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CQNG uOl xA Hgr cHU NGHIA VrET NAM
DQc 16l - Ts@h phfc

Hd N1i, ngdy ll thdns I ndm 2023

vtu cAu rAo crA uoA cHAr, srNH pHAM NAM 2024

Kinh gfri: C6c hing sin xu6t vir nhi cung cip tqiViQt Nam.

Benh viQn Bpnh Nhiet d6i Trung uoarg c6 nhu cAu ti6p nhin b6o giil dE tham
khio, xdy dpg gi6 g6i thAu, ldm co sd t6 chric llra chgn nha thAu cho g6i thiu Lga
chgn nhd thAu cung c6p h6a chdt, sinh phAm nilm2024 cho BQnh viQn BQnh Nhiet ddi
Trung uong voi nQi dung cU th¤ nhu sau:

I. Thdng tin cfra tlon vi y6u ciu b6o gi6
l. Don v! y6u ciu b6o giir Benh viQn BQnh Nhiet doi Trung uong, thdn BAu,

Kim Chung, D6ng Anh, He NQi.
2. Thdng tin li6n hQ cria nguoi chiu tr6ch nhiQm ti6p nhfln b6o gi6: Ddo Quang

Ttng, Nhdn vi¤n Khoa Dugc, Benh vi¤n BQnh Nhiet ddi Trung uong (<IiQn tho4i:
039.s707.314)

3. Circhthric ti6p nhQn b6o gi6:
- Nhfln tr.uc tiiSp tai itia chi: Khoa Dugc - BCnh vipn BQnh NhiQt doi Trung

uong - ThOn Biu, Kim Chung, Ddng Anh, Ha NOi (01 b6n cimg c6 ky, ct6ng d6u).
- Nhan qua email: kduoc.nhtd@gmail.com (file excel)
4. Thdi han tiiSp nhfn b6o giri: tir ngAy thdngO8 nim 2023 d}n l7h ngiy

th6ng 09 nim 2023.
Ciic b6o gi6 nhQn duo. c sau th&i di6m n6u tr¤n se kh6ng duo. c xem x6t.

5. Thdi h4n c6 hi¤u lyc cria b6o gi6: Thdi h4n c6 higu lgc cta b6o gi6: T6i
thii5u 180 ngdy t<C tt ngdy 04 th6ng 09 n6m 2023.

II. NOi dung yGu cAu b6o gi6:
1. Danh mpc h6a ch6t, sinh phdm: Theo phq lqc I dinh kdm C6ng v6n ndy.
2. Dia cti6m cung c6p: Benh viQn Bgnh Nhiet d6i Trung uong
- Co s& l: th6n BAu, Kim Chung, DOng Anh, Ha NOi.
- Co s0 2: 78 Gi6i Ph6ng, Phuong Mai, Ddng Da, Hi NQi
3. Thcri gian giao hdng dg kiiSn: tong vdng T2hk}tir khi c6 don dflt hdng.
4. C6c th6ng tin khrlc (n6u c6).
- DOi vdi nhirng ho6 ch6t sinh phAm d5 trung thAu nhrmg chua c6ng bd tr¤n

c6ng th6ng tin diQn tft mua sim cdng, <16 nghi Quy c6ng ty nQp 01 bin quytit Alnfr
trung thiu (ban sao y c6ng chimg).

Trdn trgng cim on!
Noi nhQn:
- NhuffAn (quawebsite B¤nhvi¤n);
- Lttu: VT, KD
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s0vrE
BENH vrpN rDrn NIUET DOr rw

PHU LUC 1: DANH MUC
(Dinh kim cdngvdn s6

CQNG HoA xA ugl cHU NGHIA vrET NAM
DQc Iflp - Ts igj rylh phric

A CHAT, SINH pHAvT MoI CHAo GIA
/NDTW-KDngdy thdng 08 ndm 2023)

STT T6n h6a sinh phim s6 r.g.g
tinh gol Tieu cnuar ky rnu{t

)
D4t ti6u ctruAn tSOITCCS
Acid acetic nguyCn ch6t. hdm lugng kh6ng dubi 99-5o/o

Ho& Ti6u chuAn ky thuft tuong duong
I Acid acetic nguy6n ch6r Chai hai I litCI

502
BQ x6t nghiQm nhanh <linh tinh
kh6ng nguy6n Aspergillus
galactomannan

B0 5( I test/b0

D4t ti¤u chu6n ISO
X¤t nghiQm nhanh khring nguy¤n Aspergillus
galactomannan
DQ nhfly vd d0 dic hi$u vdi m6u huy6t thanh ld 100% vd
97%
DQ nhQy vd tI$ tlic hiQu vdi mAu rria ph6 quan ld78%ovit
82%
Ho{c Ti¤u chuin ky thurit tuong <luong

., Bromocresol purple Chai ?{o--b

D4t ti¤u ctru6n ISO
Thu6c thri trong phdn tich tlo albumin. nhuQm t6 bao ch6t
dga tr¤n dQ axit cta chting. vd d6 c6 lfp vd khdo nghiQm
vi khuAn axit lactic
Ho{c Ti¤u chuAn ky thuft tuong tluong

5

4 Chi th! sinh hgc h0p
50 ting/h0p

D3t ti6u chuin ISO
6ng thrl sinh hgc c6 hinh d4ng tufp. tr¤n nip c6 chria chi
thi h6a hgc, b6n trong c6 chria chtng Geobacillus
stearothermophilus
Ho{c Ti¤u chu6n ki thuflt tuong duong

8

5 C6n 70 tt$ Lit C an20L
Dat ti¤u chu6n ISO/TCCS
Cdn su dgng trong y t6. dtng s6t khuAn. 70 dO

Ho{c Ti¤u chuAn ky thu{t tuong duong
r 0.000

1006 ^l ^ -i.LOn tu)'gl OOI Chai
Dpt ti¤u ctruAn ISOITCCS
Ethanol. ndng <I0 kh6ng dudi 99.5%
Hofc Ti6u chuAn $ thu$t ruong duong

s007

Xdt nghiQrn ph6t hiQn 23 lo4i kh6ng
th6 khang nh6n: DSDNA.
nucleosome. histones. SS-A. Ro-52.
SS-8. nRNP / Sm. Sm. Mi-2o. Mi-
2p. Ku. CENP A. CENP B. Spl00.
PN{L. Scl-70. PM-Scll00. PM-
Scl75. RPI l. RPl55. gp2l0. PCNA
vd DFS70 bnng thanh sic t{ mi6n
dich.

Test Test

D4t tidu ctruAn tSO
X6t nghiQrn ph6t hi¤n 23 loqi kh6ng th6 khring nhdn:
DSDNA. nucleosome. histones. SS-A. Ro-52. SS-B.
nRNP I Sm. Sm. Mi-2c. Mi-2p. Ku. CENP A. CENP B.
Spl00. PN{L. Scl-70. PM-Scll00. PM-Scl75. RPI l.
RPl55. gp2l0. PCNA vd DFS70
Phuong phrip: Thanh sic ky mi6n dich.
Holc Tieu chuAn $; thu{t tuong duong

1.0008

Xet nghigm c6c khring th6 nh6n ( l2
It.rgi: nR-i.rP/Sm. SS-A. SS-B. Scl-
70. Jo-1. CENP B. dsDNA.
nucleosomes. histones. ribosomal P-
proteins bing thanh sic t<1, mi6n
dich

Test Tesl

D4t ti¤u chuAn ISO
Xet nghiQm c6c kh6ng th.l nhdn (12 logi: nRNP/Sm. SS-A.
SS-8. Scl-7t). Jo-1. CENP B. dsDNA. nucleosomes.
histones. i!bosomal P-proteins
Phuong phrip: Thanh sdc ky mi6n dlch
Hofu Ti6u chuin k! thu{t tuong duong

E

;
,I
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\ SII TGn hoa ch6t, sinh phAm
t ggrr rt

tinh

9

X6t nghiQm x6c dinh c6c tg kh6ng
th6 trong bQnh gan tg mi6n (4 lo4i:
AMA-M2. LKM-1. LC-1. SLA/LP )
bing thanh s6c k! mi6n dich

Test Test

Dat ti6u ctruAn ISO
Xet nghiQm x6c tlinh c6c tg kh6ng th6 trong bQnh gan ty
rni6n (4 lo4i: AMA-M2. LKM-1. LC-1. SLA/LP )
Phuong ph6p: Thanh sic lcj mi6n dich
Hofc Ti6u chuAn tq thuf,t tuong tluong

200

l0

X6t nghiQm x6c dinh c6c ty kh6ng
th6 trong bQnh gan tU miSn (14
lo4i:AMA-M2. M2-3E. spl 00.
PML. gp2l0. LKM-I, LC-l.
SLA/LP. SS-A" Ro-52. Scl-70.
CENP A. CENP B PGDH ) b6ng
thanh sic k1 mi6n dich

Test Test

D4t ti¤u ctruAn tSO
X6t nghiQm x6c tlinh c6c tU khdmg th6 trong bQnh gan tU
mi6n 1t+ losi:AMA-M2, M2-3E, spl00. PML. gp2l0.
LKM-1, LC-1, SLA/LP, SS-A, Ro-52, Scl-70, CENP A,
CENP B PGDH )
Phuong ph6p: Thanh sic hj mi6n dich
Hofc Ti6u chu6n ky thuAt tusng duong

200

ll Dung dlch nhuQm Gi¤msa Chai Chai I lit

D4t ti¤u chuAn ISOITCCS
D4ng dung dich
Thanh phAn: Metanol: <507o Glycerol; <25%o Ethylene
Gl1'col: <25olo
Hoic Ti¤u ctruAn ky thuAt tuong duong

6

12
Khay thu xdt nghiQm dinh tinh
khdng nguydn Helicobacter Pylori H0p 25 tesVhQp

D4t ti¤u ctruAn ISOITCCS
D0 nhay cta khay thri x6t nghiQm ph6t hiQn khang nguy¤n
H.pylori (phdn) ld 98"8% vd d0 ilic hiQu ld 98,4olo (so vdi
phuong ph6p n$i soi)
Hofu Ti¤u chuAn ky thuAt tuong duong

25

l3 HCI Chai Chai I lit
D4t ti¤u ctruAn tSOITCCS
Dung dich acid clohydric 37%
Hogc Ti¤u ctruAn ky thuft tuong ttuorg

5

t4
Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Imipenem-
relebactam 10125 )

H0p 5x50 Discs
D4t ti6u chu6n ISO
Khoanh gi6y ndng dQ Imipenem-relebactam l0pg/25pg.
Ho[c Ti¤u chuAn k] thu$t tuong duong

20

l5 KOH,NaOH tinh th6 H0p 500g

D4t ti¤u chuan ISO/TCCS
Tinh th6 KOH hoic NaOH dtng d6 pha dung dich ki6m
cac ndng <tg.
Hogc Ti¤u chu6n ki thuAt tuong duong

J

l6

M6i trulng dd6 xric dinh cin
ngu1,¤n Salmonella cad coliforms
trong nu6c. thpc ph6m. sta vd dugc
phlim.

H0p 500g

Dat ti¤u ctrudn ISOITCCS
Thdnh phAn: BeefExtract 3.0
Peptone 5.0
Lactose 5.0
pH 6.8 + 0.2 at25oC

HoEc Ti¤u chuin ky thuAt tuong duqng

2

t1 H6a chAt nhuQm xanh Malachite L9 .)5o

vuJ Ti6u chuAn ki thu$t s6 tuqng

I
Dat ii¤u chuAn ISO/TCCS
Bgt nhugm d6ng kh6 xanh Malachite dirng d¤ pha thu6c
nhri+m trong rdt nghiQm tim lqi sinh trtng
Ho4c Ti6u chu6n ky thuf,t tuong iluong

,l



Don vi
tinh

Quy c6ch il6ng
s6i

Ti6u chuAn ki thuit 56 lrgngSTT T6n h6a ch6t, sinh phim

l8 Ctr6t b6 sung vdo m6i tru&ng nu6i
cAy vi sinh

Tti 50ml

Dqt ti6u ctruAn ISOITCCS
Trii m6u ctru v6 khu6n chria 250m1 m6u ciru dtng d6 b6
sung vdo m6i trudng nudi c6y vi sinh.
- Ho{c Ti6u chuAn ki thugt tuong duong.

120

l9 Nudc mu6i bdo hda L9 I L
D4t ti6u chuAn ISOICCS
Nudc mu6i b6o hda
Holc Ti¤u chuAn lg thu$t tuong duong

r0

20 Phenol tinh khi6t Chai 500m1.+,
Dpt ti¤u ctruAn ISOITCCS
Phenol tinh khi6t
Ho[c Ti¤u chu6n ky thugt tuong duong

)

2l Cdn ethanol 90 Chai I lit
+",

4.000
D4t ti6u ctuin tSOITCCS
C6n ethanol 90 dg
Ho{c Ti6u chuAn k} thu$t tuong duong

22 ChaiCdn ethanol 95 I lit'r'
D4t ti¤u cnuAn ISOTTCCS
C6n ethanol 95
Ho{c Ti¤u chuAn ky thu$t tuong duong

4.000

23 ^l ^ -1,LOn ruy9t OOI Chai hai I litCI

D4t ti¤u ctru6n ISOITCCS
Ethanol. n6ng d$ kh6ng duoi 99.5%
Ho{c Ti6u chuAn ky thuAt tuong duong

6.000

24 Etest Doxycyline H0p thanh,f
D4t ti6u ctruAn ISO
Thanh tAm kh6ng sinh Doxycyline ndng tl$ 0.016-256
pglml. <l6ng timg thanh ri¤ng rE
Ho[c Ti6u chuAn ky thuSt tuong duong

5

25 Etest Tetracycline H0p thanh
Thanh nhga m6ng chrla kh6ng sinh Tetracycline ndng <lQ

0.016-256 pglml, d6ng ttmg thanh ri6ng r¤
Ho{c Ti6u chuAn ty ttru$t tuong duong

5

D4t ti¤u ctruAn ISO t:+AS
Dung dlch pha lodng cho x6t nghiQm d6ng mriu
Thanh ph6n: dung dich dQm c6 pH khoang 7,35.
Hofc Ti¤u chu6n kg thu$t tuong <luong

526
Ho6 ch6t dtng pha lodng m6u cho
xet nghiQm Fibrinogen.

H0p 24xl5ml

I

I

527
Ho6 ch6t CaCL2 dtng cho xdt

nghiQm ddng m6u
H0p 24xl5mlH0r

Dpt ti6u ctruAn tSO tl+gS
Dung dich Canxi Clorua 0.025 M dtng cho c6c x6t
nghiQm d6ng m6u nhu thdi gian ho4t h6a thromboplastin
ttng phAn (APTT) hay cho cric ph6n tich ciic yiiu t6 con
dudng nQi sinh
Ho{c Ti¤u chu6n kj thu{t tuong duong

I

D4t ti6u ctruAn tSO t3+gS
ChAt ki6m chuAn cho x6t nghiQm D-Dimer. yilu tr5 vWf
vd protein S Free.
Thdnh phln: hu-n-6t tuong binh thudng vd b6t thudng danh
cho viQc ki6m soiit chdt luqmg cdc xdt nghiQm kh6ng
nguy'¤n bing phuong phip mi6n dich <10 duc.
Hoic Ti¤u chuin ky thu{t tuorg duong

28
Ho6 ch6t dtrng ki6m chuAn cho x6t
nghiQm dinh lugng D-Dimer H0p 24r I ml

I

2

!
!
i



STT TOn h6a ch6t, sinh phim Don vi
tfnh

Quy crich il6ng
e6i

Ti6u chuAn ki thuit S5 tu,1ng

29
Ho6 ch6t dtng ki6m chuAn c6c xdt
ngtiQm <l6ng mriu

H0p l2x2x2ml

D4tti6uchuAntSO t:+gS
H6a chSt ki6m chuAn xdt nglriQm d6ng m6u thulng quy,
dtng cho m6y tt6ng m6u {r <IQng. Huy6t tuong ngudi binh
thu&ng va b6t binhihudng c6 citrated d4ng d6ng kh6;
g6m hai mric n6ng <tQ kh6c nhau cira c6c chi s5 ct6ng m6u
thudng quy: PT, aPTT, TT, Fibrinogen, Antithrombin
Ho{c Ti6u chuAn ky thuft tuong <tuong

t2

30 Ho6 ch6t x6t nghiQm APTT H0p HQp 6x5ml

D4tti6uchu6nISO 13485
H6a ch6t dtng d6 x6c tlinh th&i gian Kaolin
thromboplastin ho4t h6a tung phAn (APTT) trong huySt
tuong tr6n hQ th5ng d6ng mriu c6ng nghQ bi ttr.
D0 l[p lai tlo m6u binh thu&ng: 0.6 Cy%
D0 l[p lai do m6u b6t thudng: 0.7 CYo/o
D0 t6i l6p tto m6u binh thudng: 3.5 Cy%
DQ t6i l{p do m6u b6t thu}ng: 2.6 CY%
Ho4c Ti¤u chu6n ty ttru6t tucrng duoarg

t5

3l Ho6 ch6t dlnh luqng D-dimer H0p HQp 6x6ml

D4t ti6u ctruAn tSO t:+gS
Dinh lugng D-Dimer huy6t tuong tinh m4ch
Phuong ph6p do mi6n dich d0 dUc.
Ihdnh phAn:
. Thu5c thu l: 6x5ml dung dlch dQm chria tric nhdn ngin
chfln di kh6ng th6 (bao g6m yi5u t6 dang thAp).
. Thu6c thri 2: 6x6ml dung dlch huyAn pht vi h4t latex
dugc phri bdi hai khang thC Oon OOng khiic nhau khdng D-
dimer ngudi.
Ho4c Ti6u chuAn ky thuf,t tuong <luong

5

32 Ho6 ch6t dinh lugng Fibrinogen H0p 12x4ml

Dpt ti¤u ctru6n ISO t:+gS
Dlnh lugng, ph6n tich fibrinogen trong mAu huy¤t tuong
co heparin tr¤n hQ th6ng ddng m6u c6ng nghQ bi ttr
Ihdnh phAn: thrombin ngudi <ld citrat h6a c6 chrla canxi
r khodng 100 NIH units/ml) vd c6 chfa mgt chAt fc ch6
dnc hiQu heparin inhibitor
Ho[c Ti¤u churin ky thuft tuong duong

l0

.,J
Dung dlch rua hE th5ng m6y d6ng
m6u ty dQng

H0p 2.5L

D4t ti6u cnuAn tSO t:+tS
- Sri dung tuong thich tren hQ th5ng d6ng m6u c6ng nghQ
hi til
Dung dich rria pha sin cho c6c hQ th6ng phdn tich ddng
mau ty <lQng, thinh phAn chinh chrla ctrAt OiQt nAm h9
ether glycol pha lodng trong dung m6i nudc.
H4n sri dyng t6i thi6u 24 thring o nhi¤t ttQ 2-25 dO C. Khi
c16 mo. dung dich 6n dlnh kh6ng dudi 30 ngdy d nhiQt d0
phong.
Ho[c Ti¤u cfru6n ky thuflt tuong <luong

50



STT TGn hda ch6t, sinh phim Dcn vi
tinh

Quy l6ch rl6ng
e6i

Ti6u chuiln ky thu$t s6|ugng

34
Dung dich rria kim m6y tl6ng mriu
tU <lQng

H0p 2 lxl5ml
Dat ti6u ctruAn tSO t:+tS
H6a chAt r&a kim hQ th6ng m6y d6ng m6u tg dQng
Thanh phAn: potassium hydroxide ndng tlQ < I %
Ho{c Ti¤u ctruin ky thuQt tuong tluong

t5

35 Ho6 ch6t x6t nghiQm PT H0r l2x lOml

D4t ti¤u ctruAn tSO tl+gS
Ho6 ch6t x6t nghiQm PT tr6n hQ th6ng d6ng mriu.
Thanh phAn:
- Rl: chfa thromboplastin tl6ng kh6 ttugc chi6t xuAt ttr

n6o th6 vd mQt chft uc ch6 heparin d{c hiQu.
- R2: dung m6i hda tan c6 chfa canxi.
Hotrc Ti¤u chuAn ky thuAt tucrng duorg

20

36
Cuvette phan ung kdm bi tt dtng
cho m6y d6ng m6u tU dQng

100 ) Cuvette

D4t ti¤u ctru6n tSO t:+gS
Cuvette phan ung tr¤n miiy d6ng m6u nguy¤n l), bi tir
Cuvette dqng cuQn, m6i cuQn chrla 1000 cuvette don
ChAt liQu: nhya trong su6t gin tr¤n ruy bing. m6i cuvette
chta 0l vi6n bi ttr rlugc lim b6ng thdp khdng gi.
Ho[c Ti¤u chuAn k! thuflt tuong <luong

l5

805l Test nhanh ctrAn Ooan Chlamydia H0p H0 l 25 Test

D4t ti6u ctruAn tSO
Ph6t hiQn dinh tinh. tryc ti6p khring nguy¤n Chlamydia
trachomatis.
- MAu phAm: Dich c6 tri cung nt gidi. dich niQu tt4o. nudc
ti6u nam gi6i
- Ngu&ng ph6t hiQn: 5xl0^4 IFU/ml
- DQ nh4y: 93.58%
- D0 ilic hiQu: 99.08%
- D0l6p lai: 100 %
(khoang tin cfy: 95% CI )
Thdnh phln: C$ng hqp khring th6 don ddng khring
Chlamydia (Chlamydia McAb conjugate): l0 pglml;
Khring th6 don ddng chu$t khang Chlamydia (Chlamydia
monoclonal antibody mouse): 0.75 mg/ml; Kh6ng th6 da
ddng d6 khang IgG chu$t (Anti-mouse IgG polyclonal
antibody goat): 2.25 mg/ml.
Hofu Ti¤u cnuin try thuflt tuong duong

H0p 50 'est/l h$p

Dqt ti6u ctruAn ISO
Thanh phin:
- Ving cQng hgp: cQng hgp vdng khrin-e tU6 ttuing nCC.
IgY-gd:
- V4ch k6t qu6: khring ttr6 ttrang trCG;
- V4ch chimg: ktrang thri d¤ khring IgY--ed.
Ho{c Ti6u chuAn ky thu$t tuong duong

l538 Test thri thai

H0p

H0p

I



STT TGn hr6a ch6t, sinh phAm Don vi
tinh

Quy cich d6ng
s6i

Ti6u chuAn ki thuit S5 lugng

39 Que tht ma tuy 4 ch6n H0p 15 TesV lh$p

Dgt ti6u ctru6n ISO
Ph6t hien dinh tinh nh6m c6c ch6t g6y nghi$n trong nudc
ti6u.
Ngu&ng ph6t hien:

+ Morphine: 300 ng/ml
+ Amphetamine: 1000 ng/ml
+ Methamphetamine: 500 ng/ml
+ THC: 50 ng/ml

DQ nh4y: 99,8%
D0 d{c hiQn:99.60/o
Ho{c Ti¤u chu6n ky thuft ruong duong

40

40 Que thri x6t nghiQm tlinh tinh
Morphine H0p 50 TesVl hQp

D4t ti¤u ctruAn ISO
Dlnh tinh phdt hiQn Morphine vd cric ch6t chuy6n h6a cria
no trong nudc ti6u ngudi. Xdt nghiQm ttugc st dUng tI¤
sdng lgc nudc ti6u chria Morphine/ chAt chuy6n h6a d
ngu0ng phdt hiQn 300 ng/ml.
D9 chinh x6c tr¤n 99.36%
Ho{c Ti6u chuAn ky thuft tuong duong

40

4l Test nhanh ph6t hiQn kh6ng thi! HIV Test 40 Test / H$p

D4t ti6u chuAn tSO
Ph6t hiQn c6c type kh6ng th6 IgG, IgA,...dac hiQu vdi
HIV-l vdHIV-2
- DQ nh4y: 99.47o/o
- D0 dic hi$t:99.87%o
- Khoang tin c$y 95o/o
Ihanh phAn:
- Kit thri: CQng hqp vang HIV-Ag t6i tO hqp.
- Vach k6t qud Anti-human IgG-Fe Mab.
- Vqch ch(mg th6ng th6 dC khang IgG chuQt
Hofc Ti6u chuAn t<y thuft tuong duong

4.000

42 6ng mriu ling vesmatic Tti 250 6ng/Tti
D4t ti¤u chuan ISO/TCCS
6ng do t5c dQ m6u ling
Hofc Ti¤u ctruAn ky thu{t tuong duong

30

43 Card khang sinh dd VK Gr (-) H0p 20 the

D4t ti¤u ctruAn ISO
Ih6 ldm khring sinh <td Gram rim dtng voi m6y dinh danh
r d khring sinh dd tU dQng
M6i the chria c6c khring sinh chgn lgc d c6c ndng d0 kh6c
rrhau. dugc s5y kh6 vdi m6i tru&ng nu6i cA1 vi sinh
llo4c Ti¤u chuAn ky thuflt tuong duong

250

44 Sodium Chloride 0.45o.2o ml
(l000ml/ chai r

l2)/hOp

D4t ti¤u ctruAn ISOITCCS
Nu6c mu5i 0.45%o phahuydn Oicn vi khudn. sri dgng
trong xdt nghiQm dlnh danh vd ldm khring sinh d6 tU dQng
Ho{c Ti6u chu6n k! thuQt tuong ducrng

50.000

45
Khoanh giAy ldm kh6ng sinh d6 cho
vi khu6n (KGKS Amikacin) H0p 5x50 Discs

D4t ti¤u chuAn ISO
Khoanh gi6y <luong kinh 6mm tArn khang sinh Amikacin
Hofc Ti6u chuAn ky thu{t tuong duong

40

F

F
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T6n h6a ch6t, sinh ph6m Don vi
tinh

Quy cich d6ng
s6i Ti6u chuin kf thuit 55lupg

Khoanh gi6y ldm khriLng sinh dd cho
vi khuAn 6GKS
Amoxicillin+Clavulanic acid)

H0p 5x 50 Discs

E4t ti¤u ctru6n ISO
Khoanh gi6y duong kinh 6mm tAm khring sinh
Amoxicillin+Clavulanic acid
HoSc Ti6u chuAn kj thuflt tuong duong

l0

17
Khoanh gi6y lem khang sinh d6 cho
vi khuAn (KGKS Ampicillin-
sulbactam)

H0p 5x i0 Discs

D4r ti6u chu6n ISO
Khoanh gi6y duong kinh 6mm tlugc tAm khang sinh
Ampicillin-sulbactam
Ho{c Ti6u churin ky ttru6t tuong duong

40

48
Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Azithromycin) H0p 5x i0 Discs

D4t ti¤u chu6n ISO
Khoanh gi6y rluong kinh 6mm dugc rAm khang sinh
Azithromycin
Ho4c Ti¤u chuAn k! thuat tuong duong

5

49 Khoanh giAy ldm khring sinh dd cho
vi khuAn (KGKS Aztreonam) H0p 5x i0 Discs

D4t ti6u ctruAn ISO
I(hoanh gi6y duong kinh 6mm dugc tAm kh6ng sinh
Aztreonam
Ho4c Ti¤u ctruAn ky ttru4t tuong duong

20

50 Thu6c tht dtng cho mity chy mtlu H0p
(30 m

cl
/chai xl00
ai)/hQp

D4t ti0u cnuAn tSO
Chai c6y m6u cho hg th5ng c6y m6u ty dQng
Ch6t ligu: polycarbonate
Thdnh phAn: 30ml m6i trudng vd l 69 h4t polime h5p phs,
ph6t hiQn vi khuAn hi6u khi vd ki khi tiy tiQn tt m6u vd
dlch v6 khuAn cta co th6.
Ho{c Ti¤u chu6n t<y ttruflt tuong duong

100

5l Thu5c thri dtng cho mriy c6y mdu H0p (40 m
cl

/chai xl00
ai)/h0p

D3t ti6u chuan ISO
Chai cAy m6u cho hQ th6ng c6y mriu tU dQng
ChSLt liQu: polycarbonate
Thdnh phAn: 40ml mdi trutmg vd l.69 h4t polime h5p phg,
ph6t hiQn vi khuAn ki khi tt m6u vd dlch v6 khuAn c0a co
th¤. srl dsng v6i hQ th5ng cliy mdutU dQng
Ho4c Ti6u chuAn ky thuflt tuong <luong

80

52 Chai c6v miiu trd em 10H0p
(30 m

cl
/chai xl00
ai)/hQp

D4t ti6u ctruAn tSO
Chai c6y m6u cho hQ th6ng cAy m6u ty dgng
Ch6t liEu: polycarbonate
Thanh phAn: 30ml m6i trudng vd l.6gh4t polime h6p php,
ph6t hi$n vi khu6n hii5u khi vd k! khi ttry tiQn tir m6u. sir
dung vdi hQ th6ng c6y m5u ty dgng
Ho{c Ti6u chuAn kj thuft tuong duong

I53 BQ chuAn m6y c6y,m6u H0p

E4t ti6u chuAn ISO
B0 dung cg hiQu chudn vd chuAn hoe hQ th5ng c6y m6u tg
d0ng
Ho{c Ti¤u chuAn lg thuat tuong duong

i
J

1

I

I

I
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STT TOn h6a ch{t, sinh phim Dcn vi
tinh

Quy cich il6ng
s6i

Ti0u chuAn ki thuit 56 tugng

54

Panel phat hiQn vd dinh danh ila tric
nh6n li¤n quan d6n nhi6m trtng
huy6t tir m6u chai c6y m6u duong
tinh

Test Test

D4tti6uchuAnISO 13485
Dinh danh 43 c5n nguy¤n gdy bQnh (vi khuAn va nAm) vd
gen khang thu6c li¤n quan d6n nhi6m trtng huy6t.
DQ nh4y:99 o/o

D0 dfc hiQu:99,8o/o
Ho{c Ti0u chu6n ky thuAt tuong duong

150

55
M6i trudng nu6i c6y vi khu6n d6ng
kh6

H0p HQp 5009

Dqt ti¤u chu6n ISO
- M6i trudng dang bQt mln, miru rorn
- Thanh ptrAn 1gl;: Proteose peptone 15, Liver digest 2.5,
Yeast extract 5, Sodium chloride 5,agar 12
- pH:7.4 t0.2 t}izs"C
Ho{c Ti6u chuAn ky thuflt tuoarg duong

50

56
M6i trulng tl6ng kh6 nu6i c6y
chfing li¤n cAu" Neisseria vd cric vi
sinh vflt kh6 mgc khiic.

H0p HOp 500e

D4t ti¤u ctru6n ISO
Ihanh phAn bao gdm: Special peptone mixture 12.Og\it,
Yeast extract 2.0gllit, Brain heart infusion solids 3.5 g/lit.
Pancreatic digest of casein 10.0 g/lit, Dextrose 2.0 dlit,
Sodium chloride 5.0ellit, Disodium phosphate 0.6gllit,
Agar 12.Og/lit. pH cu6i ctng 7.3 + 0.2.
Ho{c Ti6u chuAn ky thuat tucrng duong

l5

57
M6i trudng nu6i c6y vi khu6n ddng
kh6 H0p 500g

D4t ti6u ctruAn ISO
Ihdnh phAn bao gdm: Special peptone mixture l2.Ogllit,
Brain heart infusion solids 3.5gllit, Pancreatic digest of
casein 1O.0g/lit, Yeast extract 2.0g/lit, Dextrose 2.}dlit,
Sodium chloride 5.0g/lit, pH cuSi ctng 7,3 t 0.2.
Hoqc Ti6u chuAn ky thuSt tuong duong

2

58
M6i trudng ldm kh6ng sinh d6 vi
mruan lg1thi H0p 20 fra

D4t ti6u ctruAn ISO
Thanh phan: c6c y6u t5 ph6t tri6n nhu dich chi6t n6m men.
hemin vd vitamin Kl vd th¤m 5o/o miu ctru, Sodium
bisulfite vd glucose, pH 7.2
Ho{c Ti6u chuAn k! thugt tuong duong

20

59
Khoanh gi6y lem khang sinh d6 cho
vi khuAn (KGKS Cefepime) H0p 5x50 Discs

D4t ti6u cnuAn tSO
Khoanh giAy tluong kinh 6mm (c6 mi nhgn d4ng) tAm mgt
lugng kh6ng sinh Cefepime
Ho{c Ti6u chuAn k! thuAt tuong duong

20

60
Khoanh gi6y ldm kh6ng sinh d6 cho
vi khuAn (KGKS Cefiderocol 30pg )

H0p 5x50 Discs

D4t ti6u ctruAn tSO
Khoanh gi6y n6ng dg Cefiderocol 30pg d{t trong
cartrige. c6 h4t ch5ng Am
Hofu Ti¤u chuAn k! thuflt tuong duong

l0

t-



STT TGn h6a chdt, sinh ph6m Don vi
tinh

Quy frich ttr6,ng

e6i
Ti6u chuin ki thu$t 55lugng

6l Khoanh gi6y lem khring sinh ttd cho
vi khuAn (KGKS Cefixime 5pg )

H0p 50 Discs)xl l0
Dgt ti6u chuAn ISO
Khoanh gi6y dutrng kinh 6mm (c6 md nhfn dang) dm 5pg
kh6ng sinh Cefixime
Ho{c Ti6u chuAn Iq thuSt tuong tluong

62
Khoanh gi6y ldm khring sinh dd cho
vi khu6n (KGKS Cefotaxim) H0p 50 Discs)xl 20

D4t ti6u chuAn ISO
Khoanh giSy dutrng kinh 6mm (c6 md nhgn dae) tArn
kh6ng sinh Cefotarim
Ho{c Ti6u chuAn ky thuft tuong duong

63
Khoanh giSy lem khang sinh d6 cho
vi khuAn (KGKS Cefoxitin) H0p )xl50 Discs

Dpt ti¤u ctru6n tSO
Khoanh giSy <Iutrng kinh 6mm (c6 md nhQn dane) t6m
kh6ng sinh Cefoxitin
Ho{c Ti6u chuAn k} thu{t tuong duong

20

64
Khoanh gi5Ly lnm khring sinh d6 cho
vi khuAn (KGKS Ceftazidime)

H0p )xl50 Discs

D4t ti6u chu6n ISO
Khoanh giSy duong kinh 6mm (c6 md nhfln dang) tAm
khri,ng sinh ceftazidim
Hofu Ti0u ctru6n ty ttru6t tuong <luorrg

30

65
Khoanh gi6y ldm khang sinh dd cho
vi khuAn (KGKS Ceftazidime-
avibactam l0/4 )

20H0p 5xli0 Discs

D4t ti¤u ciruAn tSO
Khoanh gi6y itudng kinh 6mm (c6 m6 nhfln dang) tAm
khriLng sinh Ceftazidime-avibactam ry rc lU4
Hoqc Ti6u chuAn ky thuft tuong duong

D4t ti6u chuAn tSO
Khoanh gi6y duong kinh 6mm (c6 m6 nh$n dang) tAm
kh6ng sinh Ceftazidime-avibactam ry rc 30120
D4t ti6u chuAn ISO 13485 ho& tuong tluong
Ho{c Ti6u chu6n ky thuflt tuong duong

2066
Khoanh gi6y lnm khring sinh rld cho
vi khuAn (KGKS Ceftazidime-
avibactam 30120')

H0p )xl50 Discs

2067
Khoanh gi6y ldm khdng sinh dd cho
vi khuAn (KGKS Ceftriaxone) H0p )xl50 Discs

D4t ti6u chuAn ISO
Khoanh giAy duong kinh 6mm (c6 md nhfn dang) tAm
khang sinh Ceftriaxone
Ho4c Ti¤u chuAn kf thuit tuong tluong

)68
Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Ceturoxime) H0p 0 Discs

D4t ti6u churin ISO
Khoanh giSy duong kinh 6mm (c6 mn nhfn dang) tAm
Ceturoxime
Hocc Ti6u chu6n ky tnuAt tuong tluong

20Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Chloramphenicol) H0p 50 Discsfxl

D4t ti6u chuAn ISO
Khoanh gi6y duong kinh 6mm tAm khang sinh
Chloramphenicol
HoEc Ti6u chuAn $ thu$t tuorg duong

30r-0
Kl.roanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Ciprofloxacin) H0p 50 Discs)\l

Dqt ti¤u chuAn ISO
Khoanh gi6y duong kinh 6mm tAm khang sinh
Ciprofloxacin
Ho4c Ti6u chuAn ky thuAt tuong duong

I

I

I

I

I

69

I



STT TOn hria chit, sinh phim Don vi
tinh

Quy cich il6ng
s6i

Ti6u chuin k9 thuit S5 luqng

'n Khoanh giAy lem kh6ng sinh dd cho
vi khuAn (KGKS Clindamycin) H0p 5x50 Discs

D4t ti¤u cnuAn tSO
Khoanh giAy dudng kinh 6mm tAm khring sinh
Clindamycin
Ho{c Ti¤u chuAn ky thuAr tuong duong

6

72
M6i truong nu6i c6y vi khuAn d6ng
kh6

H0p H$p 5009

Dgt ti6u ctruAn ISO
Ihanh phAn @/l): Special peptone 23.0, Starch 1.0,
Sodium chloride 5.0, Agar 10.0
pH:7.3 + 0.2t4i25"C
Ho{c Ti6u chuAn ky thu{t tuong tluong

30

13 H6a ch6t chuAn thiilt bido <10 duc H0p a 5ng/hgp

D4t ti6u chuAn tSO
Ihanh phan: 4 6ng vdi ndng d$ tAn tu6 ld 0 (tring), 0.5,
l. I McFarland
Ho{c Ti¤u chuAn ky thuAt tuong duong

4

'74 Khoanh giAy lam khring sinh tld cho
vi khuAn (KGKS Doripenem l0pg )

H0p 5x50 Discs

D4t ti¤u ctruAn tSO
Khoanh gi6y dudng kinh 6mm tfun kh6ng sinh Doripenem
l0trg
Holc Ti6u chuAn ky thuAt tuc,ng duong

l0

75
Khoanh gi6y ldm khang sinh ttd cho
vi khuAn (KGKS Doxycylin) H0p 5x50 Discs

D4t ti6u ctruAn tSO
Khoanh giAy dulng kinh 6mm tAm khang sinh
Doxycycline
Holc Ti6u chuAn ky thufi ruong duong

40

76
Khoanh gi6y ldm khri,ng sinh dd cho
vi khuAn (KGKS Ertapenem lOpg )

H0p 5x50 Discs

D4t ti6u ctruAn tSO
Khoanh gi6y dudng kinh 6mm tfun khang sinh Ertapenem
I opg
Hofc Ti¤u ctruAn ki tnuAt tuong duong

l0

77
Khoanh giSy lnm khri,ng sinh dd cho
vi khuAn (KGKS Erythromycin) H0p 5x50 Discs

D4t ti6u ctruAn ISO
Khoanh giAy dudng kinh 6mm tfun khang sinh
Erythromycin
Hofc Ti¤u chuAn kY thuft tuong duc,ng

10

78
Khoanh gi6y khang sinh ph6t hiQn
ESBL H0p I 50 tests

D4t ti6u ctruAn tSO
Phdt hiQn Beta-lactamases ph6 rQng d Enterobacterales"
HQp gdm 3 bO d6i c6c cartridge. m5i cartridge 50 khoanh
gdm: 3 cartridge chfa khoanh Cefotaxime 30pg, 3
cartridge chr?a khoanh Cefotaxime 3Opg + Clavulanic acid
I opg
Ho[c Ti6u chuAn Ly thuflt tuong duong

t5

19
Khoanh giAy khang sinh ph6t hiQn
ESBL H0p I 50 tests

D4t ti0u cnuAn ISO
Phrit hiQn Beta-lactamases ph6 rQng d Enterobacterales.
HQp gdm 3 bO d6i c6c cartridge. m5i cartridge 50 khoanh
g6ml 3 cartridge chta khoanh Ceftazidime 30pg. 3
cartridge chrla khoanh Ceftazidime 3Opg + Clavulanic
acid lOpg
Holc Ti6u chuAn ky thuat tucrng duong

l5
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STT TGn h6a chdt, sinh phim Don v!
tinh

Quy [ecn aong
e6i

Ti6u chuiln ki thu$t SS lugng

80
Thanh x6c tllnh n6ng d0 uc ch6 t6i
thi6u kh6ng sinh Amikacin n6ng rIQ

0"016-256 pglml
H0p thanh

D4t ti6u chuan ISO
Thanh nhga m6ng chr?a khriLng sinh Amikacin n6ng d$
0,016-256 pglml. tl6ng timg thanh ri6ng r¤
Ho& Ti6u chu6n k! thuflt tuong duorrg

20

81

Thanh x6c dinh ndng clQ rlc ch6 t6i
thi6u khrimg sinh
Amoxicillin/clavulanic n6ng dg
0,016-256 pg/m\

H0p thanh

Dat ti¤u chuAn ISO
Thanh nhya m6ng chira khang sinh
Amoxicillin/clavulanic n6ng d0 O,016-256 pglml, tt6ng
timg thanh ri6ng 16
Ho{c Ti¤u chu6n ky thu{t tuong duong

20

82
Thanh x6c dinh ndng tlQ tc ch6 ttii
thi6u kh6ng sinh Ampicillin n6ng
<IQ 0.016-256 pglml

H0p thanh

D4t ti6u chuAn ISO
Thanh nhga m6ng chrla kh6ng sinh Ampicillin n6ng <10

0,016-256 pglml, d6ng timg thanh ri6ng r¤
Ho4c Ti6u ctruAn ky ttruSt tuong tluong

20

83

Thanh x6c dlnh n6ng <lQ uc ch6 t6i
thiilu khang sinh
AmpicillirVsulbactam ndng dQ
0,016-256 plml

thanh

D4t ti6u ctruAn tSO
Thanh nhga m6ng chrla khang sinhAmpicillin/sulbactam
ndng dQ 0,016-256 Vdml,, d6ng ttmg thanh ri¤ng rE
Ho{c Ti¤u chuAn kf thuAt tuong duong

5

584
Thanh x6c <linh n6ng <I0 tlc chi5 ti5i
thi6u kh6ng sinh Azithromycin
n6ng dQ 0,016-256 ytg/ml

H0p thanh

D4t ti6u chuAn ISO
Thanh nhya m6ng chrla khring sinh Azithromycin n6ng tl$
0,016-256 pglml. d6ng timg thanh ri6ng 16

Ho{c Ti¤u chu6n ky thu{t tuong duong

585
Thanh xiic dlnh n6ng ttQ ric ch6 t6i
thi6u kh6ng sinh Aztreonam n6ng
tl$ 0,016-256 pglml

H0p thanh

D4t ti6u chuAn ISO
Thanh nhya m6ng chua khang sinh Aztreonam n6ng <IQ

0,016-256 pg/ml, tl6ng ttmg thanh ri¤ng r¤
Hofu Ti6u chu6n k! thuft tuong tluong

2086
Thanh x6c dlnh n6ng dQ ric chi5 t5i
thi6u khang sinh Benrylpenicillin
ndng ttQ 0,002-32 pglml

H0p thanh

D4t ti¤u ctruAn tSO
Thanh nhga m6ng chtla khriLng sinh Benzylpenicillin n6ng
d0 0,002-32 pglml, d6ng timg thanh ri6ng r¤
Ho{c Ti6u chuAn kf thuat ruong duong

l0H0p thanh

Oat ii6u chuAn ISO
Thanh nhga m6ng chria khang sinh Cefepime n6ng dQ

0.016-256 py'ml. tl6ng tUng thanh ri6ng r¤
Ho{c Ti6u chuAn k! thuft tuong duong

87
Thanh x6c tlinh n6ng d0 t?c ch6 t6i
thiriu khring sinh Cefepime ndng <lQ

0.016-256 pglml

88
Thanh xric <linh n6ng <10 ric ch6 t6,i
thi6u kh6ng sinh Cet'ixime n6ng <l$
0.016-256 plml

H0p thanh

D4t ti¤u chu6n ISO
Thanh nhlra m6ng chrla khang sinh Cefixime n6ng dQ

0.016-256 pglml. d6ng rtng thanh ri¤ng rE

Qui c6ch tl6ng g6i: 30 thanh/hQp
Ho4c Ti6u chuAn ki thurir tuong duong

I

I

H0p

I

I

I
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STT T6n hr6a ch{t, sinh phim Don vi
tinh

Quy cich il6ng
c6i

Ti0u chuAn ki thuit 56 lugng

89
Thanh x6c dinh n6ng <10 ric ch6 t6i
thi6u kh6ng sinh Cefotaxime ndng
<10 0.002-32 pglml

H0p 30 thanh

E4t ti¤u ctruAn tSO
Thanh nhga m6ng chua khang sinh Cefotaxime ndng <lQ

0.002-32 pglml, tl6ng ttmg thanh ri6ng r¤
Ho[c Ti6u chu6n ky thu{t tuong duong

10

90
Thanh x6c <linh ndng d0 rlc ch6 t6i
thi6u kh6ng sinh Ceftazidime ndng
ilQ 0.016-256 pdml

H0p 30 thanh

D4t ti¤u ctruAn tSO
Thanh nhga m6ng chfa khang sinh Ceftazidime n6ng dQ
0.016-256 pglml, d6ng tlmg thanh ri6ng rE
Quy c6ch: 30 thanh/ hQp
Hofu Ti¤u chuAn S thufi tuong duong

30

9l
Thanh x6c ttinh ndng tl$ ric ch6 t5i
thi6u khang sinh Ceftriaxone ndng
tlQ 0.002-32 pglml

H0p 30 thanh

D4t ti6u chuAn ISO
Thanh nhga m6ng chfa khrlng sinh Ceftria"xone ndng dg
0.002-32 pglml, d6ng ttmg thanh ri¤ng r¤
Hofc Ti6u chu6n ki thu6t tuong duong

30

92
Thanh x6c dinh n6ng tl$ ric ch6 t6i
thi6u khring sinh Chloramphenicol
ndng <I$ 0.016-256 pglml

H0p 30 thanh

Dat ti¤u chuAn tSO
Ihanh nhga m6ng chria khrimg sinh Chloramphenicol
ndng dQ 0,016-256 pglml, tl6ng timg thanh ri¤ng re
Ho{c Ti6u ctruAn ky thugt tuong duong

l0

s3
Thanh x6c dinh n6ng <10 tlc ch6 t6i
thi6u khring sinh Ciprofloxacin
ndng rlQ 0.002-32 pg/ml

H0p 30 thanh

Dgt ti¤u chu6n tSO
Thanh nhya m6ng chrla khring sinh Ciprofloxacin ndng dQ
0.002-32 pglml. d6ng timg thanh ri6ng r¤
Ho{c Ti¤u ctruAn ty thuflt tuong duong

30

94
Thanh x6c dinh n6ng <I0 rfc ch6 t6i
thiriu khang sinh Clindamycin n6ng
tl$ 0.016-256 pglml

H0p 30 thanh

Dg ti¤u chu6n ISO
I'hanh nhga m6ng chira khang sinh Clindamycin n6ng tlg
().016-256 pglml. tl6ng ttmg thanh ri¤ng rE
Hofc Ti¤u chuAn lry thuflt tuong duong

5

q5
Thanh x6c dinh n6ng <t0 rlc ch6 t6i
thi6u khang sinh Daptomycin n6ng
<lQ 0.016-2s6 pglml

H0p 30 thanh

D4t ti¤u ctruAn tSO
)'hanh nhya m6ng chfa khri,ng sinh Daptomycin n6ng <lQ

0.01 6-256 pglml tl6ng timg thanh ri¤ng re
I{o{c Ti6u chuAn ky thu{t tuong duong

5

96
Thanh xric dinh ndng <t0 ric ch6 t6i
thi6u khdng sinh Eryhromycin
ndng d$ 0.016-256 pglml

H0p 30 thanh

D4t ti6u ctru6n tSO
l-hanh nhya m6ng chfa khang sinh Erythromycin ndng dQ
0.016-256 pglml. tl6ng ttmg thanh ri¤ng r¤
tio{c Ti¤u ctru6n ky thu{t tuong rluong

5

97
Thanh x6c dlnh ndng dQ ric ch6 t6i
thi6u kh6ng sinh Fosfomycin ndng
dQ 0.061-1024 pglml

H0p 30 thanh

D4t ti¤u ctrurin tSO
I'hanh nhlra m6ng chrla kh6ng sinh Fosfomycin n6ng dQ
t\.064 -1024 pg/ml
tlofu Ti¤u chu6n ky thu{t tuong duong

5

t-



STT T6n h6a ch6t, sinh phim Don vi
tinh

Quy :6ch il6ng
s6i

Ti6u chuiln ki thu{t 56 lugng

98
Thanh x6c <linh n6ng rl0 ric ch6 t6i
thi6u khang sinh Gentamicin ndng
tt$ 0.016-256 pglml

H0p 3 ) thanh

Dgt ti6u ctruAn ISO
Thanh nhga m6ng chfa khring sinh Gentamicin n6ng dQ
0.016-256 pglml. d6ng tirng thanh ri6ng r¤
Ho& Ti¤u chuAn g thuAt ffong duong

l0

H0p 3 thanh 3099
Thanh riic tlinh n6ng <10 rlc ch6 t6i
thi6u kh6ng sinh Imipenem ndng d0
0.002-32 pglml

D4t ti¤u cnu6n tSO
Thanh nhlra m6ng chfa khrturg sinh Imipenem ndng ilO
0,002-32 pglml, d6ng tung thanh ri¤ng r0
Quy crich: 30 thanh/ hQp
Ho& Ti¤u ctru6n ky thuflt tuong duong

100
Thanh xdc dinh n6ng <t0 tc chi5 t6i
thi6u khring sinh Levofloxacin n6ng
d0 0.002 -32 pg/ml

H0p 3 thanh

Dpt ti¤u ctruAn ISO
Thanh nhga m6ng chrla khiing sinh Levofloxacin n6ng <IQ

0.002 -32 pglml, <l6ng ttmg thanh ri6ng r¤
Ho{c Ti¤u chuAn lg thu{t tuong duong

20

) thanh

Dgt ti6u ctruAn tSO
Thanh nhga m6ng chrla khang sinh Linezolid n6ng <tQ

0.016-256 pglml, d6ng timg thanh ri6ng rE
Ho[c Ti¤u ctruAn ty ttruflt tuoarg duong

5l0l
Thanh x6c tlinh ndng d0 tc ch6 t5i
thi6u khang sinh Linezolid ndng d0
0"016-256 pglml

H0p 3

H0p thanh

Dgt ti6u etrurin tSO
Thanh nhlra m6ng chfa khang sinh Meropenem ndng tlQ
0,002-32 pglml, 30 thanh/ hQp
Ho& Ti¤u chu6n ky thuAt tuong duong

30102
Thanh x6c tlinh ndng <10 ric ch6 t6i
thi6u khang sinh Meropenem ndng
<lQ 0,002-32 pglml

5
Thanh x6c dinh ndng d0 ric ch6 t6i
thi6u khang sinh Metronidazole
ndng d0 0.016-256 pglml

H0p thanh

D4t ti¤u ctruAn ISO
Thanh nhga m6ng chria kh6ng sinh Metronidazole ndng
d0 0"016-256 pglml" d6ng timg thanh ri¤ng r¤
Ho{c Ti¤u cnuAn ty thuft tuong duong

r03

l0H0p J ) thanh

D4t ti6u ctruAn tSO
Thanh nhya m6ng chrla khang sinh Minocycline n6ng tlQ
0.016-256 pelml
Ho{c Ti¤u chuAn ky thuf,t tuong tluong

104
Thanh x6c dinh n6ng dQ ric ch6 t6i
thi6u khring sinh Minocycline ndng
d0 0.016-256 pdml

20

Thanh xiic tlinh n6ng dQ uc ch6 t6i
thi6u khriLng sinh
Piperacillin/Tazobactam ndng dQ

0.016-256 pglml

H0p thanh

D4t ti¤u chu6n tSO
Thanh nhga m6ng clifa khang sinh
Piperacillin/Tazobactam n6ng ttQ 0.0I6 -256pglml vd
Tazobactam n6ng ttQ 4pglml. d6ng timg thanh ri0ng r¤
Hofu Ti6u chuAn tg'thuflt tuong tluong

105

t0thanh

D4t ti6u chuAn ISO
Thanh nhga m6ng chria kh6,ng sinh Teicoplanin n6ng dQ

0.016-256 plml. d6ng timg thanh ri6ng rE
Ho{c Ti6u ctruAn ty ttru{t tuong cluong

r06
Thanh x6c dlnh ndng d0 uc ctr6 r5i
thiiSu kh6ng sinh Teicoplanin ndng
d$ 0.016-256 pglml

H0p

I

I
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107
Thanh xrlc ttinh n6ng tlQ irc ch6 t6i
thi6u kh6ng sinh Tobramycin ndng
ttQ 0,016-256 pglml

H0p 30 thanh

D4t ti¤u cnuAn tSO
Thanh nhga m6ng chrla khring sinh Tobramycin ndng d0
0.016-256 pglml, tl6ng ttmg thanh ri6ng r0
Holc Ti0u chuAn g thuQt tuong duong

5

r08

Thanh x6c tlinh n6ng <10 irc ch6 t6i
thi6u khring sinh
Trimethoprim/sulphamethoxazole
ndng rl$ 0.002-32 pglml

H0p 30 thanh

D4t ti¤u cnuin tSO
Thanh nhga m6ng chta khdmg sinh
Trimethoprim/sulphamethoxazole ndng dO 0,002-32
pg/ml" tl6ng ttmg thanh ri¤ng r¤
HoNc Ti¤u chudn ky ttru{t tuong duong

20

r09
Thanh xric dinh n6ng <10 ric ch6 t6i
thi6u khang sinh Vancomycin ndng
tlQ 0.016-256 pglml

H0p 30 thanh

D4t ti6u chu6n tSO
l'hanh nhga m6ng chira khang sinh Vancomycin n6ng dg
()"01 6-256 pglml. tl6ng timg thanh ri6ng r¤
ttofu Ti¤u ctruAn ty thuSt tuong duong

20

il0 H6a chAt, ch6t thrl dtng cho m6y
ilinh danh vi khuAn

Test Test

D4t ti6u chu6n ISO 13485
Panel ph6t hiQn vd <tinh danh l4 cin nguydn (vi khuAn,
virus, nAm) gdy bQnh vi6m mdng n6o
D$ nh4y:94.2o/o
D0 dac hieuj99,8 %
Ho{c Ti6u chu6n fy thuAt fiong duorg

300

r1l Pneumonia Panel plus Test Test

Dgt ti¤u ctruAn ISO t3+8S
Panel brin ilinh luqng 15 logi vi khuAn vd ph6t hiQn 9
r irus. 3 vi khuAn gdy vi¤m ptr6i thOng di6n hinh. 7 gen
khring thu6c li¤n quan d6n vi¤m duong h6 tuip OuOi
DQ nh6y: 96,2 % (d6i v&i miu ph6 quin ph6 nang - BAL),
e6.3 yo (d5i v6i m6u <l&rn)
E0 d{c hiQu: 98,3 o/o (d6i v1i m6u ph6 qu6n ph6 nang -
BAL).97.2 % (d6i voi mAu tttrm)
Ho{c Ti6u chuAn ty thu{t tuong tluong

100

U2
Khoanh gi6y lem khang sinh dd cho
vi khuAn (KGKS Fosfomycin
200ug)

H0p 5x50 Discs

D4t ti¤u ctruAn tSO l3+tS
Khoanh gi6y dutmg kinh 6mm tlugc in m$t m6 nhdn dang
rhich hqp d4ng cht ho{c s6 vd dugc tAm 200pg khring
sinh fosfomycin
Ho{c Ti¤u chuAn ky thuft tuong <luong

20

l 13 Tti tgo khi trudng kf khi H0p 10 rui

D4t ti6u ctruAn tSO t3+tS
Tti t4o khi trudng ka khi dtng voi hgp t. thanh phAn gdm
than ho4t. sodium ascorbat (natri ascorbate), ch6t hfiu co
r d v6 co khiic
Ho{c Ti6u chu6n ky thuflt tusng duong

30

tl4 Trii t4o khi tru&ng vi hi6u khi H0p l0 tti

Dqt ti¤u ctruAn tSO tl+gS
l'[i t4o khi trudng vi hi6u khi ding vdi hqp t. thanh phAn
g6m than ho4t. sodium ascorbat (natri ascorbate). chAt
hiru cs va v6 cs khiic
Hofc Ti6u chuAn g thuft tuong rluong

l0

t-



STT TOn h6a chdt, sinh phim Dcrn vi
tinh

Quy cich il6ng
s6i Ti6u chuin ki thuit S5lugng

l15 Khoanh gi6y ldm khang sinh d6 cho
vi khu6n 6GKS Gentamicin lOpg) H0p 5r 50 Discs

D4t ti6u ctruAn tSO t3+8S
Khoanh gi6y duong kinh 6mm dugc t6m khang sinh
Gentamicin lOpg
Ho{c Ti¤u chuAn k! thuft tuorg tluong

30

116
Khoanh gi6y hm khring sinh dd cho
vi khu6n (KGKS Gentamicin
l20pg)

H0p 5r 50 Discs

Dpt ti6u chu6n ISO 1348S
Khoanh gi6y duong kinh 6mm dugc tAm khang sinh
Centamicin l20pg
Hofu Ti¤u ctruAn ky ttru{t tuong dusng

5

tt7 Khoanh gi6y lam khiing sinh dd cho
vi khuAn (KGKS Imipenem) H0p 5>r 50 Discs

Dpt ti¤u cnuAn ISO t:+gS
Khoanh gi6y dudng kinh 6mm dugc tAm khring sinh
Imipenem
Ho{c Ti6u ctruAn ty ttru{t tuong iluong

30

ll8 Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Levofloxacin) H0p 5x 50 Discs

D4t ti¤u ctruAn tSO t3+tS
Khoanh giSy ttu&ng kinh 6mm tAm khang sinh
Levofloxacin
Ho{c Ti¤u chuAn kj thugt tuong rluong

40

il9 Khoanh gi6y ldm kh6ng sinh d6 cho
vi khuAn (KGKS Linezolid) H0p

D4t ti¤u chuAn ISO 13485
Khoanh giSry duong kinh 6mm tAm kh6ng sinh Linezolid
Ho[c Ti¤u chuAn 1S thuft tuong duong

4

120

MQt m6i trudng chgn lgc gifa
coliforms vd ciic vi khuAn kh6ng l¤n
men lactose v6i sy r?c ch6 cua vi
khuAn Gram duong

H0p 500g

D4t ti6u chu6n ISO
M6i trudng chgn lgc Oi! ti6m tra vi khuAn trong m6u bQnh
ph6m vd thyc ph6m.
Thanh phln: Peptone mixture 19.Og/lit, Lactose 10.0g/1it.
Sodium chloride 5.09/lit. Sodium desoxycholate l.0g/lit,
Crystal violet 0.001g/lit. Neutral red 0.03g/lit, Agar
15.Oe/lit, pH cu5i: 7.2 + 0.2.
Ho4c Ti¤u ctruAn ky thuft tuong <Iuong

5

t2t e6 tnu6c nhuQm Ziehl-Neelsen B0 B03 chai 250m1

D4t ti6u ctruAn ISO
B$ nhuQm Ziehl Neelsen dtng dii thgc hiQn x6t nghiQm
nhuQm soi.
Thanh phln: Carbol Fuchsin chai 250m1. Alcohol acid
(Hydrochloric acid in ethanol) chai 250m1 vd Methylene
Blue chai 250m1.
Hofu Ti6u chu6n ky thuft tuong tluong

40

122 B0 thu6c nhuQm Gram B0 804 chai 250m1

Dpt ti¤u chu6n tSO
BQ nhuQm Gram diing d¤ thUc hiQn xdt nghiQm nhu$m soi.
Thanh ph6n: Crystal Violet chai 250m1, Lugol chai 250m1.
Decolor (alcohol-acetone) chai 250m1 vd Safranin chai
250m1.
Ho[c Ti6u chu6n k! thu{t tuong duong

50

100123
M6i trudng ki6m tra sy nh4y cim

. , -1.vgl Knang slnn ool vor
Haemophilus species

H0p H, ip l0 dia

D4t ti6u chuAn ISO
M6i trudng thu&ng dnng di! thyc hiQn thao t6c kh6ng sinh
d6 trong ldm sdng. tlugc dd xu6t bdi CLSI cho ki6m tra sy
nh4y cirm vdi khring sinh d6i voi Haemophilus species.
Dia 90mm" bao g6i bing mirng b6n th6m Cellophane.
Thdnh phAn: Acid Digest of Casein. Beef Extract. Starch.
Yeast Extract. Hematin. NAD. Agar. pH 7.3 + 0.2
Ho[c Ti6u chuAn k] thuflt tuong duong

I

I

5x5o Discs
I

I

I

I



STT TGn h6a chit, sinh phim Don vi
tinh

Quy c6ch iiling
s6i

Ti6u chuin ki thuit S5lugng

124
Khoanh gidy lnm khriLng sinh dd cho
vi khu6n (KGKS Meropenem 10pg )

H0p 5x50 Discs

D4t ti¤u ctruAn tSO l:+SS
Khoanh giAy dutmg kinh 6mm dugc in mQt m6 nh{n dang
thich hqp dgng chfr ho& s6 vd tlugc t6m tOpg meropenem
Ho{c Ti¤u chuAn ky thuAt tuong duong

30

125
Khoanh giSy ldm khang sinh dd cho
vi khuAn (KGKS Minocycline )

H0p 5x50 Discs

E4t ti¤u chuAn ISO 13485
Khoanh gi6y <Iutmg kinh 6mm dugc tAm mQt lugng khang
sinh Minocycline
Ho{c Ti¤u chuAn ky thuQt tuong duong

40

126
Khoanh gi6y ldm kh6ng sinh <ld cho
vi khuAn (KGKS Moxifloxacin) H0p 5x50 Discs

D4t ti6u ctru6n ISO t:+gS
Khoanh gi6y du&ng kinh 6mm dugc t6m mQt luqng khang
sinh Moxifloxacin
Hofu Ti¤u chuAn lq thu$t tuong duong

4

127
M6i tru&ng nudi c6y vi khu6n rt6ng
kh6 H0p 500g

D4t ti¤u chuAn ISO
Thdnh phAn bao gdm: Casein hydrolysate 17.5gllit, Beef
infusion from 3009 2.0dlit, Starch 1.5gllit, Agar l7.0gilit,
pHcuSi 025"C:7.3*0.1.
Hofc Ti6u chuAn t<y ttruQt tusng duong

40

r28 Mdi trudng nu6i c6y vi khu6n d6ng
kh6 H0p 500g

D4t ti6u ctruAn tSO
Ihanh phAn @/l): Beef Extract 3.0, Acid Hydrolysate of
('asein 17.5. Starch 1.5, pH 7.3 + 0.2 025"C.C6 b6 sung
ciic cation g6m 20-25mg Calcium vd l0-12.5 Magnesium.
Ho{c Ti6u chuAn ty ttru6t tuong duong

20

129
B0 kit ilinh danh, d6m vd lim khring
sinh d6 cho Ureaplasma spp vir
Mycoplasma hominis

H0p 25 test

Dat ti6u ctruAn ISO
B0 kit tlinh danh, d5m vd ldm khang sinh dd cho
Llreaplasma spp vd Mycoplasma hominis & du&ng niQu
sinh dgc.
Ho{c Ti6u chuAn k! thuAt tuong duong

5

r30
Khoanh gi6y lam khriLng sinh dd cho
vi khuAn (KGKS Nalidixic acid
3ope )

H0p 5x50 Discs

Dpt ti¤u ctruAn tSO t3+8S
Khoanh giAy <luong kinh 6mm <lugc t6m mQt lugng khring
sinh Nalidixic acid 3Opg
Ho{c Ti6u ctruAn ry tugt tuong duong

5

131
Khoanh gi6y lam kh6ng sinh dd cho
vi khuAn ( KGKS Nitrofurantoin) H0p 5x50 Discs

D4t ti6u ctruAn ISO tg+tS
d";i glay A"dne tirt O*. Ooq" tAm mQt lugng khring
sinh Nitrofurantoin
Ho{c Ti¤u chuAn ky thuft tuong duorg

l5

132 Khoanh gi6y ldm kh6ng sinh dd cho
vi khuAn (KGKS Norfloxacin lOpg )

H0p 5x50 Discs

D4t ti0u ctruAn ISO t 3+8S
Khoanh giAy duong kinh 6mm dugc tAm mgt lugng khang
sinh Norfloxacin lOpg
Ho[c Ti6u chuAn ty thuflt tuong cluong

5

I

I
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133
Mdi trudng nu6i c6y vi khuAn d6ng
kh6 H0p 500g

D4t ti¤u ctruAn tSO
Thanh phAn gdm: Peptone 6.0g/lit. beef extract l.0g/lit.
yeast extract 2.0gllil. sodium chloride 5.09/lit. agar
l4.Oglit, pH cu6i: 7.3 r 0.2.
Hotrc Ti6u chuAn $ thuflt tuong duong

5

t34 Khoanh giAy lam khrlmg sinh d6 cho
vi khuAn (KGKS Optochin 5pg) H0p

I

Discs'1"
Dgt ti¤u ctruAn tSO
Khoanh Optochin Spg aA Ointr danh Streptococci
pneumoniae.
Ho{c Ti6u chuAn ky thuSt tuong dusng

4

r35 Khoanh gi6y lnm khring sinh d6 cho
vi khuAn (KGKS Oxacillin lpg) H0p 5x 50 Discs

D4t ti¤u ctruAn tSO t:+gs
Khoanh gi6y du&ng kinh 6mm tlugc trim mQt lugng khang
sinh Oxacillin I pg
Ho{c Ti¤u ctruAn ky thu{t tuong tluong

4

136
Khoanh giSy ldm kh6ng sinh dd cho
vi khuAn (KGKS Penicillin lOUI) H0p 'T, Discs

Dgt ti6u chuAn tSO l:+AS
Khoanh gi6y dulng kinh 6mm <lugc tAm mQt lugng khrimg
sinh Penicillin G
Hofc Ti6u chuAn ky thuAt tuong duong

l0

t37
Khoanh gi6y lnm khring sinh d6 cho
vi khuAn (KGKS
Piperaci llirVTazobactam)

H0p 5x 50 Discs

D6 ti6u cnuAn tSO t38+S
Khoanh gi6y <tu&ng kinh 6mm <lugc tAm mQt lugng khrlng
sinh Piperacillin/Tazobactam
Ho{c Ti¤u chuAn ky thu$t tuong duong

30

138
Khoanh gi6y ldm khring sinh dd cho
vi khu6n (KGKS Rifampicin) H0p 5x 50 Discs

D4t ti6u ctruAn ISO t:+gS
Khoanh gi6y dudng kinh 6mm tlugc tim mQt lugng khri,ng
sinh Rifampicin
Ho{c Ti6u chuAn ky thuAt ffoarg duorrg

5

H0p 500 g

D4t ti¤u ctruAn ISO
M6i trudng nu6i cAy n6m.
Thanh phAn: Peptone 10.0g/litre, D-Glucose 40.0g/litre,
Agar l2.}gllitre. pH cu5i: 5.3 + 0.2.
Ho{c Ti6u chuAn ty thuAt tuong duong

30139 M6i tru&ng nu6i c6y vi n6m

20Mdi truong phAn l$p vi khuAn t<y ttri H0p clia

D4t ti6u chuAn ISO
M6i tru&ng ph6n lfp vi khuAn ky khl.
Thdnh phAn: M6i trudng chria ciic y6u t6 t6ng tru&ng:
yeast extract (cao nAm men). hemin va vitamin K3 vil
th¤m m6u ctru, ChAt khri (L-cystine) vd dextrose" pH 7.3
Hofc Ti¤u chuAn ky thuat tuong duong

l4t Silica gel orange H0p 500g

D4t ti¤u ctruAn tSO
H4t ch5ng Am At rg v6i hQ th6ng ttinh danh ttr6i ptr6
nh6m silicat Aluminosilicate
Ho{c Ti¤u chuAn ky thuat tumg duong

2

D4t ti¤u chuAn ISO 13485
Khoanh giAy duong kinh 6mm dugc tAm mQt lugn-e kh6ng
sinh Streptomycin lOpg
Ho[c Ti6u chudn ky thu{t tuong ttuong

5142
Khoanh gi6Ly ldm khrturg sinh dd cho
vi khudn (KGKS Streptomycin
lopg )

H0p 5x i0 Discs

I

140
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143
M6i trudng chgn lgc ph6n l$p
Vibrio spp.

