SG'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN DK PONG ANH Poc lap — Ty do — Hanh Phuc
S6: 946 /CV-BVDKDA Ha Néi, ngay 11 thang 6 nam 2024

Vv: Yéu ciu béo gia vat tu'y té,
héa chat xét nghiém
YEU CAU BAO GIA
Kinh giri: Cac hang san xuit, nha cung cAp tai Viét Nam

Bénh vién da khoa Dong Anh c6 nhu cau tiép nhan bao gia dé tham khao, xay
dung g1a 2061 thau, 1am co s to chiic lya chon nha thau cho céac goi thau thudc du toan
mua sam vat tu. hoa chat xét nghiém dot 2 ndm 2024 voi noi dung cu thé nhu sau:

I. Thong tin cia don vi yéu cau bao gia

1. Pon vi yéu cau bao gia: Bénh vién da khoa Dong Anh

bia chi: T4 1 thi trAn Pong Anh, huyén Dong Anh, Ha Noi

2. Thong tin lién hé cta nguoi chiu trach nhiém tiép nhan bao gia: Pham Thi
Phuong Thuy, s6 dién thoai: 0977563522, email: phongvttbytbv@gmaﬂ com.

3. C4ch thirc tiép nhan béo g1a Phong Van thu, tang 3 khu hanh chinh Bénh
vién da khoa Dong Anh, Tb 1 Thi trAn Pong Anh, Ha Noi.

4. Thoi han tiép nhan bao gia: Tir ngay 11 thang 6 ndm 2024 dén trude 16h30
ngay ,241hang 6 nam 2024.

Céc bdo gia nhan dugc sau thoi diém néu trén s& khong dugce xem xét.

5. Thoi han cta hiéu Iuc bao gig: Toi thicu 90 ngay ke tir ngay 11 thang 6 nam
2024.

I1. Noi dung yéu ciu bso gia:

1. Danh muc vat tu y t&, hoa chat xét nghiém: (Phu luc dinh kéem)

2. Dia diém cung cip: Bénh vién da khoa Dong Anh, t6 1 thi trin Pong Anh,
Ha Noi.

3. Thoi gian giao hang du kién: Trong vong 3 ngay tr khi c6 don hang .

Noi nhén: — GIAM POC

-Nhu kinh gtri;
-Luu VT, VI-TBYT

“/BENH VIEN
DA KHOA
DONG ANH

Chu Dinh Nang




(Kém theo cong vén s6: 946/CV-BVDKDA ngay 11 thang 6 nam 2024)

DANH MUC VAT TU, HOA CHAT XET NGHIEM DPOT 2

STT Tén vat tuwy té, | Pon ) ) . )
STT A héa chét xét vi Quy cach Thong so ky thuat toi thiéu So lwgng| Ghichu
Phan 5% 7.
nghiém tinh
Phéin 1: Danh muc héa chét, vat tu
stt dung trén may khi mau
Héa chét st dung Hép > 100 Phan tich duoc cac chi s pH, PCO2, PO2, Hct,
1 1 cho méy xét Hop |, -tp = %9 INa+, K+, Cl-, Ca++, Glu, Lac. Hop > 100 test. 24
nghiém khi méu & Dat tiéu chudn chét lugng 1SO 13485.
Hoa chit kiém Sir dung dé theo di cac thong sb: pH, PCO2,
5 5 chudn ngoai cho 6 Hop>30 |PO2, Hct, Na+, K+, Cl-, Ca++, Glu, Lac. C6 3 .
" |may xét nghiém P test mirc. Hop > 30 test. Dat ti€u chuén chét lugng
khi mau ISO 13485.
fESte0 I Trang sin chét chéng déng heparin, dung tich
g 3 ?lanl.‘ WICNE. i fl;;hszga Iml kém du kim. Hop > 100 céi. Dat tiéu 3,500
Pl ; chun chét lugng ISO 13485.
xuat
Theo quy x s S ;
. ) , ) \ Dién cuc tham chiéu sir dung tuong thich cho
bién cuc may khi = cach cua A n ., i 2
4 4 s Hop nha san may xét nghiém khi mau. Hop > 1chiéc. Dat 2
o p tiéu chuan chit lugng ISO 13485.
xuat
. L B6 day bom sir dung twong thich cho may xét
5 5 51 Zﬂ bommay il |on i oAU InobiBm Kif o Tid 2 1 o8l Bt iku ol 2
: chit luong ISO 13485.
Phén 2: Danh muc vit tu, hoa chit
nudi ciy dinh danh vi khuén sir
dung tuong thich may VITEK 2
< , Ong nghiém bang nhua trong (polystyrene) .
ol 1?;‘%:‘2&1‘1’1:2 oo [HOP=  [Kich thude> 12 mm x 75 mm. Hop > 2.000 5
khién : P 12000 éng |éng. Pat tiéu chuén cht luong ISO 13485 hodc
tuong duong.
Chai (tii) Nuéc mubi 0.45% pha huyén dich vi khuén;
7 2 Nudec mudi 0.45% |Chai chai hoic tai > 500 ml. Dat tiéu chudn chét 30
> 500 ml
lugng ISO 13485 hodc tuong duong.
: Phat hién vi khuan hiéu khi va ki khi tir mau va
HQp = (30 i & X i H % xs
oA, " . dich v6 khuan cua co thé. Chua > 30ml méi
8 3 Chai cay mau 1 Hop |ml/chai . . B o 3
x100:ghai) truong va >1.6g hat polyme hap phu. Pat tiéu
chuan chat lugng ISO 13485 hoic twong duong.
B6 nhuém Gram ding dé thuc hién xét nghiém
nhudm soi. Thanh phin bao gdm hozc tuong
9 4 Nhudm t€ bao vi B5 Bo>4x [duong: Crystal Violet, Lugol , Decolor (alcohol- 3
sinh vat. ) 250ml acetone) va Safranine. B6 > 4 x 250ml. Pat
tiéu chuan chét luong ISO 13485 hoic tuong
duong.




