
BOYTE
VI:E:NPASTEUR

THANH PHO HO CHi MINH
S6: 309IPAS-KHTH

CONG HOA xA HOI CHU NGHiA VI:E:TNAM
DQc l~p - Tl}'do - H~nh phuc

Thanh ph6 H6 Chi Minh, ngay Q~. (hang 02 nam 2023

THUMal BAo GIA
Cung c§p sinh pham, v~t nr tieu hao cho hoat d{}ngxet nghi~m

Kinh giri: Cac cong ty quan him

Vien Pasteur Thanh ph6 H6 Chi Minh dang co kS hoach vS viec mua s~m sinh pham,

v~t tu tieu hao phuc vu hoat dong xet nghiem;

DS co co sa xay dung kS hoach du toan mua s~m, Vien Pasteur Thanh ph6 H6 Chi

Minh moi cac cong ty quan tam tham gia bao gia nQi dung nhir sau:

Don s6 I

STT Ten hang hoa D~c tinh ky thu~t Quy cach vi Ghi
luong chutinh I

- Chuan h6a theo IFCC
I- Khoang do: 5-700UIL

- Gioi han duoi: 5 U/L.
H6a chAtxet - £)<)l~p lai: CV< = 3.1%.

1 nghiem AST - £)<)tai l~pl £)<)chinh xac trung gian: 500 xet nghiem H<)p 250(Aspartate CV< = 2.4%.
aminotransferase) - So sanh phuong phap: R >= 0.99.

I

- Chirng nhan CE
-£)<)6n dinh tren may phan tich 84
ngay
- Chuan h6a theo IFCC
- Khoang do: 5-700U/L

I
H6a chAtxet - Gioi han diroi: 5 U/L.

nghiem ALT - £)<)l?p lai: CV< = 9.3%.
2 (Alanine - £)<)tai l~p: CV< = 3.3%. 500 xet nghi~m H<)p 250

Aminotransferase) - So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CE
- £)<)6n dinh tren may phan tich 84
ngay I

- Chuan h6a theo IFCC
I- Kholing do: 5-1200U/L

- Giai h<;lnduai: 5 U/L.
H6a chAtxet - £)<)l~p l~i: CV< = 0.9%.

3 nghi~m ALP - £)<)tai l~p/ £)<)chinh xac trung gian:
200 xet nghi~m H<)p 25 I(ALKALINE CV<= 2.4%.

PHOSPHATASE - So sanh phuong phap: R> 0.99.
- Chu:ng nh?n CE
- £)<)on dinh tren may phan tich 56
ngay
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Boon S6 GhiSTT Ten hang hoa B~c tinh ky thu~t Quy cach vi IlfQ'ng chutinh
- Chuan hoa theo m~u tham chieu cua
IRMM
- Khoang do: 30.4-912umollL
- Gioi han diroi: 30.4umollL.

Hoa cheltxet - D91~p lai: CV< = 1.2%.
4 nghiem ALB - D9 tai l~pl DQchinh xac trung gian: 300 xet nghiem H9P 25

(Albumin) CV<= 1.5%.
- So sanh phirong phap: R> 0.99.
- Chung nhan CE
-D9 6n dinh tren may phan tich 84
ngay
- Khoang do: 3-1500UIL
- Gioi han dum: 3UIL.
- D91~p lai: CV< = 1.2%.

Hoa cheltxet - D9 tai l~pl D9 chinh xac trung gian:
5 nghiem CV<=2.4%. 300 xet nghiem HQP 21

AMYLASE - So sanh phirong phap: R> 0.99.
- Chung nhan CE
- D9 6n dinh tren may phan tich 84
ngay
- Chuan hoa theo m~u chuan nQi bQ
- Khoang do: 20-600U/mL
- Gioi han duoi: 20U/mL.

Hoa cheltxet - D91~p lai: CV< = 1.6%.

6 nghiem ASLO - DQtai I~pl DQchinh xac trung gian: 150 xet nghiem HQp 75
(Antisteptolysin CV< = 2.6%.
0) - So sanh phuong phap: R> 0.99.

- Chung nhan CE
-DQ6n dinh tren may phan tich 84
ngay
- Chuan hoa theo theo phirong phap
Doumas
- Khoang do: 1.4-236 umollL
- Gioi han diroi: l.4umollL.

Hoa cheltxet - DQ I~p l~i: CV< = 4.4%.
7 nghi~m BIL-D - D9 tai l~pl D9 chtnh xac trung gian: 350 xet nghi~m HQP 150

(Bilirubin direct) CV<= 10%.
- So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CE
- DQ6n dinh tren may phan tfch 42
ngay
- Chuan hoa theo theo phuang phap
Doumas

Hoa cheltxet - Khoang do: 2.5-650umollL

8 nghi~m BIL-T - Gi&i h~ du&i: 2.5umollL. 250 xet nghi~m H9P 150
- D91~p l~i: CV< = 2.9%.(Bilirubin total) - DQtai l~pl DQchfnh xac trung gian:
CV<=3.3%.
- So sanh phuong phap: R >= 0.99.
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STT

9

H6a ch~t xet
nghiem
Fructosamine

D~ctinh ky thu~t Quy cach
Don
vi
tinh

s6 Ghi
luong chJ

5

I

Ten hang hoa

- Chung nhan CE
- £>96n dinh tren may phan tich 42
ngay

11

12

H6a ch~t xet
nghiem
Cholesterol

10 H6a ch~t xet
nghiern Calcium

- Chuan h6a thea thea phirong phap
AbelllKendall
- Khoang do: O.l-20.7mmoIlL
- Gioi han duoi: O.lmmollL.
- £>91~p lai: CV< = 1.10%.
- £>9tai l~pl £>9chinh xac trung gian:
CV< = 1.6%.
- So sanh phirong phap: R >= 0.99.
- Chung nhan CE
- £>96n dinh tren may phan tich 28
nw
- Chuan h6a thea thea tai lieu tham
chieu cua SRM 956c level 2
- Khoang do: 0.2-5.0 mmollL
- Gioi handiroi: 0.2 mmollL.
- £>91~p lai: CV< = 2.0%.
- £>9tai I~pl £>9chinh xac trung gian:
CV<=2.5%.
- So sanh phirong phap: R >= 0.99.
- Chung nhan CE
- £>96n dinh tren may phan tich 42
ngay
- Chuan h6a thea thea tieu chuan
Fructose polylysine
- Khoang do: 14-1000umo1/L
- Gi6'i han diroi: 14umollL.
- £>91~p lai: CV< = 1.0%.
- £>9tai I~pl £>9chinh xac trung gian:
CV< = 1.8%.
- So sanh phuong phap: R >= 0.99.
- Chung nhan CE
- £>96n dinh tren may phan tich 56
ngay
Thanh phan phan (mg trong chat dong
kho:
Huy~t thanh nguai v6'i ph\! gia hoa
hQCva nguyen Ii~u co ngu6n g6c sinh
hQc nhu dll chi dinh.
Ngu6n g6c cac ch~t sinh hQc them
vao nhu sau:
Ch~t phan tich Ngu6n g6c
Fructosamine huySt thanh ngum
Thanh phcln khong phan (mg:
Ch~t 6n dinh

400 xet nghiem

300 xet nghiem

150 xet nghiem

3xlmLlh9P

H9P

H9P

H9P

H9P

200

45

20

13

H6a ch~t hi~u
chuAncho xet
nghi~m
Fructosamine

Chat chuan cho xet
nghi~m

Thanh phan phan (mg trong chat dong
kho: 3xlmLlh9P H9P 7
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4

DO'n s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vj 1U'Q'ng chuHnh
Fructosamine rmrc Fructosamine trong huyet thanh
binh thuong nguoi

Thanh phan khong phan irng trong
ch~t dong kho:
Ch~t 6n dinh
N6ng d<)cua cac thanh ph~n d~c hieu
cho tUn~10.Gia tri dich chinh xac
diroc bieu thi duoi dang van ban dien
tu hoac tren to-gia tri dinh kern
Thanh phan phan irng trong chat dong
kho:
Fructosamine trong huyet thanh

Ch~t chuan cho xet nguoi,

nghiem T~anh ph~n khong phan irng trong
3xlmLIh<)p H<)p 714 chat dong kho:Fructosamine mire Ch~t 6n dinhbenh ly N6ng d<)cua cac thanh ph~n d~c hieu

cho tlrn~ 10.Gia tri dich chinh xac
diroc bieu thi dum dang van ban di~n
tu hoac tren to-gia tri dinh kern.
- Chuan h6a thea thea IFCC, va thea
Persijn va van der Slik
- Khoang do: 3-1200UIL

H6a ch~t xet - Gioi han duoi: 3.0UIL.

nghi~m GGT - £><)l~pl~i: CV< = 0.9%. 400
15 - £><)tai l~p/ £><)chinh xac trung gian: H<)p 250

(Gamma glutamyl CV<=3.7%. xet nghi~mlh<)p
transferase) - So sanh phucmg phap: R >= 0.99.

- Ch(rng nh~n CE ,.

- £><)6n dinh tren may phan tich 84
ngay
- Chuiln h6a thea thea IDIMS
- Khoang do: 0.11-41.6mmollL
- Gi6i h~n du6i: 0.11mmollL.

H6a ch~t xet - £><)l~pl~i: CV< = 1.0%.
- £><)tM l~p/ £><)chinh xac trung gian: 800

16 nghi~m GLUC H<)p 150
CV<= 1.3%. xet nghi~m/h<)p

(Glucose) - So sanh phucmg phap: R >= 0.99.
- Ch(rng nh~n CE
- £><)6n dinh tren may philn tich 56
ngay
- Chuan h6a thea thea phucmg phap

H6a ch~t xet CDC
- Khoang do: 0.08-3.88mmollLnghi~m HDL-C - Gi6i h~n du6i: 0.08mmollL. 350

17 (High Density H<)p 250
Lipoprotein - £><)l~pl~i: CV< = 1.8%. xet nghi~mlh<)p

- £><)tai l~p/ £><)chinh xac trung gian:Cholesterol) CV<=2.2%.
- So sanh phucmg phap: R >= 0.99.
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5

STT

18

Ch~t ~hu~n cho xet
nghi~m HbAlc
mLl'cb~nhIy

D~c tanh ky thu~t Quy cach
Don
vi

tanh
sa Ghil

hrQ'Ilg chu

35

I

Ten hang hoa

50

- Chung nhan CE
- })Q6n dinh tren may phan tich 84
ngay

21

22

23

20

H6a ch~t xet
nghiem HbA 1c

19

Dung dich Iy huyet
d6 chuan b] mfru
dinh lirong
HbAIC

H6a ch~t hieu
chu~n cho xet
nghi~m dinh IUQllg
HbAIC

Ch~t chu~n cho xet
nghi~m HbAlc
muc binh thuOng

H6a ch~t xet
nghi~m Iron
(Slit huy~t thanh)

150 xet nghiern/hop,
- Chuan h6a theo thea phuong phap
IFCC
- Khoang do: 4.20-20.1 %
- Gioi han diroi: 4.20%.
-})Q I~p lai: CV< = 2.3%.
- })Qtai I~p/ })Qchinh xac trung gian:
CV<=2.6%.
- Chung nhan CE
- })Q6n dinh tren may phan tich 28
ngay
Phuong phap xet nghiem: Thuoc tlnr
Iy huyet duoc su dung d6 ti~n pha
loang mfru mau toan phan (irng dung
mau toan phan) va pha loang mfrll
chuan (irng dung
mau toan ph~n va irng dung Iy
huyet),
Cfas HbAlc la m~u chuan dong kho
l~y tir mall cuu ly huyet, Mall ciru ly
huyet voi phu gia h6a hoc va nguyen
li~u c6 ngu6n g6c sinh hoc nhu da chi
dinh. Ngu6n g6c cac ch~t sinh hoc
them vao nhu sau: Ch~t phan tich
Ngu6n g6c, Hemoglobin Mau CUll,
HbA 1c Mau ngub'i
Mau ngum Iy huyet
N6ng dQdi~u chinh cua cac thanh
ph~n m~u ch(mg thuOng a muc binh
thuOng hay a nguang binh
thuOng/b~nh !i
Mau ngub'i ly huyet, HbAlc glycosyl
h6a in vitro
N6ng dQdi~u chinh cua cac thanh
ph~n m~u ch(mg thub'ng a nguang
b~nh lY.
- Chuan h6a thea theo SRM937
- Khofmg do: 0.9-179umollL.
- Gi&i h?-Odu&i: 0.9umollL.
- })Ql~p I?-i:CV< = 1.3%.
- })Qtai l~p/ DQchinh xac trung gian:
CV< = 1.8%.
- So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CE
- DQ 6n dinh tren may phan tich 42
ngay

150
xet nghiem/hop

3x2mLIh·QP

51mLlhQp

4xlmLlhQp

4xlmLlhQP

200
xet nghi~mlhQP

HQP

HQP

HQP

HQP

HQP

HQP

125

50

25

50
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6

Don sa GhiSTT Ten Mng hoa D~ctinh ky thu~t Quy cach vi luong chuHoh
- Chuan h6a theo theo phuong phap
dinh hrong beta
- Khoang do: 0.1-14.2mmollL

H6a chc1txet - Gioi han diroi: O.lmmollL.
nghiem LDL-C - DQ l~p lai: CV< = 2.0%. 20024 (Low Density - DQtai l~pl DQchinh xac trung gian: xet nghiem/hop HQP 325
Lipoprotein CV< = 2.5%.
Cholesterol) - So sanh phuong phap: R >= 0.99.

- Chung nhan CE
-DQ6n dinh tren may phan tich 84
ngay
- Chuan h,6ar= theo phuong phap
quang pho hap thu nguyen ill
- Khoang do: 0.1-2.0mmollL
- Gioi han diroi: O.1mmollL.

H6a chc1txet - DQ l~p lai: CV< = 1.1%. 250
25 nghiern MG - DI) tai I~pl DI) chinh xac trung gian: xet nghiem/hop Hl)p 12

(Magnesium) CV< = 1.3%.
- So sanh phuong phap: R >= 0.99.
- Chung nhan CE
- DI) 6n dinh tren may phan tich 84
ngay
- Chuan hoa theo theo chuan tham
chieu so cclpNERL
- Khoang do: 0.1-6.46mmollL.
- Gioi han duoi: O.1mmollL.

H6a chc1txet - D9l~p lai: CV< = 0.7%. 250
26 nghiem PHOS - DI) tai l~pl DI) chinh xac trung gian: xet nghiem/hop Hl)p 12

(Phospho) CV<= 1.4%.
- So sanh phtrong phap: R >= 0.99.
- Ch(mg nh~n CE
- D9 6n dinh tren may philn tich 84
ngay
- Chuan h6a theo theo chuan cua
WHO s6 64/2
- Khoang do: 1O-130UIL

H6a chAtxet - Gi&i h~n du6i:10UIL.

27 nghi~mRF - DI) l~p ll;li:CV< = 1.6%. 100 Hl)p 85
(Rheumatoid - DI) tM l~pl D9 chinh xac trung gian: xet nghi~mlhQp
Factor) CV< = 1.8%.

- So sanh phuong phap: R >= 0.99.
- ChUng nh~n CEDI) 6n dinh tren may
philn ttch 56 ngay
Thanh phan phlln Ung:

H6a chc1thi~u RF trong huySt thanh ngubi
28 chufin cho xet Thanh ph~n khong phan Ung: 5xlmLlhl)p H9P 10

nghi~m RF D~m HEPES, albumin huySt thanh
bo, natri chloride, chc1tbao quan
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7

DO'n S6 I
GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi hrong chutinh

Thanh phan phan irng:
IHuy~t thanh ngiroi voi phu gia hoa

h9Cva nguyen lieu co ng~6n g,6c sinh
h9Cnhu da chi dinh. Nguon goc cac

I

29 Ch&tchuan cho ch&tsinh h9Cthem vao nhir sau: 4x1mLihop Hop 34xet nghiem RF Ch&tphan tfch Nguon g6c
RF - ngiroi
Thanh phdn khong phan trng:
Dem HEPES, album!n huyet thanh
bo, natri chloride, chat bao quan
- Khoang do: 0.5-8.0RU
- Gioi han du6i:0.5RU.

Hoa ch&txet - Do l~p lai: CV< = 4.5%.

nghi~mRPR - Do tai l~pl Do chinh xac trung gian: 25030 CV<= 3.5%. Hop 67(Rapid Plasma - So sanh phirong phap: R >= 0.99. xet nghiern/hop

I

Reagin)
- Chirng nhan CEo
- DO6n dinh tren may phan tich 28
ngay I

Hoa ch&thi~u RPR Calibrator Set chua 5 mau chuan
I

31 chuan cho xet dang long s~n sang d~ Slr dung l&ytir 5xlmLlhQp Hop 24
nghiem RPR huyet thanh ngiroi va albumin huyet

Ithanh bo_(BSA).
Thuoc thir - dung dich tham gia xet

Inghiem
Thanh ph~n phan (mg:
Huy~t thanh nguai va albumin huy~t
thanh bo (BSA) v6i ch&tph\! gia hoa

Ch&tchuAn cho h9C va nguyen li~u co ngu6n g6c sinh
32 xet nghi~m RPR h9Cnhu da chi djnh. 2xlxlmLihop Hop 35

Ngu6n g6c cac ch&tsinh h9C them
Ivao nhu sau: Ch&tphan tich Ngu6n

g6c Khang th~ khang lipid giang mai
ngum
T~a~ ph~n khon& phan (mg: BSA,
chat on dinh va chat bao quan
- Chuan hoa theo phuong phap IDIMS
- Khoang do: 0.1 -10 mmollL.
- Gi6i h~n du6i: 0.1 mmol/L

Hoa ch&txet - DOl~p l~i: CV< = 1.1%.

