
sO y TE TINH I4NG SON CQNG HOA xA HOI CIIU NGHIA VIT NAM 
BNII VI1N BA KHOA  T!NH Bc 1p — Tr do — Hnh phüc 

S/&) ( /BVDK-TCKT Lqng Son, ngày) $('hángjt nám 2023 

THU' MOI THAM D!Nll  GIA 

• A • t Hoa chat xet nghiçm sinh hoa 

KInh gri: Các don vj có chirc näng thm djnh giá 

CAn ci'r Lut du thu ngày 26/11/20 13; 

CAn cir Nghj djnh s 63/2014/ND-CP ngày 26/6/2014 cüa ChInh phü 
quy djnh chi tiêt thi hành mit so diêu cüa Lust  dâu thâu ye lira ch9n nba thâu; 

CAn c(r Thông tu s 58/2016/TT-BTC ngày 29/3/2016 cña B Tài chinh và 
Thông ttr 68/2022/TT-BTC ngày 11/11/2022; 

CAn cCr tInh hInh nhu cu thrc th t?i  don vj, d có co sâ xác djnh giá nhrn 
to cht'rc xây dirng dir toán mua sAm theo dung quy djnh cüa nba nuâc, Bnh vin 
Da khoa tinh Lang Son kinh mi qu Cong ty/Don vj có day dü tu cách 
pháp nhân dü diêu kin và nAng 1irc kinh nghim tham gia thãm djnh giá ding 
ciiytê: 

1. Thm djnh giá hóa chat xét nghim sinh hóa cia Bnh vin Da khoa tinh 
Lang Son theo danh m1ic ( Co phy lyc kern theo). 

2. D& nghj qu Cong ty/Don vj có nhu cu tham gia gui 01 b h so 
nAng 1c bao gôm: 

- so dang k kinh doanh, h so nhân sir, các hcp dng tuong tr dã thc 
hin, thu chào giá djch vii thâm djnh giá ( dA bao gôm chi phi di thâm djnh), các 
tài 1iu khác có lien quan (nêu co). 

Th&i gian, dla  chi np h so: Trong yang 15 ngày k tr ngày dng thu mdii 
nay trén trang thông tin din ti:r cüa Biih vin Da khoa tinh Lang Son 
(http://bvdklangson.com.vn). Dja chi: Phàng Tài chInh kê toán, Bnh vin 
Da khoa tinh Lang San, Thôn Dai  Son, XA Hcip Thành, Huyn Cao Lc, tinh 
Lang San.( CN Hoàng Thu Hién DT: 0983 111 668). 

Bnh vin Da khoa tinh Lang  San rt mong nhn &rçlc slr quan tam và 
ban chào giá cüa qu Cong ty/Dan vj./. 
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Hoi chit dinh hong 
Albumin 

OSR6 102 

Hóa chit ding cho xit nghi4m djnh Itrong albumin. Thinh 
phn: Bromocresol green hoe ttrong dtrcing. Dâi do: 15-60 
g/L. Sau khi m&, n dlnh 290 ngiy trCn may. S test t6i 
thiu/lml: 21 test. 

ISO 13485 4x29m1 Hp 

2 
Hoi chat do boat d 
ALT (GPT) 

OSR6l07 

H6a eht ding cho xdt nghi4m djnh lucsng ALT. Thinh phn: L-
Alanine; 2-Oxoglutarate; LDH; NADH hoàc tuong throng. Dii 
do 3-500 ti/L. Sau khi mdc, 6n dlnh?  30 ngiy tren may. Si test 
t6i thiu/l ml: 13 test 

ISO 13485 
4x50m1+4x25 

ml H6p 7 

Boa cht do boat d 
AST (GOT) 

0SR6109 

H6a chat ding cho XCI nghi4m djnh ltrqng AST. Thirth phn: 
Iris buffer, L-aspartate; 2-Oxoglutarate; LDH; MDH; NADH 
ho8c tucmg during. Dii do 3-1000 U/L. Sau khi ma, 6n djnh 2 
30 ngiy trin may. St test tói thiu/l ml: 19 test 

ISO 13485 
4x25m1+4x25 

ml 
Hp 6 

Hoá chit dnh luong 
Calci t04n phn 

OSR6I 117 

Hóa chat ding cho XCI nghim dinh luçmg csnxi tom phn. 
Thinh phn: lmidazol; Arsenazo Ill; Triton X-lOo hoc turing 
throng. Dii do: Huyt thanh/ huyt turing: 1-5 mmol/L ; Na/sc 
tiu: 0-10 mmol/L. Sau khi m/s, n dnh2 90 ngiy Inn may. s 
test t6i thi&r/l ml: 45 test. 

ISO 13485 4x29m1 H6p 

Hoi cMt djnh Irrong 
Creatinin 

OSR6l78 

Boa cht dung cho xCt nghim djnh lircmg creatinine. Thinh 
phn: Natri hidroxit; Axit picric h08c turing dating. Dãi do: 
Huyt thanh/ huyt turing: 5-2200 nno!/L. Nix/sc tiu: 
88-35360 mol/L. Sau khi rn/s. n djnh 2 7 ngiy tnin may. So 
test tôi thiiu/l ml: 9 test 

ISO 13485 
4x51m1+4x51 

ml 
Hr)p 4 

6 
Hoi chit djnh lacing 
Glucose 

OSR622t 

HOs cht dung cho xCt nghiém dnh lucsng glucose.Thinh ph&n: 
AlP; NAD+; Mg2+; Hexokirsase; GOP-DH ho8c tucmg during. 
Dii do: HuyOt thanh, huyt turing, haemolysate vi CSF: 0,6-45 
mmol/L. Nuâc tiOu: 0-45 mmol/L. Sau khi mô, On djnh2 30 
ngaytninmiy. S6testtOithiOu/l ml: 16 test 

ISO 13485 
4x53m1+4x27 

ml 
Hp 4 

Boa chAt dinh lucmg 
Bilirubin trrc tip 

0SR621 I 

Boa cht dung cho xét nghiém djnh lung bilirubin tWc tiOp. 
Thinh phAn: 3,5 Dichlorophenyl diazonium tetrafluoroborate 
hoic tizong during. Dii do: 0-171 zmol/L. Ssu khi m/s, On djnh 
2 21 ngiy trill may. sO test t8i thi&i/l ml: 19 test 

ISO 13485 
4x20m1+4x20 

ml 
Hp 

Boa chAt djnh luong 
Cholesterol tom phAn 

0SR6216 

Hda chAt dung cho xCt nghiém djnh lacing cholesterol. Thành 
phAn:4-Aminosntipyrine; Phenol; Cholesterol esterase; 
Cholesterol oxidase; Peroxidase h08e turing throng. Dii do: 
0,5-18 mmollL. Sau khi rn/s. On dnh 290 ngiy trin may. sO 
test tOi thiAu/l ml: 40 test 

ISO 13485 4x45m1 Hp 3 

Boa chAt dinh luring 
Triglycerid 

OSR6l 118 

Hda chAt ding rho xit nghim dnh luring triglyceride. Thinh 
phArt: 4-Aminoantipyrine; Lipases; Glycerol kinase; Peroxidase; 
Ascorbsse oxidase; Glycerol-3-phosphste oxidase hoc turing 
during. Dii do 10-1000 mdL. Sau khi rn/s. On djnh 230 ngiy 
tnin may. SO test tOi thiOu/l ml: 12 test 

ISO 13485 
4x50m1+4x 12. 

5m1 
Hp 4 

10 Hoi chAt djnh luong 
Ure 

0SR6234 

Boa chAt ding cho xCI nghim djnh ltrqng ur& Thinh phAn: 
NADH; Tetra-Sodium diphosphate; EDTA; 2-Oxoglutarate; 
Unease; AD?; GLDH ho8c turing during. Dii do: fluyOt 
thanh/huyOt turing: 0,8-50 mmol/L. Nit/sc tiOu: 10-750 
mmol/L. Sau khi rn/s. On dinh 2 30 ngiy trin may. SO test tOi 
thiOu/1 ml: II test 

ISO 13485 
4x53m1+4x53 

ml 
Hp S 

11 
Hoi chAt do hoat d 
CK (Crestine kinase) 

0SR6279 

BOa chAt dung cho xit nghi/rn dinh luong CK. Thinh phAn: 
lmmidazole; NADP; ADP; AMP; EDTA; Glucose; Creatine 
phosphate ; N-acetylcysteine; Mg2+; Diadenosine 
pentaphosphate; HK; G6P-DH h08c taring during. Dii do: 
10-2000 UIL. Sau khi ns/s, On dlnh 230 ngay Inn miy. SO test 
t6i thiOu/l ml: 7 test 

ISO 13485 
4x44m1+4x8rn1 

+4x13m1 
Hrp 

12 

HOa chAt ding cho 
xit nghim C- 
Reactive Protein 
(CRP) 

31921 

BOa chAt ding cho xit nghim djnh lucmg C-Reactive Protein 
(CRP) mu huyOt thanh ngsrài. Thinh phAn'thuOc thCr: hat latex 
duçrc phi khing thi khing CRP ngisOi Phuong phip do Latex, 
do d dric. Dii do: I - 150 mgfL 

ISO 13485 
lx40mL+lxl 0 

mL H6p ID 
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13 
Hoi chCt dish hrcmg 
RF (Reumatoid 
Factor) 

0SR61 105 

Hóa chat ding cho xit nghiem dnh Iucmg RF. Thinh phn: 
Latex phi IgG ngsthi hoc tuclng duong. Dii do: 10-120 
IU/mL. Sau khi mi, 6n djnh 90 ngiy trin may. Si test ti 
thiu/1ml: 7 test. 