Moi truong dugce sit dung phén 1ap va phén biét
Streptococcus nhom B. Bao go6i bang mang ban
thdm.

M‘é ! trufmg ,Eh ol N Hop > 10 |Thanh phén bao gdm hoc tuong duong:
i 2 rniu pl:an bt Hop dia Peptone and yeast extract, Salts, Chromogenic 240
Licmeatg mix, Growth factors mix, Selective mix, Agar;
Hop > 10 dia. Dat tiéu chuin chét lugng ISO
13485 hodc tuong duong.
Mbi truong long dinh dudng cao ding dé nuéi
cdy cac loai vi sinh vat ké ca vi sinh vat khé
o4 e lang tinh. Thanh phan bao gdm hoic twong duong:
_ . : = Hop > 10 |Brain infusion solids, Beef heart infusion solids,
i & ta.mg Slflh digwt  ({IHep ong Proteose peptone, Sodium chloride, Glucose, 240
s vl Disodium phosphate. , Hop > 10 éng, éng >
5ml. Pat tiéu chudn chat lugng 1SO 13485 hoic
tuong duong.
Mbi truong ding phén l4p cac mam bénh vi
khuan Gram 4m dudng rudt.
Thanh phan bao gdm hoic tuong dwong;
- . Proteose peptone, Yeast extract, Lactose,
& | 3 ?g:;tirl‘(‘hbségnpgj:m Hop |HOP = 10 |Sucrose, Salcin, Bile sais No.3, Sodium ;
N R . ; dia chloride, Sodium thiosulphate, Ammonium
dim Fudimig; rugl ferric citrate, Acid fuchsin, Bromothymol blue,
Agar,
Quy cach > 10 dia/Hop. Pat tiéu chudn chét
lugng ISO 13485 hodc tuong duong.
Mai truong sir dung dé nudi cdy va thir tinh chit
tan mau cua cac loai vi sinh vat kho tinh va
U N khong khé tinh. Thanh phéan bao gom hodc
13 8 an trutng thach Hop i 210 tuong duong: Special peptone, Starch, Sodium 400
e i chloride, Sheep blood, Agar. Hop > 10 dia. Dat
tiéu chuan chét luong 1SO 13485 hoic twong
duong.
Thanh phan bao gdm hoic tuong dwong: Special
e N peptone, Starch, Sodium chloride, Defibrinated
14 9 . nMéi),l oSN Hop I(;IT(‘;p 210 sheep blood,’ Agar,, Multivitox. Hop > 10 dia. 300
bat ti€u chuan chat lugng ISO 13485 hoic
tuong duong.
MO6i truong phén 1ap va phan biét cho phat hién
M trurdmg phén cac vi k}}uén Enterpbac}eriaceae trong cac m??l‘u
. A G R " bénh pham c6 ngudn goc 1am sang. Thanh phan
1ap va phan biét R Hop >10 2 3
15 10 T Hop dia bao gom hogc twong duong: Peptone, lactose, 10
. Bile salts, Sodium chloride, Neutral red, Crystal
Enterobacteriaceae

Violet, Agar. Hop > 10 dia. Dat tiéu chudn chét
lugng ISO 13485 hodc tuong duong.




16

11

Mo6i truong thach

- |phén 1ap va nudi

chy ndm c6 bd
sung khang sinh

Dung dé phan lap va nudi cdy phan lap chon loc
cho ndm men, nAm méc.

Thanh phin bao gdm hoic tuong dwong:
Mycological peptone, Glucose (dextrose),
Chloramphenicol, Agar. Hop > 10 dia.Dat tiéu
chuén chét luong ISO 13485 hoc twong duong.
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Moi trudong khang
sinh do

Dia thach dung sin duoc sir dung dé kiém tra
tinh nhay cam khang sinh cta vi sinh vat khong
kh6 moc. Thanh phan bao gdm hoic twong
duong: Acid Digest of Casein, Beef Extract,
Starch, Agar, Sodium chloride; Hop > 10 dia.
Dat tiéu chuén chit lugng ISO 13485 hoic
tuong duong.

100
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- |Mai trudong thach

mau

Dfa thach dung sin dugc sir dung dé chan doéan
nhan biét va phan biét tit ca cac vi sinh vat
chinh 1a nguyén nhan gy nén bénh nhim tring
duong tiét niéu (UTI). Thanh phan bao gdm
hodc twong duong: Peptone, Chromogenic mix,
tryptophane, Agar. Hop > 10 dfa. Dat tiéu
chuan chat lugng ISO 13485 hoic tuong duong.

350
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Mbi truong lam
khang sinh dd cho
vi khuan
Haemophilus
Species

Maéi trudng thudng dung dé thuc hién thao tac
khang sinh dd trong 1am sang, kiém tra su nhay
cam v6i khang sinh dbi véi Haemophilus
species.

Thanh phan bao gdm hoic tuong duong: Acid
Digest of Casein, Beef Extract, Starch, Yeast
Extract, Hematin, NAD, Agar. Hop > 20 dia.
Dat tiéu chudn chit luong ISO 13485 hoic
tuong duong.
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-|Khoanh gidy

Hop

Hoép =5
X 50
khoanh

Khoanh gidy Iam khang sinh db cho vi khuén,
tdm mot lugng khang sinh chinh xac. Quy cach
> 5x50 khoanh/Hop. Pudng kinh khoanh gidy >
6mm. Dat tiéu chudn chét lwong ISO 13485
hodc tuong duong.
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Thé dinh danh vi
khudn Gram am

Hop >
20 theé

Thé dinh danh Gram am sir dung dé dinh danh
truc khuan Gram am 1én men va khong 1én men.
Hop >20 thé. Pat tiéu chuan chit luong ISO
13485 hodc tuong duong.

