PHU LUC

DANH MUC HOA CHAT, VAT TU XET NGHIEM

(Kém theo vin ban chdo gid s6 459 /BVI-VITBYT ngay 15 thiang 5 ndm 2025 ciia Bénh vién

Da khoa Tinh Lao Cai)

Ponvi | S6
STT Tén hang hoa Thong so k¥ thuat tinh | nrong
| |Héa chit huyét hoc: 37 mit hang
Vat liéu kidm soat chit Thfmh"phanﬂchn‘lh: I\A’/Iaxu dqng V?t cfo va khée manh (lon),
. , . |chat bao quan va chat 6n dinh té bao.
1 |luong dung cho may phén , . Lo 40
tich huyét hoc Laser Nhém nute G7
e Tiéu chuin chét lwong ISO 13485:2016
Gel card 6 giéng chtra sn gel trong dung dich dém thich
hop: Tir c6t 1 - 3: Anti-A (Dong 11HS5) - Anti-B (Dong
6F9) - Anti-D (IgM) (VI-) (Dong P3x61 + TH-28); Tu
cot 4 - 6: ENZ (Gel trung tinh) — AHG (dong 12011D10)
Thé xét nghiém dinh tinh |- AHG (dong 12011D10) ding dé xé4c dinh lai nhém méu
2 |nhoém mau hé¢ ABO, Rh  |bénh nhan va nhém mau tai méu, lam phan tng hoa hop Thé 7.200
va hoa hop truyén mau gitta bénh nhan va tii méau trong 2 moi
truong mudi va Coombs & nhiét 6 37 d6 C
- Bao quan 4 - 25 d6 C; khong dé dong lanh.
- Han str dung 12 thang
Tiéu chudn chét lugng ISO 13485:2016
Gel card 6 giéng, mdi giéng chira khang thé Anti Human
IgG va khang thé don dong Anti C3d (dong 12011D10).
Thé xét nghiém dinh tinh ]?}mg lamkxet ngvhle’m Co?mbs tm? tiép; C(?OII-IbS gian
. . o n , tiép bao gém phan trng hoa hop, sang loc va dinh danh \
3 |hoa hop va nghiém phap ) ol . Thé 1.200
Coombs khang thé bat thuong. 5
- Bao quan 4 - 25 d¢ C; khong dé dong lanh.
- Han str dung 12 thang
Tiéu chudn chét lugng ISO 13485:2016
Gel card 6 giéng, mdi giéng chira gel trong dung dich
Thé xét nghiém dinh tinh dgm thich ho]?; Dun;g lfll’n p}'{an u’ng hoa }}Qp, s:fmg loc va
, P : . |dinh danh khang thé bat thuong, dinh nhom mau theo
khang thé bat thuong, hoa . 1 X A X ;
4 hob va dinh nhém mau he phuong phap hong cau mau. Thé 2.400
P va |- Bao quan 4 - 25 do C; khong dé dong lanh.
ABO , .
- Han str dung 12 thang
Tiéu chudn chét lugng ISO 13485:2016
Thanh phén chinh: Sodium Hypochlorite
5 Hoa chét dung cho may  |Tinh chit vat 1y: chit long mau vang nhat. Chai 30
phéan tich dong mau Nhom nudc G7
Tiéu chudn chét lugng ISO 13485:2016
Thanh phén chinh:
T Sodium hypochlorite < 8.0%
Hoa chat rira k ) .
6 04 chat rua kim dung Sodium hydrate < 2.0% Lo 30

cho may xét nghiém

Nhom nudc G7
Tiéu chudn chét lugng ISO 13485:2016




A s . R £ - " Pon vi So
STT Tén hang hoa Thong so ky thuit tinh lwong
Dung dich pha lodng miu mau toan phan.
Thanh phan chinh:
Hoa chat pha lodng ding Sodmr_n Chlonde. <0.9%
7 |cho may phan tich huyét |otassium chloride < 0.1% Thing 50
hoc Buffer < (_).3%
i Preservative < 0.1%
Nhom nuéc G7
Tiéu chudn chét lugng ISO 13485:2016
Dung dich pha lodng miu mau toan phan.
Thanh phan chinh:
Sodium chloride < 0.9%
Hoa chat pha lodng dung |Potassium chloride < 0.06%
8  [cho may phan tich huyét |Bo dém (buffer) < 0.3% Thiing 400
hoc Laser Preservative < 0.1%
C6 mi QR Code quan Iy hoa chat dugc tich hop sin.
Nhom nuée G7
Tiéu chudn chét lugng ISO 13485:2016
Thube thir xét nghiém La m?t hon hop cén‘béng'cﬁa Globulin c6 d6 tinh khiét
9 dinh nhom mau AHG cao gom fAntl-I’gG va Anti-C3d Lo 10
’ Ti€u chuan chat lugng ISO 13485:2016
IS i La hon hop cia khang thé don dong 16p IgM va IgG
10 ;;‘Lozgiﬁ;?%“@m (dong P3x61+NaTH119+L OR15CY) Lo 60
i Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
Lo e 1 X Detergent < 0.5%
11 Z;Eloc thr ly gidi hong Preservative < 0.6% Thung 10
Nhom nuée G7
Tiéu chuan chit lugng ISO 13485:2016
Thanh phén chinh:
Detergent < 1.5%
Thubc thir ly giai hong  |Buffer < 2.0%
cau do 3 thanh phan bach [Preservative < 1.5% .
12 | 3 MON,NEU.LYM |Dye <1.0% Chai 300
trong mau C6 mi QR Code quan Iy hoa chat dugc tich hop sin.
Nhoém nude G7
Tiéu chudn chét lugng ISO 13485:2016
Thanh phan chinh:
Detergent < 0.6%
Thuoc thir ly gidi hong Buffer < 1.0% \
13 1ciu 3 thanh phan Preservative < 0.4% Thung 30
Nhoém nuée G7
Tiéu chudn chét lugng ISO13485:2016
Thanh phén chinh:
Detergent < 0.5%
Thubc thir ly giai hong  |Buffer < 0.6%
14 [cau do 2 thanh phan bach |Preservative < 0.7% Chai 350
cdu EO, BASO trong mau [C6 m3 QR Code quan 1y hoa chit duoc tich hop sin.
Nhom nuoc G7
Tiéu chudn chét lugng ISO 13485:2016
Thanh phan chinh:
: A Ethylene glycol < 99.9%
15 Thuoc thir ly gidi hong Dyg< 0. 1953;0 Tii 50

cau 5 thanh phan

Nhoém nude G7
Tiéu chudn chét lugng ISO13485:2016
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Thubc thir ly giai hong
cau cac thanh phan huyét
hoc trong mau

Thanh phan chinh:

Detergent < 1.0%

Buffer < 0.3%

Preservative < 0.1%

Nhom nuée G7

Tiéu chuén chét lugng ISO13485:2016

Thung

50

17

Thudc thir ly giai hong
cau do Hemoglobin trong
mau

Thanh phan chinh:

Detergent < 4.0%

Buffer < 1.0%

C6 mi QR Code quan 1y hoa chat dugce tich hop sin.
Nhom nuée G7

Tiéu chudn chét lugng ISO 13485:2016

Chai

250

18

Thudc thir xét nghiém
dinh luong APTT

Hiéu suat: Do lap lai: Hé s6 bién thién (CV) ctia két qua
cac phép thir 1ap lai véi QC huyét twong khong duge
vuot qua 5%

Thanh phan chinh:

R1: Ellagic Acid 0.3%, BSA 0.1%, 0.2% Sodium Azide,
Bo dém 3%

R2: CaCl2 0.025 M

Nhém nude G7

Tiéu chuin chét lugng ISO 13485:2016

A

Hép

100

19

Thudc thir xét nghiém
dinh Iugng D-Dimer

Thanh phan chinh:

Kit thudc thir gdm cac thanh phan R1 (chat dém), R2
(Latex), chit chun va chat kiém tra mirc 1, mirc 2.
Latex voi thanh phan khang thé don dong chudt gdm:
Polystyrene latex (ndng d6 12 mmol/L)

Natri benzoat (ndng do 0.01 mmol/L).

Tris (ndng d6 30mmol/L).

Nhom nudc G7

Tiéu chudn chét lugng ISO 13485:2016

14

20

Thudc thir xét nghiém
dinh luong Fibrinogen

Gi4 tri tham chiéu Fibrinogen: 2.0-4.0 g/L

Gia tri du kién: Phuong phap Clauss Fibrinogen (mg/dL)
150 - 400

Thanh phan chinh:

R1: Thrombin bo (khoang 100 don vi NIH /mi), BSA
0.5%, pH 7.2 £ 0.2 B d&€m 5%, 0.2% Sodium Azide,
chat 6n dinh.

R2: Dung dich dém Imidazole (IBS): Dung dich dém
Imidazole trong dung dich mudi, pH 7.2 + 0.2, v6i 0.2%
Sodium Azide lam chét bao quan.

Nhoém nude G7

Tiéu chudn chét lugng ISO 13485:2016

A

Hop

40

21

Thudc thir xét nghiém
dinh lugng PT

Thoi gian prothrombin (PTR) = thoi gian dong méu cua
huyét twong thir nghiém / thoi gian dong mau cua huyét
tuong ddi ching.

Céac gia tri tham khao: PTR: 1.0 £ 0.15; INR: 0.8-1.24
Thanh phan chinh:

Recombinant hTF, BSA 0.5% CaClI2 0.025 M, b6 dém
3%, 0.2% Sodium Azide, chét on dinh.

Nhom nudc G7

Tiéu chuén chét lugng ISO 13485:2016

A

Hop

120
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STT Tén hang hoa Thong so ky thuit tinh lwong
Vit liéu kiém soat chat lugng xét nghiém dinh lugng PT,
Vit liéu kiém soat chat  [APTT, TT, FIB
22 |lugng xét nghiém dinh Thanh phan chinh: Freeze-dried, huyét twong nguoi. Hop 20
lugng PT, APTT, TT, FIB |[Nhom nudc G7
Tiéu chuén chét lugng ISO 13485:2016
Vit lidu kiém sodt chit Vit lidu kiém soat Vchét lugng xét nghiém dinh lugng PT,
luong xét nghiém dinh APT T Tl;’ FIB. e cao . £ . .
23 ltong PT, APTT, TT, Tha’nh pha}n chinh: Freeze-dried, huy€t twrong nguoi. Hop 20
FIB muc cao Nhém Nuoe G7
Ti€u chuan chat lugng ISO 13485:2016
Do chinh xac: <5.0%
Do chinh xac: Trong vong chay: CV<3.0% (n = 20), do
chinh xac cua 16 1a <6% (n=3).
Két qua mo rong NGSP: 4.0% ~ 6.0%.
. ey Thanh phéan chinh:
24 CDé‘;“g dichly giai hong 5 e 20mmoliL Hop 60
Sodium chloride 20mmol/L
Surfactant 0.05ml/L
Perserver < 0.5 ml/L
Nhom nudc G7
Tiéu chuén chét lugng ISO 13485:2016
Dung dich dém luc ion thép, chtra mét lugng thich hop
IVD pha lodng xét natri clorid, hiru ich khi st dung trong cac xét nghiém _
25 nghiém nhom mau huyét thanh hoc 5 chai 80
i - Bao quan: 2 - 8 6 C; khong dé dong lanh.
Tiéu chuan chit lugng ISO 13485:2016
Thanh phén chinh:
Latex: Céc hat latex dugc phi bang streptolysin O, pH
Thudc thir xét nghiém 8.2, chit bao quan
26 |dinh tinh va ban dinh Kiém soat dwong tinh: Huyét thanh ngudi cd6 ASO >200 | Hop 5
luong Anti Streptolysin O |IU/mL, chat bao quan
Kiém soat 4m tinh: Huyét thanh dong vat, chit bao quan
Tiéu chudn chét lugng ISO 13485:2016
97 Thudc thir xét nghiém Thubc thl:l’ xét pghiém xac dinh nhom mau A hé ABO. Lo 350
dinh nhém mau A Ti€u chuan chat lugng ISO 13485:2016 i
28 Thudc thir xét nghiém Thudc th}"r xét pghiém xac dinh nhém mau AB hé¢ ABO Lo 350
dinh nhém mau AB Tiéu chuan chat lugng ISO 13485:2016 j
29 Thude thir xét nghiém Thudc thl:I x¢&t pghiém xac dinh nhom mau B hé ABO Lo 350
dinh nhém méau B Ti€u chuén chat lugng ISO 13485:2016 i
Thanh phén chinh:
Dung dich rira protein Enzyme: Pepsin.
30 |dung cho may phan tich  [Dilutor: KCI, NaCl, Hydrochloride acid. Hop 25

dién giai

Nhom nudc G7
Tiéu chudn chét lugng ISO 13485:2016
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Vit ligu kiém soat chat
lugng xét nghiém dinh
lugng (Na, K, Cl, Ca, pH)

- Thanh phﬁn chinh: KCl, NaCl, NaAc, CaCl2, LiCl, pH
buffer, chat hoat dong bé mat, chit bao quan.
- Bic tinh hiéu suét:

+ Trong khoang CV: K+ <1.5%, Na+ <1.5%, ClI-
<1.5%, Ca++ <1.5%, pH <1.0%

+ Giira khoang CV: K+ <3.0%, Na+ <3.0%, Cl- <3.0%,
Ca++ <5.0%, pH <1.0%

+ B0 thién 1éch chinh xac: K+ <2.0%, Na+ <1.5%, Cl-
<3.0%, Ca++ <5.0%, pH <1.0%
Nhom nuée G7
Tiéu chuén chét lugng ISO 13485:2016

A

Hop

70

32

Thudc thir xét nghiém
dinh lugng da thong sb
dién giai (K, Na, Cl, Ca,
pH)

- Thanh phan chinh: KCI1, NaCl, NaAc, CaCl2, dém pH,
chét hoat dong bé mat, chit bao quan.
- Gi4 tri hiéu chuan:

Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, Cl-
100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4

Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L, CI- 70
mmol/L, Ca2+ 2.5 mmol/L, pH 7
- Nong do:

Ammonium molybdate 0.4 mmol/I

Sulphuric acid 100 mmol/I

Hydrochloric acid 100 mmol/I
Nhém nude G7
Tiéu chudn chét lugng ISO 13485:2016

A

Hoép

170

33

Ho4 chét rira ding cho
may phén tich nudc ticu
tu dong

Thanh phén chinh:

Sodium hydroxide, surfactant, buffer solution.
Nhom nude G7

Tiéu chudn chét lugng ISO 13485:2016

Chai

30

34

Dung dich rtra dung cho
may phan tich dién giai

Thanh phan chinh:

Sodium hypochlorite (NaClO) 0.4% - 0.5%
Nhoém nude G7

Tiéu chudn chét lugng ISO 13485:2016

A

Hop

15

35

Vat liéu kiém soat chat
luong xét nghiém nudc
tiéu muc 1

Dung dich kiém tra chat luong murc 1, ding cho may
phan tich nude tiéu tu dong.

Thanh phan: c¢6 ngudn gdc dong vat, chat bao quan va
chat 6n dinh.

Nhoém nude G7

Tiéu chudn chét lugng ISO 13485:2016

Lo

30

36

Vat liéu kiém soat chat
luong xét nghiém nudc
tiéu murc 2

Dung dich kiém tra chit luong murc 2, ding cho may
phan tich nudc tiéu tu dong.

Thanh phén: c¢6 ngudn gbc dong vat, chit bao quan va
chét 6n dinh

Nhom nuéce G7

Tiéu chudn chét lugng ISO 13485:2016

Lo

30

37

Thé xét nghi€ém dinh tinh
nhém mau hé ABO va Rh

Gel card 6 giéng gdm: Tir cot 1 - 3: Anti A (dong 11H5)
— Anti B (dong 6F9) — Anti D (IgM) (VI-) (dong P3x61+
TH-28) ding dé dinh nhém méau xudi (phuong phap
huyét thanh mau); Tir ¢t 4 - 6: chira gel trung tinh, cot 4
(Ctrl) dé 1am chimg 4m, cot 5 (A1) va cot 6 (B) dé dinh
nhém méu nguoc (phuong phap hong cau mau)

- Bao quan 4 - 25 d C; khong dé dong lanh.
- Han sir dung: 12 thang
Tiéu chuén chét lugng ISO 13485:2016

The

6.000

Héa chat mién dich: 153 mit hang
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Chét hiéu chuén xét
nghiém dinh lugng C -
reactive protein

Dung dé hiéu chuén cho xét nghiém dinh lugng C-
reactive protein (CRP).

Thanh phan: La dung dich pha lodng ctia Huyét twong
ngudi va dich mang phdi chira CRP cao véi dung dich
mudi dém phosphat

Nhom nuée G7

Tiéu chuén chét lugng ISO 13485:2016

A

Hop

15

Vit liéu kiém soat xét
nghiém Vitamin B12,
Ferritin, Folate, BCTx,
Osteocalcin, PTH, PINP,
Calcitonin

Mau chirng huyét thanh déng kho l4y tir huyét thanh
ngudi véi 2 khoang nong d.
Tiéu chuan chét luong ISO 13485

Thudc thir xét nghiém
dinh lugng NSE

M: Vi hat phu Streptavidin.

R1: Khang thé don dong 18E5 khang NSE danh dau
biotin; d¢m phosphate .

R2: Khang thé don dong 84B10 khang NSE danh diu
phtrc hop ruthenium dém phosphate.

Tiéu chuan chét luong ISO 13485

15

Thudc thir xét nghiém
dinh luong SCC

M :Vi hat phu Streptavidin.

R1: Khang thé don dong khang SCC danh dau biotin;
dém phosphate.

R2: Khang thé don dong khang SCC danh diu phuc hop
ruthenium; d€m phosphate.

Tiéu chudn chét lugng ISO 13485.

A

Hop

35

Thudc thir xét nghiém
dinh tinh khang nguyén e
cua vi rat viém gan B
(HBeAQ)

M: Vi hat phu streptavidin

R1: Khang thé don dong khang HBeAg danh dau biotin;
dém TRIS

R2: Khang thé don dong khang HBeAg danh dau phtic
hop ruthenium ; dém TRIS.

