3.2. Danh gia theo phwong phap dat/khong dat':
Tiéu chi téng quat dugc dénh gia 1a dat khi tét c& cac tiéu chi chi tibt co ban duoc dénh gia 1a dat.

E-HSDT dugc d4nh gia 13 d4p tng yéu cdu vé k¥ thuat khi c6 tht ca cdc tiéu chi tdng quét déu duge danh gia 13 dat.
Néu bét ky mot mat hang ndo thude goéi thiu c6 mot tidu chi khong dat yéu cu k¥ thuét thi E-HSDT ctia nha thiu s& dugce

danh gia 13 khong dat yéu ciu k§ thuat va khong dwoc xem xét vé tai chinh.
Toan bd cac mit hang thudc gbi thau phai dép Gng céc yéu cau nhu quy dinh tai bang duéi day:

Nbi dung yéu cau

Tén g6i thdu: G6i 17: 130 mit hang sinh pham, héa chét, vat tu trong thich vé6i m4y nhudém héa mod mién dich va lai
tai cho tu dong, 60 vi tri dat slide

Két qua danh gia

Pat

Khong dat

I. Yéu ciu chung

A. Tinh hgp I€ ctia hang héa

Yéu ciu chung d6i v6i tat ca cac loai hang héa dw thiu:

- Gidy chiing nhan dat tiéu chuén quan Iy chét lugng con hiéu lwc (ISO 13485:2016 hodc ISO 9001:2015
d6i v&i hang héa khong phai 1a thiét b y té)

- Tai liéu md ta tom tit k§ thuat thiét bi y t& hodc cac hang hoa khac (tiéng Viét).

- Nhén hang hoa tiéng Viét luu hanh tai Viét Nam.

- Thong tin vé& huéng din sir dung bing tiéng Viét.

1 | - Tailiéu k¥ thuat dé phuc vu viéc stra chita, bdo dudng thiét bi y té, trir truong hop thibt bj y té sir dung
mdt 14n theo quy dinh ctia ch s& hitu thiét bi y té (néu co).

- Théng tin v& co s& bao hanh, diéu kién va thoi gian bao hanh, trir trudng hop thiét bi y té st dung mot 1an
theo quy dinh clia chi s& hitu thiét bi y té hodc c6 tai liéu chimg minh khéng c6 ché do bao hanh (néu co).

- Gidy chitng nhan hop chuin theo quy dinh hogic ban tiéu chuén san phim do chi1 s hiru cong bb.

- Tai liéu chimg minh xut x&t ciia hang ho4 (d6i véi cdc mit hang khong c6 gidy phép luu hanh san phim
hoic gidy phép nhap khéu).

Déap
ing
day du

Khéng
dap ing
mot tiéu

chi

! Trudmg hop ap dung phuong phap nay thi x6a bd khoan 3.1 Muc 3 Chuong nay. /éfu‘%‘/)tk
O./ Q-

4

1

ol

e



Yéu ciu cu thé d6i véi tirng loai hang héa du thiu:

1. P6i v6i hang hoa dy thau 1a TTBYT:

1.1. Yéu cdu chung

- Giéy chirng nhén luu ,hémh trr do con hiéu lyc tai thoi diém ndp hd so da duge hop phap héa lanh sy va co
ban dich cong chiing tiéng Viét.

- Gidy uy quyén ban hang ciia chi1 s¢ hitu thiét bi y t&/s6 Iuu hanh/nha nhép khiu (néu co).

- C6 bang phén loai thiét b y té. K&t qua phén loai dwoc cong khai trén cdng thong tin dién tir ctia B6 Y té
tai dia chi: https://imda.moh.gov.vn/web/guest/cong-khai-phan-loai-ttbyt

- Ban niém yét gia hodc gia ké khai.

1.2 Yéu ciu cu thé

1.2.1 Bbi véi thiét bi y té loai A, B: C6 "Cong b tiéu chuin ap dung cia thiét bi y té thudc loai A, B" tai
dia chi: https://imda.moh.gov.vn/web/guest/van-ban-cong-bo

1.2.2 Déi véi thiét bi y té loai C, D:

S6 ding ky lwu hanh hodc gidy phép nhép khau theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay
08/11/2021 va Nghi dinh 07/2023/ND-CP ngay 03/3/2023 ctia Chinh pht v€ quén ly thict bj y te.

2. P6i voi hang héa dw thiu Ia cdc héa chit, ché phim diét con tring, diét khuin dung trong linh vue
gia dung vay té, va cac héa chit theo quy dinh:

- Giéy phép luru hanh theo quy dinh con hi¢u luc dbi v6i cac hoa chét, ché phém di¢t con trung, diét khuén
/diing trong linh vuc gia dung va y té theo quy dinh tai Nghi dinh 91/2016/ND-CP ngay 01/7/2016.

- Gidy phép nhéap khiu hodc Gidy phép luu hanh con hidu lyc dbi véi cac hoa chit thude pham vi kinh
doanh c6 diéu kién theo quy dinh ctia Luat Hoa chit.