40

22

17

Thé dinh danh vi
khuén Gram duong

Hop >
20 thé

Thé dinh danh Gram dwong dé dinh danh céc vi
sinh vat Gram duong. Hop > 20 thé. Dat tiéu
chudn chat lugng ISO 13485 hoic tuong duong.

IS
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- | Thé khang sinh d6

vi khuan Gram am

Hop >
20 thé

Thé lam khang sinh @6 Gram 4m dé xac dinh
tinh nhay cam cua truc khuin Gram am hiéu khi
thuong gip. M&i thé chira cac khang sinh chon
loc & cac n6ng d06 khéc nhau, dugc sdy kho véi
moi trudng nudi cdy vi sinh. Hop > 20 thé. Pat
tiéu chuan chét luong ISO 13485 hodc tuong
duong.

40




Thé lam khéng sinh d6 Gram dwong

Thé khang sinh o Hop > M&i thé chira cac khang sinh chon loc & céc
24 19 vi khuén Gram Hop 20 ‘tié - néng do6 khac nhau, dugc séy khé vai moi 15
duong trudong nudi cdy vi sinh. Hop > 20 thé. Dat tiéu
chuan chit lugng ISO 13485 hoic tuong duong.
Thé lam khéng sinh d6 Streptococcus
The khang sinh d |, . Hop > I\/{m theA Chlfa cac khang sm}n choAn 1(:).0 o Eac
25 20 Litn.cia Hoép 20 the nong do khac nhau, dugc say kho véi moi 10
¥ truong nudi cdy vi sinh. Hop > 20 thé. Pat tiéu
chuén chét luong ISO 13485.
Thé dinh danh cho Hop > Thé dinh danh Neisseria-Haemophilus ding dé
2 | 21 Neisseria/ Hop |, 'tﬁé = |dinh danh vi khun. Hop > 20 thé. Pat tiéu 4
Haemophilus chuan chit lugng ISO 13485 hoic tuong duong.
Thé dinh danh ndm men sir dung @& dinh danh
s B . Hop > nidm men va cac vi sinh vat tuong tu nidm men.
7 2 The dinh danh nam |HOP 1, 1"4s ™ |Hop > 20 the. Dat tiéu chun chét lwong ISO 2
13485 hodc tuong duong.
Thé lam khang sinh d6 nm.
Mai thé chira cac khang nim chon loc & cac
28 3 Thé khang sinh dd Hé Hop > nf‘)ng d6 khac nhau, duoc séy kho6 véi moi 5
ném P 120 the trrong nudi cAy vi sinh. Hop > 20 thé. Pat tiéu
chuan chét lugng ISO 13485 hoc tuong duong.
Phin 3: Danh muc vt tu, hoa chit
mién dich sir dung twong thich véi
may mién dich Access 2
s Hoa chat xét nghiém dinh lugng hsTnl. Pham vi
Hoa chat xét R . .z
29 ) ighigm &k Tirgng: [ Hop > 100 |phén tich twong duong hoic tot hon: 2,3 - 70
e E17P est 27.027pg/mL . Hop > 100 test. Pat tiéu chuén
chit lugng ISO 13485.
Héa chit chuén Hop > Héa chét chuin xét nghiém hsTroponin I, Hop >
30 2 xét nghiém Hop |3x1.5mL+4|3x1.5mL+4x1mL Dat tiéu chuén chét lugng ISO 2
hsTroponin I x1mL 13485 hodc tuong duong.
Héa chat chuin i Hoa chat chuén xét nghiém Total T3, Hop
31 3 |xét nghiém Total  [Hop | 6)’(3mL >6x4mL Dat tiéu chudn cht lugng ISO 13485 )
T3 - hodc twong duong.
Hoa chit xét nghiém dinh luong Total T3, pham
Hoa chat xét Hop > 100 |ViPhén tich tuong dwong hoge tbt hon: <0,1 -
32 4 nghiém dinh luong |Hop teétp - >8 ng/mL (<0,2—>12,3 nmol/L). Hop > 100 test. 70
Total T3 Dat tiéu chuén chét lugng ISO 13485 hoac

tuong duong.




Héa chét xét

Hoa chét xét nghiém T4 tu do, Hop > 100 test.
Pham vi phén tich tuong duong hodc tét hon: <

