Muc 1. Yéu cau vé k§ thuit

1.1. Giéi thigu chung vé dw dn, g6i thau

Tén Bén mdi thau: Bénh vién K.

Tén goi thau: G6i 15: 170 mit hang sinh phim, héa chét, vét tu trong thich véi may nhudém héa mo midn dich va lai tai chd tu
dong, 30 vi tri dat slide

Tén du toan mua sim: Cung cép sinh pham chan doan in-vitro hda chét va vat tu y té 1an 4 nam 2025 caa Bénh vién K

Thoi gian thuc hién hgp dong: 24 thang ké tir ngay hop déng co hiéu luc

Ngubdn vén: Ngudn thu hoat dong su nghiép

Hinh thtrc lyra chon nha thdu: PAu thiu rong rai qua mang

Phuong thitc ddu thau: Mot giai doan, mot tui hd so.

Loai hop déng: Tron goi.

Dia diém thuc hién: Phong Vit tu — Thiét bj y té clia 03 co s& Bénh vién K: co s& Quan Stt, co s& Tam Hiép, co so Tan Triéu.

1.2. Yéu cau vé ky thuit

Yéu ciu vé k§ thuat bao gdm yéu cau vé ky thut chung va yéu cau vé k§ thuat chi tiét ddi voi hang héa thudéc pham
vi cung cip cua géi thau, cu thé:

Yéu cau vé k¥ thuit chung

- Vit tu phi hop vé chiing loai, dat tiéu chuén chét lugng di duoc cdp phép luu hanh hodc cong bd (qubc gia va/hodc
quéc té duoc cong nhén), dugc kiém tra, thir nghiém, dong goi, van chuyén, bao quan phu hop v6i khi hau tai noi hang
héa dugce sur dung.
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- C6 phiéu kiém nghiém cho ting 16 hang hoa theo quy dinh.

b) Yéu cau vé k¥ thuat cu thé

Tém tat thong sb k§ thuét cia hang hoa, dich vu lién quan. Hang héa, dich vu lién quan phai tuan thi cac thong s k¥

thuat va ti€u chuan sau day:

Hang | Tén hang héa/dich vu Thong s6 k§ thuit va
muc s6 lién quan cac tiéu chuan
Khang thé don dong \ A Ay L1os . < .
, Thanh phan: KTPD (Mab) chuét khang CD15 dong MMA dang pha san cho 50 xét
! (KTDD) khang CD15 nghiém. Mab: ~ 56 ug/ SmL, Tris-HCL chira protein van chuyén va chit bao quan
(MMA) (pha s&n) ghiem. : HE , p : y q
, IiTCiD kélli‘g/gl gD“i Thanh phan: KTPD (Mab) chuét khang CD45, LCA dong RP2/18 dang pha sin .
g'fm) ) ) (pha Mab: ~ 5.0 pg/ SmL, dém chira protein van chuyén va chat bao quan
3 Khang thé da dong Thanh phan: Khang thé da dong (Pab) tho khang Prostate Specific Antigen dang pha
khang PSA (pha sin) san: ~ 3.5 pg/ SmL, Tris-HCL, protein van chuyén, chat bao quan.
) Thanh phan: KTPD (Mab) chudt khang CD43 dong L60 dang pha san. Mab: ~ 5 g/
KTDD khang CD43 ~ . Lo 2a , A 2 Z
4 S SmL, pha lodng trong dung dich mudi dém phosphate chira protein van chuyén, chat
(L60) (pha san) \ ,
bao quan.
5 KTDD khing Desmin | Thanh phan: KTPD (Mab) chudt khang Desmin dong DE-R-11 dang pha san. Mab: ~
(DE-R-11) (pha san) 25 ug/ SmL, dém chira protein van chuyén va chat bao quan.
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Hang | Tén hang hoa/dich vu Thoéng s6 k§ thuit va
muc so lién quan cac tiéu chuén
KTPD khéng Thanh phén: KTDD (Mab) chudt khang Chromogranin A dong LK2H10 dang pha
6 Chromogranin A san . Mab: ~ 5 pg/ SmL, mudi dém phosphate chira protein vén chuyén va chit bao
(LK2H10) (pha sén) quan
- Khang thé da dong Thanh phan: Khéng thé da dong tho khang S100 dang pha sin. Mab: ~ 50 pg/ 5mL,
khang S100 (pha san) dém phosphate chira protein van chuyén va chét bao quan.
2 KTDD khang CD20 Thanh phan: KTPD chuét khang CD20 dong L26 dang pha sdn. Mab: ~ 1.5 pg/ SmL,
(L26) (pha san) dém chira protein van chuyén va chét bao quan
KTPD khang CK Thanh phén: Hén hop KTPD (Mab) chudt khang Pan Keratin tir cac dong AE1, AE3
9 (Pan) (AE1/AE3 & va dong PCK26 dang pha san. Mab: ~ 231.5 pg/ SmL, d&&m phosphate chira protein
PCK26) (pha san) véan chuyén va chat bao quan.
10 KTDD khang NSE Thanh phan: KTPD (Mab) chudt khang NSE dong MRQ-55, dém Tris, pH 7.3-7.7 véi
(MRQ-55) (pha san) BSA 1%, Sodium Azide < 0.1%.
1 Khang thé da dong Thanh phan: Khang thé da dong tho khang Terminal Deoxynucleotidyl Transferase
khang TdT (pha sén) dang pha sin, dém Tris, pH 7.3-7.7 v&i BSA 1% va Sodium Azide < 0.1%.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc sd lién quan cac tiéu chuin
12 I;g bb %d{)éri‘g Thanh phan: KTDD (Mab) chuét khang Thyroglobulin dong 2H11+6E1 dang pha sin,
yroglobulin N A . ] .. 0/ <> . . o
(2H11+6E1) (pha sin) dém Tris, pH 7.3-7.7 v&1 BSA 1% va Sodium Azide < 0.1%.
= KG];EI)9D1 lg?zgg b(ﬁ'6 Thanh phan: KTPD (Mab) chudt khang Bcl-6 dong GI191E/A8 dang pha sin, dém
gan) ) (pha Tris, pH 7.3-7.7 véi BSA 1% va Sodium Azide < 0.1%.
14 KTDPD khang CD21 Thanh phan: KTPD (Mab) chudt khang CD21 dong 2G9 dang pha san, dém Tris, pH
(2G9) (pha san) 7.3-7.7 v&i BSA 1% va Sodium Azide < 0.1%.
y Iég??g/khézg 1 Thanh phin: KTDD (Mab) chudt khang CD138 dong B-A38 dang pha sin, dém Tris,
syndecan- i . o/ - ox . X o
(B-A38) (pha sin) pH 7.3-7.7 v61 BSA 1% va Sodium Azide < 0.1%.
y @g%ﬁfé ﬁf Thanh phin: KTPD (Mab) chuét khang Cytokeratin 19 dong A53-B/A2.26 dang pha

san)

