HOC VIEN QUAN Y CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN QUAN Y 103 Ppc lap - T do - Hanh phiic
gé: iffﬂ/f /BVQY103-D Ha Néi, ngay 22 thang 11 nam 2022
Viv dé n?hj guri thu bdo gid hda

chat, kit xét nghiém

Kinh giri: Cac don vi kinh doanh, cung cAp hoa chat va kit xét nghiém.

Bénh vién Quéan y 103 dang trong qua trinh 14p duy toan va k& hoach mua sim
hoa chét, kit xét nghiém phuc vu cng tac diéu tri ciia Bénh vién.

I—I1¢n tai, con mot s6 danh muc hoa chit Bénh vién cé nhu ciu mua sim cén
dua vao ké hoach 1ap du todn nhung két qua trang thdu déng tai trén céng théng tin
dién tir cia Bo y té da hét hiéu luc hodc chua c6 két qua trang thau.

Dé 6 cin clr mua sim hang hoéa, Bénh vién Quan y 103 kinh @ nghi Quy don
vi quan tam, c6 kha ning cung cap hang hoa theo phu luc I dinh kém c6ng vén nay,
giri bdo gi4 ban cimg vé dia chi: Khoa Dugc, Bénh vi¢n Quén y 103, s6 261, duong
Phung Hiung, Phic La, Ha Pdng, Ha Noi truéc 15 gio ngdy 02/12/2022. SDT:
0985.907.097 (DS Toan).

Béo gid ctia don vi giri theo mau phu luc II dinh kém c6ng vin nay.
Bénh vién Quén y 103 théng béo dé cac don vi duge biét.

Tran trong cam on!

Noi nhan:
- Nhur trén;
- Lwu: VT; Ho3. (e

Thiéu twéng Trén Viét Tién




DANH MUC CAC MAT 3 PENGHI CUNG CAP BAO GIA
(Kém theo Cong vin sé6 4§ 94 /BVOYIO3:D ngay 22/41/2022 cia Bénh vién Quiny 103)
) \-A\.. P ‘J:'”
s Nhém |
STT Tén hoéa chét Yéu ciu ciia han , md ta chi tiét thong s6 ky thuit KT | .
vj tinh
(TT14)
1{Kit - Toxoplasma gondii IgM |1. D§ nhay chan dodn: >98%
Elisa 2. D¢ dic hiéu chan dosn: >98%
3. P§ 6n dinh: 2-80C trong 15 thing
Quy céch dbng g6i 01 hop gbm:
- Toxoplasma gondii IgM plate 96 well plate
- Bo méu chuin gém cé CAL 1,2, 613 4ml; CAL 3,4,5 12 2ml
- Huyét thanh déi chimg (Control ): 01 lo dang déng khé N3 Hép
- Washbuf (20X); 60ml
- Dilspe: 2 x 60ml/lg
- Conjugate: 2 x 8ml/lo
- Subs Tmb: 16 ml
-H2804 0.3M: 15ml
Thea dis Llase 2 43
2|Chrom Agar TM Candida  [Pinh loai Ndm Candida. Téng g/L: 47.7 g/L
Thanh phén g/I:
- Agar 15.0
- Pepton 10.2
- Chloramphenicol 0.5 N3 Hop
- Chromogenic mix 1.0
Dang: Bt khé
Bao quan: 15-30d6 C
nH- £ 1+.02
3]Acid Salicylic Dugc Dung Pat tiéu chuén DBVN V N6 Kg
4|Bac Nitrat Pat tiéu chué:in DDVN V N6 | gam
5|Barisulfat Dat tiéu chuan DDVN V
Khéng
p dung :
phén Gai
nhém
6(Dau DEP Theo DDVN V vé chuyén lun héa chét pha ché thudc Khong
ap dung :
phan Lit
nhém
. & g “n F . A
7|Natri Clorid Pha Tiém Dat tiéu chuan ding trong y té Khéng
ap dung
phan | K&
nhém
8|Bang myc in nhan chomédy  |Pat tiéu chufn chit lwong I1SO 13485 :
héa md mién dich | e
9|B§ Dyng cu nhuém dénh ddu |Pat tiéu chudn chét hrgng ISO 13485, gdm c4c lp dung dich nhudém mau mau md )
miu mé sinh thiét sl b
10|B§ kit nhuém dc biét 3 mau  [Pat tiéu chuén chat lugng I1SO 13485 gém :
trichome (Acetic acid 1% 500ml; Bouin's solution 500ml; Hematoxylin A 250ml; N3 | Bdkit
Hematoxylin B 250ml; Gomori's blue solution 500ml)
11|B§ kit nhuém Hematoxylin - [Dat tiéu chuén chit lugng ISO 13485 gbm:
Eosin SelecTech -Hematoxylin
- Eosin N3 | Bo kit
- Define
- Blue Buffer
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Nhém

STT- Tén ho6a chét Yéu cAu ciia hang hoa vé chit lwgng, mé ta chi tiét thong s6 ky thuat KT v{')::;h
' aT14) |V
12|B4 kit nhuém héa mé mién Pat tidu chuén chét lugng ISO 13485, gom:
dich -Peroxide Block
-Post Primary
-Polymer N3 |Bokit
-DAB Part 1
-DAB Part B
-DAB Part B
.T-Ipnmjnw]m
13|B# kit nhuém Papanicolaou | Pat tiéu chufn chét hrong ISO 13485 gém:
-DD EA 50 Modifiled N3 |Bokit
- Orange G-6
- Harris Hematoxvlin
14|B¢ kit Realtime PCR phat Dat tiéu chuin CE-IVD, tuong thich véi méy realtime PCR 7500. Phét hién dugc
hién céc 4t bién trong gen cac dot bién thudng gap trén gen NRAS béng ky thuét realtime PCR tir dung dich N6 Hb
NRAS & ngudi DNA tach chiét tir mdu mé. Gém dung dich enzym, dung dich khuén cho phan P
img, mAu chimg
15|B6 kit tach chiét ADN tir mau |Pat tiéu chudn CE, IVD. C6 kha ning tich chiét va tinh ché DNA tir miu mé cb
md dic dinh trong formalin vii trong parafin (FFPE). B kit bao g0m céc dung dich dém, N6 Hop
proteinase K. cic 6ng thu dich. cot thu DNA
16|B4 kit tach chiét cADN tir Pat tiéu chudn CE-IVD. Co kha néng tach chiét DNA tu do luu hanh tir mau méu
mau méu, plasma toan phén hozc huyét trong troi. B¢ kit gdm c4c dung dich dém, rira, proteinase N6 Test
K. c6t thu DNA
17|B6 nhuém Red congo Dat tiéu chuén chét hrong 1SO 13485 Bao gém
-Congo Red Solution; Hydroxide solution 100ml N3 Bo kit
-Gill II Hematoxylin
18|B6 sinh phim phat hién dot  |dat tiéu chun CE-IVD, tuong thich véi mdy realtime PCR 7500. Phat hién dugc
bién NRAS c4c d6t bién thuémg gip trén gen NRAS trén bénh nhén ung thur phéi, dai trye T a8
trang, tuyén gidp...bing k¥ thut realtime PCR. Gém dung dich enzym, dung dich )
khudn cho Dhqn_ung._mgy_ghﬂg
19|Cudn nh#n in lam kinh Dat tiéu chufn chét luong ISO 13485 N6 | Tui
20|Decalcifiier Dat tiéu chuan chat lugng ISO 13485 N3 | Chai
21|Disodium Hydrogen Dat tiéu chudn chit lugng 1SO 13485 N6 Chai
Phosphate ( anhydrous) i
22| Dung dich bdc 16 khang Pat tiéu chudn chat lugng 1SO 13485 -
N3 | Chai
nguyén |
23|Dung dich bgc 16 khéng Pat tidu chuin chat luong ISO 13485 ;
A N3 | Chai
nguyén 2
24|Dung dich dém TBS Tween _|Pat tiéu chuin chét lugng ISO 13485 N3 | Chai
25|Dung djch ri nén at tiéu chuan chit Jugng 1SO 13485 N3 | Chai
26|Gel cit lanh (Frozen Section |Dat tiéu chudn chat lugng ISO 13485
Compound Clear - 118ml) N3 Lo
27|Héa chit rira Thanh phan: 2-methylisothiazol-3(2H) 0.35%. Dung dé rira tiéu ban nhudm héa s | ens
mo mién dich. Pat tiéu chudn chit lrong ISO 13485 =
28|Khéng thé da dong CEA Dat tiéu chudn chat lugng ISO 13485 N6 Lo
29|Khang thé HLA-1 Dat tiéu chufin cht lugng ISO 13485 N6 Lo
30|Khéang thé SOX10 Pat tigu chufin chét lugng ISO 13485 N3 Lo
31|Khéng thé STAT6 Pat tiéu chuén chét luong ISO 13485 N3 Lo
32|Khéng thé ALK Pat tiéu chuin chét luong 1SO 13485 N3 Lo
33|Khéng thé AMACR Dat tiéu chufin chit lugng ISO 13485 N3 Lo
34|Khéng thé B19 Pat tiéu chuén chat luong ISO 13485 N6 Lo
35|Khéng thé C1Q Pat tiéu chudn chit luong ISO 13485 N6 Lo
36|Khang thé C1Q - FITC Dat tiéu chuéin chét lugng ISO 13485 N3 Lo
37|Khang thé C3c - FITC Pat tiéu chuin chit luong 1SO 13485 N3 Lo
38|Khang thé C3d Pat tiéu chudn chét luong ISO 13485 N3 Lo
39|Khang thé C4 - FITC Pat tiéu chuén chét luong 1SO 13485 N3 Lo
40|Khang thé C4D Pat tidu chufn chét luong 1SO 13485 N3 Lo
41|Khang thé C5B9 Dat tiéu chuén chét lugng ISO 13485 N6 Lo
42|Khang thé CAMS5.2 Pat tiéu chuén chét lugng I1SO 13485 N3 Lo, |
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: Nhém
STT. Tén hoa chét Yéu cAu ciia hang héa vé chét hrgng, md ta chi tiét thong sb ky thudt KT
; (TT14)

43|Khéang thé CD117 Pat tiéu chuén chat lugng 1SO 13485 N3
44|Khing thé CD15 Dat tiéu chuén chét lugng ISO 13485 N3
45|Khéng thé CD30 Pat tiéu chuén chat Jugng 1SO 13485 N3
46|Khang thé CD31 Pat tiéu chuén chét lugng I1SO 13485 N3
47|Khang thé CD38 Dat tiéu chuén chét lwgng 1SO 13485 N3
48|Khéang thé CD5 Dat tidu chuén chét lwgng ISO 13485 N3
49|Khang thé CD68 Pat tiéu chusn chét lugng I1SO 13485 N3
50|Khang the CDK4 Dat tiéu chuan chat luong ISO 13485 N3
51|Khang thé CK 14 Pat tidu chuéin chét lugng 1SO 13485 N3
52|Khéng thé CK20 Dat tiéu chuan chét rgng ISO 13485 N3
53|Khang thé CK34betaE12 Pat tiéu chuén chét lugng ISO 13485 N3
54|Khéng thé CKAE1/AE3 Dat tiéu chuan chét lugng 1SO 13485 N3
55|Khang thé CMV Pat tiéu chuin chét lugng 1SO 13485 N3
56|Khang thé D2-40 Dat tiéu chuén chét luong 1SO 13485 N3
57|Khéng thé Desmin Dat tiéu chuén chét lugng ISO 13485 N3
58|Khang thé Fibrinogen Dat tiéu chufn chét lugng 1SO 13485 N3
59|Khang thé Galectin 3 Pat tiéu chufn chét lugng 1SO 13485 N3
60|Khéang thé GCFPD-15 Dat tiéu chuén chat lugng 1SO 13485 N3
61|Khéng thé Glypican 3 Dat tiéu chudn chét lugng 1SO 13485 N3
62|Khang thé Hep parl Dat tiéu chuén chét lugng ISO 13485 N3
63|Khang thé HMB45 Dat tiéu chuén chat lugng I1SO 13485 N3
64|Khang thé HPV Dat tiéu chuin chét hugng ISO 13485 N3
65|Khang thé HSP70 Dat tiéu chun chat hugng ISO 13485 N3
66|Khang thé IDH 1 Dat tiéu chuan chét lugng ISO 13485 N3
67|Khang thé [gA Dat tiéu chuén chat lugng ISO 13485 N3
68|Khang thé [gA - FITC Pat tiéu chuan chét lugng ISO 13485 N3
69|Khang the IgG _ Dat ti€u chuén chét lugng ISO 13485 N3
70|Khang thé IgG - FITC Pat tiéu chuéin chét lugng I1SO 13485 N3
71|Khéng thé IgM Dat tiéu chudn chét lugng ISO 13485 N3
72|Khéng thé IgM - FITC Dat tiéu chusn chét lrgng ISO 13485 N3
73|Khéng thé IMP3 Dat tiéu chuén chét lugng 1SO 13485 N3
74|Khang thé Ki-67 Dat tiéu chuén chét Jugng ISO 13485 N3
75|Khang thé MDM2 Pat tiéu chudn chat lugng ISO 13485 N3
76{Khang thé MOC 31 Dat tiéu chuan chat lugng 1SO 13485 N3
77|Khéng the MUC2 Pat tiéu chusn chét lugng ISO 13485 N3
78|Khéng thé MUC4 Dat tiéu chuan chét luong ISO 13485 N3
79|Khéng thé OCT 3/4 Pat tiéu chuin chét lugng 1SO 13485 N3
80|Khéng thé Olig2 Pat tiéu chuin chét lugng ISO 13485 N6
81|Khang thé P63 Dat tiéu chuan chét lugng ISO 13485 N3
82|Khang thé PD-L1 Pat tigu chuén chét lugng ISO 13485 N3
83|Khang thé RET Dat tiéu chuin chét luong 1SO 13485 N3
84|Khang thé $100 Pat tiéu chuin chét Jugng 1SO 13485 N3
85|Khéng thé SATB2 Pat tiéu chudn chét lugng 1SO 13485 N6
86/Khang thé SMA Pat tiéu chudn chét lugng ISO 13485 N3
87|Khang thé SMAD4 Dat tiéu chudn chét lugng I1SO 13485 N6
88|Khang thé SV40 Pat tiéu chuan chét lugng 1SO 13485 N3
89|Khéng thé TTF-1 Pat tiéu chun chét lugng ISO 13485 N3 -
90|Khang thé Vimentin Dat tiéu chudn chét lugng ISO 13485 N3
91|Kit phét hién dot bién T790M |dat tiéu chuin CE-IVD, tuong thich véi méy realtime PCR 7500. C thé phat hi¢n

trén gen EGFR lién quan - T790M trén exon 20 gen EGFR. Gém dung dich enzym, dung dich khuén cho

kha nang dép img thuéc didu [phan ing, miu chimg N3

tri Ung thur phdi khéng té bao

nho Osimertinib (Tagrisso)
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Nhém

