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SO Y TE TP. HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM KIEM CHUAN XET NGHIEM TP.HCM Pic lap - Tu do - Hanh phic
sé: M TM-KCXN TP.HGS Chi Minh, ngay 14 thing 8 nim 2023
YEU CAU BAO GIA

Kinh giri: Cic hang sin xuéit, nha cung cip tai Viét Nam

Trung t4m Kiém chudn Xét nghiém Thanh phé c6 nhu ciu tiép nhan bao

gia dé tham khdo, xdy dung gia géi thiu, 1am co s& t§ chirc lya chon nha thau

cho géi thau “Mua sém hoa’chat, Vét tu, dung cu thi nghiém phuc vu hoat ddng

chuyén mon ndm 2023” véi ndi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu ciu bao gia

1.
2.

IL.

Don vi yéu ciu bdo gia: Trung tim Kiém chuén Xét nghiém Thanh phd.
Thong tin lién hé cia ngudi chiu trach nhiém tiép nhén bao gia: KS. Lé Thi
Anh Mubi — Nhan vién P.TCHC - SDT: (028) 3839.1090 — s6 ndi bd: 101-
105 — Email: anhmuoile212@gmail.com.
Céch thirc tiép nhén béo gia:
Nhan truc tiép tai dia chi: Phong Té chirc hanh chinh - Trung tdm Kiém
chudn Xét nghiém Thanh phd, dja chi: sé 75A Cao Thing, Phudng 3, Quén
3, TP.HCM
Hoic nhan qua Email: tochuchanhchinh.csql@gmail.com
Thoi han tiép nhan béo gid: tr 08h ngdy 14/08/2023 dén 17h ngay
24/08/2023.
Cac béo gia nhan dugc sau thoi diém néu trén s& khong dugce xem xét..
Thoi han c6 hidu luc ctia bao gid: Téi thiéu 120 ngay ké tir ngay 14/08/2023.
NOi dung yéu ciu bdo gia:
Danh muc hang héa: theo phu luc danh muc dinh kem.
Dja diém cung cép hang héa: Trung tdm Kiém chuin Xét nghiém Thanh phd
- Dia chi: s6 75A Cao Théng, Phudng 3, Quan 3, TP.HCM.
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HOAT PONG CHUYEN MON NAM 2023

4 / }pANH MUC HOA CHAT, VAT TU, DUNG CU THi NGHIEM PHUC VU
TR'JNG !AM \

C2\
KIEM CHUAN
(bzﬁlﬁt?gwm chao gid so: I xcxn ngay 14 thang 08 ndm 2023 ciia Trung tdm Kiém chudn Xét nghiém TP)
\ -\ HO
R P, T E R N £
g5 MBS ta yéu ¢au vé tinh niing, thong s ky thuit va | S6 lugng/
ST ’ : i ti
?x\ Zz~Danh mye cdic thong tin lién quan vé ky thuat Khdi lrgng PRt
I. CHUNG VI SINH
Chuing chuén cé dang vién dong kho, méi trudng luu
- . X PR se AL 5 e e a )
i A - ’ 0 ié
Cod 022 nhudm, kit chin dodn va céc thubc thr. (op/oivien)
- M&i chiing chuin dbng khé c6 doi thé hé F1-F3
Chiing chuén ¢6 dang vién dong khd, mdi truomg luu
=, S S FET T A
Chiing vi khuin Neisseria t11f dugi-chuan b;xcung voi n}ot 013ung v1:m12 vat. . Hop
2 menningitidis ATCC 13090 Dung ki€m tra chét lugng mdi truedng nudi cay, thudc 1 (Hop/S vién)
& nhudm, kit chin dodn va céc thudc thir. P
- M3i chiing ¢huén déng khé c¢6 doi thé hé F1-F3
I1. Mau
Ché phém méu tir mau ciru duge sit dung dé pha ché méi trudng
1 [May cing nudi cdy vi sinh vt khé moc va phan biét vi khuin dya trén dac 15 Tuyp
tinh tan méu cua ching, B3 duoc loai bé Fibrin, khéng bé sung (Tuyp/10mL)
chét chéng déng méu hoiic céc phy gia khéc
III. DUNG MOI, HOA CHAT, THUOC THU'
z A As AA ~ X A . 3 Lo
>
1 |Héachiat ALT Dang bt dong khd. Nong d3 =75 units/mg protein 1 (Lo/IKU)
Xét nghiém dinh tinh dinh nhém m4u hé Rh trén lam .
2 |Anti D (IgG) kinh va trong éng nghiém, xét nghiém dinh tinh khang 2 -
s o s £ ” (Lo/10mL)
nguyén D, ciia hé Rh trong Ong nghiém,

f 1k Loai L, dang hén dich ammonium sulfate, ndng d6 200- Lo
et 500 units/mg protein ! (Lo/2KU)
4  |Héa chét Bilirubin La héa chit chuén, c6 thé luu trir & nhiét 4§ >= -20°C 1 (LI;;; o)

5 Cbn dat >96 do, trong sudt, khong mau, cé mui dic Can
5 |Coén 960 tring 10 (Can/30L)
6 |Cén tuyét déi D§ tinh kiét >99,5% 1 )

— e s (Chai/500mL)
7 |Héa chét Cholesterol Dang bot, ¢ tinh khiét >99% 1 S

0a chat Cholestero ang bot, do =I7% (Chai/25g)

8 High density lipoprotein tir ~ [Dang bt dong kho, cé thé hoan nguyén trong NaCl i Lo
nguoi 0,85%. C6 thé hwu trir & nhiét 4 2-8 @5 C ' {Lo/10mg)
Héa chét kiém chimg cho céc Str dung trot}g klim chung f " = x‘.ét nghlem d;mh = Hép

9 xét nohiém sinh héa level 2 lugng 70 thong so xét nghiém sinh héa & mirc néng d6 1 (Hop/20x5mL)

