DANH MUC SINH PHAM C

(Kém theo Quyét dinh s6 2568/QD-UBND ngay 06/7/2018 ciia Chii tich UBND tinh Thanh Héa)
Pon vi
tinh

HAN POAN PAU THAU TAP TRUNG NAM 2019

Pic tinh, thong s6 ky thuat

Ghi chu

STT

Tén hang héa

>30ml/bd. BJ 03 lo:

Huyét thanh mau

1. Khang thé don dong Anti A (dong 11HS5)
2. Khing thé don dong Anti B (dong 6F9) B
3. Khang thé don dong Anti AB (dong 11HS + 6F9)
- C6 gidy phép luu hanh cia BYT.

- TCCL: 1SO, CE, GMP

Huyét thanh mau

> 30ml/bd. C6 gidy phép luu hanh ciia BYT cép.
B6 03 lo:

1. Chat thir nhém mau A (Anti A - Monoclone Reagent
10ml/vial)

2. Chat thir nhém mau B (Anti B - Monoclone Reagent

10ml/vial)
3. Chat thir nhém méu AB (Anti AB - Monoclone Reagent
10ml/vial)

> 10ml/ lo

Huyét thanh mau xéac dinh khang thé
mién dich IgG

- Huyét thanh mau ding dé x4c dinh khang thé mién dich
Globulin (IgG) theo nghiém phap Coombs hodc bo thé
khac (C3d) trén bé miat hdng cAu hodc lwu hanh trong
huyét twong
- Puoc chiét xut tir thd

- Nong do: 1:128
- Khéng 6 vi sinh vat phat trién

-pH: 7,0+/-0,5

Lo

Test Elisa xét nghiém ung thu ¢6 tir

cung

Kit xét nghiém sang loc ung thu ¢ tir cung ThinPrep Pap
Test
- Péc tinh k¥ thuat:
+ 01 lo dung dich PreservCyt Solution 20ml:

Téc dung: Bao quan té bao
PE. T4c dung: Dung dé 1y té bao cb tir cung.
+ 01 mang loc Gyn TransCyt: Tac dung: Loc té bao va

dan cac té bao 1én lam kinh.

giit cac t& bao bam dinh trén bé mat lam kinh.

Thanh phan: Dung dich dém béo quéan c6 chira methanol.

+01 chdi ldy mu té bao cb tir cung: Pugc 1am bang nhua

+ 01 lam kinh ThinPrep: Lam bang thuy tinh. Tac dung:

Test

5 Test nhanh chin doan bénh viém
duong rudt do Rotavirus

bong 14y mau, Ong nhé giot dung 1 1an, nip nho giot
dung 1 1an

Bo kit gém: Test, Ong nghiém dyng mau, Dung méi, Tam

Phét hién khang nguyén Rotavirus trong mau phan. Do

nhay: 94% va D¢ dic hiéu: 98.3% so voi RT-PCR; Bao | Test
quan & 1-30°C. Kit thir 6n dinh it nhat 4 tun khi dé &

nhiét 36 55+1°C.Khong c6 phan img chéo véi BSA (2.0

CFU/ml)...

g/dL); E.Coli (108 CFU/mlY; Enterococcus faecalis (108
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Test nhanh chan doan Chlamydia

Bo kit gdm: Test, Dung d1ch chiét A, Dung dich trung hoa
B, Tam bong vo khuan, dng nghiém, dng nho giot dung 1
lan.

Phat hién khang nguyen Chlamydia trong mau chéi té
bao, tim bong dich ¢d tir cung. D6 nhay: 93.1% va bo
déc hiéu: 98.8% so voi nudi cay, d6 lap lai 100% ; Kit xét
nghiém gom 1 lo dung dich tach chiét A. 1 lo dung dich
trung hoa B. Kits xét nghiém 6n dinh it nhat 4 tuan khi dé
0 nhiét d¢ 55+1°C. Gidi han phat hién: 19.7 ng/ml

Test

Test nhanh chan doan giang mai

Phat hién tat ca cac type khang thé (IgG, IgM, IgA) khang
Treponema pallidum. B nhay: 99.3% va B¢ dac hi¢u:
99.5% so v6i TPHA; Mau xét nghiém: huyét thanh, huyét
tuong, mau toan phan. Khong co phan tg chéo vai cac
mau duong tinh Malaria P.f, Malaria P.v, mau chira yéu
t6 dang thap, duong tinh Leprosy, mau cta phuy nit mang
thai. Kit thir 6n dinh it nhat 3 tuan & nhiét d6 45+1°C va it
nhét 4 tuan & nhiét d6 37+1°C.