STT | Tén héa chét Yéu clu ciia hang héa vé chit lrgng, md t chi tiét théng s6 k§ thujt xt |Pom
: : vi tinh
(TT14)
92|Modified GMS Silver Special |Pat tiéu chuén chét lugng ISO 13485
Stain -MODIFIED CHROMIC ACID 500ml
-SODIUM BISULFITE 1% AQUEOUS SOL 500ml
-SILVER NITRATE 250ml N3 |Bokit
-METHENAMINE/BORAX SOLUTION 2500ml
-GOLD CHLORIDE 500ml
-SODIUM THIOSULFATE 500ml
-LIGHT GREEN SF 500ml
93|Nép day lam kinh Dat tiéu chuén chét Jugng ISO 13485. Tii > 10 cai N3 | Tui
94|Panel ung thur dai truc trang  |dat tiéu chuén CE-IVD, tuong tich véi méay realtime PCR 7500. Phét hién duoc
KRAS/NRAS /BRAF céc dot bién thuomg gip, c6 y nghia l4m sing trén cdc gen KRAS, NRAS va N6 Hop
Mutations Detection Kit BRAF biéing k¥ thuét realtime PCR. Gém dung dich phén tmg, dung dich enzym, i
dung dich méu chimeg
95|Panel ung thur phoi dat tiéu chuan CE-IVD, twong tich véi may realtime PCR 7500. Phat hién duoc
EGFR/ALK/ROS1 Mutations [cac dot bién thuomg gap, ¢6 ¥ nghia ldm sang trén cac gen EGFR, ALK, va ROSI N6 H6
Detection Kit béng k thut realtime PCR. Gém dung dich phan img, dung dich enzym, dung °P
Hoh i cits
96|Phién gia nhiét Pat tiéu chudn chét lugng ISO 13485 N3 | Hop
97| Xét nghiém phat hién 22 46t  [Dat tiéu chuén CE-IVD. Phét hién dugc 22 dot bién thudng gap trén gen NRAS
bién trén codon 12, 13,59,  [bang k¥ thuat lai d4u do phan tir. Gém céc dung dich cho phan img PCR, dung
60, 61, 146 gen NRAS, xac  [dich dém rira, que lai phén tir, dung dich phét trién mau
d?&}h kl_':é ning dép (mg thube N3 Hép
diéu tri ung thu dai true trang,
K1 thuét StripAssay. Ngi
kiém, 1 test cho 1 miu bénh
nhim
98|Xét nghiém phat hién 29 d6t  |Dat tiéu chuén CE-IVD. Phat hién duoc 29 dot bién thuémg gip trén gen KRAS
bién trén codon 12, 13, 59, bing ky thuét lai d4u do phén tir. Gom céc dung djch cho phan ing PCR, dung
60, 61, 117, 146 gen KRAS, |dich dém rira, que lai phén tir, dung dich phat trién mau
xdc dinh kha ning dip img
thubc diéu tri ung thu dai truc N Hop
trang. K1 thuft StripAssay.
Néi kiém, 1 test cho 1 mau
hénh nhim
99[Xét nghiém phét hién 30 dot  [Pat tiéu chuan CE-IVD. Phét hién duoc 30 @5t bién thuong gip trén gen EGFR
bién trén exon 18,19,20,21  [béng ky thuat lai dAu do phan tir. Gdm céc dung dich cho phan img PCR, dung
gen EGFR, xac dinh kha ning |dich dém rira, que lai phén tir, dung dich phat trién mau
&4p tmg thubc diéu tri ung thu el
phéi khong té bao nho. Ki WL Moy
thut StripAssay. Néi kiém, 1
test cho 1 mAu bénh phim
100|Xét nghiém phat hién 9 d6t | Pat tiéu chudn CE-IVD. Phét hién dugc 9 d6t bién thuong gip trén gen BRAF
bién trén codon 600 va 601  |bing k¥ thudt lai dAu do phan tir. Gdm c4c dung dich cho phan img PCR, dung
gen BRAF, xéc dinh kha nang |dich dém rira, que lai phan tir, dung dich phat trién mau
dap (mg thube diéu tri ung thu
dai tryc tring, ung thir tuyén N3 | Hop
gidp. Ki thuft StripAssay. Ngi
kiém, 1 test cho 1 m3u bénh
phim
101/Xét nghiém phat hién dét bién |Dat tiéu chuan CE-IVD. Phét hién duge cac dot bién thudng gap trén gen DPYD
trén gen DPYD, xéc dinh kha [béng k¥ thujt lai dAu do phan tir. Gom céc dung dich cho phan img PCR, dung
nang dap \mg thubc 5- dich dém nra, que lai phan tit, dung dich phat trién mau
fluorouracil (5-FU) béng ki N3 Hop

thuét StripAssay. Ngi kiém, 1
test cho 1 méu bénh phim
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Nhom

STT Tén héa chit " Yéu chu ciia hang héa vé chit lrgng, mb ta chi tiét thong s6'ky thuat KT e
3 (TT14) vi tinh
102|Khéng thé INSM1 Dat tiéu chudn chat hrong ISO 13485 N3 | Lo
103|Khéng thé FLI] Dat tiéu chudn chét hugng I1SO 13485 N3 | Lo
104|Khéng thé CD200 Pat tiéu chufn chét hrgng 1SO 13485 N3 | Lo
105|Khéng thé Beta catenin Dat tiéu chufn chét lrgng ISO 13485 N3 Lo
106|Khang thé IgG 4 Pat tiéu chuan chat lugng 1SO 13485 N3 Lo
107|Khéng thé Factor XIlla Dat tiéu chuin chét lugng 1SO 13485 N3 Lo
108|Aztreonam 30pg Thir nghiém khang sinh d6, han sit dung > 36 thang. Hop gom 5 cartridge/6ng/
tuyp nhya, mdi cartridge gém 50 khoanh gidy dudng kinh 6mm dugc in mjt ma Khoan
nhén dang thich hop dang chit hoic s6 va dugc tim mdt hrong khéng sinh chinh N3 iy
Xdc
Dat tiéu chudn SO 13485 hoic tuong duong
109{B& hiéu chinh méy ciy mau Hiéu chinh nhiét 6 bubng 1, vin hanh cila miy cdy mau BacT/ALERT, han sir Khéng
dung > 18 thang ép dung "
han | HOP
nhém
110{B& pha lodng xit Iy mdu xét  |Sir dung cho may xét nghiém sinh hoc phén tir tw dong hoan toan tir budc nap N3 6n
; x , : g
nghiém mau, han sit dung > 12 théng
111|B& sinh phdm khuéch dai Sir dung cho mdy xét nghiém sinh hoc phén tir tr dong hoan toan tir budc nap
dugc dimg dé khuéch dai mau, han sir dung > 12 théng
DNA c1::a vin.ls HBV trong N1 Test
xét nghiém dinh lugng HBV
trong huyét thanh hoac huyét
turong newdi b
112|Bé§ sinh pham khuéch dai Str dung cho mdy xét nghiém sinh hoc phén tir tir dong hoan toan tir bude nap
dugc ding dé khuéch dai méu, han sir dung > 12 thang
DNA ctia virus HPV trong xét
nghiém phat hién dinh tinh N3 Test
14 ching HPV nguy co cao
trong cac miu xét nghiém 1am
sano
113{B6 sinh phém khuéch dai Str dung cho méy xét nghiém sinh hoc phén tir tv dong hoan toan tir budc nap
dugc dung dé khuéch dai miu, han sir dung > 12 théng
RNA ciia virus HCV trong xét
nghiém djnh lugng HCV M| =
trong huyét thanh hoic huyét
tirone newrdr
114|B§ sinh phém khuéch dai St dung cho may xét nghiém sinh hoc phén tir tu déng hoan toan tir budc nap
duoc ding trong xét nghiém  [mAu, han sir dung > 12 théng
phét hién dinh tinh RNA
SARS-CoV-2 trong mfu gac i Test
mili hong va hiu hong.
115[B§ thudc thir ding chiét tich |Sir dung cho méy xét nghiém sinh hoc phén tir tw d6ng hoan toan tir buée nap
mAu xét nghiém loai 1 méu, han sir dung > 12 thing N ke
116|B& thudc thir ding chiét tich |Sir dung cho méay xét nghiém sinh hoc phéan tir tur d6ng hoan toan tir budc nap N1
mBu xét nghiém loai 2 miu, han sit dung > 12 thén 9
117|Cefepime 30pug Thir nghiém khéng sinh do, han sir dung > 36 thang. Hop gbm 5 cartridge/6ng/
tuyp nhwa, mdi cartridge gom 50 khoanh gidy duong kinh 6mm dugc in mot ma Kh
nhén dang thich hop dang chir hoiic s6 va dugc tim mét lwgng khang sinh chinh N3 ;l}an
xdc
Dat tié ong . ’
118|Cefixime 5pg Thir nghiém khang sinh d6, han sir dung > 36 thang. Hop gébm 5 cartridge/ong/
tuyp nhwa, mdi cartridge gdm 50 khoanh gidy duéng kinh 6mm dugc in mét ma Xh
nhén dang thich hop dang chit hodc s6 va duge tim mot lugng khang sinh chinh N3 : %

X4c
Dat tiéu chun ISO 13485 hoic twong duong
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STT Tén héa chat ‘' Yéu céu cia hang héa vé chét Irgng, md ta chi tiét thong s6. k¥ thuit KT B:){'nh
(TT14) vj tin
119|Cefoxitin 30pg Thir nghiém khang sinh d6, han sir dung > 36 thang. Hop gom 5 cartridge/ong/
tuyp nhya, mdi cartridge gom 50 khoanh gidy dirémg kinh 6mm duroc in mét ma Khoan
nhén dang thich hop dang chit hoac sb va dugc tim mét lugng khéng sinh chinh N3 "
Xac
Dat tiéu chuan I1SO 13485 hoic twone duone
120|Chai cdy méu ky khi han sir dung > 12 théng.
- Thanh phin méi trudng trong chai: 40 mL nuéc da qua xir 1y, Canh trudng
Soybean-Casein Digest 2.75% , Cao ndm men 0.2%, Thanh phdn M6 Bong vit
0.05%, Dextrose 0.2%, Hemin 0.0005%, Menadione 0.00005% , Sodium Citrate
0.02%, Thiols 0.1%, Sodium Pyruvate 0.1%, Saponin 0.26%, Chét chbng tao bot N1 Chai
0.01%, Sodium Polyanetholsulfonate (SPS) 0.035%, co bd sung thém CO2 va
N2.
- Béo quéan & 2 - 25°C.
- Chai c6 mdt cam bién hoé hoc dugc theo ddi boi mdy cdy mau sau méi 10 phut
A4 nhit hifn air gia tAno ciia biimh anane
121 Clarythromycin 15ug Thir nghiém khéng sinh d6, han sit dung > 36 théang. Hop gdm 5 carl:ridgeffmg/
tuyp nhua, mdi cartridge gém 50 khoanh giély duéng kinh 6mm dugc in mot ma Khoan
nhén dang thich hgp dang chit hoic s6 va duge tm mét lugng khéng sinh chinh N3 h
Xac
Dat tiéu chuin ISO 13485 hoic twong duong
122(Clindamycin 2pg Thir nghiém khang sinh d6, han sit dung > 36 thang. Hép gom 5 cartridge/ong/
tuyp nhua, m3i cartridge gdm 50 khoanh gidy dwémg kinh 6mm duge in mét ma EXoii
nh4n dang thich hop dang chit hoic sé va dugc tim mét lugng khang sinh chinh N3 b
Xac
Pat tiéu chudn 1SO 13485 hoac twong dwone
123|Pinh danh nhanh Han sir dung > 12 théng
Staphylococci bang ngung két N3 Test
124|Pinh danh nhanh Streptococci |Han sir dung > 12 thang
nhém A, B, C, D, Fva G N3 | Test
béing ngume két
125|Doxycycline 30ug Thir nghiém khang sinh d6, han sir dung > 36 thang. Hép gfim 5 ca;m‘idgeféng/
tuyp nhua, mdi cartridge gém 50 khoanh gidy dudng kinh 6mm durgc in mot ma histi
nhan dang thich hop dang chit hoic sé va duoc tim mét huong khéng sinh chinh N3 b
xdac
Dat tiéu chuén ISO 13485 hodc twong dwong
126|Dung dich Ethanol Sir dung cho may xét nghiém sinh hoc phén tir tw dong hoan toan tir budc nap
5 . N1 ml
mau, han sir dung > 12 théng
127|Haematin va Nicotin adenine |B6 sung vao méi trudmg lam khang sinh d6 véi Haemophilus influenzae 1 bg gom
: ; N3 Hép
dinucleotide 10 6ng
128|Hoéa chit dinh danh Dung dinh danh vi khuin, han sir dung > 18 thang. Ong 5ml chira Bromcresol N3 |
Bromcresol purple purple. Dat tiéu chuén ISO »
129|Héa chét dinh danh FB Dimng dinh danh vi khuén, han sir dyng > 18 thing. Ong 5ml chira Natri lauryl N3 | 1
sulfate, Methanol, Dimethylsulfoxide. Dat tiéu chuén ISO op
130|Héa chét dinh danh HER Dimng dinh danh vi khuan, han sir dung > 18 thing. Bng 5ml chira Paradimethyl N3 H
aminobenzaldehyde, HCl v Ethanol. Dat tiéu chuin 1SO op
131|Hoéa chét dinh danh Xylene  |Dung dinh danh vi khuén, han sir dung > 18 thang. Ong 5ml gdm xylene. Dat tiéu
N3 | Hép
chuén ISO
132|Héa chat H202 Nong d6 30%, dung dé phét hién enzyme catalase cua vi khuin N3 Test
133|Héa chit TDA Diing dé dinh danh vi huén, han sit dung > 18 théang. Ong 5ml chira st Chloride. . r
Dat tiéu chun ISO 8
134|Khay nhira cho phan img héa |Dung cho méy xét nghiém sinh hoc phén tir tw dong hoan toan tir budc nap miu, Khé
chét han sit dung > 12 thang G
ap dung | ..
phén
nhém

6/25




STT

Tén hoéa chit

Yéu céu ciia hang héa vé chit lugng, mé ta chi tiét thong sb Ky thuat

Nhém
KT

(TT14)

Pon
vj tinh

135

Kit dinh lugng HCV:
Quantitative RT-PCR

Dimng toan b lrgng DNA/RNA ciia buce tich chiét cho real-time PCR, han sii
dung > 12 thang, LoD < 11 [U/ml, LoQ < 15 Iu/ml; c6 néi kiém, thé tich m&u 400
microlit; d6 nhay > 99%. d6 dic hiéu > 99%