H0p H$p 500 gam

Dpt ti6u ctruAn ISO
MOi trudng chgn lgc ph6n l{p Vibrio spp.
Thanh phAn: Selected peptone mixture 17.0 g/lit, Yeast
extract 5.0 g/lit, Sucrose 20.0dlit, Sodium chloride
10.0g/lit, Sodium citrate 10.0 g/lit, Ferric citrate t.0 g/lit,
Sodium thiosulphate 10.0 glit, Bile salts 3.0 g/lit, Thymol
hlue 0.04 g/lit, Bromothymol blue 0.04 g/lit, Agar A 14.0
g/lit, pH cu6i: 8.6 + 0.2.
Holc Ti6u chuAn ky thuAt tuong duong

10

144 Khoanh gi6y ldm khrimg sinh d6 cho
vi khu6n (KGKS Teicoplanin) H0p 5x50 Discs

D4t ti6u ctruAn tSO tl+gS
Khoanh giAy duong kinh 6mm tlugc tAm mQt luqng khang
sinh Teicoplanin
Ho{c Ti¤u chuAn ky ttru6t tuong duong

5

145
Khoanh giSy ldm kh6ng sinh dd cho
vi khuAn 6GKS Tetracycline) H0p 5x50 Discs

D4t ti¤u chuAn tSO t:+gS
Khoanh gi6y ttutmg kinh 6mm <tugc tAm mQt lugng khrirng
sinh Tetracycline
Ho{c Ti¤u ctruAn t<y ttru6t tuong duong

10

t46
Khoanh gi6y lem khring sinh d6 cho
vi khu6n 6GKS Ticarcillin
clavulanate 75110 )

H0p 5x50 Discs

Dpt ti6u ctruAn ISO t3+tS
Khoanh giSy dudng kinh 6mm tlugc tAm mgt lugng khrlng
sinh Ticarcillin clavulanate 75ll 0
Ho{c Ti6u ctruAn ky ttru4t tuong duong

l0

147
Khoanh gi6y ldm khring sinh d6 cho
vi khuAn KGKS Tigercillin) H0p 5x50 Discs

D4t ti6u ctruAn ISO t:+SS
Khoanh giAy dutrng kinh 6mm tlugc tAm mQt lugng khrlng
sinh Tigercillin
Ho{c Ti6u ctruAn lg thuflt tuong tluong

40

148
Khoanh gi6y ldm khring sinh d6 cho
vi khu6n (KGKS Tobramycin )

H0p 5x50 Discs

D4t ti¤u ctruAn ISO t:+gS
Khoanh giAy duong kinh 6mm <Iugc tAm mQt lugng khang
sinh Tobramycin
Hofu Ti¤u chuAn ky thuAt tuong duong

40

149
Khoanh gi6y ldm khang sinh d6 cho
vi khuAn (KGKS Trimethoprime-
sulfamethoxazol))

H0p 5x50 Discs

D4t ti6u cnu6n tSO t:+tS
Khoanh gi6y duong kinh 6mm rlugc in mQt md nhQn d4ng
thich hgp d4ng cht ho{c s6 vd dugc tAm mQt lugng kh6ng
sinh trimethoprim + 5ulfarnsthoxazol
Hofu Ti6u chuAn ty ttruflt tuong duong

20

150
6ng nghipm pha lodng m6u
polystyrene cho miiy dlnh danh vd
ldm khang sinh dd

Thimg 2000 6ng/thtng

D4t ti6u chuAn ISO
Chdt liQu: nhga trong (polystyrene) 12 mm x 75 mm dtng
mgt lAn su dgng voi mriy tlinh danh vd kh6ng sinh dd tU
d0ng
Hofu Ti6u chu6n k! thugt tuong duong

l5

l5l Khoanh giAy ldm khriLng sinh d6 cho
vi khuAn (KGKS Vancomycin) H0p 5x50 Discs

Dat ti0u chuAn tSO t:+AS
Khoanh gi6y duong kinh 6mm tlugc in m$t ma nhan dang
thich hqp d4ng chfr hopc si5 vd ttugc t6m m$t luqng khang
sinh chinh x6c
Ho{c Ti¤u chudn ky thu6t tuong cluong

t0

I



STT T6n h6a ch6t, sinh phim Don vi
tinh

Quy c{ch il6ng
s6i

Ti6u chuin kf thu6t 55lugng

r52 dtng cho m6y <linh danh
khu6n

H6a ch6t
nhanh vi H0p l, * ,o 6n*,

T,*,

H0p
D4t ti¤u chuAn ISO
6ng vflt tu thao t6c mAu Mycobacterium ttr m6i trudng
l6ng su dlmg vdi hp th6ng cho phep dinh danh vi sinh vgt
Ho& Ti6u ctru6n kl thuit tuong duong

I

153
H6a ch6t dtng cho m6y <Iinh danh
nhanh vi khuAn

H0p

I

Rl (f x 25 mL)
R2(4xlmL)
Rld+xlmL)*t,f x 50 units)

D4t ti¤u chuAn tSO
BQ kit chrla ethanol , acid formic vd acetonitrile d6 b6t
ho4t n6m m6c vd chi6t xu6t protein sri dpng tr6n hQ th6ng
rlinh danh ttr6i ptr6
Hofc Ti¤u ctruAn ky thu{t tuong duong

2

154
H6a chAt dirng cho m6y dinh danh
nhanh vi khuAn

H0p

x 0.5 mL)
x 0.5 mL)
x 50 units)

RI x 25 mL)
R2(
R3(

RBT

r)

(2x50

Dgt ti6u ctruAn ISO
B$ kit chrla ethanol vd l9 thrly tinh d6 kht hogt tinh
Mycobacterium v?r Nocardia tI6 ph6 vO t6 bdo, acid formic
vd acetonitrile O6 tacn chi6t protein srl dqng tr¤n he th6ng
<linh danh ttr6i ptrO
Ho{c Ti¤u ctruAn ky thu$t tuong duong

2

155
dtng cho mdy tlinh danh
khuAn

H6a ch6t
nhanh vi H0p 0. 5mlH0p 5 x

Dgt ti6u chuAn ISO
Thanh phln: Ch6t n6n chtia Alpha-cyano-4-hydroxy-
cinnamic acid
sri dgng tr¤n hQ th6ng ttinh aann Ur5i ptr6
Ho{c Ti6u chuAn lry thuflt tuong duong

5

H6a chAt dtng cho m6y dinh danh
nhanh vi khuAn

H0p 8x4th6H0p

D4t ti6u ctruAn ISO
ThE <Iinh danh gdm 48 di6m phan tich vd 3 vi tri cin
chuAn st dgng vdi hQ th6ng <tinh danh ttr6,i ptrO
Hofc Ti¤u chuAn ky thu$t tuong duong

2

2157
H6a ch6t dirng cho mriy <linh danh
nhanh vi khuAn

H0p I

[.

0.5m1H0p

Dgt ti6u ctruAn ISO
Acid formic <16 xri lf khuAn lac cria n6m men st dqng voi
hQ thdng hQ th5ng dinh danh ttr6,i ptr6
Hofu Ti6u chuAn ky thu$t tuong tluong

rhe

i,

D4t ti¤u ctruAn ISO
The lam khring sinh dd Gram duong dtng vdi m6y dinh
danh vd khang sinh dd tU <lQng
Thanh phln: khriLng sinh chgn lgc o cric n6ng d0 kh6c
nhau, dugc sAy kh6 vdi m6i trudng nu6i c6y vi sinh
Ho[c Ti¤u chuAn ky thu$t tuong tluong

50158 Card kh6ng sinh dd VK Gr (+) H0p

40r59

l'-

D4t ti6u chudn ISO
The ldm khang sinh il6 Streptococcus dtng vdi mriy dinh
danh vir kh6ng sinh d6 tU dQng
Thanh phAn: kh6ng sinh chen lgc d c6c n6ng d0 kh6c
nhau. dugc s6y Hr6 vdi m6i trudng nu6i cAy vi sinh
Hofc Ti¤u chuAn ky thuQt tuong duong

Hoa ch6t dtng cho m61'dlnh danh
vi khuAn vd kh6ng sinh dd tg d$ng

156

I

H0p

:
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STT TGn h6a chAt, sinh phAm Don vi
tinh

Quy cdch il6ng
s6i

Ti6u chuAn ki thuit S5 luqng

160 Card khring sinh dd n6m H0p 20 the

Dgt ti6u chu5n ISO
The lam khang sinh 116 nAm dtrng v6i m6y tlinh danh vd
khrlng sinh Od ttr Cqng
Thanh phAn: cac ch6t khang nAm chgn lgc d cric n6ng dQ
kh6c nhau, dugc sAy kh6 vdi m6i tru&ng nu6i c6y vi sinh
Ho{c Ti¤u chu6n ky thuft tuong tluong

100

r6l Card <linh danh VK Gr o H0p 20 the

D4t ti6u chu6n ISO
The dinh danh Gram dm srl dgng v0i m6y tlinh danh vd
khang sinh dd tU apng dA dinh danh t4rc khudn Gram 6m
I¤n men vir kh6ng l¤n men
Th¤ gdm 47 thrl nghiQrn sinh h6a
Ho{c Ti6u chu6n t<y thuft tuong duong

40

162 Card <Iinh danh VK Gr (+) H0p HQp 20 the

D4t ti¤u chudn ISO
Th¤ <linh danh Gram duong srl dqng vdi m6y dinh danh vd
khring sinh <td ty <t$ng eA ainn danh c6c vi sinh vgt Gram
duong
Th¤ gdm 43 thrl nghiQm sinh h6a
Ho{c Ti6u chu6n kg thugt tuong duong

40

r63 Card <Iinh danh n6m men H0p HQp 20 the

Dqt ti6u cnu6n tSO
Ih6 <tinh danh nAm men sri dgng vdi m6y <linh danh vd
khang sinh Od tg <lQng aA ainn danh n6rn men vd c6c vi
sinh vflt tuong tU nAm men
Hofu Ti6u chuAn ry *ruft tuong duong

l0

t64 M6i trutrng nu6i cAy vi khuAn d6ng
kh6 H0p 500g

Dat ti¤u ctru5n tSO
M6i tru&ng canh thang <la nlng nu6i cAy cdc vi khu6n kh6
mQc.
Thanh phAn: Special peptone mixture 12.0g/lit. Brain
heart infusion solids 3.5gllit. Pancreatic digest ofcasein
lO.0glit, Yeast extract 2.09/lit, Dextrose 2.}gllit, Sodium
chloride 5.0g/lit, pH cu6i ctrng 7,3 a 0.2.
Holc Ti¤u chu6n ky thu$t tuong duong

5

r65
M6i trudng ki6m tra nhanh sg hiQn
diQn cria Helicobacter pylori trong
mAu bQnh phAm

6ng HQp 50 6ng

D4t ti¤u chu6n ISO
6ng nhga chrla l.5ml c6 nip nh6n kin chrla 0,3m1 m6i
tru&ng thqch dtng dri ki6m tra nhanh sy hiQn diQn cria
Helicobacter pylori trong m6u bQnh phAm ho6c trdn m6i
trudng nu6i c6y.
Thanh phAn: Urea Phenol red, Agar, pH 6.8 + 0.2 it 25"C
Ho{c Ti¤u ctruAn ky thuft tuong duong

15.000

r66 Test nhanh chAn do6n EVTl H0p HQp 25 test

Dgt ti6u chu6n ISO
MAu thri: huy& thanh hofc huy6t tuong.
D$ nhgy:98.1%
D0 d{c hiQu: 99.1%.
Ho{c Ti¤u ctruAn ky ttrugt ruong <luong

50

t67 Test nhanh chAn do6n HIV th6 hC 3 H0p H$p 100 test

D4t ti¤u ctruAn ISO
Phdt hiQn tilt chcirc rype khring the (Igc, ICM, ICA) dflc
hiQu v6i virus HIV-I gdm type phq O vd HIV-2 vd ph6n
biQt trong m6u huy6t thanh. huy6r tuong vd miiu roiur
phAn.
DQ nh4y: 100%
D0 d[c hiQu: 99.8%.
Kh6ng c6 phin fug ch6o v6i c6c miu tham t6ch miiu. m6u
rOi lo4n <l6ng mriu, m6u chria y6u t5 deng thAp. mAu
duong tinh vdi khring the khang HCV vd mAu milu phg nt
nrang thai.
Ho{c Ti6u chudn ky thu{t tuong <luong

200

---+



STT T6n h6e ch6t, sinh phim Don vi
tinh

Orrl c6ch il6ng
s6i Ti6u chuin ki thuit

r68
Test nhanh chAn doA,n Malaria
PflPv Ag H0p u{n 2s tes

D4t ti6u ctru6n tSO
MAu thrl: m6u.
EQ nh4y: 99.7% (P.f). 95.5% (P.v).
D0 d{c hiQtr: 99.5%o.
D0 nhay phdt hiQn Pf v6i n6ng dO >50 L7 sinh trung/pl le
l00o/o.
D0 nhay ph6t hien Pv vdi ndng dO >50 lcj sinh trune/pl
l6n hon 98%.
Ho{c Ti¤u ctruAn ky thuflt tuong ttuong

30

169 Test nhanh ctrAn dorin Syphilis 3.0 100 test

Dgt ti6u chuAn ISO
Phdt hi¤n t6t cit clc type khang ttr6 1tgC. IgM, IgA) kh6ng
Treponema pallidum.
DQ nh4y:99.3o/o
D0 dAc hiQn:99.5o/o so vdi TPHA;
MAu xdt nghiQm: huy6t thanh, huy6t tuong. miiu toirn
phAn. fhOng c6 phan img ch6o v1i cbc m6u duong tinh
Malaria P.f, Malaria P.v. m6u chrla y6u t5 dang thdp,
duong tinh Leprosy. m6u cria phg nt mang thai. Kit tht
hogt d$ng 6n tlinh it nhAt 48 gid sau khi m0 tti nh6m.
Ho{c Ti¤u chuAn ky thuft ruong cluong

20

170
Khay thrl x6t nghiQm dinh tinh
kh6ng nguy¤n SARS CoV-2 Test b/ 2s testH0r

Dgt ti¤u cnu6n tSO
D0 nhay (so sanh vdi PCR): 96,30/o (80,95%o vdi Ct>30);
D0 dic hiQu (So srinh v6i PCR): 100%;
Ngu0ng ph6t hiQn: 0.1 ng/ml vdi khring nguy6n t6i t6 hqp
SARSCoV-2
Ho{c Ti¤u chu6n k} thuAt tuong duong

25.000

t7t Hod ch6t ngo4i ki6m tra chAt lugng
xdt nghiQm huy6r hgc H0p x2ml

D4t ti¤u chuAn ISO
Srl dqng cho chuong trinh ngo4i ki6m tra ch6t luqng xdt
nghiQm huy6t hgc hang thrlng
Thanh phAn: M6u toan phAn
Th6ng s5 phan tich: I I th6ng s6 6ao gdm c6 plateletcrit -
PCT).
Ho[c Ti¤u chuin ky thuflt tuong duong

172
Ho6 chAt ngoqi kiilm tra ch6t lugng
xet nghiQm il6ng mriu nit ggn H0p 5xlml

D4t ti¤u ctruAn tSO
Sri dung cho chuong trinh ngo4i ki6m tra ch6t luqng xdt
nghiQm huy6t hgc hang thang
Thanh phin: Mriu toan phAn
Th6ng s6 phan tich: I I th6ng sri lbao gdm ci plateletcrit -
PCT).
Ho{c Ti¤u chuAn ky thu$t tuong duong

l6

173

Test nhanh ph6t hiQn hhang th6
HIV-l vd HIV-2 trong huy6t thanh.
huy6t tuong hay m6u toan phAn
trong ngudi.

Test I 00 testTN

D4t ti¤u chuAn ISO
DQ nh4y l00o/o
D0 dAc hi9u Z 99.75%.
Thanh phAn chinh: Antibody Anti HIV-1. Antibody Anti
HIV-2. Antigen (pGO9-CKSD(L-l) HIV-l Group O.
Antigen (pGOl l-CKS/XL-l) HIV-l Group O. Antigen
(PjCl00) HIV-2. Antigen (pOMl0/PV36l) HIV-1.
Antigen (pTB3l9/XL-l) HIV-1, HIV-I Peptide Antigen,
HIV-2 peptide Antigen.
Ho[c Ti¤u chuAn k! thu{t tuong duong

5.000
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STT TGn hria chdt, sinh phAm Don vi
tinh

Quy c{ch il6ng
e6i

Ti6u chuin ky thuAt 56 luqng

174 B0 h6a ch6t nhu6m PAS B0 B03chaix500ml

Dat ti6u chu6n ISO
Ihanh phAn:
* Dung dich nhuQm Schiff: Chai 500m1 (dang l6ng, trong,
kh6ng miru ho{c vang nhg, miri tlic tnmg, tan trong nudc)
- Ihanh ptrln gdm c6: Nudc 98%; Hydrochloric Acid:
<57o; Potassium Metabisulfile: < 4i C.l. Basic red 9
monohydrochloride < I 7o
+ DunB dich Acid Periodic lo/o: Chai 500m1 (d4ng l6ng,
trong, kh6ng mdu, kh6ng mti, tan trong nudc)
- Thanh phAn gdm c6: Nudc: >98%, Periodi c Acid: <2o/o
+ DunB dich nhuQm Hematoxylin hanis: Chai 500m1
ld4ng l6ng, kh6ng miru, mti Hydrocarbon)
- Cdng thrtc phdn tu: 0.740 d6n 0.76 & 15,6 'C
- Di6m s6i vdPhgm vi s6i: 137" C - 140" C
- Di&n n6ng chAy / Di6m ibng blng: -25o C
- Di6m chdp chiy:24o C
- Trgng luqng ri6ng / Mat d0 tuong d6i: 0.865- 0,875
- T6c <t0 bay hoi: 0,8 (BuAc:l)
- DQ nho: <0.9 mm2 / s
- NhiQt tl$ tU b6c chity 463o C
Ho{c Ti¤u chuAn k! thuAt tuoxg duong

2

175 Dung dich formalin rlQm trung tinh
10o/o

Thing Thtrng 4 can x
3.8 lir

D4t ti¤u ctru6n ISO
- Iinh ch6t vQt lf :

+ DunE dich dang l6ng. trong, ko mdu, c6 tl{c tnmg cta
Formaldehyde, tan hoirn todn trong nudc
+ D0 PH:7,0
+Oi6m chdp chiiy: 85"C
- Thanh phAn g6m c6: Nudc >907o; Formaldehyde 3.5-
4%: Methyl
alcohol 1,0-1.5o/o; Sodium Phosphate, dibasic <1; Sodium
Phosphate, monobasic < I 7o
Ho{c Ti¤u ctruAn ky ttru$t tuong duong

48

176 H6a ch6t thay th6 xylen Can Can 5000m1
Isoparaffin H, Destilation range 178-l84oC, Flash point
5 8oC, Density 0.76kgldm3 300

177 Keo g6n lamen - Mounting medium Chai Chai I l Sml

D4t ti¤u ctruAn tSO
- H6a ch6t dtng d6 gin pht l¤n m6 bQnh phAm; dang ch6t
long, kh6ng miu, mti thorn
- Dirim s6i vd Ph4m vi s6i: I I l'C
- Di6m chdp chiiy: 4,4 oC

- Gioi han d6 chriy tr¤n /dudi ho{c gidi h4n n6: LEL:
l.lVo.UEL:7,1%o
- Thenh phAn gdm c6: Toluene; Acrylate Polymer
Ho{c Ti6u chuAn ky thuAt tuong duong

5

r78 Paraffin hat tinh khirSt Thtng Thtng4trii r2kg

D4t ti¤u chuAn ISO
- Tinh ch& v$t l!:+ Trqng th6i v6t lf : Rin+ Mdu s8c:
Tr6ng (RO rang d tr4ng th6i n6ng ch6y)+ Mti:
H1'drocarbon nhg
- Di,!m d6ng blng / Di6m n6ng chriy: 54.4 - 57.2.C
* Di6m chqp chriy: 212J8'C-
Thdnh phAn gdm c6: S6p paraffin tinh khi6t vd srip
Hl drocarbon. Benzen. ethenyl-. polymer vdi l -
methylethenyl) benzen. hydro ho6
Hofu Ti¤u ctru6n tg thu{t tuong <luong

60



STT T6n h6a chdt, sinh phim Dcn vi
tfnh

Quy c6ch il6ng
s6i

Ti6u chuiln kf thu$t S5lugng

t79 Dung dich nhuQm Papanicolaou EA-
50 Chai rai 500m1ol

Dpt ti6u ctrurin ISO
- Dung dich nhuQm Papanicolaou. d4ng l6ng. mdu xanh.
mti cdn tU nhi¤n. c6 th6 hda tan trong nu6c
- Diiim n6ng chAy / di6m d6ng bing: - -l l4"C- DiAm s6i
vd Ph4m vi s6i: 78-80 'C
- Di6m n6ng chdy / Di6m d6ng bing: -89.5'C- Dirim chop
chriy: -13 "C'
Thanh phAn gdm c6: + Ethyl Alcohol -85o/o;Nu0c 5%o;
Isopropyl Alcohol -4o/o; Methyl Alcohol -4%o; Mu6i
Eosin Y disodium <3%o; Phosphotungstic Acid <5%; Fast
Green FCF <3%o

Ho{c Ti6u chuAn tcy thugt tuong duong

l4

180
Dung dich nhuQm Hematoxylin
harris Chai lai 500m1Ch

D4t ti¤u ctruAn ISO
- Dung dlch nhuQm hematoxyline harris. kh6ng c6 thanh
phAn mu6i thiy ngdn clorit. c6 mdu tim dam, dO pH: 2,3-
2,s
Thanh phAn: Nudc; Hematoxylin; Mu5i nh6m; Select
Glycols; Select Acid; Select Preservative
- Tinh ch6t vgt lf :+ Tr4ng th6i vgt lf: Rin+ Miru sEc:
Tr6ng (RO rang d trpg th6i n6ng chay)+ Mni'
Hydrocarbon nh9
- Di6m <l6ng blng / Di6m n6ng chiy: 54,4 - 57,2"C
+ Di6m ch6p ch6y: 212J8 "C
Hofu Ti¤u ctru6n ky thu{t tuong duong

24

l8l Dung dich nhuQm Eosin Y Chai hi soomtCh

I

D4t ti6u ctruAn tSO
- Eosin Y dung dich nhuQm c6 chfa cdn
- Tinh ch6t vfi lf:
- Dung dich l6ng miu il6
- Di6m chop chriy: -200C
- D$ hda tan: C6 th6 hda tan trong nudc
- Thanh phAn: Ethyl Alcohol <75o/o;Nuic <25oh;
Isopropyl Alcohol <5%; Methyl Alcohol <So/oi Acetic
Acid <5o/o

Ho& Ti¤u ctru6n ky thugt tuong <tuong

24

r82 Dung dich nhuQm Papanicolaou
oG-6 Chai ai 500m1chl

D4t ti6u chuAn ISO
Dung dich nhuQm Papanicolaou OG-6. d4ng l6ng, mdu
cam. miri c6n ty nhi¤n. c6 th6 hda tan trong nuoc
- DiiSm n6ng ch6y / dirlm d6ng bdng: .* -l l4oC
- Ei6m s6i vd Ph4m vi s6i: 78-80 'C
- Di6m n6ng chdy / Eiiim tl6ng bing: -89.5'C
- Di6m chop ch6y: - I 3 "C
- Thanh phAn: - Ethyl Alcohol -85%; Nu6c 5%o; Isopropyl
Alcohol - 4o/o; Methyl Alcoho I -47o; Phosphotungstic
Acid <5%o; Orange G <2o/o

Ho4c Ti¤u chu6n k! thu{t tuong <tuong

14
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STT TGn h6a ch6t, sinh phAm Don vi
tinh

Quy cich il6ng
c6i

Ti6u chuin kf;thuit 56luqng

183 Que/lihay thir x6t nghiQm khang
nguy6n Influenza A. Influenza B H0p 25 tesV H$p

D4t ti6u ctru6n ISO tl+gS
Ph6t hiQn phdn biQt , dinh rinh crim tuyp A vd tujp B
trong dich ti& mti hgng.
Thanh phin: M6u toirn phAnvd mQt vai san phAm kh6ng
kd tlon vir c6c h6a ch6r ph6 th6ng kh6ng g6y anh huong
d6n k6t qu6 x6t nghiEm t4i mtlc d0 dugc thri nghiQm: axit
acetyl sallicylic (15 mg/ml); acetamidopheaol (10 mg/ml);
chlorpheniramine maleate (5
me/ml); dextromethorphan HBr (10 mg/ml);
diphenhydramine HCI (5 mg/ml); Ephedrine (20 mg/ml);
(ilucol glyceryl ether (20 mg/ml);
oxymetazoline Hcl (10 mg/ml), phenylphrine HCI (50
mdml); miiu todn ptrln 1tX;; nu6c nh6 c6 hong OTC
( I 5%) vd thu6c phun m0i OTC ( I 5%).
Ho{c Ti6u chuAn tcy thuft tuong rluong

800

r84 Test nhanh ph6t hien KN Dengue
NSl. chln ttorin s6t xu6t huy¤t H0p 25 test/hgp

Dst ti6u ctruAn tSO t3+8S
Test x6c tlinh kh6ng nguy¤n Dengue vi rut NSI d trong
huy6t thanh , huy6t tuong vi m6u toan phAn cria ngudi.
- DQ nhqy tuon g a6i : Ol.tY,
D0 d{c hi$u tuong a6l : IOOX,
DQ l{p lai 10 An: 100%
Ho{c Ti¤u chu6n ky thuft tuong rluong

710

r85 Test nhanh chAn doan khang th6
IgG. IgM s6t xuAt huy6t

H0p 25 TesV HQp

D4t ti¤u ctru6n iSo t:ats
f est x6c ttinh khring th6 Dengue vi rut IgM/IgG d trong
huy6t thanh , huy6t tuong vd m6u toan phln cria ngudi.
DQ nh4y tuong tt6i :97,60/o
D0 dlc hiQu tuong d6i I IOO%.
Ho[c Ti6u chuAn k1 thuat tuong ducrng

260

r86 H6a ch6t rtc ch6 h0 ti¤u sgi huy6t H0p 5 test/lg r l0
Lqll hOp

D4t ti¤u ctruAn tSO
Thanh phAn: tranexarnic acid.0.2 molll CaCl2 trong dung
dich <lQm HEPES c6 pH 7.4 vd ch6t bdo quan
Ho[c Ti¤u chu6n ky thuat tuoarg dumg

5

r87 Chdn tlpg m6u s4ch vd que khuAy H0p 20 chi6c/H$p
D4t ti¤u ctruAn tSO
Ch6n tllmg m6u m6u x6t nghiQm, c6 sin que khu6y
Hofu Ti¤u chu6n ky thu{t tuong duong

r00

188
DAu c6n TIPTRAY
box e -line H0p 960 chi6o HQp

D4t ti6u cnu6n ISO
DAu c6n hft miiu vd h6a ch6t (rh6 tich 320p1)
Ho[c Ti¤u ctruAn ty thu{t tuong duong

30

r89

Thu5c thu cho x6t ngtiQm ttrinh gi6
<I$c lflp vA muc dQ fibrinogen vd
ch6t lugng cta c6c polyme h6a
fibrin trong m6u citrat bdng c6ch uc
ch6 c6c thromboc)te

H0p 5 tesVlg x l0
Le/lh$p

D4t ti¤u ctruAn ISO
Thanh phin: cyochalasin D / DMSO vd 0.2 mol/l CaCl2
trong dung dich ttQm HEPES ctt pP.7.4 vd ch6t bao qu6n
Ho{c Ti¤u chuAn ky thu{t tuong cluong

l5

L
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STT T6n h6a chdt, sinh phim Don vi
tinh

Qur[dch d6ns
Ti6u chu6n ki thuit 56lrgng

190 H6a ch6t ric ch6 Heparin H0p /19 x l0 Lq
/h0p

7 tesX

D4t ti¤u ctruAn tSO
Thinh phAn:
L9 tl6ng kh6: chrla heparinase I chi6t xuAt tir vi khuAn
flavobacteriaf. ch6t <tQm vd ch6t bao quan.
L9 pha lodng: c6 chria dung m6i calcium vd sodium azide
NaN3 < 0.1%o. chitbao quan
Ho{c Ti¤u chuAn Lithu6t ruong duong

J

l9l H6a chAt kich hopt d6ng miiu con
ilulng n$i sinh H0p l0

lhop
xl0

D4t ti¤u ctru6n ISO
Thanh phAn: mQt tlo4n Thromboplastin phospholipid chi6t
xu6t ttr n6o th6, ellagic acid. dung dich tlpm. ch6t bao quan
Ho4c Ti6u chuAn ky thuQt tuorg duong

8

192
BQ kit kich hogt d6ng m6u con
du&ng ngo4i sinh H0p 10

h0p
x10

D4t ti¤u chuAn ISO
Thanh phAn: y6u t5 tai t6 hgp md Tissue facror vd
phospholipid, ch6t ric ch6 heparin. ctr6t tao quan, dung
dich dOm
Ho4c Ti¤u chuAn kj thuft tuong <luong

l5

193 BQ kit chu6n miiy mtlc binh thudng H0p 4
h0p

x5
Dqt ti¤u chu6n ISO
L9 tl6ng kh6: diAu ch6 tir plasma ngudi ch6ng il6ng bing
sodium citrate 0.129 mol/l.
L9 pha loing: bao gdm chAt iin dinh, ch6t dQm
Hofu Ti¤u chuAn ky thu$t tuong tluong

5

194
H6a ch6t e6 ti,3m chuAn chSt lugng
mric bQnh lfl b6t thuong cria xdt
nghiQm dan h6i co cgc m6u

4
h0p

x5
DAt tiCu cnurin tSO
L9 tl6ng kh6: diAu ch6 ttr plasma ngudi ch6ng <l6ng b6ng
sodium citrate 0.129 mol/I.
L9 pha lodng: bao g6m ch5't 6n d!nh" ch6t ttQm
Ho4c Ti¤u ctruAn ty thu{t tuong duong

5

195
H6a ch6t x6t nghiQm <lo d0 <lnn h6i
co cgc m6u d6ng H0p J,,,o.,,

l'"*
20

D4t ti¤u cnudn ISO
Thdnh phAn: 0.2 moVl CaCl2 trong dung dlch dQm
HEPES c6 pH 7.4 yit 0.1%o sodium azide - NaN3
Ho4c Ti6u chuAn ky thuflt tuong duong

6

196 Dung dlch ly giii h6ng cAu Binh

D4t ti¤u ctruAn ISO
Thu6c tht pha lodng dtng cho phdn t6ch vir dlnh luqng
ndng ilQ glycated hemoglobin todn phln trong m6u m6u
todn phAn vd/ho{c ph6n t6ch vd tlinh lugng cric lo4i biiin
th6 hemoglobin trong m6u.
Ho{c Ti6u chuAn ky thuft tuong duong

t0

150197
C6ng phirn img dang kh6i dtng cho
hQ th5ng miiy <l6ng m6u ty dQng

H0p

D4t ti6u chuAn ISO
C6ng ph6n img ding tr6n hQ th5ng m5y d6ng m6u t1r
d0ng.
Ch6t liQu: nhga rin. 4 c6ng liAn kh5i trCn mQt thanh.
Ho[c Ti6u chuAn k! thu$t tuong duong

I

I

H0p

04omL
I

2400cuvette
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STT TGn h6a chAt, sinh phAm Don vi
tinh

Quy cich tl6ng
c6i

Ti6u chuin kf thugt s5 tugng

r98 Dinh luqng Albumin H0p 4x29mll HQp

D3t ti6u chu6n ISO
H6a chfu dtng cho xdt nglriQm Albumin
Ddi <Io: 15-60 elL
Phuong phrip: Bromocresol Green (BCG), budc s6ng
600/800 nM.
l"hanh phAn: Succinate buffer (pH 4.2) 100 mmol./L;
Bromocresol green 0,2 mmol/L;
Ho[c Ti6u chu6n ky thuft tuong duong

20

199
H6a ch6t x6t nghiQm Albumin, su
dgng cho m6y h¤ md H0p 5xl00mL(500mL)

tHop

D4t ti6u chuAn ISO
Ho6 ch6t xdt nghiQm albumin
Phuong ph6p xdt nghiQm: Do mdu, tlo di6m cu6i, phen
ung tlQng hgc, BCG.
D6i do: 0,2 - 6ddL.
Ho[c Ti6u chu6n ky ttruft tuo'ng duong

l0

200 Do ho4t d0 ALP (Alkalin
Phosphatase)

H0p 4xl2ml+4xl2mll
H0p

D4t ti¤u ctruAn ISO
Ho6t ch6t xdt nghi¤m ALP
DAi do: 5-1500 U/L
Budc s6ng:410/480 nM.
Thanh phAn: 2-Amino-2-Methyl- I -Propanol (AMP) pH
10.4: 0,35 mol/L; p-Nitrophenyl phosphat 16 mmol/L,
HEDTA 2 mmol/L; KCm sulfat I mmol/L; Magnesi acetat
2 mmol/L;
Ho[c Ti0u ctruAn ty thuft tuong duong

l0

201 Do ho4t d0 ALT (GPT) H0p 4x50ml+4\25m1

D4t ti6u ctrurin tSO
Ho6 ch6t xdt nglriQm ALT
D6ido:3-500U/L
Thanh phAn: L-Alanine 500 mmol./L; 2-Oxoglutarate l2
mmol/L; LDH > 1.8 kU/L; NADH 0.20 mmol/L;
Ho{c Ti6u chuAn ry thu{t tuong duong

150

202 QC cho xdt nghiQm Ammonia (2
levels) H0p 2x5ml(l0mt.)/

H0p

D4t ti¤u chu6n tSO
Ch6t ki6m chudn xet nghiQm ammonia
Control level l: Dung dich mu6i Amonia ngu0ng binh
thudng
Control level 2: Dung dich mu6i Amonia ngu0ng bQnh l!
l)4ng l6ng
l-hanh phAn: dung dich dQm, chAt 6n dinh, chAt bao quan
Ho{c Ti6u chuAn ky thugt tuong duong

5

203 Ch6t chuAn cho x6t nghiQm
Ammonia H0p lx5ml

Dgt ti¤u ctruAn ISO
('h6t hiQu chuAn xet nghigm tlinh lugng ammonia
Dgng l6ng
Ihdnh phAn: dung dich dQm. ch6t bao quan
Hof,c Ti¤u chu6n kg thugt tuong duong

t



STT TGn h6a chdt, sinh phim Don vi
tinh

Quy cdch il6ng
s6i

Ti6u chuin ki thu$t S5lugng

204 H6a chdt xdt nghiQm Ammonia. sri
dlmg cho m6y hQ md H0p 5xl0r nL(5Oml)i

D4t ti6u ctruAn ISO
Phuong ph6p x6t nghiQm: DQng hgc enzym2 <ti6m. UV,
ChiAu phan (mg gi6m
Dii do: 4,1 - ll74 pmol/L.
Ho{c Ti¤u chu6n ky thu{t tuong duong

20

205 H6a ch6t dtng cho xdt nghiQm ASO H0p 4x5 lr nl+4x7mU
H0p

D4t ti6u ctruAn ISO
Phuong ph6p xdt nghiQm: Immunoturbidimetric
Ddi do: 100 - 1.000 IU/mL.
Thanh phln: DQm phosphat (pH 7.0) .l0mmol/L:
Streptolysin-O coated latex < 0,2o/o w lv
Ho{c Ti6u chuAn ky thuflt tuong tluong

3

206 Do ho4t d0 AST (GOT) H0p 2x25t nl+4x25ml

D4t ti6u ctruAn ISO
Ho6 chAt x6t nghiQm AST
Dii do: 3-1000 U/L.
Thanh phln: L-aspartate 240 mmoltL;2-Oxoglutarate l2
mmol/L; LDH > 0.9 kU/L; MDH > 0.6 kU/L; NADH 0.20
mmol./L
Ho{c Ti¤u chuAn g thuAt tuong duong

150

207 Dlnh luqng Calci toan phAn H0p 4xl 5ml/ H$p

Dat tieu cnuAn tSO
H6a chAt dtng cho x6t nghiQm Calci
Diri tlo: l-5 mmol/L
Phuong ph6p: Arsenazo 3. budc s6ng 660/700 nM
Thanh phAn:Imidazole (pH 6,9) , Arsenazo lll0,02o/o,
Triton X-100
Hofu Ti¤u chudn ky thuft tuong rluong

l0

208 Dinh lugng Cholesterol toan phan H0p 4x22 .5ml/ HQp

D4t ti6u ctruAn tSO
Ddi do: 0.5-18 mmol/L
Phuong ph6p: CHO-POD; budc s6ng 540/600 nM.
Thanh phAn:4-Aminoantipyrine 0"3 I mmoVl; Phenol 5,2
mmol/L; Cholesterol esterase > 0.2 kU/L (3,3 pkat/L);
Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L);
Ho{c Ti¤u chuAn ky thu{t tuong tluong

20

209 Do hopt <lQ Cholinesterase (ChE) H0p 4x30 nl+4x6ml/
H0p

D4t ti6u chuAn ISO
Phuong ph6p xdt nghiQm: Cholinesterase
D6i tlo: I - 15 kU/L
Thdnh phAn: Tetra sodium diphosphate (pH 7 .6) 7 5

mmol/L; Ferricyanide (III) 2.0 mmol/L;
Bufrylthiocholine I 5 mmol,{L
Ho{c Ti¤u chuAn ky thu4t tuong cluong

2

t0210 Do ho4t tlQ CK (Creatine kinase) H0p 4x22n
6t

l+4x4ml+4x
nl/ HQp

D4t ti6u chuAn ISO
Phuong ph6p x6t nghiQm: creatinine kinase
D6i <lo: 10 - 2.000 U/L
Thdnh phln: lmmidazole (pH 6.5,37'C) 100 mmol/L;
NADP 2.0 mmol/L; Glucose 20 mmol/L; Creatine
phosphate 30 mmolil; N-aceflcysteine 0.2 mmol/L;
Diadenosine pentaphosphate 0.01 mmol/Ll G6P-DH >
2.8 kU/L
Hofc Tieu chudn lc! thu4t tuong duong

E

I

l'*

I

I



STT TOn h6a ch6t, sinh phim Don vi
tinh

Quy cich il6ng
s6i

Ti6u chuin kf thuit S5 tugng

2ll Do ho4t d0 CK-MB (Isozym MB of
Creatine kinase)

H0p 2x22ml+2x4ml+2x
6ml/ HOp

D4t ti¤u chuAn ISO
Hori ch6t x6t nghiQm CK-MB
Thanh phAn: Dung dich dQm Imidazole (pH 6.7) 100
mmol./L; Diadenosine-pentaphosphate 0.01 mmol/L;
Glucose 20 mmol/L; G6P-DH > 2.8 kUlL; Creatine
phosphate 30 mmol/L;N-Acetylcysteine 0.2 mmol/L;
Khrlng th6 khang ti6u <ton viCK-M thay d6i;
Ho{c Ti6u chuAn kg thuft ruong tluong

IO

212 H6a ch6t hiQu chuAn cho xdt
nghiQm CK-MB L9 lxlmV L9

Dat ti¤u chuAn tSO
Thanh phln: Huy6t thanh ngudi d6ng kh6 chrla creatine
kinase-MB isoenzyme
Ho{c Ti¤u chuAn ty thu$t tuorg <tuong

5

2t3 H6a chAt ki6m chimg mfc I cho x6t
nghiQm CK-MB Lq lx2ml/ L9

D4tt i6u chuAn tSO
Thanh phAn: Huy& thanh ngu&i d6ng kh6 chta creatine
kinase-MB isoenzyme.
Ho{c Ti6u ctruAn ky thuft tuong duong

6

2t4 H6a ch6t ki6m chimg mrlc 2 cho x6t
nghiQm CK-MB L9 lx2mV L9

D4t ti6u chudn ISO
Thanh phAn:Huy6t thanh ngudi ddng kh6 chira creatine
kinase-MB isoenryme.
Ho{c Ti¤u chu6n ky thuflt tuong duong

6

215 DiQn cyc Cl Chi6c I c6ilh$p

D4t ti¤u chuAn ISO
DiQn cgc clo dtng tI6 tlo ndng dQ clo trong huy6t thanh.
huy6t tuong ho{c nu6c ti6u
Phuo:g ph6p xdt nghiQm: ISE
Ho{c Ti¤u ctruAn k1 thuAt tuong duong

5

216 Dung dich rua H0p 450mU HOp tBinh)

D4t ti¤u ctruAn ISO
Dung dich rua cho m6y phdn tich sinh hoii
Thanh phAn: hypochlorite
Ho{c Ti¤u chuAn ky ttru6 tuong <luong

20

217
H6a ch6t ki6m chimg mric I cho ciic
x6t nghiQm sinh h6a thudng quy Lq lx5ml/ l-9

D4t ti6u ctruAn tSO
ChAt ki6m ch(mg cho c6c xet ngJriQm sinh ho6 thulng quy
muc I
Thanh phAn: Huy6t thanh ngudi dgng ttdng kh6 chta h6a
chft phq gia vir cric enryrne thich hgp c6 ngudn g6c con
ngudi vd ttQng vflt.
Ho{c Ti6u chuAn ky thuAt ffong duong

10

218
H6a ch6t ki6m chimg mric 2 cho c6c
xdt nghiQm sinh h6a thu&ng quy L9 lx5ml/ t.9

Dgt ti6u chuAn tSO
Ch6t ki6m chimg cho cdc x6t nghigm sinh h6a thu&ng quy
muc 2. Thanh phAn: Huy6t thanh ngudi tl6ng kh6 c6 h6a
chAt phu gia vd enzym thich hqp c6 ngu6n g6c ttr ngutri vd
d$ng vflt.
HoNc Ti¤u chuAn ky thuAt tuong duorrg

r0



STT T6n h6a chdt, sinh ph6m Eon vi
tinh

Quy cich il6ng
s6i Ti6u chu6n kf thu$t S5 luqng

219 Ch6t kii6m chu6n dirng trdn m6y
phan tich huy6t hgc B0

lx 3.
lx3.l
1x3.5

5ml Level I
ml Level II
ml Level III

D?t ti6u chuAn ISO
Thdnh phAn: g6m hdng cAu ilugc 6n <tinh trong m6i
trudng ding truqng, thanh phAn gi5ng tiiSu cAu vd h6ng
cAu c6 dintr m6 ph6ng bach cAu vi hdng cAu c6 nhAn.
Ho{c Ti6u ctruAn ty ttru6t tucrng duoarg

30

220 Cn6t Uiim chuAn dtrng tr¤n m6y
ph6n tich huytit hgc B0

lx 3.
lx3.i
1x3.5

iml Level I
ml Level Il
ml Level III

D4t ti¤u chuAn ISO
Thanh phAn: g6m h6ng cAu dugc 6n tlinh trong m6i
trudng ding truong, thdnh phln gi6ng tiriu cAu vd h6ng
cAu c6 dintr m6 ph6ng b4ch cAu vd hdng cAu c6 nhAn.
Ho{c Ti¤u chuAn ky thu{t tuong duong

30

22t Dung dich ly gi6i dtng cho xet
nghiQm huyiit hgc H0p 5L

D4t ti6u ctru6n tSO
Thanh phAn: Quaternary Ammonium Salts 5-80 g/L,
Sodium Sulfite l-5 glL. Chit 6n <tinh. Ch6t dQm
Ho[c Ti¤u chudn ky ttru$t tuong duorrg

'70

222
H6a ch6t dnng <t6 ctru6n trimSu (ly
gi6i hdng ciu vd brlo vp b4ch cAu)
cho x6t nghipm huy6t hgc

H0p 1900r nL+85OmL

D4t ti6u ctruAn tSO
Thanh phAn:
Erythrolyse: y6u t6, lam Am O.:-t .Sgru, Formic Acid 1.2
mL/l-
Stalilyse gdm: Sodium Carbonate 6 g/L, Natri clorua 14,5
g/L. Natri sunfat 3 1,3 g/L
Ho{c Ti¤u ctruAn ty ttru4t tuong duong

90

223
Dung dlch pha loing dirng cho x6t
nghiQm huy6t hgc H0p l0L

D4t ti¤u chuAn ISO
Thdnh phAn: Sodium Sulfate 13.73 elL. Sodium Chloride
1.04 gA , Tetracaine HCL 0.02 g/L, Imidazole 2,85 g/L
Ho{c Ti¤u chuAn k} thuQt tuong duong

1.200

224
Dung dich nhugm hdng cAu ludi
dirng cho x6t nghigm huy6t hgc H0p 1900r nL+339n 1

Dgt ti6u chuAn ISO
Thanh phAn:
Reagent A- Retic Stain: New Methylene Blue trong dung
dich dQm 0.06% (w/v)
Reagent B- Retic Clear: Sulfuric Acid vdi ch6t 6n tlinh
0.15o/o
Ho{c Ti¤u chuAn ky thu{t tusng duong

15

225
Ch6t tl6m chuAn mriy dtng hiQu
chinh th6irg s5 VCS tr6n m6y ph6n
tich huy6t hgc

L9 tx4ml

Dpt ti6u chu6n ISO
Thdnh ph6n:-dung dlch chria c6c h4t nhga polystyrene
trong ch6t dQm chtla chAt ho4t tinh bA m4t
Ho{c Ti6u chuAn $ thu{t tuong iluong

2

226
Ch6t ki,6m chuAn dtng cho XN
hdng clu ludi tr6n m6y phan tich
huyl5t hqc

H0p
4x3.,
4x3.i
4x3.5

iml-I-evelI
ml-I-evellI
mLLevelIII

D4t ti6u chudn ISO
Thanh phAn: h6ng cAu <lugc 6n dlnh trong m6i trulng
ding truong. cric thdnh phAn giting h6ng cAu ludi d6 dugc
6n dinh.
Ho{c Ti¤u chuAn ty ttru6t tusng duong

I

I

I

I

.t
I



STT T0n ht6a chAt, sinh phim Don vi
tinh

Quy cich til6ng
s6i

Ti6u chuin ky thu$t 56luEng

))1 ChAt chu6n m6y dirng tr¤n miiy
phdn tich huy6t hgc

H0p lx3.3mL

Dpt ti¤u ctruAn tSO
Thanh phAn: h6ng cAu ngudi, thirnh phAn c6 kich thudc
ti6u clu dugc 6n dlnh trong m6i tru&ng ding truong, h6ng
cAu c5 ainn dugc th6m vdo <16 m6 ph6ng b4ch clu
Ho{c Ti6u ctruAn ty ttruft tuorrg duong

t

228 H6a ch6t dinh luqng Creatinin H0p 4x5lml+4x5 lml/
H0p

Dgt ti6u chu6n ISO
Hori ch6t ttinh luqng creatinin
Thanh phAn: Natri hydroxide 120 mmol/L; Axit picric 2,9
mmolll.
Ho{c Ti¤u ctruAn ry tnu{t tuong dusng

44

229 H6a ch6t dlnh luqng CRP H0p 4x30ml+4x30ml/
H0p

D4t ti¤u chuAn ISO
Ho6 chSt dinh luqng CRP
Thanh phAn: Glycine buffer 100 mmol/L; Latex, phir
khring th6 kh6ng CRP < 0.5o/o wly
Ho{c Ti¤u chuAn Iq thuat tuong duong

60

230
H6a ch6t hiQu chu6n cho x6t
nghiQm CRP thudng H0p 5x2ml/ H$p

D4t ti¤u ctruAn ISO
Ihanh phAn: Ch6t nAn huy6t thanh ngudi dgng 16ng c6
chria cric lugng khric nhau cria CRP ngudi
Ho{c Ti¤u ctru6n ry thuQt tuong duong

2

231
Calib cho c6c xdt nghiQm sinh h6a
thu&ng quy H0p lx3ml/ HQp

D4t ti6u ctruAn ISO
Deng bQt ddng kh6
Thanh phAn: huy6t thanh ngu&i
Ho4c Ti¤u ctruAn t<y thuft tuong duong

5

232 QC cho xdt nghiQm sinh h6a nufc
tiiSu mrlc I L9 lx5ml/ L9

Dat ti6u chuAn tSO
VAt liQu ki6m sorit mric I cho x6t nghipm sinh ho6 nudc
ti6u
D4ng 16ng
Thanh phAn: nudc ti6u nguoi
Ho{c Ti¤u chuAn ky thu{t tuong duong

2

233 QC cho x6t nghiQm sinh h6a nudc
ti6u mric 2

L9 lx5ml/ L9

D4t ti6u cnu6n tSO
Vat liQu ki6m so6t mrlc 2 cho xdt nghigm sinh ho6 nudc
ti¤u
D4ng l6ng
Thanh phAn: nudc ti6u ngudi
Ho{c Ti¤u chuAn kf thu$t tuong iluong

2

234 Dlnh lugng Bilirubin t4rc ti6p H0p 4x20ml+4x20ml/
H0p

D4t ti¤u ctruAn ISO
Ihanh phAn: 3,5 Dichlorophenyl diazonium
tetrafl uoroborate 0.08 mmol/L
Ho{c Ti6u ctruAn ty tnuat tuong duorg

20

235 H6a ch6t kii3m chimg cho x6t
nghiQm HbAlc H0p 2xlml+2xlml/ HQp

D4t ti¤u ciruAn tSO
Hoa ch6t ki6m chrtng cho xet nghiQm HbAlc
Ihdnh phAn: M6u ngudi
Hoic Ti¤u chuAn ky thu{t tuong rluong

6

I



STT TGn h6a chdt, sinh phim Dan vi
tinh

Quy cich il6ng
s6i Ti6u chujln ki thu$t SS lugng

236
H6a ch6t hiQu chuAn cho xdt
nghiQm phan tich thanh phin huyr5t
sic t5

H0p l000pL

D4t ti6u ctru6n ISO
Thanh phAn: M6u toan phAn ly giai chria c6c Hemoglobin
F,A,S,C
Ho{c Ti6u ctruAn ry *ru6t tuong duong

237 Do hopt d0 GGT (Gama Glutamyl
Transferase) H0p

H0p

D4t ti6u ciruan ISO
H6a ch6t dtng cho x6t nghiQm GGT
Ddi tlo: 5-1200UlL;
Thanh phAn: Glycylglycine pH 7 ,7 (37"C) 150 mmol/L;L-
y-glutamyl-3 -carboxy-4-nitroanilide 6 mmol./L
Ho{c Ti¤u chu6n ky thuft tuong duong

80

238 Dinh lugng Glucose H0p ll+4xl2.5ml/
lroo

4x25m

D4t ti¤u ctruAn ISO
H6a chAt dtng cho xdt nghiQm Glucose
D6i do: 0.6-45 mmol/L
Phuong ph6p: Hexokinase. budc s6ng 340 nM.
Thdnh phAn: DQm PIPES (pH 7"6) 24,0 mmol/L, ATP >
2,0 mmoVl, Hexokinase > 0,59 kU,/L, G6P-DH > 1"58
KU/L
Ho4c Ti6u chuAn ky thu4t tuong duong

40

239 Dlnh lugng HbAlc H0p
H0p

5x2ml
.5ml2x37

+2x3,

D4t ti6u ctru6n ISO
H6a ch6t dtng cho xdt nghiQm HbAlc , gdm ctr6t trigu
chuAn Oi kdm h6a ch6t
Dki do 4-l5o/o
Phuong ph6p: Turbidimetric Immuno-inhibition.
Thdnh phAn:
ChAt chuAn HbA I c: Hemolysate (ngudi vd ctu) ; 0.9 %
tetradecyltrimethylammonium bromide;
Hbalc Rl: Kh6ng th6 (cuu) kh6ng HbAlc ngudi >0.5
mg/ml-
Hbalc R2: HbAlc Polyhapten > 8 pglml-;
Lg Hemoglobin todn phAn Rl: DQm Phosphate (pH 7.a)
0.02 mol,/L;
Hofu Ti6u chuAn ky thu{t tuong duong

240 Dlnh luqng HDL-C (High density
lipoprotein Cholesterol) H0p 4x5 I 7.lm

H0p

D4t ti¤u chu6n ISO
Thanh phAn: Khang thi3 kh6ng p-lipoprotein & ngudi ndng
dQ thay tl6i; Cholesterol esterase (CHE) 0.8 IU/mL;
Cholesterol oxidase (CHO) 4"4 IU/mL; Peroxidase (POD)
1.7 lUlmL; Ascorbate Oxidase 2 IU/mL;F-DAOS 0,2
mmol/L; 4-Aminoantipyrine 0.67 mmol/L
Hofu Ti6u chuAn k! thuat tuong duong

l6

241 Dung dlch ly giii hdng cAu dting
cho xdt nghiQm HbAlc H0p 1000ml/ HQp

D4t ti6u chu6n ISO
Dung dich ly gi6i h6ng c6u dtng cho x6t nghiQm HbAlc.
Thdnh phAn:Tetradeoyltrimethylammonium bromid 9.000
clL
Hoqc Ti6u chudn ty thuQt tuong duong

10

4x40hl+4x4oml/

I

l(

I



STT T6n h6a ch6t, sinh phim Don vi
tinh

Quy cich d6ng
s6i

Ti0u chu6n ki thu$t S5luqng

242
ChAt chuAn dtng cho ciic XN tr¤n
m6y ph6n tich <l6ng m6u

H0p l0xlml

Dgt ti6u chuAn ISO
H6a ch6t dirng dii hiQu chuAn cho XN d6ng m6u nhu
Fibrinogen, cric logi y6u t5"y6u t6 Von Willebrand.
,Antithrombin, Plasminogen, Plasmin Inhibitor. Protein S.
Protein C.
Dgng: bQt kh6.
fhdi gian 6n tllnh > 24 gid nhiQt dO 2-8 dO C vdi XN
Fibrinogen, - 8 gid nhiet d0 2-8 dO C vdi c6c XN y6u t6
Ho{c Ti6u chu6n g thuAt tuong duong

5

243
H6a ch6t dung dich ding d6 ldm
sgch vd tAy nhi6m tr6n hQ th5ng
mriy d6ng m6u ty il$ng

H0p 1x80mt

D4t ti¤u ctru6n tSO
Thanh phAn dung dich natri hypoclorit chta < 5% clo tdn
t4i. Dgrg L6ng.
Ho{c Ti6u chu6n ty ttru6t tusng duong

50

244
H6a chAt dung dich dtng d6 ldm
s4ch tr¤n hQ th5ng mdy rl6ng mAu tU
tlQng

H0p lx500ml.
D4t ti6u chudn ISO
Thanh phln Acid clohydric 100 mmol/L. D4ng L6ng.
Ho{c Ti¤u chuin ky ttruft tuong duolg

50

245
H6a ch6t dirng d6 XN ttinh lugng D-
Dimer. theo phuong ph6p mi6n dich
latex tr¤n m6y ph6n tich il6ng m6u

H0p 3x4ml+3x6mL+2x
lmL

D4t ti¤u ctru6n tSO
H6a ch6t dtng dA XI.{ dinh tugng D-Dimer theo phuong
ph6p mi6n dich ttQ ttpc, lo4i tru thuy6n tac huy6t kh6i tinh
mach (VTE)
Ngu0ng ph6t hiQn > 500 nglml,
D$ nh4y > 99.9o/o,
D0 d{c hiQu> 40oh,
DQ tuy6n tinh > 215 - 128000ng/mlun).
H6a chAt kdm theo chAt dQm (ho{c chrir pha lodng) vd ch6t
chuin.
D4ng L6ng.
D0 6n dinh srl dgng sau khi hodrn nguy6n (hoac md n6p):
hoa ch6t Latex > 30 ngdy nhiQt tl$ 2-S dO C ,> 7 ngity
nhiet d0 15 d0 C trdn m6y
Ho{c Ti¤u ctruAn ty thuflt tuong duong

500

246
ChAt ti6m chimg dtng cho XN <Iinh
lugng D-Dimer (<lv: FEU ne/ml)
tr¤n miiy phan tich ddng m6u

H0p 5xlml+5r lmL

D4t ti¤u chu6n tSO
H6a ch6t dtng d6 kiiim chu6n cho XN rlinh lugng D-
Dimer dii tto binh thudng vd dii rlo U5r thuirng.
D4ng l6ng.
Thdi gian 6n <tinh > 30 ngdy nhiet dO 2-8 dO, > 24 giit
nhiQt ilQ 15 d$ tr¤n mriy
Ho[c Ti6u chuAn Ly thu{t tuong tluong

l0

247
H6a ch6t dtng dA pha lodng ch6t
chuAn m6y tr¤n hQ th6ng phan tich
<l6ng m6u

lxl00mL

Dat ti¤u chuAn ISO
Htra ch6t dtng <16 pha'lodng xdt nghiQm chuAn m6y tr6n hC
thdng tl6ng mriu. D4ng L6ng.
Ho{c Ti6u chuAn ky thuAt tuo'ng dumg

100

218
H6a chAt dnng dC XN dinh luqng
Fibrinogen. theo phuong phrip
Clauss tr¤n m6y phdn tich d6ng m6u

H0p l0x2m[.

D4t ti¤u chudn tSO
H6a ch6t dtrng d6 XN dinh lugng Fibrinogen-Clauss.
Deng B$t kh6.
Ho{c Ti¤u chu6n ky thuflt tuong duong

100

H0p
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249
Ctr6t ti6m chimg mfc UAt ttruirng
cao dtng cho c6c )Orl tr6n mriy phrAn

tich d6ng mdu
H0p lmL

Dat ti6u chuAn ISO
H6a ch6t dnng d6 ki6m chuAn cho XN it6ng milu nhu
PTAPTT,Hepatocomplex" ... d dai do b6t thu&ng cao
D4ng BQt khO.
Thanh phln: huy6t tuong ngudi, dQrn. ch6t 6ndinh vi ch6t
bao quin
Ho{c Ti6u chuAn ky thuat tuong duong

5

250
Ch6t ki6m chfmg cho XN (HIT)
ddnh giri hQi chrmg giam tilSu cAu
khi dtng Heparin

H0p :,.,,fr.:,.,-r-

D4t ti¤u chu6n ISO
H6a ch6t dnng <16 ki6m chrmg cho XN (HIT) rtanh eie hQi
chimg gi6m ti6u clu khi dtng Heparin tr¤n hQ th5ng <t6ng
mdu ty tlQng.
Thanh phAn: ch6t ki6m chuAn HIT-Ab ndng dQ th6p vd cao
Ho{c Ti¤u chuAn ky thuft tuong duong

4

251
H6a ch6t dtng cho XN dinh luqng
Antithrombin tr6n miiy phan tich
ddng m6u

H0p

D4t ti6u ctru6n tSO
H6a chAt dtng d6 XN <linh lugng Antithrombin theo
phuong phrip so mdu tr¤n hQ th6ng it6ng m6u tU dQng.
Dgng l6ng.
Ho{c Ti¤u churin ky thufi ruong tluong

252
H6a ch6t dtng cho XN <linh lugng
Anti Xa tr6n m6y ph6n tich tl6ng
miiu

H0p .5mL

D4t ti0u chuAn ISO
H6a ch6t dtng <lA xric dinh hoat tlQ heparin kh6ng phdn
do4n ho{c Heparin trgng lugng ph6n tu th6p, cric ch6t rtc
ch6 tryc ti6p y6u t6 FXa nhu Rivaroxaban. Apixaban
Phuong phrip: so mdu tr¤n hQ th5ng d6ng m6u, ty dQng.
Dgng l6ng
Thanh phAn: Factor Xa vd chromogenic substrate
Ho{c Ti6u chu6n ky thuSt tuong duong

l0

253
Chit ki6m chtug dtng cho XN <tinh
lugng Anti Xa (LMW Heparin) tr¤n
m6y phdn tich tl6ng m6u

H0p t-rr]t+5x I mL

D4t ti¤u ctruAn tSO.
H6a chAt dtng d6 ki6m chuAn cho XN x6c dlnh Heparin
trgng lugng ph6n tu th6p trong ddi <to thAp vir d6i tto cao.
Dsng BQt kn6.
Ho{c Ti6u chuAn ky thuft tuong <Iuong

4

254
Ch6t ki6m chimg mr?c bft thutmg
th6p dtng cho c6c XN tr¤n m6y
phdn tich d6ng m6u

H0p I I nrl

D4t ti6u ctruAn tSO
H6a ch6t dtng d6 ki6m chuAn cho XN tl6ng m6u nhu
PT,APTT. TT.Fibrinogen. Antithrombin. Protein S.
Protein C. Hepatocomplex 0 dii do b6t thu&ng thAp tr¤n
hQ thSng d6ng m6u ty dQne.
Dang Bot kh6.
Ho{c Ti¤u ctruAn ky thu$t tuong <luong

20

255
Ch6t ki6m chimg muc binh thuong
dtrng cho c6c XN tr6n m6y phdn
tich d6ng mdu

H0p ,{.,,.

Dgt ti6u chuAn ISO
H6a chAt dtng d6 ki6m chuAn cho XN d6ng mriu nhu
PT.APTT, TT.Fibrinogen. cric lo4i yiSu ti5. y6u t6 Von
Willebrand. Antithrombin. Plasminogen. Plasmin
Inhibitor. Protein S. Protein C. Hepatocomplex d diri tlo
binh thudng tr¤n hQ th6ng d6ng m6u t1r dQng.
Dang Bot kh6.
Ho[c Ti6u ctruAn ky thuft tuong duong

20

I

t

I
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256
H6a chit dtrng d6 XN dinh lugng
Fibrinogen, theo phuong ph6p
Clauss tr¤n m6y phdn tich tl6ng m6u

H0p l0x2ml.

Dgt ti6u ctru6n tSO
H6a chAt dtng d6 XN clinh lugng Fibrinogen
Phuong ph6p Clauss tren he th6ng tl6ng mriu tU <l$ne
Dang: b$t kh6.
Ho{c Ti¤u ctru6n l, muAt tuong duong

l0

257 H6a ch6t do thdi gian PT danh cho
m6y phAn tich tl6ng m6u

H0p 5x2oml-+5x2oml

Dgt ti6u chuAn ISO
H6a ch6t dtng d6 Xt{ thdi gian PT,ISI < 1.05 tr6n he
th6ng d6ng m6u t1r d$ng.
D4ng BQt kh6 vd ch6t <lQm pha lodng.
Ho{c Ti¤u chudn $ thuAt fiong duolg

70

258
H6a chAt dung dich dtng d6 xric rta
r¤n he th6ng phan tich d6ng m6u ty
tl$ng

Binh lx4000mL

D4t ti0u ctruAn ISO
H6a ch6t dung dich dtrng d6 xric rria tr¤n hQ thSng phdn
tich <I6ng m6u {r tlQng. Thanh phin 2-Methyl-4-
isothiazolin-3-one hydrochloride (Methylisothiazolinone
hydrochloride)< 0.005 o/o.