Test

Test nhanh chan doan giang mai

Mau bénh pham: Huyét thanh; Huyét tuong
Vung cong hop: Khang nguyén Treponema Pallidum tai
t6 hop, IgG tho;
Vach két qua: Khang nguyén Treponema Pallidum ti t6
hop;
Vach ching: Khang thé dé khang IgG tho
TCCL: FDA,; ISO; GMP

Test

Test nhanh chan doan giang mai

Do nhay 92,31% , d6 dac hiéu 100%,cho két qua nhanh
trong vong 15 phat, Do 6n dinh cia két qua xét nghiém
t61 24 gid; khong can st dung thém bét ky dung dich dich
dém(chase) cho mau mau huyét thanh huyét tuong, Nha
may san xuat dat tiéu chuan chau Au EN ISO 13485-
2012
- Hoat chat chinh: Treponema pallidium Antigen

Test

10

Test nhanh chan doan giang mai

Xét nghiém ngung két tim Rapid Plasma Reagin (giang
mai) trong mau

Test

11

Test nhanh chan doan HBeAg

Phat hién dinh tinh HBeAg trong mau huyét thanh, huyét
tuong ngudi. B nhay: 95,5%, Do dac hiéu: 98,6%. Su
dung cac miu md mau, ly giai mau, vang da khong anh

huong dén két qua xét nghiém. Khong ¢ phan tng chéo

v6i cac mau chtra yéu té dang thap, chira khang thé khang
HIV, HCV va phu nit mang thai.

Test

12

Test nhanh chén doan
Heroin/Morphine

Phat hién dinh tinh nhanh morphm oplate va cac chat
chuyén hoa ciia ching trong mau nude tiéu ngudi & ndng
do gia tri cut-off 1a 300 ng/ml. BJ nhay: 100%, Do dic
hiéu: 100%.

Test
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13

Test nhanh chin doan HIV

Do nhay 100%, d6 dac hidu >99,75%, Cho két qua
nhanh trong vong 15 phiit, D6 on dinh ctia két qua xét
nghiém t6i 60 phut, khong can sir dung thém bat ky dung
dich dich dém(chase) cho mau mau huyét thanh, huyét
tuong, Tiéu chudn NSX EN ISO 13485- 2012.

- Ham lugng chinh: Antibody, anti HIV-1, Antibody,Anti
HIV-2, Antigen (pGO9-CKS/XL-1) HIV-1 Group O,
Antigen,(PjC100)HIV-2, Antigen,(pOM10/PV361) HIV-
1, Antigen, (pTB319/XL-1)HIV-1, HIV-1 Peptide
Antigen, HIV-2 peptide Antigen.

Test

14

Test nhanh chin doan HIV

Thanh phan hoat chat:
Vung cdng hop: HIV Recombinant antigen Env36, HIV-2
antigen gp 36
vach két qua: HIV gp 41 Antigen; Recombinant HIV-2
antigen gp 36
Vach chirng: Streptavidin-Rabbit IgG
Mau phim: mau toan phan/ huyét thanh/ huyét twong
Thoi gian doc két qua:trong vong 15 phut
Do nhay tuong quan: 99,9%
Do dac hiéu twong quan: 99,6%
Do chinh xéac twong quan: 99,8%

Test

15

Test nhanh chin doan HIV

Mu bénh pham: Huyét thanh; Huyét twong; Mau toan
phan
Cong hop vang HIV-Ag tai t6 hop; Anti-Human IgG-
FcMCADb; Anti-HIV McAb

Test

16

Test nhanh chan doan HIV thé hé 3

Phat hién va phan biét cac khang thé (IgG, IgM, IgA) dic
hiéu véi virus HIV-1 gdom type phu O va HIV-2 trong
mAu huyét thanh, huyét tuong va méau toan phan. Do
nhay: 100%; Do dac hi¢u: 99.8%.

Puogc danh gia béi WHO, USAID, dugc ban hanh trong
Huéng dan Quan Ly, Piéu tri va chdam séc HIV/AIDS ctia
BYT nam 2015.

Khong c6 phan tmg chéo vdi cic mau tham tach méu,
mau rdi loan déng mau, miu chira yéu t6 dang thip, mau
dwong tinh véi khang thé khang HCV va miu méu phu ni
mang thai.