N6

Test

136

Kit dinh lwgng HIV-1
Quantitative RT-PCR

Ding toan b§ lugng DNA/RNA ciia A clia budc téch chiét cho real-time PCR, han sir
dung > 12 thang, LoD < 33 IU/ml; LoQ < 1.7log10 IU/ml, 4§ nhay > 97%, d§

dac hiéu 100% c6 nbi kiém. thé tich mAu 400 microlit;

N6

Test

137

Kit dinh lugng virus CMV
(CMV Real-TM Quant)

- Sir dung cho xét nghiém Realtime-PCR tir dong , han sir dung > 06 thang

- B6 xét nghiém IVD dinh lugng Cytomegalovirus (CMV) bing k¥ thuit Real-
time PCR

- Ngudn mAu: huyét tuong, dich ndo tity, nuéc 6, té bao bach céu

- Tinh néng k¥ thuat:

+ Do nhay: MAu it t& bao (huyét tuong, dich ndo tiy..): < F181400 copies/ml;
M3u nhiéu té bao (mau toan phén, té bao bach cu, sinh thiét...): 5 CMV DNA
copies/1075 té bao;

+ D§ ddc hiéu: 100%

+ Khoang tuyén tinh/ dinh lugng: 500 —10.000.000 copies/ml

+ Diing 02 loai chimg néi: chimg nél ngoai sinh IC va chimg n6i ndi sinh I1C
Glob — DNA gen -globin
- Thanh phén cung cép:

+ B{ kit chinh: PCR-mix, Polymcrase (TagF), chimg ndi IC, chiing duong DNA

FaiVWatd) DATA ol n S s Ll TOAIA aalihcban MO

N3

Test

138

Kit dinh type virus HPV
(HPV genotype 14 Real-TM

Quant)

- Sir dung cho xét nghiém Realtlme-PCR tu déng, phat hién va dinh type 14
chiing HPV, han sir dung > 06 thang

- B6 xét nghiém [VD dinh tinh kiéu gene va dinh luong 14 typ Human Papilloma
virus nguy co cao bing k¥ thuit Real-time PCR

- Ngudn mAu: miu phét cd tir cung, dich t€ bao, sinh thiét tir niém mac, mau phét
dich ndi mé niéu dao

- Tiéu chun chit lugng: CE-IVD

- Tinh ning k¥ thuét:

+ D6 nhay: <1000 copies/ml, d§ dac hiéu: 100%

+ C6 kha ning dinh hrgng. Day tuyén tinh: 1000 - 108 copies/ml

+ Gen muc tiéu: E1 (typ 56), E6 va E7 (céc typ con lai).

+ Phét hién riéng biét cho timg 14 type HPV nguy co cao (16, 18, 31, 33, 35, 39,
43, 51, 52, 56, 58, 59, 66 va 68) va chimg ndi gen B-globin

- Thanh phén cung cap:

+ B4 kit chinh: 04 loai PCR-mix, PCR- buffer, chimg &m, chimg duong K- HPV

N3

Test

139

Kit phat hién Mycobacterium
tuberculosis bing Real-time

PCR

Ding toan b lirgng DNA/RNA ciia budce tach chiét cho real-time PCR.
1 éng phan 1mg, LoD TB = 20 copy/ml; ¢6 ndi kiém, thé tich mAu 400 microlit;
khéng phan img chéo véi 37 vi khudn, dung dich EZ xir Iy dom nhét

N4

Test

140

Kit phat hi¢n Meningitidis

(NHS Meningitidis Real-TM )

Str dung cho xét nghiém Realtime-PCR tir ddng, han sir dung > 12 thédng

N3

Test

14

=

Kit phét hién Mycoplasma
pneumonies/chlamydia

- Sir dung cho xét nghiém Realtime-PCR tur dong, han sir dung > 06 thang
- B§ xét nghiém IVD dinh tinh Mycoplasma pneumeniae va Chlamydophila
pneumoniae béng k¥ thuat Real-time PCR
- Nguén mau: mau toan ph?m, md, dich rira khi quan, miu phét.
- Tinh néng k¥ thuét:
+ D¢ nhay: <500 copies/ml, P§ déc hiéu: 100%
+ Gen muc tiéu: Mycoplasma: putative lipoprotein; Chlamydophila- ompA
- Thanh phén cung c4p:
+ B4 kit chinh: PCR-mix, DNA-buffer, Polymerase (TaqF), chiing duong C+,
chimg &m C. '

N3

Test
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142|Kit phét hién va dinh lugng |- Sir dung cho xét nghiém Realtime-PCR tu dong, han sir'dung > 06 thang
EBV bing phuong phap Real |- Bo xét nghiém IVD dinh lugng Epstein Barr Virus (EBV) béng ky thut Real-
time PCR time PCR
- Ngudn mAu: méu toan phin, buffy coat, md, nudc tiéu, mau phét, mau dom,
huyét twong, dich ndo tiy.
- Tinh niing k¥ thuat:
+ P§ nhay: <200 copies/ml ho#ic 5 ban sao EBV DNA/ 10”5 té bao; Po dic
hiéu: 100%; N3 Test
+ Khoang tuyén tinh/ dinh lugng: 500 — 10.000.0000 EBV DNA copies/ml
+ Gen muc tiéu: LMP-gene
+ Ding 02 loai chimg ndi: chimg ndi ngoai sinh IC va chimg ndi ndi sinh IC
Glob — DNA gen -globin
- Thanh phén cung cép:
+ B4 kit chinh: PCR-mix, PCR-buffer, Hot Start DNA Polymerase, TE-buffer,
chimg duong C+, chimg &m C-, chimg néi IC va chimg chuin Standard QSG
143]Kit phéat hién va phén loai - Sir dung cho xét nghiém Realtime-PCR tu d4ng, han sir dung > 06 thang
virus Herpes simplex 1 va2 |- B§ xét nghiém IVD dinh tinh Herpes Viruses bang ky thuat Real-time PCR
bing phuong phép Realtime |- Ngudn miu: méu toan phan, dich n3o tily, mb, dich tuyén tién liét, tinh dich,
PCR ' méu phét sinh duc
- Théng s6 k¥ thuét: N3 | Test
+ D¢ nhay: <500 GE/ml
+D§ dic hiu: 100%
- Thanh phén cung cép:
+ B kit chinh: PCR-mix, PCR-Buffer, Polymerase (TagF), chimg duong C+,
chimag &m (. chitno nAi IC
144|Kit tach chiét DNA vi khuén |Diing toan b lrong DNA/RNA ciia buéc téch chiét cho real-time PCR, han si
Mycobacteria. dung > 12 thing
Thé tich mu 400 microlit, Héa chét EZ, hat tir silica, dém bam, dém nira, dém N4 | Test
hoa méu cho hiéu sut tach va tinh sach cao nhét, bio quan nhiét 46 phong
145|Kit tach SaMag TB DNA Han sir dung > 12 théng - o
extraction kit chid
146|MAu chuin ding dé hiéu Sir dung cho méy xét nghiém sinh hoc phén tir tr ddng hoan toan tir budc nap
chuén xét nghiém dinh lrong  [mAu, han sir dung > 12 thang N1 Hép
HBV
147|MAu chuén ding dé hiéu Sir dung cho mdy xét nghiém sinh hoc phin tir tr déng hoan toan tir bude nap
chuén xét nghiém dinh lugng  {mAu, han sir dung > 12 thang N1 | Hop
HCV
148|Mzu chimg diing x4c dinh Sir dung cho mdy xét nghiém sinh hoc phan tir ty ddng hoan toan tir budc nap
tinh hop 1€ ciia xét nghiém méu, han sir dung > 12 théng NI Hép
dinh hrong HBV
149|Mau chirng diing x4c dinh Sir dung cho mdy xét nghiém sinh hoc phén tir tir ddng hoan toan tir burée nap
tinh hop 1€ ciia xét nghiém méu, han sir dung > 12 théng N1 Hop
dinh luong HCV
150|M&u chimg ding x4c dinh Sir dung cho méy xét nghiém sinh hoc phéan tir tir d6ng hoan toan tir budc nap
tinh hop 1€ ctia xét nghiém mau, han sir dung > 12 thang N3 Hoép
dinh tinh HPV
151|M&u chimg ding x4c dinh Sir dung cho may xét nghiém sinh hoc phén tir tir dong hoan toan tir burdc nap
tinh hop 1€ ciia xét nghiém mau, han sit dung > 12 thang N1 Hép
dinh tinh SARS-CoV-2.
152|Etest Aztreonam Thir nghi¢m khéng sinh d6 dinh luong, han sir dung > 24 thang. Thanh nhya
mong chira khang sinh Aztreonam néng d6 0,016-256 pg/ml, déng timg thanh N3 | Thanh
riéng ré
Qui céch déng goi: 30 thanh/hép
153|Etest Cefoperazone Thi nghiém khéng sinh d6 dinh lugng, han sir dung > 24 thing N3 | Thash
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Etest Cephalothin

Thir nghiém khang sinh d6 dinh lugng, han sit dung > 24 thang. Thanh nhya
mong chira khang sinh Cephalothin ndng d6 0,016-256 pg/ml, déng timg thanh
riéng ré

Péng géi: 30 thanh/ hop

(TT14)

N3

Thanh

155

Etest Gentamicin

Thir nghiém khang sinh d6 dinh hrgng, han sir dung > 24 thang. Thanh nhya
méng chita khang sinh Gentamicin néng dd 0,016-256 pg/ml, dong timg thanh
riéng r&

N3

156

Etest Minoxyclin

Thir nghiém khéng sinh dd dinh luong, han sir dung > 24 thang. Thanh nhya
moéng chira khang sinh Minocycline ndng &6 0,016-256 pg/ml, dong timg thanh
riéng ré

Dong goi: 30 thanh/ hép

N3

Thanh

157

Etest Ofloxacin

Thir nghiém khéng sinh d6 dinh luong, han sir dung > 24 thang. Thanh nhyra
méng chira khéng sinh Ofloxacin néng d¢ 0,002-32 pg/ml, déng timg thanh riéng
18 '

DPong g6i; 30 thanh/ hép

N3

Thanh

158

Etest Piperacillin

Thir nghiém khang sinh d dinh luong, han sir dung > 24 thang. Thanh nhya
mong chira khéng sinh Piperacillin néng 5 0,016-256 pg/ml, déng timg thanh
riéng ré

Péng g6i: 30 thanh/ hép

N3

Thanh

159

Etest Polymycin

Thir nghiém khang sinh db dinh luong, han sir dung > 24 thang. Thanh nhya
mong chira khéng sinh Polymyxin B nong d6 0,064-1024 pg/ml, 30 thanh/ hép

N3

Thanh

160|Etest Ticarcillin

Thir nghiém khang sinh d dinh lugng, han sir dung > 24 théng

N3

Thanh

161

Etest Ticcacillin/ Clavulanic
acid

Thir nghiém khang sinh db dinh hrong, han sir dung > 24 thang. Thanh nhyra
moéng chira khéng sinh Ticarcillin/clavulanic acid néng d¢ 0,016-256 pg/ml, dong
timg thanh riéng ré&

Qui cach déng goi: 30 thanh/hép

N3

Thanh

162

Thach Yeast Extract Agar

Han sir dung > 24 théng. Méi trudng sir dung dé dém vi sinh v4t trong nude.
Thanh phén: Yeast Extract 3.0g/lit, Soy peptone 5.0g/lit Agar A 12.0g/lit, pH
cudi: 7.4 + 0.2. Pat tiéu chuin ISO

N3

gam

163

Mai trudmg Campylobacter
agar

Han sir dung > 12 thang. Méi trudng chon loc phan ldp Campylobacter. Thanh
phﬁn mbi truong chira méau cho vi khuén khé moc, hén hop chét khir 4é ting phét
trién, h&n hop khéng sinh va khagns ném tc ché tap nhiém vi khuén va nim, pH
7.3

Dat tiéu chudn ISO

N3

Pia

164

Moi trudng Columbia agar
base

Han st dung > 24 thang. Méi truong phan 1ap vi khuan khé moc va Phat hién tan
huyét. Thanh phin Meat and casein peptone, Hydrolyzed animal proteins,

Heart peptone, Corn starch, Sodium chloride, agar, Blood (sheep), pH 7.3

Pat tiéu chuén ISO

N3

Pia

165

Moi truimg dinh danh
Enterobacteriaceae dua vao
lén men dudng va sinh H2S

Han sit dung > 24 thang. DE phéan biét Enterobacterales dua vao viéc séan
hydrogen sulphide va 1én men dudng déi.. Thanh phén bao gom: Pepton mixtrure
18.0 g/lit, Meat extract 4.0 g/ lit, Yeast extract 3.0 g/lit, Lactose 10.0 g/lit,
Dextrose 1.0 g/lit, Sodium chloride 5.0 g/lit, Sodium thiosulphate 0.3 g/lit, Ferric
ammoniun citrate 0.3 g/lit, Phenol red 0.05 g/lit, Agar A 14.0 g/lit, pH cubi: 7.4 +
0.2. Dat tiéu chudin ISO

N3

166

Moi trudong phén lap chon loc
Clostridium difficile

Han sir dung > 24 thang. Méi truémg phén 14p chon loc nubi cdy Clostridium
difficile trong mAu phan. Mi trudng chira mau ciru, Cycloserine, hén hop
Cefoxitin, Amphotericin B irc ché vi khuén va ndm gy nhiém. pH 7.3

Pat tiéu chuén ISO

N3

Pia

167

Mbi truémg phén 14p vi khuén
ky khi

Han sir dung > 12 théng. Méi truomg phén 14p vi khuén ky khi. Méi trudng chira
céc yéu t6 ting trudng: cao nidm men, hemin va vitamin K3 va thém méu ciru,
Chét khir (L-cystine) va dextrose, pH 7.3