Luu §: Céc tai liéu dinh kém trong E-HSDT néu 13 ngdn ngit khac thi phai dwoc dinh kém ban dich Tiéng Viét.
Nha thiu chiju trach nhiém vé tinh chinh x4c ctia ndi dung ban dich so v6i ban gbe va tinh phép ly cla tai liu nay.
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B. Biéu tién d§ cung cap

Hang héa duoc giao phai dt sb lugng va ding cAc thong tin tiéu chudn nhu da cong bd trong E-HSDT.
Hang hoéa dugce giao theo tirng don ddt hang ctia bénh vién, thdi gian <72 gio ké tir nha thiu nhan dugc don
hang qua e-mail, fax hodc dién thoai. ) ’ Dap Khong
Yéu cu ve van chuyen hang hoa: hang hoa dugc giao tai kho ctia Phong Vét tu - Thiét biy t€ 03 co s Bénh | ng dap tng
vién K: co s¢ Quéan St, co s¢ Tam Hiép, co sé Tan Tri€u. Hang hda phai dugc van chuyén theo ding di€u
kién bao quan ctia nha san xuit, ddm bao an toan, phong tranh chdy nd, db v&, hu hong

C. Kha niing thich tng vé dia Iy va tic dong d6i véi moi trueong

1 Hang hoa dugc kiém tra, thir nghiém, déng goi, van chuyén, bao quan phi hop véi khi hau tai noi hang hoéa D4 Khong
duogc st dung. 1’rnp dap img

) Hang hoéa dugc cung cap khong c6 anh huong tac dong dén moi trudng hodc c6 anh hudng tac dong dén moi dhy (%ﬁ mot ti€u
truong nhung c6 @& xuét bién phap gidi quyét. chi

IL Yéu ciu tiéu chuén k§ thuit chi tiét

STT : Pon |\ &5 | pap | Knon

moi | Tén hang héa Théng s6 ky thuat Vi | oo el Y

thiu tinh ng & p ung
Thanh phén:

(1) Dung dich dém Phosphate chira hydrogen peroxide, 15 mmol/L
NaN3 va chét tay rira.
(2) Dextran két hop véi cac phan tir peroxidase va cac phan tir khang

1 Bf') kit hicn th] thé thir cép ctia dé khang immunoglobulin thé va chuét. Trong dung Test | 29.400
dd nhay cao . R , N o \
dich dém chira protein 6n dinh va chat bdo quan
(3) Dung dich 3,3'-diaminobenzidine tetrahydrochloride
(4) Dung dich dém chtra hydrogen peroxide va chdt bao quan
(5) Tris/EDTA buffer, pH 9, nong do 50x
2 Dung dich . Thanh phan: Dung dich Hematoxylin, Ap suét hoa hoi 2.3 kPa Test | 29.400
Hematoxylin
Sulfuric acid \ A . T A
3 0.3M Thanh phan: Dung dich Sulfuric acid néng d¢ 0.3M ml 12.150 o(g/

Voche O ur, > o



STT Pon % . A
mdi | Tén hang héa Théng s6 ky thuat vi luf::l ?;‘p éh‘l’;ng
thau tinh ng £ p Ung
I?ay “ﬂ?e (d’a1 Day tube (dai dng) tron hoa chat ding dé pha DAB+ va co chét véi .
4 | Ong) trdn hoa Cai 1.250
z nhau. Mot ddy tube gdm 10 giéng
chat
Chai dune mau Chai dung mau thir chuyén dung kem nap, diung mot 14n, chuyén dung
5 thir Chli égn dun cho k¥ thuit héa md mién dich, hodc lai tai cho. Moi chai dwgc ma héa | Chai 500
Y g 19D tién loi cho viéc ki€m soat hoa chat.
Khang thé don
dong khang B-
iiili;salzgflﬁc Khang thé don dong khang B- Cell-Specific Activator Protein PAX5
6 Protein PAXS dong DAK-Pax5. Puoc cung cp & dang 16ng, trong dung dich 6n dinh | Test 420
(DAK-Paxs) protein va 0.015 mol/L sodium azide.
dang pha san
dang pha san
Khang thé don 7 ’
7 dong khéang Khang thé don dong khang BCL2 dong 124. Puoc cung cap ¢ dang Test 360
BCL2 (124) long, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha san
ﬁfniﬁgi don Khang thé don dong khang BCL6 dong PG-B6p. Bugc cung chp &
8 & & dang 16ng, trong dung dich o6n dinh protein va 0.015 mol/L sodium Test 600
BCL6 (PG-B6p) aride
dang pha sdn '
Khang thé da 7 )
9 dong khang Khéng thé da dong khang Calcitonin. Pugc cung cap ¢ dang 1éng, Test 120

Calcitonin dang
pha sdn

trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.




STT : Pon| o5 | pip | Knong
moi | Tén hang hoa Thong so ky thuat vi lwgng dmg dép tmg
thau tinh :
Khang thé don
dong khang Khang thé don dong khang Calretinin dong DAK-Calret 1. Puoc cung
10 | Calretinin cép & dang 1ong, trong dung dich én dinh protein va 0.015 mol/L Test 300
(DAK-Calret 1) | sodium azide.
dang pha sin
Khéng thé don
dong khéng Khang thé don dong khang CD10 dong DAK-CD10. Pugc cung cip &
11 | CD10 (DAK- dang 1ong, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 840
CD10) dang pha | azide.
sin
Khéng thé don
12 dong khang Khéng thé don dong khang CD138 dong MI15. Bugc cung clp & dang Test 180
CD138 (MI15) | loéng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khang thé don
13 ' dong khang Khang thé don dong khang CD20 dong L26. Bugc cung cip & dang Test 660
CD20 (1L.26) 1éng, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khang thé don
dong khéng Khang thé don dong khang CD23 dong DAK-CD23. Pugc cung cp &
14 | CD23 (DAK- dang léng, trong dung dich dn dinh protein va 0.015 mol/L. sodium Test 300
CD23) dang pha | azide.
san
Khang thé da
15 dong khéng Khéng thé da dong khang CD3. Dugc cung cip & dang 16ng, trong Test 660
CD3 dang pha dung dich 6n dinh protein va 0.015 mol/L. sodium azide.
san 7
I;gfgihtgi;on Khéng thé don dong khang CD34 dong QBEnd 10. Bugc cung chp &
16 dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 240
CD34 (QBEnd .
~ | azide.
10) dang pha san

