Muc 1. Yéu cAu vé ky thuat

1.1. Gidi thigu chung vé dy dn, géi thiu

Tén Bén moi thdu: Bénh vién K.

Tén goi thdu: G6i 17: 130 mit hang sinh phdm, héa chét, vat tu twong thich véi may nhudém héa md midn dich va lai tai ch tur
dong, 60 vi tri dat slide

Tén dy todn mua sém: Cung cp sinh phdm chén doan in-vitro héa chit va vat tu y té 14n 4 ndm 2025 cua Bénh vién K

Thoi gian thyc hién hop ddng: 24 thang ké tir ngay hop ddng c6 hiéu luc |

Nguén vén: Ngudn thu hoat dong su nghiép

Hinh thirc lya chon nha thiu: PAu thau rong rdi qua mang

Phuong thirc dAu thiu: Mot giai doan, mot tai hd so.

Loai hgp déng: Tron goi.

Pia diém thuc hién: Phong V4t tur — Thiét b y té ctia 03 co s& Bénh vién K: co s& Quan S, co s Tam Hiép, co s6 Tan Triéu.

1.2. Yéu cau vé kj thuit

Yéu cau vé k§ thuét bao gdm yéu clu vé k¥ thuat chung va yéu cdu v& k§ thuét chi tiét d8i véi hang héa thude pham
vi cung cip ciia g6i thiu, cu thé:

Yéu cau vé k§ thuit chung _}

- Vat tu phit hop vé chung loai, dat tiéu chudn chét lugng d& duoc cip phép lwu hanh hbéc cong bd (qubc gia va/hoic
qudc té duoc cbéng nhan), dugc kiém tra, thi nghiém, déng gbi, van chuyén, bio quan phu 1hc_rp v6i khi héu tai noi hang

héa dugc st dung. W




- C6 phiéu kiém nghiém cho timg 16 hang héa theo quy dinh.

b) Yéu ciu vé k¥ thuét cu thé

T6m tét théng sb k¥ thuat cia hang hoa, dich vu lién quan. Hang hoa, dich vy lién quan phai tuan thi céc thong sé k§

thudt va ti€u chuén sau day:

B kit hién thi d6 nhay
cao

Thanh phan:

(1) Dung dich dém Phosphate chita hydrogen peroxide, 15 mmol/L NaN3 va chét tiy
rua.

(2) Dextran két hop véi céc phan tir peroxidase va c4c phén tir khang thé thir cp cia
dé khang immunoglobulin thé va chuét. Trong dung dich dém chtra protein én dinh va
chét bao quan

(3) Dung dich 3,3'-diaminobenzidine tetrahydrochloride

(4) Dung dich dém chira hydrogen peroxide va chét bao quan

(5) Tris/EDTA buffer, pH 9, ndng dd 50x

2 Dung dich Hematoxylin

Thanh ‘ph?m: Dung dich Hematoxylin, Ap suét héa hoi 2.3 kPa

3 Sulfuric acid 0.3M

Thanh phén: Dung dich Sulfuric acid néng 46 0.3M




Day tube (dai éng) tron
hoéa chat

Day tube (dai ong) trén héa chat, ding dé pha DAB+ va co chét v6i nhau. Mot day
tube gdm 10 giéng

Chai dung mau thir
chuyén dung

Chai dung mau thir chuyén dung kém nép, ding mét 1an, chuyén dung cho k¥ thuét
héa md mién dich, hoic lai tai chd. Mbi chai duge ma héa 2D tién loi cho viée kiém
soat hoa chit.

Khang thé don dong
khang B-Cell-Specific
Activator Protein PAX5
(DAK-Pax5) dang pha

san dang pha san

Khang thé don dong khang B-Cell-Specific Activator Protein PAX5 dong DAK-Pax5.
Pugc cung cip & dang 1ong, trong dung dich én dinh protein va 0.015 mol/L sodium
azide.

kKhh,é ng};}ngzonlcziini Khéang thé don dong khang BCL2 dong 124. Pugc cung cip & dang 16ng, trong dung
ang (124) dang dich &n dinh protein va 0.015 mol/L sodium azide.

pha san

Ehh,él ng];}ééLCLonch)rllég f Khang thé d(m dong khang BCL6 dong PG-B6p. Puoc cung cdp & dang 16ng, trong
ang g (PG-B6p) dung dich 6n dinh protein va 0.015 mol/L sodium azide.

dang pha san |

fhhéng(t:hf;: df dbni Khang thé da dong khang Calcitonin. Pugc cung cap & dang long, trong dung dlCh 6n

phznsga N alcttonin cang dinh protein va 0.015 mol/L sodium azide.




Khang the don dong
khéng Calretinin

Khang thé don dong khang Calretinin dong DAK-Calret 1. Pugc cung cip & dang

10 (DAK-Calret 1) dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
pha san
1 Eh};?ggé}]f I%O?D(ililgg Khéng thé don dong khéng CD10 dong DAK-CD10. Bugc cung cip & dang 1ong,
CD10) dang pha sin trong dung dich 0n dinh protein va 0.015 mol/L sodium azide.
19 ﬁa nggﬁ ld),ogl lcil?lnlgS Khang thé dorn dong khang CD138 dong MI15. Pugc cung cip & dang léng, trong
ang < ( ) dung dich &n dinh protein va 0.015 mol/L sodium azide.
dang pha san
13 kKhha g (tjlgzd(‘)onL(i(‘;ng Khang thé don dong khang CD20 dong L.26. Puoc cung cap & dang léng, trong dung
ang S (L26) dich bn dinh protein va 0.015 mol/L sodium azide.
dang pha san
14 ﬁé?ggé}]ljé2io?DC§;g Khéng thé don dong khang CD23 dong DAK-CD23. Pugc cung cap & dang 1dng,
CD23) dang pha sin trong dung dich 6n dinh protein va 0.015 mol/L sodlnm an1de.
15 | kahé?gggg 3ddaa(r11(‘?gn§ha Khang thé da dong khang CD3. Pugc cung cép & dang long, trong dung d1ch 6n dlnh

san

protein va 0.015 mol/L sodium azide.
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Khang thé don dong