33 nghi~m TRIGL - Do tai l~pl Do chfnh xac trung gian: 250
Hop 350

(Triglyceride) CV<=2.0%. xet nghi~m/hop
- So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CEo
- DO6n dinh tren may phiin tfch 56
ngay

H6a chat xet - Chuan h6a theo SRM 927
34 nghi~m TP - Khoang do: 2.0-120 gIL. 300 xet nghi~mlhop Hop 26

(Total Protein) - Gi6i h~n du6i: 2.0 giL I
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8

Don S6 GhiSTT Teo hang hoa D~c tinh ky tbu~t Quy cach vi
tinh luong chu

- D<)l~p lai: Cv « = 1.4%.
- D<)tai l~p/ D<)chinh xac trung gian:
CV< = 2.5%.
- So sanh phirong phap: R >= 0.99.
- Chung nh~n CEo
- DQ6n dinh tren may phan tich 28
ngay
- Chuan hoa theo chuan sa cap co the
truy nguyen theo NIST
- Khoang do: 40-2000 mg/L.

Hoa ch~t xet - Gioi han dum: 40mg/L

nghiem TPUC - DQ lap lai: CV< = 2.2%.
35 (Total Protein - DQtai l~p/ D<)chinh xac trung gian: 150 xet nghiem/hop H<)p 26

CV<= 1.6%.Urine) - So sanh phuong phap: R >= 0.99.
- Chung nh~n CEo
- DQ6n dinh tren may phan tich 42
nzav
- Khoang do: 4.6-250 TU
- Gioi han duoi: 4.6 TV

Hoa ch~t xet - DQ lap lai: CV< = 2.7%.
nghiem TPLA - D<)tai l~p/ D<)chinh xac trung gian:

36 (Treponema CV<=4.5%. 250 xet nghiem/hcp H<)p 58
Pallidum - So sanh phirong phap: R >= 0.99.
Antibody) - Chung nhan CEo

- D<)6n dinh tren may phan tich 28
ngay

Hoa ch~t hieu
Mediace TPLA Gen.2 Calibrator Set
chua 5 m~u chuan trong ch~t n~n

37 chuan cho xet huyet thanh ngiroi va albumin huyet
5x2mLIh<)p H<)p 12

nghiem TPLA thanh bo (BSA).
Mediace TPLA Gen.2 Control Set

Ch~t chuAn cho xet
chua 2 m~u ch(mg 3 mL trong ch~t

38 nghl~m TPLA
n~n huy~t thanh nguoi M~u ch(mg 2xlx3mLlhQP H<)p 26
duQ'cdung de kiem tra d<)dung va d<)
chinh xac
- Chuan hoa theo IDIMS
- Kho<mgdo: 11.9-1487 umollL.
- Gi6i h~n du6i: 11.9umollL

Hoa ch~t xet - D<)l~p l~i: CV< = 1.0%.

39 nghi~m VA - D<)tM l~p/ D<)chinh xac trung gian: 400 xet nghi~mlhop Hop 210
CV<= 1.6%.(Uric Acid) - So sanh phuang PhaP: R >= 0.99.
- Ch(mg nh~n CEo
- DQ6n dinh tren may philn tich 56
ngay

Hoa chat xet - Chuan hOa theo IDIMS
40 nghi~m UREAL - Khoang do: 0.5-40 mmollL. 500 xet nghi~mlh<)p H<)p 210

(VreIBUN) - Gi6i h~n du6i: 0.5mmollL
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9

Don s6 I
Ghi

STT Teo hang hoa D~c tinh ky thu~t Quy cach vi 11lQ'og h,1
tinh c u

- £)9 !~p lai: CV< = 1.0%.
- £)9 tai !~pl £)9 chinh xac trung gian:
CV<= l.3%.
- So sanh phuong phap: R >= 0.99.
- Chung nhan CEo
- £)9 6n dinh tren may phan tich 56
ngay

41 Dung dich SMS 50m!, HC! 200 mmol/L 50mL HQQ 15
Khoang do:

Dung dich NACL Huyet thanh/Huyet tirong
42 Chi s6 L 10-2000 2650 xet nghiem H9P 599% SI Chi s6 H 5-1200

Chi s6 I 0.5-60
Dung dich natri chloride sinh ly

43 Dung dich pha (NaCl 0.9 % trong mroc), ChAtpha 50mL H9P 35loang NACL 9% loang hien tai la d~m d~c va,se ducc
pha loang tren may voi h~ so 10.
Thanh phan phan irng trong chat dong
kho:
Huyet thanh ngiroi voi phu gia hoa

Hoa chAt hieu hQCva nguyen lieu co nguen g6c sinh
44 chuan cho cac xet hoc nhu da chi dinh. 12x3mL H9P 50Nguon g6c cac chAtsinh hoc themnghiem sinh hoa vao

Th~nh phan khong phan img trong
cha} ~ong kho:
Chat on dinh
Thanh phan phan img:

IHoa chAthi~u £)~mHEPES: 20 mmollL, pH 7.5, va
chu~n cho xet chAtphl,lgia hoa hQcva nguyen li~u

45 nghi~m protein co ngu6n g6c sinh hQcnhu da chi 5xlmL H9P 12
nu6c ti~u dinh.

Thanh phAnkhong phan (mg:
IChAtbao_guan va chAt6n dinh

Huyet thanh nguai v6i phl,lgia hoa I

hQCva nguyen li~u co ngu6n g6c sinh
hQcnhu da chi dinh.
Ngu6n g6c cac chAtsinh hQcthem

Hoa chAthi~u vao nhu sau:
46 chu~n cho xet ChAtphan tfch Ngu6n g6c 5xlmL Hop 12

nghi~m CRP Ferritin - nguai
CRP - nguai
ASLO - Clm
Thanh phAnkhong phan Ung: ChAt
bao quan va ch~t 6n dinh

H6a chAthi~u Thanh phan phan (mg trong chat dong
47 chu~n cho xet kho: 3x1mL HOp 45Huy~t thanh nguai v6i phl,lgia hoa

I

nghi~m rna hQc
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DO'n s6 GhiSTT Ten hang hoa D~c tinh ky thuit Quy cach vi
tinh hrong chu

Thanh phan khong phan irng:
ChAtbao quan va chAt6n dinh
Thanh phan phan irng trong chat dong
kho:

H6a chAthieu
Huyet thanh nguoi voi phu gia h6a
hoc va nguyen lieu c6 nguon g6c sinh

48 chuan cho xet hoc nhtr dll chi dinh. Nguon g6c cac 3x1mLihop Hop 10
nghi~mASLO chAtsinh hoc them vao nhir sau: ChAt

phan tich Nguon g6c va ASLO ciru
Thanh phan khon~ phan irng: ChAt
bao quan va chAton dinh

49 Dung dich NaOH- NaOH 1mollL (khoang 4 %); chAtt§.y 66mL Hop 250D

50 Dung dich NaOH- Dung dich natri hydroxide 1 mollL, 4 2x1.8mL HOp 100DlBasic wash %; chat tay

51 Dung dich Acid Acid citric monohydrate: 310 2x1.8mL HOp 12Wash mmollL; dem; chAtt§.y
NaOH 3 mollL (khoang 12%); dung

52 Dung dich SCCS dich natri hypochlorite « 2 % clo 50mL HOp 110
hoat tinh); phu gia

" Thanh phan phan irng:

ChAtchuan cho xet Dem HEPES: 20 mmol/L, pH 7.5, va
chAtphu gia h6a hoc va nguyen lieu

53 nghiem CRP, c6 nguon g6c sinh hoc nhir dll chi 3x1mL Hop 10ASLO mire binh
thirong dinh,

Thanh ph~n khong phan (mg:
ChAtbao quan va chAt6n dinh
Thanh phan phan (mg:

ChAtchu§.ncho xet f)~m HEPES: 20 mmollL, pH 7.5, va
chAtph1,lgia h6a hoc va nguyen li~u

54 nghi~m CRP, c6 ngu6n g6c sinh hoc nhu dll chi 3xlmL Hop 10ASLO muc b~nh dinh.Iy Thanh ph~n khong phan (mg:
ChAtbao quan va chAt6n dinh
Thanh phan phan (mg:

ChAtchu§.ncho xet f)~m HEPES: 20 mmollL, pH 7.5, va

nghi~m protein chAtph1,lgia h6a hoc va nguyen li~u
55 nuac ti~u muc c6 ngu6n g6c sinh hoc nhu dll chi 4x3mLihop Hop 10

b~nhly dinh.
Th~nh ph~n khong p~a,: (mg:
Chat bao quan va chat on dinh
Thanh phan phan (rng:

ChAtchu§.ncho xet f)~m HEPES: 20 mmollL, pH 7.5, va

nghi~m protein chAtph1,lgia h6a hoc va nguyen li~u
56 nuac ti~u muc c6 ngu6n g6c sinh hoc nhu dll chi 4x3mLihop Hop 10

binh thuang dinh.
Thanh ph~n khong phan (mg:
ChAtbao quan va chAt6n dinh
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DO'n s6 Ghi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi IlfQ'ng h,1

tinh
c u

Thanh phan phan irng trong chat dong
kh6:

I
Huyet thanh ngiroi voi phu gia h6a

Ch<1tchuan cho hoc va nguyen lieu c6 nguon g6c sinh

57 cac xet nghiem hoc nhir da chi dinh,
4x5mLlh9P H9P 20Nguon g6c cac chAtsinh hoc themSinh h6a mire 1 vao

Thanh phftn khong phan irng trong
chat dong kh6:

ICh<1t6n dinh
Thanh phan phan irng trong chat dong
kh6:

I
Huyet thanh ngiroi voi phu gia h6a

Ch<1tchuan cho hoc va nguyen lieu c6 nguon g6c sinh

58 cac xet nghiem hoc nhu da chi dinh,
4x5mLlh9P H9P 20Nguon g6c cac ch~t sinh hoc themSinh h6a rmrc 2 vao

Tryanh phan khong phan irng trong
chat dong kho:
Chfit 6n dinh

Chat chuan gia tri

59 natri, kali, va cIo 120 mmollL Na+, 3 mmollL K+, 80 10x3mLlhQp H9P 20

I
tren di~n CI,l'C chon mmollL Cl
19C ion (mire thao)
Chat chuan gia tri I

60 natri, kali, va clo 160 mmollL Na+, 7 mmollL K+, 120 10x3mLlhQp H9P 20

I

tren dien cuc chon mmollL Cl
19C ion' (mirc ca~)

f)~m HEPES: 10 mmollL
H6a chfit hi~u Triethanolamine: 7 mmollL

61 chuAndi~n CI,l'C clla Natri chloride: 3.06 mmollL
2x2Llh9P H9P 35 I

mOdun phan tfch Natri acetate: 1.45 mmol/L
ISE Kali chloride: 0.16 mmollL

Chfit bao_guan
Chat pha loang f)~m HEPES: 10 mmo1/L

62 m~u phVtrQ'cho Triethanolamine: 7 mmollL 2x2Llh9P H9P 10
mOdunISE Chfit bao_guan

Phuong phap do ISE gian tiep:
Khoangdo
Ung dVng cho huyet thanh va huyet
tuong:

Ch~t phv trQ'cho Na+ 80-180 mmollL
63 xet nghi~m Ion d6 K+ 1.5-10.0 mmollL 5x300mLlh9P H9P 16

Cl- 60-140 mmollL

I
(J'ng dVng cho nu6c ti~u:
Na+ 20-250 mmollL
K+ 3-100 mmollL
Cl- 20-250 mmollL I

--------
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Don sa GhiSTT Ten hang hoa D~c tinh ky thu~t Quy each vi luong chudoh
- EcoTergent diroc them vao buong
phan irng, dong vai tro la ch~t heat

Hoa ch~t dong b~ m~t lam giam thieu str tao
64 Ecotergent thanh cac bot bong bong co kha nang 12x59mLlh9P H9P 40

lam nhi~u k~t qua quang ph6.
- Thuoc thir - dung dich tham gia xet
nghiem: Ch~t tAy

Hoa ch~t nra kim 12x20mL hoa chat nra kim hut m~u
65 hut m~u 1 tren h~ thong xet nghiem sinh hoa. 12x20mLlh9P H9P 26

Dung dich natri hydroxide 1mollL
- 12x20mL hoa chat nra kim hut m~u

Hoa ch~t nra kim tren h~ th6ng xet nghiem sinh hoa,
66 hut m~u 2 - Thu6c thir - dun~ dich tham gia xet 12x20mLlh9P H9P I3

nghiem: Dem; chat tay

Khoang do:

67 Di~n eire Chloride
Huyet thanh, huyet nrong: 60-140 1 cai/hop cai 16
mmol/L
Nuoc tieu: 20-250 mmollL
Khoang do:
Ung dung eho huyet thanh va huy~t

68 Dien eire Sodium tuong: 1 cai/hop cai 16
80-180 mmollL
Ung d\lng eho nuac ti~u:
20-250 mmollL
Khoang do:
Ung d\lng eho huy~t thanh va huy~t

69 Di~n el,!e tuang: 1 eailh9P cai 16
Potassium K+ 1.5-10.0 mmollL

Ung d\lng eho nuae ti~u:
K+ 3-100 mmollL
11ng d\lng cho huyet thanh va huyet

Di~n Cl,!Ctham
tuang:

70 chi~u Na+ 80-180 mmollL 1 eailh9P eai 16
K+ 1.5-10.0 mmollL
CI- 60-140 mmollL

71 Den Halogen Den halogen, nguon di~n: 12V, eong 1 eailh9P eai 24
12V/50W su~t: 50W

72 Cong phan (mg 24 dilMp eong phan (mg dung eho 24eailh9P H9P 12
h~ th6ng xet nghi~m sinh hoa
- Chuan hoa thea tai li~u tham ehieu
eua ERM-DA471IIFCC
- Khoang do: 0.4-6.8 mglL.

Hoa ch~t xet - Giai h~n duai: 0.4 mgIL
73 - D91~p l~i: CV< = 1.8%. 225 xet nghi~mlh9P H9P 10

nghi~m Cystatin C - D9 tai l~p/ D9 chinh xac trung gian:
CV<=2.2%.
- So sanh phuang phap: R >= 0.98.
- Ch(mg nh~n CEo
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Doon S6 I
Gh'

STT Ten bang hoa D~c tinh ky thu~t Quy cach vi hrong chi
tinh I

Thanh phan phan irng:
Huyet thanh nguoi klur lipid lam giau
voi cystatin C nguoi tai t6 hop voi
phu gia hoa hQCva nguyen li~u co

Hoa ch~t hieu
nguon g6c sinh hoc nhir da chi dinh.

74 chuan xet nghiern Nguon g6c cac ch~t sinh hoc them 4xlmLlhQP HQP 3
vao nhir sau:Cystatin C Ch~t phan tich Nguon g6c :

Cystatin C- nguyen lieu tir nguoi tai
t6 hop tao ra trong E. coli.

jThanh phdn khong phan irng:
Chtlt bao quan ,,
Thanh phan phan irng:
Huy~t thanh ngiroi voi phu gia hoa
hoc va nguyen lieu co nguon g6c sinh
hoc nhir da chi dinh, Nguon g6c cac

75 Chat chuan cho xet chat sinh hoc them vao nhtr sau: 3xlmL HQP 6
nghiem Cystatin Chat phan tich Nguon g6c

Cystatin C- Cystatin C tai t6 hop
ngiroi t~o ra trong E.coli
Thanh ph~n khong phan (mg:
Ch~t bao quan.
- Chuan hoa theo IRMM
- Khoang do: 0.1 - 5.7g/L
- Giai h~n duai: 0.1 gIL

Hoa ch~t xet - DQ l~p l~i: CV< = 1.3%.

