PHU LUC 1C:
(Kém theo théng béo Yéu cau béo gid s6: 196/CV-BVIWTN ngay 19 thang 02 nim 2025)
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STT Tén hing héa Théng 50 ky thuiit co ban Quy cich i miri chio gid

L 1: Xét nghigm sinh héa nwéc tidu t dng trong xét nghigm sinh héa

Que thir nuée tidu 10
LL1 Jthong sé ding cho may
phan tich néc tidu

Xétnghiém 10 thong s8 co bin cia nuée tiéu: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, " i
Urobilinogen, LeukoCyte, SG. 100 teathép | hip il

Que thir kiEm tra dg Quethir chuan duong Tinh diing cho may phan tich nudc fieu oy dong
Li2 chuin duong tinh ding  [Thanh phin: Glucose: crystalline bilirubin; sodium methyl acetoacetate; bovine hemoglobin; bovine serum

cho mdy phin tich nuée albumin; 5-{4-suIfohumxy)-?.-methy[indo!e sodium salt; sodium nitrite; protease (fungal) 28 Hiop hdp 1
tidn nr g
Que i Wem e g
LL3 chuén aﬁm t{nh ding c.|-m Que thir c:huan am t'1nh ding cho mdy phén l.lch nuéF m.u fr d?ng ) 25 test/ Hop hép 128
mdy phén tich nuéc tiéu | Thanh phan: Potassium phosphate monobasic and dibasic; sodium chloride; urea [
A . - 0, v . . . 0, .
Dung dich rira diing cho Th:!m.h phan héa hoc: 3.5% w/ivy hexadecyltrimethylammonium hydrogen sulfate; 3.5% w/y magnesium ) )
57 2 e i <. -3, |chloride hexahydrate; surfactant 4x26ml/ Hop hép 32
may xét nghiém mrée tiéu
Méi hép bao £om 4 lo dung djch. Dung tich mdi lo 230 ml.
Dung djch hi¢u chudn xét [Calib 1: 0.20% w/v potassium phosphate
nghiém bin dinh legng ~ |Calib 2: 2.00% w/y potassium phosphate " <
R ding cho mdy xét nghidém |Calib 3: 0.50% w/v potassium phosphate 4x 230mV Hgp | hép %
nuée tiéu Calib 4: 0.01% w#v polymer beads
Que thir nudc tiéu 12 Que thir nwée ticu 12 thong s6 diing cho may phin tich nuwéc tidu trr dng.
£ g z £ s LA sa e . i ‘ o s S
L16 théing ‘so dun'g c}}? miy |[Céic C.hl 50 xét nfghrg:m. dm"mg, Bll{l'\fbln, Crca.tmme, pH, Ketone, Méu, Urobilinogen, Nitrite, Bach ciu, 450 test/ Hop hép 300
phén tich nwée tiéu tr Protein, Albumin, Albumin/Creatinine, Protein/Creatinine
dong

Ld 2: Thé xét nghi¢m trong phin ting hoa hop trong truydn mau

2 . uz - ’ 3 . s - 2 .
Thé xét nghiém dinh tinh Gel card 6 gmr{g, mf’n giéng ch.u;a khing thé Anti Euman IgG va.khai_g thé da}1 déng. A:'m C3d (dong ‘
12011D10). Ding lam xét nghi¢m Coombs trye tiep; Coombs gidn tiép bao gém phin tmg hoa hop, sing .
T 24 card/ hop Card 2.304
Ioc va dinh danh KTBT.
- Bdo quin 4-25 45 C; khong dé déng lanh.

L2.1 [hod hgp vi nghiém phép
Coombs

Giéng I chira Anti A (dong I 1HS) - Giéng 2 chira Anti B (dong 6F9) — Giéng 3 chira Anti D (TIgM) (VI-)
e o [(dong P3x6 1+ TH-28) - Giéng 4 (Ctrl/Neutral) dé dinh nhém méu cho bénh nhin va i miu;
Theé x¢ét nghiém dinh tinh | . (s Ty e 7
12.2 5 i Giéng 5 (Al/Neutral) - Giéng 6 (B/Neutral) dé djnh nhém méu nguge hojic chéo cho khéi tiéu ciu va 24 card/ hgp Card 28.800
nhém méu h¢ ABO va Rh <
huyét twong
- Bdo quan 4-25 dp C; khéng dé dong lanh,

Giéng 1 chira Anti-A (Dong 11HS) - Giéng 2 chira Anti-B (Déng 6F9) - Giéng 3 chira Anti-D (IgM) (VI-)
(Déng P3x61 + TH-28) - Giéng 4 chira Gel trung tinh — Giéng 5 va giéng 6 chira AHG (Anti Human 1gG
Theé xét nghiém dinh tinh |va Anti C3D doéng 12011D10)

L2.3 |nhém mau hé ABO va - Ding dinh nhém méu bénh nhin va nhém mau thi méu; lam phén (mg hda hgp midn dich truyén mau & 24 card/ hop Card 11.520
Rh va hoa hop mdi tnrdng mudi sinh Ly, nhigt d6 phong xét nghiém 20 49 C-24 46 C va méi trudng c6 sir dung huyét
thanh khéng globulin O nhiét d6 37 d6 C; va xét nghi¢m ty chimg,

-Bdo quin 4 -25 ¢ C; khéng dé déng lanh,

:}?: xe:hrég:;lfl:lhj;h s Gel card 6 giéng, mdi giéng chira gel trong dung djch dém thich hop; Dimg lam phan tng hoa hop, sing
27 [ OANEERIENG dinh danh KTBT, dinh nhém méu theo phuong phap héng chu méw, 24 card/hdp | Card 7.680
et e R S, 25 45 C; khéng dé dang lanh
miu hé ABO 1 R 6 Chnp lni.
Dung dich pha loding D'ung d:ifh dém Iy ion thép, vei nén'g d6 Natri clorid thich hop, phit hop dé sir dung véi geleard ding cho .
L2.5 héng cAu Diluent - 2 LISS xét nghiém huyét thanh hoc nhém mdu. Chai/250ml ml 48.000
U8 G Tilnent- - Bio quin: 2 8 4 C; khong dé dong lanh.
Thudc thir xét nghi¢gm La hén hep cia khing thé don dong 16p IgM va IgG (dong P3x61+NaTHI 19+LOR15C9) Hop 61
L2.6 (dinh tinh nhom méu hé - Hiéu gid > 1:256; D§ dac hidu: 100% e 1‘;[ f 10) ml 800
Rh - Bdo quin 2 - 8 d3 C; khéng dé dong lanh Q
. Gt Khang thé don déng Anti A (déng 11H5) .
127 H;:" ”‘::“'L"(‘:‘“‘_i'f)‘ - Hidu gid > 1:256; DB dic hicu: 100% (:;";f, i") ml 800
PO : -Bdo quin 2 - 8 d) C; khéng dé déng lanh, e,
5 - Khéng thé dom dong Anti B (dong 6F9) =
L2.8 H;.” o 'h:“gm:‘;:,";;‘ - Higu gid > 1:256; B3 dic hicu: 100% {ﬁf’; - ]") ml 800
IR Aol -Bio quin 2 - 8 d¢ C; khong dé déng lanh, ?
uyét thank miu djh | <ng thé dom dong Anti A.B (dong 11HS + 679 + B5.15) -
(28 |k o din ol gid > 1:256; D diic hicu: 100% Hopsie il 800

nhém méu AB (Anti A,B) (10 ml/ 1g)

-Bdo quin &2 - 8 d C, khong dé dong lanh,

L 3: Phim XQ diing cho Chudn Poin Hinh Anh

n A4. /
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STT Tén hing héa Thing s6 k¥ thuit co ban Quy ciich bVT mii ehito pls
| L4 logi phim khé Laser kich thuée 25x30cm (10x12 inch). C6 thé nap phim theo khay duéi inh sang
thuimg. Phit ¢ dd phan gidi cae véi hinh anh dat 161 da 2650 ppi (pixels per inch) véi mndy in trong
L3.1 {Phim khd 18x12" thich. Bao gbm chyp cét 16p vi tinh, chup cit Iop k¥ thugt s6, chup céng hudng tir, ¥ hoe hat nhiin, siéu [25 wW/Hop Hip 2.000
am, chyp X quang thudmg quy, chup X quang kg thudt s6 va hinh 4nh sé héa, Bat tidu chuan IS0 13485,
CE, va FDA;
L& foai phim kho Laser kich thude 35%43 em (14x17 inch). C6é thé nap phim theo khay dudi dnh sing
thadmg. Piim cé 4@ phin giai cao véi hinh anh dat 151 da 2659 ppi (pixcls per inch) véi miy in trong
L3.2 [Phimkhd 14x17" thich. Bao gdm chyp cit 1op vi tinh, chup cit Iép k¥ thugt s6, chup cdng hudng tir, y hoc hat nhin, situ 125 16/Hgp Hjp 2.000
dm, clyup X quang thudng quy, chup X quang kf thujt s8 va Iinh dnh sé hoa, Dat ticu chudn ISO 13485,
CE, vi FDA
LA logd phim khé Laser kich thude 20x25cm (8210 inch. C& th ngp phim theo khay duéi dnh sing
thudng, Phim c6 4§ phin giai cao voi hinh anh dat 18i da 2650 ppi (pixels per inch) véi miy in trong
L3.3 {Phimkhé 8x10" thich. Bae gbm chup cit Iop vi tinh, chup cft 16p k¥ thudt 56, chup cfng hudng tir, y hoc hat nhdn, sicu 125 t&/Hép Hin 2.500
A, chup X quang thudmg quy, chup X quang k¥ thudt s8 v hinh anh s& hoa, Dat tiéu chuin ISO 13485,
CE, vi FDA;
L6 4: Héa chit xét nghigm ding cho xét nghigm Sinh héa man
Héa chit xét nghigm
L4.L |Alpha Amylase Pancr, st [Dai do: 5 - 2000 U/L. Phweng phip xét nghig¢m: Bo miu, déng hoe, phin éng ting, ET-G7PNP 4x50mLRL,1x50f Hop 20
dung cho miy hé mo mLR2/ Hop
Héa chit xét nghiém
L4.2 |Ammonis, st dung che  |Dai do: 4.1 - 1174 pmol/L. Phuong phap xét nghigen: Briing hoc enzym 2 didm, UV, Chiéu phin tng gidm 5x10mL(50mLy Hop 20
méiy hi mér Hgp
143 |Chitchudn chioxét Dang léng, thinh phin: dong dich dém, chit bie quan 1xSmL/Hop | H3 5
" inghiém Ammonia e 1ong, thanh phin: dung dich dém, 1 op i
i tnghidm [Chit higu chudn xét nghiem ¢; dng sb sinh hoa. gt déng khd, thanh phin: huyé
L4 C"ahb cho cde xét nghigm Clmt.htcu chudin x nghigm dinh lugng 30 thong 56 sinh héa. Dang bt ddng kh, thanh phin huyét thanh Ix3mL/ Hop Hop 5
sinh héa thudmg quy ngudi
QC cho xét nghigm . x P 4, A e £ s . 2x5mL(10mLy .
' : : h dio qui
L4.5 Ammoniz (2 levels) Dang long, thinh phia dung dich dém, chit én dinh, chét bio quan Hip Hip 12
. sa . PORTYY Iy . - 1 . A - - & . - - Y
Lag Qc cho‘xet nghigm sinh Vi‘it ligu }:wm so?l mirc bink ‘tl-:ufmg *¢t nghigm dinh lugmg 38 thang s6 sinh hoa . Dang b3t dong kha, 1x5mlJ Lo Lo 2
héa thwdng quy thinh phan: huyét thanh ngudi
IS N 3 ia .a - a '.1 1 . ' in, £) - F ~ - - ~ 3
147 QC che x&1 nghigm sinh Vq:! ligu k1:.m s0it mur.: }ut thudmg xét nghiém dinh lugng 37 théng sb sinh hon. Dang bhit déng khd, thanh ExSmL/ Lo Lo 12
héz thudmg quy phan: huyét thanh nguei
L4.8 {Ongldymiu 2.5 mL Chit lidu: nhira Polypropyleac, Chidy cap: 3.8 cm, dudmg kinh ngodi: 1,7 cm, dudmg kinh day: 1,2 em 100 chiée/ Hop{ Hip 200
QC che xét nghigm sinh P lana fha At nUde Gl mowds: o N
L4.9 héa mrde tifu mite 1 Dang [ong, thinh phiin: mude tide NEudi ixSml/ Hop Hip 12
QC cho xét nghigm sinh N FA : . .
L4.10 héa nude tidu mite 2 Dang long, think phin: nude tide ngirdi Ex5mL/ Hop Hép 12
L4y |Hoa chatding choxér || do: 8.11 mg/dL - 360 mg/dL, phuong phip do: ALCOHOL DEHYDROGENASE 220mb2x7ml/ | Hap 48
nghiém Ethano} L
Hop
Héa chit kifm chire mixc
1 cho xét nghigm . . 1 iaan . . . N R
14,12 Ammonia, Ethanol v Dang dung dijch, thank phiin: deng dich déin, chira: amoniac, ¢thanol, natri hydrocarbonat 3x5mL/ Hop Hjp 8
CO2
Hoéa chit kiém chire mitc
2 cho xét nghigm S B AL e died A4 B - . - o
L4.13 Ammonia, Ethanol vi Dang dung dich, think phin: dung dich dém, chita: ar’nomac, ¢thanot, na.m ]ydruq,urbunaf 1 BXSmU Hg)p H_gp_ _ 8
02
Hoa chit higa chufn cho )
L4.14 {xét nghiém Ammonia, Dang dung dich, thank phin: dung djch d¢m, chira: dgm amoniac, ethanel, natri hydrocarbonat 2x5ml/ Hip Hép 8
Ethanol va CO2
e e (Hn chit ding ehoxét nghicm diih Tisomg AST: Thanl phine T huffor PH 7,65 (37°C) 80mmol/L; 1-
N aspartate 240mmol/L; 2-Oxoglutarate 12mmol/L; LDH = 0,9k U/L; MDH = 0,6kU/L; NADH 0,2mmo¥/L Vb Ax6mi+4x6ml/
L4151 Do hoat 4§ AST (GOT) Phuong phip: Dira trén khuyén cdo cita IFCC; Dai tuyén tinb: 3 - 1006 UIL, (0,05 ~ 16,7 pkavLy; Bude Hip Hip 12
song: 340 nm; Logi mu: Huyét thanh, huyét hrong; BY Iap lai: CV < 5%: B§ chum tadn phin: CV < 10%
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i e S Iugng
STT Tén hing héa Théng sb k¥ thuit co bin Quy cich bvT mdi chao gis
Hoéa chit ding cho xét nghiém dinh lwong creatinine; Thanh phén: Natri hidroxit 120 mmol/L; Axit picric
2,9 mmol/L; Phurong phép: Jaffé method; Dai tuyén tinh: Huyét thanh/ huyét twong: Phuong phép A: 5 —
L4.16 |Binh lugng Creatinin 2200 pmol/L (0,06 - 25,0 mg/dL); Phuong phdp B: 18 — 2200 pmol/L (0,2 - 25,0 mg/dL), Nuéc tidu: 88 |4x5 | mHdx5 Iml/ Hép 132
— 35360 pmol/L (1 - 400 mg/dL); Bude séng: 520 nm; Loai miu: Huyét thanh, huyét trong, nuée tidu; Hap
D9 ip lai: CV < 3%; D§ chyum toan phin: CV < 5%
Hoa chit ding cho xét nghi¢m dinh hrong triglyceride; Thanh phin: PIPES buffer (pH 7,5) 50 mmol/L;
Mg2+ 4,6 mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5 mmol/L; ATP 1,4 mmol/L; Lipases
z ; z 1,5 KU/L ( 25 pkat/L); Glycerol kinase 0,5 kU/L ( 8,3 pkat/L); Peroxidase 0,98 kU/L (16,3 pkat/L); 4x20ml+4x5ml/ Ha 200
TAAT [Diah hoong Belghyceid. |0 1,48 KU/L (24,6 pkatL); Glycerol-3-phosphate oxidase 1,48 KU/L ( 24,6 pkatL; Hop i -
Phuwong phép: Enzymatic; Dai tuyén tinh: 0,1 - 11,3 mmol/L (10— 1000 mg/dL); Bu6c séng: 660 nm;
Loai méu: Huyét thanh, huyét twong; D§ Iip lai: CV < 3,0%; D chum toan phén: CV < 5,0%
Héa chit xét nghigm sox o foops  na T W
: : g ; , Br- 4
L4.18 |Zinc, st dyng cho may h ;lx):p? lén dén 400 pg/dL Phuong phip xét nghi¢m: do mau, Do didm cudi Phan img d¢ng hoc ting, Br. sx2smL(125mL)|  Hap 30
mé ’ / Hop
Chit chuin cho xét . . 1 e g
L4.19 A Dang léng, Thanh phin: chira kém nong d6 200 pg/dL (30.6 pmol/L) 1x3mL/ Lo Lo 16
nghiém Zinc
Hoa chit ding cho xét nghiém dinh lwgng ceruloplasmin; Thanh phin: Dung dich Polyme trong dung dich
L4.20 |Pinh luong dém Tris (pH 7,4-7,6); Huyét thanh mién dich ciia tho khéng ceruloplasmin & ngudi; Phuong phip: Midn | 4x18mi+4xSml/ HE g
" |Ceruloplasmin dich do d§ duc; Dai tuyén tinh: 60 — 2000 mg/L (6 — 200 mg/dL); Bude séng: 340 nm; Logi miu: Huyét Hop L
thanh, huyét tuong; DS ldp lai: CV < 5%: B§ chum toan ph?m: CV<10%
Hoa chét xét nghi¢m T £ . . T o
H . £ B .
1421 |Copper, st dyng cho my [331 d(? 3-500 pg/dL. Phuong phap xé nghi¢m: phuong phap do mau, do diém cudi, duéng phan img di sx25mL(125mL)| Hop 3
Soi Ién, Dibromo-PAESA, X
hé mé / Hgp
Héa chit ding cho xét nghi¢m dinh lugng a-amylase; Thanh phén: MES (pH 6,05) 36,1 mmol/L: Calcium
acetate 3,60 mmol/L; NaCl 37,2 mmol/L; Potassium thiocyanate 253 mmol/L; CNPG3 1,63 mmol/L,;
L4.22 |Do hoat 4§ Amylase Phuong phép: CNPG3; Dii tuyén tinh: Huyét thanh/ huyét tuong: 10— 2000 U/L (0,2 - 33,3 pkat/L), 4x40ml/Hop | Hop 28
Nude tiéu: 5 ~ 4800 U/L (0,1 - 80 pkat/L) ; Buge séng: 410 nm; Loai mAu: Huyét thanh, huyét trong,
nude tidu; B9 13p lai: CV < 5,0%; B chym todn phan: CV < 10,0%
Héa chit ding cho xét nghiém dinh lwgng B-2 microglobulin; Thanh phiin: Phosphate buffer (pH 6,5) 22
4.3 Binh lugng p-2 mmol/L; Céc tiéu phin latex pht khdng thé khing B-2 microglobulin ngudi; Phuong phap: Po dj dyc 4x10ml+4x8ml/ 5 43
"= |Microglobulin mién dich; Dii tuyén tinh: 0,5-16 mg/L (0,05-1,6 mg/dL); Buoc song: 570mm: Loai miu: Huyét thanh, Hop P
huyét twong; D 13p lai: CV < 3,0%; D4 chum toin phin: CV < 5,0%
Hoéa chit ding cho xét nghi¢m dinh lugng albumin; Thanh phin: Succinate buffer (pH 4,2) 100 mmol/L;
i . Bromocresol green 0,2 mmol/L; Phuong phép: Bromocresol Green; Dai tuyén tinh: 15— 60 gL(1,5-6,0 4 .
: = : P 28
14.24 |Binh lugng Albumin &/dL); Budc sGng: 600 nm; Loai mau: Huyét thanh, huyét twong; B lip loi: CV < 3%; DG chym fodn et |, oo
phin: CV <3%
Héa chét ding cho xét nghiém dinh lugng Apo Al; Thanh phéin: TRIS buffer (pH 7,4); Sodium chloride
< 106 mmol/L; Polyethylene glycol 6000 3,5% w/v; ; Phuong phép: Mién dich do dd dyc; Dai tuyén tinh: ”
2 : = : Hi
14.25 [Binh lugug Apo Al 0:40-2,50 g/L (40 ~ 250 mg/dL); Bude séng: 540 nm; Logi miu: Huyét thanh; DG kip lai: CV < 5%; Do 4"”“‘?"”’““ op 1
chum toan phin: CV < 10% o
. A A £
Pcachll hiiy shulochey | i higu chuin ding trong xét nghi¢m Apo Al va Apo B; Thanh phin: Chit nén huyét thanh ngui dang i R
L4.26 |xét nghiém apo Al va O . : i : 2 1 a z p 5x2ml/ Hop Hop 4
ApoB long c6 chira apolipoprotein Al ngudi apolipoprotein B ngudi .; Chét hi¢u chudn 5 mifc;
Hoa chit ding cho xét nghiém dinh lvgng Apo B; Thanh phiin: TRIS buffer (pH 7,4); Sodium chloride
" 125 mmol/L; Polyethylene glycol 6000 4% w/v; Khiing thé dé khang Apo B= 1,93 g/L; Phuong phap: 4x13ml+4x7ml/ .
1427 |Binh lwong Apo B Mién dich do & dyc; Dii tuyén tinh: 0,40 2,00 g/L (40 - 200 mg/dL); Budc séng: 340 nm; Logi miu: Hop L 4
Huyét thanh; Da lip lai: CV = 5%; D3 chum todn phin: CV < 10%
Hoa chiit ding cho xét nghiém dinh lwgng bicachonat; Thanh phin: MD (microbial) > 2000 U/L; PEPC
. i (microbial) > 572 U/L; NADH 1,6 mmol/L; PEP 8,2 mmol/L; Magnesium 2,8 mmol/L; Phuong phip: o
14.28 Dinh lugng Bicarbonate Enzymatic; Dai tuyén tinh: 2,0 - 45,0 mmol/L; Bude séng: 380 nm; Logi mAu: Huyét thanh, huyét twong; x25ml/Hop | Hop 4
B0 ldp lai: CV < 5%; D chum toan phin: CV < 10%
Hibilchite el Chit higu chudn ding cho xét nghiém dinh lugng bicacbonat; Thanh phin: Chat nén dém c6 chira cic
14.29 srigisien :ﬁ P lugng khiic nhau ciia natri carbonat; Chét higu ehudn 2 mire; € gif trj oo thé dise truy xuft theo 3x25ml+3x25ml/|  Hop 7
e nENIEM Bicy = nguyén li¢u tham chiéu chuin NIST Hop
Héa chit ding cho xét nghiém dinh lugng cholinesterase; Thanh phén: Tetra sodium diphosphate (pH 7,6)
1430 Bo hoat d§ 75 mmol/L; Ferricyanide (IIT) 2,0 mmol/L; Butyrylthiocholine 15 mmol/L; Phwong phép: 4x30ml+4x6ml/ o 4
" |Cholinesterase (ChE) Butyrylthiocholine; Dai tuyén tinh: 1 ~ 15 kKU/L (17 - 250 pkat/L); Budc song: 410 nm; Loai méu: Huyét - Hop = op E———
{thanh, huyét tuong; D Hp lai: CV-< 50; D6 chum todn phdn: CV < 10% S
Hoa chét ding cho xét nghiém djnh lwgng CK; Thanh phz"m: Immidazole (pH 6,5, 37°C) 100 mmol/L;
NADP 2,0 mmol/L; ADP 2,0 mmol/L; AMP 5,0 mmol/L; EDTA 2,0 mmol/L: Glucose 20 mmol/L;
Bo hoat 4§ CK (Creatine |Creatine phosphate 30 mmol/L; N-acetylcysteine 0,2 mmol/L; Activator 26 mmol/L; Mg2+ 10 =
L o mnol; Diadenosine pentaphosphate 0,01 mmol/L; HK > 4,0 KU/L; G6P-DH > 2,8 KUIL; Phuong 4’::‘;’:;’:?“ Hp &
phép: Dya trén khuyén céo cia IFCC; Dii tuyén tinh: 10 - 2000 UAL (0,17 — 33,33 pkat/L); Buée song: op
340 nm; Loai méu: Huyét thanh, huyét tuong; B3 Iip lai: CV < 5%; Pé chum toin phén: CV < 10% /
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¢ 5 = . i 86 lrgng
STT Tén hing héa Théng s6 ky thuit co ban Quy cich bvT méi chio gid
Hoéa chit ding cho xét nghiém dinh lrong CK-MB: Thinh phiin: Dung dich dém imidazole (pH 6,7) 100
mmol/L; Diadenosine-pentaphosphate 0,01 mmol/L; Hexokinase (HK) >4 kU/L; EDTA 2 mmol/L;
Po hoat 46 CK-MB INADP 2 mmol/L; Glucose 20 mmol/L; G6P-DH = 2,8 kU/L; Creatine phosphate 30 mmol/L; ADP 2
L4.32 |(Isozym MB of Creatine [mmol/L; N-Acetylcysteine 0,2 mmol/L; Mg-Acetate 10 mmol/L; Chit hoat héa 26 mmol/L; AMP 5 2x22ml+2x4ml+-|  Hep 100
kinase) mmol/L; Khang thé khing tiéu don vj CK-M; Phuong phip: Uc ché miZn dich; Dai tuyén tinh: 10 - 2000 2x6ml/ Hap
U/L (0,17 - 33,33 pkat/L); Bude séng: 340 nm; Logi mau: Huyét thanh, huyét tvong; B3 lip lai: CV < 5%;
D9 chum toan phan: CV <6,5%
Hoa chit higu chuén cho Chit higu chuin ding trong xét nghigm CK-MB; Thinh phén: Huyét thanh ngudi déng khé chira creatine
S0 il | TS i mite; G trj duge chuén héa theo CK total [FCC Reference Iximl/ Lo Lo 8
xét nghiém CK-MB
Method
Héa chit kiém chimg — g . X " ¥ 7 o
LASH |ouio 1 shewaeashis Chat kiém chuan mire 1 diing trong xét nghi¢m CK-MB; Thanh phin: Huyét thanh ngudi dong khé chira 1x2ml/ Lo o 7%
: g;CM; nghigm creatine kinase-MB isoenzyme.; Gia tri duge chuiin héa theo CK total IFCC Reference Method
Hoéa chit kiém ching £ivan g s ; : . e P
14.35 [mite 2 cho xét nghigm Chat kiém chuiin mire 2 diing trong xét nghiém CK-MB; Thanh phiin: Huyét thanh ngudi dong khé chira 1x2ml/ Lo Lo 76
¥ EIK MB 4 creatine kinase-MB isoenzyme.; Gia tri duge chudn héa theo CK total IFCC Reference Method
Chit kiém chimg cho céc xét nghiém sinh héa thudng quy mire I; Thanh phan: Huyét thanh ngudi dang
Héa chit kiém chimg déng khd chira héa chét phy gia va céc enzyme thich hop ¢ nguén gée con ngudi va dang vat: Bilirubin-
1436 mire 1 cho céc xét Total va Direct, Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC, GGT, GLDH, LDH,; Lipase, 1x5ml/ Lo T 412
" |nghiém sinh hoa thudng  |Inorganic Phosphorus, Triglyceride, Albumin, Calcium, Chloride, Cholesterol, Creatinine, Glucose,
quy Iron,Lactate, Lithium, Magnesium, Potassium, Sodium, Total Protein,; UIBC, Urea & Uric Acid, IgA, IgG,
IgM, APO AL.; Chit kiém ching 1 mirc
Chét kiém chimg cho cde xét nghiém sinh héa thutmg quy mirc 2; Thanh phan: Huyét thanh ngudi dang
Héa chit kiém chimg dbng kho chira hoa chit phu gia vi cic enzyme thich hap ¢ ngudn gbe con ngudi va dong vit: Bilirubin-
1437 mirc 2 cho céc xét Total vi Direct, Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC, GGT, GLDH, LDH, Lipase, 1xSml/ Lo Lo 412
" [nghiém sinh héa thuémg Inorganic Phosphorus, Triglyceride, Albumin, Caleium, Chloride, Cholesterol, Creatinine, Glucose, Iron,
quy Lactate, Lithium, Magnesium, Potassium, Sodium, Total Protein, UIBC, Urea, Uric Acid, IgA, IgG, IgM,
APO Al; Chét kiém chimg 1 mitc
Héa chit ding cho xét nghi¢m dinh luong creatinine; Thinh phiin: Bém Good 50 mmol/L, Creatinase 563
IU/mL; Sarcosine oxidase 15 TU/mL; HMMPS 0,68 mmol/L; Creatininase 100 IU/mL; Peroxidase 12,5
. - U/mL, 4-Aminoantipyrine 1,53 mmol/L;; Phuong phép: Enzymatic; Déi tuyén tinh: Huyét thanh/ huyét .
s .2 1
14.38 | Binh lugng Creatinin tong: 4,4 — 4420 umol/L (0,05 - 50,0 me/dL), Nudc tiéu: 88 - 44200 umol/L (1 - 500 mg/dL): Buge | P45 mgf"‘ SREY %
song: 600 nm; Logi mAu: Huyét thanh, huyét tuong, nude tidu; DG Iip lai: CV < 3%: B¢ chum toan phén: op
CV<s5%
Héa chét ding cho xét nghiém dijnh Iuwgng CRP siéu nhay; Thanh phﬁn: Glycine buffer 100 mmol/L;
) Latex, phii khiing thé khang CRP < 0,5% w/v; Phuong phap: Mién dich do d9 duc; Dii tuyén tinh: Ung "
1439 |Binh lwong CRP dung binh thiémg: 0,2-480 mg/L, U‘ng dung d6 nhay cao: 0,08-80 mg/L; Bude song: 570 nm; Loai miu: 4x30m;-l+:1-x30m1! Hin i
Huyét thanh, huyét twong; Do Hp lai: CV < 6%; D) chum toin phin: CV < 10% P
T S Hod chit higu chuiin cho xét nghi¢m CRP thuémg; Thanh phin: Chét nén huyét thanh nguéi dang long c6
Héa chat hi¢u chuin cho " i Eo P . £ g i * 2 2
L4.40 2 3 chira CRP nguéi; Chét hiéu chuin £om mirc 2 dén mie 6; Cic gi4 trj dwge gin theo tidu chudn IFCC 5x2ml/ Hop Hdp 4
xét nghi¢gm CRP thuémg s : x i’
bang phuong phap mién dich do d¢ duc
Héa chit higu chudn cho |Chét higu chudn cho xét nghiém CRP dd nhay cao; Thanh phin: Chét nén huyét thanh ngudi dang long cé
LA.41 |xétnghiém CRP c6 dd  [chira CRP ngudi; Chét higu chudn gom mire 2 dén mac 6; Cic gié tri dugce gan theo tidu chuin IFCC 5x2ml/ Hop Hép 4
nhay cao bing phuong phip mién dich do dp duc
Binh lirgmg Bilirubin true |6 chiit diing cho xét nghiém dinh lwgmg bilirubin trye tiép; Thanh phén: 3,5 Dichlorophenyl diazonium
L4.42 tié: e v tetrafluoroborate 0,08 mmol/L; Phuong phap: DPD; Dii do: 0,9 — 171 umol/L (0,05 — 10 mg/dL); Budc 4x20ml+4x20ml/| Hop 40
P song: 570 nm; Loai mau: Huyét thanh, huyét tuong; DG 13p li: CV < 5%; B chum todn phin: CV < 1,5% Hop
Hoa chilt ding cho xét nghigm dinh lugng ferritin; Thinh phin: Glycine buffer (R1: pH 8,3, R2: pH7,3)
; o 170 mmol/L; Tiéu phan Latex phit khing thé the khiing ferritin ngueri; Phuong phép: Min dich do d¢ duc; ;
: hl Ferrit Ay . . ; ; G & I Hi
LA {Dlsh I Pearitia Dii tuyEn tinh; 8,0 — 450 pg/l ; Buée s6ng: 660 nm; Loai miu; Hugél (rardr, Ly tiremg; B Idp i OV 4x34mH+§x12mL’ P 100
< 5,0%; B6 chum toan phin: CV <7,0% P
Héa chit ding cho xét nghi¢m dinh hrgng GGT; Thanh phin; Glycylglycine, pH 7,7 (37°C) 150 mmol/L;
Do hoat 6 GGT (Gama  |Lry-glutamyl-3-carboxy-4-nitroanilide 6 mimol/L; Phwang phap: Dya trén khuyén céo ciia IFCC; Dai tuyén ) "
4% | Glutamyl Transferase) |sinh: 5- 1200 /L (0,08 = 20,00 ytkat/L); Budc séig: 410 nin; Logi miu: Huyét than; huydt twong: 5o 4’“8‘”;{*?"13“‘” i e
I1§p lgi: CV < 5%; D¢ chym todn phin: CV < 10% fe
Po hoat 43 GGT (Gama |0 chit diing cho xét nghiém djnh lwgng GGT; Thanh phén: Glycylglycine, pH 7,7 (37°C) 150 mmol/L;
L4.45 Glumﬁ l‘;ms ferase)  |Y-Elutamyl-3-carboxy-4-nitroanilide 6 mmol/L; Phuang phap: Dy trén khuyén cio cia IFCC: Di tuyén | 4x40ml+4x4omy/| Hop 92
Y tinh: 5 - 1200 U/L (0,08 — 20,00 pkat/L); Bude song: 410 nm; Loai méu: Huyét thanh, huyét tuong; D§ Hép
lip lgi: CV < 5%; D% chum todn phin: CV < 10%