Khang thé don dong khang CD34 dong QBEnd 10. Puoc cung cip ¢ dang léng, trong

16 Khing CD34 ((:QBEnd dung dich 6n dinh protein va 0.015 mol/L sodium azide.
10) dang pha san
Khang thé don dong . )
17 khang CD45 LCA Khang thé don dong khang CD45 LCA dong 2B11 + PD7-26. Pugc cung cép & dang
(2B11 +PD7/26) dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
phasan
18 Ehh’frlngggsdod”flc(;mdg Khang thé don dong khang CD5 dong 4C7. Pugc cung cdp & dang long, trong dung
an% (4C7) dang dich bn dinh protein va 0.015 mol/L sodium azide.
pha san
19 Ehha ngé}g 6dgoanpO lng Khang thé don dong khang CD68 dong KP1. Puogc cung cp & dang 16ng, trong dung
ans < ( ) dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san
20 Elh,ang(t:}]ge?'dgon ?gr];gl 17 Khang thé don dong khang CD79a dong JCB117. Puoc cung cip & dang 10ng, trong
d ang -Ua ( ) dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
21 ﬁ;ﬁ;éﬁ;ﬁgﬁ Khang thé don dong khéng CDX2 dong DAK-CDX2. Duoc cung cap & dang long,
CDX2) dang pha sin trong dung dich én dinh protein va 0.015 mol/L sodium a21de '
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Khéng thé don dong

Khang thé don dong khéng Cyclin D1 dong EP12. Puoc cung cép ¢ dang 1dng, trong

22 khang Cyclin D1 C R g . . .
(EP12) dang pha sin dung dich 0n dinh protein va 0.015 mol/L sodium azide.
” Ehha ngglf 1d90ch?Ir(1% 08 Khéng thé don dong khang CK19 dong RCK108. Pugc cung cap & dang léng, trong
ang < ( ) dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san
24 Ik(hha ngé}IIEZ%Gan(;I(I)gS Khang thé don dong khang CK20 dong Ks20.8. Pugc cung cip & dang 1éng, trong
ang < (Ks20.8) dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san
05 Ik(hha ngct:};(é 5??5?}? 5 Khang thé don dong khang CK5/6 dong D5-16 B4. Puoc cung cip & dang long, trong
ans (: dung dich 6n dinh protein va 0.015 mol/L sodium azide.
B4) dang pha san
26 I;hhéi?éggll(éf%\(/m;ﬁ Khéng thé don dong khang CK7 dong OV-TL 12/30. Pugc cung cip & dang 1éng,
12/30) dang pha s&n trong dung dich on dinh protein va 0.015 mol/L sodium azlde.
Khang thé don dong ] o L
27‘ khang CK AE1/AE3 Khang thé don dong quléng CK AE1/AE3 dong AE1/AE3. Puoc cung cip ¢ dang
(AE1/AE3) dang pha l6ng, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
sén : ‘
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Khang thé don dong

Khang thé don dong khang Desmin dong D33. Puoc cung cp & dang 16ng, trong

28 léhang Desr:mn (D33) dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Khéng thé don dong 7
29 khang EMA (Epithelial | Khéang th¢ don dong khang EMA (Epithelial Membrane Antigen) dong E29. Dugc
Membrane Antigen) cung cip & dang 1dng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
(E29) dang pha sin
Khéng thé don dong i )
khang ER (Estrogen Khang thé don dong khang ER (Estrogen Receptor) EP1 dong EP1. Pugc cung cap &
30 Receptor) EP1 (EP1) dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khéng thé don dong , ,
31 khang Hepatocyte Khang thé don dong khang Hepatocyte dong OCH1ES. Pugc cung cap & dang 16ng,
(OCHIES) dang pha trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
san
Khang thé don dong Khéng tha ‘ . ] A ,
. } g theé don dong khang Ki67 dong MIB-1. Pugc cung cdp & dang 16ng, trong
32 _ Khéng KI6Z (MIB-1) dung dich 4n dinh protein va 0.015 mol/L sodium azide, |
dang pha san
Khang thé don dong Khang thé don dong khang Mammaglobin dong 304- 1A5 Duoc cung cip & dang
33 khang Mammaglobin

(304-1A5) dang pha sin

16ng, trong dung dich én dinh protein va O 015 mol/L sod1um azide.
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Khang thé don dong

Khang thé don dong khang Melan A dong A103. Pugc cung cp & dang long, trong

34 lghang Melgn A(A103) dung dich &n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Khang thé don dong . )
35 khang HMB45 Khang thé don dong khang HMB45 Melanosome dong HMB-45. Dugc cung cap ¢
Melanosome (HMB-45) | dang léng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san
36 g;;lggﬁlg&o? dong Khang thé don dong khang MUM1 dong MUM1p. Puoc cung cip & dang 1éng, trong
(MUM Ip) dang pha sin dung dich 6n dinh protein va 0.015 mol/L sodium azide.
37 kKhha ngl;c/}[l ¢ don .dbli:g 5D Khang thé don dong khang Myogenin dong F5D. Puoc cung cip & dang 1dng, trong
ang Viyogenin (FSD) dung dich 8n dinh protein va 0.015 mol/L sodium azide.
dang pha san
13 Ilfhh,émg ﬂslg dgr(l)d;‘)ng Khéng thé don dong khéng p53 dong DO-7. Pugc cung cdp & dang 1ong, trong dung
angp (DO-7) dang dich én dinh protein va 0.015 mol/L sodium azide.
pha sén
39 khang PR (Progesterone K’héng thé don dong khang PR (Prqogesterone Receptor) dQng PgR 636. Bugc cung
Receptor) (PgR 636) cap ¢ dang 1dng, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
dang pha san S