ISO 13485 4x24m1+4x8m1 Hop 

14 Hda cht hiCu chun 
cho xit nghiCm RF 

0DC0028 

Chat hiu chu&n ding cho xét nghiOm RF. Thinh phn: Cht 
nn huyt thanh ngirdi dang lông chOa lucing RF vOl cac song 
d, khie nhau hoic trang dsrcing. Sau khi mO, in djnh? 3 
thing & 2-8°C. 

ISO 13485 5x1 ml I-Ip 

IS 
Hóa chAt xét nghiOm 
Cholesterol HDL, sO 
dung cho may h mi 

F03 115 

HOa chAt xdt nghiôni Cholesterol HDL, sO dgng cho may hO 
m&. Dii do: 0.03 -4.66 mmollL. Thinh phAn: Thuc thO RI: 
DOss Good, 4-Aminoantipyrin, Peroxidase, Ascorbat oxidase, 
Khing thA ciru khing Il-lipoproleiri  nguOi. ThuAc thO R2: DOm 
Good, Cholesterol eaterase (CHE), Choleaterol oxidase (CHO), 
Muei natriPhuang phSp xdt nghiOm: Do miu, diAm cuAi, chiCu 
phin Ong ling, sic chA miCn djch. 

ISO 13485 
4x50mLR1, lx 

5OmLR2 HOp 2 

16 
I-Ha chAt hicu chuan 
choxit nghiOm HDL- 
Cholesterol 

FO37IOSV 
Calib cho xét nghiOm HDL-Cholesterot. Dang bit ding khô, 
thinh phin: huyAt thanh ngsrOi 

ISO 13485 lx3mL Lç 

17 

HOa chAt kiAtn chOng 
cho xit nghiOm sinh 
hOa thirdng quy mOe 
binh 

D9848 ISV 
QC cho xit nghiOm sinh hOa thuOng quy. Dpng bit dông khô, 
thinh phAn: huyAt thanh nguii 

ISO 13485 Ix5mL Lu 

18 

Hóa chAt kiern chirng 
cho xit oghiOm sinh 
hOa thuimg quy mOe 
bOrih l' 

D98482SV QC cho xit eghiOm sinh hOa thubng quy. Dang bOt dong khi, 
thinh phAn: huyAt thanh nguii 

ISO 13485 Ix5mL L 

19 Dung djch dOm ISE 66320 
Dung dlch dOss ducre sO dung dC djnh lucrng (gian tittp) nAng 
dO Na+, K+ vi CI-. Thinh phAn: Triethanolamine hoc tsrong 
duong. Ssu khi mO, en djnh trong ?2 thing 02-25°C 

ISO 13485 4x2000m1 Hip 2 

20 
ChAt chuAn dies gui 
muc gus 

66319 
ChAt hiOu chuAn mOe trung binh ducic aCe dung dA dnh lucmg 
(gun tiAp) nAng dO Na+, K+ vi Cl-. Thinh phAn: Na+; K+; Cl-. 
Sau khi mi, An djnh trong ~1 thing 62-25°C 

ISO 13485 4x2000m1 Hp 3 

21 

HOa chAt kiem chCrng 
mOe I cho 
nghiOm miCn dch do 
d dge 

ODCOOI4 

Hoi chAt kiAm chCrng mOe I cho cáo xdt nghiOrn do di due 
mien dch. Thinh phAn: a-I acidglycoprotein, Ferritin, a-I 
antitrypsun Haptoglobin, Khing Streplolysin 0, Globulin mien 
djch A, 0-2 microglobulin, Globslin miOn dch G, 
Ceruloplasmin, Globulin mien dch M, BA thA 3, Prealbumin, 
BA thA 4, YAu tA dang thAp, Protein phin sing C, Transferrirs. 
Sau khi mO, An dinh 30 ngiy 02-8°C. 

ISO 13485 lx2ml LQ 3 

22 

Hda chAt kiem chCrng 
mOe 2 cho cic xit 
n&ilOm mies dich do 

ODCOOI S 

Hoi chAt kiAm chsing mOo 2 cho cáo xet nghiOm do di due 
mien dich. Thinh phAn: a-I acidglycoprotein, Ferritin, a-I 
antitrypsin Haptoglobin, Khing Streptolysin 0, Globulin miCn 
djch A, 0-2 microglobulin, Globulin mien d;ch G, 
Ceruloplasmin, Globslin mien djch M, BA thA 3, Prealbsmin, 
BA thA 4, YAu IA dang thAp, Protein phin sing C, Transferrin. 
Sau khi mO, An dish? 30 ngiy 02-8°C. 

ISO 13485 1x2m1 Lu 3 

23 

HOa chAt kiem thOng 
mOe 3 cho cáo XiI 
nghiOm mien dich do 

ODCOO 16 

Hoi chAt kiAm chCrng mOo 3 cho cic xii nahiiun do di dgc 
mien djch. Thinh phAn: a-I acidglycoprotcin, Ferritin, a-I 
antitrypsin 1-taptoglobun, Khing Strep5olysin 0, Globulin miAn 

dich A, 0-2 microglobulin, Globulin miAn dich G, 
Ceruloplasmin, Globulin miAn djch M, BA thA 3, Prealbumin, 
BA thA 4, YCu tA dang thAp, Protein phin sing C, Transferrin. 
Sau khi mO, An dinh? 30 ngiy 02-8°C. 

ISO 13485 1 x2m1 L 3 

24 
Bang din sCr dung 
chomiyAti 

MU988800 Bong din Halogen I 2V 20W ISO 13485 1 cii Cii 
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STT Ten hang hOn 
Ma sin phmICbting 
Joj!ii tluroiig mi 

Thông st k5 thut 
Tiu chun 
chit hrçng 

Qoy each 
ding gil 

Dtrn vj 
tlnh 

S 
ItrQng 

25 
TUBING KIT for 
GASTAT-I 

0128051 B 8ng diy dn. Tsrong thich vdi miy GASTAT 1800 series 
ISO 13485 
ho.c tuong 

ducmg 
B B 

26 Din epe pH 0083801 
Din ctrc p1-I, tunngthich vOl may khi miu. Xit nghim dupe 

thtrc hin trés phasing pháp do din th Din cçrc 6n dish trong 
20 thing ké tie ngiy sin xut" 

ISO 13485 
hoc losing 

dosing 
I chic Chic 

21 
Vidin ctrc tham 
chieu 

0083813 

"VO din cgc tham chiéu, Wang thich vOi may khl miu. Vi 
din cite vi IOi din sire dtrçic 1p rip vOl nhau sO thinh dies 
cisc tham chiéu Ref ELECTRODE. Din cisc en djnh trongl8 
thing kC tie ngiy sin xut ' 

ISO 13485 
hoc tirsing I cii Cái 

28 
Lii dies cite tharn 
chiéu 

0083814 

"Lii diOn cisc tham chiCu,tuong thich vii may khi ruin Vi din 
cçcc vi lii diCn ciec de-c 1p rip vii nhsu sO thinh dies Cue- 
tham chiCu Ref ELECTRODE. DiCn cisc en djnh trongl8 thing 
kitirngiysanxut" 

ISO 13485 
hoc losing 

dosing 
I chiéc Hp 

29 DiCs cisc p02 0083802 
Din cite p02, Wang thich viii may khi miu Xit nghiim dercic 

thiec hien dira trOn phasing phip dies cisc Clark. Din crc en 
djnh Ironglé thing kC tic ngiy sin xut' 

