SOY TETINHBACKAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE H.CHQ MO Poc lap - Tw do - Hanh phic

S6:1785 [TTYT-TM Cho Myi, ngay 02 thang 10 nam 2024

THU MOI BAO GIA
Héa chat, vat tw xét nghiém phuc vu hoat cdng tac kham, chira bénh trong
18 thang tai Trung tim Y té huyén Chg Méi

Kinh gtri: Cac don vi, doanh nghiép kinh doanh, cac hdng san xuat, nha cung cap
trang thiét b y té tai Viét Nam

Trung tdm Y té huyén Cho M&i ¢6 nhu cau tiép nhan bao gia dé tham khao,
xay dung gia goi thau, 1am co s to chire lya chon nha thau cho géi thau: “Hoda chat,
vt tur xét nghiém phuc vu cdng tac kham chita bénh trong 18 thang tai Trung tam Y té
huyén Cho M6i” v&i noi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bao gia
1. Pon vi yéu cau bao gia: Trung tam Y té huyén Cho Méi.
2. Thong tin lién hé ctia nguoi chiu trach nhiém tiép nhan bao gia: Hoang Thi

Quyét, Pho truong Khoa xét nghiém - Chan doan hinh anh & tham do chirc ning;
DT: 0383788235;

3. Cach thirc tiép nhan bao gia: Nhan truc tiép hodc theo thu bao dam qua buu
dién, guri veé dig chi: Khoa xét nghjém - Chﬁl:l doégn hinh anh & tham do churc ne'mg,
Trung tam Y t€ huyén Chg Moi, t6 11, thi tran Pong Tam huyén Chg Mdi tinh Bac
Kan.

4. Thoi han tiép nhan bao gia: Tir 08h00 ngay 02 thang 10 nim 2024 dén
truede 17h00 ngay 15 thang 10 nam 2024.

Céc bao gid nhan dugc sau thoi diém néu trén s€ khong dugc xem xét.

5. Thoi han c6 hiéu luc cua bao gia: T6i thiéu 120 ngay, ké tir ngay 15 thang
10 nam 2024.

I1. N§i dung yéu cau béo gia

1. Danh muc héa chat, vat tw xét nghiém: Danh muc chi tiét kém theo phu
luc 01.

2. Pia diém cung cdp hang héa: Tai Trung tdm Y té huyén Chg Méi



3. Thoi gian giao hang duw kién: Phi hop véi ké hoach lya chon nha thau va
thoi gian to chic lya chon nha thau.
4. Cac thong tin khac:

- B4o gia cua c4c nha thau phai bao gom chao day du cac loai: Thué, phi, I¢
phi, chi phi van chuyén, chi phi dao tao, bao hanh, bao tri san pham.

- B4o gia theo dung mau mau béo tai Phy luc 02 kém theo

V6i noi dung trén, Trung tam Y té huyén Chg Méi, dé nghi cac hang sin xuat,
nha cung cap tai Viét Nam, gui bao gia vé phong Ké hoach - Nghiép vu theo céc
noi dung néu trén,

Tran trong thong béo!
Noi nhan: KT; GIA,M DQC
Guri ban dién tir, ban gidy: RHO GIAM POC
- Ban Giam déc; \
- Phong KHNV.
- Cong TTOT don vi (dang tai);
- Luu: VT, XN-CDHA&TDCN.

Mguyén Thi Dai



Phu luc 2: Phu luc 2: MAU BAO GIA
( Kém theo thu moi sé  : [TM-TTYT ngay thang 10 ndm 2024 cuia Trung tdm Y té huyén Cho Méi)
BAO GIA
I. Kinh giri: Trung tdm Y té huyén Cho Méi
Trén co sO Yéu cau thu moi s6  /TM-TTYT ngay caa Trung tm Y té huyén Cho M&i, ching ti.../ghi tén,
dia chi cia hdng san xudt, nha cung cdp; trwong hep nhiéu hang sdn xudt, nha cung cap cung tham gia trong mét bao
gia (goi chung 1a lién danh) thi ghi rd ho én, dia chi ciia cac thanh vién lién danh]bao gia cho cac thiét bi y té nhu sau:

1. B4o gié cho cac hoé chat, vat tu xét nghiém va dich vu lién quan

Giay Chi phi P
2 g ; ) Thué, phi,
Ky, ma, . P phép hru bon chocéc | . ' >
Danh | nhan higu, |ThONG SO ) _ : hanh/gi S6 i | dichvy | 1¢Phi(méu | Thanh sch | Ponvi
A g g 1 U . Quy cach -
sT7) o model, ky thuat L) INEFORELY 2 y phép lwong/khdi 8) lien c6)(10) tian(11) tinh
oA . - . *% X I3 °
thlit( ;); RAntian Hs(@) xut®) xix(6) nhap i VAT quan®) (VND) (VND)
yte xuét(3) khau (VND)
Phan I;
1 Han
g
hoa
a
2 Han
g
hoa
b




2. B0 gia nay co hiéu luc trong vong: .... ngdy, ké tir ngay ... thang ... nam ... [ghi cu thé s¢
ngay nhung khéng nhé hon 90 ngay], ké tir ngay ... thang... nam...[ghi ngay....thdng...ndm... két thlc
nhdn bao gia phu hep vai thong tin tai khoan 4 Muc | — Thur mot].

Chuing tdi cam két:

- Khong dang trong qua trinh thuc hién tha tuc giai thé hoac bi thu hoi Giay chiing nhan dang ky
doanh nghiép hoic Gidy ching nhan dang ky ho kinh doanh hoic cac tai liéu twong dwong khac; khong
thudc truong hop mat kha ning thanh toan theo quy dinh cta phap luat vé doanh nghiép.

- Gia tri ctia cac thiét bi y té néu trong bao gié 1a ph hop, khéng vi pham quy dinh cta phép luat
vé canh tranh, ban pha gia.

- Nhitng thong tin néu trong bao gia la trung thuc.

.....ngay....thang....nam.....
I1. Pai dién hop phap ciia hdng san xuit, nha cung cap(12)
(Ky tén, dong dau (néu co)







(Kém theo yéu cau béo gia sé

Phu luc 1: DANH MUC BAO GIA
[TTYT-TM ngay

110/2024 ciia TTYT huyén Cho Mai)