san, d&m Tris, pH 7.3-7.7 v6i BSA 1% va Sodium Azide < 0.1%.
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Hang | Tén hang hoéa/dich vu Théng s6 k§ thuit va
muc s6 lién quan cac tiéu chuin
17 KTDBD khang PR Thanh phan: KTPD (Mab) thé khang Progesterone Receptor dong 1E2 dang pha sin.
(1E2) (pha sin) Mab: ~ 5 ug/ SmL, Tris-HCL, protein van chuyén va chat bao quan.
KTDD khéng Thanh phan: KTPD (Mab) chuét khang Vimentin dong V9 dang pha san. Mab: ~ 12.5
18 Vimentin (V9) (pha A . A Ay 4 A1 X
sin) pg/ SmL, dém chura protein van chuyén va chat bao quan.
19 KTDBD khéng CD30 Thanh phan: KTPD (Mab) chut khang CD30 dong Ber-H2 dang pha san. Mab: ~ 6
(Ber-H2) (pha san) ng/Sml, dém Tris, EDTA, Brij-35 va protein van chuyén va 0.05% Sodium azide.
20 KTDD khéng CD34 Thanh phan: KTPD (Mab) chudt khang CD34 dong QBEnd/10 dang pha sin. Mab: ~
(QBEnd/10) (pha san) | 4 pg/ SmL, d&m chira protein van chuyén va chét bao quan.
21 KTDD khang CD68 Thanh phan: KTPD (Mab) chudt khang CD68 dong KP-1 dang pha san. Mab: 2ug/
(KP-1) (pha sén) SmL, dém phosphat, protein van chuyén va cht bao quén.
2 KTDD khang Ki-67 Thanh phan: KTPD (Mab) thé khang Ki-67 dang pha sén. Mab: ~ 10 pg/ 5mL, dung
(30-9) (pha san) dich dém chira protein van chuyén va chét bao quan.
” KTDD khang ER Thanh phan: KTPD (Mab) thé khang Estrogen Receptor dong SP1 dang pha sén.
(SP1) (pha san) Mab: ~ 5 ug/ SmL, Tris-HCI, protein van chuyén va chét bao quan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc sb li€én quan cac tiéu chuin
24 KTDD khéang CD3 Thanh phan: KTPD (Mab) thé khang CD3 dong 2GV6 dang pha san. Mab: ~ 2 pg/
(2GV6) (pha sin) SmL, Tris-HCL, protein van chuyén va chét bao quan.
95 KTDD khang CD23 Thanh phan: KTPD (Mab) tho khang CD23 dong SP23 dang pha sdn. Mab: ~ 2.5 pg/
(SP23) (pha san) 5mL, 0.05 M Tris-HCL chira 2% protein vin chuyén va chat bao quan.
26 KTDD khéang Keratin Thanh phan: KTPD (Mab) chudt khang Keratin dong 34pE12 dang pha sén. Mab: ~ 7
(34BE12) (pha sén) ng/ SmL, Tris-HCL, protein van chuyén va chat bao quan.
KTDD khang Thanh phan: KTPD (Mab) chuét khang HMB45 trén Melanosome dang pha sén.
27 Melanosome Mab: ~ 2.5 pg/ SmL, dung dich chira protein vin chuyén va chit bao quan
(HMBA45) (pha san) T kg ’ ed P ' Y quan.
)8 KTDD khéng CK 20 Thanh phan: KTPD (Mab) thé khang CK20 dong SP33 dang pha sdn. Mab: ~ 9.5 pg/

(SP33) (pha sin)

5mL, mudi dém phosphate, protein vén chuyén va chét bao quan.

29

KTPD khang CD79a
(SP18) (pha san)

Thanh phan: KTPD (Mab) tho khang CD79a dong SP18 dang pha sn. Mab: ~ 1.5 pg/
5mL, dém phosphate, protein van chuyén va chét bao quan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc sd lién quan cac tiéu chuin
30 KTBD khang p63 Thanh phan: KTPD (Mab) chudt khang P63 dong 4A4 dang pha sén. Mab: ~ 0.7 pg/
(4A4) (pha san) 5mL, Tris-HCL, protein van chuyén va chit bao quan.
31 KTDD khang CD99 Thanh phan: KTDD (Mab) chuét khang CD99 dong O13 dang pha sin. Mab: ~ 2.5
(013) (pha sin) g/ 5mL, mubi dém phosphate, protein van chuyén va chit bao quan.
39 KTDBbD khang CD5 Thanh phén: KTDD (Mab) tho khang CD5 dong SP19 dang pha san. Mab: ~ 4 ng/
(SP19) (pha sén) SmL, Tris-HCL, protein van chuyén va chét bao quan.
13 ETB?hkFé?% , Thanh phan: KTPD (Mab) chudt khang Mesothelial dong HBME-1 dang pha sén,
esothelial Cell . . i 0 . o . .
(HBME-1) (pha s&n) dém Tris, pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
14 KTDD khang bcl-2 Thanh phén: KTDD (Mab) chudt khang Bcl-2 dong 124 dang pha san. Mab: ~ 85ug/
(124) (pha sén) SmL, 0.05 M Tris-HCL, protein van chuyén va chét bao quan.
35 KTDD khang CK 5/6 Thanh ph?ln: KTDbD (Mab) chudt khang Cytokeratin 5/6 dong D5/16B4 dang pha san.
(pha san) Mab: ~ 52 pg/ 5mL, dém Phosphate chita protein van chuyén va chét bao quan.
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Hang | Tén hang héa/dich vu Théng s6 ky thuit va
muc s6 lién quan cac tiéu chuén
36 KTDD khang EMA Thanh phan: KTPD (Mab) chuét khang Epithelial Membrane Antigen dong E29 dang
(E29) (pha san) pha sin. Mab: ~ 2.5 pg/ SmL, Tris-HCL, protein van chuyén va chat bao quan.
37 KTDD khéng CDla Thanh phan: KTPD (Mab) thé khang CD1a dong EP3622 dang pha san, dém Tris, pH
(EP3622) (pha san) 7.3-7.7, 1% BSA va <0.1% Sodium Azide.
33 KTBbD khang CK 17 Thanh phan: KTPD (Mab) tho khang Cytokeratin 17 dong SP95 dang pha san. Mab:
(SP95) (pha san) ~5.5 ng/ SmL, &m Tris HCL va chét bao quan.
KTBD kh / Thanh phan: KTPD (Mab) thé khang Her2/neu dong 4B5 dang pha sin. Mab: ~ 30
I s S)inifféﬁ)z ug/ SmL, muéi dém 0.05 M Tris, EDTA 0.01M, protein vin chuyén va chit bio quan.
P Trong dung dich gbc c6 ~ 0.25% vét huyét thanh bao thai bé.
40 KTDBD khang CD4 Thanh phan: KTPD (Mab) thé khang CD4 dong SP35 dang pha san. Mab: ~ 12.5 pg/
(SP35) (pha san) 5mL, Tris-HCL, protein van chuyén va chat bao quan.
a1 KTDD khang CD10 Thanh phan: KTPD (Mab) thé khang CD10 dong SP67 dang pha sin. Mab: ~ 24.5
(SP67) (pha san) ng/ 5mL, dém Phosphate chita protein van chuyén va chat bao quan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuat va
muc so lién quan cic tiéu chuin
0 KTDD khang CD31 Thanh phan: KTPD (Mab) chuét khang CD31 dong JC70 dang pha sin / SmL, dém
(JC70) (pha san) Tris, pH 7.3-7.7, 1% BSA va < 0.1% chét bao quan.
43 KTDD khang CD57 Thanh phan: KTPD (Mab) chudt khang CD57 dong NK-1 dang pha sén, dém Tris, pH
(NK-1) (pha san) 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
m KTPD khang CEA Thanh phan: KTDD (Mab) chudt khang CEA dong CEA31 dang pha san, dém Tris,
(CEA31) (pha san) pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
45 KTPBD khang CK 7 Thanh phan: KTPD (Mab) tho khang Cytokeratin 7 dong SP52 dang pha sén. Mab: ~
(SP52) (pha san) 2.5ug/ 5mL, Tris-HCL, protein v4n chuyén va chit bao quén.
KTbD khéng Thanh phan: KTPD (Mab) tho khang Synaptophysin dong SP11 dang pha s&n. Mab:
46 Synaptophysin (SP11) A . A P S .
< ~ 0.3 pg/ SmL, dém Phosphate chira protein vén chuyén va chat bao quan.
(pha san)
47 KTDBD khang ER Thanh phan: KTPD (Mab) tho khang ER dong SP1 dang pha san cho 250 xét nghiém.