Tiéu chuin chét luong ISO 13485

A

Hop

30

Hoa chét ding cho may
phan tich HbAlc loai A

Dung dich pha lodng dé xét nghiém HbA lc.
Tinh chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n = 20), do
chinh xac cua 16 1a <6% (n= 3).

Két qua mé rong NGSP: 4.0%~6.0%.
Thanh phén chinh:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Nhom nuéce G7

Tiéu chudn chét lugng ISO 13485:2016

40

Ho4 chit dung cho may
phan tich HbAlc loai B

Dung dich pha loang dé xét nghiém HbA lc.
Tinh chinh xac: <5.0%

Do chinh xac: Trong vong chay: CV<3.0% (n = 20), do
chinh xac cua 16 1a <6% (n= 3).

Két qua mo rong NGSP: 4.0%~6.0%.
Thanh phan chinh:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Nhom nudc G7

Tiéu chuén chét lugng ISO 13485:2016

A

Hop

15
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Hoa chat tach chiét axit
nucleic vi rat hoac DNA
vi khuan

Str dung cong nghé hat tir dé tach chiét va tinh sach tu
dong nucleic acids tir mau sinh pham - Thanh phan:
Khay hoa chét: 2 chiéc, Gia enzyme: 2 chiéc, Na‘ip: 2
chiéc, Pém: 20 ml, Miéng cd dinh c6 thé tai sir dung: 2
chiéc. Dung cho may tach chiét tir dong.

Tiéu chuén chét lugng ISO 13485:2016

A

Hop

B6 kit Realtime PCR do
tai luong RNA HIV-1

Kit dinh lugng RNA ciia Virus HIV-1 trong mau huyét
tuong bang phuong phap RT-PCR.

Thanh phan: HIV-1 premix, cac nong d6 chimg duong
chuén HIV-1 SPC (SPC tir 1 dén 5), cac chimg dwong
HIV-1 (LPC, HPC), chiing &m (NTC), dung dich dém SL
(SL buffer), tm film quang hoc (mang phu trong subt).
- Ngudng phat hién (LoD): 33.1 IU/ml

- Gi61 han dinh lugng - LoQ: 1.70 Log10 IU/ml

- Khoang tuyén tinh: 1.70 dén 8.00 Log10 IU/ml

- b6 nhay: 96.99% (95% C.192.52 —98.82)

- Do dac hiéu: 100% (95% C.196.92 — 100)

- Loai mau: Huyét thanh, huyét tuong-EDTA

- Thé tich mau 400 microlit

- Khong bi nhiéu boi 17 loai thude didu tri va 26 loai
virus, vi khudn

- Tiéu chuin chét luong ISO 13485

A

Hoép

20

10

B0 kit Realtime PCR do
tai luong DNA HBV

Kit dinh luong DNA cta virus viém gan B trong huyét
thanh, huyét twong bang phuong phap RT-PCR.

- Thanh phan: HBV premix, cac nong do chimng dwong
chudn HBV (HBV SPC tir 1 dén 5), NTC, dung dich dém
SL (SL buffer), TAm film quang hoc (TAm dan trong
sudt), i chimg ndi IPC DNA.

- Ngudng phat hién (LoD): 6.02 IU/ml

- Gi6i1 han dinh lugng - LoQ: 15 IU/ml

- D6 nhay: 100 % (95% C.197.19 - 100)

- b6 dac hiéu: 100 % (95% C.196.65 - 100)

- Loai mau: Huyét thanh, huyét twong-EDTA

- Thé tich dém mau 400 microlit

- Tiéu chuin chit luong ISO 13485

45
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Thudc thir xét nghiém
dinh luong Axit
ribonucleic (RNA) cua
virus viém gan C

Dung cho xét nghiém phan tmg chudi polymerase trong
chan doan in vitro (RT-PCR) dé dinh luong Axit
ribonucleic (RNA) ciia virus viém gan C trong huyét
thanh va huyét tuong.

Thanh phan gom:

- Chét chuan (HCV Calibrator 1,2,3,4)

- Kiém soat dwong tinh cao: Hat giong virus co trinh tu
HCV: 1x1 mL

- Kiém soat duong tinh thip: Cac hat gidng virus co trinh
tu HCV: 1x1 mL

- Pbi chitng 4m tinh: Huyét thanh khéng HCV bat hoat:
1x1 mL

- Hon hop phan tng: Tris-HCl, KC1, MgC12, dNTP,
BSA: 1x630 pL

- Hon hop enzyme: Taq polymerase va enzyme sao chép
nguoc: 1x49 uL

- Noi kiém: Hat giéng virus c6 trinh ty gen ndi kiém:
1x350 pL

- Pau do: Primer, ddu do huynh quang: 1x21 pL

Gi6i han phat hién 30 [U/mL.

Khoang tuyén tinh 1a tir 50 [U/mL - 1.0x10"8 TU/mL.
Do nhay: 100%

Tiéu chuan chét luong ISO 13485

25

12

B0 kit realtime PCR do
tai luong RNA HCV

Kit dinh luong RNA cua virus viém gan C trong huyét
thanh, huyét twong bang phuong phap RT-PCR.

- Thanh phan: HCV premix, cac nong do chirng dwong
chudn HCV (HCV SPC tir 1 dén 5), cac chimng duong
HCV (LPC, HPC), NTC, dung dich d&m SL (SL buffer),
tam film quang hoc (tim dan trong sudt).

- Ngudng phat hién (LoD): 10.7 IU/ml

- Gi6i1 han dinh lugng - LoQ: 15 IU/ml

- D6 nhay: 99.26 % (95% C.1 95.92 — 99.87)

- b6 déc hiéu: 99.12 % (95% C.195.21 — 99.84)

- Loai mau: Huyét thanh, huyét twong-EDTA

- Thé tich mau 400 microlit

- Tiéu chuin chit luong ISO 13485

13

Kit phat hién lao tu dong

Kit dugc dung dé phat hién phat hién DNA cua vi khuan
lao (Mycobacterium tuberculosis — MTB) bang ky thuét
RT-PCR

Thanh phan: MTB premix, chimg dwong MTB (MTB PC
DNA), chitng am (NTC - DEPC DW) ndi kiém (IPC),
nuéc DEPC-DW, film quang hoc (TAm film trong sudt).
- Ngudng phat hién (LoD): 89.1 ban sao/ml

- Loai mau: dom, dich phé quan (BAL) hodc nuéc tiéu
nguoi

- Thé tich mau 400 microlit

- Khong phan trng chéo véi 38 tac nhan.

Tiéu chudn chét lugng ISO 13485:2016

10
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B0 kit tach chiét DNA vi
khuén lao (Mycobacteria)

- Kit tach chiét DNA cua mycobacteria tir: dom, dich co
thé (dich mang phdi, BAL,...)

- Thé tich mau sir dung: 400 microlit

- Tach chiét theo nguyén 1y hat tir

- Cung cap bao gdm Vat tu tiéu hao can thiét cho qua
trinh tch chiét.

- Bo kit str dung hé théng hop dém bao quan & nhiét d
phong

- Tiéu chuan chét luong ISO 13485

10

15

Bo kit tach chiét DNA
(hat tir)

Dé tach chiét DNA tir cac loai mau vat khac nhau bang
phuong phap dua trén hat tir tinh.

Thanh phan gom:

- Hat tur tinh: 1x3.5 mL

- Dung dich ly giai: Mudi Guanidine 1x7mL

- Dung dich rira 1 (Pam dic): Mudi Guanidine 1x9mL
- Dung dich rtra 2: H20 1x11mL

- Dung dich rtra giai: Tris, EDTA 1x3.5mL

- Paraffin long: 1x1.1mL

- Proteinase K: 1x700uL

- Dia giéng sau 96 giéng: 2

- Tip Combs: 4

Tiéu chuén chét lugng ISO 13485:2016

A

Hoép

45
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B6 kit tach chiét
DNA/RNA ti dong

- Kit tach chiét DNA/RNA cua virus tir: huyét thanh,
huyét twong, dich ndo tuy, nudc tiéu, dich rua phé quan,
dich co thé khong té bao, nudc bot, tim bong 1éy mau
virus.

- Thé tich mau sir dung: 400 microlit

- Tach chiét ADN/ARN bang hat tir silica

- Cung cip bao gdm Vit tu tiéu hao can thiét cho qua
trinh tach chiét.

- B4do quan ¢ nhiét d phong

- Tiéu chuan chét luong ISO 13485

A

Hop

47
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Thudc thir xét nghiém
Lipase

Phuong phap IFCC

Tuyén tinh 1én dén 300 U/I

Gidi han phat hién 1a 1 U/l

Thanh phén chinh:

BICN*buffer (pH8.5) >50mmol/L
Colipase (porcine pancreas) >1 mg/L
Sodium deoxycholate >1.6mmol/L
Tartrate acid buffer >10mmol/L
1,2-o-lauryl- racemic - glycerin - 3-glutaric acid -(6-
methyl halide) ester 0.27mmol/L
Nhoém nude G7

Tiéu chudn chét lugng ISO 13485:2016

15

18

Vat liéu kiém soét chat
luong xét nghiém C -
reactive protein (CRP)

Vat liéu kiém soat cht lugng xét nghiém C - reactive
protein (CRP) murc cao.

Thanh phén chinh:

Dung dich pha lodng cua huyét trong ngudi va dich
mang phdi chira CRP véi dung dich mudi dém phosphate.
Chat bao quan 0,095% natri azide.

Nhoém nuée G7

Tiéu chudn chét lugng ISO 13485:2016

12
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M: Vi hat phu Streptavidin.
Chét thir chén dodn ding R}: Khang thé don dong khang HE4 danh dau biotin;
19 [trén may phan tich mién dem phosphatf: ) : Hop 20
dich R2: Khang thé don dong khang HE4 danh dau phtrc hop i
’ ruthenium; d€m phosphate.
Tiéu chuén chét lugng ISO 13485:2016
M : Vi hat phu Streptavidin.
R1: Khang thé don dong khang ProGRP danh diu biotin;
20 Thudc thir xét nghiém dém phosphatfe . ’ Hop 20
dinh luong ProGRP R2: Khang thé don dong khang ProGRP dénh dau phtc i
hop ruthenium; dém phosphate.
Tiéu chuan cht luong ISO 13485:2016.
Chét hicu chun xét H‘uyé't ;[ha‘nh ngua dong 1,<.hc3 Chl'l'?. protfin H}E4 (nguoi, A
21 nghiém HE4 dong t& b?.O OyCar—3) véi 2 khodng nong d9. Hop 4
j Tiéu chuan chat lugng ISO 13485:2016.
Chét hicu chun xét Huyé"f thanh ngua dong kvhé chkl'ra prf)tein proGRP (tai t6 A
22 nghiém ProGRP hop tur E.ycoh)’vm 2 khoang nong do. Hop 4
j Ti€u chuan chat lugng ISO 13485:2016
Huyét thanh chimg dong kho lay tir huyét thanh nguoi
53 [Vatliéu kiém soat xét v6i 2 khoang ndng dd. Mau ching duoc dung dé kiém tra Hop 10
nghiém HE4 d6 diung va do chinh x4c ctia xét nghiém mien dich HE4. ’
Tiéu chudn chét lugng ISO 13485:2016
Chat hiéu chuén xét nghiém dinh lugng HbAlc
Thanh phan chinh:
24 Chat hiéu chudn xét Hu’yé:t sdc t6 glycosyl hoa, bao gdm chét bao quan va Hép -
nghiém dinh lugng HbA1c|chat 6n dinh. ’
Nhoém nuée G7
Tiéu chudn chét lugng ISO 13485:2016
Vit liéu kiém soat chat lugng xét nghiém dinh lugng
HbAlc
Vit liéu kiém soat chat  |Thanh phan chinh:
25 |lugng xét nghiém dinh Huyét sdc t6 glycosyl hoa, bao gdbm chit bao quan va Hop 20

luong HbAlc

chat 6n dinh.
Nhom nude G7
Tiéu chudn chét lugng ISO 13485:2016
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Que thtr xét nghiém nudc
tiéu 11 thong s6

Dung dé do ban dinh lugng acid ascorbic, bach cau,
keton, nitrit, urobilinogen, bilirubin, protein, glucose,
trong lugng riéng, mau va pH trong nudc tiéu.

Thanh phan chinh:

Ascorbic Acid: 2.6-dichloro-phenol-indophenol 0.5mg.
Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.
Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(haphthyl)-
ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg.

Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium poly
methyl vinyl acetate maleic 16mg.

Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-
tetramethylbenzidine 2.0mg.

pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Nhom nuée G7

Tiéu chudn chét lugng ISO 13485:2016

600
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Chét hiéu chun xét
nghiém dinh lugng khang
thé khang thyroglobulin

Hon hop huyét thanh ngudi dong khé chira khang thé
khang Tg voi hai khoang ndng do.
Tiéu chudn chét lugng ISO 13485:2016

A

Hop

28

B xét nghiém dinh tinh
phat hién bénh tan mau
bam sinh (Thalasemia)

Phat hién 21 d6t bién gen Alpha Globin dya trén phan
{mg PCR va lai ngugc. Bo kit gdm: Amplification Mix
Al, Amplification Mix A2, Amplification Mix B, Taq
Dilution Buffer, Taqg DNA Polymerase, DNAT, Typing
Tray, Teststrip A, Teststrip B, Hybridization buffer,
Wash Solution A, Conjugate Solution, Wash Solution B,
Color Developer. Tiéu chuan chat lugng ISO 13485,

Test

500

29

B xét nghiém dinh tinh
phat hién bénh tan mau
bam sinh (Thalasemia)

Phat hién 22 dot bién gen beta globin (Péng Nam A) dwa
trén phan tmg PCR va lai nguoc. Bo kit gdm: Lysis
solution, GENEXTRACT Resin, Amplification Mix, Taq
Dilution Buffer, DNAT, Typing Tray, Teststrips,
Hybridization buffer, Wash Solution A, Conjugate
Solution, Wash Solution B, Color Developer. Tiéu chuin
chat lwong ISO 13485.

Test

500

30

B kit tach chiét RNA
(hat tir)

Thanh phén:
Extraction Plate:
- Line 1/7: Mubi Guanidin: 2 cai
- Line 2/8: Mubi Guanidin: 2 cai
- Line 3/4/9/10: Tris, NaCl: 2 chiéc
- Line 5/11: Hat tir tinh: 2 chiéc
- Line 6/12: Tris, EDTA: 2 chiéc
Tip Comb: 4 chiéc
Tiéu chudn chét lugng ISO 13485:2016

25

31

Chét hiéu chun xét
nghi€ém dinh lugng AFP

Huyét thanh ngudi dong khé chira AFP nguoi (tir canh
cdy té bao) v6i 2 khoang ndng do.
Tiéu chuén chét lugng ISO 13485:2016

A

Hop

32

Chét hiéu chun xét
nghiém beta-HCG

Huyét thanh nguoi dong khé chira hCG véi 2 khoang
nong do.
Tiéu chuén chét lugng ISO 13485:2016

A

Hop
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Chét hicu chuén xét Hon‘ hop ’huyet thanh ngl:rf't dong kho va huyét thanh A
33 nohiem CA 125 nguoi chira CA 125 nguoi. Hop 5
s Tiéu chudn chét lugng ISO 13485:2016
Chét hicu chuén xét Ma tran huyét thanh ng‘qozl san sang fie fu dl,l{lg c6 bo A
34 nohidm CA 15-3 sung CA 15-3 cho ngudi ¢ 2 pham vi ndng do. Hop 5
s Tiéu chudn chét lugng ISO 13485:2016
Chét hicu chuén xét Huy“et thaglh ng:u’(n dong kho chira CA 19-9 nguoi ¢ 2 A
35 nehiém CA 19-9 khoang nong do. Hop 5
s Tiéu chudn chét lugng ISO 13485:2016
Chét hicu chuén xét Huyﬂet thaflh ngAu’(n dong kho chira CA 72-4 ngudi voi hai A
36 nohidm CA 72-4 khoang néng do. Hop 5
s Tiéu chudn chét lugng ISO 13485:2016
Chét hicu chuén xét Hf)n hop dém/protein c6 thém CEA v6i 2 khoang nong A
37 |nghiem CEA do. Hop °
s Tiéu chudn chét lugng ISO 13485:2016
38 Chat hiéu chudn xét Huyét thanh ngudi dong kho chira cortisol voi hai Ho c
nghiém Cortisol khoang ndng d6. Tiéu chuan chét lugng ISO 13485:2016 P
Chét hicu chun xét H\uyet ;[ha‘nh nguoi donlg kho cl}ua c;:tokerﬂatm. EngumZ A
39 nohidm CYFRA 21-1 dong t€ bao MCF-7) véi 2 khoang nong d6. Tiéu chuan Hop 5
s chét lugng ISO 13485:2016
40 Chat hiéu chudn xét Huyét thanh ngudi dong kho chira T3 véi hai khoang Ho c
nghiém FT3 nong d6. Tiéu chuan chat luong ISO 13485:2016 P
Chithigu chuinxér_ |00 1P démiprotein sin sing & s dwng ehia |
41 nohiem dinh luone FT4 L-thyroxine voi hai khoang nong d9. Tiéu chuan chat Hop 5
g ¢int TUong lugng ISO 13485:2016.
42 Chat hiéu chudn xét Huyét thanh ngua dugc b sung IgE ngudi véi 2 khoang o 5
nghiém IgE nong d. Tiéu chuin chét lugng ISO 13485:2016. °P
43 Chat hiéu chuan xét Huyét thanh bo dong kho chira insulin v6i 2 khoang nong H6 5
nghiém Insulin d6. Tiéu chuan chit luong ISO 13485:2016. P
Chét hiéu chudn xét Hl%yet t{lanh r:gua (AiongAkho cl;ua callcltonln (hCT) voi A
44 nehiém Calcitonin hai khoang nong d¢. Ti€u chuan chat lugng ISO Hop 5
Shie 13485:2016.
Chét hicu chuén xét Huyet tlllar}h nguor} donég kho AVOl §CC pr}otelnA(tal to hop A
45 nehiem SCC tur E.coli) & 2 khoang nong d3. Ti€u chuan chat lugng Hop 5
e SO 13485:2016.
46 Chat hiéu chudn xét Hodn hop dém/protein dong kho chira NSE véi 2 khodng Hé 5
nghiém NSE ndng do. Tiéu chuan chit luong ISO 13485:2016. P
Chat hiéu chuén xét Hon hop huyét thanh ngua dong kho chira NT-proBNP
47 [nghiém dinh luong NT-  |tong hop (1-76) v6i hai khoang ndng do. Tiéu chuan Hop 5
proBNP chit luong ISO 13485:2016.
Chat hiéu chuén xét £ R . .
48 |nghiem Tg Huyét tha‘nh ngua dong khq chu;,l thyroglobulin véi 2 Hop 5
(Thyroglobulin) khoang nong d¢. Tiéu chuan chat lugng ISO 13485:2016.
49 Chat hiéu chudn xét Huyét thanh ngudi dong kho chira PSA nguoi véi 2 Hé 5
nghiém PSA khoang néng do. Tiéu chuan chét lugng ISO 13485:2016. °P
A : Hon hop huyét thanh ngya (TSH Call) va mot hon hop
5o |Chat hieu chuan xét huyét thanh nguoi voi TSH ngudi (TSH Cal2) & 2 Hop 5