Y ]
oo s/

4

% :



STT

Pon

moi | Tén hang héa Théng s6 ky thust vi mi;g g;‘g dlf,i;“gfg
thau tinh :
Khang thé don
dong kM8 | Khing thé don dong khang CD45 LCA dong 2B11 + PD7-26. Buge
17 (2B11 + cung cap (? dang long, trong dung dich on dinh protein va 0.015 mol/L. | Test 480
PD7/26) dang sodium azide.
pha sin
Khang thé don
18 dong khang Khang thé don dong khang CD5 dong 4C7. Bugc cung cép & dang Test 790
CD5 (4C7) dang | 16ng, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
pha sin
Khang thé don
19 dong khang Khéng thé don dong khang CD68 dong KP1. Bugc cung cip & dang Test 180
CD68 (KP1) long, trong dung dich 6n dinh protein va 0.015 mol/LL sodium azide.
dang pha sin
Khang thé don
dong khang Khang thé don dong khang CD79a dong JCB117. Pugc cung cip &
20 | CD79%a dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium Test 180
(JCB117) dang | azide.
pha siin
Khang thé don
dong khang Khang thé don dong khang CDX2 dong DAK-CDX2. Pugc cung cp
21 | CDX2 (DAK- & dang léng, trong dung dich dn dinh protein va 0.015 mol/LL sodium Test 540
CDX?2) dang azide.
pha sin
Khéng thé don
dong khang Khang thé don dong khang Cyclin D1 dong EP12. Pugc cung cép &
22 | Cyclin D1 dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium Test 480
(EP12) dang pha | azide.
sin y




STT

Pon

moi | Tén hang héa Théng sb k§ thuat vi lwi‘;g g;“g’ éﬁ‘ﬁfg
thau tinh :
Khang thé don
dong khang Khang thé don dong khang CK 19 dong RCK 108. Pugc cung cép &
23 | CK19 dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium Test 180
(RCK108) dang | azide.
pha séin
Khang thé don
24 dong khang Khéng thé don dong khang CK20 dong Ks20.8. Dugc cung cip & dang Test 660
CK20 (Ks20.8) | 16ng, trong dung dich on dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khang thé don
dong khéng Khang thé don dong khéng CK5/6 dong D5-16 B4. Pugc cung cip &
25 | CK5/6 (D5/16 dang 1dng, trong dung dich én dinh protein va 0.015 mol/L sodium Test 780
B4) dang pha azide.
sin
Khang thé don
dong khang Khang thé don dong khang CK7 dong OV-TL 12/30. Pugc cung cép &
26 | CK7 (OV-TL dang léng, trong dung dich n dinh protein va 0.015 mol/L sodium Test 840
12/30) dang pha | azide.
san
Khang thé don
dong khang CK | Khang thé don dong khang CK AE1/AE3 dong AE1/AE3. Pugc cung
27 | AE1/AE3 cép & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L Test 1.200
(AE1/AE3) sodium azide.
dang pha sin
Khéang thé don
8 dong khéng Khang thé don dong khang Desmin dong D33. Bugc cung cip & dang Test 300
Desmin (D33) l16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sin ,