. . op>1
33 | 5 nghiém dinh lugng [Hop 190~ 190 |05 > 6 ng/dL [< 3,2— > 77,2 pmol/L] twong 120
test o X _— R A
T4 tu do duong hodc tot hon . Dat tiéu chuan chat lugng
ISO 13485 hodc tuong duong.
Héa chét chuén b Héa chit chuin xét nghiém T4 tu do, hop >
34 6 xét nghiémT4 tu  [Hop ex'zp s |6x2-5mL Pat tiéu chuén chat lugng ISO 13485 g
do ) hodc tuong dwong.
Hoa chét xét nghiém dinh lugng total BhCG,
Hoa chat xét Hoo > 100 pham vi phan tich twong duong hoic tét hon:
35 7 nghiém dinh lwong |Hop tes.tp - <0,6->1350 mIU/mL tuong duong hodc tdt hon. 60
total BhCG Hop > 100 test. Dat tiéu chuan chét luong ISO
13485 hodc tuong duong.
Hoa chét chuin Hon > Hoa chét chuédn xét nghiém TOTAL BhCG; Hop
36 8 xét nghiém Hop 6xfm_L > 6x4mL Dat tiéu chuén chét luong ISO 13485 2
TOTAL BhCG hogc tuong duong.
Hoa chét xét nghiém dinh luong TSH, pham vi
Hoa chat xét Hop > 200 phan tich tuong dwong hozc tt hon: < 0,005 >
37 9 nghiém dinh lugng |Hop teétp - 50 ulU/mLtwong dwong hodc t6t hon. Hop > 70
TSH 200 test. Pat tiéu chuén chat lugng ISO 13485
hodc tuong duong.
. 2 R Hoa chit chuén xét nghiém TSH , hop >
Hoéa chat chuan hop > g : S
. 0 ’ 2. éu chuan chi
38 10 xét nghiém TSH Hop 6x2.5mL 6xv 5SmL Dat tiéu chuan chat lugng ISO 13485 2
hodc tuong duong.
o a k. Hoa chat xét nghiém dinh lugng ferritin, pham
39 1 f(;:g;a;;i lwone |16 Hop > 100 |vi phan tich twong dwong hozc tét hon: <0,2— 12
fgmt-in M HONE 1HOP et >1.500 ng/mL (pg/L) . Hop > 100 test. Dat tiéu
= chuan cht luong ISO 13485 hoic tuong duong.
% i . Hoa chét chuin xét nghiém Ferritin, Hop >
; S 1ghien 0
40 | 12 Hoehdbehian, (oo, |BOD2 o Bt i bt ot hromn 15013485 2
xét nghi€ém Ferritin 6x4mL .
hodc tuong duong.
Hop > Chét liéu Polypropylene; Dung tich t6i da > 1
41 13 Giéng phan timg  [Hop | 6f9§céi mL, hop > 16x98c4i. Dat tiéu chuan chét lugng 100
ISO 13485 hoac tuong duong.
Thanh phan bao gdm hoc tuong duong: Dung
Hon > dich dém chtra dioxetane Lumigen PPD, chit
42 14 Co chét phat quang |Hop 4x1p 36mL huynh quang va chat hoat tinh bé mat. Hop > 60
4x130mL Dat tiéu chudn chit lugng ISO 13485
hodc twong duong.
Hop Dung dich rtra may, Hop >4x1950mL. Dat tiéu
43 15 Dung dich rira may |[Hop  [>4x1950m gl Y, Hop = o 160

L

chuén chét lugng ISO 13485 hoc twong duong.




Hoa chét kiém chimg dang dong kho, Hop

a4 | 16 doaditoan ey (SR >12x5ml Dat tiéu chudn chét lugng SO 13485 6
chung >12x5ml .
hoZc tuong duong.
N . Dung dich kiém tra may mién dich, Hop
45 | 17 Dungidjetikiiom. o | 0P >6x4mL Pat tidu chudn chat lugng 1SO 13485 2
tra may mién dich >6x4mL
ho#c tuong duong.
Hh(:':HChithl:ZZ &t H6 Chét kiém chimg dang 1éng cho cac xét nghiém
46 | 18 Icl o égm e [Hop | 6)'£mL tim mach muc 1,2,3; Hop >6x3mL Dat tiéu 12
S ; = chuan chét lugng ISO 13485 hogc tuong duong.
muec 1,2,3
|Ho6a chét dinh ) Hoa che?t xe} ng,ihle;m dinh lugng thyroglobulm.
47 19 i Hé Hop > 100 |Pham vi phén tich tuong duong hodc tot hon: < 4
= ri o P test 0,1-> 500 ng/mL. Hop > 100 test. Dat tiéu
peits chuén chat luong ISO 13485 hogc tuong duong.
.z B R Hoa chit chuan Thyroglobulin, Hop >6x2mL
48 | 20 El6zchafohuan . (HOo Pat tiéu chuén chét lugng ISO 13485 hodc 2
Thyroglobulin >6x2mL
tuong duong.
L . Dung dich rira may hang ngay. binh > 1 galon.
> . ;
49 | 21 Dungdichrira 1o, [omh2l o e chusn chét hrgng ISO 13485 hotc i
may hang ngay galon
tuong duong.
Coc dung mau
0,5ml dung cho .. |Tai>1,000 |Céc dung miu 0,5 mL sir dung tuong thich cho
50 22 L, N Tai .. L . X g 2
may xét nghiém cai may xét nghiém mién dich
mién dich
Cbc dung mau Céc dung miu 2.0 mL.Thanh phén bao gdm
51 23 2ml ding cho may Tai Tai >1,000 |hodc tuong duong: Polystyrene. Tti >1,000 cai. |
xét nghiém mién cai Dat tiéu chuin chét lugng ISO 13485 hodc
dich tuong duong.
Hoéa chét xét nghiém dinh lvong AFP. Pham vi
5 4 Hoa chét dinh Hé Hop > 100 |phan tich twong dwong hoc tét hon: <0,5— 24
luong AFP P est >3.000 ng/mL . Hop > 100 test Dat tiéu chuin
chét luong ISO 13485 hoic tuong duong.
o B Hoa chit chuan xét nghiém AFP. Hop >
Hoa chét Hép > . L g it
53 | 25 6achatchuan |0 [HOP= o o Pat tieu chudn chét long ISO 13485 2
AFP 7x2.5mL
hodc twong duong.
_|Phén 4: Danh muc vat tw, héa chit
dong mau st dung twong thich véi
may di kém
54 1 Hoa chét xét Ho Hop > Hoa chat xét nghiém xac dinh thoi gian dong 3
nghiém PT P l6x10mL  |mau PT; Hop = 6x10mL
Dung dich lam tan HOP 2 1w 4c dinh thoi gian Thrombinplastin mét phi
55 2 L}ng i Hop |6xdml+ i ol gian r ombinplastin mt phan 28
mau APTT hoat héa (aPTT), Hop > 6x4ml + 6x4ml
6x4ml
56 3 Hoa chét xét 5 Hép > Dinh lugng Fibrinogen trong huyét twong, Hop 40
nghiém Fibrinogen P sxaml > 5x2ml