nghiém TSH

khoang néng do. Tiéu chuan chét lugng ISO 13485:2016.
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51 g;}?;éﬁggi;}}lllﬁzggt Huyét thqnh nguoi dong khf) chl%a troponin T v&i hai Hop 5
. . khoang ndng d6. Tiéu chuan chat luong ISO 13485:2016. i
Troponin T
Huyét thanh chimg sin sang dé s dung 1y tir huyét
Vit liéu kiém soat xét thanh ngudi & ca khoang ndng d6 4m va dwong. Mau
52 |nghiém khang thé khang |chimg duoc ding dé kiém tra 6 dung ctia xét nghiém Hop 5
HBeAg mién dich Anti-HBe. Tiéu chuan chét lugng ISO
13485:2016.
Huyét thanh chimg sin sang dé s dung ly tir huyét
Vit liéu kiém soat xét thanh ngudi & ca khoang ndng d6 4m va dwong. Mau
53 |nghiém khang thé khang |chimg duoc ding dé kiém tra d6 diing cua xét nghiém Hop 8
HCV mién dich Anti-HCV II. Tiéu chuén chat luong ISO
13485:2016.
Huyét thanh chimg san sang dé st dung lay tir huyét
Vit liéu kiém soat xét thanh ngudi & ca khoang ndng d6 4m va dwong. Mau
54 |nghiém khang thé khang |chimg duoc dung dé kiém tra d¢ chinh xac ciia xét Hop 3
HBs nghiém mién dich Anti-HBs II. Tiéu chuén chat luong
ISO 13485:2016.
Vit liu kiém sodit cdc xét H}J.yé’t .thanl} cht'rrgg dﬁr}g kho lay m huyét thanh nguoi )
55 nghiém mién dich v6i hai khoang nong d¢. Ti€u chuan chat lugng ISO Hop 15
i i 13485:2016.
Huyét thanh chimg dong kho 13y tir huyét thanh nguoi
v6i 2 khoang ndng d6. Mau chimg dugc dung dé kiém tra
Vit Lty kidm sodt xét dd chinh x4c va d6 chum cua xét nghiém mién dich
56 ng.hiér‘n nhém tim mach CK-MB, CK-MB STAT, Digitoxin, Digoxin, Myoglobin, | Hop 10
i : Myoglobin STAT,
proBNP II, proBNP II STAT va GDF-15. Tiéu chuin
chat luong ISO 13485:2016.
Huyét thanh ching san sang dé st dung lay tir huyét
Vat lidu kidm sodt xét thanﬂh ngufﬁ o lfhoéng nén% do é’m va lay tfr‘dém f)’ . A
57 nohidm HBeA khoang néng d6 duong. Mau c?u’ng dugc dung dé kiem Hop 4
giis £ tra d ding cua xét nghiém mien dich HBeAg. Tiéu
chudn chat lugng ISO 13485:2016.
Huyét thanh ching san sang dé st dung lay tir huyét
Vat licu kiém sodt xét tha'nh nguoi é‘cé kh;oép;g ndng (T(f) ﬁ:m Véﬂdu'or,ng. Méu A
58 nghiém HBsAg chlfng duoc dung de kiem tra do dung ctia xét nghiém Hop 8
i mien dich HBsAg Il va HBsAg Il Auto Confirm. Tiéu
chudn chat lugng ISO 13485:2016.
Vit liu kiém sodt xét Hl,;yét tl}anh ckhl'rngﬂd(‘)ng k%lé lay tur h}lyét tflat'lzl nguc‘wi.A
n ) .. |Mau chimg nong d6 1, 2 va 3 dugc dung d¢é kiém tra d R
59 |nghiém khang nguyén va , . o . . Hop 15
khang th i khang HIV chinh Xz'li: cua cKac xe} nghiém HIV combi PT va HIV
Duo. Tiéu chuan chat luong ISO 13485:2016.
Mau chirng huyét thanh dong kho 14y tir huyét thanh
Vit liéu kiém soat xét ngudi véi 2 khoang ndng do. Mau ching duoc ding dé
60 [nghiém ProGRP, SCC, kiém tra do chum va d6 chinh x4c cta céac xét nghiém Hop 6
Cyfra 21-1, NSE mién dich dwoc chi dinh. Tiéu chuén chat luong ISO
13485:2016.
Vat lidu kidm soat xét lelyé'tkthanki ckil'rng dong khf) 15}/ tur h,uy.é;t thanh n%u’(‘)i; A
61 nghiém nhom ung thur Céc nong do nam trong hai khoang c6 lién quan trén lam Hop 15
i sang. Ti€u chuan chat lugng ISO 13485:2016.
Mau chirng huyét thanh déng khé 14y tir hdn hop huyét
Vit liéu kiém soat xét thanh ngudi véi 2 khoang nong d6. Mau ching duoc
62 |nghiém Anti-TG, anti-  |dung dé kiém tra d6 chinh x4c va d6 chum cua cac xét Hop 7

TPO va anti- TSHR

nghiém mién dich Anti-TSHR, Anti-TPO va Anti-Tg.
Tiéu chuin chit luong ISO 13485:2016.
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Huyét thanh ngudi dong kho chira troponin T va
troponin I v&i hai khoang nong do cho mdi chat. Mau
63 Vit liéu kiém soat xét chimg duoc dung dé ki~ém tra d¢ dung va do chinh xac Hop 10
nghiém Troponin T cta cac xét nghiém mién dich Troponin T hs, i
Troponin T hs STAT, Troponin | va Troponin | STAT.
Pat tiéu chuan chét lugng ISO 13485:2016.
64 E; nhgoilfl}(}rip ;12?3522? H(x)’n hop protein; chit bao quan < 0.1 %. Dat tiéu chuan Hép 20
A x chat luong ISO 13485:2016 .
nghiém micn dich
65 CC}E?; iﬂgflaéfgﬁfﬁzy Chfit phu gia cho binh cl}l'ra nI’Ic'rc cit cho may phan tich Hép 30
., X e mien dich. Pat tiéu chuan chat lwong ISO 13485:2016. ’
phén tich mien dich
56 |Pungdich ria dau kim ~ |KOH 176 mmol/L (tuong img véi pH 13.2); chat tiy < 1 Hop A
hut hoa chat va bénh pham|%. Dat ti€u chuan chat lugng ISO 13485:2016 i
Dung dich v¢ sinh dién Natri hydroxide 3 mol/L
67 |cuc chon loc ion, cdc pha |Dung dich natri hypochlorite (< 2 % clo hoat tinh) Hop 5
lodng va dng Phy gia. Pat tiéu chudn chét lugng ISO 13485:2016
Dung dich hé thong ding
63 dé rira bo phat hién cia  [KOH 176 mmol/L (twong {ing véi pH 13.2); chat tay Hop 90
may phan tich xét nghiém |< 1 %. Dat ti€u chuan chat lugng ISO 13485:2016 ’
mién dich E411
D;u n,g dlCAh hc, th(.)flg d,u ne Dung dich hé théng dung dé raa bo phat hién ctia may
deé rua bo phat hién cua ., ) o R g Ca 2 £ n
69 , R i .. |phan tich xét nghi€ém mien dich. Dat tiéu chuén chat Hop 230
mdy phan tich xétnghiem |, "0 150 13485:2016
mién dich E601 j
E‘;?i;fi r(:f;ggigfn Bém E)hosphate 10 Igmol/L; natri chloride 20 mmol/L;7
70 né'ng oy nhidu viée phat ché}t tay < 0.1 %; chat bao quan; pH 7.0. Pat tiéu chuan Hop 200
O chat lugng ISO 13485:2016.
hién cac tin hiéu.
dDéu gﬁa(:ltcli }}llieéilg?égndﬁgf Dbém phosphate 300 mmol/L; triprppylamine
71 . R 180 mmol/L; chat tay < 0.1 %; chat bdo quéan; pH 6.8. Hop 90
cho mdy phan tich Xet 1 ien chuan chét luong ISO 13485:2016
nghiém mién dich E411 : : '
;)éu g}gla(‘:lt(i}rll Eieéilg?égnd}?;g bém phospl}ateV 300 mmol/L; ’tripropylamine 180
72 , R mmol/L; chat tay < 0.1 %; chat bao quan; pH 6.8. Dat Hop 230
cho may phan tich Xet 1. ' 1 uin chét lrong ISO 13485:2016
nghiém mién dich E601 i '
M: Vi hat phu Streptavidin
Thube thir xét nghiém ngmI;};zzﬁ }::tee don dong khang AFP danh dau biotin;
73 |dinh lugng AFP R2: Khéng thé don dong khang AFP danh déu phrc hop | 1P 120
(alphal-fetoprotein) . n
ruthenium; d€m phosphate.
Dat tiéu chuén chét lugng ISO 13485:2016
M: Vi hat phu Streptavidin.
Thudc thir xét nghiém R1: Tg danh diu biotin ; dém TRIS
74 |dinh luong khang thé R2: Khang thé don dong khéang Tg danh dau phirc hop Hop 30

khang thyroglobulin

ruthenium ; dém TRIS .
Pat tiéu chuan chét lugng ISO 13485:2016




STT

Tén hang hoa

Thong s6 k¥ thuat

Pon vi
tinh

S6
lwgng

75

Thudc thir xét nghiém
dinh lugng khang thé cua
nguoi khang khang
nguyén bé mit cua vi rit
viém gan B (HBsAQ)

M: Vi hat phu streptavidin

R1: HBsAg (ad/ay) ngudi/tai tb hop danh déu biotin;
dém MES

R2: HBsAg (ad/ay) d4nh du phirc hop ruthenium;
dém MES.

Dat tiéu chudn chét lugng ISO 13485:2016

A

Hop

10

76

Thudc thir xét nghiém
dinh luong HCG, beta-
HCG

M: Vi hat phu Streptavidin

R1: Khang thé don dong khang hCG danh dau biotin;
dém phosphate .

R2: Khang thé don dong khang hCG danh diu phuc hop
ruthenium; d€m phosphate.

Dat tiéu chuan chét lugng ISO 13485:2016

25

77

Thudc thir xét nghiém
dinh luong CA 125

M: Vi hat phu Streptavidin

R1: Khang thé don dong khang CA 125 danh diu biotin ;
dém phosphate

R2: Khang thé don dong khang CA 125 danh déu phirc
hop ruthenium ; dém phosphate.

Dat tiéu chudn chét lugng ISO 13485:2016

A

Hoép

35

78

Thudc thir xét nghiém
dinh luong CA 15-3

M: Vi hat phu Streptavidin

R1: Khang thé don dong danh dau biotin (115D8; chudt);
dém phosphate

R2: Khang thé don dong khang CA 15-3 (DF3; chudt)
danh du phtc hop ruthenium ; dém phosphate .

Dat tiéu chuan chat lugng ISO 13485:2016

30

79

Thudc thir xét nghiém
dinh luong CA 19-9

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang CA 19-9 danh dau biotin,
dém phosphate

R2: Khang thé don dong khang CA 19-9 danh déu phirc
hop ruthenium; dém phosphate.

Dat tiéu chuén chét lugng ISO 13485:2016

70

80

Thubc thir xét nghiém CA
72-4

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang CA 72-4 dénh d4u biotin;
dém phosphate.

R2: Khang thé don dong khang CA 72-4 dénh d4u phirc
hop ruthenium; dém phosphate.

Pat tiéu chuan chét lugng ISO 13485:2016

A

Hop

70

81

Thudc thir xét nghiém
dinh luong calcitonin

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang hCT danh déu biotin;
dém phosphate .

R2: Khang thé don dong khang hCT danh dau phirc hop
ruthenium ; dém phosphate.

Dat tiéu chudn chét lugng ISO 13485:2016

12

82

Thudc thir xét nghiém
dinh lugng CEA

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang CEA danh déau biotin;
dém phosphate.

R2: Khang thé don dong khang CEA danh déu phirc hop
ruthenium; dém phosphate.

Dat tiéu chuan chét lugng ISO 13485:2016

A

Hop

100

83

Thudc thir xét nghiém
dinh luong cortisol

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang cortisol danh diu biotin;
danazol ; dém MES

R2: Dan xut cortisol danh d4u phirc hop ruthenium;
danazol ; dém MES .

Dat tidu chuén chét luong ISO 13485:2016

30
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84

Thudc thir xét nghiém
dinh lugng CYFRA 21-1

M: Vi hat phu Streptavidin

R1: Khang thé don dong khang cytokeratin 19 danh dau
biotin; d¢m phosphate.

R2: Khang thé don dong khang cytokeratin 19 danh dau
phuc hop ruthenium; dém phosphate .

Dat tiéu chudn chét lugng ISO 13485:2016

A

Hop

50

85

Thudc thir xét nghiém
dinh luong FT3

M: Vi hat phu streptavidin.

R1: Khang thé don dong khang T3 danh dau phirc hop
ruthenium ; d&m phosphate

R2: T3 danh déu biotin ; dém phosphate .

Dat tiéu chuan chét lugng ISO 13485:2016

50

86

Thudc thir xét nghiém
dinh luong FT4

M:Vi hat phu streptavidin.

R1: Khang thé don dong khang T4 danh dau phirc hop
ruthenium; d€m phosphate.

R2: T4 danh déu biotin; dém phosphate .

Dat tiéu chuan chét lugng ISO 13485:2016

50

87

Thudc thir xét nghiém
dinh lugng IgE

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang IgE danh dau biotin, dém
phosphate

R2: Khang thé don dong khang IgE danh dau phirc hop
ruthenium; d€m phosphate.

Dat tiéu chuan chét lugng ISO 13485:2016

40

88

Thudc thir xét nghiém
dinh luong Insulin

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang insulin danh dau biotin;
dém MES.

R2: Khang thé don dong khang insulin danh déu phirc
hop ruthenium; dém MES.

Dat tiéu chuén chét lugng ISO 13485:2016

25

89

Thudc thir xét nghiém
dinh lugng procalcitonin
(PCT)

M: Vi hat phu streptavidin.

R1: Khang thé don dong khang PCT danh dau biotin;
dém phosphate .

R2: Khéang thé don dong khang PCT danh dau phirc hop
ruthenium ; d&€m phosphate.

Dat tiéu chuan chat lugng ISO 13485:2016

A

Hop

90

90

Thudc thir xét nghiém
dinh Iugng NTproBNP

M: Vi hat phu streptavidin.

R1: Khang thé don dong khang NT-proBNP danh diu
biotin; d¢m phosphate .

R2: Khang thé don dong khang NT-proBNP d4nh diu
phtrc hop ruthenium ; dém phosphate.

Dat tidu chuén chét lugng ISO 13485:2016

120

91

Thudc thir xét nghiém
dinh lugng thyroglobulin
(Tg)

M: Vi hat phu streptavidin.

R1: Khang thé don dong khang Tg danh déu biotin; dém
Bis-Tris .

R2: Khang thé don dong khéang Tg danh déu phirc hop
ruthenium; dém Bis-Tris.

Tiéu chuan chit lugng ISO 13485:2016

A

Hop

30

92

Thudc thir xét nghiém
dinh lugng PSA toan phan

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang PSA danh d4u biotin ;
dém phosphate .

R2: Khang thé don dong khang PSA danh du phirc hop
ruthenium; dém phosphate.