. S6
. £ Quy cach
Danh muc héa chat, o £~ A ‘e A L. lwong/
STT thiét bi y t6 Théng so ky thuat Don vi tinh déng goi ( Khéi
tuwong dwong)
lwong
PHAN I: HOA CHAT, VAT TU XET NGHIEM MAY HUYET HQC CELLTAC - G
Héa chét pha lodng ding D1'11'1gAlan'1. chzit p"ha 10ar‘1g.ch0Amay p‘h.én tlfth hu}iet h(:)c Tran%
1 cho may phan tich huyét thai vat li: chat 10ng Mau: khong Mui: khong Dg pH.' 7.35 dén Can 18Lit/ Can 36
h 7.55 Tinh tan: tan trong nuée Thanh phan: Natri clorid, Sulfate.
oc Dat tiéu chuén ISO: 13485
Hoa chit ly giai hong Dung lam 'chét ly giai cho may phén tich huyét hoc Trang thai
5 cau dung cho méay phan | vat ly: Chat 1ong Mau: khong Mui: nhe D¢ pH: 7.0 dén 7.6 Tinh Can 250ml/ Can 6
tich huyét hoc dé do tan: tan trong nudc Thanh phén: Chat hoat dong bé médt mang
Hemoglobin dién tich duong: Dat tiéu chuan ISO: 13485
) Dung lam chét rira cho may phan tich huyét hoc Trang thai vat
3 Hoa chat rira dung cho ly: chat 1ong Mau: xanh duong Mui: nhe D6 pH: 8.0 dén 8.6 Can JLit/ Can 4
mdy phan tich huyét hoc | Tinh tan: tan trong nu6e Thanh phan: ethylene glycol
monophenyl ether: Pat tiéu chuan ISO: 13485
Hoa chit rira ding cho D'l.lng’:latr} chat I"w‘i cho may pha}n tich huyfat h(:)'c. Tra'ng thal vt
4 méy phén tich huyét hoc ly: chat long Mau: vang hodc vang-xanh 14 Mui: khé chiu (cl(_)) Bo 3 x 15mL/ Bo 4
loai dam dac Do pH: 10 dén 13 Tinh tan: tan trong nuéc Thanh phan: Natri i i
T hypoclorit: Pat tiéu chuan ISO: 13485
Hoa chét ly gidi hong Dung lam Vchét ly giai cho may phan tich huyét hoc Trang thai
5 cau dung cho may phan | vat Iy: Chat 1éng Mau: khong Mui: khong Do pH: 8.0 dén 8.6 can 250ml/ Can 6
tich huyét hoc dé bach Tinh tan: tan trong nuéc Thanh phan: Chat hoat dong bé mét
phan bach cau mang dién tich am: Dat tiéu chuan ISO: 13485
) Dung dé kiém chuér} may phén tich hllyét hoc mirc thuong.
Hoa chat dung cho mdy | Trang thai vat li: chat 1ong Mau: d6 sam D9 pH: trung tinh Tinh
6 phan tich huyét hoc dung | tan: tan trong nuée Thanh phan: Hong cau nguoi, bach cau bi Lo 3mL/ Lo 7
dé noi kiém murc thuong | kich thich va tiéu cau cua dong vat c6 vi.: Dat tiéu chuan ISO:
13485
) Diing dé kién} chuén may phan tich huyét hoc mitc thép. Trang
Hoa chat dung cho mdy | thai vat li: chat long Mau: do sam D¢ pH: trung tinh Tinh tan:
7 phén tich huyét hoc dung | tan trong nudc Thanh phan: Hong cau nguoi, bach cau bi kich Lo 3mL/ Lo 7
dé néi kiém murc thap thich va tiéu cau cua dong vat c6 vi: Dat tiéu chuan ISO:
13485
) Dung dé kiérr} chuén may phén tich huyét hoc miic cao. Trang
Hoa chat dung cho mdy | thai vat li: chat long Mau: do sam D0 pH: trung tinh Tinh tan:
8 phan tich huyét hoc dung | tan trong nuéc Thanh phan: Hong cau ngudi, bach cau bi kich Lo 3mL/ Lo 7
dé noi kiém mirc cao thich va ti€u cau cua dong vat c6 vii; Dat tiéu chuan ISO:
13485
9 phan tich huyét hoc dé X ; p: /ngdy Lo 2mL/ Lo 2

hiéu chuan may

Thanh phén: Hong ciu nguoi, bach ciu bi kich thich va tiéu ciu
cua dong vat co vu.




PHAN II: HOA CHAT, VAT TU XET NGHIEM DUNG CHO MAY XET NGHIEM

HUYET HQC DREW 3

Hoa chét ding cho may
xét nghiém huyét hoc

Hoa chét dung cho may huyét hoc, bao gdbm dung dich pha lodng
dung dich ly giai va dung dich rra dat tiéu chuén ISO 13485: co
giay luu hanh trang thiét bi Y t€

Pack

Diluent:5000
mL, Cleaner:
750 ml,
lyse:125 ml
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PHAN III. HOA CHAT, VAT TU XET NGHIEM DINH NHOM MAU

Dinh nhém mau A

La cac thudc thir ¢6 sin dan xudt tir viéc nudi chy té bao chuot
lai. Anti-A khang thé don dong dan xudt tir té bao dong lai
(CCS) 500100 1,0ml. Hi¢u gia > 1:256. B¢ dac hi¢u 100%. Do
chinh xac 100%. Bao quan tir 2-8 do C. ISO 13485

Lo 10ml

Hop 1 x 10ml

Pinh nhém mau B

La cac thudc thir ¢6 sin dan xudt tir viéc nudi chy té bao chuot
lai. Anti-B khang thé don dong din xudt tir té bao dong lai
(CCS) B501100 1,0ml. ISO 13485

Lo 10ml

Hop 1 x 10ml

Pinh nhém mau AB

La cac thude thir ¢6 sin dan xuat tr viéc nudi céy té bao chudt
lai. Anti-AB khang thé don dong dan xuét tir té bao dong lai

(CCS) A-5E10; B-2D7 1,0ml. Hiéu gia > 1:256. Bg dac hiéu
100%. Do chinh xac 100%. Bao quan tir 2-8 d6 C. ISO 13485

Lo 10ml

Hop 1 x 10ml

Dinh nhém mau D

Khang thé don dong c6 din xuét tir té bao dong lai (CCS) Anti-
D BS225 1,0ml. Hiéu gia > 1:256. Do dic hiéu 100%. Do chinh
xac 100%. Bao quan tir 2-8 do C. ISO 13485

Lo 10ml

Hop 1 x 10ml

Dinh nhém mau AHG

Huyét thanh chén do4n Spectrum Anti-Human Globulin dé phat
hién in- vitro ctia 16p phu khang thé ¢ hong cau nguoi. Bg dac
hi¢u 100%. B$ chinh xac 100%. Bao quan tir 2-8 46 C. ISO
13485

Lo 10ml

Hop 1 x 10ml

PHAN IV. HOA CHAT, VAT TU XET NGHIEM DUNG CHO MAY SINH HOA TU PONG AU480

Hoa chét dung cho xét
nghi¢ém Cholesterol

Hoa chat ding cho xét nghiém dinh lugng Cholesterol mau
huyét thanh hodc huyét trong nguoi..Phuong phap: Cholesterol
oxidase/peroxidase; Dai do:4.2 - 1000 mg/dL (0.109 - 26
mmol/L). THANH PHAN A. Thudc thir. Bém Pipes 35 mmol/L,
natri cholat 0,5 mmol/L, phenol 28 mmol/L, cholesterol esterase
> 0,2 U/mL, cholesterol oxidase > 0,1 U/mL, peroxidase > 0,8
U/mL, 4-aminoantipyrin 0,5 mmol/L, pH 7,0. Dat tiéu chuin
1SO 13485

Hop

10x60mL

Hoa chét ding cho xét
nghi¢m Creatin Kinase
(CK)

Hoa chat dung cho xét nghiém dinh lugng Creatin Kinase (CK)
mau huyét thanh hogc huyét twong ngudi. -Phuong phap do
quang, IFCC. Dai do:1.92 - 1300 U/L. THANH PHAN A. Thubc
thtr: Imidazol 125 mmol/L, EDTA 2 mmol/L, magie acetat 12,5
mmol/L, D-glucose 25 mmol/L, N-acetyl cystein 25 mmol/L,
hexokinase 6000 U/L, NADP 2,4 mmol/L, pH 6,7.B. Thubc thir:
Creatine phosphat 250 mmol/L, ADP 15 mmol/L, AMP 25
mmol/L, P1, P5-di(adenosine-5'-)pentaphosphat, 102 umol/L,
glucose-6-phosphat dehydrogenase 8000 U/L. Dat tiéu chuan
1SO 13485