76 nghi~m HAPT - DQtai l~p/ DQchinh xac trung gian: 100 xet nghi~m HQP 10CV<= 1.2%.(Haptoglobin) - So sanh phuong phap: R >= 0.99.
- ChUng nh~n CE.
- DQ6n dinh tren may phan tich 84
ngay
- Chuan hoa theo tieu chuan CRM
470
- Khoang do: 1 - 12.0g/L
- Giai h~n duai: 0.4 gIL

Hoa ch~t xet - DQ l~p l~i: CV< = 1.9%.
77 nghi~m Kappa - DQtai l~p/ DQ chinh xac trung gian: 100 xet nghi~m HQp 10

CV< = 2.9%.
- So sanh phuong phap: R >= 0.99.
- Chu:ng nh~n CE.
- DQon dinh tren may phan tich 84
ngay
- Chuan bOa theo tieu chuan CRM

Hoa chfrt xet 470

78 nghi~mLAMB - Khoang do: 0.5 - 7.5g/L 100 xet nghi~m HQP 10- Giai h~n duOi: 0.2 gIL(Lambda) - DQ l~p l~i: CV< = 1.7%.
- DQ tai l~p/ DQ chinh xac trung gian:
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Doon s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi
tinh hrong chu

CV<=2.5%.
- So sanh phirong phap: R >= 0.99.
- Chung nhan CEo
- 89 6n dinh tren may phan tich 84
ngay
- Chuan hoa theo ch~t d6i chieu d1l
diroc tham dinh trong huyet thanh
nguoi cua IRMM
- Khoang do: 0.2 - 6.0gIL

Hoa ch~t xet - Gioi han diroi: 0.2 gIL

79 nghiem Aa'I' - 891~p lai: CV< = 0.8%. 100 xet nghiem H9P 10
(Antitrypsin) - 89 tai l~p/ 89 chinh xac trung gian:

CV<= 1.5%.
- So sanh phuong phap: R >= 0.99.
- Chung nhan CEo
- 89 6n dinh tren may phan tich 84
ngay
- Chuan hoa theo chuan tham chieu
IFCC SPI-OI
- Khoang do: 0.2 -4.0glL

Hoa ch~t xet - Gioi han diroi: 0.03 gIL

80 nghiem APOAT - 891~p lai: CV< =1.5%. 100 xet nghiem H9P 10(Apolipoprotein - 89 tai l~p/ 89 chinh xac trung gian:
A-I) CV<=4.7%.

- So sanh phuong phap: R >= 0.99.
- Chung nhan CE.89 6n dinh tren
may phan tich 84 ngay
- Khoang do: 0.2 -4.0gIL
- Gioi han duoi: 0.03 gIL
- 891~p lai: CV< =1.8%.

Hoa ch~t xet - 89 tai l~p/ 89 chinh xac trung gian:
81 nghiern APOBT CV<=3.1%. 100 xet nghiern H9P 10

(Apolipoprotein B) - So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CEo
- 89 6n dinh tren may phan dch 84
ngay
- Khoiing do: 15 -500nglL
- Giai h~n duai: 15 ng/L
- 891~p l~i: CV< =1.8%.

Hoa ch~t xet - 89 tai l~p/ 89 chfnh xac trung gian:
82 nghi~m MYO CV<=2.1%. 100 xet nghi~m H9P 10

(Myoglobin) - So sanh phuong phap: R >= 0.99.
- Ch(mg nh~n CEo
- 89 6n dinh tren may phan tfch 84
ngay

Hoa ch&thi~u Thanh phan phiin (mg:

83 chu&nxet nghi~m Albumin huySt thanh bOv6i ch&tph\! 3xlmL H9P 4gia hoa h9C va nguyen li~u co ngu6nMYO g6c sinh hQcnhu d1lchi dinh
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DO'n S6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi 1U'Q'ng chuHnh
Nguon goc cac chat sinh h9C them
vao nhir sau:
Chat phan tich Nguon g6c:
Myoglobin ngiroi
Thanh phan khong phan irng:
Albumin huyet thanh bo, ch~t bao
quan va ch~t 6n dinh
Thanh phan phan irng:
Huy€t thanh ngiroi voi ph~ gia,h6a
h9C va nguyen li~u co nguon gee sinh
h9Cnhu dff chi dinh.

84 Ch~t chuan cho xet Nguon g6c cac ch~t sinh h9Cthem 2xlmL H<)p 6nghiem Myoglobin vao nhir sau:
Chat phan tich Nguon g6c

I

Myoglobin nguoi
Thanh phan khong phan irng:
Ch~t bao quan
- Chuan h6a thea phuong phap
Asserachrom D-Dimer
- Khoang do: 0.15 -9.0 ug FEU/mL
- Gioi han diroi: 0.15 ug FEU/mL

H6a ch~t xet - £)<)l~p lai: CV< =2.9%.
85 nghiern D-Dimer - £)<)tai l~pl £)<)chinh xac trung gian: 100 xet nghiem H<)p 10

CV<=4.7%.
- So sanh phuong phap: R >= 0.99.
- Chung nhan CEo
- £)<)6n dinh tren may phan tfch 84
ngay
Thanh phan phan (mg:

H6a ch~t hi~u 1 Huy€t thanh nguai (m~u chu~n 0)

86 chu~n cho xet 2-6 Phan manh D-Dimer nguai trong 6xO.5mL H<)p 4nghi~m D-Dimer huy€t thanh nguai.
Gen.2 Thanh ph~n khong phan (mg:

Ch~t bao qu<in
Thanh phan phan (mg:
Huy€t thanh nguai v6i phv gia h6a
h9Cva nguyen li~u c6 ngu6n g6csinh

Ch~t chu~n cho xet h9Cnhu dff chi dinh. Ngu6n g6c cac
87 nghi~m D-Dimer ch~t sinh h9C them vao nhu sau: 2x2xlmL H<)p 6

Gen.2 Ch~t phan tich Ngu6n g6c
Phan dOl;lnchua D-Dimer. ngum
Th~nh ph~n khOng phein (mg:
Chat bao quan
- Chuan h6a thea tieu chuan quoc te

H6a ch~t xet WHO NlBSC

88 nghi~m Folate - Xet nghi~m miSn dich di~n h6a ph1it 100 xet nghi~m H9P 10
RBC quang "ECLIA"

- Khoang do: 1.36 -45.4 nmollL.
- Gi6i hl;lOdu6i: 4.54 nmollL.
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DO'n s6 Ghi
STT Ten bang hoa D~c tinh ky thu~t Quy cach vi lirong chu

tinh
- DQI~p lai: CV< =15.4%.
- DQ tai l~p/ DQchinh xac trung gian:
CV<=16.l%.
- So sanh phirong phap: R >= 0.98.
- Chung nhan CEo
• FOL III Call: 2 chai, m6i chai 1.0
mL m~u chuan 1
• FOL III Ca12: 2 chai, m6i chai 1.0

H6a ch~t hieu mL m~u chuan 2
89 chuan cho xet Folate voi hai khoang n6ng dQ « 9.1 4xlmL HQP 4

nghiem Folate nmollL hoac < 4.0 nglmL va
khoang 38.5 nmollL hoac 17.0
ng/mL) trong huyet thanh ngiroi,

Ch§.tchuan cho
PC VI: 2 chai, m6i chai 3.0 mL huyet

90
thanh chirng 2x3mL HQP 6

xet nghiem Folate • PC V2: 2 chai, m6i chai 3.0 mL
huyet thanh chUng
- Chuan h6a theo tai li~u tham chieu
cua NIST SRM 1955.
- Khoang do: 3.0-50.0 umollL.

H6a ch~t xet - Gioi han dum: 3.0umollL.
91 nghiem - DQI~p lai: CV< =2.0%. 100 xet nghiem HQP 10

Homocysteine - DQtai l~p/ DQchinh xac trung gian:
CV<=2.3%.
- So sanh phirong phap: R >= 0.99.
- Chirng nhan CEo

R6a ch§.thieu Thanh phan phan irng:

chuan cho xet Huyet thanh ngiroi voi phu gia h6a
92 nghiem hoc. 2x3mL HQP 4

Thanh phan khong phan irng:Homocysteine Ch§.tbao quan

Ch~t chufrn cho xet Thanh phan phan irng: Huyet thanh

93 nghi¢m ngum vai ph\} gia h6a h9C. 2x2x3mL HQP 6
Thanh phAnkhong phi'm (mg: Ch~tHomocystein bao quan
- Chuan h6a dva tren m~u tham chieu
cuaIRMM.
- Khoang do: 0.15-20 mglL.

H6a ch§.txet - Gi6i hl.lndu6i: 0.15 mgIL.

nghi~m C- - DQI~p ll.li:CV< =1.6%.
94 Reactive Protein - Do tai !tip/ Do chinh xac trung gian: 300 xet nghi~m Hop 5

do nhl.lYcao
CV<= 8.4%.
- So sanh phuang phap: R >= 0.99.
- Ch(mg nh~n CEo
- Do 6n dinh tren may phan tich 84
ngaV
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DO'Il s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi 1U'Q'ng Chtiltinh
Huyet thanh ngiroi voi phu gia h6a I

hoc va nguyen lieu c6 nguon g6c sinh
hoc nhu da chi dinh.

Chfrt chuan cho xet Nguon g6c cac chfrt sinh hoc them
95 nghiem CRP do vao nhu sau: 5xO.5mL Hop 4

nhay cao Chfrt phan tich - Nguon g6c
CRP - ngiroi
Thanh phan khong phan irng:
Chfrt bao quan va chfrt 6n dinh
- Chuan h6a sir dung chuan tham
chieu IRP WHO tlur nhfit s6 66/304
-Phtrong phap xet nghiem mi~n dich

,
dien h6a phat quang "ECLlA"

IH6a chfrtxet - Khoang do: 0.2-1000uU/mL. I

96 nghiem Insulin - Gioi handiroi: 0.2uU/mL. 100 xet nghiem H<)p 10
- DO l~p lai: CV< =1.5%.
- DOtai l~pl DOchinh xac trung gian:
CV<=4.9%.
- So sanh phirong phap: R >= 0.95.
- Chung nhan CEo
o INSULIN Call: 2 chai, m6i chai 1.0
mL m~u chuan 1
o INSULIN Ca12: 2 chai, m6i chai 1.0

H6a chfrt hieu mL m~u chuan 2
97 chuan cho xet Insulin (ngiroi, tai t6 hop tir nfrm 4xlmL HOp 4

nghi~m Insulin men) voi hai khoang n6ng d<)
(khoang 5 IlU/mL ho~c 35 pmollL va

I

khoang 300 IlU/mL ho~c
2080 pmollL) trong huy~t thanh boo
- Chuan h6a thea chmln tham chieu
SRM2B cua IFCC
- Khoang do: 7-240nmollL.
- Gi6i h1;lndu6i: 7 nmollL

H6a chfrt xet - DO l~p 11;li:CV< =5.6%.
98 nghi~m - D<)tai l~pl D<)chinh xac trung gian: 150 xet nghi~m Hop 10

Lipoprotein (a) CV<= 8.0%.
- So sanh phuang phap: R >= 0.95.

I

- Ch(mg nh~n CEo
- DO6n dinh tren may phan tich 42
ngay
Thanh phan phan (mg trong chat dong
kho:

H6a chfrt hi~u Huy~t tuang nguai v6i ph\}gia h6a
99 chuftn cho xet hoc va nguyen li~u c6 ngu6n g6c sinh 5xlmL HOp 4

nghi~m LPA hoc nhu da chi dinh.
Th~~ ph~n khOng phan frng:
Chat on dinh I

100 Chat chuan cho xet Thanh phan phan (mg trong chat dong 2x2xlmL HOp 6 Inghi~m LPA kho:
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Doon s6 Chi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi hrong chuHnh

Huyet nrong nguoi voi phu gia hoa
h9Cva nguyen lieu co nguen g6c sinh
h9Cnhu da:chi dinh.
Thanh ph~n khong phan irng:
Chat 6n dinh
-Xet nghiem mien dich di~n hoa phat
quang
- Khoang do: 1.18-4130 pmollL.

101 Hoa ch~t xet - Gioi han diroi: 1.18 pmollL 100 xet nghiem HQP 10nghiem proBNP - £>0l~p lai: CV< =7.6%.
- £>0tai l~p/ £>Qchinh xac trung gian:
CV<= 11.2%.
- Chung nhan CEo
o PBNP Call: 2 chai, m6i chai 1.0 mL

- Amau chuan 1

Hoa ch~t hieu o PBNP Ca12: 2 chai, m6i chai 1.0
mL mdu chufn 2102 chuan cho xet ProBNP voi hai khoang nong dO 4x1mL HQP 4

nghiem PROBNP (khoang 16.6 pmollL hoac 140 pg/mL
va khoang 320 pmollL hoac 2700
pg/mL) trong huyet thanh ngira.
o PC CARDII1: 2 chai, m6i chai 2.0

103 Ch~t chuan cho xet mL huyet thanh chtrng 4x2mLlhQP HQP 6nghiem Pro-BNP o PC CARDII2: 2 chai, m6i chai 2.0
mL huyet thanh chimg
Phuong phap xet nghiern mi~n dich
di~n hoa phat quang ~ECLIA" tren M
thong xet nghi~m mien dich.
- ChuAn hoa thea phuang pMp ".

Enzymun- Test Troponin T
Hoa ch~t xet (CARDIAC T).

104 nghi~m Troponin - Khoang do: 3.0-10000ngIL. 200 xet nghi~m HQP 10
T hs - Giai h~n duai: 5 ngIL.

- £>Ol~pl~i: CV< =2.6%.
- £>Qtai l~p/ £>Qchinh xac trung gian:
CV<=4.7%.
- So sanh phuang phap: R >= 0.99.
- Ch(mg nh~n CEo
o TN-T hs Call: 2 chai, m6i chai 1.0
mL mdu chuAn 1

Hoa ch~t hi~u o TN-T hs Ca12: 2 chai, m6i chai 1.0

105 chuAncho xet mL mdu chufrn 2 4xlmL H9P 4nghi~m Troponin Troponin T (tai t6 hgp, ngum) vai
T hs hai khoang n6ng dQ(khoang 18 ngIL

ho~c pg/mL va khoang 4200 nglL
hoac pg/mL) trong huy~t thanh ngubi

Chat chuan cho xet o PC TN1: 2 chai, m6i chai 2.0 mL
106 nghi~m Troponin huy~t thanh ch(mg 4x2mL Hop 6

hs o PC TN2: 2 chai, m6i chai 2.0 mL
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Don s6 GhiSTT Ten hang hoa D~c tinh ky thuit Quy cach vi Iuong chJtinh I

huyet thanh ch(m~
Troponin T (tai to hop, nguoi) voi
hai khoang nong dQ(khoang 30 ng/L
hoac pglmL va khoang 2500 nglL
hoac pglmL) va troponi~ I (tai t6 hop,
nguoi) voi hai khoang nong dQ
(khoang 0.75 ug/L hoac ng/mL va
khoang 18 ug/L hoac ng/mL) trong
huyet thanh ngiroi,
- 100 xet nghiem/hop, phuong phap
xet nghiem mi~n dich dienhoa phat
quang "ECLIA" tren h~ thong xet
nghiem mi~n dich ..
- Chuan h6a theo theo chuan cua ,
NIBSC (rna s6: 00/588; Tieu chuan
Quoc t~ Thir hai cua
WHO ap dung cho,HBsAg, th€ phu
adw2, di truyen kieu A; IU/mL) ,
- £>Q nhay: <=0.04U/mL cho cac the

H6a ch~t xet ad, ay.
107 nghiem HBsAg - £>Q l~p lai: CV< =3.4% (m~u duong 100 xet nghiem HQP 140

100 test tinh yeu),
- £>Q tai l~p/ £>Q chinh xac trung gian:
CV< = 8.1% (m~u duong tinh y~u).
- £>Q nhay 99.9%
- f?Qd~c hieu trong mot nh6m ngiroi
hien mau nhu sau: dQd~c hi~u IR la
99.91 %; dQd~c hi~u c6 phan (mg l~p
lC;li(RR) la 99.98 %; Trong nh6m m~u
thuang quy, dQd~c hi~u (IR va RR) la
99.88 %.
- Ch(mg nh~n CEo
- 300 xet, nghi~m/hop, chuan ~6a theo
theo chuan clla NIBSC (rna so:
00/588; Tieu ehuk Qu6e t~ Thu hai
ella WHO ap d\lll~ eho,HBsAg, th€
ph\! adw2, di truyen kieu A; IU/mL.)
- Phuong phap xet nghi~m mi~n dich
di~n h6a ph<itquang "ECLIA" tren h~

H6a eh~t xet th6ng xet nghi~m mi~n dich
108 nghi~m HBsAg - £>Q nh~y: <=0.04U/mL cho cac th€ 300 xet nghi~m HQP 450

300 test ad, ay.
- £>Q l~p l~i: CV< =3.3% (m~u duong
tinh yeu).
- £>Q tai l~p/ £>Q ~hinh xac trung .sian:
CV< = 3.9% (mau duong tinh yeu).
-£>Q nh~y 99.9%
- f?Qd~e hi~u trong mQt nh6m nguai
hien mau nhu sau: dQd~c hi~u IR la
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DO'n s6 Ghi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi luong chu

tinh
99.91 %; d9 d~c hieu co phan trng I~p
lai (RR) la 99.98 %; Trong nhorn mdu
thuong quy, d9 d~c hieu (IR va RR) la
99.88 %.
- Co kha nang phat hien sorn cac mdu
chuyen d6i huyet thanh.
- Clurnz nhan CE
o PC HBSAGII1: 8 chai, m6i chai
chua 1.3 mL huyet thanh chirng
Huyet thanh ngiroi, fun tlnh voi
HBsAg; chfrt bao quan,
Khoang gioi han dich cho chi s6

Chfrt chuan cho xet ngirong: 0.0-0.80
109 o PC HBSAGII2: 8 chai, m6i chai 16x1.3mL H9P 55

nghiem HBsAg chua 1.3 mL huyet thanh chirng
HBsAg (ngiroi) khoang 0.2 IU/mL
trong huyet thanh ngiroi; chfrt bao
quan.
Khoang gioi han dich cho chi s6
ngtrong: 2.6-5.0
- C9uan 90a }heo phucmg phap tham
chieu quoc te WHO thir 2 cua IgE
huyet thanh.
- Phuong phap xet nghiem mi~n dich
di~n hoa phat quang "ECLIA"

110 Hoa chfrt xet - Khoang do: 0.2-2500 IU/mL. 100 test H9P 135
nghiem IgE - Gioi han phat hien: 0.2 IU/mL.

-891~p Il;li:CV<=3.4.
- 8¢ tai l~pl 89 chinh xac trung gian:
CV<= 4.0.
- So sanh phucmg phap: R >=0.99.
- ChUng nh~n CEo
o IGE Call: 2 chai, m6i chai chua 1.0
mL mdu chu~n 1
o IGE Ca12: 2 chai, m6i chai chua 1.0

Hoa chfrt hi~u mL mdu chufrn 2
111 chufrn cho xet IgE (nguOi) vai hai khoang n6ng d9 4x1mL H¢p 35

nghi~m IgE (khoang 1 IU/mL ho~c 2.4 nglmL va
khmlng 100 IU/mL ho~c 240 nglmL)
trong huy~t thanh nglJa; chfrt bao
quan.
- Chuan hOa thea tieu chuan Quac te
thu hai cho Khang th~ kMng viem
gan A, Globulinmi~n dich.