Hoa chét kiém

Hoa chét kiém chudn, dung dé kiém tra chit

; Hop > 1 céc x€t nghiém dong mau mirc binh
57 4 chuan mirc binh  [Hop P = uqtlg ghie - 15
- 6x1ml thuong.
Hong Hop > 6x1ml .
Hoa chét kiém Hop > Hoa cht kiém chuin, ding dé kiém tra chit
58 5 chudn murc bat Hop | lenﬁ lugng cac xét nghiém dong mau mirc bét thudng. 15
|thuong B Hop > 6x1ml
R Héa chit hiéu chuan, dugc sir dung dé hiéu
Héa chat chuan " | I PR o
59 6 a—r Hop Hop > chuan cac xét nghiém dé xét nghiém 1
i Lo ’ 4x1Iml Prothrombin Time (PT) va Antithrombin. Hop >
dong mau
4x1ml .
60 7 Cuvetts Hép Hop > C}lvet dung cho may xét nghiém dong mau tu 20
6x10x32  |dong
.o .. |Hop>5x |Dung dich rira ding dé lam sach kim hit trén
& . Dung; dich nia miy 10D g oy may dong méau. Hop >5 x 15 ml e
S R Hop >5x  |Dung dich ding dé 1am sach may dong mau.
62 9 Dung dich rtra kim |Hop 15 ml Hop>5 x 15 ml 24
4y ho op > . ;
63 | 10 Thanh Kiugyhés (o, [HPZID |y b kol hoechie. Hop=10 céi 1
chat cai
Phén 5: Danh myc héa chit xét
nghiém nuéc tiéu 11 thong s6 ding
twong thich may Urit 330
Test thir nuéc tidu t6i thiéu 11 thong s, cong
64 | Test thir nuéc tiéu ho Hop > 100 |ngh¢ khang acid ascorbic hodc tuong duong. 400
11 thong sb P test Hop > 100 test. Dat tiéu chudn chét luong ISO
13485 hodc tuong duong.
Héa chit néi kidm Hoa chit ndi kiém tra que thir nudc tiéu muc 1.
= 3 e et i, N8 Hop Hop >12x12 ml. Pat tiéu chuin chét lugng ISO 5
.2 q } P >12x12 ml |13485 hodc tuong duong.
[tiéumuc 1
Hoa chét néi kidm Hoéa chit ngi kiém tra que thir nudc tiéu muc 2.
oy . [Hop Hop >12x12 ml. Pat tiéu chuin chit lugng ISO
66 3 tra que thir nuéc  [hdp . 3
>12x12 ml |13485 hodc tuong duong.

ti€u mirc 2

Phin 6: Danh muc Héa chét Gelcard

dinh nhém méau

SR E N




Gel card 6 giéng chua sin gel trong dung dich
dém thich hgp: Tlr ¢t 1 - 3: Anti-A - Anti-B -

Gel card 6 giéng Theo au Anti-D ; Tucot4 - 6: ENZ — AHG — AHG
lam xét nghiém it c?aay ding d& xac dinh lai nhom mau bénh nhan va
67 bao dam hoa hop |[Card e nhom mau tii mau, lam phan Gng hoa hgp 1,000
mién dich truyén Uit truyén mau gitra bénh nhan va tii mau trong 2
mau moi trudng mubi va Coombs & nhiét d6 37 do C.
Dat tiéu chudn chét luongISO 13485 hoic tuong
duong.
o 16 Tyt S ' Dun'g di‘fh dém ll.I(i i0f1 thap, véi ’n(‘”)n{g do I\.Ifitri
68 51 oha lodn Chai Chai > clorid thich hop, hitu ich trong cac xét nghiém 5
iiu pcguoa & 500ml huyét thanh hoc. Dat tiéu chuin chit lugngISO
e 13485 hodc tuong duong.
Khéng thé don dong Anti D
69 .|Anti D Lo Lo > 10ml |Hiéu gid > 1:256. D3 ddc hiéu: 100%.Dat tiéu 70
chuan chit luong ISO 13485 hoic tuong duong.
£ . Khéng thé don dong Anti A
70 fﬁ‘?et th:ﬁg‘gh Lo |Lo > 10ml |Hiéu gia> 1:256; Do dac hiéu: 100%. Dat tiéu 100
EnE chuan chét lugng ISO 13485 hoic tuong duong.
< , khang thé don dong Anti B
71 ?;g;ﬁ‘:ﬁg*gh Lo |Lo > 10ml |Hiéu gia> 1:256; D6 dic hiéu: 100%. Dat tiéu 100
chudn chét lugng ISO 13485 hoic tuong duong.
" i Khéng thé don dong Anti A,B
72 ?;g;ﬁ;ﬁggh Lo [Lo > 10ml |Hiéu gia > 1:256; D dic hiéu: 100%. Pat tiéu 100
, chuén chét luong ISO 13485 hogic tuong duong.
Phén 7: Danh muc hoa chit xét
nghiém dung tuong thich may
HBA1C premier Hb9210
B hoa chét chay A Bo > B0 hoa cha:c ch?y xc?t ?ghleT thAlc theo -
73 xét nghiém HbA lc Bo 500test phuong phap sic ky long hiéu nang cao. Dat tiéu 24
: chudn chat lugng ISO 13485 hoic tuong duong
Héa chat duoc sir dung dé kiém soét hiéu ning
Hod chat kidm A cua xét ngk.nem dinh lugng Glycated
74 ching cho xét Ho Hop 2 Hemuglobin. 6
v égm HOA LG P 1ox500ul  |Dang bot dong kho
s Thanh phan: M4u toan phén. Pat tiéu chuin chét
luong ISO 13485 hodc tuong duong.
Hoa chit dugc sir dung dé hiéu chuan cua xét
Hoa chit hidu Hop > nghiém dinh lugng HbA1c theo nguyén Ii 4i luc.
75 chuan cho xét Hop 2x500, Dang bdt dong kho 6

nghiém HbAlc

Thanh phan: Mau toan phan. Pat tiéu chudn chat
luong ISO 13485 hodc tuong duong.