(SP1) (pha sén)

Mab: ~ 25 pg/ 25mL, dung dich Tris-HCI chtra protein van chuyén va chéat bao quan.
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Hang | Tén hang héa/dich vu Théng s6 ky thuit va
muc sb lién quan céc tiéu chuin
KTBD khine PR Thanh phan: KTPD (Mab) tho khang PR dong 1E2 dang pha sin cho 250 xét nghiém.
48 (IE2); ( Tlrzligsz:in) Mab: ~ 25 pg/ 25mL, Tris-HCL, protein van chuyén va chét bao quan, trong dung
> P dich gbe c6 ~0.2% vét huyét thanh bao thai bé.
49 KTDD khang CD2 Thanh phan: KTPD (Mab) chuét khang CD2 dong MRQ-11 dang pha san , dém Tris,
(MRQ-11) (pha sén) pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
50 KTBD khéng CD7 Thanh phan: KTPD (Mab) tho khang CD7 dong SP94 dang pha san. Mab: ~ 10.5 pg/
(SP94) (pha san) SmL, Tris-HCL, protein van chuyén va chat bao quan.
51 KTDD khang CD38 Thanh phan: KTPD (Mab) tho khang CD38 dong SP149 dang pha sén, dém Tris, pH
(SP149) (pha séan) 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
5 KTDD khang c-Myc Thanh phan: KTPD (Mab) tho khang c-Myc dong Y69 dang pha san. Mab: ~ 120 pg/
(Y69) (pha sin) 5mL, dém TBS chta protein van chuyén.
53 KTDBD khang Cyclin Thanh phan: KTPD (Mab) tho khang Cyclin D1 dong SP4-R dang pha sén. Mab: ~

D1 (SP4-R) (pha san)

0.5 pug/ 5SmL, Tris-HCL, protein van chuyén va chat bao quan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc so lién quan cac tiéu chuan
KTBD khéne TTF-1 Thanh phan: KTPD (Mab) tho khang Thyroid Transcription Factor-1 dong SP141
54 ang o dang pha sén. Mab: ~ 28.5 pg/ SmL, dém Tris, pH 7.5 véi protein van chuyén, chat
(SP141) (pha san) 2 A (o A )
tay khong ion héa va chat bao quan.
55 KTDD khang WT1 Thanh phan: KTPD (Mab) chudt khang WT1 dong 6F-H2 dang pha sin, dém Tris, pH
(6F-H2) (pha san) 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
56 KTDD khéang p16 Thanh phan: KTPD (Mab) chudt khang CINtec p16 Histology dang pha sén. Mab: ~
dong Cintec (pha sin) 5 pg/ 5mL, 0.05 M Tris-HCL chira protein van chuyén va chat bao quan.
KTBD kha 16 Thanh phan: KTDD (Mab) chudt khang CINtec p16 Histology dang pha sin cho 250
57 : xhang pib- xét nghiém. Mab: ~ 25 pg/ 25mL, 0.05 M Tris-HCL chura protein vén chuyén va chit
dong Cintec; (pha sén) \ ,
bao quan.
5q KTDD khéang p53 Thanh phén: KTDD chudt khang p53 dong Bp53-11 dang pha san. Mab: ~12.5 ng/
(Bp53-11) (pha sén) 5mL, dém mubi phosphate chira protein van chuyén va chét bao quan.
59 KTDD khang CA-125 | Thanh phan: KTPD (Mab) chudt khang CA-125 dong OC125 dang pha sén, dém Tris,

(OC125) (pha sén)

pH 7.3-7.7, voi BSA 1% va <0.1% Sodium Azide.

Ve o




Hang | Tén hang hoa/dich vu Théng s6 k¥ thuit va
muc sb lién quan cac tiéu chuin
60 KTDD khang PLAP Thanh phan: KTPD (Mab) chuét khang Placental Alkaline Phosphatase dong NB10
(NB10) (pha sén) dang pha sén, dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
61 IC(TED khén% 29\ (oh Thanh phan: KTDD (Mab) thé khang Caldesmon dong E89 dang pha sin, ¢ém Tris,
Sg; ) esmon (E89) (Pha | 11737 7 V61 BSA 1% va <0.1% Sodium Azide.
2 If/TDlD kiéni %?RT' Thanh phan: KTDD (Mab) chudt khang MART-1/melan A dong A103 dang pha san.
(pr}?:s%rrll) ( ) Mab: ~ 17 pg/ SmL, 0.05 M Tris-HCL chira protein van chuyén va chét bao quan.
63 KTDD khang DOG-1 Thanh phan: KTPD (Mab) thé khang Dog-1 dong SP31 dang pha sn, dém Tris, pH

(SP31) (pha sén)

7.3-7.7, voi BSA 1% va <0.1% Sodium Azide.

64

KTDD khang PAX-5
(SP34) (pha san)

Thanh phan: KTPD (Mab) thé khang PAX-5 dang pha sén. Mab: ~ 5 ug/ SmL, Tris-

HCL, protein van chuyén va chat bao quan.
¥ i
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Hang | Tén hang hoa/dich vu Théng sb k§ thuit va
muc sb lién quan cac tiéu chuin
65 KTDBD khang PAX-8 Thanh ph'?m: KTDBD (Mab) chudt khang PAX-8 dong MRQ-50 dang pha san, dém
(MRQ-50) (pha sén) Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
66 KTDD khéng Oct-4 Thanh phan: KTPD (Mab) chudt khang Oct-4 dong MRQ-10 dang pha san, dém Tris,
(MRQ-10) (pha san) pH 7.3-7.7, v&i BSA 1% va <0.1% Sodium Azide.
67 KTDBD khang p40 Thanh phan: KTPD (Mab) chuét khang p40 dong BC28 dang pha san. Mab: ~ 2 pg/
(BC28) (pha san) 5mL, Tris-HCL, protein vén chuyén va chit bao quan.
68 KTDD khang Napsin Thanh phan: KTPD (Mab) chuét khang Napsin A dong MRQ-60 dang pha san, dém
A (MRQ-60) (pha san) | Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
KTDD khang Thanh phin: KTPD (Mab) thé khing GCDFP-15 dong EP1582Y dang pha sin, dém
69 |GCDEP-1S | Tris, pH 7.3-7.7, v6i BSA 1% vi <0.1% Sodium Azide
(EP1582Y) (pha sin) > PRS2 ° 70 '
70 Nhén in ma vach Dung dé in nhan cho xét nghiém
71 Muc in mé vach 1 cudn ruy bang muc in du in 8100 nhan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc sb lién quan cic tiéu chuin
Dung dich dém lam
chuyén mau .
72 Hematoxylin sang Thanh phan: 0.1 M lithium carbonate va 0.5 M sodium carbonate/ 25 mL.
xanh - HMMD; (pha
san)
Dung dich loai nén c6 . Ay ) o . T S S )
73 d5c 10 1an Thanh phéan: Chtra khoang 30% dung dich chat tdy va mét chat bao quan.
Dung dich dém test co \ A : . A A1 ,
' ' Thanh phan: :
74 dic (10X) anh phan: dung dich dém Tris, va mét chat bao quan
75 Thuoe nhu(?m > Thanh phan: Hematoxylin II (< 60%); chita glycol va acid acetic 6n dinh dung dich.
Hematoxylin (pha san) - ’ : '
76 Bo phat hién mau nau Thanh phan: Hydrogen peroxide 3%, khang thé danh diu HRP, dong sulfate (5g/L)
HMMD trong dém acetate va chat bao quan.
77 B phat hién mau do Thanh phén: khang thé danh diu Alkaline Phosphatase (AP) (khoang 50ug/mL) va