112 Hoa chfrt xet - Phucmg pMp xet nghi~m mi~n dich 300 xet nghi~m H¢p 135
nghi~m Anti-HA V di~n hoa pMt quang "ECLIA" tren h~

th6ng xet nghi~m mi~n dich.
- 89 I~p Il;li:CV<=1.6%
- 89 tai l~pl 89 crunh xac trung gian:
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STT Ten hang hoa D~c tinh ky thu~t Quy cach
DO'Il
vi
tinh

sA
luong

35

Gh~
chu!

Chfrt chuan cho xet113 nghiem Anti-HA V

H6a chfrt xet
114 nghi~m Anti-HBs

100 test

H6a chat xet
115 nghi~m Anti-HBs

300 test

CV<=3.5%.
- So sanh phirong phap: R >=0.9.
- D9 d~c hieu phan tich: Khong co
phan irng cheovoi HBV, HCV, HfV,
CMV, EBV, HSV,Toxoplasma
gondii, Rubella, Mumps/Rubeola,
Parvovirus B19 va Treponema
pallidum
- D9 nhay 100%
- D9 d~c hi~u 99.48% (n=577, nh6m
ngiroi hien mau); 99.66% (n=871,
nh6m xet nghiern dinh ky)
- Chung nhan CEo
• PC AHAVII 1: 8 chai, m6i chai
chua 1.3 mL huyet thanh clurng
Huyet thanh nguoi, am tinh voi
khang th@khang HAV; chfrt bao
quan,
• PC AHAVII 2: 8 chai, m6i chai
chua 1.3 mL huyet thanh chirng
Khang th@khang HAV (ngiroi)
khoang 110 lUlL trong huyet thanh
ngtroi; chfrt bao quan,
- 100 xet nghiem/hop, chuan h6a theo
Tieu chuan Tham chieu WHO thir
nhfrt s6 1977.
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren M
thong xet nghiem mi6n dich.
- Khoang do: 2.0-1000 IUIL.
- Gioi han phat hien: <2.0 IU/L.
- D9 d~c hi~u phan tich: D9 d~c hieu
phan tlch.Khong c6 phan (mg cheo
vai HAV, HCV, HEV, CMV, EBV,
IllV, Rubella, Toxoplasma gondii,
Treponema pallidum, viem kh6p d,;mg
th§.p, dap (mg tv mi6n ho~c b~nh gan
do ruQ'uduQ'cghi nh?n
- D9 nh~y 100%
- D9 d~c hi~u trong nh6m ngum hi~n
mau 99.78%, trong nh6m mfiu thuang
quy 99.45%
- D91~p l~i: CV<=4.7%.
- D9 tai l?p/ D9 chinh xac trung gian:
CV<=6.8%.
- ChUng nhan CEo
- 300 xet nghi~m/h9P, chuiin h6a theo
tieu chuAnTham chi~u WHO thu nhfrt
s61977.

16x1.3mLlh9p

100 xet nghi~m

300 xet nghi~m

H9P

H9P

H9P

140

450

I

I
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Don S6 GhiSTT Ten bang hoa D~c tinh ky thuit Quy each vi lU'Q'ng chuHnh
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren M
thong xet nghiem mi~n dich
- Khoang do: 2.0-1000 IUIL.
- Gioi han phat hien: <2.0 rUIL.
- D9 d~c hieu phan tich.Khong c6
phan irng cheo voi HAV, HCV, HEV,
CMV, EBV, mv,Rubella,
Toxoplasma gondii, Treponema
pallidum, viem khop dang th~p, dap
irng tv mi~n hoac benh gan do nrou
diroc ghi nhan,
- D9 nhay 100%
- D9 d~c hieu trong nh6m nguoi hien
mau 99.78%, trong nh6m mfiu thirong
quy 99.45%
- D9 l~p lai: CV<=5%
- D9 tai l~pl D9 chinh xac trung gian:
CV<=6.9%.
- Chung nhan CEo
Thuoc tlur - dung dich tham gia xet
nghiem
• PC A-HBS1: 8 chai, m6i chai chua
1.3 mL huyet thanh chirng
Huyet thanh nguoi, am tinh voi khang
th~ khang HBs; ch~t bao quan.

Ch~t chuan cho xet Khoang n6ng d9 dich cho khang th~
116 nghiem Anti-HBs khang HBs: ~ 5 IUIL 16x1.3mL H9P 55

• PC A-HBS2: 8 chai, m6i chai chua
1.3 mL huyet thanh chimg
Khang th~ khang HBs (ngiroi) khoang
100 IUIL trong huy~t thanh nguCri;
ch~t bao quan.
Khoang n6ng d9 dich cho khang th~
khang HBs: 60-150 rUIL
100 xet nghi~mIh9P. Phuang phap
xet nghi~m mi~n dich di~n h6a phat
quang "ECLIA" tren h~ th6ng xet
nghi~m mi~n dich ..
- ChuAn h6a thea thea nguyen li~u

H6a ch~t xet chufrn tham chi~u cua WHO cho

117 nghi~m Anti-HBc khang th~ khang HBc (NIBSC rna s6 100 xet nghi~m Hop 14095/522).100 test - Gi6i h~n phlit hi~n: <=0.8 WHO
IU/mL.
- D9 nh~y 100%
- D9 d~c hi~u trong mfiu chAndoan
thuOng quyl b~nh nhan nh~p vi~n la
100 % (giai h~n tin c~y_95 %(2 Mn)_:

hc
qt

_q
tm

.p
as

_Q
ua

n 
tri

 m
an

g_
10

/0
2/

20
23

 1
6:

37
:3

3



23

Doon s6 GJiSTT Ten bang hoa D~c tinh ky thu~t Quy cach vi IlfQ'I1g chudnh I

99.60-100 %), tren benh nhan tham
phan 99.31 % (95 % gioi han tin c~y I

(2 ben):
98.23-99.81 %) va tren phu nfr c6 thai
100 % (95 % gioi han tin c~y (2 ben):

I99.62-100 %).
- D9 I~p lai: CV<=3.2.

I
- D9 tai I~p/ D9 chinh xac trung gian:
CV<= 7.3. I
- C6 ~a '}i'ingP?at hien sam cac m~u

Ichuyen doi huyet thanh.
- Chung nh~n CEo I

- 300 xet nghiem/ h9P, chuan h6a I

the? thea nguyen li~u chuan t~am
chieu cua WHO cho khang the khang
HBc (NIBSC rna s6 95/522).

I- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang ~ECLIA" tren M
thong xet nghiern mien dich

I- Gioi han phat hien: <=0.8 WHO
IU/mL.
- D9 nhay 100%
- D9 d~c hieu trong m~u chan doan

IH6a chat xet thirong quy/ benh nhan nhap vien la
118 nghiem Anti-HBc 100 % (gioi han tin c~y 95 % (2 ~en): 300 xet nghiem HOp 450

I
300 test 99.60-100 %), tren benh nhan tham

phan 99.31 % (95 % gioi han tin c~y
I

(2 ben):
I98.23-99.81 %) va tren phu nfr c6 thai

100 % (95 % gioi h~n tin c~y (2 ben):
I99.62-100 %).

- Do I~p I~i: CV<=2.5.
I- D9 tai I~p/ D9 chinh xac trung gian:

CV<=4.2.
I

- Co kha ni'ingpMt hi~n sam cac m~u
chuy~n d6i huySt thanh.

I
- ChUng nh~n CEo
o PC A-HBCII 1: 8 chai, m6i chai I

chua 1.3 mL huySt thanh chUng
IHuySt thanh nguai, am tinh v&ikhang

th~ khang HBc; ch~t bao quan. ,
Khoang gi6i h~n dich cho chi so

119 Ch~t chudn cho xet ngu5ng: 1.15-3.4 16x1.3mL Hop 55
nghi~m Anti-HBc o PC A-HBCII 2: 8 chai, m6i chai

chua 1.3 mL huYSt thanh chUng
IKMng the kMng HBc (nguaj) khoang

1 U/mL trong huySt thanh nguai; ch~t
I

bao quan.
Khoang gi&ih~n dich cho chi s6
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Doon sa Ghi
STT Ten bang hea D~ctinh ky thu~t Quy cach vi hrong chu

tinh
ngirong: 0.15-0.95

100 xet nghiem/hop. Phuong phap xet
nghiem mi~n dich di~n h6,!-phat
quang "ECLIA" tren Mthong xet
nghiem mi~n dich ..
- DOd~c hieu phan tich: >= 95%.

H6a chdt xet - DOd~c hieu lam sang: >=99%.

120 nghiern Anti-HCV - Do nhay lam sang: >=99.99%. 100 xet nghiem Hop 25
- D9 l~p lai: CV<=0.9 (mfiu dirong100 test tinh yeu).
- D9 tai l~p/ D9 chinh xac trung gian:
CV<= 1.8 (mfiu duong tinh yeu),
- C6 ~ha ~ang p~at hien som cac mfiu
chuyen doi huyet thanh.
- Chung nhan CE.
- 300 xet nghiem/hop, phirong phap
xet nghiem mi~n dich dienhoa phat
quang "ECLIA" tren Mthong xet
nghiem mi~n dich.
,- DOd~c hieu phan tich: >= 95%.

H6a chdt xet - D9 d~c hieu lam sang: >=99%.

121 nghiem Anti-HCV - Do nhay lam sang: >=99.66%. 300 xet nghiem Hop 115
300 test - Dol~p lai: CV<=l.1 (mfiu dirong

tinh yeu),
- D9 tai l~p/ D9 chinh xac trung gian:
CV<= 1.4 (mfiu duong tinh ySu).
- C6 kha nang pMt hi~n s6m cae mfiu
chuy~n d6i huySt thanh.
- Ch(mg nhan CEo
o PC A-HCV1: 8 chai, m6i chai chua
1.3 mL huySt thanh ch(mg
HuySt thanh nguCri,am tinh v6i khang
th~ khang HCV; chdt bao quan.
Khoang gi6i h~n dich cho chi s6

Chdt chufrn cho xet ngu5ng: 0-0.3
122 nghi~m Anti-HCV o PC A-HCV2: 8 chai, m6i chai chua 16x1.3mL H9P 45

1.3 mL huySt thanh ch(mg khang
HCV (nguai) trong huySt thanh
nguCri;chdt bao quan.
Gia tri dich cho chi s6 ngu5ng:
Anti-HCV II: khoang 4

- 300 xet nghi~m/hop, phuong pMp

H6a chdt xet
xet nghi~m mi~n dich di~n h6a phat

123 quang "ECLIA" tren h~ th6ng xet 300 xet nghi~m HOp 85nghi~m HBeAg nghi~m mi~n dich.
Chuan h6a theo tieu chufrn qu6c tS thu
nhdt cua WHO cho kMng nguyen e
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STT Ten hang hea D~c tinh ky thu~t Quy cach
Don
vi

tinh

s6 Gbi
IU'Q1lg chul

Chftt chuan cho xet124 nghiem HBeAg

H6a chftt xet125 nghi~m Anti-HBe

Chftt chuAn cho xet126
nghi~m Anti-HBe

khang vi rut viem gan B.
- Gioi han phat hien: <= O.3IU/mL.
- DQd~c hieu: 100%
- DO I?p lai: CV<=1.6 (m~u dirong
tinh yeu).
- DO tai l~p/ DO chinh xac trung gian:
CV<= 3.1 (m~u dirong tinh yeu).
- Chung nhan CEo
• PC HBEAG I: 8 chai, m6i chai chua
1.3 mL huyet thanh chirng
Huyet thanh ngiroi, am tinh voi
HBeAg; chftt bao quan,
Khoang gioi han dich cho chi s6
ngirong: 0-0.5
• PC HBEAG2: 8 chai, m6i chai chua
1.3 mL huyet thanh chirng HBeAg (E.
coli, rDNA) khoang 2.5 IU/mL trong
dem HEPESa), pH 7.4; chftt bao quan.
Gia tr] dich cho chi s6 ngirong:
khoan_g13
- 300 xet nghiern/hop, phuong phap
xet nghiem mi~n dich dien hoa phat
quang "ECLIA" tren h~ thong xet
nghiem mi€n dich.
- Chuan hoa thea tieu chuan Quoc te
thir nhftt cua WHO cho khang nguyen
e khang khang th~ vi rut viem gan B.
- Gioi han phat hi~n: <= 0.2 IU/mL.
- DOd~c hi~u phan tfch: >= 99.99%.
- DOd~c hi~u lam sang: >=99.99%.
- Do nh~y lam sang: >=90% (m~u dll
tlmg nhi~m HBV).
- Do I~p l~i: CV<=l.l (m~u duang
tinh yeu).
- Do tai l~p/ Do chinh xac trung gian:
CV<= 1.5 (m~u duang tinh y~u).
- Ch(m_g_nh~n CEo
• PC A-HBEl: 8 chai, m6i chai chua
1.3 mL huy€t thanh chUng
Huy~t thanh nguOi, am tinh v6i khang
thS khang HBe; chftt bao quan.
Khoang gi6i h~n dich cho chi s6
nguang: 1.2-2.1
• PC A-HBE2: 8 chai, m6i chai chua
1.3 mL huy~t thanh ch(mg
Khang th~ khang HBe (ngui'Yi)khoang
0.25 IU/mL trong huych thanh nguai;
chit bao_guano

16x1.3mL

300 xet nghi¢m

16x1.3mL

HOp

HOp

HOp

75

47
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Don s6 Ghi
STT Ten Mngh6a D~c tinh ky thust Quy cach vj hrong chutinh

Khoang gioi han dich cho chi so
ngirong:0.30-0.90
- Phuong phap xet nghiem mi€n dich
di~n hoa phat quang "ECLIA"
-D9 d~c hieu la 100 % (Gioi han tin

H6a chAtxet c~y 95 % la 99.7-100 %)

127 nghiem Anti-HA V - D2 nhay lam,sang: >=98% (m~u 100 xet nghiem H9P 45
IgM nhiem HAV cap).

- D9 lap lai: CV<=4.2.
- D9 tai l~pl D9 chinh xac trung gian:
CV<= 7.9.
- Chung nhan CEo
Thuoc tlnr - dung dich tham gia xet
nghiem
• PC A-HAVIGM1: 8 chai, m6i chai
chua 0.67 mL huyet thanh chung

ChAt chuan cho xet Huyet thanh ngiroi, am tinh voi

128 nghiern Anti-HA V khang th~ IgM khang HAV; chAtbao 16xO.67mL H9P 22quan,IgM • PC A-HAVIGM2: 8 chai, m6i chai
chua 0.67 mL huyet thanh chung
Khang th~ IgM khang HAV (nguoi)
khoang 3 U/mLa) trong huyet
thanh ngiroi; chAtbao quan,
- Phuong phap xet nghiem mi€n dich
di~n h6a phat quang "ECLIA"
Chuan h6a theo "HBc Reference
Serum 84 (anti-HBc IgM)" cua Vien
Paul-Ehrlich, Langen (Duc).

H6a chAtxet - Gioi han phat hien: <= 3.0 PEl
129 nghi~m Anti-Hbc U/mL. 100 xet nghi~m H9P 45

IgM - D9 d~c hi~u 100%;
- D9 l~p l~i: CV<=2.4 (m~u duang
tinh y€u).
- D9 tai l~pl D9 chinh xac trung gian:
CV<= 4.1 (m~u duang tinh y€u).
- Ch(mg nh~n CEo
o PC A-HBCIGMl: 8 chai, m6i chai
chua 1.0 mL huy€t thanh ch(mg
Huy€t thanh nguai, am tinh v6i khang
th~ IgM khang HBc; chAtbao quan.