¢l nghie binh thudng (level 2) °P
) <A 5 z , A .

o [itn btk chingabo i [S b np i ching et gt || i

xét nghiém sinh hoéa level 3 ong g ghis : & a0 (Hop/20x5mL)
cao (level 3)
11 |Nito long Nito dang 16ng duge sir dung trong bao quén vi sinh 310 Lit

vét & nhiét 6 khoéng -196 °C
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Mo ti yéu ciu vé tinh niing, thong s6 ky thuitva | S6 hwong/ "
L L céc thong tin lién quan vé k§ thuat Khéi hwgng Do
" 2 . Chai
12 [Polyethylene glycol Dang bdt cé thé hoa tan trong nude, pH 5-7 1 (Chaif1Kg)
Potassium phosphate dibasic T . Chai
>0R0,
13 (K2HPO4) P6 tinh khiét >98% i (Chai/250g)
T £ 5 ATV N " " Lo
14 |Thrombin tir huyét tuong bd  |Dang b6t dong khd, 40-300 NIH units/mg protein 3 (Lo/IKU)
Eay . Hoa chét chudn RM dang léng, dung dich da thanh Lo
13 Jachat Trighyceride phén, bio quén 10 dén -25 d§ C : (Lo/lamp)
a-Amylase from porcine . . £ Lo
16 R Dang bdt, pH hoat déng 5,5 dén 8 1 (Lo/IMU)
Rey e q A A Hop
Héa chat sir dung dinh lugng nong 46 ALBUMIN (R1: 5%50ml;
17 |B6 kit Albumin trong huyét thanh huyét twong dé chin doan vé bénh ly 2 : ’
&n bing m4y xét nghiém sinh héa Minitecno e
ey : 1x2ml/B5)
Hoéa chét sir dung @& dinh lugng ndng d6 Amylase —
18 |BJ kit Alpha amylase trong huyét tvong hoc huyét thanh bing may xét 2 (Hop/ 5:52 mL)
nghiém sinh héa Minitecno P
Héa chét sir dung dé dinh luvong ndng d6 BILIRUBIN Hop
£ A A a ¥
19 |Bb kit Bilirubin total B L L T A 0l (R1: 4x50ml,
lién quan tuyét mat bing mdy xét nghiém sinh hoéa =
g R2: 1x6ml/Bg)
Minitecno
Dinh lwong néng d6 BILIRUBIN TOTAL&DIRECT - I;)?EOml
20 [B kit Bilirubin total & direct |trong huyét thanh huyét tuong béng may xét nghiém 2 ) ’
- .y R2: 2x50ml, R3:
sinh h6a Minitecno
1x6ml)
| Héa chét sir dung dé dinh lugng HDL-Cholesterol Hop
21 |Bb kit HDL-Cholesterol trong huyét trong hogc huyét thanh bing may xét 1 (R1:3x60mL;
nghiém sinh héa Minitecno R2:3x20mL/Bj)
Héa chét sir dung dé dinh lugng Magnesium trong Hop
22 [B0 kit Magnesium huyét trong hodc huyét thanh bing méay xét nghiém 1 (R1:1x250ml;
sinh héa Minitecno " ' R2: 1x5ml/BS)
Héa chit sir dung dé dinh luong uric acid trong huyét Hép
23 |B§ kit Uric Acid twong hodc huyét thanh bdng m4y xét nghiém sinh héa 2 R1:4x50mL;
Minitecno STD:1x5mL/Bd
Hc:a Chit l}lgu c%man N Dang bot déng kho, kiém soét 23 théng sb sinh héa Hép
24 |théng so sinh hdéa cho mdy 3 . A . — 1 a
. i diing cho may xét nghiém sinh hdéa Minitecno 4x3mL/B&
ban ty dong :
25 Khéng sinh Ciprofloxacin Dang dia gify tém khéng sinh Ciprofloxacin Spg, sit ] hép
(30ung) dung trong céc thir nghiém khang sinh dd vi khuin Hop/250d7a
2% Khéang sinh Norfloxacin Dang dia gidy tAm khang sinh Norfloxacin 10pg, sir 1 hop
(10ug) dung trong céc thir nghiém khang sinh dd vi khuén Hop/250dia
Khang sinh Dang dia gidy tAm khang sinh Ceftazidime/avibactam i
27 |Ceftazidime/avibactam theo ndng d 30-20 pg, sir dung trong céc thir nghiém 1 6 /ggo i
(30/20pg) khéng sinh db vi khuin Pigpmdia
28 Khéng sinh Clidamycin (E-  [Que gify tAm khéng sinh Clidamycin theo d4i ndng d9: 1 Hop
test) 0,016-256 ug/ml Hop/30test
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: Mo ta yéu ciu vé tinh ning, thong sé k§ thuatva | S6 hrong/ .
STT D ’ ° i
anh myc cic thong tin lién quan vé k§ thujt Khéi hrgng el
Khéng sinh Chloramphenicol Q:le glziy tam khéang sinh Chlo’ramphemcol tl'leo d'al Hop
29 (E-test) nong d9: 0.016 - 256 ug/ml, sir dung trong céc thir 1 Hop/10test
nghiém khang sinh b vi khuin P
o X A P as A
Khéng sinh Meropenem (E- Q}le gidy tAm khéng su}h Meropenem’theo.dal n.(:ng Hop
30 test) d6: 0,016-256 ug/ml, str dung trong cdc thir nghiém 1 Hép/10test
khéng sinh d8 vi khuin OpfIies
57 |Khéng sinh Piperacillin (E- Que gidy tAm khang sinh Piperacillin theo dai ndng dé: . - H/3?gt .
test) 0,016-256 ug/ml : Op/outes
3o |Khang sinh E-test Ticarcillin- [Que gidy thm khang sinh Ticarcillin-clavulanic acid 1 - *g’gtest
clavulanic acid theo dai n6ng d6: 0,016/2-256/2 P
A . Dang dia gidly tim khéng sinh Fosfomycin ndng d6 Hop
Kh
33 (2'0?)ng ;mh‘ e 200pg, voi S0ug glucose-6-phospate -5 dyng trong 1 . Hop/250dia
b céc thir nghiém khéng sinh @5 vi khuén
; . Dang dia gidy tAm khéng sinh Cefodoxime ndng dd Hép
34 [Khéngsinh Cefpodoxime 1,50 0 sung trong cdc thir nghiém khéng sinh d8 vi 1 Hop/250dia
(10pg) 1chud
uan
. . -~ Dang dia gidy tAm khéng sinh Piperacillin ndng 46 Hop
35 ngsinRibiperacilin 100meg, stt dung trong cac thir nghiém khang sinh d3 1 Hop/250dia
(100pg) e
vi khuan
N . . Dang dia gifly tm khéng sinh Teicoplanin ndng d6 Hop
36y | SEisiiRicicoplEin 30meg, sir dung trong cac thir nghiém khéng sinh db vi 1 Hop/250dia
(30pg) Khudn
37 Khéng sinh Clarithromycin  |Dang dia gidy tAm khang sinh Clarithromycin 15 pg, st 1 16 17295% dia
(15p1g) dyng trong cAc thir nghiém Khang sinh dé vi khudn P
18 Khéng sinh Teicoplanin (E-  |Que gidy tim khéng sinh Teicoplanin theo dai nbng dé: 1 16 r;g (I))test
test) 0,016-256 ug/ml °P .
Al B . Dang dia gidy tim khang sinh Streptomycin ndng d Hép
39 |Khéngsinh Streptomyein |0 " (¥ dung trong céc thir nghigm khang sinh db vi 1 Hop/250dia
(10pg) Kkhudn :
e . Dang dia gidy tim khéng sinh Tobramycin ndng Hbp
40, I eacimtieEmyein d610pg st dung trong céc thir nghiém khéng sinh db vi 1 Hop/250dia
(10pg) Khudn
Hop
g . . Dang dia glay tAm khéng sinh Linezolid nong ao 30p.g g
41 [Khéng sinh Linezolid (304g) sir dung trong céc thir nghiém khéng sinh d6 vi khuén ! HopZ20d
e iRl (S he Su' dung dé pha loang mAu cho phin dém t& bao bach Chai
42 cho may phan tich huvét hoc cAu, ding trong chuén doan invitro chay trén hé théng 1 Chai/500mL
YP et o méy phan tich huyét hoc Cell-Dyn Emerald 22.
Dung dich pha lodng mau st |Dung dich pha loéing mAu xét nghiém dém va do kich Thin
43  |dung cho médy phén tich huyét [thu6c € bao méu trén hé thdng m4y xét nghiém huyét 1 Thim, g/lgOL
hoc hoc CELL-DYN Emerald 22
44 Dung dich rira sir dyng cho  [Sir dung dé vé sinh méy cho h¢ théng mdy xét nghiém 1 Chai
may phén tich huyét hoc CELL-DYN Emerald 22 Chai/980mL
Rrngn X oan _
o }L‘Sa dfatli‘“‘“i tcl?(l)l:n 4 Sy dyng 13m chét higu chuén cho hé théng méy xét : Hop
E ey DUy nghiém CELL-DYN Emerald 22 Hop/2x2,5mL
(Calibrator)
2 X *a A \
46 Iiloa c}}at:: lel,-ltC}}: Slcune St dung 1am chéat hidu chudn cho hé théng may xét 5 Lo
g Y MUYER DO nghiém MEK-6510K va MEK-7300K Lo/2mL
(Calibrator)
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STT