Hop

2x60ml+2x15
mL

Hoa chét diing cho xét
nghiém Creatinine

Hoa chét ding cho xét nghiém dinh luong Creatinine miu huyét
thanh, huyét tuong hodc nudce tiéu ngudi..Phuong phap: JAFFE
COMPENSATED;Dai d0:0.04-20 mg/dL.THANH PHAN A.
Thude thir: Natri hydroxid 0,4 mol/L, chét tdy rira.B. Thubc thir:
Acid picric 25 mmol/L. at tiéu chuén ISO 13485

Hop

5x60mI+5x60
mL

11




Hoa chat dung cho xét

Héa chétNdimg cho xét nghiém dinh luong C-Reactive Protein
(CRP) mau huyet thanh nguoi..Phuong phap: LATEX;Dai
do:1.9 - 150 mg/L.THANH PHAN A. Thuéc thtt — dang dung

4x60ml+4x15

4 nghiém C-Reactive dich, chira: Bém Glycin 0,1 mol/L, natri azid 0,95 g/L, pH 8,6. Hop mL 2
Protein (CRP) B. Thudc thir — dang hon dich, chira: hat latex duoc phu khang
thé khang CRP nguoi, natri azid 0,95 g/L. Pat tiéu chuan ISO
13485
Chit chuén cho xét nghiém dinh lugng CRP/CRP-hs.Dang bot
Chit chubn cho xé d6ng kho. THANH PHAN: Huyét thanh ngudi, chtra protein
5 N hiaétni Cu;r;,/ccﬁg_eﬁs phan ting C (CRP) ¢ ndng d6 phd hop cho qua trinh higu chuan Hop 1ximL 2
o xét nghiém CRP va CRP-hs.. Pat tiéu chuén 1SO 13485
Hoa chit duing cho xét nghiém dinh lwvong Hemoglobin A1C-
o . Direct mau méau ngudi. Dai do: 2 - 140 mmol/mol, phwong phap
Hoa chat ding cho Xét | 0. pIRECT THANH PHANA. Thuéc thir. H3n dich hat latex, . 1x60mI+1x12
6 nghi¢ém Hemoglobin . PO . P Hop I 10
ALC-Direct natri azid 0,95 g/L: pyH 8,0.B. Thudc thir. Khang the khang m
HbA1C ngudi, chat on dinh, pH 6,0. Pat tiéu chuan 1SO 13485
Chat kiém chang dung cho xét nghiém dinh lwgng Hemoglobin
Chét kiém chimg dung | A1¢ muc binh thuong.Dang bot dong khé, thanh phan: méau ly
; cho xét nghiém giai hdng cu tir nguoi. THANH PHANHemoglobin A1C Ho 1X0.5mL 4
Hemoglobin Alc mirc Control. méu ly giai hdng ciu (ngudi, dang déng kho). Pat tidu P '
binh thuong chuan ISO 13485
Chét kiém chimg ding Chit kiém ching dung cho xét nghiém dinh lugng Hemoglobin
& ié Alc mirc bénh ly.Dang bot dong kho, THANH PHAN
8 cho Xet.nghlf_:m ' u _‘? y.Dang bo c?ng 0 K 1 L Hop 1%0.5mL 4
Hemoglobin Alc murc Hemoglobin A1C Control. mau ly giai hong cau (nguoi, dang
bénh Iy déng kho).Dat tiéu chun 1SO 13485
Chat chuén duing cho xét nghiém dinh lrgng HbA1C Direct mau
mau ngudi.Dang bot déng kho, thanh phin: mau ngudi. THANH
Chét chuin dung cho xét PHANHbALC Direct Standards (4 1o bot dong kho) chira: mau N
9 | “nghiém HbAIC Direct | nguoi. Néng do HbAIC dugc ghi trén nhan. Thé tich sau hoan Hop ALevelx0.5mL 2
nguyén: 0,5 mL/lo. Pat tiéu chuin 1SO 13485
Hoa chét dung cho xét nghiém dinh lugng Glucose mAu huyét
thanh, huyét twong hodc dich ndo tiy nguoi..Phuong phap:
Héa chét dime cho xét Glucose oxidase/peroxidase; Dai do:3.6 - 500 mg/dL (0.199 -27.5
10 nohidm Gl%l cose mmol/L). THANH PHAN A. Thudc thir chita: Phosphat 100 Hop 10x60mL 9
ghe mmol/L, phenol 5 mmol/L, glucose oxidase > 10 U/mL,
peroxidase > 1 U/mL, 4-aminoantipyrin 0,4 mmol/L, pH 7,5. Dat
tiéu chuan ISO 13485
Thubc thir dung cho xét nghiém dinh luong HDL cholesterol
trong mAu huyét thanh hogc huyét twong nguoi. Dai do: 2.72-
o A A . 180 mg/dL (0,07 — 4,66 mmol/L). Phuong phap do quang.
11 nﬂll(;zrihéig}lens%eigf I:;SL "l:huf)c thir A chira: dém MES, polyme, 4-aminoantipyrin, chat Hé 4x60ml+4x20 6
ghie Direct tay rua, pH 6,5. Thuoc thir B chtra: d¢m MES, cholesterol oP mL
esterase, peroxidase, cholesterol oxidase, N-ethyl-N-(2-hydroxy-
3-sulfopropyl)-3-methylanilin (TOOS), chat tay rira, pH 5,5. Dat
tiéu chuan ISO 13485
Hoa chét dung cho xét nghiém dinh luong Tron Ferrozine Hoa
chat dung cho xét nghiém dinh lugng Iron-Ferrozine mau huyet
A A . thanh hogc huyét tuong ngudi.Phuong phap: Ferrozine;Dai
1p | Hoachatdingchoxét | 4 5 15 1000 no/dL (0.56 - 179 pmol/L). THANH PHAN A. Hop 4x60ml+4x15 2

nghiém Iron Ferrozine

Thudc thtr. Guanidin qlorid 1,0 mol/L, dung dich dém acetat 0,4
mol/L, pH 4,0.B. Thuoc thfr: Ferrozine 8 mmol/L, acid ascorbic
200 mmol/L. Pat tiéu chuan ISO 13485

mL
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Hoa chat dung cho xét
nghiém Ferritin

Hoéa chit duing cho xét nghiém dinh lwong Ferritin mau huyét
thanh nguoi. Dai do: 4-500 pg/L, phuong phap do:
LATEX.Thanh phn A. Thuéc thir — dang dung dich, chira: dém
glycin 170 mmol/L, natri clorid 100 mmol/L, natri azid 0,95 g/L,
pH 8,2.B. Thuéc thir — dang hdn dich, chira: hat latex phu khang
thé khéng ferritin ngudi, natri azid 0,95 g/L. Pat tiéu chuin ISO
13485

Hop

1x30mL+1x15
mL

14

Chét chuén cho xét
nghiém FERRITIN

Chit chuén cho xét nghiém dinh lugng FERRITIN.Dang bot
d6ng kho, chira huyét thanh ngudi. THANH PHANFerritin
Standard: Huyét thanh nguoi. Pat tiéu chudn ISO 13485