HMMD

mot s6 chat bao quan.
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Han Tén hang hoa/dich vu Théng s6 ky thuit va
Ang g g y thug

muc sb lién quan cac tiéu chuin
Dung dich dém lai
78 Egi?ég fgﬁo}; e;tz (pha Thanh phan: dém khoang 55% formamide.
san)
79 Il)(;l i;lgndiCh SSC co ddc Thanh phan: Sodium chloride, Sodium citrate va chét bao quan.

80 Dung dich rtra bac II Thanh phén: dém Citrate < 0.5 M, va chat bao quan.

Epzyme khu mz‘ing 3 Thanh phan: chira alkaline protease hoat d6 khoang 0.24 casein U/mL trong dung dich

81 dung cho lai phan tir A C A
< dém Tris 6n dinh enzyme

(pha san)

Tisu bin chime Her2 Thanh phan: chira ba dong té bao ung thu biéu mo6 ngudi khac nhau duge ¢6 dinh
82 101213 ;I:)IS ling cr trong formalin, vii trong paraffin, mdi tiéu ban mot trang thai gen HER2 khac nhau,

' 5 duogc tao ra nhu & khdi u (ghép ngoai lai) trong chudt SCID.

Bo6 kit phat hién tao Thanh phﬁn: dung dich hydrogen peroxide 3.0%; KTDD tir chudt khang HQ dugc
83 mau nau theo co ché danh dau véi HRP (<40 pg/mL); 0.04% hydrogen peroxide trong dung dich dém

gan HQ (Hapten) phosphate.

Bo khfléc}f da.iAtin hi¢u Thanh phan: Tyramide gén chét két ndi mang HQ (<40 pg/mL); khéng thé chuét
84 cho bd phat hién

khang HQ: HRP (<10 pg/mL); H202 0.04%.

HMMD mau nau
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Hang | Tén hang hoéa/dich vu Théng s6 k§ thuit va
muc s6 lién quan cac tiéu chuin
25 &?g))]zl}éng ALdK A Thanh phan: KTPD (Mab) tho khdang ALK dong D5F3 dang pha san. Mab: ~ 70 g/ 5
ung vai dieu , o 2 s A1 ,
trj dich (pha sn) mL, trong PBS 0.08 M chtra protein van chuyén va chat bao quan.
B6 mau do EBER ‘ ,
36 RNA - lai phan tu Thanh phan: khoang 750 ng/mL doan do d& danh dau fluorescein, dém formamide.
(pha séan)
B6 ohat hién tin hic Thanh phan: Khang thé chudt don dong khang fluorescein; dém mubi phosphate;
87 O pua t o Fm e Streptavidin Alkaline Phosphatase trong; MgCl2; 5-bromo-4-chloro-3-indolyl
lai phén tr mau xanh
phosphate.
- Tiéu ban chimg dwong | Thanh ph:?ln: Hai hat té bao (mdt 4m tinh va mot duong tinh), cac hat té bao di dugc
EBER c0 dinh bang formalin
89 Hoqa chat- nhuﬂc_)mvtuong Thanh phan: dung dich nuclear fast red va chét bao quan, pha san.
phén - lai phén tir
90 IS(TDI?thSIéng IACtliE:ZL Thanh phan: KTPD (Mab) chudt khang Actin, Smooth Muscle dong 1A4 dang pha
mooth Muscle (1A4) | = "garr Tris, pH 7.3-7.7, véi BSA 1%, va <0.1% Sodium Azide.
(pha san)
o1 ﬁTDIl) kslléng fA ctin, Thanh phan: KTPD (Mab) chuét khang Actin, Muscle Specific dong HHF35 dang
uscle Specific S . i g 0/ < o . .
(HHF35) (pha sin) pha san, dém Tris, pH 7.3-7.7, vi BSA 1% va <0.1% Sodium Azide.
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Hang | Tén hang hoéa/dich vu Thong s6 k§ thuit va
muc s6 lién quan cac tiéu chuin
9 iT?D khe'}r{lg . Thanh phan: KTPD (Mab) thé khang Androgen Receptor dong SP107 dang pha san,
ndrogen Receptor . . i g 0/ s o . .
(SP107) (pha sin) dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
93 KTDD khang S100 Thanh phan: KTPD (Mab) chudt khang S100 dong 4C4.9 dang pha sin. Mab: ~ 50
(4C4.9) (pha sén) g/ 5 mL, mudi dém Phosphate, protein van chuyén va chit bao quan.
94 KTDD khang CDX-2 Thanh phan: KTDD (Mab) tho khang CDX-2 dong EPR2764Y dang pha sin, dém
(EPR2764Y) (pha san) | Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
o5 KTT?IID kg}fﬁ C'hﬁET Thanh phin: KTDD (Mab) tho khang ¢-MET dong SP44 dang pha sin. Mab: ~ 48.75
gag)a ) ( ) (pha ng/ 5 mL, trong Tris-HCI 0.05 M chira protein van chuyén va chét bao quan.
96 KTDD khang GFAP Thanh phan: KTPD (Mab) thé khang Glial Fibrillary Acidic Protein (GFAP) dong
(EP672Y) (pha san) EP672Y dang pha san, dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
97 IFTD}]S S:i I}g Chﬁ}?g Thanh phan: KTPD (Mab) thé Negative Control Rabbit Monoclonal Ig dang pha sin.
:grll )( abbit Ig) (pha Mab: ~ 250 pg/ 25 mL, PBS, protein vin chuyén va chat bao quan.
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Hang | Tén hang héa/dich vu Théng s6 k§ thudt va
muc s6 lién quan cac tiéu chuén
KTPD khang PD-L1 | pysnh nhin: KTPD (Mab) thé khang PD-L1 dong SP263. Mab: ~ 8.05 pg/ 5 mL,
o8 (SP263) dung voi ditu trong dém Tris-HCI 0.05 M chta protein van chuyén va chat bao quan
tri mién dich (pha sin) & ¢ ' P an ey quan.
99 KTPD khang Beta- Thanh phan: KTPD (Mab) chuét khang Beta-catenin dong 14 dang pha san, dém Tris,
Catenin (14) (pha sin) | pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
Khang the da dong Thanh phin: Khéng thé da dong (Pab) tir thé khéang ACTH dang pha sin, dém Tri
100 khang ACTH (pha anh phan: Khang thé da dong (Pab) tir tho khang ang pha san, dém Tris,
s&n) pH 7.3-7.7, v4i BSA 1% va <0.1% Sodium Azide.
101 KTDD khang PD-1 Thanh phan: KTPD (Mab) chudt khang Programmed Death-1 dong NAT-105 dang
(NAT105) (pha sin) pha sén, dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
102 KTPD khang SOX-10 | Thanh phan: KTPD (Mab) tho khdng SOX-10 dong SP267 dang pha san, dém Tris,
(SP267) (pha sin) pH 7.3-7.7, v&i BSA 1% va <0.1% Sodium Azide.
103 KTPD khang SOX-11 | Thanh phan: KTDD (Mab) chuot khang SOX-11 dong MRQ-58 dang pha san, dém