STT Tén hdng héa Théng s k§ thujt co ban Cuy cficly BVT n:‘rti] :;g:iié
Héa chit kidm chimg cho Héfl cfﬁt }:.iém chimg cho xét ng.hiém HDULDLCho!esEffml; T‘h:'m.I: phi‘m’: Huyét t.ha-nh ngum dimg dﬁ:ng IxSmll Lo
1446 |xét nghiém HDLALDL ithé cb chira ‘HDL-ChoEesterol \:a LDL—Ch.o:lesserol (::ngum); Chat kiém cljnmg 2 mire; Cdc gid tr c9 thé GxSm3xsmiH] o 96
duge truy xuit theo phirang phap tham chifu HDL vi LDL-chelesterol ciia US €DC (Centre for Disease N
Cholesterp) Gp)
Control}
Héa chét ding cho xét nghidm dinh hrong HDL-chotesterol; Thanh phin: Khing thé khing p-lipoprotein &
Binh lugmg HOL-C ngudi; Cholesterol esterase (CHE) 0,8 IU/mL; Chelesterol oxidase {CHQ) 4,4 IU/mL; Pesoxidase (POD) 42 TmldxOml
L4.47 {(High density lipoprotein [1,7 1UAnL; Ascorbate Oxidase 2 TUAnL; Dung dick dém Good's (pH 7) 30 mmoliL; N-Ethyl - N - (2- Hp Hop 48
Chalesteral) hydroxy-3-sulfopropyl) - 3,5- dimethoxy - 4 fiuoreaniline (F-DAQS} 0,2 mmol/L; 4-Aminoantipyrine 0,67
mmol/L; Phweng phip: Enzymatic; DAi tuyén tinh: 0,05 - 4,65 mmol/L. (2 -180 mg/dL); Bude séng: 600
ni; Logi i Huvét thanh, huvét tuong; D3 13p lai: CV < 3,0%; B chum todn phin: CV <4,0%
Héa chét ditng cho xét nghigm dinh egng HDL-cholesterol; Thiinh phiin: Khing thé khing f-lipaprotein &
Binh lwgng HDL-C ngudi; Cholestero! esternse (CHE) 0,8 IU/mL; Chelesteral oxidase {CHO) 4,4 iU/mi,; Peroxidase (POD)
1448 (H.igh density lipoprotcin L7 I/mL; Ascorbate Oxidase 2 1U/mL; Dung dich dm: Good's (pH 7) 30 mmol/L; N-Ethyl - N - F2— 4x513mikaxi7. ] Hap 108
Cholesterol) hydroxy-3-sulfopropyl) - 3,5- dimethoxy - 4 fluoroniline (F-DAOS) 0,2 mmol/L,; 4-Amincantipysine 0,67 {mb/ Hp
mmol/L; Phueng phip: Enzymatic; Dai tuyén tinh: 0,05 - 4,65 mmol/L, (2 -180 mg/dL); Bude sbng: 600
nm; Logi mdu: Huyét thanh, huyét tong; D tp lai: CV < 3,0%; B chum toin phin: CV < 4,0%:;
Hod chit higu chudin diing cho xét nghiém dinh lugng HDL-Cholesteral; Thanh phin; Huyét thanh ngudi
Laqg |HO2 chit higu chudn cho dang bijt déng kit chia HDL-Cholesterol (ngudi).; Chit higu chuiin 1 mire; Gia trj chdt hidu chudn c6 2x3ml/ Hop Hp 4
"7 {xét nghiém HDL tht durge truy xuit thee phwrong phip tham chifu HDL-cholesterol ciz US CDC (Centre for Discase
Control)
Héa chit disng cho xét nghiém dih luong IgA; Thinh phan: Dém Tris (pH 7,2) 50 mmol/L; Polyethylen
LA.50 |Binh hegng IgA glycol 6000 3,5%; Khang thé (d€) khing IgA; Phuong phip: Mién dich do dd duc; Dai tuyvén tinh: 0,1 — Axldmi+dxllml/| Hop 4
7,0 g/L {10 - 700 mg/dLY; Buds song: 600 nm; Loai mAu: Huyét thanh, huyét trong; DG 15p ki CV < Hgp
4,2%: B3 chum todn phin: CV < 8.0%; -
Héa ¢hilt ding cho xét nghi¢m dinh lwong 1gG; Thanh phin: Dém Tris (pH 7,2) 48 mmol/L; Polyethylen
glycot 6000 3,1%; Khing thé (dé) khing IgG; Phueng phip: Min dich do €5 due; Dai tuyén tinh: Huyét
LA.5] [Dirk lugnyg [gG thanh: 0,75 — 30,0 g/L (75 - 3000 mg/dL), Dich ndo tiy: 20 — 500 myL (2,0~ 50 mg/dL} ; Bude séng: 4x22ml+4x20ml/|  Hop 4
Huyét thanh/ huydt tuong: 600 nm Dich ndo tity: 340 nm; Logi miu: Huyét thanh, huyét axong, dich nio Hép
ty; D6 Bip lai: < 6,0%; B§ chym thinh phin < 10%
Hoa chit ding cho xét nghigm dink lugng IgM; Thanh phéin: Dém Tris (pH 7,2) 50 mmol/L; Polyethylen
. clyeol 6000 3,5%; Khing thé (d8) khing 1gM; Phuong phip: Midn dich do dé duc; Dit tuyén tinh: 0,2~ .
14.52 [Dinh ong IgM 30 8/L (20 - 500 mg/dLL); Buge séng: 340 nm; Loai miu: Huydt thanh, huyét tuong; Po Hip li: v | x14mb+dxliml/} - Hop 4
4,2%; D chum foin pliln: CV < 10,0%; Hép
Héa chét kitm chimg Hod ehitt kifm chimyg mire 1 cho che x6t aghiém do dé dye midn dich; Thanh phin: Huydt thanh ngudi
LA.53 mife 1 cho cde xét chira a~1 acidglycoprotein; Ferritina-l antitrypsin; Haptoglobin; Anti-Streptolysin ©; -2 microglobulin; 1x2ml/ Lo Lo 10
" Inghigm do d¢ duc mifn Immunogtobulin A; Immunoglobulin M; nmunoplobutin G; Cermloplasmin;C3; Preatbumin; C4;
dich Rheumatoid Factor; C-reactive protein; Transferrin
Héa chit kiém chimg Hoa chit kiém chimg mite 2 cho céc xét nghiém do &% duc miéh djch: Thanh phin: huyét thanh nguii, o-
L4.54 mite 2 cho cde xét 1 acidglycaprotein, Fervitin,e-F antitrypsin, Hapteglobin, Amti-Streptolysin O, Inmunogiobufin A, B2 1x2ml/ Lo Lo 40
7 |nghigm do 4 dye midn microglobulin, Immunoglabuiin G, Ceruloplasmin, Enmunoglobulin M, Complement 3, Prealbumin,
djch Complement 4, Rheumatoid Factor, C-reactive protein, Transferrin; Chét kidm ching | mie
Héa chit kiém chimg Hod chiit ki¢m chimg mirc 3 cho cic xét nghidm do & dye miln dich; Thank phin: huyét thanh ngui, o-
L4.55 mirc 3 cho ciic xét 1 acidglycoprotein, Ferritin, u-1 untitrypsin, Haptoglobit, Anti-Streptolysin O, Immunoglobutin 4, p-2 Ix2ml/ Lo Lo 0
7 |nghiém midn dich do 48 microglobulin, Immunoglobulin G, Ceruloplasmin, Immuneglobulin M, Complement 3, Prealbuymin,
duc Complement 4, Rhenmatoid Factor, C-renctive protein, Transferrin; Chét kiém chimg 1 mitc
Hoz chéit ding cho xét nghi¢m dinh lugng L-Lactate; Thanh phiin: Lactate oxidase > 0,2 KU/L; Peroxidase
1456 Dinh lugmg Lactat (Acid  {> 1 XU/L; Good®s Buffer (pH 7,00 50 mmol/i,; 4-aminoantipyrine 0,1 mmol/L; TOOS '20,3 mmol/L; N- 4x%10ml + 4xlyof Hap 40
7 ILactic) ethyl-N-{2-hydroxy-3-sulfoprepyl)-3-methylaniline; Phuong phiip: Enzymatic; Dii tuyén tinh: 0,22 - 13,32 Hop
mmol/L (2 - 120 mg/dL); Buée song: 540 nm; Logi miu: Huyét tuong, dich nfo tly; B lip lei: CV <
5.0%; B ehum toin phiin: CV.< 5,00 - i
Hoa chit ding cho x6t nghidm dinh lepng LDH; Thaeh phin: D(-)N-Methylglucamin buffer, pH 9,4
L4.57 |Po hoat 4§ LDH (37°C) 325 mmol/L; Lactate 50 mmol/L; NAD+ 10 mmo¥/L; Phueng phip: Dya trén khuyén céo ¢ha 4x40ml+4x20ml/| Hép 8
IFCC; Dif tuyén tinh: 251200 U/L (6,4-20 pkavL); Bude song: 340nm; Loai miu: Huydt thanb, huydt Hip
tuang: B9 13p lai: CV < 5,0%: D6 chum todn phin; CV < 10,0%
Dinkt fgng EDL - Héa chilt ding cho xét nghi¢m dinks lwgng LD cholesteral; Thank phin: Chelesterol esterase 3,7 IU/mL;
L4.58 |(Low density lipoprotein Cholesterol oxida:sc 37 IU/r-nL; Peroxidase 4,9 IU/mL; Natri azit 9,1%; Dung djch ¢¢m cia Good (pH 6,8) 4x27m!f~4x9m]l Hop 164
Cholesterol) 25 mmol/L; 4-am1n?nulipyrmc 0,8 mmol/L; Catalase 743 IU/ml; HDAOS 0,47 mmol/L; I’huozug phép‘: iHop
Enzymatic; Dii tuyén tinh: 0,26 - 10,3 mmo¥/L (10 - 400 mg/dL); Bude séng: 600 nm; Loai méu: Huyét
thanh, huyét trang: D6 1ip lai: CV < 3.0%; B3 chym todn phin: CV <4,0%: O
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Binh lugng LDL - C
(Low density lipoprotein
Cholesterol)

Héa chit ding cho xét nghiém dinh Irgng LDL-cholesterol; Thanh phén: Cholesterol esterase 3,7 IU/mL;
Cholesterol oxidase 3,7 [U/mL; Peroxidase 4,9 IU/mL; Natri azit 0,1%; Dung dich dém ciia Good (pH 6,8)
25 mmol/L; 4-aminoantipyrine 0,8 mmol/L; Catalase 743 IU/mL; HDAOS 0,47 mmol/L; Phuong phip:
Enzymatic; Dii tuyén tinh: 0,26 - 10,3 mmol/L (10 - 400 mg/dL); Buée séng: 600 nm; Logi mAu: Huyét
thanh, huyét twong: D3 I3p Iai: CV < 3,0%; D3 chum toan phin: CV < 4,0%: 0

4x51.3ml+4x17.
Iml/ Hop

Hép

100

Hoa chit hi¢u chudn cho
xét nghiém LDL

Héa chit higu chuin cho xét nghi¢m LDL-Cholesterol; Thinh phan: Huyét thanh ngudi dang bt dong
k6 chira LDL-Cheolesterol (ngudi).; Chét higu chudn 1 mic; Gié trj chét higu chuin c6 thé dugc truy
xuiit theo phuong phap tham chiéu LDL-cholesterol ciia US CDC (Centre for Disease Control)

2x1ml/ Hop

Hép

Bo hoat d Lipase

Héa chit ding cho xét nghiém dinh lwong lipase; Thanh phin: Buffer MES/BES (pH 6,8) 27 mmol/L; 1,2-
Diglyceride substrate 0,04 mmol/L; Monoglyceride lipase > 400 U/L; Glycerol kinase > 100 U/L; POD >
500 U/L; 4-Aminophenazone 0,25 mmol/L; TAPS (pH 8,7) 50 mmol/L; TOOS 1,0 mol/L: Co-lipase > 15
KU/L; GPO > 15 kU/L; ATP > 0,85 mol/L; Chit hidu chudn: Huyét thanh ngudi chira lipase lgn; Phuong
phép: Bo mau déng hoc; Dai tuyén tinh: 3 — 600 U/L (0,05 - 10 pkat/L); Buéc séng: 540 nm; Loai miu:
Huyét thanh, huyét arong; B3 1p lai: CV < 5,0%: D chym todn phin: CV < 10%: -

4x10ml+ 4xlyo
+4x3.3ml +
2x3ml/ Hop

Hip

160

Pinh lwgng Mg

Hoéa chit ding cho xét nghiém dinh lugng magié; Thanh phén: €-Amine-n Caproic Acid 450 mmol/L: Tris
100 mmol/L; Glycoletherdiamine-N,N,N’, N* tetraacetic acid 0,12 mmol/L; Xylidyl blue 0,18 mmol/L;
Phwrong phip: Xylidyl Blue; Déi tuyén tinh: Huyét thanh, huyét twong: 0,2-3,3 mmol/L (0,5-8,0 mg/dL);
Nude tiéu 0,2 - 7,8 mmol/L (0,5 - 18,9 mg/dL); Budc song: 520nm; Loai miu: Huyét thanh, huyét tuong,
nude tidu; DS 1ap lai CV < 3,0%. ; DG chum toin phin CV < 5,0%:

4x40ml/ Hop

Hép

60

Binh lwong Pre-albumin

Hoa chit ding cho xét nghiém dinh lwgng prealbumin; Thanh phn: Dung dich c4c polymers trong
phosphate buffered saline (pH 7,1 - 7,3); Khang thé tho khiing prealbumin ngui ; Phuong phap: Do dg
duc mién dich; Dai tuyén tinh: 0,03-0,8 g/L (3-80 mg/dL); Buc song: 340nm; Loai miu: Huyét thanh;
B0 ldp lai: CV < 3%: D chym toan phin: CV < 5%: LI

4x15ml+4x6.5ml
/ Hgp

Hép

Héa chilt higu chuin cho
xét nghiém Prealbumin

Chit higu chuin dung cho xét nghiém Prealbumin; Thinh phén: Chat nén huyét thanh ngudi dang Iong
chira prealbumin ngudi; Chit hiéu chudn 5 mire; Cdc gid trj cua chét hi¢u chudn dugce gan sir dyng tiéu
chudin theo IFCC (International Federation of Clinical Chemistry)

5x2ml/ Hép

Hop

Héa chit higu chuin cho
cdc xét nghiém Protein
dic biét nhém 1

Chit higu chuan cho cdc xét nghiém do dé dyc mién dich; Thinh phan: Huyét thanh ngui chita
Immunoglobulin G, Immunoglobulin A, Immunaoglobulin M, Transferrin, C3, C4, Anti-Streptolysin O,
Fertitin, C-reactive protein; Chit higu chudn 6 mire; - Céc gi tri higu chudn duge gan sir dung cic
nguyén ligu lid¢u tham chiéu theo tiéu chudn IFCC (IgG, IgA, 1gM, C3, C4, Transferrin, CRP), WHO
(ASO) vi tiéu chuin quéc té 1n th 3 cho ferritin

6x2ml/ Hip

Héa chit hiéu chuin cho
cic xét nghiém Protein
dic biét nhém 2

Chit higu chulin cho cdc xét nghiém protein dic bigt; Thinh phén: Huyét thanh nguei, cic protein tir
ngudi: a-1 acidglycoprotein; a-1 antitrypsin; -2 microglobulin; Ceruloplasmin; Haptoglobin; Chit higu
chudn 5 mire; Cic gié trj ciia chit higu chudn dwoc gén sit dung céc nguyén lidu tham chiéu theo tidu
chudin IFCC (a-1 acidglycoprotein, a-1 antitrypsin, Ceruloplasmin, Haptoglobin) va WHO (-2
microglobulin)

5x2ml/ Hop

Hép

Héa chit higu chuin cho
cdc xét nghiém sinh hoa
thwéng quy

Huyét thanh hiéu chufn cho cdc xét nghiém sinh hod thuéng quy; Thanh phin: Huyét thanh ngudi, cic
enzym tir ngudi, ddng vt va thure vit: Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-
NAC, GGT, HBDH, LDH, Albumin, Creatinine, Cholesterol, Glucose, Lactate, Lipase, Total Protein,
Triglyceride, UIBC, Urea, Uric Acid, Bilirubin, Inorganic Phosphorous, Calcium, Iron, Magnesium

1x5ml/ Lo

Lo

184

Binh lwgng Transferin

Hoéa chit din g cho xét nghiém dinh lugng transferrin; Thanh pha‘m: Tris buffer (pH 7,2) 30 mmol/L;
Polyethylene glycol 6000 0,8 % w/v; Khiéing thé dé khang transferrin; Phuong phip: Do ¢ duc mién djch;
Di tuyén tinh: 0,75-7,5 g/L (75-750 mg/dL); Buéc séng: 380nm; Logi mau: Huyét thanh, huyét twong;
D3 1dp lai: CV < 3,0%; D chum toin phén: CV < 5,0%:

LA4.69

Binh lugng Triglycerid

4xTml+4x8ml/
Hip

Hop

Hoéa chit ding cho xét nghi¢m dinh luong triglyceride; Thanh phiin: PIPES buffer (pH 7,5) 50 mmol/L;
Mg2+ 4,6 mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5 mmol/L; ATP 1,4 mmol/L; Lipases
1,5 KU/L (25 pkat/L); Glyeerol kinase 0,5 KU/L ( 8,3 pkat/L); Peroxidase 0,98 kU/L ( 16,3 pkat/L);
Ascorbate oxidase 1,48 kU/L ( 24,6 pkat/L); Glycerol-3-phosphate oxidase 1,48 kKU/L ( 24,6 pkat/L);
Phuong phép: Enzymatic; Dai tuyén tinh: 0,1-1 1,3 mmol/L (10-1000 mg/dL); Buéc song: 660nm; Loai
mau: Huyét thanh, huyét tuong: D3§ 13p lai: CV < 3,0%: D) chum toin phin: CV < 5,0%;

4x50ml+4x12.5
ml/ Hop

220

L4.70

Binh lvgng UIBC

Hoéa chit ding cho xét nghiém dinh lwong kha ning gén sit khdng biio hoa; Thanh phin: Dung dich dém
Tris (pH 8,1); Iron; Nitroso-PSAP; Hydroxylammonium chloride 36 mmol/L; Phuong phép: Nitraso-
PSAD; Didi tuyén finki; 10-100 pmel/L (55=550 p/dLy; Bude song: 800nm; Loai miu: Huyét thanh, huyét
twong; B9 Ip lai: CV < 3,0%: B chym toan phin: CV < 5,0%: 11

4x27ml+4x6ml+
4x3ml+4x2ml/
Hop

Hop

Binh lugng Ure

-{tintr: Huyét thanh; huyét twong: 5-300 mg/dL

Hoa chit ding cho xét nghi¢m dinh lugng uré; Thanh phén: Tris buffer 100 mmol/L; NADH = 0,26
mmol/L; Tetra-Sodium diphosphate 10 mmol/L; EDTA 2,65 mmol/L; 2-Oxoglutarate > 9,8 mmol/L;
Urease > 17,76 kU/L; ADP > 2,6 mmol/L; GLDH = 0,16 kU/L.; Phuong phap: GLDH, Kinetic; Dai tuyén.
50,0 mmol/L), Nude tiéu: 604500 mg/dL (10-750
Logi miu: Huyét thanh, huyét twong, nuée tiéu; D lip lai: CV < 5%: 1553

mmol/L); Budc song: 340nm;

chym toan phin: CV < 10%;

4x53ml+4x53ml/
Hop

~Hip

16
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Hoa chit ding cho xét nghi¢m dinh lwgng axit uric; Thanh phin: Phosphate Buffer (pH 7,5) 42 mmol/L;
MADB 0,15 mmol/L; 4-Aminophenazone 0,30 mmol/L; Peroxidase > 5,9 kU/L (98 pkat/L); Uricase >
L4.72 |Pinh lugng Acid Uric 0,25 KU/L (4,15 pkat/L); Ascorbate Oxidase > 1,56 kU/L (26 pkat/L),; Phwong phip: Uricase; Dai tuyén | 4x42.3ml+4x17. Hop 24
tinh: Huyét thanh, huyét twong: 1,5-30 mg/dL (89-1785 pumol/L), Nuée tiéu: 2-400 mg/dL (119-23800 Tml/ Hop
umol/L); Bude song: 660nm; Loai miu; Huyét thanh, huyét tuong, nude tidu; Do lip lai: CV <3%; D6
chum toan phin: CV < 5,0%;
Héa chit higu chuin cho |Chit hiéu chudn cho cdc xét nghi¢m sinh hoa nuée tidu thuéng quy; Thanh phin: Nuée tiéu ngudi chira
L4.73 |xét nghiém sinh héa nude Amylase, Canxi, Glucose, Phospho vé co, Uré, Axit Uric, Creatinine,Magie; Cic gi4 trj higu chudn dugc 6x8ml/ Hop Hop 4
tidu thuémg quy xic dinh st dyng cac quy trinh da duge chuin hoa
H 'y A H ) A £ 4 H .- A 2 . T H -9 i 0/ .
1474 D|’:ngf1|ch {-ua h¢ thong  |Dung (?!ch nia h¢ thong méy sinh hoa; 'T.han.h.phan. Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%; 1%5) Can Can 200
mdy sinh hoa Sulfonic acids, C14-17-sec-alkane, mudi natri 1 - 5%.
- - . " . hia . CYTNCY | by - o T 5 : I A . )
L4.75 |Dung dich dém ISE Dl..mg dich dgf’n sit dyng cho xét nghiém dinh legng (gidn tiép) ndng do Na+, K+ va Cl-; Thanh phan 4x2000m Hop | Hap 64
Triethanolamine 0,1 mol/L
Chit chuin huyét thanh  |Chit hiéu chudn mire thip duge sir dung cho xét nghiém dinh lwgng (gién tiép) ndng dd natri (Na+), kali
L4.76 |mirc thip cho xét nghiém [(K+) va clorua (Cl-) trong huyét thanh, huyét twong: Thanh phén: Na+ 130 mmol/L; K+ 3,5 mmol/L; Cl- 4x100ml/ Hop | Hop 10
dién giai 85 mmol/L
Chét chuén huyét thanh g P e oo Gmw s . .
2 4 . Chat higu chuén mirc cao sir dung cho xét nghiém dinh leeng (gidn tiép) ndng dé natri (Na+), kali (K+) va . .
5 00ml/ H H 2
e g::; ;‘1’; RROGELIHIY | e (CI-) trong huyét thanh, huyét twong; Thanh phin: Na+ 160 mmol/L; K+ 6 mmol/L; CL- 120 mmoyr,| +¥100mV/ Hop | Hop
Chit chuin nude tidu Chit higu chuin nong 4§ thip/cao sir dyng cho xét nghiém dinh luong (gidn tiép) ndng 4§ Na+, K+ va Cl-
L4.78 [mire thip/cao cho xét trong nude tiéu; Thanh phiin: Na+ (Thp) 50 mmol/L; (Cao) 200 mmol/L, K+ (Thdp) 10 mmol/L; (Cao) | 2x100ml+2x100| Hgp 4
nghiém dién giai 100 mmol/L. Cl- (Thip) 50 mmol/L; (Cao) 180 mmol/L ml/ Hjp
Chiit chudn dign gidi mire |Chit higu chudn mire trung binh sir dung cho xét nghiém dinh lugng (gian tidp) néng 4o Na+, K+ va Cl-; . "
3 * 1 6
LA it Thanh phin: Na+ 4,3 mmol/L; K+ 0,13 mmol/L: Cl- 3,1 mmol/L 4x2000uil/ Hyp |  Fidp L
L4ge [ oacitkicmimdib | oo dién cyc Natri va Kali; Thinh phin: Na+ 150 mmoL/L; K+ § mmol/L 2x25ml/ Hgp | Hop 4
cue Natri va Kali
. A - a s - X a rar e Vs . 7Y . oy Iy "
1481 H'oa chat di¢n glﬁ.l‘ChD Hod chit dién giai ch? dién cye tham chicu sir dung cho xét nghiém djnh lugng (gi4n tiép) nong do Na+, 4x1000m/ Hop | Hap 12
dién cyc tham chiéu K+ va Cl-; Thanh phén: Kali clorua 1 mol/L
L4.82 [Bién cyc Sodium Dién cuc Natri, Chat ligu: nhya vi kim logi, Chidu rfng: 1,5 cm, chiéu dai: 3,8 cm 1 cai/hdp Céi 4
L4.83 |Dién cyc Potassium Dién cye Kali, Chét ligu: nhya va kim logi, Chidu rong: 1,5 em, chiéu dai: 3,8 cm 1 cdi/hop Cai 4
LA.84 |Pién cyc Chloride Bign cyc Clo, Chét lidu: nhya va kim logi, Chidu rong: 1,5 em, chiéu dai: 3,8 cm I céi/hdp Cii 4
LA.85 |Dién cyc tham chiéu Bién cyc tham chiéu, Chit li¢u: nhya va kim logi, Duomg kinh than: 1,6 cm, chidu dai: 58cm 1 chiée/hgp | Chiée 4
. = Lam bing cao su va nhua, chidu dai téng 10,7 cm, (+/- 2mm), chidu dai phén cao su 8,8 cm (+/- 2mm) s .
: b & u ) 8 8 i 3 z
L4.86 |Day bom nhu déng dusiig kinh. 5. i lemoa) 2 ci/tii Ttk 48
1A.87 |Bong dén Bong dén Halogen, 12V, 20W 1 cdi/ Hop Cii 48
—— 3 Buge lam tir nhya, thity tinh, kim logi, dai 8,9 cm (+/- 0, 1cm) Ding dé hit chinh xc thé tich mAu, Puing — ;
.88 | Xyl t bénh ph, ’ £ ¥ g
LAS8 | xyfanh ot gt phen kinh thin kim logi piston: 2,0 mm (+/- 0,2 mm) bl He i 28
P N gl B P 2 \ 1. : 2 3 £ \ i .
L4.89 | Xy-lanh hat hoa chit Buge 1am tir nhya, thiy tinh, kim loai, dai 8,9 cm (+/- 0,1em), Ding dé hut chinh xéc thé héa chit, Budng 1 chiéo/ hop Chite 20

kinh théin kim logi piston: 5,0 mm (+/-0,2 mm)