Danh muc

MG ta yéu ciu vé tinh ning, thong sd k§ thujt va
cdc théng tin lién quan vé ky thujt

$6 hrgng/
Khéi lwegng

Pon vi tinh

47

xét nghiém huyét hoc

Hoéa chét kiém chimg cho céc

Hoéa chét diing cho méy xét nghiém huyét hoc Cell-
Dyn Emerald 22. C6 3 éng & 3 mirc kidm chuén L, N,
H. Kiém tra c4c théng s6 WBC, NEU%, NEU#,
LYM%, LYM#, MON%, MON#, EOS%, EOS#,
BAS%, BAS#, RBC, HGB, HCT, MCV, MCH,
MCHC, RDW, PLT, MPV

Hop
6x2,5ml/Bé

48

Bb kit ELISA dung dé phat
hién Cysticercosis IgG

Bb kit gdm 96 giéng phan (g, Gém chitng duong,
chimg am, thuéc rira, co chét, enzym, chit dimg phan
img, dung dich pha loéng

Dung d phat hién Cysticercosis IgG

Hop
Hop/96test

49

B{ kit ELISA ding dé phat
hién Gnathostoma IgG

Bb kit gdm 96 giéng phan tmg. Gdm chimg duong,

" [chimg &, thubc rita; co chét, enzym, chét dimg phan

trng, dung dich pha lodng
Diing ¢4 phét hién Gnathostoma IgG

Hop
Hop/96test

50

Bo kit ELISA diing dé phat
hién Strongyloides IgG

B§ kit gdm 96 giéng phan (mg, chimg duong, chimg
&m, thudc rira, co chit, enzym, chét dimg phén img,
dung dich pha lodng

P& phat hién cac khang thé khéng Strongyloides, trong
céc mAu huyét thanh hosic huyét tvong ngudi

Hop
Hop/96test

51

B kit ELISA diing @& phat
hién Toxocara IgG

Bo kit gbm 96 giéng phan (g, chimg duong, chimg
am, thubc rira, co chit, enzym, chét dimg phan img,
dung dich pha lodng

Dé kiém tra dinh tinh khang thé IgG khang Toxocara
trong huyét thanh va huyét trong sir dung k¥ thut xét
nghiém hép thy mi&n dich lién két véi enzyme