Pat tiéu chudn ISO

N3

Pia
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168|Moi trudong Todd-Hewitt Han sir dung >24 thing. Ong nhya trong sudt c6 nut xody van chit chira méi
Broth trromg dang long c6 khéng sinh ding dé tang sinh chon lgc cho lién cdu phé cdu,
dc biét 12 lién ciu nhém B (GBS)
Thanh phan: Infusion from 450 g fat-free minced meat, Tryptone, Glucose, N5 | Ong
Sodium bicarbonate, Sodium chloride, Disodium phosphate, Nalidixic acid,
Colistin sulfate, pH: 7.8+0.2 ¢ 25°C
Péng edi- han 10 dne_ IS0 9001-2015: 1SO 13485:2016
169|Mbi trurdmg Cary blair medium|M6i trudng vén chuyén vi khuén Gram 4m va vi khuén ky khi, han sir dung > 24
' thang. Ong nhwra trong subt c6 nit xody van cht chira mdi trudmg bén léng dung
44 vin chuyén mAu bénh phim, vi khudn gram 4m va vi khuén yém khi
Thanh phéin: Disodium hydrogen phosphate, Sodium thioglycollate, Sodium N3 | gam
chloride, Calcium chloride, Agar, pH 8.4+ 0.2 25°C
Déng géi: hop 10 bng, ISO 9001:2015; ISO 13485:2016
170|Panel dinh danh tac nhin Han st dung > 12 thang
viém duomg h6 hép trén PCR N1 Test
16ng da moi
171|Panel dinh danh tix chai cdy  |Han sir dung > 12 théng
mau durong tinh PCR 1éng da N1 Test
mbi
172|Penicilin 10 units Thit nghiém khang sinh d6, han sir dung > 36 thang. Hop gom 5 cartridge/ong/
tuyp nhua, mdi cartridge gdm 50 khoanh gidy dutmg kinh 6mm duoc in mot ma Khoan
nhén dang thich hop dang chix hoéc so va duge tAm mét lugng khéng sinh chinh N3 h
xdc
Pat tiéu chufin 1SO 13485 hodc trong duong
173|Polymyxin E (Colistin Sulfate |Thir nghiém khéng sinh do, han s dung > 24 thang N6
gam
Salt) Lo 1 gam
174|Quinupristin- dalfopristin Thir nghiém khang sinh d6, han sir dung > 36 thang N3 |Kboan
h
175|RF Humatex Sinh pham bao gém cé thubc thir va chat chuan N3 | Test
176|Rifampicin Spg Thir nghiém khéng sinh 46, han sir dyng > 36 thang. Hop gdm 5 cartridge/ng/
tuyp nhya, mdi cartridge gbm 50 khoanh gidy dudng kinh 6mm dugc in mét ma Khioaii
nhén dang thich hop dang chi¥ hodc sb va duge tim mot luong khang sinh chinh N3 h
xac
Dat tiéu chudn 1SO 13485 hodc tuone duong
177|Spectinomycin 100pg Thir nghiém khéng sinh d0, han sir dung > 36 théng N3 Khoan
h
178|Test nhanh phét hién khang  |Han sir dung > 12 théng e
nguyén Chlamydia
179|Thanh dinh danh nhanh vi Han sir dung > 12 thang
khu#n ky khi trong 4 gior Hop 25 test. Thanh dinh danh nhanh vi khuén ky, khi trong 4 gi¢. Thanh gdm 32 N3 | Test
giéng, trong d6 29 giéng chira héa chét déng khd :
180| Thanh dinh danh vi khuAn ky |Han sit dung > 12 théng
khi 1 b6 bao gbm 25 thanh + 25 6ng héa chat. Thanh dinh danh vi khuén ky khi, gbm N3 Bo
20 giéng chira céc hoa chét dong khd va 4ml méi trudng AP1 20A. Dat tiéu chuén
ISO
181|The khéng sinh 43 vi khuAn  |Sir dung cho méy dinh danh va khang sinh db tu dong. Han sir dung > 12 théng.
Gram a4m mi 203 Thé 1am khéng sinh d Gram &m ding véi may VITEK 2
MBi thé chira cic khang sinh chon loc & cac néng d6 khéc nhau, duge shykhovei | N3 | Card
mbi trudng nudi cdy vi sinh
Dat tjéu chuén 1SO
182 Thé khéng sinh db vi khuan | St dung cho méy dinh danh va khéng sinh do tw dong. Han sir dung > 12 théng.
Gram 4m ma 214 Thé lam khang sinh b Gram 4m dung v6i mdy VITEK 2
M3i thé chira cac khéng sinh chon lgc & céc nong dd khac nhau, duge sdykhovoi | N3 | Card
méi tredmg nudi cdy vi sinh
Pat tiéu chuén ISO
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183|Thé khang sinh d6 vi khudn  |Sir dung cho méy dinh danh va khéng sinh dd tu dong. Han sir dung > 12 thang.
Gram &m ma 233 Thé 1am khang sinh 5 Gram 4m ding v6i mdy VITEK 2
M3i thé chira c4c khéng sinh chon loc & céc ndng dd khac nhau, dugc sdy kho voi [ N3 | Card
mbi trrdng nuédi cdy vi sinh
: i 1SO
184| Thubc nhuém Auramin AFB phit quang mau vang sang tuong phan 13 rang trén nén t6i, han sir dung > 24
thang N3 B
1 b6 gbm 2 lo x 250ml
185| Ticarcillin 75pg Thir nghiém khang sinh 43, han sir dung > 36 thang. Hop gém 5 cartridge/6ng/
tuyp nhya, m3i cartridge gdm 50 khoanh gidy dudng kinh 6mm dugc in mét ma Khoan
nhén dang thich hop dang chir ho#c s6 va digc tim mét lugng khang sinh chinh N3 h
Xac
Dat tiéu chufin ISO 13485 hoic twone dwong
186| Dirithromycin 15pg Thir nghiém khéng sinh d5, han sir dung > 36 thing - Khoan
h
187| Trovafloxacin 10pg Thir nghiém khéng sinh d6, han sir dung > 36 thang N3 |Khoan
h
188|Etest Ceftolozane Thir nghiém khang sinh d6 dinh luong, han sir dung > 24 théng N3 | Thanh
189|Etest Tazobactam Thir nghiém khéng sinh d dinh luong, han sir dung > 24 théng N3 | Thanh
190/ P4 phenol Han sir dung > 12 théng N3 gam |
191{Dé Methyl Han sir dung > 12 thang N3 gam
192|Bé méu chuén dé kiém tra Han sir dung > 12 théng
chét lugng xét nghiém dinh
lugng CMV & ngudi, sir dung
ky thudt khuéch dai acid
nucleic .(Tén quoc t¢ WHO N3 Bo
International Standard for
Human Cytomegalovirus for
Nucleic Acid Amplification
Techniques)
193|Kit phat hién hRSV (hRSV  |Sir dung duge cho may Realtime-PCR (Sacycler96, Dtprime), han sir dung > 12
N3 Test
Real-TM ) thang
194|Dung dich TE, pH 7.0, RNase-|Chuyén diing cho xét nghiém sinh hoc phén ti¥, han sir dung > 12 théng N3 Ot
free
195|Glucose-6-phosphate Han sir dung > 24 thang, muc dich sir dung: 12 thanh phén ciia mdi trudmg nudi
y vi khua
196|Mbi trudng Amies Transport |M@i trudng van chuyén bénh phdm duomg hé hap cho nubi cdy, han sir dung > 24
Medium théng il o
197|Khéng sinh Nalidixic acid Dang bot, han sir dung > 12 thang N3 gam
198| Glucose Diing ché tao mi trudng bao quan vi khuan, han sir dung > 24 théng N3 | gam
199| Glycerol D3 tinh khiét 99%, han sir dung >12 thang N3 ml
200|Kit phat hién va dinh lugng |- Sir dung dugc cho méy Realtime-PCR (Sacycler96, Dtprime), han sir dung > 06
BK/JCV bang phuong phdp  |thdng
Real time chRp el s
201|Nudc v triing siéu sach, Chuyén ding phan img Realtime PCR, xét nghiém sinh hoc phén tir, han sir dung N3 Ong
khéng chira Dnase, RNase __|> 12 thang, d6ng g6i dang 6ng 1 ml riéng biét.
202|Nuéc v6 tring siéu sach, Chuyén ding cho pha ché héa chét xét nghiém sinh hoc phan tir, han sir dung > 12 | 15 ml
khong chira Dnase, RNase thang, 500ml/ lo
203|B& IVD kiém soét xét nghiém |- B§ xét nghiém IVD chi dinh lam vit ligu kiém soat xét nghiém dinh lugng BKV
dinh lugng BKV - BO cung cép 4 ndng d6 chét chuin (60 pl/ ndng do) N3 Bo
(REALQUALITY RQ-BKV |- Thiét bj sit dung: m4y real time PCR ¢4 it nhét 2 kénh mau: FAM, HEX v
STANDARD )
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204|B9 xét nghiém IVD dinh - Sir dung dugc cho méy Realtime-PCR (Sacycler96, Dtprime), han sir dung > 04
lIrgng BK virus théng
(REALQUALITY RQ-BKV) |- - Bo xét nghiém IVD dinh luong BK virus (BKV) béng k¥ thuét Real-time PCR
- Ngudn méu: huyét tirong, mau toan phén ngoai vi, nuéc tiéu va dich ndo tiy
- Thong sb ky thuat:
+ D nhay phan tich: 0.74 ban sao/uL. DNA tach chiét; D§ dac hiéu phn tich:
100%
+ Khoang phét hién: 5 - 107 ban sao by gen virus /phan (mg N3 | Test
+ Gene muc tiéu: phan doan gen Large T antigen
- Thanh phén cung cép:
+ B4 kit chinh: BKV Real time mix; PC BKV/BG; IC
- Bj kit phu trg: (cén thiét nhung khéng cung cép kém): REALQUALITY RQ-
BKV STANDARD
205|Dém phosphate 10 mmol/L; |Dém phosphate 10 mmol/L; natri chloride 20 mmol/L; chét tiy < 0.1 %; chét bao
natri chloride 20 mmol/L; quan; pH 7.0. N1 Chai
chét tiy < 0.1 %; chit bao Chai 600ml
quan: pH 7.0,
206|Pém phosphate 300 mmol/L; [Pém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chét tay <0.1 %;
triproPylam'me 180 E'm'noUL; chét bao quan; pH 6. N1 Chai
chét tiy <0.1 %; chit bdo  |Chai 2 lit
quan: pH 6.
207|Céc phan img Cbc dung mAu phan img ding cho xét nghiém thudc phwong phép mién dich dién N1 Céi
héa phat quang
208|Kit xét nghiém Adeno virus | Han diing >24 théng ké tir ngay san xuét. wt | rest
209|Kit xét nghiém Rota virus Han diing >24 thang ké tir ngdy sin xuat. —
210|Kit xét nghiém Rota/Adeno | Han diing >24 thang ké tir ngay san xuét. - re
211|B6 héa chat xét nghiém hoa  |Bd hoa chét xét nghiém hoa hop t6 chirc mé ghép dinh type HLA 16p 1 Locus A
hop t6 chirc mé ghép phat bang k¥ thuat SSO d6 phan giai cao trén Exons 2-3, phil hop véi sinh phim XN
hién HLA 16p 1 logi HLA- A, |khéng thé khang HLA class I NI lo
phtt hop véi may Labscan3D
212|Bé hoa chét xét nghiém hoa  [Bo hoa chat xét nghiém hoa hop t6 chirc mé ghép dinh type HLA 16p 1 Locus B
hop t6 chirc mé ghép phit béng ky thuit SSO d§ phén giai cao trén Exons 2-5, >100 test/lo
hi¢n HLA 16p 1 loai HLA- B, N1 lo
phi hop vdi may Labscan3D
213|B§ hoa chét xét nghiém hoa  |B0 héa chét xét nghiém hoa hop to chirc md ghép dinh type HLA 16p 1 Locus C
hop 6 chirc m6 ghép phat bing ky thust SSO d6 phén giai cao trén Exons 2-7, 2100 test/lo
hién HLA 16p 1 loai HLA- C, N1 lo
phit hop véi mdy Labscan3D
214|B¢ hoa chat xét nghiém hdoa  |Bo héa chét xét nghiém héa hop t6 chirc md ghép dinh type HLA 16p 2 Locus DP
hop td chitc mé ghép, phat  |bing k¥ thuat SSO trén Exons 2-3, >100 test/lp
hién HLA 16p 2 loai HLA- N1 lo
DP, phtt hgp véi may
Labscan3D
215|B6 hoa chét xét nghiém hoa  |Bo hoa chat xét nghiém hoa hop t6 chirc mé ghép dinh type HLA 16p 2 Locus DQ
hop t6 chirc mé ghép, phdt  |béng k§ thuat SSO trén Exons 2-3, =100 test/lp
hién HLA 16p 2 loai HLA- N1 lo