Test

17

Test nhanh chan doan phat hién IgM
khéng Enterovirus 71

Phat hién khang thé IgM khang Enterovirus 71 1a mot
trong cac nguyén nhan gy bénh chan-tay-miéng. Thé tich
mAu st dung: 5pul huyét thanh hodc huyét twong; Do nhay:

98.1%, Do dac hiéu: 99.1% so véi RT-PCR.

Test

18

Test nhanh chan doan sdt rét chung
P.f/lP.v

Phat hién phan biét khang nguyén P.f va P.v trong mau
méu toan phan (thé tich miu mau 5p). D6 nhay: 99.7%
(P.), 95.5% (P.v). Do ddc hiéu: 99.5%. . Pugc WHO
danh gia va nam trong danh sich WHO Pre-Qualified.
Do nhay phat hién Pf v6i ndng do >50 ky sinh tring/l 1a
100%. Do nhay phat hién Pv véi néng d6 >50 ky sinh
trang/ul 16n hon 98%. Thoi gian doc két qua: 15 phit (i
da 1a 30 phut sau khi nho dung méi)

Test
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19

Test nhanh chan doan sdt xuat huyét

Phat hién va phan biét khang thé IgG va IgM khang céc
type virus Dengue 1,2,3 va 4. Str dung mau huyét thanh
hodc huyét twrong. Khong ¢ phan tmg chéo véi nhoém
Flavivirus khac va nhitng bénh do mudi truyén. Do nhay
91,2%, Do dac hi¢u 90% (so voi xét nghi¢m uc ché
ngung két hong cau). Thé tich mau sir dung: 5pl; Cac mau
c6 ly giai mau, cac mau co chira yéu t6 thap khép, mo
méu, chig hoang dan khong anh huong dén két qua xét
nghiém. Kit thir 6n dinh it nhat 4 tuan khi dé & nhiét 4o
55+1°C

Test

20

Test nhanh chan doan sét xuit huyét
Dengue NS1

Phét hién khang nguyén virus Dengue NS1 trong mau
huyét thanh, huyét tuong va mau toan phan ngudi.
Khang nguyén Dengue NS1 ¢6 thé dugc phat hién 1 ngay
sau sot
Do nhay: 92.4%, D¢ dac hi¢u: 98.4% so v6i RT-PCR.
Thé tich mau sir dung: 100pl; Cac mau c6 ly giai mau,
céc mau c6 chira yéu tb thap khép, md mau, chimg hoang
dan khong anh huong dén két qua xét nghiém. Kit thir on
dinh it nhét 4 tuan khi dé & nhiét do 55+1°C.

Test

21

Test nhanh chén do4n thai sém

Phat hién dinh tinh HCG trong nudc tiéu. Poc két qua sau
3 phut (nudc tiéu). Gigi han phat hién 25mlU/ml. Do
nhay: 100%. D6 déc hi¢u: 100% ; Khong phan Gng chéo
v6i 200 mIU/ml hLH, 1000 mIU/ml hFSH va 1000
pIU/ml hTSH

Test

22

Test nhanh chan doan ung thu gan

Phat hién dinh tinh AFP (Alpha-fetoprotein) trong huyét

thanh, huyét tuong nguoi. Bo nhay: 100%. D¢ dac hicu:

100%; d6 chinh xac 100%, gidi han phat hién 20ng/ml;
pham vi xét nghiém 20ng/ml dén 300ug/ml.

Test

23

Test nhanh chan doan viém da day

Phat hién tit ca cac type khang thé (IgG, IgM, IgA...)
khang H.Pylori trong mau huyét thanh, huyét tuong
nguoi. Thé tich mau st dung 1a 10 pl. Do nhay 95,9%;
Do dic hidu 89,6%. Doc két qua sau 10 phut. Kit thir én
dinh it nhit 4 tudn khi dé & nhiét do 55+1°C. Cong hop
vang khang nguyén H.Pylori-keo vang: 1+0.2ug

Test

24

Test nhanh chan doan viém gan B

Thanh phan hoat chat:
vung cong hop: IgG chudt khang HBsA B-59
vach két qua: IgG chudt khang HBsAg B-15
vach chimg: IgG tho gin Sterptavidin
Mau pham: Huyét thanh/ Huyét twong
Thoi gian doc két qua: Trong vong 15 phiit
Do nhay 99%; D¢ dac hiéu: 99,1%