v
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LA.90 |Ming bom chin khéng  |Mang cao su, teo £p lue chiin khdng, lim bling ehit Jigu cao su, duimg kinh 8,0¢m (+/- 0,2 om) 1 chide Chite 20
P . Céx tao tir kim Jog, pht Wip clbng dinh, d3f 19,5em (+ 0.2 cm). Buge ding dé hit vi nhi miu bink I o
£AS1 [Kim biit bnh phim phiim, Buimg kinh phiin thin chink: 2.4 mm {+-0,2 mm) Fchice/hdp | Chite 20
i - . P H . . S . .. H A P 2 A )
1.4.92 Iiitn bt hoa chit E{’_:‘;mn:;;um logi, phit lép chong dinh, dii 19,5¢em (+- 0, 2cm), Budmg kinh phin thin chinh; 3.5 mm (+ ! chiée/ hop Chile 20
Calib cho xét nghigm \ N Py £ L. Sx1ml{SmLy
5 [éng, ! &
1493 Homoeystein Dgng long, thanh phin: huydt thanh o Hop Hgp 4
QC cho xét nghi¢m . R p £ T . 4xlmL{(4mLy "
A . b 3 3 h 3 .
14.94 Homoeysteine Dang léng, thinh phin huyét thanh nguai chia Homoeysteine Hop Héip 8
Héa cltft déng cho xét g Co 2x50mL + A
L4.95 nghiém Fructosamine dai ¢o: 0.14 - 7 mmol/L {DME), phrong phip do: NBT 2xImL/ Hop Hép 8
Chét kiém chimg ding
LA.96 [cho xét nghigm Dang bt dong kha, thank: phin: Iuyét thanh ngudi Ex1mls Hop Hop 4
Fructesamine
Héu chit diing cho xét ax25mL Buffer,
14,97 . g. Dii dlo: 0.0 ~ 10.0 mp/L, phuong phip do: mién dich do dé duc 1x10mL Latex/ Hign 20
nghi¢m Cystatin C Hip
Calib cho xét nghigm R . P . - . N
1498 cystatin mic cao Dang Iong, thanh phin: huyét thanh ngirdn, natri azide Lx2mL/ Hop Hép 8
Y . P £, 104 , . oy . 3 , P IO N . Y &x2mL (2
Chét kiem chimg cho xét {Chét kifm ching ko xét aghi¢m Cystatin C gom 2 mirc: mire thip v mire cao, Dang tong, thianh phin: - N
L4299 nghi¢m cystatin mitc czo |kuyédt thank ngud, natri azide LeveLs)/ Hop Hap §
' (hép 3 b3)
Héa chdt xét nghiém 1D do: 3 - S0 umoVL. Phurom phép xét nghigen: UV, don hoc 2 6iém gfixed time) Reaction, Enzymatic 3x20ml.
L4100 - Ry R B P €L nghigm: UV, dong h RN RLIx18mLR2/ | Hép 12
Homacysteine cycling. .
Hép
Hba chit ding ¢ dinh lugng ncﬁag 44 Albumin trong nuée tidv/dich nio tiy; Thank phin: Dém Phosphat
. . 18 mmol/L; Khang thé khing albumin npudt; Polyethylene glycol 8000 3,6%: Sodium azit <0,1% (wiw);
3 . . . A . S s Gmltdxd.
L4101 Dinh brong Aloumin Phuang phip: Po 46 dyc midn dick; Dai do: Nude tidu: 6,7-45 mg/dL (7-450 mg/L}; Dich ndo iy : 145 4X3fn?/m}]r4;{4 4] Hop 60
/L (10450 mg/Ly; Bube séng: 380nm; Lopi mfiu: Nute tidu, dich nio tiy; B3 Iip ais CV < 59%: DG P
chym tedn phiin: CV < 10%:; 13
Chit higu chudn albumin |Chét higu chudn cho xat nghi¢m Albumin trong nwde tiéw/CSF; Thank plin: Albumin ngudi va Natri azit
LA. 102 | trong nude ticw/djch nio |< 0,1 % (w/w); Chét higa chuin 5 mie; Cic gid trf higu chufn ¢6 thé duge truy xuit theo cic nguyén Ligu Sx2mlf Hip Hop 4
iy tham chidn da duge chimg nhin IFCC {International Federation of Clinical Chemistry)
L4.103 [Dung djch rica Dung dich nira; Thénh phén: Sodium Hypochlorite § - 10%; 450ml/ Binh Binh 60
Chét kifm chimg cho xét [Chét kidm chirng dang 1ong duoc san xuft te vit ligy b ngudn gbe tir con nguési ding cho chc xft nghidm
L1A.104 nghigm sinh hoamue  |nude tiéu. Sin xudt t chit nén 13 nude Géu ngudi €6 thém amylase nude bot cia npudi, HCG o6 ngudn 6x15ml/ Hop | Hop 4
titu ghe tir nude tidy ngudi, albumin cia ngudi va bi, chiit bio quan va ehiit dn djnh
Chit kiém chitng che edc |Chit kidm chitng dang long didu ché i buyét thanh nguii dilng cho cée xét nghiém sinh héa thudmg quy
L4105 pxét nghiém sinh héa mitc 1, Cio mvite ndng dd chit phin tich duge dibu chinh tir che chibt xuht 10r dging vit khic nhay vi che Ix5mlfle | 1o 50|
thudmgquymie 1 vt liga phi protein khiie gm thude, ehis chuyin hénd ede héa chit il khidr - - o T T )
Chit kitm chimg che cie JChit kidm cling dang long didu ché tir huyét thanh nyuii ding cho cdc x& nghigm sinh héa thudng quy
L4.106 |xé1 nghiém sinh hea mire 2. Cc mirc ndny df chét phén tich dwge didy chinh tir cac chift xudt tir déng vt khic nhau va cde Ix5mlLo Lo 50
thudmg quy mikc 2 vét li¢u phi protein khic gdm thude, chiif chuyén héa va cde hoa chit tinh khidt L - -
Chit kifm chimg cho cic IChit kidm ciing dang lang diéw ché 1 huyét thanh nguér ding cho chc xét aghi¢m sink hé thudng quy
LA.107 pxét nghiém sinh haa e 3. Cde mire ndng 85 chit phin tich duge difu chink tir cac chidt xudt ir dng vit khic nhau va cae Tx5mlfly Ly 50
thudmy quy mire 3 vilt li¢u phi protein khic gdm thude, chit chuyén héa v cic hoa chit tinh khit

wmo. S
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STT. Tén hang héa Théng so ky thujt co bin Quy cich bvVT ntdi chio pis
L4.108 | Kim it hoa chit Léw tir kim log. phd 16p chdng dinhy, d3i 19,Scm (+/- 0,2em), Ding 48 hit va phan phidi chit thi 1 cdithp Chiée 20
14.109]V6 Xy-tanh Lam tir nhyra, dai 10cm (+- 0,1cm), diing dé di xylarh 1 caifhop Cai 8
L4110 (C(_?:vgeii:;n ung Gmm Céng phin tmg, chit ligu thiy tinh; chitu dai bén trong 6mm 10 pesibox/ Hop| Hop 4

Céng phén éng Smm . Iogea o a 4x 5mm (pkg .
L4.111 (Cuette) Céng phan {mg, chiit lige thiy tink; chitu dii ban trong Smm of 10)/ Hop Hip 4
Que khudy dang xofin
L4.112 | (Mixing bar - Spiral) (logi |Que khudy dang xofin, phi Teflon, dii 7,6em (+~ 0,tem), Chidu e thanh khuﬁy: 3.9 mm (+- 0,2 mm) 3 Que/ Hjp Hop 8
7.6em)
L4.113 [Que khudy (Mixing Bar) [Lam tir nlyza va kim logi, dii 4,3 cm (+/-0,1cm), DO dai thén kim logi: 3,8 em {+-0,1em) 1 cii/mp Cii 12
R £ 2 M1 . 3 A= a 2 - R £ -
L4114 Que khuay_d:_mg L{L Que khudy dang L, duge 1im tir kim legi, phis teflon, dai 7,6 cm (+/- 8, 1em), Chidu rgng thanh khuay: 3 3 Chide/ Hop | Chide 12
shape) (loai 7.5 cm) mm {(+/- 0,2 mm)
Que khufy dang L (L £ , i " . ‘ iir e
L4.115 shape) (logi 7.7em) Qe khuay dong L, phit Teflon, dai 7,6¢m (+- 0,tcm) Chidu rong thanh kKhudy: 2,3 mm (+/- 0,2 mm) 3 ciif Hip Hip 8
Que kiluéy dang xofin Que klluﬁy dang xofin, duoe tim t kim logi, phit Teflon, dai 7,6 em {+/- 0,1cm), Chidu rong thenh khudy:
L4.116 |(Mixing Bar, § Shape) 5 xoat, Cu ' - an 7 »1 6Ly ¢ Y| 3ouemsp | Hep 12
i 2,3 mm (+/- 0,2 inm)
{logi 7.7 om)
14.117|Béng dén Halogen Ngudn séng, 12 V, 100W 1 cifHop Céi 24
Hoa chiit diing cho xét nghiém dinh hugng phosphatase kifm; Thanh phin: 2-Amine-2-Methyl-[-Propanol
Bo hogt 3 ALP (Alkalin (AMP) pH £0,4 0,35 mol/L; p-N itrapheny! phosphate 16 mmol/L; HEDTA 2 mmol/L; Zine Sulphate |
La.tigp, :‘mg ‘;c) mmal/L; Magnesium Acetate 2 mmaol/L; Phuong phép: Dya trén khuyén oo cia IFCC; Dai tuydn tinh: § ~ | 4x12mb+4x12mb| 1gp 60
At E500 U/L (0,1 ~ 25,0 pkat/L); Budc séng: 410 nm; Loai miu; Huyét thanh, huyét tuong; D6 Bip lai: CV 35 Hjp
5%; B chum todn phin: CV < 10%
Héa chit ding cho xét nghi¢m dinh hwemg ALT; Thanh plin: Tris buffer PH 7,15 (37°C) 100mmoal/L; L- A1 2m44x6my
[A.1191Bo hogt 46 ALT (GPT)  jAlanine 500mmol/L; 2-Oxoglutarate 12mmo¥/L; LDH > 1,8kU/L; NADH 0.2mmol/L; Phirong phép: Dira o Hop 800
trBn khuyén cdo cia IFCC; Dii tuyén tinh: 3 — 560 U/L (0,05 ~ 8,33 pkat/L}; Bude séng: 340 nm; Loai P
miu: Huyét thanh, huyit tuong: BY 13p lai: CV < 5%; D6 chum 10:‘51251?111: CV < 10%:
Héa chit diing cho xét nghiém dinh lweng ALT; Thinh phiin: Tris buffer pH 7,15 (37°C} 100mmol/L; L-
. Alanine 500mmol/L; 2-Oxoglutarate 1 2Zmmol/L; LDH 1,8kUAL; NADH 0,2mmol/L; Phuong phip: Dia N
p . 4
14.1201Bo hoat 4 ALT (GPT) | - Khuyen cio e IFCC; Dai tuydn tink: 3 - 500 U/L (0,05 ~ 8,33 pkat/L); Bude séng: 340 nim: Loai 4"”“‘::"”’“” Hap 480
méu: Huyét thanh, buyét tuong; B3 [p lai: CV < 5%; DS chum toin phin: CV < 10%: op
Héa chdt ding cho xét nghiém dinh kreng AST; Thinh phin: Tris buffer, pH 7,65 (37°C) 80mmol/L; L-
; aspartate 240mmol/L; 2-Oxoglutarate }2mmol/L; LDH > §,9kU/L; MDH = 0,6kU/L: NADH 0,2mmol/L; .
. . S PRI . 14
14,121 Do hoat 4§ AST (GOT) Phuang phip: Dhra trén khuyéa cio cia iFCC; Daj tuyén tinh: 3 ~ 1000 U/L (0,05 - 16,7 pkat/L); Budc 4x50m:;—:1x50m Hop 240
s6ng: 340 nm; Logi miu: Huyét thanh, huyét twong; B Hp lgi: CV < 5%; Bj chum todn pl:ﬁn: CV<10%; P
Binh lwgng Calci ton Héa ehfit ding cho xét nghi¢m dinh hrgng canxi todn philn; Thanh phin: Imidazol {pH 6,9); Arsenazo I11
14.122 h g 0,02%; Phuang phap: Arsenazo 111; Dai tuyén tinh: Huyét thanh, huyét twong: 1 — 5 mmob/L (4 - 20 4x15m¥ Hop Hép 200
prin mg/dL); Nirgo tiéu: 0,1 — 10 mmoliL (04 - 40 mg/dL); Budc séng: 660 nm; Loai miu: Huyét thanh,
huyét wong, nuée tidu; DG p i 3% /D chum todn phin: < 4%
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Hoba chit diing che x4t nghigm dirh legng chelesterol; Think phin: Dung dich dém photphat (pH 6,5) 103
Binh lugng Cholesterol  |mmol/L; 4-Aminoantipyrine 0,31 mmeol/L; Phenol $,2 mmol/L; Cholestero} esterase > 8,2 kU/L {33 -« -
X N ‘ 4x22.5ml/ 320
L4123 in phin ukatiL); Cholesterol oxidese 20,2 KU/L (3,3 pkatL); Peroxidase 2 10 kU/L (166,7 pkatL); Phuong x225ml/ Hop | Hop
phip: Enzymatic; Dai tuyéa tinh: 0,5 ~ 18,0 mmol/L, {20 — 700 mg/dL); Bude séng: 540 nm; Logi miu:
Huvét thanh, huyt tuong: 29 lip Iai CV £ 3% DO chyum tods phan: CV < 3%;
Haéa chit ditng cho xét nghiém dinh lugng cholesterol; Tharh phdie: Dung dich dém photphat (pH 6,5 103
Dinh wong Cholesteral mmol/L; 4-Aminoantipyrine 0,31 mmol/L; Phenol 5,2 mmeoV/L: Cholesterol esterase Z02kU/L (33
14.124 toi‘m ! ;: & pkat/L); Cholestero! oxidase = 0,2 kU/L (3,3 ukat/L); Peroxidase > 10 kU/L (166,7 ukav'L); Phuong axdsmi Hip Hip 100
B phap: Enzymatic; Dai tayén tink: 0,5 — 18,0 mmol/L {20 - 700 mg/dL); Bude séng: 540 nm; Loai mi;
Huyét thank, huyét trong; B§ 1gp Lpi CV < 3% D§ chum tedn phin: OV < 3%,;
Hoéa chét diing cho x& nghi¢m dinh lugng glucose; Thinh phiin: Dung djch dém PIPES (pH 7,6) 24
mmol/L; ATP =2 mmol/L; NAD+ > 1,32 mmol/E; Mg+ 2,37 mmo¥/L; Hexokinase > 0,59 kU/L; GGP-
L4.£25|Dinb lugng Glucose DH > 1,58 kU/L ; Phuang phip: Enzymatic (hoxokinase method); Di tuyén tinh: Huydt thanh/ huyét 4x25mi+4x12.5 | Hip 240
twong / dich ndo tiy: 0,6 - 45,0 mmo¥/L, Nude tidu: 0,2 — 45 mmol/L; Bude séng: 340 nm; Loai mfu: ml Hip
Huyét thanh, huyét twong, nuée tidu va dich nio tity; DG [ip 12i: CV < 3%; DG chum todn phiin: CV < 5%:
Haa chit ding cho xé&t nghi¢m dink lrgmyg glucose; Thinh phin: Dung dich dém PIPES (pH 7,6) 24
mmol/L; ATP =2 mmol/L; NAD+ = 1,32 mmol/L; Mg2+ 2,37 mmol/L; Hexokinase > 0,59 ki/L; G6P-
L4.126{Biah lugug Glucose DHz 1,58 KU/L ; Phuong phéap: Enzymatic (hexokinase method); Dai tuyén tinh: Huyét thank/ huyét 4x53m4:27ml/|  Hop 400
tuong dich ndo tiy: 0,6 — 45,0 mmol/L, Nudc tidu: 0,2 - 45 mmol/L; Bude sdng: 340 nm; Loal miu: Huyét Hép
thank, huydt twong, mrde ticu va dich ndo tiy; D5 lp lai: CV < 3%; D chym todn phin: CV < 5%;
Héa chft diing cho xét nghi¢m dinh hromg sit; Thanh phin: Glycine buffer (pH 1,7 215 mmol/L; L~
L4.127 [Binh hrgmg Sit ascorbic acid 4,7 mmol/L; 2,4,6-Tri{2-pyridyl)-5utriazine 0,5 mmol/L; Phuong phip: TPTZ; Dii tuyén 430ml+4x30m¥/{ Hap 80
tinh: 2 — 179 pmol/L (10 — 1000 ug/tL); Budc séng: 600 nm; Logi méu: Huyét thanh, luyét wremg; B§ 1ip Hop
lgi: CV £ 3,0%; P6 chum toan pledn: CV < 5.0%: 11
Binh lvone Biliubsin Hoa chit ditng cho xét nghiém dinh lueng bilirubin toan phin; Thach phén: Caffeine 2,1 mmol/L; 3,5
L4.128 A 1;’ h:-;;:!’ Dichloropheny] diazonium tetrafluoroborate 0,31 mmo¥/L; Surfactant; Phuong phép: DPD; D#i tuyén 4xt5mltdx1Sml/| Hop 80
oanp tinh: 8,5-513 pmol/L (0,03-3¢ mg/dLy; Bude sbng: S40nm; Logi miu: Huyét thank, huyét teong; B3 lip Hip
li: CV < 3,0%: D§ chum todn phin: CV < 5.0%;
Binh wone Protoein todn |F6* chit ditng cho %6t nghi¢i dinh Iieng protein todn phiin; Thinh phin: Sodium hydroxide 200 mmolL;
L4.129 hl An ong Potassium sodium tartrate 32 mmol/L; Copper sulphate 18,8 mmo¥L; Potassium iodide 30 mmol/L; 4x48ml+4x48ml/}  Hop 60
P Phuong phip: Photometric; Ddi myén tinh: 36-120 g/L (3-12 p/dL); Buéc séng: S40nm; Logi mau: Huydt Hip
thanh, huydt wong: B4 1p lai: CV < 3,0%; D chum todn phin: CV < 4.0%: 3
H6a chat ding cho xét nghi¢m dinh lueng pratein todn phin; Thinh phin: Sedium hydrexide 260 mmol/L;
Dinh jugng Protein todn  [Potassium sodium tartrate 32 mmol/L; Copper sulphate 18,8 mmol/L; Pofassium iodide 30 mmol/L; N
. 1 . = - s . - 2z +
L4130 phin Phuong phip: Photometric; Ddi tuyén tinh: 30-120 %L (3-12 g/dL); Bude séng: 540nm; Logi miu: Huyét 4}‘25”1 j1x25mi! Hop 160
thanh, huyt twong; B3 13p iz CV < 3,0%; D3 chym todn phin: CV < 4,0%; vp
Hon chilt ding cho xét nghigm dinh fugng protein todn phin trong nude tide va CSF; Thinh plin: R1:
. . Pyrogallol d6 47 pmol/L; Natri Molybdate 320 pmol/L: Axit succinic 50 mmol/L; Natri Benzoat 3,5 4x19ml+1x3ml/ .
14.131Binh lugng Protein mmol/L; Natri Oxalate | mimol/L; Methanol 0,8% wiv; Chit higu chufin: Albumin huyét thanh ngudi 0,5 Hop Hop 2
/1, Phuong phap: Pyrogallol Red Molybdate; Dai zuyén tinh: 0,012 g/L; Buéc séng: 660nm; Loai miu;
Nude ticw, dich nio ty; B6 Eip lai: CV < 5,0%; D8 chum toin Ehf'm: CV < 10,0%: £
Héa chit ding cho xét nghidm dink lugng profein todn phin trong nwée tidu va CSF & ngudi; Thinh phin:
14.132 | Binh hrone Proteia RE: Pyrogaliol d6 47 pmol/L; Natri Molybdate 320 pmol/L; Axit suecinic 50 mmol/L; Natri Benzoat 35 | 4x52ml+ix3ml/ Ho 4
: tnh hrgng mmol/L; Natri Oxalate | mmol/L; Methanol €,8% wiv; Chit higu chudn: Afbumin huyét thanh ngudi 0,5 Hip op
#/L; Phuong phip: Pyrogaliol Red Motybdate; Dii tuyén tinh: 0,082 w/L,; Bude séng: 600nm; Logi mfu:
Nurde tidu, dich ndo tuy: DG Jap lai; CV < 5,0%: Pa chym toan phin; CV < 10.0%
Hoa chit dimg cho xét nghiém djnh hrgng photpho vé co: Thiah phin: Sulphuric acid 200 mmol/L:
Binl Jugng Phospho vo Ammoniumheplamolybdate 0,35 mmol/L; Glyeine 50 mmol/L; Phuong phép: Do quang UV; Déi tuyén N
L1 tinh: Huyék thanh 0,32-6,4 mmol/L (1-20 mg/dL); Nue tiéu: 3 ~ 113 mmol/L (93 — 350 me/dL); Bude 4"40”‘}?"40”‘” Hep §
séng: 340 n; Logi miu: Huyét thanh, huyét trong, mude tidu; Da 1p lai: CV = 3%; PO chum todn phin: °p
CV=5%
b Thude thix dimg cho xét nghiém do luing pepsinogen T trong huyét thanh. Phueng phap: midn dich do d 30mix2 + o
L4134 |Dinh leong Pepstnvpen 1 |dac npmp két stk Dai do: 2,5 - 200 ng/mL; Thinh phin: Ri chita Sodium azide, R2 chira hat latex gin i/ Ho Hop 8
khing thé don dong chugt khang pepsinogen I ngudi R Eep
Thubc thir ding cho xét nghi¢m do lwéng pepsinogen 11 trong huydt thanh. Phurong phap: miZn dich do 45 20mix 2 4 8]
L4.135 | Dink lugng Pepsinogen IT Jduc ngung két latex; Déi do: 2 - 100 ng/mL; Thanh phln: R1 chita Sodinm azide, R2 chira hat lafex gin <1/ Ho Hip 8
khing the don ddng chudt khing pepsinogen I ngwdr §,02-0,12 g/ 100m/L P
'3 . a &
Hba Chff higu ch.uun cho Chi higu chusn cho xét nghi¢m Pepsinagen I va Pepsinogen 11. Thanh phin: Pepsinogen I va [l clia 3mLx1 (Blank) R
LA.136 |xét nghiém Pepsinogen | oo o L + ImlLx]x5 Hip 4
. . ngudi, 4¢m phosphat ¢4 chira albumin bo. .
vt Pepsinogen 11 level/ Hop
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Hoa chit kidm chudncho |, . L . R . . A . C
. os . Chit kiem chimg cho xét nghigm Pepsinogen 1 vi Pepsinogen 1. Thanh phia: Pepsinogen I vi 1l cia 2mLx2x2 level .
M7l nghifm Pepsinogenl | e hosohat o6 chis albumin huyél thanh b3 HY Hap 4
vi Pepsinogen 1T g, dem phosp e P
Héx chit ding cho xét xd0mL +
L4.138 |nghi¢m beta-2 dai do: 0.20 - 30 mg/L {serum), 0.07 - 3.5 mg/L {uring), phiong phap do: LATEX . Hip 60
. N 1x10mL/ Hop
Microglobulin
Chdt kitm chimg ding
L4.139 [cho xét nghi¢m beta2- Dang b4t ddng khd, chira huyét thanh ngudi 2xImL/ Hip Hép 12
Microglobulin
Chit chudn cho xét
[4.140 [nghitm bota2- Dang bt dang khd, chira huyét thanh ngai IxImL/ Hop Hip 8
MICROGLOBELIN
4x60mL +
. i . b s 1x60mL + N
L4141 {Xét nghitm G6PDH Phuwong phip do quang Gidi han phit hign 46.1 U/L Déi do 95.4 - 4000 U/L Ixi5mL + Hép 24
1xImES Hop
Chit kiém chufn cha xét | A L . 5
14,142 nghizm GGPDH Thinh phin huyét thanh ddng khd 2x0,5mLS Hop Hap 12
Hoa chit disig cho xét nghiém dinh Irgng khing the ASO: Thish phén: Phasphate buffer (pH 7,0) 40
L4143 Héa chat dung cho xét mmol/L; Streptolysin-O coated latex <0,2% wiv; Puong phép: Midn dich do d6 duc; Ddi tuyn tinh: 100 | 4xSIml+4xTmy Ha 40
" [nghiém ASO - 1000 IU/mL; Budc song: 600 nm; Loai miu: Huyét thank; D 13p lai: OV < 5%; B9 chym todn phin: Hip P
CV=10%
Ex18ml
Dinh lrgng ndng o RE+x12m)
L4.144 |00 weng nang dg L - 30 ng/mLMin dich do 4§ dyc sit dyng hat latex R2+1x50ml | Hép 12
Tacrolimus i
extract solution/
Hop
. X : . . Ix4mi Cal
. 5 Fi n 2 . .! Thia . s. . H in K - v { 3 E - v +r s
£4.145 |Cht chudn Tacrolimus Chat llur_:u chain cia xé¢ nghigm Tacrolimas. Céc chét higu chudn c6 chita thanh phin tr mau ngudi v AvSx2mi Cal B-| Hgp 8
tacrolimus. N
F(6 levelsY Hop
Chét kidm chémg eiia xét
L14.146 [nghiém Cyelosporin, mau todn phin rgwdi voi ndng do rapamycis, facrolimus v cyclosporin thich hop 4x4mb Hop Hép 4
Tacrolimisg
Chiit kidm chitng ola xé
LA.147 Inghié¢m Cyclosporin, man foan philn ngudi vai n%mg dd rapamyein, tacrolimus va cyclosparin thich hgp 4x4mY Hop Hop 4
Tacrolimus
Chit kidm chimg cila xét
L4.148 [oghidm Cyclosporin, miu 10an phn ngudi véi néng 4 mpamyein, tacrolimus va cyclosperin thich hop ax4m¥ Hjp Hop 4
Tacrolimus
Héa chit ding che xét nghi¢m djnh lugng vancemycin; Thinh phin: Thude thir enzym 1: Vancoemyein
dinh diu béi GEPDH vi khudn (0,21 UML); chit dém HEPES; albumin huyét thanh bé; Thude thir khing
. . [théreo chit 2: Khang thé eludt don dbng vdi vancomyein (27 p/mL); albumin huyét thnh bd; GGP (44 petn .
. 2 o 1 z . 2x3Tml+
£4.149 Binh heqng Vancomycin M), NAD (36 mM); Phuong phip: Mizn dich enzyme dang nhat; Dai do: 2,0-50 pg/ml (1,3-34 *3 m;{:‘!xlﬁm[/ Hap 12
umol/LY; Bude séng: 340 nm; Logi miu; Huyét thanh, huyét wong; B Eip Ipi: CV <2,8%; D3 chym todn e
phin: CV 53,8%
14.150 Héa cht higw ehudn cho [Chér higu chuén dang cho xét nghigm Yancomycin; Thanh phin: vancomycin, dung djch dém, natei azit LaSml+5x2mlf Ha g
) xét nghiém Vancomycin  0,09%, PH 5,0.; Chit hidu chiudn 6 mirc n?mg d¢ Yancomyein; 0, 5, 10, 20, 30, 50 pgfml, Hop WP
e JHsarchit ding cho xét wghiin ik g C3; Thinh phin: Tris Butter (T 7,2y 62 pmia VL; Patyethylenc |
, glycol G000 1,6% wrv; Khing thé dé khing C3; Plarong phiip: Midn dich do 45 dye; Dii tuyén tinh: 0,15 — | 4x10ml+4xSmY/ "
LA.E511Binh heong €3 5,00 g/l (15 ~ 500 mg/dL); Bude song: 380 nm; Logi min: Huyét thanh, huyét wong; B3 Igp tgi: CV < Hop Hop 10
3%; B6 chym toan phin: CV < 5%
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Héa chit dung cho xét nghiém dinh lwong C4; Thanh phén: Tris buffer (pH 7,2) 62 mmol/L; Polyethylene
: glycol 6000 1,6% w/v; Khing thé dé khing C4 ; Phuong phép: Mién dich do d¢ duc; Dai tuyén tinh: 0,08 | 4x10ml+4x8ml/ Hé 0
£4.152 {Binh hugng C4 ~ 1,50 /L (8~ 150 mg/dL): Bude séng: 340 nm; Logi mu: Huyét thanh, huyét twong; D lap Iai- CV < Hép n .
3%; DPd chum toan phin: CV < 5%
Héa chit ding cho xét nghiém dinh lwong amikacin; Thinh phan: Thudc thir enzyme A: amikacin ddnh
ddu bdi glucose-6-phosphate dehydrogenase (0,35 U/mL); Thube thir khiing thé/co chit B: khang thé cir
Héa chit dinh lugmg phan (mg vdi amikacin (257 ng/mL),glucose-6-phosphate (66 mM), nicotinamide adenine dinucleotide (40 "
i e, s Pk = s : = . L+ f H
Ils Amikacin mM); Emit Drug Assay Buffer Concentrate; Chat higu chuin Amikacin Emit; Phuong phap: Mi&n dich 2}_’:?:(! ;;J.Llim i -
enzyme déng nhdt; Dai do: 2,5-50 pg/mL; Bude s6ng: 340nm; Loai mau: Huyét thanh, huyét twong; PG P
1dp lai: CV < 8,6%; D chum giita céc lin chay: CV <3,9%
L4.154|Giéng phan img Chit ligu Polypropylene; Dung tich téi da | mL 1000 céi/ Tai Tii 1.600
o - Thinh phin: Dung dich mudi dém TRIS, chét hoat tinh b& mit, < natri azit 0,1% v < 0,05% khéi luong "

5 . ; P i S = .000
T4.155|Dung djch it phin tmg cia: 5-chloro-2-methyl-4-isothiazolin-3-mdt va 2-methyl-4-isothiazolin-3-mét (3:1) 10K/ Top Hip 2
LA4.156 | Cor chiit phat quang - Thanh phin: Dung dich dém chira dioxetane Lumigen PPD, chit huynh quang va chit hoat tinh bé mit | 4x130mL/ Hop Hop 300

. ing mfu | Thanh phan: Chit pha lodng Chiit nén albumin huyét thanh b6 (BSA) dém c6 chit hogt tinh bé mit, < ; =
LA.157 | Dung djich pha loing miu 0,1% natri azit, 0,5% ProClin 300. Ix4mL/ Hop Hép 8
L4.158 f;;;f dich rira méy bing |- phin chinh: Acid hitu o, 1 gallon/ Binh | Binh 8
L4.159 Eg“;;g dichnismiybing |0 phin: KOH 1-5% 1L/ Binh Binh 4
: : kx a 2 . P 3 : 0 . £ 0, . 0, P
L4.160 |Dung dich kiém tra méy a;l;:lunh phén: Phosphatase kiém, 1% albumin huyét thanh bé (BSA), 0,25% ProClin 300, < 0,1% natri éx4mL/ Hop Hop 8
- Pham vi phén tich: 50-1.500 pg/mL [37-1.107 pmol/L] - Phuong phép xét nghiém: mién dich enzym
lién két canh tranh - Thanh phén: R1a: Cac hat thugn tir phii khéng thé dé khang IgG chugt: c4c phirc hop
don dong khing yéu td ni tai & chudt, dung dich muéi dém TRIS, chit hoat déng bé mit, albumin huyét
. iy thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300, R1b: Dung dich dém borat c6 chét hoat dong bé ~ .
L4161 |Dinh lugng Vitamin B12 mit, cobinamide va < 0,1% natri azit. R1c: Chit cing hop yéu 5 néi tai cia lgn — phosphatase kiém (ciia P iltest Hibp Hop 2
bo) trong dung dich mudi dém TRIS, chit hoat dong bé mat, albumin huyét thanh ngwi (HSA), < 0,1%
natri azit va 0,25% ProClin 300. R1d: Dung dich natri hydroxit (NaOH) 0,5N ¢6 0,005% kali xyanua
(KCN) Rle: Dung dich axit acetic 0,02% c6 dithiothreitol (DTT).
- Thanh phin: 80: Chét nén dém c6 albumin huyét thanh ngudi (HSA), <0,1% natri azit va 0,25% ProClin
B ey s 300. Chira 0 pg/mL (pmol/L) vitamin B12. §1, $2, $3, §4,S5: Vitamin B12 lin lugt & ndng d6 xép xi 100, . N
L4.162|Chit chudn Vitamin B12 250, 500, 900 v 1.500 pg/mL (74, 184, 369, 664 va 1107 pmol/L), trong chit nén c6 dém, cb HSA, < Sndml/Hop | Hip 2
0,1% natri azit v 0,25% ProClin 300,
Dung dich pha lodng miu . ) g e g - P - T :
> -2 v |- Thanh phan: S0: Chét nén dém c6 albumin huyét thanh ngudi (HSA), < 0,1% natri azit va 0,25% ProClin % N
14.163 cBh!:; xét nghiém Vitamin 300. Chira 0 pg/mL (pmol/L) vitamin B12 1x4ml/ Hop Hép 2
- Pham vi phan tich: 1-24,8 ng/mL (2,27-56,2 nmol/L) - Phuong phép xét nghiém: thy thé lién két canh
tranh - Thanh phin: R 1a: Protein ghn két khang thé don dong cua chujt khang folate, céc hat thugn tir phu
: khing thé cia dé khing IgG cia chugt, dung dich dém, albumin huyét thanh ngudi (HSA) va 0,1% e —— —
14.154{Binh lugng Folute ProClin 300 RTb: TM Ascarbate, 0,05N HCI, pH 5,5 R lc:Protein gin két folate trong sita (cita bd) trong | 2X>0s¢ Hop | Hp M
dung dich d¢m, HSA vi 0,1% ProClin 300 R1d: Chét cong hop axit folic — phophataza kiém (bd) trong
dung dich d¢m, HSA va 0,1% ProClin 300 Rle: K3P0O4 0,6M
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LA4.165

Chit chudn Folate

- Thanh phin: S0: Chit nén c6 dém chira albumin huyét thanh ngudi (HSA), chét hogt ddng bé mit, <
0,1% natri azit va 0,25% ProClin 300, C6 chita 0 ng/mL (nmol/L) folate §1,82,83,84,S5: Folate (axit
pteroylglutamic) trong chit nén dém & néng dd in lwgt xdpxi 1,2,3,1,6,2, 12,4 vi 24,8 ng/mL (2,8,7, 14,
28,1 va 56,2 nmol/L), c6 HSA, chit hoat déng bé mit, <0,1% natri azit va 0,25% ProClin 300

6x4mL/ Hop

Hép 2

L4.166

Dung dich ly gidi héng
ciu

- Thanh phén: Axit ascorbic (khodng 150 mg)

2x150mg/ Hap

Hép 2

L4.167

Binh luong ferritin

- Pham vi phin tich: 0,2-1.500 ng/mL (ng/L). - Phuong phap xét nghigm: mifn dich enzym hai vj tri
(“sandwich™) - Thanh phin: R1a: Céc hat thufin tir phit khéng thé dé khing IgG ctia chugt: cac phire hop
khéng thé don dong ciia chugt khang ferritin dugo huyén phit héa trong dung dich mudi dém TRIS, c¢6
chéit hoat dgng bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit vi 0,1% ProClin 300. R1b: Chét
cdng hap khing thé ciia dé khéing ferritin — phosphatase kidm trong dung dich mudi dém TRIS, c6 chit
hoat déng bé mit, BSA, protein (cua dé, chugt), < 0,1% natri azit va 0,1% ProClin 300,

2x50test/ Hop

Hép 40

L4.168

Chdt chuin Ferritin

- Thanh phén: 80: Chit nén albumin huyét thanh ba (BSA) dém c6 chat hoat dong bé mit, < 0,1% natri
azit, 0,5% ProClin 300. Cé chira 0 ng/mL (mg/L) ferritin. S1, §2, 83, 84, 85: Ferritin O gan ngudi lin Tugt
& cde mire ndng dg xip xi 10, 50, 200, 500 va 1.500 ng/mL (ug/L), trong chét nén BSA dém cé chit hoat
ddng bé mit, < 0,1% natri azit va 0,5% ProClin 300,

6x4mL/ Hap

Hop 2

14.169

- Phuong phép xét nghigm: mién dich enzym lién két canh tranh - Thanh phin: Rla: Cac hat thugn tir phi
khang thé dé khang IgG chugt: cic phire hop don dong khing yéu t4 néi tai & chudt, dung dich mudi dém
Phat hi¢n Intrinsic Factor |TRIS, chét hoat déng bé mdt, albumin huyé! thanh bd (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b:
Ab Chét cdng hop yéu 6 ndi tai ciia lon — phosphatase kiém (cia bo) trong dung dich mudi dém TRIS, chit
hoat ddng bé mit, albumin huyét thanh nguoi (HSA), < 0,1% natri azit vi 0,25% ProClin 300, Rlc: Dung
dich dém protein (bo, dé, chudt), < 0,1% natri azit va 0,1% ProClin 300.