ol

7 O —He” g ) o



STT , Don |55 | pap | Khong
moi Tén hang héa Thong so ky thuat vi lrgng (g dép tng
thau tinh :
Khéng thé don
dong khan . . | Khang thé don dong khang EMA (Epithelial Membrane Antigen) dong
EMA (Epithelial
29 Membrane E29. Puoc cung cip & dang 16ng, trong dung dich én dinh protein va Test 180
Antigen) (E29) 0.015 mol/LL sodium azide.
dang pha sén
Khang thé don
?g;%okheing ER Khang thé don dong khang ER (Estrogen Receptor) EP1 dong EP1.
30 & Pugc cung cip ¢ dang long, trong dung dich 6n dinh protein va 0.015 Test 300
Receptor) EPL 1 1) 1L sodium azide
(EP1) dang pha '
sin
Khang thé don
dong khang Khang thé don dong khang Hepatocyte dong OCHI1ES. Pugc cung cp
31 | Hepatocyte & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 60
(OCHIEY) dang | azide.
pha sén
Khéng thé don
37 dong khang Khang thé don dong khang Ki67 dong MIB-1. Bugc cung clp & dang Test 300
Ki67 (MIB-1) l6ng, trong dung dich On dinh protein va 0.015 mol/L. sodium azide.
dang pha sin
Khang thé don
dong khang Khang thé don dong khang Mammaglobin dong 304-1A5. Pugc cung
33 | Mammaglobin | cAp & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L Test 120
(304-1A5) dang | sodium azide.
phasin
%;giﬁgﬁgm Khing thé don dong khing Melan A dong A103. Buge cung ¢fp 6
34 Melan A (A103) dapg long, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 120
5 azide.
dang pha san
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STT : Don | s§ | Pap | Khong
moi | Tén hang hoa Thong so ky thuat vi lwong {mg dép (mg
thiau tinh ’
Khéng thé don
I(}I(;\r/l[%lfslang Khéng ,thé don dong khang HMB45 Melanosome dong HMB-45. Buge
35 cung cap & dang long, trong dung dich 6n dinh protein va 0.015 mol/L. | Test 120
Melanosome di e
(HMB-45) dang sodium azide.
pha sin
Khang thé don
dong khéng Khang thé don dong khang MUM1 dong MUM I1p. Puge cung cp &
36 | MUMI dang 16ng, trong dung dich dn dinh protein va 0.015 mol/L sodium Test 120
(MUMl1p) dang | azide.
pha sin
Khang thé don
dong khang Khang thé don dong khang Myogenin dong F5D. Puoc cung cép &
37 | Myogenin dang 16ng, trong dung dich én dinh protein va 0.015 mol/L sodium Test 180
(FSD) dang pha | azide.
sén
Khéng thé don
33 dong khang p53 | Khang thé don dong khéang p53 dong DO-7. Dugc cung cip & dang Test 300
(DO-7) dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
pha sin
Khang thé don
dong khang PR . 2 X p X
Khang thé don dong khéng PR (Progesterone Receptor) dong PgR 636.
39 (Progesterone Pugc cung cdp & dang 16ng, trong dung dich dn dinh protein va 0.015 Test 300
Receptor) (PgR . .
mol/L sodium azide.
636) dang pha
sén
Khang thé da
40 dong khang Khang thé da dong khang S100. Bugc cung cip & dang léng, trong Test 180
S100 dang pha | dung dich 0n dinh protein va 0.015 mol/L. sodium azide.
san
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STT £ bon S6 bap Khoéng
moi | Tén hang hoa Thong so k§ thuat vi lwong (mg dép img
thau tinh :
Khang thé don
dong khang Khang thé don dong khang Synaptophysin dong DAK-SYNAP. Puoc
41 | Synaptophysin | cung cAp & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L. | Test 480
(DAK-SYNAP) | sodium azide.
dang pha sin
Khang thé don
dong khéng
TTF1 (Thyroid | Khang thé don dong khang TTF1 (Thyroid Transcription Factor) dong
42 | Transcription 8G7G3-1. Pugce cung cap & dang long, trong dung dich On dinh protein | Test 840
Factor) va 0.015 mol/L sodium azide.
(8G7G3/1) dang
pha sin
Khang thé don
43 dong khéng Khang thé don dong khang Vimentin dong V9. Bugc cung cép & dang Test 430
Vimentin (V9) | 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Ich?lrlr}lré(rllnc?ung Lam kinh chuyén dung dung trong h6a md rgién dich trén méu
44 \ T paraffin, kich thudc 75 x 25 x 1 mm. Cdc mau mo s& dinh vao lam Cai | 116.000
dung trong hoa . . A LA A X o
A SR 1 trude khi duge nhudm hoa moé mién dich
mo6 mién dich
Dém rira (wash Dung dich Tris—.buffered saline chita Tween 20, pH 7.6. gdm Sodium
45 bu ffer) 20X - | chloride, 2-Amino-2-(hydroxymethyl)propane-1,3-diol hydrochloride, ml | 259.000
Trometamol, Propane-1,2-diol, 5-bromo-5-nitro-1,3-dioxane.
Dung dich pha | Dung dich pha loang khang thé, ding trong phuong phép héa mé mién
46 | loang khang thé | dich, dung dich ding dé pha losing nhitng khang thé ¢b ddc, Dung dich ml 2.500
(DILUENT) bao gbém Tris buffer, pH 7.2m chira 15 mmol/L NaN3 va protein

o)y




STT X Bon S6 Dép Khong
moi | Tén hang hoa Théng so ky thuat vi lwong {mg dép tmg
thau tinh ’
Khéng thé don
dong khéang Khang thé don dong khang Muscle Actin dong HHF35. Pugc cung cp
47 | Muscle Actin & dang 1éng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 120
(HHF35) dang | azide.
pha sin
Khang thé don
48 dong khang p63 | Khéng thé don dong khang p63 dong DAK-p63. Pugc cung clp ¢ dang Test 430
(DAK-p63) l6ng, trong dung dich 6n dinh protein va 0.015 mol/L. sodium azide.
dang pha sin
Khang thé don
dong khang
TDT (Terminal | Khang thé don dong khang TDT (Terminal Deoxynucleotidyl
49 | Deoxynucleotid | Transferase) dong EP266. Pugc cung cip & dang 16ng, trong dung dich | Test 60
yl Transferase) | én dinh protein va 0.015 mol/L sodium azide.
(EP266) dang
pha sin
Khang thé don
50 dong khang Khang thé don dong khang RCC dong SPM314. Bugc cung chp ¢ dang Test 60
RCC (SPM314) | 1éng, trong dung dich 0n dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khang thé don
dong khang Khang thé don dong SMA (Smooth Muscle Actin) dong 1A4 dang pha
51 | Smooth Muscle | san. Pugc cung cap & dang 16ng, trong dung dich 6n dinh protein va Test 600
Actin (1A4) 0.015 mol/L sodium azide.
dang pha sin
Khang thé da
dong khang Khang thé da dong Alpha-1-Antitrypsin dang pha sdn. Pugc cung cp
52 | Alpha-1- & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 60
Antitrypsin dang | azide.
pha sin