Hop
Hop/96test

52

B4 kit ELISA diing dé phat
hién HBe Ag

Kit ELISA dung phat hién va dinh luong khang nguyén
(giai doan nhiém cfp tinh, man tinh) virus viém gan B
tir huyét tvong va huyét thanh ngudi

hirc hop mién dich (khéng nguyén va khéng thé) dugc
phat hién theo cdc budc: Enzyme horseradish
peroxidase (HRP) duoc lién két voi khéng
nguyén/khéng thé don dong. Chromogen/Substrate s&
phét hién phitc hop mién dich duge tao thanh do hoat
d6ng clia cic enzyme ndy lam cho co chit khong mau
& dang bat hoat trér thinh mau xanh khi chuyén sang
dang hoat héa, iép tuc chuyén sang mau vang khi phan
umg véi Sulphuric acid

Hop
Hop/96test

53

B kit ELISA ding & phat
hién HBs Ab

Kit ELISA ding phat hién va dinh lugng khéng thé
khang virus viém gan B tir huyét twong va huyét thanh
ngudi ,

hitc hgp mién dich (khing nguyén va khang thé) dugc
phét hién theo cic bude: Enzyme horseradish
peroxidase (HRP) dugc lién két v6i khéng
nguyén/khang thé don ddng. Chromogen/Substrate s&
phét hién phirc hgp mién dich duge tao thanh do hoat
d6ng clia cic enzyme ndy 1am cho co chét khéng mau
& dang bét hoat tré' thanh mau xanh khi chuyén sang
dang hoat héa, tiép tuc chuyén sang mau vang khi phén
g vdi Sulphuric acid