Khang thé da dong

Khang thé da dong khang S100. Puoc cung cip & dang 1dng, trong dung dich én dinh

40 Iséllimg 5100 dang pha protein va 0.015 mol/L sodium azide.
Khéng thé don dong . .
41 khang Synaptophysin Khang thé don dong khang Synaptophysin dong DAK-SYNAP. Pugc cung cép &
(DAK-SYNAP) dang dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
pha san
Khang thé don dong .
khang TTF1 (Thyroid Khéng thé dorn dong khang TTF1 (Thyroid Transcription Factor) dong 8G7G3-1.
42 Transcription Factor) Pugc cung cap ¢ dang 1dng, trong dung dich & bn dinh protem va 0.015 mol/LL sodium
(8G7G3/1) dang pha azide.
san
Khéng thé don dong . % \ , . .1 £ . .
S ) ) Khang thé don dong khang Vimentin dong V9. Pugc cung cap & dang léng, trong
43 khéng Vimentin (V9) R o . .
d < dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
44 I(;?m lfnh Cl;llfyén fiung Lam kinh chuyén dung dung trong hda md mién dich trén mau paraffin, kich thu’c’yc 5
nﬁ%ﬁ dri(:;r}llg 04 mo x 25 x 1 mm. Cac miu md s& dinh vao lam truorc khl duoc nhudm hoa mo mién dlCh
Bém ri b buff Dung dich Tris-buffered saline chita Tween 20, pH 7 6. gom Sodlum chloride, 2-
45 ém rira (wash buffer) Amino-2-(hydroxymethyl)propane-1,3-diol hydrochlorlde Trometamol Propane 1,2-

20X

diol, 5-bromo-5-nitro-1,3-dioxane.
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Dung dich pha loéing khéng thé, ding trong phuong phép hdéa md mién dich, dung

46 Eﬁl;lg (i;cgl (FIS}}?JII(}EIII\%T) dich dung dé pha loéing nhiing khang thé c6 dic, Dung dlCh bao gdm Tris buffer, pH
& 7.2m chira 15 mmol/LL NaN3 va protein
47 Elhé;lgﬁlé dim:c‘)?g Khang thé don dong khang Muscle Actin dong HHF35. Pugc cung cép & dang 1dng,
ang Muscle Actin C R e o . .
(HHF35) dang pha sin trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
48 gléng tgg dgi?fn%?’ Khéang thé don dong khang p63 dong DAK-p63. Pugc cung cép & dang 1ong, trong
ang p ':( "P63) dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
Khang thé don dong .
khéng TDT (Terminal Khang thé don dong @éng TDT (Terminal Deoxynucqleotidyl Transferase) dong
49 Deoxynucleotidyl EP266. Dugc cung cap & dang 1éng, trong dung dich 6n dinh protein va 0.015 mol/L
Transferase) (EP266) sodium azide.
dang pha san
50 g’angl’c{}g g OSPC}\(;[I;% 4 Khang thé don dong khang RCC dong SPM314. Puoc cung cip & dang léng, trong
ang < ( ) dung dich én dinh protein va 0.015 mol/L sodium a21de i
dang pha san
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Khang thé don dong

51 khang Smooth Muscle Khang thé don dong SMA (Smooth Muscle Actin) dong 1A4 dang pha sin. Dugc
Actin (1A4) dang pha cung cp & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
sén
Khang thé da dong i N )

59 khang Alpha-1- Khang thé da dong Alpha-1-Antitrypsin dang pha san. Pugc cung cap ¢ dang 16ng,
Antitrypsin dang pha trong dung dich én dinh protein va 0.015 mol/L sodium azide.
san
Khang thé da dong , i ,

53 khang AFP (Alpha-1- Khang thé da dong AFP (Alpha-1-Fetoprotein) dang pha san. Pugc cung cap & dang
Fetoprotein) dang pha 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
sin ’

Khang thé don dong i . : g £ . ,
. Khang thé don dong AMACR dong 13H4 dang pha san. Pugc cung cap & dang long,

54 khang AMACR (13H4) C R o . .

o trong dung dich on dinh protein va 0.015 mol/L sodium azide.
dang pha san
Khéng thé don dong . 2 \ : \ s I .
\ ) Khang thé don dong Amyloid A dong mc1 dang pha san. Pugc cung cép & dang 1dng,
55 khéng Amyloid A C A a4 C .
< trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
(mc1) dang pha san SR .
56 Ehhéér?gglgﬁadggtgzﬁlg 5- Khéng thé don dong Beta Catenin dong p-Catenin-1 dang_; pha sn. Pugc cung cip &

Catenin-1) dang pha sén

dang 16ng, trong dung dich én dinh protein va 0.01 5 mol/L sodium azide.




Khéng thé don dong

Khang thé don dong CA125 dong M11 dang pha sin. Pugc cung cip & dang long,

>7 khéng CA1:25 (M11) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san

58 Ehh;gl;gﬁ dizTr;igrl(i Khéng thé don dong Caldesmon dong h-CD dang pha sén. Pugc cung cip & dang
CD) dang pha sin long, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
Khéng thé don dong

59 ?élz?ﬁrf)gzbryonic Khang thé don dong CEA (Carcinoembryonic Antigen) dong II-7 dang pha sin. Pugc
Antigen) (II-7) dang cung cap ¢ dang 1dng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
pha san

60 kKhh,émgé}]f lcz_oncdbg% Khang thé don dong CD15 dong Carb-3 dang pha sin. Puoc cung cip & dang long,

ang ¢ (Carb-3) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.