* g




STT

Pon

moi | Tén hang hoa Théng s6 k§ thuat vi lu’?r(:lg Eﬁg ;?; (i’:lngg
thau tinh :
Khang thé da
dong khang AFP | Khang | thé da dong AFP (Alpha-1 -Fetoprotein) dang pha san. Puoc
53 | (Alpha-1- cung clp & dang 1dng, trong dung dich 6n dinh protein va 0.015 mol/L. | Test 60
Fetoprotein) sodium azide.
dang pha sin
Khang thé don
dong khang Khang thé don dong AMACR dong 13H4 dang pha sin. Pugc cung
54 | AMACR cép & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L Test 240
(13H4) dang pha | sodium azide.
sin
Khang thé don
dong khang Khéng thé don dong Amyloid A dong mcl dang pha sin. Puoc cung
55 | Amyloid A cip & dang 16ng, trong dung dich 4n dinh protein va 0.015 mol/L Test 60
(mcl) dang pha | sodium azide.
san
Khang thé don
dong khang Beta | Khang thé don dong Beta Catenin dong B-Catenin-1 dang pha sin.
56 | Catenin (B- Pugc cung cip & dang 16ng, trong dung dich én dinh protein va 0.015 Test 240
Catenin-1) dang | mol/L sodium azide.
pha sin 7
%;giﬁgi;m Khang thé don dong CAI125 dong M11 dang pha san. Puge cung cép &
57 dang 1éng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
CAl125 (M11) .
& azide.
dang pha sdn
Khang thé don
dong khang Khéng thé don dong Caldesmon dong h-CD dang pha sén. Pugc cung
58 | Caldesmon (h- | cip & dang long, trong dung dich én dinh protein va 0.015 mol/L Test 480
CD) dang pha sodium azide.
sin

ot (T 2 g

o 4



STT . bon | o5 | pap | Khon
moi | Tén hang héa Thong so ky thuat vi lron l’rnp a4 urig
thiu 7 tinh ms 5 P S
Khéng thé don
dccgllf khéng Khang thé don dong CEA (Carcinoembryonic Antigen) dong II-7 dang
59 (Carcinoembryo pha san. Pugc cung cap & dang 16ng, trong dung dich 6n dinh protein Test 480
nic Antigen) (iII- va 0.015 mol/L sodium azide.
7) dang pha sin
Khang theé don Khane thd \ X ha £
dong khéng ang thé don dong CD15 dong Carb-3 dang pha san. Pugc cung cap
60 CDI5 (Carb-3) & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 480
dang pha sin azide.
I;;fnigz don Khéng thé don dong CD1a dong 010 dang pha sin. Pugc cung cip &
61 cD iga 01 Og) dang 1éng, trong dung dich On dinh protein va 0.015 mol/L sodium Test 120
dang pha sin azide.
Khang thé don oz , , g £
dong khang Khang thé don dong CD2 dong AB75 dang pha san. Pugc cung cip ¢
62 CD2 (AB75) dang léng, trong dung dich 6n dinh protein va 0.015 mol/L. sodium Test | 120
dang pha sin azide.
Khang thé don 7 _
dong khang Khang thé don dong CD246 ALK dong ALK dang pha sdn. Dugc
63 | CD246 ALK cung cap ¢ dang 1éng, trong dung dich on dinh protein va 0.015 mol/L. | Test 180
ALK1) dan sodium azide.
. g
pha sdan
Ij‘hsni}tlgi don Khéng thé don dong CD31 dong JC70A dang pha sdn. Pugc cung cp
64 C?)?%l (JC’]gO A) & dang léng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 240
dang pha sin azide.
Khang thé don Khi 2 dé \ d < £ .
dong khéng ang thé don dong CD4 dong lelZ ang pha san. Pugc cung cap o
65 CD4 (4B12) dang léng, trong dung dich on dinh protein va 0.015 mol/L sodium Test 180
dang pha sén azide.
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I;;llfniggrel don Khang thé don dong CD43 dong DF-T1 dang pha sin. Pugc cung cép
66 CD f?) (DF%TI) & dang 1ong, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
dang pha sin azide.
Ié};niggi don Khéng thé don dong CD68 dong PG-MI dang pha sin. Puogc cung cép
67 cD gg ® G%Ml) & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 240
dang pha sin azide.
%ﬁniﬁgi don Khéng thé don dong CD7 dong CBC.37 dang pha sin. Puoc cung cép
68 CD? (CB Cg37) & dang 16ng, trong dung dich 0n dinh protein va 0.015 mol/L sodium Test 120
dang pha sin azide. ,
Khang thé don . 2 \ \ < %
dong khng Khéang thé don dong CD8 dong C8/144B dang pha san. Dugc cung cap
69 CDS8 (C8/144B) & dang 18ng, trong dung dich on dinh protein va 0.015 mol/L sodium Test 120
dang pha sin azide.
I;:;niﬁgi don Khéng thé don dong CK 18 dong DC 10 dang pha san. Pugc cung cép
70 CK 1g8 D Cgl 0) & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 60
< azide.
dang pha sdn
Khéng thé don
dong khang Khéng thé don dong CK8/18 dong EP17/EP30 dang pha san. Puoc
71 | CK8/18 cung cdp ¢ dang long, trong dung dich 6n dinh protein va 0.015 mol/L | Test 60
(EP17/EP30) sodium azide.
dang pha sdn
Khéang theé don . 2 . \ s
dong khang CK Khang thé don dong CK HMW dong 34BE12 dang pha san. Bugc
72 HMW (34BE12) cung cdp ¢ dang long, trong dung dich on dinh protein va 0.015 mol/L. | Test 60
dang pha sin sodium azide.
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Khang th¢ da
dong khang Khang thé da dong HCG (Human Chorionic Gonadotropin) dang pha
HCG (Human
73 D san. Pugc cung cédp & dang 16ng, trong dung dich 6n dinh protein va Test 120
Chorionic
. 0.015 mol/L sodium azide.
Gonadotropin)
dang pha sdn
Khéang thé don
dong khang Khang | thé don dong Ecadherin dong NCH-38 dang pha san. Pugc
74 | Ecadherin cung cdp & dang 16ng, trong dung dich dn dinh protein va 0.015 mol/L | Test 120
(NCH-38) dang | sodium azide.
pha san
Khéang thé don
dor.lg kl.lang Khang thé don dong Epithelial Antigen dong Ber-EP4 dang pha sén.
Epithelial Z \ A e o
75 . Dugc cung cap & dang long, trong dung dich on dinh protein va 0.015 Test 60
Antigen (Ber- mol/L sodium azide
EP4) dang pha '
sin
Khang thé don
dong khéng Khang thé don dong ERG (Ets-Related Gene) dong EP111 dang pha
ERG (Ets-
76 san. Pugc cung cdp ¢ dang 1ong, trong dung dich 6n dinh protein va Test 240
Related Gene) 0.015 mol/LL sodium azide.
(EP111) dang
pha sén
Khéang the da i N )
77 dong khéang Khang theé da dong Gastrin dang pha san. Pugc cung cap ¢ dang 16ng, Test 60
Gastrin dang trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
pha sdn
Khéng the da 7 N )
78 dong khéang Khang the da dong GFAP dang pha san. Dugc cung cdp ¢ dang 1ong, Test 490
GFAP dang pha | trong dung dich on dinh protein va 0.015 mol/L sodium azide.
sén
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I;;fgiﬁgzgm Khang thé don dong Inhibin o dong R1 dang pha sin. Pugc cung cip &