DQ, phi hop v&i may
Labscan3D
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216|Bo kit tach chiét cho mau xét |BO Kit tach DNA tir hat tir vdi 16p silicon dioxide phi trén hat bead tir tinh c6 thé
nghiém HLA phit hop méy hép phu phan tir tich dién &m dé 1am sach acid nucleic khéi miu, >96 test/lo N6 o
tach co san cia bénh vién
217|Bd thé th (Class I) cho xét  |Bo thé thd I6p 1 dang ddng khé cho xét nghi¢m do chéo N3 .
nghiém do chéo ¥
218|B5 thé tho (Class IT) cho xét  |Bo thé thd 16p IT dang dong kho cho xét nghi¢ém do chéo . lo
nghiém do chéo
219|Chét hiéu chuén cho xét B hiéu chuan cho xét nghiém anti TP gom hai mirc néng d9: 4m tinh va duong
nghiém Anti-TP tinh. mirc duong tinh c6 chira huyét thanh ngudi, mdi mirc tdi thiéu 1 ml/lo: TP N3 | Hép
NC: 1mlx 1lo. TP PC: Iml x 1 lo.
220|Chimg am cho xét nghiém do |Huyét thanh déi chimg &m tinh cho xét nghiém do chéo - o
chéo
221|Chimng am cho xétnghiém _|Huyét thanh ddi chimg &m tinh cho xét nghiém khang thé khang HLA, >20 N3 | me
khéng thé khang HLA test/hdp -
222|B héa chét nén cho xét B4 thudc thir co chét cho phan img mién djch c6 chira: Disodium 2-chloro-5-(4-
nghiém mién dich HISCL methoxyspiro{ 1,2-dioxetane-3,2'-(5'-chloro)-tricyclo[3.3.1.13,7 ]decan}-4-yl)-1- N3 Hép
phenylphosphate 0.48mM. Gom 2 lo: R4: 40ml x 1. RS: 70ml x 1
223|Cdn c6 dinh methanol 100% |Cén cb dinh methanol 100% (C5 dinh tiéu ban) N6 o
224|Héa chét lam sach huyét Bao gbm cac hat bead da dugc xir Iy. St dung d€ giam nén cao gay ra boi sy gin
thanh trong xét nghiém khang |két khong dic higu cia trong huyét thanh ngudi véi céc hat latex dugce sir dung N3 lo
thé khéng HLA trong cdc xét nghiém khang thé khang HIL.A. > 25 test/hép_
225|Héba chat xét nghiém PE- Dang dong khé
cojugated Streptavidine ding |PE-conjugated Streptavidin hofc tuong duong NI Lo
trong xét nghi¢m HLA
226|Khéng thé CD41 Khang thé mouse IgG1, clone: P2, Cht huynh quang: PE Budc sng kich thich: - |
488 nm Dinh phét xa: 575nm Déng g6i dang dung dich, 2ml. '
227|Khay Terasaki Khay Terasaki 72 giéng cho xét nghiém do chéo N6 chiéc
228|Kit cai dat xét nghiém Chira 4 lo khang thé danh d4u huynh quang don séc: CD45-FITC-50 test. Buéc
song kich thich: 468-509 nm, Khoang phat xa: 504-541 nm CD45-PE-50 test.
Budc séng kich thich: 486-580 nm, Khoang phat xa: 568-590 nm. CD45-ECD-50 N1 Io
test. Budc song kich thich: 486-580 nm, Khoang phit xa: 610-635 nm. CD45-
PC5-50 test. Bude séng kich thich: 486-580 nm, Khoang phét xa: 660-680 nm
229|Kit xét nghiém mién dich Hon dich khang thé: CD45-FITC/CD4-RD1/CD8-ECD/CD3-PC5 nong d khang
dong té bao Lympho T (CD3, [thé1242,0/0,25/0,5/0,5 pg/ test, 250 test/lo N1 lo
CD4. CD8, CD45)
230|Kit xét nghiém phén loai mién [Hon dich khang thé: Kappa-FITC/Lambda-PE/CD19-ECD/CD5-PC5.5/CD45-
dich dong té bao Lympho B |PC7 chira trong dung dich kali phosphat 0,01 M, NaCl 0,15M, NaN3 va chét 6n N1 lo
(Ong B1) dinh 0.1%, >25 test/lo
231|Kit xét nghiém phén loai mién |Hén dich khang thé: CD20-FITC/CD10-PE/CD19-ECD/CD38-PCS.5/CD45-PC7
dich dong té bao Lympho B |chira trong dung dich kali phosphat 0,01 M, NaCl 0,15M, NaN3 va chét 6n dinh N1 Io
(Ong B2) 0.1%. >25 test/lo
232|Kit xét nghiém phén loai mién |Hdn dich khéng thé: CD2-FITC/CD56-PE/CD7-ECD/CDS5-PC5.5/CD45-PCT
dich dong té bao Lympho T  |chira trong dung dich kali phosphat 0,01 M, NaCl 0,15M, NaN3 va chét én NI lo
(Ong T1) dinh.0.1%. 25 tests
233|Kit xét nghiém phén loai mién [Hdn dich khéng thé: CD8-FITC/CD4-PE/CD3-PC5.5/CD45-PC7 chira trong
dich dong té bao Lympho T  |dung dich kali phosphat 0,01 M, NaCl 0,15M, NaN3 va chét 6n dinh 0,1%, >25 N1 lo
(Ong T2) test/lo
234|Kit xét nghiém phan loai mién |Hon dich khang the: CD7-FITC/CD13-PE/CD34-ECD/CD33-PC5.5/CD45-PC7
dich dong tiry (Ong M) chira trong dung dich kali phosphat 0,01 M, NaCl 0,15M, NaN3 va chét én dinh N1 lo
0.1%, >25 test/lo
235|M4u kiém chuén _ Ché pham gom bach cau va hdng ciu ngudi trong dich 6n dinh chira BSA - i o
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236|Ong mau Ong nhyra mau xanh, kich thuéc 12 x 75 mm. Déng géi theo tiéu chuén KT cia Khong
nha SX paung | o
phén g
nhém
237|Sinh pham xét nghiém sang  |B§ hoa chit 1a hén hop hat bead cho 16p I & II dé san loc khéng thé khéng HLA,
loc khang thé khang HLA 16p [>100 test/ o N1 Io
1va2
238|Taq cho xét nghiém Hla Néng d6 Su/ul Khéng
Dung tich: >75ul/lo ap dyng
phén lo
nhém
239| Thudc thir ding d& phat hién [Héa chét Do lugng Anti-TP (TPAb) trong huyét tuong hogic huyét thanh trén hé
khéng thé anti-TP théng miZn dich ty déng HISCLBao gbm: (1) Héa chit R1: chira khing nguyén
TP téi td hop (Tp15,17,47kDa) dugc dénh d4u biotin 0.85 pg/mL(2) Héa chit R2:
chira hat tir tinh dugc phi streptavidin 5 mg/mL(3) Héa chat R3: chira khang N3 | Hep
nguyén TP t4i td hop (Tp15,17,47kDa) dugc danh ddu ALP 0.13 U/mLKét qua:- :
Dirong tinh: C.0.1 > 1.0- Am tinh: C.0.I < 1.0; 2100 test/hdp. Méi hdp c6 tor
huéng dan sir dung. Tiéu chuén chét hrgng: 1SO 13485
240|Dung dich Trypsin EDTA c¢6 |Dung dich nubi cay té bo. Khon
phenol dé Bao gbm:2.5 g porcine trypsin and 0.2 g EDTA » 4Na per liter of Hanks' i dungg
Balanced Salt Solution with phenol red phan Chai
Dung tich: chai >100ml sl
241|chimg duong 16p 1 choxét  [chimg dwong 16p IT phit hop xét nghiém do chéo Khéng
nghiém crossmach bang flow &p dung
phan | '©
nhém
242|ching duong lop 2 C!]D xét chimg dwong I6p I phii hop xét nghiém do chéo Khéng
nghiém crossmach bang flow Py it
E lo
phén
nhom
243|1gG Antibody, anti-human, Clone: IS11-3B2.2.3 Isotype: IgG1x chudt Loai: khang thé thir cp Phan img: NI o
FITC ngudi :
244|Dung djch nira ding cho mdy |- Muc dich: 1am sach cho c4c bd phén ciia méy phan tich huyét hoc khi tiép xuic
phén tich huyét hoc v6i mAu méu, bao gbm ca budng do va van liy miu. - Thanh phén: Dung | N6 Lo
dich enzyme phén hily protein
245|Ho6a chét xac nhén quy trinh  |Bao gdm 3pm polystyrene lo limg trong méi truémg nude c6 chat hoat dong bé
can chinh hé thong quang hoc |mit va chit bio quan tai ndng do 1x106 fluorospheres/ml. Khoang phat xa
va hé thong dich long huynh quang cita cic thubc nhuém nam trong khoang tir 515-800nm, 640-800nm NI Lo
va 400-500nm khi dugce kich thich béi céc laser 488nm, 633-638nm va 405nm
246|Hoba chat dung trong chuan  |H6n djch chira hén hop fluorosphere (hat phat huynh quang) - loai 10 um, dai
héa cdc b§ phét hién tin xa  |phét huymh quang 515-800 nm khi dugc kich thich & bude séng 488 nm, '- loai 6
thing, t4n xa bén va huynh pm, dai phédt huynh quang 640-800 nm khi durgc kich thich & buéce séng 635 nm N1 Lo
quan va " loai 3 um, dai phat huynh quang 400 dén 500 nm khi dugc kich thich &
bugc séne 405 nm o
247|Kit cai dit xét nghiém Dung dich'hat bt cip khang thé chira hai lg h:at 3.0-3,4 pm § trang théi lo ling, Khéng
nbng d9 xép xi 1 x 107hat / mL. Hat khang thé 4m tinh (dbi ching 4m) khéng lién o
két véi khang thé két hop huynh quang. Hat duong tinh duoc phii mét chét gin ¢ h::g Lo
IgG s& lién két tat ca cac kiéu hinh khang thé chudt, ciing nhu khéng thé IgG cia ﬁh Pl

chudt ddng va thé
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248|Khang thé CD61 gén huynh  |Khang thé chugt IgG1, Clone: $Z21, Cht huynh quang: PCS.5 Bude song kich [y s
quang PC5.5 thich: 488 nm Dinh phéat xa: 692nm &p dung
phén Le
nhém
249|Xét nghiém dinh tinh va bdn  |Phuong phép: Ngung két carbon
dinh lugng Syphilis RPR N3 | Hép
250|Héa chét nhuém ndi bao Dung dich duc 15 mang t€ bao - Thanh phan: Chat thir I: Fixation (3x5ml) Chat - i
thir 2: Premeability (3x5ml) v
251|Khéng thé CD33 Khang thé mouse IgG1, clone: D3HL60.251, Chat huynh quang: PE Buéc séng N3 o
kich thich: 488 nm Dinh phét xa: 575nm
252|CD13 Pénh diu huynh quang |Khéng thé chudt 1gG1, Clone: Immu103.44, Chét huynh quang: ECD Buéc séng | lo
ECD kich thich: 488 nm Dinh pht xa: 613 nm
253|HLA-DR Danh ddu hugnh  |Tinh Dic hiéu: HLA-DR, Clone: Immu-357.

quang PC7 Globulin mién dich: IgG1 N3 1
Chét huynh quang: R Phycoerythrin-Cyanine 7 (PC7) Budc séng kich thich: 488 .
nm Dinh birc xa: 770 nm

254|Khéng thé CD 19 Tinh dic hiéu: CD19, Dong: J3-119
Kiéu mién dich: IgG1 N3 o
Chét huynh quang: PC5 :
¢ Budc séng kich thich: 488 nm Dinh nm:imgm
255|Khéng thé Anti- Khéng thé mouse IgG2a; clone: CLB-MPO-1. Chat huynh quang: FITC Buée NG ,
Myeloroxidase séng kich thich: 488 nm inh phat xa: 525nm e
256|Khang thé Anti-FMC7 Khang thé mouse IgM, clone: FMC7, Chat huynh quang: FITC Budc séng kich . i
thich: 488 nm Dinh phét xa: 525nm o
257|CD20 Panh déu huynh quang |Tinh dic hi¢u: CD20 Clone: B9E9

APC Globulin mién dich: I[gG2a N3 o
Chat huynh quang: APC ]
Budc séneg kich thich: 633/ 638 nm Dinh phét xa: 660 nm

258|Khéng thé CDla Khang thé mouse IgG1, clone: BL6, Chat huynh quang: PE Buéc séng kich N3 |
thich: 488 nm Dinh phét xa: 575nm i
259|CD5 Danh du huynh quang | Tinh DZc hiéu: CDS5, Clone: BL1a.

PC7 Globulin mién dich: IgG2a N3 s
Chét huynh quang: R Phycoerythrin-Cyanine 7 (PC7) Bué6c s6ng kich thich: 488 .
nm Pinh birc xa: 770 nm

260|CD4 Danh déu huynh quang |Tinh dic hiéu: CD4 Clone: 13B8.2

APC Globulin mién djch: IgG1 N3 1
Chét huynh quang: APC B
Burde song kich thich: 633/ 638 nm Dinh phat xa: 660 nm

361|CD25 Danh diu huynh quang | Tinh Dac higu: CD25 Clone: B1.49.9 Té béo lai: NS1 x balb/c Chat khéng

PE nguyén: Té bao lympho T dugc kich hoat. Globulin mién dich: IgG2a Chét huynh N3 i

quang: R Phycoerythrin Buéc séng kich thich: 488 nm Pinh birc xa: 575 nm ¥
262|Khéng thé CD64 Khang thé mouse IgG1; clone:22, Chat huynh quang: FITC Buée séng kich - o

thich: 488 nm Dinh phit xa: 525nm i
263|CD11b Pénh dau huynh Khéng thé mouse 1gG1, clone: Bearl, Chat huynh quang: Fluorescein N3 |

quang FITC isothiocyanate (FITC) Budc song kich thich: 488 nm Dinh phat xa: 525nm v

264|CD10 Danh diu huynh quang |Tinh dic hi¢u: CD10, Dong: ALB1

PC5 Kiéu mién dich: IgG1 N3 |
Chét huynh quang: PC5 ¢
Budc kich 14 Dinh phat xa: 670 nm

265|Khéng thé CD117 Khang thé mouse IgG1 kappa, clone: 104D2D1, Chat huynh quang: APC Butc % 1
song kich thich: 633/ 638 nm Dinh phit xa: 660 nm ol

266|Khang thé CD61 "Khéang thé mouse IgG1, clone: SZ21, Chét huynh quang: FITC Budc séng kich N3 o
thich: 488 nm Pinh phat xa: 525nm Déng gbi dang dung dich. " *