ISO 13485 
hoc tuang 

throng 
I chiCc Chiéc 

30 DiCn cuec pCO2 0083803 
"Dies cgc pCO2, Wang thich vii may khi miu Xét nghiCm 
docic thire hiCn dies trés phasing phip din cure Severinghause. 
DiCn cisc 8n dIsh  trongl8 thing kC tie ngiy ssn xust 

ISO 13485 
hoc turing 

dosing 
I chiéc ChiCe 

31 
Que thir xit nghiim 
nuic thu II thong so 

315.4701 Urodip lIP 

Thinh phén chinh: 
Ascorbic Acid: 2,6-dichloro-phenol-indophenol 0.5mg. 
Leukocytes: indoxyl ester 1.4mg;diszonium salt 0.7mg. 
Ketone: sodium nitroprusside 30.0mg. 
Nitrite: sulfsnilsmide 0.65mg;N-(nsphthyl)- 
ethylenediammonium dihydrochloride 0.45mg. 
Urobilinogen: fsst blue B salt 1.2mg. 
Bilirubin: 2,4-dichlorobenzene diazonium 14.3mg. 
Protein: tetrabromphenol blue 0.36mg. 
Glucose: glucose oxidase 6.2mg;peroxidsse 2.8mg;4- 
aminoantipyrine 0.08mg. 
Specific Gravity: bromthymol blue 0.4rng;sodium poly methyl 
vinyl scctatc mslcic 16mg. 
Blood: curnene hydroperoxide 35.2mg;3,3',5,5- 
tetrsmethytbenzidine 2.0mg. 
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg. 
Thu chuén chCt hicing ISO 13485:2016 

ISO 13485 HOp 100 test HOp 100 

32 

Hia chit kiCm 
chAlhrqngxit 
nghiCm benh nhei 
mis co tim 

05095107190; 
PreciControl Troponin 

• PC TNI: 2 chsi, méi chai 2.0 mL méu ching huyCt thanh 
PC TN2: 2 chai, mei chai 2.0 mL mu chirng huy&t thanh 
Troponin T (iii té hisp, ngsrii) vii hai khoing neng dO (khoing 
30 ng/L h08c pg/mL vi khoing 2500 ngfL h08c pg/mL) vi 
troponin I (tii tC btip, ngtsici) vii hsi khoing nCng dO (khoing 
0.75 pg/L hole sgmL vi khoing IS ig/L hoc ng/mL) trong 
bIn hcsp huyCt Ihanh nguii. 

ISO 13485 4 x 2 ml HOp 

Him chit dish lacing 
prop 

09315268190; Eleesys 
proBNP 11 

M Vi hgt phi streptavidin (nlp trong), I chsi, 6.5 mL: Vi hat 
phi streptsvidin 0,72 mg/mL; chit bio quin. 
RI Anti-NT-proBNP-Ab--biotin (nap xim), I chsi, 9 mL: 
Khing thC don ding khing NT-proBNP dinh diu biotin 
(chuOt) 1.1 iglmL; dOra phosphate 40 mmollL, pH 5.8; chit 
bio quin. 
R2 Anti.NT-proBNP-Ab--Ru(bpy) (nap den), I chai, 9 mL: 
Khing the don ding khing NT-proBNP (ciru) dish diu phirc 
ho-p ruthenium 1.1 pglmL; dém phosphate 40 mmolfL, pH 5.8, 
chit bin quits 

ISO 13485 100 tests HOp 4 

His chit chum djnh 
lacing proBNP 

09315292190; proBNP 
II CalSet 

• PBNPX Call: 2 chai, mCi chsi I .0 mL miu chum 1 
• PBNPX CaI2: 2 chsi, mCi chai 1.0 mL miu chum 2 
PrODNP vii hal khoing niing 00 (khoing 16,6 pmollL hole 
140 pg/mL vi khoing 320 pmol/L holc 2700 pg/mL) trong 
huyt thanh ngcia. 

ISO 13485 4 x 1 ml HOp 
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04917049190; 
PreciControl Cardiac II 

PC CARDIII: 2 chal, mi chai 2.0 mL mu chOng huyt thanh 
• PC CARDII2: 2 chai, mi chal 2.0 mL mu chimg huyt thanh 

ISO 13485 4x2m1 HOp 

36 
Hda cht dlnh ltrcmg 
AFP 

04481798190; Elecsys 
AFP 

M Vi hat phO Streptavidin (np trong), I chai, 6.5 mL: Vi hat 
phO Streptavidin 0.72 mgfmL; chat baa quSn. RI Anti-AFP-
Ab—biotin (nap xSm), I chai, 10 mL: KhSng th don dOng 
khAng AFP dánh du biotin (chuOt) 4.5 mg/L; dm phosphate 
100 mmolfL, pH 6.0; chat bSo quSn. R2 Anti-AFP-Ab--.Ru(bpy) 
(nap den), I chai, 10 mL: KhSng th dun dông khSng AFP 
(chuOt) dSnh diu phOc hcip ruthenium 12.0 mg/L; d4m 
phosphate 100 mmol/L, pH 6.0; chat bSo quSn. 

ISO.13485 I00tests HOp 4 

Hóa cht chun djnh 
lung AFP 

04487761190; APP 
CalSet II 

AFP Call: 2 chai, mi chai 1.0 mL mu chun I AFP Cal2: 2 
chai, mi chai 1.0 mL mu chun 2 AFP (nguH, tir canh cay t 
bSo) vôi 2 khoãng nng dO (khoãng 5 IU/mL hole 6 ng/rnL vS 
khoSng 50 IU/mL ho5c 60 ng/mL) trong huyt thanh nguOi 

ISO 13485 4x1 ml Hp 

38 
HOachtdjnh liwng 
CA 15-3 

03045838122; Elecsys 
CA 15-3 I 

M Vi hat phO Streptavidin (nap trong). I chai. 6.5 ml: Vi hat 
phO Streptavidin 0.72 mg/mI; cht baa quSn. 
RI Anti-CA 15-3-Ab--biotin (nip xSm). I chai. 10 ml: KhSng 
th dun dong dSnh du biotin (115D8; chuOt) 1.75 mg/L; dm 
phospha1e20mmo1/L. pH6.0;chtbaoquSn. 
R2 Anti-CA I5-3-Ab--Ru(bpy) (nSp den), I chal. 10 ml: Khing 
th6 dun dong khSng CA 15-3 (DF3; chuOt) dSnh du phOc hcip 
ruthenium 10 mg/L; dm phosphate 100 mmol/L. pH 7.0, cht 
baa quan 

ISO 13485 lOOtests HOp 3 

Hóa chat chun dnh 
luqngCA 15-3 

03045846122; CA 15-3 
II CalSet 

CA 15-3 11 Call:2 chai. mi chai chira 1.0 ml mu chun I 
• CA 15-311 Cal2: 2 chai. mli chai chOa 1.0 ml mu chun 2 
CA 15-3 (ngtriii) v/ri 2 khoSng nng dO (khoSng 15 U/mI vS 
khoSng 100 U/mI) trong ma trin huyt thanh ngu/ri. 

ISO 13485 4x1 ml HOp 

Hdachtdnh lucrng 
CA 19-9 

11776193122; Elecays 
CA 19-9 

M Vi hat phO Streptavidin (nap trong), I chai, 6.5 mL: Vi hat 
phü Streptavidin 0.72 mg/mL; chat bSoquSn. RI Anti-CA 19-9-
Ab—biotin (nip xSm), I chai, 10 niL: Khang th dun dông 
khSng CA 19-9 dSnh du biotin (chuOt) 3 mg/L, dm phosphate 
100 mmol/L, pH 6.5; eht bSo quSn. R2 Anti-CA 19-9-
Ab—Ru(bpy) (nSp den), I chal, 10 mL: KhSng th dun dOng 
khSng CA 19-9 (chuOt) dash dau ph/ic hcrp ruthenium 4 mgfL; 
d4m phosphate 100 mmol/L, pH 6.5; chat bSo quSn. 

ISOl3485 lOOtests HOp 3 

41 H/ia chit chun djnh 
krçmgCA 19-9 

11776215122; CA 19-9 
CalSet 

CA 19-9 Call:2 chai, mi chai cho 1.0 mL mu chun I 
CAl 9-9 Ca12: 2 chai, mi chai cho 1.0 mL mu chun 2 
CA 19-9 (ngubi) v/ri 2 khoSng nng dO (khoSng 20 U/mL 
khoàrig 250 U/mL) trong huyt thanh ngixiri; chat bSo quSn. 