(MRQ-58) (pha san)

Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.
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Hang | Tén hang héa/dich vu Théng s6 k¥ thuat va
muc sd lién quan cac tiéu chuin
KTDD khang PMS2
(A16-4) dung cung cac
khang thé khac d€ phat
hien p.roteln sua 1?‘ bat Thanh phan: KTPD (Mab) chudt khang PMS2 dong A16-4 dang pha san. Mab: ~ 5
104 cap sai (MMR) dé . . AN ,
: NN ug/ 5 mL, trong PBS 0.08 M chita protein van chuyén va chat bao quan
sang loc hoi chimg
Lynch trong ung thu
dai truc trang (pha
san)
105 KTDBD khang Olig2 Thanh phan: KTPD (Mab) thé khang Olig2 dong EP112 dang pha san, d&ém Tris, pH
(EP112) (pha san) 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.
106 Khéng thé da dong Thanh phan: Khéang thé da dong (Pab) tir tho khang Growth Hormone dang pha sén,
khang GH (pha sin) dém Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.
Khang thé da dong X A s 2 . o 1s : S an :
107 thine Prolactin (oh Thanh phan: Khang thé da dong (Pab) tir thé khang Prolactin dang pha san, dém Tris,
sar";‘)ng rolactin (pha | 117 3277 Vi BSA 1% va <0.1% Sodium Azide.
108 Khang thé da dong Thanh phan: Khéang thé da dong (Pab) tir tho khang Thyroid Stimulating Hormone
khang TSH (pha sén) dang pha san, dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.

V y / \/E%{/&L%/
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Hang | Tén hang héa/dich vu Théng s6 k§ thuit va
muc sd lién quan cAc tidu chuin
109 Khéng thé da dong Thanh phan: Khéang thé da dong (Pab) tir tho khang Luteinizing Hormone dang pha
khang LH (pha san) san, dém Tris, pH 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.
o Khéng thé da dong Thanh phan: Khéng thé da dong (Pab) tir tho. Pém Tris, pH 7.3-7.7, v&i BSA 1% va
khang FSH (phasan) | <0.1% Sodium Azide.
11 ETDDfll(héngt SF11 Thanh phan: KTPD (Mab) chuét khang Neurofilament dong 2F11 dang pha sin, dém
eurofilament 2F11) | 1.5 117 377 v6i BSA 1% va <0.1% Sodium Azide.
(pha san)
s IéTIB,It) lﬁhénsgpn | Thanh phin: KTDD (Mab) thé khing Calcitonin dong SP17 dang pha sin, dém Tris,
s?; )Cl onin (SP17) (pha | 11737 7 Vi BSA 1% va <0.1% Sodium Azide.
113 Bo mau do chimg 4m Thanh phén: Mot 6ng thudc thir chita khoang 250 ng/mL doan do da danh d4u
lai phéan tir (pha san) fluorescein, dugc pha véi trong dung dich dém formamide cho lai hoa
B9 mau do chfrng . Thanh phan: M6t éng thudc thir chtra khoang 250 ng/mL doan do di danh dau
114 duong RNA - lai phan . - . N . .
, z fluorescein, dugc pha véi trong dung dich d€m formamide cho lai hoa
t& (pha san)
Dung dich dau khoéng . ) ‘
115 nhe pht tiéu ban (pha Thanh phan: chira mét hydrocarbon no, ty trong thap va dau khodng
san)
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Hang | Tén hang hoéa/dich vu Théng s6 k¥ thuit va

muc sb lién quan cic tiéu chuin
Dung dich bdc 10

116 khang n,guyer_lAdung_ Thanh phan: dém citrate v6i chét bao quan, & dang pha san.
trong xét nghiém lai
tai cho (pha san)
Dung dich bdc 10

117 khang n’guyen' Slung Thanh phé‘m: chtra dung dich dém Tris, va mot chét bao quan
trong xét nghiém
HMMD (pha san)

118 Bo mau do Kappa - lai | Thanh phan chira khoang 550 ng/mL doan do di danh dau fluorescein, dugc pha véi
phén tir (pha san) trong dung dich dém formamide cho lai hoa

119 Bd mau do Lambda - Thanh phan: chira khoang 550 ng/mL doan do d& danh dau fluorescein, duogc pha véi
lai phén tir (pha sén) trong dung dich dém formamide cho lai hoa.

120 Tiéu ban chimg duong | Thanh phan: chita mdt phan mé amidan binh thuong duge ¢b dinh bang formalin, vui
Kappa - lai phan tir trong paraffin.

121 Tiéu ban chimg duong | Thanh phan: chira mét phan moé amidan binh thuong duge cb dinh bang formalin, vui

Lambda - lai phan tu

trong paraffin.

L/ ) A/ v(%/' up
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Hang
muc S0

Tén hang hoa/dich vu
lién quan

Thong so ky thuat va
¥ «A R
cac tiéu chuan

122

KTDD khang MLLH1
(M1) dung cuing cac
khéng thé khéc dé phat
hién protein sira 161 bat
cap sai (MMR) dé sang
loc héi chimg Lynch
trong ung thu dai truc
trang (pha san)

Thanh phan: KTPD (Mab) chudt khang MLHI dong M1 dang pha sdn. Mab: ~ 5 pg/
5 mL, trong dém TBS chia protein van chuyén.

123

KTDbD khang MSH2
(G219-1129) dung cung
cac khang thé khac dé
phét hién protetin stra 16i
bat cip sai- dé sang loc
hdi chimg Lynch trong
ung thu dai truc trang
(pha san)

Thanh phan: KTDD (Mab) chudt khang MSH2 dong G219-1129 dang pha sin. Mab:
~ 100 pg/ 5 mL, trong dém Phosphate c6 chira protein van chuyén va chat bao quan.

124

KTDBD khang MSH6
(SP93) dung cung cac
khang thé khéac dé phat
hién protein sira 18i bat
cdp sai - sang loc hoi
chimg Lynch trong
UTDTT (pha san)

Thanh phan: KTPD (Mab) thé khang MSH6 dong SP93 dang pha sén. Mab: ~ 5 pg/ 5
mL, trong Tris-HCI 0.05 M chtra protein van chuyén va chét bao quan.

/1// J%i%f%
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Hang | Tén hang héa/dich vu Thong s6 k§ thuit va

muc s6 lién quan cac tiéu chuin
KTPD khang BRAF
V600E (VE1) dung
cling céac khang thé
khac trong b6 MMR . .

125 dé sang loc hoi chimg Thanh phan: KTPD (Mab) chudt khang BRAF V600E dong VE1 dang pha san. Mab:
Lynch trong ung thu ~ 60 pg/ 5 mL, trong dém Phosphate (pH 7.3), protein van chuyén va chat bao quan.
dai truc trang trong
trrong hop thiéu hut
protein MLH1 (pha
san)

5 Khang thé da dong Thanh phan: Khang thé da dong (Pab) tir tho khang Alpha-Fetoprotein dang pha san,

126 khang AFP (pha san) dém Tris, pH 7.3-7.7, vdi BSA 1% va <0.1% Sodium Azide.