Hop

1x3mL

15

Hoa chét ding cho xét
nghiém Anti-Streptolysin
O (ASO)

Hoéa chét dung cho xét nghiém dinh lwong Anti-Streptolysin O
(ASO) mau huyét thanh nguoi.. Dai do: 14.3 - 800 1U/mL,
phuong phép do: LATEX. THANH PHANA. Thudc thir (1 lo x
40 mL), chira: dém Tris 20 mmol/L, natri clorid 150 mmol/L,
natri azid 0,95 g/L, pH 8,2. B. Thubc thtr (1 lo x 10 mL), chtra:
hén dich hat latex duoc phii streptolysin O, natri azid 0,95 g/L.
Pat tiéu chuan ISO 13485

Hop

1x40mL+1x10
mL

16

Chét chuén cho xét
nghiém ANTI-
STREPTOLYSIN O
(ASO)

Chit chuén cho xét nghiém dinh lurgng ANTI-STREPTOLYSIN
O (ASO).Dang bot dong kho, chira huyét thanh ngudi. THANH
PHANASO Standard: Huyét thanh nguoi. Pat tiéu chuén ISO
13485

Hop

1xImL

17

Hoa chét dung cho xét
nghiém Cholesterol LDL
Direct

Thude thir dung cho xét nghi€m dinh lugng LDL cholesterol
trong mau huyét thanh hozc huyét twong ngudi. Dai do: 1.54-
700 mg/dL (0,04-18,1 mmol/L). Phuong phép do quang. Thude
thir A: dém MES, cholesterol esterase, cholesterol oxidase, 4-
aminoantipyrin, peroxidase, chét tiy rira, chit bao quan, pH 6,6.
Thudc thir B: d&m MES, N-ethyl-N-(2hydroxy-3-sulfopropyl)-
3-methylanilin (TOOS), chat tiy rira, chat bao quan, pH 6,6. Pat
tiéu chuan ISO 13485

Hop

2x60mI+2x20
mL

12
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Hoa chit ding cho xét
nghiém Protein (Total)

Hoa chét dung cho xét nghiém dinh lugng Protein toan phan
mAu huyét thanh hogc huyét twong nguoi.. Dai do: 4.6 -150 g/L,
phuong phép do: Biuret. THANH PHANA. Thudc thir. Bng (II)
acetat 6 mmol/L, kali iod 12 mmol/L, natri hydroxid 1,15 mol/L,
chat tdy rira. S. Chét chuén Protein Standard. Albumin bd. Pat
tiéu chuan ISO 13485

Hop

1x250mL+1x5
mL

19

Hoa chét dung cho xét
nghiém Triglycerides

Hoéa chét dung cho xét nghiém dinh luong Triglycerides mau
huyét thanh hoic huyét trong ngudi.Phuong phap: Glycerol
phosphate oxidase/peroxidase;Dai d0:0.067 - 6.78

mmol/L. THANH PHAN A. Thubc thir chita: dém Pipes 45
mmol/L, magnesi acetat 5 mmol/L, 4-clorophenol 6 mmol/L,
lipase > 100 U/mL, glycerol kinase > 1,5 U/mL, glycerol-3-
phosphat oxidase > 4 U/mL, peroxidase > 0,8 U/mL, 4-
aminoantipyrin 0,75 mmol/L, ATP 0,9 mmol/L, pH 7,0. Dat tiéu
chudn ISO 13485

Hop

10x60mL
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Hoa chét ding cho xét
nghiém Urea-BUN UV

Héa chat dung cho xét nghiém dinh Iugng Urea-BUN UV mau
huyét thanh, huyét twong hodc nudc tiéu ngusi.. Phuong phap:
Urease / Glutamate dehydroganase;Ddi do:4.49 - 300
mg/dL.THANH PHANA. Thudc thir chtra: dém Tris 100
mmol/L; 2-oxoglutarat 5,6 mmol/L; urease > 140 U/mL;
glutamat dehydrogenase > 140 U/mL; ethylenglycol 220 g/L;
natri azid 9,5 g/L; pH 8,0.B. Thudc thir chira: NADH 1,5
mmol/L, natri azid 9,5 g/L. Pat tiéu chuén ISO 13485

Hop

8x60ml+8x15
mL
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Chiét chuén cho céc xét
nghi¢m sinh hoa thuong
quy c6 ngudn gdc tir
huyét thanh ngudi

Chat chuén cho céc xét nghiém sinh héa thudng quy cé ngudn
gbc tir huyét thanh ngudi.Dang bot dong kho, thanh phan: huyét
thanh nguoi. THANH PHAN Biochemistry Calibrator (Human)
chira: Bot dong kho dugc san xuat tir huyét thanh nguoi (hoan
nguyén véi 5 mL nudc). Pat tiéu chuén ISO 13485

Hop

5x5mL




Chét kiém chimg cho cac
xét nghiém sinh hoa

Chét kiém ching cho céc xét nghiém sinh hoa thuong quy cé
ngudn gdc tir huyét thanh ngudi mirc 1.Dang bot dong kho,