ISO 13485 4x1 ml Hp 

42 
H/ia cht chuun dnh 
biting CA 125 

07030207190; CA 125 
II CalSet II 

• CA125 II Cal 1:2 chal, mt chai 1.0 mL mu chuSn I 
CA125 II Cal2: 2 chai, mu chai 1.0 mL miu chuun 2 N6ng dO 
c/ia CA 125 ngu/ri trong hun hcrp huyt thanh ngva 
(CAI2S II Call) 150 U/mL; CA125 II Cal2 ch/ra khoSng 
500 U/mL CA 125 ngrthi trong hun hop huyt thanh nguôi; 
cht bSo quSn. 

ISO 13485 4x1m1 HOp 
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BOa chat dlnh  hrcng 
CA 72-4 

09005692190; Elecsys 
CA 72-4 

M Vi hat phCt Streptavidin (nôp trong), I chai, 6.5 mL: Vi ht 
phu Streptavidin 0.72 mglmL; chat bOo quasi. RI Anti-CA 72-4-
Ab-biotin (nip xOm), I chai, 8 mL: KisAng th don dong khang 
CA 72-4 dOnh du biotin (CC49; chuOt) 1 mg/L; dm 
phosphate 100 mmol/L, pH 6.8; cht bOo quin. R2 Anti-CA 72-
4-Ab--Ru(bpy) (np den), I chai, 8 mL: KhOng th don dOng 
khOng CA 72-4 (B72.3; chuOt) dánh du phirc hqp ruthenium 
6 mg/L; dOm phosphate 100 mmol/L, pH 6.8; chit bOo quOn. 

ISO 13485 100 tests HOp 2 

Htha chat chun djnh 
luing CA 72-4 

09175130190; CA 72-4 
CalSet 

CA72-4 Call: 2 chai, mi chai 1.0 mL mu chun I • CA72-4 
Cal2: 2 chai, rnOi chai 1.0 mL mOu chun 2 CA 72-4 (ng.rOi) 
vOi hai khoOng nng dO (khoOng I U/mL vO khoOng 70 U/mL) 
trong huyt thanh ngu&i; chit bão quasi 

lS013485 4xIml HOp 

HOa chat djnh lecmg 
CEA 

11731629322; Elecsys 
CEA 

M Vi hat  ph6 Streptavidin (nip trong), I chai, 8 mL: Vi hot phO 
Streptavidin 0.72 mg/mL; chit bOo quin. RI Anti-CEA-
Ab-biotin (nap xOm), I chai, 10 mL: KhOng th don dOng 
khang CEA dOnh du biotin (chuOtlngubi) 3.0 mglL; dOm 
phosphate 100 mmol/L, pH 6.0; chit bOo quOn. R2 Anti-CEA-
Ab-Ru(bpy) (np den), I chai, 8 mL: Khang 1h4 don clOng 
khOng CEA (chuOt) dash du phOc hop ruthenium 4.0 mgfL; 
dOm phosphate 100 mmoL/L, pH 6.5; chit bOo quasi. 

ISO 13485 100 tests HOp 4 

46 
HOa cht chu&n djnh 
hong CEA 

11731645322; CEA 
CalSet 

CEA Call: 2 chai, mi chai chOa 1.0 mL mu chun I • CEA 
Cal2: 2 chsi, mOi chai ch(ra 1.0 mL mu chun 2 CEA (ngoOi, 
tie cash cy t bOo) vâi hal khoOng nng dO (khoOng 5 ng/mL 
vO khoOng 50 ng/mL) trong hn hcip dOmlprotein. I ng/inL 
CEA tsrong Ong vOi 16.9 m1U/mL. 

ISO 13485 4x1 ml FlOp 

I-IOa cht dish luceng 
Cyfia 21-I 

11820966122; Elecays 
CYFRA 21-I 

M Vi hat phU Streptavidin (np trong), I chai, 6.5 mL: Vi ht 
phU Slreptavidin 0.72 mg/mL; chit bOo quOn. RI Anti' 
cytokeratin I 9-Ab--biotin (nap xOm), I chai, 10 mL: KhOng th 
don dOng kb/mg cytokeratin 19 dOnh du biotin (KS 19.1; 
chuOt) 1.5 mg/L; dOes phosphate 100 mniol/L, pH 7.2; chat bOo 
quasi. R2 Anti.cytokeratin 19-Ab--Ru(bpy) (nOp den), I chai, 
10 rnL: KhOng thO don dOng khang cytokeratin 19 (BM 19.21; 
chuOt) dOnh du phiec hcep ruthenium 2 mglL; dOm phosphate 
100 mmol/L, pH 7.2; chat bOo quOn. 

ISO 13485 100 tests HOp 

48 
Hóa cht chuOn djnh 
lucng Cyfra 21-1 

11820974322; CYFRA 
21-1 CalSet 

• CYFRA Call: 2 chal, mi chai 1.0 mL mu chun I • CYFRA 
Cal2: 2 chai, mOi chal 1.0 mL mu chun 2 Cytokeralin (nguiei, 
tie dOng t bOo MCF.7) v/si 2 khoOng nng dO (khoOng 0 ng/mL 
vO khoOng 50 ng/mL) Irong huyt thanh ngu/si. 

ISO t3485 4xI ml I-lOp 

HOa cMt dnh lirceng 
PSA toOn phn 

08791686190; Eleesys 
total PSA 

M Vi hat phO Streptavidin (nOp trong), 1 chai, 6.5 mL: Vi hat 
phO Streptavidin 0.72 mg/mL; chit bOo quasi. RI Anti-PSA-
Ab-biotin (nip xOm), I chai, 10 mL: Khing th don dOng 
khOng PSA dinh du biotin (chuOt)  1.5 mg/I.,; dOm phosphate 
100 mmol/L, pH 6.0; chit bOo quOn. R2 Anti-PSA-Ab--Ru(bpy) 
(np den), I chai, 10 mL: KhOng th don dOng khing PSA 
(chuOt) dOnh du ph/sc hop ruthenium 1.0 mg/L; dOm 
phosphate 100 n,mol/L, pH 6.0; cht bOo quOn. 

ISO 13485 100 tests HOp 2 

HOa cht chun dish 
hrceng PSA toOn ph.n 

08838534190; total 
PSA CalSet II 

• PSA Call: 2 chai, mOi chai 1.0 mL mOu chuOn I PSA Cal2: 
2 chai, mi chal 1.0 snL mOu chun 2 PSA (ngsrOi) v/si hai 
khoOng nng 00 (khoOng 0 nglmL vO khoOng 60 ng/mL) trong 
huyOt thanh nger/Ji 

ISO 13485 4 x I ml Hop 
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51 
Hóa cht dinh Itrong 
Ferritin 

03737551190; Elecsys 
Ferritin 

M Vi hat phO Streptavidin (np trong), I thai, 6.5 niL: Vi hgt 
phO Streptavidin 0.72 mg/niL; chit bâo qu8n. RI 
Anti-Ferritin-Ab-biotin (np xáni), I chai, 10 mL: Khang the 
don dong kháng ferritin ddnh du biotin (chuOt) 3.0 mgfL, dm 
phosphate 100 tnmol/L, pH 7.2; chit baa quan. 1t2 
Anti-ferritin-Ab--Ru(bpy) (nap den), I thai, 10 mL: Kháng th 
don dong kháng ferritin (chut) dánh du ph6c hci'p ruthenium 
6.0 mgIL; dm phosphate 100 mmol/L, pH 7.2; chat báo quãn. 

ISO 13485 100 tests Hp S 

52 HOa chit chuAn dlnh 
hrcsng Fenitin 

03737586190, Ferritin 
CalSet 

FERR Call 2 thai, mi chai chira 1.0 mL mu chun I 
FERR Cal2: 2 thai, mi chai chra 1.0 mL mu chun 2 Ferritin 
(nguOi, gas) vài hal khoang nng dO (khoang 
10 sg/L hogc ng/mL vâ khoang 300 tg/L hoCc ng/mL) trong 
huyt thanh ngu6i. 

ISO 13485 4 x I ml HOp 

Hóa chAt xét nghi4m 
HCV 

06368921190; Elecsys 
AIIti.HCV II 

M Vi hat phu Streptavidirs (nap  trong), I chai, 6.5 mL: Vi hat 
phil Streptavidin 0.72 mg/mL; chit bSo quan. RI HCV-specific 
antigens-biotin (nAp xám), I chai, 18 mL: Khang nguyen dc 
hiu HCV dánh dAu biotin, c1m HEPESb), pF{ 7.4; chAt bão 
quart. R2 HCV-apecific antigens-.Ru(bpy) (nAp den), I chal, 
18 mL: Khdng nguyen dgc hiu HCV ddnh dAu phOc hcrp 
ruthenium?: 0.3 mg/L, dm HEPES, pH 7.4; chAt báo quin. 