267|Khéng thé CD16 " Khéng thé mouse IgG1, clone: 3G8, danh déu huynh quang PCS5. Budc séng N3 -
kich thich 488 nm, phit xa 670 nm. Péng g6i dang dung dich. " S
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268|Khéng thé CD2 "Khéng thé Rat [g62a, clone: 39C1.5, Chat huynh quang: PC7 Buéc séng kich N3 |
thich: 488 nm Dinh phat xa: 770 nm Déng géi dang dung dich." 2
269|Khéng thé CD38 Khéng thé mouse IgG1, clone: LS198-4-3, Chét huynh quang: PC5.5 Budc séng N3 I
kich thich: 488 nm Pinh phat xa: 692nm A
270{CD27 Pénh du huynh quang |Khang thé dic hiéu: CD27 Khang thé chudt IgG1, Clone: 1A4CD27, Budc séng N3 I
PC7 kich thich: 488 nm Dinh phat xa: 770 nm_ ?
271|CD56 Pénh déu huynh quang |Tinh P4c higu: CD56, Clone: N901.
PC7 Globulin mién dich: [gG1 N3 o
Chét huynh quang: R Phycoerythrin-Cyanine 7 (PC7) Buéc séng kich thich: 488
nm Pinh biic xa: 770 nm i
272|Khang thé CD 19 "Khéng thé mouse IgG1 kappa, clone: J3-119, Chat huynh quang: PC7 Budc N3 I
séng kich thich: 488 nm Dinh phét xa: 770 nm b
273|Kit dém té bao gbc Thudc thir Stem-Kit Reagents bae gdm: - Thudc thit CD45-FITC/ CD34-PE
(45/34): 12 hén hop khang thé don dong J33 va 581 cdng hop FITC va PE -
Thudc thir CD45-FITC/ IsoClonic Control-PE (45 / CTRL): 14 h3n hop khang thé | - o
don dong 581 (d&c hiéu CD34) cing hgp va khong cfng hgp PE. - Stem-Count
Fluorospheres. - 7-AAD Viability Dye. - Dung dich ly giai NH4Cl] 10X.
274|Héa chit hiéu chudn cho cic  |Pugc diéu ché dya trén chit nén ngudn goe tir ngudi 6 cac thong s6 sau:
xét nghiém: Albumin, albumin, calcium, cholesterol, creatinine, glucose, iron, lactic acid, magnesium,
Calcium, Cholesterol, phosphorus, total protein (tir vét liéu albumin c6 ngudn gbc tir ngudi),
Creatinine, Glucose, Iron, triglyceride, urea nitrogen (urea), va uric acid. Sodium azide la chét bao quan. Pat N3 Hé
Lactic Acid, Magnesium,  |tiéu chudn chét luong ISO 13485 P
Phosphorus, Total Protein,
Triglyceride, Urea Nitrogen
va IIric Acid
275|Chét chuén cho cac xét Dang Iong, thanh phan: dung dich dém, chét bao quan N3 H
nghiém Protein déc biét o
276|Chét chuin hFSH - Thanh phan: SO: Chét nén albumin huyét thanh bo (BSA) dém c6 chét hoat dong
bé mat, < 0,1% natri azit, 0,5% ProClin 300. C6 chira 0 mIU/mL (IU/L) hFSH.
S1, S2, S3, S4, S5: hFSH l4n lugt & ndng d¢ x4p xi 1, 10, 50, 100 va 200 N1 | Hop
mIU/mL (TU/L) trong chét nén dém BSA c6 chat hoat déng bé mat, < 0,1% natri
azit va 0,5% ProClin 300
277|Chét kiém chimg ChemTrak |Chét kiém chimg dang long diéu ché tir huyét thanh ngudi ding cho céc xét
cho céc xét nghiém sinh héa  nghiém sinh héa thuémg quy mitc 2. Cac mirc néng d6 chét phén tich duoc diéu NI L
thuéng quy mirc 2 chinh tir céc chiét xuat tir dong vét khac nhau va cic vit liéu phi protein khac gbm 9
sf 41 thudc, chét chuvén héa va céc héa chét tinh khiét,
278|Chat kiém chimng diing cho Dang bt dong khé, chira beta2-Microglobulin nguoi.
xét nghiém beta2- %
Microglobulin véi mau nuéce B2 | Wie
tiéu
279|Control xét nghiém Protein Huyét trong ngudi duge tach 16p va kinr nuée bing dém mudi phosphate. Chat N3 Ho
bn dinh natri azit 0.095% 2
280{Dién cyc chay xét nghiém Pién cuc ch?y xét nghiém dién giai (Na+, K+,Cl-) Khong
dién giai (Na+, K+,Cl-) Dat tiéu chuén chat lrong 1SO 13485 ép dyng
ohée Cai
nhém
281|Pinh Irgng Apo Al Hoa chat dung cho xét nghiém APO Al; dai do: 0.4-2.5 g/L; phuong phap:
Immunoturbidimetric. Thanh phén: Polyethylene glycol 6000 3,5% w/v; Khang N1 Hop
thé dé khang Apo Al antibodies = 0.14 /L.
282|Dinh luvgng Haptoglobin Héa chat ding cho xét nghiém Haptoglobin; dai do: 0.3-4.0 g/L; phwong phéap:
Immunoturbidimetric. Thanh phén: Khéng thé d& khang haptoglobin ngudi néng N3 Hép
d6 dao done.
283(Dung dich hiéu chuén xét Mau chuén Specific Proteins ulticonstituent dugc diéu ché tir khang thé ngudi
nghiém dinh lugng gélm IgA, IgG, 1gM, C3, C4, haptoglobin, va ménh transferrin trong huyét thanh N3 H6
Transferrin, IgG, IgA, IgM,  |ngudi. Pat tiéu chudn chét lugng ISO 13485 P
C3, C4. Haptoglobin g
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284|Dung dich kiém tra chét Mau chimg huyét thanh déng khd chira CK-MM gbe tir ngudi va CK-BB chiét
lrong xét nghiém dinh lugng | xuét tir nZo lon dn dinh trong chat nén albumin bd. Dat tiéu chuén chit wgng ISO | N3 | Hép
CK-MB 13485
285|Dung dich kiém tra chat M3u chimg dang long chira huyét thanh ngudi va cystatin C ngudi téi t6 hgp on
luong xét nghiém dinh lwong  |dinh biing cach thém chét bao quéan (sodium azide 0,09%). Dat tiéu chuén chét N3 | Hép
Cystatin lirgng 1SO 13485
286|Dung djch pha logng méu - Thanh phan: Chét pha loding Chét nén albumin huyét thanh bd (BSA) dém c6 N1 | ms
chéit hoat tinh bé mat. < 0,1% natri azit, 0.5% ProClin 300. P
287|Dung dich pha lodng 1 Chai (5 mL) chira dung djch &ém TRIS. Chat bao quéan: Sodium Azide. Pat tiéu N3 Hé
Progesterone chun chét luong ISO 13485 op
288|Dung dich rra Alkaline NaOCl 4,0 g/L, NaOH 1,1 mol/L, KOH 36,5 mmol/L. Dat tiéu chuén chét lugng "
N3 Hép
1SO 13485
289|Hoa chat chudn xét nghiém | Dung dich hiéu chudn xét nghiém dinh luong Elecsys Everolimus, dugc ding dé
Everolimus chufn xét nghiém dinh lvgng Elecsys Everolimus trén may xét nghiém mién dich
Elecsys va cobas e. MAu chuén dong khd ldy tir m4u ngudi chira Everolimus véi
hai khoang ndng do
Thuéc thir - dung dich tham gia xét nghiém N1 | Hop
= EVL Call: 3 chai, mdi chai 1.0 mL mau chuén 1
» EVL Cal2: 3 chai, m&i chai 1.0 mL m&u chuan 2
Everolimus véi hai khoang néng d6 (khoang 1 ng/mL va khoang 25 ng/mL) trong
290{Hoéa chat diing cho xét Héa chit diing cho xét nghiém a-2 Macroglobulin. Hop N3 H6
nghiém a-2 Macroglobulin 1x10mLAb.Ret..5x25mLBuffer P
291|Héa chét ding cho xét R1: 2-amino-2-methylpropanol > 1,2 mol/L. Magnesium > 7,2 mmol/L.Zinc
nghiém Alkaline Phosphatase [sulfate > 3,6 mmol/L.HEDTA > 7,2 mmol/L. R2: 4-nitrophenyl phosphate > N3 Hé
(ALP) 171,6 mmoV/L. Chét bao quén ProClin. Pat tiéu chufn chit lugng ISO 13485. P
Hop 1500
292|Hoa chat hiéu chuan cho xét |Hoa chét hiéu chufn cho xét nghiém apo Al va Apo B. Thanh phan: Cht nén
nghiém apo Al va Apo B huyét thanh ngudri dang 16ng c6 chira cac lugng khéc nhau ciia apolipoprotein Al N1 Hép
ngudi apolipoprotein B ngudi.
293|H6a chit hiéu chuan cho xét |6 Chai (4,0 mL mbi chai) mAu chun. Mu chuan A - F c6 thanh phéan Ia dung
nghiém dinh lrgng 25-OH  |dich dém PBS va huyét thanh ngudi. Mu chuén B - F ¢6 cac nong df khéc nhau o .
Vitamin D cua 25-OH Vitamin D. Chét bao quéan: ProClin 950, Sodium Azide. Pat tiéu P
chufn chat hrong 1SO 13485.
204|Hoa chat hiéu chuan cho xét | Chira albumi huyét thanh ngudiSodium azide (< 0,09%) dugc thém vao nhu chat
nghiém dinh lugng Albumin |béo quan. Cal 1: 5 (ug/mL ho#ic mg/L). Cal 2: 25 (ug/mL hodc mg/L). Cal 3: 100 N3 Hop
(pg/mL hodc mg/L). Cal 4: 300 (ug/mL hodc mg/L). Cal 5: 500 (pg/mL hodc
me/L). Pat tiéu chudn chét luong 1SO 13485, _
295|Héa chét hiéu chudn cho xét  |MAu chufn A chira thém thé tich dé sir dung nhur chét pha loZng cho cic mAu thir
nghiém dinh lugng nim ngoai khoang dao ddng (xem phén thong tin pha loéng ciia huéng dan sir
Cyclosporine dung). MAu chun A - F dugc didu ché véi mau toan phén dd qua xir ly. Mau N3 | Hop
chuén B - F chira cyclosporine. Dat tiéu chuén chét hrgng ISO 13485.
296|Hoéa chét hiéu chudn cho xét  |Calibrator A (CAL A), Calibrator B (CAL B), Calibrator C (CAL C), Calibrator
nghiém dinh lugng Folate D (CAL D), Calibrator E (CAL E), va Calibrator F (CAL F) dugc diéu ché trong
dung dich dém TRIS véi chit én dinh protein (tir huyét thanh albumin nguéri). N3 Hé
M3u chuén B - F chira contain pteroylglutamic acid (PGA). Chét bio quén: P
Sodium Azide. Dat tiéu chuén chit lwgng ISO 13485. Hop Hop 6x2mL
297|Héa chét hiéu chuin cho xét [Calibrator A (CAL A), Calibrator B (CAL B), Calibrator C (CAL C), Calibrator
nghiém dinh hrong HE4 D (CAL D), Calibrator E (CAL E), va Calibrator F (CAL F) dugc diéu ché trong
dung dich dém PBS vdi chit én dinh protein (tir bd). Chat béo quan: ProClin 300. | N3 | Hop
Pat tiéu chufn chét lugng ISO 13485.
298|Hda chat hiéu chuan cho xét |M&u chuin A - F ¢6 thanh phan dung dich dém phosphate. M&u chuén B - F ¢6
nghiém dinh hrong thanh phan S-adenosyl-L-homocysteine dugc diéu ché theo phuong phép trong N3 | Hép
HOMOCYSTEINE luong. Chét bio guan: Sodium Azide.
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299|Hoa chat hiéu chuan cho xét |Mau chuin A c6 thanh phin 12 dung dich dém TRIS véi chat 6n dinh protein (tr |
nghiém dinh lugng Myoglobin |bo). MAu chudn B - F ¢6 thanh phén 12 myoglobin ngu¥i trong dung dich dém N3 Hb
TRIS véi chét én dinh protein (tir bd). Chét bdo quan: sodium azide. P
300|Ho6a chét hiéu chudn cho xét |Calibrator 1 chita dung dich dém MOPSO viéi chét 6n dinh protein (tir bo).
nghiém dinh luong Calibrator 2 chira pepsinogen I (tir ngudi) trong dung dich dém MOPSO véi chat N3 | me
Pepsinogen | én dinh protein (tir bd). Chét bao quéan: ProClin 300. Dat tiéu chuén chit luong P
1SO 13485.
301|Hoa chat hiéu chuin cho xét  |Calibrator 1 chira dung dich dém MOPSO vdi chét 6n dinh protein (tir bd).
nghiém dinh lugng Calibrator 2 chira pepsinogen II (tir ngudi) trong dung dich d&m MOPSO véi chat N3 Hé
Pepsinogen 11 dn dinh protein (tir bd). Chét bao quan: ProClin 300. Pat tiéu chuén chét lugng P
ISO 13485.
302|Héa chat hiéu chun cho xét |+ 1 Chai (8 mL) mu chimg néng dd thap trong dung dich dém borate.
nghiém dinh lugng vitamin [+ 1 Chai (8 mL) miu chimg ndng d$ trung binh chira cyanocobalamin trong huyét
B12 thanh nguoi. N3 Hép
» 1 Chai (8 mL) mu chimg ndng d6 cao chira cyanocobalamin trong dung dich
dém borate
303|Hoa chét kiém tra chat lugng [M&u chimg ndng 46 thap (CONTROL L), M2u chimg néng d6 trung binh
cho xét nghi€ém dinh lugng (CONTROL M ), vad M4u chimg ndng dé cao (CONTROL H ). M&u chimg chira
Folate pteroylglutamic . . N3 | Hép
acid (PGA) trong dung dich dém TRIS véi chat 6n dinh protein (albumin huyét
thanh ngudi). Chit bio quéan: Sodium Azide.. Pat tiéu chuén chét lugng ISO
13485
304|Hoa chat kiém tra chat lugng |» 1 Chai (8,0 mL) MAu chimg nong d¢ thap c6 thanh phan 1a 25-OH vitamin D
xét nghiém dinh lrong 25-OH |duroc diéu ché trong dung dich dém PBS v6i huyét thanh ngudi. Chat bao quan:
Vitamin D ProClin 950, Sodium Azide.
« 1 Chai (8,0 mL) M&u chimg ndng d6 trung binh c6 thanh phan 14 25-OH vitamin
D dugc diéu ché trong dung dich dém PBS v&i huyét thanh ngudi. Chét bao quan: | 3 | g op
ProClin 950, Sodium Azide.
= 1 Chai (8,0 mL) MAu chimg ndng d6 cao c6 thanh phén 12 25-OH vitamin D
durgc didu ché trong dung dich dém PBS vdi huyét thanh ngudi. Chét bao quan:
ProClin 950, Sodium Azide.
a,\‘_tj,éu_c]:_uan chit iromeg IS0 13485
305[Héa chét kiém tra chét hrong |Chira albumin huyét thanh ngudi. Sodium azide (< 0,09%) duge thém vao nhu
xét nghiém dinh hugng chét bao quan. Control 1: 20 dén 40 (pg/mL hoiic mg/L). Control 2: 75 dén 105 N3 Hop
Albumin mL hoc mg/L). Dat tiéu chuén chét lrong 1SO 13485.
306|Héa chat kiém tra chét lugng |Mau chimg chira huyét tuong ngudi ducng tinh va &m tinh véi anti-CCP trong
xét nghiém dinh lugng Anti- [dung dich dém phosphate. Chét bao quan: Sodium Azide. Dat tiéu chuin chét N3 Hép
CCP_____ ’ lugng 1SO 13485.
307|Héa chét kiém tra chét lugng |[Homocysteine Controls cé thanh phan L-homocysteine dugc xir ly trong huyét
xét nghiém dinh hrgng thanh ngurdi va dém phosphate. Chat bao quén: sodium azide. N3 Hop
HOMOCYSTEINE :
308|Hoa chit kiém tra chat lugng  |M3u chimg Myoglobin. Mau chimg c6 thanh phan myoglobin (ngudi) trong dém
xét nghiém dinh lugng BES c6 chét dn dinh protein tir ngudi. Chét bao quan: natri azide va tic nhin N3 | Hép
Myoglobin khéng vi sinh vt
309|Héa chét kiém tra chit luong |MZu chuén A chira dém Borate véi chit én dinh protein (huyét thanh ngudri)
xét nghiém dinh lugng » 5 chai (4mL m¥bi chai) mAu chuén B-F chira cyanocobalamin trong dém borate N3 Hé
vitamin B12 véi chit bn dinh protein (huyét thanh ngudi) L
310|Héa chét xét nghiém Dai do: 26.2 umol/L - 600 pmol/L, phuong phép do: GLUTAMATE N3 Hé
Ammonia DEHYDROGENASE. Hop 1x20ml+1x7mL i
311|Héa chét xét nghiém dinh Thanh phén:
lugng Acid Phosphatase - R1: a-Naphthylphosphate disodium salt 3 mmol/L; 4-Chloro-2-
methylbenzenediazonium salt 1 mmol/L N3 Hép

- Liquid Stabilizer: Acetate buffer 3 mol/L.
Hoép 623 test
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312

Héa chét xét nghiém dinh
lurgng Albumin

R1: Good’s buffer 1.03%, Sodium chloride 1.48%, Sodium hydroxide < 0.14%.
R2: TRIS buffer 1.17%, Anti-human albumin antibody (goat) 0.17% Sodium
chloride 1.14% Hydrochloric acid < 0.9%, Sodium azide 0,09%. Dat tiéu chun
chét lrong 1SO 13485, Hop 500 test

N3

Hop

313

Héa chit xét nghiém dinh
lugng Beta-2-Microglobulin

R1: (Buffer) 4 x 6 mL Dung dich dém Phosphate 40mM pH 6,5 chira albumin
huyét thanh bb.