22 | thudng quy c6 ngudn géc | thanh phan: huyét thanh ngusi. THANH PHANBiochemistry Hop 5x5mL
tir huyét thanh nguoi Control Serum chira: Bot dong khé dugc san xuit tir huyét thanh
mic 1 nguoi (hodn nguyén véi 5 mL nudc).Pat tiéu chuén ISO 13485
Chét kiém chimg cho céc ChfiF kié[n ching cho cac xét nghiém sinh hoa thuong quy co
xét nghiém sinh héa ngudn goc tir huyét thanh ngudi mic 2.Dang bot dong kho,
23 | thuong quy c6 ngudn gbc | thanh phan: huyét thanh ngusi. THANH PHANBIochemistry Hop 5x5mL
tir huyét thanh ngudi Control Serum chira: Bot dong khé dugc san xuit tir huyét thanh
murc 2 ngudi (hoan nguyén véi 5 mL nudc). Dat tidu chun ISO 13485
Dung dich rira hé théng may sinh hoa.Dung dich rtra hé théng
Ak may sinh hoa; Thanh phan: Baypur CX 100; Sodium Hydroxide
24 | Dunedich o he thong | 1 206, Genapol X080 1 - 296; Sulfonic acids, C14-17-sec- Can 1x8lit
Y alkane, mudi natri 1 - 5%. Chat v¢ sinh c6 dac. Pat tiéu chuan
1SO 13485
Chat kiém ching dung cho xét nghiém Rheumatoid mirc 1.Dang
Chét kiém chimg dung bot déng kho, chira huyét thanh nguoi, THANH
25 cho xét nghiém PHANRheumatoid Control Serum chta: huyét thanh nguoi déng Hop 3x1mL
Rheumatoid murc 1 kho (thé tich sau hoan nguyén: 1 mL).Pat tiéu chuin 1SO 13485
Chat kiém ching duing cho xét nghiém Rheumatoid mirc 2.Dang
Chét kiém chimg dung bot dong khé, chira huyét thanh ngudi, THANH
26 cho xét nghiém PHANRheumatoid Control Serum chta: huyét thanh ngudi déng Hop 3x1mL
Rheumatoid mirc 2 kho (thé tich sau hoan nguyén: 1 mL).Pat tiéu chuin 1SO 13485
Chét chun huyé ¢ thanh Cl}e}t h}?u chkuan n}uc cao sir dung gho xét nghl@m dinh lugng
27 mitc cao cho xét nehiém (gian tiép) nong do natri (Na+), kali (K+) va clorua (Cl-) trong Ho 4x100ml
dién eidi g huyét thanh, huy€t twong; Thanh phéan: Na+ 160 mmol/L; K+ 6 P
one mmol/L; Cl- 120 mmol/L. Pat tiéu chuan ISO 13485
Chét chuan huyé ¢ thanh Chat h1¢1_1,ch1_1:c'1n mkrc thaAp duqc stir dung c_ho xét n\ghl@m dinh
28 | mitc thip cho xét nghigm | [19ng (gidn tiep) nong dd natri (Nat), kali (K+) va clorua (CI-) Hop 4x100m|
dicn oidi ; trong huyét thanh, huyét twong; Thanh phan: Na+ 130 mmol/L; ;
on g K+ 3,5 mmol/L; Cl- 85 mmol/L. Dat tiéu chuan ISO 13485
Hoa chit dién eidi cho Hoa chat dién giai cho diénr cuc Fham chiéu su dung cho xét
29 dien cue tha rr%chi éu nghiém dinh luong (gidn ti€p) nong do Na+, K+ va Cl-; Thanh Hoép 4x1000ml
N phan: Kali clorua 1 mol/L. Pat tiéu chuan ISO 13485
o Chat higu chuan mic trung binh sir dung cho xét nghiém dinh
Chat chuan dién giai luong (gién ti€p) nong d6 Na+, K+ va Cl-; Thanh phan: Na+ 4,3 R
30 mic gitta mmol/L; K+ 0,13 mmol/L; Cl- 3,1 mmol/L. Pat tiéu chugn ISO Hop 4x2000ml
13485
Dung dich dém st dung cho xét nghiém dinh lugng (gian tiép)
31 Dung dich dém ISE nong do Na+, K+ va Cl-; Thanh phan: Triethanolamine 0,1 Hop 4x2000ml
mol/L. Pat tiéu chuan ISO 13485
o Dung dich rira; Thanh phan: Sodium Hypochlorite 5 - 10%; Chat .
32 Dung dich ria vé sinh c6 dic. Dat tiéu chuan 1SO 13485 Binh 450mi
Hoa chat ding cho xét nghiém dinh lugng Uric Acid mu huyét
thanh, huy€t twong hodic nuéc tiéu nguoi..Phuong phép: Uricase
Hoa chit dine cho xét / peroxidase;Dai do:18.5 - 1487 pmol/L.THANH PHANA.
33 g Thudc thir: Phosphat 100 mmol/L, chat tay rira 1,5 Hop 10x60mL

nghiém Uric Acid

g/L,diclorophenolsulfonat 4 mmol/L, uricase > 0,12 U/mL,
ascorbat oxidase > 5 U/mL, peroxidase > 1 U/mL, 4-
aminoantipyrin 0,5 mmol/L, pH 7,8. Dat tiéu chuan ISO 13485




Hoa chét dung cho x¢t nghiém dinh luong Albumin méu huyét
thanh, huyét twong nguoi. Dai do: 1.1 - 70 g/L, phuong phap do:

34 Hoéa chét ding cho xét Bromocresol green. THANH PHAN A. Thubc thir, chira: Dém Ho 1x250mL+1x5
nghiém Albumin Acetat 100 mmol/L, xanh bromocresol 0,27 mmol/L, chat tay °p mL
rira, pH 4,1.S. Albumin Standard (Chit chuan). Albumin bo. Pat
tiéu chuan ISO 13485
Hoa chat dung cho xét nghiém dinh lugng Ethanol mau huyét
thanh, huyét tuong va nudc tidu ngudi.. Dai do: 8.11 mg/dL -
300 mg/dL, phuong phap do: ALCOHOL
35 Hoa chit ding cho xét | DEHYDROGENASE. Thuéc thir A (2 x 20 mL): Dém PIPES 6 2x20ml+2x7m
nghiém Ethanol 100 mmol/L, chat bao quéan, pH 7,9.Thudc thtr B (2 x 7 mL): °p L
Pém PIPES 50 mmol/L, NAD 15 mmol/L, alcohol
dehydrogenase (ADH) > 18 KU/L, chét bao quan, pH 6,2. Pat
tiéu chuan ISO 13485
Hoa chat kiém chimg Hda chét kiém chudn muc 1 cho cac xét nghiém dinh lugng
36 mite 1 cho xétnghiém | Ammonia, Ethanol va C02..Dang dung dich, thanh phan: dung Hop 3x5mL
Ammonia, Ethanol va . . . . . i ’
COo2 d;c}{ dém, chira: amoniac, ethanol, natri hydrocarbonat. Pat tiéu
chuan ISO 13485
Hoa chit kiém chimg Hoa chat kiém chuén muc 2 cho cac xét nghiém dinh luong
37 murc 2 cho xét nghiém Ammonia, Ethanol va CO2..Dang dung dich, thanh phén: dung Hé 3x5mL
Ammonia, Ethanol va dich dém, chira: amoniac, ethanol, natri hydrocarbonat. Pat tiéu oP
Co2 chuan ISO 13485
. Ao1a 2 Hoa chit hiéu chudn cho cac xét nghiém dinh lvong Ammonia,
Hoa chat hiéu chuan cho N . R AL s oan
) o . Ethanol va CO2..Dang dung dich, thanh phan: dung dich dém, A~
38 xét nghiém Ammonia, A . . A Hop 2x5mL
Ethanol va CO2 chra: dém amoniac, ethanol, natri hydrocarbonat. Dat tiéu
chuan ISO 13485
Hoa chét dung cho xét nghiém dinh luong Alanine
Aminotransferase (ALT/GPT) mau huyét thanh hogc huyét
Hoa chét dung cho xét tuong nguoi..Phuong phap do quang, IFCC. Dai do:8.5 - 500
39 nghiém Alanine U/L.THANH PHAN A. Thudc thir: Bém Tris 150 mmol/L, L- o 8x60ml+8x15
Aminotransferase alanin 750 mmol/L, lactat dehydrogenase > 1350 U/L, pH 7,3. P mL
(ALT/GPT) B. Thubc thir: NADH 1,9 mmol/L, 2-oxoglutarat 75 mmol/L,
natri hydroxid 148 mmol/L, natri azid 9,5 g/L. Pat tiéu chuan
1SO 13485
Hoéa chét,dfmg cho xét nghiém dinh luong a-Amylase Direct
. £ 1a . mau huyet thanh, huyét twong hodc nudc tiéu nguoi..Phuong
20 szgi}é?; ?Z%n ‘;};gszet phap: Direct substrate; Dai do:4.5 - 1300 U/L.THANH PHAN A. Hop 8x20mL
" Direct Thudc thir chira: d&m MES 50 mmol/L, canxi clorid 5 mmol/L, ;
natri clorid 300 mmol/L, natri thiocyanat 450 mmol/L, CNP-G3
2,25 mmol/L, pH 6,1. Pat tiéu chun ISO 13485
Hoa chét ding cho xét nghiém dinh lugng Aspartate
Aminotransferase (AST/GOT) mau huyét thanh hozc huyét
Hoa chét ding cho xét twong nguoi.Phuwong phap do quang, IFCC. Dai do:7.15 - 500
M nghiém Aspartate U/L.THANH PHAN A. Thudc thir: Bém Tris 121 mmol/L, L- Ho 8x60ml+8x15
Aminotransferase aspartat 362 mmol/L, malat dehydrogenase > 460 U/L, lactat P mL
(AST/GOT) dehydrogenase > 660 U/L, pH 7,8B. Thudc thir : NADH 1,9
mmol/L, 2-oxoglutarat 75 mmol/L, natri hydroxid 148 mmol/L,
natri azid 9,5 g/L. Pat tiéu chuén ISO 13485
Hoa chét dung cho xét nghiém dinh lugng Calcium Arsenazo
Hoa chét diing cho xét mau huyét thanh, huyét twong hogc nuée tiéu nguoi.. Phuong
42 nghi¢ém Calcium phép: Arsenazo I1I;Dai do:0.105 - 4.5 mmol/L. THANH PHAN Hop 10x60mL