ISO 13485 100 tests HOp 10 

Hda chAt kiAm Ira 
chAt hrpng xét 
nghi6m HCV Ab 
min dich tg dOng 

03290379190; 
PreciControl Anti-HCV 

"PC A-HCVI: 8 thai. mi chal ch0a 1.3 ml niu chimg huyAt 
thanh HuyAt thanh nguOi. am tinh vài khang thA khang HCV; 
chAt bâo quart. Khoãng giOi han dich cho chi s ngu0ng: 0-0.3 • 
PC A-HCV2: 8 thai. mAi chai ehCra 1.3 ml mu chthig huyAt 
thanh KhCng HCV (nguäi) trong huy& thanh ngubi; chAt baa 
quin. Gid trj dich cho chi sA ngi.r5ng: Anti-HCV II: khoang 4 

ISO 13485 16 x 1.3 ml Hp 2 

Hoá chAt xét nghim 
HOsAg 

08814856190; Eleesys 
FIBsAg 

M Vi hat phO streptavidis (nAp trong), I chai, 6.5 mL: Vi hat 
phO streptavidin 0.72 mg/niL; chAt baa quan. RI Anti-HBaAg-
Ab-biotin (nAp xám), I chal, 8 mL: Hal khing thA don ctong 
dgc hiOu khang HBsAg (chuOt) > 0.5 mg/L; dim phosphate 
100 mmol/L, pH 7.5; chAt bão quan. R2 Anti-HBsAg- 
Ab-Ru(bpy) (nAp den), I chal, 7 mL: Kháng th don dông 
kháng HBsAg (chuOt), khdng thA da dOng khCng HBsAg (ciru) 
dánh dAu phOc hvp ruthenium> 1.5 mg/L; dm phosphate 
100 tnmol/L, pH 8.0; chAt bào quan. 

ISO 13485 100 tests HOp 10 

56 
HOa chAt kiAm tra 
chAt hrqng xét 
nghi4m HbsAg 

04687876190; 
PreciControl HBsAg H 

• PC UBSAGII 1: 8 chai, nsi ehal chra 1.3 mL huyAt thanh 
chilng HuyAI thmrh nguäi, am tinh vói HBsAg; chAt bão quan. 
Khoãng giôi han dich cho chinA ngu8ng: 0.0.0.80. 
PC F{BSAGII2: 8 chal, mi ehal ch0a 1.3 mL huyAt thanh 
chilng HBsAg (ngsrici) khoang 0.2 lU/niL trong huyAt thanh 
ngithi; chAt baa quan. Khoang giôi han dich cho chi sA nguoiig: 
2.6-5,0 

ISO 13485 16 x 1.3m1 HOp 2 

57 
Hóa chAt xét nghiAm 
HIV Ag/Ab mien 
djch tg dOng 

08924163190; Elecsys 
HIV combi PT 

M Vi hat phO streptavidin (sAp trong), I chal, 6.5 mL: Vi hgt 
phO streptavidin 0.72 mg/mL; chAt baa quart. 
RO MESb) dOm 50 mmol/L, pH 5.5; 1.5 % Nosidet P40; chAt 
baa quart (nAp trAng), I chal, 4 mL. 
RI Anti-HIV p24-Ab--, khang nguyen tdi tA hap dic hiu 
I-I1V-t/2 (E. coli)-, peptide dgc hiOu  HIV-I/2--biotin (nAp xám), 
I chai, 7 mL: Khdng thA don dOng khdng p24 ddnh dAu biotin 
(chuOt), kháng nguyen liii tA hap dc hiu HlV-I/2 dãnh dAu 
biotin (E. coIl), peptide dgc hiOu HIV-I /2 dánh dAu biotin> 1.3 
mglL; dm TR1Sc) 50 mmol/L, pH 7.5; chAt bCo quasi. 
R2 Anti-HIV p24-Ab--, khang nguyen tái tA hcrp dgc hiu 
HIV-I/2 (E. coli)-, peptide d5c hi6u HIV-I/2--Ru(bpy) (nAp 
den), I chai, 7 mL: KhAng thA don darig khang p24 (chuOt), 
khdng nguyen tái tA hcsp dc higu HIV-I/2, peptide dAc hiu 
HIV- 1/2 dánh dAu ph?c hap ruthenium> 1.5 mg/L; dm IRIS 
50 mmol/L, pH 7.5; chAt bão quan. 

ISO 13485 100 teats HOp 10 
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58 
I-Ióa chit chuis xii 
nghiim HiV Ag/Ab 
miin dich to dQn 

06924107190; 
PreciControl HIV Genii 

• PC HIVI: 2 chai, mi chai 2.0 mL huyt thanh chCing Huyét 
thanh ngithi, Sm iinh vói HIV (khing nguyôn vi khing tht); 
chit bio quin. Gid trj dich cho chi s nguôsig (COD: HIV 
combi PT: khoang 0250 HiV Duo: khoing 0250 

PC H1V2: 2 chai, mu chai 2.0 mL huyt thanh chirng Huyit 
thanh ngix&i, dsrcmg tinh vOl khing thi khang HIV; chit bio 
quin. Gd trl dich cho chi s6 ngung: HIV combi PT: khoing 
5.00 HIV Duo: khoing 5.00 
• PC HIV3: 2 chai, mui thai 2.0 mL huyt thanh chimg Khing 
nguyen HIV p24 (E. coil, rDNA) trong huyit thanh ngoOi; chit 
bio quin. Gii trj dich cho chi s6 nguong: HIV combi PT: 
khoing 4.00 HIV Duo: khoing 10.0 

Iso 13485 6x2 ml HOp 2 

Hóa chit dIsh  lircmg 
PhCG 

03271749190; Elecsys 
HCG+I3 

M Vi hat phi Streptavidin (nip trong). I chai. 6.5 ml: Vi ht 
phi Streptavidin 0.72 mg/mI; chit bio quin. 
RI Anti-hCG-Ab--biotin (nap xim). I chai. 9 ml: Khing thi 
don ddng khing hCG dinh diu biotin (chuOt) 2.6 mg/L; dm 
phosphate 40 mrnol/L, pH 7,5; chit bio quin. 
R2 Anti-hCG-Ab=Ru(bpy) (np den). I chai. 10 ml: Khing (hi 
don ding khing hCG (chuOt) dánh diu phOc hop ruthenium 
4.6 mg/L; dm phosphate 40 mrnol/L. pH 6.5; chit bio quin. 

ISO 13485 100 tests HOp 

60 
Hiachitchuindjnh 
luong PhCG 

03302652190; HCG-f 
CalSet 

• HCG-+ Call: 2 chai, mui thai 1.0 mL miu chum I 
• HCG+I3 Cal2: 2 chai, mu chai 1.0 ml. miu chun 2 
Kich t sinh dye ming d8m cia ngudii (lie nuic tiu) vii hal 
khoang niog dO (khoing 1.5 m1U/mL vi klsoang 2000 
mIU/mL) trong dOm huyit thanh nguii. 

ISO 13485 4 x I ml H)p 

61 
Dung djeh pha loing 
cho xit nghim hCG 
vi cic chi sO ung thsr 

11732277122; Diluent 
Universal 

HOn hop protein; chit bio quisi 0.1 % ISO 13485 2 x 16 ml HOp 3 

62 Dung dlch nraISE 
11298500316; ISE 
Cleaning Solution/ 

Eieesys SysClean 
Natri hydroxide 3 mol/L Dung dich natri hypochlorite ISO 13485 5xI00 ml HOp 3 

63 
Dung djch r0a diu 
kim hit hod chit vi 
bnh phins 

03005712190; 
ProbeWash M 

KOH 176 mmol/L (bong Ong vOl pH 13 2), chit tOy I % ISO 13485 12x70 ml HOp 

64 
DAu cOn hut hod chit 
vi cOc phin ins 

12102137001; 
AssayTip/AssayCup 

DOu cOn vi cOng phin cing ISO 13485 
48,0x84 
tip/cups HOp 5 

65 
Thuic (hi djnh bong 
HbAlc 

Mãsin phim: 71262 
Ching lool: Eluent 80A 
Tin Ihuo'ng mol: Eluent 

80A 

Quy cich ding gil: (600mL x 4)! HOp. GOm: Sodium azide: 
<=0.01 %; Oxidizing agent: <=0.7%; Phosphate: <=1%. 

ISO 13485, 
9001 

600mL x 4 HOp 2 

66 
Thu6c thCr dish tircmg 
HbAlc 

Misinphim: 71263 
Ching loi: fluent SOB 
Tin thirong mai: Eluent 

8DB 

Quy cich ding goi: (600mL x 2)! Hip. GOm: Sodium azicte: 
<=0.06%; Oxidizing agent: <3%; Phosphate: <=2%. 