2x50test/ Hop

Hép 30

L4.170

Chit chuiin Intrinsic - Thanh phén: S0: Chéit nén dém cé albumin huyét thanh ngudi (HSA), < 0,1% natri azit va 0,25% ProClin
Factor Ab 300.

2x4mL/ Hop

L4.171

- Thanh phén: QC 1: Huyét thanh ngudi Am tinh v6i khang thé khang yéu 14 ndi (gi, cé chira < 0,1% natri
Chét kiém tra xét nghi¢m |azit vi 0,5% ProClin 300. Gi4 tri xAp xi cho QC 114 1,05 AU/mL. QC 2: Huyét thanh ngusi duong tinh
Intrinsic Factor Ab véi khang thé khing yéu t§ néi tai, ¢6 chira protein chudt, 0,1% natri azit va 0,5% ProClin 300. Gié trj xdp
xicho QC 2142 AU/mL.

6x4mL/ Hop

Hop 2

L4.172

- Pham vi phén tich: 0,6~750 mIU/mL - Phuong phép xét nghiém: min dich enzym hai vi tri (“sandwich™)
- Thanh phin: R1a: Cac hat thudn tir phii khéng thé cia dé khing IgG ciia chugt: khéng thé don dong cia
Binh lugng EPO chudt khi:ng EPO ngudi téi té hop, BSA, 0,1% natri azit va 0,17% ProClin 300 R1b: Chét cong hop gitra

khdng thé khang EPO chuét tai tb hep & g va phosphatase kiém (bd), BSA, 0,1% natri azit va 0,17%
ProClin 300 R1e: Dung dich muéi dém TRIS c6 BSA, protein (ctia ga, bd, chudt), < 0,1% natri azit v
0,17% ProClin 300

2x50test/ Hop

14.173

Chit chuin EPO

- Thinh phiin: $0: Chét nén dém BSA, < 0,1% natri azit va 0,15% ProClin 300 $1,52,53,54,55: EPO t4i &
hop & ngudi, chéit nén BSA dgm, < 0,1% natri azit va 0,1% natri Omadine

[0mL+5x2.5mL/

Hop

14174

- Pham vi phan tich: 0,05-150 nmol/L. - Phuong phap xét nghigm: mi&n dich enzym hai bude lién tiép
(“sandwich”) - Thanh phén: R1a: Céc hat thugn tir ph streptavidin: khang thé don dong thy thé transferrin
Binh lugng sTR hoa tan giin biotin, protein (chudt, dg, bd), BSA, 0,1% natri azit v 0,17% ProClin 300 R1b: Chit cing
hop giita thy thé transferrin hoa tan khéng nguai don dong & chudt véi phosphatase ki¢m (bd), BSA, 0,1%
natri azit va 0,17% ProClin 300

2x50test/ Hop

Hép 40

Chit chuén sTfR

- Thinh phén: S0: Chit nén dém BSA, < 0,1% natri azit va 0,15% ProClin 300 S1,52,53,54,55: Thu thé
transferrin hoa tan coa ngudi, chit ndn BSA cé d¢m, < 0,1% natri azit va 0,15% ProClin 300

4mL+5x2.5mL/
Hop

Hop 2

Chét kiém tra xét nghiém |- Thanh phin: QC 1: Thy thé transferrin héa tan ciia ngudi & mire khodng 10 nmol/L, chit nén BSA c6
sTfR mirc | dém, huyét tong ngudi, 0,1% natri azit va 0,15% ProClin 300

2x2.5mL/ Hop

Hép 2

L4.177

-Pham vi phén tich: 0,03-300 pIU/mL [0,21-2.100 pmol/L] - Phuong phip xét nghiém: mién dich enzym
mét bude déng thari (“sandwich™) - Thanh phiéin: Rla: Khing thé don dong cia chuft khang insulin lign
Binh lugng két vari cic hat thudin tir, dung dich dém TRIS, chét nén albumin huyét thanh bo (BSA), < 0,1% natri azit
Ultrasensitive Insulin va 0,1% ProClin 300, R1b: Khing thé don dong ciia chudt khdng insulin cong hop véi phosphatase kiém
bo, dung djch dém TRIS, chét nén BSA, <0,1% natri azit va 0,1% ProClin 300. Rlc: IgG cta chugt trong
dung dich dém HEPES, chét nén BSA, < 0,1% natri azit vi 0,5% ProClin 300,

L

2x50test/ Hop

Hop 80
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- Thinh phin: $0: Dung dich dém HEPES ¢6 albumin huyét thanh bd (BSA), > 0,1% natri azit va 0,5%
ProClin 300. Chira 0 uIU/mL insulin, 51,82,53,84,85: C6 chira insulin ngudi téng hop & cdc mirc khoang
L, 10, 50, 150 va 300 pIU/mL (14 Iwot 12 7, 70, 350, 1,050 va 2.100 pmol/L), trong dung dich dém
HEPES c6 chit nén BSA, > 0,1% natri azit va 0,5% ProClin 300,

6x2mL/ Hop

Hgp

L4.179|Dinh lugng total BhCG

- Pham vi phan tich: 0,6-1350 mIU/mL - Phuong phap xét nghi¢m: mién dich enzym hai buée lién tiép
(“sandwich”) - Thanh phan: R1a: Céc hat thugn tir phit IgG khéng chudt & dé: cdc phire hop khéng BhCG
don déng & chudt duge huyén phi trong dung dich mudi dém TRIS, c6 chit hoat tinh bé mat, albumin
huyét thanh bo (BSA), <0,1% natri azit va 0,1% ProClin 300 R1b: Protein (d&, chugt va ti t hop) duge
pha lodng trong dung dich mudi dém citrate, c6 chit hogt tinh bé mit, <0,1% natri azit va 0,1% ProClin
300. Rlec:Lién hop photphataza kidm khing BhCG & thé (ti t& hop) duge pha lodng trong dung dich mudi
dém MES, c6 chit hoat tinh bé mt, BSA, protein (thé), < 0,1% natri azit vi 0,25% ProClin 300

2x50test/ Hop

140

Chiit chudn Total phCG

L4180 o 15

- Thanh phiin: SO: Chit nén dém albumin huyé thanh bo (BSA) c6 chéit hoat tinh bé miit, < 0,1% natri azit
0,5% ProClin 300. Chira 0 mIU/mL (IU/L) hCG. S1,82,83,84,85: hCG & néng 85 xdp xi 6, 35, 195, 620
va 1.350 mIU/mL (TU/L) trong chit nén dém BSA c6 chét hoat tinh bé miit, < 0,1% natri azit va 0,5%
ProClin 300.

3

6x4mL/ Hop

Hop

L4.181 |Binh lweng hLH

- Pham vi phén tich: 0,2-250 mIU/mL [TU/L] - Phurong phip xét nghiém: mién dich enzym hai buéc lién
tiép (“sandwich”) - Thanh phin: R1a: Cc hat thuan ti phu khing thé dé khing IgG chudt: céc phirc hgp
khdng hLH don déng & chudt duge tao huyén phi trong dung dich mudi dém TRIS ¢6 albumin huyét
thanh bo (BSA), chat heat dgng bé miit, < 0,1% natri azit va 0,1% ProClin 300. R1b: Dung dich mudi dém
TRIS c6 BSA, protein (ctia chudt, dé), <0,1% natri azit va 0,1% ProClin 300. R1c: Chét cong hop khing
thé ctia dé khing hLH — phosphatase kiém trong dung dich mudi dém TRIS c6 BSA, protein (ciia dé), chit
hoat dgng bé mat, < 0,1% natri azit v 0,1% ProClin 300,

2x50test/ Hop

Hop

50

L4.182|Chét chudn hLH

- Thanh phén: $0: Chét nén albumin huyét thanh bé (BSA) dém c6 chit hogt ddng bé mat, < 0,1% natri
azit, 0,5% ProClin 300. Chira 0 mIU/mL (IU/L) hLH. S1, S2, $3, $4, S5: hLH lin lugt & nbng do xdp xi 2,
10,25, 100 va 250 mIU/mL (IU/L) trong chit nén dém BSA c6 chét hoat déng bé mit, < 0,1% natri azit va
0,5% ProClin 300.

6x4mL/ Hop

Hop

L4.183 [Dinh lhrong hFSH

- Pham vi phén tich: 0,2-200 mIU/mL (IU/L) - Phuong phép xét nghiém: mi&n dich enzym hai budc lién
tiép (“sandwich") - Thanh phin: R1a: Céic hat thugn tir phtt khing thé ctia dé khang IgG cita chudt: cac
phirc hop khing thé don dng cia chugt khing hFSH dugo huyén phi trong dung dich muéi dém TRIS c6
albumin huyét thanh bd (BSA), chét hoat ddng bé mjit, < 0,1% natri azit va 0,1% ProClin 300. R1b: Chat
cng hop khing thé khing hFSH ¢ dé - phophataza kiém (bo) trong dung dich mudi dém TRIS c6 protein
(bo, chudt, dé), chét hoat dang bé mit, < 0,1% natri azit va 0,1% ProClin 300. R c: Dung dich muéi dém
TRIS v6i protein (b, chudt, d&), chdt hoat dong bé mit, < 0,1% natri azit, 0,1% ProClin 300.

2x50test/ Hop

Hip

150

L4.184 [Chét chuin hFSH

- Thinh phin: 80: Chét nén albumin huyét thanh bo (BSA) dém c6 chit hoat ddng b mit, < 0,1% natri
azit, 0,5% ProClin 300. C6 chita 0 mIU/mL (IU/L) hFSH, S1, S2, §3, §4, 85: hFSH lin lwgt & néng 3 xép
xi 1, 10, 50, 100 va 200 mIU/mL (IU/L) trong chét nén dém BSA cé chit hoat dong bé mit, <0,1% natri
azit va 0,5% ProClin 300.

6x4mL/ Hop

LA.185 |Dinh hrong Prolactin

- Pham vi phén tich: 0,25-200 ng/mL [ ng/L] - Phuong phép xét nghiém: mién dich enzym mét budc dong
thi (“sandwich”) - Thanh phan: R la: Cac hat thugn tir phu khang thé dé khéng IgG chudt: cic phirc hop
khing Prolactin don dong & chugt duge huyén phil trong dung dich muéi dém TRIS c6 albumin huyét
thanh bo (BSA), cht hoat déng bé mit, < 0,1% natri azit va 0,1% ProClin 300. R1b: Chit céng hop khing
thé ctia dé khéng Prolactin — phosphatase kidm (cua bd) trong dung dich mudi dém TRIS, chét hogt ding
bé miit, BSA, co protein (ctia dé, chudt), 0,2% natri azit va 0,1% ProClin 300.

2x50test/ Hop

Hép

70

L4.186 | Chéit chudn Prolactin

- Thinh phiin: $0: Chét nén albumin huyét thanh ba (BSA) dém 6 chat hogt dgng bé miit, < 0,1% natri
azit, 0.6% ProClin 300. C6 chira 0 ng/mL (ng/L) prolactin. S1, 82, 83, S4, S5: Prolactin tii t3 hop (rPRL)
@ cdc mirc khoiing 2, 10, 20, 100 vA 200 ng/mL (pg/L), trong chit nén BSA c6 dém 6 chit hoat dng bé
mit, < 0,1% natri azit va 0,6% ProClin 300,

4mlL+5x2,5mL/
Hgp

L4.187 |Binh Tugng Progesterone

- Pham vi phin tich: 0,1-40 ng/mL [0,32-127,2 nmol/L] - Phuang phip xét nghi¢m: midn dich enzym lién
két canh tranh - Thanh phzlm: Rla: Chét céng hogp progesterone — phosphatase kidm. (cia bd) va cac hat
thufin ite phit khing thé ctia dé khang Ig6 coa the trong dung dich mudi dém TRIS, cé albumin huyét
thanh bo (BSA), < 0,1% natri azit va 0,0125% Cosmocil CQ. R1b: Protein (dé, thé) trong dung dich dém
axetat véi 0,0125% Cosmocil CQ. Rle: Huyét thanh mi&n dich & tho khiing progesterone trong dung djch
dém axetat, BSA, < 0,1% natri azit va 0,0125% Cosmocil cQ

2x50test/ Hop

Hop

80

L4.188 [Chét chun Progesterone

- Thanh phdn: SO: Huyét thanh ngudi, < 0,1% natri azit va 0,025% Cosmocil CQ. Chira 0 ng/mL (nmol/L)

progesterone. S1, 82, 83, 84, $5: Progesterone (hop chit héa hoc tinh sach) trong huyét thanh ngudi & cdc

mirc néng 46 lan lrgt xép xi 1, 4, 10, 20 vi 40 ng/mL (3,18, 12,72, 31,8, 63,6 va 127,2 nmol/L), c6 < 0,1%
natri azit va 0,025% Cosmocil CQ.

4mL+5x2.5mL/
Hop

14
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LA.189 {cho xét nghidin
Progesterone

- Thanh phin: S0: Huyt thauh ngud, < 0, 1% natr azit vi 0,025% Cosmocil CQ. Chira 0 ag/mL (amol/L)
progesterone.

L4,190 |Binh lugng Testosterone

- Pham vi phin tich: 0,1-16 ng/mL [0,35-55,5 nmol/L} - Phuong phip xét nghigm: midn dich enzym lidn
két canh tranh - Thank piu:m: Rla: Cae hat thugn tir phiy khting thé dg khing 1gG chudt; chit cfng hgp
testosterone — phosphatase kidm vai atbumin huyét thanh ba {BSA), <0,1% natrt azit va 0,1% ProClin
300. R1l: Dung dich xir 1§ milu, <@, 1% natri azit, Rle: Khing thé don ding khing testosterane (chugt),
pratein (BSA, chudt, dé), < ©,1% natyi azit, §,1% ProClin 300.

LA, 191 |Cht chudn Testosterone

« Thanh phin: $0: Chit nén albumin huyét thanh bo (BSA} ¢6 dém, 0,5% ProClin 300 vi < 0,1% natri
azit, 81, 82, 83, $4, §5: Chit ndn BSA ¢ 5% ProClin 300 va <0,1% natri azit vd testosterone §0,5, 1,5
4, 8 hojic 16 ng/mL (1,7, 5,2, 13,9, 27,8, va 55,5 nmol/L),

Binh legng

La.192 Uneonjugated Estriol

- Pham: vi phin tich; 0,017-6,9 ng/ml, [0,059-24 nmol/L] - Phuang phdp xét nghi¢m: midn dich enzym
lién két canh tranh - Thank phin: R1a: Cic hat thuiin tir phit 1gG khing thd & d2 duge huyén phi trong
dung djch mudi &ém TRIS c6 chit kiozt tink b& mat, albumin huyét thanh b (BSA), <0,19 natri azit va
§,0125% Cosmocil CQ. R1b: Khing thé khéng estriol & tho trang dung dich muéi d¢m TRIS cé chit hopt
tinh bé ma, albumin huydt thanh bd (BSA), < 0,1% natet azit va 0,0125% Cosmocil CQ. Rle: Lign hgp
photphatazz kifm-estriol (b8) trong dung dich mudi dém HEPES cb chit hoat tinh b& mit, albumin huyét
thanh bo (BSA), < 0,1% natri azit vi 0,0125% Cosmecil CQ.

£ 2
Chiit chudn

14.193 Unconjugated Estriol

- Thanh phin 5¢: Huyét thanh ngudi. < 0,1% Nal3 vi 0,025% Cosmocil CQ. Chia 0 ng/mL estriol khong
<gng hop. S1, 82, 83, 84, 55, 86: Estriol khong lign hop & cic mire ndng 43 xdp xi 0,07, 0,17, 0,34, 0,36,
3,4 va 6,9 ng/ml, (0,24, 0.6, 1,2, 3, 12 vA 24 nmol/L), trong chit nén d2m hayét thanh ngwi chita < 0,1%
NalN3 vi 0,025% Cosmocil CQ.

L4.1%4{Dinh lugng DHEA-S

~ Pham vi phan tich: 2-1.000 ug/dL [0,05-27,14 nmol/L} - Phuong phip xét nghigm: mién djch enzym
lién két canh tzank: - Thanh phin: R{a: Cac hat thufn tir phit khing thé dé khing; [5G the: khéng DHEA-S
 the trang dung dich mudi dém TRIS ¢6 chit hoat d9ng bE mat, atbumin huyét thanh b {BSA), <0,1%
natri azit vA 0,1% ProClin 300, Rib: Chit cing hyp DHEA-S — phosphatase kiém (bd) trong dung dich
mudi dgm TRIS, ¢6 chilt hogt ding bé mat, chit nén BSA, <0,1% natri azit v& 0,1% PraClin 300,

L4.195|Chit chisdn DHEA-S

~ Thinh phin: S0: Chdt ndn BSA, < 0,1% natri azit va 0,5% ProClin 300, Co chira 0 gL (pmol/L)
DHEA-S 51,82,53,54,55: DHEA-S frang chit nn BSA & cdc mirc khoang 20, 50, 200, 500 va 1.600
ugdL (tin lugt 13 0,54, 1,36, 5,43, 13,57 va 27,14 gmoliL), c6 < 0,1% nairi azit vi 0,5% PsoClin 300

L4.196 [Dinh luong SHEG

- Pam vi phin tich:0,33-200 nmal/L - Phuong phdp xét nghigm: mign dich enzym haj budc lien tiép
(“sandwich") - Thanh phin: Ria: Cdc hat thufin tie pho khing thé khang SHBG don dang & chudt, ehit nén
dém protein (bd, chugt), < 0,1% natri azit, 0,1%6 ProClin 300 Rib; Chét cng hop gitta khing thé khéng
SHBG don déng & chugt v phosphatase kidm (b0}, chide ndn dém o6 protein (80}, < 0,1% natri azit, 0,1%
ProClin 300 Rle:Dung dich dém TRIS cé < 0,1% natri azit va 0,19 ProClin 300

LA4.197 {Chit chudn SHBG

- Thinh phin: $0: Chit ndn protein (bd) dém di @bng khd, <0,1% natri azit, 0,5% ProClin 300
51,52,83,84,85: SHEG ngudi da tinh sach vi déng khd, chit nén dém protein (bo), lén lugt & cac néng dd
xdp xi3,9, 27, 80 va 200 nmol/L (TU/mL}, véi < 0,134 natri azit, 0,5% ProClin 300

Chat kidm tra xé1 nghidm

£4.198 SHBG

- Thinh phiin; QC1: SHBG gudi déng khd va & tinh sach ¢6 néng dg xfip xi 10 nmel/L (10 T/mL), chit
nén dém protein (bo), < 0,1% natri uzit, 8,5% ProClin 300 QC2: SHBG ngudi déng khd va da tink sach cd
abng &) xdp xi 100 nmol/L (100 IW/mL), chit nén dém protein {ba), < 0,1% natri azit, 0,5% ProClin 300

E4.1%9 | Dinh lergmg Inhibin A

- Pham vi phtdn tich:! ~1.506 pg/mL - Phwong phip xé nghi¢m: midn djch enzym hai busde fian tifp
{“sandwich”) - Thanh phin: Rta; Cac hat thudn uir phit kkang thé khang inhibin A don déng & chudt, BSA,
chiit nén dgm TRIS, <0,1% natei azit va 0,% ProClin 300 REb: Chit edng hop gitra khing thé khing
inhibin A don dbng & chudt vi phosphatase kiém (b),BSA, chit nén dém photphat, < 0,1% natr azit va
0,25% ProClin 300 Ric: Dung dich muéi d¢m TRIS, BSA, protcin (ba, chuft), < 0,1% natri azit vi 0,25%
ProClin 300 R1d: Dung dich dém photphat, chit oxy héa Rl¢: Dung dich dérm TRIS, chit thy rira, < 0,19
nairi ozt vi 0,1% ProCliz 360 : '

14.200 [Chit chudn Inhibin A

- Thinl: phin: $0: Chét nén dém BSA, <0,1% natr azit vi 0,5% ProClin 300. Chira 0 pg/mL inhibin A
S1,82,83,54,85: Inhibin A tai t hop & nguedi Uin luet & cde mic néng &6 xdp xi 10, 50, 100, 560, 1.000 va
1.500 pg/mL, trong chit ndn BSA dém, <0,1% natri azit, 0,5% ProClin 300 N

Chit kiém tra xét nghiém

L4201 Inhibin A

- Thanh phin: QC1: Inhibin A t4i t§ hop & agudi o6 ndng dd xdp x1 150 pa/mL, chit ndn BSA dém, <

0, 1% natel azit vi 0,5% ProClin 300 QC2: Inhibin t4 t5 hop & ngubi ¢6 ndng d6 xAp xi 400 pgfmL, chis
aén BSA dém, <0,1% natri azit va 0.5% ProClin 300 QC3: Inhibin A téi t hap & ngudi o6 ndng 85 xip xi
300 pg/ml., chit nén BSA dém, <D0,1% natri azit va 0,5% ProClin 300

Si Iwgng

Quy cich BVT mbi ehio pis
Ixd4mL/ Hip Hip 2
2x50test! Hap Hiip 80
y| 6x2.5mi/Hop | Hip 3
2x50tcst/ Hip Hip 30

4mL+6x2.5mLs
. Ho 4

Hip op
2x50test/ Hop | Hop 12
6x2mt/ Hap Hap 2
2x5(Mest/ Hép Hop 20
GxImLf Hip Hép 2
2x3x2mL/ Hop | Hop 2
2x50test! Hop Hop 50
Tx2.5mL Hop | Hep 2
6x2.5mE/ Hop | Hop 2
Z
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14.202

Dinh lwgng AMH

- Pham vi phin tich: 0,02-24 ng/mL [0,14-171 pmol/L] - Phuong phap xét nghiém: mién djch enzym mét
bude (“sandwich”) - Thinh phdn: Rla: Céc hat thudn tir Dynabeads phii khang thé khing AMH don dong
trong dung dich dém TRIS ¢ chit hoat tinh bé mit, protein (bd), < 0,1% natri azit, 0,1% ProClin 300
R1b: Lién hop photphataza kiém khing AMH trong dung dich dém MES, chit hoat tinh bé mit (bo, tai td
hop), > 0,1% natri azit, 0,1% ProClin 300 Rlc:Dung dich d¢ém TRIS cochit hoat tinh bé mit, protein
(chudt, bo), < 0,1% natri azit, 0,1% ProClin 300

2x50test/ Hop

Hop

80

14.203

Chiit chuin AMH

- Thanh phin S0:Dung dich dém HEPES BSA ¢6 0,5% ProClin 300 v chit bio quin. Chira 0 ng/mL (0
pmol/L) AMH §1,52,53,54,85: AMH tai t& hop & ngudi & cde mirc néng e (3] xép xi 0,16, 0,6, 4, 10 va 24
ng/mL (1,1,4,3, 29,71 va 171 pmol/L), dung djch dém HEPES BSA ¢6 0,5% ProClin 300 v chit bio quin

6x2mL/ Hop

Hop

14.204

Chét kiém tra xét nghi¢m
AMH

- Thanh phin: QC 1 : AMH tii t5 hop ngudi & ndng dg xdp xi | ng/mL (7,1 pmol/L), chéit nén huyét nrong
ngudi d xir 1y, 0,5% ProClin 300 QC 2 : T hop AMH & ngudi & mire xdp xi 5 ng/mL (36 pmol/L), chilt
nén huyét twong ngwdi da xit 1§, 0,5% ProClin 300, QC 3: AMH t4i t6 hop ngudi & ndng d xip xi 15
ng/mL (107 pmol/L), chit nén huyét twong ngudi di xit 19, 0,5% ProClin 300

3x2x2mL/ Hop

Hop

14.205

Dinh lugng PAPP-A

- Pham vi phén tich: 1-5.000 ng/mL - Phuwong phdp xét nghiém: min djch enzym hai vi tri (“sandwich”) -
Thanh phin: Rla: Céc hat thudn tir phit khang thé khing PAPP-A don dong & chugt, BSA, cht nén dém
TRIS, < 0,1% natri azit va 0,1% ProClin 300 R1b: Khéng thé khing PAPP-A don dong & chudt, lién hop
photphataza kiém (b6), BSA, chéit nén dém photphataza, < 0,1% natri azit va 0,1% ProClin 300 R1c:Chét
nén dém TRIS, BSA, protein (chugt, bo, dé), < 0,1% natri azit va 0,1% ProClin 300 R1d: Chét nén dém
TRIS, BSA, protein (chudt, bo, d&), < 0,1% natri azit va 0,1% ProClin 300

2x50test/ Hop

30

L4.206

Chét chuin PAPP-A

- Thanh phén: S0: Chét nén d¢m BSA, <0,1% natri azit vi 0,5% ProClin 300 51,52,53,84,85: PAPP-A
gdc & ngudi & ciie mie ndng dd xdp xi 50, 150, 500, 2.500 va 5.000 ng/mL, trong chit nén BSA dém, <
0,1% natri azit vi 0,5% ProClin 300

6x1mL/ Hp

Hop

L4.207

Chit kiém tra xét nghiém
PAPP-A

- Thanh phin: QC1: PAPP-A ty nhién & nguéi 6 néng dd x4p xi 300 ng/mL, chit nén BSA dém, <0,1%
nairi azit vi 0,5% ProClin 300 QC2: PAPP-A tyr nhién & ngudi c6 ndng dé xdp xi 1.000 ng/mL, chit nén
BSA dém, <0,1% natri azit va 0,5% ProClin 300 QC3: PAPP-A ty nhién & ngudi ¢6 ndng do xdp xi 3.000
ng/mL, chét nén BSA dém, < 0,1% natri azit va 0,5% ProClin 300

6x2.5mL/ Hop

Hop

14.208

Dinh lrgng Cortisol

- Pham vi phén tich: 0,4-60 pg/dL [11-1.655 nmol/L] - Phuong phip xét nghigm: min dich enzym lién
két canh tranh - Thanh phiin: R1a: Chét cing hop cortisol — phosphatase kidm (bd) va céc hat thujn tir
phit khang th¢ d¢ khéng TgG tho trong dung dich muéi dém TRIS, c6 chét hoat déng bé mit, chit nén BSA
malrix vi < 0,1% natri azit. R1b: Huyét thanh mién djch ciia tho khdng cortisol trong dung dich mudi dém
TRIS, c6 chit hogt dgng bé mit, chit nén BSA vi < 0,1% natri azit.