Arsenazo

A. Thube thqf. Arsenazo III 0,2 mmol/L, imidazol 75 mmol/L.
Pat tiéu chuan ISO 13485




Hoa chét ding cho xét

Hoa chét dung cho xét nghiém dinh lugng Anti-Streptolysin O
(ASO) mau huyet thanh nguoi.. Dai do: 14.3 - 800 IU/mL,
phuong phép do: LATEX. THANH PHANA. Thudc thir (1 Io x

43 | nghiém Anti-Streptolysin | 40 mL), chira: dém Tris 20 mmol/L, natri clorid 150 mmol/L, Hop 1"40";]']:' 1x10 2
O (ASO) natri azid 0,95 g/L, pH 8,2. B. Thudc thur (1 1o x 10 mL), chtra:
hon dich hatalatex duogc phu streptolysin O, natri azid 0,95 g/L.
Pat tiéu chuan ISO 13485
L ' Chit chuén cho xét nghiém dinh lrgng ANTI-STREPTOLYSIN
Chathc_f}uan choxét | o (ASO).Dang bét dong khé, chira huyét thanh nguoi. THANH
44 SngEFt?I'ncl)lf\I(\gIN o PHAN: ASO Standard: Huyét thanh ngudi (hoan nguyén véi Hop 1ximL 2
(ASO) 1ml nué6ce). Dat tiéu chuin 1SO 13485
45 Boéng den Boéng dén Halogen, 12V, 20W Caéi 1céi 4
46 Day bom nhu dong Lam bing cao su va nhyra, dai 10.5 cm Tai 2cailtai 2
. . Dién cuc Sodium sir dung cho may Aud80. Cin thay thé sau - .
47 Pién cuc Sodium 40.000 xét nghiém hodic 6 thang Cai 1 Cai 1
in . Dién cuc Potassium sir dung cho may Au480. Cén thay thé sau . 4
48 Pién cuc Potassium 40.000 xét nghiém hodc 6 thing Cai 1 Cai 1
. . Pién cuc Chloride sir dung cho may Au480. Cén thay thé sau - .
49 Pién cuc Chloride 40.000 xét nghiém hodic 6 thing Cai 1 Cai 1
i .4 Pién cuc tham chiéu st dung cho may Au480 Cn thay thé sau . .
50 Dién cuc tham chiéu 150.000 Xét nghiém hodc 24 thang Cai 1 Cai 1
PHAN V. HOA CHAT, VAT TU XET NGHIEM DUNG CHO MAY MIEN DICH
HUYNH QUANG F200
Dinh luong néng dd T3 - thyroxin 3 trong méu huyét thanh .
Thé xét nghiém dinh Thoi gian doc ket qua 25 phat. Thanh phan: Vach thtr hapten lién
1 lwgng nong d¢ T3- hop protein T3 (BSA). Vach chimg: Khang thé don dong chudt Test Hop 20 test 500
Thyroxin khéng-PPR. Vach 0 (Control Zero Line): hapten lién hgp protein
thyroxin.Khoang xét nghi¢ém: 0.1 ~ 10 nmol/
Dinh lugng nong do T4 - thyroxin 4 trong mau huyét thanh.
. Thoi gian doc ket qua 15 phat. Thanh phan ; The xét nghiém ;
Test dinh luong T4 | 14_gSA Anti-PPR, Khang thé khéng T4- hat nano vang , PPR- .
2 Chan fioan roi 10@}1,1 chirc TC8-hat nano vang. Test Hop 20 test 500
nang tuyen giap Khoang xét nghiém: 20 - 300nmol/L.
Dinh lugong nong do T4 - thyroxin 4 trong mau huyét thanh
Test dinh lugng T4 Thoi gian doc ket qua 15 phut.
3 | chan doén rbi loan chie | Mau: huyet thanh Test Hop 20 test 500
néng tuyén gla'_p Bao quén: tir 2-30C
Dinh luong nong d6 TSH trong mau huyét thanh,
Test dinh lwong TSH Th~c‘ri gian doc ket qua 15 phut. )
4 chén doén rdi loan chie | Mau: mau toan phan (EDTA), huyet thanh Test Hop 20 test 500
nang tuyén giap. Bao quan: tir 2-30C
. Dinh lugng beta-HCG trong mau mau toan phan, huyét thanh.
Test dinh luong beta | Ty gian doc két qua 15 phi.
5 HCG chan doan co thai & | iz, mau toan phan, huyét thanh Test Hop 20 test 60

giai doan sém.

Bao quan: tir 2-30C




PHAN VI. HOA CHAT, VAT TU XET NGHIEM VI SINH

Khay/Thé thir xét
nghiém
dinh tinh Amphetamine,
Methamphetamine,
Marijuana, va Morphine
(AMP/MET/THC/MOP)

Phét hién dinh tinh nhém cdc chit gay nghién trong nudc tiéu.
- MAu bénh phim: Nudc tiéu.
Ngudng phat hién:
+ Morphine: 300 ng/ml
+ Amphetamine: 1.000 ng/ml
+ Methamphetamine: 500 ng/ml
+ THC: 50 ng/ml
- Bg nhay: >99,8%.
- bg déc higu: >99 ,6%.
- D6 chinh xac: > 99.7%.
- b0 lap lai: 100%
- B¢ 6n dinh: 100%.
Tiéu chuén chit luong: ISO 13485:2016

Test

Hop 15 test

600

Test nhanh phat hi¢n
Heroin/Morphine trong
nudce tieu

Phat hién dinh tinh nhém chit thuéc phién Morphine - Heroin -
Opiates trong nudc tiéu. )

- MAu bénh phdm: Nudc tiéu.

- Ngudng phat hién: 300 ng/ml.

- Bg nhay: >99,8%.

- b6 dac hiéu: >99,6%.

- B9 chinh xac: >99.7%

- bo lap lai: 100%

- b6 6n dinh: 100%

Tiéu chuan chit luong: 1SO 13485:2016

Test

Hop 50 test

250

Khay thir xét nghiém
dinh tinh khang thé
khang HIV

Phat hién tit cé céc type khang thé (IgG, IgM, IgA) dac hiéu voi
virus HIV-1 gdm type phu O va HIV- -2 bang su hinh thanh vach
10 rang (3 vach) va phan biét trong mau huyét thanh, huyét
trong va méau toan phén.

- Nhay véi IgM trong giai doan nhiém bénh sém

- D) nhay: 100%; D6 dac hiéu: = 99.8%.