ISO 13485, 
9001 

600mL x 2 HOp 3 
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67 
Dung djch pha bang 
mAu vA rOn thrOng ông 

M8sAnphm: 107378 
Chung loal: Hemolysis 

Washing Solution Lite H 
Ten thucmg mal. 

Hemolysis Washing 
Solution Lite H 

Dung djch pha bang mAu toAn ph.n vA rOn thrOng ong. 
Quy cAch dong gal: (2L x 3)/ Hop.  Gm: Sodium aside: 

<=0.02%; Phosphate: <=0.1%; Surfactant<=0.1%. 

ISO 13485, 
9001 

2L x 3 Hp 2 

68 C,t sAc kl 

Ma sAn phm: 107345 
ChOng logi: Column 

Unit 80 
Ten thuang mgi: 
Column Unit 80 

COt sc ki. 
Quy cAch dong gdi: I column / HOp. COt dsruc ch tao bang v4t 
tiu SUS (thAp khong gi) VA n&p xoAn hal du duqc tAm tO 
PEEK (polyether ether ketone). ThAnh phAn: Hydrophilic 
polymer of methacrylate esters copolymer 

ISO 13485, 
9001 

I column HOp 

69 Dung dlch  hiu chuAn 

MAsanphm: 101714 
Chung logi: Calibrator 

Lite 
TAn thrrcmg 

mai:Calibrator Lite 

Dung djch hiu chuAn. Quy eAch dong gOi: (Low: SoiL x 1; 
High: SoiL x I; Diluent: I 5mL x I) / HOp. Gm: Human source 
hemoglobin: <=0.6%; Phosphate: <=0.1%; Surfactant<=0. 1%. 

ISO 13485, 
9001 

Low: 5m1, 
High: 5mL, 

Diluent: I 5mL 
HOp 

70 
mA djnh danh 

isuAn Gram Am 
2134 I/VITEK® 2 GN 

The djnh dash Gram Am aCr dgng vOl mAy djnh danh vA lam 
khAng sinh d tg dOng  d djnh dash ti-sic khuAn Gram Am IAn 
men vA khong lAn men 
ThA gm 247 thcr nghim sinh hóa 
Dat tiAu chuAn ISO 13485 hoc tLrang throng 

ISO 13485 
h4c trxang 

throng 
HOp 220 the HOp IS 

71 
ThA dlnh danh vi 
khuAnGramdsrong 

2l342fVlTEK®2GP 

The djnh danh Gram duang sCr dung vOi mAy djnh danh Va lAm 
khAng sinh d8 tr dOng d dish danh cAc vi sinh vAt Gram 
dsrcmg 
The grn 243 thA nghiAm sinh hóa 
Dat tiAu chuAn ISO 13485 hoAc trrong duoiig 

ISO 13485 
hoActuang 

dsrang 
HOp220thA HOp 2 

72 
The khang siah d vi 
khun Gram Am 

4I2865/VITEK 2 
AST-N204 

413205/VITEK® 2 
AST-N240 

423934N1TEK® 2 
AST-N415 

ThA lAm khang sinh d Gram Am thing vâi mAy dlnh danh vA 
lAm khAng sish d tg dOng 
Miii the chCra cAc khAng ainh chQn bc 6 cAc nng dO khAc 
nhau, duc sy kho vOl môi truOng nuOi cy vi sinh 
Dat tiCu chun ISO 13485 hoAc tuong dirong 

ISO 13485 
hoAc tuang 

throng 
HOp 220 the HOp IS 

mA khAng sinh d vi 
khuAn Gram dirong 

22226/VITEK® 2 AST- 
GP67 

ThA lAm khang sinh d Gram throng dung vOl mAy djnh danh 
vA lAm khAng slnh d fl,r dOng 
MOi the chOa the khAng sinh chon lc 6 cAc n&sg d khAe 
nhau, duc ay khO vOl môi truOng nuoi cAy vi sinh 
Dgt tiCu chuAn ISO 13485 hole turing during 

ISO 13485 
hoAc tuong 

during 
H)p 220 the Hp 

74 Chai cAy miu hiu khl 
41085 1/Bad/ALERT 

FA Plus 

Chai cAy miu cAu tao bAng polycarbonate, chOa ?30m1 môi 
trixOng vA 21.6g hgt polime hAp phu, phAt hin vi khuAn hiAu 
khi vA kj khi toy tin tirmAu VA djch vO khuAn cOn co thA, ncr 
dung vOi h thAng cAy mAu cAy mAu tg dOng 
Oat tHu chuAn ISO 13485 ho8c turing throng 

ISO 13485 
hole turing 

during 

Chai 30 ml x 
100 chai/hOp 

Chai 300 

75 Chai city mAu ky khi 
410852/BAd/ALERT 

FN Plus 

Chai city msA citu tao bitng polycarbonate, chOa 240m1 môi 
IrriOng vA 21.6g hat polime hAp phu. phát hin vi khuitn kj khi 
10 milu VA djch vo khuitn cOa co thit, sO dung vOi hA thng city 
mau cay mAu ttr dOng 
Dgt tHu chuitn ISO 13485 hole turing during 

ISO 13485 
hole turing 

throng 

Chai 30 ml x 
100 chai/hOp 

Chai 300 

76 HOn chAt nhuOm Gram 
B250900/MELAB- 
Color Gram Set (BO 

nhuOm Gram) 

BO ahuOm Gram dung dA the HAn xAt nghiAm nhuOm aol. Baa 
gitm 04 dung djch thuitc nhuOm thAnh phitn là Crystal Violet 
chai ?250m1, Lugol thai ?250m1, Decolor (alcohol-acetone) 
thai ~250m1 vA Safranine chai ~250m1. 
- BAn quAn: NhiAt dO phOng thi nghiOm 
- Bong goi: BO 4 chai x 2250mb cO vOl brim hAn dUng 
Dat SiAn chuitn ISO 13485 ho8c tucmg during 

ISO 13485 
hole turing 

during 

HOp 4 ehai x 
2250 ml 

HOp 4 

Khosnh kháng sinh 
cAn loai (40 toai) 

KKSMASTfKhoanh 
khang sinh cAc logi (40 

logi) 

Hop gitm 5 eartridge/6ng/ tup nhtra, mi cartridge gm 250 
khoanh giity duOng kinh 6mm duçre in mAt mA nhln dang thich 
hop dang chit ho8c  sit vA duc tAm mOt tuvng khAng sinh ehtnh 
xAc 
Bat tHu chuitn ISO 13485 hole turing dsrring 

ISO 13485 
hole turing 

during 

250 khoanh/ 
flOp 

Khoanh 3.000 
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78 

Thanh xác dlnh MIC 
cCia Vancomycin 
iMng dO 0,016-256 
jig/mi 

412488/ETEST 
Vancomycin 

Thanh nhtra mOng chOa <hang sinh Vancomycin nóng dO 0,0 16- 
256 ig/ml, clang timg thsnh riOng rO 
Qui each dóng gói: 230 thanhlhOp 
Dat tiêu chun ISO 13485 hoc tucrng throng 

ISO 13485 
h08c tirung 

throng 
HOp 230 thanh HOp 2 

79 
Thanh xáe dnh MIC 
cOa Colistin nng dO 
0,016-256 jig/mI 

537300/ETEST Colistin 

Thanh nhjia nlông ch0a khang sinh Colistin n6ng dO 0,016-256 
jig/mi, 
Quy each ddng goi: 230 thanhi hOp 
Dot tiéu chun Iso 13485 hoc tcrcrngduong 

ISO 13485 

hoc tuong 
thrcmg 

HOp 230 thanh HOp 2 

80 
Thanh xác djnh MIC 
cQa Fosfomycin nng 
dO 0.064 -1024 jig/mI 

529 I00/Etest 
Fosfomycin FM 0.064 - 

1024 jsg/mL 

Thanh nhtra mông chOa khang sinh Fosfomycin n6ng dO 0064 - 
1024 jig/mI, Quy each dóng goi: 230 thanh/ hOp 
Dot tiôu chun ISO 13485 hoc turing duxmg 

ISO 13485 
hogc tunng 

ducmg 
HOp 230 thanh HOp 

81 
Thanh xác dlnh MIC 
c0a Atreonam n6ng 
dO 0,016-256 jig/mI 

412259/BlEST 
Aztreonam AT 0.016- 

256 jig/mL 

Thanh nhjra mong chOa khang sinh Aztreonam n8ng dO 0,0 16- 
256 jig/mI, cong 12ng thanh riëng rd 
Quy each dOng goi: 230 thanh/ hOp 
Dot tiOu chun ISO 13485 ho8r tucmg during 