Tiéu chudn chét lugng ISO 13485:2016

40
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M: Vi hat phu streptavidin.
R1: Khang thé don dong khang TSH danh diu biotin ;
93 Thudc thir xét nghiém dém phosphatff. ’ Hop 40
dinh luong TSH R2: Khang thé don dong khang TSH danh dau phuc hop i
ruthenium; d€m phosphate.
Tiéu chuén chét lugng ISO 13485:2016
M: Vi hat phu streptavidin
R1: Khang thé don dong khang troponin T tim; dém
94 Thudc thir xét nghiém phosphate . ' Hop 20
dinh luong Troponin T R2: Khang thé don dong khang troponin T tim danh dau i
phurc hop ruthenium; dém phosphate .
Tiéu chudn chét lugng ISO 13485:2016
IS i M: Vi hat phu streptavidin
el KR -
95 ﬂgu’c‘ri khing khéng R2: Khéu}g thé don dong khang -HBe déph dau biotin; Hép 5
n o khang thé don dong khang -HBe danh dau phic hop :
nguyen € cua vi rut viem . R
gan B (HBeAQ) rqt}lenlurgl; der? HEPES.
Ti€u chuan chat lugng ISO 13485:2016
M: Vi hat phu streptavidin.
R1: Hai khang thé don dong dic hiéu khang HBsAg ;
o, .~ _,, |dém phosphate.
9 Ehﬁi%;ﬂé‘fnﬁ;ﬁ};%fft R2: Khéng thé don dong khéng HBsAg , khéng thé da Hop 300
gHEm ¢ g dong khang HBsAg danh diu phtc hop ruthenium; dém
phosphate.
Tiéu chudn chét lugng ISO 13485:2016
M: Vi hat phu streptavidin.
Thude thir xét nghiém R}; Khang nguyén dic hiéu HCV- d3 biotin héa, chit
97 |dinh tinh khang thé khang |36 HEPES. . ) Hop 260
H‘ cV R2: Khang ngl}yén dac hi¢u HCV danh dau phtc hop i
ruthenium, chat dém HEPES.
Tiéu chudn chét lugng ISO 13485:2016
M: Vi hat phu streptavidin.
R0O: MES; Nonidet P40.
Thube thir xét nghiém R1 Khang ‘Ehé (?f)rn;d(‘)ng kvhén.gﬂp24 danh dé.l’l biotjn,
C , n khang nguyén téi t6 hop dac hiéu HIV-1/2 danh dau
dinh tinh khang nguyen 1,5 1 p o1y peptide ddc higu HIV-1/2 dénh déu
98 |HIV1 p24 va khang thé o ’ o Hop 250
khang HIV1, bao gém biotin, C,t¢m TBIS' . , . A s R
nhém O. va HIV2 R2: Khang thé don dong khang p24 , khang nguyén tai to
' hop déac hiéu HIV-1/2, peptide dac hiéu HIV-1/2 danh
dau phirc hop ruthenium; dém TRIS.
Tiéu chudn chét lugng ISO 13485:2016
M: Vi hat phu Streptavidin
Thuée thir xét nghiém Cl;élml;eﬁ);(;; :tlérulhne héa dang vong danh dau biotin;
99 ba? dinh lu’Q‘rgg u’r, khing R2: Khang thé don dong khang IgG nguoi danh dau Hop 10
the IgG nguoi khang CCP . A
ruthenium; dém phosphate.
Tiéu chudn chét lugng ISO 13485:2016
Mau chirng huyét thanh déng khé 14y tir huyét thanh
100 Vit liéu kiém soat xét ngudi véi 2 khoang ndng do. Mau ching duoc ding dé Hép 4

nghi¢m CCP

kiém tra d6 dang va do chinh xac ctia xét nghiém mién
dich Anti-CCP. Tiéu chuén chat lvong ISO 13485:2016
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I Cn M: Vi hat phu Streptavidin
T.h uocr thu X?t nghl}@m R1: Thudc thir tién xtr Iy mau: Khang thé khang Fdy
dinh tinh khang thé IgM e oan
101 |khan nguoi; dém phosphate 6 5
, g ~ . . . |R2:Khang thé don dong khang IgM nguoi danh ddu P
khang nguyén 15i cta vi . . X , .
(Gt viem oan B biotin; HBcAg déanh dau phtc hop ruthenium
g Tiéu chudn chit lugng ISO 13485:2016
Huyét thanh ching san sang dé st dung lay tir huyét
Vit liéu kiém soat xét thanh nguoi & ca khoang ndng d6 4m va duwong. Mau
102 |nghiém khang thé khang |ching duoc ding dé kiém tra d6 diing ctia xét nghiém Hop 3
HBCcAg IgM mién dich Anti-HBc¢ IgM. Tiéu chuan chat luong ISO
13485:2016
M :Vi hat phu Streptavidin.
R1: khang nguyén tai to hop dic hiéu Rubella : Khang
Thudc thir xét nghiém  [thé don dong khang IgM ngudi danh dau biotin, cac hat
103 |dinh tinh khang thé IgM  |twong tu Rubella (RLP); dém natri phosphate. Hop 5
khéang vi rit Rubella R2: Khang thé khang Rubella danh du phirc hop
ruthenium; d€m natri phosphate
Tiéu chuin chét lugng ISO 13485:2016
Vat lidu kidm sodt xét Huyét thar‘ﬁ.l chli'ng sa}n sang de S}I dun;g liy tur hu§iet ’
i , 2., thanh ngudi. Mau chimg dugce dung dé kiém tra d¢ ding .
104 |nghiém khang the khang . o X Hop 3
Rubella IgM cua xét nghlerg mien dich Elecsys Rubella IgM.
Ti€u chuan chat lugng ISO 13485:2016
M: Vi hat phu Streptavidin.
R1: Khang thé don dong khang IgG nguoi danh dau
Thude thir xét nghiém biotin, hat twong tu Rubella (RLP), dém phosphate.
105 |dinh luong khang thé IgG |R2: Phan doan khang thé don dong khang Rubella danh Hop 5
khéang vi rit Rubella dau ruthenium, E1 tai to hop danh déu biotin, E1 téi to
hop danh dau ruthenium, dém phosphate.
Tiéu chudn chét lugng ISO 13485:2016
Vat lidu kidm sodt xét Huyeét thar}h chli’ng sa}n sang de S}I dun;g liy tur hu}iet ’
n , 21, thanh nguoi. Mau ching dugce dung de kieém tra d§ dung .
106 [nghiém khéang thé khang ., R x .. Hop 3
Rubella 1gG cua xét nghlerr} mien dich Elecsys Rubella IgG.
Tiéu chuan chat lugng ISO 13485:2016
M: Vi hat phu streptavidin.
Thubc thir xét nghiém R}: P.har.l do;{n khéang thé don dong khang h-IgM danh
107 |dinh tinh khéng thé [gp |02 Diotin, dém MES. Ho 5
2 & g R2: Khang nguyén dic hiéu EBV danh dau phuc hop °P
khang EBV . -
ruthenium; dém MES
Tiéu chudn chét lugng ISO 13485:2016
Vit liu kiém sodt xét Hliyet tl}anh chu’ng‘dongxkh.oR lay tur hAuy?t thaflh n,guor}.
i , 2, Mau ching duoc dung dé kiém tra ¢ diing ctia cac xét .
108 [nghiém khang thé khang in X 1 . Hop 3
EBV IgM/VCA IgG nghiém mién dich E}ecsy§ EBV IgM va Elecsys EBV
VCA IgG. Tiéu chuan chat lugng ISO 13485:2016
M: Vi hat phu Streptavidin.
Thudc thir xét nghiém R1: Khang thé don dong khang IgM ngudi danh ddu
109 dinh tinh khang thé IgM [biotin; d&m MES H6 5
khang R2: Khang nguyén dic hiéu CMV danh dau phirc hop P
cytomegalovirus ruthenium ; dém MES
Tiéu chudn chét lugng ISO 13485:2016
Vit liéu kiém soat xét Huyét thanh chimg sin sang dé st dung 14y tir huyét
110 nghiém khang thé khang |thanh nguoi. Mu ching duoc dung dé kiém tra 6 ding o 3
Cytomegalovirus (CMV) [cua xét nghiém mién dich CMV IgM. Tiéu chuin chit P

IgM

luong ISO 13485:2016
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M: Vi hat phu streptavidin.
Thude thit xét nghiéfn II\Q/II E ghéng nguyén dic hiéu CMV danh dau biotin, dém
1 dm,h lrong khéng the G R2: Khang nguyén dic hiéu CMV danh dau phirc hop Hop >
khang CMV . A
ruthenium; dém MES .
Tiéu chuén chét lugng ISO 13485:2016
Vit lidu kidm sodt xét Huyét thar}h cht’ing sr?}n sang dé su dunxg liy tur hu;iét ’
o , 21, thanh ngudi. Mau chimg dugce dung dé kiém tra d¢ ding
11 |"ghiém khang thé khang o iam mign dich CMV 1gG va CMV IeG Hop 3
Cytomegalovirus (CMV) -
IgG AXIdlty. . .
Tiéu chuan chat lugng ISO 13485:2016
M: Vi hat phu Streptavidin
R1: Khang thé don dong khang PSA danh diu biotin;
113 Thudc thir xét nghiém dém phosphat§ , Hép 40
dinh luong PSA ty do R2: Khang thé don dong khang PSAdau phuc hop i
ruthenium; d€m phosphate .
Tiéu chuin chét lugng ISO 13485:2016
Chét hicu chuén xét H(:)n‘ hop .dém/prvoteinxsﬁn séﬂmg .dAé su dlimg c? thém PSA A
114 nghiém PSA tu do nguoi voi 2 khoang nong d6. Ti€u chuan chat lugng ISO Hop 5
j i 13485:2016
M: Vi hat phu Streptavidin.
Thudc thir xét nghiém R1: Khang nguyén Toxoplasma danh dau phirc hop
115 dinh tinh khang thé IgM  [ruthenium; dém MES. ’ Hop .
khang R2: Khang thé don dong khang IgM ngudi danh dau i
Toxoplasma gondii biotin; d¢ém HEPES
Tiéu chudn chét lugng ISO 13485:2016
Vit liu kiém sodt xét Huyét thar}l'l cht’i’ng sec}n sang dé s‘fr dunxg léy tur hu}iét ’
o . I thanh nguoi. Mau ching dugc dung dé kieém tra do dang .
116 [nghiém khang thé khang ., o X g o 2 Hop 3
Toxoplasma IgM cu:i} xét nghiém mien dich Elecsys Toxo IgM. Tiéu chuén
chat lugng ISO 13485:2016
M: Vi hat phu Streptavidin.
Thudc thir xét nghiém R1: Khang nguyén dic hiéu T. gondii ddnh dau biotin,
117 dir}h tinh ai lyc ctia khang [dém TRIS. ’ Hop 5
thé IgG khang R2: Khang nguyén dac hi€u T. gondii danh dau phirc :
Toxoplasma gondii hop ruthenium; dém TRIS
Tiéu chudn chét lugng ISO 13485:2016
Vit liéu kiém soat xét : . : : ;
AN , 2, Huyét thanh chirng san sang dé st dung lay tur huyét .
118 |nghiém khang the khang 1, " i Tieu chudn chét lugng ISO 13485:2016 Hop 3
Toxoplasma IgG Avidity
Huyét thanh chimg sin sang dé s dung 14y tir huyét
Vit liéu kiém soat xét thanh nguoi. Mau ching duge dung dé kiém tra d ding
119 |nghiém khang thé khang |cua xét nghiém mién dich Toxo IgG va Hop 3
Toxoplasma IgG Toxo IgG Avidity.
Tiéu chudn chét lugng ISO 13485:2016
M: Vi hat phu streptavidin
Thude thir xét ngh%ém Cl;élm Ilf,ltgl;lg nguyén dac hiéu HSV-1 danh dau biotin,
120 |dinh tinh khang thé 16p j ) Hop 5

IgG khéng HSV-1

R2: Khang nguyén dic hiéu HSV-1 danh du phiic hop
ruthenium; dém MES
Tiéu chuén chét lugng ISO 13485:2016
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M: Vi hat phu streptavidin.
Thude thit xét nghiém II\Q/II E ghéng nguyén dac hi€éu HSV-2 danh dau biotin, d¢m
121 ‘Iiéghkt;g;;‘h:g\g/tge 6P | Ro: Khéng nguyén dac hiéu HSV-2 dénh ddu phic hop | 11OP >
ruthenium; dém MES
Tiéu chuén chét lugng ISO 13485:2016
Vit licu kiém sodt xét Hliyét tl}anh chﬁng‘d()ngxkh.(”); lay tir kiuyc:f':t tha{lh n’gu’(‘rf.
122 |nghiém khéng thé khang Mal}Achun% du(:rc dung dé kiém t‘ra d6 dung cua (iac xét . Hép 3
H S\/ (Herpes Simplex) ngl}lem mien dich HSV-1 IgG va HSV-2 IgG. Tiéu chuan i
chat lugng ISO 13485:2016
Dung di,Ch .pha loﬁngAmé}l Hon hop protein; chat bao quan < 0.1 % n
123 " |dugc chi dinh cho MOUSO | s Ay chét lwong ISO 13485:2016 Hop >
xét nghiém
Dai do: Huyét thanh hoic huyét twong: 200-400mg/dL (2-
4g/L)
Pham vi tuyén tinh [0.25, 4.99] ng/ml
Thanh phan chinh:
Thuée thir xét nghiém Rl_. Polyethylene glycol 6% (w/v)
124 |dinh lrong Transferrin | 1115/ 1CL 20mmol/L, pH7.4 Hop 20
(TF) Sodium _chlorlde 15_0 mmol/L
R2: Anti-Transferrin 10%
Tris/HCL 20 mmol/L, pH7.4
Sodium chloride 150 mmol/L
Nhoém nuée G7
Tiéu chudn chét lugng ISO 13485:2016
Chat chuan xét nghiém dinh lwong Transferrin (TF)
Chat hiéu chudn xét Duoc lam tir huyét thanh, huyét tuong nguoi. Dang dong
125 [nghiém dinh luong khé. Hop 15
Transferrin (TF) Nhoém nude G7
Tiéu chudn chét lugng ISO 13485:2016
Vit lidu kidm sodt chit Vit ligu k_iém soat chat lugng xét nghiém dinh luong
. a a Transferrin (TF) .
126 [luong xét nghiém dinh ) , Hop 25
lugng Transferrin (TF) N.h om NUoe G7
j Tiéu chuan chat lugng ISO 13485:2016
Phuong phap: Ultrasensitive Pyrogallol Red.
Pham vi do: Phuong phap tuyén tinh 1én dén 400 mg/dl
(4 g/
D6 nhay phan tich (giéi han phat hién thap hon): 0.6
Thudc thir xét nghiém mg{dl hoa:: 6 m’g/l
127 |dinh luong Urine protein Thanh phan chinh: Hop 25
(UP) Pyr(?gallol red 0.06 mmol/I
Sodium molybdate 0.04 mmol/I
Succinate buffer 50 mmol/I
Detergent 2 %
Nhém nuée G7
Tiéu chudn chét lugng ISO 13485:2016
Vit liu kiém sodt chit Xitnléé;rgtifirr? soat chat lugng xét nghiém dinh lugng
128 [luong xét nghiém dinh , ) Hop 20
luong Urine protein (UP) N.h o Uoe G7
) Tiéu chuan chat lugng ISO 13485:2016
Chét hiéu chuan xét Chét hiéu chun xét nghiém dinh lugng Urine protein
129 [nghiém dinh luong Urine [Nhom nudc G7 Hop 15

protein (UP)

Tiéu chuén chét lugng ISO 13485:2016
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M: Vi hat phu Streptavidin
R1: Khang thé don dong khang PTH dénh d4u biotin;
130 Thudc thir xét nghiém dém phosphate. Hé 20
dinh lugng PTH R2: Khéng thé don dong khang PTH dénh du phitc hop °P
ruthenium; d€m phosphate.
Tiéu chuén chét lugng ISO 13485:2016
131 Chat hiéu chudn xét Huyét thanh ngudi dong khé chira PTH tong hop véi hai Hé 5
nghiém PTH khoang ndng do. Tiéu chuan chét lugng ISO 13485:2016 °P
Thudc thir IP: Dung dé dinh lugng Inorganic Phosphorus
Thudc thir chan lugng trong huyét thanh hozc huyét twong .
v . H 1
132 Phosphorus Nhom nuée G7 op >
Tiéu chuén chét lugng ISO 13485:2016
Nong d6 va thudc thir
Gi4 tri do: Huyét thanh: 0.8-1.8 mg/L. Nudc tiéu: 0.03-
0.10 mg/24h
Thube thir xét nghiém T?}/en tinh: Pham‘ vi xét nghiém xap )fl 0.’4.—60’mg/;L doi
. véi huyét thanh va 0.03—7.00 mg/L d6i véi nudce ticu .
133 |dinh luong B2- . L Hop 20
Microalobulin R1 Amino acetic acid buffer
g R2 0.12w/v% latex particles, Hypersensitivity of the
BMG antibody solution
Nhom nudc G7
Tiéu chudn chét lugng ISO 13485:2016
, i A A < R , A , A . 2_
Vit licu kiém sodt chit R/Aa:; :gcli;zzirilnsoat chat lugng xét nghi€ém dinh lugng 3
134 |luong xét nghiém dinh i g . Hop 10
luong B2 -Microglobulin Nhém nute G7
ne EOOUWIN iy chudn chét luong ISO 13485:2016
Chat hiéu chudn xét Chat hiéu chuan xét nghiém dinh lugng B2-Microglobulin
135 |nghiém dinh luong f2 -  [Nhom nudc G7 Hop 10
Microglobulin Tiéu chudn chét lugng ISO 13485:2016
Thanh phan gom:
- Dung dich dém L: Mubi Guanidin 1x8 mL
- Dung dich dém WA: Mubi Guanidin 1x9 mL
e, A A - Dung dich d¢m WB: H20 1x6 mL
136 |BOKittach chictthucong | 1y o 4ich dem TE: Tris, EDTA 1x1.7 mL Hop 30

DNA/RNA

- Proteinase K: 1x375 pL

- Cot quay: 32 chiée

- Ong thu (2mL): 32 chiéc

Tiéu chudn chét lugng ISO 13485:2016
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B6 xét nghiém dinh 25
type HPV

- Bo Kit phét hién 25 tuyp HPV nguy co cao tir mau phét
co tir cung. Phan biét 4 ching HPV nguy co cao (16, 18,
31 va 59) va 3 ching HPV nguy co thip (6, 53 va 61).
Phat hién chung 10 loai HPV nguy co cao khac (HPV 33,
35, 39, 45,51, 52, 56, 58, 66 va 68) va 8 loai HPV nguy
co thap khac (HPV 11, 40, 43, 44) , 54, 70, 73, va 81).

- Khéng c6 phan tmg chéo v6i cac tac nhan vi sinh vat
khac nhau gém HPV cac type, Adenovirus, E.Coli,
Kleb...

- Str dung dugc voi loai cac mau xét nghiém té bao dang
long ThinPrep va SurePath

- C6 chung ndi B-globin ngan ngtra tinh trang am tinh gia
va chira Uracil-DNA Glycosylase (UDG) chdng nhiém

- B§ nhay lam sang: 90.0%-100%. D9 dac hi€u lam sang:
98.1%-100%

- Tiéu chuan chit luong ISO13485

10

138

Thudc thir xét nghiém
dinh lugng tacrolimus

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang tacrolimus danh dau
biotin; d¢m phosphate .

R2: Dan xuét tacrolimus danh dau phtrc hop ruthenium;
dém citrate .

Tiéu chudn chét lugng ISO 13485:2016

139

Chét hiéu chuan xét
nghiém Tacrolimus

Mau chudn dong khé Iy tir mau nguoi chia tacrolimus
v6i 2 khoang nong do. Tiéu chuan chét lugng ISO
13485:2016

140

Thudc thir xét nghiém
Cyclosporine

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang cyclosporine danh diu
biotin; d¢m phosphate.