Hép
Hop/96test
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- M0 t3 yéu ciu vé tinh niing, thong sb ky thudtva | Sé hrgng/ L
STT PaghiyC cic thong tin lién quan vé ky thujt Khéi hrong Sgsiiitoh
Kit ELISA dung phat hién va dinh luong khang nguyén
vo virus viém gan B tir huyét twong va huyét thanh
ngudi
hire hop mién dich (khéng nguyén va khang thé) duoc
phat hién theo cdc budc: Enzyme horseradish
54 B¢ kit ELISA diing ¢& phat  |peroxidase (HRP) duoc lién két véi khang _ 1 Hoép
hién HBs Ag nguyén/khang thé don dbno Chromogen/Substrate s& Hop/96test
phét hién phirc hop mién dich dugc tao thanh do hoat
dong ciia cac enzyme nay Iam cho co chét khong mau
& dang bat hoat tr& thanh mau xanh khi chuyén sang -
dang hoat héa, tiép tuc chuyén sang mau vang khi phan
{mg v6i Sulphuric acid -
Kit ELISA ddwng phét hién va dinh lvigng khang thé
khéng virus viém gan C tir huyét trong va huyét thanh
ngudi
hirc hop mién dich (khéng nguyén va khang thé) duge
phat hién theo cdc budc: Enzyme horseradish
55 B¢ kit ELISA ding d& phat peroxidase (HRP) dugc lién két véi khéng _ 1 Hop
hi¢n HCV Ab nguyén/khéng thé don dong. Chromogen/Substrate s& Hop/96test
phét hién phirc hgp mién dich dugc tao thanh do hoat
dong clia céc enzyme nay 1am cho co chat khong mau
& dang bit hoat try thinh mau xanh khi chuyen sang
dang hoat héa, 1iép tuc chuyén sang mau vang khi phan
Umg véi Sulphuric acid
Bo kit dinh danh thi cong H‘? théng gﬁ;m céc tha}nh dinh danh §taphylococci va Hop
56 g . |Micrococci dya vao tinh chit sinh vat héa hoc va theo 1 R
Staphylococci va Micrococei a s X Hop/25test
: nguyén tic so mau.
B4 kit dinh danh thii céng vi  [Hé théng gdm c4c thanh dinh danh Streptococci va i
57 |sinh vit Streptococci va Enteroco'cci dya vao tinh chét sinh vét hoa hoc va theo 1 Hép /égtest
Enterococci nguyén tic so mau.
Bo kit dinh danh vikhuin  |Hé théng gdm céc thanh dinh danh vi khun gram 4m H
58 |gram &m khong phai khéng phai Enterobacteriacae dya vao tinh chét sinh 1 - i
Fem o ] . = . Hop/25test
Enterobacteriacae vét h6éa hoc va theo nguyén tic so mau.
Dung dich h¢ thong ding dé
59 phét tin hiéu dién héa st Dung djch on dinh pH cho c4c phan tmg mién dich sir 2 Hop
dung cho mdy xét nghiém dyng cho méy xét nghiém mién dich Cobas e411’ Hop/6x380mL
mién dich
X ”
o ?ﬁﬁ;ﬁgﬁgﬁg&%ﬁ % |Dung dich pha logng méu bénh phém va thuéc thir sir 5 ~ Hop
o o ; dung cho médy xét nghiém mién dich Cobas e411 Hop/2x16mL
mién dich
- ?lﬁlnggccﬁsl;r;;:;?ggh?g;u Dung dich rira budng do ciia mdy xét nghiém mién 2 Hop
g dich Cobas e411 sau khi sir dung Hop/6x380mL
mién dich
62 Chét hiéu chuén xét nghiém [Dung dé kiém chudn néng {6 cuta thong s6 FT3 sir 1 Hop
FT3 dung cho mdy xét nghiém mién dich Cobas e411 Hop/4xImL
63 Chét hiéu chufn xét nghiém |Dung dé kiém chuén ndng dd cia théng sb FT4 sir 1 Hop
FT4 dyng cho may xét nghiém mién dich Cobas e411 Hop/4x1mL
64 Chét higu chuén xét nghiém [Dung dé kiém chuin ndng d6 cua thong sé TSH sur ] Hop
TSH dyng cho méy xét nghiém mién dich Cobas e411 Hop/4x1,3mL
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M ta yéu ciu vé tinh niing, théng s6 ky thudt va S6 hrgng/ s
SIET L cic thong tin li€én quan vé k¥ thuit Khéi hrgng Bom:vj tinh
65 |Vt liéu kidm soét xét nghiém [Dung d& kiém chun ndng d¢ cia thong s Anti-HBs | Hop
khang thé khang HBsAg str dung cho mdy xét nghiém mién dich Cobas e411 Hop/16x1,3mL
66 Vit liéu kidm soat xét nghiém |Dung a8 kiém chuln ndng 4o cla thong s6 Anti-HCV 1 Hop
khang thé khang HCV sir dung cho méy xét nghiém mién dich Cobas e411 Hop/16x1,3mL
& |Vatlieu kiém so4t xét nghiém |Ding dé kiém chuén néng d cia thong s6 HBsAg sir : Hép
HBsAg dung cho mdy xét nghiém mién dich Cobas e411 Hop/16x1,3mL
s LR Y A )
ORI R L L Hop
68 nghiém mién dich nghiém mién dich Elecsys trén mdy xét nghi¢m mi€n 1 Hop/4x3mL
i ’ dich Cobas e411 op
N e e ol EPR
khéng thé khang HBs 4 g st cung Y E - Hop/100test
Cobas e411
Iy A g ’ £
g — L e e T R
thé khéng HCV Y g strdung y E - Hop/100test
Cobas e411
Dimg d dinh lwong FT3 trong huyét thanh hogc huyét Ha
71 |Thube thir xét nghiém FT3 tuong sir dung cho méy xét nghiém mién dich 1 N P
Hdp/200test
cobas e411
Diing 4 dinh lugng FT4 trong huyét thanh hogc huyét e
72  |Thubc thir xét nghiém FT4 tuong sir dung cho mdy xét nghiém mién dich Cobas 1 o op
el Hop/200test
Diing dé dinh lugng HBsAg trong huyét thanh hodc 16
73 |Thuéc thir xét nghiém HBsAg |huyét tuong sir dung cho may xét nghiém mién dich 1 : BEp
Hop/100test
Cobas e411
3 33 g A = A
dung cho m4y mién dich B lg - Y : ; Hop/200test
Ding d dinh lrgng HBeAg trong huyét thanh hogc T
75 | Thubc thir xét nghiém HBeAg [huyét trong sir dung cho may xét nghiém mién dich 1 1 ol
- : - Hop/100test
Cobas e411
76 Vit liéu kiém so4t xét nghiém |Ding & kidm chuén ndng do ciia thong s6 HBeAg sir 1 Hoép
HBeAg dung cho mdy xét nghig¢m mién dich Cobas €411 Hop/16x1,3mL
. A X - , Pe A ,
(SHEh piry (i cho b St | [ Oje Mg ik fung Chid i ot clo iy )
77 |mude cht ding cho méy xét phén tich cobas e 411. Tang cudng rira hiéu qua gitra 2 Hép
o e ¥ cc bude hut mAu va chn thiét cho tht ca céc thir Hop/500mL
nghiém mién dich 7 - £
nghiém théng so.
Diing dé xét nghiém mi&n dich in vitro diing d€ dinh
. Thubc thtr xét nghiém AFP  |lugng a1 -fetoprotein trong huyét thanh va huyét twong : Hop
(alphal - fetoprotein) ngudi sir dung cho mdy xét nghiém mién dich Cobas Hop/100test
e411
= Chét hiéu chufn xét nghiém  [Ding dé chufn xét nghi¢m dinh lugng Elecsys AFP ! Hép
AFP (alphal -fetoprotein) trén méy xét nghiém mién dich Cobas e411 Hop/4x1.0 mL
Diing d& xét nghiém mién dich in vitro ding @& dinh
- Thubc thir xét nghiém CA 15- [lwong CA 15-3 trong huyét thanh va huyét twong . Hop
3 ngudi gitip hd trg theo ddi bénh nhén ung thu vii st Hop/100test
dung cho mdy xét nghiém mién dich Cobas e411
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Mo ti yéu ciu vé tinh niing, théng s6 ky thuit va