ISO 13485 
hoc tuong 

dircuig 
HOp 230 thanh HOp 2 

82 
Môi tru&ng nuôi ny 
nhtu vi sinh vt 
(Blood agar) 

DMIOOD/Blood agar 
base 

Môi Irs/cog mgc dich chung phdt hin c/ic phSn /mg tan huyt 
dgc trung khi môi truông duqc b sung vOl máu vô trOng khCr 
fibrin. 1h3nh phAn bao g8m: Peptone mixture 16.0 g/Iit, Yeast 
extract 2.0 g/Iit, 0-Glucose 0.5 g/Iit, NaCI 7.0 g/l, Agar 12.0 
glut, pH cui cOng 7,3 ± 0.2. Dat tiéu chu.n ISO 13485 h08c 
turing throng 

ISO 13485 
hoc turing 

during 
HOp ?500g HOp 3 

83 
Môi trio/cog lam 
khang sinh d 
Mueller Hintori Agar 

DM I 70DfMueller 
Hinton Agar 

Môi trudng ti/u chun dOng dO xdt nghiOm nhay cam khang 
sinh/ kháng sinh d. Thánh phn bao gm: Cssein hydrolysate 
17.sgllit, Beef infusion from 300g 2.og/uit, Starch I .58/lit, Agar 
I 7.og/uit, pH cui 625°C: 7.3 ± 0.1. Dat lieu chu.n ISO 13485 
boor turing during 

ISO 13485 
hoc turing 

throng 
HOp 2500g HOp S 

84 

MOi tnt/cog chgn IQc 
phan bigt coliforins 
Va car chung khong 
IOn men lactose. Crc 
0.. 0 che cac vi cau khun 

Gram during. 

DM1 430/MacConkey 
Agar No.3 

MOi trio/cog chccn Igc d ki&n tra vi khun trong mOu bnh 
phOm và thtrc phOm. Thãnh phOn bao g6m: Peptone mixture 
I9.og/Iit, Lactose bOg/lit, Sodium chloride 5.og/lit, Sodium 
desoxycholste I .og/lit, Crystal violet 0.001 g/lit, Neutral red 
0.03g/Iit, Agar IS.Ogflil, pH cui: 7.2 ± 0.2. Dt ti/u chun ISO 
13485 hope turing during 

ISO 13485 
hoOc turing 

di.rcmg 
HOp 2500g HOp 

85 
MOi tnt/cog Igo mâu 
d nuôi cy rnu nirOc 
tiu 

CM0949C/MOI 
TRIJONG BT 

BRILLIANCE UTI 
AGAR 

flrillianceTM UTI Agar (truOc day là Chomogenic UTI Agar) 
là mOt rn/i lru&ng nuOi cy sinh cods d dnh dsnh Va phOn biOt 
Mt c/i car vi sinh v3t chinh gay nhMm trOng thrOng tit niOu 
(UTIs). 

Môi trsr/cng dang bOt, niâu rum 
Tb/mb phn (g/l): Peptone 15.0, Chromogenic mix 26.3 , Agar 
15.0 
pH: 6.8 ± 0.2 tOi 25°C 
Bàoquãn: 10-30°C 
Dáp frog tiOu chu&n ISO 13485 

ISO 13485 
hope turing 

during 
HOp 400g Hcp 3 
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STT TOn h8ng hOn 
M8 san phmIChOng 
loni/TOn thiro'ng m.i 

Thong s6 k thut 
Tigu chun 
chat tuçrng 

Quy cách 
doug gOi 

Don vj 
tinh 

s6 
ltrqng 

86 

Kit dlnh  Itrong viem 
ganB(HBV) 
Artus HBV QS-RGQ 
Kit 

4506366 

- Mc dich sO dong: Djnh Inrqng virus viOm gas B (HBV) DNA 
in vitro 
- Thành phn: 
Hn hqp phàn Ong: 7 x 360 0J 
Much0ngHBV 1(1 x 10E5 lU/jil): 200 sl 
Mu chOng HBV 2(1 x 10E4 1U4il): 200 tI 
MuchOngHBV 3(1 x 10E3 lU/j.nl): 200 uI 
Mu chrng HBV 4(1 x l0E2 lU/uI): 200 nI 
Mu chOng HBV 5(1 x IOEI IU/jil): 200 nl 
NOi kim: 2 x 1000 1t1 
NuOc PCR 1000 nl 
- Dc tinh k9 thut: 
+ DO nhy phân tich - plasma: 10.22 LU / ml (p 0.05) 
+ DO dgc hi0u - plasma: khOng phOn Ong chOo vOi cOc tOe nhOn 
duccc thCr nghi/m 
+ Khoangtuyntinh: 3.16x IOEI LU/mi -2x IOE7IU/ml 
+ DO chlnh xOc (SD): 1.29% (CT) hoc 8.99% (nng do) vO 
1.87% (CT) d phOt hin chOng nOi 
+DObn:>'99% 

Iso 13485 72 test/hO BO 3 

87 

Kit tOch trit 
DNA/RNA ban tr 
dOng 
(QlAamp DSP Vius 
Spin Kit hoc It.rong 
duong) 

61704 

- Mc dich sO dvng: D tOch chi& và tinh sach axit nucleic cOa 
virus tie cOc mu vt sinh hc 
- ThOnh phn: 
COt ly tOm: 50 chic 
Ong ly giOl (2 ml): 50 chtc 
Ong riea giOi (1.5 ml): 50 chi& 
Ong nra (2 ml). 5 x 50 chic 
Dm ly giOi: 33 ml 
Dm rOa I: 19 ml 
Dmriea2: l3 ml 
Dm rOa giOi: 4 x 2 ml 
Dung djch Protease: 4,4 ml 
Carrier RNA: 310 ig 
Prolease: I 6ng 

ISO 13485 50 TestlhOp HOp 2 

88 

BO kit real-time PCR 
pht hin ding thiei 
lao vâ lao khosg din 
hinh 

T87202X1 Anyplex 
MTB/NTMe Real-time 

Detection 

- BO kit real-time PCR phOt hien Lao vO Lao khong di&i hinh: 
MTB, Mycobacteria 
- Loai mu binh phm: Diem, MOI truieng nuOi cay, Dlch r0a 
ph quOn, MO tUGi 

ISO 13485 
hoc tumsg 

dsrcmg 
100 testlhOp Test 100 

89 
Test thtr chn doOn 
HIV (Bioline' HIV 
1/2 3.0) 

03FKl 1/ BiolineTM  HIV 
1/2 3.0 

PhOt hin vO phan bit khAng th khOng HEy-I vO l-IlV-2, Logi 
mu sO dung: Huyt thanh,Huy& tucmg,MOu toan phan 

ISO 13485 
hone tnxong 

throng 

100 thanh 
thO/ hOp 

Test 4.100 

90 
Khay thCr/Que xét 
nghim dinh tinh 
khang nguyen HOsAg 

VM.DIO/ }IBaAg Rapid 
Test Kit 

DO nhay: lông 99.69% 
DO dc hiu: Tang 99.38% 
Yu t6 gay nhiu: Tang 98.46% 
Xét nghiOm min djch tOng cnrieng keo vOng d xOc djnh khOng 
nguyen ha mOt HBV (HBaAg) trong mOu toOn phAn, huyat 
tuong hoc huyal thanh cOa nguiei. KhOng tha khOng HBsAg 
thr9c c6 dnh trong vOng thie nghiCm trOn mOng nitrocellulose. 
Mau thie phOn Ong viei cht liOn hcrp CO mOu (liOn hcnp yang 
khang tha anli-HBsAg); 
Thtinh phan: 25 xOt nghim/hOp (Khay, Que) 
Thiat bj kiam Era: 25 khay/que (I khay/que /IOi x 25 t6i) 
Chat pha bong mau: I chal 

ISO 13485 
hoc tniong 

ducsng 
25 IestJ hOp Test 5.500 
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STF T1n.hang hOa 
Ma san phmfChung 
toat/Tên thiroisg mgi 