Test

25

Test nhanh chan doan viém gan B

Phat hién dinh tinh khdng nguyén HBsAg trong mau
huyét thanh, huyét twong nguoi. Do nhay: 96,2-100%, Do
dic hiéu: 97,9-100%. Gi6i han phat hién Ing/ml. Cac mau

ly gidi mau, mau m& mau, vang da khong anh huong dén
két qua xét nghiém. Khong ¢ phan g chéo véi cac mau
chira yéu t6 dang thép, chira khang thé khang HCV, khang
thé khang HIV va phu nit mang thai. Kit thir 6n dinh it
nhét 4 tudn khi dé ¢ nhiét do 55+1°C.

Test

26

Test nhanh chén doan viém gan B

Do nhay tuong ddi: 98.68 %, d6 dic hiéu twong ddi: 99.8
%.
Gi6i han phat hién: 2.0ng/ml

Test
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27

Test nhanh chan doén viém gan B

Phat hién khang thé khang HBsAg trong mau huyét thanh,
huyét tuong ngudi. Do nhay: 91.7%; Do dic hiéu: 98.9%.
Gidi han phat hién 30mIU/ml. Khong c6 phan ung chéo
v6i cac mau duong tinh véi HBsAg, Anti HCV, Anti
HBc, Anti HBe, phu nit mang thai. Cac mau chira yéu t6
ly giai mau, lipid méu va nong d¢ bilirulin cao khong anh
huong dén KQ.

Test

28

Test nhanh chan doén viém gan B

D6 nhay > 95,16% , d6 dic hiéu > 99,95%, Cho két qua
nhanh trong vong 15 phiit, Do 6n dinh cta két qua xét
nghiém t6i 24 gio; khong can sir dung thém bat ky dung
dich dich dém(chase) cho mau mau huyét thanh, huyét
tuong, Tiéu chuan nsx EN ISO 13485- 2012.

- Hoat chat chinh: Anti-HBsAg Ig(H35) Antibody; Anti-
HBsAg 1gG( H35) Antibody; Anti-HBsAg IgM Antibody
Mixture

Test

29

Test nhanh chan doan viém gan B

Mau bénh pham: Huyét twong; Huyét thanh
Ving cong hop: Khang thé chudt khang HBsAg(B7009);
Vach két qua:Khang thé chudt khang HBsAg(B7008);
Vach chimg:Khang thé dé khang IgG chudt
TCCL: FDA,; ISO; GMP

Test

30

Test nhanh chan doan viém gan C

Phat hién khang thé diac hiéu khang HCV sir dung mau
huyét thanh, huyét tuong.
St dung khang nguyén HCV tai td hop: protein 13i, NS3,

NS4, NS5

Thé tich mau st dung 1a 10ul; B nhay: 100%, B¢ dac

hiéu: 99.4%. Mang nitrocellulose: 25+5 x 4.5+0.9mm;

Kits xét nghiém 6n dinh it nhat 4 tuan khi dé & nhiét do
55+1°C

Test

31

Test nhanh chan doan viém gan C

Test thir nhanh phat hién khang thé virus viém gan C
Mau bénh pham: Huyét thanh; Huyét tuong
Ving cong hop: Khang nguyén HCV tai t6 hop & IgG tho;
Vach két qua:Khang nguyén HCV tai to hop;
Vach chig: Khang thé dé khang IgG tho
TCCL: FDA,; I1SO; GMP

Test

32

Test nhanh chin doan viém gan C

Thanh phan hoat chat:
Vung cong hgp: Protein A
vach két qua: khang thé HCV
Vach chiing: khang thé ga khang Protein A
Mau phim: huyét thanh/ huyét twong
Doc két qua trong vong 10 phat
Do nhay twong quan: 99,53%
Do dac hi¢u twong quan: 99,64%
Do chinh xac tuong quan: 99,75%

Test

33

Test nhanh chin doan viém gan C

Do nhay tuong ddi: 100%, d6 dic hidu twong ddi: 99 %.
Gi6i han phat hién: 2.0 s/CO

Test
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34

Test nhanh chan doén viém gan C thé
h¢ 3

Phat hién khang thé dic hiéu khang HCV sur dung mau
huyét thanh, huyét twong, mau toan phan nguoi.
St dung khang nguyén HCV tai to hop: protein 18i, NS3,
NS4, NS5
Thé tich mau sir dung 1 10pl; D nhay: 100%, Do dic
hi¢u: 99.4%.
Pugc danh gia boi WHO nam 2016 va nam trong danh
sach WHO Pre-Qualified.