R2: (Reagent) 4 x 3 mL Dung dich huyén phii gém céc hat latex

polystyrene phii khéng thé IgG (tho) khang khang nguyén P2M trong chét dém
chira albumin huyét thanh b

Hoép 100 test

N3

314

Hoéa chat hiéu chuan xét
nghiém dinh lugng CK-MB
Cal

R1: midazole buffer (pH 6.1) 125 mmol/L,Glucose 25 mmol/L,N-acetyl-L-
cysteine 25 mmol/L,Hexokinase (phosphorylating) > 52 pkat/L,LEDTA 2,5
mmol/L,Magnesium acetate 12,5 mmol/L, NADP 2,5 mmol/L, Anti-CK-M
monoclonal antibodies (mouse) > 2.000 U/L, sodium azide (< 0,1%).R2:
Creatine phosphate (pH 9.5) 100 mmol/L,ADP 10 mmol/L,AMP 25
mmol/L,Diadenosine 5-phosphate 0,05 mmol/L,G6P-DH 2> 125 pkat/L,sodium
azide (< 0,1%). Dat tiéu chufn chét lugng ISO 13485. Hop 2x53/ 2x16

N3

Hop

315

Hoa chét xét nghiém dinh
lugng C-peptide

» MICROPARTICLES: I Chai (6,5 mL) Anti-human C-peptide (chu6t, khéng thé
don dong) phii trén vi hat trong dung dich dém TRIS. Néng d9 t6i thiéu: 0,05%
ran. Chéit bao quan: ProClin 300, ProClin 950.

« CONJUGATE: 1 Chai (5,9 mL) Chét két hop anti-human C-peptide (chubt,
khéng thé don dong) c6 d4nh d4u acridinium trong dung dich dém MES véi chat
dn dinh protein (tir bd) va chét tiy. Nong d tdi thiéu: 0,1 pg/mL. Chit bao quén:
sodium azide.

= ASSAY DILUENT: 1 Chai (10 mL) Assay Diluent chira dung dich dém MES
v6i chit dn dinh bé mat va chét chin protein (bd, chuét). Chét bio quan: ProClin
300, ProClin 950.

5 1SN 12488 AN 100 tact

N3

Hop

316

Hoa chat xét nghiém dinh
lrgng Cyclosporine

MICROPARTICLES: 1 Chai (8 mL) Anti-cyclosporine (khéng thé don dong,
chuét) ph trén vi hat trong dung dich dém MOPS véi chét én dinh protein (tir
bb). Néng d8 i thidu: 0,09% rin. Chét bio quén: sodium azide va ProClin 950.

» CONJUGATE: 1 Chai (12 mL)Chét két hgp cyclosporine c6 danh ddu
acridinium trong dung dich dém citrate v6i chét tdy. Néng db t6i thiéu: 0,60
ng/mL. Chat bio quan: ProClin 300.

* ASSAY DILUENT: 1 Chai (10 mL) Dung dich pha loang xét nghiém chita dung
dich dém MES va NaCl. Chét bao quan: ProClin 300. Pat tiéu chuén chét Iuong
ISO 13485. Hop 100 test

N3

Hép

317

Hoa chit xét nghiém dinh
lugng Cystatin C

R1: Tris buffer (pH 8,5) < 100 mmoV/L. Chét irc ché protein huyét thanh sach (
thd) < 2,5 %. Chét én dinh va chét bao quan. R2: Glycine buffer (pH 7,3) < 170
mmol/L. Khéng thé khang cystatin C don dong (tho) hép thu trén hat latex 0,09
%. Chét on dinh va chat bao quan natri azide (<0,1%). Dat tiéu chudn chét lrong

N3

I1SO 13485, Hép 500test
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318|Hoa chit xét nghiém dinh

lugng Folate

- MICROPARTICLES: 1 Chai (6,6 mL) Protein gén véi anti-Folate (chuft, khing
thé don dong) bét cap véi vi hat gin két 4i luc véi Folate Binding Protein (bd),
trong dung dich dém TRIS véi chat én dinh protein (tir albumin huyét thanh ngudi
va d&). Néng db tbi thiéu: 0,08% rén. Chét béo quéan: sodium azide va céc tac
nhéin khéng vi sinh vat.

« CONJUGATE: 1 Chai (29 mL) Acid Pteroic (PTA) - chét két hop c6 danh déu
acridinium trong dung dich dém MES véi chét én dinh protein (tir lgn). Néng 6
161 thidu: 4 ng/mL. Chit bao quéan: T4c nhén khang vi sinh vat.

« ASSAY DILUENT: 1 Chai (5,9 mL) Dung djch pha loang xét nghiém Folate c6
thanh phin 12 dung dich dém borate. Chét bao quén: sodium azide va cdc tic nhn
khang vi sinh vt.

« PRE-TREATMENT REAGENT 1: 1 Chai (50,2 mL)Thudc thir Tién xir Iy 1 ciia
Folate chira potassium hydroxide.

. PRE-TREATMENT REAGENT 2: 1 Chai (6,6 mL)Thudc thir Tién xir 1y 2 ctia
Folate chira dithiothreitol (DTT) trong dung dich dém acid acetic c6 EDTA.

« SPECIMEN DILUENT: 1 Chai (5,5 mL) Dung dich pha lozng mu c6 dung
dich dém TRIS véi chét 4 dinh protein (albumin huyét thanh ngudi). Chét bdo
quan: sodium azide.

Dat tiéu chudn chét hrong 1SO 13485. Hop 100 test

319|Héa chét xét nghiém dinh

lugng Haptoglobin

Thanh phan: Haptoglobin dugc cung cap & dang long, san cho sir dung, bd hai
thude thir bao gbm:

- R1: Polyethylene glycol 30 g/L va TRIS 100 mmol/L

- R2: Anti-human haptoglobin goat serum 50% va TRIS 100 mmol/L

Hoép 230 test

320|Héa chét xét nghiém dinh

lugng HOMOCYSTEINE

Théanh phan:

- Microparticles: Anti-S-adenosyl-L-homocysteine (chudt, khing thé don dong)
phii trén vi hat trong dung dich dém BIS-TRIS c6 chét hoat tinh bé mit. Nong 46
t&i thidu: 0,1% rén. Chét bao quén: natri azide va céc tac nhén khéng khuan khac.
- Conjugate: S-adenosyl-L-cysteine (SAC) c6 danh déu acridinium trong dung
dich dém citrate v6i chét hoat tinh bé mit va on dinh protein (tir bd). Néng d tbi
thiéu: 1 ng/mL . Chét bao quéan: ProClin 300.

- Enzyme: S-adenosyl-L-homocysteine hydrolase (SAHHase) tai td hop trong
dung dich dém 4-(2-hydroxyethyl) piperazine-1propane sulfonic acid (EPPS).
Chét bao quén: natri azide.

- Reductant: Dithiothreitol (DTT) trong dung dich dém citrate.

Hép 100 test

ok Crp~ ==

321|Héa chét xét nghiém dinh

hrong Insulin

« MICROPARTICLES: 1 Chai (6,6 mL) Khang thé khang insulin ngudi (chudt,
don dong) phii trén vi hat trong dung dich dém MOPS véi chét 6n dinh protein
(bd). Nong d6 tbi thiéu: 0,08% rén. Chét bao quén: sodium azide va c4c téc nhan

|khang khuén khéc.

» CONJUGATE: 1 Chai (5,9 mL) Khéng thé khang khang nguyén insulin ngudi
¢6 danh diu acridinium (don dong, chuft) két hop trong dung dich dém MES véi
chét &n dinh protein (bd). Nong d0 téi thiéu: 0,09 pg/mL. Chét bao quan: sodium
azide va cac tAc nhan khéng khuén khéc.

Diat it chubn cht hcno 190 13485 Han 100

Nhém Pon
»T vij tinh
crr14) [V
N3 Hép
N3 Hop
N3 | Hop
N3 | Hop
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322

Hoéa chét xét nghiém dinh
hrgng Myoglobin

Thanh phén:

- Microparticles: Antl-myoglobm (chuot, khéng thé don dong) phil trén vi hat
trong dung dich dém TRIS vdi chét dn dinh protein (bd). Néng d6 tbi thidu:
0,10% rén. Chit bao quan: Téc nhén khang vi sinh vat.

- Conjugate: Chit két hgp Anti-myoglobin dénh déu acridinium (chudt, khang thé
don dbng) trong dung dich dém MES véi chét 6n dinh protein (tir bo). Néng do
t6i thiéu: 150 ng/mL. Chat bio quan: ProClin 300.

- Diluent: Dung dich pha lcang méiu Myoglobin chira

dung dich dém TRIS vdi chét én dinh protein (tir bd). Chét bao quan: sodium

azide
HAA 100 test

N3

Hgp

32

(75 ]

Héa chét xét nghiém dinh
lugng NGAL trong nuée tiéu

« MICROPARTICLES: 1 Chai (6,6 mL/27,0 mL) Anti-NGAL (chudt, khang thé
dcm dong) phu trén vi hat trong dung dich dém TRIS véi chit

5n dinh va thy protein (tir bd). Nong 46 tbi thiéu: 0,08% rén. Chat bao quén:
ProClin 300. » CONJUGATE: 1 Chai (5,9 mL/26,3 mL) Anti-NGAL (chuét,
khéng thé don dong) chét két hop c6 danh du acridinium trong dung dich dém
TRIS véi chit 4n dinh va tiy protein (tit bd). Nong d6 t6i thiéu: 200,0 ng/mL.
Chét bao quan: ProClin 300. Dat tiéu chudn chét lugng ISO 13485. Hop 100 test

N3

Hop

324

Hoa chét xét nghiém dinh
lrgng Tacrolimus

MICROPARTICLES: 1 Chai (6,6 mL) Anti-tacrolimus (khéng thé don dong,
chudt) phﬁ trén vi hat trong dung dich dg-.m EDTA véi chét én dinh protein (tir
bd). Néng d6 tdi thiéu: 0,09% ran. Chit bao quéan: sodium azide va ProClin 950.
CONJUGATE: 1 Chai (7,8 mL) Chét két hgp tacrolimus ¢ danh déu acridinium
trong dung d}ch dém citrate véi chét n dinh protein (tir bd). Néng d6 t6i thiéu:
5,0 ng/mL. Chét bao quan: ProClin 300. + ASSAY DILUENT: 1 Chai (10 mL)
Dung dich pha loang xét nghiém chira dung djch d¢m MES va sodium chloride.
Chét bao quén: ProClin 950 va ProClin 300, Dat tiéu chuén chét lugng 1SO

13485. Hop 100 test

N3

Hop

325

Hoéa chit xét nghiém dinh
lugng Transferrin

Hop 5 cap R1 vaR2

R1 Hoat chét: Polyethylene glycol (21 g/L). Thanh phin khéng
phan ing: dung dich dém. Chét bao quén: natri azide (0.1%).
R2 Hoat chét: Khang thé khéng transferrin ngudi trong huyét
thanh dé (< 50%). Thanh phén khéng phan img: dung dich dém.
Chét bao quan: natri azide (0.1%).

Hén 5x20 ml Sx9ml

N3

Hép

326

Hoa chit xét nghiém dinh
lrong vitamin B12

TP:

« 1 Chai (6,6 mL) vi hat tir (MICROPARTICLES) chita yéu t6 néi (tir lon) phu
trén vi hat.

+ 1 Chai (5,9 mL) chét danh déu ph:&t quang (CONJUGATE) chira chét két hop
B12 danh déu acrinidium. Nong d t6i thiéu: 0,7 ng/mL

+ 1 Chai (10 mL) dung djch pha loéng xét nghiém (ASSAY DILUENT) chira
dung dich dém borate véi EDTA

« 1 Chai (27 mL) dung dich tién xit Iy 1 (PRE-TREATMENT REAGENT 1) chira
1,0 N sodium hydroxide v6i 0,005% potassium cyanide.

« 1 Chai (3,2 mL) dung dich tién xi Iy 2 (PRE-TREATMENT REAGENT 2)
chira alpha monothioglycerol va EDTA.

« 1 Chai (3,3 mL) dung dich tién xir Iy 3 (PRE-TREATMENT REAGENT 3)

chira cobinamide dicyanide.
Life 100 tact

N3

Hop

327

Hop que thir xét nghiém tong
phén tich nuéc tiéu 10 théng
s6 bén ty dong

Xac dinh cac thong s6 nudc tiéu trén méy tu déng: Bilirubin, Urobilinogen,
Ketones (Acetoacetic acid), Ascorbic acid, Glucose, Protein (albumin), méau, pH,
Nitrite, Leukocytes va ty trong nudc tiéu. Hop 150stick/box