/2 o \2)




Phén 8: Danh muc Héa chit ngoai

kiem

Hoa chét ngoai

Hop >

Dang déng kho, bdo quan & nhiét 4o (2-8°C).
Tan suét phan tich hoa chit: hang thang. Thong

R - R ( : : ; - 2
10 l;;gil lxet nghi¢m \Hop 6x0,5ml  [s6 phén tich: 2 thong s6. Dat ti€u chuan chat
¢ luong ISO 13485 hodc tuong duong.
Dang 16ng, bao quan & nhiét do (2-8°C). Tan
Hoa chét ngoai Ho > suit phén tich hoa chat: 02 thang mét lan. Thong
77 kiém xét nghiém  |Hop 3x.1p2_m1 s6 phan tich: 14 thong sb. Bao gbm ca 2
Nudéc tiéu Galactose. Dat tiéu chuan chat lugng ISO 13485
hodc tuong duong
Dang dong khd, bao quan & nhiét do (2-8°C).
N . Tén sut phén tich héa chat: hang thang. Thong
sl0a s DE0R  |Hop >6x5 |56 phan tich: 49 thong s6 + 2 thong sb thir
78 kiém xét nghiém |Hop i A . .. 2
31 dich ml nghiém. Bao gdm ca: C- peptide, Gentamicin,
TSRS Salicylate, Vancomycin. Dat tiéu chuin chat
lugng ISO 13485 hodc tuong duong.
Phén 9: Vit tu, héa chét gidi phiu
bénh
79 Toluen Chai | chai 500ml |Toluen, chai > 500ml 40
. . . Chai 500ml. at tiéu chuan chat lugng ISO
80 Dung dich EA50 Chai |Chai 500ml ey — 1
. .| Bo31lo |Chai > 500ml. Pat tiéu chuan chit lugng ISO
&l Dung dich OG6 By 30ml 13485 hoac tuong duong L
Bo 3 1o 30ml, 1 lo dung dung dich Periodic
R R . R acid, 1 Lo dung thudc thir Schiff, 1 Lo dung
2 e BY Bgle dung dich Hematoxylin.Dat tiéu chudn chat L
luong ISO 13485
Hlung il g gm Chai > 500ml. Diing nhudm mo bénh hoc. Bao
md bénh hoc X : s
A . . gom: ethanediol; ethanol; acetic acid,;
83 (Harris Chai | chai 500ml . i 8
hematoxylin for alluminum sulphate hexadecahydrate; Dat tiéu
b chudn chét lugng ISO 13485
histology)
Chai > 500ml.Duing trong md bénh hoc. Gom :
M 1) s " 2 . = r A
84 Eosin Y 0,5% Chai | chai 500ml ethanol; ethyl alcol'lel, ace:tlc aC:d hodc céac chat g
alcoholic — tuwong duong.Dat tiéu chuan chat lugng [SO
13485
THeo QU oo dich o il o6 66 d6m trung tinh, ¢
Formol trung tinh .. |cach caa g, i 0?0 eim ‘r:ungll 8 un%
85 10% Lit . cho xir ly m6 nhudm héa mé mién dich. Dat tiéu 160
) - chuén chat luong I1SO 13485




86

Nén hat

Kg

Theo quy
cich cua
nha san
Xuét

Parafin d& xir Iy mo va nhing cho cac miu md
hoc. Nhiét d6 nong chay 52 -58 d¢ C. Dat tiéu
chudn chat lugng I1SO 13485

60

87

Dao cét tiéu ban

50 c4i/ hop

Biing thép khong gi. Dung trong cit mo bénh
phdm d3 duc nén. Kich thudc 80x8x0,25¢m; goc
cit 35 do. Hop 50 céi. Pat tiéu chuan chét luong
[SO 13485

88

10

Cassette

Cai

Theo quy
cach cua
nha san
Xudt

Thich hop cho cac mau sinh thiét, vat lisu POM,
thich hop cho may danh déu cassette tur dong, c6
nip.

10,000

89

11

Cbn tuyét ddi

Chai

chai 500ml

Ethanol >99,7%, trong subt khong mau. Dat tiéu
chuén chét luong ISO 13485

150

Phén 10: Héa chit hd tro

sinh san

90

Moi trudong phan
loai tinh trung

kit

2x20
mL/kit

- Upper layer

+ pH=7,20 - 7,90;

+ Do thim thau [mOsm/kg]: 280-310;
+ Noi doc t6 vi khudn [EU/MmI]: < 0,5.
- Lower layer

+pH=7,20 - 7,90; |

+ P06 tham thau [mOsm/kg]: 290-330;
+ Noi doc tb vi khudn [EU/ml]: <0,5;
+ Ty trong [g/ml]: 1,1050 - 1,1150.