KTDD khang Thanh phan: KTPD (Mab) tho khang Arginase-1 dong SP156 dang pha sin, dém Tris,

127 | Arginase-1 (SP156) pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.

(pha san)
5 KTDD khang CA 19-9 | Thanh phan: KTPD (Mab) chudt khang CA 19-9 dong 121SLE dang pha sn, dém

128 (121SLE) (pha sin) Tris, pH 7.3-7.7, v&i BSA 1% va <0.1% Sodium Azide.

KID D lfhang Thanh phan: KTPD (Mab) thé khang Calretinin dong SP65 dang pha sdn. Mab: ~

129 Calretinin (SP65) (pha A Lo 4 A 2 A ,
sin) 30pg/ 5 mL, trong dém muoi chira protein van chuyén va chat bao quan.

A e




Hang | Tén hang hoéa/dich vu Théng s6 k§ thuit va

muc s6 lién quan cac tiéu chuin

130 KTDBD khang CD163 Thanh phan: KTPD (Mab) chuét khang CD163 dong MRQ-26 dang pha sén, dém
(MRQ-26) (pha san) Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.

131 KTDD khang CD33 Thanh phan: KTPD (Mab) tho khang CD33 dong SP266 dang pha sén, dém Tris, pH
(SP266) (pha séan) 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.

132 gT dDDl khéngD 940 Thanh phan: KTPD (Mab) chuét khang Podoplanin dong D2-40 dang pha sn, dém

odoplanin (D2-40) | 14 1117.3-7.7, véi BSA 1% va <0.1% Sodium Azide.

(pha san) P

113 Kai)D kh;’lr61g E_h Thanh phan: KTPD (Mab) chuét khang E-cadherin dong 36 dang pha sin. Mab: ~
Sgn) erin (36) (pha 1.5pug/ 5 mL, trong dém Phosphate chita protein van chuyén va chat bao quan.

134 KTDD khang ERG Thanh phan: KTPD (Mab) tho khang ERG dong EPR3864 dang pha sén. Mab: ~ 115
(EPR3864) (pha sén) ng/ 5 mL, trong dém TBS chtta protein vin chuyén.
KTPD khine GATA3 Thanh phin: KTDD (Mab) chuot khang GATA3 dong L50-823 dang pha san, dém

135 g &4 P P
(L50-823) (pha san) Tris, pH 7.3-7.7, voi BSA 1% va <0.1% Sodium Azide.

136 IéirD'Dakhgn(gle) Thanh phan: KTPD (Mab) chudt khang Glypican-3 dong 1G12 dang pha sén, dém

ypican-

(pha san)

Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.




Hang | Tén hang héa/dich vu Théng s6 ky thuit va
muc so lién quan cic tiéu chuin
) A . Thanh phan: Khang thé da dong (Pab) tir thé khang hCG (Human Chorionic
Khang thé da dong . S . i 0/ .3 0 :
137 . 2 Gonadotropin) dang pha san, dém Tris, pH 7.3-7.7, vdi BSA 1% va <0.1% Sodium
khéang hCG (pha san) .
Azide.
138 KTDD khang HSA Thanh phan: KTPD (Mab) chuét khang Hepatocyte Specific Antigen (HSA) dong
(OCHIES) (pha san) OCHIES dang pha san, &&m Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.
139 KTDD khang INI-1 Thanh phan: KTPD (Mab) chudt khang INI-1 dong MRQ-27 dang pha sén, dém Tris,
(MRQ-27) (pha san) pH 7.3-7.7, v61 BSA 1% va <0.1% Sodium Azide.
Khang thé da dong ‘ N 2 4 1 o S
140 hine L b Thanh phan: Khang thé da dong (Pab) tir tho khang Lysozyme dang pha san, dém
Sar"i‘)ng ysozyme (pha 10173277, voi BSA 1% va <0.1% Sodium Azide.
141 ETDD khlé%f?’ 31A5 Thanh phan: KTPD (Mab) tho khang Mammaglobin dong 31A5 dang pha san, dém
ammaglobin (3TAS) | 140119 3,77 véi BSA 1% va <0.1% Sodium Azide.
(pha san)
> ﬁ?&ﬁ"mﬁ}{ gy | Thénh phén: KTBD (Mab) chudt khéng MUCSAC déng MRQ-19 dang pha sin, dém
JAC (MRQ-19) Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.
(pha san)
143 KTDD khang MyoD1 Thanh phin: KTPD (Mab) thé khang MyoD1 dong EP212 dang pha san, dém Tris,
(EP212) (pha sin) pH 7.3-7.7, v61 BSA 1% va <0.1% Sodium Azide.
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Hang | Tén hang héa/dich vu Thong sb ky thuit va

muc s6 lién quan cac tieu chuin

144 I\K/ITDD k,héI}:gSD h Thanh phan: KTPD (Mab) chudt khang Myogenin dong F5D dang pha san, dém Tris,
Sgg;’gemn (ESD)(Pha | 117377 v6i BSA 1% va <0.1% Sodium Azide.

145 IS(TD[Ehkll\l/[éng lMyosin, Thanh phan: KTPD (Mab) chudt khang Myosin, Smooth Muscle dong SMMS-1 dang

moo uscle S an . ’ - o o : .

(SMMS-1) (pha s&n) pha san, dém Tris, pH 7.3-7.7, v61 BSA 1% va <0.1% Sodium Azide.

146 KTBD khang PSAP Thanh phén: KTDD (Mab) chuét khang PASP dong PASE/4LJ dang pha san, dém
(PASE/4LJ) (pha san) Tris, pH 7.3-7.7, v&1 BSA 1% va <0.1% Sodium Azide.

147 KTDD khang PTEN Thanh phan: KTPD (Mab) tho khang PTEN dong SP218 dang pha san. Mab: ~ 15ug/
(SP218) (pha san) 5 mL, dém Tris, EDTA, protein vin chuyén va chat bao quan.

148 KTDD khéang RCC Thanh phéin: KTBD (Mab) chuot khang Renal Cell Carcinoma dong PN-15 dang pha
(PN-15) (pha san) san, dém Tris, pH 7.3-7.7, v6i BSA 1% va <0.1% Sodium Azide.

149 KTDPD khang SALL4 Thanh phan: KTPD (Mab) chudt khang SALL4 dong 6E3 dang pha san, dém Tris, pH
(6E3) (pha sin) 7.3-7.7, véi BSA 1% va <0.1% Sodium Azide.