dang pha san |




Khang thé don dong

Khang thé don dong CD1a dong 010 dang pha sén. Pugc cung cdp & dang léng, trong

61 khan% CDla (010) dang dung dich én dinh protein va 0.015 mol/L sodium azide.
pha san
2 kKhha ng(tjlgzdo;;];i’(;;lg Khéng thé don dong CD2 dong AB75 dang pha sén. Pugc cung cép o dang 1éng,
ang c( ) trong dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
63 kKhha ngggﬁzi%n :I(‘jln(g Khang thé don dong CD246 ALK dong ALK 1 dang pha sin. Puoc cung cép & dang
an 2 . A . . \ . .
(ALK 1) dang pha sin long, trong dung dich On dinh protein va 0.015 mol/L sodium azide.
64 Ehha ngé};ﬁ;ilm}g%i Khéng thé don dong CD31 dong JC70A dang pha san. Pugc cung cip & dang long,
d ang < ( ) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
65 Ehha ngg;f 4d(anc}c‘;ng Khéang thé don dong CD4 dong 4B12 dang pha sin. Pugc cung cép & dang 16ng, trong
ang :( ) dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
66 kKhh ,é ngélif 4C:IsonDc;6rﬁ Khang thé don dong CD43 dong DF-T1 dang pha sén. Duéc cung cép & dang iéng,
ang s (DE-T1) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sdan R
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Khang thé don dong

Khang thé don dong CD68 dong PG-M1 dang pha sin. Pugc cung cp & dang long,

67 khdng CD6c8 (PG-MI) trong dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
68 Ikiha ng(tjl;)é7d0é1Bd((‘j)n3g7 Khang thé don dong CD7 dong CBC.37 dang pha sin. Pugc cung cép & dang 1ong,
d - c( 37) trong dung dich 8n dinh protein va 0.015 mol/L sodium azide.
ang pha san
60 fhha ngélgsdo(r:lgc/l?sz Khang thé don dong CD8 dong C8/144B dang pha sén. Pugc cung cap & dang long,
ang c( ) trong dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
70 Ilfhha ng(tjl;”: l(iSOHDCg)Ii% Khang thé don dong CK 18 dong DC 10 dang pha sén. Pugc cung cép & dang 1ong,
ang < ( ) trong dung dich én dinh protein va 0.015 mol/L sodium azide.
dang pha san
Khang thé don dong ) 5 )
71 khang CK8/18 Khang thé don dong C}(S/ 18 dong EP17/EP30 dang pha san. Pugc cung cap & dang
EP17/EP30) dang pha long, trong dung dich 0n dinh protein va 0.015 mol/L sodium azide.
= p
sén
79 Ehha ngéfllg IC_Ig\n/ﬂ;dV(‘)ng Khéng thé don dong CK HMW dong 34BE12 dang pha san. Puoc cung cap & dang
ang
(34BE12) dang pha sin 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sod1um a21de
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Khéng thé da dong

khéng H,CG (Human Khang thé da dong HCG (Human Chorionic Gonadotropin) dang pha sin. Pugc cung
73 Chorionic clp & dang léng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide

Gonadotropin) dang p ' dang long, g ¢ung & mhp ' '

pha sén

Khéng thé don dong . 2 \ s s I

] : Khang thé don dong Ecadherin dong NCH-38 dang pha san. Pugc cung cap & dang

74 khang Ecadherin . 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide

(NCH-38) dang pha san & & cung A i p ’ v '

Khang thé don dong . B )
75 khang Epithelial Khang thé don dong Epithelial Antigen dong Ber-EP4 dang pha san. Pugc cung cép &

Antigen (Ber-EP4) dang 14ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.

dang pha sian ‘

Khang thé don dong ) N
76 khang ERG (Ets- Khang thé don dong ERG (Ets-Related Gene) dong EP111 dang pha sdn. Pugc cung

Related Gene) (EP111) cAp & dang léng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.

dang pha san

Khéang thé da dong

. ; Khang thé da dong Gastrin dang pha sin. Pugc cung cap 0 dang long, trong dung dich

77 khang Gastrin dang pha

&n 6n dinh protein va 0.015 mol/L sodium azide. o 4

Khéng thé da dong
78 ihéne GEAP d h Khang thé da dong GFAP dang pha sén. Pugc cung cap o dang long, trong dung dich

&n ang ang pa n dinh protein va 0.015 mol/L sodium azide.
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Khéng thé don dong

Khang thé don dong Inhibin o dong R1 dang pha sén. Puoc cung cip & dang long,

7 ld<hang Il’]hl?ln o (R1) trong dung dich 8n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Khéng thé da dong ) 3 )
20 khang MPO Khang thé da dong leO (Myeloperoxidase) dang pha san. Pugc cung cap ¢ dang
(Myeloperoxidase) dang | 1dng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
pha sin 7 |
21 §hangft1he don dong'khang Khang thé don dong Neurofilament Protein dong 2F11 dang pha sin. Pugc cung cép
(2;111?) ldzzngegilgrsogz n & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
Kh,a'tng thé don dong Khang thé don dong PLAP (Placental Alkaline Phosphatase) dong 8A9 dang pha sin.
82 khang PLAP (Placental Puoc cung cip & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium
Alkaline Phosphatase) .
(8A9) dang pha s&n azide.
Kh,ang the da dong. Khang thé da dong Thyroglobulin dang pha sin. Pugc cung cdp & dang léng, trong
83 lshang Thygoglobuhn dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san -
Khang thé da dong
84 khang Factor 8 (Von Khang thé da dong Factor 8 (Von Willebrand Factor) dang pha san. Duorc cung cép &
Willebrand Factor) dang 16ng, trong dung dich n dinh protein va 0.015 mol/L sodlum a21de '
dang pha sén