79 A dang long, trong dung dich on dinh protein va 0.015 mol/L sodium Test 120
Inhibin o (R1) .

s azide.

dang pha san
Khang thé da
dong khéng Khang thé da dong MPO (Myeloperoxidase) dang pha s&n. Pugc cung

80 |MPO cip & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L Test 60
(Myeloperoxida | sodium azide.
se) dang pha sin
Khang thé don
dong khang Khang thé don dong Neurofilament Protein dong 2F11 dang pha sén.

81 | Neurofilament | Pugc cung cdp & dang 16ng, trong dung dich n dinh protein va 0.015 Test 180
Protein (2F11) | mol/L sodium azide.
dang pha sin
Khéang thé don
dong khéng
PLAP (Placental | Khang thé don dong PLAP (Placental Alkaline Phosphatase) dong 8A9

82 | Alkaline dang pha sin. Pugc cung cip & dang léng, trong dung dich 6n dinh Test 60
Phosphatase) protein va 0.015 mol/L sodium azide.
(8A9) dang pha
sin
Khéang thé da

23 dong khéng Khang thé da dong Thyroglobulin dang pha sin. Pugc cung cip & dang Test 120
Thyroglobulin | 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
dang pha sin
Khang thé da
dong khéng Khang thé da dong Factor 8 (Von Willebrand Factor) dang pha sin.
Factor 8 (Von L X C 1 A as R

84 Willebrand Puogc cung cap & dang long, trong dung dich 6n dinh protein va 0.015 Test 120

mol/L sodium azide.

Factor) dang pha
san
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85 | Nhan in barcode Th'c‘ln? phé.nA: Co } 16p phﬁ. Slé bao vé& nhan. Nhan dugc in bing may in Cudn 171
chuyén nhiét, cuén 500 mieéng
Thanh phén:
+ Dung dich dém chira hydrogen peroxide, chét tiy rira va 0.015 mol/L
sodium azide
+ Khéng thé don dong chudt khang PD-L1, dong 22C3
B xét nghiém * Mau chimg am : : £ .
PD.L1 22 d3) + Mouse LINKER chtra khang the thir cap cua thé chong lai cac
3 A globulin mién dich cta chudt trong dung dich dém c6 chira protein on
86 | bang hda mo6 . X . . Test 1.250
mién dich dang dinh va (A),OIS‘ mol/L sod.lum ?z1d'e
pha <& : + Chat 1én mau-HRP (Visualization Reagent-HRP)
+ Dung dich dém co chat DAB+ (DAB+ Substrate Buffer)
+ Chét tao mau DAB+ (DAB+ Chromogen)
+ B0 tang cudong DAB (DAB Enhancer)
+ Dung dich bdc 16 khang nguyén pH thép, 50x
+ 15 lam chting PD-L1 IHC 22C3
B§ tang cudng
Dab trén may
nhudm ty dong
87 | 60 vi tri bing Dung dé ting cudng méau nau trong nhudm héa moé mién dich Test 600
héa m6 mién
dich dang pha
sin
g&rﬁ gllfi}ang Ethanol Solution, 96% dugc dung tu ddng trén miu FFPE. Qung dich
88 trong lai huynh dugc dung & budc rira, sau khi boc 1o khang nguyén. San pham duge Test 20
quang cung cap dang pha san.
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Dung dich tién Pre-Treatment Solution (20x) dung nhudm situ hybridization ty ddng,

89 | xirly ding trong | trén mau FFPE. Dung dich dugc dung & budc pre-treatment. Mau xanh | ml 175
lai huynh quang | trong buffer dugc thém vao dé dé€ nhén biét.
Dung dich N

90 Pepsin dung Pepsin dung nhudm situ hybridization tu ddng, trén mau FFPE. Dung Test 20
trong lai huynh | dich dugc dung trong budc thily phan. Pugc cung cap dude dang RTU
quang
Is)tlrllr;g Slll?ilﬁn Stringent Wash Buffer (20x) dung nhudm situ hybridization ty dong,

91 el CUNS | 48 mAu FFPE, Dung dich dugc dung & budc post-hybridization. Mau ml 175
trong lai huynh \ Ao ox AR AR 1A 1k

vang dugc thém vao d¢€ d€ nhan biét.

quang
Bﬁﬁiﬂﬁ;ee Fluorescence Mounting Mediumdiing dé dan mAu FFPE sau khi nhudém

92 \ . FISH onboard . Mounting medium chira 500 pg/L. DAPI d€ cung co Test 20
dung trong lai o A