D4ng l6ng.
Ho{c Ti6u chuAn kg ttruft tuong duong

450

259 H6a ch6t do thdi gian APTT danh
cho mriy phan tich tl6ng m6u

H0p 5xl0ml-+5rlOmL

D4t ti6u chuAn ISO
H6a ch6t dtrng d6 XI{ thdi gian APTT d6ng g6i kdm theo
Calcium Chloride tr¤n hQ th6ng d6ng mdu tU itQng.
D4ng l6ng.
HoNc Ti6u chuAn ty ttru5t tuong duong

60

260 Dinh lugng Phospho v6 co H0p 4x40ml+4x40ml/
H0p

D4t ti¤u ctruAn tSO
H6a ch6t dtng cho x¤t nghiQm Inorganic Phosphorous
lphospho v6 co)
Dii do:0.32-6.4 mmol/L
Phuong phrip: molybdate; budc s6ng 340/380 nM.
Thanh phin: Sulphuric acid 200 mmol./L;
Ammoniumheptamolybdate 0.3 5 mmol/L; Glycine 50
mmol/L
Ho{c Ti¤u chuAn ky thuft tuorg dusng

3

261 Dinh luqng S6t 4x30ml+4x30mV
H0p

D4t ti6u ctruAn tSO
H6a ch6t dtng cho x¤t nghiQm SEt
Dai <to: 2-179 pmol/L
Phuong phdp:TPTZ, bu6c s6ng 600/800 nM.
Ihdnh phln: Glycine buffer (pH I .7) 215 mmol/L; L-
ascorbic acid 4.7 mmol/L; 2.4.6 -T ri(2 -pyridyl)-5 +riazine
0.5 mmol./L
Ho{c Ti¤u chuAn tcy ttruft tuong duong

5

262 Dung dich <tQm ISE H0p 4x2000m1. HQp

D4t ti6u ctruAn tSO
H6a ch6t dQm diQn giai.
Thanh phAn Triethanolamine 0.1 mol/L
HoNc Ti6u chuAn ty thu{t ruong rluong

t5

H0p

S5luqng
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263 ChAt churin huy6t thanh mfc cao
cho x6t ngfiiQm <tiQn gi6i H0p I4x H0pI

D4t ti6u ctruAn tSO
ChAt chuin huy6t thanh mric cao dtrng cho xdt nghiQm
<tiQn gi6i.
Thanh phAn bao gdm: Na+ 160 mmol/L; K+ 6 mmol/L;
Cl- 120 mmol/L
Hoic Ti¤u ctru6n ky thu$t fiong duorrg

6

264 ChAt chuAn huy6t thanh mtic th6p
cho x6t nehiQm di¤n gi6i H0p 4xl )0mli HQp

D4t ti6u chuan ISO
ChAt chu6n huy6t thanh mfc thAp cho xet nghiQm tliQn
gi6i.
Thanh phan bao gdm: Na+ 130 mmol/L; K+ 3.5 mmol/L;
Cl- 85 mmol,/L
Ho{c Ti¤u chuAn ty ttru6t tuong tluong

6

H6a ch6t diQn gi6i cho dign cgc
tham chi6u H0p o[O,'4x I H0p

D4t ti¤u ctruAn ISO
H6a chfu dtng cho x6t ngJriQm <tiQn gidi.
Thanh phin: Kali clorua 1.00 mol/L
Hofu Ti¤u chuAn ty thugt tuong duong

l5

266 Ch6t churin iliQn gi6i mtc gifa H0p .,,|*, H0p

D4t ti6u chu6n tSO
Ch6t chu6n ctruAn dign gi6i mtc gita.
Thanh phAn: Na+ 4.3 mmol./L; K + 0.13 mmol/L; Cl- 3.1
mmol/L
Ho{c Ti¤u ctru6n ty ttru{t ffong duong

20

267 H6a ch6t ki6m chimg mrlc I cho c6c
xet nghiQm tlo ttQ dgc mi6n dich L9

+
I L9

D4t ti¤u cnuAn ISO
Thanh phln: huy6t thanh ngudi, o-l acidglycoprotein.
Ferritin,a-l antitrypsin. Haptoglobin, Anti-Streptolysin O,
Immunoglobulin A, p-2 microglobulin. Immunoglobulin
G. Ceruloplasmin. Immunoglobulin M. Complement 3.
Prealbumin, Complement 4, Rheumatoid Factor. C-
reactive protein. Transferrin
Ho{c Ti¤u chuAn ky thugt tuong duong

268 H6a chAt ki¤m chimg mirc2 cho ctu
x6t ngtriQm do d0 <lUc mi6n dich L9 I Lq

Dgt ti¤u ctruAn tSO
Ch6t ki,6m chuAn huy6t thanh ngudi d4ng l6ng
Thanh phin: huy6t thanh ngudi. o-l acidglycoprotein.
Ferritin,o- I antitrypsin. Haptoglobin. Anti-Streptolysin O.
Immunoglobulin A, p-2 microglobulin, Immunoglobulin
G. Ceruloplasmin. Immunoglobulin M. Complement 3.
Prealbumin. Complement 4, Rheumatoid Factor, C-
reactive protein, Transferrin
Ho[c Ti¤u ctru6n ty ttruflt ffong dusng

l0

269
H6a chAt kiilm chimg mric 3 cho c6c
x6t nghiQm mi6n dlch tlo dQ dpc Lq

D4t ti6u chuAn ISO
Ch6t ki6m chuAn huy6t thanh ngudi d4ng l6ng Thanh
phAn: huy6t thanh ngudi. o-l acidglycoprotein. Ferritin. a-
I antitrypsin. Haptoglobin. Anti-Streptolysin O.
Immunoglobulin A. p-2 microglobulin. Immunoglobulin
G. Ceruloplasmin. Immunoglobulin M. Complement 3.
Prealbumin. Complement 4. Rheumatoid Factor. C-
reactive protein. Transferrin
Hofc Ti6u chuAn ky thuft tuong duong

265

r(

lxlml/ L9 IC

,t
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270 DiQn cgc K ^,.1Lhrec I crffiQp

D4t ti¤u ctruAn ISO
Diftr clrc kali dirng d6 Oo ndng tlQ kali trong huy6t thanh
Phuong ph6p xdt nghiQm: ISE
Ho{c Ti¤u chuAn ky thuAt tuong duong

5

271 Dinh luqng Lactat (Acid Lactic) H0p 4xl0mlRl+4xlyoi
H0p

D4t ti6u ctruAn tSO
H6a ch6t dtng cho xdt nglriQm Lactate
Dii tlo: 0.22-13.32 mmol/L
Phuong ph6p: Enzymatic colour.
Thanh phan: Laclate oxidase Z}.ZkUtL;Peroxidase > I
kLI/L; 4-aminoantipyrine 0.1 mmol/L; TOOS* > 0.3
mmol/L;
Ho{c Ti6u chu6n k1 thu$t tuong tluong

l0

272 Do hoat d0 LDH H0p 4x40ml+4x20ml/
H0p

D4t ti¤u chuAn ISO
H6a chAt dtng cho xdt nghiQm LDH
Dii <lo: 25-1200U/L.
Thanh phAn: ln D(-)N-Methylglucamin buffer. pH 9.4
(37'C) 325 mmol/L; Lactate 50 mmol/L; NAD+ l0
mmol/L; ChAt bao quAn.
Ho{c Ti¤u chu6n B thuflt tuong duong

8

273
Dinh luqng LDL - C (Low density
lipoprotein Cholesterol)

H0p 4x27ml+4x9mV
H0p

D4t ti6u cnuAn tSO
H6a chAt dirng cho xdt nglriQrn LDl-Cholesterol
Dii do: 0.26-10.3 mmol,/L
Phuong ph6p: Enzrymatic colour
Thanh phln: Cholesterol esterase 3,7 lUlmL;Cholesterol
oxidase 3,7 lUlmL;" 4-aminoantipyrine 0.8 mmol/L;
Ho[c Ti6u chu6n ky thuft ruong duong

5

274
H6a ch6t hiQu chu6n cho xdt
nghiQm LDL H0p 2xlml/ HQp

D4t ti¤u ctruAn tSO
H6a ch6t hiQu chudn cho xdt nghiQm LDL.
Ihanh phAn:Huy6t thanh ngudi d4ng bQt d6ng kh6 chfa
LDl-Cholesterol (ngudi).
Ho{c Ti6u chuAn k! thuft tuong rluong

2

275 Do ho4t dQ Lipase H0p
4xl0ml+ 4xlyo +
4x3.3ml + 2x3ml/

H0p

Dpt ti¤u ctruAn ISO
H6a chAt dtng cho xdt nghiem Lipase
Dii do: 3-600 U/L
Phuong ph6p: Kinetic colour (ilo mdu rlQng hgc).
Thanh phAn: I.2-Diglyceride substrate 0.04 mmol/L;
Monoglyceride lipase > 400 U/L; Glycerol kinase > 100
Lt/L; POD > 500 U/L;4-Aminophenazone 0.25 mmol/L;
TAPS (pH 8.7) 50 mmol/L; TOOS 1.0 mol/L; ChAt hi¤u
chuAn: Huy6t thanh ngu&i chrla lipase lgn.
Ho{c Ti¤u ctruAn k! thugt tuong duong

7

r
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276 Dinh luqng Mg H0p H0p

Dil tieu chu6n ISO
H6a ch6t dtng cho x6t nghiQm Magnesium
Dii <lo:0.2-3.3 mmol/L
Phuong ph6p: Xylidyl Blue. budc s6ng 520/800 nm.
Thanh phAn: E-Amino-n Caproic Acid 450 mmol/L;
Glycoletherdiamine-N,N.N'. N' tetraacetic acid 0. I 2
mmol./L; Xylidyl blue 0.18 mmol/L.
Ho{c Ti¤u chuAn tY thuSt tuong duong

20

H0p 6x3 t,,-, H0p277
Ch6t ki6m chimg cho xdt nghiQm
sinh h6a trong m6u dich ndo ruy

D4t ti6u ctruAn ISO
Theo d6i hiQu nbng c6c xet nghiQm dich n6o tu!'
Thanh phln: Ch6t tiiSm chfmg dugc sdn xuAt ttr mQt vgt
liQu ki6m sorft 6n dinh chAt l6ng dugc diAu ch6 tu huyiit
thanh ngudi. dtng cho c6c xdt nghiQm sinh h6a trong miu
dich n6o tuy. mrlc dQ ch6t phdn tich <lugc diAu chinh vdi
c6c h6a ch6t tinh khi6t khiic nhau; chAt bao quan, ch6t,in
<tinh
Ho{c Ti¤u chuAn ty thuflt tuong tluong

6

278 Que khu6y dgng xoin cei

l*,,
J

I

Dgt ti6u ctruAn tSO
Que khu6y d4ng xoin
Ch6t liQu phti Teflon
Kich thudc: ddi 7.6cm
Ho{c Ti6u chuAn ky thu$t tuong duong

2

l0279
Dung dich rta gi6i cho x6t
phdn tich thanh phAn huy6t

nghiQm
sac t5 can

fomr-

D4t ti6u ctruAn tSO
Dung dich rua gi6i pha I cho x6t nghi$m phan tich thanh
pnAn nuy6t sic t6
Ho{c Ti¤u chuAn ty thuft tuong tluong

Dung dich rta gi6i cho xdt
phan tich thanh phln huy6t

nghiQm
sac Io

can

Dpt ti¤u ctruAn ISO
Dung dich rta gi6i pha 2cho x6t nghiQm phAn tich thdnh
phin huy6t sic t6
Hofc Ti6u chu6n ky thuf,t tuong <luong

8280

5281 DiQn cgc Na Chi6c

tu*u'
1

Dat ti¤u chuAn ISO
DiQn cyc natri dirng d,3 do n6ng dQ natri trong huy6t thanh
Phuong ph6p x6t nghiQm: ISE
Holc Ti6u chu6n ty thu$t tuong duong

l0282 B6ng ddn l2V. 20W cal I

t,**
D4t ti6u ctruAn ISO
B6ng tldn Halogen" l2V.20W
Hofc Ti6u chuAn ky thuft tuong <luong

20H0p snr[+4x2sm

l',
4x2 U

D4t ti¤u chuAn ISO
H6a chAt dtng cho xdt nghiQm Protein toan phAn
D6i do: 30-120 elL
Phuong ph6p: Biuret.
Thanh phAn: Sodium hydroxide 200 mmol/L; Potassium
sodium tartrate 32 mmol/L; Copper sulphate 18.8 mmol/L;
Potassium iodide 30 mmol/L.
Hofc Ti6u chuAn ky thu$t tuong <luong

283 Dinh luqng Protein toan phAn

9,l0mL

I
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284 ChAt chu6n cho xdt nghiQm Protein
Totin Urine/CSF L9 lx3mll L9

D4t ti¤u chu6n ISO
Chfu chu6n cho xdt nghifin Protein toan phln
D4ng l6ng
Ho{c Ti6u chu6n ky ttru$t tuong duong

l0

285 H6a chAt xdt ngftiQm Protein Total
trong Urine/CSF H0p 5x25mL(l25mL)/

H0p

Dpt ti¤u cnu6n tSO
Ddri <lo: 20 - 3000 mg/L.
Phuong phrip x6t nghiQm: Do miru, di6m cu6i, phan rmg
teng dan, Pyrogallol tl6
HoNc Ti6u chuAn ky thu$t tuong duong

20

286
H6a ch6t x6t nghiQm Protein Total,
st dung cho m6y hQ m0 H0p 4xl00ml+lxl00ml

/H0p

Dnt ti6u ctruAn tSO
D6i tlo:0.5 - 150 g/L.
Phuong ph6p xdt nghiQm: Do mdu, di6m cu6i, tlng phan
img, Biuret.
Ho{c Ti6u chu6n ky thuAt fiong duong

20

287 Kim hirt ho6 ch6t c6i I c6ilhQp

D4t ti¤u ctru6n tSO
Dtng d6 hrit vi phdn ph6i ch6t thri
Ldm tir kim loqi, phri l6p ch6ng dinh
Ddi l9.5cm.
Ho{c Ti¤u ctruAn ky thuit tuong duoxg

6

288 Xv-lanh hrit h6a chdt cei I c6ilhQp

D4t ti6u ctru6n tSO
Dtng d6 hrit chinh x6c th6 tich h6a chAr
Dugc ldm tir nhya, thriy tinh, kim lo4i
Ddi 9cm
Ho{c Ti6u chuAn ky thuAt tusng duong

6

289 DiQn cyc tham chi6u Chi6c I c6i.rh0p
D4t ti¤u ctru6n tSO
DiQn cgc tham chi6u cho x6t nghiQm <IiQn giii
Ho{c Ti6u ctruAn ty thuft tuorrg duong

5

290
C$t sEc ky phdn tich thanh phAn
huy6t sic t6 lpillar

D4t ti¤u ctruAn ISO
Thanh phAn: Slica gel 90-100o/o
Hofu Ti¤u chuAn ky thuAt tuong duong

2

19l Dinh lugng RF (Reumatoid Factor) H0p 4x24ml+4x8ml/
H0p

D4t ti¤u ctru6n tSO
H6a chAt dtng cho x6t nghiQm RF Latex
Ddi tlo: lG-l20lU/mL
Phuong phiip: Immuno-turbidimetric.
Thanh phAn: Glycine buffer (pH 8.0) I70 mmol/L; Latex
pht IgG ngutri < 0.5%;
Ho{c Ti6u chu6n ty thufi ruong duong

.4

292 H6a ch6t hiQu chuAn cho xdt
nghiQm RF H0p 5xl ml(5levels)r

H0p

D4t ti6u ctru6n tSO
Ch6t churin cho x6t nghiQm RF.
Thdnh phAn: ChAt nAn huy6t thanh ngudi d4ng l6ng chfa
lugng RF d ngudi vdi ciic n6ng <lQ kh6c nhau
Ho{c Ti6u chu6n lf thu$t tuong <luong

2

chi6c

I
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293 Ddy bom nhu <lQng Tti crii/tui

D4t ti¤u ctruAn tSO
ChAt liQu: cao su vd nhya
Ddi 10.5 cm
Hofu Ti¤u chuAn ky thugt tuong ctuong

t2

294 Kim hrit bQnh phAm c6i

l.*"
I

D4t ti¤u chuAn ISO
Dugc dtng O6 trtt va nhi m6u b¤nh phAm.
ChAt liQu: kim lo4i, phri l6p ch6ng dinh
Ddi l9.5cm
Ho{c Ti6u chu6n ky thu{r tuong <tuong

6

Xy-lanh hrit bQnh phAm c6i I cdilhQp

D4t ti¤u chu6n ISO
Dtng d6 htt chinh xric th6 tich m6u bQnh phAm
Chft liQu: nhg4 thtly tinh. kim lo4i
Ddi 8.8 cm.
Ho{c Ti¤u ctruAn ky thuft ruong tluong

6

296 6ng lAy m6u 2.0 mL Tti I oo[0.,^",
D4t ti¤u ctruAn tSO
Thdnh phAn: Polystyrene
Ho{c Ti¤u chuAn ky thugt tuong rtuong

5

297 Ong lAy m6u 2.5 mL Trii ciilTuiI*f
Dat ti6u chu6n ISO
6ng 6y mlu
Th6 tich: 2.5 mL
Ho& Ti¤u chuAn ky thu{t ruong duong

20

298 H6a ch6t hi¤u chuin cho c6c xdt
nghiQm Protein dAc biQt nh6m I H0p H0p

D4t ti¤u cnuAn tSO
ChAt hiQu chuAn cho ciic x6t nghiQm Mi6n dich tlQ iluc.
Thanh phAn bao gdm: Cric lugng kh6c nhau cira protein &
ngudi sau ddy: Immunoglobulin G. Immunoglobulin A.
Immunoglobulin M, Transferrin. C3. C4, Anti-
Streptolysin O. Ferritin
Ho{c Ti¤u chu6n $ thu$t ruorg tluong

2

299
H6a ch6t hi¤u chu6n cho c6c xdt
nghiQm Protein d[c biQt nh6m 2

H0p H0p

D4t ti6u ctrurin tSO
ChAt higu chu6n cho c6c x6t nghiQm Protein d& biel
Thenh phAn bao gdm: C6c lugng khiic nhau cta protein d
ngudi sau ddy trong ch6t nAn huyi5t thanh l6ng (pH 7): o-l
acidglycoprotein; o-l antitrypsin; p-2 microglobulin;
Ceruloplasmin; Haptoglobin;
Ho{c Ti¤u chuAn ky thuAt tuong duong

2

70300
H6a ch6t hiQu chuAn cho c6c xdt
nghiQm sinh h6a thutmg quy L9 .1,, Lg

D4t ti¤u ctruAn tSO
Huy6t thanh hiQu chuAn
Thanh phAn: Huy6t thanh ngudi c6 h6a ch6t phg gia vir
enzym thich hqp tir ngudi. d$ng v$t vd thgc v$t.
Hofc Ti¤u chu6n ky thu{t tuong tluong

6301 Dung dlch rria h0 th5ng Binh

D4t ti6u chuAn ISO
St dgng cho x6t nghiQm tlinh lugng tj lQ glycated
hemoglobin toan phln vVhofu phan tech vd dinh luqng
c6c hemoglobin binh thulng vd bAt thudng trong miiu.
Hofu Ti¤u chu6n ky thuflt tuong tluong

295

940mL



STT T6n hria ch6t, sinh phim Don vi
tinh

Quy cdch rl6ng
s6i

Ti6u chuin k! thu$t sd lujng

302 Dinh luqngBilirubin toan phAn H0p 4xl5ml+4x l5ml/
H0p

Dgt ti6u chuAn tSO
H6a ch6t dtng cho x6t nghiQm Total Bilirubin
Ddri tlo: 0-513 pmol/L ; phuong ph6p: DPD, budc s6ng
540 nM.
Thanh phAn: Caffeine 2.1 mmol,/L; 3.5-
dichlorophenyldiazonium tetrafluoroborate 0.3 I mmol/L
Ho{c Ti¤u chuAn ky thuAt fiong duong

32

303 Dlnh luqng Triglycerid H0p 4x20ml+4x5ml/
H0p

D4t ti6u chu6n tSO
H6a ch6t dirng cho x¤t nghigm Triglyceride
Dii tlo: 0.1-l1.3 mmol./L
Phuong ph6p: GPO-POD; bu6c s6ng 660/800 nM.
Thanh phAn:4-Aminoantipyrine 0.5 mmoUl; Lipases 1.5
kU/L (25 pkat/L); Glycerol kinase 0.5 kU/L (8.3 pkat/L);
Peroxidase 0.98 kU/L (16.3 pkat/L); Ascorbate oxidase
1.48 kU/L (24.6 ltkatlL); Glycerol-3-phosphate oxidase
1.48 kU/L (24.6 pkatlL);
Ho{c Ti¤u chuAn ky ttru6t tuong cluong

30

304 Dlnh lugng Ure H0p 4x53ml+4x53ml/
H0p

D4t ti¤u ctru6n tSO
Hda ch6t dtng cho xdt nghiQm Urea/Urea nitrogen
Ddi tlo: 0.8-50 mmol/L
Phuong phrip: Urease/GLDH .

Thanh phan: NADH > 0.26 mmol/L; 2-Oxoglutarate >
9.8 mmol/L ;Urease > 17 .76 kU/L; GLDH > 0. l6 kU/L
Ho{c Ti6u ctru6n tcy ttru6t tuong duong

30

305 Dlnh luqng Acid Uric H0p 4x30ml+4x l2.5ml/
H0p

D4t ti¤u ctruAn tSO
H6a ch6t dirng cho x6t nghiQm Uric Acid
Ddi <lo: 89-1785 pmol/L ;
Phuong phrip: Enzymatic colour.
Thanh phAn:Phosphate Buffer (pH 7.5) 42 mmol/L;
MADB 0. I 5 mmol/L;4-Aminophenazone 0.30 mmol/L;
Llricase >0.25 kUIL (4.15 pkat/L);
Ho{c Ti¤u chuAn ky thuflt tuong rluong

20

306

Ch5t ti6m chimg d4ng l6ng ttugc
sdn xu6t tU vat li$u c6 ngudn g6c tir
con ngu&i dtng cho cric x6t ngfriQm
nu6c ti6u

6xl5ml

D4t ti¤u chudn tSO
Ihanh phAn: chAt nAn nudc ti6u ngudi c6 th¤m amylase
nudc ti6u cria ngu&i. hCG ngudn g6c tir nu6c ti6u ngudi.
albumin cria ngu&i vd bd. chAt bao quan vd chSt 6n dlnh
Ho{c Ti6u cnuAn ky thuft tuong duong

5H0p



STT TOn h6a chit, sinh phim Don vi
tinh

Quv tI6ng
Ti0u chu6n ki thu{t 56lugng

307 Dinh luqng Protein H0p 4xl
H0p

lx3mV

D4t ti6u ctru6n ISO
H6a chAt dtng cho x6t nghiem Urinary/CSF Protein
D6i do: 0.01-2.0 glL;
Phuong ph6p: Pyrogallol Red Molybdate.
Thanh phAn:
Rl: Pyrogallol Red 47 pmol,/L; Natri Molybdate 320
pmoVl; Axit succinic 50 mmol/L ;
ChAt higu chuAn: Albumin huy6t thanh ngudi 0,5 ill-;
HoNc Ti¤u ctruAn ky thuft tuong duong

r0

308
Dung dich rua hQ th5ng m6y sinh
h6a Can lx 5l/ Can

Dpt ti¤u chuan ISO
Dung dich rta hQ th6ng xet nghiQm sinh hori
Thanh phAn bao gdm: Baypur CX 100; Sodium Hydroxide
| -Zo/oi Genapol X080 I - 27o; Sulfonic acids, Cl4-17-sec-
alkane. mu6i natri I - 5%
Ho{c Ti¤u chuAn t1 thugt ruong tluong

70

309
B$ xdt nghiQm dinh lugng DNA
virus vi¤m gan B test HOI I 0 test

Dat tiCu chuAn tSO
St dqng kl thudt sinh hgc phdn tu tlinh lugng DNA cta
Vi-nit Vi6m gan B (HBV).
- Tich hqp t6i tni6u 2 chAt chimg trong bQ h6a chAt x6t
nghiQm e6 Ainn lugng DNA cta virus HBV vd ki6m sorit
c6 chAt tc ch6 phan ung PCR hay kh6ng.
- Tich hqp t6ch chi6t mAu t1r tlQng trong bg h6a ch6t x6t
nghiQm.
- Vtng gene clich: HBV DNA genotypes A-H
- Logi m6u: huy6t thanh ho{c huy6t tumg c6 ch6t ctr6ng
d6ng EDTA
- Th&i gian trik6t qui: < 60 phrit
- Dii uy6n fnh: l0 IU/mL - 1,000.000,000 IU/mL
- Gi6i han tlinh lugng dudi: l0 IU/ml
- D0 d{c hi¤u: 100%
Ho{c Ti6u chu6n ky thu$t ruong duong

3.300
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STT Don vi
tinh

Quy cich ti6ng
e6i Ti6u chu6n ki thuit s6luyng

3r0 BQ x6t nghiQm dinh lugng RNA
virus vi6m gan C

test H$p l0 test

D4t ti6u ctrudn tSO
St dgng kI thu$t sinh hgc phdn tu tlinh luqng nhanh RNA
cua Vi-rut Vi¤m gan C (HCV).
- Tich hqp ch6t chimg trong bQ h6a ch6t xdt nghigm PCR
O6 Ointr lugng RNA cria virus HCV vd ki6m sodt c6 ch6t
uc ch6 phin img PCR hay kh6ng.
- Tich hqp tach chi6t m6u tg tlQng trong b0 h6a ch6t x6t
nghiQm.
- Vtrng gene <lich: HCV RNA genotypes l-6
- Lo4i m6u: huy6t thanh ho{c huy6t ruong c6 ch6t ch6ng
d6ng EDTA
- Thdi gian trik6t qu6: S 105 phrit
- Dii tuy6n tinh: l0 IU/mL - 100,000,000 IU/mL
- Gi6i h4n ttinh luqne dudi: l0IU/ml
- D0 d{c hiQu: 100%
Ho{c Ti¤u chuAn ky thuAt tuong duong

2.700

3l I B$ x6t nghiQm dinh tinh vd tlinh
lugng RNA virus vi6m gan C

test H$p l0 test

D4t ti6u ctru6n ISO
- Su dlmg ky thuft sinh hgc phdn tri ph6t hiQn vd dinh
lugng RNA cia Vi-rut Vi¤m gan C (HCV).
- Tich hgp ch6t chimg trong bQ h6a chAt xdt nghiQm PCR
O6 tiilm so6t quri trinh phan ung.
- Vtng gene <lich: HCV RNA genotypes l-6
- Lo4i m6u: t6i thi6u miu miiu dlu ng6n tay ho{c m6u m6u
roan phAn tinh m4ch c6 ch6t ch6ng d6ng EDTA
- Thoi gian tr6 k6t qu6: 5 60 phrit
- Ddi tuy6n tinh: 100 IU/mL - 100.000,000 IU/mL
- Gi6i hAn dinh lugng: l00IU/ml
Ho{c Ti6u chuAn ky thuQt tuong tluong

4.000

3t2 Kit x6t nghiQm vi khuAn lao kh6ng
RIF test HQp l0 test

D4t tiOu ctruAn tSO
- Srl dgng ki thu$t sinh hgc phdn tu ph6t hiQn d6ng th&i
DNA cria vi khuAn lao vi vi khuAn Lao khring it nhAt v0i
Rifampicin.
- Tich hgp chAt chimg trong bg h6a ch6t xdr nghiQm PCR
OC tiiim so6t qud trinh phan tug.
- Ving gene <lich: rpoB gene; 136l l0 & ISl081
- Lopi m6u: tOi ttri6u m6u dorn
- Thdi gian tr6 k6t qui:
+ < 70 phrit cho m6u 6m tinh
+ < 80 phft cho m6u duong tinh
EQ nh4y: > 99 o/o

D0 d& hiQu: 195%
Ho{c Ti6u chuAn ty thuAt tuong duong

r.500

TGn h6a chdt, sinh phim



STT TGn h6a ch6t, sinh phim Don vi
tfnh

Quy c6ch il6ng
s6i

Ti0u chuln ki thu$t 56luqng

313 Do ho4t tlQ Amylase H0p 4x H0p

D4t ti¤u chuAn ISO
H6a chAt dung cho x6t nghiQm o-Amylase
Dti do: l0-2000 U/L
Phuong ph6p: CNPG3
Thanh phAn: Calcium acetate 3.60 mmol./L; Potassium
thiocyanate 253 mmoVl; CNPG3 1.63 mmol./L
Hotrc Ti¤u chu6n tcy thuat tuong duong

l0

3t4 Dung dich rua dtng cho m6y phin
tich huy6t hgc H0p OL

D4t ti6u ctruAn tSO
Thanh phan: Dung dich chira enrym phdn gi6i protein
Ho[c Ti6u chu6n tg thuat tuong duong

80

315
Thu6c thri x¤t nghiQm ttinh lugng
Acid uric H0p o'f*,,,*rr,,4x5

R2

Dqt ti¤u cnuAn tSO
Thanh phAn:
(Rl) DQm phosphat, TBHBA ;
(R2) DQm phosphat,4- Aminoantipyrin, K4 [Fe(CN)6],
POD. Uricase;
E4t ISOl3527
Ho{c Ti¤u chuAn ky thudt ffong duong

6

316 Anode Buffer Container (ABC)
3500 Series

H0p 4

Dgt ti¤u cnuAn ISO 13485: 2016
- Dugc d6ng trong khay nh6n diQn RFID ho{c tuong
duong, dung dich tlQm ndng <tQ lX
- Sti dgng cho c6c thi6t bi diQn di mao qui.,n
Hofc Ti6u chu6n ky thufi ruong tluong

I

317 Cathode Buffer Container 3500
Series

H0p 4 *,f"r^uo

Dgt ti¤u ctruAn ISO 13485:2016
- Dugc cl6ng trong khay nhfin diQn RFID ho{c tuong
duong. ndng dS dung dich dQm lX
- Khay <IQm cgc dm dugc chia ldm 2 ngdn, I ngdn chria
tt¤m diQn di vd I ng6n chira ch6t thii.
- Sri dung cho thi6t biiliQn di mao qu6n.
Ho[c Ti6u chuAn ry thuAt tumg duong

I

318
Ethanol absolute for molecular
biology L9 I Lq

Dst ti6u chuAn ISO 13485: 2016
Ethyl alcohol, Pure 200 proof. for molecular biology
Ho{c Ti¤u chuAn ky thuflt tuong <luong

2

3r9 B0 kit dinh lugng Adeno virus bing
c6ng nghQ realtime PCR

B0

D4t ti6u ctru6n tSO 13485: 2016
BQ kit ph6t hiQn Adeno Virus blng c6ng nghQ Realtime
PCR. da c6 sin n$i chimg IS. d4t tiOu chu6n ISO t3+8S
Hofc Ti6u chuin ki thu$t tuong <luong

l0

320

BQ kit ph6t hiQn virus g6y bQnh Ho
gir Bordetella pertussis/
parapertussis b[ng c6ng nghQ
realtime PCR

B0 ,,1*
D4t ti¤u chuAn ISO 13485:2016
BQ kit ph6t hiQn virus g6y bQnh Ho gd Bordetella
pertussis/ parapertussis bdng c6ng nghQ realtime PCR. da
c6 s8n nQi chimg lS. d4t ti¤u cnuAn tSO t:+gS
Ho{c Ti¤u chuAn tY thuAt tuong ducrng

l0

25 |est/b$

,I

I
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STT T6n h6a chAt, sinh phAm Don vi
tinh

Quy cich il6ng
g6i Ti0u chuin ki thugt s6 tugng

321
BQ kit ph6t hi$n Human
Cyomegalovirus (CMV) btrng c6ng
nghQ realtime PCR

B0 25 test/t$

D4t ti6u ctru6n tSO 13485: 2016
B$ kit ph6t hiQn Human Cyomegalovirus (CMV) blng
c6ng nghQ realtime PCR d0 nhdy ph6t hiQn c6 th6 dgt
122.594IU/ml, tl1t ti6u ctru6n tSO t:+t
Ho{c Ti6u chuAn ky thuflt tuong ctuong

40

122
BQ kit ph6t hiQn Epstein-Barr virus
@BV) beng c6ng nghQ realtime
PCR

B0 25 tesVb0

D4t ti¤u ctru6n tSO 13485: 2016
BQ kit ph6t hiQn Epstein-Barr virus (EBV) blng c6ng
nghQ realtime PCR d0 nh{y ph6t hiQn c6 th6 dat 196.088
IU/ml, d4t ti6u chuAn ISO 13485
Ho{c Ti6u chuAn ky ttruft tuong duong

l0

323
BQ kit phrit hiQn Herpes Simplex
Virus (HSV-l/2) bnng c6ng nghQ
realtime PCR

B0 25 test/hQ

D4t ti6u cnu6n ISO 13485: 2016
BQ kit ph6t hiQn Herpes Simplex Virus (HSV-I/2) blng
c6ng nghQ realtime PCR d0 nh$y ph6t hiQn HSV-l c6 th6
d4t 122.124 cplml, d4t ti¤u ctruAn tSO t:+tS
Ho{c Ti6u chu6n ky ttru{t tuong tluong

55

324 B0 kit trich chi6t DNA B0 50 test / bQ

D4t ti6u ctruAn tSO 13485: 2016
B0 kit t6ch ctri6t ONa
Su dlmg c6ng nghQ cQt
tn6 tictr tliu vio : 200 ul
ttr6 tictr thu hdi : 50/100u1
dat ti¤u ctru6n ISO t:+tS
Ho{c Ti¤u chuAn ky thuft ruong duong

l0

325 BQ kit tdch ctrii5t nNa B0 50 test / tf

D4t ti6u ctruAn ISO 13485: 2016
B0 kit trich chi6t RNa
Su dpng c6ng nghQ cQt
Th6 tich dAu vdo : 150 ul
ttr6 tich thu hdi : 50ul
D4t ti6u chuan ISOl3485
Ho{c Ti6u chu6n Icy thugt tuong duong

l0

326 Dung dlch hoan nguy6n mAu trudc
khi diQn di H0p 25 ml/h$p

D4t ti6u chu6n tSO 13485: 2016
+ DtnS e6 hoan nguy¤n mAu tru6c tdri <tiQn di
+ Sri dung cho c6c thi6t bi giai fiinh tg gen nguy¤n l;i
Sanger vd <liQn di mao qu4,n
Hofu Ti¤u chuAn ky thuflt tuong duong

I

327 B0 kit st dlmg c6ng nghQ Hotstarr Kit 100 test /Kit

D4t ti¤u chu6n ISO 13485: 2016
BQ kit sri dqng c6ng nghQ hotstart cho kh6 nlng thyc hiQn
phan tmg cao. vd kh6 nlng ch6ng chiu chft irc ch6. Thanh
phAn c6 chria 2mM MgCl2 tei ndng <IQ lX. D4t ri6u chuAn
rso 900r
Ho{c Ti¤u ctruAn $ ttruflt tuong iluong

4



STT T6n h6e chit, sinh phiim Don vi
tinh

Quy brlctr d6ng
e6i Ti0u chuin kf thuit S5 tuqng

328 6ng m6i trulng v$n chuy6n 6ng x3mlH0p ong

D4t ti¤u ctruAn tSO
6ng mOi tru&ng v{n chuy6n Virus c6 chrla m6i tru&ng
giiu dinh dueng tt6 bao qu6n vi rut, b6 sung th6m khiing
sinh vd ch6ng n6m tI6 ch6ng tap nhi6m nAm vA vi khuAn.
b6 sut g th¤m ch6t 6n <tinh pH d6 duy tri pH cta m6i
trudng vfn chuy6n le fi 7.3 + 0.2.
Ho{c Ti¤u chuAn $ ttruflt tuong duc,ng

r.000

329
BQ h6a chAt x6t nghiQm ph6t hiQn
Pneumocystis j irovecii (carinii) H0p p50 testH0

D4t ti¤u chuAn tSO 13485 2016
B0 h6a ch6t xet nghiQm ph6t hiQn Pneumocystis jirovecii
(carinii) bang ky thuft realtime PCR
Thanh phln bQ ki bao gdm :

PCR-mix- I Pneumocystis jirovecii (carinii)/Glob. 0"6 ml
PCR-buffer-FRT.0.3 ml
TaqF Polymerase, 0,03 ml
Positive Control Pneumocystis jirovecii (carinii) and

Human DNA C+. 0,1 ml
Negative Control C-,0,5 ml;
DNA-buffer.0.5 ml

D4t ti6u chuAn ch6t lugng : ISO 13485 ho{c tuong duong
Ho{c Ti¤u cnuAn ky thuflt tuoarg duoarg

l3

330 H0pPOP-7 Polymer ,a,l*,,0
'r*uo

Dgt ti6u chuSn ISO 13485: 2016
- D6ng g6i dpng tiri c6 gin md RFID ho{c tuong duong
- St dgng cho ciic thi6t bi iliQn di mao qudur.
Ho{c Ti6u chuAn ky thuflt tuong duong

I

B0 test/bQ

Dgt ti6u ctruAn tSO 13485: 2016
BQ kit chuy¤n dqng cho phan rmg giii tinh ty gen
thanh phAn bao g6m c6c dNTP tU do vd c6c ddNTP cho
phan ung gi6i trinh tg gen
D4t ti¤u ctru6n tSO gOOt

Hofu Ti6u chu6n ky thuft tuong iluong

2331 BQ kit gi6i trinh tg gen

J3Z Superscript III Onestep RT PCR
with platinum taq

H0p roo f"rt t 6p

Dat ti6u ctruAn ISO 13485; 2016
BQ kit thgc hiQn t6ng hqp cDNA vd khu6ch tt4i san phAm
PCR trong ctng I lAn chqy tir ngudn m5u RNA bQnh
phAm.
Thanh phAn :

+ SuperScriptrM III RT/PlatinumrM Taq Mix : 200 ul
+ 2X Reaction mix (contain 0.4 mM of each dNTP. 3.2
mM MgSO4) 3xl ml
+ 5 mM Magnesium Sulfate : 500 ul
Ho4c Ti¤u ctrudn ky thu$t tuong duong

4
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STT TGn h6a chit, sinh phAm Don vi
tinh

Quy cich il6ng
s6i

Ti6u chuAn ki thu$t s5 tugng

333 Dung dich dQrn cho tliQn di Chai lLl chai

Dnt ti¤u chuAn ISO 13485 : 2016
Dung dich rlQm cho <liQn di
Ndng dQ lOX
Dgt ti6u ctru6n ISO gOOt

Ho{c Ti¤u chuAn ky thuflt tuong duong

2

334 BO kit tinh s4ch s6n ptrAm chuAn bi
cho gi6i trinh ty Gen

B0 200 test/tf

D4t ti¤u ctruAn ISO 13485: 2016
B0 kit loai b6 c6c sin ph6rn trong phan irng tru0c gi6i
trinh tg gen nhu c6c dye hulnh quang, mu6i , dNTPs .

C6ng nghQ sg dpng : C0ng nghg cQt
Dgt ti¤u ctruAn tSO gOOt

Hofc Ti¤u chuAn ky thuAt tuong duong

2

335
Thu6c tht xet nghiQm dinh tinh
khring th6 toan ptrAn lIgG vd IgM)
kh6ng HAV

H0p 300 TesV HQp

Dst ti6u ctru6n tSO 13485: 2016
Thanh phAn gdm:
Vi h4t phti streptavidin c6 n6ng dQ ruong duong 0,72
mg/ml-.
Rl: HAV Ag c6 ndng <t$ tuong ttuong 28 U/mL. pha
trong hQ tlQm TRIS 20 mmol/L c6 pH 7,2
R2: Kh6ng th6 don ddng khang HAV tilinh dAu biotin (c6
ngudn g6c tu chuQt) ndng tIQ tuorrg duong 0,25 pg/mL;
khang th6 don ddng khrlng HAV (c6 ngudn g6c dr chuQt)
d6nh dAu phtlc hqp ruthenium c6 ndng tlg tuong tluong
0.65 pglml. pha trong h¤ tl$m TRIS 20 mmol/L c6 pH7.2
MAu chuAn ern tinh: huy6t thanh ngudi
MAu chu6n duong tinh: huy6t thanh ngudi c6 chria anti-
HAV 6 ndng il$ khoang 60 IU/L
Ho{c Ti¤u chuAn ky ttruflt tuong duong

5

336
Dung dich ding trong ki6m tra ch6t
lugng cria c6c phuong ph6p tlinh
lugng mriy sinh h6a

H0p 20x5ml H$p

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn phan ung trong ch6t d6ng kh6:
Huy6t thanh ngudi vdi phg gia h6a hgc vi nguy¤n liQu c6

ngudn g6c
sinh hgc nhu tl6 chi dinh.
Ngudn g6c cric ch6t sinh hgc th¤m vdro
Thanh phAn kh6ng phan img trong ch6t d6ng kh6:
ChAt 6n dinh
Ho{c Ti¤u chuAn k} thuAt tuong duong

I



STT T6n h6a chit, sinh phim Don vi
tfnh

Quy c6ch il6ng
s6i Ti6u chuiln kf tbuit 56lugng

)Jt
Dung dlih dtng trong ki6m tra chAt
lugng cta c6c phuong phrip tlinh
lugng m6y sinh h6a

H0p 20x mL/ HQp

Dat tieu cnuAn tSO 13485: 2016
Thanh phln phan ung trong ch6t d6ng kh6:
Huylit thanh ngudi vdi phg gia h6a hgc vd nguy¤n ligu c6

nguon goc
sinh hgc nhu <16 chi dinh.
Ngudn g6c c6c ch6t sinh hgc th6m viro
Thanh phAn kh6ng phan (mg trong ch6t <I6ng kh6:
Ch6t 6n <tinh
Ho{c Ti¤u chuAn lg thugt tuong duong

I

338 Thu6c thri xdt nghiQm CA 72-4 H0p I 00 H0p

D4t ti6u ctruAn tSO 13485: 2016
Thdnh phAn gdm cric lg ri¤ng biQt sau:
Vi h4t phri Streptavidin c6 n6ng dO 0.72 mg/ml
Khang th6 don ddng khang CA 72-4 dtuth dAu biotin (c6

lrlngudn gOc tU chuQt) c6 n6ng dQ I mg/L trong hQ dQm
phosphate 100 mmol/L. pH 6.8
Khang th6 don ddng khdng CA 72-4 (co ngudn g6c chuQt)
tilinh d6u phric hqp ruthenium c6 ndng ttQ 6 mg/L trong hQ
<lQm phosphate 100 mmol./L, pH 6.8
Holc Ti6u chuAn ky ttru$t tuong duong

30

339 Thu6c thri xdt nghiQm CA 72-4 H0p 300 H0p

1,,

D4t ti6u ctruAn tSO 13485:2016
Thanh phAn gdm:
Vi h4t phtl Streptavidin c6 ndng <lQ tuong tluong 0,72
mg/ml-
Khang th6 tlon ddng khang CA 72-4 d1nhd6u biotin (c6

It,lngu0n gOc tu chuQt) c6 ndng dQ I mg/L trong hQ dQm
phosphate 100 mmol,/L, pH 6,8
Khang th6 don ddng khang CA 72-4 (c6 ngu6n g5c tir
chu$t) danh d6u phric hgp ruthenium c6 n6ng dg 6 mg/L
trong hQ dQm phosphate 100 mmol/L, pH 6.8
Hofu Ti¤u chuAn ky thuat tuong duong

20

340 Thu6c thtl xdt nghiQm
HbAlc H0p H0p,l.,150

D4t ti¤u chuAn ISO 13485: 2016
Thanh phAn g6m crlc lq ri¤ng biQt sau
Rl: Thu6c thti khang thA Dem MES: 0.025 mol/L; dQm
TRIS: 0.01 5 mol[, pH 6.2;
khang thA HbAlc (huy6t thanh ciru): > 0.5 mg/ml; ch6t

tAy; ch6t 6n dinh; ch6t bao quan
R3: DQm MES: 0.025 mol,/L; <lQm TRIS: 0.015 moVL. pH

6.2; HbA I c polyhapten: > 8 pglml; ctr6t tAy; ch6t 6n tlinh;
ch6t bao quan
Ho{c Ti6u chu6n ky thuQt tuong iluong

50

I
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STT TGn h6a chdt, sinh philm Don vi
tinh

Quy cich il6ng
c6,

Ti6u chuAn ki thu{t Sd luyng

341
H6a ch6t ly giai h6ng cAu
tr<ing xdt nghiQm HBAIC H0p 5l mL/ H$p

D4 ti6u ctru6n tSO 13485: 2016
Thu6c thri - dung dich tham gia xdt nChiQrn H5n hqp dQrn
nudc, pH 7.25;TTAB:36 dL: dQm phosphate: 80
mmo[/L; ch6t 6n dinh; chfu bao qu6n.
TTAB (Tetradecyltrimethylammonium bromide)

Ho{c Ti¤u chu6n tcy thu$t ffong duong

20

342 Ctr6t trigu chuAn x6t nghiQm ACTH H0p 4 x 1.0 ml-.i H$p

Dgt ti¤u ctru6n ISO 13485: 2016
Thanh phln gdm: Thu6c thri - dung dich tham gia x¤t
nghiQm
ACTH Call:2 chai, m6i chai 1.0 mL m6u chuAn I
. ACTH Cal2:2 chai, m6i chai 1.0 mL miu chuAn 2
ACTH (t6ng hqp) voi hai khoang ndng <10 (khoang I 5
pg/ml vd
khoang 120 pg/ml) trong huy6t thanh ngga.
Hofc Ti6u chuAn ky thu$t tuong tluong

2

343
Thu5c b6o du0ng hang ngdy cho
tliQn cgc ISE. Sng vd kim
hft mau

H0p 9 x 12 mLi HQp

D4t ti¤u ctru6n tSO 13485: 2016
Thanh phAn gdm: Huy6t thanh ngu&i tl6ng kh6 khdng c6
phg gia h6a hgc.
Ho{c Ti¤u ctru6n ty thuft tuorg duoxg

l0

344
Ch6t hiQu chuAn xet
nghiQm AFP
(alpha I -fetoprotein)

H0p 4 x 1.0 mL/ H$p

D4t ti¤u ctruAn ISO 13485: 2016
Ihanh phAn gdm: AFP Call 2 chai. m5i chai 1.0 mL m6u
chu6n I
AFP Cal2: 2 chai. m6i chai 1.0 mL m6u chuAn 2
AFP (ngudi. tt canh c6y t6 Uao; vdi hai khoang ndng rlg
lkhoang 5 IU/mL ho{c 6 nglml vd khoang 50 IU/mL ho{c
60 ng/ml) trong huy6t thanh ngu&i
Ho{c Ti¤u chuAn ky thuft ruong duong

l0

345
H6a chAt xdt nghiQm
Albumin H0p 300 TesV HQp

Dgt ti6u ctruAn ISO 13485: 2016
Thanh phAn g6m: Rl DQm Citrate: 95 mmol,/L" pH 4.1;
ch6t bao quan; ch6t 6n dinh
R2 DQm Citrate:95 mmol/L, pH 4.1; xanh bromcresol:

0.66.mmol/L; chAt bAo qu6n; ch6t 6n dinh -Rl vao vitri B
vd R2 vdo vi tri C.
Ho{c Ti6u chuAn ky thugt tuong duong

230
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STT TOn h6a chdt, sinh phim Don vi
tinh

Quy cich il6ng
e6i Ti6u chuAn kithuft SS lugng

346 H6a chAt tlinh luqng
phosphatase kiAm (ALP) H0p 200 H0p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phhr g6m: Rl 2-amino-2-methyl- I -propanol:
1.724 mollL, pH 10.44 (30'C); magnesium acetate: 3.83
mmol./L; k¤m sulfate:
0.766 mmoVl; N-(2 -hydroxyethyl)-ethylenediamine

triacetic acid: 3.83 mmol/L
R2 p-nitrophenyl phosphate: 132.8 mmol/L, pH 8.50 (25
'C); chAt bao quan
Rl vdo vi tri B vd R2 vio vi tri C.
Hofu Ti¤u ctruAn ky thuft nrong iluong

22

347
ALTL (H6a chAt xdt
nghiQm alanine
aminotransferase)

H0p 500 H0p

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm: Rl DQm TRIS: 224mmoL.pH7.3
(37'C); L-alanine: I120 mmol/L; albumin (bd): 0.25 %;
LDH (vi sinh): > 45 pkat/L; ch6t 6n dinh; ch6t bao quan
R2 2-Oxoglutarate:94 mmol,/L; NADH: > 1.7 mmol/L;

chAt php gia; ch6t bao quan
Rl vdo vi tri B va R2 vdo vi tri C
Ho[c Ti¤u chuAn $ thuAt tuong duong

302

348 ChAt hiQu chuAn x6t nghiQm AMH H0p 4xl mL/ HQp

D4t ti¤u chuAn ISO 13485:2016
Thanh phAn gdm: 2 chai, m5i chai 1.0 mL miu chuAn I
2 chai. m6i chai 1.0 mL miu chuAn Z

AMH vdi hai kho6,ng n6ng d0 (khoang 0.04 ng/ml ho&
0.28 pmol/L vd khoang 8 ng/ml hoic 60 pmol/L) trong
huy6t thanh ngua. chAt bao quan.
Ho{c Ti¤u chuAn ky thu$t tuong duong

J

349
Ch& hieu chuAn xet
nehi$m Ammonia
ethanol. CO2

H0p 2x4 nL/ H$p

D4t ti6u ctruAn ISO 13485: 2016
Thanh phAn phan img:
Dung dich dQrn nu6c chrla ammoni4 ethanol vd natri

bicarbonate
Thanh phAn kh6ng phan ung:
Chdrt bao quan
Hofc Ti¤u chuAn ty thuAt tuong duong

8

350
VAt lieu ki6m so6t x6t
nghiQm Ammonia.
ethanol. CO2

H0p 5x4r nL/ HQp

Dgt ti¤u ctruAn ISO 13485: 2016
Thanh phln phan img:
Dung dich tlQm nudc chta ammonia, ethanol vir natri
bicarbonate
Thanh phAn kh6ng phan img:
ChAt bao quan.
Hofc Ti¤u chu6n ky thufi tuong duong

l0

I
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STT T6n hria ch6t, sinh phim Don vi
tinh

Quy crich tl6ng
s6i Ti0u chuin ki thu$t SS luqng

351
H6a ch6t x6t nghigm
AMYLASE H0p 300 TesV H$p

D4t ti6u ctrudn tSO 13485: 2016
Thanh phln gdm: Rl HEPES: 52.4 mmol./L: natri
chloride: 87 mmol./L; calcium chloride: 0.08 mmol/L;
magnesium chloride: 12.6 mmol/L; o-glucosidase (vi
khuAn): Z 66.8 pkaVl; pH 7.0 (37 "C); ch6t b6o quan;
ch6t 6n itinh
R2 HEPES: 52.4 mmoL; ethylidene-G7-PNP: 22

mmol,/L; pH 7.0 (37 "C); ch6t bao quan; ch6t 6n itinh
Hofu Ti6u ctruAn ky ttruflt tuong duorrg

20

352
H6a ch6t xdt nghiQm
Amylase tgy H0p 200 TesV HQp

D4t ti6u ctruAn tSO 13485: 2016
Rl DQm HEPES: 52.4 mmol/L, pH7.l (37 "C); sodium
chloride: 87 mmol/L; magnesium chloride: 12.6 mmol,/-
calcium chloride: 0.075 mmol./L; o-glucosidase (vi
UruAnl: > 67 pkat/L; khAng th6 tlon ddng (chuQt): 97
mglI-; chittbao quan
R3 DQm HEPES: 52.4mmoL, pH 7.1 (37'C);
4.6-ethylidene-G7PNP: 22 mmoltL; ch6t bao quan; ch6t

dn dinh
Ho{c Ti6u ctru6n ky ttru6t ruong duong

l5

353
Thu5c thri x¤t nghiQm khang th6
khring CCP H0p 100 TesV H$p

Dgt ti6u ctruAn ISO 13485: 2016
H6a ch6t ki6m tra ch6t luqng xdt nghiQm rtinh lugng Anti
CCP
Hofc Ti6u chuAn kf thuft tuong duong

5

354
V{t liQu ki6m sorit xet nghiQm
ktr6ng th6 kh6ng CCP H0p 4 x 2.0 mt.i HSp

D4t ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm: 2 chai, m5i chai 2.0 mL miu chimg
truy6t ttrantr
Khang th6 knring CCP (ngudi). khoang 20 U/mL trong
huy6t thanh
ngudi.
2 chai. m5i chai 2.0 mL m6u ch(mg huy6t thanh
Khang th6 kh6ng CCP (ngudi), khoang 100 U/mL trong
huy6t thanh
ngudi.
Ho{c Ti6u chuAn ki thu{t tuong rluong

5

355 Ch6t hiQu chuAn x6t nghiQm kh6ng
th6 khang Tg (Thyroglobulin) H0p 4 x 1.5 mL/ HSp

Dpt ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m: 2 chai. m6i chai 1.5 mL m6u chuAn I
2 chai. m5i chai 1.5 mL mAu chuAn 2
Kh6ng th6 kh6ng Tg (ATG Calt: ngudi. ATG Cal2: ctru)
voi hai khoing ndng ttQ (khoang 40 IU/mL vd kho6ng
3250 IU/mL) trong huy6t thanh ngudi.
Ho{c Ti¤u chu6n k} thuat tuong duong

4



STT T6n h6a chdt, sinh ph6m Don vi
tinh

Quy c6ch d6ng
s6i

Ti¤u chuin kf thugt 55 luqng

356 Ch6t hiQu chuAn xet nghiQm khring
th6 kh6ng TPO H0p 1,*,-, H0p4x I

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m: Thu6c thri - dung dich tham gia x6t
nghiQm
2 chai, m6i chai 1.5 mL miu chuAn I
2 chai, m6i chai 1.5 mL m6u chuAn 2
Khring th6 khr{ng TPO (ctru) v6i hai khoang ndng d0
(khoang 35 IU/mL vd kho6urg 350 IU/mL) trong huy6t

thanh ngudi.
Ho[c Ti6u chuAn ky thuft tuong duong

J

357
H6a chAt x6t nghiQm
dinh luqng ASLO H0p I 50 H0pf*,

D4t ti¤u ctruAn ISO 13485:2016
Thanh phAn g6m DQm TRIS: 170 mmoVl. pH 8.2
DQm borate: l0 mmol/L, pH 8.2; h4t latex phri streptolysin
O:2 rnl-fl-
Ho{c Ti¤u ctru6n ky thu{t tuong duong

20

358

Crip vd tip dtng hrit m5u.
QC, vd ch6t chuAn tr6n
hQ th6ng xet ngJriQm
mi6n dich

H0p
48x({
ctip) +

thi

f4 tip + 84
8 hOp ei6v
lir nop

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m: Crip, tip nhya; hQp gi6y
Ho{c Ti¤u chuAn ki thugt tuong duong

160

359
Ctip vi tip dtng hrit m6u. QC, vi
chft chu6n tr¤n hC th5ng x6t nghiQm
mi6n dich

H0p
36 x (105 tip +

roscu!)+3hop
ei6v tnair uop

Dgt ti6u ctruiin tSO I 3485: 20 16
Thanh phAn gdm: Crip. tip nhga; hQp gi6y
Ho{c Ti¤u chuAn ky thuft tuong duong

r80

360
Thutic thri x6t nghiQrn
GOT/AST H0p 500 H0pi*'

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phln g6m: DQm TRIS: 264 mmol/L, pH 7.8 (37
"C); L-aspartate:792 mmo[; MDH (vi sinh): > 24
pkat/L; LDH (vi sinh): > 48 pkat/L; albumin (bd):0.25 %;
chSt bao quan
NADH: > 1.7 mmol./L; 2-oxoglutarate: 94 mmol/L; chAt
bao quan
Ho{c Ti¤u chuAn $ thugt tuong duong

300

361
Thu6c thri xdt nghiQm Beta 2
Microglobulin H0p ,.,t**,

D4t ti6u chuAn ISO 13485 2016
Thanh phAn gdm: DQm TRIS/HCI: 23 gL.pH 8.2; NaCl:
l9 e/L; EDTA 1.3 e/L; chAt bao quan
Ho{c Ti¤u chuAn ky thu$t tuong duong

2

362 H6a chAt x6t nghiQm
bilirrubin tryc ti6p H0p 350 H0p

Dgt ti¤u chuin tSO 13485: 2016
Thdnh phAn g6m: Rl Acid phosphoric: 85 mmol/L;
HEDTA: 4.0 mmol/L; NaCl 50 mmol/L; chAt tAy: pH 1.9
R2 3.5 Dichlorophenyl diazonium: 1.5 mmol/Ll pH 1.3
Hofu Ti6u chu6n ky thu{t tuong tluong

150

\



STT T6n h6a chit, sinh phim Don vi
tinh

Quy c6ch il6ng
c6i

Ti6u chuin ki thuit 55lugng

363
H6a ch6t xdt nglriQm
bilimrbin toan phAn

H0p 250 Test/ H$p

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAn gdm: Rl Phosphate: 50 mmol/L; ch*"tily;
ctr6t 6n tlinh, pH 1.0
Rz fr,Iu6i 3,5-dichlorophenyl diazonium: > 1.35 mmol/L
Ho{c Ti0u chuAn ty tlu$t tuong duorg

500

364 ChAt chuAn cho b$ lipid H0p 3xlmL/HQp

D6t ti¤u ctrurin ISO 13485: 2016
Thanh phAn phi,n img trong chAt d6ng khd
Huydt thanh nguli vdi phg gia h6a hgc
Thanh phln kh6ng phan (mg:
ChAt beo quan vd chit 6n dinh
Ho{c Ti6u chuAn ky thuflt tuong duong

8

365
ChAt ctru5n xdt nghiQm
protein nudc ti6u

H0p 5xlmL/H$p

Dpt ti¤u ctruAn ISO 13485:2016
Thanh phAn phAn rmg:
D$m HEPES: 20 mmol./L. pH 7.5, vi ch6t phg gia h6a

hgc vd nguy¤n liQu c6 ngudn g6c sinh hgc nhu ild chi dinh.
Ihanh phin kh6ng phan ung: ChAt b6o quAn vi ch6t 6n

dinh
Hofu Ti6u chuAn ty ttru6t tuong tluong

5

366

Dung dlch lim ch6t
chuAn cho cdcxdt
nghiQm sinh h6a th6ng
thudng

H0p 12x3mL,HQp

D4t ti¤u chuAn tSO 13485: 2016
Thanh phAn ph6n (mg trong chAt d6ng kh6:
Huy6t thanh ngudi vdi phq gia h6a hgc vd nguydn liQu c6

ngu6n g5c sinh hgc
Hofu Ti6u ctruAn ky thugt tuong duong

l0

367
Ctr6t ctruAn x6t nghiQm
CKMB H0p 3xlmL HQp

D4t ti¤u ctru6n tSO 13485:2016
Thanh phAn phan tmg trong chAt d6ng kh6: Albumin
huy6t thanh bd v6i ch6t phu gia h6a hgc vi nguyOn liQu c6
ngudn g6c sinh hgc
Ho{c Ti6u ctru6n ky thuflt tuong ttuong

8

r68 Ch6t chuAn x6t nghiQm
HBAlC H0p 3x2mltHSp

Dgt ti6u chuAn ISO 13485: 2016
M6u ctru ly huy6t vdi phq gia h6a hgc vd nguy¤n liQu c6
ngudn g6c sinh hgc nhu tti chi tlinh. Ngudn g5c c6c ch6r
sinh hgc th¤m vdro nhu sau: Ch6t ph6n tich Ngudn g5c.
Hemoglobin M6u ciru. HbAlc M6u ngu&i
Ho{c Ti¤u chu6n $ thu$t tuong <tuong .

8

369 ChAt hieu chuAn x6t
nghiQm ASO H0p 3xlmL/H$p

D4t ti6u chuAn ISO 13485:2016
Thanh phAn phan rmg trong chAt d6ng kh6: Huy6t thanh
ngudi vdi phg gia h6a hgc vi nguydn ligu c6 ngudn g5c
sinh hgc nhu dn chi dinh.
Ho{c Ti6u cnuAn ky thuflt tuong <tuong

5

I



STT TOn h6a ch6t, sinh ptim Don vi
tinh

Quy crich il6ng
s6i

Ti6u chuin ki thu$t 55lugng

370
ChAt chuAn dirng cho b$
protein H0p lr'l-l H0p5x

D4t ti¤u ctru6n tSO 13485: 2016
Uuy6t thantr ngudi vdi phg gia h6a hgc vd nguy6n liQu c6
ngudn g6c sinh hgc
Hotrc Ti6u chu6n k! thuat tuong duong

5

371 Ch6t higu chudn xdt
nghiQm CA 125

H0p mI-/ H0p4x I

D4t ti6u chu6n ISO 13485:2016
Thanh phAn gdm: CAl25 II Call: 2 chai, m5i chai 1.0 mL
m6u chuAn I
CAl25 llCal2:2 chai, m5i chai 1.0 mL m6u chuAn 2
N6ng dQ cria CA 125 ngudi trong huy6t thanh nglra
(CAl25 II Call) ld 0 U/mL; CAl25 II Cal2 chrla khoang
500 U/mL CA I 25 ngudi trong h6n hqp huy6t thanh

.t..nguor; cnat bao quan
Ho{c Ti¤u cnu6n ty ttru6t tuong duong

l0

372
ChAt hieu chuAn x6t
nghiQm CA 15-3

H0p mL/ H0p4x I

Dgt ti¤u ctrudn ISO 13485: 2016
Thanh phAn gdm:
2 chai. m6i chai chria 1.0 mL m6u chuAn I

2 chai. m5i chai chfa 1.0 mL mAu chudn 2
CA l5-3 (ngudi) vdi hai khoang n6ng <lQ (khoang l5
U/mL vd khoang 100 U/mL) trong huy6t thanh ngudi
Ho{c Ti¤u chuAn ky thuAt tuoxg duong

t0

3 t3 Ch6t hi¤u chuAn xdt
nghiQm CA l9-9 H0p mLl H0p4xl

D4t ti¤u cnuAn ISO 13485: 2016
Thanh phAn g6m: 2 chai. m6i chai 1.0 mL m6u chuAn I
2 chai. m6i chai 1.0 mL m6u chuAn 2
CA I 9-9 (ngutri) vdi hai khoang ndng <lQ (khoang 20
U/mL vir khoang 250 U/mL) trong huy6t thanh ngudi;
ch6t bao quan
Ho4c Ti¤u chuAn ky thuat tuong duoarg

l0

374
Ch6t hi¤u chuAn xet nghiQm CA
72-4 H0p mL/ H0p4xl

D4t ti¤u chuAn ISO 13485: 2016
Thanh phAn g6m: 2 chai. m5i chai 1.0 mL m6u chuAn l.
2 chai, m5i chai 1.0 mL m6u chuAn 2.
CA 72-4 (ngutri) vdi hai kho6ng ndng d$ (khoang I U/mL
vd khoing 70 U/mL) trong huy6t thanh ngu&i; ch6t bao
quan
Hofc Ti¤u chuAn ky thuflt tuong tluong

l0



STT T6n h6a chit, sinh phim Don vi
tinh

Quy cich il6ng
s6i Ti6u chuin ky thuAt 56luqng

375
H6a ch6t xdt nglriQm
Calcium

H0p 300 Test/ HQp

D4t ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm: Rl CAPSO:a 557 mmol/L;
NM-BAPTA: 2 mmol/L;pH 10.0; chAt hogt tlsng bA m[t
kh6ng phan img; ch6t b6o quin
R2 EDTA: 7.5 mmoL; pH 7.3; ch6t hoSt tlQng bA mat

kh6ng phan (mg, chAt bao quan
a) 3-[cyclohexylamino]-2-hydroxy- I -propanesulfonic acid
Ho{c Ti0u chu6n ky thu{t tuong ctuong

62

376
Ch6t hiQu chu6n x6t nghiQm dinh
lugng Calcitonin H0p 4 x 1.0 mL/ H$p

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn g6m: 2 chai, m6i chai 1.0 mL miu chuAn t
2 chai, m5i chai 1.0 mL m6u chuAn 2
Calcitonin (t6ng hqp) vdi hai khoing n6ng dg (khoang 2.0
pg/ml hoAc 0.585 pmol/L vd khoang 500 pglml hoic 146
pmol/L) trong huy5t thanh ngya.
Ho{c Ti¤u ctru6n ty tlu6t tuong duong

4

377
Chit hiQu chuAn xdt nghiQm Beta 2
Microglobulin H0p 2xlmL,HQp

D4t ti6u chuAn tSO 13485: 2016
Ihnnh phAn phan (mg:
Albumin huy6t thanh bd vdi chAt phg gia h6a hgc vi

,ltnguy¤n liQu c6 ngu6n g6c sinh hgc nhu <16 chi dinh.
Ho{c Ti6u ctruAn ry tnu6t tuong duong

I

378
Ch6t hiQu chuAn xet
nghiQm FT4 H0p 4 x 1.0 mt HQp

D4t ti¤u ctruAn tSO 13485 2016
Thanh phAn g6m: : 2 chai, m6i chai chria 1.0 mL mdu
chuAn I
2 chai, mdi chai chrla 1.0 mL m6u chuAn Z L-thyroxine

vdi hai kho6,ng n6ng tlQ ghoing l0 pmol/L ho{c 0.78
ng/dl vd khoang 45 pmol./L ho{c 3.5 ngldl-) trong h6n
hgp ilQm/protein (albumin huy6t thanh bd).
Ho{c Ti6u chuin ki thu$t tuc,ng duqng

l0

379
Ctr6t nieu chuAn xet
nghiQm PIVKA-II H0p 4 x 1.0 mL/ HQp

D4t ti¤u cnu6n ISO 13485: 2016
Thanh phAn gdm: 2 chai. m6i chai 1.0 mL mAu chuAn I
2 chai. m5i chai 1.0 mL m6u chuAn Z
PIVKA-II (tei t6 hqp, tir canh c6y t6 Uao, c0ng dugc ggi li
des-1-carboxy prothrombin IDCPI) d hai khoang n6ng dQ
t khoang 12 nglmL vd khoing 2300 ng/ml) trong mQt h5n
hqp huy& thanh ngya: chrit bio quan
Hofu Ti¤u chuin g thugt tuong duong

l0



STT T6n h6e chdt, sinh phim Don vi
tinh

Quy cSch il6ng
s6i Ti0u chuin ky thu|t SS lugng

380 Ch6t hieu chuAn xdt nehiOm NT-
proBNP H0p t, mLl H0p4xl

D4t ti¤u ctruAn tSO 13485:2016
Thanh phAn gdm: 2 chai, mdi chai 1.0 mL m6u chu6n I
2 chai. m5i chai 1.0 mL miu chuAn 2 PToBNP vdi hai
khoang ndng d$ ftnoAng t6.6 pmoll- ho{c 140 pglml vd
khoang 320 pmol/L hotrc 2700 pdml) trong huy6t thanh
ngua.
Ho6c Ti6u chuAn $ thuat tuong duong

5

381
Ctr6t lieu chuAn xdt nghiQm
Troponin T H0p 4xl mL/ HOp

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn gdm: 2 chai. m6i chai 1.0 mL m6u chuAn I
2 chai, m5i chai 1.0 mL m6u chuAn 2 Troponin T (6i t6

hqp. ngudi) vdi hai khoang ndng dQ fthoang I 8 ngll,
ho[c pg/ml vd khoang 4200 nglL ho{c pg/ml) trong
huy6t thanh ngudi.
Ho{c Ti6u ctruAn $ thuft tuong tluong

5

Ong nhlra r6ng c6 n6p tlfy ctugc sri
dpng d6 chia m6u chu6n da dugc
hodn nguy¤n hoic dn th¤m ch6t
l6ng thanh nhirng phln nh6 hon d,i
luu tr0

H0p vials/ HQp2*s6l
Dpt ti¤u ctruAn tSO 13485: 2016
6ng nhya rSng c6 nip tlgy
Ho{c Ti¤u ctruAn ky thu$t tuong duong

l0

383
Ch6rt hiQu chuAn x6t nghiQm
Vitamin D total G3

mLl H0p4x
D4t ti¤u ctruAn ISO 13485: 2016
Thenh phAn g6m:2 chai, m6i chai 1.0 mL m6u chuAn I
2 chai. m5i chai 1.0 mL m6u chuAn 2
Ho{c Ti6u ctruAn ty thuit tuong duorrg

6

384 Ch6t hi¤u chu6n xdt
nghiQm CEA mL/ H0p+ x r.(

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm: 2 chai. m5i chai chrla 1.0 mL m6u
chuAn I
2 chai, m6i chai chta l 0 mL mAu chuAn 2
CEA (ngudi. ttr canh c6y t6 tao; vdi hai khoang n6ng <lQ

(khoang 5 nglml- vd khoing 50 nglml) trong h6n hqp
<lQm/protein. I ng/ml CEA tuong fug voi 16.9 mIU/mL
Ho{c Ti¤u ctruAn ky thu{t tuong tluong

l0

385
Dung dich rua c6 tinh ki6m cho
c6ng phan img H0p ,-rf, H0p

Dat ti6u ctruAn tSO I 3485: 20 I 6
Thanh phAn gdm: Dung dich natri hydroxide I mol/L. 4
%: chittly
Ho{c Ti6u chuAn ky thu4t tuong tluong

200

386
Dung dich rua c6 tinh
acid H0p 2xl H0p

l"
D4t ti¤u cnuAn tSO 13485: 2016
Acid citric monohydrate: 3 l0 mmol/L; d¤m; ch6t tAy
Ho[c Ti6u chu6n k! thu$t tuong tluong

20

I

382

H0p

H0p



STT TGn h6a ch6t, sinh phim Don vi
tinh

Quy cich il6ng
e6i

Ti6u chuin ki thu$t S5 lugng

187
Thu6c thu x6t nghiQm
Ceruloplasmin

H0p 100 Test/ H$p

Dqt ti¤u ctrudn tSO 13485: 2016
Thanh phAn gdm: Rl Accelerator, Polyethylene glycol
(PEG): 50 ilL;dQm phosphate; ch6t b6o quan
R2 Kh6ng huy6t thanh (th6) khr{ng ceruloplasmin T tl{c

hiQu cho ceruloplasmin nguUi: > 0.42 glL; dQm phosphate;
ch6t bao qu6.n
Hofc Ti¤u chuAn ky thuflt tuong duong

4

-188
Thu5c thri x¤t ngfiiQm
Cholinesterase

H0p 200 Tesv HOp

Dpt ti6u chu6n ISO 13485: 2016
Thanh phAn g6m: Rl DQm pyrophosphate:92mmol/L,
pH 7.7: kali hexacyanoferrate (III): 2.4 mmoVJ-
ru Dem GOOD's: l0 mmol./L, pH 4.0;

butyrylthiocholine: 46 mmol/L; chAt 6n dinh
Hofu Ti6u chuAn ky thuflt tuong duc,ng

5

389
H6a chAt xdt ngfriQm
cholesterol

H0p 400 Test/ Hgp

D4l ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm: Rl DQm PIPES: 225 mmoL,pH 6.8;
Mg2+: l0 mmol./L; natri cholate: 0.6 mmol/L;
4-aminophenazone: > 0.45 mmoUl; phenol: > 12.6
mmol./L; fatty alcohol polyglycol ether: 3 7o; cholesterol
esterase (Pseudomonas spec.): > 25 ykat/L; (> 1.5 U/mL);
cholesterol oxidase (E. coli): > 7.5 pkat/l-; (: 0.45 U/mL);
peroxidase (cri cdi): Z 12.5 pkat/L: (> 0.75 U/mL); ch6t 6n
d!nh; ch& b6o quan
Ho{c Ti6u ctrudn ty ttru6 ruong tluong

r00

190
H6a chft x6t nghiQm
breatin kinase (CK) H0p 200 Tesu H$p

D4t ti6u ctrudn ISO 13485: 2016
Thanh phan gdm: Rl DQm Imidazole: 123 mmol./L. pH
6.5 (37 "C); EDTA: 2.46 mmoVL;Mg2+: tZ.l mmol/L;
ADPI2.46 mmol/L; AMP: 6.14 mmol/L; diadenosine
pentaphosphate: l9 pmol/L; NADP+ (nAm men):2.46
mmol./L; N-acetylcysteine:24.6 mmol/L; HK (n6m men):
236.7 pkatlL;G6PDH (E. coli): >23.4 pkatlL;chAtbao
quan; chAt 6n <tinh; chAt phs gia.
R2 DQm CAPSO*:20 mmol/L, pH 8.8 (37 oC); glucose:
120 mmol/L: EDTA: 2.46 mmol./I.,, creatine phosphate:
184 mmol/L; chAt bdo quan; ch6t 6n dinh.
*CAPSO:

3-(cyclohexylamine)-2-hydroxy- I -propanesulfonic acid
Ho{c Ti6u chuAn ky thugt tuong <luong

80
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391
H6a chAt xdt nghiQm
CKMB H0p I 00 H0p

[*'

Det ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: Rl DQm Imidazole: 123 mmol/L" pH
6.5 (37 "C); EDTA: 2.46mmoL;Mg2+:12.3 mmol./L;
ADP : 2.46 mmol./L; AMP: 6. I 4 mmol/L; diadenosine
pentaphosphate: 19 pmoVl; NADP (ndrm men):2.46
mmol./L; N-acetylcysteine:24.6 mmol/L; HK (n6m men):
236.7 ytkx/L; G6P-DH (E. coli): 2.23.4 pkat4,; chAt bao
quan; ch6t 6n dinh; chAt ph\t gia.
R2 DQm CAPSO*: 20 mmol./L. pH 8.8 (37 "C); glucose:
120 mmol,/L; EDTA: 2.46 mmol/L; creatine phosphate:
184 mmol/L; 4 kh6ng ttr6 <ton ddng khring CK-M (chuQt),
khi ning rlc ch6: > 99.6 yot6i Aa O6n 66.8 pkat/L (4000
U/L) (37 'C) tii3u don vi CK-M; ctrit Uao quan; ch6t 6n
<linh; chAt phu gia.
*CAPSO: acid 3-(cyclohexylamino)-2-hydroxy- I -

propanesulfonic
Hofc Ti0u chuAn lry thuAt tuong duong

50

392
DiQn cyc xdt nghiQm
Clorid H0p I .I H0p

Dgt ti¤u chu6n tSO 13485: 2016

DiQn cgc xdt nghiQrn clorid
Ho{c Ti¤u chuAn ky thuft tuong duong

6

393
Dung dich hQ th6ng rua dign cyc
x6t nghiQm mi6n dich H0p LI H0p

Dpt ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm: gdm 2x2 L dung dich dtng A6 rua tr6
th5ng 6ng vd c6c tto sau m5i lAn do vd diAu chinh tli¤n
cuc.