Thanh phén: C6 1 16p phii dé bao vé nhén. Nhin dugc in bing may in chuyén nhiét,

85 Nhaén in barcode cudn 500 miéng
Thanh phan:
+ Dung dich dém chtra hydrogen peroxide, chét tiy rira va 0.015 mol/L sodium azide
+ Khang thé don dong chudt khang PD-L1, dong 22C3
+ Mau chimg 4m '
A s A + Mouse LINKER chita khang thé thit c4p ctia tho chdng lai céc globulin mién dich
26 g%ézt)rll)%}rl:gr}?élz?l;gl cua clllu(f)t trong dung dich d€m c6 chira protein dn dinh va 0,015 mol/L sodium azide
midn dich dang pha sin + Chét 1én mau-HRP (V’isualization Reagent-HRP)
i ' + Dung dich dém co chat DAB+ (DAB+ Substrate Buffer)
+ Chét tao mau DAB+ (DAB+ Chromogen)
+ B6 ting cuong DAB (DAB Enhancer)
+ Dung dich bdc 16 khang nguyén pH thép, 50x
+ 15 lam ching PD-L1 IHC 22C3
B0 tang cuong Dab trén
87 rgay’n}iuom tu dQP & 6;0 Dung dé tang cudng mau ndu trong nhudm héa mé mién dich
vi tri bang hdéa mo6 mién o
dich dang pha sin L v
D‘ung dich Ethan(‘)l Ethanol Solution, 96% dugc dung tir dong trén mau FF PE. Dung dicfh dugc dung o
88 dung trong lai huynh budce 1t Khi bac 16 kha 5n. San phdm duoe. cu 55 d ha <8
quang udc rira, sau khi bc 16 khang nguyén. San pham uorccung cép dang pha san.

P e / ;




Dung dich tidn Xt ly Pre-Treatment Solution (20x) dung nhudm situ hybridization tw ddng, trén mau FFPE.
89 dung trong lai huynh Dung dich dugc ding & budc pre-treatment. Mau xanh trong buffer dugc thém vao dé
quang dé nhén biét.
90 Dung dich Pepsin ding Pepsin dung nhudm situ hybridization ty dong, trén mau FFPE. Dung dich duoc ding
trong lai huynh quang trong budc thity phan. Pugc cung cép dudc dang RTU
Dung dich Stringent Stringent Wash Buffer (20x) ding nhudm situ hybridization tu dfng, trén mau FFPE.
91 dung trong lai huynh Dung dich dugc dung & budc post-hybridization. Mau vang dugce thém vao dé dé nhan
quang biét.
9 ?u ngtdich lily?lre‘slcﬁelnce Fluorescence Mounting Mediumdung ¢ dan mAu FFPE sau khi nhuém FISH
qEZEg rong fat uy onboard . Mounting medium chira 500 pg/L DAPI d cting ¢6 nhudm nhan
Probe dé sir dung truc tiép tyr ddng khi nhudém FISH onboard. C6 chira HER2 va
93 Piu do Her2 ding CEN-17 probe nhudm trong IQISH hybridization buffer, du¢i dang RTU.
trong lai huynh quang hybridization buffer khéng déc va cho phép genomin DNA probe lai trong vong 75
phut
D i@ la Dung trong qua trinh nhuém FISH. Mbi dung cuchira 5 sl1de 5 Hybrlshps val
ung cu dung trong lai Hum1d1ty Pad. Hybrlshps dung dé phéan ph01 cac probe buffer dén khu vuc nhudm, va

94

huynh quang

han ché bdc hoi buffer

-y

et



Dung dich rira ¢iu phun

Dung trén may dé rira ddu phun sau khi pha céc probe nhudm in situ hybridization,

95 gﬂgﬁgtrong lai huynh 1am tan probe, d& rira c4c probe ndy ra ngoai. San pham dugc cung cip dang pha sin
Dung dich khuéch dai . £ VA . X A
96 tin hidu khéng thé chudt Dung dich khuéch dai tin hi¢u khang thé chudt
Dung dich bdc 10 khang . T n 4
97 nguyén pH thip Dung dich bdc 16 khang nguyén pH thap
08 Elh;r?gélll)é gozch]lEc‘)ng Khéng thé don dong CD19 dong LE-CD19 dang pha sin. Puoc cung cip & dang 16ng,
CD19) dang pha sin trong dung dich on dinh protein va 0.015 mol/L sodium azide.
99 Ehh,éngé}g 2dlonl g(‘én% Khang thé don dong CD21 dong 1F8 dang pha sin. Pugc cung cip & dang ldng, trong
ang (1F8) dang dung dich én dinh protein va 0.015 mol/L sodium azide.
pha san ,
Khang thé don dong
100 khang CD246, ALK Khang thé don dong CD246, ALK Protein dong OTIlA4 dang pha sin. Pugc « cung
Protein (OTI1A4) dang | cip & dang 16ng, trong dung dich én dinh protein va 0 015 mol/L sodlum a21de
h ot g p
pha san




. . o

101 Ehh:r?gé}]l)e;(t)o?Bi(fIigIZ) Khang thé don df‘)ng CD30 dong Ber-H2 dang pha sén. Pugc cung cip & dang 1ong,
d £ ha 5 trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Kh’émg the don dong Khang thé don dong CD56 dong 123C3 dang pha sén. Puoc cung cip & dang long,
102 ld<hang CD536 (123C3) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Kh,é ng thé don dong Khang thé don dong CD57 dong TB01 dang pha sin. Pugc cung cip & dang long,
103 léhang CDSJ (TBOT) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san
Khang thé don dong . _
khang CD99, MIC2 Khéng thé don dong CD99, MIC% Gene Products, Ewing's Sarcorr}a Marker dong
104 Gene Products, Ewing's | 12E7 dang pha san. Pugc cung cap & dang 16ng, trong dung dich 6n dinh protein va
Sarcoma Marker (12E7) | 0.015 mol/L sodium azide.
dang pha san
Il;h’étng the d;((m d'(‘)ng Khéng thé don dong Cytokeratin 17 dong E3 dang pha sén. Pugc cung cip & dang
105 (E;;l%l;}gghzr:%ﬁl 17 16ng, trong dung dich dn dinh protein va 0.015 mol/L sodium azide.
Khang thé don dong . - ; : . L
106 khing Cytomegalovirus K’héng thé don dong Cytomegaloxilrus dong DDG9 + CCHZ dang pha san. Dugc cung
(DDGY + CCH2) dang cap ¢ dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
pha san S f