Thông s k5 thut 
Tiu chun 
cht Iircng 

Quy cáeh 
dOug gOi 

Do-n vj 
tinh 

S6 
Iirgng 

91 
Khay thr set nghim 
dlnh 1mb ViruS viem 
gan C 

vMD03/ AntiHCV 
Rapid Test Kit 

D nhay: Tng 99,26% 
D de h18u: Tong 99,08% 
KhS n5ng guy nhiu: 99,22% 
Khang nguyen HCV 151 t6 hcip (chüa 161, NS3, NS4 vS NSS) 
durc,c c djnh trong vOng thCr nghim trCn mSng nitrocellulose. 
KhSng nguyen HCV 151 t6 hqp (ch6a 161, NS3, NS4 vS NS5) 
dsrcsc kt hcip vOi keo yang nhSng trong ming lien hop phan 
mg vOl khang th HCV cO trong mu mSu, huyt tucjng hoOc 
huyt thanh tgo thuinh phOc hop lila hqp/khang nguyln-khSng 
th HCV. 
Dong gOi: 25 khay/hOp 
Thit b kim tra: 25 khay xlt nghim (1 xdt nghim/tOi x 25 
161) 

ISO 13485 
hoc tulcmg 

throng 
25 test1  hOp Test 4.000 

92 
Khsy/Que thcr xét 
nghtem dinh tinh 
treponema pallidum 

VMDO4/Anti-Syphilis 
Rapid Test Kit 

XII nghim phSt hin djnh t!nh treponenia pallidurn, khang th 
trong huyit thanhThuyét turcmg/mSu bSn phun cCia ngu&i. Xiit 
nghiOm min dich tOng cuOng kco yang dl the djnh khang th 
TP (bao gm 1gM, 1gG vS IgA) trong mSu (050 phn, huylt 
ttrong hole huyt thanh eCa nguOi. KhSng ngsyln TP 151 t6 ho-p 
(chOa 1p15, tpl7, 1p45 vS tp47) duo-cc6 dnh trong vung thu 
nghilm trIo rnSng nitrocellulose. KhAng nguyln TP 151 t6 ho-p 
(chOa tpl5, 1p17, tp45 vS tp47) duo-c 1uIt ho-p vôi keo yang 
nhOng trong miing liOn ho-p phSn mg vOl khSng th TP. 
ThSnh ph&n cSa ch!ut pha bOng miu: KH2PO4 0.0082 gfmL. 
K2HPO4 0.1344 g/mL. BSA 1%. Proclin300 0.1% 
DO nhgy 99,13% 
DO dIe hilu 99,17% 
KhS nlng gay nhiiu 98,84% 

ISO 13485 
hoge turong 

throng 
25 testl hOp Test 50 

Khay thO xét nghiin 
djnh tinh khSng 
nguyen nucleocapsid 
vi rOt RSV 

VMDO6/ RSV Rapid 
Test Kit 

DO nhay t60g: 94,85% din 99,27% 
DO dc hiIu 16ng: 96,91% dn 99,89% 
DO chinh xSc 16ng: 96,85% dn 99,38% 
GiuSi hgn phSt hin thp nht 10,0 ng/mL. 
ThSnh phn: 25 XII nghiOm/hOp 
Thit bj kim Ira: 25 xIt nghilm (1 khay/tSi x 25 tSi) 
Dung dich dIm 25 chai sO dung mOt ln, m6i chai có dung 
djch dIm chili 500 1sL 
Gge ly mu blab phm: 25 ming goc ly mu bIrth phm vô 
trlung, sO dgng mOb ln 

ISO 13485 
hole tsrong 

duong 
25 testl hOp Test 100 

94 
Kit thIs nhan phSt 
hs)n khSng thl 1gM 
khing Enterovirus 71 

W141-C/ Diagnostic 
Kit for 1gM Antibody to 
Human Enterovirua71 

(lmmunochromatographi 
c Assay) 

- Khing th EV7 I (EV7 I antibody): 20 sg/m(; 
- KhAng nguyen EV71 (EV7I antigen): 0.175 mg/mI; 
- Khang th khSng chu6i s-1gM ngubi (Anti-human 1gM o--  
chain antibody) I 5 mg/in!; 
- KhSng thl da dOng khSng IgG chuOt (Anti-mouse polycbonal 
antibody): 2.0 mg/mI 

ISO 13485 
holc turing 

duong 
25 teat.! hOp Test 100 

Dnh tinh phSb hiln 
so-cO mIt clia HBeAg 
trong huyt thanh, 
huyet turing hole 
rn/in toSn phn eIsa 
ngrthi 

ITP0 IO43DS5O/ 
Diagnostic Kit for 

Hepatitis Be Antigen 
(Colloidal Gold) 

- VOng cOng hop: KhSng th don dong khSng HBe (0.16 sg); 
- Vgch kt qua: KhSng th don dong khSng HEe (0.2 sg); 
- Vgch chOng: KhSng ths da dOng dl khang chuOt (0.88 tug). 

ISO 13485 
hole tuong 

during 
50 qua.! hOp Test 50 

96 
Dung do-h by giSi, pbS 
vIc hlng clu 

Swelab AlfaLyse 

Ch/rc nlng: là dung dich ly giai phS sIc hlng cu, không chIts 
cyanide lytuc, dIng dl dIm vS dunh cIc tl bSo cIa may phin tich 
huylt ho-c. BOng gOi 05 lii. CO mO vgch boring thich trCn binh 

Thanh phln: Mu/I blc 4<1.0%; Mull < .5% 

ISO 13485 
holc turing 

duong 
5 lit ThOng 6 

97 Dung dich pbs bang Swelab AtfuDiluent 

Chile nlng: IS dung djch pha bang mSu dOng cho vile dIm và 
dlnh c/c tl b/to eIsa may philu tich huylb hoc. BOng gOi 20 lit, có 
mO vgch taring thich trOn binh 
ThSnh phn: + Mull dl In dtnh isotonic <1.5% 
+ Thule chlng vi sr/sag <0.1% 
+ Dung dich dIm <0.3% 

150 13485 
hole iucmg 

during 
20 Lit ThOng ( 

98 

ChIt thIs chuls thing 
eho phOn tich huylt 
ho-c 

Boule Con-Duff 
ChIc nang: a máu chuAn dl hilu chu/in 3 mOe ( trung binh, 
thlp,cao) cho cSe thông sl do ding cho ntay phSn bich huylt 
ho-c. Bong gOi 3x 4,5 ml/bl 

ISO 13485 

hole turing 
ulurong 

3 x 4.5m1 BO 
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SIT Ten hang hOa 
Ma San phm/Chung 
loi!FCn thu'oag mpi 

Thông s ky thut 
Tiu chun 
cht logng 

Quy each 
dong gOi 

Don vj 
tinh 

S 
luçng 

HtJ chat xet nghicm 
01163 

Thromboplastin lông khO duçic chit xut tO nb 1h0. ISI - 0. 
dung djch hoa tan cO chOa canxi, hexahydrat niken sunfat nng 
d <0,1%, natri azide n6ng d < 1 g/l; 

ISO 13485 
hoc timing 

diiong 
/ 6 x 5 ml Hp 20 

100 

HOa chat xdt nghini 
thai gian 
Thromboplastin hoat 
bOa 11mg phan 
(AP1Tt 

00847 
RI: Cephalin dOug khO chiat suat tO n8o thO 
lU kaolin 5 mg/mI, sodium azide 

ISO 13485 
hoSc ttrang 

duong 
flOp 6 l x SmI HOp 6 

101 
DungdjchrOamáy 
dOng cho may xét 
nghim dông máu 

00973 ThOnh phan gm nirOc, chat chang nam ho ether glycol 
ISO 13485 
hoOc tuong 

dirong 

Thông 6 can x 
2500rn1 

Thông 6 

102 
Thu5c thO xdt nghiôm 
djnh nhOm mhu 0 

BGRDBIQ 

Dung dch Co chlra n6ng dO protein thp Va 1gM dan doug elm 
ngtr6i Va 1gG khang D. Thu6c thO nay s trVc ha ngimg kat 
cOc t bOo Rh 0 dircmg tinh, bao gam phan IOn cOc bian tha 
(nhimg không phOi DVI) vO t I D yau (Du) cao. 

ISO 13485 
hoôc tucmg 

duorig 
Lo lOml LQ 50 

103 
Thu8c thlr set nghim 
djnh shOrn rn/mu ABO 

Monoclonal Anti A 
Monoclonal Anti B 

Monoclonal Anti AB 

Dong t bOo Anti A BR.MA-1 SO phat hin khang nguyen A. 
Anti A cO mOu xanh lam 
Dong t bOo Anti B LB-2 sO phát h14n kb/mg nguyen B. 
Anti B cO rn/mu v/mg 
DOng t b/mo Anti AB ES-4 / ES-IS sO ph/mt hin kháng nguyen 
A, Ax hoc B. 
Anti AB khong CO rn/mu 

ISO 13485 
hoc tuong 

during 

B03 lx 
I Onil 

BO 110 
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