Ho{c Ti6u chuAn ky thuAt ffong duong

500

394
Dia khu6ch rl4i sri dpng
tr0n miiy tilch chi& vA
Real Time PCR tU <I$ng

H0p 32 H0p
1.,

Dgt ti¤u chuAn ISO 13485: 2016
Eia khu6ch d4i m6u su dgng trong x6t nghiQm chAn dorin
y khoa (b6ng nhga)
Ho{c Ti6u chuAn t<y thuQt tuong <luong

54

395
H6a chAt ly gi6i sri dqng
trong xet nghiQm ch6n
do6n y khoa

H0p t,,,
{'0,

4 binh mLl

D4t ti¤u chuAn tSO 13485 2016
Thanh phAn Gdm 42.560/o (w/w) guanidine thiocyanate.
5o/o (w I v) polydocanol, 2o/o (w I v) dithiothreitol.dihydro
sodium citrate
Hofc Ti¤u chudn ky thuf,t niong duong

90

396
Hat bi tir tinh sri dgng
trong x6t nghiQm chAn
doiin y khoa

H0p aSO xdlnghiQrn/
drnn

D4t ti6u chuin ISO 13485: 2016
Thdnh phAn gdm H4t thriy tinh tir tinh. <IQm Tris, 0.1%
methyl-4 hydroxybenzoate. < 0.1%o natri azide
Hofc Ti¤u chuAn ty thu$t tuong duong

145

144397
DAu c6n hirt bQnh phAm srl dung
tr6n m6y t6ch chi6t vd
Real Time PCR tU <I$ngm6u

H0p c6il HQpr6 x ei
E4t ti¤u ctruAn tSO I 3485: 2016
DAu c6n (b6ng nhua) dirng hrit dung dlch dtng cho ch6n
tlorin y khoa; gdm 16x96 c6ii hQp
Ho{c Ti¤u chu6n ty thu$t tuong duong

I



STT T6n h6a chilt, sinh phim Don vi
tinh

Quy c{ch iil6ng
s6i

Ti6u chuin ki thuit SS lugng

398 atrra xu ly mau H0p 32 PC/ H$p

D4t ti6u ctru6n ISO 13485: 2016
Thanh phln gdm: Dia xrl lj m6u (b6ng nhlra), sri dgng
trong xdt nghiQm chdn do6n y khoa
Ho{c Ti6u chu6n ki thu$t tuorg duong

72

399
H6a ch6r pha lodng m6u sri dgng
tr¤n m6y trich chi6t vd
Real Time PCR tU dQng

H0p 4 binh x 875 mL/
H0p

D4t ti¤u ctruiin ISO 13485: 2016
Thanh phAn GAm Tris buffer, 0.1% methyl-4
hydroxybenzo ate,<O.1o/o sodium azide
Ho{c Ti6u chu6n Lf thu$t tuong dusng

54

400
B0 ho6 ch& rua sri dgng
tr¤n m6y tdch chi6t ve
Real Time PCR tU <lQng

H0p 4200 mL/ Binh

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAn g6m 4.2 I Sodium citrate dihydrate,0.l%o
methyl-4hydroxybenzoate
Ho& Ti¤u chuAn ky thu{r tuong duong

234

401 C5c m6u H0p 5000 PCs/ Ihtng
D4t ti¤u ctrudn tSO 13485: 2016
Thanh phAn g6m: C5c nhya
Ho{c Ti¤u ctru6n ky thuft tuong duong

2t

402
Vgt liQu ki6m so6t x6t
ngfiiQm- chimg 6m

H0p 16mL(l6x I mL)/
H0p

D4t ti¤u ctruAn ISO 13485: 2016
lhanh phAn g6m: Tris buffer. < 0.lolo sodium azide.
EDTA, <0.002yo Poly rA RNA (synthetic)
Ho[c Ti0u chuAn ky thuAt tuong duong

6

403
Thu5c thti x6t nghiQm
HBV H0p 192 xflt nghiQm/

H0p

D4t ti¤u chuAn tSO 13485: 2016
Thanh phln gdm: Dung dich Proteinase (PASE): DQm
Tris. < 0.05% EDTA, calci chloride, calci acetate.S%o
proteinase.
CnuAn ainn lugng DNA (DNA-QS): DQm Tris, <0.05o/o
EDTA. < 0.001% cAu truc DNA kh6ng HBV chira tlo4n
m6i g6n k6t kh6ng HBV vi mQt vtng duy nh6t cho do4n
dd (DNA kh6ng nhi6rn),O.OOZyoPoly rA RNA (t6ng
hSp), < 0. l7o natri azide: 21.2 mL
DQm rua gi6i (EB): DQm Tris.0.2o/o methyl-4
hydroxibenzoat e: 2 | .2 mL
ThuSc thrl Master Mix I (MMX-RI): Mangan acetate, kali
hydroxide, < O.lyo natri azide: 7.5 mL
Thu6c thri HBV Master Mix 2 (HBV MMX-R2): Dgm

Tricine. kali acetate, l8% dimethyl sulfoxide, glycerol, <
0.1%o Tween 20, EDTA, <0.12o/o dATP, dCTP, dGTP,
dUTP. < 0.01o/o c6c tlo4n m6i xudi vd m6i ngugc HBV. <
0.Ol%o citc doan mdi xu6i vd mdi ngugc Chu6n dintr
lugng. < 0.0lYo circ doan dd oligonucleotide cl6nh dAu
hujnh quang tl[c hiQu cho HBV vd ChuAn dinh luqng
HBV. < 0.01% oligonucleotide aptamer" < 0.01o/o Z05D
DNA polymerase, < 0.10olo enryrne AmpErase (uracil-N-
glycosylase) (vi khuAn), <O.|o/onatri azide: 9.7 mL
Ho{c Ti¤u chu6n ky thuflt tuo:g tluong

245

I



STT T6n h6a chit, sinh philm Don vi
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404
Chimg duong ki6m so6t x6t
nghiQm HIV. HCV, HBV H0p

Dqr ti¤u chu6n tSO 13485:2016
Thanh phAn gdm:
- VAt liQu ki6m so6t duong tinh ndng dQ thfu
HBV/HCV/HIV-l Low Positive Control (HBV/HCV/HIV-
I L(+)C): 5.2tnl- (8 x 0.65 mL)
- VAt liQu ki6m so6t duong tinh ndng dg cao
HBV/HCV/HIV- I High Positive Control
(HBVAICV/HIV-I H(+)C): 5.2mL (8 x 0.65 mL)
Hoic Ti¤u chuAn t1 thuAt tuong duong

162

405
Thu6c thrl xdt nghiQm
HCV H0p *{, nghien/

r
I 92

Dgt ti¤u ctruAn ISO I 3485: 20 I 6
Thanh phAn gdm:
- Dung dich Proteinase (PASE): DQm Tris. < 0.05oh
EDTA, calci chloride, calci acetate, 8o/o (wlv) proteinase -
22.3 mL
- Chu6n dinh lugng RNA (RNA-QS): DQm Tris. < 0.05%
EDTA, < 0.001o/o c6u truc RNA armored kh6ng li6n quan
d6n HCV chtla c6c ving trinh tU dic hi¤u cho do4n m6i
vd do4n dd (RNA kh6ng nhi6m trong thyc khuAn th6
MS2), < 0.1%o natri azide - 21.2 mL
- D¤m rua gi6i (EB) - DQm Tris. 0.2o/o methyl-4
hydroxybenzoate - 21.2 mL
- Thu6c thrl Master Mix I (MMX-RI) - Mangan acetate,
kali hydroxide, < O.lyo natri azide - 7 .5 mL
-Thu6c tht HCV Master Mix 2 (HCV MMX-R2) - Dgm
Tricine. kali acetate. l8% dimethyl sulfoxide. glycerol, <
0.1%o Tween 20. EDTA, <0.12o/o dATP, dCTP. dGTP vi
dUTP, < 0.01o/o chc tloqn m6i xu6i vd m6i ngugc HCV. <
0.01o/o citc doan mdi xu6i vd mdi ngugc ChuAn ainn
lugng, < 0.Olo/o circ rlo4n dd oligonucleotide <trlnh d6u
hulnh quang d{c hiQu cho HCV vd ChuAn dinh lugng
HCV. < 0.01% oligonucleotide aptamer, <0.01o/oZ05D
DNA polymerase, < 0.17o enzyme AmpErase (uracil-N-
glycosylase) (vi khuAn). <O.lyo natri azide -9.7 mL
Ho{c Ti6u chuAn tcy ttruflt tuong duong

46

406 Thu6c thri x6t nghiQm do tii lugng
HIV H0p xlt nghiQm/

too
I 92

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phin bao gdm Proteinase Solution (PASE); RNA
Quantitation Standard(RNA-QS); Elution Buffer (EB);
Master Mix Reagent I (MMXRI); HIV-I Master Mix
Reagent 2 (HIV-l MMX-R2).
Ho[c Ti¤u chuAn ky thu$t tuong duong

25

407
Thu5c tht x6t nghiQm
Mycobacterium
tuberculosis MTB

H0p J test

D4t ti¤u ctruAn tSO 13485: 201 6
Thnnh phin gdm: Dung dich proteinase (PASE)
ChrmgnQiDNA (DNA-IC)

,Dung dich ly gi6i (EB)
H6n hqp phan ung I (MMX-RI)
H5n hqp phan ung MTB (MTB MMX-R2)
Hofc Ti¤u ctruAn ky thuat fuong duong

J

H$p 8lx6t nghiQm
Gdm E chai ndng
do thAt x 0.65 mL
vi 8 clirai n6ng dg
cao x 0.65 mL)/

lHOp

I
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408
V$t li$u ki6m sorit x6t
nghiQm MTB H0p 16xlmL

D4t ti6u ctruAn tSO 13485: 2016
Ihanh phln gdm: Chimg duong MTB (MTB(+)C)
Tris buffer, < 0.05o/o Sodium azide, < 0.05% EDTA, <

0.002o/o Poly rA, <0.01% DNA plasmi<t khdng l6y nhiErn
(vi sinh vflt) chta trinh ty gen ctia M. Tuberculosis
Ho{c Ti6u ctruAn ky thuAt tuong duong

4

409
Chung em ki6m so6t xit
nghiQm HIV, HCV,
HBV

H0p 16xlmL/H$p

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: M6u huy& tuong ngudi binh thu&ng,
kh6ng ph6n img v6i c6c xdt nghiQm <lugc cAp phdp cho
khring th6 vdi HCV, kh6ng th6 vOiHlYll2,HBsAg.
khang th6 v6i HBc, HIV-I RNA, HIV-2 RNA, HCV RNA
dugc phrit hien bdi phuong phdp PCR
< 0.lyo ProClin@ 300 preservative*
Ho{c Ti¤u ctru6n ky thuflt tuong duong

8t

410 Que nudc fi6u Combur l0 th6ng s6 H0p 100 stripsr H$p

D4t ti¤u ctruAn tSO 13485: 2016
Trgng lugng ri¤ng: Ethyleneglycol-
bis(diaminoethylether)tetraacetic acid I 82.8 pg; xanh
bromothymol 36 pg
pH: Xanh bromothymol I 3.9 pg; tl6 methyl I .2 pg;
phenolphthalein 8.6 pg
B4ch cAu: Ester acid indoxylcarbonic 15.5 pg; mu6i
methoxymorpholinobenzene diazonium 5.5 pg
Nitrite: 3-hydroxy- 1.2.3.4-tetrahydro-7.8-benzoquinoline
33.5 pg; sulfanilamide 29.1 1tg
Protein: 3',3 ",5' 

"5 
"-tetrachlorophenol-3.4.5,6-

tetrabromosulfophthalein I 3.9 pg
Glucose: 3,3',5,5'-tetramethylbenzidine 103.5 pg; GOD 6
LI. POD 35 U
Ketones: Natri nitroprusside 157.2 pg
U robilinogen: 4-methoxybenzene-diazonium-
tetrafl uoroborate 67 .7 1tg
Bilirubin: 2,6-dichlorobenzene-diazonium-
tetrafl uoroborate I 6.7 1tg
M6u : 3.3'. 5. 5' -tetramethylbenzidine 52.8 trg1.
2.5 -dimethyl-2, 5 -dihydroperoxyhexane 29 7 .2 1tg"
Ho{c Ti¤u chuAn ky thuat tuong duong

l0

4ll Ch6t hiQu chuAn x6t
nghiQm Cortisol H0p 4 x 1.0 mL/ Hgp

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm: . CORT II Calt:2 chai. m6i chai 1.0
mL m6u chuAn I
. CORT llCal2:2 chai. m6i chai 1.0 mL m6u chuAn 2
Cortisol (t6ng hqp) vOi hai khoang n6ng iIQ (khoang 12.5
nmol/L ho{c 0.45 pgldl vd khoang 1000 nmol/L hoic 36
pgldl-) trong huy6t thanh nguli.
Ho{c Ti6u chuAn ty thuflt tuong ituong

l0



STT TGn h6a chdt, sinh philm Don vi
tinh

Quy c6ch tl6ng
s6i Ti6u chuin kf thuft 56 lugng

4t2 H6a chAt x6t nghiprn
creatinin lo4i l6n H0p [est/ HQp700

D4t ti6u chuAn ISO 13485: 2016
Thanh ph&r gdm: Rl Kali hydroxide: 900 mmol/L;
phosphate: 135 mmol/L; pH 2 13.5
SR Acid picric: 38 mmol/L; pH 6.5; <lQm kh6ng phan img

Ho{c Ti6u chuAn ki thuflt tuong duong

250

4t3 Thu6c thri xdt nghiQm
CRP H0p 'esV HQp250

D4t ti¤u ctru6n tSO 13485: 2016
Thanh phAn g6m: Rl DQm TRISa) vdi albumin huy6t
thanh bd; ch6t bao quan
R2 H4t latex phri kh6ng th6 khang CRP (chugt) trong tlQm

glycine;
globulin mi6n dich (chu00; ch6t bao quan
a) TRIS : Tris(hydroxymethyl)-aminomethane
Ho{c Ti¤u chuAn ky thuflt tuong ituong

350

414 Ctr6t tri6u chuAn x6t
nghiQm CYFRA 2l-l H0p 4xl mL/ H$p

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAn g6m: 2 chai, m6i chai 1.0 mL m5u chuAn I
2 chai, m5i chai 1.0 mL m6u chuAn 2
Cltokeratin (ngudi, tir ddng t6 bao MCF-7) vdi 2 khoang
ndng dQ fthoang 0 nglmL vi khoang 50 nglml-) trong
huy6t thanh ngudi
Ho[c Ti¤u cnu6n ky thufi ruong ttuong

l0

415
ChAt pha lodng m6u k6t hqp vdi xdt
ngtriQm mi6n dlch
Estradio l/Progesterone.

H0p 2x mL/ HQp

D4t ti6u ctruAn tSO 13485: 20t6
PC TNI: 2 chai, m5i chai 2.0 mL huy6t thanh chimg . PC
TN2: 2 chai, m6i chai 2.0 mL huy6t thanh chimg Troponin
T (t6i td hqp, ngudi) vdi hai khoang ndng iIQ ghoang 30
ng/L ho{c pglml vd khoang 2500 ng/L ho{c pglml) vd
troponin I (t6i t6 hqp. ngudi) voi hai khodng n6ng dg
(khoang 0.75 ytglL ho{c ng/ml vd khoang l8 pgll- holc
ng/ml) trong huy6t thanh ngudi.
Ho{c Ti6u chuAn lry thuit tuong tluong

l0

4t6

ChAt pha lodng m6u trong c6c xdt
nghiQm mi6n dich, sti dqng pha
loing m6u khi n6ng dg ch6t phdn
tich vugt quri phqm vi tlo cta
phuong phrip. tiln pha loing m6u
cho m$t s6 xdt nghiQm mi6n dich.

H0p 36 H0p

D4t ti6u ctruAn ISO 13485 2016
Thanh phAn gdm: DQm huy6t thanh ngga; ch6t bd,o
quan
Ho{c Ti¤u ctrudn ky thu$t tuong <luong

ll0

417

V{t tu ti¤u hao ld chAt
pha lodng mhu k6t hqp
vdi thu5c tht xdt nghiQm
mi6n d!ch.

H0p 2xl mL/ HOp

D4t ti¤u ctruAn tSO 13485: 2016
Thdnh phAn g6m; D¤m huy6t thanh ngga; ch6t bao
quan
Ho[c Ti6u chudn ky thuit tuong duong

IC
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418
Ch6t pha loSng m6u
trong c6c xdt nghiQm
miEn dich

H0p 2 x 16 ml/ HQp

D4t ti6u ctruAn ISO 13485: 2016
Thanhphlngdm: H6n hqp protein; chAt b6o quan I
0.1
Ho4c Ti¤u ctruAn ty *ruat tuong duong

130

419
Dung dlch pha lodng mAu trong xdt
nghiQm mi6n dich H0p 36 mL/ Hgp

D4t ti6u ctruAn ISO 13485: 2016
Thanhphlngdm: H5n hqp protein; chAt bao quan
Ho{c Ti6u chuAn ky thuAt tuong duollg

80

420

VAt tu tiCu hao ld ch6t
pha lodng m6u k6t hqp
vdi thu5c tht xdt nghiQm
mi6n Olctr.

H0p 2 x 36 ml/ H$p

D4t ti6u chuAn ISO 13485: 2016
ThanhphlngdmH6n hqp proteiq ctrdt Uao quen <
0.1 o/o

Ho{c Ti6u chu6n ki thu{t tuong duong

20

421 Thu5c thtl xdt nghiQm ACTH H0p 100 Test/ H$p

Dpt ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m:
I chai, 6.5 mL: Vi h4t pht Streptavidin 0.72 mglmL; chit
bao quan.
Rl Anti-ACTH-Ab-biotin, I chai, 8 mL: Khr{ng thi6 tton
ddng khang ACTH danh d6u biotin (chuQt) 0.3 mg/L; tl¤m
MESb) 50 mmoVl, pH6.2; ch6t bao quan.
R2 Anti-ACTH-Ab-Ru(bpy), I chai, 8 mL: Kh6ng th6
don ddng khang ACTH (chuQt) rlanh d6u phrlc hgp
ruthenium 0.3 melL; tlQm MES 50 mmol/L, pH6.2;
Ho{c Ti¤u ctru6n t<y tnuAt tuong tluong

2

422 ThuSc thu x6t nghiQm
AFP (alphal-fetoprotein) H0p 200 Test/ HQp

Dqt ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m:
I chai, 6.5 mL: Vi h4t pht Streptavidin 0.72 m/mL; chfit
bao quan.
Rl Anti-ACTH-Ab-biotin, I chai, 8 mL: Khrimg th6 don
ddng khrimg ACTH d6nh d6u biotin (chu00 0.3 mg/L; <IQm
MESb) 50 mmol/L, pH6.2; ch6t bao quan.
R2 Anti-ACTH-Ab-Ru(bpy), I chai, 8 mL: Khang th6
tlon ddng khang ACTH (chuQt) <tanh d6u phric hqp
ruthenium 0.3 mglL: tl¤m MES 50 mmol./L, pH 6.2;
Ho{c Ti6u chu6n ky thu{t tuong tluong

300



STT T6n h6a ch6t, sinh phlm Don vi
tinh

Quy c6ch iiling
s6i Ti6u chu6n kfthu{t SS lugng

423 Thu6c thir x6t nghiQm AFP
(alphal -fetoprotein) H0p 300 Test/ HQp

D4t ti¤u ciruAn ISO 13485: 2016
Thanh phln gdm:
I chai, l4.l mL: Vi h4t phri streptavidin 0.72 mg/ml.; chAt
bao quin.
Rl Anti-AFP-Ab-biotin. I chai. 19.7 mL: Khring ttr6 <ton
ddng khring AFP d6nh d6u biotin (chuQt) 4.5 mg/L; <lQm

phosphate 100 mmol/L, pH 6.0; ch6t bao quan.
R2 Anti-AFP-Ab-Ru(bpy) , I chai, 19.7 mL: Khang th6
tlon ddng khring AFP (chuQt) <trffi d6u phrtc hqp
ruthenium 12.0 mglL; dQm phosphate 100 mmol/L. pH
6.0; chft bao quan
Hofu Ti¤u chuAn ky thugt tuong duong

100

424 Thu5c thri xdt nghiQm AMH H0p r00 est/ HQp

D4tti¤u chuAn ISO 13485:2016
,l I

I nann pnan gom:
Vi h4t phri Streptavidin 0.72 mglntl,' ch6t bao quan.
Rl Anti-AMH-Ab-biotin, I chai,8 mL:
Khang th6 don ddng khang AMH rlinh dAu biotin (chugt)
I .0 mg/L, clQm phosphate 50 mmol{L, pH 7 .5; ctr6t Uao
quan.
R2 Anti-AMH-Ab-Ru(bpy), I chai,8 mL:
Khang th,i don ddng kh6ng AMH (chuQt) <l6nh dAu phuc

hqp ruthenium 1.0 mg/L, dQm phosphate 50 mmol/L. pH
7.5; chil bao quan
Ho{c Ti6u chuAn ky thu$t tuong duong

7

40H0p I 00 {.rtr H0p

Dpt ti¤u ctruAn tSO 13485: 2016
* I chai, 6.5 mL: Vi het phri Streptavidin 0.72 mg/mL;

ch6t bao quan.
* Rl Anti-HAV Ab-Ru(bpy). t chai. l0 mL: Kh6ng thA

tlon ddng kh6ng HAV (chuQt) d6nh d6u phric hgp
ruthenium 0.1 5 pglml; th6ng th6 khring Fdy ngudi (ctru)
0.04 mg/ml; tl¤m HEPES 50 mmol/L. pH 7.2; ctrAt Uao
quan.
* R2 Anti-h-lgM Ab-biotin; HAV Ag (nip den). I chai.
l0 mL: Khang th6 don ddng khang IgM ngutri drlnh d6u
biotin (chuQt) 0.4 ltglmL; khring nguy¤n HAV (canh cAy
t6 bao). 25 UlmL; <tQm HEPES 50 mmol./L. pH 7 .2: chht
bao quAn.
* MAu chuAn dm rinh l. 2 chai. m6i chai 0.67 mL: Huy6t

thanh ngudi. dm tinh v6i khrturg th6 IgM kh6ng HAV; ch6t
bao quan.
*M6u chuAn duong tinh 2.2 chai. m6i chai 0.67 mL:

Khang th6 IgM khang HAV (ngutri) khoang 5 U/mL
trong huy6t thanh ngudi: ch6t bao quin.
Ho4c Ti6u chuAn ky thu$t tuong duong

425
Thu6c thu xdt nghiQm
khang th,6 kh6ng HAV

,

I

I



STT TGn h6a chft, sinh phim Don vi
tinh

Quy cdch il6ng
s6i

Ti6u chuin ki thu{t SS luqng

426 Thu6c thrl x6t nghiQm dinh tinh
kh6ng th6IgM khang HAV H0p 300 Tesv HQp

Dpt ti6u chu6n ISO 13485: 2016
* I chai, 12.4 mL:. Vi h?t pht streptavidin 0.72mglmL;

ch6t bao quan.
+ Rl Anti-HAV Ab-Ru(bpy) , I chai,2l.0 mL: Kh6ng

ttr6 don ddng khring HAV (chuQt) rl6nh dAu phrlc hqp
ruthenium 0.1 5 pglml; kh6ng th6 khang Fdy ngudi (ctru)
0.04 mg/ml-; dem HEPESb) 50 mmol/L, pH7.2; chfi bio
quen.
+ R2 Anti-h-IgM Ab-biotin; HAV Ag, I chai.2l.0 mL:

Khang th6 don ddng khang IeM ngu&i drirnh dAu biotin
(chuQt) 0.4 pglmL; khring nguy¤n HAV (canh cAy t6 bao;,
25 U/mL; dem HEPES 50 mmol/L, pH7.2; ch6t b6o quan.
* AHAVIGM Call Miu chuAn am tinh l, 1 chai 0.67 mL:

Huy6t thanh ngudi, dm tinh vdi kh6ng thA IgM khang
HAV; chft bao quan.
* AHAVIGM Cal2 MAu chuAn duong tinh2,l chai 0.67

mL: Kh6ng th6IeM kh6ng HAV (ngudi) kho6ng 5 U/mL
trong huy6t thanh ngudi; ch6t bao quan.
Ho{c Ti¤u chuAn k1 thuAt tuc,ng duong

l0

427 Thu6c thri xet ngfriQm
knring th6 kh6ng HAV H0p 100 Tesv H$p

D4t ti6u chuAn tSO 13485: 2016
M - Vi h4t phri streptavidin, I chai, 6.5 mL: Vi hat phri
streptavidin 0.72 mg/ntL; ch6t bao quan.
. Rl - HAV Ag, I chai, l0 mL: HAV Ag (canh c6y t6

bdo) 28 U/mL; tlQm TRIS 20 mmol/L. pH 7.2; ctr6t Uao
qua,n.
. R2 - Anti-HAV Ab-biotin; anti-HAV Ab-Ru(bpy). I
chai. 9 mL: Khri,ng th6 don ddng khring HAV <lanh d6u
biotin (chuQt) 0.25 pglmL; ktring th6 don ddng khring
HAV (chuSt) tlinh dAu phrlc hqp ruthenium 0.65 pglml-;
dQm TRIS 20 mmol/L. pH7.2; ch6t bao quan.

M6u chuAn 6m tinh | ,2 chaim5i chai pha l.0 mL:
Huy6t thanh nguli 6m tinh khriLng HAV; chAt bao quan.
Miu chuAn duong tinh 2,2 chaimSi chai pha 1.0 mL:

Anti-HAV (ngudi) khoang 60 IU/L trong huy6t thanh
ngudi; chAt bao quan.
Ho{c Ti¤u churin ky thuSt tuong duong

l5

L



STT TGn h6a chdt, sinh phAm Don vi
tinh

Quy c6ch il6ng
s,6i

Ti6u chuin kf thuft s6 tuqng

428 Thu6c thri xdt ngfriQm
kh6ng th6 khring HBcAg H0p 100 H0p

D# ti¤u chuAn ISO 13485 2016
M - Vi hat phri Streptavidin (nip trong), I chai,6.5 mL:
Vi h4t pht Streptavidin 0.72 mglmL; chAt bao quan. Rl -
Kh6ng th6 IgM khri.ng HBc tiAn xri lj (n6p xri,rn), I chai"
l0 mL: Thu6c tht ti6n xt lj m6u: Kh6ng th6 kh6ng Fdy
ngudi (ctu) > 0.05 mg/ml; <lQm phosphate 100 mmol/L.
pH 7.4; chAt bao quan.
. R2 - Anti-hJgM-Ab-biotin; HBcAg-Ru(bpy) (nip <len),
I chai. l0 mL: Khri,ng th6 don ddng kh6ng IgM ngu&i
d6nh dAu biotin (chuQt) > 600 nglml; HBcAg (E. coli.
rDNA). itrinh d6u phfc hgp ruthenium > 200 ng/ml; tlgm
phosphate 100 mmol/L, pH 7.4; chft bao quan.
. A-HBCIGM Call - MAu chuAn 6m tinh I (nep trfung).2
chai, m5i chai 1.0 mL: Huy6t thanh ngudi. ch5t bao quan.
. A-HBCIGM Cal2 - MAu chu6n duong tinh 2 (nip den), 2
chai, m5i chai 1.0 mL: Khang th6IgM khang HBc (ngudi)
> 100 PEI-U/mLb) trong huy5t thanh ngudi; ch6t bao
qua,n.

Ho{c Ti6u chudn k} thu$t tuong duong

50

429
Thu6c thri x6t nghiQm khang th6
Anti-HBc IgM H0p 300 H0p

D4t ti¤u ctruAn ISO 13485: 2016
I chai. l6 mL: Vi hgt pht streptavidin 0.72 m{mL; chit
bao quan.
Rl Khrlng th6IeM kh6ng HBc ti&r xrl l!, I chai, 18.8 mL:
Thu6c thri tiAn xt lf m6u: Khang thA khrlLng Fdy ngudi
(ciru) > 0.05 mg/ml; dQm phosphate 100 mmol/L , pH 7 .4;
ch6t bao quan.
R2 Anti-h-lgM-Ab-biotin; HBcAg-Ru(bpy), I chai, 18.8
mL: Kh6ng th6 don ddng khrlng IgM ngudi d6nh dAu
biotin (chu$t) > 600 nglml; HBcAg (E. coli, rDNA),
ilinh d6u phrlc hqp ruthenium > 200 nglml-; d¤m
phosphate 100 mmol/L. pl1'7.4; ch6t bao quan.
Miu chuAn am tinh l. I chai 1.0 mL: Huy6t thanh ngudi;
ch6t bao quan.
Miu chuAn duong tinh 2. I chai 1.0 mL: Khang th6 IeM
khring HBc (ngudi) > 100 PEI-U/mLb) trong huy6t thanh
ngudi; ch6t bao quan.

Ho[c Ti¤u chuAn ky thuSt tuong duong

l0



STT TGn h6a ch6t, sinh phim Don vi
tinh

Quy ctlch il6n3
e6i Ti6u chuin ki thuAt SS lugng

430
Thu6c thri xdt nghiQm
khrlng th6 khang HBcAg H0p 100 Testr H$p

D4t ti¤u ctruAn tSO 13485: 2016
Vi hat phri streptavidin (nlp trong), I chai,6.5 mL: Vi h3t
phri streptavidin0.T2 mglmL; ch6t bao qu6n.
I chai" 5 mL: I,4-dithiothreitol I l0 mmol/L; rlQm citrate
50 mmol./L.
I chai, 8 mL: HBcAg (E. coli, rDNA) > 25 nglml-; tlQm

phosphate 100 mmol/L, pH7.4;chAt b6o quan.
I chai, 8 mL: I(h6ng the don ddng kh6ng HBc <trinh d6u
hiotin (chuQt) 700 ng/ml-; kh6ng th6 don ddng kh6mg HBc
(chuQt) tlanh dAu phrlc hqp ruthenium 200 nglml-; tl¤m
phosphate 100 mmol./L, pH7.4; chAt b6o qu6n.
MAu chu6n 6m tinh l, 2 chai m5i chai 1.0 mL: Huy5t

thanh ngudi; chdr bio quan.
M5u chu6n duong tinh 2 ,2 chu m6i chai pha 1 .0 mL:
Anti-HBc (neudi) > 8 WHO IU/mL) trong huy6t thanh
ngudi; chrit bao quin.

Ho{c Ti6u chuAn tcy ttru6t tuong duong

60

431
Thu6c thti, chAt hiQu chu6n xet
nghiQm dinh tinh ktuing th6 IgG vd
IgM khang HBcAg

H0p 300 Test/ HQp

Dnt ti¤u chuAn ISO 13485: 2016
M - Vi hat pht streptavidin, I chai, 12.4 mL: Vi h4t phir
streptavidin 0.72 mglmL; ch6t b6o quan.
I chai. 6.3 mL: I .4-dithiothreitol I I 0 mmol/L; <lQm citrate
50 mmol/L.
I chai. 15.8 mL: HBcAg (E. coli. rDNA) > 25 nglmL;

dQm phosphate 100 mmol./L , pH 7 .4; ch6Lt bao quan.
I chai. 15.8 mL: Khang th6 don ddng khrimg HBc d6nh

dAu biotin (chu00 700 ng/ml; khang th6 don ddng khring
HBc (chuQt) iilinh d6u phric hqp ruthenium 200 nglml;
dQm phosphate 100 mmol./L. pH 7 .4; ch6t bao quan.
Miu chu6n dm tinh l. I chai 1.0 mL: Huy6t thanh ngudi.
chAt bao quan.
MAu chuAn duong tinh 2. I chai 1.0 mL: Anti-HBc
tngudi) > 8 WHO IU/mL) trong huy6t thanh ngudi; chAt
b6o quan.

Ho{c Ti¤u chuAn ky thuft tuong duong

20

L



STT TGn hria chft, sinh phim Don vi
tfnh

Qul c6ch il6ng
s6i Ti6u chu6n kf thugt 55luqng

432 Thu5c thri x6t nghiQm
khang thri khring HBeAg HOp l0( Test/ HQp

D4t ti6u chuAn ISO 13485:2016
I chai, 6.5 mL: Vi hgt phu streptavidin 0.72 mglmL; chfu.

bao quan.
I chai, 12 mL: HBeAg (E. coli, rDNA) > 7 ng/ml; dQm
HEPES 36 mmol/L, pH 7.4; chfi bao quan.
I chai, 12 mL: Kh:ing th6 don ddng khang -HBe rtrinh d6u

biotin (chuQt) > 0.8 mg/L; khring th6 don ddng khang
-HBe (chu$t) tlanh d5Lu- phfc hgp ruthenium > 0.2 mg/L;
MAu chuAn am tinh 1,2 chaim6i chai 1.0 mL: Huy6t
thanh ngudi; ch6t bao quan.
Miu chuAn duong tinh 2,2 chai, m6i chai 1.0 mL: Anti-
HBe (ngudi) khoang 3 IU/mL trong huy6t thanh ngudi;
ch6t bao quan.

Ho{c Ti6u chu6n $ thuQt tuong duong

200

50H0p 30( TesV H$p

D4t ti¤u chuAn ISO 13485 : 2016
I chai, 12.4 mL: Vi hat phri streptavidin 0.72 mglmL chht
bao quan.
I chai,2l.9 mL: HBeAg (E. coli, rDNA) > 7 ngiml; dQm
HEPESb) 36 mmol/L. pH 7.4; ch6t bao quan.
I chai, 13.9 mL: KhriLng th,6 don dOng khang HBe ilanh

d6u biotin (chu$t) > 0.8 mg/L; khang th6 don ddng kh6ng
HBe (chuQt) tlanh d6u phfc hqp ruthenium > 0.2 mglLi
tlQm HEPES 36 mmol/L, pH 7.4; chAt bao quin.
MIu chuAn 6m tinh I, I chai 1.0 mL: Huy6t thanh ngudi,
ch6t bao quan.
M6u chuAn duong tinh 2, I chai 1.0 mL: Kh6ng th.i ktang
HRe lngudi) khoing 3 IU/mL trong huy6t thanh ngudi;
ch6t bao quan.

Hoqc Ti¤u chuAn ky thuat tuong duong

433
Thu6c thri x6t nghiQm kh6ng th6
kh6ng HBeAg

I



STT TOn h6a chdt, sinh phim Don vi
tinh

Quy crich il6ng
e6i

Ti6u chuin ky thu|t 56lugng

434
Que tht/Khay thri xdt
nghiQm khang th6 khang
HBs

H0p 100 TesV HOp

D4t ti6u ctruAn tSO 13485:2016
I chai, 6.5 mL: Vi h4t phri streptavidin 0.72 m$ml; chit

bdo quan.
I chai. l0 mL: HBsAg (adlay) ngudi/t6i t6 hqp tlinh d6u

biotin, > 0.5 mg/L; <lQm MES 85 mmol./L. pH 6.5; ch6t
bd,o quan.
.l chai, 8 mL: HBsAg (adlay) ngudi/tai t6 trqp, tlanh dAu
phfc hqtp ruthenium > 0.3 mglL; <lQm MES 85 mmol,/L,
pH 6.5; ch6t bAo quan.
MAu chuAn 1,2 chai,mSi chai pha 1.3 mL: Anti-HBs

lngudi) trong huy6t thanh ngudi; chAt b6o qu6n.
M6u chuAn 2,2 chaim6i chai pha 1.3 mL: Anti-HBs

lngudi) trong huy6t thanh ngudi; chft bao quan.

Ho{c Ti¤u chuAn ky thuflt tuong ttuong

250

435 Thu5c thti x6t nChiftn tJuing th6
Anti-HBs H0p 300 Test/ HQp

Dat ti6u ctruAn ISO 13485: 2016

I chai, 13.2 mL: Vi h?t pht streptavidin 0.72 mg/mL; chilt
bdo qudn.
I chai,16.7 mL: HBsAg (adlay) ngudi/t6i t6 hqp ttinh dAu
biotin, > 0.5 mg/L; tlQm MESb) 85 mmol,/L, pH 6.5; ch6t
bao quan.
I chai. 15.8 mL: HBsAg (adlay) neudi/t6i t6 hqp. danh
dAu phtlc hqp ruthenium > 0.3 mg/L; ttQm MES 85
mmol/L. pH 6.5; ch6t bao
quan.
MAu chuiin l, I chai pha I .3 mL: Anti-HBs (ngudi) trong

huy6t thanh ngu&i; ch6t bao quan.
M6u chu6n 2" I chaipha 1.3 mL: Anti-HBs (ngudi) trong
huy¤t thanh ngudi; ch& bao quan.

Ho{c Ti¤u chuAn ky thuAt tuong duong

70
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STT T6n h6a chit, sinh phAm Dan vi
tinh

Qu: cich tl6ng
s6i

Ti6u chu6n ki thu{t S5lugng

436
Thudc thri xdt nglriQm
khang th6 kh6ng HCV H0p l0( rTesVHOp

Dgt ti¤u chuAn ISO 13485: 2016
Vi h4t phri Streptavidin (nip trong), I chai, 6.5 mL: Vi h4t
phri Streptavidin0.T2 m/ml-: ch6t bao quan.
HCV-specific antigens-biotin (n6p x6m), I chai, l8 mL:
Kh6ng nguy¤n <tic hiQu HCV d6nh d5u biotin, dQm
HEPES, pH7.4; ch6t bao quan.
HCV-specific antigens-Ru(bpy) (n6p den), I chai, 18

mL: Khring nguy¤n tl{c hiQu HCV denh d6u phrlc hqp
ruthenium 2 0.3 mg/L, tlQm HEPES. pH7.4: ch6t bao
quan.
MAu chuAn 6m tinh I (nEp tring), 2 chai, m6i chai 1.3

mL: Huy6t thanh ngudi, ch6t bao quan.
MAu chuAn duong tinh 2 (nEp den), 2 chai. m6i chai 1.3
mL: Huy6t thanh ngudi duong tinh v6i khring the khang
HCV; chAt bao quin. Kh6ng phan img vdi HBsAg, kh6ng
th6 kh6ng HIY ll2.

Ho{c Ti6u ctruAn fy tlu6t tusng duong

60

200H0p 20' ) Test/ HQp

D4t ti6u chuAn ISO 13485: 2016
I chai, 6.5 mL: Vi hAt pht Streptavidin 0.72 mglmL; chht

bao quin.
I chai, l8 mL: KhriLng nguy¤n dic hiQu HCV <Ianh d6u
biotin, <lQm HEPES, pH 7.4; ch6t bao quan.
I chai, 18 mL: Kh6ng nguy¤n d{c hi¤u HCV d6nh d6u
phrlc hqp ruthenium > 0.3 mg/L, <lQm HEPES, pH7.4;
ch6t bao quan.
M6u chuAn am tinh 1,2 chai,m6i chai 1.3 mL: Huy6t
thanh ngudi. chAt bao quan.
M6u chuAn duong tinh 2,2 cha|mSi chai 1.3 mL: Huy6t

thanh ngu&i duong tinh vdi khring th6 khang HCV; ch6t
bao quan. Kh6ng ph6n img vOi HBsAg, khang th6 kh6ng
Htv U2.

Ho{c Ti6u chuAn k} thu{t tuong tluong

437 Thuiic thir xdt nghiQm
khang th,6 khring HCV



STT TOn htia chit, sinh phAm
Don vi

tinh
Quy c{ch il6ng

s,ii
Ti6u chu6n k! thuit S5luqng

438
Thu6c thtl xdt nghiQm khring th6
khang HCV H0p 300 TesV HQp

D4t ti6u chu6n ISO 13485:2016
I chai, l4.l mL: Vi hat phti streptavidin 0.72 melnl-;

ch6t bio quin.
I chai, 14.8 mL: Khring nguyOn tlic hi¤u HCV <I6nh dAu

biotin, dQm HEPESb), pH 7.4; chAt bao quan.
I chai, 14.8 mL: I(h6rng nguy6n <l& hi¤u HCV tlinh d6u

phfc hqp ruthenium > 0.3 mg/L, dem HEPES, pH7.4;
chAr bao qu6n.
MAu chu6n dm tinh l, I chai 1.3 mL: Huy6t thanh ngudi,

am tinh vdi kh6ng th6 kh6ng HCV; chAt bao quan.
MAu chuAn duong tinh 2, I chai I .3 mL: Huy6t thanh

ngudi duong tinh vdi kh6ng th6 khingHCV; ctr6t Uao
quan. Kh6ng phin ung vdi HBsAg, khring
th6 khang Hlv ll2.

Ho{c Ti6u ctruAn ti muflt tusng duong

30

439 Thu6c thti xdt nghiQm trhring th6
khang Tg (Thyroglobulin) H0p 100 Test/ HQp

Dat ti6u chuAn tSO 13485 2016

I chai, l2 mL: Vi h4t pht Streptavidin 0.72 mflmL; chit
bao quirr.
I chai, l0 mL:Tg (ngudi) tt6nh dAu biotin 0.200 mg/L;
il¤m TRIS 100 mmol/L, pH7.0; ch6t bao quan.
I chai. l0 mL:
Kh6ng th6 don ddng khrlng Tg (ngudi) dffi d6u phrlc hgp
ruthenium 0.620 mglL1. d$m TRIS 100 mmol,/L" pH 7.0;
ch6t bAo quan.

Ho{c Ti¤u ctruAn ky ttru6t tuong duong

4

440 Thu6c tht xdt nghiQm khrlng th6
khring Tg (Thyroglobulin) H0p 300 tesV HQp

D4t ti¤u chuAn tSO 13485:2016
I chai. 14.1 mL: Vi hgt phri streptavidin 0.72 mg/ml: ch6t
barr quan,
I chai, 19.7 mL: Tg drinh dAu biotin (ngudi) 0.200 mglL;
dQm TRIS 100 mmol/L, pH 7.0; ch6t bao quan.
I chai. 19.7 mL: Khring ttr6 Oon ddng khang Tg (ngudi)
danh d6u phrlc hqp ruthenium 0.620 mglL;rlQm TRIS 100
mmol/L. pH 7.0; ch6t bao quan.

Hofu Ti6u ctruAn ty tnuft tuong duong

l0

t-



STT T6n h6a ch6t, sinh ph6m Don vi
tinh

Qu: 'cich il6ng
s6i

Ti6u chuiln kf thu{t S5lugng

441
Thu6c thrt xdt nghiQm khring th6
thrlng TPO H0p l0r ) Test/ HQp

D?rtieu cnu6n ISO 13485:2016
I chai, 6.5 mL: Vi h4t pht Streptavidin 0.72 mglmL; chAt

bao quan.
I chai, 9 mL: Khiing th6 da ddng khring TPO (ctru) ttrinh
d6u phric hqp ruthenium 1.0 mg/L; <lQm TRIS 100
mmol./L, pH 7.2; ch6t b6o quan.
I chai, 9 mL: TPO <ilinh d6u biotin (tdi t6 trqpl O.tS

m/L; <lQm TRIS 30 mmol/L. pH 7.0; ch6t bao quan.

Ho{c Ti6u chu6n ky thuflt tuong duong

4

442
Thu6c thri x6t nghiQm PCT
(procalcitonin) H0p l0( Test/ HQp

Dat tiOu ctruAn ISO 13485: 2016
I chai, 6.5 mL: Vi h4t pht streptavidin 0.72 mg/ml; chAt
bao quan.
I chai, 9 mL: Khang th6 don dOng khrlng PCT drinh d6u
biotin (chuQt) 2.0 pglmL; dQm phosphate 95 mmol,/L. pH

,4,,/.); cnal Dao quan.
I chai, 9 mL: Khring the don ddng khang PCT (chuQt)

ilrinh d6u phric hgp ruthenium 5.6 pelmL; clQm phosphate
95 mmol/L. pH 7.5; ch6t bao quan.
I chai 4 mL: PCT (tei t6 hqp) khoang 0.10 ng
I chai 4 mL: PCT (t6i t6r hqp) khoang 54 nglml trong

h6n hqp huy6t thanh ngudi; ch6t bao quan.
2 chai m6i chai pha 4 mL: PCT (tai t6 hqp) khoang 0.50
ng/ml trong h5n hqp huy6t thanh ngu&i; ch6t bao quan.
2 chai m5i chai pha 4 mL: PCT (t6i t6, hqp) khoang l0
nglml trong h6n hqp huy6t thanh ngudi; ch6t bao quan.

Ho{c Ti¤u chu6n ky thu$t tuong duong

400



STT TGn h6a chdt, sinh phim Don vi
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Quy c6ch iiling
s6i

Ti6u chuAn ki thuit S5 trqng

443
Thu5c thri x6t nghiQm PCT
(procalcitonin) H0p 300 Test/ HQp

D4t ti¤u ctruAn tSO 13485:2016
I chai, 12.4 mL: Vi h4t phri streptavidin 0.72 mflmL;

ctr6t Uao quan. I chai, 18.8 mL: Khang th6 Aon aOng
khring PCT (chuQt) tl6nh d6u biotin 2.0 pglml-; <l¤m
phosphate 95 mmoVl, pH 7.5, ch6t bao quin.
I chai, 18.8 mL: Khrhng th6 don ddng khang PCT (chuQt)
tlanh dAu phrlc hqp ruthenium 5.6 pglmL; <lQm phosphate
95 mmol/L, pH 7.5; ch6t bao quin.
I chai 4 mL: PCT (tAi t6, hqp) khoang 0.10 ng/ml trong
h5n hqp huy& thanh ngu&i; chAt bao quan
I chai 4 mL: PCT (t6i t6 hqp) khoang 54 ng/ml trong

h5n hqp huy6t thanh ngudi; chAt bao quan.
2 chai m6i chai pha 4 mL: PCT (t6i t6 hqp) khoAng 0.50
ng/ml trong h5n hqp iruy6t ttrantr ngudi; ch6t bao quan.
2 chai m5i chai pha 4 mL: PCT (t6i t6 hqp) khoang l0
ng/ml trong h5n hqp huy6t thanh ngudi; ch6t bao qu6n.

Ho{c Ti0u ctruAn ty ttru4t tumg dusng

70

444
Thu5c thti xdt nghiQm
CA 125 H0p 100 Test/ HQp

Dat ti¤u ctruAn ISO 13485: 2016
l-hdnh phdn gdm:
I chai, 6.5 mL: Vi h?t phri Streptavidin 0.72 mglmL; chit
bao quan.
I chai, 9 mL: Khring th6.Ion ddng kh6ng CA 125 ddnh

d6u biotin (M I l; chuQt) I 
^g/L;dQm 

phosphate 100
nrmol/L, pH7.4; ch6t bao quan.
I chai, 9 mL: Khang th6 don ddng khring CA 125 (OC

125; chuQt) tlanh d6u phttc hgp ruthenium I mg/L; <l¤m
phosphate 100 mmol/L. pH7.4; ch6t bao quan.

Ho4c Ti¤u ctruin ky thuflt tuong duong

30

445 Thu5c thtx6tnghiQm CA 125 H0p 300 Test/ HQp

D4t ti6u cnuAn ISO 13485: 2016
Thanh phAn g6m:
I chai, 14.1 mL: Vi hat phri Streptavidin 0.72 mglmL; chii
bao quan.
I chai. 18.8 mL: Kh6ng th6 eon dOng khring CA 125

danh d6u biotin (M 11; chuQt) I -dL; dQm phosphate
100 mmol/L. pH7.4; chAtbao quan.
I chai, 18.8 mL: Khiing th6 <Isn ddng khr{ng CA 125 (OC
125: chuft) tilinh d6u phrlc hgp ruthenium I mg/L; <tQm
phosphate 100 mmol,/L. pH7.4; chSt bao quan.

Ho4c Ti¤u chuAn g thuflt tuong duong

20

T
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446 Thu6c thri x6t nghiQm
cA l5-3 H0p 10( ) TesV HOp

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm:
I chai, 6.5 mL: Vi hgt pht Streptavidin 0.72 melrr,t- ch6t

bao quan.
I chai, l0 mL: Khring th6 rton ddng tlinh d6u biotin

(l l5D8; chu0t) l 75 mg,rl; <lOm phosphate 20 mmol/L,
pH 6.0; ch6t bao quan.
I chai, l0 mL: Khring th¤ dsn ddng khang CA 15-3 (DF3;
chuQt) d6nh d6u phrlc hqp ruthenium l0 mg/L; tlQm
phosphate 100 mmoVl, pH 7.0; ch6t bao quan

Ho{c Ti6u ctruAn ry thuft tuong ducrng

30

447 Thu6c tht xdt nghiQm CA l5-3 H0p 30( TesV H$p

Dat tiCu chuAn ISO 13485: 2016
Thdnh phAn g6m:
I chai, 12.4 mL: Vi het phri streptavidin 0.72 m/mL; chdt
bao quan.
I chai, 19.7 mL: Kh6ng th6 don ddng rlinh d6u biotin
(115D8; chuQt) 1.75 mg/L; dQm phosphate 20 mmol./L,
pH 6.0; ch6t bao quan.
I chai, 19.7 mL: Khiing th,6 don OOng khang CA l5-3

(DF3; chuQt) drinh d6u phric hqp ruthenium l0 mg/L; rIQm
phosphate 100 mmol/L, pH 7.0; ch6t bao qu6n

Ho{c Ti6u cnuAn t<y ttrugt ruong duong

20

448 Thu6c thir x6t nghiQm
cA l9-9 H0p l0( TesV H$p

Dat ti¤u chudn ISO 13485 2016
Thanh phAn gdm: BQ thu6c thri dugc drin nhdn CAlg-9.
I chai, 6.5 mL: Vi hat phri Streptavidin 0.72 mglmL; chht

bao quan.
1 chai, l0 mL: Khang th6 don ddng khang CA l9-9 danh

d6u biotin (chuQt) 3 mdL,dQm phosphate 100 mmol/L,
pH 6.5; chAt bao qu6n.
I chai, 10 mL: Kh6ng th6 don ddng khdng CA l9-9

(chu$t) tl6nh d6u phric hqp ruthenium 4 mg/L; <lQm

phosphate 100 mmol/L, pH 6.5; ch6t bao quan

Hoqc Ti¤u chuAn lg thuft tuong ducrng

30

I
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449 Thu6c thri x6t nghiQm CA l9-9 H0p 300 Test/ H$p

D4t ti¤u chu6n tSO 13485: 2016
Thanh phAn gdm:
I chai, 14.1 mL: Vi hqt phir Streptavidin 0.72 mflmL; chit
bao quan.
I chai, 18.8 mL: Khrirng th6 aon OOng ttuing CA l9-9

danh d6u biotin (chuQt) 3 mgll-, <lQm phosphate 100
mmoVl-o pH 6.5; ch6t bao quan.
. I chai,2l.0 mL: Kh6ng th6 <ton ddng kh6ng CA l9-9
(chuQfl tlanh d6u phtlc hqp ruthenium 4 mg/L: dQm
phosphate 100 mmoL/L, pH 6.5; chAt bao quan

Ho{c Ti¤u chu6n k, thu$t tuong <luong

20

450 Thu5c thri e,3 Ainn lugng calcitonin H0p 100 TesV H$p

D4t ti¤u ctruAn ISO 13485: 2016
Thdnh phAn gdm:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mglmL; chit

bao quan.
I chai, 8 mL: Khri,ng th6 don ddng khring hCT (chu00

<Ianh dAu biotin 1.50 mg/L; tl¤m phosphate 100 mmol/L,
pH 7.2; ch6t bao quan.
I chai, 8 mL: Kh6ng th6 don OOng khring hCT (chuQt)

drinh d6u phrlc hqp ruthenium 1.0 mglL; ttQm phosphate
I 00 mmol/L, pH 7 .2; ch6t bao quan.

Ho4c Ti¤u chuAn ty thuat tuong duong

10

451
Thu6c thti xdt nghiQm
CEA H0p 100 TesV HQp

Dst ti¤u ctruAn ISO 13485:2016
Thanh phan gdm: B0 thu5c thu rlugc drin nhdn CEA.
I chai, 8 mL: Vi h?t pht Streptavidin 0.72 mglmL; ch6t

bao quan,
I chai, l0 mL: Khring thi6 don OOrg kh6ng CEA <l6nh d6u

biotin (chuQVngudi) 3.0 mg/L; rlgm phosphate 100
mmol./L, pH 6.0; ch6t bao quan.
.l chai, 8 mL: Khring th6 eon dOng kh6ng CEA (chu$t)
danh d6u phirc hgp ruthenium 4.0 melL; rtQm phosphate
100 mmol./L, pH 6.5; ch6t bao quin

Ho{c Ti6u ctru6n g thuflt tuong duong

30
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452 Thu6c thri x6t nghiQrn CEA H0p 30( ) TesV HQp

Dgt ti0u chuAn ISO 13485:2016
Thanh phAn gdm:
I chai. 16.0 mL: Vi h1t pht Streptavidin 0.72 mg/mL; chAt
bao quan.
I chai, 21.0 mL: Khring th6 Asn ddng khdng CEA danh
d5u biotin (chuQVngudi) 3.0 melL; rlQm phosphate 100
mmol/L, pH 6.0; ch6t bAo quan.
I chai, 15.8 mL: Kh6ng th6 don ddng khang CEA (chuQt)
<trinh dAu phrlc hqp ruthenium 4.0 mglL; dQm phosphate
100 mmol,/L. pH 6.5; chAt bao quan.

Ho{c Ti¤u ctruAn ky ttrugt tuong duong

20

l5453
Thu6c thti xdt ngfiiQm
kh6ng th6 khring
Cyomegalovirus (CMV)

H0p r00 TesV HQp

D4t ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm:* I chai, 6.5 mL: Vi hat phri Streptavidin 0.72 mglmL;
ch6t bao quan.
+ I chai, 9 mL: Khang nguy¤n <lic hi6u CMV tlanh d6u

biotin (t6i t6 hqp, E. coli), > 400 pelL,rlQm MES 50
mmol/L, pH 6.5; ch6t b6o quan.* I chai, 9 mL: Khring nguy¤n ilfu hiQu CMV (trii t6 hqp.
E. coli) <lanh d6u phuc hqp ruthenium > 400 pgll-; dQm
MES 50 mmol/L, pH 6.5; ch6t b6o quan.
* 2 chai. m6i chai 1.0 mL: Huy6t thanh ngudi, khdng

phan ung vdi khang th6 IgG khang CMV; rlQm; ctr6t Uao
quan.
* 2 chai, m6i chai 1.0 mL: Huy6t thanh ngudi. phan img

vdi khring th6 IgG kh6ng CMV khoang 40 U/mL; <tQm;

chAt bao qu6n.

Ho[c Ti6u ctruAn t<y thuft tuong <tuong

I



STT TGn h6e ch{t, sinh phim Don vi
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454
Thu6c thri x6t nghiQm khang th6
IgG khang Cytomegalovirus (CMV) 300 Test/ HQp

Dat ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m:
* I chai, l4.l mL: Vi h4t phri streptavidin 0.72 mglmL;

ch6t b6o quan.* I chai, 18.8 mL: Kh6ng nguy6n <lic hiQu CMV dAnh
dAu biotin (t6i t6 hqp, E. coli), > 400 pgll, <tQm

2-(N-morpholino)ethanesulfonic acid (MES) 50 mmol/L,
pH 6.5; chdt bao quan.
* I chai, 18.8 mL: Khrimg nguy6n tl{c hiQu CMV (t6i t6

hqp, E.coli) tlinh ddu phric hqp ruthenium > 400 pelL;
tlQm MES 50 mmol/L, pH 6.5; ch6t b6o qu6n.
* M6u chuAn arn tinh l, I chai 1.0 mL: Huy& ttranh

ngudi, kh6ng phin tmg vdi khing the kh6ng CMV IgG;
dQm; ch5r bio quan.
* MAu chudn ducmg tinh 2, I chai 1.0 mL: Huy& thanh

ngudi, phin (mg vdi kh6ng th6 kh6ng CMV IgG khoang
40 Ulnl,; dgm; chAt bAo quan.

Ho{c Ti0u chu6n ky thu{t flrorg duorrg

5

455
Thu6c thu xdt nghiQm
kh6ng th6 khang
Cyomegalovirus (CMV)

H0p 100 TesV HQp

D4t ti6u ctru6n tSO 13485: 2016
'l-hdnh phAn gdm: .* I chai, 6.5 mL: Vi fut phri Streptavidin 0.72 mglmL;
ch6t bao quan.* I chai. 9 mL: Khang th6 ilon ddng kh6ng IgM ngu&i
danh d6u biotin (chugt) > 500 pg&; ttQm MES 50
mmol./L, pH 6.5; ch[1 bao quan.* I chai, 9 mL: Khiing nguy¤n <t[c hiQu CMV (tai t6 hqp,
E. coli) <Ianh dAu phrlc hqp ruthenium > 50 pgll-; ttQm
MES 50 mmol/L, pH 5.5; ch6t bao quan.* 2 chai.m5i chai 1.0 mL: Huy6t thanh nguoi, 6m rinh
r oi khring th6 IgM khang CMV; ch6t b6o quan.
+ 2 chai, m5i chai 1.0 mL: Khturg th6 IgM khring CMV

thuy6t thanh ngudi) trong rlQm HEPES, pH7.4;albumin
bt\: chAt bao quan.

Hotu Ti¤u chuAn k1 thuft ruong duong

l5

H0p

l_
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456 Thu6c tht xdt nghiQm lJrang th6
IgM khang Cltomegalovirus (CMV) H0p 30( TesV HQp

D4t ti6u cnuAn tSO 13485: 2016
Thanh phAn gdm:
* I chai, l4.l mL: Vi hgt phir srreptavidin 0.72mglmL;

ch6t bao quan.* I chai, 19.7 ml.:Khring th6 don ddng khring IgM ngudi
<lanh d6u biotin (tir chuQt) > 500 pgll, rt¤m MESb) 50
mmol/L, pH 6.5; ch6t bao quan.
* I chai, 19.7 mL: Kh6ng nguy6n tlfu hiQu CMV (tei 16

hSp, E. coli) d6nh d6u phrlc hqp ruthenium > 50 ttglL;
tIQm MES 50 mmol,/L, pH 5.5; ch6t
bao quan.
* MAu chuAn 6m tinh l, I chai 1.0 mL: Huy6t thanh

ngudi, 6m tinh vdi kh6ng th6IgM kh6ng CMV; ch6t bao
quan.
M6u chuAn duong tinh 2, I chai 1.0 mL: Kh6ng thC IgM

khring CMV (huy6t thanh ngudi) trong rlQm HEPESc) ,
pH7.4; albumin bd; ch6t bao quan

Ho{c Ti¤u chuAn ky thuat tuorlg duong

5

457
Thudc thrl xdt nghipm
Cortisol H0p l0( Test/ HQp

Dgt ti6u chuAn ISO 13485: 2016
Thanh phAn g6m:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 m/mL; chit

bao quan.
I chai, l0 mL: Khang th,i don OOrg khring cortisol danh
d6u biotin (ciru) 20 nglmL; danazol20 pglml; rl¤m
MESb) 100 mmol/L, pH 6.0; ch6t bao quan.
I chai, l0 mL: DAn xu6t cortisol (t6ng hqp). tlanh d6u
phfc hqp ruthenium 20 nglmL; danazol 20 pglml; dQm
MES 100 mmol/L, pH 6.0; ch6t bao quan.

Ho& Ti¤u ctruAn ty thu{t tuong duong

40

458 Thu5c thrl xet nghiQm Cortisol H0p 30( TesV HQp

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn g6m:
1 chai, 12.4 mL: Vi h4t phri streptavidin 0.72 mglmL; chit
bdo qudn.
1 chai, 2 1.0 mL: Kh6ng th6 don ddng khang cortisol d6nh
dAu biotin (cuu) 20 ng/ml; danazol 20 pelmL; dQm
MESb) 100 mmol/L. pH 6.0; ch6tbao quan.
I chai, 2l .0 mL: Dhn xu6t cortisol (t6ng hqp), drlnh d6u

phfc hqp ruthenium 20 ng/mL; danazol 20 pglml-; tlQm
MES 100 mmol/L. pH 6.0; chAt bao quin.