\ nhudm nhan
huynh quang
Diu do Her2 Probe dé sir dung truc tiép tir dong khi nhudém FISH onboard. C6 chira
\ . HER?2 va CEN-17 probe nhudém trong IQISH hybridization buffer,

93 | dung trong lai . e e s Al . . Test 20

huvoh quan dudi dang RTU. hybridization buffer khong doc va cho phép genomin
ypiLquans DNA probe lai trong vong 75 phut

Dung cu dung Dung trong qu4 trinh nhuém FISH. MSi dung cu chia 5 slide, 5

94 | trong lai huynh | HybriSlips va 1 Humidity Pad. HybriSlips ding dé phén phoi céc Céi 5
quang probe buffer dén khu vuc nhudm, va han ché boc hoi buffer
DP ng dich A Duing trén méy dé rira du phun sau khi pha c4c probe nhudm in situ
dau phun dung e \ 2o . ‘s oz X

95 c hybridization, 1am tan probe, d€ rira cdc probe ndy ra ngoai. San pham | Test 100
trong lai huynh % <
quang dugc cung cap dang pha san ,
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Dung dich
khuéch dai tin . : . . 2 Lo
96 hié .- ..z | Dung dich khuéch dai tin hiéu khang thé chudt 22.5 108
i€u khéang the
A mL
chudt
Dung dich boc Hop 3
97 |19 khang nguyén | Dung dich boc 16 khang nguyén pH thip x 68 40
pH thip ml
Khang thé don
dong khéng Khang thé don dong CD19 dong LE-CD19 dang pha sén. Pugc cung
98 | CDI19 (LE- cép & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L Test 180
CD19) dang pha | sodium azide.
san 9
g;;giﬁgﬁ;m Khéng thé don dong CD21 dong 1F8 dang pha sin. Pugc cung cép &
99 CD21 (IF8) dang 1éng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
< azide.
dang pha san
Khang thé don
dc%lég 412ha/§1§K Khang thé don dong CD246, ALK Protein dong OTI1A4 dang pha san.
100 Protein’ Pugc cung cap (’r. dang léng, trong dung dich 6n dinh protein va 0.015 Test 120
(OTI1A4) dang mol/L sodium azide.
pha sin
ﬁﬁgiﬁgﬁgm I?héng tl}é don dong CD3Q d(‘)Kng Ber-H2 de_.lng Pha san. Pugc cung cip
101 CD30 (Ber-H2) o c.lang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
s azide.
dang pha sdn
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ﬁﬁniﬁzﬁ don Khang thé don dong CD56 dong 123C3 dang pha san. Pugc cung cip
102 CD 5g6 (123gC3) & dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
dang pha sén azide.
Igél:niﬁgz don Khéng thé don dong CD57 dong TBO1 dang pha sin. Puoc cung cip &
103 CD 5g7 (TB%)I) dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
dang pha sén azide.
Khang thé don
dong khang
g}?r?egilr\g}iizts Khang thé don dong CD99, MIC2 Gene Products, Ewing's Sarcoma
104 Ewing's > | Marker dong 12E7 dang pha san. Dugc cung cap & dang 16ng, trong Test 180
Sarco%n o Marker dung dich 0n dinh protein va 0.015 mol/L sodium azide.
(12E7) dang pha
san
Khéng thé don ]
dong khang Khang thé don dong Cytokeratin 17 dong E3 dang pha san. Puoc cung
105 | Cytokeratin 17 | cap & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L Test 180
E3) dang pha sodium azide.
(E gp
san
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Khéng thé don
dong khang . Khang thé don dong Cytomegalovirus dong DDGY + CCH2 dang pha
Cytomegaloviru
106 s (DDGOY + san. Puge cung cap & dang 16ng, trong dung dich dn dinh protein va Test 60
CCH2) dang pha 0.015 mol/L. sodium azide.
san
Khang thé don
dong !{hang Khang thé don dong Epstein-Barr Virus, LMP dong CS.1-4 dang pha
Epstein-Barr
107 . san. Dugc cung cip ¢ dang 16ng, trong dung dich 6n dinh protein va Test 120
Virus, LMP 0.015 mol/L sodium azide.
(CS.1-4) dang
pha sin
Khéng thé don
dong khang
Gross Cystic Khang thé don dong Gross Cystic Disease Fluid Protein-15 dong 23A3
108 | Disease Fluid dang pha sin. Pugc cung cép & dang l6ng, trong dung dich én dinh Test 60
Protein-15 protein va 0.015 mol/L sodium azide.
(23A3) dang pha
sin
Khang thé da
dong khéng Khang thé da dong Helicobacter Pylori dang pha san. Pugc cung cép &
109 | Helicobacter dang 10ng, trong dung dich n dinh protein va 0.015 mol/L sodium Test 60
Pylori dang pha | azide.
sin
Khang thé da
dong khéang Khéng 1 thé da dong Herpes Simplex Virus Type 1 dang pha san. Pugc
110 | Herpes Simplex | cung cdp & dang 1dng, trong dung dich n dinh protein va 0.015 mol/L. | Test 60
Virus Type 1 sodium azide.
dang pha sin
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Khang thé da
111 dong khéng Khéng thé da dong Insulin dang pha sin. Pugc cung cép & dang long, Test 60
Insulin dang pha | trong dung dich 6n dinh protein va 0.015 mol/L sodium azide.
san
Khang thé don
dong khang Khang thé don dong Mast Cell Tryptase dong AA1 dang pha sin.
112 | Mast Cell Pugc cung cip & dang léng, trong dung dich 6n dinh protein va 0.015 Test 60
Tryptase (AA1) | mol/L sodium azide.