R2: Cyclosporine danh ddu phtrc hop ruthenium; dém
phosphate .

Tiéu chudn chét lugng ISO 13485:2016

141

Chat hi¢u chuén xét
nghiém Cyclosporine

Mau chudn dong khé 14y tir mau ngudi chia cyclosporine
v6i 2 khoang ndng do. Tiéu chuan chit luong ISO
13485:2016

142

Thudc thir xét nghiém
dinh luong Everolimus

M: Vi hat phu Streptavidin.

R1: Khang thé don dong khang everolimus danh dau
biotin ; d¢m phosphate .

R2: Dan xuit everolimus ddnh diu phirc hop ruthenium ;
dém citrate

Tiéu chudn chét lugng ISO 13485:2016

A

Hop

143

Chét hiéu chun xét
nghi¢ém Everolimus

Mau chuan déng kho 1ay tir mau ngudi chira Everolimus
v6i 2 khoang nong d6. Tiéu chuan chét lugng ISO
13485:2016

A

Hop

144

Hoa chét tach chiét
cyclosporine, tacrolimus,
everolimus va sirolimus

Dung dich kém sulfate trong methanol va ethylene

glycol.
Tiéu chuén chét lugng ISO 13485:2016

A

Hop

15

145

Vit liéu kiém soat xét
nghiém Cyclosporine,
tacrolimus va Sirolimus

Mau chiig déng khé 1ay tir mau ngudi véi ba khoang
ndéng d6. Mau chimg dugc dung dé kiém tra d6 dung va
dd chinh x4c cuia cac xét nghiém mién dich
Cyclosporine, Tacrolimus va Sirolimus.Tiéu chuan chat
luong ISO 13485:2016

A

Hop
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Vat li¢u kiém soat xét
nghiém Everolimus

Mau chirmg déng kho 14y tir mau ngudi voi ba khoang
noéng d6. Mau chimg duge dung dé kiém tra d6 dung va
dd chinh x4c cua xét nghiém mién dich Elecsys
Everolimus. Tiéu chuan chat lugng ISO 13485:2016

147

Hoa chat xét nghiém
CMV Virus

- K¥ thuat: Real-time PCR

- Phuong phép phén tich: dinh tinh va dinh lugng

- Trinh ty dich: Trinh ty DNA bao thu dac hi€u cho gen
don ban sao ma hoa khang nguyén 4 IE.

- D6 déc hiéu phan tich: Human Cytomegalovirus (CMV)
100 %

- B§ nhay phan tich (LoD): chi tir 122.594 1U/ml

- Khoang tuyén tinh: 10710 - 10°2.5 cp/ml v&i d6 chinh
xac + 0.5 log

- Khoang dong hoc 1010 - 122.594 cp/ml

- MAu dau vao: huyét trong, huyét thanh, nude tiéu, mau
toan phan

- Pat tiéu chuén chét lugng ISO 13485

A

Hoép

148

Hoa chat doc EBV
Realtime-PCR

- K¥ thuat: Real-time PCR

- Phuong phép phén tich: dinh tinh va dinh lugng

- Trinh tu dich: Gen EBNAI

- B9 dac hiéu phan tich: 100% voi Epstein-Barr virus

- D0 nhay phan tich (LoD véi xac suat 95%): >=110.8
IU/ml

- Do nhay chan doan: 99.10% (CI95%: 96.45%-99.84%)
- Khoang tuyén tinh: 10710 - 10°2.5 TU/ml

- Méu dau vao: BAL, CSF, huyét tuong, mau toan phan
(EDTA).

- Pat tiéu chuén chét lugng ISO 13485

149

Thudc thir xét nghiém
dinh lugng Ferritin (FER)

Phuong phap: Do phan tng khang nguyén / khang thé-
latex bang phuwong phap diém cudi.

Pham vi do: 0-500 ng/mL

LDD: 4 ng/mL

Thudc thir cung cp

Latex

Dung dich vi hat latex lo ltrng dugc lam nhay cam véi
anti-ferritin cia vit IgY (AFc)

bém

Dbém photphat.

Natri azit (0.95 g/L).

Nhoém nuée G7

Tiéu chudn chét lugng ISO 13485:2016

30

150

Chét hiéu chuén cho xét
nghiém dinh lugng
Ferritin

Chat hiéu chuén cho xét nghiém dinh lwong Ferritin.
Nhom nuéce G7
Tiéu chudn chét lugng ISO 13485:2016

10
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Thudc thir xét nghiém
dinh luong Rheumatoid
Factor (RF)

D6 tuyén tinh thap: Gigi han phat hién 14 2 TU/mL
Do tuyén tinh cao: 2-160 IU/ml.

Do nhay (LOD): 2 IU/ml

Thanh phan chinh:

Thuéc thir 1:

Tris buffer < 25 mmol/I

Sodium azide pH 8.2. < 0.999¢/I

Thuéc thir 2:

Huyén phu céc hat latex dugc phi bang huyén phu cua
c4c hat latex dugc phu bang gamma-globulin ctia con
nguoi, natri azide <0.99 g/ L

Phuong phap: xét nghiém mién dich

Budc song: 660 nm

Nhiét do: 2-8°C

Mau: Huyét thanh, huyét trong

Tuyén tinh: 150 TU/ml

Nhom nuoc G7

Tiéu chuén chét lugng ISO 13485:2016

30

152

Nude cap sinh hoc phan
tu

Dung dé pha ché thudc tht, rira dung cu thay tinh, do
nhya va cac ung dung sinh hoc phan tir khac trong do6
nude khong chira RNase, DNase va Protease yéu cau. N6
dugc str dung rong rdi cho mot sd quy trinh co ban nhu
PCR, dién di trén gel, DNA sép Xép thu tu, v.v.

Nudc cap sinh hoc phén tir duoc hip khir tring dé dam
bao v6 trung. Cudi cung, san phém duoc loc qua bd loc
0,2 micron, khong xtr Iy bang DEPC.

Bao quan ¢ nhiét d phong (15-250C).

Dat tiéu chuan ISO 13485

Chai

153

Hoa chét Ethanol
absolute PA

- Cong thure héa hoc: C2H60

- Khéi lwong phan tir: 46,07 g/mol

- Do tinh khiét > 99.9%

- B§ nhét, dong luc: 1.2 mPa.s ¢ 20 °C

- D6 hoa tan trong nude: 1,000 g/l & 20 °C - C6 thé pha
tron hoan toan

-Do pH: 7.0 6 10 g/l 6 20°C

- Trong subt, khdng mau, c6 mui dic trung.

- Tiéu chuin chét luong ISO 9001

Chai

Test nhanh: 21 mat hang

Kit xét nghiém chan doan
nhanh Aspergillus
Galactomanan LFA

Xét nghiém sic ky mién dich dé phat hién dinh tinh
Aspergillus galactomannan LFA trong cdc mau huyét
thanh va dich rira phé quan phé nang (BAL).

Mau huyét thanh va BAL yéu cau phai dugc xir 1y nhiét
trude khi thir nghiém.

C6 thé doc truc quan hodc thiét bi hd trg sir dung dén
LED 6 budc séng 525nm dé doc két qua.

Thtr nghi€ém dugc thuc hién trong 30 phut va két qua
duoc doc trong vong 10 phit

Tiéu chuén chét lugng ISO 13485

Test

1000
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Que thir xét nghiém dinh

tinh
AMP/MOP/COD/THC/Heroi
n

- Xét nghiém mién dich sic ky dong bén dé phat hién
dinh tinh nhiéu loai ma tuy, chat chuyén hoa thudc va
ruou & ndng do ngudng sau trong nude tiéu: MOP
300ng/ml; AMP 500ng/ml; THC 50ng/ml; COD
300ng/ml; HER 10ng/ml.

- Thanh phéan: Chira cac hat lién két khang thé don dong
chudt va cac lién hop thude -Protein twong tmg. Mot
khang thé dé dugc st dung trong mdi vach ching.

- B§ nhay: 100%

- bg dac hi¢u: 100%

- B9 chinh xac: AMP: 99.925%; COD: 99.9%; THC:
99.92%; MOP: 99.93%; 6-MAM (Heroin): 99.9%

- Phan tng chéo: Khong phan tig chéo voi cac hop chét
& ndng d6 100pg/ml: Acetophenetidin , N-
Acetylprocainamide, Acetylsalicylic acid....

Tiéu chuén chét lugng ISO 13485:2016

Test

3.000

Que thtr dung cho may do
duong huyét

Que thir duong huyét ding dé do nong do duong huyét
trong mau tuoi toan phan.

Thanh phan chinh:

Non-reactive ingredients > 2.1 % w/v

Glucose dehydrogenase(FAD-dependent) > 4 unit/v
K3Fe(CN)6 > 4.5% w/v

C& mau: 1 uL

Thoi gian phan ung: < 10 gidy

Pham vi do: 20 - 600 mg/dL

Pham vi hematocrit: 10% dén 70%

Tiéu chudn chét lugng ISO 13485:2016

Que

55.000

Khay thtr xét nghiém dinh
tinh Amphetamine (AMP)

Phat hién dinh tinh sy ¢6 mit chat giy nghién
Amphetamine (Ma tay tong hop) trong nude tiéu.
Ngudng phat hién: 1000 ng/ml

Do nhay: 100% . B§ dac hiéu: 100%

Béo quan nhiét do: 2-30 d6 C.

Han dung: 24 thang, ké tir ngay san xudt

Tiéu chudn chét lugng: ISO 13485:2016

Test

200

Test chan doan caim A va
B

Xét nghiém phat hién dinh tinh cac khang nguyén cum A
va B trong cac mau bénh pham tir dich tiét & mai.
Thanh phan

Vach chirng: Dé khang IgG chuot

Vach thir A: Khang thé cim A

Vach thir B: Khang thé cum B

Cum A: Do nhay 82%, do déc hiéu 100%, d6 chinh xac:
95.9%.

Cum B: d6 nhay 100%, d6 déc hiéu 100%, d¢ chinh xac
100% (Twong quan RT-PCR)

Thoi gian tra két qua: 8-20 phut

Tiéu chudn chét lugng ISO 13485:2016

Test

800




A s . R £ - " Pon vi So
STT Tén hang hoa Thong so ky thuit tinh lwong
Phat hién dinh tinh, truc tiép khang nguyén Chlamydia
trachomatis.
- Mau phﬁrn: Dich ¢b ti cung nit gioi, dich ni€u dao,
nudc tiéu nam gidi
- Ngudng phat hién: 5x10"4 IFU/ml
- B§ nhay: 93.58% ; D¢ dic hi¢u: 99.08%
Thanh phan kit thir:
2 , . |1. Cong hop khang thé don dong khang Chlamydia
6 |Test chan doan Chlamydia (Chlamydia McAb conjugate): 10 pg/ml: Test 600
2. Khang thé don dong chudt khang Chlamydia
(Chlamydia monoclonal antibody mouse): 0.75 mg/ml;
3. Khang thé da dong dé khang IgG chudt (Anti-mouse
1gG polyclonal antibody goat): 2.25 mg/ml.
- Khéng phan tng chéo voi: Streptococcus, Herpes
sinplex virus, Mycoplasma hominis.....
- Tiéu chuin chét luong ISO 13485:2016
Phat hién khang thé khang syphilis trong mau toan phan,
huyét thanh, huyét twong ctia ngudi.
- g nhay: 100% ; DB dac hiéu: 100%
Test xét nghiém nhanh - Mau pham: Huyét thanh, huyét trong, méau toan phan
7  |phat hién khang thé - Thanh phan Kit thir: Ving cong hop: Khang nguyén Test 600
khang giang mai TP KO011B (0,16 pg)
- Vach két qua Khang nguyén TP KO11A (0,2 pg);
- Vach chimg: Khang thé tho khang TP (0,88 pg)
- Tiéu chuin chit luong ISO13485
Do nhay 100% , d¢ dac hiéu > 99,75%, Cho két qua
nhanh trong vong 15 phit, Do 6n dinh cua 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
T.h anh thir xét ngh{@m - Ham lugong chinh: Antibody, anti HIV-1,
8 ﬁlrf/l tinh khang the khdng | \ i 4y Anti HIV-2, Antigen (pGO9-CKS/XL-1) HIV- | & 500
1 Group O, Antigen,(pGO11-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.
Tiéu chudn chét luong ISO 13485
Phat hién dinh tinh sy c6 mat chat giy nghién
Methamphetamine (Ma tiy d4) trong nuéc tiéu.
Ngudng phat hién: 500 ng/ml
9 |Test chdn doan MET Do nhay: 100% . D6 dac hiéu: 100% Test 200
Béo quan nhiét do: 2-30 d6 C.
Han dung: 24 thang, ké tir ngay san xudt
Tiéu chudn chét lugng: ISO 13485:2016
Phat hién dinh tinh nhom chat thudc phién Morphine -
Heroin - Opiates trong nudc tiéu.
Ngudng phat hién: 300 ng/ml
10 |Test chan doan Mophin [P nhay: 100% . B¢ dac hi¢u: 100% Test 200

Béo quan nhiét do: 2-30 46 C.
Han dung: 24 thang, ké tir ngdy san xuat
Tiéu chuén chét lugng: ISO 13485:2016
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Khay thtr xét nghiém dinh
tinh khang nguyén
Malaria Pf/Pv

Dinh tinh phat hién dong thoi va phan biét khang nguyén
cac chung virus gy bénhs 6t rét Malaria dang Pf/Pv

- Mau thtr, mau toan ph?m

-Phat hién Pf: Dg nhay: 92.4%; D¢ dac hié¢u: 98.8%

- Phat hién Pv: D§ nhay: 90.5%; D§ dac hiéu: 98.7%
Khay thir bao gom:

1) Viing cong hop dugc phu san cong hop khang thé
chudt khang Pv-LDH (cdng hop Pv-LDH-vang) va cong
hop khang thé chudt khang pHRP-II (cong hop pHRP-II-
vang) va mot cong hop khang thé kiém soat-vang,

2) Mang nitrocellulose gdm hai vach két qua (vach Pv,
Pf) va mot vach chimg (vach C). Vach két qua Pv phu
san khang thé dic hiéu khang Pv-LDH dé phat hién
khang nguyén Pv, vach két qua Pf phi1 sdn khang thé dic
hiéu khang pHRP-II dé phat hién nhiém Pf va vach chimg
C phi1 sin khang thé kiém soat

- Khong phan tmg chéo véi mau phadm Dengue, HBsAg,
HCV, HAV, HIV, Syphilis, TB, H.pylori...

- Tiéu chuin chit luong ISO 13485, EC

Test

600

12

Khay tht xét nghiém dinh
tinh khang thé IgM, IgG
khang Dengue

Dinh tinh phat hién cac khang thé khang vi rut Dengue
(1gG/IgM).

- MAu pham: Huyét thanh, huyét tuong, mau toan phan
- Vach IgG: B¢ nhay: 97.3%, D6 déac hiéu: 99.3%

- Vach IgM: D§ nhay: 96.9%, D¢ dac hié¢u: 98.9%
Thanh phan:

1. Vung cong hop c6 mau do tia dugc phu san cong
hopvang khang nguyén vo dengue tai t6 hop (cong hop
dengue) va cong hop vang khang thé kiém soat.

2. Mot mang nitrocellulose chira 2 vach két qua (vach G
va vach M) va mdt vach chimg (C). Vach G phu san
khéng thé dé phat hién khang thé IgG khang vi rit
dengue, vach M phui sin khang thé dé phat hién khang
thé IgM khang vi rat dengue va vach chiing C dugc phu
san khang thé kiém soat.

- Pat tiéu chuan ISO 13485:2016

Test

500

13

Khay thtr xét nghiém dinh
tinh khang nguyén
Dengue

Phat hién khang nguyén Vius Dengue Ag ( NS1)

- Mau thir: Huyét thanh, huyét twong, méau toan phan

- Ngudng phat hién: 0,25 ng/ml

- B§ nhay: 100%, Do dac hi€u: 99.6%,Dd chinh xac:
99.7%

Thanh phén:

1. Vung cong hop c6 mau do tia duogc phu san cong hop
khang thé khang khang nguyén dengue NS1 (cong hop
dengue Ab) va mot cong hop khang thé dé kiém chimng.
2. M6t mang bang hop chét nitrocellulose chira mét vach
két qua (vach T) va mot vach ching (vach C). Vach T
phu sin khang thé khang khang nguyén dengue NS1 va
vach chung C dugc pha sin mot khang thé kiém chung.
- Pat tiéu chuin ISO 13485:2016

Test

500
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Test chan doan THC

Phat hién dinh tinh su c6 mat chat gay nghién THC (B6
da) trong nudc tiéu.

Ngudng phat hién: 50 ng/ml

Do nhay: 100% . B§ dac hiéu: 100%

Béo quan nhiét do: 2-30 d6 C.

Han dung: 24 thang, ké tir ngdy san xuat

Tiéu chuén chét lugng: ISO 13485:2016

Test

200

15

Khay thtr xét nghi€ém dinh
tinh khang thé IgM, IgG
khang HAV

Dinh tinh phat hién khang thé IgG/IgM khang HAV

- MAu thir huyét thanh, huyét twrong, mau toan phan
Vach IgG: DB nhay: 100% , Do dac hiéu: 98%

Vach IgM: D$ nhay: 94.8% , B¢ dac hiéu: 96.7%

Thanh phan: Mang nitrocellulose chira 2 vach két qua
(vach G va M) va mét vach ching (C). Vach G dugc phu
san khang thé chudt khang IgG-ngudi (mouse anti-human
IgG) dé phat hién khang thé IgG khang HAV, vach M
dugc phu san khang thé chuot khang IgM-ngudi (mouse
anti-human IgM) dé phat hién khang thé IgM khang
HAV va vach C dugc phu sin khang thé kiém soat.

- Pat tiéu chuén ISO 13485, EC

Test

500

16

Thanh thtr xét nghiém
dinh tinh HBsAg

- B§ nhay 98.4% , 4o dac hi€u 99.6%; Xét nghi€m co thé
phat hién ndng d6 0.1 IU/ml. Cho két qua nhanh trong
vong 15 phut, P6 6n dinh cua két qua xét nghiém téi 30
phut, khong can sir dung thém bat ky dung dich
dém(chase) cho mau mau huyét thanh, huyét twong. Str
dung dugc cho tat ca cac loai mau bénh pham bao gom:
Huyét thanh, huyét twong, mau tinh mach, mau dau ngon
tay.