Hofu Ti6u chuAn kf thuflt tuong duong

20

J
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459
H6a ch6t xdt nghiQm
Cyfra2l.l H0p 100 TesV HQp

Dpt ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m:
I chai, 6.5 mL: Vi hpt pht Streptavidin 0.72 mglmL; chit

bao quan.
I chai, l0 mL: Khring th6 don ddng khring cytokeratin 19
danh d6u biotin (KS l9.l; chu0t) 1.5 me/L; dem
phosphate 100 mmol/L, pH7.2; chAt bAo quan.
I chai, l0 mL: Kh6mg th6 don OOng t<hang cytokeratin 19

tBM 19.21; chuQt) tlanh dAu phrlc hgp ruthenium 2 ^gtt;tlQm phosphate 100 mmoVl, pH 7.2;chAt bao quAn

Ho{c Ti6u ctruAn ty ttruflt tuong <luong

30

460 Thu6c tht x6t nghiQm CYFRA 2l-l H0p 300 TesV HOp

D4t ti¤u ctruAn tSO 13485:2016
Thanh phAn gdm:
I chai, 13.2 mL: Vi h4t phri streptavidin 0.72 mglmL; chfit
h6o quin.
I chai, 19.7 mL: Khri,ng th6 Oon ddng khiing cytokeratin
l9 d6nh d6u biotin (KS l9.l; chuot) 1.5 mg/L; tIQm
phosphate t 00 mmol/L, pH 7 .2; ch6t bao quan.
I chai, 18.8 mL: Kh6ng th6 don ddng kh6ng cytokeratin
l9 (BM 19.21; chuQt) <l6nh d6u phrlc hqp ruthenium 2
mg/L; itQm phosphate 100 mmol/L, pH 7 .2; ch6t bao quan

Ho{c Ti6u ctruAn ty thuft tuong duong

20

461
BQ x6t nghiQm khang th6
kh6ng EBV H0p 100 Test/ HQp

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn gdm:
I chai, 6.5 mL: Vi h4t phri streptavidin 0.72 mglmL; chfit

bao quan.
I chai, 9 mL: Phdn doqn khring th6 don ddng khang

h-lgM d6nh d6u biotin (chuQt) > 500 pgll-, dQm MESb)
50 mmol/L, pH 6.5; chiit bao quan.
I chai, 9 mL: Khri,ng nguy¤n ct{c hiQu EBV (t6i t{i hqp, E.
coli) <lrlmh d6u phric hgp ruthenium ;50 pgLidem MES
50 mmol/L, pH 5.8; ch6t bao quan.
b) MES :2-morpholino-ethane sulfonic acid
I chai 1.0 mL: Huy6t thanh ngudi, kh6ng phan img vdi
EBV IgM; <IQm; ch6t bao quan.
I chai 1.0 mL: Huy6t thanh ngudi, phan rmg vdi EBV
IgM; tlQm; ch6t bao quan.

Ho[c Ti6u chuAn ky thu{t tuong duong

8

TOn hria chft, sinh phim
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STT TOn hria chft, sinh phim Don vi
tfnh
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462 BQ xdt nghiQm khring thi! kh6ng
EBV IgM H0p 30( t Test/ HOp

D4tti6u chu6n ISO 13485:2016
Thanh phAn gdm:
I chai, l4.l mL: Vi h4t pht streptavidin 0.72mglmL chilt
bao quan.
I chai, 19.7 mL: Ph6n cto4n khring th,i <lon dOng khang

h-IeM d6nh dAu biotin (chuQt) > 500 pgll, iIQm MESb)
50 mmol/L, pH 6.5; ch6t bao quan.
I chai,19.7 mL: Khrlng nguy¤n dic hi¤u EBV (t6i t6 hqp,
E. coli) <linh d6u phric hqp ruthenium > 50 pg/L; <lQm
MES 50 mmol/L, pH 5.8; ch6t bao quan.
b) MES :2-morpholino-ethane sulfonic acid
I chai 1.0 mL: Huy6t thanh ngudi, kh6ng phan (mg vdi

EBV IgM; dQm; ch6t bao quan.
I chai 1.0 mL: Huy6t thanh ngudi, phatr rmg v6i EBV

IgM; tlQm; ch6t b6o quan.

Hofc Ti¤u ctruAn ky thuAt tuong duong

5

463 B$ xdt nghiQm khdng th6 khd,ng
EBV VCA H0p 100 TesV H$p

D6 ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm:
I chai. 6.5 mL: Vi h4t phti streptavidin 0.72 mg/mL; chilt

bao quan.
I chai, 7 mL: Khdng nguy¤n tlic hiQu EBV-tl6nh d6u

biotin (t6i t6 hqp, E. coli) > 1000 p/L; dQm MESb) 50
mmol/L, pH 6.5; chfu bao quan.
I chai, 8 mL: Khang nguy¤n tlic hiQu EBV-(tei t6 hqp" E.

coli) danh dAu phrlc hqp ruthenium > 1000 pg/L; tlQm
MES 50 mmol/L, pH 6.5; ch6t b6o quin.
b) MES: 2-morpholinoethane sulfonic acid
I chai 1.0 mL: Huy6t thanh ngudi. khdng phan ring vdi
EBV VCA IgG; tl¤m; ch6t bao quan.
I chai 1.0 mL: Huy6t thanh ngudi. phin img vdi EBV
VCA IgG; tl¤m; chAt bao quan.

Hof,c Ti6u chuAn ky thuAt tuong duong

l0
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464
B0 x6t nehiQm khang th6 khang
EBV VCA H0p 300 TesV HQp

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phln gdm:
I chai. 16 mL: Vi hAt phri streptavidin 0.72 mglmL; chilt
hao quan.
I chai" 14.8 mL: Kh6ng nguy6n tt& hiQu EBV-t[inh diu
biotin (tri,i t6 hgp, E. coli) > 1000 pdl; tlQm MESb) 50
mmol/L, pH 6.5; chAt bAo qu6n.
I chai, 15.8 mL: Khang nguy¤n tlic hiQu EBV (t6i t6 hqp,

E. coli) tlinh dAu phtlc hqp ruthenium > 1000 pglL; <tQm

MES 50 mmol/L. pH 6.5; ch6t bao quan.
b) MES : 2-morpholinoethane sulfonic acid
I chai 1.0 mL: Huy6t thanh ngu&i, kh6ng phdn ung vdi

EBV VCA IgG; dgm; ch6t b6o quan.
I chai 1.0 mL: Huy6t thanh nguoi, phan ung vdi EBV
VCA IgG; dQm; ch6t b6o quan.

HoNc Ti¤u ctruAn ky thugt tuong duong

5

465 Thu5c thri x6t nghiQm Estradiol H0p 100 Test/ H$p

D4t ti¤u ctruAn tSO 13485: 2016
I chai, 6.5 mL: Vi hgt ph0 Streptavidin 0.X2 m/mL; chilt

bio quan.
I chai, 9 mL: Hai khang th6 don ddng khring estradiol
danh d6u biotin (th6) 2.5 nglmL vd 4.5 ng/ml-;
mesterolone 130 nglml; <IQm MESb) 50 mmol/L, pH 6.0;
ch6t bao quan.
I chai, 9 mL: D6n xu6t estradiol, tlffi d6u phrlc hqp

ruthenium 4.5 nglml;dpm MES 50 mmol/L. pH 6.0; ch6t
hao quan.

Ho{c Ti6u chuAn ky thugt tuong <tuong

466 Thu6c thri x6t nghiQm
Ferritin H0p 100 TesV HQp

D4t ti¤u ctruAn ISO 13485: 2016
I chai,6.5 mL:
Vi h4t phri Streptavidin 0.72 mglmL; ch6t bao quan.
I chai, l0 ml-:Khang th6 don ddng khriLng ferritin <tanh

dAu biotin (chuQt)3.0 mg/L; <lQm phosphate 100 mmol/L,
pH 7.2; ch5r bao quan.
I chai. l0 mL: Khrirng th6 don ddng khring fenitin (chuQt)

dAnh d6u phric hqp ruthenium 6.0 mglL;itQm phosphare
100 mmol,/L, pH 7 .2; chlt
bdo qu6,n.

Ho{c Ti6u chuAn k! thugt tuong duong

300

-

t-



STT TGn h6a ch6t, sinh phim Dcn vi
tinh

Qu: c{ch d6ng
s6i Ti6u chujln kf thuft S5lugng

467 Thu6c thir xet nghiQm Ferritin H0p 30( ) TesV HQp

Dal ti6u ctru6n fSO 134&5: 2016
Thanh phAn gdm:
I chai,-12.4 mL: Vi h4t phri Streptavidin 032 mglmL; chit
bao quan.
I chai, 21.0 mL: Khring th6 don ddng khrlng ferritin ttrturh
d6u biotin (chuQt) 3.0 mglL:dQm phosphate 100 mmol/L,
pH 7.2: chAt bao quan.
I chai, 2l .0 mL: Kh6ng the dm ddng khting ferritin
(chuQt) d6nh d6u phrlc hqp ruthenium 6.0 mg/L; dQm
phosphate 100 mmol/L, pH7.2; ch6t bao quan.

Ho{c Ti6u chu6n ky thuAt tuorg duong

40

468 Thu6c thri xdt nghiQm Folate H0p 100 Test/ H$p

D4t ti6u ctru6n tSO 13485: 2016
Thanh phln g6m:
I chai, 4 mL: Natri 2-mercaptoethanesulfonate (MESNA)
40 dL, pH 5.5.
I chai, 5 mL: Natri hydroxide 25 gL.
I chai, 6.5 mL: Vi hgt phri Streptavidin 0.72 mglmL; chit
bao quan.
I chai. 9 mL: Protein ga" t6t folate danh dAu ruthenium

75 pdL; albumin huy6t thanh ngu&i (ch6t 6n ttinh); DQm
borate/phosphatelcitrate 70 mmol./L. pH 5.5; ch6t bao
quan.
I chai. 8 mL: Folate <tr{nh dAu biotin l7 pgll; biotin t20
pgll-; huy6t thanh ngudi (ch6t 6n ctinh); ttQm borate 100
mmol/L, pH 9.0; chAt bao quan.

Ho{c Ti¤u chuAn ty ttru$t tuong <luong

2

I



STT TGn h6a chit, sinh phim Don vi
tinh

Quy crich il6ng
c6i

Ti6u chuAn kf thu$t S5 tr4rng

469 Thu6c thri xet nghi$rn Folate H0p 100 TesV HQp

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm:
I chai, 4 mL: Natri 2-mercaptoethanesulfonate (MESNA)
40 e/L. pH 5.5.
I chai, 5 mL: Natri hydroxide 25 g/L.
I chai, 6.5 mL: Vi h4t phir Streptavidin 0.72 mglmL; chdt

bao quan.
I chai, 9 mL: Protein gin t6t folate damh dAu ruthenium

75 pdL; albumin huy6t ttranh ngudi (ch6t 6n dinh); <l¤m
borate/phosphatelcitrate 70 mmol/L, pH 5.5; chAt b6o
quen.
I chai, 8 mL: Folate <t6nh d6u biotin 17 pgtL;biotin 120

pg/L; huy& thanh ngudi (ch6t 6n ttinh); tlgm borate I 00
mmol/L, pH 9.0; ctrAt tao
quan.

Ho[c Ti¤u ctruAn ky thuSt tuong duong

J

470 Thu6c thrt xdt nChigm
PSA tU do

H0p 100 Test/ H$p

D4t ti6u ctru6n tSO 13485: 2016
Thdnh phAn gdm:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mglmL chilt

bio quan.
I chai, l0 mL: Khring th6 don dOng khang PSA itanh ddu

biotin (chuQt) 2 melL; dQm phosphate 100 mmol./L, pH
1.4: chiltbao quan.
I chai, 9 mL: Khrl,ng th6 don ddng khring PSA (chuQr)

<linh d6u phttc hgp ruthenium 1.0 mgll; dQm phosphate
100 mmol/L, pH7.4; chAt bao quan

Ho{c Ti¤u chu6n ky thu$t tuong duong

20

471 Thu6c thri xdt nghiQm PSA tg do H0p 300 TesV H$p

Dgt ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm:
I chai, 12.4 mL: Vi h4t phri streptavidin 0.72 mglmL; chAt
bao qu6n.
I chai,2l.0 mL: Khring the don ddng khring PSA ddnh
dAu biotin (chu00 2 me/L: <tQm phosphate 100 mmol./L,
pH 7.4; ch& bao quan.
I chai, 18.8 mL: Kh6,ng tn6 aon ddng khring PSA (chugt)

danh d6u phrlc hgp ruthenium 1.0 mg/L; dQm phosphate
f 00 mmol/L, pH 7.4; ch6t bao quan

Ho[c Ti6u chuAn ky thuat tuong duong

20

-



STT T6n h6a chdt, sinh phim Don vi
tinh

Quy crich il6ng
s6i

Titu chuin kf thuft S5 hrgng

472 H6a ch6t xdt netri0rn free
beta Hcg H0p I TesV H$p

,Dpt tiOu ctruAn ISO 13485: 2016
I chai,6.5 mL:
Vi hgt phri strepravidinO.T2 m/mL; ctr6t bao quan.
I chai, 9 mL: Khrimg th6 don ddng khring phCG (chugt)
tt6nh dAu biotin 3.5 mg/L; tlQm phosphate 40 mmoVl, pH
6.8; ch6t bao quan.
I chai, l0 mL: Khring th6 don ddng khring phCG qr do

(chuQQ <16nh d6u phrlc hgp ruthenium 1.6 mg/L; tlQm
phosphate 40 mmol,/L, pH 7.0; ch6t bao quan

Ho[c Ti6u ctruAn ky thuflt tuong duqng

20

473
Thu5c thri xdt nghiQm Free
HCGbeta H0p ,l TesV H0p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phin gdm: I chai, 6.1 mL: Vi hgt phi streptavidin
0.72 m/mL: ch6t bao quan.
I chai, 9.9 mL: Khang th6 don ddng khring PhCG d6nh
d6u biotin (chuQt) 3.5 mglL; dQm phosphate 40 mmol/L,
pH 6.8; chAt bao quan.
I chai, 10.3 mL: Khti,ng th6 don ddng khring phCG tU do

(chuQt) tlinh dAu phrlc hgp ruthenium 1.6 mg/L; dQm
phosphate 40 mmol/L" pH 7.0; chfu bao quan.

Ho{c Ti¤u ctruin ty ttru{t tuong duong

20

474
ThuSc thri xdt nghiQm
FSH

H0p r00 TesV HQp

D4t ti¤u ctruAn tSO 13485: 2016
I chai. 6.5 mL: Vi h?t pht Streptavidin 0.72 mdmL: chbt

bao quan. I chai, l0 mL: Khiing th6 don ddng kh6ng FSH
<lrinh d6u biotin (chuQt) 0.5 mglL,itQm MES 50 mmol/L,
pH 6.0; ctrAt Uao quan. I chai. l0 mL: Khring th6 don
ddng khang FSH (chu00 drinh dAu phirc hqp ruthenium
0.8 mg/L, tlQm MES 50 mmol/L. pH 6.0; ch6t bao quan.

Ho{c Ti6u chuAn ky thudr tuong duong

l0

,

I



STT TGn h6a chft, sinh phlm Don vi
tinh

Quy c6ch tki,ng
s6i Ti6u chuin ky thuat 56lugng

475 Thu6c thrl xet nghiQm FSH H0p 300 Test/ H$p

Dst ti¤u ctru6n tSO 13485: 2016
Thanh phAn gdm: I chai, 12.4 mL: Vi hAr phri
Streptavidin 0.72 mglmL; ctr6r Uao quan. Rl Anti-FSH-
Ab-biotin, I chai, 2l mL: Khri,ng th6 don ddng khang
FSH d6nh dAu biotin (chuQt) 0.5 mglL,tlQm MESb)
50 mmol,/L, pH 6.0; ctr6t tao qu6n. R2 Anti-FSH-
Ab-Ru(bpy) , I chai, 13.9 mL: Khang th6 <lon ddng
kh6ng FSH (chuQt) tl6nh dAu phrlc hqp ruthenium
0"8 mg/L, dQm MES 50 mmoUl, pH 6.0; chAt bdo quan.

Ho{c Ti¤u chu6n k1 thuQt tuong ttuong

l0

476 Thu5c thrl x6t nghiQm FT3 H0p 200 Testi HQp

D6t ti6u chuAn ISO 13485: 2016
I chai. 12 mL: Vi h4t phri streptavidin 0.72 mg/mL; chit

hao qu6n.
I chai, 18 mL: Kh6ng th6 dm ddng kh6ng T3 (cuu) <l6nh
d6u phrtc hqp ruthenium 18 ng/ml; tIQm phosphate 100
mmol/L, pH 7.0; ch& bio quan.
I chai. l8 mL: T3 drinh d6u biotin 2.4 ng/ml; iIQm
phosphate 100 mmol.il, pH 7.0; ch6t bao quan.

Ho{c Ti6u chuAn k} thu$t tuong <tuong

30

477 Thu5c tht xdt nghiQm FT3 H0p 300 tesV H$p

D4t ti6u ctru6n ISO 13485: 2016
Thanh phAn gdm: I chai, 13.2 mL: Vi h4t pht
streptavidin 0.72 mgln,l; ch6t bao quan.
I chai, 19.7 mL: Kh6ng th6 don ddng khring T3 (crru)

danh d6u phrlc hgp ruthenium 18 ng/ml; dQm phosphate
100 mmol/L, pH 7.0; ch6t bao quAn.
I chai,19.7 mL: T3 tl6nh dAu biotin 2.4 nglml-; dQm

phosphate 100 mmol,/L, pH 7.0; ch6r bao quin.

Ho{c Ti¤u chuAn Icy thuAt tuong duong

20

T

L



STT TGn h6a chit, sinh phim Don vi
tinh

Quv cdch d6ng
s6i Ti6u chuin ki thu$t S5luqng

478
ThuSc thri x6t nghiQm
FT4 H0p 20c Test/ H$p

iDpt ti¤u ctru6n ISO 13485: 2016irtantr ptrAn gdm:
I chai, 12 mL: Vi h6 phri streptavidin 0.72 mglrrrl-; ch*.

bao quan.
I chai, l8 mL: KhriLng th6 Aa dOng khang T4 (ctru) drinh
d6u phrtc hqp ruthenium 75 nglmL; clQm phosphate 100
mmol/L, pH 7.0; chAt bao quan.
1 chai, l8 mL: T4 ttr{nh d6u biotin 2.5 nglml; ttQm
phosphate 100 mmol,/L, pH7.0; ch6t bao quan.

Ho[c Ti0u chuAn ky ttru$t tuong duong

40

479 Thudc thri xdt nghiQm FT4 H0p 300 TesV HQp

Dat ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm:
I chai, 13.2 mL: Vi h4t phri streptavidin 0.72 mflmL; chit
bao quan.
I chai, 19.7 mL: Khang thA da ddng khrlng T4 (ctru) il6nh

d6u phric hgp ruthenium 75 ng/mL;tlQm phosphate 100
mmol./L, pH 7.0; ch6t bao quan.
I chai,l9.7 mL: T4 ttr{nh dAu biotin 2.5 nglml; ttQm

phosphate 100 mmol/L, pH 7 .0; chAt bao quan.

Ho{c Ti6u cnuan ty ttruflt tuong duong

20

480
Thu5c thri xdt nghiQm
HBeAg H0p 100 Test/ HQp

Dgt ti¤u cnuan ISO 13485: 2016
BQI chai, 6.5 mL: Vi hAt phri Streptavidin 0.72 mglml;
ch6t bao quan.
I chai, 12 mL: Khring th6 don ddng kh6ng HBeAg tlanh

d6u biotin (chuQt) > 0.8 mg/L; tlQm TRIS 50 mmol/L. pH
7.4; chiltbao quan.
I chai,12 mL: KhriLng th6 dqn ddng khang HBeAg (chu00
ttrinh d6u phrlc hqp uthenium 0.3 melL;dQm TRIS 50
mmol/L, pH 7.4;ch6t bao quan.
2 chai. m5i chai 1.0 mL: Huy6t thanh ngudi; ctr6t Uao
qu6n.
2 chai, m6i chai 1.0 mL: HBeAg (8. coli, rDNA) > 3.5

PEI U/mLb) trong <lQm HEPES, pH 7 A; ch6t bao quan.

Hopc Ti¤u chuAn lg thu$t tuong duong

2s0



STT TOn h6a ch{t, sinh phim Don vi
tinh

Quy cich iiling
s6i

Ti6u chuin ki thuft S5luqng

481 Thu5c thrl x6t nghiftn HBeAg H0p 300 TesV HOp

Dat tiCu ctru6n ISO 13485 2016
Thanh phln g6m:
I chai, 12.4 mL: Vi h?t phri streptavidin 0.72 mghnl-; chfit
hao quAn.
I chai, 21.0 mL: Khring th6 don dOng kh6ng HBeAg danh
d6u biotin (chuQt) > 0.8 mgll; dem TRIS 50 mmol/L, pH
'7.4; chitbio quan.
I chai, 14.8 mL: Kh6,ng th6 Oon dOng ttuing HBeAg

(chu$t) tl6nh d6u ph{rc hqp ruthenium > 0.3 mg/L; <IQm

TRIS 50 mmol/L, pH7 chh.b6o quan.
I chai 1.0 mL: Huy5t thanh ngudi; chAt b6o quan.
I chai 1.0 mL: HBeAg (E. coli, rDNA) 2 3.5 IU/mL trong
<lQm HEPESb),pH7.4; chSt bao quan.

Hofu Ti6u ctruAn ty ttru$t ttrong duong

50

482 Thu5c thri x6t nglriQm HBsAg
confirmatory H0p 2x2xlml/ H$p

D4t ti6u chu6n ISO 13485: 2016
Thanh phln g6m:
2 chai, m6i chai 1.0 mL: Kh6ng th6 krang HBs (ngudi) >
200000 IU/L trong huy6t thanh ngudi; ch6t bao quan.
2 chai, m5i chai 1.0 mL: Huy6t thanh ngudi, khdng th6
kh6ng HBs < 3 IIJIL; chAt bao quan.

Ho4c Ti6u chuAn ky thuflt tuong duong

t2

483
Thu6c thri xdt nghiQm
HBsAg H0p 100 TesV H$p

D4t ti6u ctruAn tSO 13485 2016
B$l chai, 6.5 mL: Vi hAt pht streptavidin 0.72 mglmL;
ch6t bao quan.
I chai, 8 mL: Hai knr6,ng th6 don ddng dic hiQu khrlng

HBsAg (chu00 > 0.5 mg/L; tIQm phosphate 100 mmol/L,
pH 7.5; ch6t bao quan.
I chu,7 mL: Khring th6 don ddng khang HBsAg (chuQt),

khang th6 rla ddng khring HBsAg (ctru) il6nh d6u phric
hgp ruthenium > 1.5 mglL; tlQm phosphate 100 mmol/L,
pH 8.0; chSt b6o quan.
2 chai m5i chai 1.3 mL: Huy6t thanh ngudi; ch5t bao quan.
2 chai m5i chai 1.3 mL: HBsAg khoang 0.5 IU/mL trong

huy6t thanh ngudi; ch6t bao quan.

Ho{c Ti¤u chuAn ky thuft tuong rluong

200

I



STT T6n h6a ch6t, sinh phim Don vi
tinh

Qu: cich il6ng
s6i

Ti6u chujln kf thu$t 56luqng

484 Thu5c thri xdt nghiQm HBsAg H0p 300 Test/ HQp

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn g6m:
I chai, I4.l mL;Vih6 phri streptavidin 0.72 mg/ml; chAt
bao quan.
I chai, 15.8 mL: Hai khring thd <ton ddng khring HBsAg
d6nh d6u biotin (chugt) > 0.5 mg/L; dQm phosphate 100
mmoUL, pH7.5; chAt bao quan.
I chai, 13.9 mL: Khrimg th6 eon ddng kh6ng HBsAg
(chuQt), khang th6 da ddng khang HBsAg (cuu) <l6nh d6u
phfc hqp ruthenium > 1.5 mg/L; dQm phosphate 100
mmol./L, pH 8.0; ch6t bao quAn.
I chai 1.3 mL: Huy6t thanh ngs&i; chft bao quan.
I chai 1.3 mL: HBsAg khoang 0.5 IU/mL trong huy6t
thanh ngudi; ch6t bao quan.

Ho{c Ti¤u chudn ki thu$t ffong duong

50

485
Thu6c thri xdt nghiQm
tlinh lugng HBsAg H0p I Test/ HQp

D4t ti6u ctruin tSO 13485: 2016
B$l chai, 6.5 mL: Vi h4t phri streptavidin 0.72 mg/mL;
ch6t bao quan.
I chai. 8 mL: Hai ktrang th6 don ddng tl{c hiQu kh6ng
HBsAg (chu00 > 0.5 mg/L; tlQm phosphate 100 mmol,/L,
pH7.5; chAt bao quan.
I chai. 7 mL: Khiing th6 don ddng khang HBsAg (chuQt).
khr4ng th6 da ddng khang HBsAg (cuu) ttrinh d6u phtc
hqp ruthenium > 1.5 mg[;, tlQm phosphate 100 mmol/L,
pH 8.0; ch6t bao quan.
2 chai m6i chai 1.3 mL: Huy6t thanh ngudi, rl¤m. pH 6.5;
ch6t bao quan.
2 chai m6i chai 1.3 mL: HBsAg khoang 50 IU/mL trong
huy6t thanh ngudi. dQm. pH 6.5; ch6t bao quan.
2 chai m6i chai 36 mL: Huy6t thanh ngudi am tinh vdi
HBsAg vd kh6Lng th6 kh6ng HBs. tIQm, pH 6.5; chAt bao
quan.

Hoqc Ti6u chuAn k! thu$t tuong duong

120



STT TCn h6a ch6t, sinh phim Don vi
tfnh

Quy c{ch il6ng
s6i

Ti6u chuin ki thuit 56 trqmg

486 Thu6c thri x6t nghiQm tlinh luCmg
HBsAg H0p 100 Test/ HQp

Dst ti¤u cnu6n ISO 13485: 2016
Thanh phAn gdm
I chai, 6.4 mL: Vi h4t phri streptavidin 0J2 me/ml-; chit
bao qu6n.
I chai,7.2 mL: Hai khrlng th6 don ddng khri,ng HBsAg
denh d6t biotin (chuQt) > 0.5 mgtL; dQm phosphate 100
mmol,/L, pH7.5; ch& bao qu6n.
I chai.6.3 mL: Khrimg th6 don ddng khting HBsAg
tchu$t), kh6ng th6 da ddng kh6ng HBsAg (ctru) <ilffi d6u
phtc hgp ruthenium > 1.5 mglL; dQrn phosphate 100
mmol,il, pH 8.0; chAt bao quAn.
M6u chu6n am tinh 1,2 chai, m5i chai 1.3 mL: Huy&
thanh ngu&i, <lgm, pH 6.5; chAt bio qu6n.
M6u chu6n duong tinh 2,2 chai,m6i chai 1.3 mL: HBsAg
khoang 50 IU/mL trong huy6t thanh ngu&i, tlQm, pH 6.5;
c,h6t bAo qu6rn..

Hofu Ti¤u chuAn ki thuflt nrong duong

50

487
Thu6c thri x6t nghiQm
HCG. bCtA-HCG

H0p 100 Test/ HQp

D4t ti¤u ctruAn ISO 13485: 2016
Ihanh phAn gdm: I chai.6.5 mL: Vi h?t phri Streptavidin
(1.72 mg/mL; ch6t bao quan.
I chai, 9 mL: Kh6ng th6 don dOng khr6,ng hCG rlanh d6u

biotin (chuQt) 2.6 mglL; <lQm phosphate 40 mmol./L, pH
,4,.'.)t cnat Dao quan.

I chai, l0 mL: Khang th6 don ddng khring hCG (chuQg
danh d6u phrlc hqp ruthenium 4.6 mglL; <lpm phosphate
40 mmol,/L. pH 6.5; chft b6o quan.

Hofu Ti¤u ctru6n ky thuft tuong rluong

30

488 Thu6c thrl x6t nghiQm HCG+beta H0p 300 TesV HQp

D4t ti¤u ctru6n ISO 13485:2016
Thdnh phAn gdm: I chai, 13.2 mL: Vi het pht
streptavidin 0.72 mglmL; ch6t bAo quan.
I chai, 19.7 mL: Khang the don ddng khang hCG il6nh

d6u biotin (chuQt) 2.6 mglL <lQm phosphate 40 mmol/L.
pH 7.5; ch& bao quan.
I chai, 21.0 mL: Khang th6 don dOng khang hCG (chuQr)

d6nh d6u phtc hqp ruthenium 4.6 mglL; rlQm phosphate
40 mmol./L. pH 6.5; chAt bao quan.

Ho{c Ti¤u ctruAn kg thuAt tuong duqng

20



sm TGn h6a chdt, sinh phim Don vi
tinh

Quy cich il6ng
e6i Ti6u chuin kf thuit S5Iugng

489 Thu5c thri xdt nghiQm hGH H0p TesV H$pI

Dat ti6u chu6n ISO 13485: 2016
Thanh phln gdm:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mlrn ; chilr.

bao quin.
I chai, 8 mL: Khang th6 aon OOng kh6ng hGH rilinh d6u

biotin (chuQt) l.l mglL; dQm phosphate 100 mmol/L, pH
,t,,

I Ji cnal Dao quan.
I chai, 8 mL: Khring th6 da ddng khrflng hGH (cuu) <l6nh
d6u phtc hgp ruthenium 2.4 mglL; dQm phosphate 100
mmol{L, pH7.2; chAt bao quan.

Ho{c Ti¤u chuAn ky thuSt ruong duong

3

H0p I*lTest/ H0p

yftl ttwu vtluqt lov I JtoJ

BQI chai, 6.5 mL: Vi het phi streptavidin 0.72 mglmL;
chAt bao quan.
- MES itQm 50 mmol/L, pH 5.5; 1.5 %o Nonidet P40; ch6t

bao quan (nip triing), I chai, 4 mL.
- Anti-HIV p24-AH,khang nguy6n tei t6 hqp il& hiQu
HIY-l/2 (E. coli)-, peptide tt& hi¤u HIV-l/2-biotin (nip
xdm), I chai, 7 mL: Khring th6 tton ddng khrlng p24 d6nh
dAu biotin (chu$t), khrfurg nguy¤n tei t6 hqp tlic hi¤u
HIY-ll2 tlinh d6u biotin (E. coli), peptide tlic hiQu
Hly-ll2 <I6nh dAu biotin > 1.3 mglL; <lQm TRIS 50
mmol./L, pH 7.5; ch6t bao quan.
- Anti-HIV p24-Ab-, khring nguy¤n t6i t6, hqp tlic hiQu
HIY-ll2 (E. coli)-. peptide it& hiQu HIV-l/2-Ru(bpy)
(n8p den), I chai,7 mL: Kh6ng thili don ddng khang p24
(chu00" khring nguydn t6i t6 hqp <ttrc hiQu Hly-112.
peptide ttic hiQu Hly-ll2 danh dAu phtic hqp ruthenium >
1.5 melL; tl¤m TRIS 50 mmol./L. pH 7.5: ch6t bao quan.
2 chai d6 pha m5i chai 1.0 mL: Huy6t thanh ngudi, khdng
phdn ung vOi kh6ng th6 kh6ng HIV-I vd khang th¤ kh6ng
HIV-2.
.2 chai tIA pha m6i chai I .0 mL: Huy6t thanh ngudi duong
tinh vdi khring th6 khang HIV-l (bAt hoA| trong huy6t
thanh ngudi am tinh vdi khang th6 kh6ng HIV-l vd khang
the kh6ng HIV-2.

,20490
Thu6c thri xdt nehiQm
khring nguy¤n vi khting
th6Hrv

i



STT TGn h6e chiflt, sinh phiim Don vi
tinh

Quy crich il6ng
g6i Ti0u chuin ky thu$t S5lugng

491
Thu6c tht x6t nghiQm khrlng
nguy¤n vn khring th6 khring HIV H0p 300 TesV HOp

Thdnh phAn gdm:
I chai, 14.l mL: Vi fut pht streptavidin 0.72 mglmL; chit
bao quan.
I chai, 14.8 mL: Kh6ng ttr6 Oon ddng kh6ng HIV p24

(chuQt) denh d6u biotin kho6ng 0.75 mglL; <lQm MESb)
50 mmol./L, pH 6.5; ch5t b6o quan.
I chai, 14.8 mL: Kh6ng th6 don ddng kh6ng p24 (chuQt)

dAnh d6u phrlc hqp ruthenium kho6ng 0.75 mg/L; tIQm
MES 50 mmol/L, pH 6.5; chAt bAo quan.
b) MES :2-morpholino-ethane sulfonic acid
I chai pha 1.0 mL: Huy6t thanh ngu&i, kh6ng phAn rmg

voi khri,ng th6 kha.ng HIV-l vd khring th6 kh6ng HIV-2.
I chai pha 1.0 mL: Khri.ng nguy6n HIV p24 (E. coli,
rDNA) trong huy6t thanh ngudi, kh6ng phan (mg vdi
khring th6 khang HIV-l vn kn6ng thA khing HIV-2.
I chai, l4.l mL: Vi h4t pht streptavidin 0J2 m{mL; chilt
bao qu6n.
I chai, 14.8 mL: Kh6,ng nguy¤n tai t6 trqp tl{c hiOu

HIY-ll2 (E. coli) il6nh d6u biotin vd peptide t6ng hqp <l{c
hiQu HIV-I/2 tl6nh dAu biotin khoang 0.63 mg/L; <tQm
TESc) 40 mmol,/L, pH7.3; ch6t b6o quan.
I chai, 14.8 mL: Kh6ng nguy¤n tdi t6 hqp dAc hieu

HIv-l/2 (E. coli) vir peptide t6ng hqp tltc hi¤u HIY-L/2
drinh dAu phirc hgp ruthenium khodng 1.22 mglL; dQm
TES 40 mmol,/L, pH7.3; chAt bao quan.

l0

492
Thu5c thri xdt nghiQm
khring th6 kh6ng HSV
(Herpes Simplex)

H0p 100 TesV H$p

Dpt ti¤u ctru6n tSO 13485: 2016* I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 m{mL;
chAt bao qu6n.
* I chai. 9 mL: Khang nguyCn <l{c hiQu HSV-I <l6nh d6u

biotin (trii t6 hqp, E. coli), > l50 pglL,rlQm MESb) 50
mmoVL, pH 6.5; chAt bio quan.
* I chai. 9 mL: Kh6ng nguy¤n d{c hi¤u HSV-I (t6i t6
hqp.E.coli) drinh d6u phirc hgp ruthenium > 150 ltglL;
dQm MES 50 mmol/L, pH 6.5; ch6t b6o quan.* 2 chai (<l6ng ldrd) <t6 pha m5i chai 1.0 mL: Huy6t thanh
nguli, kh6ng phan ung vdi HSV-I IgG; chSt bAo quan.
* 2 chai (tl6ng Lh6) tt6 pha m6i chai 1.0 mL: Huy6t thanh

ngudi, phan img vdi HSV-I IgG; ch6t bao quan.

Ho[c Ti6u chuAn ry thu{t tuong duong

l0



srT TGn htia ch{t, sinh ph6m Don vi
tfnh

art crich il6ng
s6i Ti6u chuin kf thuft S5lngng

493 Thu5c thrl xdt nChiern HSV-I IgG H0p l0( TesV HQp

Dat ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m:
* I chai, 6.4 mL: Vi hAt phri streptavidin 0.72 mglmL;

ch6t bao quan.r I chai, 9.5 mL: Khri.ng nguy¤n tlic hiQu HSV-I danh
d6u biotin (t6i t6,hqp, E. coli) > 150 pell-; ttQm MESb) 50
mmol/L, pH 6.5; chfu bAo quan.
* I chai, 9.5 mL: Khrimg nguy¤n rlac hiQu ffSV-t ltai t6,

hqp, E. coli) ttrinh d6u phirc hqrp ruthenium > 150 ltglL;
ttQm MES 50 mmol/L, pH 6.5; ch6t b6o quan.
* 2 chai, m6i chai pha 1.0 mL: Huy6t thanh nguoi, kh6ng

ph6n ung v6i HSV-l IgG; ch6t bao quan.
* 2 chai, m5i chai pha 1.0 mL: Huy6t rhanh ngudi, phan

(mg vdi HSV-I IgG; ch6t bao quan.

Ho{c Ti¤u ctruAn ty tluflr tucmg duong

5

494
Thu6c thri x6t nghiQm
khang thA khring HSV
(Herpes Simplex)

H0p H0p

D4t ti¤u ctru6n tSO 13485: 2016* I chai, 6.5 mL: Vi h?t pht Streptavidin 0.72 mg/rnl-;
ch6t bao quan.
* I chai, 9 mL: Khring nguy¤n tlic hiQu HSV-2 tlinh dAu

biotin (t6i td hqp. E. coli), > 150 pgll-, <lgm MESb) 50
mmol/L, pH 6.5; ch6t bao quan.* I chai, 9 mL: Khang nguyOn tl{c hiQu USV-Z ltai t6
hqp, E. coli) <tanh dAu phrlc hgp ruthenium > 150 pe/L;
dem MES 50 mmol/L, pH 6.5; ch6t bao quan.
+ 2 chai (t!6ng kh6) tt6 pha m6i chai 1.0 mL: Huy6t thanh

ngudi, kh6ng phan tmg vdi HSV-2 IgG; ch6t bao quan.
* 2 chai (<l6ng kh6) d6 pha m5i chai 1.0 mL: Huy6t thanh

ngudi, phan img vdi HSV-2 IgG; ch6Lt bao quan.

Ho{c Ti0u chuAn $ thuat tuong duong

l2

I
I



STT TGn h6a chdt, sinh phim Don vi
tinh

Quy c{ch il6ng
s6i

Ti6u chuin ki thu$t S5lugng

495 Thu6c thri xdt nChiem HSV-2 IgG H0p 100 TesV HQp

Dnt ti¤u ctru6n ISO 13485: 2016
Thanh phAn gdm:
* I chai,6.4 mL: Vi hpt phri streptavidin 0.72m/mL;

chAt bao qudn.
* I chai, 9.5 mL: Khring nguydn tl6c hi¤u HSV-2 d6nh

d6u biotin (t6i t6 hqp, E. coli) > l501tglL;<lQm MESb) 50
mmol/L, pH 6.5; ch5t bAo quan.* I chai, 9.5 mL: Khrimg nguy¤n ttic higu HSV-2 (t6i t6
hqp, E.coli) tt6nh dAu phrtc hqp ruthenium > 150 yelLt
tlQm MES 50 mmoVl, pH 6.5; chAt b6o quan.
* 2 chai, m6i chai pha 1.0 mL: Huy6t thanh ngu&i, kh6ng

phan rmg v6i HSV-2 IgG; ch6t bao quan.
* 2 chai, m6i chai pha 1.0 mL: Huy6t thanh ngu&i, phan

img voi HSV-2 IgG; ch& bao quan.

Ho{c Ti6u ctruAn tcy thu$t tuong duollg

5

496 Thu6c thrl x6t nghifin
IeE H0p 100 Tesv H$p

Dpt ti6u ctruAn tSO 13485: 2016
Thanh phln gdm:
1 chai, 6.5 mL: Vi hat phri Streptavidin 0.72 mghnl; chilt

bao quan.
I chai, l0 mL: Khring th6 don dOng kh6ng IgE <ilinh d6u
biotin (chuQt) 2.5 mgtL, <IQm phosphate 85 mmol,/L. pH
6.5; ch6t bio qu6n.
I chai, l0 mL: Khri,ng th6 don dOng ttrdng IgE (chu00
ilr{nh d6u phrlc hqp ruthenium 5.5 melL;dQm phosphate
85 mmol./L, pH 6.5; chAt bAo quin.

Ho{c Ti6u chuAn ty tluft ruong tluong

30

497 Thu6c thri x¤t nghigm IgE H0p 100 Test,' HQp

Dpt ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm:
M: Vi h4t phri streptavidin. I chai, 6.4 mL: Vi h4t phri
streptavidin 0.72 mglmL; ch6t bao quan.
I chai, 9.9 mL: Khring ttr,3 don ddng khrimg IgE <trinh d6u
biotin (chugt) 2.5 mg/L. tlpm phosphate 85 mmol/L. pH
6.5; chAt bao quin.
I chai, 9.9 mL: Kh6ng tn6 don ddng kh6ng IgE (chuQt)
d6nh d6u phrtc hqp ruthenium 5.5 mgll-:dQm phosphate
85 mmol/L. pH 6.5; chdt bio quin.

Ho{c Ti¤u chuiin ky thuflt tuong duong

l0

I



STT TGn h6a chlt, sinh phlm Dcn vi
tinh

Qu: 'cich d6ng
e6i Ti6u chujln kf thu{t S5 tuqng

498 Thu6c thri xet nghipm
IL-6 (Interleukin-6) H0p l0( Test/ HQp

D4t ti¤u ctru6n tSO 13485:2016
I chai, 6.5 mL:Vi hat phri streptavidin 0.72 mg/ml; chAr
bao quan.Rl Anti-Il-6-biotin (n6p x6m), I chai,9 mL:
Khdng th6 don ddng khring IL-6 (chu$t) 0.9 pglml-; <lQm
phosphater 95 mmol/L, pH7.3; ctrAt tao quin. , I chai, 9
mL: Khiing th6 don ddng khr[ng IL-6 (chuQt) il6nh dAu
phfc hqp ruthenium 1.5 pglml-; il$rn phosphate 95
mmol/L, pH7.3; chSt bao quan

Ho{c Ti6u chu6n ty thu6t tuong duong

65

499
Thu6c thri x¤t nghiQm IL-6
(Interleukin-6) H0p 100 TesV H$p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm: I chai, 5.8 mL: Vi h4t phri streptavidin
0.72 melntL; chAt bao quan.
I chai, 9.9 mL: Khring thA Oon dOng khdng IL-6 <linh d6u

biotin (chu$t) 0.9 pelnl-; dQm phosphate 95 mmoVl, pH
7.3; chitbio quan. I chai,7.6 mL: Khring th6 don ddng
khri.ng IL-6 (chuQt) <l6nh d6u phric hqp rutheniuml.5
pdmL; itQm phosphate 95 mmol/L, pH 7.3; ch6t b6o quan

Ho{c Ti¤u ctruAn t1 ttru6t tuorg duong

l0

500 Thu6c thri xdt nghiQm Insulin H0p 100 TesV HQp

D4t ti¤u ctruin tSO 13485: 2016
Thanh phAn g6m:
I chai, 6.5 mL: Vi hat pht Streptavidin 0.72 m/ntL; chlt

bao quan.
I chai, 10 mL: Khring th6 don ddng khring insulin <linh

d6u biotin (chuQt) I ^e/L; <lpm MESb) 50 mmol/L, pH
6.0; chAt bao quan.
I chai. l0 mL: Khri,ng th6 don dOng khring insulin (chu00

d6nh d6u phrlc hqp ruthenium 1.75 melL; <tQm MES 50
mmol/L. pH 6.0; ctr6t Uao
quan.

Ho{c Ti¤u chuAn ky thu{t tuong duong

l0

I
I

I



STT TGn h6a ch{t, sinh phim Don vi
tinh

Quy cich iiling
s6i

Ti6u chujln ki thuit SS lugmg

501 Thu6c thri x6t nghi¤m LH H0p 100 Test/ H$p

D4t ti6u ctruAn ISO 13485: 2016
Thdnh phAn g6m: I chai,6.5 mL: Vi hat phri Streptavidin
012 mglnL; chAt b6o qu6n.
I chai, l0 mL: Kh6ng the don ddng kh6ng LH tlanh dAu

hiotin (chuQt) 2.0 mglL; tlQm TRIS 50 mmoUL, pH 8.0;
ch6t bao quan.
I chai, l0 mL: Khrl,ng th6 Oon AOng kt6ng LH (chuQt)
ddnh dAu ph0c hqp ruthenium 0.3 mglL;dem TRIS 50
mmol/L, pH 8.0: ch6t bao
qua,n,
Ho{c Ti¤u ctruAn tcy ttru6 tuong duolg

8

502 Thu6c thrl xdt nghiQm NSE H0p 100 TesV HQp

D4t ti6u chuAn tSO 13485: 2016
Thanh phln g6m:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mflmL; chilt

bao quin.
I chai, l0 mL: Kh6ng th6 don dOng l8E5 kndng NSE
tllnh dAu biotin (chuQt) 1.0 mg/L; rIQm phosphate 50
mmol,/L, pH7.2; chAt b6o quan.
I chai, l0 mL: Kh6ng th6 don ddng 84810 kh6ngNSE

(chuQt) ttdnh dAu phrlc hqp ruthenium 1.0 mg/L; <lQm
phosphate 50 mmol/L, pH 7.2; ch6t bao quan
HoNc Ti¤u chuAn k! thuflt tuoxg duong

l0

503

H6a chAt dinh luqng
protein A huy6t tuong
li¤n quan d6n thai k)
(PAPP-A)

H0p 100 TesV HQp

D4t ti¤u ctruAn ISO 134852016
Thanh phAn gdm: I chai, 6.5 mL: Vi fut phri srreptavidin
0.72 mglmL; chfu bao quan.
I chai, 9 mL: Khrlmg th6 dor aOng khrturg PAPP-A

tchuQt) <lffi dAu biotin 2.0 mg/L; dQm TRIS 50 mmol./L,
pH 7.0; ch6t b6o qudn.
I chai,9 mL: Khring th6 don ddng khrlng PAPP-A

tchuQt) tl6nh d6u phrlc hqp ruthenium 1.0 mg/L; <tQm
phosphate 50 mmol,/L, pH7.4; chfu.
bao quan.
Ho{c Ti¤u chu6n ky thuflt tuqng duc,ng

5



STT TGn h6a chdt, sinh pnim Don vi
tinh

Qu: 'cich ifting
s6i Ti6u chuin kf thu{t S5Iugng

504 Thu6c thri xdt nghiQm PAPP-A H0p l0( Test/ HQp

DE ti¤u cnu6n tSO 13485: 2016
Thanh phan gdm: I chai, 5.8 mL: Vi h4t phri streptavidin
0.72 mg/rnl-; ch6t bAo quan.
I chai, 9.9 mL: KhAng th6 don AOng ktu6,ng PAPP-A

thnh dAu biotin (chu$t) 2.0 melL<tQm TRIS 50 mmol/L,
pH 7.0; ch6t bao quan.
I chai, 10.3 mL: Kh6ng th6 don dOng kh6ng PAPP-A

(chu$D <t6nh d6u phtlc hqp ruthenium 1.0 mg/L; ilQm
phosphate 50 mmol/L, pH7.4; chfu b6o quin.

Hofc Ti¤u ctruAn tcy thuflt tuong rluong

8

505
Thu6c thri xdt nghiQm
PIVKA-II H0p 100 TesV HQp

D4t ti6u ctruAn ISO 13485: 2016
Thanh phln gdm:
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mlmL; chilt

bao quan.
I chai, 10.0 mL: Khri,ng th6 don ddng khrlng PMA-II

<lrinh d6u biotin (thd) 1.2 mglL; dQrn phosphate 40
mmol/L, pH 6.5; chAt bao qu6n.
I chai. 10.0 mL: Khang th6 don ddng khring PMA-II
(th6) dAnh d6u phric hgp ruthenium 2.0 mg/L; dQm
phosphate 40 mmoVl, pH 6.5; ch6t bao quan

Ho{c Ti¤u ctruAn ry thugt fiorrg duong

60

506 Thu6c thtl x6t nghiQm PMA-II H0p

Dpt ti6u chu6n tSO 13485: 2016
Thanh phAn gdm:
I chai, 12.4 mL: Vi hat phri Streptavidin 0.72 mglmL; chilt
bao quan.
I chai,l9.7 mL: Kh6ng th6 don ddng kh6ng PMA-II

<I6nh dAu biotin (th6) 1.2 mglL; dQm phosphate 40
mmol/L, pH 6.5; ch6t bao quan.
I chai, 19.7 mL: Khring th6 dsn ddng khang PMA-II

(h6) <l6nh d6u phrlc hqp ruthenium 2.0 melL; dem
phosphate 40 mmol/L, pH 6.5; chAt bao quan

Hofu Ti6u chuAn ky thuat tuong duong

20300 Test/ HQp

I

I
I



STT TOn h6a chit, sinh phAm Dern vi
tinh

Quy cich il6ng
s6i

Ti6u chuin ky thu$t S5lugng

507 Thu5c thti xdt nghiQm NT-proBNP H0p 100 TesV HQp

D3t ti¤u ctru6n ISO 13485: 2016
Thanh phln g6m: I chai, 6.5 mL:Vi hgt phri Streptavidin
0.72 mglntL; chdt bio qu6n.
I chai, 9 mL: Kh6ng th6 don ddng kh6ng NT-proBNP

d6nh d6u biotin (chuQt) l.l p,!rn-; dQrn phosphate 40
mmoUL, pH 5.8; chAt b6o qu6n.
I chai, 9 ml:I(h6ng th6 don ddng ktrang NT-proBNP

(cuu) <l6nh d6u phtcm hqp ruthenium Ll pdml; tl6m
phosphate 40 mmol/L, pH 5.E;
ch6r bio qu6n.

Ho{c Ti¤u chudn ky thuQr tuong duong

100

508 Thu5c thrl xdt nghi$m NT-proBNP H0p 300 Test/ H$p

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phln g6m: I chai, l2.4ml-: Vi h?t phri
Streptavidin 0.72 mflnL; chdt bao qu6n.

I chai, 21.0 mL: Kh6ng th6 Con dOng kh6ng NT-proBNP
denh d6u biotin (chugt) l.l 1rg/nrL;dgm phosphate 40
mmol/L, pH 5.8; chAt bao qu6n.
I chai, 19.7 mL: Kh6ng th6 dor dOng kh6ng NT-proBNP
tcuu) tl6nh d6u phrtc hqp ruthenium l.l pglml; rlQm
phosphate 40 mmol./L, pH 5.8; ch6t bio quin.

Ho{c Ti6u chuAn ky thuQr tuong <Iuong

20

509 Thu5c thrl x6t nghiQm Progesterone H0p 100 TesV H$p

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn gdm: I chai, 6.5 mL: Vi h4r phti Streptavidin
0.72 mglmL; ch6t b6o qu6n.
I chai, l0 mL: Khang th6 tlon ddng khdng progesrerone
danh dAu biotin (t6i t6
hqp, cuu) 30 nglml; tlQm phosphate 25 mmol,/L, pH 7.0;

chit bao quan.
I chai, 9 ml:Progesterone (c6 ngudn g6c thyc v6t) k6t

hgp v6i mQt peptide t6ng hqp tilinh d6u phrlc hqp
ruthenium, 2nglmL; <lQm phosphate 25 mmol./L, pH 7.0;
chAt bao quin.

Ho{c Ti6u chu6n S thu{r ruong <tuong

8



STT T6n h6a ch6t, sinh phlm Dern vi
tinh

Qul c6ch d6ng
s6i Ti6u chuin kf thu$t s5 nlgng

510 Thu6c thri xdt nghiQrn PToGRP H0p 100 TesV HQp

Dgt ti6u chudn ISO 13485: 2016
Thanh phAn gdm: B0 thu6c thri dugc drin nh6n ProGRP.
I chai, 6.5 mL: Vi h4t phrl Streptavidin 0.72 mflmL; chk

bao quan.
I chai,9 mL: Khring th6 don ddng kh6ng PToGRP drinh

d6u biotin (chuQQ 3.5 mglL; <lQm phosphate 40 mmoVl,
pH 7.0; ch6t bao quan.
I chai, 9 mL: Khring thA don ddng khang PToGRP (chugt)
d6nh diu phtlc hqp ruthenium 2.0 mg/L; tlQm phosphate
40 mmol,/L, pH 7.0; ch6t bao qu6n

Ho{c Ti6u chu6n tcy ttrugt tuoxg duong

4

5ll Thu5c tht xdt nghiQm Prolactin H0p 100 TesV H$p

D4t ti6u ctruAn tSO 13485: 2016
Thu5c thrl xdt nghiQm Prolactin

Ho{c Ti¤u chuAn ty thuSt tuong duong

8

512 Thu6c thri x6t nghiQm Prolactin H0p 300 rlest/ HQp

D4t ti6u chuAn ISO 13485: 2016
Thanhphangdm: lchai, l2.4ml-: Vi het phri
streptavidin 0.72 mglmL; ch6t b6o quan. Rl Anti-
prolactin-Ab-biotin, I chai, 2l.0mL: Khring th6 don
ddng khdng prolactin <Llnh d6u biotin (chuQt) 0.7
mg/L, tlQm phosphate 50 mmol,/L, pH 7.0; ch6t bao
quan. R2 Anti-prolactin-Ab-Ru(bpy) , I chai, 21.0 mL:
Khring th6 <Ion ddng khrimg prolactin (chugt) tl{nh
d6u phrlc hgp ruthenium 0.35 mg/L; ttQm phosphate 50
mmol/L, pH 7.0; chAt bao quan

Ho{c Ti6u chu6n ky thu$t ruong tluong

l0

I
I

I
I



STT TGn h6a chit, sinh phim Don vi
tinh

Quy c{ch il6ng
s6i

Ti6u chuin kt thu6t 56lugng

513
Thu5c thu xet nghiQm
ttr6ng th6 khriLng Rubella

H0p 100 TesV HOp

D4t ti¤u ctruAn ISO 13485:2016* I chai, 6.5 mL: Vi het phri Streptavidin 0.72 m/nl-;
chAt b6o qu6n.* I chai, l0 mL: Khri,ngthe don ddng kh6ng IgG ngudi
denh d6u biotin (chu$t), hAt tuong tU Rubella (RLP), <Iem
phosphate, pH 6.8; chAt bao qu6n.
* I chai, l0 mL: PhAn ttoqn kh6ng th6 don dOng kh6ng

Rubella drinh d6u ruthenium, El t6i t6 trqp a:[nh aAu
biotin, El tlii t6 hqp <l6nh dAu ruthenium, <lQm phosphate,
pH 6.8; ch6t bao qufui.
*2 chai,m5i ctrai 1.0 mL: Uuy6t ttrantr ngu&i, kh6ng phan

img vdi kh6ng th6 IgG kn6ng Rubella; ch6t b6o qu6n.
* 2 chai, m6i chai 1.0 mL: Kh6ng th6IgG khdng Rubella

khoang 400 IU/mL trong huy6t thanh ngu&i; chAt bao
quan.

Ho{c Ti6u chuAn ki ttrudr tuong duong

l0

514 Thu5c thu xdt nghiQm Rubella IgG H0p 300 TesV HOp

D4t ti6u ctruAn ISO 13485:2016
* I chai, l4.l mL: Vi hat phi streptavidin 0.72melmL;

ch6t b6o quan.
* I chai, 19.7 mL; Kh6ng th6 don ddng khri,ng IgG nguli

<ilturh d6u biotin (chuot); hat tuong tg Rubella GrP), dem
phosphate, pH 6.8; ch6t bao quin.* I chai, 19.7 mL: Phfln tlo4n khr{mg th6 don ddng khring
Rubella <l6nh dAu ruthenium; El t6i t6 hqp d6nh dAu
biotin; El t6i t6 hqp d6nh dAu ruthenium, dQm phosphate,
pH 6.8: ch6t bao quan.
* MAuchu6nemtinh l, I chai l.0mL:Huy&thanh
nguli, kh6ng phan irng vdi khring th6 IgG khrimg Rubell4
ch6t bao quan.
* MAu chu6n duong tinh 2, I chai 1.0 mL: Kh6ng th6

IgG kh6ng Rubella kho6ng 400 IU/mL trong huy6t thanh
ngu&i; chAt bao qu6n.

Ho{c Ti6u chuAn ky thuAt tuong duong

5



STT TOn h6e chift, sinh ph6m Don vi
tinh

Qul,c{cb d6ng
e6i TiSu chuiin ki thu$t S5lugng

515
Thu6c tht xdt nghiQm
kh6ng th6 khrimg Rubella H0p 1 Test/ H$p

Dgt ti0u ctrudn tSO 13485:2016* I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mghnl-;
chAt bao quan.
* I chai, l0 mL: Khang tn6 Con ddng khdng IgM ngutri

d6nh d6u biotin (chuQt) > 500 nglml, c6c h4t tuong tU
Rubella (RLP) khoang 0.1 U/mL; dQrn natri phosphate pH

.1. "t, li cnat Dao quaur.
* I chai, l0 mL: Khang th6 kh6ne Rubella d6nh d6u phtc

hqp ruthenium > 400 nglml; tlQm natri phosphate pH7.1;
ch6t bao quan.
*2 chai, m6i chai 1.0 mL: Huy6t thanh ngudi, kh6ng phan

img vdi khang th6 IgM khring Rubella; chAt bao quan.* 2 chai, m5i chai 1.0 mL: Kh6ng th6 IgM khang Rubella
khoang 700 U/mL (ilon vi Roche) trong dQm; ctr6t Uao
quan.

Ho{c Ti6u chuAn ky thuflt ruong <luong

l0

516 Thu6c thri xdt nghiQm Rubella IgM H0p H0p

E4t ti¤u chuAn ISO 13485: 2016
Thanh phAn gdm:
* I chai, 12.4 mLr, Vi hAt phri streptavidin 0.72 mglmL;

ch6t bao qu6n.
+ I chai, 2l .0 mL: Khring th6 tton ddng khrlng IgM ngudi
tlinh d6u biotin (chuQt) > 500 pgll, cric hpt tuong qr
Rubella (RLP) khoing 0.1 U/mL; dQm natri phosphate pH

,4,.l, li cnil bao quuul.
* I chai, 2l .0 mL: Khring th6 khring Rubella <lanh dAu
phfc hqp ruthenium > 400 nglmL; dQm natri phosphate
pH 7.7; chAt bao quan.

* MAu chu6n am tinh l. I chai 1.0 mL: Huy6t thanh
ngudi. kh6ng phan tmg v6i khang th6 IeM kh6ng Rubella;
ch6t bao quan.
* M6u chuAn duong tinh 2, I chai 1.0 mL: Khang thA
IgM kh6ng Rubella khoang 700 U/mL (don vi Roche)
trong ttQm; chAt bao quan.

Ho{c Ti¤u chuAn ky thuAt tuong dumg

5

a

I

I



STT TGn h6a chdt, sinh phAm Dcn vi
tinh

Quy cich tiling
s6i

Ti6u chu6n ki thuft SS lugng

517
Thu6c thrl xdt nghiQm
SCC

H0p 100 TesV HQp

D6t ti¤u ctru6n ISO 13485: 2016
Thanh phln gdm: BQ thu6c thrl dugc d6n nhan SCC.
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 iglmL; ch6t

bao quan.
I chai, 9 mL: Kh6ng th6 don dOng kh6ng SCC <l6nh d6u
biotin (chuSt) 0.9 mglL; tlQm phosphate 40 mmol./L, pH
7.5; chSt b6o quAn.
I chai, l0 mL: Khring tfr6 Con ddng kh6ng SCC (chu$t)
danh d6u phrlc hqp ruthenium 1.6 mgtL;tlQm phosphate
40 mmol,/L, pH7.5; ch6t b6o qu6n

Ho{c Ti¤u chu6n ky thuflt tuong <luong

30

Thu6c thir xdt nghiQm SCC H0p 100 Test/ H$p

Dgt ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm: H$p cobas e pack dugc den nhan SCC.
I chai, 6.1 mL: Vi hgt phti streptavidin 0.72 mflmL; chfit
bao qufui.
I chai, 9.5 mL: Kh6ng th6 don ddng kh6ng SCC tt6nh dAu
biotin (chu$t) 0.9 mglL; tlQm phosphate 40 mmol/L, pH
7.5; ch6t bio quin.
I chai, 10.3 mL: I(hang th6 don dOng khring SCC (chu00

d6nh d6u phrlc hgp ruthenium 1.6 mglL; dQm phosphate
40 mmol/L, pH 7.5; ch& bAo quan

Ho{c Ti¤u chuAn ky thugt tuong duong

20

519 Thu6c thrl x6t nghiQrn Syphilis H0p 300 TesU H$p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm:
* I chai, l4.l mL: Vi h3t phri streptavidin 0.72 mglmL;

ch6t bto quan.
* I chai, 19.7 mL Khang nguy6n tai t6 hqp dic hi¤u TP

d6nh dAu biotin (E. coli) 0.7 mg/L; ttQm MESb) 50
mmol/L, pH 6.5; ch6t bao quan.* I chai. 19.7 mL: Kh6ng nguy¤n t6i t6 hqp d& hiQu TP
denh dAu phtc hgp ruthenium 0.7 mgtL,dem MES 50
mmol/L, pH 6.5; ch6t bao quan.
* I chai pha 1.0 mL: Huy6t thanh ngudi, kh6ng phan ung

vdi khdng th6 khring TP; chit bao quan.
+ I chai pha 1.0 mL: Huy6t thanh ngudi, phan img vdi

kh6ng th6 khang TP; ch6r bao quan.

Ho{c Ti6u chu6n ty thu4t tuong <luong

l0

5r8



STT TGn h6a chdt, sinh phlm Don vi
tinh

Quy c6ch d6ng
Srii

Ti6u chu6n kf thugt sd luqng

520 Thu6c thri x6t nghiQm T3 H0p Test/ H$p200

,D?t deu oluAn tSO 13485 2016
Thanh phan g6m:
Vi hat pht streptavidin 032 mdnn ; ch& bao quan.
I chai. l6 mL: Khring th6 da ddng khring T3 (crru) ctlnh
dAu phrlc hgp ruthenium 75 ngln'L;ANS 0.8 mdml;
dQm phosphate 100 mmol/L , pH 7.4; ch6t b6o quin.
I chai, 16 mL: T3 <tffi dAu biotin 3 ndrrL;ANS 0.8

mg/rnl-; tlQm phosphate 100 mmol/L , pH 7 .4; ctr6r Uao
quan.

Ho& Ti6u ctruAn k1 thuft tuong duong

t2

521 Thu6c thti xdt nghiQm T3 H0p 300 'est/ H0p

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm:
I chai. 12.4 mL: Vi h3t phi streptavidin 0.72 mglnt ;

ch6t bAo quan.
I chai, 18.8 mL: Khriing th6 ea ddng knang T3 (ctru) tt6nh
dAu phrlc hgrp ruthenium T5 rglmL; ANS 0.8 mg/ml; tlQrn
phosphate 100 mmol/L, pH7.4; ch5t bao quan.
I chai, 18.8 mL: T3 d6nh dAu biotin 3 nglmL;ANS 0.8

mg/ml; dQrn phosphate I 00 mmol,/L, pH 7 .4; ch6t bao
quan.

Ho{c Ti¤u chuAn ky thuflr tuong duolg

r0

522 Thu5c thri xdt nghiQm T4 H0p zoo 

f*,rnon

D4t ti¤u ctruAn tSO 13485:2016
Thanh phAn g6m:
I chai, l2 mL: Vi h?t phri streptavidin 0.72 mflmL; chit

bao quan.
I chai, l8 mL: Khang th6 da ddng khring T4 (cuu) tt6nh

dAu phric hqp ruthenium 100 nglml; ANS I mg/ml; dQm
phosphate 100 mmol/L, pH7.4: ch6t bao quan.
I chai. 18 mL: T4 danh d6u biotin 20 ng/mll tlQm
phosphate 100 mmol/L, pH 7 .4; ch6t bao quan.

Ho{c Ti6u chuAn ky thuflt tuong tluong

t2

I
I

I



STT TGn h6a chit, sinh phllm Don vi
tinh

Quy cich i!6ng
c6i

Ti6u chuAn ki thu$t S5 tuyng

523 Thu6c tht xet nehiern T4 H0p 300 Test/ H$p

Dfl ti¤u ctruAn ISO 13485: 2016
Thanh phan gdm:
I chai, 19.7 mL: KhriLng th6 da ddng khrlng T4 (ctru) tlinh

d6u phrlc hgp ruthenium 100 nglml; ANS I mdml; tl$m
phosphate 100 mmol/L, pH 7 .4; chAt bao quan.
I chai, 19.7 mL: T4 <Idnh dAu biotin 20 ng/ml; tl¤m
phosphate 100 mmoVl, pH 7 .4; ch6t bao qu6n.

Ho& Ti6u chu6n ky thufi ruong tluong

5

524
Thu6c thrl xdt nghiQm Testosterone
G2

H0p 100 tesV HOp

D4t ti6u ctru6n ISO 13485:2016
Thanh phAn gdm: I chai, 6.5 mL: Vi hgt phri Streptavidin
0.72 mg/mL, ch6t bio qudn.l chai, l0 mL: Khang ttr6 dor
ddng khang testosterone <l6nh d6u biotin (ctru)
40 nflrrJ;;thu6c tht cung cAp 2-bromoestradiol; <l$m
MES 50 mmol,/L, pH 6.0; ctr6r Uao quan. I chai, 9 mL:
Din xu5t testost¤rone i[6nh d6u phirc hqp ruthenium 1.5
ndrnl; dpm MES 50 mmoUL, pH 6.0; ch6t bao qu6n.

Ho{c Ti¤u chuAn $ thuAt tuong duong

6

525
Thu6c thti xdt nghiQm Tg
(Thyroglobulin) H0p 100 TesV HQp

D4t ti¤u ctru6n tSO 13485t 2016
bao g6m:
I chai, 6.5 mL:Vi h4t phri streptavidin 0.72 m/mL; chit

bao quan.
I chai.9 ml:Kh6ng th6 don ddng kh4ng Tg <lanh dAu
biotin (chuQt) I ^glt; dpm Bis-Tris 50 mmol/L, pH 6.3;
chAt bao quan.
I chai, 9 mL: Khring the don ddng khring Tg (chuQt) <trinh
d6u phtlc hgp ruthenium 3.1 mglL;tlQm Bis-Tris 50
mmol/L, pH 6.3; ch6t bao
quen.

Ho{c Ti¤u chu6n k! thuflt tuong duong

l5



STT TGn h6a chdt, sinh phlm Dcn vi
tinh

Quy c{ch tl6ng
s6i Ti0u chuin kf thu$t S5lugng

526
Thu6c thrl xdt nghi0m Tg
(Thyroglobulin) H0p 300 Test/ H0p

Dgt ti¤u ctruAn tSO 13485:2016
Thanh phln gdm:
I chai, 12.4 mL: Vi hg phri streptavidin 0.72 mdmL;

ch6t bio quin.
I chai, 18.8 mL: Khri,ng ttr6 Con ddng khang Tg iillnh d6u
biotin (chu$t) I ^dL;d$m Bis-Tris 50 mmoVl, pH 6.3;
ch6t bao quan.
I chai, 18.8 mL: Khring th6 don ddng khang Tg (chuQt)

tlrinh dAu phtc hgp ruthenium 3.1 mglL; tlQm Bis-Tris 50
mmol/L, pH 6.3; ch6t bao quan.