dang pha sin
Khéang thé don , 2 \ \ g A
\ \ Khéng thé don dong MUC2 dong CCP58 dang pha san. Pugc cung cap
113 dong khang & dang 16ng, trong dung dich &n dinh protein va 0.015 mol/L sodium Test 60
MUC2 (CCP58) . ’ ' : '
< azide.
dang pha san
Khang thé don
dong khang Khéng thé don dong MUCS5AC dong CLH2 dang pha sin. Pugc cung
114 | MUCSAC cép & dang 16ng, trong dung dich én dinh protein va 0.015 mol/L Test 60
(CLH2) dang sodium azide.
pha sén
Khang thé don
dong khang. Khang thé don dong MutL Protein Homolog 1 (MLH]1) dong ESO5
Mutl. Protein & £ , s A as
115 Homolog 1 dang 'pha‘san. Dugc cung cap & de_l.ng long, trong dung dich 6n dinh Test 180
(ML) (ES05) protein va 0.015 mol/L sodium azide.
dang pha sén
Khang thé don
dong khang. Khéng thé don dong MutS Protein Homolog 2 (MSH2) dong FE11
MutS Protein & X o . N
116 Homolog 2 dang .pha‘san. Pugc cung cap ¢ dgng long, trong dung dich 6n dinh Test 180
(MSH2) (FE11) protein va 0.015 mol/L sodium azide.
dang pha sén &%/
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Khang thé don
dong khang. Khang thé don dong MutS Protein Homolog 6 (MSH6) dong EP49
MutS Protein & I : g A e
117 Homolog 6 dang _pha‘san. Pugc cung cap § da;'ng l6ng, trong dung dich 6n dinh Test 180
(MSHS6) (EP49) protein va 0.015 mol/L sodium azide.
dang pha sin
Khéng thé don
dong khéng
Myosin Heavy | Khang thé don dong Myosin Heavy Chain (Smooth Muscle) dong
118 | Chain (Smooth | SMMS-1 dang pha san. Pugc cung cép & dang 1éng, trong dung dich Test 180
Muscle) 6n dinh protein va 0.015 mol/L sodium azide.
(SMMS-1) dang
pha sin
Khang thé don
dong khang
Neuron-Specific | Khang thé don dong Neuron-Specific Enolase (NSE) dong
119 | Enolase (NSE) BBS/NC/VI-H14 dang pha san. Bugc cung cép & dang 16ng, trong Test 180
(BBS/NC/VI- dung dich én dinh protein va 0.015 mol/L sodium azide.
H14) dang pha
sin
Khang thé don
dong khang Khang | thé don dong Nucleophosmin dong 376 dang pha san. Puoc
120 | Nucleophosmin | cung cép & dang léng, trong dung dich én dinh protein va 0.015 mol/I. | Test 60
(376) dang pha | sodium azide.
sin
Khang thé don
dong khang Khang thé don dong OCT3/4 dong NINK dang pha san. Pugc cung
121 | OCT3/4 cip ¢ dang long, trong dung dich 6n dinh protein va 0.015 mol/L Test 120
(NINK) dang sodium azide.
pha sén
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Khéng thé don
Jone khéne vd0 Khang thé don dong p40 dong DAK-p40 dang pha sin. Pugc cung cip
122 D AgK- A O% P & dang long, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 180
P azide.
dang pha san
Khéng thé don
dong khang Khang thé don dong Podoplanin dong D2-40 dang pha san. Pugc cung
123 | Podoplanin (D2- | cap & dang long, trong dung dich 6n dinh protein va 0.015 mol/L Test 60
40) dang pha sodium azide.
san
Khéang the don
dong khang 7
Postmeiotic Khéang theé don dong Postmeiotic Segregation Increased 2 (PMS2)
124 | Segregation dong EP51 dang pha sin. Dugc cung cip & dang long, trong dung dich | Test 180
Increased 2 on dinh protein va 0.015 mol/L sodium azide.
(PMS2) (EP51)
dang pha sin
Khéang thé don
dong khdng Khang thé don dong Progesterone Receptor dong PgR 1294 dang pha
Progesterone
125 san. Dugc cung cdp & dang 16ng, trong dung dich 6n dinh protein va Test 180
Receptor (PgR
0.015 mol/L sodium azide.
1294) dang pha
sdn
Khéng th¢ don
dong khang
Prostate- 2
Specific Khéang thé don dong Prostate-Specific Membrane Antigen (PSMA)
126 P dong 3E6 dang pha sin. Pugc cung cdp & dang long, trong dung dich Test 60
Membrane
. on dinh protein va 0.015 mol/L. sodium azide.
Antigen
(PSMA) (3E6)
dang pha san
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Khang thé don
dong khéng Khang thé don dong Prostein dong 10E3 dang pha sin. Pugc cung cép
127 . ¢ dang 18ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 60
Prostein (10E3)
< azide.
dang pha sdn
Khéang thé don -
dong khang Khéng thé don dong Tyrosinase dong T311 dang pha san. Pugc cung
128 | Tyrosinase cip ¢ dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L Test 60
(T311) dang pha | sodium azide.
san
Idi‘;lr?ni}?; don Khang thé don dong Villin dong 1D2 C3 dang pha sin. Puogc cung cép
129 ne & & dang 16ng, trong dung dich 6n dinh protein va 0.015 mol/L sodium Test 60
Villin (1D2 C3)
< azide.
dang pha sén
Khéng thé don
dqng k'hang Khang thé don dong Wilms' Tumor 1 (WT1) Protein dong 6F-H2 dang
Wilms' Tumor 1
130 . pha sin. Pugc cung cip & dang 10ng, trong dung dich én dinh protein Test 60
(WT1) Protein va 0.015 mol/L sodium azide.
(6F-H2) dang
pha sdn
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