S6 lwgng/

ST e
T Daniiiye cdc thong tin lién quan vé ky thujt Khdi hrgng Bon vi tinh
8] Chét hiéu chuin xét nghiém [Dung dé chuin xét nghi¢ém dinh hrong Elecsys CA 1 Hoép
CA 15-3 15-3 II trén mdy xét nghiém mién dich Cobas e411 Hop/4x1.0 mL
Dung dé xét nghiém mién dich in vitro ding & dinh
Ao A Iwong quyet dinh khéng nguyen phén img OC 125 Hép
82 |Thubc th
S (G S trong huyét thanh Va huyét twong ngudi sir dung cho : Hdp/100test
mdy xét nghiém mién dich Cobas e411
. Chit higu chudn xét nghi¢ém  |Ding dé chufn xét nghiém dinh luong Elecsys CA 125 ; Hop
CA 125 11 trén may xét nghiém mién dich Cobas e411 Hop/4x1.0 mL
Diing d& xét nghiém mién dich in vitro ding @& dinh
lu'o'ng khéng nguyén ung thu phéi trong huyét thanh va
By Tl e ey huyét trong ngudi. Ngodi ra, xét nghiém nay con dugc , Hép
4 i . " 1 Al wl . \
84 | Thudc thir xét nghi¢m CEA chi dinh do CEA theo trinh tir thoi gian dé hd trg theo i Hop/100test
d6i tinh trang ung thyr clia bénh nhén. Ding s\t dyng
cho mdy xét nghiém mi&n djch Cobas e411
gs |Chéthiéu chuén xét nghiém  [Dung dé chuén xét nghiém dinh lugng Elecsys CEA 1 Hop
CEA trén m4y xét nghiém mién djch Cobas e411 Hép/4x1.0 mL
Dang trong chin doan in vitro d& dinh Iu'qng khéng
B e o0 - nguyén d¥c higu tuyén tién hct todn phan (trr do + phirc Hop
86 | Thude thir xét nghiém PSA hop) trong huyét thanh va huyét tuong ngudi sir dung ! Hop/100test
cho mdy xét nghi¢ém mién dich Cobas e411
. Chét hiéu chudn xét nghiém  [Dung d& chun xét nghiém dinh luong Elecsys total 0 Hép
PSA PSA trén méy xét nghiém mién dich Cobas e411 Hop/4x1.0 mL,
Thé xét nghiém 6 giéng gdm: Tir c4t 1 - 3: Anti A
(dong 11HS5) ~ Anti B (dong 6F9) Anti D (IgM) (VI-
Sinh phim chén doan invitro ) (dong P3x61+ TH-28) dung dé dinh nhém méu xubi Ho
88 [xétnghiém dinh tinh nhém  |(phwong phép huyét thanh mau); Tir ¢t 4 - 6: chira gel 2 H6 /]%% o
méu hé ABO-Rh trung tinh, c6t 4 (Ctrl) d& 1am chtmg &m, c6t 5 (A1) va °P
cot 6 (B) dé dinh nhém mau ngugc (phuong phap hdng
ciu miu)
Sinh phim chén doén invitro
39 dinh tinh dé phét hién khang |Cassette xét nghiém dinh tmh dé phét hién khang thé 4 Hop
thé IsG dang két hop voi IgG dang két hqp v6i hdng ciu. Hop/100test
héng ciu
- Héng céu kh01
- Mot th gom 3 1o hong ciu miu A, héng ciu miu B,
A i % hdng ciu miu O Hop
90 |Hong cau mau Dung dé thyc hién dinh nhém méu bang phuong phép : Hop/3x10mi
gi4n tiép, phat hién khang thé trong huyét thanh bénh
nhén
H f')ng cAu méu xét n ohic Hong ciu miu A1, B, A2, O ding trong dinh nh6ém Hop
91 ) A 1 mau huyet tu'ong, 5% red blood suspension, Sodium 2 .
dinh nhém mau ABO Hop/4x5ml
azide < 0.1% wi/v. :
“m . . . ¥4 . r
Thé xét nghiém dinh tinh hoa Xét nghiém d!gh tln-h’ hoi hqq mién d;c:h }.)hat mau, .
92 h 3 nghiém phép Coombs Coombs tryc tiep, gi4n ti€p, sang loc va dinh danh 100 Thé
©p V& nghiym phap Co khéng thé bit thuong,
Duing dé chiét xudt axit nucleic ciia virus (DNA /
Nl R ¢ . [RNA) cé d6 tinh khlet cao tir cdc mau nhu mau, huyét Test
23 | Bélkit tachichict Acid Nucleic thanh, huyet tuong, méu ngoay miii hong, dom, dich - Hop/96 test

rira phé quan va dich rira phé nang,

Y, %




M ta yéu chu vé tinh niing, théng s6 ky thust va | S6 hegng/ o8
=L Basuriye c4c thong tin lién quan vé ky thujt Khéi hrong Bon v tioh
Hoa chat xét nghiém HPV st | . o Test
94 dung trén méy Realtime PCR Diing d€ xét nghiém dinh genotype HPV nguy co cao 96 Hop/96 test
Chai
g : A ¢S . % o
95 |D-Sorbitol D6 tinh khiet >95 % 1 Chai/1Kg
MBOi trudng db sin trén dia petri ® 90mm. Moi truong =
96 |ESBL Agar 90mm [nuéi ciy chon loc phén biét dugc dung phén 14p chon 3 Ho /2?(11) odia
loc va dinh danh vi khuén tiét ESBL vP
Dang dia giay tam khang sinh Amikacine nong do Ha
97 |Khéng sinh Amikacine (30ug) |30pg sir dung trong céc thir nghiém khang sinh db vi 1 . P
i Khuin Hop/250d1a
Dang dia gidy tdm khéng sinh Aztreonam nong do H6
98 |Khang sinh Aztreonam (30pg) JOp.g sir dung trong cac thir nghiém khéng sinh dd vi 1 . P
Khuin Hop/250dia
o [Khingsnh Coasime [0 Se8ym g Sn Lo Hop
(30ug) ug strdung trong ¥ & Hop/250dia
khuin
Khéng sinh Chloramphenicol Dang dia gidy tAm khéng sinh Chloramphenicol nong Hép
100 (30ug) ao 30pg sir dung trong céc thir nghiém khéng sinh b 1 Hép/250da
HE vi khuén P
i — a“&““‘;mi“;m mh |
(10ug) Mg str dung trong E g Hop/250dia
khuén
(30ug) SRR i¢m khéing s Hop/250dia
khuin
Y § A .
B neiioh Dz{ng dia giay tam khéng sinh ) . )
. i Trimethoprim/Sulphamethoxazole nong 46 Hop
103 [Trimethoprim/Sulphamethoxa : At o o1 O 1 "
1,25/23,75ug st dung trong céc thir nghiém khéng sinh Hop/250dia
zole (1,25/23,75pg) X i R
{6 vi khuan
¢ [Chmg s Tomeycine (D078 S0 U 0 Son FEBe e | Hip
(30pg) HE St dung trong gms & Hop/250dia
khuén
- » . |Dang dia gidy tAm khéng sinh Cefoxitin nong a6 30ug Hop
105 | Khang sinb Cefoxtm (G0NE) str dung trong céc thir nghiém khéng sinh b vi khuén ! Hop/250d1a
g [ Cingamyen |08 T gt e sog | s
2ug) k]‘:ﬁan g trong gty & Hop/250dia
Loy [KhingsiohCetuerime (D308 G081 e S0 et | Hop
(30pg) khl‘fn g trong ghie g Hop/250dia
Khéng sinh Dang dia gidy tm khéng sinh Ampicillin/Sulbactam Hb
108 |Ampicillin/Sulbactam ndng d6 10/10ug st dung trong céc thir nghiém khang | 5 /2' 5p odia
(10/10pg) sinh 43 vi khuin URCS=
. . Que gidy tAm khéng sinh Ofloxacin theo dii néng do: Hop
109 |Khang sinh Ofloxacin (E-test) 0,016.256 ug/ml 1 Hop/30test
IV. VAT TU TIEU HAO
1 Cc phan tmg str dung cho  |Diing chita mAu va chét phén img sir dung cho mdy xét ] Hop
méy xét nghiém mién dich  |nghiém mién dich Cobas e411 Hop/60x60c4i

he”