Ho[c Ti¤u ctru6n ty ttruft tuong duolg

l0

527 Thu6c thri x6t nghiQrn PSA H0p 300 ["rtr H0p

Dgt ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm:
I chai, l4.l mL: Vi h4t phri streptavidin 0.72 mglmL; chfit
bao quan.
I chai, 18.8 mL: Kh6,ng ttr6 <ton ddng kh6ng PSA d6nh
d6u biotin (chuQt) 1.5 mg/L; dQm phosphate 100 mmoUl,
pH 6.0: chAr bao quan.
I chai, 18.8 mL: Khrfurg th6 don dOng kh6ng PSA (chuQQ
d6nh dlu phrlc hgp ruthenium 1.0 mglL; ttQm phosphate
100 mmol/L, pH 6.0; ch6t bao quan

Ho& Ti¤u chuAn t<y thuft ruong iluong

20

528 Thu6c thri xdt nghiQm Toxo IgG H0p 300 est/ HQp

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m:
* I chai, 14.l mL: Vi h4t pht streptavidin 0.72 mglmL;

chAt bao quan.
*l chai, 19.7 mL: Kh6ng nguy¤n <Iic hi¤u T. gondii d6nh

d6u biotin (t6i t6 hqp, E. coli) > 400 pelL,tlQm TRISb) 50
mmol/L, pH7.5; chAt bao quan.
r I chai, 19.7 mLl. Khang nguy6n <ifu hiQu T. gondii (trii

t6 hqp, E. coli) tt6nh d6u phric hgp ruthenium > 400 pg/L:
tIQm TRIS 50 mmoVl. pH 7.5; ch6t bao quan.* I chai 1.0 mL: Huy& thanh ngu&i, kh6ng phan ung

Toxoplasma; d¤m; chAt bao quan.
thanh ngudi. phan ung vdi kh6ng

the IgG khrlng Toxoplasma kho6ng 100 IU/mL; rIQm; chAt
bao qu6n.

Ho{c Ti6u ctruAn ky thu$t tuong ttuong

kh6ng
Huy6t

vdi khring th6 IgG
+ , I chai 1.0 mL:

l0



STT TOn h6a chifit, sinh phlm Don vi
tinh

Quy cich il6ng
c6i

Ti6u chuAn ky thuet SS lugng

529
Thu5c thrl x6t nghiQm
kn6ng th6 kh6ng
Toxoplasma

H0p 100 TesV HQp

Dat ti6u ctrudn ISO 13485 2016* I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 m/nL;
chfu bio qu6n.* I chai, 9 mL: Khrturg nguy¤n tl6c hi¤u T. gondii <l6nh
d6u biotin (t6i t6 hqp, E. coli), > 400 pelL,<lQm TRIS 50
mmol/L, pH7.5; chAt b6o quin.
r I chai,9 mL: Khrimg nguy¤n tl& hi¤u T. gondii (tli td

hgp, E. coli) <l6nh d6u phrlc hqp ruthenium > 400 pelLt
dgm TRIS 50 mmol./L, pH7.5; ch6t bao quan.* 2 chai,m6i chai 1.0 mL: Huy6t thanh ngudi, kh0ng
phan fmg vdi kh6ng th6 IgG khri,ng Toxoplasma; <lQm;

ch6t bio quAn.* 2 chai,m6i chai 1.0 mL: Uuy6t ttrantr ngudi, phan img
vdi kh6ng th6IgG khdng Toxoplasma khoang 100 IU/mL;
d¤m; ch6t bAo quin.

Ho[c Ti6u ctru6n ky thugt tuong duorrg

t0

530
Thu6c thrl xdt nghiQm
khang th6 kh6ng
Toxoplasma

H0p 100 TesV H$p

Dat ti¤u chuAn ISO 13485: 2016* I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mg/mL;
chit b6o quAn.* I chai, 9 mL: Kh6ng nguy¤n Toxoplasma rLinh dAu
phfc hqp ruthenium > I mglL; <I¤m MESb) 50 mmol./L,
pH 6.0; ch6t bAo quan.* 1 chai, 9 mL: Khrimg th6 dor OOng khrlng IgM ngudi
drinh d6u biotin (chuQt) > 500 pgll-;rlQm HEPESc) 50
mmol/L, pH7.2; ch6t b6o qu6n.
*2 chai, m6i chai 0.67 mL: Huy6t ttranh ngudi, dm rinh v0i
kh6ng th6 IgM khang Toxo; ch6t bAo qu6n.* 2 chai, m6i chai 0.67 mL: Khang th6 IgM khriLng Toxo
(ngu&i) kho6ng I 30 U/mL trong huy5t thanh ngudi; ch6t
bao quan.

Ho{c Ti¤u chuAn ky thuSt tuong duong

l0



STT TGn h6a chilt, sinh phim Don vi
tinh

Quy cdch il6ng
s6i Ti6u chuln kf thuOt 55lugng

531 Thu6c thti x6t nghiQm Toxo IgM H0p 300iTesV H$p

Dgt ti¤u ctru6n ISO 134E5: 2016
Thanh phAn gdm:
* I chai, 16.0 mL: Vi h4t phri streptavidin 0.72mglmL;

chAt b6o quan.
* I chai, 18.8 mL: Khring nguy6n Toxoplasma <l6nh d6u

phtc hqp ruthenium > I mgtL; ctQm MESb) 50 mmol/L,
pH 6.0; chAt bAo quan.
* I chai, 18.8 mL: Khrlng th6 don ddng khang IgM ngu&i

d6nh d6u biotin (chuQt) > 500 pgll; tlQrn HEPESc) 50
mmol./L, pH 7.2; chSt bao quan.
* MIu chu6n am tinh l, I chai 0.67 mL: Huy6t thanh

ngudi, dm tinh v0i khri,ng th6 IgM kh6ng Toxo; chAt bao
quan.i M6u chu6n duorg tinh 2, I chai 0.67 mL:Huy6t thanh
ngudi. phan (mg vdi khring th6 IgM khang Toxo; chAt bao
quen.

Ho[c Ti¤u chuAn ty thugt ruong duorg

Iol

532 Thu5c thri xdt nghiQm Troponin T H0p 200 lest/ H0p

D4t ti¤u ctru6n tSO 13485: 2016
ThAnh phln gdm:
I chai, 14 mL: Khring th6 don AOng khiing troponin T tim
tlrinh dAu biotin (chu$t) 2.5 mg/L; dQm phosphate 100
mmol/L, pH 6.0; ctr6r fao
quan; chrit irc ch6.
I chai, 14 mL: Khang the dsn ddng kh6ng troponin T tim

(chu00 tlrlnh dAu phirc hgrp ruthenium 2.5 mglL dQm
phosphate 100 mmol/L, pH 6.0; ch6t b6o quan.

Ho{c Ti6u ctruAn g thugt tuong duong

50

533 H0p 20I ..Thudc thti xet nghiQrn Troponin T J

D4t ti¤u chu6n tSO 13485: 2016
Thanh phln gdm: I chai. 15.8 mL: Khring th6 don dOng
khring troponin T tim rilinh dAu biotin (chu00 2.5 mglL:
tlQm phosphate 100 mmol/L, pH 6.0; ctrAt Uao quan; ch6t
ric ch6.
I chai, 15.8 mL: Khang th6 aon ddng kh6ng troponin T
tim (chuQt) it6nh d6u phrtc hqp ruthenium 2.5 melL; dQm
phosphate 100 mmol/L, pH 6.0; ch& b6o quan.

Ho{c Ti6u churin ty thu{t tuong duong



STT TGn h6e cndt, sint ptim Don vi
tinh

Quy cich il6ng
s6i

Ti6u chuAn kf thu$t S5lugng

534
H6a ch6t dinh luorg
thyrotropin (TSH) H0p 200 TesV H$p

D4t ti¤u ctruAn tSO 13485: 2016
I chai, l2 mL: Vi hat phri streptavidin 0.72 mglnL; ch6t
bao quin.
I chai, 14 mL: Kh6ng the don ddng khr6ng TSH (chu00

denh d6u biotin 2.0 mgll-; tlQm phosphate 100 mmol/L,
pH7.2; ch6t bao quan.
I chai, l2 mL: Kh6ng th6 don ddng kh6ng TSH
lchuQt/ngudi) tl6nh d6u phttc hqp ruthenium 1.5 mglL;
rlQm phosphate 100 mmol,/L , pH 7.2; chAt bao quAn.

Ho{c Ti¤u chu6n ty ttru6 tusng duong

40

535 Thu6c thfr xdt nghiQm TSH H0p 300 Test/ HQp

Dpt ti6u ctruAn tSO 13485: 2016
I chai, l4.l mL: Vi hgt ph0 Streptavidin 0.72 mglmL,

chAt b6o quan.
I chai, 15.8 mL: Khang th6 Aon aOng ktulng TSH dAnh
d6u biotin (chuQt) 2.0 melL; ilQm phosphate 100 mmol./L,
pH 7.2; ch& bao quan.
I chai, 13.9 mL: Kh6ngth6 aon OOng kh6ng TSH

lchuQt/ngu&i) d6nh dAu phrlc hgp ruthenium 1.2 mglL;
dQm phosphate 100 mmol./L , pH 7 .2; ch6t bao qu6n.

Ho{c Ti6u clu6n ty ttruft tuong duong

20

536 Thu6c thri xdt nghi¤m Vitamin Bl2 H0p 100 Test/ H$p

Dqt ti6u chuAn tSO 13485: 2016
Thanh phAn g6m: I chai, 4 mL: Dithiothreitol 1.028 elL;
chAt 6n ttinh-pH 5.5.
I chai,4 mL: Natri hydroxide 40 dL; natri cyanide 2.205
E/L.
I chai, 6.5 mL: Vi h4t phri Streptavidin 0.72 mglmL; chit

bao quan.
I chai, l0 mL: Y6u t6 n$i ei d6nh dAu ruthenium t6i t6

hgp tir heo 4 pelL; cobinamide dicyanide 15 pdL; chAt 6n
d!nh; albumin huy6t thanh ngu&i; dQm phosphate, pH 5.5;
ch6t bao quan.
I chai, 8.5 mL: Vitamin Bl2 d6nh d6u biotin 25 pdL;
biotin 3 pgll-; <lQm phosphate, pH 7.0; chAt bao quan.

Ho{c Ti¤u ctruAn ky thu{t tuong duong

20



STT TOn h6a chdt, sinh phim Dan vi
tinh

Quy c6ch il6ng
s6i Ti6u chuin kf thuft S5lugng

537
Thu6c thri xdt nChiem Vitamin D
total G3

H0p ,rl TesV H0p

D4t ti¤u chu6n ISO 13485: 2016
Thanh phAn g6m: I chai, 4 mL: Dithiothreitol I glL, pH
5.5. I chai, 4ml:Natrihydroxide 57.5 glL. I chai, 6.5
mL: Vi hgt phri Streptavidin 0.72 mglmL: ch6t bao
quan. I chai, 9 mL: Protein gan t6t vitamin D dAnh
d6u ruthenium 150 pglL: ttQm bis- tris propane 200
mmol,/L; albumin (ngudi) 25 df; pH7.S;chitbno
qu6.,n. R2 25- hydroxyvitamin D-biotin (n6p <ten), I
chai, 8.5 mL:25- hydroxy,vitamin D d6nh d6u biotin 20
ttdL; dQm bis-tris propane 200 mmol/L; pH 8.6; chAt
bao quan.

Hoic Ti6u chuAn ky thuat tuong duorg

t2

538
Ch6t hieu chuAn xa nChiem
Estradiol H0p mLl H0p4x

D4t ti¤u ctru6n ISO 13485:2016
E2lllCall:2 chai, m5i chai 1.0 mL miu chu6n I
. E2 III Cal2:2 chai, m5i chai 1.0 mL mAu chuAn Z
Estradiol (t6ng hqp) vdi hai khoAng n6ng <IQ fthoang 73
pmol/L ho& 20 pglml- vd khoang 7340 pmol,il- ho{c 2000
pgml) trong huy6t thanh nguoi: ch6t bao quan.

Hoic Ti6u chuAn ky rhu{t ruong tluong

5

Dat ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: Rl DQm; ch6t bao quan
R2 NAD (nAm men): > 3 mmoUL; ADH (EC l.l.l.l; n5m
men; 25 "C): > 61 7 pkat/L (37 U/mL); ch6t 6n dinh; ch6t
bao quAn

Ho{c Ti6u chuAn ky thuflt tuong duong

l5539
Thu6c thri xdt nghiQm
Ethanol

H0p ,rfrr,,I

D4t ti6u chuAn tSO 13485: 2016
Thanh phAn gdm: .2 chai, m6i chai chrla 1.0 mL m6u
chuAn I
. 2 chai, m6i chai chira 1.0 mL m6u ctruAn z Ferritin
(ngudi, gan) vdi 2 khoang ndng <1S (khoang l0 pgll- ho[c
nglml- vd khoang 300 frell- hofu nglml) trong h5n hqp
huy(i thanh ngu&i.

Ho{c Ti¤u ctru6n ty tnu$t tuong duong

10540
ChAt higu chu6n xdt
nghiQm Ferritin H0p 4x I mLl H0p

I



STT T0n h6a chdt, sinh phim Don vi
tinh

Quy clch il6ng
e6i

Ti6u chu6n ki thuit 55luqng

54t Ch5t hieu chu6n xdt nghiQrn Folate H0p 4 x 1.0 mL/ HQp

D4t ti0u chuAn ISO 13485:2016
Thanh phAn g6m: .2 chai, m6i chai 1.0 mL m6u chuAn I
'2 chai, m6i chai 1.0 mL mAu chuAn 2
Folate vdi hai khoang ndng tlQ (< 9.1 nmol/L ho{c < 4.0
ng/ml vi
khoang 38.5 nmoUl ho{c 17.0 ng/ml) trong huy6t thanh
ngu&i.

Ho{c Ti¤u chuAn ky thuflt tuong duong

2

542 ChAt hieu chu6n xdt nghiQm Folate H0p 4xlmL/HQp

Dgt tiOu ctru6n ISO 13485: 2016
Thanh phAn g6m: . FOL RBC Calle2 chai, m6i chai 1.0
mL m6u chu6n t
. FOL RBC Cal2t2 chai, m5i chai 1.0 mL mlu chuAn Z
Folate vdi hai khoing ndng dg trong huy6t thanh ngudi.

Ho{c Ti6u ctruAn tcy ttru6 tuong duorg

4

543 IVD ly giii dtng cho xdt nghiQm
Folate H0p 4 x 200 mL/ H$p

Det ti6u chu6n ISO 13485: 2016
Thanh phln gdm: Folate RBC Hemolyzing Reagent dugc
d6n nhln Folate RBC
Hemolyzing Reagent.
4 g6i acid ascorbic, rn6i gOi chrla 0.4 g
I chai nhlra tr6ng dung tich 200 mL

Ho{c Ti6u chuAn ky thugt ttrong rluong

2

544

DEy 6ng chta m6u bnng nhya dtng
cho mily t6ch chi6t acid nucleic (th6
tich l6n) H0p 120 c6il H$p

Hofu Ti¤u chuAn ky thuat tuong duong

5

545 Ch6t hi6u chu6n xdt
nehiem PSA tU do H0p 4 x 1.0 mL/ H$p

D4t ti¤u ctruAn ISO 13485:2016
Thanh phAn gdm: 2 chai, m6i chai chrla L0 mL m6u
chuAn I
2 chai, m6i chai chrla 1.0 mL m6u chuAn 2
PSA tU do (ngudi) & hai kho6ng ndng ilg (khoang 0. I 0
nglml. vi khoang2} n1lnrL) trong h6n hqp dQm/protein
(albumin luy6t ttrantr bO;.

Ho{c Ti¤u ctru6n ky thu{t tuong tluong

t0

lOat ti¤u chuAn ISO 13485: 2016

lOay 6,ng chfa miu blng nhya dtng cho m6y trlch chi6t
I 
acid nucleic (th6 tich l6n)

I
I



STT T6n h6a chdt, sinh phim Don vi
tinh

Quy c6ch il6ng
s6i Ti6u chuin kf thu$t 56 trqng

546
H6a ch6t chu6n x6t
nghign free beta hCG H0p mLl H0p

D6 ti¤u chudn ISO 13485: 2016
Thanh phAn gdm: 2 chai, m5i chai 1.0 mL m6u chu6n I
2 chai, m6i chai 1.0 mL m6u chuAn 2 Free phCG (t"ii t6
hqp, bi6u hign 6 t6 bdo HEKa)) voi hai kho6ng n6ng <lg
(khoang I IU/L vd khoan g 6a rulDtrong huy6t thanh
ngu&i.

Ho{c Ti¤u ctruAn ty ttruflt ttrong tluong

l0

547
ChAt hiQu chuAn xdt
nghiQm FSH H0p t, mL/ H0p4xl

D4t ti¤u ctruin ISO 13485: 2016
Thanh phAn g6m: 2 chai. m6i chai 1.0 mL mAu chuAn I. 2 chai,m6i chai 1.0 mL m6u chuAn 2 FSH (ngudi) vdi
hai khoang ndng dQ (kho6ng I mIU/mL vdkhoang
55 mIU/mL) trong huy& thanh ngga.

Ho{c Ti¤u chuAn k} thu$t ffong duong

5

548 Ch6t hiQu chuAn xdt nghiQm FT3 H0p mLl H0p4x I

Dpt ti¤u ctru6n ISO 13485: 2016
Thanh phAn gdm:
. 2 chai,m6i chai 1.0 mL m6u chu6n I
. 2 chai,m6i chai 1.0 mL m6u chu6n 2
FT3 vdi hai khoang ndng <lQ (khoang 2 pmol/Lho{c 1.3
pglml vd kho6ng 40 pmol/L ho{c 26 pClml) trong huy6t
thanh ngudi.

Ho{c Ti6u chuAn ky thu$t tuong duong

l0

549
H6a chAt xdt ngtriQm
GGT H0p 400 !esV H0p

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: TNS: 492 mmoVL,pH 8.25;
glycylglycine: 492 mmoVL; ctr6t Uao quan; ch6t phg gia
R2 L-1-glutamyl-3 -carboxy-4-nitroanilide : 22.5 mmoL;
acetate: l0 mmoVl, pH 4.5; ch5t 6n dinh; ch6t bao quan

Holc Ti¤u cluAn tty ttru{t tuong tluong

200

150H0p 800 TpsV HQp

D4t ti¤u cnuAn tSO 13485: 2016
Thanh phAn g6m DQm MES: 5.0 mmol/L, pH 6.0; MC2+:
24mmol/L: ATP: > 4.5 mmol/L; NADP: > 7.0 mmol/L;
ch6t bao quan
DQm HEPES: 200 mmol/L. pH 8.0; Mg2+:4 mmol/L;
HK (nAm men): > 300 pkat/L; G-6-PDH (E. coli): I300
pkat/L: ch6t bao quan

Ho[c Ti6u chuAn ky thuat tuong duong

550
H6a chAt x6t nghiQm
Glucose



STT TOn ht6a ch6t, sinh phlm Don vi
tinh

Quy cich ll6ng
c6i

Ti6u chuin kf thu$t SS luqng

551
B6ng <ldn halo-gen dtng
cho m6y sinh h6a

H0p I PC/ C6i
Dst ti6u chudn tSO 13485:2016
B6ng ddn haJo-gen dtng cho m6y sinh h6a l2Vl50W
Hoic Ti6u ctruAn tcy *rufl nrong duong

l0

s52 ChAt higu chuAn x6t
nghiem HCG, beta-HCG

H0p 4 x 1.0 mL/ HQp

D4t ti¤u chuAn ISO 13485 2016
Thanh phln g6m: HCG+p Call:2 chai, m5i chai 1.0 mL
mAu chu6n I
. HCGF9 Cal2 2 chai, m5i chai 1.0 mL miu chu6n 2
Kich t6 sinh dgc ming tlQm cria ngudi (tt nudc ti6u) vdi
hai kho6ng ndng tIQ Gtoing 1.5 mIU/mL vd khoang 2000
mlU/ml) trong dQrn huydt thanh ngudi.

HoNc Ti6u ctruAn ty ttruflt tuong duong

l0

553
Thu6c tht xet nghiQm
HDL-Cholesterol H0p 350 Tesu HQp

Dgt ti¤u chuAn tSO 13485: 2016
Thanh phln gdm: D$m TAPSOb): 62. I mmol/L, pH 7 .77 ;
polyanion: 1.25 glL; EMSE: 1.08 mmoUl; ascorbate
oxidase (dua chuQt): > 50 pkat/L; peroxidase (cir cii): 2
166.7 pkatlL; chfu.tiy; BSA: 2.0 elL; chil.bao quin
DQm Bis-Trisc): 20.1 mmol.il. pH 6.70; cholesterol
esterase (vi sinh): )_7.5 trkal,IL; cholesterol oxidase (E.
coli t6i t6 hg?): > 7.17 pkat/L; cholesterol oxidase (vi
sinh): > 76,7 pkatlL; peroxidase (cri c6i): > 333 pkat/L;
4-amino-antipyrine: I .4 8 mmo L/L; B SA : 3.0 gtL; chit thy ;
chSt bao quan
b)

2 -Hydroxy-N-tris(hydroxymethyl)methyl-3 -aminopropanes
ulfonic acid
c) B is(2 -hydroxyethyl)iminotris(hydroxymethyl)methane

Ho{c Ti6u ctruAn ky thuft tuong tluong

80

554 Vdt ligu ki6m sorit xdt nghi$m hGH H0p 4 x 1.0 mL/ HQp

Dg ti¤u ctruAn ISO 13485: 2016
Thenh phAn gdm: .2 chai" m6i chai 1.0 mL m6u chu6n I. 2 chai, m6i chai 1.0 mL m6u chuAn 2
hGH (peptide t6i t6, hqp) vdi hai khoang ndng <lQ (khoang

0 ng/ml hofu 0 pglml- vir khoing l0 ng/ml ho{c 10000
pdml) trong huydt thanh ngudi; ch6t bao quan.

Hofu Ti¤u ctruAn tY thuAt tuong duong

2

I



STT TGn h6e chlt, sinh phim Don vi
tfnh

Quy cdch itting
s6i Ti6u chuiln kf thu$t Sd tuqng

555 Thu6c thri xet nehiQm IgA H0p I T5q 'esV H0p

Det tiCu ctru6n tSO 13485:2016
Thanh phAn gdm: Dgm TRIS:20 mmol/L, pH 8.0; NaCl:
200 mmol./L; polyethylene glycol: 3.6 %; chil.bio qu6n;
ch6t 6n dinh
Khang th6 khring IgA ngudi (d¤): phy thugc vdo tIQ chu6n;
<lQrn TRIS:20 mmol,/L, pH 8.0;NaCl: 150 mmol/L; chAt
bao quan

Ho{c Ti6u ctru6n ky ttru6t tuong duong

5

556 Chdt hieu chuAn xdt
nghiQm IgE H0p mL/ H0p4x

Dg ti6u ctruAn ISO 13485 2016
Thanh phin gdm: .2 chai, m5i chai chfa 1.0 mL m6u
chu6n I
. 2 chai, m6i chai chrla 1.0 mL m6u chu6n 2 IgE (ngudi)

vdi hai khoang ndng d$ (khoang I IU/mL holc 2.4 n{nL
vd khorlng 100 ru/ml- hoic240 nglml-) trong huy6t thanh
ngga; chdt bio quan.

Ho{c Ti¤u ctru6n L1 thuQt tuong duong

l0

557 Thu6c thrt xdt nghiQrn IgG H0p

D4t ti6u ctruAn ISO 13485: 2016
Thanh phAn g6m: Rl E¤m TRIS: 20 mmol/L, pH 8.0;
NaCl: 200 mmol./L; polyethylene glycol: 3.6 o/o; chitbAo
quaru ch6t 6n dinh
R2 Khring th6 kh6ng IgG ngudi (d6): phu thuQc vdo dQ
churin; tlQm TRIS: 20 mmol/L, pH 8.0; NaCl: 150
mmol/L; chAt bao quan
Rl vdo vi tri B vd R2 vdo vi tri C

Ho{c Ti¤u ctruAn ty thuQt tuong duong

l0

Thu6c thri x6t nehiem IeM H0p
'1""

H0p150

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn g6m: Rl DQm TRIS:20 mmol./L, pH 8.0;
NaCl: 200 mmol/L; polyethylene glycol: 3.6 o/o; chitbAa
quan; ch6t 6n dinh
R2 Kh6ng the khang IgM ngutri (d6): phU thugc vio tlQ

chu6n; dpm TRIS:20 mmol/L, pH 8.0; NaCl: 150
mmol/L; ch6t bao quan

Ho{c Ti6u chuAn ky thu6t tuong duong

2

559 8
Ch6t hiQu chuAn xet
nghiQm IL-6
(lnterleukin-6)

H0p

I

H0p1*,4 x2.0
D4t ti¤u ctruAn tSO 13485: 2016
H5n hqp protein; chAt bao qu6n <0.1 %
Ho[c Ti0u chu6n ky thuflt tucrng duong

150 fesU HQp

558

I



STT TGn h6s chit, sinh phlm Don vi
tinh

Quy c{ch iiling
s6i

TiCu chuln kf thu$t s6lugng

560 Ch6t hiOu chu6n x6t nghiQm Insulin H0p 4 x 1.0 mli H$p

Dgt ti6u ctru6n tSO 13485: 2016
Thanh phAn gdm: .2 chai, m5i chai 1.0 mL m6u chudn I
. 2 chai, mdi chai 1.0 mL miu chu6n 2 Insulin (ngudi, t6i

tO trqp ti, nfun men) v6i hai kho6ng ndng tl$
(khoAng 5 pU/mL ho{c 35 pmol/L vd khotuig 300 pU/mL
ho{c 2080 pmol/L) trong huy6t thanh bo.

Ho{c Ti6u ctruAn ty ttru6 tuong duong

2

561
Thu6c thrt xdt nehiOm Fe
(sit) H0p 200 Tesv H$p

D3t ti¤u chuAn tSO 13485:2016
Thanh phln gdm: Acid citric: 200 mmol/L; thiourea: I l5
mmol/L; chSt t6y
Natri ascorbate: 150 mmol./L; FerroZine: 6 mmoVl; chAf
bao qu6n

Ho{c Ti¤u ctru6n kg thu{t tusng duolrg

30

562
Dung dich d6 ldm s4ch don vi ISE
tr¤n m6y phan tich H0p 5 x 100 mL, HQp

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phan gdm: Dung dich natri hydroxide: 3 mol/L v6i
dung dich natri hypochlorite < 2 % Cl hoet tinh

Ho{c Ti¤u ctru6n ky thu$t tuong duong

85

563
Chfu pha lo6ng m6u <ti$n gi6i cria
m6y sinh h6a H0p 5 x 300 mL/ H$p

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: DQm HEPES: l0 mmol/L
Triethanolamine: 7 mmoUl
ChAt bAo quin

Ho& Ti6u ctru6n ky thuft ruong ttuong

50

564
Dung dich ki6m so6t dien th6 diQn
cuc H0p 5 x 600 mL/ H$p

D4t ti6u chuin ISO 13485: 2016
Thenh phAn g6m: DQm HEPES: l0 mmol./L
Triethanolamine: 7 mmol/L
Natri chloride: 3.06 mmoVl
Natri acetate: 1.45 mmol/L
Kali chloride: 0.16 mmol/L
ChAt bao quan

Ho{c Ti6u chudn ty ttruft tuong tluong

70

565
Thu6c thrl xdt nghiQm Natri. Kali.
Clorid H0p 5 x 300 mL/ HQp

D4t ti6u ctruAn ISO 13485: 2016
Thanh phan gdm: I mol/L kali chloride

Ho[c Ti6u chuAn g thuAt ilorg duong

40

566
Ch6t hiQu chuAn x6t
nghiQm Natri" Kali.
Clorid

H0p l0x3ml./HQp

D4t ti6u chuAn ISO 13485: 2016
Thanh phAn gdm: 160 mmol/L Na+. 7 mmol{L K+. 120
mmol./L Cl

Ho{c Ti¤u chudn ky thu$r ruong <luong

20

I



STT T6n h6a chilt, sinh phiim Don vi
tinh

Quy cdch iiling
s6a

Ti6u cbuiln ki thuflt 55lugmg

567
ChAt hiQu chu6n xet
nehi¤m Natri, Kali,
Clorid

H0p l0x3mL/HQp

D4t ti6u ctru6n ISO 13485: 2016
Thanh phln gdm: 120 mmoUl Na+,3 mmoVl K+, 80
mmol/L Cl

Ho{c Ti6u ctru6n L1 ttru4t fiong duong

l5

568 DiQn cgc xdt nghiQm Kali H0p r pcrn6p
D4t ti6u chu6n tSO 13485: 2016
DiQn cyc xet nghiQm Kali:
Ho{c Ti¤u chuAn ty thuft ruong ttuong

6

569
Thu6c thri xdt nghiQm
Lactat H0p 100lTest/ HQp

Dgt ti¤u cnuAn tSO 13485: 2016
Rl Hydrogen donor: l 75 mmol,/L; ascorbate oxidase (dua
chuQt): 501 pkat/L; <Igm; ch6t b6o quan
R2 4-Aminoantipyrine: 5 mmol/L; lactate oxidase (vi

khuAn): 251 pkat/L; peroxidase (cti cdi): 401 pkat/L; tlQm;
chAt bio quan
Ho{c Ti¤u ctru6n ky ttru$t ffong duong

l5

570
Mi6ng dan <fia phan img
PCR H0p 50 mi6ng dri.r/ HOp

D3t ti6u ctrudn tSO 13485: 2016
Mi6ng d6n <l{y <lia g6m c6 50 mi6ng sealing foil dtng
trong t6ch chi6t
Ho{c Ti¤u chuAn ky thu{t tuong duong

7

57t
H6a ch6t x6t nghiQm
lactacderhydro genlase
(LDHI)

H0p 300 fest/ HQp

D4t ti¤u ctruAn tSO 13485 2016
Thanh phAn g6m: Rl N-methylglucamine:400 mmol/L.
pH9.a Q7 "C); lithium lactate: 62 mmoltL; ch6t 6n dinh
R2 NAD: 62 mmolI- chAt 6n dinh; chAt bao quan

Ho{c Ti6u ctruAn ky thuflt tuong duoarg

50

572
Thu6c thri xet nghiQm
LDL-Cholesterol H0p 200 Tfest/ HQp

Dat ti¤u cnu6n ISO 13485: 2016
Rl DQm bis-trisb): 20.1 mmol./L, pH 7.0;
4-aminoantipyrine:0.98 mmol/L; ascorbate oxidase (AOD,
Acremonium spec.): > 66J pkat/L; peroxidase (tAi t6 hqp
tir Basidiomycetes): > 166.7 pkat/L;BSA: 4.0 elL; chilt
bao quan
R2 DQm MOPSc): 20.1 mmol/L, pH 7.0; EMSE:2.16
mmol/L; cholesterol esterase (chtng Pseudomonas): >
33.3 pkattL; cholesterol oxidase (t6i t6 hqp ttr E. coli): >
31.7 pkatlL; peroxidase (t6i t6 hqp tU Basidiomycetes): >
333.3 pkat/L; BSA: 4.0 gll-; chilttAy; ch6t bao quan
b)
bis(2-hydroxyethyl)-amino-tris-(hydroxymethyl)-methane
c) 3-morpholinopropane-l -sulfonic acid
Rl viro vi tri B vd R2 vdo vi tri C
Ho{c Ti6u ctruAn ty ttruflt tuong duong

l0

573 Ch6t hiQu chuAn xet nghi$m LH H0p 4 x l.0 mL/ H$p

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn g6m: 2 chai. m5i chai 1.0 mL mAu chuAn I
2 chai, m6i chai 1.0 mL m6u chu6n 2
LH (neudi) vdi hai khoi,ng ndng d0 $hoang I mIU/mL

vd khod,ng 45 mIU/mL) trong huy6t thanh ngudi.
Ho{c Ti¤u ctruAn ky thuQt tuong duong

4

I

t



STT TOn h6a chilt, sinh phim Don vi
tinh

Quy cich iiling
s6i

Ti6u chuin ki thuit Sd lugng

574 Diy 5ng nhUa phan ung dtrng tr6n
m6y lu6n nhift (tring) H0p 120 strips

D6t ti¤u chu6n ISO 13485 2016
Dny 5ng nhga phin img dtng tr¤n m6y ludn nhi¤t (tr6ng)
Ho{c Ti6u chudn ky thuAt tuong duong

l5

575
Thu6c thri x6t nChiem
Lipase H0p 200 TesV HOp

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAn gdm: Rl Dgm BICINa): 50 mmol,/L, pH 8.0;
colipase (tgy heo): > 0.9 mglL; Na-deoxycholate: 1.6
mmol/L; calcium chloride: l0 mmoUl-; chdt tAy; ctrAt Uao
quan
R2 DCm tartrate: l0 mmol/L, pH 4.16;
I .2 -O-dilauryl-rac-glycero-3 -glutaric
acid-(6-methylresorufi n) ester: 0.27 mmoUl;
taurodeoxycholate: 8.8 mmol/L; chhdy; chft b6o qutui
a) BICIN : NN-bis(2-hydroxyethyl)glycine

Ho[c Ti6u ctruAn ty ttru6t tuong duong

20

576 Khay xrl lj dtng tr¤n m6y t6ch chi&
tg dOng

H0p 48 TesV HQp

D4t ti6u chudn ISO 13485: 2016
Thanh phAn gdm: Khay xri lf m6u co 2a gi6,ngsrl dgng
cho hQ th6ng t6ch chi6t acid nucleic hoen toan tU <tQne.
ttr6 tictr miu xri lf t6i <ta trong m6i gl&rg lir2.4 mL

Ho{c Ti¤u chuAn ky thuAt tuong duong

t0

577
Dyng qr it0 dAu tip btrng nhga dtng
tr6n m6y tech chi6t tU d$ng

48 gi6 <to dAu tip
50 dgng cu bAm

6l u6p

D3t ti6u chuAn ISO 13485: 2016
Thanh phln gdm: Bao gdm 48 gi6 tld dAu tip vd 50 dgng
cu dam 16. GiA dO dAu tip sri dgng cho hg th6ng t6ch chi6t
acid nucleic hoan toirn tU il$ng. Dugc dft trong khu vgc
xu lf d6 gin dau tip trong qu6 trinh xrl lf m6u d6 chd ti6p
tgc srl dgng.
Dpng cg tl6m 16 dugc su dgng d6 dam thring c6c khay
chria h6a ch6t dugc dan sin O6 trut h6a chAt

Ho{c Ti¤u chuAn ty thu{t ruong duong

l0

578 BQ kit uich chi& acid nucleic t6ng H0p 96 (200p1)/ H$p

D4t ti6u ctruAn tSO 13485: 2016
Thanh phAn e6m: B0 kit bao g6m 3 hgp cassette thu5c
tht (m6i hQp g6m 6 khay chfa thu6c thri) vd 12 6ng
MGP. TAt c6 c6c thdnh ptrAn <tAu sin sang tt6 sri dtmg.

Ho{c Ti¤u ctruAn ty ttru6t tuong duong

l5

H0p



STT T6n h6a chdt, sinh phAm Dcn vi
tfnh

Qul cich il6ng
s6i Ti6u chuln kf thuit S5 hrqng

579 H6a chfu x6t nghiQm H0p 2A mL/ HOp

DAt tiCu chu6n tSO 13485: 2016
Chai20 ml chira h6a ch6t san sang dA ly gi6i vi khu6n.
Thanh phAn < 5 o/o Laurylsarcosine, < 200 mM Tris-HCl,
< I MNa-citrate
Ho{c Ti¤u ctrudn ky thugt tuong duong

20

580

B$ thu6c thrl dugc sri
dpng k& hq,p vdi hQ
th6ng trich chi& hoan toan tU dQng
d6 phdn l{p vd t5ch chi&
acid nucleic toan phAn
(DNA/RNA)

H0p 576 H0p

DAt tiCu ctru6n ISO 13485: 2016
Thturhphln glm:
NgIn chfa I - DQm rua gi6i I- 160 ml, < 6 M Guanidine
hydrochloride, < 50o/o EIOH, < 30 mM Tris HCl, Dtng d6
lo4i t4p chAt
Ngin chta 2 -DQm rua gi6i I - 80 ml,< 6 M Guanidine
hydrochloride, < 50o/o EIOH, < 30 mM Tris HCl, Dirng d6
lo4i t4p chAt
Ngtrn chta 3 - D¤m Ly gitti/Ghn t6t - gO ml, < 6 M
Guanidine hydrochloride, < 50o/o EIOH, < 30 mM Tris
HCl, Dtng d6 lo4i t4p ch6t
Khay 2 - Khay thu6c tht 2 - 3 khay trong m5i Uq nt
Ngln chria l: tr6ng
NgIn chfa 2 - Proteinase K -l5ml, 2olo Proteinase K,50%
Glycerol, Dtng d6 phdn cit protein
Ngin chta 3 -D¤m rua gi6i - 80 ml, < 60 mM dQm Tris-
HCl. Dtng d6 rua gi6i acid nucleic
Ngin chrla 4 - Wash Buffer III - l60ml, < 20 mM <t¤rn Na-
acetate, Dtng <t6 lo4i t4p ch6t
Chai I - cric h4t thtiy tinh c6 tu tinh - 6 chai, m6i chai l8
ml, H5n dich MGP chria isopropanol (dung dich mdu ndu
d6n den), a6 g6n t6t acid nucleic
Ho{c Ti6u chuAn tY thuAt tuong dusng

l0

581
Dia chrla san phfun tach chi6t cta
m6y t6ch chi6t H0p *l'*' D4t ti¤u chuAn tSO 13485: 2016

Khay chrla san phAm sau t6ch chi& st dgng cho hQ th6ng
t6ch chi6t hoam toen tU dQng

Ho{c Ti6u chuin ky thuat tuong duong

4

582
Khay xri ly m6u sf dgng cho hg
th5ng t6ch chi6t hoan toan tU <tQng

H0p

Dat tieu cnuAn tSO 13485: 2016
Khay xt lf m6u st dpng cho hS th5ng tAch chi6t hoan
toan tU <IQng. H$p g6m 36 c6i.

Ho{c Ti0u chuAn ky thu$t tuong tluong

20

583
Mi6ng drin ilfly ttia dtng tr¤n mdy
t6ch chi6t c6ng suAt cao

H0p 100 H0p

DAt ti¤u chuAn tSO 13485 2016
Mi6ng dan phi6n luu m6u dtng tr¤n m6y tU <tQng t6ch
m6u; hQp gdm 100 mi6ng dan.
Ho{c Ti¤u ctruin g thuft tuong duong

5

584 Nu6c rrla hQ th6ng tech chi6t H0p 5500 H0p

D4t ti¤u ctruAn tSO 13485: 2016
Dung dich rua hQ th5ng dtrng cho hQ th5ng tach chi&
hodn toin tU d$ng. HQp 5500 ml

Ho{c Ti6u chuAn ky thu{t tuong iluong

27

36 C6il HQp

!



STT TGn h6e chCt, sinh phim Dol vi
tinh

Quy cich iiling
s6i

Ti6u chuin k, thu|t S5lugng

585
DAu tip pipet m6y t6ch chi6t H0p 8 x 480 Tipsz HQp

Dat ti¤u ctruAn tSO 13485 2016
DAu tip pipette sri dgng cho hQ th6ng 6ch chi& acid
nucleic hodn toirn tU tlQng MagNA Pure 24 vd MagNA
Pure 96. OAu tip pipefte dugc crrng c6p trong khay chira
s6 dAu tip c6 l6i lgc d6 ngln vi$c nhi6m khi dung

Ho{c Ti¤u chuAn ky ttru$t trrorrg duong

l0

586
Thu6c thri xdt nghiQm
Mg (Magnesi) H0p 250 Tesu H$p

D4t ti¤u ctru6n tSO 13485: 2016
Rl DQm TRISa/6-aminocaproic acid: 500 mmol./L. pH
I 1.25; EGTA: 129 pmoL; chAt bio qu6n
R2 Xanh xylidyl: 0.28 mmol/L; ch6t tAy; ch6t bao quan
a) TRIS : Tris(hydroxymethyl)-aminomethane

Ho{c Ti6u ctruAn ky thugt tuong duong

128

587 Ch6t phs gia H0p 12x59 mL/ HQp

Dpt ti6u chu4n ISO 13485: 2016
Ch6r tAy

Ho{c Ti6u ctruAn ky ttruit tuong duong

50

588
Di$n cgc x6t nghiQm
Natri H0p I PC/ HOp

D4t ti¤u ctruAn tSO 13485 2016
DiQn clrc xdt nghiftn Natri;

Ho{c Ti¤u chu6n k! thuAt tuong duong

6

589 Ch6t pha lodng mau H0p 50 mL/ H$p

Dgt ti6u ctruAn ISO 13485: 2016
Thanh phAn gdm: NaCl 9 %

Ho{c Ti6u ctru6n ty ttrup tuong duong

20

590 Dung dich rua H0p 66 mL/ H$p

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAngdm: NaOH I mol,/L (ktoang 4o/o\;ch[ttAy

Ho[c Ti¤u ctrudn ky thuAt uong duong

100

591
Vflt liQu ki6m so6t xdt
nghiQm Ammonia,
ethanol, CO2

H0p 5x4ml-iH$p

Datti6u chuAn ISO 13485: 2016
Thanh phin phan img:
Dung dich dftn nu6c chfa ammoni4 ethanol vd natri

bicarbonate
Thanh phAn kh6ng phAn img:
ChAt bao quAn.

Ho{c Ti¤u ctruAn ky ttru6t tuong <Iuong

l0



STT T6n h6a chifit, sintr ptr6m Don vi
tinb

Qu: 'cich il6ng
s6i Ti6u chuiln ki thuft 55lugng

592
H6a ch6t dinh luqng
ammoniac, H0p 150 TesU H$p

Dat tieu chuAn tSO 13485: 2016
Thanh phAn g6m: Rl DQm BICINEa): 300 mmol/L, pH
E.3; GLDH (vi khuAn):
> 16.7 pkatlL; chfutAy; ch& b6o quan
R3 GLDH (vi khu6n): > 5.0 pkat/L; 2-oxoglutarate: 78
mmol./L;
NADPH: > 1.3 mmol./L; ch6t 6n ttinh; dQm kh6ng ph6n
rmg
a) BICINE : N,N-bis(2-hydroxyethyl)-glycine

Ho{c Ti¤u chudn fy tnu4t tuong duorg

40

s93 Ctr6t tri6u chuAn xdt nghiQm NSE H0p 4xl 0 mL/ HQp

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phln g6m: . 2 chai, m6i chai 1.0 mL m6u chuAn I
.2 chai, m6i chai 1.0 mL m6u chudn 2
NSE (ngudi) vdi hai khoang ndng dQ (khoang 0.5 nglml
vd khodng 50 nglml) trong h5n hqp dQm/protein (albumin
huy6t thanh bd), natri azide < lo/o (wlw)
Hofc Ti6u chuAn ty ttrug tuong <tuong

4

594 Thu5c thr! xdt nghiQm PAPP-A H0p 4xl p mL/ H$p

Dgt ti¤u ctrurin ISO 13485: 2016
Thanh phAn gdm: 2 chai. m6i chai 1.0 mL miu chuAn I
. 2 chai,m6i chai l 0 mL m6u chu6n 2
PAPP-A (tir nhau thai ngudi) v6i hai khoang ndng dQ
(khoang
75 mltJlL vd khoang 2500 mIU/L) trong huy6t thanh

ngudi.

Ho{c Ti¤u chuAn ky thuQt tuong duong

5

595
H6a ch6t xdt nghiQm
Phospho

H0p iesV HQp

D4t ti¤u chuAn tSO 13485: 2016
Rl Acid sulfuric: 0.36 mol/L; chAt tAy
R2 Ammonium molybdate: 3.5 mmol/L; acid sulfuric:
0.36 mol/L; natri chloride: 150 mmol/L

Ho{c Ti¤u chuAn ky thu6t tuong duong

20

2596 Thu5c thri xet nghiQm Prealbumin H0p r00 H0p

D4t ti¤u chuAn tSO 13485 2016
Thanh phAn gdm: Rl Ch6t gia t6c
Polyethylene glycol (PEG): 50 dL; <lQm phosphale; chAt

bao quan
R2 Kh6ng huy6t thanh (th6) khring prealbumin T tlic hiQu
cho prealbumin ngudi: > 0.25 g/L, <lQm phosphate; chAt
bao quan

Holc Ti¤u chuAn ky thuft ruong duong

l
\



STT TGn h6e ch6t, sinh phim Don vi
tinh

Quy cich il6rg
s6i

Ti6u chuin kf thu$t 55lugng

597 Vdr liQu ki6m so6t xdt nghiQm AMH H0p 4x2mllHQp

Dot ti¤u chu6n tSO 13485: 2016
Thanh phAn gdm: : 2 chai, m6i chai 2.0 mL huy6t thanh
chimg
. 2 chai,mSi chai 2.0 mL huy6t ttranh chimg AMH vdi

hai khoang ndng tlQ ftho6ng I nglml ho{c 7 pmoUl vd
khoang 5 ng/ml ho{c 35 pmol/L) trong huy6t thanh ngg4
ch6t bio qu6n.

Ho[c Ti¤u chuAn ky ttru$t tuong duong

5

598
vAt lieu ki6m so6t x6t
nghiQm khring th6 kh6ng
HAV

H0p 16 x 0.67 mL/ H$p

D4t ti6u chu6n ISO 13485: 2016
Thanh phan g6m: 8 chai, m6i chai chta 0.67 mL huy6t
thanh ch(mg Huy6t thanh ngudi, 6m tinh vdi kh6ng thA
IgM kh6ng HAV; chAt bio qu6n.
. 8 chai, m6i chai chrla 0.67 mL huy& thanh chimg;

Khreng th6IgM kh6ng HAV (ngu&i) khoAng 3 U/mLa)
trong huy6t thanh ngudi; chAt b6o quan.

Ho{c Ti¤u chu6n L1 thu{t tuong duong

5

599
VNt liQu ki6m sorit xdt
nghiQm kh6ng th6 ttr6ng
HAV

H0p 16 x 1.3 mll HQp

Dat ti6u ctru6n tSO 13485:2016
Thanh phAn gdm: . 8 chai, m5i chai chira 1.3 mL huy6t
thanh chimg
Huy6t thanh ngutri. 6m tinh v6i ktrlng th6 khang HAV;

chAt b6o quan.
. 8 chai, m6i chai chria 1.3 mL huy6t rhanh chimg
Khr{.ng th6 kh6ng HAV (ngudi) khoang I l0 IU/L trong
huy6t thanh ngudi; chAt bao quAn.

Ho{c Ti¤u chuAn ky thuflt tuong duong

3

600
Ch6t kiAm chuAn x6t nghiQm Anti-
HBc IgM H0p 16xlmL/HQp

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: . 8 chai, m5i chai chira 1.0 mL huy6t
thanh ch(mg; Huy& thanh ngu&i, dm tinh vdi khrhng th6
IgM khrlng HBc.
. 8 chai, m5i chai chrla 1.0 mL huy6t thanh chrmg; Khrlng
ttr,6 IgM khang HBc (ngudi) > 130 U/mL trong huy6t
thanh ngu&i;

Ho{c Ti¤u chuAn ky thuflt tuong duong

4



STT T6n h6e cnit, sinn pnim Don vi
tinh

Quy c6ch il6ng
e6i

TiCu chuin ki thuft S5 lugng

601
V$t ligu ki6m sorit xet
nChiQm kh6ng th6 kheng
HBcAg

H0p l6 x 1.3 mL/ HQp

DAt tiCu ctru6n ISO 13485:2016
Thanh phAn gdm: .E chai, m6i chai chria 1.3 mL huy6t
thanh chimg, Huy5t thanh ngudi, 6m tinh v6i kh6ng th6
kh6ng HBc;
. 8 chai, m6i chai chrla 1.3 mL huy& thanh chimg
Kh6ng th6 kh6ng HBc (ngudi) khoang I U/mL trong
truy& ttrantr ngudi; ch6t b6o quin.
Khoing gi6i hqn <lich cho chi s6 ngu&ng: 0.15-0.95

Ho{c Ti6u ctruAn ty thu$t tuoIrg duong

5

602
V6t li¤u ki6m so6t x6t
nghiQm khring th6 khr4,ng
HBeAg

H0p 16 x 1.3 mL/ HQp

Dat ti6u ctru6n tSO 13485: 2016
Thanh phAn gdm: .8 chai, m5i chai chrla 1.3 mL huy6t
thanh chimg. Huy6t thanh ngu&i, dm tinh vdi kh6ng th6
kh6ng HBe; ch6t bao quan.
. 8 chai, m6i chai chria 1.3 mL huy6r thanh ch(mg. Khang
th6 kh6ng HBe (ngudi) khoang 0.25 IU/mL tong huy6t
thanh ngudi;

Ho{c Ti¤u ctru6n ty thuft tuong duolg

l0

603
Vft liQu kiAm so6t xdt
nghiQm khang th6 khrlng
HBsAg

H0p 16x 1.3 mL/HQp

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm:
. 8 chai, m6i chai chria 1.3 mL huy6t thanh chfng; Huy6t
thanh ngu&i. am tinh vdi kh6ng ttr6 knrang Ugs;
. 8 chai, m5i chai chfa L3 mL huy6t thanh chimg; Khting
th6 khang HBs (ngutri) khoang 100 IU/L trong huy6t
thanh nguli;

Ho[c Ti6u chuAn ky thuat tuorg duong

l0

604
V$t lipu ki6m sodt x6t
nghiQm khring th6 khring
HCV

16 x 1.3 mL/ HQp

Datti6u chuAn tSO 13485: 2016
Thanh phAn gdm: . 8 chai, m6i chai chrla 1.3 mL huy6t
thanh ch(mg. Huy6t thanh ngudi, 6m tinh v6i kh6ng thiS
kh6ng HCV;
. 8 chai, m5i chai chria 1.3 mL huy6t thanh chtng kh6ng
HCV (ngudi) trong huy6t thanh ngudi; chrit bao quan.

Ho[c Ti0u chudn ty ttru$t tuong duong

l8

605
Vft liQu ki6m so6t xdt
nghiQm NT-proBNP H0p 4x2rhl-/H$p

D4t ti¤u ctru6n ISO 13485: 2016
Thanh ph}n g6m: . 2 chai, m5i chai 2.0 mL huy6t thanh
chimg
.2 chai,m6i chai 2.0 mL huy6t thanh chimg

Ho{c Ti¤u chuAn ky thuft tuong tluong

l5

H0p



STT TGn h6a chiflt, sinh phim Don vi
tinh

Quy c{ch tl6ng
c6i

Ti6u chu6n kf thu$t S5luqng

606
VAt lieu ki6m so6t x6t
nChiern sinh h6a

H0p 4x5mL/H$p

D6t ti¤u ctru6n ISO 13485: 2016
Thanh phAn ph6n rmg trong ch6t tl6ng kh6: Huy6t thanh
ngudi vdi php gia h6a hgc vir nguy6n liQu co ngudn g6c
sinh hgc nhu tl6 chi tlinh.

Ho{c Ti¤u ctrudn ky thu$t tuong duong

30

607
VAr lieu ki6m so6t x6t
nghiQm khang th6 khring
Cytomegalovirus (CMV)

H0p 16 x 1.0 mL/ H$p

E4t ti¤u ctruAn ISO 13485: 2016
Thanh phln g6m:
. 8 chai, m5i chai chira 1.0 mL huy6t thanh chfng. Huy6t

thanh ngudi, duong tinh y6u vdi khang thA CMV IgG
(kho6ng 1.5 U/mL);
. 8 chai, m6i chai chrla 1.0 mL huy& thanh chimg. Huy6t

thanh nguli, duong tinh vdi khrlng th6 CMV IgG (khoang
l5 U/mL); chAt bao quan.

Ho{c Ti¤u ctru6n ty ttrug tuong duorg

608
V$t liQu ki6m so6t xdt
nghiQm kh6ng th6 ktuing
Cytomegalovirus (CMV)

HOP 16 x 1.0 mL/ HQp

Dgt ti6u chuAn tSO 13485: 2016
Thanh phln gdm:
. 8 chai, m5i chai chrla 1.0 mL huy6t thanh chrmg. Huy6t

thanh ngu&i, ern dnh vdi khang th6 CMV IgM; ch6t bao
quan.
. 8 chai, m6i chai chira 1.0 mL huy6t thanh ch{mg. Huy6t

thanh ngudi, duong tinh vdi kh6ng the CMV IgM, dQm
HEPES, pH7.4; albumin bd; chAt bAo qudn.

Ho{c Ti6u chuAn S thuft tuong ttuong

J

609
V$t lipu ki6m so6t xdt nghiQm
Cortisol H0p 4 x 1.0 mL/ H$p

Dat ti¤u chuAn ISO 13485: 2016
Thanh phAn g6m:
. 2 chai, mdi chai 1.0 mL h5n hgp <lQm/protein chimg
.2 chai, m6i chai 1.0 mL h5n hgp tlQm/protein chimg
Cortisol vdi hai khoang ndng tlQ (khoAng l0 nmol,/L vd
khoang 30 nmol,/L) trong h6n hgp <lQm/prorein; ch6t bao
qua

Ho{c Ti¤u ctruAn lg thuAt tusng duong

l0



STT TGn h6e ch6t, sinh phAm Don vi
tftrh

Quy cich rl6ng
e6i Ti6u cbuin kf thuft S5lugng

610
Vflt liQu ki6m sorit xdt nghiQm
kh6ng th6 khang EBV IgM/VCA .,.f *,"*

DaI ti¤u ctru6n tSO 13485: 2016
Thanh phln gdm: 2 chai, m6i chai 2 mL huy6t thanh
chimg. Huy& thanh ngu&i, kh6ng phan (mg vdi EBV IgM
vd EBV VCA IgG; ch6t bao quan.
.2 chai, m5i chai 2 mL huy& thanh chimg. Huy6t thanh
ngudi, ph6n (mg voi EBV IgM; chAt bao quan.
cho x6t nghiQm Elecsys EBV VCA IgG.
.2 chai. m5i chai 2 mL huy6t thanh chimg. Huy6t thanh
ngudi, phan (mg vdi EBV VCA IgG; ch6t bAo quan.

Ho{c Ti¤u ctruAn ky ttru6t tuong duong

J

6ll V$r liQu ki6m so6t x6t
nghiPm HbAlc H0p 4 x lml-/ H$p

D4t ti¤u ctruAn ISO 13485: 2016
Mriu ngudi ly huy6t
N6ng dg diAu chinh cta c6c thanh phin miu ch(mg
thudng d mric binh thudng hay d ngu&ng binh
thudng/bQnh lj
Ho{c Ti¤u chuAn g thufi tuong tluong

l0

612
Vfit liQu ki6m sodt xet
nghiQm HbAlc H0p 4 x 1.0 mL/ HOp

Dat tiCu ctruAn ISO 13485: 2016
M6u ngudi ly huy6t, HbAlc glycosyl h6a in vitro
Ndng dQ diAu chinh cta c6c thanh phln m6u chimg
thulng d ngu0ng bQnh lf.

Ho{c Ti¤u chuAn ky thugt tuong rluong

l0

613
Vft liQu ki6m so6t x6t
nehiOm HBeAg H0p 16 x 1.3 mL/ H$p

Dgt ti¤u ctruAn tSO 13485: 2016
Thanh phln gdm: . 8 chai, m5i chai chira 1.3 mL huy6t
thanh chtng. Huy6t thanh nguoi, 6m tinh v&i HBeAg; ch6t
b6o quan.
. 8 chai, m5i chai chta 1.3 mL huy6t thanh chimg. HBeAg
(E. coli, rDNA) khoang 2.5lUlmL trong tlQm HEPESa) ,
pH7.4; ch6r bao quan.

Ho{c Ti6u chu6n S thu$t tuong duong

l0

614
V$t liQu ki6m so6t xet
nghiQm HBsAg H0p 16 x 1.3 mL/ HQp

D4t ti6u chu6n ISO 13485: 2016
Thanh phAn gdm: . 8 chai, m5i chai chta 1.3 mL huy6t
thanh chimg. Huy6t thanh ngudi, dm tinh vdi HBsAg; chAt
bao quan.
. 8 chai, m6i chai chfa 1.3 mL huy6t thanh chimg.
HBsAg (ngudi) khoang 0.2 llJ/mL trong huy6t thanh

,1,.nguoll cnat Dao quan.

Hoic Ti¤u chuAn ky thuflt tuong duong

l0

H0p

I

I



STT TGn h6a chAt, sinh phim Dorr vi
tinh

Quy c{ch il6ng
c6i

Ti6u chuin ki thuit 55lugng

615
Vft liQu ki6m sorit xdt
nChiem HBsAg H0p 15 x 1.3 mL, H$p

Dst ti6u chuAn tSO 13485: 2016
Thanh phln gdm: . 5 chai, m6i chai chrla 1.3 mL huy6t
thanh ch(mg HBsAg (ngu&i) trong huy& thanh ngudi;
dpm, pH 6.5; chAt bio quan. Khoing gi6 tri tlich ttinh
lugng: kho6ng 3.75ItJlmL. 5 chai, m5i chai chira 1.3 mL
truy6t *ranh chimg HBsAg (ngudi) trong huy& thanh
nerrdi; dQm, pH 6.5; ch6t Uao quin. Kho6ng gi6 tri tlich
tlinh lugng: kho6ng 90 IU/mL . 5 chai, m6i chai chira
1.3 mL huy& thanh chimg HBsAg (ngu&i) trong huy6t
thanh ngudi; tl$m, pH 6.5; ch6t bao quin. Iftoing gi6 tri
tlich tlinh lugng: kho6ng 90 IU/mL

Ho{c Ti¤u chuAn ky ttru$t tuong duong

l0

616 VAt [Cu ki6m so6t xdt
nehi0mPMA-II H0p 4 x 1.0 mL/ H$p

D4t tiOu ctruAn tSO 13485: 2016
Thanh phln gdm: 2 chai, m6i chai 1,0 mL huy6t thanh
chfmg
2 chai, m5i chai 1.0 mL huy6t thanh ch(mg
Protein dugc t4o bdi vitamin K hoic antagonist-Il
(PIVKA-II) (tei t6 hqp, tir canh c6y t6 bao, cfing rtugc ggi
ld des-y-carboxy prothrombin [DCP]) 0 hai khoang ndng
tlQ $lroang 23 nlmL vir khodng 350 ng/mL) trong mgt
h6n hqp huy6t thanh ngga

Hofc Ti¤u chuAn ty thuflt ruong duong

l5

6t7
Vdt li¤u ki6m so6t xdt
nghiQm khring nguy6n vd
khAng th6 HIV

H0p 6 x 2.0 mL/ H$p

D4t ti¤u chuAn ISO 134852016
Thanh phln gdm: 2 chai. m6i chai 2.0 mL huy6t thanh
chimg Huy6t thanh ngudi, 6m tinh vdi HIV Gheng
nguy¤n vd khri,ng th6); chAt bao qu6n. 2 chai, m6i chai 2.0
mL huy6t thanh ch(mg Huy6t thanh ngudi, duong tinh v6i
khdng th6 khring HIV: ch6t bao quan. 2 chai, m6i chai 2.0
mL huy6t thanh chimg Khang nguy¤n HIV p24 (E. coli.
rDNA) trong huy6t thanh ngudi: ch6t bao quan.

Hofu Ti¤u chuAn k! thuat tuong duorlg

3



STT TGn h6e chdt, sinh phim Don vi
tinh

Quy cdch il6ng
e6i Ti6u chuin kf thuft S5luqng

618
Vflt liQu ki6m soiit xet
nChiem kfrang th6 khrang
HSV (Herpes Simplex)

H0p 4x mLl H0p

'Dat ti6u ctrudn tSO 13485: 2O16
Thanh phln gdm:
.2 chai,m6i chai 3.0 mL huy6t thanh chung. Huy6t thanh

ngudi, dm tinh voi khring th6 HSV-l IgG vd HSV-2 IgG;
ch6t bAo quan.
Gi6 tri dich cho chi s6 nguong:
HSV-I IgG: khoang 0.30 COI
HSV-2 IgG: khoang 0.30 COI
.2 chai, mdi chai 3.0 mL truy6t ttrantr chtmg. Huy6t thanh

ngu&i, duong tinh vdi kh6ng th6 HSV-I IgG vd HSV-2
IgG; ch6r bio quan. Gi6 tri tlich cho chi s6 nguong:
HSV-I IgG: khoang 4.00 COI
HSV-2 IgG: khoang 8.00 COI

Ho{c Ti¤u ctruAn kY ttruft tuong ttuong

t0

619
Vdt liQu ki6m so6t x6t
nghiQm PToGRP

H0p 4 x 3.0 mL/ HQp

Dat tieu cnuAn ISO 13485: 2016
Thanh phAn gdm: 2 chai, m5i chai 3.0 mL huy6t thanh
chtug
2 chai, m6i chai 3.0 mL huy6t thanh ch(mg

Ti¤u chuAn kf thu$t tuqng duong

20

620
Vft liQu kiAm sorit xdt
nchiem PAPP-A H0p 6 x 3.0 mll HQp

D4t ti¤u ctru6n ISO 13485: 2016
Thanh phAn gdm:
.2 chai, m6i chai 3.0 mL m6u chimg truy6t thanh
.2 chai, m5i chai 3.0 mL m6u chimg huy6t thanh
. 2 chai, m6i chai 3.0 mL m6u chimg huy6t thanh

Ho{c Ti¤u ctruAn ky thuft tuong ttuong

l0

621
Dung dich dtng d6 ki6m tra chAt
lugng c6c xdt nghiQm mi6n dich H0p '.'l'" H0p

D4t ti¤u clu6n tSO 13485: 2016
Thanh phAn gdm: . 3 chai. m6i chai 2.0 mL m6u chimg
huy6t thanh
' 3 chai, m6i chai 2.0 mL m6u chimg huy6t thanh

Ho{c Ti¤u chuAn If thuflt tuong duong

l5

622
Vflr li¤u ki6m soiit x6t
nghiQm khang th6 khang
Rubella

H0p 16x I inl-/H$p

Dat ti6u chu6n tSO 13485: 2016
Thanh phAn g6m:
. 8 chai, m6i chai chrla 1.0 mL huy6t thanh chimg. Huy6t

thanh ngudi, am tinh d6n duong tinh y6u voi kh6ng th6
IgG khring Rubella (khoang 4 IU/mL); ch6t bao quan.
, 8 chai, m6i chai chira 1.0 mL huy6t thanh chimg Huy6t

thanh ngudi, duong tinh vdi khang th6 IgG khang Rubella
(khoang 75lU/mL); ch6t b6o quan.

Ho{c Ti¤u chuAn ky thuflt ruong duong

5



STT T0n ht6a chdt, sinh phim Don vi
tinh

Quy c{ch il6ng
c6i Ti6u chuAn kf, thu$t S5 tugng

623
V{t liQukiAm so6t xet
nchiem khdng th6 khang
Rubella

H0p ExlmL/H$p

Dst ti6u ctru6n ISO 13485: 2016
Thdnh phAn gdm:
. 4 chai, m6i chai chrla 1.0 mL huy6t thanh chimg. Huy6t

thanh ngudi, am tinh v6i ktr6ng th6 IgM kh6ng Rubellq
chAt bio quan.
. 4 chdr,mSi chai chrla 1.0 mL huy& thanh chimg. Huy6t

thanh ngudi, duong tinh vdi kh6ng th6 IgM kh6ng Rubella
kho6ng 550 U/mL; ch6t b6o qu6n.

Ho{c Ti¤u chu6n ky ttru6t uong duong

5

624 VQI liQu ki6m so6t xdt nghiQm
khr6mg th6 khang Syphilis

H0p 4x2mllHQp

Dgtti¤u chu6n tSO 13485:2016
Thanh phAn g6m: Thu5c thrl - dung dich tham gia xdt
nghiQm
.2 chai,m5i chai 2.0 mL huy& thanh chimg
Huy6t thanh ngudi, dm tinh vdi khdng th6 khrfng

Treponema pallidum ; ch& b6o quan.
Gi6 tri dich cho chi s6 ngu0ng: khoang 0.15
.2 chai,m6i ctrai 2.0 mL huy6t thanh chimg
Huy6t thanh nguli, duong tinh vdi kh6ng th6 kheng

Treponema pallidum; ch6t b6o qufu.
Gi6 tri dich cho chi s6 ngu0ng: khoang 5.00

Ho{c Ti¤u chu6n k1 thuft tuong tluong

J

625
V$t liQu ki6m sorit xdt
nghiQm khring thA kh6ng
Tg (Thyroglobulin)

H0p 4x2ml/HQp

Dpt ti6u chu6n ISO 13485: 2016
Thanh phAn gdm: Thu6c thri - dung dich tham gia x6t
nghiQm: C6c ch6t trong huy6t thanh ngudi, 2 chai,m6i chai 2.0 mL huy6t thanh chung (Khring th6
khdng TSHR: khoang 4llltL; Khang th6 kh6ng TPO
(ngudi): khoang 35 IU/L; Khring th6 kh6ng Tg (ciru):
khoang 100 ru/L). 2 chai,m6i chai 2.0 mL truy6t ttrantr chrmg (Khang th6
khring TSHR: khoing 16IIJIL; Kh6ng th6 kh6ng TPO
(nes&i): khoang 100 U/L; Khring th6 khang Tg (ctru):
khoang 200 IU/L)

Ho{c Ti6u ctru6n ky thuAr tuong duong

5



STT T6n h6a ch6t, sinh phllm Don vi
tinh

Quy c6ch il6ng
s6i Ti6u chuin lrf thuft S5 hrgng

626 ChAt hieu chu6n xdt nghigm ACTH H0p l6x mL/HQp

D4t ti¤u ctru6n tSO 13485: 2016
Thanh phAn gdm: Thu6c thri - dung dich tham gia xdt
nChiem
.8 chai, m5i chai chtia 1.0 mL huy6t thanh ch(mg
Huy6t thanh ngu&i. 6m tinh d6n duong tinh y6u vdi khang

th6 IgG khring Toxo (khoang I IU/mL); ch6t bao quan.. 8 chai, m6i chai chrla 1.0 mL huy& thanh chimg
Huy6t thanh nguUi, duong tinh vdi kh6ng th6 IgG kh6ng
Toxo (khoang 50 IU/mL); chAt b6o quan.