2x50test/ Hop

Hop

200

14.209

Chiit chuin Cortisol

- Thanh phin: S0: Huyét thanh ngudi véi < 0,1% natri azit va 0,5% ProClin 300. C6 chira 0 pg/dl
(nmol/L) cortisol. §1,52,53,84,85: Cortisol (hgp chét héa hoc tinh sach) trong huyét thanh ngudi lin hugt
& cic mirc ndng dd xdp xi 2, 5, 10, 25 v 60 pg/dL (55, 138, 276, 690 va 1.655 nmol/L), c6 < 0,1% natri
azit va 0,5% ProClin 300.

6x4mL/ Hop

Hop

L4.210

Dung dich pha loing miu
cho xét nghiém Cortisol

- Thinh phiin: SO: Huyét thanh ngudi v&i < 0,1% natri azit va 0,5% ProClin 300, C6 chita 0 pg/dL
(nmol/L) cortisol.

Ix4mL/ Hop

[4.211

Binh lugng BNP

-Pham vi phn tich: 3 - 5000 pg/mL - Phuong phap xét nghiém: mién dich enzym hai vj tri (“sandwich™) -
Thinh phén: R1a Cic hat thuin tir phit khang thé BNP khing ngusi tht ci cdc dong & chudt duge tao
huyén phi trong dung dich mudi dém TRIS, véi abumin huyét thanh bd (BSA), 0,1% PraClin* 300 va
<0,1% natri azit. ; R1b: IgG dé va chugt tinh khiét trong dung dich muéi dém TRIS, c6 albumin huyét
thanh bo (BSA), 0,1% ProClin 300 va <0,1% natri azit; R1c: Cing hop bd photphataza kiém chira khang
thé BNP khéing ngudi don dong & chudt trong dung dich mudi dém PBS c6 BSA, 0,1% ProClin 300 va
<0,1% natri azit.

2x50test/ Hop

130

[4.212

Chit chudn BNP

- Thanh phin: S0: Chét nén dém albumin huyét thanh bd (BSA) véi chit hoat dong bé mit < 0,1% Natri
azua, va 0,1% ProClin* 300. S1,52,53,54,85: Phirc hop BNP téi td hop clia ngudi & cic mire xAp xi 25,
100, 500, 2.500 va 5.000 pg/mL trong chét nén BSA dém cé chit hoat déng bé mit. <0,1% natri azit va
0,1% ProClin 300,

6x1.5mL/ Hop

Hop

14.213

Chét kiém tra xét nghidm
BNP

- Thanh phin: QC 1; Phirc hop BNP tai t hop ciia ngusi & mirc xfip xi 80 pg/mL (ng/L) trong chét nén
BSA dém c6 chiit hogt dang bé miit, <0,1% natri azit va 0,1% ProClin* 300; QC 2: Phirc hgp BNP tdi td
hop clia nguiri & mire xéip xi 400 pg/mL (ng/L) trong chit nén BSA dém c6 chit hoat déng bé mjt, <0,1%
natri azit va 0,1% ProClin* 300; QC 3: Phirc hgp BNP tii t& hop ci ngudi & mirc xép xi 2.200 pg/mL
(ng/L) trang chét nén BSA dém c6 chiit hoat dong bé mit, <0,1% natri azit va 0,1% ProClin* 300,

3x2x2.5mL/ Hop

Hop
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[4.214

Binh lugng hsTnl

- Pham vi phin tich: 2,3 - 27.027pg/mL - Phuong phap xét nghiém: mién dich enzym hai buéc lign tiép
(“sandwich”) - Thanh phén: Rla: Cac hat thudn tir Dynabeads drge bao phi bing khang thé don dong &
chudt khing cTnl ciia nguoi dwge tao huyén phi trong dung dich mudi dém TRIS, cé chit hoat djng bé
mit, albumin huyét thanh bd (BSA), natri azit <0,1% va ProClin 300 0,1% R1b: 0,IN NaOH Rle:Dung
dich mudi ¢ém TRIS, chit hoat ddng bé mit, protein (chudt), natri azit < 0,1% va ProClin 300 0,1%; R1d:
Chit céng hop gitta khdng thé don dong & ciru khiing ¢Tnl clia ngudi véi phosphatase kiém duge pha
loding trong dung djch mudi dém ACES, c6 chét hoat déng bé mit, chit nén BSA, protein (bo, ciru, chujt),
natri azit < 0,1% va ProClin 300 0,25%.

2x50test/ Hop

Hop

L4.215 | Chit chudn hsTnl

- Thanh phin: S0: Chéit nén dém albumin huyét thanh bo (BSA) véi chét hoat déng bé mit < 0,1% Natri
azua, va 0,1% ProClin 300 $1,52,53,54,85,86: Hop chilt troponin t4i t& hop & nong d¢ cTal khoang 30,7,
144, 567, 2.293, 9.280 va 27.027 pg/mL trong chiit nén dém albumin huyét thanh bo (BSA) véi chét hoat
dang bé miit, < 0,1% Natri azua va 0,1% ProClin 300

3x1.5mL+
4x1mL/ Hop

L4.216 |Pinh lugng Total T4

- Pham vi phén tich: 0,5-30 pg/dL [6,4-386 nmol/L]) - Phuong phip x¢ét nghiém: mign dich enzym lién
két canh tranh - Thanh phén: R1a: Cic hat thuan tir phii IgG khing chudt & dé duge huyén phi trong dung
dich mudi dém TRIS cé chét hogt tinh b& mit, albumin huyét thanh bo (BSA), 8-anilino-1-
naphthalenesulfonic acid (ANS), < 0,1% natri azit va 0,1% ProClin 300. R1b: Khing thé khéng thyroxine
don dong & chudt dirge pha loang trong dung dich mudi dém TRIS, c6 chit hoat tinh bé mat, protein
(chim, bo, d¢), < 0,1% natri azit va 0,1% ProClin 300. R1¢: Lién hop photphataza kiém (bd)-Thyroxine
duge pha lodng trong dung dich muéi dém TRIS, c6 chét hoat tinh bé mit, protein (chim), < 0,1% natri
azit va 0,1% ProClin 300,

2x50test/ Hop

Hop

20

LA4.217 |Chét chudn Total T4

- Thanh phin: S0: Huyét thanh ngui véi < 0,1% natei azit va 0,5% ProClin 300. Chita 0 pg/dL (0 nmol/L)
thyroxine. S1, 82, 83, 54, S5: Thyroxine trong huyét thanh & néng d6 xép xi 2, 4, 8, 16 va 30 ng/dL (26,
51, 103, 206 va 386 nmol/L), ¢6 < 0,1% natri azit vi 0,5% ProClin 300.

6x4mL/ Hop

Hop

14218 |Dinh lugng TSH (3rd 1S)

- Pham vi phén tich: 0,005-50 pIU/mL - Phuong phip xét nghiém: mién djch enzym hai vj tri
(“sandwich”) - Thanh phén: R la: Cic hat thudn t phi khang thé khang TSH & nguéi don dong & chugt
dugc huyén phi trong dung dich mubi dém TRIS, c6 chét hoat tinh bé mit, albumin huyét thanh bo
(BSA), < 0,1% natri azit va 0,1% ProClin 300 R1b: Dung dich mudi dém TRIS cé chit hogt tinh bé mit,
BSA, protein (chudt), < 0,1% natri azit va 0,1% ProClin 300 Rlc:Lién hop photphataza kidm khéng TSH
trén ngudi don déng & chudt trong dung dich mudi dém ACES, c6 chit hoat tinh bé mit, chit nén BSA,
protein {chugt), < 0,1% natri azit va 0,25% ProClin 300 R1d: Lién hop photphataza kiém khang TSH trén
ngudi don dong & chugt trong dung dich mudi dgm ACES, c6 chét hoat tinh bé mat, chit nén BSA, protein
(chudt), < 0,1% natri azit va 0,25% ProClin 300

2x100test/ Hop

Hop

L4.219 |Chét chuin TSH (3rd IS)

- Thanh phin: S0: Chét nén albumin huyét thanh ba (BSA) dém cé chit hoat ddng bé mat, < 0,1% natri
azit, 0,5% ProClin 300. Chira 0 uIU/mL (mIU/L) hTSH 51,52,53,54,85: Xép xi 0,05, 0,3, 3, 15 va 50
HIU/mL (mlU/L) hTSH, trong chit nén dém BSA c6 chit hoat déng bé miit, < 0,1% natri azit vi 0,5%
ProClin 300

6x2.5mL/ Hép

Hép

L4.220 |Dinh lwgng Total T3

- Pham vi phan tich: 0,1 - 8 ng/mL (0,2-12,3 nmol/L) - Phuong phap xét nghiém: mién dich enzym lién két
canh tranh - Thanh phin: R1a: Lién hop photphataza kiém khang T3 don dong & chudt (bd) va cac hat
thudn tir phu streptavidin trong dung djch dém TRIS c6 protein (chim va chu@t), chat hogt tinh bé mit, <
0,1% natri azit va 0,1% ProClin 300. R1b: Analog T3 dugc lién két vai biotin trong dung dich dém TRIS
€6 protein (chim), chét hogt tinh b& mt, <0,1% natri azit va 0,1% ProClin 300. R lc: Dung dich natri
hidroxit 0,4N (NaOH) ¢6 8-Anilino-1-Napthalenesulfonic Acid (ANS). R1d: 0,4N dung djch axit
clohydric (HCI).

2x50test/ Hop

1.200

14.221

Chét chudn Total T3

- Thanh ph:'?m: S0: Huyét thanh nguoi, < 0,1% natri azit vi 0,025% Cosmocil CQ chita 0 ng/mL (nmol/L)
Triiodothyronine. S1, 52, 83, S4, S5: Triiodothyronine & ndng ¢ x4p xi 0,5, 1, 2,4 va 8 ng/mL (0,8, 1,5,
3,1, 6,1 va 12,3 nmol/L) trong huyét thanh ngudi eb < 0,1% natri azit va 0,025% Cosmocil CQ.

6x4mL/ Hop

LA4.222 [Dinh lugng Free T4

- Pham vi phén tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] - Phuong phap xét nghi¢m: mi&n dich enzym hai
budc - Thanh phén: R1a: C4ce hat thudn tir Dynabeads phu streptavidin trong dung dich dém TRIS ¢6
protein (chim), chit hoat tinh bé mit, 0,125% NaN3 va 0,125% ProClin 300. R1b: Dung dich mudi dém
TRIS ¢6 protein (chim), chét hoat tinh bé mit, <0,1% NaN3 v& 0,1% ProClin 300. Rlc: Dung dich muédi
dém TRIS c6 protein (chim), chit hoat tinh b& mét, 0,125% NaN3 vi 0,125% ProClin 300. R1d: Chét
cong hop triiodothyronine-photphataza kidm (bd) trong dung dich dém TRIS c6 protein (chim), chit hoat
tinh b& mit, < 0,1% NaN3 vi 0,1% ProClin 300. R1e: Khéng thé khang Thyroxine (T4) don dong & chudt
duge lién két véi biotin trong dung dich dém TRIS 6 protein (chim vi chudt), chét hogt tinh bé mit,
0,125% NalN4 vi0,125% Proclin 300.

2x50test/ Hop

1.200

14,223

Chit chuin Free T4

- Thanh phén: SO; Huyét thanh ngui véi < 0,1% natri azit va 0,5% ProClin 300, Chira 0 ng/dL (0 pmol/L)
thyroxine. $1, 82, S3, 84, $5: Thyroxine ty do trong huyét thanh ngudi & ndng 86 xip x1 0,5, 1,2, 3 va 6
ng/dL (xép xi 6,4, 12,9, 25,7, 38,6 v 77,2 pinol/L), c6 < 0,1% natri azit vi 0,5% ProClin 300,

6x2.5mL/ Hop

Hop

v
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£4.224|Binh [wgng Free T3

- Pham vi phan tich: 0,88-30 pg/mlL [1,4—46 pmol/L] - Phuong phip xét nghi¢imn: mifa dich enzym lién két
eqnh tranh - Thanh phiin: R12: Cic hgt thugin tir Dynabeads phi streptavidin trong dung djch dém TRIS ¢6
protein {chim), chit hogt tinh b& mit, < 0,1% NaN3 vi 0,1% ProClin 300, R1b: Dung dich dém MES va
0,1% ProClin 300. Rie: Analog T3 gin biofin trong dung dich dém TRIS ¢o proteitt {chim), chit hoat tink
b& mat, < 8.1% NaN3 v 0,1% PreClin 302, R1d: Dung djch déin TRIS chtra protein ding vt (dé, ba,
chim), chdt hogt tinh b milt, < 0,1% NaN3 vi 0,5% ProClin 300, Rle: Clit céng hop khing thé don
déng-photphataza kiém trong dung dich d§m ACES ¢é protein (chim), chit hoat #ink bé mt, <0,1%
NaN3 va 0,194 ProClin 300.

7¥50test! Hop

Hip

30

L14.225 |Chit chudn Free T3

- Thinh plu"uz: 50: Dung dich dém HEPES, protein (ba}, chét hogt tinh bé i, < 0,19% Nah3 va 0,5%
ProClin 360. $1,82,53,84,55: Dung djch d¢m HEPES, protein (bd), cht heat tinh b mit, T3, <0,1%
NaN3 vi 0,5% ProClin 300

6x2.5mLJ Hip

Hop

L14.226 |Dinh lugng Thyroglobulin

- Pham vi philn tich: 0, 1300 ng/mL - Phuong phip xét nghigne: midn dich enzym mét bude ddng thoi
{“sandwich™) - Thanh phin: R1a; Cac hat thudn tir Dynabeads phi streplavidin, duge huyén phi trong
dung dich dém TRIS cé protein (bd), < 8,1% natrd azit va 0,1% PreClin 300. R1b: Lién hep photphataza
kitm-khing thé khéng thyroglobulin don dang & chugt {bs) trong dung dich dém TRIS ¢é protein (b,
chudt), <0,1% natri azit vi 0,1% ProClin 300, Ric: Cic khing thé khéng thyroglobulin don déng & chugt
duge lidn két véi biotin trong dung dich dém HEPES ca pratein (b6 vi chudt), < 0,1% natri azit va 0,5%
PraClin 300.

2x50test/ Hap

Hap

140

L4.227{ Chit chudn Thyroglobulin

- Thanh phiin: $0; Dung dich dém HEPES ¢6 albumin fuyédt thanh bd (BSA), < 0,1% natri ozit vi 6,5%
ProClin 30, Chira 0 nghaL thyroglobulin. 8¢, 2, §3, 54, 83; Thyroglebuiin ngréi & cic nong o xdp xi
f, 10, 100, 250 va 500 ng/mL, trong dung dick: d¢m HEPES c6 BSA, < 0,1% natri azit va 0,5% ProClin
300.

6x2ml/ Hop

Hop

Dinh hrgng
L4228 ‘Thyroglobulin Ab

= Phaim vi phin tich: 0,9-2.500 IU/mL - Phuong phip xét nghigm: mida dich enzym hai bude tién tidp
(“sandwich™} - Thanh phin: R1a: Cic hat thufin tit Dynabeads pha streptavidin vd duge lign két voi
thyroglobulin cé gin biotin & ngudi, duge huyén phi trong dung dicl dém TRIS cé protein (bd), <0,1%
natri azit va 0,1% ProClin 300 R1b: Lién hop photphataza kigm - thyroglabulin & ngudi (bo) trong dung
dich dém TRIS c6 protein (bo), < 0,1% matr azit va ,1% ProClin 300 Rc: Dung dich dém TRIS co <
©,1% natri azit va 0,1% ProClin 300 RId: Dung djch d2m TRIS ¢4 chira “blocking polymer", < 0,1% nated
azit v 0,1% PreClin 300

2x50est! Hp

Hop

100

Chit chuin

L4229 Thyroglobulin Antibody 11

- Thinh phin: $0: Huyét thanh ngwedi vii <0, 1% natri azit va 0,5% ProClin 300, Chira 0 IU/mE khang thé
thyroglobulin 51,52,83,54,55: Khing thé thyroglobulin ngurai rong huyét thanh ngwisi & ndng 46 xip xi
50,250, 500, 1.000 vi 2.500 IU/mL ob < 0,1% natri azit vi 0,5% ProClin 300

Ix4mbA45%2.5ml,

/Hgp

Hop

L4.2301Bjoh legng TPO Ab

- Pham vi phin tich: 0,25-1.000 W/mL - Phweng phdp xét aghi¢m: midn djch enzym hai buéde lidn tye
(“sandwich™) - Thanh phdn: R1a: Cde hat thujn tr Dymabeads ph streptavidin va dirge ién kit véi TPO
thi 1 hop ¢ ghn biotin & ngudt, duge huyén pha trang dung dich dém ACES oé proteln (b8), < 0,1% natré
azit v 0,1% ProClin 300 Rib: Liéa higp photphataza kibm-Protein A t4i t3 hop (b} trang dung dich dém
protein (58) Rle: Dung dick dém protein (bd}, < 0,1% natri azit va 0,1% ProClin 300

2x50test/ Hop

Hop

120

Chit chuin TPO

L4231 Antibody

- Thinh phin: $0; Dung dich dém protein (bd) ¢é < 0,1% natdi azit va 0,1% ProClin 300 $1,52,53,84,55:
Huyét thanh mién dich TPO & the trong dung dich dém protein (bd) & cde ndng d§ xdp xi 5, 20,75, 300 va
£.000 TU/mL ¢6 < 0,19 natri azit vi 0,1% ProClin 300

6x2mL/ Hop

Hip

£4.232 [Biah lugng CEA

- Pham vi biie cdo: 0,1-1.600 ng/mL - Plarong phip xét nghigm: min dich enzym hat vj tri “sandwich” -
Thioh phiin: R1a: Pha rin: Cic hat thugn tir pht khing thé khing CEA MAB & chudt, duge huyén phit
trong dung djch ¢ém TRIS, albumin huyét thanh bo (BSA), c6 <0,1% natri azit va 0,1% ProClin 300,
RIb: Chit pha loiing: Dung dich dém photphat, protein {chuft, bd) véi < 0,1% natri azit va 0,1% PreClin
300. Rle: Lidn hop: Khdng thé khing CEA MAD & chugt duge Hén két voi photphataza ki2m (bd), duge
pha lodng trong dung dich d¢m photphat, protein (b5), <, 1% natri azit va 0,1% ProClin 300,

2x50test! Hap

Hop

15G

14.233 |Chit chudn CEA

- Thanh phiin: 80 Dung dich d¢m photphat, pratein {b), < 0,1% natri azit va 0,1% ProClin 300.
51,82,83,%4,55: Khing nguyén carcinocmbryonic ngudi & cde mire néng dé xépxil, 10, 100, 500, 1.000
ng/mL, trong dung dich dém phosphate, protein {b&), < 0,1% natri azit va 6, 1% ProClin 300.

6x2.5mLJ Hap

14.234|Dink lugng AFP

+ Phum vi phén tials: 0.5-3.000 ng/mL {04 12,478 IU/mL] - Phuong phip x6t nghigm: midn digh enzym
hat v tri (“sandwich™™} ~ Thanh phiin: Rla: Chc hat thudie tr ph khang thé khiang AFP don dong & chudt
durge huyén phi trong dung dich mudi dém TRIS, ¢6 chit hoat tinh bé mit, chit néa albumin huyét thanh
b& (BSA), < 0,1% natri azit v& 0,1% ProClin 300. R1b: Lign hop photphataza kidm khéng AFP dom déng
& chudt (bd) duge pha lofing trong dung dich mudi dém photphat, ¢6 chit hogt tinh bé mif, chit nén BSA,
protein (dé, the, chudt), < 0,1% natri azit va $,25% ProClin 300.

2x50test/ Hap

Hap

200

14.235 [Chit chudn AFP

- Thinh phin: S0: Chét nén alburmin huyét thanh bs (BSA) dém c6 chil hoat tinh b& mjt, < 0,1% natri
azit, 0,1% ProClin 300. Chira D ng/mL AFP. $1,52,83,84,55, S6: AFP & nbng ¢5 xAp xi 2,5, 5, 25, 100,
300 v 3.000 ng/ml, (2,1,4,1,21, 83, 413 va 2.478 [U/mL), trong chit nén dém BSA ¢ chit hogt tinh b&

mit, < 0,1% natri azit v 0,1% ProClin 300.

7x2.5mL/ Hop

Hop

18
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- Pham vi phén tich: 0,008-150 ng/mL (hiéu chuin Hybritech) hofc 0,008-121 ng/mL (hi¢u chuin WHO) -
Phuong phép xét nghiém: midn dich enzym hai vj tri (“sandwich™) - Thanh phan: Rla: Cac hat thudn tir

: phi khing thé khing PSA don dong & chugt dwoc huyén phit trong dung dich mudi dém TRIS, c6 chit
[4.236 Dinh lugng total PSA hoat tinh bé méit, albumin huyét thanh bd (BSA), <0,1% natri azit va 0,1% ProClin 300, R1b: Lién hop
photphataza kiém khéng PSA don déng & chudt {bd) dwge pha lodng trong dung dich mudi dém photphat,
c6 chilt hoat tinh bé miit, BSA, protein (chut), < 0,1% natri azit va 0,25% ProClin 300,

2x50test/ Hop Hép 80

- Thimh phin: S0: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5% ProClin 300,

L4357 Chit chudn Hybritech ~ |51,52,53,54.85: PSA trong huyét thanh r.’rmi'rc:t'?ip xi0,5,2, 10, 75 va 150 ng/mL déi véi higu chudn ciia
s PSA Hybritech (hodc 0,4, 1,7, 8, 58 va 121 ng/mL doi véi hidu chuin ciia WHO) trong BSA dém, < 0,1% natri
azit vi 0,5% ProClin 300.

6x2.5mL/ Hop | Hop 4

- Pham vi phén tich: 0,005-20 ng/mL (hidu chuin Hybritech) hoic 0,005-16 ng/mL (hiéu chuin WHO) -
Phuong phap xét nghiém: mi&n dich enzym hai vi tri (“sandwich™) - Thanh phﬁn: R1a: Céc hat thuan tir
phit khang thé khang dé & lira, khdng thé khang biotin & dé va khing thé khing PSA don déng & chugt
L4.238 | Dinh lugng Free PSA duge gin biotin trong dung dich mudi dém TRIS, c6 chit hoat déng bé mit, albumin huyét thanh ba 2x50test/ Hop | Hop 50
(BSA), <0,1% natri azit va 0,1% ProClin 300, R1b: Lién hop photphataza kiém khéng PSA ty do don
dong & chuét (bd) duge pha loiing trong dung dich muéi dém photphat, cé chét hoat dong bd mat, BSA,
protein (chudt), < 0,1% natri azit va 0,25% ProClin 300,

z N . - Thanh ph?m: S0: BSA dém, < 0,1% natri azit va 0,25% ProClin 300, $1,82,83,54,85: PSA tyr do & nguai
3 % g 3 + % =
L4.239 }f::"]f:“f“ Hibrtech. [ nong dg xip xi 0,5, 2, 5, 10 vi 20 ng/mL di vi higu chudn cia Hybritech (hofic 0.4, 1,6, 41,8va1s | Ml f;‘z Sl b 3
¢ ng/mL ddi véi hiu chudn cila WHO) trong BSA dém, <0,1% natri azt v 0,25% ProClin 300. P
- Pham vi phin tich: 0,5 U/mL - 5.000 U/mL - Phuong phap xét nghiém: miZn dich enzym hai vj tri
(“sandwich”) - Thanh phin: R1a: Céc hat thudn tir pha khang thé khing biotin & d&, gén bioin khing
- : : H 3 P - £ 5 ° Ta—a o
L4240 | Binh lugng CA 125 nguyén khing CA 125, khang thé don dong & chudt, albumin huyet thanh bd, < 0,1% natri azit va 0,1% 2x50test/ Hop Hép 150

ProClin 300. R1b: Lién hgp photphataza kiém—khéng nguyén khing CA 125 don dong & chudt (bo),
albumin huyét thanh bo, < 0,1% natri azit va 0,1% ProClin 300, Rlc: Dung dich dém protein (bo, dé,
chudt), < 0,1% natri azit va 0,1% ProClin 300,

- Thinh phén: S0: Albumin huyét thanh bd (BSA) dém, < 0,1% natri azit va 0,5% ProClin 300.
14.241|Chét chudn CA 125 81,82,83,54,85: Khing nguyén CA 125 & cic ndng do xdp xi 25, 100, 500, 2.000 va 5.000 U/mL, trong 6x2.5mL/Hop | Hop 4
BSA dém, <0,1% natri azit vi 0,5% ProClin 300.

- Pham vi phan tich: 0,5-1.000 U/mL - Phuong phép xét nghiém: mién dich enzym hai vj tri (“sandwich™) -
Thanh phin: R1a: Cac hat thuan tir pha khang thé khang biotin & dé, gin biotin khang nguyén khing CA

3 15-3, khing thé don déng & chuét, albumin huyét thanh bs, < 0,1% natri azit va 0,1% ProClin 300. Rl1b:
L4.242 | Binh lwgng CA 15-3 Lién hop photphataza kiém-khing nguyén khéng CA 15-3 don dong & chuét (bd), albumin huyét thanh bs,
<0,1% natri azit, 0,25% ProClin 300. R1c: Dung djch dém protein (bo, dé, chudt), <0,1% natri azit, 0,1%
ProClin 300.

2x50test/ Hop | Hop 150

- Thinh phin: S0: Albumin huyét thanh b (BSA) dém, < 0,1% natri azit va 0,5% ProClin 300,
14.243 [Chit chudn CA 153 S1,52,53,54,55: Khang nguyén CA 15-3 & céic ndng dd xdp xi 10, 50, 100, 500 v 1.000 U/mL trong BSA | 6x1.5mL/Hop | Hop 4
dém, < 0,1% natri azit va 0,5% ProClin 300.

- Pham vi phin tich: 0,8-2.000 U/mL - Phuong phip xét nghiém: mi&n dich enzym hai v tri (“sandwich”) -
Thanh phin: R1a: Cic hat thugn tir, phi khang thé khéng biotin da dong & dé, albumun huyét thanh b, <

" 0,1% natri azit va 0,1% ProClin 300. R1b: Lién hop photphataza kigm-khang nguyén khing CA 19-9 don
s it s ey chudt (53), albumin huyét thanh ba, < 0,1% natr azit v 0,1% ProClin 300, R1c: Lién hep biotin-
khédng nguyén khang CA 19-9 don dong & chudt, albumin huyét thanh bo, <0,1% natri azit v 0,1%
ProClin 300. R1d: Dung dich dém protein (bo, dé, chudt), < 0,1% natri azit va 0,1% ProClin 300,

2x50test/ Hop Hgp 150

- Thanh phin: S0: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5% ProClin 300. S1, S2, §3,
14.245 | Chit chudn CA 19-9 84, 85: Khing nguyén CA 19-9 & cdc néng do xdp xi 30, 90, 300, 900 va 2.000 U/mL, trong BSA dém, < 6x2.5mL/ Hop | Hép 4
0,1% natri azit va 0,5% ProClin 300.