18

91

- |Mbi truomg chuén

bi tinh trung

Lo

30 ml/lo

- M6i trudong ding dé chudn bj tinh tring;

- Méi truong dém bicarbonate va dém HEPES
chira Albumin huyét thanh ngudi;

- pH (tai +37°C va 5% CO2): 7,35 £ 0,10;

- D6 thdm thau [mOsm/kg]: 290 £ 5;

- N6i doc td vi khuan (thir nghiém LAL) [IU
hodc EU/mL]: <0,25;

- Thanh phan it nhit bao gdm: Calcium chloride,
EDTA, Gentamicin, Glucose, HEPES, Albumin
huyét thanh ngudi, Magnesium sulphate,
Potassium chloride, Potassium dihydrogen
phosphate, Sodium bicarbonate, Sodium
chloride, Sodium lactate, Sodium pyruvate,
Nudc tiém;

nghiém

Phén 11: Danh muc Test nhanh xét

92

Test nhanh chén
doan Rotavirus

Test

Theo quy
cach cua
nha san
Xuét

Dinh tinh phat hién khang nguyén vi rat Rota
trong mau phan nguoi. Do nhay: > 94%; Do dic
hiéu: >98,3% .Pat tiéu chuan chit lugng ISO
13485, CE hoic tuong duong

500

4 .
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Test nhanh chin doan viém gan A IgG/IgM. Sir
dung ddng thoi phat hién va phan biét khang thé
IgG va IgM khang vi riit viém gan A & huyét

Test nhanh chén "cl‘:ce}i)c?il;y thanh, huyét tuong, méau toan phan. V?Ch IgG:
93 doédn viém gan A | Test A € Do nhay twong quan: 100% , B§ déc hi¢u tuong 300
IgG/IgM it quan: >98%
Vach IgM: D¢ nhay tuong quan: >94,8% , o
dic hidu tuong quan: >96,7%. Pat tiéu chudn
chit lugng ISO 13485, FDA hoic tuong duong.
s Dinh tinh phat hién su c6 mét clia khang thé
. TE;: g;gnnll(lszﬂ gfl?c%l;y IgG{IgM khang HEV trong huyét thanh hozc
94 fh : IgM khémgg Test h san huyét twong ngudi. B nhayj: 290%; bo dic 300
. n A hiéu: >98.5%. Dat ti€u chuan chat lugng ISO
virus viem gan E xuat 13485 hoac twong duong.
Phat hién céc type khang thé IgG, IgA,...dac
hiéu véi HIV-1 va HIV-2 trong méu toan phan,
; Theo ey huyét thanh hozc huyét twong ngudi. Nam trong
Test nhanh chan céch cia B e r e . 2
95 doan HIV 172 Test e khuyén cao. xét ngh‘u_am HIV guoc gia bo sung 12,000
cuit 2020 ctia vién V¢ sinh dich té Trung Uong. Do
nhay: 100%, Dd dic hiéu: >99.8%. . Dat tiéu
chuan chit lugng ISO 13485 hoic twong duong.
Dinh tinh phat hién khang nguyén HBsAg trong
huyét thanh, huyét tuong hoic mau toan phén.
D¢ nhay: 100%; Do dic hiéu : 100%; Két qua
xét nghiém 6n dinh t6i 30 phut
Theo quy [Khéng phan img chéo véi: Chikungunya, Zika,
96 Test nhanh chén Test cachcua  [S.pneumoniae, S.pyogenese, Legionella 12.000
doan viém gan B nha san pneumoniae, Malaria Plasmodium falciparum, ’
Xudt Malaria Plasmodium vivax, Influenza A (HINI,
H3N2), Influenza B, E.coli (k99), Salmonella
typhi, Rotavirus typ L, II, III, IV; HIV, HCV.
Pat tiéu chudn chét lugng ISO 13485 hoic
tuong duong.
Dinh tinh phat hién khang thé IgM khang EV71
Past liagh i Tlhe;) qvuy tr}(:ilg) ( huyét thanh, huyét tuong hodic méau toan
S cachctia [phan
gl ;‘L‘iﬁ;}}‘;\’,‘;‘i‘ylgM 1ot lohasan |6 nhay: 296.5%, Do di higu:> 99.0%. Dat 1,000
j xuat tiéu chuan chat lugng ISO 13485, hodc tuong
duong.
Dinh tinh phat hién Morphine trong nudc tiéu
Theo quy ; i e 5 A 2
cich cla |CUa NGO Ngudng phat hién <300 ng/ml. Do
98 Test thir Morphin | Test nha san nhay tuong quan 109%, E?cf) déc hiéu tuong quan 700
Ut 100%, Dat tiéu chuén chat lugng ISO 13485
hodc tuong duong.
Theo quy |Dinh tinh phat hién hCG trong nudc tiéu cia
, . cichcua |nguoi. DY nhay twong quan: 100%, Do dic hiéu
» ey vl HCG- st nha san tuong quan: 100%. Dat tiéu chuin chét lugng 200
Xuét ISO 13485 hodc tuong duong