Khang thé don dong
khang Epstein-Barr

Khang thé don dong Epstein-Barr Virus, LMP dbng CS.1-4 dang pha sin. Pugc cung

107 Virus, LMP (CS.1-4) cép & dang 1dng, trong dung dich bn dinh protein va 0.015 mol/L sodium azide.
dang pha san
Ehh?ngéhe do*g d(‘;pg Khang thé don dong Gross Cystic Disease Fluid Protein-15 dong 23A3 dang pha sin.
ang Gross Cystic I X C R o :
108 Disease Fluid Protein- Dggc cung cap & dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium
15 (23A3) dang pha s§n | 2219
Kh,é ng thé.da dong Khang thé da dong Helicobacter Pylori dang pha s&n. Puoc cung cip & dang léng,
109 khang Helicobacter C A e o : .
. < trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
Pylori dang pha san
Khang thé da dong q ~ ,
110 khang Herpes Simplex Khang thé da dong Herpes Simplex Virus Type 1 dang pha san. Pugc cung céap &
Virus Type 1 dang pha dang léng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.
san
Khéng thé da dong
11 ihine Insalin d h Khang thé da dong Insulin dang pha sén. Puoc cung cép & dang long, trong dung dich
sﬁr?ng psuimdang pha ) &y dinh protein va 0.015 mol/L sodium azide.
Khang thé don dong
112 khang Mast Cell Khang thé don dong Mast Cell Tryptase dong AA1 dang pha san. Duorc cung cap o
Tryptase (AA1) dang dang léng, trong dung dich 6n dinh proteln va 0.015 mol/L sodium a21de '
pha san

Vo



Khang thé don dong

Khang thé don dong MUC2 dong CCP58 dang pha sén. Pugc cung cip & dang léng,

13 ld<hang MUcC 2 (CCP38) trong dung dich én dinh protein va 0.015 mol/L sodium azide.
ang pha san

114 Ehhéi?ggl:/}[%ggigéng Khang thé don dong MUC5AC dong CLH2 dang pha sin. Puoc cung cip & dang
(CLH?) dang pha sin long, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
I}fhhéngl\tf[lé ICEOI? d‘01.1g Khang thé don dong MutL Protein Homolog 1 (MLH1) dong ES05 dang pha sén.

115 ang Mutl, Frotetn Pugc cung cip & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium
Homolog 1 (MLH) 4
(ES05) dang pha san azide.
kKhh’anglt/}Ile (3101? dor.1g Khang thé don dong MutS Protein Homolog 2 (MSH2) dong FE11 dang pha sén.

116 ang Muts Frotein Pugc cung cip & dang long, trong dung dich n dinh protein va 0.015 mol/L sodium
Homolog 2 (MSH2) 4
(FE11) dang pha san azide.
g,emgl‘\[/}[le gogl dor.lg Khang thé don dong MutS Protein Homolog 6 (MSH6) dong EP49 dang pha sén.

117 ang Muts Frotein Pugc cung cip & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium
Homolog 6 (MSH6) . L | N ,
(EP49) dang pha sén azlde. L _ .

118 théeglggl;[/}[l;oi?gﬁgggy Khang thé don dong Myosin Heavy Chain (Smooth Muscle) dong SMMS-1 dang 'phé
Chain (Smooth Muscle) san. Pugc cung cap ¢ dang 1dng, trong dung dich 6n dlnh »?:'proteln va 0.015 mol/L




(SMMS-1) dang pha
san

sodium azide.

Khéng thé don dong i
khang Neuron-Specific KNhéng the don d(‘)pg Neuron-Specific Enolase (N%E) dong BBS/NC/VI-H14 dang pha
119 Enolase (NSE) san. Pugc cung cap & dang 1éng, trong dung dich on dinh protein va 0.015 mol/L
(BBS/NC/VI-H14) sodium azide.
dang pha san
120 gééngg:ii%r; }Clic?:ri " Khang thé don dong Nucleophosmin dong 376 dang pha sdn. Puoc cung cip & dang
ng , . 4 . . \ . .
(376) dang pha sin léng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
191 thfing(t)hcéifgo/g dbri%\]K Khéng thé don dong OCT3/4 dong N1NK dang pha s&n. Pugc cung cip & dang long,
d ang < (N ) trong dung dich &n dinh protein va 0.015 mol/L sodium azide.
ang pha san
192 Eﬁh’e’mg tzg dgnA?fni 0 Khang thé don dong p40 dong DAK-p40 dang pha sdn. Puoc cung cip & dang long,
d ansp ':( -p40) trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
ang pha san -
123 Ehh’émglihi do;n d_c‘)n% 5 Khang thé don dong Podoplamn dong D2-40 dang pha san Buorc cung cap & dang
ang rodoptanin (D2- long, trong dung dich én dinh protein va 0 015 mol/L sod1um azide.:
40) dang pha san 4

o




Khang thé don dong
khéng Postmeiotic

Khang thé don dong Postmeiotic Segregation Increased 2 (PMS2) dong EP51 dang

124 Segregation Increased 2 | pha sén. Pugc cung cAp & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L

(PMS~2) (EP51) dang sodium azide.

pha san

Khéang thé don dong . -
125 khang Progesterone Khang thé don dong Progesterone Receptor dong PgR 1294 dang pha san. Pugc cung

Receptor (PgR 1294) cép & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.

dang pha san

Khang thé don dong .

khéang Prostate-Specific | Khang thé don dong Prostate-Specific Membrane Antigen (PSMA) dong 3E6 dang
126 Membrane Antigen pha sin. Puogc cung cip & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L

(PSMA) (3E6) dang sodium azide.

pha san

Khang thé don dong . 2 \ 1y g A .