= Phgin vi phin tich:0,5 = 5.000 py/mL - Phuong phap xét nghiém: mién dich enzym hai vi tri (“sandwich”)
- Thanh phin: R1a: Cac hat streptavidin thugn tir phi khéng thé don dong cia chudt khang [-2]proPSA
trong dung dich mudi dgm TRIS ¢6 chit hoat ddng bé mit, albumin huyét thanh bo (BSA), < 0,1% natri
L4.246 [ Dinh luvgng p2PSA azit vé 0,1% ProClin 300 R1b: Thudc thir hiim cé citrate, chét hoat dong bé mit, BSA, phosphatase kidm, | 2x50test/ Hép | Hap 20
protein (chudt, dé va bo), < 0,1% natri azit va 0,1% ProClin 300 R1c; Chét cong hop khéing thé don dong
cua chugt khang PSA — phosphatase kiém (ctia bo) trong dung dich mudi dém phosphate ¢6 chit hoat
dong bé mat, BSA, protein chuét, < 0,1% natri azit va 0,25% ProClin 300,

Chét chudn Hybritech |- Thinh phiin: S0: Albumin huyét thanh ba (BSA) dém, < 0,1% natri azit vi 0,25% ProClin 300,
IPSA §1,52,83,54,85, $6: [-2]proPSA & cdc ndng d xip xi 10, 20, 50, 100, 500 va 5.000 pg/mL trong dung 7x2.1mL/Hép | Hép 2
P dich d¢m BSA, <0,1% natri azit, v 0,25% ProClin 300,

14.247

L
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) - Thanh phin: QC1: [-2]proPSA & néng d¢ xAp xi 20 pg/mL trong albumin huyét thanh b (BSA) dém, <
LA24% Chit kiém tra xét nghiém [0,1% natri azit va 0,25% ProClin 300 QC2: [-2]proPSA & nong dp xiip xi 175 pg/mL trong BSA dém, < IxSmLs Ha Ho 5
““** | Hybritech p2PSA 0.1% natri azit va 0,25% ProClin 300 QC3: [-2]proPSA & ndng do xip xi 1000 pg/ml trong BSA dém, < o P
0,1% natri azit va 0,25% ProClin 300
- Pham vi phén tich: 0,002-35 ng/mL [g/L] - Phuong phap xét nghiém: midn dich enzym mét buée dong
ik thoi (“sandwich™) - Thanh phin: Ria: Cac hat thuin tir phi phire hop IgG cia dé khang chudt, khang thé
L4.249 U:u'ase:;gve hGH cia chudt khang hGH, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Chit 2x50test/ Hop Hop 30
! cong hop khing thé cia dé khang hGH — phosphatase kiém (cia bo), BSA, < 0,1% natri azit va 0,1%
ProClin 300. R1c: Protein dém (BSA, chudt, dé), <0,1% natri azit, 0,5% ProClin 300.
B itive |- Thanh phin: S0: Chat nén albumin huyét thanh bd (BSA), 0,5% ProClin 300 va < 0,1% natri azit (déng
L4.250 fg:; oty Ulieasensinee kha). $1,52,53,84,55: Chit nén albumin huyét thanh bo (BSA) dém véi 0,5% ProClin 300 va < 0,1%natri | 6x2mL/Hop | Hop 3
azit v hGH o cie néng d5 xdp xi 0,07, 0.7, 7, 14 hoge 35 ng/mL (ug/L), déng khd.
- Pham vi phin tich: 1-3500 pg/mL (0,1-371 pmol/L) - Phwong phap xét nghiém: mién dich enzym hai vi
tri (“sandwich”) - Thanh phan: R 1a: Cac hat thudin tir pha khang thé ciia dé khiang PTH dugc huyén phu
héa trong dung dich muéi dém TRIS ¢ albumin huyé thanh bd (BSA), chiit hoat ddng bé mit, < 0,1%
L4.251 |[Dinh lwong iPTH natri azit, 0,1% ProClin 300. R1b: Dung dich muéi dém TRIS ¢ ACE chin, protein (cta chudt, dé), chét 2x50test/ Hop Hép 80
hoat dong bé mat, < 0,1% natri azit, 0,1% ProClin 300. Rlc: Chét cong hop khing thé don dong ciia chudt
khang PTH ~ phosphatase kiém trong dung dich mui dém ACES c¢6 BSA, chit hoat dong bé mat, <0,1%
natri azit, 0,1% ProClin 300
- Thanh phin: RB: Chit nén protein (bs) dém, 0,5% ProClin 300. 80: Dung dich dém PBS, albumin huyét
I . thanh bo (BSA), chit hoat déng bé miit, < 0,1% natri azit, S1,82,53,54,85: Khedng 10, 60, 300, 1.500 va 2x4mL+6x1mL/ -
; 4
14.252  Chit chudn P TH 3500 pe/mL (twong g i 1,1, 6,4, 31,8, 159 v 371 pmol/L) PTH (khéng nguyén tdng hop) trong dung Hop Hop
dich dém PBS c6 BSA, chit hoat déng bé mt, < 0,1% natri azit,
- Pham vi phin tich: 2-210 ng/mL - Phuwong phap xét nghié¢m: midn djch enzym lién két canh tranh hai
Binh 1 25(0H) budce - Thanh phin: R1a: céc hat thudin tir Dynabeads phi khang thé ciru don dong khéng vitamin D
L4253 v'ltamil‘:g[;l%DxI) i 25(OH) duge tgo huyén phi trong dung dich mudi dém TRIS, IgG dé, albumin huyét thanh bo (BSA),< 2x50test/ Hi H5 120
: LG) 0,1% natri azit v 0,1% Proclin 300 R 1b: Axit formic, Poly (vinyl alcohol) vi 0,1% ProClin 300 Rlc. Axit % [ Hep
paa formic, Poly (vinyl alcohol) vi 0,1% ProClin 300 R1d: Chit cong hgp chit twong t vitamin D —
phophataza kiém, ACES, < 0,1% natri azit vi 0,1% ProClin 300,
Chit chuin 25(0H) - Thanh phin: $0: Huyét thanh ngui, < 0,1% natri azit va 0.1% ProClin 300 81,52,53,54,55: Huyét
L4.254|Vitamin D (DxI) (todn  [thanh ngwi v&i ndng d6 vitamin D 25 OH) xép xi 6, 17, 37, 87 vi 210 ng/mL (15, 43, 93,218 va 525 6x1.4mL/ Hép | Hop 6
t P P
phén) nmol/L), < 0,1% natri azit va 0,1% ProClin 300
- Pham vi phan tich: 0,01~100 ng/mL - Phwong phép xét nghié¢m: mién dich enzym hai bude lién tidp
(“sandwich”) - Thanh phin: R1a: Cic hat thudn tir Dynabeads phit khing thé don doéng & chudt khang
procalcitonin ngudi trong dung dich d¢m TRIS ¢6 chiit hoat tinh bé mit, protein (bd), < 0,1% natri azit v
L4.255 |Binh lwgng PCT 0,1% ProClin 300. R1b: 0,1 N Natri Hydroxit. Rlc: Dung dich dém MOPS ¢6 chit hoat tinh b& mit va 2x 50 test/ Hp | Hop 150
protein (bd, chudt), < 0,1% natri azit va 0,1% ProClin 300, R1d: Lién hop photphataza kiém tai t6 hop
khdng procalcitonin & chugt trong dung dich dém MOPS c6 chiit hoat tinh bé mit va protein (bo, chudt, tdi
6 hop), < 0,1% natri azit va 0,1% ProClin 300,
- Thanh phén: S0 Dung dich dém HEPES dong kho cé protein (bo), < 0,1 % natri azit va 0,1% ProClin
2 2 300. S1,52,53,54,85, S6: Procalcitonin i td hop & ngudi véi céc mirc xép xi lin lugt 12 0,8, 5, 10, 25, 50 . =
14:256)Chat chudn PCT v 100 ng/ml. (ug/L) trong dung dich d¢m HEPES déng kho ¢6 protein (b6), < 0,1 % natri azit va 0,1% Ix2mVHep 1 Hp .
ProClin 300
a2t féht“; "l':;n °l]i’:l"i “:]:’ ¢ |chit kiém chiig dang 1ong, duge chudn bi ti huyét thanh ngudi. Ndng d§ cfic chit phan tich duoe didu | 6% 3 ml/ Hop 5 i
: s, ? 23 & chinh véi cdc hoa chit tinh khiét va cdc ché phim tix protein téi t hop, mé hojie dich co thé ngui (Hép 2 b)
£ Iy - s
— C;ﬁ;?g::{?f:ﬁ; % |ehét kiém chime diarg lang duge chui bi b huydt thanh nguor, Cav mire nbng 46 coa cic chli phindeh | g e P
" ;],m ; duge diéu chinh véi héa chit tinh khiét va céc ché phim tir md/dich co thé ngudi on
e Setiél:gklfm Cr}::‘é‘fgt:}" cic Chit kiém chimg dan g 1éng duge chuin b tir huyét thanh nguoi. Cac mirc nﬁng 44 ciia céc chit phan tich | - T o =
s — | didu-chinhvéi-héa chit i khibtva cie ehé phim tir md/dich co thé nguoi P
Chit kiém chimg cho cie | . ., . g s A T
L4.260 | xét nghiém min dich Chat kiem chimg dang long duge chuin bi tir huyét thanh ngudi. Cac mire nong dg clia cc chiit phén tich 6x 5 ml/Hop I 15

mirc 3

duge diéu chinh véi héa chit tinh khiét va céc ché phim tir mé/dich co thé ngudi

v
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: Tén hang héa Théng so k¥ thufit co bin Quy ciich bvVT mdi chio gl
Chat kiem chimg cho cic
Xé,! nghi¢m .":'I“llél‘l iph . |Chit kiém chimg dang léng, duge chudn bj tir huyét thanh ngudi. Céc mike néng 9 cia céc chit phan tich
mirc 1 (c6 gid trj cho cd e il R  FONE MG T A " oo 1 x5ml/ Lo Lo 40
; i G duge diéu chinh v&i héa chat tinh khiét va cac ché pham tir mé/djch co thé ngudi.
cdc xét nghiém chi td
khéi u)
Chat kiém chimg cho cc
. s ¥ 3 .
xelggt}m‘m ki Sl:zhcé Chit kiém ching dang léng, duge chudn bi tir huyét thanh ngudi. Céic mire ndng d6 cia céc chit phan tich 1x5ml/ Lo Lo i
o <o gitr ol i dugc diéu chinh voi hoa chét tinh khidt va cac ché phim tir m/dich co thé nguoi,
céc xét nghiém chi to
khdi u)
Chat kiém ching cho céc
e
xé‘t oy i o Chét kiém chimng dang Iong, duge chudn bi tir huyét thanh ngudi. Céc mire néng dé ciia céc chit phan tich
mife 3 (co gid trj cho ca oK 3 R ) e B N ; 1x5ml Lo Lo 40
5 <o duge dieu chinh véi héa chit tinh khiét va cic ché pham tir mé/djch co thé ngudi.
cfic xét nghiém chi to
khéi u)
Chit kiém chimg cho céc
r Y X .
xe&:ih(]:? 11':1::11 :;thé Chit kiém chimg dang 1ong, duoe chudn bj tir huyét thanh ngudi. Cic mire nong d¢ cita céc chit phin tich 1x$ml/Lo Lo 40
T B CIO R | e dibu chink vai his chit tink Khibt vi ok ché phim tir ma/dich co thé nguéi. &
cdc xét nghiém chi to
khéi u vi TgAb, TPO Ab)
Chat kiém chimg cho cic
. PR
"e;:g"(‘::‘ ’i’;’“_‘ jll:hca Chilt kiém chimg dang long, dugc chudn bj tir huyét thanh ngudi. Céc mire ndng ¢ cia che chit phin tich IxSuble | Lo =
ety i i ol " R N T W ciic ché phm tir mo/dich co thé ngwdi, 1
cdc xét nghiém chi to
khéi u va TgAb, TPO Ab)
Chét ki€m chimg cho céc
i T
xet nghlcfn e Bicds . |Chét kiém chimg dang long, duge chudn bi tir huyét thanh ngui. Céc mire ndng @ cia cic chét phan tich
mire 3 (o gid trj cho ca oy . S ST 2 I PO e T e e M = 1 x5ml/ Lo Lo 40
e e bt duge diéu chinh véi héa chat tinh khiét va cac ché pham tr mé/dich co thé ngudi.
cdc xét nghiém chi to
khéi u va TgAb, TPO Ab)
cée dyng miu ding cho 1 ey .
anh - g i ;
méy phin tich mién dich Thanh phan: Polystyrene 1000 cai/ Tai Tai 50
Hoa chét nji kiém mign |P20¢ 40ng kh ting 46 on dinh, 100% Huyét thanh ngudi, chira 54 théng sé. Bao gim ci p-2-
dich can dhn 3 e A Microglobulin, CA15- 3, CA19-9, CA125, Growth Hormone (GH), Oestradiol, Paracetamol, 1-25-(OH)2 - 12x5ml/ Hop
PIREMIUMPPLU g1 [Vitamin D*.. On dinh dén han tai 2- 8°C. Mire Ferritin va Vitamin B12 phu hop dé theo ddi bénh thiéu (hdp 4 b6 x B 20
s 2 midu. Néng d TSH rit thip & mire 1. On dinh sau hoin nguyén trong 7 ngdy & 2-8°C hoiic 28 ngay tai - 3x5ml)
20°C.
- Pham vi phan tich: 15-5.200 pg/mL [55,1-19.089 pmol/L] - Phwong phép xét nghiém: mi&n dich enzym
lién két canh tranh - Thanh phin: R la: Céc hyt thugin tir Dynabeads dugc phi streptavidin, biotin va chit
Binh lugng Sensitive twong tir estradiol két hop véi biatin trong dung dich dém Tris ¢6 chc protein (cd), chit hoat tinh bé mit va 2x50test/ Ho = 150
Estradiol 0,0125% Cosmocil CQ. R1b: Dung dich dém Tris c6 céc protein (dé, bd), chét hoat tinh bé mat, < 0,1% ] B
azide vi 0,1% Proclin 300. Rlc: Chit eong hgp phosphatase kiém khang estradiol don dong & ciru trong
dung dich dém MES c6 cic protein (dg, chim), chét hoat tinh bé mit, < 0,1% azide va 0,1% Proclin 300.
: N - - Thanh phin: S0: Huyét thanh ngudi, 0,5% ProClin 300, C6 chita 0 pg/mL (pmol/L) estradiol.
A i ; -
g;:::;‘;"“ Seositive §1,82,83,54,85: Estradiol (hop chit héa hoc tinh khiét) trong huyét thanh ngudi & cdc mirc xdp xi 11, 32, 4'“LH5‘."2'“U Hap 5
292, 885 vil 5.200 pg/mL (40,4, 117, 1072, 3.249 vi 19.089 pmol/L) twong tmg va 0,5% ProClin 300 P
ung gt iR, o o el ot vl S0 o i g 5% ProClin 300. C6 chira 0 pg/mL (pmoV/L)
cho xét nghiém Sensitive A 3 Lt BUE i GIEin 500, Coehtin 0.5 o 1x4mL/ Hop Hgp 2
g estradiol.
Estradiol
- Pham vi phan tich: 0,5-1.500 pg/mL - Phuong phép xét nghiém: mién dich enzym mat bude dong thoi
(“sandwich”) - Thanh phén: Rla: Céc hat thugn tir phit khang thé dé khing IgG chudt: khang thé chugt
Dinh lugng IL-6 don dong khing IL-6 & ngudi, BSA, chit hoat dgng bé mit, < 0,1% natri azit va 0,17% ProClin 300. R1b: 2 50test/ Ho Hs a4
(Interleukin 6) Dung dich mubi d¢m TRIS, protein (lgn, dé, bd, chudt), chét hoat dong bé mit, < 0,1% natri azit v 0,17% | e
ProClin 300. Rlc: Chét céng hop gitra IL-6 khing ngudi & dé va phosphatase kiém (bd), BSA, chit hoat
dong be miit, < 0,1% natri azit va 0,17% ProClin 300.
o - Thanh phin: S0: Chit nén BSA dém, < 0,1% NaN3, 0,15% ProClin 300 $1,52,53,84,85: Chét nén BSA 4mL+5x2.5ml/ |
Chit chuin IL-6 R e 3 : : < Hop 2
dém, IL-6 tdi t6 hop & ngudi < 0,1% NaN3, 0,15% ProClin 300 Hop
- Thanh phiin: QC1: Chit nén PBS dém c6 huyét thanh lgn, 1L-6 t4i t3 hgp & nguti co nong 46 8 pg/mL,<
Chit kiém tra xét nghiém [0;1% NaN3, 0.15% ProClin 300 QC2: Chét nén PBS dém, c6 huyét thanh lon, 116 ciia ngudi téi t6 hop & . .
3 P i £, .3 3x2x2.5mLl/ Hop| Hép 2
IL-6 nong dg xap xi 300 pg/mL,< 0,1% NaN3, 0,15% ProClin 300 QC3: Chat nén PBS dém, c6 huyét thanh
lon, IL-6 cuia ngudi tdi 16 hop & néng da xAp xi 800 pg/mL,< 0,1% NaN3, 0,15% ProClin 300
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- Pham vi phién tich: 3-160 pmol/L - Phuong phip xét nghiém: mién dich enzyme hai bude lién tiép
(“sandwich™). - Thanh phin Rla: Céc hat thufin tir phi khéng thé (chudt) khdng holotranscobalamin, dung
L4.275 |Dinh lugng Active-B12  [djch mudi d¢m HEPES, albumin huyét thanh b (BSA), <0,1% natri azit vi 0,01% ProClin 300 R1b: Cong | 2x50test/ Hop | Hop 30
hep photphataza kiém - khing thé (chugt, don dong) khdng transcobalamin trong dung dich mudi dém
HEPES, chiit hoat dong b& miit, BSA, <0,1% natri azit vi 0,01% PiuClin 300.
- Thinh phén $0: Dung djch mudi dém photphat ¢6 albumin huyét thanh bo (BSA), <0,01% natri azit va
L4.276 |Chét chudn Active-B12 0,01% ProClin 300. Chira 0 pmol/L HoloTC. 51,82,83,54,55: Chura lan luot xﬁp xi 6, 13, 26, 60 va 160 6x2ml/ Hjp Hép 2
pmol/L HoloTC, trong dung dich mudi dém photphat c6 BSA, <0,01% natri azit va 0,01% ProClin 300.
Chit kidm tra xét nghiém |- TPATD phiin: QC 1 : X4p xi 15 pmol/L Vitamin B12 biio hoa trong huyét thanh ngudi duge pha lodng
L4.277 A BnI12 g trong chit nén dm tinh, <0,1% natri azit va 0,1% ProClin 300 QC 2 : Xip xi 48 pmol/L Vitamin B12 bio 2x3ml/ Hop Hép 3
ol hoa trong huyét thanh ngudi duge pha lodng trong chét nén &m tinh, <0,1% natri azit vi 0,1% ProClin 300.
- Thinh phan: S0 Dém nén albumin huyét thanh bd (BSA) 6 dém véi chit hoat dang bé mit, <0,1% natri
£ N i azua vi 0,5% ProClin 300. Chtra 0 ng/mL C-peptit. $1,52,53,54,S5 Xﬁp xi 0,05, 0,24, 1,2, 6 va 30 ng/mL .
LA78 | ot i ©:Pegitide (l4n lugt trong ing v6i 0,02, 0,08, 0.4, 2 va 10 nmol/L) C-peptit trong dém nén albumin huyét thanh bo Syl Fgp He 4
(BSA) c dém véi chit hoat dong b& mit, <0,1% natri azua va 0.5% ProClin 300.
- Pham vi phén tich: 0,01-30 ng/mL - Phuong phap xét nghiém: mién dich enzym mét buéc (“sandwich™) -
Thanh phin: Rla: Cac hat thugn tir Dynabeads dwoc phi khéng thé don dong & chudt khang Peptit C cia
ngudi duge tao huyen phi trong dung dich mudi @&m TRIS, c6 chit hoat dong bé mit, albumin huyét
. . thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Protein (chut) trong dung djch muéi dém n =
14.279 | Binh lugng C-Peptide TRIS, c6 chat hoat tinh bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300 230tk Hip | Hip %
Rlc: Lién hgp photphataza kiém khang Peptit C trén ngudi don dong & chugt trong dung dich mudi dém
TRIS, ¢6 chit hoat dgng bé mit, albumin huyét thanh bo (BSA), protein (chudt), < 0,1% natri azit va 0.1%
ProClin 300
14.280 | Maternal Screening Kiém chimg cho ciic xét nghiém AFP, Free Beta hCG, Free Estriol, hCG, Inhibin A vi PAPP-A 3xImVHop | Hop 8
Control Level 1
L4.281 |Matemal Screcning Kiém chimg cho cdc xét nghi¢m AFP, Frec Beta hCG, Free Estriol, hCG, Inhibin A vi PAPP-A 3xImV/Hop | Hep 3
Control Level 2
14.282 g:;:fiz‘fﬁm“g Kiém chifng cho cic xét nghigm AFP, Free Beta hCG, Free Estriol, hCG, Inhibin A vi PAPP-A 3x1mlHop | Hop 8
Phuong phép: Enzyme mit bude déng thei ( kidu "sandwich”) Thanh phan: Rla:3,22 mL Cic hat thugn
Thude th xét nghiém tlr phi khing thé don dong khing AMH, dém TRIS, chét hoat ddng bé mit, protein (ba), < 0,1% natri
L4.283 et T 5 azide, vi 0,1% ProClin 300, R1b: 3,1 mL Chéit cong hop: phosphatase kidm — khéng thé khing AMH, dém | 2 x 50 test/ Hop| Hop 40
1 g MES, chilt hogt dang bé mit, protein (b, ti t6 hop), > 0,1% natri azide, va 0,1% ProClin 300, Rlc: 3.1
mL Bém TRIS, chit hogt dong bé mit, protein (chudt, bd), < 0,1% natri azide va 0,1% ProClin 300,
Hoa chit kiém chimg cho [duge sir dung dé kiém sodt higu néing clia xét nghi¢m dinh lugng Glycated Hemaglobin, - Bét dong kho, . "
ey xét nghiém HbAlc cin hoin nguyén trnuge khi sit dung. Thanh phin: M4u todn phin DOV | Hgh 5
Héa chit higu chudn cho [Puoe sir dung dé higu chudn ciia xét nghiém dinh lugng HbATc theo nguyén Ii 4i lyc (affinity) - Bt dong :
— xét nghiém HbAlc kh, cin hodn nguyén trude khi sir dung - Thanh phin: Méu toin phin 2ol Hig =
Hoéa chit sin sang cho str dung trén mdy Premier Hb9210, Thanh phén: Dung djch Buffer A: Nuée 90-
B? hoa chét chay xét 100%, Methanol: 0-0.5%, dd Ammonia: 0.5-1%; Dung dich Buffer B: Nude 90-100%, Methanol: 0-0.5%,
L4.286 [nghiém HbAlc trén miy [dd Ammonia: 0-0.5%; Dung dich Diluent; Nuge 90-100%, TRITON X100; 0-0,5%, Sodium azide: 0~ 500 tests/ B B 120
sho kY Tong hidu nhng cao [0.5%; Duny dieh Wash: Nude 90-100%, Ethanol: 1-10%, Methanol: 0-0.5%, Sodium azide: 0-0.5%: Ct
phin tich: Polymer gel: 90-100%
) _ Dung dich pha loang (dém déng trrong), duge sir dyng két hop véi tae nhin ly gidi trong xét nghiém dé
npdiehphaloty | o sinhemensak Bodui trén hé théng phiin tich té bio tw déng (co hd trg chin dodn sém Nhidm
L4287 sin;iho Al Khuén Huyér). Thanh phin t5i thidu: Imidazole, khéng chirta cyanide D dn dinh: 6 thiéu 60 ngdy Bido Wi e Hep 2.000
YERRe quan: 2 dén 40 dp C. Dong gbi: 10 L (hofe twong twong) Chimg nhin chét lugng ISO (13485)
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STT. Tén hang héa Thing 0 ky thudt co' bin Quy ciich bvT mdi chio gig
Dung dich ly gidi hdng ciu duge ding cho xét nghi¢ém dinh hrgng hemoglobin, xéc dinh sé lrgng NRBC,
i Tyt dil dém v dinh & bach ciu trén cic méy xét nghiém té bio tir ddng (c6 hé tr chin dodn s¢m Nhidm Khudn
L4288 h‘:‘g,t' [yfl' o ;ti Huyét). Thinh phén téi thiéu; Quaterary Ammonium Salts, Sodium Sulfite B n dinh san mé nip: téi 5L/ Hap Hop 120
Sttt ngitifn buye hge thiéu 60 ngay Bio quan: 2 dén 40 d§ C. Déng gbi: 5 L (hodc trong durong) Chitg nhin chit lugng ISO
(13485)
Hoa chit ly gii héng ciu vi bio vé bach ciu tao miu dé thye hign xét nghigm phan tich cng thire bach
Hoa chélt ding dé chudn  [cdu (651 thiéu 5 thanh phéin) bing cdng nghg tich hop cdc phuong phip do (thé tich, d9 din dién, tan xa da
bi miu (ly gidi héng cdu  |kénh) trén he théng méy phan tich té bao 1y dng (c6 hd trg chin dodn sém Nhidm Khudn Huyét). Thanh -
. —Lnan + 60
idaie va bio vé bach clu) cho phin t6i thicu: gdm héa chét ly giai hong cau va héa chét 6n dinh bach ciu Dé 6n dinh sau m& ndp: 16i I900m;n850m1} Hop :
xétnghiém huyéthoc  |thiéu 60 ngiy Bao quin: 2 dén 25 85 C. ong g6k 2750 ml (hoiic twong duong) Chimg nhn chét uong wR
1SO (13485)
Dung dich rira dirge sir dung dé 1am sach cdc b phan tiép xiic v6i miu méu trong h¢ théng phan tich té
L4.290 |Pung dich rira ding cho  [bao t dong (o6 hé tr chin dodn sém Nhidm Khuin Huyét). Thanh phin ti thidu: Dung dich chira enzym 100/ 6 - &
’ mdy phin tich huyét hoc ly gidi protein, khéng chira azide va formaldehyde. B 6n dinh sau ma ndp: téi thidu 3 thing Bdo quén: 2 op e
dén25d5 C. Péng goi: 10 L (hofc trong duong) Chitng nhin chét lugng ISO (13485)
Dung dich dwroe sir dung dé logi b té bao héng ciu va nhugm héng chu luéi, bing cong nghé tich hop céc
z A r A X a z ~ Az - A 4k Ap s Y 4
Diing dich rilmis hE‘)ng ph'uung‘phz’lp dc: (t!lc thh,n dg dan d:en, tanixa da’ ker{h) vi ?Zc cong Pghg d?m e b.ao lu'd-i 1re:1 hé.:honf
L4.291 | cdu luéi ding cho xét mdy phin tich 1¢ bio tw déng (c6 hd tro chin dodn som Nhiém Khuan Huyét). Thanh phin téi thicu:gom 2 1900mL+380mu]  Hs 12
g hu‘;é‘;‘h ’ thanh phin - Thubc thir A: Thudc nhugm Retic Thuc thir B: Retic Clear DS én djnh sau mg nép: t5i thiéu = =
¥ 9 60 ngdy Bao quin: 2 dén 30 46 C. Dong gbi: 2280 ml (hofic twong duong) Chimg nhan chit lugng ISO »
(13485)
Chit kiém chudn dge sit dyng 4 gidm sit higu ning cia miy xét nghigm huyét hoe. Thanh phin téi
.1 , e Y 1 i G 5 . H 5 o 1x3.5mL Level
L0z T thieu: chira cic té bao héng clu dugce On dinh trong moi trudng ding truomg, thanh phin co kich thude tidu
Chat kiém chuin diing e B e S T G s T foore 11x3.5mL Level
: e cdu (da duge on dinh) vi hdng ciu b dinh d& mé phong cic té bio bach ciu va céc té bio hong cdu ¢ "
L4.292 [trén mdy phan tich huyét 4 ' R ) A - " - II1x3.5mL Level Bo 64
h nhin. B on dinh sau mé nip: t5i thidu 16 ngdy Bio quin: 2 den 8 do C. Poéng goi: 42 ml (hodc twong IV Hip (hop 4
o duong). dong goi t5i thidu tir 3 mirc ndng d§ trong mt hdp thude. Chimg nhan chit lwgng FDA, CE, ISO ‘g’é) P
(13485)
Chit kiém chuin duoe st dung dé gidm st higu ndng clia miy xét nghiém huyét hoe tw ddng (c6 h trg
Fl p .x T £ N P LIy P P 8 T L e 1 1x3.5mL Level
P z chan doan sém Nhiém Khuén Huyet). Thanh phan téi thidu: chira cic té bio hong ciu nguei (di duge én
Chat kiém chuin diing ¥ ol o : 3 = A T e ;| I1x3.5mL Level
. s %, |dinh, xr ly) trong méi trdmg diing truong, thanh phén c6 kich thuée tidu ciu (da duge on dinh) va cc té =
L4.293 {trén mdy phan tich huyét [*1" > 1Y) TR W S e O D B o et o S R Moo e Sl O IIx3.5mL Level | B§ 24
b bdo hong cau di ¢6 dinh d& mo phong cic té bao bach ciu va cac té bio héng cau ¢6 nhan. B§ én djnh sau 1l Hip (hap 4
o0 més ndp: 13 thiéu 16 ngdy Bio quin: 2 dén 8 4 C. Dong goi: 42 ml (hofc tuong duong), déng géi thi °¢’_) P
thiu tir 3 mizc néng 43 trong mat hop thude. Chimg nhin chit lugng FDA, CE, ISO (13485) Y
s AN Chit kiém chudn duge six dyng dé theo dai gid trj phép do cdc thong sb vé th tich, d§ din, tan xa 4nh sing
dC::‘ E;?:;i;nﬂﬁ 56 |1rén h¢ théng phan tich té bao ty dgng (c6 hd tro chin dodn sém Nhidm Khudn Huyét), Thanh phén téi
14.294 % CS% T ﬁgc b thiéu: chira cic hat nhya polystyrenc trong chdt d¢m chira chit hoat déng bé miit D§ én dinh sau mé nip: Ix4ml/ Lo Lo 32
hith P t6i thitu 30 ngdy Bao quin: 2 dén 30 d6 C. Déng géi: 32 ml (hofic twong dwong) Chimg nhén chét lwong
T e FDA, CE, ISO (13485)
Chét higu chudn ding ¢ xdc dinh cic hé sb higu chudn cho h¢ théng phan tich té bao oy dong (c6 hd trg
Chét chudn miy ding  |chin dodn sém Nhidm Khudn Huyét). Thanh phin téi thidu: gém hdng ciu ngudi (43 xt 1y, én dinh) va
L4.295 [trén may phin tich huyét |cic thanh phin c6 kich thude tidu ciu trong chét ding truong, héng ciu ¢ dinh duge thém vio mé phong | 1x3.3mL/ Hop | Hop 8
hoc bach céu. B 6n dinh sau mé nfp: ti thiéu 1 git Bio quan: 2 dén § 49 C. Béng géi: 3,3 ml (hodc twong
duwong) Chimg nhin chit lugng FDA, CE, ISO (13485)
L 5: Hoa chit xét nghi¢m diing cho Vi sinh
L1 |Bdhoa chit kiém dinh [Xay dyng fi}:qc dudmg chudn cho xét nghiém dinh tinh HBsAg trong huyét thanh va huyét 2xdmihép e -
HBsAg tuong ngudi
B9 héa chit kiém Kiém tra dugc chét Irong cho xét nghi¢m dinh tinh HBsAg trong huyét thanh va huyét twong
L5.2 [chudn xét nghiém ngudi 2x8ml/hép hép 24
HBsAg Bao gom: Céc chit chimg & cdc nong dé khic nhau
Phuong phip: xét nghiém mién dich vi hat hoa phat quang dé dinh tinh khéng nguyén bé mat
< o, i iém gan B (HBsA,
B6 hoa chit xét vn;us vwrr: ganB( .B %) o N &
L53 nghiém HBsA Mau: huyét thanh va huyét twong ngudi 100 test/hop hip 800
. & B khéng chinh xc < 10%.
D dic hidu > 99,5%
B hoa chit kidm dink Xay dyng r_ium: duong chuz:lr: cho xét nghiérp dinh tinh phat hién khing thé khéng virus viém . )
L54 | 7 . gan C (anti-HCV) trong huyét thanh va huyét twong Ixdml/hip hip 20
xét nghiém Anti HCV p
Dung tich: 4 ml
B6 hoa chit kiém Kiém tra dugc chit luong cho xét nghiém anti-HCV trong huyét thanh va huyét twong
L5.5 |chuan xét nghiém Anti |Bao gdm: anti-HCV véi cac khoang nong d6 khac nhau 2x8ml/hép hip 20
HCV Dung tich: 16 ml (2x8ml)
Phuong phap: Xét nghiém mién dich vi hat héa phat quang dinh tinh anti-HCV
L5.6 Bé l.'xfia chﬁtlxét Mfiu 130: ﬂuyét‘ thanl: vé\huyét tl{,crng 1 o . : 100 testhap hép 260
nghiém Anti HCV D3 déc hi¢u toan phan 14 100,00% véi khodng tin cdy 95% tir 99,93% dén 100%
B0 nhay toan phan 100,00% vai khoang tin ciy 95% tir 99.18% dén 100% s
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B§ héa chit xét Phuong phap: Xét nghiém mién dich vi hat héa phéit quang dinh lrong HBsAg
L5.7 |nghi¢m dinh lugng ~ |M&u do: Huyét thanh va huyét twong 100 testthgp | hap 8
HBsAg D§ nhay < 0,05 [U/mL
B§ héa chit kiém Kiém tra duge chét Iugng cho xét nghi¢m dinh lrong HBsAg trong huyét thanh hay huyét
L5.8 |chuin xét nghiém dinh fwong. 6x4ml/hop hp 4
luong HBsAg Bao gdm: Céc miu chitng & cdc ndng do khic nhau
B¢ hoa chit kiém dinh |Xay dung duge dudng chuin cho xét nghiém dinh luong HBsAg trong huyét thanh va huyét
L5.9 |xét nghi¢m dinh hrong twong ngudi 6x4ml/hop hip 4
HBsAg Bao gbm: Cic chit chuiin & cic néng d6 khéc nhau
B{ hoa chit kiém dinh |Xay dung duge dudng chuan cho xét nghiém djnh tinh khang thé vi khéng nguyén HIV trong
. e : 4 2
sl nghiém Anti HIV__|huyét thanh va huyét tuong Ixémihp | hop §
B9 héa chit kiém Kiém tra dugc chat lugng cho xét nghiém dinh tinh khéng thé va khéing nguyén HIV tromg R )
< 2 ; £ : i 8ml hi 24
kel chuéin xét nghiém HIV |huyét thanh va huyét tuong inltisy F
Phuong phép: Xét nghiém midn dich vi hat hda phét quang dinh tinh d?mg thoi khing nguyén
HIV p24 va céc khang thé khdng virus giy suy giam midn dich & ngudi logi 1 va/hoic loai 2
B¢ héa chit xét (HIV-1/HIV-2) )
2 = z N 100 t 0 0
e nghig¢m HIV Miu do: Huyet thanh va huyét tirong Hteing hop =
86 luong xét nghiém: 100 test
D9 diic hicu > 99,5%
Phuong phép: Xét nghiém mién dich vi hat hoa phat quang sir dung dé dinh lugng khang thé
khéng khing nguyén bé mit virus viém gan B (anti-HBs). Miu do: huyét thanh va huyét tuong
B9 hoa chit xét ngudi . X
B Lo wiienine Khoiing do dao dong 14 2,50 mIU/mL dén 100,00 mIU/mL., Wiiotibey: | %
D4 diic higu toan phan duge wée tinh: 99,67%
D¢ nhay toan phin diroc wée tinh: 97,54%
B6 hoa chat kidm z , - ;
: fy d dudng chuin ch -
L5.14 |chudn xét nghigm 1}3(:5 e g‘;gih:;;g:aﬁagf ki:ji‘:ﬁﬁ e antetiBe Gxdmihip | hop 4
AntiHBs £ ERnERe
B héa chat kiém dinh [Kiém tra dugc chat lugng cho xét nghiém Anti HBs ; )
3 vk s 2 " . A ¥ ’ 3x8 4
B xét nghiém Anti HBs _ |Bao gom: Cic khoding néng d6 khac nhau xEmihép hop
B0 hoa chit kiém dinh |Kidm tra dwoc chat Iwgng cho xét nghiém anti-HBe
8 i Gesal 1 : A A 3 araazhy 8 h 4
15,16 xét nghi¢m Anti Hbe |Bao gdm: anti-HBe v6i cdc khodang nong d¢ khc nhau 2x8mlhgp %
B4 hoa chit kiém
L5.17 [chudn xét nghiém Anti- Xdy dyng dwoc dudng chudn cho xét nghiém anti-Hbe Ix4ml/hgp hép 4
HBe
Phuong phip: Xét nghiém mién dich vi hat héa phét quang dinh tinh anti-HBe
i Lk . Mu do: Huyét thanh va huyét trong
L5.18 B:h?? > ‘j:‘n“;";; D§ chinh xic CV < 10 %; 100 testhdp | hop 12
ngnicm ® |5 uhay > 99,5%.
Do diic higu > 99,5%.
B{ héa chat kiém Xy dung duge duémg chudn cho xét nghiém dinh tinh khang nguyén e cia virus viém gan B
L5.19 |chufin xét nghiém (HBeAg) trong huyét thanh va huyél firong 2x4ml/hip hép 4
HBeAg Bao gém: Céc chit chudn & cc ndng d khac nhau
B héa chit kiém dinh [Kiém tra duoc chit lugng cho xét nghi¢m dinh tinh HBeAg trong huyét thanh hay huyét twong,
i ¢ 0 em dj 5 . hi
L3 xét nghiém HBeAg  [Bao gdm: Cic miu chirng & cdc ndng dé khic nhau iy » -
Phuong phdp: Xét nghiém mién dich vi hat héa phét quang dinh tinh khang nguyén e ctia virus
viém gan B (HBeAg)
B9 hoa chit xét Méu do: Huyét thanh va huyét trong N
£ i - : 100 test/h hi 40
L nghiém HBeAg D6 chinh x4c CV < 10 %; Tsahle op
D§ nhay > 99,5%.
D¢ diic hidu > 99,5%.
Nudc rira kim, ding cho mdy mién djch
L5.22 |Hoa chit dudng kim  [Dung tich: 100 m] 4x25mlhép | Hap 32
Ngin ngira duge céc chét khéng dic hidu bam vio kim
L5.23 | Dung dich dém rira Dung dich rira dém dém dic diing cho mdy xét nghiém 4x975ml/hdp | Hop 200
L5.24 E;ﬁf;;h L h¢ théng ding cho méy xét nghiém mién dich 4x97smimdp | Hep 48
Dung djch hydrogen o & o e ; , . o -
L5.25 peroside Dung dich h thong ding eho mdy x€L nghiton midn dich 4xY75ml/hép | Hop 64
L5.26 |Céng phén {mg Cong phan (mg, 500 céi/ tai Tai 320
L5.27 [Nép éng dyng miu  [Mang ngan ding trong xét nghiém 200 cdi/hp | Hop 48
L5.28 |Ong tién xir 1y Ong tién xir 1y cho hé théng Architect khi chay xét nghiém ghép tang, 100 éng/hép | Hop 24
L5.29 |Ong dung miu Chc dyng miu, g 1000 céi/hép | Hop 40
Chit higu chuin xét . 3 L .
- ie 4 h 2x8ml/hy Hp
L5.30 nghiém HAVAB IGM Xay dung duge dudng chuin cho xét nghiém HAV igM x8ml/hép Gp 3
Vit lidu kiém sodt xét [Kiém tra dugc chat lirong cho xét nghigm HAV IgM : y
. i - . A L s a F 4
Ladl nghigm HAVAB IGM |Bao gém: HAV 1gM véi céc khoang n(‘\)ng d$ khéc nhau s Hep