150 KTDD khang ALK 1 Thanh phén: KTDD (Mab) chudt khang ALK 1 dong ALKO1 dang pha san. Mab: ~ 25
(ALKO1) (pha san) 1g, trong dém phosphate chira protein vin chuyén va chit bao quan.
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Hang | Tén hang hoa/dich vu Thoéng s6 ky thuit va
muc sb lién quan cac tiéu chuin
151 Ié};?galﬁ?gn(% C33) TPénh Phén: KTDD (Mab) chudt, mubi dém phosphate, protein van chuyén va chat
< bao quan.
(pha san)
152 KTDD khang MUC6 Thanh phan: KTDD (Mab) chudt, pha lodng trong dung dich dém Tris, pH 7,3 - 7,7,
(MRQ-20) (pha san) vai 1% BSA va <0,1% Sodium azide.
I p—, Thanh phan: 14 pg/mL cac doan do HER2 danh dau véi dinitrophenyl (DNP) va 0.24
153 © mau do kep HE ng/mL céc doan do Nhiém séc thé sé 17 danh dau voi digoxigenin (DIG) trong dung
- lai phéan tu (pha san) ) . Lz .
dich dém lai hoa géc formamide
L Thanh phan: ~7,5 pg/mL khang thé khang DIG danh dau hapten; ~10 pg/mL enzyme
B phat hién tin hiéu . , 0 ) ) ¥
154 ) c A alkaline phosphatase (AP) khang NP; <3% MgCl2; <8 g/L. naphthol; <3 g/ mudi Fast
dé DIG - lai phén tr
Red KL.
L Thanh phan: ~12,5 pg/mL khéng thé khang DNP danh dau hapten; ~25 pg/mL
B phat hién tin hiéu : . : o 1o ' 0
155 A enzyme gan horseradish peroxidase (HRP); <1% CH3COOAg; <1% C6H602; <0,2%
bac DNP - lai phan tu
H202.
156 Khuyéch dai tin hiéu Thanh phan: Tyramide chira HQ (<40 pg/mL); Khang thé khang HQ: HRP (<10
cua b tao mau nau ug/mL); 0.04% H202.
157 Khéng thé don dong Thanh phén: khoang 0,5 pg khang thé don dong cua tho; EDTA; protein va 0,05%

anti-CD117 (EP10)

Sodium azide, mot chét bao quan.
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Hang | Tén hang hoéa/dich vu Thong s6 k§ thuét va
muc sb lién quan cac tiéu chuin
Khang thé don dong \ A . : . 0/ o . .
: 3-7. A <0.1%.
158 MUC2 (MRQ-18) Thanh phan: Bém Tris, pH 7.3-7.7, v61 BSA 1% va Sodium Azide < 0.1%
KTDBD khang ROS1 \ A Na—— A 2 A )
159 (SP384) trong mo Thanh phan: 1ug KTPD tir théd, Tris-HCI, protein van chuyén va chat bao quan.
KTDD phat hién bing
hda mo6 mién dich . i )
160 vung dau C cta thu thé | Thanh phan: chita khoang 140pg khang thé don dong tir tho, mu6i dém Tris, EDTA,
tropomyosin kinase protein vn chuyén va chit bao quan.
(TRK) céc protein A,
BvaC
161 KTDD khéng Thanh phin: KTPD (Mab) thé khang ¢-MET dong SP44 dang pha sin. Mab: ~ 48.75
TotalcMET (SP44) ng/ 5 mL, trong Tris-HCI 0.05 M chtra protein van chuyén va chét bao quan.
KTDD khang . A A . . 0/ : .
; 3-7. A < 0.1%.
162 Uroplakin 1II (SP73) Thanh phan: Bém Tris, pH 7.3-7.7, vdi BSA 1% va Sodium Azide %
KTDD khang Thanh phﬁn: KTDD (Mab) chudt khang Cytokeratin dong CAM 5.2 dang pha san.
163 Cytokeratin (CAM Mab: ~ 55 pg/ 5mL, khang thé dugc pha lodng trong Tris-HCI ¢6 chira protein vén

5.2) (pha sin)

chuyén va mot chat bao quan.
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Hang | Tén hang hoéa/dich vu Théng s6 k§ thuit va

muc sb lién quan cac tiéu chuin

164 KTDBD khang CD56 Thanh phan: KTPD (Mab) thé khang CD56 dong MRQ-42 dang pha sén, ¢ém Tris,
(MRQ-42) (pha sén) pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.

s ET(?S éhg?lg ED‘*S Thanh phan: KTPD (Mab) chut khang CD45 (LCA) dong 2B11 & PD7/26 dang pha

~ jod A . _ 0 S 0 . .

PD7/26) (pha sin) san, dém Tris, pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.

166 KTDD khang MUMI1 Thanh phan: KTPD (Mab) thé khang MUM1 dong EP190 dang pha sin, dém Tris,
(EP190) (pha san) pH 7.3-7.7, 1% BSA va < 0.1% Sodium Azide.
Thudc thir xét nghiém . A A : i . 0/ <3 . e <) 10

167 NKX3.1 (EP356) Thanh phan: Bém Tris, pH 7.3-7.7, voi BSA 1% va Sodium Azide < 0.1%.

168 KTDBD khang CD8 Thanh phan: KTPD (Mab) thé khang CD8 dong SP239 dang pha sin. Mab: ~ 51,0
(SP239) (pha sén) ng/5mL, dém phosphate, protein van chuyén, chat bao quan.
Tisu bin tich dié Lam kinh dat vat dung dé nhuém hematoxylin va eosin (HE) va nhudém hoa mé mién

169 icu ban tich dicn dich cho céc 1at cit mé cb dinh bang formalin va vii trong paraffin. Kich thudc phan
duong . N 21y

kinh m¢& cta san pham 1a 20 mm.
170 Thudc thir xét nghiém | Thanh phan: Khang thé dugc pha lodng trong dém Tris, pH 7.3-7.7, v6i 1% BSA va

Granzyme B

<0.1% Natri Azide. Vat chu: tho

Théng s6 kf thudt chi tiét va cdc tiéu chudn chi tiét (khi can thiét).

[Mé td chi tiét théng sé kj thudt]
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BIEU MAU DU THAU

S6 tham Qu S8 (_;jé Don
STT Tén Mi Tén chiéu S6 | Chi | Nha | Nuée Y pon ° Tudi A | MEm _ | Tén gid
. A - - < cach . lwgng Phén yet/ Ma s > . | VAT
dwr hang | vattw | thwong | (reference | ding Jig san san du vi du tho loai Gis HS nha | (ddcé (%)
thau héa y té mai number/ ky hiru xuat xuat thiu tinh thau (thang) : Kké thau | VAT, ’
REF) khai VND)

@M @] G (4) ) © | D | & | O |40 | ah | A4z | 43 | a4 | 15 | de) | A7) | (18) | (19)

1
2
n
Téng cong:
n khoan
Pai dién nha thau
(ky tén. déng ddu)
Ghi chu:

- Céc cdt (2). (11). (12) nha thau ghi chinh xac theo “Danh muc moi thdu” khéng dwoc sta chita.

- Cot (3): M vat tu y té theo quy dinh tai Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 ctia B8 Y té (néu co).

- Cot (4): Tén thuong mai ghi ding tén trén nhan hang hoa.

- Cot (5): Néu c6 nhiéu s6 tham chiéu do cic ¢& khac nhau thi ghi du cac ma nay.

- Cot(6): S6 dang ky ghi: S6 Gidy phép luu hanh san phim/Sé Gidy phép nhap khauw/ S6 Cong bd tiéu chudn/ Trong truong hop hang hoa
khong phai yéu cau c6 s dang ky thi bo tréng.

- Cot (8): Ghi tén ctia Nha san xudt chiju trach nhiém san xuét (Physical manufacturer). Néu trén nhan hang héa chi ghi tén Nha san Xuét
chiu trach nhiém phép ly (Legal manufacturer). thi ghi rd: A [ nu6e san xuét] cho B [ nudc san xudt]; A = Nha san xuat chiu trach
nhiém san xuat. B = Nha san xudt chiu trach nhiém phap ly.

