12 thang do1 voi hang hoa c6 han dung tir 02 nam tr¢ 1én; 06 thang do1 voi
hang hoa c6 han dung tir 01 dén dudi 02 ndm; 1/4 han dung doi voi hang hoa c¢6 han
dung dudi 01 nam. D61 v6i hang hoa khong ghi ngay san xuét thi han dung phai con toi
thiéu 06 thang ke tir ngay giao hang.
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d. Muc 2: Ban vé: Khong co.

4. Kiém tra va thir nghiém

— Kiém tra dic tinh k¥ thuat ciia hang héa theo yéu cau ciia E-HSMT truéc khi
nghiém thu.
— Thtr nghiém: Theo quy dinh.
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