- 1 test thir bao gdm: Phirc hop vang: Khéng nguyén HIV-1
gp41, p24, HIV-2 gp36 tai to hop — chat keo vang (1,0 £ 0,2 ng);
Vach thir 1: Khang nguyén HIV -1 tai t5 hop (gp41, p24) (0,625
£ 0,125 pg); Vach thir 2: Khang nguyén HIV -2 tai t6 hop (gp36)
(0,5+0,1pg); Vach chimg: Huyét thanh dé c6 khang thé HIV
(0,75 £ 0,15 pg).

- Thoi gian tra két qua: 10 — 20 phut

- Thé tich méu st dung: huyét thanh/huyét tuong: 10 uL; mau
toan phin: 20uL

- Nhiét d6 bao quan: 1 — 30 °C

- Khdng c6 phan tmg chéo véi cac mau thdm tach méau, mau ri
loan déng mau, miu duong tinh véi khang thé khang HCV va
mau mau phu nir mang thai.

- Puoc ban hanh trong Huéng din Quan Ly, Diéu tri va cham
s6c HIV/AIDS cta BYT hién hanh.

- Pugc danh gia bi WHO, USAID, dugc ban hanh trong
Khuyén cdo phuong cach xét nghiém chan doan HIV qudc gia
nidm 2020 cia Vién vé sinh dich t& trung uong.

- Thudc Danh muc xét nghiém nhanh theo Chinh sach dam bao
chit luong ciia Quy toan ciu

- Pat tiéu chuén ISO: 13485

Test

Hop 30 test

1410




Khay thir xét nghi¢ém

Phat hién khang thé dic hidu khang HCV trong mau huyét thanh,

huyét tuong, mau toan phan nguoi. Pugc thiét ké dé sir dung
trong quén thé c6 ty 1& nhiém HCV cao hogc nhiing ngudi co
tién sir phoi nhim/hanh vi nhiém HCV bao gdm ca phu nit
mang thai.

- B nhay: 100%; D¢ dac hi¢u :> 99.4% (so vdi xét nghiém xac
nhén sir dung RT-PCR)

- 1 test thir bao gdm: Phirc hop vang: Protein A — chét keo vang
(1,0£0,2 pg), vach thir: Khéang nguyén HCV tai t6 hop (16i, NS3,
NS4, NS5) (1,5+0,3 pg), vach chimg: Globulin mién dich dé

dinhk;iph kaz(izn\% thé khang nguoi (2,0:0.4 ng) Test Hop 30 test 1.020
ang - Thoi gian tra két qua: 5 — 20 phit
- Thé tich mAu st dung: 10pul
- Nhiét d6 bao quan: 1 — 30 °C
- Khéng c6 phan tmg chéo véi cac miu Khang thé HBs, CMV,
HIV, Giang mai, Xoin khuén Borrelia burgdorferi, EBV, HTLV,
Ky sinh trang Toxoplasma, Chlamydia, HBsAg, Cam,
Trypanosoma cruzi | /Il
- Kit thir 6n dinh it nhit 4 tudn khi dé & nhiét do 55+1°C
- Pat tiéu chudn: 1ISO, WHO PQ, Korea FSC
Phat hién dinh tinh khang nguyén HBsAg trong miu huyet
thanh, huyét tuong ngudi, phtt hop dé sir dung trén miu phu nir
mang thai.
- B nhay: 100% (Khoang tin cay 96.2 - 100%); D¢ dic hig¢u:
100% (Khoang tin cay 97.9 - 100%)
- Thanh phan: ]
+ Phure hgp vang: Khang thé don dong chudt khang HBs- keo
vang (0 026 +0.008 ug),
keo vang - lgY. ga (0.032 +0.009 pg)
+ Vach thir: Hon hop khéng thé don dong chuét khang HBs
(0.44 +0.088 pug) )
+ Vach chimg: Khang thé don dong chu¢t khang ga IgY (0.48 =+
0.096 ug)
L in - Thoi gian tra két qua: 20 phat
K%?iﬁliﬁlﬁeﬁrgsgggm - Thé tich mau st dung: huyét thanh/huyét tuong: 100 pL; Test Hop 30 test 1.250

Khéng can str dung dung dich dich dém cho miu mau huyét
thanh, huyét tuong.

- Nhiét d6 bao quan: 1 — 30 °C

- Khong co phan tmg chéo véi cac mau HCV, HAV, CMV,
EBV, Parvovirus, HIV, VZV, Syphilis, Rubella, HTLV va HSV.
- Kit thir 6n dinh it nhat 20 tudn khi dé & nhiét do 55°C

- Ngudng phat hién: 2 TU/ml

- Thir nghiém chét gay nhidu: 17 loai chat c6 kha ning gdy nhiéu
(Rheumatoid factor, Bilirubin, Hemoglobin, Triglycerides,
Metronidazole, Mefloquine, Quinine,Primaquine,
Pyrimethamine, Ritonavir, Tenofovir disoproxil fumarate,
Entecavir, Isoniazid (INH), Aspirin, Paracetamol, Biotin,
Caffeine) khong gay nhidu cho san phim.

- Pat tiéu chuan: ISO 13485:2016




Que thtr xét nghiém dinh
tinh khang nguyén
Influenza A, Influenza B

Test chan doan nhanh cim A, B; Do nhay; >91.8%, B¢ dac hiéu:
> 99% so v6i phuong phap nudi cdy vi riat va RT-PCR. Dang
que.

San phim khong c6 phan tmg chéo véi 32 chiing virus va vi
khuéan gdm Adenovirus type 3, type 6, type 21, CMV, Echovirus
type 2, type 5, type 11, HSV, Mumps Virus Ag, Parainfluenza
type 1 Strain Sentai, RSV- A2 Strain, Mycoplasma pneumonia,
Bordetella pertussis, Klebsiella pneumoniae, Legionella
pneumophila,

« 1 thanh thtr gdm: Cong hop vang A : Khang thé don dong
chuét khang cim A - keo vang (0,11+0,02ug), Cong hop vang B
: Khang thé don dong chuét khang cum B - keo vang
(0,06+0,01pg), Vach thir “A": khang thé don dong chudt khang
cim A, Vach thir “B” : khang thé don dong chuét khang cim B,
Vach chiing: khang thé dé khang immunoglobulin chudt
(0,7+0,14pg). )

Gi6i han phat hién trén chung cim chuin ATCC: cam A(HIN1)
& ndng do pha loding 640 1an

,cim A(H3N2) ¢ nong do6 pha lodng 1280 lan, cim B & ndng do
pha lodng 2560 lin
Keém que kiém chuén cam A, cim B va am tinh.

Kit thtr 6n dinh it nhat 4 tudn khi dé & nhiét d6 55+1°C.
Dat tiéu chuén: ISO, CE

Test

Hop 25 test

700

Que thir nude tidu 10
thong so

Xét nghiém céc thong s6 nude tidu.
Cac chi so do: Specific Gravity, Leukcocytes, Nitrite, pH,
Protein, Glucose, Ketones, Urobilinogen, Bilirubin, Blood

Test

Hép 100
test

18000

Que thir dwong huyét va
Kim lay mau

Po bing phuong phap: K§ thuét hoa dién cuc dwoc thiét ké dic
biét vdi 2 dién cuc Vang (Au) va dién cyc Palladium (Pd).