Chat chu&ncho xet o PC A-HBCIGM2: 8 chai, m6i chai

130 nghi~m Anti- chua 1.0 mL huy€t thanh ch(mg 16xlmL H9P 20Khang th~ IgM khang HBc (nguaj) >HBcIgM 130 U/mL (dan vi Vi~n Paul-Ehrlich)
trong huy€t thanh nguai; chAtbao
qwln.
Gia tri dich cho chi s6 ngu5ng:
khoang 2.50
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DO'll S6 GhiSTT Ten hang hoa D~e tiuh ky thu~t Quy cach vi 11lQ'Dg ehUtinh I

-Phuong phap xet nghiem miSn dich
I

di~n hoa phat quang ~ECLIA" tren h~
thong xet nghiem mien dich ..
- DQd~c hieu lam sang: >=99.8%.

I131 H6a ch~t xet - DQnhay lam sang: >=99.99%. 100 xet nghiem HQP 160nghiem Syphilis - DQ l~p lai: CV<=1.7 d6i voi m~u
duongtinh

I

- DQtai l~p/ DQchinh xac trung gian:
CV<= 5.0.
- Chung nhan CEo
PC SYPHl: 2 chai, m6i chai 2.0 mL

I
huyet thanh clnrng Huyet thanh
ngiroi, am tinh voi khang th~
khang -Treponema palliduIl}; ch~t bao
quan. Gia tri dich cho chi so nguong:

I132 Ch~t chuan cho xet khoang 0.15 4x2mL HQP 95nghiem Syphilis • PC SYPH2: 2 chai, m6i chai 2.0 mL
huyet thanh clurng Huyet thanh
ngiroi, duong tinh voi khang th@
khang -Treponema palliduIl}; ch~t bao
quan. Gia tri dich cho chi so nguong:
khoang 5.00
- Phuong phap xet nghiem miSn dich

I
di~n h6a phat quang ~ECLIA" tren h~
thong xet nghiem mien dich ..
- Chuan h6a thea phuong phap

H6a ch~t xet ID-GCIMS.

133 nghi~m - Khoang do: 0.025-15.0 ngimL. 100 xet nghi~m HQP 24- Giai hl;lnphat hi~n: 0.025 ngimL.Testosterone
- DQ l~p ll;li:CV<=8.9%.

I

- DQtai l~p/ DQchinh xac trung gian:
CV<= 14.5%.
- So sanh phuong phap: R >=0.99.
- ChUng nh~n CEo
TESTO Call: 2 chai, m6i chai 1.0 mL

I
m~u chu~n 1
• TESTO Ca12: 2 chai, m6i chai 1.0

H6a ch~t hi~u mL m~u chu~n 2
I134 chu~n cho xet Testosterone (tll"thl,fcv~t) vai hai 4xlmL HQP 11nghi~m khoang n6ng dQ(khoang 0.4 nglmL

Testosterone ho~c 40 ngidL ho~c 1.4 nmol/L va
khoang 11.5 nglmL ho~c 1150 ng/dL

Iho~c 40 nmollL) trong huy€t thanh
nguOi.
- Phuong phap xet nghi~m miSn dich

I
H6a ch~t xet di~n hoa pMt quang "ECLIA" tren h~

135 nghi~m PSA total th6ng,xet nghi~m miSn di~h.. 100 xet nghl~m HQP 50
- Chuan h6a thea tieu chuan tham
chi€u StanfordlWHO s6 96/670. I
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Don s6 Ghi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi Iuong chutinh

- Khoang do: 0.006-100 nglmL
- Gioi han phat hien: 0.006 ngimL.
- D(>l~p lai: CV<=1.7%.
- D(>tai l~p/ D(>chinh xac trung gian:
CV<=3.7%.
- So sanh phuong phap: R >=0.98.
- Chung nhan CEo
PSA Call: 2 chai, m6i chai 1.0 mL
m~u chuan 1

H6a ch~t hieu PSA Ca12: 2 chai, m6i chai 1.0 mL
136 chuan cho xet m~uchuAn 2 4x1mL H(>p 20

nghiem total PSA PSA (nguoi) voi hai khoang nong d9
(khoang 0 nglmL va khoang 60
ng/mL) trong huyet thanh ngiroi
- Phuong phap xet nghiern mien dich
dien h6a phat quang "ECLlA" tren h~
thong xet nghiem mien dich,
- Chuan h6a: c6 th~ truy n~yen thea
Enzymun- Test da:diroc chuan h6a

H6a ch~t xet bang tham tach can bang,
137 nghiern FT4 - Khoang do: 0.5-100 pmollL. 200 xet nghiem H(>p 95

- Gioi han phat hien: 0.5 pmollL.
- D9 l~p lai: CV<=4.3%.
- D9 tai l~p/ D9 chinh xac trung gian:
CV<= 8.4%.
- So sanh phuong phap: R >=0.99.
- Chung nhan CEo
o FT4 III Call: 2 chai, m6i chai chua
1.0 mL m~u chuan 1 0 FT4 III Ca12: 2

H6a ch~t hieu chai, m6i chai chua 1.0 mL m~u

138 chuan cho xet chuan 2 L-thyroxine voi hai khoang 4x1mL H9P 30n6ng d9 (khoang 10 pmollL ho~c 0.78nghi~m FT4 ng/dL va khoang 45 pmollL ho~c 3.5
ng/dL) trong h6n hgp d~mlprotein
(albumin huy~t thanh bo).
- Phuong phap xet nghi~m mien dich
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m mien dich.
- ChuAn h6a: c6 th~ truy nguyen thea
xet nghi~m FT3 da:dugc chuAn h6a

H6a ch~t xet b~ng thAm tach can b~ng.
139 nghiem FT3 - Khoang do: 0.6-50 pmollL. 200 xet nghi~m H(>p 43

- Gi&i h<;lnphat hi~n: 0.6 pmollL.
- D(>l~p l<;li:CV<=4.1%.
- D(>tai l~p/ D(>chinh xac trung gian:
CV<=5%.
- So sanh phuong phap: R >=0.99.
- ChUng nh~n CEo
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Don s6 Gbi!STT Teo hang hoa D~c Hob ky tbu~t Quy cach vi hrong cbulHob
FT3 III Cal Set la huyet thanh ngiroi

I
dong kho chua T3 voi hai khoang
nong dQ.
Cac chai CalSet co th~ dung voi tit ca
cac 10thuoc thir.
Thuoc thir - dung dich tham gia xet

Hoa ch~t hieu nghiem

140 chuan cho xet o FT3 III Call: 2 chai, m6i chai 1.0
4x1mL HQP 13mL m§:uchuan 1nghiem FT3

o FT3 III Ca12: 2 chai, m6i chai 1.0
mL m§:uchuan 2
FT3 voi hai khoang neng dQ(khoang
2 pmollL hoac 1.3 pg/mL va
khoang 40 pmollL hoac 26 pg/mL)
trong huyet thanh nguoi.

- Phuong phap xet nghiem mi~n dich
di~n hoa phat quang ~ECLIA" tren h~
thong xet nghiem mien dich,
- Chuan hoa: thea tieu chuan tham
chieu bang each them T3 vao huyet

Hoa ch~t xet thanh ngiroi khong co ch~t phan tich
141 nghiem T3 - Khoang do: 0.3-10 nmollL. 200 xet nghiem HQP 28

- Gioi han phat hien: 0.3 nmol/L ..
- £>Qli,lplai: CV<=6.5%.
- £>Qtai I~p/ £>Qchinh xac trung gian:

ICV<=7.2%.
- So sanh phuong phap: R >=0.99.

I- ChUng nh~n CEo
o T3 Call: 2 chai, m6i chai 1.0 mL

Im~u chu~n 1

Hoa ch~t hi~u o T3 Ca12: 2 chai, m6i chai 1.0 mL
m§:uchuAn 2142 chuAncho xet
T3 vo; hai khoang n6ng dQ(khoang 4x1mL HQP 11

nghi~m T3
1.25 nmollL hoi;ic0.8 ng/mL va

Ikhoang 8.5 nmollL hoi;ic5.5 ng/mL)
tron_g_hllY~tthanh nguai.
- Phuong phap xet nghi~m mi~n dich
di~n hoa phat quang "ECLIA" tren h~
th6ng xet nghi~m mi~n dich.
- Chu~n hoa: dll dugc ki~m tra b&ng
ID-GCIMS.

143 Hoa ch~t xet - Khoang do: 5.4-320 nmollL.
200 xet nghi~m HQP 28nghi~m T4 - Giai h~n phlit hi~n: 5.4 nmollL

- £>Qli,lpI~i: CV<=3.5%.
- £>Qtai l~p/ £>Qchfnh xac trung gian:
CV<=7.2%.
- So sanh phuong phap: R >=0.99.
- ChUng nh~n CEo
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DO'o sa Ghi
STT Teo hang hoa D~c doh ky thu~t Quy cach vi lUQ'og chuHoh

o T4 Call: 2 chai, m6i chai chua 1.0
mL m§:uchudn 1

o T4 Ca12: 2 chai, m6i chai chua 1.0
Hoa ch~t hieu mL m§:uchusn 2 L-thyroxine voi hai

144 chufrn cho xet khoang n6ng dQ(khoang 50 nmollL 4xlmL HQP 11
nghiem T4 hoac 3.9 J..Lg/dLva khoang 230

nmollL hoac 17.9 J..Lg/dL)trong h6n
hop dem/protein (albumin huyet thanh
bo).
- Phuong phap xet nghiem mi~n dich
dien hoa phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich,
- Chuan hoa: thea tieu chuan tham
chieu IRP WHO thir 2 s6 80/558.

145 Hoa ch~t xet - Khoang do: 0.0054-100 uIU/mL. 200 xet nghiem HQP 135
nghiem TSH - Gioi han phat hien: 0.005uIU/mL ..

- DQ l~p lai: CV<=11.1 %.
- DQtai l~p/ DQchinh xac trung gian:
CV<= 11.9%.
- So sanh phuong phap: R >=0.99.
- Chung nhan CE.
o TSH Call: 2 chai, m6i chai chua 1.3
mL mfru chuan 1

Hoa ch~t hieu
o TSH Ca12: 2 chai, m6i chai chua

146 chuan cho xet
1.3 mL mfru chuan 2 Nong dQcua 4x1.3mL HQP 62
TSH Call trong huySt thanh ngua

nghiem TSH khoang 0 J..LlU/mL;TSH Cal2 chua
khoang I.? J..LlU/mLTSH (ngtrm)
trong huyet thanh ngtrm.
- Phuang phap xet nghi~m mi~n djch
di~n hoa phat quang "ECLIA" tren h~
th6ng xet nghi~m mi~n djch.
- Chufrn hoa: thea tieu chufrn Tham
chiSu IRP WHO s6 89/620.

147 Hoa ch~t xet - Khming do: 0.5-2000pg/mL. 100 xet nghi~m HQP 18
nghi~m Calcitonin - Gi&i hl;lllpMt hi~n: 0.5 pg/mL..

- DQl~p ll;l.i:CV<=3.1%.
- DQtai l~p/ DQchfnh xac trung gian:
CV<= 6.1%.
- So sanh phuang pMp: R >=0.97.
- ChUng nh~n CEo
o hCT Call: 2 chai, m6i chai 1.0 mL
m§:uchufrn 1

Hoa ch~t hi~u o hCT Ca12: 2 chai, m6i chai 1.0 mL
- A

148 chufrn cho xet mauchuan2 4xlmL HQP 9
C~lcitonin (t6ng hqp) v&ihai khoangnghi~m Calcitonin nang dQ(khoang 2.0 pg/mL
ho~c 0.585 pmollL va khoang 500
pg/mL ho~c 146 pmol/L) trong
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Don s6 Chi.
STT Teo hang hoa D~c tinh ky thu~t Quy cach vi !

tinh 1U'Q'og ch~
huyet thanh ngira.

I

- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang ~ECLIA" tren M
thong xet nghiem mien dich,
- Khoang do: 3.0-S000pg/mL.

149 H6a chfrt xet - Gioi han phat hien: 3.0pg/mL. 100 xet nghiem H(>p 18nghiem ProGRP - £)(>l~p lai: CV<=3.7%.
- £)(>tai l~pl £)(>chinh xac trung gian:
CV<=6.8%.
- So sanh phirong phap: R >=0.98.
- Chung nhan CEo
ProGRP Call: 2 chai, m6i chai 1.0
mL m~u chuan 1

H6a chfrt hieu ProGRP Ca12: 2 chai, m6i chai 1.0
mL m~u chuan 2150 chuan cho xet ProGRP (tai t6 h9'P tir E. coli) voi hai 4xlmL H(>p 9

nghiem ProGRP
khoang n6ng d(>(khoang 20 p&/mL va
khoang 294 pg/mL) trong huyet thanh
ngua; chdt bao quan,
PC LC 1: 2 chai, m6i chai 3.0 mL

151 Chdt chuan cho xet huyet thanh chirng
4xlmL H(>p 12nghiem ProGRP PC LC 2: 2 chai, m6i chai 3.0 mL

huyet thanh clnrng
- Phuong phap xet nghiem mi~n dich
dien h6a phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich,
- Khoang do: lS-lS00pmollL.

152 H6a chfrt xet - Gi6i h~n phat hi~n: lS.0pmol/L. 100 xet nghi~m H(>p 18nghi~m HE4 - £)(>l~p l~i: CV<=1.9%.
- £)(>tai l~pl £)(>chinh xac trung gian:
CV<= 3.4%.
- So sanh phuong pMp: R >=0.97.
- ChfrnKnh~n CEo
HE4 Call: 2 chai, m6i chai 1.0 mL
m~u chu~n 1

H6a chfrt hi~u HE4 Ca12: 2 chai, m6i chai 1.0 mL
m~uchu~n2153 chu~n cho xet HE4 (nguai, tu dong tS bao OvCar-3) 4xlmL H(>p 9

nghi~m HE4 6 hai khoang n6ng d(>(khoang S
pmollL va khoang 200 pmollL) trong
huySt thanh ngva; chfrt bao quan
PC HE4 1: 2 chai, m6i chai 1.0 mL
huySt thanh chfrng

154 Chdt chu~n cho xet PC HE4 2: 2 chai, m6i chai 1.0 mL 4xlmL H9P 12nghi~mHE4 huy~t thanh chfrng
HE4 (nguai, tir dong tS bao OvCar-3)
6 hai khoan_gn6ng d(>(khoang SO
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Boon s6 Ghi
STT Ten hang hoa B~c tinh ky thu~t Quy cach vi luong chutinh

pmollL va khoang 400 pmollL) trong
huyet thanh nguoi; chAtbao uuan
- Phuong phap xet nghiem mi€n dich
di~n hoa phat quang "ECLlA" tren h~
thong xet nghiem mi€n dich.
- Chuan h6a: theo Tieu chuan Tham
chieu WHO s6 96/668.

155 H6a chAtxet - Khoang do: 0.01-50ng/mL. 100 xet nghiem HQP 37
nghiem Free-PSA - Gioi han phat hien: 0.016ng/mL.

- DQ l~p lai: CV<=4.9%.
- DQtai l~p/ DQchinh xac trung gian:
CV<=6.8%.
- So sanh phirong phap: R >=0.98.
- Clnrnz nhan CEo
FPSA Call: 2 chai, m6i chai chua 1.0
mL mfiu chuan 1

H6a chAthieu FPSA Ca12: 2 chai, m6i chai chua 1.0
mL mfiu chuan 2156 chuan cho xet PSA tIJ do (nguoi) (y hai khoang nong

4x1mL HQP 10
nghiem Free PSA dQ(khoang 0.10 ng/mL va khoang 20

ng/mL) trong h6n hop d~m/protein
(albumin huyet thanh bo).
H6a chat xu ly cho xet nghiem
HBsAg khang dinh tren M thong xet
nghiem bing phirong phap di~n h6a
phat quang "ECLlA"
- Gioi han phat hien: dQpha loang ?
0.1 U/mL va:::;0.1 IU/mL dugc khang
dinh ch~c ch~n cho chu~n Paul-

H6a chAtxet Ehrlich-Institute (th~ ph\! ad, 1987) va

157 nghi~m HBsAg
chu~n NIBSC (rna s6: 00/588; Tieu 4x1mL HQP 98
chu~n Qu6c t~ Thu hai WHO choconfirmation HBsAg, th~ ph\!adw2, di truySn ki~u
A) su d\!ng Elecsys HBsAg
Confirmatory Test.
- DQd~c hi~u lam sang: >=99.99%.
- So sanh phuong phap: tuong dling
>=99.99% so v6'i xet nghi~m kh~ng
dinh khac.
- Chfrng nh~n CEo
- Phuong phap xet nghi~m mi€n dich
di~n h6a phat quang "ECLlA" tren M
th6ng xet nghi~m mi~n dich.

H6a chAtxet - Chu~n h6a: theo IRMM.
158 nghi~m Cortisol - Khoang do: 0.054-63.4 ug/dL. 100 xet nghi~m HQP 14

- Gi6i h~ phat hi~n: 0.054ug/dL.
- DQHipl~i: CV<=5.4%.
- DQ tM l~p/ DQchinh xac trung gian:
CV<= 10.1%.
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Don sa Ghi
STT Teo hang hoa D~c tinh ky thu~t Quy each vi luong ch~tinh

- So sanh phuong phap: R >=0.99.
I

- Chirng nhan CEo
o CORT II Call: 2 chai, m6i chai 1.0
mL m~u chuan 1

H6a chfrt hieu o CORT II Ca12: 2 chai, m6i chai 1.0
mL m~u chuan 2 Cortisol (tong hop)159 chuan cho xet voi hai khoang nong d(i (khoang 12.5 4x1mL H(ip 6

nghiem Cortisol nmollL hoac 0.45 ug/dl. va khoang
1000 nmollL hoac 36 ug/dl.) trong

Ihuyet thanh nguoi.
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich,
- Khoang do: 0.1-70 ng/mL.