24




STT Tén hang héa Théng s6 ky thuit cv bin Quycich | BVT mg‘;::g:ggi i
Phuong phép: Xét nghiém mién dich vi hat hoa phat quang. Mau do: Huyét thanh va huyét
£ s s tuong
L5.32 :;:31;'3“1'(’3‘;; nghiém s khdng chinh xéc < 10%, 100testhép | Hop 30
D§ dic hidu > 99,0%
B§ nhay > 95,0%
Vit ligu kiém sodt xét |Kiem tra dwoe chit liugng cho xét nghiém HAV IgG .
. g 3 £ o i 3 A 2x8ml/h H 4
s nghiém HAVAB IgG  [Bao gom: HAV IgG véi cac khodng nong d6 khac nhau AENER %
Phwong phap: Xét nghiém midn dich vi hat hoa phat quang. Mau do: Huyét thanh va huyét
F N i tuong
L5.34 ;’:‘&g‘j&‘g e I ey e 100 testhop | Tigp 30
B0 dic higu >99,17%
D§ nhay >98%
Chit higu chuin xét . . i e z .
4 ; 3 | Z H 3
L5.35 nghiém HAVAB IGG Xy dung duge dudng chudn cho xét nghi¢gm HAV IgG x8ml/hop Gp
Chat higu chuin xét Xdy dung duge dudng chuin cho xét nghiém Anti-HBc IgM ’
e nghiém anti-HBc IgM  [Bao 2bm: Anti-HBc¢ 1gM véi cic khoing ndng dé khéc nhau by Hop 4
Vit li¢u Kiém sodt xét |Kiém tra duge chat lugng cho xét nghiém anti-HBc IgM .
- . - A . PRy . X r H
e nghigm ANTI-HBC  [Bao gbm: anti- HBc TgM véi cic khodng nong d¢ khac nhau xEmlhép P .
Phuong phip: Xét nghi¢m mién dich vi hat hoa phét quang dinh tinh khiing thé TgM khang
| AT .o |khdng nguyén 15i virus viém gan B (anti-HBc IgM).
L5.38 il:;li(_)cHgl:Ix:[nghlgm Miu do: Huyét thanh va huyét twom g 100 test/hop Hép 20
& D dac hiéu 100% véi khodng tin cdy 95% I3 99,77 - 100%;
D9 nhay 100% véi khoing tin ciy 95% Ia 98,28 — 100%,
Chat higu chuan xét Xdy dyng duge dudng chudn cho xét nghiém dinh tinh anti-HBc¢ trong huyét thanh hay huyét
= ’ 8ml/hd 3 3
g nghiém anti-HBc IgG  [twong A Hép
Vit ligu kiém soat xét |Kiém tra dugc chét lugng cho xét nghiém dinh tinh anti-HBc trong huyét thanh hay huyét frong. . .
: : g o WItCy 2x8ml. H 4
Todh nghiém Anti-HBc Bao gdm: Céc miu chimg & cic néng d¢ khic nhau xmitip B
Phuong phap: xét nghiém mién dich vi hat héa phat quang dé phit hi¢n dinh tinh khang thé
khing khang nguyén 13i virus viém gan B (anti-HBc).
Thube thir xét nghiém [Mau: huyét thanh va huyét tuong ngudi, .
X te 4
e DG khong chinh xéc < 10% CV todn phin, 100 ety | - Hop 0
B dic higu toin phin > 98,0%
B4& nhay phan tich < 1,0 PEI U/mL.
Chit g chiute e Xi\ dung duge dmmg: chuin chlu xét flghlgm dgnh‘ !uqmg dinh lugng khéng nguyén 16i virus - ‘
L5.42 ghigm HCV A viém gan C trong huyét frong va huyét thanh ngudi 2x8ml/hop Hép 2
S g Bao pdm: Cac chit chuin & cdc ndng dé khdc nhau
L5.43 ::t:l:;}ilfig?f’ Z"a‘ % vt e kid sofi i nghiém HCV Ag 28mihdp | hop 2
Phiong phdp: xét nghiém midn dich vi hat héa phit quang ¢ dinh lugng khéng nguyén 16i
s T . |Virus viém gan C. Miu: huyét thanh va huyét tirong nguan,
L5.44 :“*.’f"“ﬁg&‘ ::’é‘ " 13 chinh xdc < 10% CV todn phin 100 testhdp | hop s
ghigm £ |pd dic higu > 99,5%
Do nhay < 3,00 fmol/L
Cha_tﬂhlcu‘ch-u ar_lnxct Xy dung duge dudng chuin va kidm tra dwoc chit lwong cho xét nghidm xde djnh 4i lyc cia
nghiém va vit ligu ; s . 7 H N
L545| % , khiig thé IgG khing Cytomegalovirus 2x8ml/hop hép 2
kiém sodt CMV IgG b AT P g
o Bao gom: Céc chit chimg & cde ndng dg khac nhau
Avidity
Pliiong phip: xét nghiém mién dich vi hat héa phat quang dé xéc dinh 4i lyc cia céc khang th
g T 1G5 Lhing Cytomegalovirus
L5 .46 | 1 2uoe thir xét nghifm | = huyét thanh va huyét trong ngudsi, 100 testhdp | hap 6
CMV IgG Avidity -
50 loong 100 test
D§ 1 lai toan phiin < 14% CV
Chéit hiéu chudn xét Xa?r dung duogc chro‘.ng chuén cho icet ﬂg]‘ll{:!l‘l. de du:h tinh v ban dinh lugng cac khing thé IgG A )
L5.47 v khang Cytomegalovirus tron g huyét thanh hoiic huyét tuong 2x8ml/hép hép 3
nghiém CMV IGG A ; e Z. x ~ .
Bao gom: Céc chat chuén & cdc ndng dé khic nhau
o ey Kiémn tra dugc chat lugng cho xét nghiém dé dinh tinh va ban dinh lrgng cac khing thé IgG
Vit lidu kiém sodt xét . ; 2 £ . "
L5.48 . khiing Cytomegalovirus trong huyét thanh hay huyét trong. 2x8ml/hép hdp 4
nghiém CMV IGG 4 N R PG -y e
"0 vdm: Céc miu chimg & céc nong dg khac nhau - B
Ehreng plidp: %6t nghidm mith dich vi Lut hoa phit quang dé dinh tinh va ban dinh lugng cic
Thubc thir xét nghiém  [kliang thé IgG khang Cytomegalovirus
L5.49 \ X 5 : 5 = hép 20
CMV IGG Miu: huygt thanh va huyét trong ngudi
D chinh xéc toin phin < 10% CV
— Ché.tnhiéu chudn xét Xdy dimg du'q?c c!m‘zng chuéin cho xét nghiém tinh khiing thé IgM khang Cytomegalovirus trong S hap -
nghiém CMV IGM huyct thanh va huyét fuong
Vit lién kitm sodt xét Klel:l tra dugc chat ll.rqng cho xét nghiém tinh khang thé IgM khéng Cytomegalovirus trong ) .
L5.51 B, huytt thanh hay huyét tuong. 2x8ml/hop hép 4
nghiém CMV IGM 3 5 x . L A LLA
10 pim: Céc miu chimg & cac nong d khic nhau
trng phép: xét nghiém mién dich vi hat hoa phat quang dé phit hién dinh tinh khéng thé IgM
Thude thir xét nghiém |\ ing Cytomegalovirus .
L3352 oMy 16M M [Au: huyét thanh va huyét twong ngusi 100testlsyy: | hig 20
1§ chinh xdc toan phin < 10% CV
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Chit hidu chudn xét Xdy dyng duge duong chuin cho xét nghiém dinh lugng va phat hi¢n dinh tinh cdc khéng thé
L5.53 |nghiém RUBELLA IgG khéng virus rubella huyét thanh va huyét trong ngudi 2x8ml/hgp hop 3
IGG Bao gbm: Céc chét chudn O cdc nE‘mg d¢ khic nhau
Vat liu kiém sodt xét |Kiém tra dwoe chat lwgng cho xét nghiém dinh lugng va phat hi¢n dinh tinh cdc khang thé IgG
L5.54 |nghiém RUBELLA khang virus rubella huyét thanh v huyét twong ngudi trong huyét thanh hay huyét furong. 2x8ml/hgp hép 4
1GG Bao gdm: Cic miu chimg & cic ndng do khac nhau
Phuong phép: xét nghiém mién dich vi hat héa phit quang dé dinh lugng va phét hién dinh tinh
céc khang thé IgG khang virus rubella
Thube thir xét nghiém |Mau: huyét thanh va huyét twong ngudi =
i : 3 10
LS55 | RUBELLA 1GG g chinh xic < 20% CV toan phan et Wi s
Bg nhay twong déi ban diu 98,4%
B9 diic hi¢u fwrong ddi ban ddu 99,0%
Chat hi¢u chuin xét 2 s ;
! < T 5 O TR TR .
15,56 |nghiém RUBELLA ay du’t}g du.crc duomng chuan‘ cho xét n‘ghu;r? dinh lugng .va phat hién dinh tinh cic khang thé 2x8mi/hdp hp 3
IGM IgM khang virus rubella huyét thanh va huyét trong ngudi
Vit ligu kiém sodt xét |Kiém tra dwgc chat lugng cho xét nghiém  dinh lugng va phat hién dinh tinh cao khang thé IgM
L5.57 |nghiém RUBELLA khéng virus rubella huyét thanh va huyét twong ngui. 2x8ml/hdp hép 4
IGM Bao gdm: Céc miu chimg & cic néng d6 khic nhau
Phuong phép: xét nghiém mién dich vi hat hoa phat quang dé dinh lugng va phat hién dinh tinh
e Thude thir xét nghigm |céc khéng thé IgM khéng virus rubella i -
% |RUBELLA IGM Mu: huyét thanh va huyét twong ngudi P
B§ chinh xdc < 10% CV (oan phin
Chéit higu chudn xét Xay ‘El.ymg duge t:lucrng chuén choﬂ_xct nghiém dinh lugng khang thé TgG khing Toxoplasma ) )
L5.59 A gondii trong huyét thanh hay huyét tuong 2x8ml/hjp hép 3
nghi¢ém TOXO I1GG 3 : R i i
Bao gom: Cac chit chuin & cdc néng dé khac nhau
Vit ligu kidi so8t xbi Kiém tra L}LTQC chat lugng ::Im xét nghiém dinh luong khéng thé IgG khéng Toxoplasma gondii . )
L5.60 nghiém TOXO 1GG trong huyét thanh hay huyét tuong. 2x8ml/hép hép 4
¥ Bao gbm: Cic miu chimg & cic nong dd khac nhau
et a K . p 5 A1y
Thubc thir xét nghigm Phuong phip: xetlxllghlsm muin dich vi Pat h(:a phat quang §1nh lrong khéng thé IgG khing )
L5.61 TOXO IGG Toxoplasma gondii. Mu huyét thanh vi huyét twong ngudi. 100 test/hép hop 15
B9 chinh xdc < 10% CV toan phin
L5.62 Cha.t‘hu;u chuin xét | Xay c.i.ung durge cZucmg chuan chaixet nghiém dinh hrong khang thé 1gM khéng Toxoplasma 2x8mihop hép 3
nghi¢ém TOXO IGM | sondii trong huyét thanh hay huyét twong.
R £ . . 2 I
: 73 I . 5 2 ¢
Vit 1igu kibm sost xét Kiém tra ffuqc chat lugng ‘cho xét nghiém dinh lrong khang thé IgM khéng Toxoplasma gondii A .
L5.63 e trong huyet thanh hay huyét tuong. 2x8ml/hip hop 4
nghiém TOXO IGM 2 L T e o ey
1320 gom: Cac méu chiing & cac nong do khic nhau
i ) Pl hép: xé ia .x i s " o z
Thubc thir xét nghiém |* hwrong phép xet.nllghlsm mie}n dich vi ?u_lt hga phat quan% 'dgnh lugng khéng thé IgM khéng )
L5.64 TOXO IGM “oxoplasma gondii. Miu huyét thanh va huyét twong ngui, 100 test/hp hop 15
)9 chinh xéc < 10% CV toin phin
:ha.t};w. c\l,a.utalrilexét Miu chuén duge sir dung dé tao
L5 [(9uem Ve VErligy dudmg hiu chudn higu Iyc cho cdc xét nghiém cia B thude thir Toxo IgG Avidity 2x8ml/hgp hop 2
kiém sodt Toxo IgG x E : B R P e Gk
Avidicy Mau chimg duoc st dung dé uée tinh d0 chinh x4c ciia xét nghiém va phdt hién d¢ léch hé thong
Chit higu chudn xét | _ ; : RIS I : £ ;
L5.66 [nghiém EBV VCA \ay;dl_mg duge dL.rcmg chuén cho xét nghiém dinh tinh EBV VCA igG trong huyét thanh va 2x8mlmap hop 3
1GG 1uy€t trong ngudi.
Vit liéu kidm soat xét  |Kiém tra duoge chét lugng cho xét nghiém dinh tinh EBV VCA IgG trong huyét thanh hay huyét
L5.67 |nghiém EBV VCA trong. ZxBmlhép hiop 3
I6G 740 gom: Cic mAu chimg & cic nong d6 khac nhau
i;'hmmg phép: xét nghiém mién dich vi hat héa phét quang duge ding dé phat hign dinh tinh cic
. I A 3 ’ P . . . . . b - . -9
Thube thit xét nghiém hing thé IgG khang khdng nguyén vé capsid (Viral Capsid Antigen VCA) cua virus Epstein )
L5.68 EBV VCA IGG | tarr (EBV) 100 test/hdp | hop 151
o fR— *,,:iu;huyét thanh-va-huyét twong nguoi:
29 khéng chinh xdc toan phin < 10% CV
Chit higu chudn xét | . _ .
: 7 R N . z "
15.69 [nghiém EBV VCA I\ay‘dl_mg duge du'tmg chuan cho xét nghiém dinh tinh EBV VCA [gG trong huyét thanh va 2x8mihop hép 3
IGM I wyet rong ngudi

v
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Vit lidu kidm soat xét Kiém tra duge chit lugng cho xét nghiém dinh tinh EBV VCA IgM trong huyét thanh hay huyét
L5.70 |nghiém EBV VCA twong. 2x8ml/hdp hép 4
IGM Bao gdm: Cic mau chimg & cic ndng d khic nhau
Phwong phép: xét nghiém mién dich vi hat héa phit quang duge dang & phat hién dinh tinh cdc
Thube thir xét nghiém khang thé IgG khang khing nguyén vo capsid (Viral Capsid Antigen - VCA) cia virus Epstein-
L5.71 Barr (EBV) hop 15
EBV VCA IGM % 2 - g
Mau: huyét thanh va huy€t twong nguol.
D¢ khong chinh xdc toan phén < 10% CV
L1572 E;l;itel:f;;:'u;‘aﬁ; Xay‘dung duge dL.Iﬁﬂ]g chuén cho xét nghiém dinh tinh EBV EBNA-1 IgG trong huyét thanh va 2x8mi/mdp hép 3
huyét trong ngudi.
1GG
Vit liéu kiém soft xét Kiéi;n tra duge chit lugng cho xét nghiém dinh tinh EBV EBNA IgG trong huyét thanh hay
15.73 [nghiém EBV EBNA HRyC: Wt 2x8mlhép | hap 2
GG Dung tich: .
Bao gbm: Cic miu chimg & céc ndng dd khéc nhau
Phuong phap: xét nghiém mién dich vi hat hoa phit quang 42 dinh tinh pht hign céc khang thé
Thabo thir xét nghiem Igg khz’mgx khang ng?uyén‘nhz'm 1 cua \fi.rus Epstein-Barr (EBNA-1) : .
L5.74 Miu: huyét thanh va huyét trong nguol. 100 test/hgp hop 7
EBV EBNA IGG <
S6 lugng 100 test
6 khong chinh xdc toan phin < 10% CV
L 6: Thé xét nghiém ding cho chuyén mén xét nghig¢m cic thong s6 khi miu
Thé xét nghiém céc thong
i 56 khi miu: pH, PCO2, ~ |Héa chit chin doén (IVD) dilng cho xét nghiém nhanh tai chd (POCT) ding cho xét nghiém gbm ciic Hap 25 thé il 5655
" |po2, TCO2, HCO3, théng sé: pH, PCO2, PO2, TCO2, HCO3, BEecf, SO2,Lactate. P :
BEecf, SO2, Lactate.
Thé xét nghiém céc thong
6 khi mau: Sodium(Na),
‘;‘;ﬁ;ﬁ’;’;‘zi’g’:‘;?& Hoa chit chin doén (IVD) ding cho xét nghiém nhanh tai ch3 (POCT) ding cho xét nghiém gbm cic
L6.2 Py * |théng sb: Sodium(Na), Postassium(K), Jonized Calcium(iCa),pH, PCO2, PO2, TCO2, HCO3, BEecf, 802, Hop 25 thé Theé 6.000
PO2, TCO2, HCO3, Hematocrit(Het), Hemoglobin( Hgb). Cho két qua xét nghiém trong vong 2 phit
BEecf, SO2, ! ;
Hematocrit(Het),
Hemoglobin (Hgb).
Lé 7: Vit tu diing trong loc miu lién tuc
Qui lgc trao dbi huyét trong duge két néi siin véi bd diiy diin: - Thé tich méu clia ¢ bg qua lee: 127 ml
=3 Qua loc tich huyét trong [£10% - Dién tich ming higu dung: 0,35 m2 - Chit ligu mang loc dang soi rdng: Polypropylene - Thing 4 b Bo s
* |vabd diy din Dudng kinh trong cla sgi loc (khi wdt): 330 pm - D§ diy thanh sei loc: 150 pm - Thé tich méu trong sl
loc: 41 ml£10% - Tée ¢ mau tbi thidu: 100 ml/phit - Tée d6 mau téi da: 400 ml/phit
Qua loc mau lién tuc kém b day dén: Chét liéu: - S¢i loc AN69 HF: Acrylonitrile va sodium methallyl
ot [P VGt Ap o CoEghP:
T ‘l"’ hé théng day din trong | s cce 1 tich miu trong qua loc (£10%): 152 ml - Dién tich ming hiéu dyng: 0,9m2 - Dudng TEg e | b = .
i kinh trong cita si loc (khi w6t): 240pm - B day thinh sgi loc: S0pm - Toe g méu: 75 - 400 ml/pht -
Thé tich mdi mau (chi & qué loc): 66 ml+10% - Cn nfng bénh nhin t61 thiu: 30 kg
Qua loc mau lién tyc c6 gan Heparin kém bf day dan co 3 chirc nang: loai bd Cytokine, logi bé ndi dde 10,
loc mau lién tuc (loai b dich va dgc t6 Uré huyét) Chit ligu: - Mang loc cliutao 3 16p:  +Sgi rong
AN69 (Acrylonitrile vi sodium methallyl sulfonate copolymer)  + Polyethylenelmine (PEl) -+ B& mit
A " sqi loc durge gin heparin (4500+/-1500 IU/m2) - Vé va dAu qué lpe: Polycarbonate - Vich diu qua loc: ] 2 .
173 |Boquélgemiuliéntuc o0 ohane - Ong din: PVC - Cartridge: PETG Tiét tring: EtO (ethylene oxide) Thong g tetn - Dok abe | e W
qualoc - TMP téi da* (mmHg/kPa): 450/60 - Ap lye méu t6i da (mmHg/kPa): 500/66,6 - Thé tich mau
trong qua loc (£10%): 193 ml - Dién tich mang: 1,5m2 - Dudmg kinh trong ctia s¢i loc (khi wét): 240pm
- D3 day thanh si loc: 50um_- Tée 4 méu: 100 - 450 ml/ phit - Cén nfing bénh nhin t6i thigu: 30 kg
Puge ding dé thu thip dich thai trong khi thye hi¢n CRRT Duge trang bj dAu néi female Luer & bén
L7.4 |Tai thai 5 lit trong titi va éng 16 (@ 8 mm) dé lam noi dan hru. Chit liéu: PVC, khong c6 DEHP, khong cb Latex Thé Hop 40 céi Chiée 160
tich: 5L
Ld 8: Vit tr diing trong chiét tich miu
Bo kit c6 gin sin cdc duong dy, cic 101 thu ticu cau, tai thu huyét tuong, kénh ly tim Kin, vo trung, co
156 chibl tach tiéu b |Filter Tou v kIuba trom dudg ddy ulifnig témg Thu ddng thivic - Tidu chu thi d&i (fhu 2 dan vi tidu ciu /1
18.1 |46i, gidm thidu bach cAu  {1in thu) - Huyét tuong C4 filter loc 200 microns trén dudng trd mau vé C6 biu bily khi trén duong triméu | Thiing >6bb B 2,000
biing mang lgc vA B kit ¢6 budng gidm thiéu bach ciu B kit chi ding 1 kim Thé tich ngodi tudin hoin 196 ml B kit
duge cung ciip cimg 01 tii dung dich chéng d?&_
Bo kit c6 gin sdn cac dudng ddy, céc tai thu tieu cau, tdi thu huyét twong, kénh ly tim Kin, v6 triing, co
B¢ kit chiét tich tidu chu_|filter loc vi khuéin trén dudmg ddy chéng déng C6 filter loc vi khudn trén dudng day chéng déng Thu dong
182 |don, gidm thiéu bach clu | thirir+ Tibu chu tai don (thu- I don vi tidu céw/1-1an thu) + Huyét trang C6 filter lpc 200 microns trén Thing > 6 by Bo 1.200
bing mang loc dudmg tri méu v& C6 biu by khi trén dutmg trd mau v& BG kit ¢6 budng gidm thiéu bach ciu B kit chi
ding | kim Thé tich ngodi tuin hodn 196 ml B kit duge cung chp cing 01 i dung dich chéng déng
"Bg kit vo tring, gom cac h¢ thong ddy, dudmg dich thay thé, cdc thi thu san phém, kénh ly tim -+ Dudng
it gtk o, dé‘y chéng ding va duting nude l:nuéli gin mang loc v0 triing + C6 1 cdi c}:\}a k1hi +Cb duimg dich thay
L83 s ettt E thé+ C6 1 thi chira san phim, thé tich 940ml, duge gin kém 02 bd phin 14y miu va dudmg b sung dich c6 | Thing >6 bd Bj 400

mang loc. + Céc bd phin duge md hoa mau +Thé tich vong tuén hoan ngodi chuin 253 ml Bo kit dugc

cung cap ciing voi 01 t0i dung dich chf)ng dong"

Z

27

Y




STT

* Tén hang hba

Théng s6 k¥ thuit eo' bin

Quy céch

S0 lwgng

Byl moi chio gid

L8.4

Kit trao dbi huyét tuong
Optia

_ V6 tring - B4 kit c6 gén siin cic dutmg diy, dudng dich thay thé, toi thii, kénh ly tim - C6 filter loc 200
microns trén dudmg trd mAu vé C6 tii dudi khi Céc by phin duge mi héa mu Tai thai thé tich 6L Van

#44m bio an todn chit chéng déng Thé tich vong tudn hodn ngodi chuén khi sir dung kim d5i 1a 141 ml B§
kit durgc cung cip cing véi 01 i dung dich chéng dong

Thing =6 b

160

L3 9: Vit tw ding trong chuyén mdn gidi phéu bénh

Le.1

BJ kit sing loc ung thu
¢b tir cung BestPrep

B4 kit sang lgc ung thur cd tir cung BestPrep bao gdm:

- 01 Ip dung dich BestPrep General Cytology Preservative/C-101 thé tich: 10ml, thinh phén chinh:
Denatured ethanol 22.5%; ly gidi té bio khai dich nihiy, méu, gitr én dinh cdu tric € bio

01 Filter loc 2 16p/CS-400F; B loc kép: véi 2 ming loc gitip loai bd dich nhy, ciin... vi din déu cac té
bao lén lam kinh

_01 lam kinh tich dién: Lam kinh tich dién kich thuée 25 x 75mm. D§ day: 1.0+ 0.1 mm (dat tiéu chuin
1SO 8037-1)

_ 01 chdi iy mu té bio: duge lim biing nhyua mém ky nuéc, véi 48 soi mém dai vi 182 sgi mém ngfin
hinh ban nguygt, tao dién tich tidp xiic 16m, cho phép thu thap dbng thei cdc 1 bao ngodi ¢b tir cung, ndi

mac cd ti cung va viing bign déi ma_khéng giy chay miu hodic dau dém.

L9.2

Dung dich OranG

>500 Bo/Thiing

10.000

Dung dich nhugm té bao chit trong phuong phép Papanicolaou @& phan tich mau bénh pham phy khoa va
xét nghiém té bao nude tiéu, choc hiit kim, dich rira phé quan...

>1L/Chai

lit 4

L9.3

Dung dich EA 50

Dung dich nhugm te bao chit trong phuong phép Papanicolaou & phan tich mau bénh pham phy khoa va
xét nghiém té bio nuéc tidu. choe hut kim, dich rita phé quin...

>1L/Chai

lit 4

L9.4

Formol thudmg

Nong dd formaldehyde: 36,5 —38,0%

D6 axit (Axit formic) 0,025%

Mau (APHA) 10

Clorua (C1) 0,0005%

Kim logi ning (Pb) 0,0005%

Sulfate 0,002%

Methanol 9,0 - 14,0%

Ty 1¢ trong hrong/thé tich 11~1,08 Kg / 1Kg~0,93L.
Ty trong: & 20°C = 1,08+1,1

Chai =1 lit

lit 170

L9.5

Formol dém trung tinh

Dung dich dém 4% formaldchyde (thudmg dwgc dit tén la formalin dém 10%) 1 chit c6 dinh duge sir
dung trong md/té bio hoc vi héa md mién dich.