- Thanh phan tai vach test: Khang thé don dong & chudt
khang HbsAg Biotinyl va cac hat mau den dugc phu
khang thé don dong & chudt khang HBsAg.

- Ham lugng: Anti-HBs antibody A1; Anti-HBs antibody
A2, Anti-HBs antibody B1; Anti-HBs antibody B2 ; Anti-
HBs antibody B3 ; Khang thé trén thanh kiém soat.

- Xét nghiém phat hién duoc it nhat 14 dot bién khac
nhau cua HbsAg bao g(‘Sm: P120Q, T123A, T126N,
T126S, Q129R, Q129H, Q129L, M133H, M133L,
K141E, P142S, T143K, D144A va G145R.

- Tiéu chuan chét luong ISO 13485

Test

500
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Khay thir xét nghiém dinh
tinh khang thé khang HCV

Phat hién khang thé dic hiéu khang HCV trong mau
huyét thanh, huyét twong, mau toan phan nguoi. Puoc
thiét ké dé sir dung trong quan thé c6 ty 1& nhiém HCV
cao hodc nhimng ngudi co tién st phoi nhiém/hanh vi
nhiém HCV bao gdm ca phu nit mang thai.

- Hiéu suat: do nhay: 100%; D¢ dac hiéu: 99.4% (so voi
xét nghiém xac nhén st dung RT-PCR)

- Thanh phan:

+ Phirc hop vang: Protein A — chét keo vang

+ Vach thir: Khang nguyén HCV tai t6 hop (161, NS3,
NS4, NS5)

+ Vach chimg: Globulin mién dich dé khang ngudi

- Khong ¢6 phan tmg chéo véi cac mau Khang thé HBs,
CMYV, HIV, Giang mai, Xoin khuén Borrelia
burgdorferi, EBV, HTLV, Ky sinh tring Toxoplasma,
Chlamydia, HBsAg, Cum, Trypanosoma cruzi | /I

- Khong bi gay nhidu boi cac chat: 34 chat

Tiéu chuan chét luong ISO 13485

Test

2.100

18

Test da day

Moi truong su dung dé kiém tra nhanh sy hién dién cia
Helicobacter pylori trong mau bénh phidm (méu sinh thiét
da day) va trén moi truong nudi ciy.

Thanh ph?m: Urea, Phenol red, agar, Na2HPO., KH2PO4
Mirc d9 phat hién vi khuan: SCFU/phan {ing

Ong

20.000

19

Thé 1dy mau hoi tho

Pugc dung dé xét nghiém vi khuan Helicobacter Pylori
Trong lugng: 13 - 14¢g

Kich thudc: 115mm x 61mm x 45mm x 10mm

Trén thé c¢6 chi thi mau (ding dé danh gia lugng mau)
Tiéu chuin chat luong ISO 13485

The

1.500

20

Khay thtr xét nghiém dinh
tinh khang thé khang HIV

Phat hién tat ca cac type khang thé (IgG, IgM, IgA) dic
hiéu véi virus HIV-1 gdm type phu O va HIV-2 bang su
hinh thanh 3 vach 1 rang va phén biét trong mau huyét
thanh, huyét twong va mau toan phan.

- Nhay vé6i IgM trong giai doan nhiém bénh sém

- B§ nhay: 100%; Do dic hiéu: 99.8%.

- 1 test thtr bao gdm: Phirc hop vang: Khang nguyén HIV-
1 gp41, p24, HIV-2 gp36 tai td hop — chit keo vang (1.0
+0.2 pg); Vach thtr 1: Khang nguyén HIV -1 tai td hop
(gp41, p24) (0.625 £ 0.125 pg); Vach thir 2: Khang
nguyén HIV -2 tai td hop (gp36) (0.5+0.1pg); Vach
ching: Huyét thanh dé c6 khang thé HIV (0.75 £ 0.15
He). ,

- Thoi gian tra ket qua: 10 — 20 phat

- Thé tich mau sir dung: huyét thanh/huyét twong: 10 uL;
méu toan phan: 20uL

- Nhiét d6 bao quan: 1 —30 °C

- Khéng c6 phan tng chéo véi cac mau tham tach mau,
mau réi loan dong mau, mau dwong tinh voi khang thé
khang HCV va mau mau phu nir mang thai.

- Pugc phé duyét béi WHO, nim trong Khuyén co
phuong cach xét nghiém chan doan HIV qudc gia nim
2020 cta Vién vé sinh dich t& trung wong.

Tiéu chudn chét luong ISO 13485

Test

1.530
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Khay thtr xét nghi€ém dinh

tinh HbsAg

Phét hién dinh tinh khang nguyén HBsAg trong mau
huyét thanh, huyét twong ngudi, pht hop dé sir dung trén
mau phy nit mang thai.

- Hiéu suét: d6 nhay: 100% (Khoang tin cdy 96.2 -
100%); P06 dac hi¢u: 100% (Khoang tin cdy 97.9 - 100%)
- Thanh phan:

+ Cong hop vang: chit keo vang khang HBs don dong
chudt, chat keo vang lién hop IgY ga

+ Vach thir: Hon hop khang thé don dong chudt khang
HBs

+ Vach chtmng: Khang thé don dong chudt khang ga IgY
- Khong c6 phan tng chéo véi cic mau HCV, HAV,
CMV, EBV, Parvovirus, HIV, VZV, Syphilis, Rubella,
HTLV va HSV.

- Khong bi gy nhidu boi 17 loai chat c¢6 kha ning gy
nhiéu

- Pap tmng céc tiéu chi chap nhan vé hiéu suit trong diéu
kién ting téc 55°C sau 20 tudn.

- Ngudng phat hién: 2 IU/ml ~ 3.86 ng/ml

- Tiéu chuin chét luong ISO 13485

Test

1.680

Vit tu dung cho may xét nghiém: 44 mat hang

Ong chén tir 8 thanh

Ong chyp 8 thanh ding cho may tach chiét DNA/RNA
tu dong. Pat tiéu chuén chét luong ISO 13485

Dai 6ng phan tng 0.1 ml

250 dai 4 ong va nip cho 1000 phan tng 10-50 pl.
Dat tiéu chudn chat lugng ISO 13485

1.000

Dau Parafin

Dau parafin v&i d6 tinh khiét cao. Tiéu chudn chat lwong
ISO 13485

Chai

70

Dau soi kinh hién vi

Dau soi kinh hién vi, dung dich trong sudt khong mau.
Dat tiéu chuan chat lugng ISO 9001

Chai

Pau con tring 10pl

Pau c6n dung cho xét nghiém sinh hoc phan tir (PCR).
Dat tiéu chudn chét lugng ISO 13485

Tui

Dau tip ¢6 loc 1500 ul,
dung cho may tach chiét
tu dong

Dau tip ¢ loc 1500 pl, v6 trung, ding mot lan. Str dung
véi may tach chiét tyu dong. Pat ti€u chuén chat luong
ISO 13485

Hop

Pau tip ¢6 loc 200 pl,
ding cho may tach chiét
tu dong

Dau tip thé tich 200 pl ding mét 1an, c6 gia dd, dong goi
theo gia d& (8 x 128). St dung v6i may tach chiét tu
dong. Pat ti€u chuén chét lugng ISO 13485

Hop

Gidy in nhiét

Gidy in nhiét, kich thudc 55cm x 45cm.
Tiéu chuin I1SO 9001:2015

Cudn

24

Khay dng chtra mau 2ml

- Ong polypropylene khong vé triung (dung tich toi da
0,85 ml, dung tich chtta dudi 0,7 ml, dung tich rira giai
0,4 ml): 2304 6ng trong cac gi 96; bao gdm dai nap. Dat
tiéu chudn chét lugng ISO 13485

A

10

Lamen 22x22mm

Lam kinh vé6i d6 trong sudt cao ding cho nhudm, soi vi
khuén duéi kinh hién vi. Dat tiéu chuén chét lugng ISO
13485

Hop

60

11

Ong Fancol 15ml

- Ong ly tam 15ml bang nhya polypropolyne

- C6 thé hép tiét tring

- Chiu duogc lyc ly tam

- Khéng chira DNase, RNase, Proteases, Pyrogen
- Pat tiéu chudn ISO 13485:2016

Tui

15
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12

Khay chuin bi mau 8
giéng, dung cho may tach
chiét tu dong

Khay chuin bi miu 8 giéng, ding trén may tach chiét
DNA/RNA tu dong. Dat tiéu chuan chét lugng ISO 13485

13

Tam bong kém vo trung

Tam bong kém v tring dung cho 1dy mau bénh pham
trong va ngoai co thé. Pat tidu chuan chat lugng ISO
13485

Cai

200

14

Tam bong vo trung

Tam bong vé triung ding cho liy mau bénh pham trong
va ngoai co thé. Pat tiéu chuan chat luong ISO 13485

Chiéc

3.000

15

Ong con 2ml

Day 6ng nhon, thé tich 2ml, ding cho hé thdng tach chiét
acid nucleic ty dong. Pat tiéu chuén chét lugng ISO
13485

Chiéc

500

16

Ong phan tich mau ling

Ong mau ling ESR tube, dung dé xac dinh, dinh lugng
tdc 46 mau lang (ESR)

ESR tube: 100 6ng mdi hop,

Ong thity tinh 8x120mm chiéu xa véi nit cao su butyl,
Ong chira 0.28mL, natri citrat 3.2%.

Nhém nude G7

Tiéu chudn chét lugng ISO 13485:2016

Ong

5.000

17

Vit tu dung cho may xét
nghiém

Céng dyng mau bénh pham

Kich thuéc 6mm x 25mm, dung tich 500 pl, bang nhya
PS trong sudt.

Nhoém nuée G7

Tiéu chudn chét lugng ISO 13485:2016

Cai

6.000

18

Céng dung mau bénh
pham

Cong dung mau bénh pham

- Kich thude:

+ Duong kinh ddy 6,5mm + 10%.

+ Chiéu cao 30mm % 10%

- Dung tich: 500ul

- Mau sic: Trong sudt

Nhom nude G7

Tiéu chudn chét lugng ISO 13485:2016

Cai

HEHHHT

19

Cot sic ky

Cot sic ky

Thanh phén chinh:

Cot 1am bang kim loai khéng gi, trong c6 mang loc
chuyén dung, chiu dugc ap suit cao.

Kich thudc: 4.6x30 mm, Sum

Nhom nuéce G7

Tiéu chudn chét lugng ISO 13485:2016

Chiéc

10

20

Phin loc

Phin loc

Thanh phén chinh:

Phin loc dang nhya, dugc cu tao dang luéi loc.
Nhom nuée G7

Tiéu chudn chét lugng ISO 13485:2016

Chiéc

30

21

Dau con c6 loc 10ul

Pac trung:

- 100% nhua PP nguyén chat, do trong sudt cao;

- Vo trung, khong chira Dnase & RNase, khong gay sdt;

- thiét ké phu hop phd quat dé phu hop voi gan nhu tat ca
cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hit m3u tbi da 10ul

Dat tiéu chudn chét lugng ISO 13485

Chiéc

3.000




STT

Tén hang hoa

Thong s6 k¥ thuat

Pon vi
tinh

S6
lwgng

22

Dau con ¢ loc 1250ul

bac trung:

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay sot;

- thiét ké pht hop ph6 quéat dé phu hop véi gan nhur tat ca
cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich htt miu téi da 1250p1

Dat tiéu chuan chét lugng ISO 13485

Chiéc

6.000

23

Pau con c6 loc 200ul

bac trung:

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay sot;

- thiét ké phu hop ph6 quéat dé phu hop véi gan nhur tat ca
cac pipet don va da dung nhu Eppendorf, Gilson, Rainin,
Biohit, Brand, Finpipette v.v..

- Thé tich hiit mau t6i da 200p1

Dat tiéu chuan chét lugng ISO 13485

Chiéc

2.000

24

Hop Petri vo trung 90mm

Hop nhua vo6 trung c¢6 duong kinh 90mm, thich hop dung
dé dung thach méi trudong dd sin. Pat tiéu chun chét
luong ISO 13485

Cai

3.000

25

Lo lay mau vo tring

Lo nhya dung miu PS tiét tring 50ml ndp d6 c6 nhan.
Dat tiéu chudn chét lugng ISO 13485

Lo

10.000

26

Ong eppendort

Ong ly tim dung tich nh6 1,5ml, chia 46, day hinh non.
Luec gia toc (RCF): 30000 x gam

C6 thé hép tiét tring

Vat liéu polypropolyne USP VL.

Dat tiéu chuan chat lugng ISO 13485

Cai

20.000

27

Ong nhéan gen PCR 0.2ml

- Muc dich str dung: 1000 éng vach mong cho 1000 phan
tng 20 - 50 pl. Pat tidu chuén chét lugng ISO 9001

2.000

28

Ong PCR 0.2ml

- Ong dyng mau thir Chat thir sinh hoc phan ti, thé tich
0.2ml

- Khéng chua: chat trc ché phan tmg chudi polymerase
PCR, RNAse, DNAse.

- Pong goi: 125 dai /hop (8 dng/dai)

- Pat tiéu chudn chat lugng ISO 13485

Dai

2.000

29

Pipet nhya 3ml

Bing nhya mém, dung tich 3ml, trén dau hiit ¢6 san vach
chia. Dat tiéu chudn chét lugng ISO 13485

Cai

1.500

30

Tam bong can mém lay
dich hiu tyy

Tam bong can nhya mém diung dé 1y mau dich bénh
pham. Pat tiéu chuan chit luong ISO 13485

Cai

4.000

31

Cbc dung hén hop phan
ung

Pugc sir dung nhu 1a vat tu tiéu hao trén may phan tich
mién dich. Tiéu chuén chét lugng ISO 13485:2016

30

32

Pau coén hit mau

Puoc st dung nhu 1a vat tu ti€u hao trén may phan tich
mién dich. Tiéu chuan chit lugng ISO 13485:2016

30

33

Pau con hat hoa chat va
coc phan ting

Vit tur tiéu hao sir dung trén may phan tich mién dich.
Tiéu chudn chét lugng ISO 13485:2016

60

34

Cong dyng mau

Chat liéu: Nhua PS

Kich thudc: 16*38mm

Dung tich: 2-4ml

Mau sic: Trong sudt

Luu trir: 4-30°C

Nhoém nude G7

Tiéu chuén chét lugng ISO 13485:2016

Cai

40.000

35

Ong nghiém dyng nudce
tiéu

Ong nghiém nudc tiéu
Tiéu chudn chét lugng ISO 13485:2016

Cai

60.000
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Ong nghiém serum

Chat liéu nhya PP kich thudc 12x75mm cho dung tich tdi
da S5ml, nép nhua mau do.
Tiéu chuan chét luong ISO 13485

50.000

37

Dau tip 100ul 6 loc tiét
trung

bac trung:

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 trung, khong chira Dnase & RNase, khong gay sot;
- Thiét ké phu hop véi gan nhu tit ca cac pipet don va da
kénh nhu Eppendorf, Gilson, Rainin, Biohit, Brand,
Finpipette v.v..

- Thé tich hut miu t6i da 100p1

- Tiéu chuan chit luong ISO 13485:2016

30

38

Dau hut pipet

Kich thuéc dau: 0.5 mL

M& mau: Mau tim

Mau dau: Khong mau

Kiéu hat: Hé thong dich chuyén tich cuc

Pau hut v tring, khong chira pyrogen, RNase, DNase,
DNA va ATP ciing nhu chét rc ché PCR

Pat tiéu chuén chat lugng ISO 9001

A

Hop

30

39

Dai 4 6ng 0,1ml va nap

Dai 4 6ng 0,1ml kém nap dung cho phan tmg Realtime
PCR

Chat liéu: virgin polypropylene

Thanh phan: Khong chita DNase, RNase va va chét trc
ché PCR

Dat tiéu chuan chat lugng ISO 9001

Tui

40

Ong Ly tdm 1.5ml

- Ong eppendorf 1.5ml day nhon

- Phuong phép tiét tring: bang dién

- Chét liéu: Polypropylene

- Sir dung ngay khong can hap khir tring
- Pat tiéu chuén chét lugng ISO 9001

Lo

10

41

Pau con c6 loc 10ul

- Pau con c6 loc 10ul (dai)

- Vit li¢u: 1am tir nhya polypropylene (PP)

- Pugc tiét tring bang EO, tia E-beam/gamma
- Khéng chira Pyrogen, Dnase, Rnase

- Chiu nhiét d¢ cao: 121 ° C trong 20 phut

- Chiéu dai: 45,9mm

- D¢ bam dinh thip

- Pat tiéu chuan ISO 13485

A

Hop

42

Pau con ¢6 loc 10001

bic trung:

- 100% nhya PP nguyén chét, do trong subt cao;

- V6 triing, khong chira Dnase & RNase, khong gay sot;
- Thiét ké pht hop pho quat dé phu hop véi gan nhur tat
ca cac pipet don va da kénh nhu Eppendorf, Gilson,
Rainin, Biohit, Brand, Finpipette v.v..

- Thé tich hiit mau t6i da 1000ul

- Tiéu chuin chit luong ISO 13485:2016

A

Hop

43

Ong Fancol 50ml

- Ong ly tim 50ml bang nhwa polypropylene

- C6 thé hép tiét trung

- Chiu dugc lyc ly tam

- Khong chira DNase, RNase, Proteases, Pyrogen
- Pat tiéu chudn ISO 13485:2016

Tui

100

44

Ong chdéng dong duong
mau Inhigly

Chét liéu: Ong duoc lam béng nhya y té PP, kich thudc
éng 12x75mm

Pugc bom héa chit chdng dong NaF (Sodium Fluoride) -
Heparin.