160 H6a chfrt xet - Gioi han phat hien: 0.2 ng/rnl., 100 xet nghiem H(ip 63nghiem SCC - D(i lZiplai: CV<=3.9%.
- D(i tai I~p/ D(i chinh xac trung gian:
CV<=4.2%.
- So sanh phirong phap: R >=0.93.
- Chung nhan CEo
SCC Call: 2 chai, m6i chai 1.0 mL
m~u chuan 1 e

H6a chfrt hieu SCC Ca12: 2 chai, m6i chai 1.0 mL
m~u chuan 2161 chuan cho xet
SCC (tai ~6hop tir E. coli) a hai 4x1mL H(ip 20

nghiem SCC khoang nang d(i « 1.5 nglmL va
kho~ng 20 ng/mL) trolJg h6n hgp

Ihl!Yetthanh nguai; chat bao quan
- Phuong phap xet nghi~m mi~n dich

I
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m mi~n dich.
- Khoang do: 0.2- 1000nglmL.

I162 H6a chfrt xet - Giai h~n phat hi~n: 0.2 nglmL
100 xet nghi~m H(ip 127nghi~m CEA - D(i IZipl~i: CV<=2.5%.

- D(i tai l~p/ D(i chfnh xac trung gian:
CV<= 5.1%.
- So sanh phuong phap: R >=0.99.

I- Ch(rug nh~n CEo
CEA Call: 2 chai, m6i chai chua 1.0
mL m~u chu~n 1
CEA Ca12: 2 chai, m6i chai chua 1.0

H6a chfrt hi~u mL m~u chu~n 2
163 chu~n cho xet CEA (nguai, tu canh cfry tS bao) vai 4x1mL H(ip 25

nghi~m CEA hai khoang n6ng d(i (khoang 5 ng/mL
va khoang 50 nglmL) trong h6n hgp
d~m/protein. 1 ng/mL CEA tuong (rug

Ivai 16.9 mIU/mL

164 H6a chfrt xet - Phuong phap xet nghi~m mi~n dich
100 xet nghi~m H(ip 80nghi~m CA 19-9 di~n h6a phat Quang "ECLIA" tren h~
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Doon s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi luong chutinh
thong xet nghiem miSn dich.
- Khoang do: 0.6- 1000 U/mL.
- Gioi han phat hien: < 0.6 U/mL.
- D9 l~p lai: CV<=2.5%.
- D9 tai l~pl D9 chinh xac trung gian:
CV<=8.0%.
- So sanh phirong phap: R >=0.94.
- Chung nhan CEo
CA19-9 Call: 2 chai, m6i chai 1.0 mL
m§:uchuan 1

H6a chAthieu CA19-9 Ca12: 2 chai, m6i chai 1.0 mL
m§:uchuan z

165 chuan cho xet CA 19-9 (ngiroi) voi hai khoang n6ng 4xl mLlh9P H9P 16
nghiem CA 9-9 d9 (khoang 20 U/mL va khoang 250

U/mL) trong huyet thanh ngiroi; chAt
bao quan
- Phuong phap xet nghiem miSn dich
di~n h6a phat quang "ECLIA" tren M
thong xet nghiem miSn dich.
- Khoang do: 0.6- 5000 U/mL.

166 H6a chAtxet - Gioi han phat hien: 1.2U/mL. 100 xet nghiem H9P 60
nghiem CA 125 - D91~p lai: CV<=3.1%.

- D9 tai l~pl D9 chinh xac trung gian:
CV<=6.5%.
- So sanh phirong phap: R >=0.98.
- Chung nhan CEo
CAI25 II Call: 2 chai, m6i chai 1.0
mL mftu chuan 1
CA125 II Ca12: 2 chai, m6i chai 1.0

H6a chAthieu mL mftu chuan 2
167 chuan cho xet N6ng d9 cua CA 125 ngiroi trong 4xlmL H9P 12

nghi~m CA 125 huyet thanh ngl,la (CA125 II Call) la
o U/mL; CA125 II Cal2 chua khoang
500 U/mL CA 125 nguOi trong h6n
hQl)huy~t thanh nguai; chAtbao quan
- Phuong phap xet nghi~m miSn dich
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m miSn dich.
- Khoang do: 0.5-250 U/mL.

168 H6a chAtxet - Gi6i h;;tnpMt hi~n: I U/mL. 100 xet nghi~m H9P 120
nghi~m CA 72-4 - D9 l~p l;;ti:CV<=1.6%.

- D9 tai l~pl D9 chinh xac trung gian:
CV<=3.7%.
- So sanh phuong phap: R >=0.95.
- Ch(mg nh~n CEo

H6a chAthi~u CA72-4 Call: 2 chai, m6i chai 1.0 mL
mftu chuAn 1.169 chuAncho xet CA72-4 Ca12: 2 chai, m6i chai 1.0 mL 4xlmL H9P 22

nghi~m CA 72-4 mftu chuAn 2.
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I

DO'D sa GhJSTT Ten hang hoa D~c tlnh ky thu~t Quy each vi lirong chuHnh
CA 72-4 (ngiroi) voi hai khoang nong
dO(khoang 1U/mL va khoang 70
U/mL) trong huyet thanh ngiroi; ch~t
bao qulin
- Phuong phap xet nghiem mien dich
di~n h6a phat quang ~ECLIA" tren h~
thong xet nghiern mien dich.
- Khoang do: 0.100-500 ng/ml,

170 B6a chat xet - Gioi han phat hien: :s 0.10 ng/ml, 100 xet nghiem Bop 127nghiem Cyfra - 901~p lai: CV<=2.8%.
- 90 tai l~pl 90 chinh xac trung gian:
CV<=4.9%.

I

- So sanh phuong phap: R >=0.95.
- Chung nhan CEo
o CYFRA Call: 2 chai, m6i chai 1.0
mL m~u chuan 1

B6a chAthieu o CYFRA Ca12: 2 chai, m6i chai 1.0
mL m~u chuan 2

I

171 chuan cho xet Cytokeratin (ngiroi, tu dong tS bao 4xlmL BOp 27
nghiem Cyfra MCF-7) voi 2 khoang n6ng dO

(khoang 0 ng/rnl. va khoang 50
ng/mL) trong huyet thanh ngtroi
- Phuong phap xet nghiem mien dich
di~n h6a phat quang "ECLIA" tren h~
thong xet nghiem mien dich.
- Khoang do: 0.05-370 ngimL.

172 B6a chat xet - Gioi han phat hien: <0.05 ng/mL. 100 xet nghiem Bop 32nghiem NSE - 901~p I~i: CV<=1.6%.
- 90 tai I~pl 90 chinh xac trung gian:
CV<=3.8%.
- So sanh phuong phap: R >=0.99.
- ChUng nh?n CEo
o NSE Call: 2 chai, m6i chai 1.0 mL
m~u chuftn 1
o NSE Ca12: 2 chai, m6i chai 1.0 mL

B6a ch~t hi~u m~u chuftn 2
173 chufrn cho xet NSE (nguai) v6'i hai khoang n6ng dO 4x1mL BOp 10

nghiem NSE (khoang 0.5 nglmL va khoang 50
nglmL) trong h6n hqp dem/protein
(albumin huySt thanh bo), natri azide
< 1% (w/w)
- Phuong phap xet nghi~m mien dich
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m mien dich.

174 B6a ch~t xet - Khoang do: 1.0-300 U/mL. 100 xet nghi~m Bop 85nghiem CA 15-3 - Gi6i h~n phat hien: < 1.0 U/mL.
- 901~p I~i: CV<=1.5%.
- 90 tai I?pl 90 chinh xac trung gian:
CV<=5.0%.

----- ---- - - --
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Doon s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi luong chiiHnh
- So sanh phirong phap: R >=0.96.
- Chung nh~n CEo
CA 15-3 II Call: 2 chai, m6i chai
chua 1.0mL mftu chuan 1

H6a chAthieu CA 15-3 II Ca12: 2 chai, m6i chai
175 chuan cho xet chua 1.0 mL mftu chuan 2 4x1mL HQP 12

nghiem CA 15-3 CA 15-3 (ngiroi) voi hai khoang nong
dQ(khoang 15 U/mL va khoang 100
U/mL) trong huyet thanh ngiroi
PC LC 1: 2 chai, m6i chai 3.0 mL

176 Chdt chuan cho xet huyet thanh chong 4x3mL HQP 10nghiem SCC PC LC 2: 2 chai, m6i chai 3.0 mL
huy€t thanh chimg

ChAt chuan cho PC TM1: 2 chai, m6i chai 3.0 mL

177 cac xet nghiem huyet thanh chimg (ngiroi) 4x3mL HQp 32PC TM2: 2 chai, m6i chai 3.0 mLung thu huyet thanh clurng (ngiroi)
- Phuong phap xet nghiern mi~n dich
di~n h6a phat Quang "ECLIA" tren h~
thong ,xet nghiem mi~n dich,
- Chuan h6a: da duoc chan h6a thea
tieu chuan tham chieu IRP WHO thir

H6a chAtxet nhAt s6 72/225
178 nghiem Af'P - Khoang do: 0.75 - 1000 IU/mL. 300 xet nghiern HQP 320

- Gioi han phat hien: 1.5 IU/mL.
- DQ l~p lai: CV<=1.4%.
- DQtai l~p/ DQchinh xac trung gian:
CV<=2.1%.
- So sanh phirong phap: R >=0.99.
- ChUng nhan CEo
AFP Call: 2 chai, m6i chai 1.0 mL
mftu chufrn 1
AFP Ca12: 2 chai, m6i chai 1.0 mL

H6a chAthi~u mftu chudn 2
179 chudn cho xet AFP (nguai, tu canh cAyt€ bao) v6i 4x1mL HQP 29

nghi~m AFP hai khoang n6ng dQ(khoang 5 IU/mL
ho~c 6 ng/mL va khoang 50 IU/mL
ho~c 60 nglmL) trong huy€t thanh
ngum
- Phuang phap xet nghi~m mi~n dich
di~n h6a phat Quang "ECLIA" tren h~
th6ng xet nghi~m mi~n dich.
- Chudn h6a: da duqc chftn h6a thea

180 H6a chAtxet tieu chuAnQu6c t€ thu 4 cho kich t6 300 test HQP 21nghi~m Beta HCG sinh d\lc mang d~m tu Vi~n Qu6c gia
v~ ChuAn Sinh hQcva ChUng
(NIBSC).
- Khoang do: 0.1 - 10000 mIU/mL.
- Gi6i h~n phat hi~n: <=0.1 mIU/mL.
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DO'l1 s6 I
GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi hrQ'ng h ,1c utinh I

- DQ I~p lai: CV<=2.8%.
- DQtai I~pl DQchinh xac trung gian:
CV<=7.4%.
- So sanh phirong phap: R >=0.99.
- ChUng nhan CEo
HCG+~ Call: 2 chai, m6i chai 1.0 mL
miu chuan 1
• HCG+~ Ca12: 2 chai, m6i chai 1.0

H6a chftt hieu mL m~u chuan 2
181 chuan cho xet Kich t6 sinh due mang d~m cua 4x1mL HQP 10

nghiem Beta HCG ngiroi (tir mroc ti~u) voi hai khoang
nong dQ(khoang 1.5 mIU/mL va
khoang 2000 mIU/mL) trong d~m
huyet thanh ngiroi.
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich.
- Khoang do: 0.5 - 2000 ng/mL.

182 H6a chftt xet - Gioi han phat hien: 0.5 ng/mL. 100 xet nghiem HQP 22nghiern Ferritin - DQ I~p lai: CV<=12.4%.
- DQtai I~pl DQ chinh xac trung gian:
CV<= 23.4%.
- So sanh phuong phap: R >=0.99.
- Chung nhan CE
• FERR Call: 2 chai, m6i chai chua I

1.0 mL miu chuan 1
• FERR Ca12: 2 chai, m6i chai chua

H6a chftt hieu 1.0 mL miu chuan 2

183 chuan cho xet Ferritin (nguoi, gan) voi 2 khoang 4xlmL HQP 8nong dQ (khoang 10 I!g/L hoacnghi~m Ferritin ng/mL va khoang 300 I!g/L ho~c
ng/mL) trong h6n hqp huych thanh
nguCri.

- Chwln h6a: da duQ'cchan h6a thea
tieu chuAnQU6c t~ th(r nhftt cho

IImml}nglobulin khang Rubella~ nguai,
rna so RUBI-I-94, tu Vi~n Quoc gia
ve ChuAn Sinh hoc va ChUng.

H6a chftt xet - Khoang do: 0.17 - 500 IU/mL.
184 nghi~m Rubella - Gi6i h~n phat hi~n: 0.17 IU/mL. 100 xet nghi~m HQP 130- DQ I~p I~i: CV<=2.6%.IgG

- DQ tai I~plDQchinh xac trung gian:
CV<=4.3%.
- So sanh phuang phap:
+ DQnh~y tuang ddi: >= 99%.
+ DQd~c hi~u tuang d6i: >= 97%

I- ChUng nh~n CE
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DO'n S6 Ghi
STT Ten bang hoa D~c tinh ky thu~t Quy cach vj hrong chutinh

PC RUBIGG 1: 8 chai, m6i chai chua
1.0 mL huyet thanh chirng Huy~t
thanh ngiroi, am tinh d~n duong tinh

Chftt chuan cho xet y~u voi khang th~ IgG khang Rubella

185 nghiem Rubella (khoang 4 IU/mL); chftt bao quan .• 16x1mL H9P 23PC RUBIGG2: 8 chai, m6i chai chuaIgG 1.0 mL huyet thanh chirng Huyet
thanh nguoi, dirong tinh voi khang th~
IgG khang Rubella (khoang 75
IU/mL); chftt bao quan
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich.
- Gioi h1P1phat hien: 0.17 IU/mL.

H6a chftt xet - Do1~p lai: CV<=1.0% (mfru dirong

186 nghiem Rubella tinh yeu) 100 xet nghiem/hop H9P 130
- D9 tai l~pl D9 chinh xac trung gian:IgM CV<= 2.7% (mfru dirong tinh yeu),
- DOd~c hieu phan tich:>=96%.
- DOd~c hieu nrong d6i:>=98%.
- D9 nhay him sfmg:>=85%.
- Chung nhan CE
Thuoc tlur - dung dich tham gia xet
nghiem
• PC RUBIGM1: 4 chai, m6i chai
chua 1.0 mL huyet thanh chung
Huy~t thanh nguai, am tinh vo;

Chftt chudn cho xet kMng th~ IgM khang Rubella; chftt
187 nghi~m Rubella bao qulin. 8x1mL H9P 23

IgM • PC RUBIGM2: 4 chai, m6i chai
chua 1.0 mL huy~t thanh chUng
Huy~t thanh nguai, duang tinh vo;
khang th~ IgM khang Rubella khoang
550 U/mL (dan vi Roche du<),ch,ra
chon ngfru nhien); chftt bao quan.
- Phuang phap xet nghi~m mi~n dich
di~n h6a pMt quang "ECLIA" tren M
th6ng xet nghi~m mi~n dich.
- Chudn h6a: thea tieu chudn Qu6c t~
thu 3 cho huy~t thanh chua kMng th~
khang Toxoplasma (TOXM) cua

188 H6a chftt xet NIBSC. 100 xet nghi~mlh9P H9P 38
nghi~m Toxo IgG - Khoang do: 0.18-650 IU/mL

- Gi6i h1P1phat hi~n:< 0.13 IU/mL
- D9 l~p l~i: CV<=1.5%.
- D9 tai l~pl D9 chinh xac trung gian:
CV<= 5.7%.
- D9 d~c hi~u phcln tic~:>=97%.
- D9 d~c hi~u tuang doi:>=98%.
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Don S8 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi IllQ'ng chutinh
- DQnhay tuong doi: >=98%
- Chirng nhan CE
PC TOXIGG 1: 8 chai, m6i chai chua
1.0 mL huyet thanh clnrng Huy6t
thanh ngiroi, am tinh d6n dirong tinh

Chftt chuan cho xet
y6u v6i khang th6 IgG,khang Toxo

189 (khoang 1 IU/mL); chat bao quan. 16xlmL HQP 12nghiem Toxo IgG • PC TOXIGG2: 8 chai, m6i chai
chua 1.0 mL huyet thanh clurng
Huyet thanh nguoi, dirong tinh voi
khang th6 IgG khang Toxo (khoang
50 IU/mL); chftt bao quan
- Phuong phap xet nghiem mi~n dich
dien h6a phat quang "ECLIA" tren M
thong xet nghiem mi~n dich.