Test

35

Test nhanh phat hién khang thé viém
loét da day ching H.Pylori

Thanh phan hoat chat:
Vung cong hop: khang nguyén H.pylori dac hi¢u
vach két qua: IgG chudt khang nguoi
vach chiing: Streotavidin-IgG tho
Mau phim: M4u toan phan/Huyét thanh/Huyét twong
Doc két qua trong vong 15 phit
Do nhay: 93%; D6 dac hiéu: 89,2%; D9 chinh xac: 90,7%
40 khay thtr trong thi riéng/hdp
40 6ng nho mau; 2 lo dung dich dém 3ml

Test

36

Test thir chat gdy nghién

Test thir cht gay nghién 4 chan Multi 4- Panel Drug Test

Test

37

Test thir dwdng huyét

Que thir dudng huyét twong thich cho may do duong
huyét Accucheck hoic twong duong

Test

38

Test thir dwdng huyét

Que thir dudng huyét sir dung cho may do duong huyét
CareSens N hodc twong duong

Test

39

Test thir dwdng huyét

Tuong thich véi may duong huyét GM-500 hodc tuong
duong

Test

40

Test thir dwdng huyét

Str dung cho may thir dwdng huyét OneTouch Ultra hoic
tuong duong

Test

4

Test thir dwdng huyét

St dung cho may thir dwdng huyét OneTouch Verio
Hospital hodc tuwong duong

Test

42

Test thir dwdng huyét

St dung cho may thir dudong huyét GE 200
Que do thiét ké dang ndm ngang, diém 1y méu riéng tich
biét vi tri tay cam que.
Dién cyc bang vang (GOLD) ning cao d9 tiép xtic voi
cuc cua may, lam giam thiéu sai sd.

Do chinh xac 99%. Chi do duong Glucose ma khong bi
anh huong boi cac duong khac nhu Maltose, Xylose,
Galactose, Lactose. May tu dong tit nguon sau 2 phut.
Man hinh hién thi: LCD. MAu méu do: C6 thé do céc loai
mau bao g@)m mau mao mach, Mau tinh mach, Mau dong
mach, mau so sinh.

HCT: Trong dai 10-70 %.

Khdi lugng mau tdi thiéu: 0,75 uL. Dai do: Trong
khoang 10-600 mg/dL (0,6 — 33,3 mmol/L). Thoi gian do:
5 giay. Nhiét d¢ hoat dong: Trong dai 10 - 40°C . Bo 4m
hoat dong: Trong dai 10 - 90 %

Test

Page 6



STT

Tén hang héa

Pic tinh, thong s6 ky thuat

Pon vi
tinh

Ghi chu

43

Test thir HIV 1/2Ag/Ab

- Phat hién duoc ca khang nguyén P24 cua HIV 1; khang
thé HIV 1 va khang thé HIV 2
Do nhay 100% , do dac hiéu > 99,72%, Cho két qua
nhanh trong vong 20 phit, Do 6n dinh cta két qua xét
nghiém t&i 40 phut, khong can sir dung thém bat ky dung
dich dich dém (chase) cho mau mau huyét thanh, huyét
tuong, Tiéu chuan nsx chau Au EN ISO 13485- 2012.
- Hoat chét chinh: pTB319 antigen, pGO11 Antigen,gp41
antigen RA43,gp36 antigen RA43,gp36 antigen RA31,
subtype-O antigen RA22,p24 antibody (SD), p24
antibody 2al12-2, p24 antibody 2a12-2,p24 antibody
99961.

Test

44

Test thir thai HCG

Thanh phan hoat chat:
Vung cong hop: IgG chudt khang hCG beta-7 va IgG tho
Vach két qua: IgG dé khang hCG alpha
Vach chung: IgG dé khang thd
Mau pham: Nudc tiéu
Ngudng phat hién:25 mlU/mL
Thoi gian doc két qua: 1 — 3 phut
Do nhay: 100%; Do dac hi¢u:100%; P9 chinh xac:100%
50 test + 50 coc nghiém 20ml

Test

45

Yéu té tim RH trong mau

> 10ml/bd. Transclone Anti-RH1
- Khang thé don dong Anti D (dong P3X61)
- Tiéu chuan chat luong: ISO, CE, GMP
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