. M@ ta yéu cu vé tinh niing, théng s ky thujtva | Sé lwgng/ p
TT D ’ i
S anh mye cdc thong tin lién quan vé ky thuat Khoi hrgng Don'vi'ti}
} . NA— . Kg
2 [PaCO2 5
4 ba CO2 (da khd) dong gdi 1kg 50 Bich/1Ke
. Déu cén sit dung cho méy xét |Sir dung cho mdy xét nghiém mi&n dich Cobas e411 i Hép
nghiém mi&n djch hiit mAu va héa chit Hop/30x120c4i
-Diu do hi¢u chudn nhiét df, chidu dai ddy: 2,4m
- DAu do dang PRT, dai 50 + 5 mm. Khoéng hoat
4 |Pdu do nhiét d6 PRT dong: -200 dén 1600C; d5 chinh xdc: + 0,05 oC; dién 1 Cai
trg: 100 2+ 0,1 Q. Pudi gbm 4 chiu khi két néi vao
mdy quét da kénh
e Béng nhya, sir dung cho micropipet hiit dung dich Bich
| e ST thong thudng voi thé tich tir 0,5 dén 10uL ! Bich/1000c4i
: yon i Biing nhya, sir dung:cho micropipet hit dung dich Bich
6 - : 7 :
g R thong thudng véi thé tich tir 20 dén 200uL, 16 Bich/1000c4i
A A Biing nhya, sir dung cho micropipet Gilson hiit dung Bich
[ |12 et oL dich thong thudng véi thé tich tir 500 dén S000uL. & Bich/334céi
A anm - : . K B r
Dia Petri nhya vo Giig Chat llcu; Nl‘ma Pczlystyren tinh the,A du'fr_ng k‘mh N Cai
8 ®90mm 90mm, v6 trung, diing trong pha ché méi trudmg nudi 400 Bich/10céi
céy vi sinh vét dang dfa thach :
! i Gang tay sir dung mot 1dn diing trong y t&, chét liéu Hop
9 |Géng tay nitrile o L nitrile, c& L % Hop/100c4i
. Gang tay sir dung mot 14n ding trong y té, chét licu Hop
10 |Giéng tay nitrile cd M nitrile, o M 10 Hop/100ci
e Giéng tay sir dung mét 14n ding trong y té, chét liéu Hop
11 |Giéng tay nitrile c& S nitrile, o6 S 10 Hop/100ci
12 Giéy cudn vé sinh Loai dai, day, khong tao bui khi lau 50 Cudn
R Mau gidly: Tring. Ding 1am phan quang cho may higu Hop
L [Bivabaniauzng chuén do téc do vong quay ! Hop/10 cai
14 |Lame kinh mai m& Kich thude: 76x26x1mm, mot diu duogc mai mo 5 o Hop -
Hép/72 céi
Lam nhdm mai m&, kich thudce: 25,4x76,2mm, 3§ Hdp
2., [Reme niidm méng 1-1,2mm, mot ddu dwge mai nham e Hop/72 cii
- Kich thuwée: 24 x 60 mm
- D) day: 0.13 - 0.17 mm
- Vit ligu: thuy tinh borosilicate, class 1 H6
16 [Lamen (kt: 24x60mm) - Kha niing khing héa chét cao 2 ' H6 /10(? Ocdi
- Mijt kinh khong bi mé theo thdi gian. P
- Pugc xir Iy chéng dinh b mit va do chinh x4c cao
khi soi
o — s o |Kich thuéc lo: 12x32mm, dung tich 2mL, bing thiy
- I;:cgagiakg?nzi“;ﬁai ne ° |tinh borosilicate USP logi I chiu duge nhigt dd ti - - Hop
e o P 1196°C dén 121°C, ¢6 vach chia dén 1,5mL, mau h Hop/100c4i
M phach (amber), k&ém nip vin nhya