H6a chftt xet - DQ l~p lai: CV<=1.8%.
190 nghiem Toxo IgM - DQtai l?pl DQchinh xac trung gian: 100 xet nghiem/hop HQP 38

CV<=2.4%.
- DQnhay: 95.3%-98.8%;
- DQdZichi~u:98.8%-99.7%
- Chung nhan CE
PC TOXIGMl: 8 chai, m6i chai chua
0.67 mL huyet thanh chirng Huyet
thanh ngiroi, am tinh voi khang th6
IgM khang Toxo; chftt bao quan,

191 Chftt chuan cho xet • PC TOXIGM2:8 chai, m6i chai chua 16xO.67mL HQp 12nghiem Toxo IgM 0.67 mL huyet thanh chtrng Huy6t
thanh nguoi, dirong tinh voi khang th6
IgM khang Toxo khoang 125 U/mL
(don vi Roche duQ'cIva chQn ng~u
nhien); chftt bao quan
'- Phuong phap xet nghi~m mi~n dich
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m mi~n dich.
- Khoang do: 0.25-500 U/mL
- Gi6i h~n phat hi~n: 0.25 U/mL.
- DQ1Zipl~i: CV<=2.7%.
- DQ tai I?p/ DQchinh xac trung gian:
CV<=4.5%.

192 H6a chftt xet - DQdZichi~u phan tich:>=96%. 100 xet nghi~mlhQP HQP 19nghi~m CMV IgG - Tuong d6ng v6i cae m~u nhi~m
trting nguyen phat:>=94%.
- Tuang d6ng v6i cae m~u tUng
nhi~m: >= 99.99%.
- Tuong d6ng v6i cae m~u am tinh:
>=96%.
- So sanh phuong phap: tuong d6ng
>=96%.
- ChUng nh?n CEo
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DO'n S3 GhiSTT Ten hang hoa D~c tinh ky thuit Quy cach vi hrong chutinh
PC CMVIGG1: 8 chai, m6i chai chua
1.0 mL m~u clnrng huyet thanh Huyet
thanh nguoi, duong tinh y~u voi
khang th~ IgG khang CMV (khoang

193 Chat chuan cho xet 1.5 U/mL); chat bao quan .• PC 16x1.0mL HQp 8nghiem CMV IgG CMVIGG2: 8 chai, m6i chai chua 1.0
mL m~u clurng huyet thanh Huyet
thanh ngiroi, dirong tinh voi khang th~
IgG khang CMV (khoang 25 U/mL);
chat bao quan
- Phuong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLIA" tren M
thong xet nghiem mi~n dich,
- Khoang do: 0.25-500 U/mL
- Gioi han phat hien: 0.25 U/mL.
- DQ l~p lai: CV<=2.7% d6i voi m~u
duong tinh y~u.
- DQtai l~p/ DQchinh xac trung gian:
CV<= 4.9% d6i voi m~u dirong tinh

194 H6a chat xet y~u. 100 xet nghiem/hop HQP 19nghiem CMV IgM - DQd:\ichieu phan tic)J:>=96%.
- Tirong d6ng voi cac m~u nhiem
trung nguyen phat:>=94%.
- Tuong d6ng voi cac m~u tUng
nhi~m: >= 99.99%.
- Tuang d6ng v6i cac m~u am tinh:
>=96%.
- So sanh phuang pMp: tuang d6ng
>=96%.
- ChUng nh~n CEo
PC CMVIGM1: 8 chai, m6i chai chua
1.0 mL huy~t thanh chUng Huy~t
thanh nguai, am tinh y6i khang th~

Chat chu~n cho xet IgM kMng CMV; chat bao quan .• PC
195 nghi~m CMV IgM CMVIGM2: 8 chai, m6i chai chua 1.0 16x1mL HQP 8

mL huy~t thanh chUng Huy~t thanh
ngum, duang tinh vai khang th~ IgM
kMng CMV, d~m HEPES, pH 7.4;
albumin bO; chat bao_qua
- Phuang pMp xet nghi~m mi~n dich
di~n h6a phat quang "ECLIA" tren h~
th6ng xet nghi~m mi~n dich.
- Chu~n h6a: thea des-y-carboxy

196 H6a chat xet prothrombin tai t6 h9P tinh khi~t tir 100 xet nghi~mlhQP HQP 35nghi~m PIVKA canh cay t~ bao
- Khoang do: 3.5-12000 ng/mL
- Gi6i h~n pMt hi~n: <=3.5 ng/mL.
- DQ l~p l~i: CV<=2.2%.
- DQtai l~p/ DQchinh xac trung gian:
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Don s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi lueng ch6Hnh I

CV<=4.3%.
I- Chung nh~n CEo I

PIVKA Call: 2 chai, m6i chai 1.0 mL
mfru chuan 1
PIVKA Ca12: 2 chai, m6i chai 1.0 mL

H6a chat hieu mfru chuan 2

197 chuan cho xet PIVKA-II (tai t6 hop, tir canh dy t~ 4xlmL H9P 8
nghiem PIVKA II bao, cling duoc goi la des-v-carboxy

p~othrombin [DCPD 0 hai khoang
nong d<)(khoang 12 ng/mL va khoang
2300 ng/mL) trong m9t h6n hop huyet
thanh ngira; ch~t bao_quan
PC HCC 1: 2 chai, m6i chai 1.0 mL
huyet thanh clurng
PC HCC 2: 2 chai, m6i chai 1.0 mL
huyet thanh clurng

Ch~t chuan cho xet Protein diroc tao boi vitamin K hoac
198 nghiem PIVKA II antagonist-II (PIVKA-II) (tai t6 hop, 4xlmLlh9P H9P 19

tir canh dy t~ bao, cling diroc goi la
des-y-carboxy prothrombin [DCPD 0
hai khoang neng d9 (khoang 23
ng/mL va khoang 350 ng/mL) trong
mot h6n hop hllY~tthanh ngua I

- Chuan h6a: dira tren mfru tham chieu
I

cuaIRMM.
- Khoang do: 0.5- 8g/L.
- Gioi han phat hien: 0.05g/L.

I
H6a ch~t xet - D<)l~p lai: CV<=l.l%.

199 nghi~m IgA - D9 tai l~p/ D9 chfnh xac trung gian: 150 xet nghi~m H9P 10
CV<=1.8%.
- So sanh phuong phap: R: >=0.99
- Chfr}1gnh~n CEo
- D9 on dinh tren may phan tich 84
ngay I

- Chuan h6a: thea chat doi chieu da
duQ'cth~m dinh trong huy~t thanh
nguai cua IRMM.
- Khaang do: 3.0- 50g/L.
- Gi6i h~n phat hi~n: O.3g/L.

200 H6a ch~t xet - D<)l~p l~i: CV<=1.5%. 150 xet nghi~m H9P 10nghi~m IgG - D<)tai l~p/ D9 chfnh xac trung gian:
CV<=1.7%.
- So sanh phuong phap: R: >=0.99
- Ch(mg nh~n CEo
- D<)6n dinh tren may phan tich 84
ngay I

H6a ch~t xet - Chuan h6a: thea chat d6i chieu da
I201 duQ'cth~m dinh trong huy~t thanh 150 xet nghi~m H9P 10nghi~m IgM nguai Clla IRMM.
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DO'n s6 Ghi
STT Ten hang hoa D~c tinh ky thu~t Quy cach vi hrQ'Ilg chutinh

- Khoang do: 3.0- 50gIL.
- Gioi han phat hien: O.3g1L.
- D9 IZlPlai: CV<=1.5%.
- D9 tai I~p/ D9 chinh xac trung gian:
CV<=1.7%.
- So sanh phuong phap: R: >=0.99
- Chirng nhan CEo
- D9 6n dinh tren may phan tich 84
ngay
- Phuong phap xet nghiem mi~n dich
dien h6a phat Quang "ECLIA" tren he
thong xet nghiem mi~n dich.
- Chuftn h6a: su dung dan miu huy€t
thanh ngiroi da tlnr nghiem lam sang

H6a ch~t xet voi TBI trung binh la 1.0
202 nghiem T-uptake - Khoang do: 0.2- 1.9 TBI. 200 xet nghiem H9P 10

- Gioi han phat hien: 0.2 TBI
- D91~p lai: CV<=2.6%.
- D9 tai l~p/ D9 chinh xac trung gian:
CV<=4.9%.
- So sanh phirong phap: R: >=0.90
- Chung nhan CEo
Thuoc thir - dung dich tham gia xet
nghiem
• T-UP Call: 2 chai, m6i chai 1.0 mL
m~u chuan 1

H6a ch~t hieu • T-UP Ca12: 2 chai, m6i chai 1.0 mL
203 chuan cho xet miu chuan 2 4xlmL H9P 3

nghiem T-uptake L-thyroxine voi 2 khoang nong d9
(TBI khoang 0.50 va khoang 1.3)
tron~ h6n hop dem/protein (albumin
huyet thanh bo)ffBG.

- Phuang phap xet nghi~m mi~n dich
di~n h6a phat Quang ~ECLIA" tren M
thOng xet nghi~m mien dich.
- Chuftn h6a: theo CRM 457 cua Lien

H6a ch~t xet minh chilu Au.

204 nghi~m - Khoang do: 0.04- 500 ng/mL. 100 xet nghi~m/h9P H9P 10
Thyroglobulin - Gi&i h~ pMt hi~n: 0.04 ng/mL

- D91~p I~i: CV<=4.8%.
- D9 tai I~p/ D9 chinh xac trung gian:
CV<=4.S%.
- So sanh phuang phap: R: >=0.98
- ChUng nh~n CEo

H6a ch~t hi~u TG 2 Call: 2 chai, m6i chai 1.0 mL
m~u chuAn 120S chufrn cho xet • TG 2 Ca12: 2 chai, m6i chai 1.0 mL 4xlmL H9P 3

nghi~m Tg m~uchuAn 2
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Don s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy each vi Iuong Ch~tinh
Thyroglobulin (ngiroi) voi hai
khoang nong de)(khoang 0.15 ng/mL
va
khoang 180 nglmL) trong huyet
thanh ngua.
- Phuong phap xet nghiem mi~n dich
di~n hoa phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich .. Nguyen
ly xet nghiem dira tren vi~c ti~n xu ly

Hoa ch~t xet m~u vci thuoc thir khang dinh, ti~p
206 nghiem Tg thea la chay m~u voi xet nghiem 50 xet nghiem He)p 10

confirmation Elecsys Tg II. Trong qua trinh ti~n xu
Iy khang th~ trong m~u benh pham bi
trung hoa bAngeach g~n k~t len
epitope mi~n dich tre)icua Tg co trong
thu6c thu khang dinh.
- Phuong phap xet nghiem mi~n dich
di~n hoa phat quang "ECLIA" tren M
thong xet nghiem mi~n dich ..
- Chuan hoa: thea tieu chuan 66/387

Hoa ch~t xet cuaNIBSC

207 nghi~m Anti- TPO - Khoang do: 5.0- 600 IU/mL. 100 xet nghi~mlhe)p He)p 10(Thyroperoxidase - Gi&i h~n phat hi~n:< 5.0 IU/mL
Antibody) - 89 I~p I~i: CV<=6.3%.

- 89 tai I~p/ 8e) chinh xac trung gian:
CV<=9.5%.
- So sanh phuong phap: R: >=0.89

I- Ch(mg nh~n CEo
Thuoc thu - dung dich tham gia xet

Inghi~m
• Anti-TPO Call: 2 chai, m6i chai 1.5

Hoa ch~t hi~u mL m~u chuAn 1
• Anti-TPO Ca12: 2 chai, m6i chai 1.5208 chuAncho xet mL m~u chufrn 2 4x1.5mL He)p 3

nghj~m Anti-TPO
Khang th~ khang TPO (cUu) v&ihai
khoang n6ng de)
(khoang 35 IU/mL va khoang 350
IU/mL) trong huy~t thanh nguai.
- Phuong phap xet nghi~m mi~n dich

Idi~n hoa phat quang :ECLIA" tren h~
thong xet nghi~m mien dich ..

Hoa ch~t xet - Chufrn hoa: thea tieu chufrn 65/93
cua NIBSC

209 nghi~m Anti-TG - Khoang do: 10.0- 4000 IU/mL. 100 xet nghi~m/hQp H9P 10(Thyroglobulin
- Gi&i h~n phat hi~n:< 10.0 IU/mLAntibody) - 89 I~p I~i: CV<=4.9%.
- 89 tai I~p/ 8e) chinh xac trung gian:

I

CV<=6.3%.
- So sanh phuong phap:ty I~tuong

hc
qt

_q
tm

.p
as

_Q
ua

n 
tri

 m
an

g_
10

/0
2/

20
23

 1
6:

37
:3

3



44

Boon S6 CbiSTT Ten bang hoa B~c tinb ky tbu~t Quy cach vi IUQ'ng chutinb
dong >= 87%
- Ch(mg nhan CEo
Thuoc thir - dung dich tham gia xet
nghiem
• A-TG Call: 2 chai, m6i chai 1.5
mL miu chuan 1

H6a ch~t hieu • A-TG Ca12: 2 chai, m6i chai 1.5
210 chu~n cho xet mL miu chuan 2 4x1.5mLlh9P H9P 3

nghiem Anti-Tg Khang thS khang Tg (A-TG Call:
ngiroi, A-TG Ca12: ciru) v61 hai
khoang n6ng d9 (khoang 40 IU/mL va
khoang 3250 IU/mL) trong huyet
thanh ngiroi.
- Phuong phap xet nghiem mi~n dich
di~n h6a phat Quang ~ECLIA" tren h~
thong,xet nghiem miel} dich ..
- Chuan h6a: thea chuan IS 90/672

H6a ch~t xet thir nh~t cua NIBSC.

211 nghiem Anti- - Khoang do: 0.8- 40 IUIL.
100 xet nghiem/hop H9P 10- Gioi han phat hien: 0.8 IUILTSHR - £)91~p lai: CV<=7.5%.

- £)9 tai l~p/ £)9 chinh xac trung gian:
CV<=9.1%.
- So sanh phuong phap.R>= 0.99
- Chirng nhan CEo
Thuoc thir - dung dich tham gia xet
nghiem: Cac chat trong huyet thanh
nguoi
• PC THYR01: 2 chai, m6i chai 2.0
mL huyet thanh chimg (Khang thS

Ch~t chuan cho khang TSHR: khoang 4 lUlL; Khang

cac xet nghi~m thS khang TPO ~ngubi): khoang 35
212 Anti-TG, Anti- IUIL; Khang the khang Tg (Clm): 4x2.0mLlh9P H9P 6

TSHR, Anti-TPO khoang 100 lUlL)
• PC THYR02: 2 chai, m6i chai 2.0
mL huy~t thanh ch(mg (Khang thS
kh,ang TSHR: khoang 16 IUIL; Khang
the khang TPO (ngmJi): khoang 100
lUlL; Khang thS khang Tg (clm):
khoang 200 IUIL)
• ATSHR Call: 2 chai (dong khO)
m6i chai 2.0 mL

H6a chilt hi~u • ATSHR Ca12: 2 chai (dang kha)
m6i chai 2.0 mL

213 chu~n cho xet
N6ng d9 ATSHR Call khoang 0.75 4x2.0mLlh9P H9P 3nghi~m Anti- lUlL trong h6n hqp huy~t thanhTSHR ngubi; ATSHR Cal2 chua khoang 25
lUlL khang thS khang TSHR nguai
trong h6n hqp hllY_~tthanh n_gubi.
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Don sf, GhJ
STT Ten hang hoa D~ctanh ky thu~t Quy cach vi hroug chudnh

- Phuong phap xet nghiem mi~n dich
Idien hoa phat quang "ECLlA" tren M

thong xet nghiem mi~n dich ..
- Khoang do: 0.25- 500 U/mL.

H6a chat xet - Gioi han phat hi~n:0.25 U/mL.

I

214 nghiem CMV IgG - Do l~p lai: CV<=3.4%. 100 xet nghiern/hop Hop 10
Avidity - Do tai l~pl Do chinh xac trung gian:

CV<=3.8%.
- Do nhay: >=94%

I
- Do d~c hieu: >=95%
- Chung nhan CEo
Thuoc thir - dung dich tham gia xet
nghiern
o PC CMVAVI: 3 chai, m6i chai
chua 1.0 mL huyet thanh chirng
Huyet thanh ngiroi, dirong tinh voi

Ch~t chuan cho xet khang th~ CMV IgG, ai ltrc th~p

215 nghiem (khoang 4.0 U/mL; ai hrc < 45.0 %); 6x1mLlhop HOp 5

I

Precicontrol CMV chat bao quan.
IgG Avidity o PC CMVAV2: 3 chai, m6i chai

chua 1.0 mL huyet thanh chirng
Huyet thanh ngiroi, dirong tinh voi
khang th~ CMV IgG, ai hrc cao
(10oang 25.0 U/mL; ai l\fc::: 55.0 %);
chat bao quan.
-Phirong phap xet nghiem mi~n dich
di~n h6a phat quang "ECLlA" tren h~
thongxet nghi~m mi~n dic~ ..
- Chuan h6a: thee tieu chuan qu6c tS

H6a ch~t xet
thu 3 cho huySt thanh chua khang th~
khang Toxoplasma

216 nghi~m Toxo IgG (TOXM) cua NIBSC. 100 xet nghi~mlhop HOp 10
Avidity - Khoang do: 0.13- 650 IU/mL.

- Gi&i h~n phat hi~n:0.13 IU/mL.
- D(>tai l~pl DOchinh xac trung gian:
CV<=8.7%.