Ho{c Ti¤u chu6n ki thu$t tuong duong

7

627
Vgt liQu ki6m so6t x6t
nghiQm khang th6 kh6ng
Toxoplasma

H0p l6 x 0.r i7 mL/ H$p

D4t ti¤u ctru6n tSO 13485: 2016
Thanh phAn g6m: Thu5c tht - dung dich tham gia x6t
nghiQm
. 8 chai, m5i chai chrla 0.67 mL huy6t thanh chirng
Huy6t thanh ngudi, Am tinh vdi khring th6 IgM kh6ng
Toxo; ch6t bao quan.
. 8 chai, m5i chai chila 0.67 mL huy& thanh ch(mg
Huy6t thanh ngudi, duong tinh vdi khr6,ng thA IgM kh6ng
Toxo khoang 125 UlmL (<lon vi Roche <lugc lga chgn
ng6u nhi¤n); ch6t b6o quan.

Ho{c Ti¤u ctruAn ty thuft ruong iluong

7

628
VAt lieu ki6m sorit xdt
nghi¤m Troponin T H0p 4x2t, H0p

Dgt ti6u chu6n tSO 13485: 2016
Thanh phAn gdm: . 2 chai, m5i chai2.O mL huy6t thanh
chtug
. 2 chai. m6i chai 2.0 mL huy6t thanh chimg Troponin T

(tei t6 hqp, ngudi) vdi hai khoang n6ng <tQ (khoang30
ngll- hofu pglml- vd khoang 2500 ng/L ho{c pglml) vd
troponin I (t6i t6r hgp, ngu&i) vdi hai khoang ndne d0
(kho6ng 0.75 ltglL ho{c ng/ml vd khoing l8 pell- ho|c
ng/ml) trong huy6t thanh ngu&i.

Ho{c Ti¤u chu6n g thu$t tuong iluong

20

Vat ligu ki6m sorit xdt
nghiQm CA72-4 H0p 4x3.0 mL/ HQp

D?t ti6u ctruAn tSO 13485: 2016
Thanh phAn gdm: 2 chai, m5i chai 3.0 mL huy6t thanh
chimg (ngudi)
2 chai, m6i chai 3.0 mL huy6t thanh ch(mg (nguoi)

Ho{c Ti¤u ctruAn ky thu{t tuong duong

20629

I



STT TGn h6a chilt, sinh phlm Don vi
tinh

Quy c{ch il6ng
s6i

Ti6u chuin k! thuft S5lugng

630
V6t li¤u ki6m so6t c6c
xdt nghigm miEn Oictr

H0p 2x2x3.0 mU H$p

D4t ti¤u ctru6n tSO 13485: 2016
Thanh phln g6m: Thu6c tht - dung dich tham gia xdt
nChiern
. 2 chai dEpha2 x 3.0 mL m6u ch(mg huy& ttrantr (ngudi)
. 2 chai dEpha2 x 3.0 mL m6u ch(mg huy6t ttrantr (ngudi)

Ho{c Ti6u chuAn ky ttru{t trrong duong

20

631
VQr liQu ki6m so6t x6t nghiQm
Ferritin H0p 4 x 3ml/ HQp

Dqt ti¤u chu6n ISO 13485: 2016
Thanh phAn gdm: 2 chai, m6i chai 3.0 mL huy6t thanh
chimg
. 2 chai, m5i chai 3.0 mL huy6t thanh chfng

Ho{c Ti6u ctru6n ky thuft tuong duong

r0

632
Vat li¤u ki6m so6t xdt
nghiQm Protein, Albumin H0p 4x3ml-rH$p

Dgt ti¤u chu6n ISO 13485: 2016
Thdnh phln gdm: Thanh phAn ph6n ung:
DQm HEPES: 20 mmoUL, pH 7.5, vd ch& phq gia h6a

hgc vir nguy¤n
li$u c6 ngudn g6c sinh hgc nhu dd chi dinh.
Thdnh phin kh6ng phin img:
ChAt bao qu6n vd ch6t 6n ttinh

Ho{c Ti6u chu6n ky ttruft tuong dusng

l0

633
Vat lieu ki6m sodt x6t
nghiQm Protein, Albumin H0p 4x3mL/H$p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m: Thanh phAn ph6n ung:
DQm HEPES: 20 mmol./L, pIH7.5, vi ch6t phg gia h6a
hgc vir nguy6n
liQu c6 ngudn g6c sinh hgc nhu d6 chi dinh.
Thanh phAn kh6ng phin img:
Ch6t bao qu6n vd ch6t 6n dinh

Ho{c Ti¤u chu6n ki thuAt tuorg duong

l0

634
Ch6t hiQu chuAn xdt
ngftiQm RF

H0p 5xlmL/H$p

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn g6m: Chrmg duong MTB (MTB(+)C)
Tris buffer, <0.05o/o Sodium azide,< 0.05% EDTA, <

0.002o/o Poly rA, <0.01yo DNA plasmid khdng l6y nhi6m
(vi sinh v{t) chira trinh ty gen cria M. Tuberculosis

Ho{c Ti6u chu6n ky thuAt ffong duong

6

635
Dung dich rua phan fng trudc khi
tqo tin hiQu ph6t hiQn phan ung
mi6n dich

H0p 2x2L/ HQp

Dgt ti¤u ctruAn tSO 13485: 2016
Thanh phAn gdm: D¤m phosphat l0 mmol/L; natri clorua
20 mmol/L; ch6t tAy rira< 0.lo/o; ctr6t Uao quan; pH 7.

Ho{c Ti¤u chuAn ty ttruft ruong dusng

450



STT TGn h6a chdt, sinh ph6m Don vi
tinh

Quy cich il6ng
s6i Ti0u chuin ki thuft S5luqng

636 Dung dich rua trudcphan
ung, H0p 5x( 00 mV H$p

D6 ti¤u ctruin tSO 13485: 2016
DQm phosphate l0 mmol,/L; natri chloride 20 mmol/l-;
chAt tAy 

=O.l 
yd cb& b6o quan; pH 7.0.

Hoic Ti¤u chufor ty mu$t ruong tluorg
150

637
Dung dich ldm sach kim
hrit thu6c tht cria m6y
xdt nghiQm miEn aicn

H0p 12x 70 ml/ H$p

D4tti¤u chu6n ISO 13485:2016
Thanh phAn gdm: KOH 176 mmol./L (tuong tug vdi pH
13.2); chit t6ry a | %
Ho{c Ti¤u chuAn ty thu{t tuong duong

40

638
Chdt hiQu chuAn xdt nghiQm NT-
proBNP H0p 4xl mL/HQp

D1t ti¤u ctru6n tSO 13485: 2016
Thanh phAn g6m:
. PBNP Call:2 chai, m6i chai 1.0 mL m6u chuAn t
. PBNP CalZ:2 chai, mdi chai 1.0 mL m6u ctru6n 2
PToBNP v6i hai khoAng ndng <10 gtoing 16.6 pmol/L
ho{c I 40 pglml- vd khoang 3 20 pmol.il- hoic 27 00 pyml)
trong huy6t thanh ngga
Ho{c Ti6u chuAn ky thu{t tuong duong

4

639
Dung dich hQ th6ng d6 tao tin higu
<li$n h6a trong
m6y phdn tich xet nghiQm mi6n dich

H0p 2x', L/ HQp

Dgt ti¤u ctru6n tSO 13485:2016
Thanh phAn gdm: 2 x 2 L dung dich ttQm
DQm phosphate 300 mmol,/L; tripropylamine 180 mmol/L;
chAtt6yS0.l %;pH6.8
Hofc Ti¤u chuAn ky thufl ruong duong

400

640

Dung dich hQ th6ng d6
t4o tin hieu diQn h6a
trong
m6y phrin tich x6t
nghiQm miSn dich

H0p ,-1, H0p

D4t ti¤u ctruAn ISO 13485: 2016
Thanh phAn gdm: DQm phosphate 300 mmol/L;
tripropylamine 180mmol/L; chht Ay<0.1 o/o;chAt bio
quan; pH 6.
Ho{c Ti6u chuAn ky thuat tuong duong

350

641
Chit hiOu chu6n x6t nghiQm
Progesterone

H0p 4xl mL/ HQp

D4t ti¤u cnuAn ISO 13485 2016
Thanh phAn gdm: . 2 chai, m5i chai 1.0 mL m6u chuAn I
.2 chal m6i chai 1.0 mL m6u chuAn 2
Progesterone (tt thgc vat) v0i hai khoang n6ng <10

(khoang 0.6 nmol./L ho{c 0.2 nglml- vi khoang 169
nmol/L ho{c 53 ndml) trong huy6t thanh ngudi
Ho{c Ti6u chuAn ky ttruft hrorg duong

4

2642 Ctr6t niQu chu6n x6t nChiem PToGRP H0p 4 x 1.0 H0p

D4t ti6u chuAn tSO 13485: 2016
Thanh phAn gdm: 2 chai, m6i chai 1.0 mL m6u chuAn I
2 chai. m6i chai 1.0 mL m6u chu6n 2
PToGRP (t6i t6,hqp tir E. coli) vdi hai khoang ndng <lS

(khoang 20 pg/nL vd khodng 294 pglmL) trong huy6t
thanh ngra; ch6t bAo quan.
Hofc Ti¤u chuAn ky thuQt tuorg duorg



STT TGn h5e chdt, sinh phlm Dol vi
tinh

Quy c{ch dring
s6i

TiCu chuin kf thuft sd lugng

643
Ch6t higu chuAn x6t
nghiem Prolactin

H0p 4 x 1.0 mL HQp

Dgtti6u chuAn tSO 13485:2016
Thanh phAn g6m: 2 chai, m6i chai 1.0 mL m6u chu6n t. 2 chu,mSi ctrai 1.0 mL m6u chuAn 2 Prolactin (nguli,
tai t6 hqp, tlr E. coli) vdi hai khoing ndng d (kho6ng 2
plU/ml. ho[c 0.09 ng/ml vi kho6ng 2000 pIUlmL ho{c
q4 nglml) trong dfrn huy6t thanh ngga-
Ho{c Ti6u chu6n tcy thuAt tuong duollg

7

644
Digr cUc tham chi6u sir
dltng cho m6y phdn tich
sinh h6a

H0p I PC/ H$p
Dqt ti¤u ctru6n tSO 13485: 2016
DiQn cgc tham chi6u srt dgng cho m6y phan tich sinh h6a
Ho{c Ti6u chuAn ky thuAt tuorg duolg

5

645
VSt liQu ki6m so6t xet
nghiQm tlinh lugng c6c
y6u t6 thdp khdp (RF-ID

H0p Ll:.2x I mL. L2
2xlmL/H$p

Dgt ti¤u ctruAn ISO 13485:2016
Thanh phAn g6m:
Huy6t thanh ngudi voi phg gia h6a hgc vd nguy¤n liQu c6

ngudn g6c sinh hgc nhu dd chi tlinh.
Ho{c Ti¤u ctruAn ky thuflt tuong duorg

6

646 ThuSc thri x6t nghiQm RF H0p 100 Test HQp

D4t ti6u chu6n tSO 13485: 2016
Thanh phln gdm: Rl DQm glycine: 170 mmol,/L, pH 8.0;
polyethylene glycol: 0.05 %o; albumin huy6t thanh bd; ch6r
6n <linh; ch6t bao qu6n
R2 Vi h4t latex phri IgG ngu&i; tlQm glycine: 170

mmol/L, pH7.3; chAt 6n dinh; ch6t bAo quan
Rl viro vi tri B vd R2 vdo vi tri C

Ho{c Ti¤u chuAn ky thuft tuong duorrg

20

647 Dung dich rua H0p 12 x 59 mL/ H$p
D4t ti¤u chu6n ISO 13485: 2016
Thanh phan gdm: Dung dich natri hydroxide I mol/L
Ho{c Ti¤u ctruAn ky ttru6t tuong duong

t0

648 Dung dich rua H0p 12 x 68 mL/ HQp
D4tti6u chuAn ISO 13485: 2016
Thanh phAn gdm dgm; ch6t tAy
Ho[c Ti6u chu6n ky thuAt tuong duong

l0

649
Ch6t hiQu chu6n x6t
nghiQrn SCC

H0p 4 x 1.0 mL/ H$p

D4t ti6u chuAn ISO 13485: 2016
Thanh phln gdm: 2 chai, m6i chai 1.0 mL m6u chudn I e
2 chai, m6i chai 1.0 mL m6u chuAn 2
SCC (t6i t6 hq'p rlr E. coli) d hai kho6ng ndng dQ (< 1.5
ng/ml vdr khoing 20 rylmL) trong h6n hgp huy6t thanh
ngudi; chAt bao quan
Ho{c Ti6u chuAn ky thuft tuong duorg

8

650
Dung dich nia cho
kim htt thu6c thrt vi
c6ng phd.'n img

H0p 50 mL/ HQp
D4t ti¤u ctruAn ISO 13485: 2016
HCl200 mmol/L
Ho{c Ti6u chuAn ky thugt tuong <Iuong

50

I

I



srr TGn h6a chdt, sinh phim Don vi
tlnh

Quy c6ch il6ng
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651 ^, a ,.^ . lChAt hiQu chudn xet nehi¤m T3 H0p 4x .0 mV H0p

Detti¤u chu6n ISO 13485:2016
Thanh phAn gdm; .2 chai, m6i chai 1.0 mL m6u chuAn t
. 2 chai, m6i ctrai 1.0 mL mAu chu6n 2
T3 v6i hai khoang ndng <10 (khoang 1.25 nmol/L hoic 0.8

nglml- vA kho6ng 8.5 nmoUl ho{c 5.5 nglml) trong huy6t
thanh ngu&i.
Ho{c Ti¤u ctruAn ty ttru{t tuong duong

8

652 Ctr6t trigu chuAn xdt
nghiQm T4 H0p +* r.[.uHop

Dg ti6u ctru6n tSO 13485: 2016
Thanh phin gdm: ,2 chai, m6i chai chta 1.0 mL m6u
chu6n I
.2 chai,m6i chai chria 1.0 mL m6u chuAn 2 L-thyroxine

vdi hai kho6ng ndng dQ (khoang 50 nmol./L hoic 3.9
pgldl vd khoang 230 nmol/L ho{c 17.9 pgldl) trong h5n
hgp ilQm/protein (albumin huy6t thanh bo).
Ho{c Ti¤u chu6n ky thuft ruong duong

8

653
Chfu hieu chu6n xdt nghiQm
Testosterone

H0p 4 x 1.0 mL/ HQp

D4t ti6u chu6n ISO 13485: 2016
Thanh phAn gdm: 2 chai, m6i chai 1.0 mL mAu chuin t
2 chai. m5i chai 1.0 mL m6u chuAn 2
Testosterone (ttr thUc vat) vdi hai kho6ng n6ng d0
(khoang 0.4 ng/ml ho{c 40 ngldl- ho{c 1.4 nmol/L vd
kho6ng I1.5 ng/ml ho& I150 ngldl hogc 40 nmol/L)
trong huySt thanh ngudi.
Ho{c Ti6u chuAn ty thuflt tuong duong

3

6s4
Ch6t hiQu chuAn xdt
nghiQm Tg
(Thyroglobulin)

H0p 4xl .olrnYnOp
I

Dgt ti¤u ctruAn tSO 13485:2016
Thanh phan gdm: 2 chai, m5i chai 1.0 mL mAu chuAn t
2 chai. m5i chai 1.0 mL m6u chuAn Z

Thyroglobulin (ngudi) vdi hai khoirng n6ng tlg (khoang
0.15 nglml vd khoang 180 ng/ml) trong huy6t thanh
ngua.
Ho{c Ti6u chuAn ty thu{t tuong duong

8

655
Ch6t hiQu chu6n xdt
ngiiQm PSA

H0p 4 x 1.0 mL/ H$p

D3t ti¤u ctru6n ISO 13485: 2016
Thnnh phAn gdm: 2 chai, m5i chai 1.0 mL m6u chu6n I
2 chai, m6i chai 1.0 mL m6u chuAn 2

PSA (ngudi) vdi hai khoang ndng dQ (ltoang 0 ng/ml vd
khoang 60 nglml-) trong huy6t thanh ngudi
Ho{c Ti¤u ctruAn ky thuflt ruong ttuong

l0
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656
H6a ch6t xdt nghiQm
protein toan phAn

H0p 300 TesV HOp

Dgt ti6u ctru6n tSO 13485:2016
Thanh phln g6m: Rl Natri hydroxide: 400 mmoVl; kali
natri tartrate: 89 mmol/L
R2 Natri hydroxide: 400 mmoVl; kali natri tartrate: 89

mmol/L; kali iodide: 6l mmol,/L; ddng sulfate: 24.3
mmol,/L
Rl vdo vi tri B vd R2 vdo vi tri C.

Ho{c Ti¤u chuAn ky thuflt tuong duong

60

657
Thu5c thu xet nghiQm
Protein

H0p 150 TesV HOp

D4t ti6u ctru6n ISO 13485: 2016
Thanh ph}n g6m: Rl Natri hydroxide 677 mmol/L;
EDTA-Na: 74 mmoVL
R2 Benzethonium chloride:32 mmoUl
Rl viro vi tri B va R2 vao vi tri C.
Ho{c Ti¤u ctru6n ky thuat tuong duong

20

658
H6a chfu xdt nghiQm
Triglycerid H0p 250 Tesv HQp

D4t ti6u chuAn tSO 13485 2016
Thanh phan gdm: Rl DQm PIPES: 50 mmol/L, pH 6.8;
Mg)+:40 mmol,/L; natri cholate: 0.20 mmol/L; ATP: >
1.4 mmol/L; 4-aminophenazone: > 0.13 mmol,iL;
4-chlorophenol: 4.7 mmol/L; lipoprotein lipase (chfrng
Pseudomonas): > 83 pkat/L; glycerol kinase (Bacillus
stearothennophilus): > 3 pkatlL; glycerol phosphate
oxidase (E. coli): > 4l pkat/L; peroxidase (cri cAi):2 1.6
pkat/L; ch6t bAo quan, ch6t 6n dinh
Rl vdo vi tri B.
Ho{c Ti¤u chuAn ky thu$t tuong ttuong

ls0

659
ChAt hiQu chuAn x6t nghiQm
Troponin T H0p 4 x 1.0 mL" H$p

D4t ti¤u ctrurin ISO 13485: 2016
Thanh phAn g6m: . TN-T hs Call 2 chai, m6i chai 1.0
mL m6u chuAn I
. TN-T hs Cal2: 2 chai, mdi chai 1.0 mL m6u chu6n 2
Troponin T (t6i t6 hqp. ngudi) vdi hai khoang ndng dQ

(khoAng
l8 ngll- ho{c pglml- vir khoiurg 4200 nglL hoic pg/ml)

trong huy6t
thanh ngu&i.
Ho{c Ti6u chu6n ky thu{t tuorg iluong

l0

660 Chit hiQu chu6n x6t
nghipm TSH H0p 4 x 1.3 ml/ H$p

D4t ti6u chu6n ISO ho{c CE
ChAt hiQu chuAn xdt nghigm TSH . ThAnh phAn: dQm; ch6t
6y
Ho{c Ti6u chuAn ty thuflt tuong duong

l0

I

I



STT T6n h6a chit, sinh philm Dan vi
tinh

Quy c6ch iling
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661
Thu6c thir xdt nChiem
Acid uric H0p 400 Test/ HQp

Dat ti¤u chuAn ISO 13485: 2015
Thanh phln gdm: Rl Dgm phosphate: 0.05 moVL, pH
7.8; TOOS: 7 mmol/L; fatty alcohol polyglycol ether: 4.8
oZ; ascorbate oxidase (EC 1.10.3.3; bi dai) > 83.5 pkat/L
(25'C); ch6t 6n dinh; ch6t bao quin
R3 DQm phosphate:0.1 mol./L, pH 7.8; kali
hexacyanoferrate (II): 0.3 mmol./L;4-aminophenazone > 3
mmoVl; uricase (EC 1.7.3.3; Arthrobacter
protophormiae) > 83.4 pkat/L (25 oC); peroxidase (POD)
(EC I .l 1.1.7; cri cii) > 50 pkatlL (25'C); ch6t 6n ttinh;
ch6t bio qu6n
Rl vdo vi tri B vd R3 vio vi tri C.
Hoic Ti6u ctruAn g thuft tuong duong

100

662
Thu6c tht x6t nghi$rn
Ure H0p 500 fest/ HQp

Dgt ti6u chuAn ISO 13485: 2016
Thanh phAn gdm: Rl NaCl 9 7o
R2 DQm TRIS: 220 mmol/L, pH 8.6;2-oxoglutarate: 73
mmol/L;NADH: 2.5 mmol/L; ADP: 6.5 mmol/L; urease
(tl$u): 2 300 pkat/L; GLDH (gan bd): 2 80 pkat/L; chh
bao quan; ch6t 6n dinh kh6ng phan img
Rl viro vi tri C vd R2 vdo vi tri B
Ho{c Ti6u chu6n k! thu$t tuong <luong

220

663
Ch6t hieu chuAn xdt nghiQm
Vitamin Bl2 H0p + x t.f mungp

D4t ti6u ctru6n ISO 13485: 2016
Thanh phln gdm: . 2 chai, m6i chai 1.0 mL m6u chu6n t
. 2 chai, m6i chai 1.0 mL m6u chu6n 2. Vitamin Bl2 v1i 2
khodng n6ng cI$ (khoang 185 pmol,/L hoic 250 pglml- vi
khoang I107 pmol/L hoic 1500 pg/ml) trong huy&
thanh ngudi, chAt bao quan.
Ho{c Ti6u chuAn ty thu$t tuong duong

4

664
Dung dich ctruAn U! m6u cho xdt
nghiQm PCR ding bAt hogt vi sinh
vat

H0p 480 mL (16 x 30
mL)/ H$p

Dgt ti6u ctruAn tSO 13485: 2016
Thanh phln gdm: DQm Tris, 60% (v/v) Isopropanol, l%
(w/v) Thymol, 18.9o/o (w/v) Guanidinium thiocyanate,
l.4oh (w I v) Tris (2-carboxyethyl)phosphine
hydrochloride, 0.4o/o (wlv) ween 20
Ho{c Ti¤u chuAn ky thuAt tuong duoxg

6

66s
Born ti¤m l6y m6u khi
il$ng m4ch

H0p 50 PC

D4t ti¤u ctruAn tSO
B0 phdn cta m6y phdn tich khi miiu, iliQn gidi - B0 dUng
cs l6y
m6u 16ng m6u vd kim)
Ho{c Ti¤u chuAn ky thu$t tuong <luong

400



STT TGn h6a ch{t, sinh phlm Don vi
tinh

Quy cich il6rg
c6i
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666
V$t tu tiCu hao sti dqng cho phdn

tich miu tht in vitro tr6n m6y phAn
tich sinh h6a

H0p 24 pieces (3 sets)
Dnt ti¤u ctruAn tSO
Khay ttlmg miu + Thu6c thrl tuong thich v6i m6y sinh h6a
Ho{c TCKT tuong tluong

2

667
Vdr lieu ki6m so6t x6t

nChiftn sinh h6a
H0p 4x5mL/H$p

Dat ti6u chu6n ISO 13845: 2016
Thanh phln ph6n rmg rong ch6t d6ng kh6: Uuy6t ttrantr
ngu&i vdi php gia h6a hgc vir nguy¤n liQu c6 ngu6n g6c
sinh hgc nhu d6 chi tlinh.
Ho& TCKT tuong duong

30

668
Thu5c thrl x¤t nChiQm dinh tinh
kh6ng th6 IgG kh6ng khdng nguy6n
nhan

H0p H$p 96 test

D4t ti¤u chu6n ISO 13485 2016
- X6c dinh ddng thdi c6c khrlng th6 kh6ng l0 lo4i khdng
nguy¤n sau: dsDNA, histones, ribosomal P-proteins,
nRNP/Sm,Sm, SS-A, SS-B, Scl-70, Jo-1, centromeres.
- t6ng thdi gian ri cria xet nghiQm (bao gdm thdi gian t
m6u, ri conjugate vd ri co chAt (substrate)) :<: 75 phrit
- CY < 5o/o

Ho[c Ti6u chuAn ky thu$t tuong duong

l5

669
Thu6c thrl xdt nghigm b6n dinh
lugng khring th6 IgM khring vi rut
Clonorchis

HQp/96 test

Datti6u chu6n ISO 134E5: 2016
- Thanh phAn: enzyme li6n hqp chimg; chimg duong; Co
ch6t; dung dich rua tl&n tt{c; dung dich pha lodng; dung
dich dtmg phan r?nh; acid photphoric.
- Ti¤u chuAn ch6t lugng: ISO 13485
Ho{c Ti¤u chuAn ky thuflt ruong duong

100

670
Dqng cg hrit m6u bQnh phAm
chuy¤n dtng trong c6c m6y xdt
nehiOm ELISA

Khay Khay/ 96 tip

D4t ti¤u ctruAn tSO 13485: 2016
Diu c6n hrit h6a chAt vi miu danh cho c6c m6y xdt
nghiQrn ELISA ty tlQng hoan toan
- ChAt [Qu: DAu col ldm tt nhya
- rn6 tich :l l00pl
- L@ trong dlu c6n c6 phri tinh ttiQn girip nh6n bi6t mrtc
ctr& l6ng.
- Ti¤u chuin ch6t lugng: ISO 13485
Ho[c Ti6u chu6n ky thugt tuong <tuong

400

67t
Dqng cp hrit miu bQnh phAm
chuy¤n dtng trong c6c m6y xdt
nChiQm ELISA

Khay Khay/ 96 tip

Dattieu chuAn ISO 13485 2016
DAu c6n htit h6a ch6t va m6u danh cho c6c miiy xet
nghiQm mi6n aicn tU <l$ng hoarn toAn
- ChAt liQu: DAu col ldm tir nhlra
- Th6 tich :300p1
- Ldp trong <tAu c6n c6 phri tinh ttiQn gifp nh{n bi6t mric
chAt l6ng.
- Ti6u chuAn ch6t lugng: ISO 13485
Ho{c Ti6u chuAn tg ttruflt trrong duong

480

H0p
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672
BQ x6t nghipm dinh tinh kh6ng th6
IgG kh6ng Cysticercosis H0p HQpt96 test

Dpt ti6u ctru6n ISO 13485: 2016
D0 nhay 88%, d0 tl{c hiQu 96%
Det tieu ehudn chAt lugrg ISO 13485;FDA.
Ho{c Ti¤u chu6n k! thuAt tuong duong

45

673
BQ xdt nghiQrn dinh tinh khring th6
IgG knrtug Entamoeba Histolyica H0p H(p/96 test

D4t ti6u chu6n ISO 13485: 2016
Dinh tinh kh6Lng th6 IgG kh6ng Emtamoeba histolyica
trong huy& thanh ngudi bing phuong ph6p Elisa. T6ng
th&i gian ti 20 phrit. D$ nhry 92%,d0 t$c hiQu 100%.
D4t ti¤u chuAn ch6t luqng ISO 13485; FDA.
Ho{c Ti¤u ctruAn ky thugt tuong duong

20

674 BQ xdt nghiQm dinh tinh kh6ng th6
IgG ki6mg Echinococcus H0p HQp/96 test

D4t ti6u chuAn tSO 13485: 2016
Dinh tinh kh6ng th6 IgG kh6ng Echinococcus trong huy6t
thanh ngudi btrng phuong ph6p Elisa T6ng thdi gian ri 20
phtt. D0 nh4y 97,7o/o, rIQ tl{c hiQu 9l,7yo.
D4t ti6u chuAn ch6t luqng ISO 13485; FDA
Ho{c Ti¤u ctruAn ky thuflt tuong duorg

50

675
Thu6c tht xdt nghiQm Dinh tinh
kh6ng th6IgM khring
Angiostronglrlus

96 iest/hQp

Dpt ti¤u ctrudn ISO I 3485: 2016
Dinh tinh khang th6 IgM khang Angiostrongylus trong
huy6t tuong ho{c huy& thanh ngudi b[ng phuong ph6p
Elisa. T6ng thdi gian t 50 phtt.
D4t ti6u chu6n ch6t lugng ISO 13485;FDA.
Ho{c Ti6u ctruAn ky thu$t tuong duong

20

676
BQ x6t nghiQm dinh tinh khring th6
IgG khrlng Fasciola

H0p HQp/96 test

D4t ti6u ctru6n tSO 13485: 2016
Dinh tinh khang th6 IgG khring Fasciola trong huy&
thanh ngu&i blng phuong ph6p Elisa. T6ng thdi gian ri 20
phtt. DQ nhay 100%, tl$ tl{c hi¤u 100%.
Dpt ti¤u chuAn ch6t luqng ISO 13485;FDA.
Ho{c Ti¤u ctru6n ry thu$t tuong duong

100

677
Thu5c thu x6t nghiQm dinh tinh
trtu{ng th6 IgM khrlng vi rut
Hepatitis D

96 tesVhOp

D4t ti¤u ctruAn ISO 13485: 2016
X6t nghiQm mi6n dich enzyme (ELISA) dtng d6 x6c dinh
kh6ng th6 IgM cria virus vi6m gan D trong huy6t tuong vd
huy6t thanh ngu&i.
U 2 lAn 60 phrit 0 37 oC vn I lAn 20 phrit d nhi¤t d0 phdng.
D0 nhay > 98o/o. D0 d6c hiQu > 98%
D4t ti¤u ctruAn ISOtI+85. CFS.
Ho[c Ti¤u chuAn ty thudt tuc,ng duoxg

60

H0p

H0p
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678
Thu6c thri x6t nChiern dinh tinh
kh6ng th6IgM khrlng vi rut
Hepatitis E

H0p H$p/96 test

Gdm:
+ Chr?n8 Am: I x 4 mVlg ch,&a lo/o truydt ttrantr d¤,l0 mM
tlQrn Na-citrate pH 6,0 +/-0,1; 0,5olo Tween 20; 0,09% Na-
azide vd 0,17o Kathon GC d6 b6o qutui.
+ Chring duong: I x 4 mUlg chita lYo huy6t thanh d¤,
chua khring th6 HEV IgM ngudi, l0 mM dem Na-citrate
pH 6,0 +/-0,1;0,57o Tween 20; 0,09%Na-azidevi0,loh
Kathon GC dd b6o quan.
* DOm rua dftn d{c 20X I x 60mUchai. N6ng rt$ 20x. Pha
lodng I lln, dung dich rua chira l0 mM <IQm phosphate
pH 7,0 + 0,2 vd0,05o/o Tween 20 vd0,lo/o Kathon GC
+ Enzryme li6n hgp l6mVl9. Chta Horseradish peroxidase
li6n hqp khang thA da ddng IgM nglroi, 5% BSA, lOmM
tlQrn Tris pH 6,8 + 0,1; O,3mg/ml gentamicine sulphat vd
0.1% Kathon GC ldm ch6t bio qu6n
+ Ch6t tao miru/co ch6t I x l6mVlq. Chrla 50 mM tlOm
citrate phosphat pH 3,5-3,8; 4% dimethylsulphoxide;
0.037o tetra-methyl-benzidine hay (TMB) vd 0,02o/o
hydrogen peroxide hay H2O2
+ Axit Sulphuric H2SO4 0,3M I x l5mVlg.
+ DunB dich pha lodng miu: I x 8mUl9. l0mM dung dich
dQm Tris pH 7,4 + 0,1
* Thu6c thrt trung hda: SOLN NTR I x 8mUl9. Chrla
khring th6 d0 khang hlgG;2o/o casein; l0 mM Na-citrate
tlQm pH 6,0 +l-0,1;0,17o Tween 20;0,09/o Natri acid vd

80

679
Thu6c thri x6t nChiem dinh lugng
khdng th6 IgG khrlng dsDNA H0p H$p/96 test

D4tti¤u ctruAn tSO 13485:2016

- Thanh phAn: l. Khay vi gi6ng: M6i khay gi6ng c6 12
thanh, m6i thanh 8 gi6ng c6 th6 be rdi, 2. Bg ch6t dung
du&ng cong chu6n 6x2ml1 CAL), 3. Dung dich dQm rua
dAm d{c lx60ml( WASHBUF 20X), Enryme conjugate 4.
Enzyme li6n hgp lxl6ml(CONJ), 5. Ch6t t4o miu/co ch6t
lxl6ml( SUBS TMB),6. Axit Sulphuric 0,3M lxl5ml,7
Dung dich pha lodng m6u 2x60ml (DILSPE)
- Bao quan: 2-8'C
- Ti6u chu6n ch6t lugng: ISO 13485
Ho{c Ti¤u ctruAn ty ttru6 tuong duong

20

680

B0 xdt nghiQm JE (Japanese
Encephalitis) IgM Capture ELISA
dtng cho ph6t hiQn nhi6m virus
vi6m n6o NhAt Ban (Japanese
Encephalitis Virus - JEV)

H0p HQpl96 test

D4t ti¤u ctruAn ISO 13485: 2016
Ph6t hiQn nhi6m virus vi¤m n6o Nhat Ban ld mgt hQ th6ng
xdt nghipm mi6h aicn ding cho ph6t hiQn c6c kh6ng th6
IgM trong huy6t ttrantr ngu&i khang v6i kh6ng nguy¤n tili
t6 hqp Ouqc din xuit fi JEV
T6ng th&i gian t 195 phtit. D0 nh4y 100%, ilQ tI& higu
l00o/o.
Dpt ti6u chu6n ch6t lugng ISO 13485; FDA.
Ho{c Ti6u chuAn ky thuft tuong iluong

l8

I
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681
Thu6c tht xdt nghiQm b6n tlinh
lugng khring ttr6 lgU khring vi rut
Paragonimus

H0p test

D4t ti0u ctru6n ISO 13485:2016
- Thanh phAn: Day gi6ng : 96 vi gi6ng; J683enryme li6n
hq,p lxl lml; chimg Am lx2ml; chfmg duorg lx2ml; Co
chAt lxl lml; dung dich rua dam dfu 2x25ml; dung dich
pha loing 2x30ml; dung dich dtmg phan (mg lxl lml acid
photphoric I M.
- Ti6u chu6n ch6t luqng: ISO 13485
Ho[c Ti¤u ctru6n ky thu{t tuong duong

30

682
BQ x6t nghiQm dinh tinh khring th6
IgG kh6ng Schistosoma H0p test

D4t ti¤u ctruAn tSO 13485: 2016
Dinh tinh khring th6 IgG kh6ng Schistosoma trong huy6t
thanh nguUi blng phuong phdp Elisa. T6ng thdi gian t 25
phrit. D0 nhay 100%, clQ rl{c hiQu 85%.
D4t ti6u chu6n chfu lugng ISO 13485; FDA.
Hoic Ti¤u ctru6n g thugt tuong duong

40

683
BQ x6t nghiQm dinh tinh
Mycobacterium Tubercolosis H0p

Dqt ti¤u ctruAn ISO 13485: 2016
Kit xdt nghiQm chAn dori,n in vitro srl dgng Khring nguy6n
protein t6i t6 hqp <tic hiQu TB (ESAT-6, CFP-10 vd TB
7.7) phitt hiQn interferon-gamma (IFN-y) beng PP ELISA.
Sri dqng 3 6ng : mitogen, Khring nguy6n TB,6ng Nil. 2. U
trong l6-24h trong bu6ng t 37oC
D$ nh4y: 95,08%; D0 d{c hiQu: 98,6%.
D4t ti6u chu6n ch5t luqng ISO 13485
Ho{c Ti¤u ctruAn ky thugt tuorg duorg

40

684
BQ x6t nghiQm <linh tinh kh6ng th6
IgG khang Strongyloides

H0p test

DAt tiCu chuAn tSO 13485: 2016
Dinh tinh kh6ng th6 IgG kh6ng Strongyloides trong huy6t
thanh ngudi b6ng phuong ph6p Elisa. T6ng thdi gian ri 20
ph[t. DQ nhey 100%, <l$ tl[c hiQu 100%.
D6r ti6u chu6n ch6t luqng ISO 13485;FDA.
Ho4c Ti6u ctruAn ky thu{t tuong duong

80

685
6ng chira m6u bQnh phAm dtng
trong xdt nghiQm ELISA H0p

I

I

tl00 6nANit+r0o
5ng TBIAg+100

6ng Mit$genl/HQp

I

l

Dgt ti¤u ctruAn tSO 13485: 2016
Bao gdm: 6ng TB-Feron Nil;
6ng TB-Feron TB Antigen vd
6ng TB-Feron TB Mitogen
Ho{c Ti¤u chuAn ky thuAt tuong duoxg

60

D4t ti¤u ctruAn tSO 13485:2016
Dinh tinh khang th6 IgG l<h6ng Toxocara trong huy6t
thanh nguoi blng phuong ph6p Elisa. T6ng thdi gian ri 20
phtt. D$ nh4y 87,5o/o. tlQ d& hi¤u 93,3o/o.
D4t ti6u chuAn chAt lugng ISO 13485;FDA.
Ho{c Ti¤u chuAn $ thuflt tuong duong

r00686
BQ xdt nghiQm dinh tinh thang th¤
IgG khang Toxocara

H0p test

2x96 fests/HQp
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6t7 B$ xdt nghiQrn dinh tinh khr6mg th6
IgG kh6ng Trichinella H0p HQp/96 test

Dst ti6u chu6n tSO 134E5: 2016
Dinh tinh khriorg thd IgG kh6ng Trichinella trong huy&
thanh ngudi bnng phuong ph6p Elisa T6ng thdi gian ri 20
phrit. D0 nhay 100%, d0 d{c hieu 100%.
D3t ti¤u chu6n chft lugng ISO 13485; FDA.
Ho{c Ti6u chu6n ky thuft tuorg <Iuong

30

688
H6a chAt dtrng cho m6y xdt nghiern
sinh hgc ph6n tt ph6t hiQn da tric
nhdn virus giy vi6m mdng n6o

H0p 100 test/ hQp

Dgt ti¤u chu6n ISO 13485: 2016
- BO kit real-time PCR ph6t hiQn ddng th&i c6c uic nhdn:
HSVI, VZV, CMV, HHV7, HSV2, EBV, HHV6
- Lo$ m6u bQnh phAm: Dich n6o tuy (CSF)
Ho{c Ti¤u chu6n ky thuft ruong duong

l0

689
H6a ch6t dtng cho mriy x6t nghiem
sinh hgc ph6n tu ph6t hiQn tla tric
nhdn virus gdy vi¤m mdng n6o

H0p 100 tesU h$p

D4t ti¤u ctruAn tSO 13485: 2016
- B0 kit real-time PCR ph6t hiQn d6ng thdi cric klc nhdn:
Parvovirus Bl9, Mumps virus, Human parechovirus,
AdV, HEV
- Lopi miu bQnh phAm: Dich ndo tuy (CSF)
Ho{c Ti¤u ctruAn ky thugt tuong duong

l0

690

H6a chAt dtng cho m6y x¤t nghiQm
sinh hgc phdn tu phrlt hiQn tla tric
nhdn virus g6y nhiSm trtng dudng
h6 h6p

H0p 100 test/HQp

D4t ti¤u ctruAn tSO 13485: 2016
- BQ kit real-time PCR ph6t hi¤n d6ng th&i c6c t6c nh6n:
lnfluenza A virus. Influenza B virus, RSV A, RSV B, Flu
A-Hl. Flu A-Hl pdm09. Flu A-H3
- Loni m6u bQnh phAm: Dich ngo6y ty hAu, Dich hnt ry
hAu, Dich rua ph6 quan
Ho{c Ti¤u chuAn ky thuflt tuong tluong

5

69t

H6a ch6t dtng cho miiy xet nghiQm
sinh hgc phdn ttt ph6t hiQn tla t6c
nhdn virus gdy nhi6m trung tludng
no nap

H0p 100 test/HQp

Dqtti6u chuAn tSO 13485: 2016
- B0 kit real-time PCR phrit hiQn ddng th&i cric tric nhAn:
Adenovirus, Enterovirus, MPV, PM, PM, PM, PIV4
- Lo4i m6u bQnh phAm: Dich ngo6y ty hAu, Dich hrit ty
hAu, Dich rua ph6 quan
Ho{c Ti6u chuAn ky thu{t tuong duo:rg

5

692

H6a ch6t dtng cho mriy x6t nghiQm
sinh hgc phdn tt phrit hiQn tla t6c
nh6n virus gdy nhi6rn trung ttudng
ho h6p

H0p 100 test/H$p

D4t ti¤u chu6n tSO 13485: 201'6
- B0 kit real-time PCR ph6t hiQn ttdng th&i c6c t6c nhdn:
Bocavirus, Rhinovirus, CoV OC43, CoV NL63, CoV
229E
- Logi m6u bQnh phAm: Dich ngo6y ty hAu. Dich hrit ty
hAu, Dich rua ph6 quan
Ho{c Ti¤u ctruAn ty thuft tuong duorrg

5

I

I
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693

H6a ch6t dtng cho m6y x6t nghiQm
sinh hgc ph6n tt ph6t hiQn <la t6c
nhdn vi khu6n gdy nhi6m trung
dutmg h6 hAp

H0p

1

test/HQp

D4t ti¤u ctru6n tSO 13485: 2016
- BO kit real-time PCR ph6t hiQn ddng thdi cric tiic nhdn:
M.pneumoniae, C.pneumoniae, L.pneumoniae,
S.pneumoniae, H.influenzae, B.pertussis, B.paraperh:ssis
- Lopi m6u bQnh phAm: Dich ngo6y ty hAu, Dich htt ty
hlu. Dich rua ph6 quan . Dorn
Hofu Ti6u chu6n t, thuir tuong duong

5

694
B$ ho6 chAr dtrng xdt nghiQm virus
SARS-CoV-2 H0p l0p test/b$

Dgt ti6u ctruAn ISO 13485: 2016
- Ph6t hien 4 gen dich: gen E, gen N, gen S, gen RdRP
trong ctng mQt 6ng phan ung
- Chtmg duong, chimg nQi tich hqp trong bQ kit
- Gidi h4n phdt hiQn t6i ita: 50 copies/phan img
- D0 d{c hiQu: kh6ng phan rmg ch6o vdi 54 tric nh6n gdy
bQnh tluong h6 hAp bao gdm SARS, MERS vdr c6c virus
li¤n quan d6n SARS
Ho[c Ti6u chuAn ky thuAt tuong duong

l0

695

Ho6 ch6t dirng ctng m6y PCR d6
x6t nghiQm virus SARS-CoV-2,
virus cfm A, virus cirm B, virus
RSV

H0p I 00 test/H$p

Dpt ti¤u chuAn tSO 13485: 2016
- BO kit real-time PCR ph6t hiQn ddng thdi gen RdRP, N,
S cta SARS-CoV-2, RSV A/B, Crim A, B
- M6u dAu vdo dich htt ty hAu, ngo6y ty hiu, rua ph6
qu6n, nudc bgt
- Tich hqp ch(mg duong, chimg nQi IC
HoNc Ti6u ctruAn ty tnuat tuong dusng

3

696
H6a ch6t dirng cho mrly x6t nghiQm
sinh hgc ph6n tu ph6t hiQn da ulc
nhdn vi khuAn g6y vi¤m mdng n6o

H0p 100 tesV hQp

Dat tiCu ctru6n ISO 13485: 2016
-BO kit real-time PCR ph6t hiQn it6ng thdi c6c t6c nhdn: H
influenzae, S.pneumoniae. L. monocytogenes. N.
meningitidis, GBS, E.coli Kl
- Lo4i m6u bQnh phAm: Dich nio tty (CSF)
Ho{c Ti6u chuAn ky thuAt tuong duong

l0

697
H6a ch6t dtng cho m6y xdt nghiQm
sinh hgc phdn trl ph6t hiQn lao vd
lao kh6ng di6n hinh

H0p 100 test/ hQp

D4t ti¤u chuAn tSO 13485: 2016
- BO kit real-time PCR ph6t hiQn Lao vd Lao kh6ng di6n
hinh: MTB, Mycobacteria
- Lo4i mAu bgnh phAm: D&m, MOi trudng nu6i cAy. Dich
rua ph6 quan, M6 tuoi
Ho{c Ti¤u chuAn ky thuAt ffong duong

20
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698
M6u nQi ki6m cho x¤t nghiQm ph6n
tich nudc ti6u, 2 mfc ndng tlQ

H0p 12xl2ml

D4t ti6u chuAn ISO 134E5: 2016
- Thanh phAn: nudc ti6u ngudi, dgrg l6ng
- C6 th6 st dgng cho ci xdt nehiem bing que nhring nudc
ti6u vd m6y phan tich nu6c ti6u st dgng kinh hi&r vi
Hofc Ti6u chuSn ky thu& tuong duong

l0

699 Miu n$i ki6m cho x6t nghiQm h6a
sinh thudng quy, mric ndng <lg I L9 12x5ml

Dpt ti6u chuAn tSO 13485: 2016
- Thenh phln: huy6t thanh ngudi, dqng tl6ng kh6
- Bao g6m 83 th6ng s6 cho xdt nChiem h6a sinh, trong <16

c6 th6ng s6I-Ot . Th6ng s5 xdt nghiQm enrym vir CO2 c6
tinh 6n dinh cao
- Kh6ng cAn dung dich itic bift de hoan nguy¤n
Ho{c Ti¤u chuAn ky thugt tuong duong

220

700 Miu n$i ki6m cho xdt nghiQm h6a
sinh thuong quy, mric ndng clQ 2

L9 13x5ml

D4t ti¤u chuAn tSO 13485: 2016
- Thanh phAn: huy6t thanh ngudi, deng d6ne kh6 - Bao

gdm 83 th6ng s6 cho xdt nghiQm h6a sinh, trong tt6 c6
th6ng sd LDL. Thdng s6 xdt nghiQm enrym vd CO2 c6
tinh 6n itinh cao - Kh6ng cAn dung dich <ltrc bigt d6 hoan
nguy¤n
Ho{c Ti6u chuAn ky thuflt tuong duong

220

701
MAu nQi ki&n cho xdt nghiQm
Ethanol vd Ammoniac, d4ng dung
dich, mrlc ndng <10 I

Lo 6x3ml

D4t ti¤u ctruAn tSO 13485: 2016
Ho6 ch6t ki6m chuAn cho xdt nghiQrn Ethanol vd
Ammoniac, mfc I

- Thanh phln: albumin huy6t thanh bo, d6ng l6ng
- Mfc ndng dO th6p, cao vd gdy tlQc cta Ethanol vd

Amoniac trong khoing gi6 tri c6 f nghia ldm sang.
- Ti¤u chuAn ch6t lugng: ISO 13485

Ho{c Ti¤u ctruAn ty thug tuong duong

6

702
Miu nQi ki6m cho xdt nghiQm
Ethanol vir Ammoniac, d4ng dung
dich. mric ndng ttQ 2

L9 6x3ml

D4t ti6u chuAn tSO 13485: 2016
Ho6 ch6t ki6m chu6n cho xdt nghiQm Ethanol vd
Ammoniac, mtc 2

- Thanh phAn: albumin huy6t thanh bd, d4ng l6ng
- Mfc ndng tlQ thAp, cao vd gdy dQc cria Ethanol vd

Amoniac trong khoing gi6 trl c6 f nghia l6m sang.
- Ti¤u chu6n chAt luqng: ISO 13485

Ho{c Ti¤u chuAn t<y thuflt tuong tluong

J
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703
MIu n$i ki&n cho xdt nghiQrn
Ethanol vir Ammoniac, d4ng dung
dich. mfc ndng d0 3

L9 ( x3ml

D4t ti¤u chu6n ISO 13485: 2016
Ho6 ch6t ki6m chudn cho xet nghiQm Ethanol vd
Ammoniac, mtc 3

- Thanh phAn: albumin huy6t thanh bo, dpng l6ng
- Mtic ndng <10 th6p, cao vd gdy dQc cria Ethanol vir

Amoniac trong kho6ng gi6 tri c6 f nghia l6m sang.
- Ti¤u chu6n ch6t lugng: ISO 13485

Ho[c Ti¤u chu6n ky thuflt tuong duong

J

704 Anti A Lq I 0mUlo

DStti¤u chu6n ISO 13485 2016
Khang th6 don ddng Anti-A dinh nh6m m6u ABO, dAn
xu6t tir viQc nu6i c6y t6 Uao chuQt/ th6/ d¤ lai blng
phuong ph6p hqp ntrAt t6 bao ho{c dugc t6ng hqp theo
phuong phrip t6i t6 hqp
D0 chinh xirc: l00o/o
Thanh phln: khang th6 don ddng ttugc pha trong dung
dich <tftn c6 chfa Sodium Azide (0,1 - 0,2o/o) vd Sodium
arsenate 0,02olo
Ho{c Ti6u chuAn ky thuft tuong duong

150

705 Anti AB L9 I )ml/lg

D4t ti6u cnuAn ISO 13485: 2016
Kh6ng th6 don ddng Anti-A dinh nh6m m6u ABO, d6n
xu5t tir viQc nu6i c6y t6 bdo chuQt/ th6/ d¤ lai blng
phuong phrip hqp ntr6t t6 Uao ho{c tlugc t6ng hqp theo
phuong phrlp t6i t6 hqp
D0 chinh xirc:. l00o/o
Thanh phAn: khang thA don ddng dugc pha trong dung
dich tlQm c6 chfa Sodium Azide (0,1 - 0,2%) vd Sodium
arsenate 0,02%o
Ho[c Ti¤u chu6n ky ttru6t tuong duong

150

706 Anti B Lq

D6 ti6u ctruAn ISO 13485: 2016
Khring th6 don ddng Anti-A tllnh nh6m m6u ABO. d6n

t . ^. , t,.xuiit tir viQc nu6i cdy td bio chugt/ th6/ d6 lai blng
phuong phrlp hqp ntrft t6 bao ho{c tlugc t6ng hqp theo
phuong phAp t6i t6 hqp
D0 chinh x6c: 1007o
Thanh phAn: khring th6 don ddng dugc pha trong dung
dich tlQm c6 chta Sodium Azide (0,1 - 0,2o/o) vd Sodium
arsenate 0.02%o
Ho{c Ti6u ctruAn ty ttruflt tuong duoarg

r50l0ml/lo



STT T6n h6s ch6t, sinh phim Don vi
tinh

Quy c{ch il6n3
c6i Ti0u chuAn ki thu$t 55lrgng

707 Anti D (lgIWIgG) Lo l0mVlo

D4t ti¤u ctruAn tSO 13485: 2016
Khang th6 don ddng Anti-A dinh nh6m mdu ABO, dan
*ufu tt vi6c nu6i cAy te beo chuQt/ th6i d¤ lai blng
phuong ph6p hgp ntr6t t6 fao ho{c dugc t6ng hqp theo
phuong ph6p t6i t6 hqp
D0 chinh x6c: 100%
Thanh phln: kh6ng th6 <Ion ddng ttugc pha trong dung
dich tlQm co chrla Sodium Azide (0,1 - 0,2o/o) vd Sodium
arsenate 0,027o
Ho{c Ti¤u ctru6n kythu{r tuoxg duong

100

708 Que tht x6t nghiQm dinh tinh khang
nguy¤n vi rut Adeno Test H$p 25 test

Egt ti¤u chu6n ISO 13485: 2016
D0 nhey > 99o/oi D0 d{c hiQn299o/o; Kh6ng c6 ph6n ung
cheo vdi c6c mAm bfuh tlulng hO h6p khec nhu RSV,
CtimA/B
Thanh phAn: test thrl vd dung dich pha lodng m6u
Ho{c ti¤u chudn ky thu{r tuong duong

3.750

109 Test nhanh phet hiQn m6u An trong
phan H0p 25 Test/ HQp

D4tti¤u chu6n ISO 13485:2016
DQ chinh x6c tuong d6i>98o/o: DQ nh4y phen tich <50
nglml ho{c 

=2pdeph6n; 
Xet nghiQm tl{c hiQu vdi

hemoglobin d ngudi, phdn biQt vdi hemoglobin bd. gd,
lqn, d¤, ngg4 th6, gd t6y & ndng <lQ lmg/ml
Thanh phAn: Dii x6t nghiQm (test) c6 chira ciic ptrAn tu
khring th6 khang hemoglobin dugc phri tr¤n mang, 6ng l5y
m6u xet nghiQm c6 chira dung dich pha lodng m6u
Ho{c Ti6u chuAn ty thufi tuong duong

50

710 Test nhanh ch6n Ooan bgnh vi¤m
dudng ruQt do Rotavirus H0p 20 tesV h$p

Dgt ti¤u chu6n ISO 13485: 2016
DQ nhgy > 99%;DO tlic higu > 98%o; Gi0i han ph6t hiQn
Sl5,6nglml; DQ chinh x6c (+): > 94o/oi DQ chinh x6c (-):
Z99o/o. Kh6ng c6 phan rmg chio vdi c6c mAm b6nh
<ludng ti6u h6a ngu&i kh6c nhu Adenovirus, Astrovirus.
Campylobacter coli, Campylobacter jejuni, Clostridium
difficile, Cryptosporidium parvum, Entamoeba hystolitica,
Listeria monocltogenes, Escherichia coli O I 57:H7.
Giardia lambli4 Helicobacter pylori , Shigella sonnei,
Norovirus, Salmonella paratyphi, Shigella dysenteriae,
Salmonella typhimurium, Salmonella typhi, Shigella
boydii, Salmonella enteritidis, Shigella flexneri,
Enterovirus. Staphylococcus aureus, Yersinia
enterocolitica
Thanh phin: test tht vir dung dich pha lodng m6u
HoAc ti6u chuAn ky thugt tuong tluong

70

I



STT TGn h6e chdt, sinh philm Don vi
tinb

Quy cich il6ng
s6i Ti6u chuin ki thu$t S5 tuqng

7tt Test tht virus hqp bao (RSV) H0p H0p 25 test

Dat tieu cnu6n ISO 13485 2016
Dg n!r3y tuong a6i >gsor.,4D$ dAc hiQu tuong d6i >ggo/o.
Kh6ng c6 phan ung cheo vdi c6c mAm bQnh tlueng hO h6p
kh6c nhu Ctm A/8, Adenovirus
Thanh phAn: test tht vir dung dich pha loing m6u
Ho{c Ti6u chuAn tY thu$t tuong duolg

200

712 Dung dich hiQu chuAn H0p

I

m* ,l r.r- * r ro
Highl3mLx3lg
Diluerlt: l0ml- x 3

l,'

D4t ti¤u ctruAn tSO 13485: 2016
Thanh phAn:
Calibrator Low, Calibrator High : Human source
hemoglobin <-0.60/o Calibrator diluent : Phosphate<=
0. I %; Surfactant<:0.loh
Dung dich sau pha c6 dQ 6n ttinh t5i thi6u 8 gi&
Ho{c Ti¤u ctruAn ky thu$t tuoxg duong

5

713 COt s6c ki H0p I column

D4t ti6u ctruAn tSO 13485: 2016
C$t dugc ch6 tqo blng vfi liQu SUS (thdp kh6ng gi) vd
ntp xoin hai dAu dugc ldm tir PEEK (polyether ether
ketone)
Thanh phAn: Hydrophilic polymer of methacrylate esters
copolymer
Ho{c Ti6u chuAn ki thu$t tuong duong

5

7t4 Dung dich pha lodng m6u chu6n H0p lx250nil-+lxl5mL

D4t ti6u ctruAn ISO 13485: 2016
Gdm: DILUENT 80: Phosphate <:0.lYo, Surfactant <:
0.1%; RECONSTITUENT 80: Phosphate <:0.6o/o,
Surfactant <: l.0o/o
Ho{c Ti6u chuAn ty thu$t tuong tluong

5

715 Thu6c thri tlinh lugng HbAlc H0p 60OmL x4
D4t ti6u ctruAn ISO 13485:2016
Thanh phAn gdm: Sodium azide: <{.01 o/o; Oxidizing
agenti <:0.7Yo; Phosphate: <:17o.
Hofu Ti¤u chuAn t<y thu$t fiong duong

20

716 Thu6c thri dinh luqng HbAlc H0p 600mL x 2

D4t ti6u ctruAn tSO 13485: 201 6
Phan tich tlinh luqng HbAlc trong m6u toan phAn
Gdm: Sodium azide: <4.O6oh; Oxidizing agent: <=3o/o;

Phosphate: <:27o.
Hofc Ti¤u'chuAn t<y tnuflt tuong <Iuong

l5

717 Thu6c thri dinh lugng HbAlc H0p 600mL x 2

D4t ti¤u ctruAn ISO 13485: 2016
Phan tich dinh luqng HbAlc trong mAu m6u toin phln
Gdm: Sodium azide : <:0.0 I o/o; Oxidizing agent:<:0.3%o;
Phosphate: <=17o.
Ho{c Ti6u ctruAn ty ttru{t tuong dusng

l5



STT T0n h6e chit, sinh phlm Dcn vi
tinh

Quy cich ilting
c6i

Ti6u chuin ki thu$t S5luqng

7t8 Dung dich ki&n chuAn H0p Level l:4x0.25ml-
Level 2: 4x0.25ml

D4t ti¤u chu6n tSO 13485: 2016
Gdm : Hemoglobin, human: I 3.0- I 5.Ogldl; Potassium
Cyanide: <0.005%.
Ho{c Ti¤u chu6n tyttrudt tuong duorg

5

719 Dung dlch pha lodng m6u vi rfa
duUng 5ng

H0p 3x2L

D4t ti¤u chu6n ISO 13485: 2016
Thanh phAn:
Sodium azide<4.02o/o
Phosphate<=0.1%
Surfactant<:0.1%
Ho{c Ti¤u ctru6n ky thu{t tuong duolrg

30

720 Dung dich rua d6m tl{c 250mL

Dgt ti¤u chuAn tSO 13485: 2016
Gdm: Nonionic Surfactant: l- 5%; Inorganic salf: l-5%;
Antiseptic: 0.1- lo/o; Pure water: 85-95%.
Ho{c Ti¤u chuAn ky thuat tuong duorg

5

721 Chai c6y m6u ph6t hiQn vi sinh vft
ky khi H0p 40ml/chai x 50

chai/h0p

D4t ti¤u chu6n tSO 13485: 2016
Thanh phAn m6i trudng trong chai: 40 mL nudc d5 qua xt
ri..
Canh trudng Soybean-Casein Digest 2.75oA , Cao n6m
men}.2Vo,Thanh phln M6 DQng vQt 0.05o/o,Dextrose
0.27o, Hemin 0.0005%, Menadione 0.00005%, Sodium
Citrate 0.02%o, Thiols 0.1 o/o, Sodium Pyruvate 0. l7o,
Saponin 0.26yo, ChAt ch6ng tao bgt 0.01%, Sodium
Polyanetholsulfonate (SPS) 0.035o/o, c6 b6 sung th6m
CO2 vd N2.
Ho[c Ti¤u ctruAn ky thuft tuong duong

150

722 Chai ciy m6u tim nAm vd vi khuAn
lao Thing 50 chai/hQp

(thtng)

Dgt ti¤u ctruAn ISO 13485: 2016
Thanh phAn m6i truCmg trong chai bao gdm: Nudc d6 xri
lj 40 mL, 7H9 Middlebrook Broth Base without
phosphate salts 0.12o/o, Brain Heart Infusion 0.5%" Casein
Hydrolysate 0.1%, Supplement H 0.1%, Inositol 0.05o/o.
Glycerol 0.1%, Sodium
Polyanetholsulfonate 0.025o/o. Polysorbate 80 0.0025%"
Pyridoxal HCI 0.0001%, Ferric Ammonium Citrate
0.0060/o, Potassium Phosphate 0.024o/o, Saponin 0.24%,
Antifoam 0.01%
Ho{c Ti¤u chuAn tcy ttru6t tuong tluong

30

H0p

I



sm T6n h6a chit, sinh philm Don vi
tinh

Quy crlcb il6ng
s6i Ti6u chuin kf thu$t S5lugng

723
Chai c6y mdu ph6t hiQn vi sinh vgt
hi6u khi H0p +OJcfrai x SO

chai

Dpt ti¤u chuAn ISO 13485:2016
Thanh phAn m6i tru&ng trong chai: 40 mL nudc <ld qua xri
l)r, Canh tru&ng Soybean-Casein Digest2.7SYo, Cao nAm
men0.25o/o, Thanh phAn M6 DQng vil.0.10%, Sodium
Pynrvate 0.10o/o, Dextrose 0.060/o. Sucrose 0.08%, Hemin
0.0005%, Menadione
0.00005%, Sodium Polyanetholsulfonate ( SPS) 0.020yq
Pyridoxal HCI (Vitamin 86) 0.001%, Nonionic Adsorbing
Resin 10.0olo, Cationic Exchange Resin 0.6%, c6 b6 sung
th6m CO2.
Ho{c Ti¤u chu6n ky thuSt tuong duong

20

724 Chai c6y mrtu ph6t hiQn vi sinh vgt
hi6u khi H0p 30mUchai x 50

chai/trQp

D4t ti6u ctruin tSO 13485: 2016
Thanh phAn m6i trudng trong chai: 30 mL nudc tI6 qua xri
ti,
Canh trudng Soybean-Casein Digest 3.\oh,Cao nAm men
0.25o/o, Amino axit 0.05%. Dudng 0.2olo, Sodium
Polyanetholsulfonate (SPS) 0.05o/o, Vitamins 0.025yo,
Ch& oxi h6a/ Kht 0.005%, Nonionic Adsorbing Resin
13,4%o, Cationic Exchange Resin 0.9%. c6 b6 sung th6m
co2.
Holc Ti6u churin ty thuAt tuorg duong

200

725 6ng nh6 giqt thu5c thri myc An Dg H0p ro r* 
Io.5mr/hQp

D4t ti6u chuAn tSO 13485: 2016
Thanh phln bao gdm: 0.5 mL dung dich mgc India.
HoSc Ti¤u chu6n g thuAt tuong duong

30

726
H6a ch6t dtng cho m6y c6y m6u
ph6t hiQn vi khu6n ho H0p I 00 tube/H0p

D4t ti¤u ctruAn ISO 13485: 2016
M6i 6ng chrla I l0pl- ch6t chi thi huinh quang Tris 4, 7-
diphenyl-l.l 0-phenanthroline ruthenium chloride
pentahydrate vi 4 mL canh tru&ng Middlebrook 7H9 vbi
c6ng thrtc trdn m6i L nudc cAt: 5.9 g Canh tru&ng
Middlebrook 7H9 da diAu chinh; 1.25 g Casein Peptone.
Ho{c Ti6u ctruAn ky thuSt tusng duong

40

727
H6a ch6t b6 trg nu6i c6y vi khu6n
lao H0p 6 chai/h0p

D4t ti¤u chuAn ISO 13485: 2016
Chira l5mL ch6t ldm gidu Middlebrook OADC vdi c6ng
thric tr¤n lL nudc tinh khi6t: 50.09 Bovine albumin,
20.09 Dextrose, 0.039 Catalase, 0.69 Oleic axit.
Ho{c Ti6u ctruiin ry thu{t tuong duong

20



STT TGn h6a ch6t, sinh phAm Don vi
tinh

Quy c{ch d6ng
s6i

Ti0u chuAn kf thu$t s5 tugng

728
H6a ch6t b6 trg nudi c6y vi khu6n
lao

H0p 6 chai/hQp

Dat ti¤u ctruAn ISO 13485: 2016
H6n hqp khang sinh d6ng kh6 bao g6m: Polymlxin B
6.000 tton vi, Amphotericin B 600 pg, Nalidixic axit
2.400 pg, Trimethoprim 600 pg, Azlocillin 600 pg.
Hofu Ti6u chu6n ky thu$t tuong duong

20

729
B$ ph6n gi6i vd khri tgp dtng cho
xri lf m6u bQnh phAm x6t nghiQm
Mycobacteria

H0p
150 mUchai x l0
chai vd l0 g6i

Dftn Phosphate
(pH 6.8)

D4tti6u chuAn tSO 13485: 2016
- Thanh phAn: (c6ng thtc tr6n lL nudc tinh khi6t): 20.09
NaOH, 14.59 Trisodium Citrate, mQt 5ng thui tinh co
chua 0.370 g NALC nim ben trong lg; vd <l¤m Phosphate(
c6ng thrlc tr6n 500mL nudc tinh khi6t): 2.379 Disodium
Phosphate, 2.279 Monopotassium Phosphate.
Ho{c Ti6u chu6n ky Au4t tuong duong

20

730 H6a ch6t ki6m chu6n m6y phen tich
ddng ch6y t6 bdo

H0p H$px219x3ml

D4t ti¤u ctruAn ISO 13485: 2016
- QC ch6t lugng quang hgc, tliQn tu vir ddng dich vi bt
quang ph6,
- Tuong thich cho tlt cl cac ddng m6y tb t6 bao dOng
ch6y, c6 th6 dtng C6 OiAu chinh iliQn rip
- Thanh phAn: hat bead trong PBS vdi BSA vd 0,1%onatri
azide,bho quin 2oC-8oC, trrffi anh sang trpc ti6p
- D6ng g6i: 50 tests/ 2 l9 3ml-/h$p
Ho{c Ti6u chu6n ky thuflt tuong duong

20

731
Dung dich ly gi6i cho m6y <t6m t6
bdo CD4 BD FACSVia H0p 100 mL/HQp

E4tti¤u chuAn ISO 13485: 2016
Dtng d6 ly gi6i h6ng cdu sau khi nhugm c6c t6 bio mriu
ngogi vi vdi kh6ng th6 gin miu hujnh quang
Thanh phAn: 

=30.0% 
diethylene gly col, < 9.99o/o

formaldehyde
Ho{c Ti6u chuAn t1 thuat tuong duong

l0

732
H6a chfu phrit hiQn vi khu6n dtrng
cho mdy dinh danh vi khuAn

H0p 25 test/hfp

D4t ti¤u ctruAn tSO 13485: 2016
- Dtng nguy¤n lf s6c kf mi6n dich nhanh d6 ph6t hiQn
dinh tinh
khdmg nguy¤n MPT64 cria nh6m Mycobacterium
tuberculosis complex.
-M5i thanh ho6 chAt dugc tl6ng trong g6i tui b4c
-Thanh ho6 chAt bao gdm mQt v4ch tht nghiQm chfa
khring th6 don ddng tt{c hiQu-MPT64 vd mQt v4ch chimg
chfa khring th6 tnreng loai.
Ho{c Ti6u ctruAn ky thu6t tuong duoxg

l5

I

I

I



STT T8n h6e chilt, sinh philm Don vi
tinh

Qu: 'c6ch iting
sii Ti6u chuiin ki thuft S5 tuqng

733
B0 h6a ch6t miEn dich hujnh quang
3 miu CD3/CD4/CD45 cho mriy
a6m t6 Uao CD4 BD FACSVia

Lg Tests

Dpt ti¤u chu6n ISO 13485: 2016
ThAnh phAn: ktr6ng th6 CD3.clone SK7 gin miu FITC,
khdng th6 CD4 clone SK3 g6n mAu PE, kh6ng the CD45
clone 2Dl gin mdu PerCP
Thu6c thrl bao qu6n d 2-8oC, 6ng Trucount b6o quan & 2-
25oC
Ho[c Ti6u ctru6n ty ttrug tuong tluong