S . Khang thé don dong Prostein dong 10E3 dang pha san. Pugc cung cip ¢ dang long,
127 khang Prostein (10E3) C A oS . .
< trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.

dang pha san

Kh’émg the d‘?’n dong Khang thé don dong Tyrosmase dong T311 dang pha sén. Duoc cung cép & dang
128 khang Tyrosinase 16ng, trong dung dich én dinh protein va 0.015 mol/L sodlum a21de o

(T311) dang pha san & g aung P _




Kiléng thd dorn\ dong
129 khang Villin (1D2 C3)
dang pha san

L . o - L
Khang thé don dong Villin dong 1D2 C3 dang pha sén. Puoc cung cép & dang léng,
trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.

Khéng thé don dong
khang Wilms' Tumor 1
(WT1) Protein (6F-H2)
dang pha sin

130

Khéng thé don dong Wilms' Tumor 1 (WT1) Protein dong 6F-H2 dang pha sén. Pugc
cung cép & dang 1dng, trong dung dich én dinh protein va 0.015 mol/L sodium azide.

Thong s6 ky thudt chi tiét va cde tiéu chudn chi tiét (khi can thiét).

[M?6 t6 chi tiét théng sé kp thudt]

M,




BIEU MAU DU THAU

STT Té Mi Tén Sglfltm s6 | cha | Nna | Nuse | Y | bon 86 Tubi “(';‘:i‘ Tén D(i?
dw héenl:g vittw | thwong | (reference | ding | s& | san | san | CACR | 5 | lwomg | .0 | Phan éetﬁ’ I;I‘S“ nha (dgéi 6 | VAT
thiu héa y té mai number/ ky hitu xuét xuit tltllgu tinh tl(::gu (thing) logi klé thiu | VAT, ()
REF) khai VND)
1) @ | 3 “) ) © | D | ® | O |Q0) Ay | (12) | (13) | A4 | 15 | (16) | (17) | (18) | (19)
1
2
n
Téng cong:
n khoan
Dai dién nha thau
(ky tén. déng ddu)
Ghi cha:

Cac cOt (2). (11). (12) nha thiu ghi chinh x4c theo “Danh myc moi thau” khéng duoc sira chita.

Cot (3): M4 vat tu y té theo quy dinh tai Quyét dinh sb 5086/QD-BYT ngay 04/11/2021 ctia B6 Y té (néu co).
Cot (4): Tén thuong mai ghi ding tén trén nhan hang hoda.

Cot (5): Néu c6 nhidu s tham chiéu do cac ¢& khac nhau thi ghi du cac mé nay.

Cot (6): S6 dang ky ghi: Sb Gidy phép luu hanh san pham/S5 Gidy phép nhap khéuw/ S6 Cong b t1eu chuan/ Trong truong hop hang héa
khong phai yéu ciu ¢6 s ding ky thi bo tréng.

Cbt (8): Ghi tén ciia Nha san xudt chiu trach nhiém sén xuit (Physical manufacturer). Néu trén nhan hang hoéa chi ghl tén Nha san xudit
chiu trach nhiém phap ly (Legal manufacturer). thi ghi r8: A [ nuéce san xuét] cho B [ nudc san xuat] A Nha san xuat chiu trach
nhiém san xuét. B = Nha san xuét chiu trach nhiém phép ly.

Cot (9): Nuéc san xudt: Can cilr theo dia chi nha may ghi trong chirng nhéan ISO 13485:2016 hoac ISO 9001 2015 .

"




Cbt (13): Ghi theo thang tinh tir ngay san xuét dén ngay hét han sir dung ghi trén nhan san phém. Trong truong hop hang hoa khong ap
dung ghi han dung (vi du: Dung cu kim logi) thi ghi: V6 han

Cot (14): Thiét bi y té phan loai theo: A. B. C. D. Cin ctr theo: Nghij dinh 98/2021/ND-CP ngay 08/11/2021 cua Thi tuéng Chinh phu
quy dinh vé Quan Iy Thiét bi y té. C4c héa chit cin cir phén loai theo Quy dinh ctia Phéap luét hi€n hanh.

Cot (16): Mi Chuong, ma Nhém (twong Gng vé6i 4 sb diu tién cia bd ma) cia ma hang hoa (HS-Harmonized Commodity Description
and Coding System) theo Hé théng phén loai hang héa do T chirc Hai quan thé gigi WCO phét hanh. M4 HS cin ci theo Thong tu s6
19/2024/TT-BYT ngay 01/10/2024 cia B6 Y Té, Thong tu sd 31/2022/TT-BTC ctia B6 Tai chinh (duge Téng Cuc Hai quan ding tai
trén trang thong tin dién ti: https://www.customs.gov.vn) va cic vin ban stra d6i, bd sung, thay thé néu c6.

Cot (18) (19): Cac mit hang 4p dung thué sudt VAT 10% va 1a déi twong diéu chinh thué theo quy dinh tai Nghi dinh 180/2024/ND-CP
ngay 31/12/2024 ctia Chinh pht thi nha thau chao mirc thué suat VAT la 10%.