I

- DOd~c hi~u: >=97%
- ChUng nh~n CEo
Thuoc thu - dung dich tham gia xet
nghi~m
o PC TOXO-Avl: 3 chai, m6i chai

Ch~t chuAncho chua ~.O mL huySt thanh chUng

217 xet nghi~m Toxo Huyet thanh nguai, duong tinh v&i
6x2.0mLIhOp H(>p 5kMng th~ Toxo IgG, ai h,rcth~pIgG Avidity

(avidity < 70 %); ch~t bao quan.
o PC TOXO-Av2: 3 chai, m6i chai

Ichua ~.O mL huySt thanh chUng
Huyet thanh nguai, duong tinh v6i
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Don S6 ChiSTT Ten bang hoa D~c tinh ky thu~t Quy cach vi 1U'Q'ng chutinh
khang the Toxo IgG, ai lire cao
(avidity> 80 %); ch~t baoquan,
- Phuong phap xet nghiem mien dich
di~n h6a phat quang "ECLlA" tren h~
thong xet nghiem mien dich ..
- Khoang do: 7- 500 U/mL.
- Gioi han phat hi~n:8 U/mL

H6a ch~t xet - £>ol~p lai: CV<=1.0%.
218 nghiem Anti-CCP - £>0tai l~pl £>0chinh xac trung gian: 100 xet nghiem/hop Hop 10

CV<=1.9%.
- £>0nhay: >=67%
- £>0d~c hieu: >=96%
- So sanh phirong phap tirong d6ng
>=94%
- Chirng nhan CEo
PC A-CCPl: 2 chai, m6i chai 2.0 mL
mftu clumg huyet thanh
Khang th~ khang CCP (ngiroi),
khoang 20 U/mL trong huyet thanh

219 Ch~t chuan cho xet nguoi. 4x2.0mLlhOp Hop 5
nghiem Anti-CCP o PC A-CCP2: 2 chai, m6i chai 2.0

mL mftu chirng huyet thanh
Khang th~ khang CCP (nguap,
khoang 100 U/mL trong huyet thanh
ngiroi.
-Phuong phap xet nghiem mien dich
di~n h6a phat quang "ECLlA" tren h~
thong xet nghiem mien dich ..
- Chuan h6a: thea thuec thir tham
chieu quoc tS WHO cho C-peptide
cua insulin ngiroi voi xet nghi~m

220 H6a ch~t xet mien dich, IRR, rna s6 84/510 100 xet nghi~m/hQp Hop 20
nghi~m C-Peptide - Khoang do: 0.003- 13.3 nmollL.

- Gi6i h{lnphat hi~n: 0.003nmollL
- £>Ol~pl{li:CV<=1.5%.
- £>0tai l~pl £>0chinh xac trung gian:
CV<=2.3%.
- So sanh phuong phap:R >=0.99
- ChUng nh~n CEo
o CPEPTID Call: 2 chai, m6i chai 1.0
mL mftu chuftn 1

H6a ch~t hi~u
o CPEPTID Ca12: 2 chai, m6i chai 1.0
mL mftu chwln 2 C-peptide (t6ng hqp)221 chuAncho xet v6i hai khoang n6ng dO(khoang 4xlmLlhop HOp 6

nghi~m C-Peptide 0.167 nmol/L ho~c 0.5 ng/mL va
khoang 6.67 nmollL ho~c 20 ng/mL)
trong huySt thanh ngua.
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DO'I1 s6 GbiSTT Ten hang hoa D~c tinh ky tbu~t Quy cach vi 1U'Q'ng Cb~tinh
- Phuong phap xet nghiem mi~n dich
dien h6a phat quang "ECLIA" tren h~

Ithong xet nghiem mi~n dich ..
- Chuan h6a: d9 chinh xac cua xet
nghiern Slr d\l!1gtieu chl!ftnQu6c t6

IH6a ch~t xet 03/178 cua To chirc Y te

222 nghiem Vitamin Th6 gioi cho Vitamin B12 100
H9P 10- Khoang do: 50- 2000 pg/mL. xet nghiem/hop

I

B12 - Gioi han phat hien: 100 pg/mL
- 80 I~p lai: CV<=3.3%.
- 80 tai l~pl 80 chinh xac trung gian:

I
CV<=5.2%.
- So sanh phuong phap.R >=0.99
- Chung nhan CEo I

o B12 II Call: 2 chai, m6i chai 1.0 mL
miu chuan I
o B12 II Ca12: 2 chai, m6i chai 1.0 mL

IHieu chuan cho miu chuan 2
223 xet nghiem Vitamin B 12 voi 2 khoang nang do 4xlmLlh9P H9P 3

Vitamin B12 (khoang 185 pmol/L hoac

I
250 pg/mL va khoang 1107 pmollL
hoac 1500 pg/mL) trong huyet
thanh nguoi, ch~t bao quan,
- Phuong phap xet nghiem mi~n dich

I
dien h6a phat quang "ECLIA" tren h~
thong xet nghiem mi~n dich ..

IH6a ch~t xet - Khoang do: 120- 600 ng/mL.

224 nghi~m Folate - Gi&i h~n phat hi~n: 46.5 ng/mL 100
HOp 10

RBC - 80 I~p l~i: CV<=8.8%. xet nghi~mlhop

I
- 80 tai I~pl 89 chinh xac trung gian:
CV<=10.4%.
- So sanh phuong phap:R >=0.97
- ChUng nh~n CEo
o FOL RBC Call: 2 chai, m6i chai 1.0

H6a ch~t hi~u mL miu chuftn 1

I

225 chuftn cho xet o FOL RBC Ca12: 2 chai, m6i chai 1.0
4xlmLihop H9P 3nghi~m Folate mL miu chuftn 2

RBC Folate v&i hai khoang nang d9 trong
huy6t thanh nguai. I

Phuong phap xet nghi~m mi~n dich
di~n h6a phat quang "ECLIA" tren h~
th6ng,xet nghi~m mi~n dich.

IH6a ch~t xet - Chuan h6a: thea xet nghi~m

226 nghi~m BRAHMS PCT LIA 100
H9P 0- Khoeing do: 0.02- 100 ng/mL. xet nghi~mlhop

I
Procalcitonin

- Gi&i h~n phat hi~n: <=0.02ng/mL
- 89 I~p I~i: CV<=7.1 %.
- 80 tai l~pl 80 chinh xac trung gian:

ICV<=8.7%.
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DO'D s6 GhiSTT Teo hang hoa D~c tinh ky thu~t Quy cach vj
tioh hrong chu

- So sanh phirong phap.R >=0.98
- Chirnz nhan CEo
Phuong phap xet nghiem miSn dich
di~n h6a phat quang "ECLIA" tren h~
thong xet nghiem miSn dich.
- Chuan hoa: thea chuan IS 89/548
tlnr nh~t cua NIBSC

227 Hoa chc1txet - Khoang do: 1.5- 5000 pg/mL. 100
HQP 10nghiem IL-6 - Gioi han phat hien: 1.5 pg/mL xet nghiem/hop

- DQI~p lai: CV<=8.6%.
- DQtai I~p/ DQchinh xac trung gian:
CV<=15.l%.
- So sanh phirong phap.R >=0.98
- Chung nhan CEo
• IL-6 Call: 2 chai, m6i chai 2.0 mL
m~u chuan 1

Hoa chc1thieu • IL-6 Ca12: 2 chai, m6i chai 2.0 mL
228 chuan cho xet m~u chuan 2 IL-6 (nguoi, tai t6 hQ'P) 4x2 mLlhQp HQP 3

nghiem IL-6 voi hai khoang n6ng d<)(khoang 18
pg/mL va khoang 700 pg/mL) trong
huyet thanh ngua
• PC MM1: 3 chai, m6i chai 2.0 mL

229 Ch~t chuan cho xet m~u chirng huyet thanh 6x2mLlhQP HQP 6
nghiem IL-6 • PC MM2: 3 chai, m6i chai 2.0 mL

m~u clnmg huyet thanh
2x16mL chat pha loang cho cac xet

Ch~t pha loang nghiem TSH tren M thong xet nghi~m
230 cho cae xet miSn dich; 2x16mLlhQp HQP 5

nghi~m TSH D~m huy~t thanh ngl,l'a; ch~t bao
quan
- 2x16mL chat pha loang cho cae xet

Ch~t pha loang nghi~m miSn dich tren h~ th6ng xet
231 cho cae xet nghi~m miSn dich 2x16mLlhQp HQP 65

nghi~m miSn dich - H6n hQ'P protein; chc1tbao quan
<0.1

Ch~tphaloang 36mL chat pha loang cho cae xet

232 cho cae xet nghi~m miSn dich tren h~ th6ng xet 36mLlhQp HQP 25
nghi~m miSn dich nghi~m miSn dich
36mL H6n hO'P protein; chc1t bao quan

Thuoc thu - dung dich tham gia xet
Ch~t chudn cho xet nghi~m

233 nghi~m dinh • PC VI: 2 chai d@pha 2 x 3.0 mL 4x3mLlhQP HQP 20
lu<;mg:IgE, m~u chUng huy~t thanh (nguaj)
T3,T4,TSH • PC U2: 2 chai d@pha 2 x 3.0 mL

m~u chUng huy~t thanh (nguai)

Nuac rua dung Nuac rua dung cho cae xet nghi~m
miSn dich tren h~ th6ng xet nghi~m234 cho cae xet miSn dich;

5x600mLlhQP HQP 115
nghi~m miSn dich D~m phosphate 10 mmollL; natri
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Don s6 I
GhiSTT Ten bang hoa f)~c tinh ky thu~t Quy cach vi I

tinh hreng chu

chloride 20 mmollL; chat tay ~ 0.1 %;
Ich~t bao quan; pl-l 7.0.

Niroc nra kim hut thuoc tlur dung cho

235 Niroc nra kim hut h~ thong xet nghiem mi€n dich 12x70mLlhQP HQP 45
I

thuoc thir KOH 176 mmollL (tU011g(rug voi pH
13.2); chat tAy< 1%
Dung dich dem dung phat tin hieu

IDung dich d~m di~n hoa cho h~ thong xet nghiem
mi€n dich236 dung phat tin hieu Dern phosphate 300 mmollL; 2x2LlhQP HQP 145

dien hoa tripropylamine 180 mmollL; ch~t I

tAy< 0.1 %; ch~t bao quan; pH 6.
Cup va tip dung Cup va tip dung hut mfru, QC, va ch~t

237 hut mfru, QC, va
chuan tren M thong xet nghiem mi€n 48x2x84tip/cup/thung ThUng 65 Ich~t chuan tren h~

thong xet nghiem dich di~n hoa phat quang

2x2L dung dich nra bQphat hien tren
I

M thong xet nghiem mi€n dich di~n
Dung dich nra bQ hoa phat quang.

I

238 phat hi~n tren h~ Rua h~ th6ng 6ng va c6c do sau m6i 2x2LlhQP HQP 520th6ng xet nghi~m Ifrndo va di~u chinh
mi€n dich di~n cvc. Dung dich con dung d~ rua

kim hut thu6c thu cua may phan tich
Isau khi hut.

5xl00mL dung dich lam s~ch cho h~
Dung dich lam th6ng ISE

I

239 s~ch cho M th6ng Dung dich natri hydroxide: 3 mollL 5xlOOmLlhQP HQP 15
ISE vai dung dich natri hypochlorite < 2

% CI ho~t tinh
Cac mfru dung de 5000 cai/thUng, cac mfru dung de ch~y

Ich~y QC, calib, QC, calib, nuac ti~u, ngo~i ki~m, cac
240 nu:,acti~u, n~o~i mfru b~nh ph~ khang quet code ~V 5000 cai/thung!hQP HQP 25

kiem, cac mau dQng tren h~ thOng xet nghl~m mien
Ib~nh phAm dich di~n hoa pMt quang

Cup va tip tren h~ Cup va tip dung hut mfru, QC, va chat
241 th6ng xet nghi~m chuAn tren h~ th6ng xet nghi~m mi€n 60x60 khay/thung ThUng llO

Imi€n dich dich di~n hoa pMt quang
I?ung dich dUng D~m phosphate 300 mmollL; I

242 de phat tin hi~u tripropylamine 180 mmollL; ch~t tAy 2x2LlhQP HQP 300
I

di~n hoa < 0.1 %; pH 6.8
Dung dich rua dung de lo~i b6 cac
ch~t co ti~m nang gay nhl€u vi~c phat

I

Dung dich rua hi~n cac tin hi~u tren h~ th6ng xet
dung d~ lo~i b6 nghi~m mi€n dich di~n hoa phat243
cac ch~t co ti~m 2x2LlhQP HQP 150quang

I

niing gay nhi€u f)~m phosphat 10 mmollL; natri
clorua 20 mmollL; chAttAyrna ~
0,1%; ch~t bao qufm; pH 7.
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Don s6 GhiSTT Ten hang hoa D~c tinh ky thu~t Quy cach vi
tinh hrQ'ng chu

- Chuan h6a theo IDIMS
- Khoang do: 5.0-2700umollL.
- Gioi han diroi: 5.0 umollL.

244 H6a ch~t cho xet - D(>l~p lai: CV< = 1.1%. 250 xet nghiem/hop H(>p 105nghiem Creatinin - D(>tai l~p/ D(>chinh xac trung gian:
CV<= 1.4%.
- So sanh phirong phap: R >= 0.99.
- Chirng nhan CE
- Chuan h6a theo phirong phap n(>ib(>
c6 the truy nguyen theo CRM 470
- Khoang do: 0.6-350 mg/L.

H6a ch~t cho xet - Gioi han duoi: 0.3 mg/L.
245 nghiem CRP4 - D(>l~p lai: CV< = 2.5%. 250 xet nghiem/hop H(>p 82

- D(>tai l~p/ D(>chinh xac trung gian:
CV<=2,5%.
- So sanh phirong phap: R >= 0.99.
- Chung nh~n CE
ong nhua r6ng c6 nap d~y diroc sir

Ong nhua r6ng c6 dung de chia m~u chuan da duoc hoan
246 n~p d~y de dung nguyen hoac da them ch~t long thanh 2x56 chai/hop H(>p 3

m~u chuan nhtmg phan nho han de luu tnr. Duoc
su dung cho may phan tich mi~n dich
Folate RBC Hemolyzing Reagent

Ch~t ly giai h6ng diroc dan nhan Folate RBC

247 du su dung cho Hemolyzing Reagent. 4x200mLIh(>p H(>p 3
xet nghi~m Folate 4 g6i acid ascorbic, m6i g6i chua 0.4
RBC g

1 chai nhl,l'atr6ng dung dch 200 mL

Dung dich pha '2x36ml, dung pha loang cho m(>tso

loang cho m(>ts6 xet nghi~m nhu cortisol, Nt-ProBNP
tren h~ th6ng xet nghi~m mi~n dich248 xet nghi~m nhu di~n h6a phat quang

2x36mLIh(>p H(>p 3
Cortisol, NT- -' H6n hgp protein; ch~t bao qulin ~
ProBNP 0.1 %

H6 sa bao gia g6m:

+ Bao gia thea mfruph\ll\lc kem thea;

+ Titi li~u lien quan: bao g6m h6 sa kY thu~t, cac h6 sa phap ly cua sim ph&m;

Thai gian nh~ bao gia: kh6ng mu<)nhan ngay 15/0212023.

Hinh thuc giri:

+ Ban chinh H6 sa bao gia duQ'cgiri vS B<)ph~n van thu - Vi~n Pasteur Thanh ph6 H6

Chi Minh - Dia chi: 167 Pasteur, Phuang Vo Thi Sau, Qu~n 3, Tp.HCM.

+ File mSm duQ'cgiri dSn dia chi email: ptquynhpas@gmail.com
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+ MQichi ti~t xin lien he: Bit Phan Thu Quynh - Phong K~ hoach t6ng hop, s&di~n thoai

0989.597.584.

Tran trong.z.

Not nh(in:
- Nlnr tren;

Vientnrong (d~b/c);
PVT flinh Xuan Thanh (d~ b/c);
Truong phong KHTH (d~ b/c);
Phong HCQT (CNTT) (d~ thirc hien);
LUll: VT, KHTH.

TLo VIEN TRUONG
KT. TRlfON°G PHONG KHTH

GPHONGKHTH

)
,
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Phu lye

MAU BANG BAo GIA

anh ph6 H6 Chi Minh)

BANGBAOGIA

Kinh gUi: Vi~n Pasteur Thanh pha H6 Chi Minh

Ten Ten I

hang tlnrong Quy H~n
Don

ThJnhmai cua Wing san ThOng ghi
TT hoa hang Ma DVT xu§t/NllcYc HanglnllcYc each sa ky Phfin dung (VND,Vi~n hoa nha hang san xu§t chii s(r hfru dong thu~t nMm (n~u co tiin

y~u thAu goi co) VAT)cau chao I
I

I

Ghi chu:

Hang moi 100%; [d6i voi tai scm hang hoa]
Thai gian thuc hien: [Ghi ro thai gian cung ung,
thuc hien]
Hieu hrc bao gia. [Ghi ro hieu luc baa giaj

D~I DI:E:NH<}P PHAp eVADON VI

[ghi ten, kY ten va dong ddu]
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