%




Mo ta yéu ciu vé tinh niing, thong s6 ky thugtva | S6 hrong/ ol
S panHIC céc thong tin lién quan vé ky thust Khéi lugng Bou vitint
Pay bing, nép mau tring, nhya PP trong subt, tiét
tring, chiu durgc nhiét d6 tir -196°C dén 121°C (C6 thé
hip tiét tring bing hoi nude & 121°C, 1atm, c6 thé Cai
18 |Lo hwu mAu déng lanh 2,0mL |d6éng lanh va ra dong nhiéu 1in) 250 Thimng/
Khir tring bang birc xa gamma, khong c6 DNase & 40x25¢4i
RNase, khong cé ndi ddc td, khong c6 DNA ngoai lai
Thé tich: 2mL, ¢6 chia vach
Chét liu: polystyrene trong sudt, chiju duoc nhiét do tir
o Ong c6 nip (tiét tring) -20 °C dén +70 °C, d4y céu, khong tr dimg, d4 tiét i Céi
12x75mm trang, kich thuée: 12x75mm, dung tich: SmL, nép bim Bich/25¢4i
ngoai 2 nc mau tring trong
Chét lidu; nhya PS trong suét, kich thuéc: 12x75mm,
20 Ong nghiém nhya Sml dung tich: 5mL, ddy cdu, khong tu dimg, khéng nhin, 5 Cai
(12x75mm) nép tring khong chia vach. Nép 4n trong cu triic 2 ting mau Bich/500cai
tring duc.
Chét liéu: film (thermoplastic), kich thuéc: 4 in. x 125 e
21 |Parafilm ft, khong tiét tring, khoang nhiét d§: -45-+50 °C, mdi 5 N o N
b g 2 Hop/Cudn
cudn dong géi trong 1 hop,
£ . 4. 1., |LoaiLithium, dién thé danh dinh 3.6V, dong dién danh
gy [Pinsidungchob ghinhiét fo. o1 a cang subt danh dinh 0,9 Ah, sir dyng cho 2 Vién
d6 hiéu chuan ti nhiét
Ellab TrackSense Pro
£ s A Péu que cdy, 1 diu tron, 1 d3u thing nhon, mau xanh, .
03 |Quecdydinhluong InIve | ek 1ul, thng chidu dai 198.30mm, dwomg kinh 6 SR
tring ' Bich/25cai
dau tron 3.00mm
- : . |Que cdy nhya 10y, 1 d4u tron, 1 du thing nhon, da ..
24 ?nfl‘rf cay dinh lugng 10p1v0 | o 1 1o mian cam, 25 cifgéi. thng chidu dai 200mm, 20 Bicf/;céi
& dudng kinh dAu tron 6.50mm. :
M3i que dyng riéng trong timg éng nhya
 a.s .. x |Thin que dugc lim bing g8, 1 dAu gén chit véi nép Bich
25, yagibongitict SR g ThAn £0 éng, 1 d4u cubn béng e Bich/50c4i
Nép éng mau d6 dwgc 1am bing nhya PP chanh Phim
Chét liéu: polyethylen, thé tich: 3ml, chiéu dai: 15cm, -
26 |Pipette Pasteur c¢6 bau nhya, ¢ vach chia, d9 chia nho nhét 0.5ml, 100 Géi/lchi
dugc tiét tring bang khi EO ‘
27 |Dai éng phan tmg 0.1 ml B9 vit tu tiéu hao ¢ho may realtime PCR 1 Hoép
Ong ding d& van chuyén mAu. Chét liéu
28 Tube nhya 5ml vb triing polypropylene, kich thuée: 16x60mm, c6 nép van mau 5 Bich
(16x60mm) tréng, ddy hinh nén, c6 dé ty dimg, c6 bé mat dé viét, Bich/100 c4i
c6 chia vach, v6 tring, c6 thé hép tiét tring & +121 °C
V. DUNG CU THi NGHIEM
1 |Phéu thily tinh ®60mm Chét liéu: thuy tinh, dudng kinh ph&u 60mm 5 Cai
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- Nhitng thdng tin néu trong bo gia 14 trung thuc.

Pai dién hep phdp ciia hing san xuit, nha cung nmece

. (Ky 16 déng ddu (néu c6))

Ghi chu:
(1) Hang sén xudt, nha cung cdp dién ddy divcdc théng tin dé bdo gid theo Mdu nay.
(2) Héing san xudt, nha cung cdp ghi ching NoE thiét bi y 1€ theo ding yéu cdu ghi tai cft "Danh muc thiét bi y 18" trong yéu cdu bdo gid.

3) N.anm sdn xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang sdn xudt ciia thiét bi y té tuomg timg véi ching logi thiét bi y té ghi tai c6t "Danh muc thiét
@N .W\ )2

(4) Hang san xudt, nha cung cdp W.E. cu thé Ma ho so cila timg thiét bj.

(5) + (6) Hang san xudt, nha cung cdp ghi cu thé ndm sdn xudt, xudt xir ciia thiét bj y té.

(7) Hang san xudt, nha cung n.m“u ghicu thé n,on lrong, khoi lwong theo ding s6 leong, khéi lugng néu trong Yéu cdu bdo gid.

(8) Héing sdn xudt, nha cung cdp ghi cu thé gid tri ciia don gid twong iimg véi timg thiét bi y 1é.

(9) Hang san xudt, nha cung cdp ghi cu thé gid tri dé thue hign cdc dich vu lién quan nhu ldp ddt, vén chuyén, bdo quan cho timg tiét bi y 1€ hodc toan bj thiét bi y té, chi tinh chi
phi cho cdc dich vu lién quan trong nude.

(10) maxm San xudt, nha cung cdp ghi cu thé M 4 tri thué, phi, 1é phi néu c6) cho timg thiét bi y té hodc toan b thiét bi y té. Poi voi cdc thiét bi y té nhdp khdu, hang sdn xudt, nha
cung cdp phdi tink todn cdc chi phi nhdp khdu, hai quan, bdo hiém va cdc chi phi khdc ngodi lanh thé Viét Nam @€ phdn bé vao dom gid cila thiét bj.

(11) Hang sdn xudt, nha cung cdp ghi m& tri bdo gida cho Esm thiét bi. Gid tri ghi i cét nay dwge hiéu la todn bj chi phi ciia timg thiét bi y 1€ (bao gom thué, phi, 12 phi va dich
vu lién quan (néu n& theo ding kmn cdu néu :.o:.m Yéu cdu bdo gid.
Héng sdn xudt, nha cung cdp ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, I¢ phi va thanh tién bang déng Viét Nam(vnd).

(12) Nguoi dai dién theo phdp ludt hodc nguoi dugc dai dién theo phdp lugt ity quyén phdi ky tén, dong ddu (néu cd). Truomg hop 1ty quyén phai giri kém theo gidy iy quyén ky
bdo gid. Truong hop lién danh tham gia bdo gid, dai dién hop phdp ciia tdt ca cdc thanh vién lién danh phdi ky tén, déng ddu (néu cd) vao bdo gid.