1.3. Cdc yéu ciu khdc

Cam két ctia nha thiu theo mau:




CONG HOA XA HOQI CHU NGHIA VIET NAM
Ddc lap — Tu do — Hanh phic

GIAY CAM KET
Kinh gtri: BENH VIEN K
(Tén nha thiu)............covnnen.. xin cam két v& Ho so dy thiu Cung cip hang hod trong K& hoach lya chon nha thiu dur
todn mua sam: cung cap sinh phim chn doan in-vitro hoa chit va vét tir y t& 1an 4 ndm 2025 cua Bénh vién K theo céc ndi dung

sau.

1. N6i dung ctia H6 so dur thiu trong ban gbc va ban up 1én hé thdng 14 hoan toan gidng nhau, néu cé sai sét lam anh

huéng dén két qua tring thiu va céc van dé khac gy hau qua, chung t6i xin chiu hoan toan trach nhiém trude phép luit.
2. Thong tin trong hd so dw thau 14 chinh x4c.

3. T4t ca cac mit hang tham dy thiu déu dam bao tiéu chuln chét lugng da dang ky véi co quan ¢6 thdm quyén, hoic ding

v6i gidy phép luu hanh /c6ng b tidu chudn.

4. Tt ca cc mit hang tham dy thau déu c6 da gidy to x4c nhén vé xuét x, chimg ch1 chat lwong, nuée san xudt, dia chi

giri hang t6i Viét Nam, gidy phép luu hanh (néu c6) tai Viét Nam con hiéu lyec.
5. Gi4 du thau khong cao hon gia ké khai/ ké khai lai (néu c6).

6. Gia duy thiu khéng cao hon gia cung cip cho céc bénh vién khéc cling thoi didm




7.Nha thau cam két di thuc hién diy du nghia vu thué v&i nha nudce va chju trach nhiém vé noi dung nay. Néu bi phat
hién khéng trung thyc thi E-HSDT hodc két qua d4u thau s& bj loai bo.

8. Vi lién danh, cdc thanh vién cam két khong thanh vién nao dugce ty y tham gia doc 1ap hodc lién danh véi thanh vién
khac d& tham gia goi thiu nay. Trudong hop tring thiu, khong thanh vién nao ¢ quyén tir chéi thyc hién céc trach nhiém va
nghia vu d4 quy dinh trong hop déng trir khi duoc s déng ¥ bing vin ban cta céc thanh vién trong lién danh.

9.V6i nha thau lién danh, nha thau cam két s& chuyén ngay cho bén moi thau khoan tién dam bao du thiu khi bén moi
thiu ¢6 vin ban thong bio nha thau hodc bat ky thanh vién nao trong lién danh dyu thdu véi nha thu vi pham céc quy dinh vé
d4u thau néu trong E-HSMT.”

10. V& cung tmg sinh phim chin doén in-vitro, hod chét, vat tu:

a. Cung tng hang hoa kip thoi, chinh xac, dd vé s6 lugng, dam bao vé chét luong nhu yéu cAu ctia E-HSMT.

b. Cung tmg hang hoé d(ng vdi céc thong sb di ké khai & Biéu mau du thdu theo mau tai khoan b — “Yéu ciu vé k§
thuét cy th8”, Pidu 1.2, Muyc 1, Chuong V — Yéu ciu vé k¥ thuat.

c. Trong truong hgp cong ty khong c6 hang hoa cung tmg hodc cung Uimg hang hod khéng dung véi cac thong s6
nhu cam két & cdc muc trén, cdng ty s& ¢6 cbng van giai trinh va xin chiu trach nhiém hoan toan vé mit Tai chinh theo yéu
cdu, quy dinh ctia Bénh vién. '

d. P6i v6i mot sb hang hoa: Han st dung khong d4p umng duoc didu kién trong.E—HSMT, néu Bénh vién vin c6 nhu
cau, cong ty cam két s& cung Ung hang hoé d6 cho Bénh vién véi han stt dung dai nhét me‘lrcél_jlg:'ty c6 tai thoi diém giao hang

va cong ty s& cd cdng van giai trinh, chap nhén thyc hién theo yéu cau ctia Bénh vién.




e. Hang héa dugc giao phai d¢i s lugng, ding cac thong tin tiéu chudn nhwr d3 cong bd trong E-HSDT va theo timg
don dat hang ctia bénh vién, thoi gian < 72 gi¢ ké tir nha thau nhan duogc don hang qua e-mail, fax hodc dién thoai. Yéu cu vé
van chuyén hang hoéa: hang héa dugc giao tai Phong V4t tu - Thiét bi y t& ctia 03 co s& Bénh vién K: co s& Quan St, co s
Tam Hiép, co sé Tan Triéu. Hang hoa phai dugc vén chuyén theo ding diéu kién bao quéan ctia nha san xut, dam bao an toan,
phong tranh chay nd, d6 v&, hu hong

f. Hang hoéa duoc kiém tra, thir nghiém, déng gbi, van chuyén, bao quan phi hop véi khi héu tai noi hang héa dugce
sir dung. Hang héa dugc cung cép khéng c6 anh hudng tic dong dén méi trudng hodic c6 anh hudng téc dong dén méi trudng
nhung c6 d& xuét bién phap gidi quyét

g- Nha thau trang thiu vat tu, hoa chét c6 trach nhiém cung cap, 1ap dit trang thiét bj y té dé sir dung vt tu, héa chét
theo yéu céu cta chu dau tur dam bao st dung tuong thich véi cac sinh phdm chin doan invitro, hoa chét xét nghiém, hoa chét
khtr khudn va vét tu y t& d3 trang thau.

Ha Néi. ngay ...... thang ...... nam 2025
Pai dién nha thiu
Muc 2. Ban vé
Khéng yéu cu
Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thir nghiém cén tién hanh gdm cé:

Trong mbt s6 truong hop, trude khi phé duyét két qua trang thiu, chi dau tu c6 quyen klem tra viéc dap ung/khong dap
tmg v& kha ning twong thich véi may méc hoidc kha ning cung ng cia nha thau bing cac glay 10 can th;et. '