N3

Hop

328|Ong ly tim TDX

Ong ly tAm Plastic. Pat tiéu chuin chat lugng 1SO 13485. hép 100 cai

N3

Hop
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329|Hoa chat xét nghiém dinh |- MICROPARTICLES: 1 Chai (6,6 mL) Anti-BNP (chugt, khang thé don dong) -
lugng BNP phil trén vi hat trong dung dich dém TRIS véi chét én dinh protein (bd, chudt).
Néng do tbi thidu: 0,07% rén. Chét bao quan: sodiumazide va ProClin 950.
- CONJUGATE: 1 Chai (5,9 mL) Anti-BNP (chugt, khang thé don dong) chét két
hop c6 d4anh d4u acridinium trong dung dich dém MES véi chét én dinh protein
(tix bd). Ndng do téi thidu: 0,1 pg/mL. Chét bio quan: sodium azide va ProClin N3 | Hop
300. i
« SPECIMEN DILUENT: 1 Chai (8,9 mL) Dung dich pha lo&ng méu chira dung
dich dém TRIS véi chat n dinh protein (tir bo). Chét bao quan: sodium azide va
ProClin 950.
Dat tiéu chuén chat lugng 1SO 13485
330|Hoa chat hiéu chufn cho xét  [Hop: 1chai x8ml, 5 chai x4ml
nghiém dinh lugng NSE CAL A : Chira dung dich dém phosphate c6 chét én dinh protein (tir bo).
CAL B - CAL F : Chira NSE ngudi trong dung dich dém phosphate c6 chira chét N3 | e
én dinh protein (tir bd). o
Chét bao quan: natri azide va tac nhan khang vi sinh vat.
Tiéu chuén FDA hoic ISO134835,
331|Hoa chat kiém tra chat lugng |HOp: 3 Chai (8 mL mi chai)
xét nghiém dinh lugng NSE | Thanh phén: CONTROL L - M - H chira NSE ngudi trong dung dich dém
phosphate c6 chira chét én dinh protein (tir bo). N3 | Hép
Chét bao quan: natri azide va tac nhan khéng vi sinh vat.
Tiéu chuin FDA hoac 1SQ13485
332|Ho6a chat xét nghiém dinh Microparticles: 6,6ml Anti-NSE (khang thé don déng, chudt) phu trén vi hat
hrong NSE trong dung dich dém propane Bis-TRIS c6 chét &n dinh protein (tir bd). Nng do
t6i thiéu: 0,09% rén. Chét bio quan: ProClin 300 va ProClin 950.
«Conjugate: Chét két hop Anti-NSE (khang thé don dong, chudt) c6 danh déu N3 | He
acridinium trong dung dich dém MES c6 cht én dinh protein (tx bo). Néng 49 t6i ¥
thidu: 297 ng/mL. Chét bao quan: ProClin 300.
Tiéu chuén FDA hozic 1ISO13485. Hop/100 test
333|H6a chat ding cho xét Thanh phan : R1: 5 x 29 mL, R1a: 5 x 30 mL, C6 thanh phén albumin huyét thanh
nghiém Lipase ngudi.
Rl:leﬁnﬂ“ N3 Hop
Thanh phén khéng phén img: va c6 sodium azide (0,05%) 1a chét bao quan
Hop R1: 5 x 20 mL, Rla: 5 x 30 mL, R2: 5x 14 mL
334|Dung dich hiéu chufn Lipase |Lipase Calibrator, 2 x 3 mL
Lipase Calibrator (dong kh8) dugc diéu ché tir lipase tuyén tuy ngudi dugc tinh N3 | Hop
sach. C6 chét bao quén. Hop 2x3mL
335|Héa chit xét nghiém dinh L actate Oxidase 400 U/L, Peroxidase 2400 U/L, Tién chét tao mau, Thanh phén
lwong Lactic Acid khong hoat déng; chét dém, chét tram, chét on dinh. Pat tiéu chuén chit lugng N3 | Hép
1SO 13485.
336|Héa chat xét nghiém dinh Thanh phén: Magnesium dugc cung cp ¢ dang 16ng, san cho sir dung, b hai
Iwgng Magie thuée thir bao gbm: N3 | Hép
-R1 (5 x 48 mL): TRIS buffer 100 mmoVl/L va Arsenazo dve 0.13 mmol/L.
337|Héa chét xét nghiém dinh R1: Sulfuric acid 665 mmol/L. R2: Ammonium molybdate 2.3 mmol/L, Sulfuric
luong Phosphorus acid 665 mmol/L. R1 va R2 chira chét hoat dong bé mat polyethylene glycol N3 Hé
octylphenyl ether (2.9%). Pt tiéu chun chét lugng ISO 13485. R
338|Hi6a chat Kiém tra chat lugng | San pham nay dugr ché bien tir huyét thanh tinh khiét nguoi (chiét xudt tir nguon
c4c xét nghiém dinh lugng ~ |gbc con ngudi), cling vé6i héa chét, thuc/ chét bao quan va chét én dinh. Dat tiéu
Alpha-1 Antitrypsin, Beta-2  |chuén chét hrong 1SO 13485. Hép 12 x 3ml
Micmg!obu]i_n, N3 Hép
Ceruloplasmin, CRP,
Haptoglobin, IgA, 1gG, IgM,
Prealbumin, RF, Transferrin
RS
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339|Huyét thanh kiém tra chét Puoc dieu ché bang céch pha loang CRP véi huyét thanh ngudi va 4n dinh bang
lugng xét nghiém CRP hs cach thém sodium azide (<0,1%). Nong d6 Control 0.05 + 0.01 mg/dL hodc 0.5 + N3 Ho
0.1 mg/L. Pat tiéu chudn chét lugng ISO 13485. Hop 3x2mL P
340|Héa chét ndi kiém tra xét Dang long sir dung ngay, 100% Nudc tiéu ngudi, chia 13 théng s6. On dinh dén
nghiém que thir nudc tiéu han tai 2- 8°C. On dinh sau khi mé& lo trong 30 ngay tai 2-25°C. H0p 12x12ml N1 Hép
mifrc 1
341|Héa chat ndi kiém tra xét Dang long sir dung ngay, 100% Nudc tiéu ngudi, chira 13 thong s6. On dinh dén
nghiém que thir nuéc tidu han tai 2- 8°C. On dinh sau khi mé lo trong 30 ngay tai 2-25°C. Hop 12x1 2ml N1 Hop
mirc 2
342|Hoa chat ndi kiém tra xét Dang dong kho tang d¢ on dinh, dugc sin xuét dya trén huyét thanh ngudi, chira
nghiém héa sinh mirc 2 70 thong sb xét nghiém. D4 thim thiu 1a 300mOsmvkg. On dinh dén han sir dung
khi bao quan & 2°C - 8°C. Sau khi hoan nguyén mau én dinh trong vong 7ngay & | N1 [ Hop
2°C - 8°C hodac 28 ngay & - 20°C. Hop 20x5ml
343|Hoba chat ndi kiém tra xét Dang déng kho tang 46 n dinh, dugc san xuat dya trén huyét thanh ngudi, chira
nghiém héa sinh mizc 3 70 thong s xét nghiém. D thim théu 1a 370mOsm/kg. On dinh dén han sir dung
khi bao quan & 2°C - 8°C. Sau khi hoan nguyén méu én dinh trong véng 7 ngay & N1 Hép
2°C - 8°C hoic 28 ngay & - 20°C. Hop 20x5ml
344|Héa chat noi kiém tra xét Dang dong kh6 tang do on dinh, 100% Huyét thanh ngudi, chira 54 thng s6. On
nghiém mién dich cao cAp3 |dinh dén han tai 2- 8°C. Ferritin va Vitamin B12 phil hop dé theo doi bénh thiéu N1 | e
mirc mau. On dinh sau hoan nguyén trong 7 ngay & 2-8°C hodc 28 ngay tai -20°C. Hop P
4x3x5ml
345|Dung dich kiém tra chat Hmm&m@dmmm@@mmLmm@mmmmmMmmnmmmﬁ: a | ®
lugng mu Natri chlorid 0.9%; Hop 16x48mL - op
346|Pinh lugng p2PSA ~ Pham vi phan tich:0,5 - 5.000 pg/mL - Phuong phap xét nghiém: mién dich
enzym hai vi tri (“sandwich”) - Thanh phén: R1a: C4c hat streptavidin thuan tir N3 | Ho
ph khéng thé don dong cita chugt khang [-2]proPSA trong dung dich mudi dém P
TRIS c6 chét hoat déng bé m. Hop 2x5
347|Chét kiém tra xét nghiém - Thanh phén: S0: Albumin huyét thanh bd (BSA) dém, < 0,1% natri azit va
Hybritech p2PSA 0,25% ProClin 300. S1,S2,S3,54,85, S6: [-2]proPSA & cac ndng d¢ x4p xi 10, N3 Hép
20, 50, 100, 500 va 5.000 pg/mL trong dung dich dém BSA, < 0,1% natri azit, va
0,25% ProClin 300. Hop 7x2.1mL
348|Héa chét higu chuan cac xét  |Hop 12 lo x Sml
nghiém sinh héa 14m sang cho [CaL duge diéu ché tir huyét thanh ngudi dang dong khd c6 chira cac chit can
thuire hién dinh lugng trén phén tich sau: alanine aminotransferase, albumin, alkaline phosphatase, amylase,
ARCHITECT c Systems aspartate aminotransferase, canxi, cholesterol, creatine kinase, creatinine, gamma- | N3 Hép
glutamyl transferase, glucose, iron (sat), lactate dehydrogenase, acid lactic, lipase,
phospho, bilirubin toén phén, protein toan phén, triglyceride, urea nitrogen, va
id uric
349| Chat kiém tra xét nghiém IL-6 ?rmmh phan: QC1: Chat nén PBS dém c6 huyét thanh lon, IL-6 t4i t hop &
ngudi c6 ndng d6 8 pg/mL,< 0,1% NaN3, 0,15% ProClin 300 QC2: Chét nén
PBS dém, c6 huyét thanh lon, IL-6 ciia ngudi téi t& hop & néng 46 x4p xi 300 N3 | Ho
pg/mL,< 0,1% NaN3, 0,15% ProClin 300 QC3: Chét nén PBS dém, c6 huyét P
thanh lon, IL-6 clia ngudi t4i t5 hop & ndng d6 x4p xi 800 pg/mL,< 0,1% NaN3,
: 0.15% ProClin 300, Hop 2x2 . 5ml+2x2.5ml
350|Hoa chat xét nghiém ANA Dai do: Ngudng 1, index value. Phuong phap do: Phan img mién dich gan N3 Ho
Detect _ enzyme gian tiép. Hop 24 test op
351|Héa chat xét nghiém Anti- Dii do: 0 - 200 U/ml. Phuong phap do: Phan {mg mién dich gin enzyme gidn N3 Hop
dsDNA IgA tiép. Hop 24 test :
352|Héa chét xét nghiém Anti- Dai do: 0 - 120 APL-U/ml. Phuong phap do: Phan timg mién dich gin enzyme N3 Hb
Cardiolipin A idn tiép. Hop 24 test ve
353|Hoa chét xét nghiém Anti- _ |Dai do: 0 - 120 GPL-U/ml. Phuong phép do: Phan img mién dich gan enzyme N3 | me
Cardiolipin IgG gi4n tiép. Hop 24 test op
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354|Héa chat xét nghiém Anti- Dai do: 0 - 80 MPL-U/ml. Phuong phép do: Phan img mién dich gin enzyme gién N3 Ho
Cardiolipin IgM tiép. Hp 24 test P
355|Héa chat xét nghiém Anti- Dai do: 0 - 90 U/ml. Phuong phép do: Phén (mg mién dich gin enzyme gian tiép. N3 Ho
s : op
Cardiolipin Screen Hop 24 test
356|Hda chat xét nghiém Anti- Dii do: 0 - 100 U/m]. Phuong phap do: Phan img mién dich gin enzyme gian N3 | Ho
beta-2-Glycoprotein I IgG tiép. Hop 24 test P
357|Héa chat xét nghiém Anti- _|Dai do: 0 - 100 U/ml. Phuong phép do: Phén img mién dich gén enzyme gidn 3 | e
beta-2-Glycoprotein I IgM ___|tiép. Hop 24 test i
358|Héa chat xét nghiém Anti- | Dai do: 0 - 90 U/ml. Phuong phép do: Phén img mién dich gAn enzyme gién tiép.
beta-2-Glycoprotein I Screen |H{p 24 test N3 Hép
359|Dung dich rira thudng quy Dung dich rira may thudn dang dung dich. Lo 20mL N6 Lo
360|Hoa chét xét nghiém Copper, |Dai do: 3 - 500 pg/dL. Phuong phép xét nghiém: phuong phép do mau, do diém
sir dung cho méy hé m& cudi, dudmg phan img di Ién, Dibromo-PAESA. Lo 25mL N3 Lo
361|Chéat hiéu chudn cho xét Dang dung dich. Lo 3mL
: N3 Lo
nghiém Copper
362|QC cho xét nghiém sinh hoa | Dang bt dong khd, thanh phén: huyét thanh ngudi. Lo SmL N3 s
thurdng quy :
363|MAu chimg kiém soat chit  |Hop gdm 2 mirc nong d thap va nong dd cao (dang dong kho). San pham nay c6
lugng ciia két qua cac xét ngudn gbe tir ngurdi. Dat tiéu chufn chat lrgng 1SO. Hop 3x1ml, 3x1 ml
nghiém Quantia A1AGP, N3 Hép
A1AT, B2M bing phuong
phép do d6 duc
364|Chét lay dau Aroma 500g D& tron thanh dang kem, khéng bui, khéng cé bot khi N3 tai
365|CX 45g Bt dang hat thily tinh, 1am véi sodium Fluoride va céc thanh phan Alumina:
Si02; Al203; CaF2; AIF3; AIPO4; dung dich chira axit Polyacrylic N3 hop
366|Keo composite 6g Luc bén xé Ién 161 40N, phong thich florua va chéng & buot = )
Chita HEMA P
367|0xit kém Bot k&m oxit cyc ky tinh khiét, khong chira Asen duoc sit dung 1am thubc giam N3 I
dau rang nhe va tao thanh bing an thén. e
368|Eugenol Déu Eugenol tinh khiét, khéng c6 asen, tao 16p bang hodc 16p 16t dudi 16p nhua N3 1
khdng composite. »
369|Canxi hydroxit (Ca(OH)2) Dang b6t sir dung voi dung dich NAOCI hoéc Chlohexidine N3 tuyp
370|Cortisomol Thanh phén: Prednisolon axetat 1,1%; Diiodothymol; Kém oxit; Baryum sulphat N3 P
371|AH26 ( epoxy resin) Cement trém bit tity AH26 ban chat nhya acrylic, khong chira eugenol
Sir dung trédm bit tity két hgp véi cone gutta percha, phil hop véi céc ky thuat len N3 G
ngang, 1én doc
Cement c6 46 nhét phit hop. dén tét vio thanh ned, '
372|MTA (Mineral Trioxide Bﬁi dung cu stra chita cement MTA flow di kém véi céc cong cu dé tron va cung N3 ¢
Agepregate) cip cement, chira dii bot v gel d& hoan thanh 810 img dung. P
373] Amalgam dang bot Hﬁn_ho'p cac kim loai dang bot gdm Bac (Ag), Kém (Zn), Dong (Cu) N3 lo
374|Dung dich thily ngén Thuy ngén: dung dich thiy ngan N3 lo
375|Ximang thuy tinh (GIC) (Fuli [Xi mang glass ionomer, 4 bén cao, gidn n& nhiét twong tw céu triic rang.
LILIX,) Phéng thich florua dya trén stronti tai khong bén trong céu triic réing, ting do bén %3 A
bé mat. e
High compressive and flexural strength
376| Composite dic Khéng dinh, d€ dang xir 1y, d€ dénh béng, dd beén cao N3 | tuyp
377|Composite 16ng Kha nfing hru chuyén t6i wu, chong mai mon, téi nap cao hon 70% N3 tuy
378|Etching La chét s6i mon H3PO4 & dang dung dich, vdi dang gel 34%-37% N3 lo
379|Bonding La chit bam dinh thAm nhép vao men d4 s6i mon giup bam giir vi co hoc vao N3 %
men, Nga ring
380|Asen Thubc diét tity arsenic c6 thanh phén anhdric arsenic 2h, cocain hydrochlorid va
dung dich phenol. Dang bt nhio va dung trong lo t6i mau N3 lo
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381|NaOCl Tring hoa c4c acid amin tao ra mudi va nudc, giai phéng ion OH- c6 tac dung

diét khuén, déng dang chai, dung dich NaOCL 3% khi sir dung phai cach ly méi N3 chai

trudmg mién i
382|Chat Chelat (EDTA, Glyde) |Hoa tan chat v co, lam mém va tang tinh thim clia nga rang, déng dang chai 17% N3 | yp
383|Hop chét phenol: CPC, TCF | C6 dic tinh diét khuén, déng dang lo (chai) N3 lo

Tong s khoan: 383 khoin
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