Mau phdm: Huyét thanh, huyét twong, mau toan

Theo quy |phén
cachcua |- Phat hién HbeAg
00 2 Tesn Hbeng Test | hasin  |-D6 nhay twong quan 96.0%, D¢ dic hidu 200
Xuat twong quan >99.0%. Pat tiéu chuan chit lugng
ISO 13485 hodc tuong duong
Dinh tinh ma tiy c6 trong mau nuéc tiéu voi
ngudng phat hién AMP <500 ng/ml; MET <
Thss dig 500 ng/ml, OPIATES Morphin)< 300 ng/ml;
Test matus 4 obi céch ciia THC < 50 ng/ml. B$ nhay: AMP: 100 % ;
101 10 £ Test . MET: 100 % ; OPIATES: 100 % ; THC > 99,12 5,000
s0 nha san .
xuét o
- D6 dic hiéu: AMP: 100 % ; MET: 100 % ;
OPIATES: 100 % ; THC > 99,53 %. Dat tiéu
chuén chét lugng ISO 13485 hoic twong
Test nhanh phét hién dinh tinh khang nguyén
virus hop bao ho hap (RSV) tir dich hat vom
Test nhanh chin TFleo c{uy mili hong; DJ nhay: >92.45%, B¢ dac hiéu:>
102 | 11 dodnvirushop  |Test [cEchcva  [9844%. 1,500
bao ho hép R'SV nhz} san Gidi han phat’ hlen‘ khoang: 1.78 x 104
xuat TCID50/ml d6i voi RSV A, 1.35 x 10°3
TCID50/ml v6i RSV B.. Pat tiéu chuén chét
lugng ISO 13485 hodc tuong duong.
HHeoiiy Dinh tinP phét hién khang ‘nguyén SARS-Cov-2
Test nhanh” khang céch ciia trong mau ngody dich ty hau cua nguoi. DY nhay
103 12 nguyén chan doan |[Test ha san tuong quan: > 97,6,00%. D6 fiac hjéu tuong 5,000
SARS-CoV-2 " quan: >99,5%. . Dat tiéu chuan chat lugng I1SO
xuat 5
13485 hodc tuong duong.
Phuong phap xét nghiém: Glucose oxidase. Test
thir duoc trén cac ngu(‘Sn mau: mao mach, mau
Thendyuy toan phan. Thoi gian xét nghiém: 5 gidy. Khoang
Test thir duong cach cta ) . Y )
104 13 huyét Test nha san xét nghiém tuong duong hoéc tot hon: 10- 30,000
- 600mg/dL (0.6-33.3 mmql/L). ,Tuorng thich voi
may di kém. Pat tiéu chuan chat lugng ISO
13485 hodc tuong duong.
Xét nghiém phién ngung két latex nhanh @& xac
dinh dinh tinh va ban dinh lugng
.| Hop 100 |antistreptolysin-O trong huyét thanh nguoi cia
i3 i Lo Hop fest cac bén];)l lign cAu khuéi.. Dy{) nhay 97,%%. bo 12
dac higu 98,39%.Pat tidu chudn chat lugng ISO
13485 hodc tuong duong. Hop 100test
N The quy B6 thé nhua di}ng 1 lAanPugc dung dé xét ,
Thé thu mau \ 7 [nghiém vi khuan Helicobacter Pylori . Ding dé
106 15 . test | cachnha F.. 0z , : R o 380
Hpylori .z |thumau khi CO2 tuong thich may phan tich
san xudt .
H.Pylori.
Ong nhya chira 1,5ml ¢6 nép nhén kin chira
0,3ml moi trudng thach dung dé kiém tra nhanh
su hién dién clia Helicobacter pylori trong mau
Test Hp da day . . «__|bénh phim hogc trén méi trudong nudi cay.
o7 lo _[(Tim Urease) hop |Hopo0ong Thanh phén: Urea, Phenol red, igar, pHy6.8 + 25500

0.2 §25°C
hop > 50 6ng. Dat tiéu chuan chit luong ISO
13485

ol
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A\X




Phin 12: Héa chit

khac

B kit tAm soat té

B9 kit gdm: Lo dung dich bao quan mau chira
dung dich Formaldehyde 10%. Mang loc té bao:

: ing 100 |dudng kinh mang loc 20mm. Chéi phét té bao:
108 | 23 baoung thrcdtr | Kie | 1008 o, etilvnigng lofg 2, Cior phiet ic bap 500
3 dich co thé kit dau choi: chat liéu Nylon, than choi: chat liéu
et ST plastic . Lame trai t& bao c¢6 kich thuéc khoang
25*%75mm, d¢ day khoang 0.1mm
. o B©g5m1 Y R A R W
BJ kit chiét tach ffiren B0 kit chiét tach huyet tuong giau ti€u cau tir
N07.07. |huyét twong giau | MRS 4wt than, ding cho diu tri thoai héa khop.
109 24 2 A e Bo hoat héa , . 8 450
010 [ti€u cau tir mau tu . Dung cu hoat héa co hoc giad mao mach: bang
N va vat tu 2 £ e 5
than R nhua tong hgp, cdu tric hinh try tron
tuong ung
Phén 12: Tay dao siéu 4m han mach
sir dung tuwong thich v6i dao md siéu
am ciia Olympus
Tav dao siéu 4m Tay dao si€u &m va han mach Thunderbeat ding
e ‘ cho phiu thust mé mé, duéng kinh Smm, dai 20
va han mach dung | ... o Moo oy e ;
110 1 x .. 2 |Cai |1cailhdp |cm,tay bop vao tlr phia trudc. 10
cho phau thuat mo , . 2 oA A
5 Tuong thich véi dao mo siéu &m cia Olympus.
= Dat tiéu chudn 1SO 13485.
A Tay dao si€u &m va han mach Thunderbeat ding
Tay dao si€éu am : YR ST .
3 han mach din cho phau thuat mo ndi soi, duong kinh
111 2 P X . ‘(’: Cai  |1cdilhop |Smm, dai 35 cm, loai tay bop vao tir phia trude. 40
cho phau thuit mé s Ee S
g P Tuong thich véi dao mo si€éu &m Olympus.
b Pat tiéu chuin ISO 13485.
Tay dao siéu &m
va han mach dung .
mz . ‘ T A s i <
112 3 e fhnas Cai |1 cailhop ay dao siéu 4m va han mach Thunderbeat dung 10

tuyén giap, tuyén
v

cho phiu thuat tuyén giap, tuyén vi, dai 9cm.

Téng: 112 khoin

vH
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