Tiéu chudn chit luong ISO 13485

20.000
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Héa chit khac: 5 mit hang

Dung dich khtr khuan
muc d6 cao dung cu'y té

Dung dich khtr khudn cp d6 cao dung cu y té
Thanh phan: Ortho-Phthalaldehyde > 0.55%
Hiéu qua sau thoi gian ngam t6i thiéu 5 phut.
EN 14561 (vi khuén)

EN 14562 (ndm mdc)

EN 14563 (Mycobacterium tryc khuan lao)
Tiéu chuédn chét lugng ISO 13485

Can

200

Dung dich ngadm khu
khuédn dung cu y t& muc
do cao

Dung dich ngam khir khuan dung cu y té mirc d6 cao
Thanh phan chinh:

Glutaraldehyde, ham Iugng Glutaraldehyde > 2%.
Thoi gian d6 ra chdu ngam < 30 ngay

Hiéu qua diét khuin gém: vi khuén, nAm mdc,
Mycobacterium (truc khuén lao).

Tiéu chuan chét luong ISO 13485

Can

20

Dung dich lam sach va
khir khuan dung cu y té

Dung dich lam sach va khir khuan dung cu y té

Thanh phan: Didecyl dimethyl ammonium chloride > 7%
(w/w), Poly(hexamethylenebiguanide) hydrochloride >
1,5% (w/w).

H¢ enzyme: Protease, Lipase, Amylase.

Chét hoat dong bé mat non-ionic.

Tiéu chudn chét lugng ISO 13485

Can

30

Dung dich phun suong
khir khuan

Dung dich khtr khuin bé mit dung trong y té
Thanh phan: Hydrogen peroxide >5 % (w/w)
Hiéu qua diét khuan gom: Vi khuan, nAm moc
Mycobacterium (truc khuén lao),..

Tiéu chuin chét luong ISO 13485

Can

50

Dung dich khir khuan
dung cu y té

Dung dich khtr khudn dung cu y té

Thanh phéan: Didecyl dimethyl ammonium chloride 10%
(w/w)

Tiéu chuin chit luong ISO 13485

Can

50

Vi

Héa chit giai phiu
bénh:

Dung dich pha loang
khang thé/Antibody
Diluent OP Quanto

Chat pha lodng khang thé duoc sir dung trong cc quy
trinh h6a mé mién dich. Cé chira albumin huyét thanh bo
va natri azide.

Dat tiéu chuén chét lugng ISO 13485

Lo

Khuon duc mau mo

- Thiét ké mot manh va chdt cai cho phép thao tac bang
mot tay thuan tién va gitp khoa chat nap trong qua trinh
xu ly.

- Lam bang vat liéu P.O.M, 100% chéng lai phan tmg
héa hoc cia dung méi mé hoc

- C6 16 hinh chit nhét c6 kich thugc 5.0mm x 1.0mm
(loai 16 to) hoic 16 vudng kich thuéc 0.9mm x 0.9mm
(loai 16 nho)

- Vi hai khu vyc ghi nhan 1én trén cac mat cia bang
cassette va mot mat ghi nghiéng phia trudc

- B& mit viét phia trudc 45°, phii hop véi hau hét cac
may dan nhan bang cassette.

- Tiéu chuan chét luong ISO 13485

Cai

HEHHHH
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Khang thé CD56

Khang thé don dong CD56

Vat chu: Chudt

Thanh phan c6 chira BSA va natri azide lam chat bao
quan.

Dang dam dac

Dat tiéu chudn chét lugng ISO 13485

Lo

Chat xir 1y té bao

- Chiét xuat lipid tuyét voi trong qua trinh xir Iy mo

- Lam mét parafin va lam trong trong qua trinh nhuém
- Khong 1am cho miu bi khé cimg, ngay ca sau khi tiép
xuc lau dai

- Sir dung duoc cho tit ca cic may xtr Iy md va may
nhudém ty dong

- Khong benzene

- Mui rat nhe

- Pat tiéu chuén chét lugng ISO 13485

Can

20

Phién kinh (lammel)

- Lam bang thuy tinh siéu trong subt, ¢6 dic tinh quang
hoc 1y tudng, ciu tric phan tir 6n dinh, do phiang dong
déu va kich thudc dong déu.

- Ung dung duogc dé xuit: dung trong mo hoc, té bao hoc,
phan tich nude tiéu va vi sinh

- Kich thudce (22x40) mm

- Tiéu chuan ISO 13485

A

Hop

20

Lamen phu ti€u ban

Lam bang thiy tinh siéu trang, c6 dic tinh quang hoc 1y
tudng, cau trac phan tir 6n dinh. Do phang dong déu va
kich thudc dong déu.

- Ung dung duoc dé xuit: dung trong mo hoc, té bao hoc,
phan tich nude tiéu va vi sinh

- Kich thudc (24x50) mm

- Tiéu chuan ISO 13485

Cai

HEHHHT

Cbn tuyét dbi

Cdn y té tuyét d6i voi thanh phan chinh 1a Ethanol 99%.
Dat tiéu chuan chat lugng ISO 13485

Chai

400

Khang thé Cytokeratin 5/6

Khang thé don dong Cytokeratin 5 & 6

Vat chu: Tho

Thanh phéan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dac

Tiéu chudn chét luong ISO 13485

Lo

Khang thé Chromogranin
A

Khang thé don dong Chromogranin A

Vit chu: Chuot

Thanh phan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dac

Tiéu chuin chét luong ISO 13485

Lo

10

Dao cat tiéu ban

Ludi dao 1am bang thép khong gi.
Do dai: 80mm

Chiéu cao: 8mm

Do day: 0.25 mm

Géc nghiéng 35 °

Tiéu chudn chét luong ISO 13485

Cai

500

11

Dung dich bdc 10

Dung dé boc 16 khang nguyén. Dang c6 dic
Tiéu chudn chét lugng ISO 13485

Chai
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STT Tén hang hoa Thong so ky thuit tinh lwong
Hoa chat dang 1ong nhét, mau trong dén vang nhat, mui
con nhe, tan trong nude. Su dung cho sy chuén bj cac
mau bénh phém dong lanh
12 |Dung dich cit lanh i Thénh phan gom co: Chai 8
: : - Polyvinyl Alcohol: 5-15%
- Polyethylene Glycol: 1-10%
- Céc thanh phan khong gay kich tmg: 75-95%
Tiéu chuan chét luong ISO 13485
Dung dich nhuém EA-50 té bao chit cho phuong phap
Papanicolaou.
- Két qua nhudm:
Hat nhan: Xanh tim
z N T¢ bao chat cua Cyanophil : Xanh luc .
13 |Chatnhuom & bao (1) Té bao chat ciia bach cau 4i toan: Mau hong Chai 3
Té bao chét simg hoa: Tir hong dén cam
- Thanh phan: Eosin Y Certified - CI 45380, Light green -
CI 42095, Phosphotungstic acid, Ethanol 95. Tiéu chuin
chat luong ISO 13485
Hoa chat chuyén dung dé nhudém cho cac qui trinh
nhudém mo té bao. Thanh phan: Eosin-Y Dye 10-15%,
A N Sodium phosphate dibasic 1-2%, Monosodium phosphate .
14 [Chat nhudm t¢ bao (2) 25-30%. Sucrose 55-60% Hop 1
+ Nhiét d6 bao quan: 15-25 do C
Tiéu chudn chét luong ISO 13485
Khang thé don dong Estrogen Receptor
i 2 Vat chia: Chudt
15 Khéng the Estrogen Thanh phan ¢ chira BSA va natri azide 1am chét bao Lo 5
Receptor ,
quan.
Dang dam dic. Tiéu chuan chat lugng ISO 13485
Thanh phan:
- Eosin - Azur I
16 [Giemsa nhudém tiéu ban |- Glyxerin Chai 7
- Metanol.
Tiéu chuin chat luong ISO 13485
Hoa chat chuyén dung dé nhudém cho cac qui trinh
B N nhudm mo té bao. Hoa chat hoat tinh: Hematoxylin 5- R
17 |Chat nhuom t& bao (3) 10%, Alum Ammonium Sulfate 85-95%. Hop 4
Tiéu chudn chit luong ISO 13485
Khang thé don dong HER-2 neu
Vat chu: Chudt
18 |Khéng thé Her2/Neu Thanh phén c¢6 chira BSA va natri azide 1am chét bao Lo )

quan.
Dang dam dac.
Tiéu chudn chét luong ISO 13485
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STT Tén hang hoa Thong so ky thuit tinh lwong
Bo gom:
- Dung dich Acid periodic 1% c6 thanh phan: Nudc:
>98%, Periodic Acid: <2%, chai 500ml;
- Dung dich Schiff: Sir dung trong phan tng tiéu chuan
Acid-Schiff (PAS) cho chét nhay trung tinh, glycogen,
19 |Chat nhuom té bao (4)  |mang day va thanh té bao ndm. Thanh phan: Nudc 98%; Bo 7
Hydrochloric Acid: <5%; Potassium Metabisulfite: < 4;
C.1. Basic red 9 monohydrochloride <1%. Chai 500ml;
- Dung dich thuc nhudém harris Hematoxylin: Chai
500ml
Tiéu chuan chét luong ISO 13485
- Thanh phan goém c6: 1,1-Difluoroethane, liquefied,
under pressure 100%.
- Tinh chét vat 1y:
Ngoai quan & Mui: Khi héa long trong sudt, khong mau,
c6 mui nhe thoang thoang
Diém s6i ban daw/Pham vi: -13 °F
Diém chdp chay (Phuong phép): -58 °F (U'éc tinh)
Dung dich xit lanh nhanh Tdc do bay hoi: > 1 (Ethyl Ether = 1,0)
20 |bénh pham (Dung cho cét [Gi6i han n6 dudi: 3.9% (thé tich) Khi trong khong khi Lo 3
lanh) Gidi han nd trén: 16.6% (thé tich) Khi trong khong khi
Ap suat hoi @ 70 °F: 62.5 PSIG
Mat d6 hoi (khong khi = 1.00): 2.4
Trong lugng riéng (H20 = 1.00): 0.909
b6 hoa tan trong nudc @ 70 °F: 0.28%
Phan trim d& bay hoi theo thé tich: 100%
Nhiét do tu bdc chay: 849 °F
Tiéu chuan chét luong ISO 13485
Dung dich mudi dém duoc st dung lam dung dich rira
Dung dich rira ndng do trong nhié‘u quy trinh hc?a mo mién dich va lai tai chd. _
21 20X : i Thanh phan cua san pham dam dac 10x la: Tris-H(;l SOQ Chai 5
mM, NaCl 3M, 0.5 % Tween 20, pH 7.5. Tiéu chuan chat
lugng ISO 13485
Khang thé don dong Ki-67
Vat chu: Tho
22  |Khang thé Ki-67 Thanh phan ¢ chira BSA va natri azide 1am chét bao Lo 5
quan.
Dang dam dac
Kich thudc : (25-25.5) mm x (75-75.5) mm
Lam kinh h6a mé mién  [Puoc xir Iy biang cong nghé phu, gitp cho cac phién kinh .
23 . AR Lg s N o roia 2 Cai 432
dich c6 d0 bam dinh manh va bé mat wa nudc. Ti€u chuan
chat luong ISO 13485.
Chét liéu: Thay tinh trong sudt mot ddu mai nham
. . bo day: 1.0-1.2 mm .
24 |Lam kinh mai Hop 500

Kich thuéc: 25.4 x 76.2mm. Tiéu chuin chit luong ISO
13485
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25

Lam kinh tich dién

- Lam kinh tich dién duong dugc thiét ké dic biét dé
nhudém IHC ty dong.

- Céc lam kinh hién vi c6 kha ning bam dinh dic biét va
bé mit wa nuéc hon, va luén c6 16p pha mau muot & mot
dau bé mat co kha ning chdng lai tt ca cac hoa chit
thong thuong.

- C6 thé danh du bang hé théng ghi nhan thong thudng,
- Ung dung: Duing trong nhuém héa moé mién dich (IHC).
- Kich thudc: 25.0mm x 75.0mm D¢ day: 1.0-1.2 mm
Tiéu chuén chét lugng ISO 13485

A

Hop

30

26

Bo khang thé 2 va chi thi
mau

Pugc thiét ké dé sir dung trong phong thi nghiém bénh 1y
bang cac quy trinh hda mé mién dich cia khang thé doi
v6i cac khang nguyén cu thé trong cac mo ngudi dugc
nhiing parafin c¢b dinh bang formalin (FFPE). Bao gom :
- Peroxidase Blocking Reagent

- Primary Antibodies Amplifier Master

- Polymer

- DAB Substrate Buffer

- DAB Chromogen Concentrate

- DAB Enhancer. Tiéu chuan chat luong ISO 13485

27

Chat gin c6 dinh té bao
(Mounting Medium)

- Thanh phan bao gom cé: Toluene: 50-75%, Acrylic
coploymer: 25-50%

- Mat do: 0.941

Tiéu chuin chét luong ISO 13485

Chai

28

Khang thé Napsin A

Khang thé don dong Napsin A

Vat cha: Thé hoac chudt

Thanh phan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dic. Tiéu chuan chat lugng ISO 13485

Lo

29

Formol dém trung tinh
10%

Dung trong ¢ dinh cac mau sinh thiét va cac mau bénh
pham mo dé bao ton khang nguyén trong mo.

Thanh phan: Formaldehyde: 3.7%, Nudc tinh khiét: 94-
95%, Methyl alcohol: <1%, Natri phosphate: < 1%,
Sodium phosphate, monobasic: < 1%, D§ PH: 6.8-7.2.
Tiéu chuin cht luong ISO 13485

Can

30

30

Chat gén, ¢ dinh té bao

- Chat ran mau trang - vang. Nhiét d6 nong chay 55°C.
- Thanh phan gom: paraffin waxes and hydrocarbon
waxes >99%, microcrystalline <1%.

Tiéu chuin chit luong ISO 13485

Tui

100

31

Dung dich nhudm tiéu
ban dung cho giai phau
bénh

San phém dé chuén bi: bénh phém phu khoa, té bao hoc
nuée tiéu, bénh phdm kim nhoé, dom va dich rira phé
quén, dé kiém tra bang kinh hién vi quang hoc.

Nhudm té bao chét cho céc té bao simg hoa trong phuwong
phap Papanicolaou.

Thanh phéan: Orange G, Phosphotungstic acid, Ethanol
95°, Deionized water. Ti€u chuén chét lwong ISO 13485

Chai

32

Khang thé p40

Khang thé don dong p40

Vit chu: Thé

Thanh phan c6 chira BSA va natri azide lam chat bao
quan.

Dang dam dic. Tiéu chuan chat lugng ISO 13485

Lo
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Khang thé p63

Khang thé don dong p63

Vat chu: Thé hoac chudt

Thanh phan c6 chira BSA va natri azide lam chat bao
quan.

Dang dam dic. Tiéu chuan chat lugng ISO 13485

Lo

34

Khang thé Progesterone
Receptor (PR)

Khang thé don dong Progesterone Receptor

Vat chu: Thé hoac chudt

Thanh phan c6 chira BSA va natri azide 1am chat bao
quan.

Dang dam dic. Tiéu chuan chat lugng ISO 13485

Lo

35

Khang thé S-100

Khang thé don dong S100

Vat chu: Chudt

Thanh phan c6 chira BSA va natri azide 1am chat bao
quan.

Dang dam dic. Tiéu chudn chat lugng ISO 13485

Lo

36

Khéang thé Synaptophysin

Khang thé don dong Synaptophysin

Vat chu: Tho

Thanh phan c6 chira BSA va natri azide 1am chat bao
quan.

Dang dam dic. Tiéu chudn chat lugng ISO 13485

Lo

37

Khéng thé TTF-1

Khang thé don dong TTF-1

Vat chu: Chudt

Thanh phan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dic. Tiéu chudn chat lugng ISO 13485

Lo

38

Cytokeratin 7 (CK7) 0.1
mi

Khang thé don dong Cytokeratin 7

Vat chu: Chudt

Thanh phéan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dic. Tiéu chudn chat lugng ISO 13485

Lo

39

CK0.1ml

Khang thé don dong Cytokeratin AE1 & AE3

Vat chu: Chudt

Thanh phan ¢ chira BSA va natri azide 1am chét bao
quan.

Dang dam dic. Tiéu chudn chat luong ISO 13485

Lo

40

Dung dich nhuém Eosin Y

Thanh phan: Ethyl Alcohol <75%; Nudc <25%;
Isopropyl Alcohol <5%; Methyl Alcohol <5%; Acetic
Acid <5%

Tiéu chudn chét lugng ISO 13485

Chai

41

GCDFP 150.1 ml

Khang thé don dong GCDFP-15

Vit chu: Chuot

Thanh phan c6 chira BSA va natri azide 1am chat bao
quan.

Dang dam dic. Tiéu chuan chat lugng ISO 13485

Lo

VII

Chiing chuin va khoanh

oidy khang sinh: 72 mit hang

Khoanh gidy Optochin
Discs

- Khoanh gidy Optochin (ethylhydrocuprein
hydrochloride) dugc sir dung cho phan biét
Streptococcus pneumoniae

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat br:ing mi chit va s6 nham
xéc dinh loai khang sinh va néng do

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap tng tiéu chuén ISO 13485
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Khoanh gidy X Factor
Discs

- Khoanh gidy yéu t6 X dung dé phan biét nhom vi khuan
Haemophilus spp.