- Str dung men (enzyme): Glucose Dehydrogenase (FAD-GDH)
rét dic hiéu vai glucose (chi phan tmg véi glucose) cho két qua
chinh x4c vi khong bj anh huéng béi ndng d6 oxy va cac loai
duong nhu maltose, galactose ¢ trong mau.

- D¢ chinh xé4c cao dat tiéu chudn EN ISO 15197:2015.

- Ma hoa ty dong nhan que khong cAn hiéu chinh hay cai dat.

- Que thtr tu thdm hat nhanh, d& dang thdm du lugng mau.

- Loai miu méu: mao mach

- Thoi gian do: 5 gidy, mAu ldy mau: 0,4pL.

- Pham vi do luong Glucose: 20 - 600 mg/dL (1,1 - 33,3
mmol/L)

- Khoang Hematocrit: 20 - 60%

- Str dung cho may do OneTouch Ultra Plus Flex.

- Thiét ké kim ¢6 do moéng hon so v6i kim thong thuong gitp
kim xuyén thang dimg hiu nhu khéng dem lai cam giac dau glup
viée 14y mau d& dang. Di chuyén nhanh khéng gdy sung tiy va
vét chai trén dau ngon tay.

- Dau kim phu silicon c6 vo nhua bao v¢ an toan, tiét trung riéng
mdi cy, an toan tuyét dbi. Dong goi 25 kim/hop, phu hop cho
st dung trong bénh vién, dam béo an toan tuyét doi.

- Cong ngh¢ Precision Guidance gitip giam d¢ rung cia kim giup
14y méau nhe ém va chinh xac hon.

- Kich c& kim: 30G

- Piéu chinh d& dang véi 13 cai dat d¢ sau khi chich.

Test

01 Hop 25
test /01
Hop 25

kim

3800




Khay thir xét nghi¢m
dinh tinh khang nguyén
NS1 vi rat Dengue

Phat hién khang nguyén NS1 trong huyét thanh, huyét twong
hodc mau toan phan ctia ngudi.

Phurc hgp vang: Keo vang -pool NS1 khang dengue don dong
chudt (0,0623 +0,0200 pg), Keo vang - 19Y ga (0,050 + 0,015
pg). Vach thir: Hon hop khang thé don dong chudt khang
Dengue NS1 Ab (0,64 + 0,20pg).

Vach chimg: Khang thé don dong chudt khang ga IgY (0,64 +
0,20pg).

Do nhay > 92,4% (khoang tin cdy 95%: 86,1 - 95,9%) va do dac
hi¢u >98,4% (khoang tin cdy 95%: 95,5 - 99,5%) so voi RT-
PCR.

Doc két qua trong 15-20 phit.

Khong, can dung dich pha loang.

Céc mau bénh pham huyet tan, nhiém mé&, mat va nhiing mau co
chira cac yéu t6 dang thip khéng gy nhidu cho san pham.

Gi6i han phat hién cac serotype DENV:

Type 1: 1.95x1071.375 TCID50/ml

Type 2: 1.95x1072.25 TCID50 /ml (910), 3.13x1075.125
TCID50/mlI (NGC-2)

Type 3: 6.25x1076.875 TCID50 /ml (S#25), 1.56x10"2 TCID50
/ml (H87)

Type 4: 1.56x10"1 TCID 50 /ml (814669), 1.95x10"0.75
TCID50 /ml (480)

C6 nghién ctru d6 nhay déi voi lay nhidm nguyén phat va lay
nhiém thir phat

C6 nghién ctru trén cac sero-type Dengue

Tiéu chuén ISO, CE

Test

Hop 25 test

25

10

Khay thir xét nghiém
dinh tinh khang nguyén
vi rdt R6ta nhom A

Phét hién khang nguyén Rotavirus trong mau phan.

- D¢ nhay: 94%; D¢ dac hi¢u: 98.3% va tuong quan la 96.9%
v6I RT-PCR.Dang khay

- 1 test thir bao gdm; Phirc hop vang: Khang thé don dong chudt
khéng vi rit Rota -chit keo vang (1,0 + 0,2 pg), vach

thir: Khang thé thé khang vi rat Rota (1,260 + 0,252 pg), vach
chimg: Khang thé dé khang IgG chudt (0,720 + 0,014 pg)

« Dung dich pha lodng bao gom: Dung dich dém photphat (20
mM), Albumin huyét thanh bo (1%), Natri azua (0,01%),
Natri clorua (0,1 M), Tween 20 (0,1%)

- Khéng c6 phan tmg chéo véi E. coli; lién cdu duong rudt,
virus Adeno

- Ngudng phat hién: 3.9X102.0 TCID50/ml

- Pat tidu chuan: ISO, CE

Test

Hop 20 test

20

11

Khay thir xét nghiém
dinh tinh khang thé IgG
va IgM khang HAV

Test thir Bioline™ HAV IgG/IgM duoc thiét ké dé dong thoi
phat hién va phén biét khang thé IgG va IgM khang vi rit viém
gan A & huyét thanh hogc huyét twong ngudi. Test thir Bioline™
HAV IgG/IgM c6 3 vach dwoc phu sin trén bé mat mang: “G”
(vach thir HAV IgG), “M” (vach thir HAV IgM) va “C” (vach
ching).

1 test thir bao gdm:

- Phtrc hop vang: Khang thé don dong chudt khang vi rat viém
gan A - keo vang (1,0+0,2 ng)

- Vach thir “G”: Khang thé don dong chuét khang IgG ngudi
(0,640 + 0,128 pg)

- Vach thir “M”: Khang thé don dong chudt khang IgM ngudi
(0,224 + 0,045 pg)

- Vach chimg: Khéang thé dé khang IgG chudt (0,640+0,128 pg)
- Khang nguyén: Khang nguyén vi rt viém gan A tai to hop
(1,5+0,3 pg)

« Dung dich pha lodng bao gdm: 100mM dung dich dém
phosphate (5 ml), Tween 20 (0,1 v/v%), natri azua (0,01 w/v%)
- Test thir Bioline™ HAV IgG/IgM la xét nghiém séc ky mién
dich pha rén dé phat hién nhanh, dinh tinh va phéan biét khang
thé IgG va IgM khang vi rat viém gan A ¢ huyét thanh hogc
huyét trong nguoi.

- D6 nhay > 97.6% k va do déc hicu la 98%

- Thé tich sir dung huyét thanh hodc huyét twong chi 1a 5 pL va
thoi gian doc két qua 1a 20 phut

Test

Hop 25 test

25




Muc dich: phat hién Helicobacter pylori tir mau sinh thiét
da day vung than vi, hang vi hay mon vi.
Do nhay phan tich: 5 CFU/phan ting

12 | [t b Hpvlor s dae higu: Chi phit hign H.pylori Test | Hop 50 test 200
8 Thanh phan: Urea, Disodium hydrogen phosphate
dihydrate, Potassium dihydrogen
phosphate, Agar, Phenol red, nude.
Dung dich Lugol’s Dung dich l‘ugoAl, hay con duqc £oi la nuée 1_0d h(?ac d_ung dich ) Chai
13 R iod manh, 1a mét dung dich co chira kali iodide cung iod tan Chai 6
lodine (VILI) 5% . R O S SO 500ml

trong nudc. Pay la mot loai thudce va chat khir trung

14 | Dunmgdich Axit Axetic | . pan. Axit Axetic 3% Chai Ch%foo 6

(VIA) 3-5%
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