100

734 6ng d6m s5 lugng tuyQt d6i cho
m6y d6m t6 bao CD4 BD FACSVia Thing

D4t ti6u ctru6n tSO 13485: 2016
Thanh phAn: m6i 5ng chira c6c h3t bi gin hulnh quang
dqng tt6ng kh6, chi srl dpng mgt Gn
Ho{c Ti6u chudn ky thuSt tuorg duong

100

735
Dung dich tAy rua dam d{c cho m6y
a6m t6 uao cD4 BD FACSVia lq 5ml/19

Dat ti¤u chu6n tSO 13485: 2016
Thnnh phln c6 chria glycollic acid. citric acid
Ho[c Ti6u chu6n ky ttru$t ruong <tuong

25

736 Dung dich rua ddng t6 bdo md rQng L9 tml/19
D4t ti¤u chuAn tSO 13485: 2016
Thanh phAn: Ethanol, Methanol
Ho[c Ti0u ctruAn k1 thugt tuong duong

J

737
Dung dich rua (BD FACS Clean
Solution 5L) Thtng 5 lit

D4t ti¤u ctruAn tSO 13485:2016
Dung dich rua m6y A6m t6 fao
HoSc Ti6u chuAn ky thuQt tuong duong

l0

738 Phg gia t4o ddng cho mriy d6m t6
bdo CD4 BD FACSVia thtng I ml1",

D4t ti6u chuAn tSO 13485: 2016
Thanh phln c6 chria sodium fluoride
Ho{c Ti6u chuAn ky ttru{t tuong dusng

25

739
H6a ch6t ki6m so6t quri trinh d6m t6
bio lympho CD4 d n6ng tt$ thAp
cho mdy a6rn t6 tao

H0p 2.5 mL/Lg

D4t ti6u chuAn tSO 13485: 2016
Thanh phAn: bach cAu vd hdng cAu ngu&i dugc git tin
tlinh trong m6i tru&ng bao quan
Ho{c Ti¤u chuAn ty tnu$t tuong duong

20

740
H6a ch6t ki6m so6t qu6 trinh d6m
c6c dudi nh6m lympho cho miiy
a6m t6 uao

H0p 2.5 rnl-tLq

Dat ti¤u ctruAn ISO 13485: 2016
Thanh phAn: bAch cAu vi hdng clu ngu&i dugc gif 6n
dinh trong m6i trudng bao qu6n
Ho[c Ti¤u chu6n ky thuft tuong duong

20

741 2
ExoSAPJT For PCR Product Clean-
Up Kit 200

D4t tiOu chuAn tSO 13485: 2016
+ Ung dpng: lo4i b6 primer vd dNTP thta, tinh s4ch s6.,n

pnAm eCn
+ Bao quan: -5 <t6n -30'C
+ St dung cho c6c thi6t bi gi6i trinh ty gen nguy6n ly
Sanger vd iliQn di mao qu6n
Ho{c Ti¤u ctruAn ty ttru6t tuong duong

30742
Hori ch6t d6 x6c tlinh thdi gian
thromboplastin mQt phAn duqc kich
hoat (APTT)

H0p 2ml

D4t ti¤u cnuAn tSO 13485: 2016
H6a chAt X6c tlinh thdi gian kich ho4t mQt phln
thromboplastin (APTT) vd ttinh lugng hoAt tinh c6c y6u t6
d6ng m6u n$i sinh
Ho{c Ti6u chuAn ky ttru$t tuong duong

i

50 Test/HQp



STT TGn h6e chit, sinh phAm Don vi
tinh

Quy c{ch il6ng
c6i

Ti6u chu6n k! thuit

143
Dung dich rua dtng cho m6y <l6ng
m6u tg tl$ng co tinh acid

H0p 5Lx I

Dnt ti¤u chu6n ISO 13485: 2016
Dung dich rua dtng cho m6y tl6ng m6u ty tlQng c6 tinh
acid
Hofc Ti6u chuAn ky thuQr tuong tluong

100

744
h6a chAt b6 sung cho c6c xdt
nghiem d6ng m6u

H0p l0 x l5ml

Dqt ti¤u ctru6n tSO 13485: 2016
H6a ch6t M sung ion canxi cho c6c xdt nghiQrn <l6ng m6u
kh6c nhau
Ho{c Ti6u ctru6n g thuflt tuong duong

5

745 H6a ch6t rua m6y huy& hqc H0p 20 x 4ml

Dgt ti¤u ctruAn tSO 13485: 2016
Dung dich rua hQ th6ng phtu tich trong xdt nghiQrn T6ng
phdn tich t6 beo m6u ngogi vi tU tl$ng hoirn tod,n
Ho{c Ti6u chuAn ky thuft tuong duolg

l5

746 H6a chit pha lodng dirng cho m6y
huy6t hgc Thtng I x20L

D4t ti6u ctruAn tSO 13485: 2016
Dung dich rtQm dtuig truong pha lodng m6u toin phln
dtng d6 ddm, dinh cO t6 bao m6u trong x6t nghiQm T6ng
ph6n tich t6 beo meu ngo4i vi tU d0ng hoirn toirn
Ho& Ti6u chudn ky thuflt ruong duong

150

747
H6a ch& pha lodng a6 ao h6ng cAu
ludi H0p lxlL

Dpt ti6u chu6n ISO 13485: 2016
Dung dich pha lolng tt6 Oo trdng cAu ludi trong xdt
nghiQm T6ng ph6n tich te beo m6u ngopi vi ty dgng hoan
todn
Ho{c Ti¤u chu6n ky thuAr tuong duong

l5

'748 Dung dich rria kim htt mau ve kim
hrit thu6c thri H0p I x2L

D4t ti¤u ctruAn ISO 13485: 2016
Dung dich rua kim hft m6u vd kim htt thu6c rhri
Ho{c Ti6u chu6n ky thugt tuong duong

30

149

ch6t chuAn dirng d6 drinh gi6 vd
phan tich d0 lech vn dS l{p lpi cta
ciic xdt nghiSm phan tich trong gi6i
hgn binh thu&ng

H0p l0 x lml

D4t ti6u ctru6n tSO 13485:2016
Ch5r chudn dei binh rhudng cho c6c xdt nghiQm d6ng m6u
thuong quy vd <linh lugng y6u t6 d6ng m6u
Ho{c Ti¤u chuAn ti thuft tuong duong

t2

750
ChAt chu6n dai benh lj'cho c6c xdt
nghiQm d6ng m6u thudng quy vdr

d& biet
H0p l0 x lml

D4t ti¤u ctruAn ISO 13485: 2016
Ch6t chuAn dii bgnh l;i cho c6c x6t nghiftn <I6ng mriu
thudng quy vd <Iinh lugng y6u t5 d6ng m6u
Ho{c Ti¤u ctru6n ty ttru6 tuong duong

t2

751 Dung m6i pha lonng cho c6c x6t
nghiQm d6ng mriu H0p l0 x l5ml

Dpt ti0u chu6n ISO 13485: 2016
Dung dlch iIQm pha lodng cho cric xdt nghiQrn d6ng m6u
Ho{c Ti¤u ctruAn ky thugt tuong rluong

6

752 Ho6 chfi x6c dinh ndng dg
Fibrinogen trong huy& ruong H0p l0 xlml

D4t ti6u chuAn tSO 13485:2016
Dinh lugng fibrinogen trong huy6t tuong
Ho{c Ti¤u chuAn ky thuft tuong duong

50

S5 tuqng

I



STT TGn h6a chCt, sinh phim Don vi
tinh

Qul c6ch il6ng
s6i Ti6u chuin kf thu{t 55lugng

753 H6a ch6t nhuQm d6 oo trdng clu
lufi H0p x l2ml

Dat tieu chuAn ISO 13485: 2016
Dung dich d6m s6 lugng vi t! l¤ phAn trtrm hdng cAu lu6i
trong m6u trong xdt nghipm T6ng phan fch te bao m6u
ngo4i vi tg tlQng hoan toan
Ho{c Ti6u ctrudn fytnu6 tuong duong

20

754 H6a chAt nhuQm cric t6 bio b4ch cAu H0p 2 x 42ml

D4t ti6u ctruAn tSO 13485: 2016
Dung dich nhuQm d6 x6c <linh c6c thanh ptrAn Ugch cAu
trong xdt nghiQm T6ng phdn tich t6 beo m6u ngo4i vi ty
<lQng hoan toan
Ho[c Ti6u chu6n ty ttru6t tuong duong

20

755 H6a ch6t nhuQm cric t6 bao b4ch ciu 2 x 82ml

DAt ti¤u ctruAn ISO 13485 2016
Dung dich ly giai d6m vd nhuQm cric thanh ptrln tgch clu
tr6n hQ thdng phan tich t6 bdo tU tl$ng
Hofc Ti0u chuAn ty ttru$t ruong duong

l0

756
H6a ch6t ly giAi dtng d6m c6c b4ch
cAu trung tinh, lympho, mono vir ua
axit

H0p x 5L

D4r ti¤u chu6n ISO 13485: 2016
- Bao gdm 83 th6ng s6 cho xet nghiQm h6a sinh, trong it6
c6 thdng s5 f-Ol. Th6ng s6 x¤t nghiQm enzym vir CO2 c6
tinh 6n ttinh cao
Ho{c Ti¤u chuAn ty ttru{t tuong duong

20

757
h6a ch6t ly gidi dtng cho mriy phdn
tich huy6t hgc H0p x5L #NAME? 20

758
C6ng dlmg h6a chAt dtng cho m6y
d6ng m6u

H0p I )0 c6i
D4tti¤u chu6n ISO 13485:2016
C6ng dlmg h6a chAt dtng cho m6y rl6ng m6u
Ho{c Ti¤u chu6n ky thuflt tuong duong

5

759
Ho6 chAt hi¤u chu6n cho c6c xdt
nghiQm d6ng mdu

H0p I x lml
Dpt ti¤u chu6n tSO 13485: 2016
HiQu chuAn cho c6a x6t nglriQm tl6ng m6u vd ti¤u sgi huy6t
Ho{c Ti¤u ctru6n ty ttru{t tuong duong

4

760 h6a ch6t x6c tlinh n6ng dg truyiSt sic
t6 trong miu m6u

H0p 3x 500m1

D4t ti6u ctruiin tSO 13485: 2016
Dung dich ly giai hdng cAu O6 einn lugng Hemoglobin
tr¤n hQ th5ng phdn tich t6 bao ty tlQng
Ho{c Ti¤u churin ty thuSr ruong cluong

30

761
Ho6 ch6t xric dinh thdi gian tl6ng
m6u (PT) H0p l0 4ml

D4t ti6u ctru6n ISO 13485: 2016
H6a ch6t Xric dinh thdi gian prothrombin (PT) vd <Iinh
lugng hogt tinh cric y6u t6 eOng m6u ngo4i sinh
Hofu Ti¤u chu6n ky thu$t tuong tluong

50

762
Ch6t chu6n m6y x6t nghiQrn huy6t
hec L9 I 3ml

Dgt ti6u ctruAn ISO 13485: 2016
Ctr6t ti6m chuAn huy6t hgc dugc sri dpng d6 theo ddi sg
ho4t dQng cria m6y huy6t hgc tU itQng mric I trong xdt
nghiQm T6ng phAn tich t6 bao m6u ngo4i vi tg dQng hoan
toin
Ho{c Ti¤u chuin ky thu{t ftrong duorg

l5

H0p
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763 Chdt chuAn m6y xa nghiQm huy6t
hgc L9 lx3ml

D4t ti6u ctruAn tSO 13485: 2016
ctrft ki6rn chu5n huy& hgc dugc srt dqng d6 theo doi sg
ho4t tl$ng cria m6y huy& hgc tU <lQng mirc 2 trong x6t
nChiem T6ng ph6n tich t6 bao m6u ngogi vi ty tlQng hoan
todrn
Ho{c Ti¤u ctru6n ky thuft ilong duong

l5

764 ChAt chu6n mrly xdt nghiem huyet
h9c L9 lx3ml

Dg ti¤u ctrudn ISO 13485: 2016
ctrAt ti6m chu6n huy& hgc dugc stl dgng dd theo d6i su
ho4t <l$ng c0a mriy huydt hgc tU <tQne mrtc 3 trong x6t
nghiQm T6ng ph6n tich t6 bao m6u ngo4i vi ty dgng hoan
todn
Ho{c Ti6u ctruAn ty thuft tuorg duong

l5

765
C6ng phdn (mg tlugc dtng d6 chria
miu vir h6a ch6t tr¤n mriy d6ng mriu
tU tlQng

H0p 3000 crii

D3t ti¤u ctrudn tSO 13485: 2016
C6ng phin img dtng <16 chfa miu vir h6a chAt tr¤n m6y
d6ng m6u
Ho{c Ti¤u ctruAn ky thuft tuong duong

25

766 H6a chAt x6t nghiQm <linh luqng D-
Dimer H0p

r 3 x4ml Rgt
r 3 x5ml Buffer

* 3x2.6ml
Supplement
* 3x5ml Dil

* 2xlml Calib

D4t ti6u chu6n ISO 13485: 2016
H6a chAt XN tlinh lugng D-Dimer
Ho[c Ti6u ctru6n ty ttru6t tuong duong

50

767
Ch6t chuAn mtc binh thulng vd
mt1c bpnh lf cho xdt nghiQm <linh
lugng D-Dimer

H0p
t 5xlml Ctrll
* 5xlml Ctrl2 J

768 Ho6 ch6t nhugm DNA
chay ttiQn di 6ng 6ng 5ML

D4t ti¤u chu6n ISO
Ch6t nhuQm miu cho <liQn di
Thanh phAn: formamide, EDTA, SDS, xylene cyanol,
bromophenol blue
Dqng l6ng
Ho{c Ti6u chu6n ky thuft tuong cluong

I

769 Th6 xdt nehi$m ilinh nh6m m6u Test 200 test/tui

D4t ti¤u ctrudn ISO
Thanh phln:
- Anti A chfa dung dich tlQm photphat vd khring ttr6 Oon
ddng Anti A IgM ddng Birma-l (HiQu gi6 > l:32)
- Anti B chta dung dich ttQm photphat vd khring thi6 <ton
ddng Anti B IgM ddng LB-2 (HiQu giil> lt32)
- Control:dung dich tlQm photphat.
Ho{c Ti¤u chuAn ki thuAt tuong duoxg

20.000

lOO,iCu chuAn ISO 13485: 2016
lCnAt mdm ch(mg cho XN rlinh lugng D-Dimer

lHo& fi6u chuAn ky thu{t ruong rluong
I

I
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770 Dung dich pha loing xdt nChi$m
nh6m m6u Chai 500 mU chai

D4t ti6u ctru6n tSO
Srt dgng trong xdt nehi¤m huy6t thanh hgc
Thanh phAn: Dung dich <tQm lgc ion th6p, vdi ndng tlQ
Natri clorid thich hqp
Hofu Ti6u chuAn ky thuflt tuong duong

60

771
The xdt nChiem dinh tinh hda hqp
vd nghiQm phrip Coombs

Card 24 card/ h$p

Dg ti¤u ctruAn tSO
Hort ch6t hm x6t nghiQm Coombs tryc ti6p; Coombs giri,n
ti6p bao gdm ph6n img hda hqp, sang lgc vd tlinh danh
khrturg th6 b6t thu&ng
Gel card 6 gi6ng,m6i gi6ng chrla khdrng th6 Anti Human
IgG vd kh6ng th6 don dOng Anti C3d (ddng l20l lDl0).
Hoic Ti¤u ctruAn tcy ttrugt tuong duong

1.500

772
Th6 x6t nghiQm dinh nh6m m6u
ABO vd Rh

Card 24 ;ardl hQp

Dgt ti6u chuAn ISO
Gel card 6 gi6ng gdm: Tir cQt I - 3: Anti A (ddng I lH5) -
Anti B (ddng 6F9) - Anti D (ICM) (VI-) (ddng P3x6l+
TH-2S) dtng d6 dinh nh6m miiu xu6i (phuong ph6p huy6t
thanh m6u); Ttr cQt 4 - 6: chria gel trung tinh, cQt 4 (Ctrl)
a6 tam cnrmg 6m, cQt 5 (Al) vd cQt 6 (B) d6 dinh nh6m
m6u ngugc (phuong ph6p hdng cAu mlu)
Ho{c Ti¤u chuAn ky thuAt tuong duong

8.000

773 Card x6t nghiQm chdo trong m6i
tru&ng nudc mu6i & 22oC

Card 24 ct h0p

Dat ti6u chuAn ISO
Gel card 6 gi6ng, m5i gi6ng chrla gel trong dung dich rlQm
thich hgp; Dtrng ldm phan ung hda hgp, sang lgc vd <Iinh
danh khring th6 bAt thu&ng, dinh nh6m m6u theo phuong

.. ,l I rpnap nong cau mau.
Ho{c Ti¤u chu6n ky thuat tuong duong

4.500

774 B0 m6i tru&ng vi sinh H0p 1.250 testhQp

- Thenh ptrAn lgltit;: Agar 15,0; Peptone and yeast extract
I 7,0; Chromogenic mix 1,0; pH 7 ,0 * 0,2- M6i trulng
deng bQt <l6ng nh6t, miu tr6ng.
- Ti6u chuin ch6t lugng: ISO 13485/ CE
Ho& Ti6u chu6n $ thuAt tuong duong

20

l0775

H6a ch6t n$i ki6m vi
hiQu chuAn m6y tlinh
danh nhanh vi khuAn. vi n6m Uang
phuong phap kh5i ph6

H0p H$p/5 (250 test)

D4t ti¤u chu6n tSO
H6a ch6t dirng tl6 nQi ki6m tra vd hiQu chinh m6y.
Dang bOt
Thanh phin: m6u <lugc trich ly ttr ch0ng vi khu6n
Escherichia coli DH5 Alpha; <lugc b6 sung th¤m 2 protein
d6 m& rgng th¤m gi6i h4n tr¤n cria d6y Ur6i ptr6. PhSm vi
tir 3.6 d6n l7 kDa.
Ho{c Ti¤u churin ky thuAt tuong duong
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776
H6a chAt dinh danh
nhanh vi khuAn, vi nAm beng ky
thuft kh6i ph6

H0p H0p/10 19 x 2.5
mg (2500 test)

D4t ti¤u ctruAn tSO
ChAt ndn h6 trg xdt nChiern dinh danh vi khuAn, vi n6m
bnng phuorg phap kh6i ph6.
Ho{c Ti¤u ctruAn ky thuQr tuong dusng

t5

777 Dia ch4y m6y H0p H0p/20 tlia ( 1920
test)

D4t ti¤u ctru6n tSO
Dia ph& miu Cintr danh vi khuAn co 96 vi tri mlu, c6 mi
nh6n di¤n cho timg tli4 srt dgng linh tlQng ti:r I d6n 96 vi
tri
VAt lieu ceramic
Ho{c Ti6u chudn ky thuft tuorg duong

l0

778
H6a chAt h6 trq dinh danh vi khu6n,
vi nAm tryc ti6p ttr chai m6y m6u
duong tinh

H0p HQp/ 50 test

E6r ti¤u chuAn ISO
Thanh phAn:
'- Dung dich <lQrn ly gini,6 6ng 1m6i 5ng nhya
Polypropylene dung tich 3.5 mL chta 2.0 mL dung dich
rlQm ly gini)
- Dung dich v0 sinh,6 6ng (m5i 5ng nhya Polypropylene
dung tich l5 mL chfa > 10.0 mL dung dich v¤ sinh)
- 6ng ly t'im dung tich 1.5 mL (50 c6i)
- Nhan (O l0 mm; I x 50 nhdn tr6ng I x 50 nhAn ghi s5
ttl I d6n 50).
'- Bao quan d nhift <l$ phdng.
H4n st dpng: 3 thiing sau khi md n6p
Ho{c Ti6u chuAn ky thuAt tuong duong

5

779
MAu n$i ki6m cho x6t nghiQm c6c
bQnh truydn nhiErn

L9 5ml

D4t ti6u chuAn ISO
Chrmg 6m, st dqng nQi ki6m cho xdt nghiQm anti HIV-l,
anti HIV-2, anti HTLV-I, HIV-I Ag, anti HTLV-II, anti
HCV,...
Thanh phAn: huy& thanh ngudi.
D4ng l6ng
6n dinh t5i ttriAu 50 ngiy sau khi md n6p khi bao quan d
2-8 0C

Hoic Ti6u chuAn fy thuflt tuong duong

J

780
MAu n$i ki6m cho xdt nghiQm cric
bgnh truyln nhi6m Lo 5ml

Dqt ti¤u ctru6n ISO
Chimg duong, nQi ki6m cho x6t nghiQm Anti-Hbs, Anti-
HAV
Thanh phAn: huy6t thanh nguoi.
D4ng l6ng.
6n dinh t5l ttridu 50 ngiy sau khi md nip khi b6o qu6n d
2-8 "C
Ho{c Ti6u chu6n ky ttru6 tuolg duolg

3

781
Mdu ngi ki6m cho xdt nghiem cec
bQnh truyln nhi6m L9 5ml

D4t ti6u ctruAn tSO
Ch(mg duong, nQi ki6m cho x6t nghiQm anti-HBe
Thanh phln: huy6t thanh nguoi.
D4ng dung dich
0n dinh t5i ttri6u 50 ngiy sau khi md n8p khi bao quan d
2-8 0C.

Ho{c Ti¤u chuAn t<y ttru$t tuong duong

3

I
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782 Gi6ng pha lo6ng xdt nghi¤m cho h¤
th5ng x6t nChiern miEn dich H0p ? x l4test

D4l ti¤u ctru6n ISO
Stt dgng dA pha loing mlu, ki6m tra co chAt vd chAt lugng
nudc.
Ch6t li¤u: pollpropylene.
Ho{c Ti6u chu6n $ ttru4t tuong duong

2

783
H6a ch6t hig,u chuAn x6t nghiQm
HAVAb H0p lx l.5mL

D4t ti6u ctru6n tSO
Chfa NaCl trong dung dich d¤m Tris c6 ch6t 6n dinh
protein. Ch6t beo qu6n: natri azid
Ho{c Ti¤u chudn Llthugt tuolrg duong

784 H6a chAt x6t nghiQm HAVAb H0p 3l I 4test

D4t ti¤u ctruAn ISO
H6a ch6t hi6u chu6n xdt nghiQm HAVAb
Thanh phAn:
- Hat phri khring nguy¤n HAV da lim b6t ho6, dung dich
chfa gelatin. Chfu bao qu6n: natri azid.
- Khring th6 don ddng anti-HAV d6nh d6u ALP kiAm.
ChAt bao quin: natri azid.
Ho{c Ti6u chu5n ty ttru{t tuong duoxg

5

785 H6a chAt x6t nghiQm HAVIgM H0p l4test

D4t ti¤u ctru6n ISO
Thanh phAn:
- Het phri khdng th6 don ddng anti-HAV IgM, Gelatin.
ChAt bao quin: natri azid
- Khring th6 don ddng anti-HAV dAnh d6u ALP vd khrimg
nguy6n HAV da hm bAt ho4t. ChAt bao qud,n: natri azid
DQ nhi6u trung binh < l0%o.
Kdm theo h6a ch6t hiQu chuAn HAVIgM
Ho{c Ti¤u ctru6n ty ttru6t tucrng duong

l0

786 H0p lx2r l.5mL

D4t ti¤u ctru6n tSO
H6a chAt hiQu chuAn xet nghi$m HBcAb
- Chrla NaCl trong dung dich <tQm Tris c6 chAt 6n ttinh
protein. ChAt bao qu6n: natri azid.
Ti6u chu6n chAt lugng: ISO.
Holc Ti¤u chuAn ky thuflt tuong duong

J
H6a chAt hiQu chuAn x6t nghiQm
HBcAb
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787 H6a chAt xdt nghiQm HBcAb H0p 3x l4test

Dgt ti6u chu6n ISO
Thantr phln:
- Hat phri kh6n! nguyen (Ch6t l6ng khi dirng, 2501tL I
khay thrl phin rme mi6n dich)
- H6t pht kh6ng nguyEn HBc tai t6 t qp.Dung dich ndy
chira gelatin vd se chuyAn thanh gel 6 nhiet dO ttr l5 "C
trO xu6ng. Ch6t bao qu6n: natri azid
- Dung dich Kh6ngth6 DAnh dAu Enrym (D4ng 16ng,350
pll khay thrl ph6n rmg mi6n dich)
Chira kh6ng the don ddng (chuQt) anti-human IgG dAnh
d6u phosphatase kiAm (ALP: be). ChAt bao qu6n: natri azid
Ngu0ng <lo: don vi C.O.L
Ho{c Ti6u ctru6n ty *ruAt tuong duorg

l0

788 H6a ch6t xet nghiQm HBcIgM H0p 3x l4test

Dat ti¤u chudn ISO
- Dung dich chtla hat phri khri,ng th6 don ddng IgM,
Gelatin. ChAt bao quin: natri azid
- Dung dich chrla kh6ng th6 don ddng anti-HBc <l6nh d6u
ALP. Ch& b6o qu6n: natri azid
DQ nhi6u trung binh < 20o/o.
Kdm theo h6a chAt hipu chuAn cho xdt nghiQm tlinh tinh
Anti-HBc IgM
Ho{c Ti¤u ctru6n L1 thuflt tuong duong

6

789
Thu5c thrl xdt nChiCm HBcrAg <tinh
lugng H0p 3x l4test

D4t ti¤u chuin ISO
Ci6ng phan img dtng cho ddng m6y Lumipulse G Serial.
H6a chfu cho xdt nghipm HBcrAg,
Phuong ph6p x6t nghiQm: Mi6n dich Enzryme h6a ph6t
quang
Dii do:0.1 - 10000 kU/mL.
Ho{c Ti¤u chuAn ky thuft tuong duong

20

790 H6a ch6t x6t nghiQm HBeAb H0p 3x l4test

Dg ti¤u ctruAn ISO
- H6n hqp kh6ng th6 [6n k6t enryme c6c hqt phri khri,ng
th,6 don ddngmanti-HBe vd khang th6 don ddng anti-HBe
tlanh dAu ALP, gelatin. ChAt bao quAn: natri azid
- Kh6ng nguy¤n HBe t6i t6 hqp vi cric chAt 6n dinh h6a
hgc trong dun'g dich <IQm Tris. Ch6t bio quan: natri azid
DQ chirhxirc<1,2o/o
Kdm theo ctr6t nieu chuAn: HBeAb calibrator-N
Ho{c Ti¤u chuin ky ttruft tuong tluong

l5
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791 H6a chSt xdt nghiQm HBeAg H0p I 4test31.

D4t ti6u chuAn ISO
- Dung dich chrla hat pht ldr:6ng th6 don ddng anti-HBe,
'gelatin. Chdt bao quan: natri azid
- Dung dich chrla ktr6ng th6 don ddng anti-HBe d6nh dAu
ALP. Ch6t bio quan: natoi azid
DQ chinh xirc < 5oh
D0 nhey ldm sang:99,1%
D0 d{c hi¤u ldm sing:99,9%o
Kdm theo h6a ch6r hiQu chu6n cho xdt nghiQm dinh tinh
HBeAST
Ho{c Ti6u churin ky ttru6t tuong tluong

l5

792
H6a ch6t hiQu chuin xdt nghigm
HBsAb H0p I .5mLr* 1*

D4t ti6u chu6n ISO
Ho6 chAt hiQu chu6n x6t nghiQrn HBsAb
Thanh phln: NaCl trong dung dich dgm Tris c6 ch6t 6n
ilinh protein. Ch6t bao qu6n: natri azid.
Ho{c Ti6u chu6n ty ttruft tuong duqng

3

793 H6a ch6t xet nghiQm HBsAb H0p r:{ r+test

D?t tiCu ctru6n tSO
Thdnh phAn:
- Hat phri khring nguy¤n HBs, dung dich chta gelatin.
Chfu bao qu6n: natri azid.
- Khring nguy6n HBs <tanh dAu ALP kiAm. Ch6t bao quan
natri azid.
Ngudng tlo: 10-1000 mIU/mL.
Ho{c Ti6u cluAn ky thuSt tuong dusng

l5

H6a chfu higu chu6n HbsAg H0p tx Zir Z.Omt-

D4t ti¤u ctruAn ISO
Ho6 ch6t hiQu chu6n xdt nghiftn HBsAg
Thanh phln: NaCl trong dung dich ttQm Tris c6 chSt 6n
dinh protein. Ch6t bao qu6n: natri azid.
Ho{c Ti6u chu6n tcy ttru6 tuong duong

3

795 H6a chAt x6t nghiQm HBsAg H0p 3x 4test

D4t ti¤u ctruAn ISO
Thdnh phln:
- Het pht kh6ng th6 Anti-HBs, Gelatin. ChAt bAo qu6n:
natri azid
- Kh6ng th6 Anti-HBs ttrinh d6u ALP . Ch6t biro qu6ur:
natri azid
Ngu&ng tlo: don vi C.O.I.
Ho& Ti6u churin ky thufi ruong duong

l5

796 H6a ch6t higu chuAn xdt nghiQm
HBsAg dinh lugng H0p I x ZmL

D4t ti6u chuAn ISO
H6a chAt chuin hiQu chu6n cho x6t nghiQm dinh luqng
HBsAg
Phuong phrip x6t nghiQm: mi6n dich enryme h6a ph6t
quang
Ho{c Ti6u chuAn ky thu{t tuong duong

J

Ti6u chuiln kf thugt

794



STT TGn h6e chdt, sinh phiim Don vi
tinh

Quy cich il6ng
s6i

Ti6u chuin kf, thu$t 56luqng

797
Thu5c thrl xdt nehiem HBsAg tlinh
lugng H0p 3x l4test

D4t ti¤u ctruAn ISO
S& dgng cho ch6n dorin in vitro nhim ph6t hign tlinh tinh
vd ilinh luqng kheng nguyOn b3 mfi Hepatitis B virus
(HBsAg) trong huy6t tuong ho{c truy& thanh ngu&i; dung
cho mpc <lich sang lgc vd chAn dortm nhi6m vi rut vi¤m gan
B
thanh phAn:
- C6c hOt phri klrring ttrA Con ddng anti-HBs, c6c chAt 6n
dinh protein, c6c ch6t 6n dinh h6a hqc trong dung dich
ilQm Tris. Gelatin. Ch6r bao qu6n: natri azid.
- Kh6ng th6 tlon ddng anti-HBs dAnh d6u ALP, chAt 6n
dinh protein, crlc chfu 6n dinh h6a hgc trong dung dich
d¤m MES. ChAt beo quin: natri azid.
- Polyoxyethylene(1O)octylphenylether ld ch6t tAy rua
trong dung dich ilQm Tris. ChAt bao qu6n: natri azid.
Phuong ph6p x¤t nghiQrn: Mi6n dich Enzyme h6a ph6t
quang
DAi tlo: 0 - 150000 mIU/mL.
Ho{c Ti¤u chuAn ky thugt tuong duong

l0

798 H6a ch6t x6t nghiQm HCV Ab H0p 3x l4test

D4t ti¤u ctru6n tSO
Thanh phln:
- Dung dich chrla h4t phri khang nguyCn HCV tai t6 hqp,
gelatin. Ch6t b6o qu6n: natri azid
- Dung dich chria khri.ng th6 Con aOng anti-HCV IgG tlinh
d6u ALP . ChAt bno quAn: natri azid
D$ nhi6u trung binh < l0o/o.
Kdm theo h6a ch6t higu chuAn cho xdt nghiQm dinh tinh
Anti-HCV
Ho{c Ti¤u ctru6n tcy ttru6t tuong duong

t5

799 H6a chfu x6t nghiQm HIV H0p 3x l4test

D4t ti6u chu6n ISO
St dyng cho ch6n <lorl,n in vitro nhim ph6t hi¤n dinh tinh
khring th6 Anti HIV-I, kh6ng th6 Anti HIV-2 vd khang
nguy¤n HIV-I P24 trong huy6t tuong ho{c huy& thanh
ngudi; h6 trg cho ch6n doan nhi6m virus HIV kh6ng
nguy¤n 0 ngu&i.
Kdm theo h6a chAt hiQu chuAn cho xdt nghiQm dinh tinh
HIv AslAb
Ho{c Ti¤u ctru6n ky thu{t tucmg tluong

7

800 Dung dich pha loing m6u H0p 4x 80 mL

D4t ti6u ctru6n ISO
Ding d6 pha lo6ng m6u cho x¤t nghiQm mi6m dich
Thanh PhAn: Chrla 0,15 M NaCl trong dung dich rtQm Tris
c6 protein (bd) vd ch6t 6n <Iinh h6a hqc. ChAt bAo quan:
natri azid.
Ho{c Ti¤u chuAn If thu$t tuong duong

2



STT T6n h6e chAt, sinh phim Don vi
tfnh

Quy cdch il6ng
e6i Ti6u chuin kf tbuft s5luqng

801 Dung dich pha loing m6u H0p

l,,
mL

Dgt ti6u ctru6n tSO
Dtrng <t6 pha lodng mdu cho xdt nghiQm mi6m dich
Thanh PhAn: Chta 0,15 M NaCl trong dung dich d¤m Tris
c6 protein (bd) vd ch6t 6n tlinh h6a hgc. Ch6t bao quan:
natri azid.
Hoic Ti6u cnu6n ty ttruflt ruong tluong

2

Dung dich co ch6t (LUMIPULSE
G600rD

H0p

I

5Oml

Dgt ti6u ctruAn tSO
Thu6c thri (co chAt) dtng cho phan ung enzym trong hQ
th6ng mi6n dlch
Dgng l6ng
Thanh phAn: Chta 0,2 mg/ml AMPPD le m$t ch6t nln
trong dung dich <IQm diethanolamine vdi ch5r 6n dinh h6a
hgc. Ch6t b6o qu6n: natriazid
Ho{c Ti¤u chuAn ky thu$t ruong duong

2

803 Dung dich co ch6t H0p 6xll 00mL

D4t ti6u ctruAn ISO
Thu5c thir (co ch6t) dtng cho phAn rmg enzym trong he
thSng mi6n dich
DSng l6ng
Thanh phln: Chria 0,2 mg/ml AMPPD ld m$t chft nAn
trong dung dich tlQrn diethanolamine vdi ch6t 6n dinh h6a
hgc. ChAt bao quan: natri azid
Ho{c Ti¤u chuAn ky thuflt tuong duolg

2

804 H6a ch6t xdt nghiQm TP H0p

D4t ti¤u chudn tSO
Srl dqng nhim ph6t hiQn dinh lugng kh6ng th6 Treponema
Pallidum (TP) trong huy6t ruong hofc huy6t thanh ngudi.
Thanh phAn
'- Dung dich chrla h4t phri kh6ng nguy¤n Tpl5-17 t6i t6
hqp, khang nguy6n TpN47 tai t6, hqp, gelatin. Ch6t bao
quin: natri azid
- Dung dich chrla khring nguydn Tpl5-17 tAi t6 hqp,
khang nguy¤n TpN47 t6i t6 hqp tili.nh d6u ALP. ChAt b6o
qu6n: natri azid
E0 chinh xdc<3,2oh;
D0 nhay phan tich: 1 00%
D0 d{c hiQu ph6n tich:99.8o/o
DQ nhi6u trung binh S20o/o.
Kdm theo h6a ch6t hiQu chuAn cho x6t nghiQm ttiirh luqng
Ho{c Ti¤u ctruAn t<y ttru6t ruong duong

J

805
H6a ch6t nla cho hQ th6ng x6t
nghiQm mi6n dich H0p I I I,,,,.x

Dgt ti6u ctruAn ISO
H6a ch6t rua dtng cho hQ th6ng mi6n dich.
Phuong phrip xet nghiQrn: mi6n dich enzyme h6a ph6t
quang
Hofu Ti¤u chuAn ky thuft ruong duong

t0

802



STT T6n h6a chAt, sinh phim Don vi
tinh

Quy clch il6rg
s6i

Ti0u chuin ki thu$t S5 lugng

806
H6a chAt d6i chrmg xet nghiQrn
HBcrAg 2x 2x l.5mL

Dil ti¤u ctrudn ISO
HOa chAt ki&n tIM xdt nghiQm HBcrAg
Phucmg ph6p xdt nghiQm: mi6n aicn enzyme h6a ph6t
quang
Ho{c Ti¤u chuAn ky Aufi ruong tluong

t0

t07 H6a ch6t d6i chrmg xdt nghiem
HBsAg H0p 2x 3x 2.5mL

D4t ti¤u ctru6n ISO
H6a chAt ki&n dinh xdt nghiQm HBsAg
Phuong ph6p xdt nghiftn: mi6n Oictr enzlme h6a ph6t
quang
Ho{c Ti6u chuAn ky thuft tuong tluong

J

808
H6a ch6t ki6m chu6n xdt nghiQm
HCV Ab H0p 2x 2x l.5mL

Dgt ti¤u ctru6n ISO
ChAt d5i chimg ch6t lugng <16 thrl nghiern nhim giriLrn s6t
tinh chinh x6c cria thri thuAt xdt nghiftn phan tich kheng
tnd khang vi rut vi¤m gan C (anti-HCD beng x6t nghiQm
mi6n dich
Ho{c Ti6u ctrudn ky ttruft tuong duong

809
H6a ch6r ki6rn chudn xdt nghigm
HMg/Ab H0p lx 4x 3.0mL

D4t ti¤u ctru6n ISO
Ch6t n$i ki6m chuAn ctia xdt nChiern HMg/Ab
D4ng l6ng,4 ndng <lQ

Ho{c Ti¤u ctru6n ky thuft tuong <luong

J

810
Diu c6n hrit m6u bQnh phAm dirng
cho hQ th6ng Lumipulse H0p lOx 96crii

D4t ti6u ctrurin tSO
DAu c6n hrit miu bQnh phAm dtng cho hQ th6ng xdt
nghiQm mi6n dich
Ho{c Ti¤u ctruAn ky thuflt tuong duorrg

t4

8ll Diu c6n htt mau bQnh phAm dtng
cho m6y G1200 H0p 12x96 ciri

l. C6ng dung: DAu c6n hrit miu Ugntr phAm dirng cho hQ
th6ng Lumipulse
2. Ti6u chuAn ch6t lugng: ISO, CE
Ho{c Ti¤u ctruAn ry tu{t hrong duollg

6

8t2 6ng lgc kh6ng khi cho hQ th6ng
mriy x6t nghiQm mi6n dich H0p 6x 26ng

Dgt ti¤u chuAn CE
6ng lgc khi dtng cho hQ th6ng xdt nghiQm mi6n aicn
Ho[c Tieu clu6n ky thu$t tuolg duong

2

813
MAu nQi ki6m cho x6t nghigm c6c
bQnh truyAn nhi6m Lo 5ml

D4t ti¤u ctru6n tSO
VAt lieu ki6m sorit duong tinh x6t nghiQm dinh tinh khtug
nguy6n Hepatitis B e (HBeAg)
Ho{c Ti6u chu6n ty tnu6t tuong iluong

J

814 MAu nQi ki6m cho x6t nghiQm cria
bQnh truydn nhi6m Lq 4ml

Dgt ti6u ctru6n tSO
Thanh phln: huy& thanh ngudi.
D4ng l6ng
Chimg duong cho xdt nghiQm Anti-CMV, Anti-HBc. Anti-
HCV, Anti-HIV l/2, Anti HTLV I/II, Anti-Treponema
pallidum (Syphilis), HBsAg.
6n dinh t6i ttri6u 50 ngdy sau khi m0 nip khi bao qu6n d
2-8 0C

Ho{c Ti6u chu6n ky thuAt tuong duong

3

H0p



Don vi
tinh

Quy c rich il6ng
c6i Ti0u chuin kf thu$tSTT TGn h6a ch6t, sinh phlm S5lugng

815 Khay 96 gi6ng sdu ldng Thtng 50c iil thing
Dat ti6u ctru6n ISOICCS
Khay <lia dpg hori ch6t phan tug, 96 gi6ng s6u
Ch6t liQu: polypropylenee
HoIc Ti¤u chu6n g thufi tuong duong

5

816
Lugc 96 chdn cho khay 96 gi6ng
sdu ldng

Thing 100 :riLil thtng

D4t ti¤u ctrudn ISO/TCCS
Lugc chii dAu tir vdi tt6y hinh n6n, pht hqp vdi dm 96

,Agleng
Ctr6t tl6u: polypropylene
Ho{c Ti6u c}ruAn tcytfru6t hrorg duong

5

5817 Khay 96 d4ng vi gi6ng Thtng 48c 6il thtng

D4t ti¤u ctruAn ISOITCCS
Khay tlia tllmg ho6 ctr6t ptran img, 96 gi6ng
ChSt ligu: polypropylenee
Ho{c Ti¤u chu6n ky thuat tuorg duolg

818
Khoanh gi6y hm kh6ng sinh d6 cho
vi khu6n (KGKS Ampicillin) H0p 5xl i0 Discs

D?t ti6u ctru6n ISO
Khoanh giSy Ampicillin ndng <l$ l0pg tl{t trong cartrige,
m6i cartridge gdm 50 khoanh <lugc han kin ctng vdi h4t
ch5ng Am trong vi c6 phi gi6y bgc.
Ho{c Ti¤u chu6n kg thuft tuong <tuong

20

819

Mdi tru&ng canh thang Mueller
Hinton tl6 ttiAu chinh cation c6 b6
sung m6u nglra rld ly gi6i d6 doc thrl
c6ng

H0p l0xl lml

Dat ti¤u cnu6n ISOITCCS
M6i trudng canh thang da rtiAu chinh cation c6 b6 sung
miiu ngga iI6ly giii d6 dgc thri c6ng
Ho{c Ti6u ctruAn ky ttru{t tuong duong

40

200820

M6i trutmg canh thang khang sinh
dd Mueller Hinton c6 diAu chinh
cation vd b6 sung tlQm TES
(cAMHBT)

H0p 00x5ml

D4t ti6u ctruAn ISOITCCS
M6i trudng canh thang Mueller Hinton c6 di6u chinh
cation vd b6 sung dem TES
Ho{c Ti6u chu6n Lj thuat fic,ng duong

H0p 5x 50 Discs

Dpt ti6u ctruAn ISO
Khoanh gi6y n6ng d0 Cefazolin 30pg tt6t trong cartrige.
M5i cartridge gdm 50 khoanh dugc hirn kin ctng vdi h4t
ch6ng Am trong vi c6 phri gi6y b3c.
Hoic Ti6u chuAn ky thu$t tuong duong

l5821
Khoanh giAy hm khrimg sinh dd cho
vi khuAn (KGKS Cefazolin 30pg )

5822 KGKS Cefoperazole H0p 50 Discs5x

D4t ti¤u ctruAn tSO t3+gS
Khoanh gily Cefoperazone ndng d$ 30pg d{t trong
cartrige. M6i cartridge g6m 50 khoanh tlugc han kin ctng
vdi h4r ch6ng Arn trong vi c6 phir giAy b4c.
Ho6c Ti6u ctruAn ky thu$t tuong duong

5823
KGKS Cefoperazone 75ug +
sulbactam 30 ug

H0p 5x 0 Discs

D4t ti¤u ctruAn ISO t:+gS
Khoanh gi6y Cefoperazone/sulbactam ndng ttQ l05pg tl{t
trong cartrige. M6i cartridge g6m 50 khoanh dugc han kin
ctng vdi h4t ch6ng Am trong vi c6 phti gi6y bac.
Ho& Ti6u chuAn ky thuAt tuong dumg



STT TGn h6r ch6t, sinh phim Dan vi
tinh

Quy c{cb il6rg
c6i

TiCu chuln ki thu$t S5 lusne

824
Khoanh giAy lim kh6ng sinh ttd cho
vi khu6n 6GKS Ceftaroline 30pg )

H0p 5x50 Discs

Dat ti6u ctrudn ISO
Khoanh giAy n6ng dQ Ceftaroline 30pe dit trong cartrige.
U5i cartridge gdm 50 khoanh <lugc han kin ctng vdi h4t
ch5ng Am trong vi c6 phri gi6y bgc.
Ho{c Ti¤u ctru6n tY ttru$t tuong duong

l0

825
Khoanh gi6y lam kh6ng sinh dd cho
vi khu6n (KGKS Ceftolozane-
tazobactam 30/10)

H0p 5x50 Discs

Dot ticu *uan tso
Khoanh gi6y du&ng kinh 6mm dugc in mQt mfl nhfn dqng
thich hqp d6ng chfi ho{c s6 vir ttugc dm kh6ng sinh
Ceftazidime-avibactam tj leej 30/l 0
HoNc Ti6u chu6n ky thu$t tusng duong

20

826
Khoanh giSy hm khrtug sinh dd cho
vi khuAn (KGKS Colistin) H0p 5x50 Discs

Dgt ti¤u chu6n tSO
Khoanh gi6y Colistin sulphate n6ng <lQ lOpg tfit trong
cartrige. M6i cartridge gdm 50 khoanh <tugc han kin ctng
voi h4t ch6ng Am trong vi c6 phri gi6y bAc.
Ho{c Ti6u chuAn ky thuit tuong duong

80

827
Mdi trudng <tugc sri dgng tI6 phdn
lfp c6c lodi Neisseria

H0p 500g

D4t ti6u ctruAn tSO t:+gS
Thanh phAn G/l): Special peptone 15.0 , Com starch 1.0 ,
Sodium chloride 5.0 , Dipotassium hydrogen phosphate
4.0 , Potassium dihydrogen phosphate 1.0 , Agar 10.0
pH:7.2r0.2tqi25'C
Ho{c Ti6u chu5n ty thu$t tuong duong

4

828 M6i tru&ng nudi c6y H0p H$p 5009

D6t ti6u ctrudn ISOICCS
Thanh phAn
Peptone 4.0 g/l
Chromogenic mix 13.6 g/l
Agar 13.6 ll
pH 6.0 + 0.2
Ho[c Ti¤u ctru6n ty ttrug ruong tluong

30

829
H6a chAt t6ch chi6t m6u viruVvi
khuAn gram 6m

B0 lOOtesV kit

D4t ti¤u chuAn ISO
Ly giAi vd thu tr6i axit nucleic tir m6u huy6t tuong, m6u
toan phan, nudc ti6u, BAL, VTM, huy& thanh, CSF vd
nudc bgt
- Thanh ptrAn U6 tit:
55 mL Binding Solution,
100 mL Wash Solution
l0 mL Elution Solution
I mL Proteinase K
2 mL DNA/RNA Binding Beads
Ho{c Ti6u chu6n ty ttru4t tuong rtuong

5

830
Khoanh giAy hm khang sinh d6 cho
vi khuAn (KGKS Meropenem-
vaborbactam 20l10)

H0p 5x50 Discs

D4t ti6u chu6n tSO
Khoanh giSy ndng dQ Meropenem-vaborbactam
2\1tg/l}ttgtl{t trong cartrige. M6i cartridge gdm 50
khoanh dugc han kin cing vdi hgt ch6ng Am trong vi c6
phri gi6y bsc.
Hofc Ti¤u chu6n ky thuat tuong duong

20



STT TGn h6e ch6t, sinh phlm Don vi
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Quy c6ch il6ng
s6i Ti6u chuiln kf thu$t 56lrgng

831
Test nhanh enrym carbapenemase
KPC. OXA, VIM,IMP,NDM H0p test/hQp

Dat ti6u chuAn tSO
Test nhanh phrit hipn vd ph6n biQt enzym carbapenemase
llenryme kh6ng Carbapenem) bao gdm KPC, OXA, VIM,
IMP, NDM
D$ nh4y:>98o/o
D0 d& hiQu: >98%
Ho{c Ti6u chu6n L1 thuflt tuong duong

50

Test nhanh enzyme kh6ng ESBLs
ph6 rQng

H0p 20 test/hQp

Dgt ti¤u cnu6n tSO
Test nhanh ph6t hiQn enrynre khdng ESBLs ph6 rQng
(CTX-M nh6m: l, 2,8,9 vit25)
DQ nh4y: >98%
D0 d{c hiQu: >98%
Ho{c Ti6u chu6n ky ttruft tuong duong

30

833
Test nhanh enz1me khring Colistin
(MCR-l) H0p 20 [est/hQp

Dqt ti¤u chu6n ISO
Test nhanh ph6t hiQn enzyme MCR-l khring Colistin
DQ nh4y: >98%
D0 d& hiQu: >98%
Ho{c Ti6u chuAn ky thuat tuong duolg

50

Khay khring sinh <16 vdi khring sinh
Colistin H0p HQp/l0 khay

Dat tiCu ctru6n tSO
- Thanh phln: Colistin 0.12-128 ltglml
- Dugc d6ng g6i ri6ng trong tui gi6y b4c kdm ch6t ch5ng
Am.
- Phuong phrip vi pha lodng.
- Khay cho k6t qud MIC thgc thay vi k6t qud ngogi suy
- Khay dugc thi6t k6 c6 th6 thlrc hiQn ctng ltc > 8
m6ulkhay vdi khri.ng sinh Colistin.
Hoic Ti¤u chuAn ky thuAt tuong duong

100

835

Khay khang sinh d6 vdi khriLng sinh
Colistin. Ceftazidime/Avibactam vir
Ceft olozane/Tazobactam

H0p H0p/ 0 khay

Dgt ti6u ctru6n ISO
- Thenh phAn: Colistin 0.12-128 ytglml
- Dugc <I6ng g6i ri6ng trong trii gi6y bgc kdm ch6t cn6ng
Am.
- Phuong ph6p vi pha lodng.
- Khay cho k6t qui MIC thgc thay vi k6t qui ngo4i suy
- Khay <tugc thi6t k6 c6 th6 thuc hiQn ctng lirc > 8
m6ufthay v6i khdng sinh Colistin.
Ho{c Ti¤u chuAn ky thu$t tuong duong

50

836
Khay khring sinh dd danh cho vi
khuAn Gram 6m (c6 colistin) H0p nqprrlo uray

D4t ti¤u cnuin tSO
- Thanh phln: Colistin 0.12-128 p/ml
- Dugc d6ng g6i ri6ng trong tui gi6y b4c kdm chit ch6ng
Am.
- Phuong ph6p vi pha lodng.
- Khay cho k6t qu6 MIC thyc thay vi k6t qud ngo4i suy
- Khay dugc thi6t k6 c6 thA thyc hiQn ctng hic > 8
mAu/khay vdi khang sinh Colistin.
Ho{c Ti¤u chuAn ty thuAt tuong duong

50

832

834



ST'T T6n h6e ch6t, sinh phlm Don vi
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s6i
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837
Khay khdng sinh dd dinh cho vi
khuAn Gram 6m

H0p HQp/I0 khay

D4t ti¤u ctru6n tSO
- Thanh phln: Colistin 0.12-128 pglml
- Dugc <t6ng g6i ri¤ng trong tui eifiy b1c kdm chAt ch5ng
A,m.

- Phuong ph6p vi pha lo6ng.
- Khay cho k6t qui MIC thgc thay vi k6t qui ngo4i suy
- Khay tlugc thi6t k6 c6 th6 thgc hiQn ctrng hic > 8
m6urkhay vdi kh6ng sinh Colistin.
Ho{c Ti6u chuin ky thu{t tuong duong

50

838
Khay khring sinh dd dirnh cho
nh6m tg cAu Staphylococcus

H0p HQp/I0 khay

D4t ti6u chu6n ISO
- Thenh phAn: Colistin 0.12-l2t pglml
- Dugc d6ng g6i ri¤ng trong tui gi6y bAc ki:m chAt ch6ng
A,n.
- Phuong ph6p vi pha lodng.
- Khay cho kdt qui MIC thyc thay vi k6t qui ngogi suy
- Khay <Iugc thi6t kC c6 th6 thUc hiQn cirng hic > 8
m6uAhay vdi khrimg sinh Colistin.
Ho{c Ti¤u ctruAn ky thufi tuoxg duong

20

839
Khay khring sinh tI6 diurh cho cric
lodri Enterococcus H0p H$p/l0 khay

D4t ti6u chuAn ISO
- Thanh phAn: Cotistin 0.12-1281tg/ml
- Dugc cl6ng g6i ri6ng trong tui gi6y bAc kdm ch6t ch5ng
dm.
- Phuong ph6p vi pha lodng.
- Khay cho k& quA MIC thyc thay vi k6t qui ngo4i suy
- Khay <tugc thi6t k6 c6 th6 thyc hiQn cirng hic > 8
mluAhay voi khrirng sinh Colistin.
Ho{c Ti6u chuin ky thuat tuoxg duolg

20

840
Khay khdmg sinh dd danh cho vi
khuAn Gram duong dE mgc H0p HQp/10 khay

D4t ti6u ctru6n tSO
- Thanh phAn: Colistin 0.12-128 pglml
- Dugc d6ng g6i ri6ng trong trii gi6y bqc kdm chAt ch5ng
Am.
- Phuong ph6p vi pha lodng.
- Khay cho k6t qu6 MIC thgc thay vi k6t qui ngo4i suy
- Khay <lugc thi6t k6 c6 th6 thUc hiQn ctng hic > 8
m6uAhay vdi khring sinh Colistin.
Ho{c Ti6u chu6n ky thuAt tuong duong

20

841 Khay kh6ng n6m Od H0p H$p/!O kha."-'

D?t ti6u chu6n tSO
- Thanh phAn: Colistin 0.12-128 pglml
- Dugc d6ng g6i ri¤ng trong tui gi6y bgc kdm chfu ch6ng
arn.
- Phuong ph6p vi pha lodng.
- Khay cho k6t qu6 MIC thyc thay vi k5t qui ngogi suy
- Khay <lugc thi6t k6 c6 th6 thgc hiQn ctng hic > 8
m6u/khay vdi kh6ng sinh Colistin.
Ho{c Ti6u chuAn ky thu$t tuong duong

200

I
I
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STT T6n h6e ch6g sinn ptim Don vi
tlnh

Quy cich il6ng
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842
Khay khang sinh dd danh cho
Haemophilus influenzae vi
Streptococcus pneumoniae

H0p 0 khay

DOt ti6u ctru6n ISO
,- Thanh phl*: Colistin 0.12-128 pglml
- Dugc tt6ng g6i ri6ng trong tui giAy bac kdm chAt ch6ng
6rn.
- Phuong ph6p vi pha loing.
- Khay cho k6t qu6 MIC thyc thay vi k6t qui ngo4i suy
- Khay dugc thi6t k6 c6 th6 thyc hiQn ctng l0c > 8
m6u/khay voi khiLng sinh Colistin.
Ho{c Ti¤u ctru6n ky thuAt tuong duong

20

843
Khay khring sinh dd dirnh cho cric
lodi ti¤n clu Streptococcus

H0p HOd/10 khay

D4t ti¤u ctruAn tSO
- Thanh phAn: Colistin 0.12-128 pglml
- Dugc <l6ng g6i ri¤ng trong tui gi6y bAc kdm ch6t ch6ng
6rn.
- Phuong ph6p vi pha lodng.
- Khay cho k6t qui MIC thyc thay vi k6t qui ngogi suy
- Khay ttugc thi& k6 c6 th6 thgc hiQn cirng hic Z 8
m6u/khay vdi khri,ng sinh Colistin.
Hofu Ti¤u ctruAn k1 thuflt tuong duong

20

844
MOi trudng canh thang HTM dtng

cho khrlng sinh dd Haemophilus
influenzae

H0p HQp/l0xl lml

D4t ti¤u ctru6n tSO
MOi tru&ng canh thang dtng cho kh6ng sinh <td
Haemophilus influenzae
Ho{c Ti6u chu6n ky thuft tuong duong

20

845
M6i trulng canh thang Mueller
Hinton c6 diAu chinh cation vir b6
sung tlQm TES

H0p H0p/ 00xl I ml

Dgt ti6u ctruAn ISO
M6i tnrong canh thang Mueller Hinton c6 <liAu chinh
cation vi b6 sung dQm TES
Ho{c Ti6u chu6n ky thuat tuong duong

2s0

846 Nudc khti khori.Lng H0p uoptlooxsmt
Dgt ti6u chu6n tSO
Nudc khrl kho6ng v6 trtng
Ho{c Ti0u ctru6n tci tnuat tuoarg duong

200

847
Mdi tru&ng canh thang thgc hiQn

khri,ng n6m dd
H0p HQp/l0xl lml

D3t ti¤u ctru6n tSO
M6i trudng canh thang thyc hiQn khrlng n6m dd
HoSc Ti6u chuAn ky thuft tuong <luong

200

848
Sfra bQt tach kem d4ng bQt kh6,
kh6ng ua nhiQt b6 sung vio mdi

^. Arugng nuol cay

H0p 500g

D4t ti¤u ctruAn tSO
Dang bQt, mdu kem s6ng
pH: 6.0 - 7.0
Ho& Ti¤u chuAn ky thu$t tuong duong

l0

849
Khoanh gi6y lam khring sinh dd cho
vi khuAn 6GKS Spectinomycin
l00pg )

H0p 5x50 Discs

D4t ti¤u chuAn ISO
Khoanh giAy ndng <lQ Spectinomycin l00pg d{t trong
cartrige. M5i cartridge gdm 50 khoanh tlugc han kin ctng
v6i h4t ch6ng Am trong vi c6 pht gi6y bac.
Ho{c Ti6u chuAn $ thuat tuong duong

5



STT TGn h6a chdt, sinh phllm Don vi
tinh

Quy clch il6ng
c6i Ti0u chuin kg thult 56lugng

850 Mdi tru&ngl chAt b6 trq
^. rnuor cay vl smn

H0p 500 g

Dgt ti6u chuAn ISO
Thanh phln: Pancreatic Digest of Casein 17.0; Papaic
Digest of Soya Bean 3.0; Sodium Chloride 5.0;
Dipotassium Hydrogen Phosphate 2.5; Glucose
Monohydrate 2.5i pH cu6i ctng 7.3 + 0.2 6 25"C.
MOi trudng bQt min, d6ng nh6t, mdu be
Ho{c Ti0u chu6n ky thu$t tuong duorg

2

851 Cdn iot l% Can Can
C6n iot l%
Ho{c Ti¤u ctruAn tcy ttruft hrong duorg 5

852 Acid sulturic tinh khi& Chai Chai I L Acid sulturic tinh khi6t
Ho{c Ti¤u chuAn ky thu$t tuong duolg 5

853 6ng <to t6c d0 l6ng mriu H0p 100 Tube/ HQp
Ong thriy tinh chdn kh6ng 8x l20mm, chira 0.32m1 chAt
ch6ng d6ng Natri citrate 3,2o/o. ThE tich mAu l.28ml.
Ho{c Ti6u chuAn ky thuft tuong duong

50

854 Khay pha loing miu H0p 100 plates/hQp
D4t ti¤u ctruAn ISO
Khay pha lodng m6u
Ho{c Ti¤u chu6n ky ttru{t tuong duong

50

855
Thu6c thri x¤t nChiem
PSA H0p 100 tests

Ti¤u chuAn ISO 13485, CE
Thanh phln gdm:
M Vi hat phri Streptavidin, I chai, 6.5 mL: Vi h4t phri
Streptavidin
0.72 m/mL chAt b6o qu6n.
Rl Anti-PSA-Ab-biotin, I chai, l0 mL: Khrl,ng th6 dorl
ddng
khrlng PSA tilinh dAu biotin l.5 mg/L; tlQm phosphate 100
mmol/L, pH 6.0; ch& bdo quin.
R2 Anti-PSA-Ab-Ru(bpy), I chai, lO mL: Kh6ng th6 don
ddng
kh6ng PSA <trinh d6u phric hqp ruthenium 1.0 me/L; dern
phosphate 100 mmoUl, pH 6.0; chAt b6o quan.
Kho6ng do: 0.003 - 100 nglml
D0 chinh x6c trung gian CV%: < 3.8
Ho{c TCKT tuong duong

20

856 Thu5c thrt x6t nChiem Vancomycin H0p 100 Tesv Hgp

Dat chuAn CE, ISO 13485
Thanh phAn g6m: Rl Vancomycin li¤n hqp; ilQm
piperazine-N,N'-bis(2-ethanesulfonic acid) (PIPES), pH
1).
chAt bao quan; ch6t 6n dinh
R2 Khring thA kh6ng vancomycin (don ddng ttr chugt): vi
hfl latex; dQm 3-(N-morpholino)propane sulfonic acid
(MOPS), pH7.2; ch6t 6n dinh
HoAc tieu cnu6n ty thu{t tuong duong

5



rtN cONc rv
56:....../BG-...

Tr0n co s& y6u cAu b6o girl
trudmg hqp nhi6u hdng sin xu6t,

PhU tgc 02: M6u brlo gi6
(Dinh kdm c6ng vdn s6 /NDTW-KD ngdy thdng 08 ndm 2023 cia B¤nh vien B¤nh NhiCt ddi Trung uong)

il CQNG HOA XA HQI CHU NGHIA VIET NAM
DQc l$p - TU do - Hph phrric

Hd N|i, ngdy ...... thdng ..... ndm

sAo crA
Kinh gfri: BQnh viQn BQnh Nhiet dr6,i Trung utrrg

cria BQnh viQn BQnh Nhiet doi Trung uong Chfng t6i 1e............, (ghi t¤n, dia chi cta h6ng san xu6t, nha cung c6p;
nhir cung c6p ctng tham gia trong mQt b6o gi6 (ggi chung ld li6n danh) thi ghi rd t¤n, dia chi cria c6c thdnh vi6n li6n

l. 86o gi6 cho c5c h6a ch6t, sinh phAm vd dich vg li6n quan
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DM
y6u

cAu BG

TGn
h6a
ch{t,
sinh
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ky
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c6ng b5

Quy
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e6i

Hlng
sin
xriAt

MI HS
NIm
sin
xudt

xu{t
xrl

Don vi
tlnh

s6
lugng/kh6i

lugng

DoT
ci{

(vr\D)

Gia ka
khei

(vND)

Chi phl
cho clc
dich vg

Ii¤n
qurD

IVI\D)

Thu5,
phi, lt
pll

(ndu
c6)

(VND)

Thinh
titn

(vND)

(l) (2t (3) (4) (s) (6) (71 (8) (e) (10) (ll) (12) (13) (14) (ls) ( l6) (17) (18) (l e)

I

2

n

(G*i kdm theo cdc tdi li¤u chfing minhvi t[nh ndng, thdng sO W thuqt vd cdc tdi li¤u liOn quan cru h6a chdt, sinh phiim)

2.Pl6o gi6 ndy c6 hiQu lgc trong vdng: 180 ngdy, k¤ tri ngdy th6ng 09 nim2023
TOn c6n b0 phU tr6ch khi cdn: 1SO dign tho4i:.....)
3. Chring tdi cam k6t:

\\ Ae',,,





- Kh6ng dang trong qu6 trinh thuc hiQn tht tuc giei th6 ho{c bi thu hdi Gi6y chfmg nh0n ttlng lcj doanh nghiQp ho{c Gi6y chrlnq nhin tllng hI h0
kinh doanh ho+c c6c tai liQu tuong duong kh6c; kh6ng thuQc trudng hqp miit kh6 nlng thanh torin theo quy tlinh cta ph6p lu|t vE doanh nghiCp.

- Gi6 tr! cta c6c h6a ch5t, sinh phim n¤u trong b6o gi6 ld phi hqp, khOng vi phqm quy <linh crla ph6p lu{t v6 cErh tranh, b6n ph6 gi6.

- Nhihg th6ng tin n6u trong b6o gi6 tdr trung thgc
DAI DIEN HgP PHAP CT'A CONG TY (,0)

0) Ghi sd thv tv hda dA, si,h pt i^ t d,a n g bong Ph( lv 0t.

Q, Hans sdn,uh, ,ha cuv & ght hda ch&, sinh phdn ttso ildtg ytu c& shi .ei cAt "T¤n hno ch&, sinh phdn" to'a Y¤u c&. bdo gid.

O) Ghi tiat chulin tq hqt ctut hda chdt, stnh phdn. YOu cAu Sh ktn tdi lttu d6 td tdl. pl'd6 nha Cotaloe, tdt ,ninh drt inns Lt thu$-..

chiit sinh phiim ghi tqt ^, ,,^^ , . , :'col len noa cnat, sinh phdm"

0q lrans s,in 'uit, nhd c scb ghtq N M HScna&nshda ch&, si,rtpM^

0 t) (t I Hans s,in ,udt, nha 
"unc "b ch, "t 

tM nd- 
'ao -&, ,,,4 ,,, .b hn" 

"h&, "tnh 
pt d^

0 4 HaA sb xdt, nha cDs ch shi ct N si tqasi ttli fuora theo irnns sd tLns, thdi fu"rs naa trons veu cAu b,io siA
t 15t Hd'g sda ndt. nhd cBc ch shi ct thi eid 4 cna don eid tte,,ts nry vdi /lilns h6a ch&, siah phln.

cth dbh tr li i qu PMg nd..

"""g 
cdp phni d* r"i" 

",t" "hi 
pN, ,ip thia hni qua b,Ao hil,n rd cAa cN pht khd. igdi td'.h M viet Nan dl phA,t bdfio don en ctu hA ch&, st,h phdn

qd nlu cd)/ theo ddng rtr c& "at 
turE rau c,iv b,io sin-

dhs yiet Na dl tcn t th.o ti sa gtiy dii c,n' Nsan hd,v Nsdi thtaas vi4t Non (vCB) c6ng bd tC tbt dttn agay dt thtc n@n bdo dA
(20) Nsliti d,i dren heo pffp W hoe nsudi dt ic rsni d4i dien ttgo phip t ny quyjn phnt h! GB ddng dh 1lu cd). r{nra lw iy ctyaa pht g ttd ttto gity Jy Mn t, Mo srt Tnnr hop lan
dndr than sia b,no si6 dai diaa tw pW cna t& c,n cnc tMrt vien lien.hnh phili ki Gl,.16ry dh hA c, fiob,tt, sid

\U/