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat br:ing ma chit va s nham
xac dinh loai khang sinh va néng do

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pap tng tiéu chuan ISO 13485

Khoanh gidy V Factor
Discs

- Khoanh gidy yéu t6 V dung dé phan biét cac vi khuan
Haemophilus

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s nham
xéc dinh loai khang sinh va nong do

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Pép tng tiéu chuan ISO 13485

Khoanh gidy X+V Factor
Discs

- Khoanh gidy yéu t6 X+V dung dé phan biét cac vi
khuan Haemophilus

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s nham
xéc dinh loai khang sinh va nong do

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Dap ung tiéu chuan ISO 13485

Khoanh giidy Amikacin
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Amikacin c6 ndng do 30ug

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap ung tiéu chuan ISO 13485

Khoanh gidy
Azithromycin 15ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Azithromycin c6 ndng do 15 pg
- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

Khoanh gidy Amoxicillin
20ug Clavulanic Acid
10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Amoxycillin/Clavulanic acid c6
ndng d6 30 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

Khoanh gidy Cefepime
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mat bang ma chir va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Cefepime c6 nong d6 30 pg

- Mdi 6ng duoc han kin riéng, cing véi tai hat 4m dé duy
tri d6 Am < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop
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Khoanh gidy Cefotaxime
30ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Cefotaxime c6 ndng d6 30 pg

- Mdi 6ng dwoc han kin riéng, cung voi tai hut am dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chun ISO 13485

A

Hép

10

Khoanh gidy Cefoxitin
30pg

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat br:ing ma chit va sd nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Cefoxitin c6 nong d6 30 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pép ting tiéu chuan ISO 13485

11

Khoanh gidy Piperacillin/
Tazobactam 110ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s nham
xéc dinh loai khang sinh va nong do

- Khoanh gidy duoc tim Piperacillin/tazobactam c6 nong
d6 110 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Pép ting tiéu chuan ISO 13485

12

Khoanh gidy Ceftazidime
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Ceftazidime c6 ndng do 30 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

13

Khoanh gidy Cephalexin
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy dugc tam Cephalexin c6 nong do 30 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop

14

Khoanh gidy Ceftriaxone
30pg

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Ceftriaxone c¢6 nong do6 30 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

15

Khoanh gidy Cefuroxime
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mit bang ma chir va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Cefuroxime c6 ndng do 30 pg

- Mdi 6ng duoc han kin riéng, cing véi tai hat 4m dé duy
tri d6 Am < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop
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Khoanh gidy
Chloramphenicol 30ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat br:ing ma chit va sd nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Chloramphenicol c6 nong do 30
wg Lz

- Moi ong dugc han kin riéng, cung véi tii hat am dé duy
tri d6 am < 2%

- Pap tng tiéu chuan ISO 13485

17

Khoanh gidy Doripenem
10ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Doripenem c6 ndng do 10 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

A

Hoép

18

Khoanh gidy
Ciprofloxacin 5ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s nham
xéc dinh loai khang sinh va nong do

- Khoanh giy duoc tim Ciprofloxacin c6 nong do 5 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Pép ting tiéu chuan ISO 13485

19

Khoanh gidy
Clarithromycin 15pg

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Clarithromycin c6 nong do 15 pg
- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pap ung tiéu chuan ISO 13485

A

Hop

20

Khoanh gidy Doxycycline
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Doxycycline c6 ndng do 30 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

21

Khoanh gidy Ertapenem
10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mit bang ma chir va sé nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy dugc tim Ertapenem c6 ndng d6 10 pg

- Mdi 6ng duoc han kin riéng, cung véi tai hat 4m dé duy
tri d6 am < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop

22

Khoanh gidy
Erythromycin 15ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
dugc danh dau trén ca hai mit bang ma chir va sé nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Erythromycin c6 ndng do 15 pg
- Mdi 6ng duoc han kin riéng, cing véi tai hat 4m dé duy
tri d6 Am < 2%

- Pap ung tiéu chuan ISO 13485

A

Hop
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Khoanh gidy Gentamicin
10ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Gentamicin ¢6 ndng do 10 pg

- Mdi 6ng dwoc han kin riéng, cung voi tai hut am dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chun ISO 13485

A

Hop

24

Khoanh gidy Imipenem
10ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat br:ing ma chit va sd nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Imipenem c6 nong d6 10 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pép ting tiéu chuan ISO 13485

25

Khoanh gidy
Levofloxacin 5ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat béng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Levofloxacin c¢6 nong d6 5 pg

- M&i éng duoc han kin riéng, cing véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

A

Hop

26

Khoanh gidy
Nitrofurantoin 300pg

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tam Nitrofurantoin c6 nong dé 300
,”Lg ~ 7 2 2

- Moi ong dugc han kin riéng, cung voi tai hat am dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

27

Khoanh gidy Norfloxacin
10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Norfloxacin ¢6 nong d6 10 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop

28

Khoanh gidy Tetracycline
30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Tetracycline c6 ndng do 30 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

29

Khoanh gidy Tobramycin
10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Tobramycin c6 ndng d6 10 pg.

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap tng tiéu chuén ISO 13485
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Khoanh gidy
Trimethoprim 1.25 ug
Sulfamethoxazole 23.75

Mg

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat br:ing ma chit va sd nham
xac dinh loai khang sinh va néng do

- Khoanh giy duoc tim
Trimethoprim/sulphamethoxazole

1:19 c6 ndng d6 25 pg.

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pap tng tiéu chuan ISO 13485

31

Khoanh gidy Ampicillin/
Sulbactam 20ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat béng ma chit va s6 nham
xéc dinh loai khang sinh va néng do

- Khoanh giy duoc tim Ampicillin/Sulbactam c6 néng
d6 20 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap ung tiéu chuan ISO 13485

A

Hoép

32

Khang sinh Ceftazidime
10ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s nhim
xéc dinh loai khang sinh va nong do

- Khoanh gidy duoc tim Ceftazidime c6 néng d6 10 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Dap ung tiéu chuan ISO 13485

33

Khoanh gidy Khang sinh
Ampicillin 10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng ma chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Ampicillin ¢6 ndng d6 10 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

34

Khoanh gidy Khang sinh
Aztreonam 30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Aztreonam c6 nong d6 30 pg

- Mdi 6ng duoc han kin riéng, cung véi tai hat 4m dé duy
tri d6 am < 2%

- Dap ung tiéu chuan ISO 13485

A

Hop

35

Khoanh gidy Khang sinh
Cefoperazone 75ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
dugc danh dau trén ca hai mit bang ma chir va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh giy duoc tim Cefoperazone c6 nong do 75 pg
- Mdi 6ng duoc han kin riéng, cung véi tai hat am dé duy
tri d6 4m < 2%

- Pap ung tiéu chuan ISO 13485

A

Hop

36

Khoanh gidy Khang sinh
Clindamycin 2ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat br:ing mi chit va s6 nham
xéc dinh loai khang sinh va nng do

- Khoanh gidy duoc tim Clindamycin ¢6 nong d6 2 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap tng tiéu chuén ISO 13485
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37

Khoanh gidy Khang sinh
Colistin 10pug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Colistin c6 ndng do 10pg

- Mdi 6ng dwoc han kin riéng, cung voi tai hut am dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chun ISO 13485

A

Hop

38

Khoanh gidy Khéang sinh
Fosfomycin 200ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy dugc tim Fosfomycin /trometamol c6
ndng d6 200 pg

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

A

Hoép

39

Khoanh gidy Khang sinh
Piperacillin 100ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bﬁng ma chit va s nham
xéc dinh loai khang sinh va nong do

- Khoanh gidy duoc tim Piperacillin c6 ndng d6 100 pg

- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4o am < 2%

- Pép ting tiéu chuan ISO 13485

40

Khoanh gidy Khéng sinh
Streptomycin 10ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy dugc tim Streptomycin c6 nong d¢ 10 pg
- M&i dng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 am < 2%

- Pap ung tiéu chuan ISO 13485

A

Hop

41

Khoanh gidy Khang sinh
Vancomycin 30ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh giy
dugc danh dau trén ca hai mat bang ma chit va sé nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Vancomycin ¢6 ndng do 30 pg.
- Mdi 6ng duoc han kin riéng, cung véi tai hat 4m dé duy
tri d6 am < 2%

- Pap ung tiéu chuan ISO 13485

A

Hop

42

Khoanh gidy Khang sinh
Moxifloxacin 5ug

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xac dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Moxifloxacin c¢6 nong do Sug.

- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chuén ISO 13485

43

Khoanh gidy Khang sinh
Penicilin 10 units

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy
duoc danh diu trén ca hai mat bﬁng mi chit va s6 nham
xéc dinh loai khang sinh va néng do

- Khoanh gidy duoc tim Penicillin G ¢6 nong d6 10 units
- M&i éng duoc han kin riéng, cung véi tii hat 4m dé duy
tri d6 4m < 2%

- Dap tng tiéu chuén ISO 13485
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Khoanh gidy khang sinh
Cefixime 5ug

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh giy
duoc danh diu trén ca hai mat bé‘mg mi chit va s6 nham
xac dinh loai khang sinh va nf”)ng do

- Khoanh gidy duoc tim Cefixime c6 ndng do 5 pg

- Mdi 6ng dwoc han kin riéng, cung voi tai hut am dé duy
tri 4§ 4m < 2%

- Pap tng tiéu chun ISO 13485

A

Hép

45

Khoanh gidy
Ceftazidime/Clavulanic
acid

Khoanh gidy Ceftazidime/Clavulanic acid 30/10 mcg
duoc st dung dé kiém tra do nhay cam voi khang sinh
ctia vi khuan theo Phuong phap Bauer-Kirby va phat hién
cac chung ESBL.

M&éi khoanh duong kinh 6mm dugc in ky hiéu & ca 2
mit, dit trong cartrige, mdi cartridge gém 50 khoanh.
Bao quan ¢ -20° do C

Dat tiéu chudn chét lugng ISO 13485

A

Hop

46

Cefotaxime/Clavulanic
acid 30/10ug

Khoanh gidy Cefotaxime/Clavulanic acid 30/10 mcg
duogc st dung dé kiém tra do nhay cam voi khang sinh
ctia vi khuén theo Phuong phap Kirby-Bauer va phat hién
cac chung ESBL.

M&éi khoanh duong kinh 6mm dugc in ky hiéu & ca 2
mit, dit trong cartrige, mdi cartridge gém 50 khoanh

Béo quan ¢ -20°C.

Pat tiéu chudn chét lugng ISO 13485

A

Hoép

47

Khay khang sinh db Vi
pha loang Colistin

Khay khang sinh d6 96 giéng véi cac giéng co thé thao
roi dung dé xac dinh ndng do trc ché tbi thiéu (MIC) cua
Colistin v6i vi khuan bang phuong phap vi pha lodng
theo tiéu chuan CLSI va EUCAST.

Mdi giéng d3 dugc gin sdn moi trudng va khang sinh
d6ng kho theo nong do xéac dinh.

Dai ndng d6 Colistin: 0.25 - 16 meg/ml

Khay 12 test, c6 thé dung ddng thoi hodc thao roi
Thanh phan kit bao gom:

- Khay khang sinh do: 1 khay

- Ong dung dich huyén phu: 12 6ng

- Khay u: 1 khay

- Thé doc két qua: 1 thé

Béo quan & -20 dén 8°C. Kit con sot lai tir goi di mé
phai dugc giit kho rao, ngin hoi 4m xam nhap vao hodc
hinh thanh bén trong bao bi.

Pat tiéu chuén chat luwong ISO 13485

48

Mueller Hinton Broth

Mbi trudng duoc dé xuat dé kiém tra tinh nhay cam cua
vi khudn phd bién va dang phat trién nhanh chéng bang
cach str dung dia khang khuan cua Bauer - phuong phap
Kirby. Puoc san xut dé chira ham lugng thymine,
thymidine, canxi va magié thap.

Thanh phén:

HM infusion solids B # 2.000

Acicase ## 17.500

Starch 1.500

Agar 17.000

Final pH ( at 25°C) 7.4£0.1

Bao quan ¢ 10-30°C va moéi trudng di chudn bi ¢ 20-
30°C

Dat tiéu chudn chét lugng ISO 13485

20




STT

Tén hang hoa

Thong s6 k¥ thuat

Pon vi
tinh

S6
lwgng

49

Chung chuan E.coli
25922

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam am mang gel, khong can bu
nudc

- M&i que ciy dugce dong goi doc lap trong gidy bac.
- Bdo quan: 2-8°C

- Pap tng tiéu chuan ISO 13485

Tui

50

Chung chuan Candida
glabrata ATCC® MYA-
2950™

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vat trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy dugce dong goi doc lap trong gidy bac.
- Bao quéan: 2-8°C

- Pép tng tiéu chuan ISO 13485

Tui

51

Chung chuan candida
Albicans 14053

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy dugce dong goi doc lap trong gidy bac.
- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

52

Chung chuén Eikenella
corrodens BAA-1152

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

53

Chung chuan
Staphylococus
epidermidis 12228

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang

gelatin

- Phuyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

54

Chung chuan
Haemophilus influenzae
9007

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vét trong nén gel bang

gelatin

- Phyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui
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Chung chuan Klebsiella
pneumoniae ssp
pneumoniae 35657

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam am mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Pap tng tiéu chuan ISO 13485

Tui

56

Chung chuan Proteus
mirabilis 35659

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vat trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bao quéan: 2-8°C

- Pép tng tiéu chuan ISO 13485

Tui

57

Chung chuan
Enterobacter cloacae ssp
cloacae 13047

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

58

Chung chuén Aeromonas
hydrophilia 35654

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

59

Chung chuan Alcaligenes
faecalis ssp faecalis 35655

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang

gelatin

- Phuyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

60

Chung chuan
Sphingobacterium
multivorum 35656

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vét trong nén gel bang

gelatin

- Phyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui
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Chung chuan
Enterobacter aerogenes
ATCC® 13048

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam am mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Pap tng tiéu chuan ISO 13485

Tui

62

Chung chuan Proteus
vulgaris ATCC® 6380™

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vat trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bao quéan: 2-8°C

- Pép tng tiéu chuan ISO 13485

Tui

63

Chung chuan C.
parapsilosis ATCC®
22019™

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

64

Chung chuén Issatchenkia
orientalis ATCC 6258

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam 4m mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

65

Chung chuan
Streptococcus agalactiae
12386

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang

gelatin

- Phuyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui

66

Chung chuan Klebsiella
pneumoniae subsp.
Pneumoniae ATCC BAA
1705

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 lan, chira vi sinh vét trong nén gel bang

gelatin

- Phyc hdi bang cach 1am 4m mang gel, khong can bu
nudc

- M&i que ciy dugc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Dap ung tiéu chuan ISO 13485

Tui
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Chung chuan Klebsiella
pneumoniae subsp.
Pneumoniae ATCC BAA
1706

- Que ciy ¢ dang san sang st dung, c6 dau vong tron,
dugc dung 1 1an, chira vi sinh vét trong nén gel bang
gelatin

- Phyc hdi bang cach lam am mang gel, khong can bu
nudc

- M&i que ciy duoc dong goi doc lap trong gidy bac

- Bdo quan: 2-8°C

- Pap tng tiéu chuan ISO 13485

Tui

68

Khay khang sinh d6 vi
khudn gram am Sensititre
FRCOL

- Khay 96 giéng duoc sir dung trong chan doan in-vitro
(IVD) hodc trong nghién ctru (RUO).

- M&i khay duoc nho liéu thube khang nim ¢ do pha
loding thich hop cung vé6i chat chi thi mau va dugc dong
g0i riéng trong tai gidy bac kém theo goi hiit am silica gel.
- Khay st dung phuong phap vi pha loang.

- Khay cho két qua MIC thyc thay vi két qua ngoai suy.

- Khay khéng sinh d cho phép chay dong thoi 8 mau xét
nghiém kiém tra nhay khang vai Colistin

- Thanh phan khang sinh (dai ndng d - pg/ml): Colistin
(0.12-128) x 8 hang

- Pat tiéu chuén chét lugng ISO 13485

10

69

Khay khang sinh d6 vi
khuan gram 4m Sensititre
DKMGN

- Khay 96 giéng duoc sir dung trong chan doan in-vitro
(IVD) hoac trong nghién ctru (RUO).

- M&i khay duoc nhé liéu thube khang nim & do pha
loding thich hop cung vé6i chat chi thi mau va dugc dong
g0i riéng trong thi gidy bac kém theo goi hiit 4m silica gel.
- Khay sur dung phuong phap vi pha loang.

- Khay cho két qua MIC thyc thay vi két qua ngoai suy.

- Khay khang sinh d6 danh cho vi khuan Gram 4m véi
Colistin, Ceftazidime/Avibactam va
Ceftolozane/Tazobactam

- Thanh phan khang sinh (dai ndng d6 - pg/ml):
Meropenem (0.12-16), Gentamicin (0.5-8), Ciprofloxacin
(0.06-2), Amoxicillin/clavulanic acid liéu ¢6 dinh 2 (4/2-
64/2), Colistin (0.25-8), Tigecycline (0.25-4),
Ceftazidime (0.5-16), Imipenem (0.5-16), Aztreonam
(0.5-32), Ceftolozane/tazobactam 4 (0.5/4-32/4),
Trimethoprim/sulfamethoxazole (1/19-8/152),
Piperacillin/tazobactam lidu ¢ dinh 4 (1/4-32/4),
Cefotaxime (0.5-8), Ceftazidime/avibactam (0.5/4-16/4),
Ertapenem (0.12-2), Amikacin (4-32), Tobramycin (1-8).
- Pat tiéu chuén chét lugng ISO 13485

20
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Khay khang sinh d6 vi
khuén gram am véi cac
thudc khang sinh
Sensititre EURGNCOL

-Khay 96 giéng duoc sir dung trong chan doan in-vitro
(IVD) hodc trong nghién ctru (RUO).

- M&i khay duoc nho liéu thube khang nim & d pha
loding thich hop ctng vé6i chat chi thi mau va dugc dong
g0i riéng trong ti gidy bac kém theo goi hiit am silica gel.
- Khay st dung phuong phap vi pha loang.

- Khay cho két qua MIC thyc thay vi két qua ngoai suy.
Thong s6 k¥ thuat

- Khay khéang sinh d6 danh cho vi khuan Gram am véi
Colistin, Ceftazidime/Avibactam va
Ceftolozane/Tazobactam

- Khay duoc thiét ké co thé thuc hién cung lac > 3 mau/
khay

- Thanh phan khang sinh (dai ndng do - pg/ml): Colistin
(0.25-8)

Piperacillin/tazobactam liéu c6 dinh 4 (1/4-32/4),
Ceftolozane/tazobactam 4 (0.25/4-8/4),
Ceftazidime/avibactam (1/4-16/4), Meropenem (0.12-16)
- Pat tiéu chuéan chét lugng ISO 13485

10

71

Moi truong canh thang
cho nudi cdy vi khuan
T3462

Méi truong canh thang Mueller Hinton c¢6 diéu chinh
cation va bo sung dém TES, ding cho khang sinh d6 vi
pha lodng. Pat tiéu chuan chat luong ISO 13485

A

Hop

72

Dich pha huyén phu vi
khudn T3339

Nuéc khir khoang vé trung ding cho khéng sinh d6 vi
pha lodng. Dat tiéu chuan chit luong ISO 13485