- €5t (9): Nude san xuat: Can c theo dia chi nha may ghi trong chimg nhan ISO 13485:2016 hodc ISO 9001:2015

- Cot (13): Ghi theo thang tinh tir ngay san xuét dén ngay hét han st dung ghi trén nhan san phdm. Trong trudng hop hang hoa khong ap
dung ghi han dung (vi du: Dung cu kim logi) thi ghi: V6 han
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- COt (14): Thiét bi y té phan loai theo: A. B. C. D. Cén ct theo: Nghi dinh 98/2021/ND-CP ngay 08/11/2021 ctia Thi twéng Chinh phi
quy dinh vé Quan ly Thiét bj y t€. Cac hda chat cin cir phan loai theo Quy dinh ctia Phap luat hién hanh.

- Cot (16): Ma Chuong, ma Nhom (tuong tng véi 4 sd dau tién cia bd ma) cia ma hang hoa (HS-Harmonized Commodity Description
and Coding System) theo Hé thdng phén loai hang hoa do Té chirc Hai quan thé gigi WCO phat hanh. Ma HS cin ctr theo Thong tir sd
19/2024/TT-BYT ngay 01/10/2024 ctiia B Y Té, Thong tr sb 31/2022/TT-BTC caa Bo Tai chinh (duge Toéng Cuc Hai quan dang tai
trén trang thong tin dién tu: https://www.customs.gov.vn) va cac vin ban sira déi, bd sung, thay thé néu co.

- Cot (18) (19): Céc mit hang ap dung thué suit VAT 10% va 1a dbi twong diéu chinh thué theo quy dinh tai Nghi dinh 180/2024/ND-CP
ngady 31/12/2024 cta Chinh pht thi nha thau chao mirc thué¢ suat VAT la 10%.

1.3. Cdc yéu ciu khdc

Cam két cia nha thau theo mau:

~2
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CONG HOA XA HOI CHU NGHIA VIET NAM
boc 14p — Tu do — Hanh phuc

GIAY CAM KET
Kinh giri: BENH VIEN K
(Tén nha théu) ......................... xin cam két vé Ho so du thau Cung cép hang hoa trong Ké hoach lua chon nha thau du
to4n mua sdm: cung cap sinh phiAm chan doan in-vitro hoa chat va vat tu y t& 14n 4 nim 2025 ctia Bénh vién K theo cac ndi dung

sau.

1. N6i dung ciua Ho so du thau trong ban gbc va ban up 18n hé théng 13 hoan toan giéng nhau, néu cé sai sét lam anh

huéng dén két qua tring thau va cac van dé khac gy hau qua, ching t6i xin chiu hoan toan trach nhiém trudc phéap luat.
2. Théng tin trong hd so du thau 14 chinh x4c.

3. T4t ca cac mat hang tham du thdu déu dam béo tiéu chuin chit luong da ding ky véi co quan c6 tham quyén, hodc ding

v6i gidy phép luu hanh /céng b tiéu chuan.

4. Tat ca cac mat hang tham du thau déu c6 du gidy to xac nhan vé xuat x1, ching chi chat luong, nudce san xuat, dia chi

gui hang toi Viét Nam, gidy phép Iuu hanh (néu o) tai Viét Nam con hiéu luec.
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5. Gia du thau khong cao hon gid ké khai/ ké khai lai (néu c6).
6. Gia du thau khong cao hon gia cung cap cho cac bénh vién khac ciing thoi diém.

7.Nha thau cam két d4 thuc hién déy dua nghia vu thué v&i nha nudc va chiu trach nhiém vé noi dung nay. Néu bi phat
hién khong trung thuc thi E-HSDT hoéc két qua d4u thau sé bi loai bé.

8. Vi lién danh, cac thanh vién cam két khéng thanh vién nao dugc tuy y tham gia ddc 1&p hodc li€n danh véi thanh vién
khac dé tham gia goi thau nay. Trudng hop tring thau, khong thanh vién ndo c6 quyén tir chdi thuc hién cac trach nhiém va

nghia vu d& quy dinh trong hop dong trir khi duoc su dong ¥ bang van ban ctia cic thanh vién trong lién danh.

9. V6i nha thau lién danh, nha thiu cam két s& chuyén ngay cho bén mdi thiu khoan tién dam bao du thau khi bén moi
thau c6 van ban thong bao nha thiu hoic bat ky thanh vién nao trong lién danh du thau véi nha thau vi pham céc quy dinh vé
d4u thau néu trong E-HSMT.”

10. V& cung tng sinh pham chan doén in-vitro, hoa chat, vat tu:
a. Cung ung hang hod kip thoi, chinh xac, di vé sb lugng, dam bao vé chat luong nhu yéu cau cia E-HSMT.

b. Cung g hang hoé dung vdi cac thong sb da ké khai & Biéu mau du thau theo mAu tai khoan b — “Yéu cau vé k¥

thuét cu thé”, Pidu 1.2, Muc 1, Chuong V — Yéu cau vé k¥ thuat.

c. Trong trudng hop cong ty khong c6 hang hod cung img hodc cung tmg hang hoa khéng dung véi cac thong sb
nhu cam két & cic muc trén, cong ty s€ cO cOng van gidi trinh va xin chiu trdch nhiém hoan toan vé mit Tai chinh theo yéu

cau, quy dinh cia Bénh vién.
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d. D61 véi mét sb hang hod: Han st dung khong dép tng duoc didu kién trong E-HSMT, néu Bénh vién van cé nhu
cdu, cong ty cam két s& cung tng hang hoa d6 cho Bénh vién voi han sir dung dai nhit ma cong ty c6 tai thoi diém giao hang
va cong ty s& c¢6 cong van giai trinh, chip nhan thyc hién theo yéu cau ciia Bénh vién.

e. Hang hoa dugc giao phai du sb lwong, ding cac thong tin tiéu chudn nhu da cong bo trong E-HSDT va theo timg
don dat hang cua bénh vién, thoi gian < 72 gid ké tir nha thdu nhan duoc don hang qua e-mail, fax hoac dién thoai. Yéu cau vé
van chuyén hang hoa: hang héa dugc giao tai Phong Vit tu - Thiét bi y té cta 03 co s& Bénh vién K: co s& Quéan S, co sé
Tam Hiép, co sé Tan Tridu. Hang hoa phai duoc van chuyén theo dung diéu kién bao quan cta nha san xuét, ddm bao an toan,
phong tranh chay nd, d6 v, hur hong

f. Hang hoa duoc kiém tra, thir nghiém, dong goi, van chuyén, bao quan phit hop véi khi hau tai noi hang hoéa duge
str dung. Hang hoa duge cung cip khéng c6 anh huéng tac dong dén méi trudng hodc ¢o anh hudng tac dong dén moi truong
nhung ¢ dé xuét bién phap giai quyét

g- Nha thau tring thau vat tu, hoa chét c¢6 trach nhiém cung cap, lap dat trang thiét bj y té dé sir dung vat tu, hoa chét
theo yéu cau cua chu dau tu dam bao st dung tuong thich v6i cac sinh phdm chén doan invitro, hoa chét xét nghiém, hoa chét
khir khuén va vét tu y té d3 tring thau.

Ha Noi. ngay ...... thang ...... nam 2025
Dai dién nha thau
Muc 2. Ban vé
Khéng yéu cau

Muc 3. Kiém tra va thir nghiém
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Céc kiém tra va thir nghiém can tién hanh gom c6:
Trong mét s6 truong hop, trude khi phé duyét két qua trang thau, chu dau tu c6 quyén kiém tra viéc dép img/khong dap
ing vé kha ning tuong thich v6i may méc hodc kha nang cung tng clia nha thiu biang céc gidy to can thiét.