Formaldehyde (3,80 % + 4,40 %)

Methyl alcohol <0.1%

Sodium hydrogenphosphate dihydrate

Sodium phosphate monobasic monohydrate

Nuge khir ion

Nng 4§ phén tir d¢m: 75 milimol/lit

pH 7 +/-0.1

Can >5 lit

lit 290

19.6

Giém sa m¢

Dung dich nhugm cho cic Au mau/vi sinh/té bao hoc/md hoc. Thanh phén chinh: Methyl alcohol,
Powdered Giemsa Dye ((EOSIN BLUE-METHYLENE BLUE)

Chai >1 lit

lit 70

L9.7

Xy len

Dung dich lam sach cho céc quy trinh bénh 1y va md hoc. C6 theé tron vdi rugu (ethanol, rugu isopropyl, n-
butanol), méi trudmg giin gbe parafin vi xylene.

Thanh phiin: Xylene > 98.5% (hon hop ddng phin)

Khéi lrong riéng (Kg/l) & 15°C 0,8700 = 0,0050

Toluen < 0.2%

Benzen < 100 mg/kg

Can=>2.5 lit

lit 330

L9.8

K-Clear

Dung dich 1am sach dya trén terpene thay thé Xylene dé sir dung trong céc quy trinh md hoc va té

bio hoe, duge chiét xudit hoan todn tir cic san phém ty nhién (chung ct Citrus sinensis L.), khéng dn mén,
phén hity nhanh trong diéu kién hidu khi, c6 thé trén véi ethanol, isopropylene va paraffine.

Thanh phiin chinh: D- LIMONENE [(R)-P-MENTA-1,8-DIENE] >90%

Ty trong (g/cm3): 0.835 — 0.846

Po hoa tan: khong tan trong nudc, hoa tan frong

dung méi hira co va diu

Chi sb khiic xa & 20°C: 1.467 — 1.478

Can >5 lit

Lit 130

L9.9

Nén hat cho méy dic

" Hbn hop parafin tinh khiét dé nhing céc mau mé hoc cimg vi mém.

- Dang hat cho phép 1im tan chay nhanh chéng.

- Khéng cin loc trude khi sir dyng.

- Khéng ¢6 DMSO

- Nhiét d¢ néng chay 54-57°C

_ Phit hop dé dic nhidu logi md nhu khdi u xo, mb duge bao pht bési méu, huyCt khéi, xuong v sun bi
khir canxi...

- Khéng bi v

Tai 21kg

kg 300

L9.10

Hematoxylin (nhugm md)

Dung dich nhugm Mayer Hematoxylin diing nhugm nhén t¢ bio trong phuong phap nhugm HE. Pong goi:
Chai 1000ml

Chai 21 lit

lit 60

L9.11

EosinY 1%

Dung dich nhugm Eosin 1% ding d¢ nhudm t& bao chat trong céc quy trinh mé bénh hoc. Péng goi: Chai
1000ml

Chai 21 1it

lit 40

L9.12

Casette ¢6 niip cho may
chuyén

Casselte c6 16 vudng nho va nap cd thé tho 101, Puge lam bing nhyra acetylic, chong lai hiu hét cic dung
i, o dich khir ennxi v sidu im. HE théing déng niip ba 16p va ba mit viét. Tuong thich véi hiu hét
céc mdy in cassette tw dong,

_ Kich thudc: 40 x 28 x 6 mm, mit trude vat goc 45°

- Chét lidu: POM (Polyoxymethylene), khong chira latex

- Nhiét 45 hopt ddng: tir -40°C dén +110°C (150°C tron khoang thei gian rat ngin)

L9.13

Casette khdng néip cho
méy dic

Hop=500 cai

cai 25.000

Cassette co 1o dai va nap ¢6 the thio réi. Puge lam biing nhya acetylic, chong lai hau hét cac dung moi,
dung dieh khir canxi v sidu . HE {héng déng nip ba 16p vi ba mit viét. Tuong thich véi hiiu hét céc
méy in cassette ti dong.

_Kich thuédc: 40 x 28 x 6 mm, mit trude vat goc 45°

- Chét lidu: POM (Polyoxymethylene), khong chira latex

- Nhiét d hoat ddng: tir -40°C dén +110°C (150°C trong khoing thési gian rat ngén)

Hop=500 cdi

céi

v
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Lamen da dugc 1am sach va tdy nhém, khing hoa chat, sin sing d¢ sir dyng, 6 bé mit nhiin va phiing dim

bio chét lugng quang hoc cao. Ding cho phin tich vi mé mdu, nude tiéu, mAu md va céc miu sinh hoc

khac.

Kich thude: 24 x 40mm

Vit ligu: Thay tinh soda-lime

Chi 56 khiic xa: 1,525 £0.0013

L9.14 |Lamen 24 x 40mm b day: 0,13 -0,16 mm Hop=100 cai hop 200
Thanh phin:

$i02: 70-73 %

R20:13-15%

Ca0:7-12 %

MgO: 1.0-4.5 %

Al203:1.0-2.0%

Tamen da duge lam sach va tay nhon, khéng hoa chit, san sing dé sir dung, c6 bé miit nhin v phing dam

bo chét lugng quang hoc cao, Diing cho phin tich vi md miu, nude tiéu, miu md va cdc mu sinh hoc

khac.

Kich thuéc: 22 x 22mm

Vit ligu: Thuy tinh soda-lime

Chi sb khiic xa: 1,525 £ 0.0015

19.15 |Lamen 22 X 22mm Do day: 0,13 -0,16 mm Hop=100 cai hép 45
Thanh phén:

Si02: 70-73 %

R20: 13-15 %

Ca0:7-12%

MgO: 1.0-4.5 %

Al1203:1.0-2.0 %

Lam kinh mai ding dé kiém tra bang kinh hién vi cic mau mau, nude tigu va md.

Ciic tigu ban miu duge cung cip véi mot dii rdng 20 mm & cd hai bén Hop =50 cai Hop 600

Sin phim khong chira latex va phthalates. Géc mai: trugt At 45° - truot cit 90°. Do day: 1,0-1,2mm

Lam kinh mai 7105 (xét

. nghiém mé)

Tudi thép khong gi phit TEFLON, dang mot lan de cit microtome

. , i oy A acti a g hl £ z z . < PRS £ r . ~
1917 |Ludi dao cit vi thé S35 Hinh dang dao c6 dién phi hop voi hau hét cdc méy cat thudng, cat lanh va hau het cac loai md

<50 cii/hd .
Kich thude: 80x8x0.25mm 230 cii/hlp hop w
Goc ludi dao: 35°

1.9.18 |Con tuyét déi chay may | Con tuygt d&i >1L/chai lit 1.000

19.19 |Keo dén lam 100m1 Keo giin lamen ding trong t¢ bdo hoc va mé hoe, thanh phin gdbm nhya acrylic (methyl methacrylate) >100mlo it 3
trong xylene.

1 \ A Py + i A .
1.9.20 |Keo dén lam 500ml 52: ggi:] :nr:cn ding trong t¢ bio hoe vi md hoc, thinh phin gdm nhya acrylic (methyl methacrylate) >500ml/l it 10

Mai truong gan lamen da duge loc, khang vo tring,
siin sing sir dyng cho céc quy trinh md hoe va té biao
hoc. Puge sin xut véi dung méi dya trén
ECOMOUNT-K, 100ml |isoparaffin alkan (C11- C12), khong chira céc

1921 |(Keo gén lamen khéng  |hop chét thom va tuong thich véi cic chit lam >100mV/lg lit 5
dic) sach khong chira xylene.

Trang thai: Dung djch khéng mau
Do nhot: 970 - 1030 cP
Chi s6 khiic xa: 1,430 - 1,450

Moi trudmg gin lamen da dugrc loc, khdng vo tring,
sin sang sir dung cho cdc quy trinh md hoc va té bao
hoc. Duge sin xudt véi dung mdi dya trén
ECOMOUNT-K, 500ml [isoparaffin alkan (Cl1- C12), khong chira cac
19.22 |(Keo gén lamen hop chit them va tuong thich véi cc chit lam >500ml/chai lit 5
khong ddc) sach khong chira xylene.

Trang thai: Dung dich khéng mau
Da nhét: 970 - 1030 cP

Chi sb Khic xa: 1,430 - 1,450

Dung dich lam dong miu e . < . . PR

i . —20° -30° lanh. hiin: . >12

19.23 d cho mij clit’} Puge thict ké de sir dyng & C dén —30°C cho méy ciit lanh. Thanh phan: Hon hop polyme trong nudc. >125ml/lp lo 25
19.24 |Acid HNO3 Acid HNO3. >500ml/chai Lit 3

Chét lugng loc SA

Trong lugng g/m2 75-80 g/m2
19.25 |Gidy lgc héa chét P day 155-175 micron To tor 500
Do thodng khi (tbe @ loc) 30-38 L/m2/gidy. Sin phim khéng lam thay dbi céc diic tinh vt 1y va héa hoc
cita nguyén lidu va tudn thi cic quy dinh phap lujt lién quan dén ludt thyc pham

Dém xop ding mot lan dé xir Iy va dua vio cac ‘mau sinh thiét va gidi phiu ¢6 kich thudc nho.

19.26 g{i‘e"g '°;::"h phim b thuee: 26x31 (£1) mm >1000 chife/tai | T 8
opey p Mau: xanh.
Siucte dich o & it el T7ung dich o jul vé kbt canxi 4 sang 4B sir gy dva rén Axit Trichloroscetie vi Formaldshyde
19.27 h‘rﬁ t: len! & Phil hgp dé xii 1y cée mAu nho va sinh thiét tiy xuong, ting cutng kha ning nhudm mau bang >1000ml/chai Tit 5
phm By e hematoxylin, khong ciin phai trung hoa va cie mo duge khir canxi khong bj E@_n_lﬁng.
Dung dich khir Can xi Dung dich khir canxi nhanh dé ¢b dinh va khir canxi déng thai cho xwong v céic md bi voi hoa khac. = ; 5
: = sk " : 00, 1
e bénh pham tiy xuong Thanh phén chinh: formaldehyde vi axit formic. Z1000ml/chai - ;i
1929 |Dung dich nhugm Lugol |Dung dich Lugol it 2% ding trong xét nghi¢m Shiller dé quan sét soi cb tir cung. >500ml/chai lit 1
19.30 |Acid Pieric Dung dich Acid Picric 1.2% ding trong té bio hoe/mé hoc & pha cic hon hop cb dinh. 500ml/chai 1t 1

29
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Sodium Thiosulfate Pentahydrate (Na25203.5H20)
D¢ tinh khiét (Na2$203), % =99.0
pH 6.0~7.5
P hoa tan trong nude <0.005
Ham lugng Cl, % <0.02
1.9.31 |Dung dich Na28203 Him lugng S04, % <0.05 >500g/chai chai 1
Nito tong sé N, % <0.005
Ham lugng Magie (Mg), % <0.001
Ham lwgng Canxi, % <0.003
Ham lrong Sit, % <0.0005
Ham lu kim loai ning (Pb), % <0.0005
Sodium carbonate (Na2CO3)
Ham lugng (Na2Co3 Dry Basis) %2 99.2
. Nacl (Nacl Dry Basis) % <0.7 . .
19.32 |Dung djch Na2CO3 Fe Quality Fraction (Dry Basis) % < 0.0035 >500g/chai chai 1
Sulfate (SO4 dry Basis) % < 0.03
Chit khéng tan trong nudre % < 0.03
Ga gitr miu diic mdy cit
1.9.33 |lanh loai dwong kinh Diing dé gé giit miu dic méy ciit lanh Céi Cai 5
20mm
19.34 |Gé chét dao may cit vi thé|Ding dé gd chét dao méy cfit vi thé Hop Cai 1
Khudn dic bénh phim  |Khuén dic bénh phim bing thép khéng gi, sir dung dé duc khoi nén bénh pham mau md trong gidi phiu . =
935 [ i ; N Cai Cii 20
mdy duc loai 15x15 mm__|bénh 15x15mm
1936 | ne d‘:l“:c?; 3*;‘;2‘“ Ding dé nhugm PAS Thanh phin gdm: Periodic acid 0.6% >500ml/chai | Chai 15
Thube thir dé chimg minh Bo nhuém PAS. Dung dich nhugm cho mau méu / té bao hoc / md hoe, B nhuém gom: .
19.37 |cdc thanh phin mé (Bd EAHDLL 1D foubRs B{ >4 chai B$ 5
nhugm PAS) SCHIFF REAGENT =
MAYER’S HEMATOXYLIN
Dung dich nhudm t¢ bao | Dung dich nhugm t bao chit trong phuong phép Papanicalaou d€ phin tich mau bénh pham phy khoa v
19.38 |chét cho phuong phép  |xét nghiém té bao nude tidu, choc hit kim, dich rira phé quan... >3x1000ml/chai | B 15
Papanicolaou B& dung dich nhudm Papanicolous gt:)m 3 chai: Harris Hematoxylin, EA50 v 0G-6
Lé 11: V4t tw, héa chéit ding cho chuyén mén huyét hoc
VD) ire i i by Hoa chit dung dich dimg dé lam sach trén hé théng méy ddng méu ty dong. Thanh pqan t3i thiéu chia
Li0.1 |, S acid chlohydric 100 mmol/L. Déng gbi: 500 mL (hojic twong duong) Chirng nhin chat lugng CE, FDA, 1 x 500 mL Hop 200
xét nghigm déng mau
18O (13485)
e Héa chit dung dich diing dé lam sach va tiy nhiém trén h¢ théng may dong méu ty dong. T‘hz‘mh phén ti
EIT2000 ] 2 thiéu chira dung dich natri hypoclorit, Déong g6i: 80ml (hofic twong duong) Chimg nhin chat luong CE, 1 x80mL Hop 120
xét nghiém déng miu
1SO (13485)
T Hoéa chit dung dich diing d& xiic rira trén hé théng phén tich dong méu ty dong. Thinh phin t6i thiéu
1102 xét nghiém déng méu chira 2—b:t[eﬂ1y1-4—iscthiazo]in—3-one hydrochloride (MIT HCI). Béng gbi: 4L (hojc tuong duong) Chimg |1 x 4000 mL Binh 600
y nhiin chit lwgng CE, FDA, I1SO (13485)
L113 Viit chita miu ding cho  |Céng phan img ding trén h¢ théng may d{{ng mén tr djng bing phuong phap ‘ED quang. Dong gbi: Hop 2400 cuvette Hop 120
" |may xét nghiém déng mau(2400 cuvette (600 dii x 4 cong) Thanh phén: nhya polystyrenc Chimg nhén chit lugng CE, SO (13485)
Hoba chat dé xac dinh thai gian prothrombin (PT) va dinh lugng fibrinogen trong huyét twong ngudi trén
Thuébc thir xét nghiém may xét nghiém déng méu ty dong. Hod chét véi &3 nhay ISI trung binh dat 1,00 vi 49 nhay véi Heparin <
L103 |[xdc dinh thoi gian 1,0 U/mL. Dang Bot kho v chét bio quin v dém. Thinh phin t5i thiéu chira: yéutdmongudithith  |Sx8mL+Sx8 | L 3t
* | prothrombin (PT) vé dinh |hop, phospholipid tong hop, canxi clorua. Dd én dinh sir dung sau khi hoan nguyén (hodc md nép) t6i mL
lwgng fibrinogen thiu tir 10 ngay & nhiét 46 2-8 g C va ti thidu tr 4 ngay & 15 g C trén méy. Chimg nhn chét leong
CE, FDA, ISO (13485)
Hoa chét ding dé xét nghiém dinh lugng Fibrinogen-Clauss, thyc hién trén méy xét nghiém déng mau.
ST Thube thit xét nghigm  |Dang BGt kha. Thanh phin tdi thiéu chita: thrombin ngudn gc b. DY tuyén tinh 5 thiéu 35 mg/dL va tdi S, Hop i
" |dinh leong fibrinogen da 1000 mg/dL. D 6n dinh sir dyng sau khi hoan nguyén (hoic m& nip) toi thiéu 7 ngdy nhi¢t 46 2-8 do
C, tbi thiéu 7 ngay nhiét d 15 45 C wén mdy. Chimg nhan chit lugng CE, FDA, ISO (13485)
Thubc thit xét nghiém Hoa chit ding dé XN dinh lugng Fibrinogen-Clauss. Dang Bjt kho. B3 én dinh str dung sau khi hodn
L10.4 disl lugng Fibrisogen nguyén (hodc m& nip) = 3 ngiy nhigt d§ 2-8 d6 C, > 1 thing nhiét d%-20d$ C,, >3 ngdynhiét do 1546 [10x2 mL Hop 136
4 © frén mdy (ACL TUP), 2 8 gl mhiige 49 1500 © teérr iy (ACL Cluasie)
Héa chit ding dé xét nghiém théi gian APTT ddng gbi kém theo Calcium Chloride. Dang Long. Thanh
X Thubc thir xét nghigm  [phén téi thiéu chira silica keo, phospholipid tbng hop, dém va chit bio quin. DY én dinh sir dyng sau khi IS x10mL#5x10 | il
** |xdc dinh thosi gian APTT |hodn nguyén (hodc mé nip) t0i thicu tir 30 ngay nhiét do 2-8 45 C, t6i thiéu tir 10 ngay nhiétdd 1546 C  mL
trén miy. Chimg nhin chit lugng CE, FDA, 180 (13485)
A, Hoéa chéit ding @& xét nghiém théi gian ThrombinTime (TT) trong méu huyét twong ngudi. Dang bt khé
Thude thir xét nghiém 5 PN i s S o ; n o A
v |ene it midt idan vd lén,r.;. Tl}anh phz:n toi thiéu .Ch]fa thr('Jmhn: co nguorf go::.tu 20, cfmxl cl:?ma, d‘¢m bo ml ﬁlﬂh‘fﬂ-\' ‘?E‘mgl 4x2 mL+1 x9 mL| Hop 160
Thrombin sau khi hoan nguyén (hode m& nip): héa chat Thro:-nbm t6i thidu tir 15 ngay nhiét do 2-8 d¢ C, toi thiéu tir
1 ngéy nhiét d§ 15 dé C trén may. Chimg nhan chat lugng CE, FDA, 1SO (13485)

30




Lo e - So lwgng
STT Tén hang héa Théng so ki thuit co bin Quy cich PvT mibiclike gk
Héa chit dung ¢ xét nghiém dinh lugng D Dimer theo phuong phﬂp mién dich d§ dyc thyc hign trén mdy
xel nghu;m ddng mau, logi trir kha n:mg mic thuyén tic huyet khéi tinh mach (VTE). Ngudng xét nghlem
Thult"ic thir, chit higu t6i thiéu tir 500 ng/mL, d6 nhay téi thidu tir 99.99%, ¢ dic higu trung binh dat tir 40%, d¢ tuyén tinh i L3NG
L11.6 |chuén xét nghiém dinh thiéu thuge 215 - 178000ng/m1 (ché do auto rerun) va gid trj tién lugng dm tinh (NPV) dat 100%. Hoa chit Hép 80
lugng D-Dimer kém theo chit dém (hoac chit plm loé.ng} va chét chudn. Dang Long. B én dlnh st dung sau khi hoan AZH
nguyén (holic m& niip) héa chit Latex t&i thidu tir 30 ngay nhiét do 2-8 do C, t6i thiéu tir 7 ngdy nhiét 4§
15 4§ C trén may. Chimg nhén chit lugng CE, ISO (13485)
Thube thir xét nghiém Hoa chét ding dé xét nghiém dinh lugng khang ng‘uyen yéu t6 VW trong huyét twong ngudi theo phuong
L10.6 |dinh hrong khing nguyén phap mién dich do d§ duc. Dang Léng. Thanh phan tdi thiéu chira hat latex phi khing thé da dong tir thd |2 x3 mL+2 x4 Ha 12
e 5 g nguy khang VWF, dém. Thai gian dn dinh hoa chit t6i thiéu tir 14 ngay nhiét 46 2-8 d¢ C, t6i thiéu tir 7 ngay  |mL ol
FE00 v Willegn nhiét o 15 d§ C trén may Chimg nhin chit lugng CE, 1SO (13485)
Thube thir xét nghiém Hoa chit dung d& xét nghiém dinh lugng hoat d§ yéu to VW trong méu huyét trong ngudi theo phirong
L11.7 |dinh heone khin n i phap mién dich do d§ duc. Dang Bot dong khé va 1ong. Thinh phén t01 thiéu chira hat latex phil khéng thé |2 x 4.5 mL+2 x H6 12
B B e BUYER | dom dong chudt khang ep1tnpe chite ning cia VWF, dém, Thoi gian n dinh hoa chét: ti thidu tir 30 ngdy |4.5 mL op
yéu 10 von Willebrand | -0 42 & 45 €, t&i thidu tir 5 ngdy nhidt @ 15 6 C trén méy Chimg nhan chit lugng CE, 1SO (13485)
Hoéa chit dung dé xét nghiém dijnh lugng hoat tinh yéu to If trong miu huyet tmmg trén hé thong rmiy dong
Thude thir xét nghiém miu ty dung st dung phuong phap do quang cd kha ning phat hién cac yéu t6 tidn phan tich (bau gnm tan
L10.7 |dinh hrong hoat tinh yéu huyét, miu vang, miu duc, thé tich miu va cuc dong vi thé). Dang bt dong kho. Thanh phan t6i thiéu 10x 1 mL Hop 12
t6 11 chira: huyét trong ngudi di duge lam nghéo yéut§ 1. Théi gian dn dinh: ti thidu tir 24 giv 32 -8d4 C,
tdi thiéu tir 24 gior & 15 d¢ C trén mdy. Chimg nhén chét lvgng CE, FDA, 1SO (13485)
Hoéa chit ding dé xét nghiém xdc dinh hoat d¢ cita yéu to V trong mau huyét tucmg trén hé thong may
Thude thir xét nghiém dong miu ty Gu;ung sir dung phucmg phép do quang ¢ kha ning phat hién cic yéu tb tién phan tich (bao
L11.8 |dinh lugng hoat tinh yéu gom tan huyét, miu ving, mdu dye, thé tich miu va ::l,]c déng vi thé). Dang Bot dong khé. Thanh phén téi {10 x 1 mL Hop 20
Y thiéu chl.ra huyct twong ngudi da duge lam nghéo yéu t6 V. Thoi gian 6n dinh: thi thidu tir 24 gid 62 -8
46 C, t6i thiéu tir 24 gitr & 15 d6 C trén méy. Chimg nh:m chit hrq_tlg CE, FDA, ISO (13485)
Hoéa chit ding dé xét nghiém xdc dinh hoat dg clia yeu t6 X trong mau huyct mcmg trén hé thong may
Thude thir xét nghiém ddng méu ty dong bang phuong phap do quang ¢6 kha ndng phat hin céc yéu té tién phin tich (bao gom
L10.8 |dinh hrgng hoat tinh yéu tan huyet méu vang, miu dyc, thé tich méu va cue dong vi thc) Dang Bt dong khé. Thanh phan t4i thidu |10 x 1 mL Hgp 20
16 X chira huyét trong nguéi di duge 1am nghéo yéu td X. Thai gian én dinh: tHi thidu tir 24 gid §2-8dd C,
tdi thidu tir 24 gidr & 15 4o C trén mdy. Ching nhén chit lugng CE, FDA, 1SO (13485)
Hoéa chit ding dé xét nghiém xic dinh hoat d§ ciia yeu t6 VII trong méu huyet tmmg trén hé thong may
Thudc thir xét nghi¢m dong mau iu dong 'néng phuong phép do quang ¢6 kha ning phit hién cic yéu té tidn phan tich {'bao gum
L11.9 |dinh lugng hoat tinh yéu |tan huyét, mAu vang, miu dyc, thé tich mdu va cuc dong vi thé). Dang Bot dong khb Thinh phén t&i 10x 1 mL Hép 20
t6 VII thiéu chua. huyet tuong ngudi dd duge 1am nghéo yéu t& VIL. Thoi gian én dinh: t5i thifu tir 24 gig &2 - 8
d6 C, tdi thidu tir 24 gidr ¢ 15 d§ C trén mdy. Chimg nhin chit lugng CE FDA, ISO (13485)
Hoéa chit ding dé xét nghiém xdc dinh hoat dg cia yéu to VIII trong mau huyet tmmg trén hé thong méy
Thude thir xét nghiém déng méau tg ding béng phuong phap do quang c6 kha ning phat hién céc yéu to tidn phin tich (bau gum
L10.9 |dinh lwgng hoat tinh yéu  [tin huyét, miu vang, mau dyc, thé tich mu va cnc déng vi thd). Dang Bt dong khé. Thanh phiin t6i thidu |10 x I mL Hép 20
6 VI chira huyet twong ngudi di duge 1am nghéo yéu té VIIL Thoi gian én dinh: tdi thidu tir 24 gid 62 -8 d6 C,
t6i thiéu tir 24 gidr & 15 46 C trén may. Ching nhén chét lm&lg CE, FDA, 1SO (13485)
Héa chat ding dé xét nghiém xac dinh hoat d§ cia yeu t0 IX trén hé thong may d6ng méu ty dqng sir dyng
Thude thir xét nghiém phmmg phap do quang c6 kha ning phat hién céc yéu t6 tién phén tich (bao gom tan huyét, miu ving,
L11.10 |dinh lugng hoat tinh yéu |miu dyc, thé tich miu va cyc cTong vi thé). ngg bot dong khd. Thanh phan t4i thidu chua huyet trong 10x I mL Hép 12
161X ngudi di duge lam nghéo yéu t IX. Thai gian én dinh: t6i thidu tir 24 giy 82 -84d5 C, t6i thidu tir 24 gioy
15 6 C trén may. Ching nhén chét lugng CE, FDA, ISO (13485)
Hoéa chit dung dé xét nghiém xdc dinh hoat d¢ clia yéu t XI trong miu huyet wong trén hé thong méy
Thude thir xét nghiém dong méu tu dong bang phuong phap do quang co khi ning phat hién céic yéu td tién phin tich (bao gom
110.10 |djnh hegng hoat tinh yéu tan huyét, miu vz\ng, méu dyc, thé tich miu va cye dong vi thé), Dang Bét dong khé. Thanh phin ti 10x 1 mL Hop 12
16 X1 thidu chira huyét twong nguoi da duge 1am nghéo vyéu t6 XI. Thoi gian dn dinh: t6i thidu tir 24 giv 62 - 8
5 C, t6i thidu tir 24 gitr & 15 6 C trén may. Chimg nhfin chit lugng CE FDA, ISO (13485)
Hoa chat ding dé xét nghiém xdc dinh hoat d clia yéu to XII trong miu huyét tmmg trén hé thong méy
Thude thir xét nghi¢m ddng médu ty dﬁmg bang phuong phap do quang ¢6 kha ning phat hién céc yéu t6 tién phin tich (bao gum
L.11.11 |dinh hrgng hoat tinh yéu |tin huyet méu vang. méu dye, thé tich miu va cyc dong vi thé)., Dang B(‘)t dbng khé. Thanh phin tbi 10x 1 mL Hop 12
t6 X1 thiéu chira huyet trong ngudi da duge lam nghéo yéu té XIL. Théi gian bn dinh: t6i thiéu tir 24 gis &2 - 8
d6 C, téi thidu tir 6 gitr & 15 @6 C trén may. Chimg nhin chiit lugng CE, FDA, ISO (13485)
Hoéa chat ding dé XN xdc dinh khéng nguyén yeu 10 X111 theo phmmg phép mién dich trén hé thong miy
Thudc thir xét nghiém dong miu tg ddng kha nang phat hién céc ycu t tién phén tich (bao gém tén huyet, mdu ving, miu dyc, 252.5 mL+2x5
L10.11 di_nh l_uung khéng nguyén |thé tich mau va e déng vi thc) Thanh phin téi thidu chua hat latex phi khang thé da dong cé ngudn gbe mL-;-Zx — Hdp 20
yeéu to XII tir thé. Thoi gian &n dinh téi thiéu tir 1 thang &2 - 8 46 C, t&i thiéu tir 4 ngdy & 15 d6 C trén mdy. Chimg
nhan chit luong CE, ISO (13485)
Héa chat ding cho xét nghxcm dinh lwgng Protein C theo phuong phép so miu trén my xét nghi¢m dong
Thusc thir xét nghiém mau ty riqng Dai ruyén tinh téi thiéu tir 10 dén 150 (% hoat tinh) trén h¢ théng may dong méu ty dong 2%2.5 mLA2x2.5 )
L11.12 ] Thanh phén t6i thiéu chira d]ch chiét tir noc dc rin hé mang, dem albumin huyét thanh bo. Thai gian on AT %8 L Hop 20
dinh: Héa chét Protein C t6i thiéu tir 90 ngay nhiét d§ 2-8 d4 C, t4i thidu tir 5 ngdy nhigt d¢ 15 dd C trén
méy. Chirng nhan chét lugng CE, FDA, ISO (13485)
Hoa chat dwge sir dyng cho xét nghiém dong méu ty dong dé dinh lugng nong do protem S ty do trong
fhude thir xét nghiém huyél Luvng nguoi thye Riga fedi cic dong stify <@t ghiben adug oty dug. Think phin téi thidu ehim 7 :
; : 3x2 mL +3xb .
L10.12 |dinh lugng Protein S ty yeu 16 md nguoi tai td hop, phospholipid tong hop, protein C hogt hoa. Thoi gian én dinh héa chit Protein L 43 x2 mL Hip 12
do S thi thiéu tir 1 ngay nhi¢t 45 2-8 4o C, t6i thidu tir 8 gior nhigt 45 15 o C trén mdy. Chimg nhin chit
lwong CE, FDA, ISO (13485)
Hoa chit ding dé xét nghi¢m dinh lugng Antlth.rombm theo phuong phép S0 méu !n:n may dong méu ty
RIRE Thude thir xét nghigm dong. D';mg dong kho va dang long. Thanh phan t6i thidu chira yeu 16 Xa nguon guc tir bd vi heparin. 4 x74.57mL-*4 Hép 12
' | dinh lugng Antithrombin |Thdi gian én dinh: héa chét Factor Xa téi thiéu tir 35 ngdy nhiét do 2-8 d0 C, tdi thiéu tir 2 ngdy nhigt 4 |x4.5 mL ;
15 do C trén may. Chirng nhén chit lugng CE, FDA, ISO (13485)
Hoa chat dung dé xdc dinh hoat @9 heparin khang phén doan hofic Heparin trong lugng phan tir thap trong
Thudc thir xét nghiém mau huyct trong ngudi theo phuung phép qo mau trén may déng méu ty dong. Dang Bqt khé v long. 1x5 mL+1x4
L10.13 |dinh lwgng UFH va Thanh phin t6i thiéu chira yéu 16 Xa co nguon guc tlr bo v antithrombin c6 nguon goc tu ngucn Thoi mL+1x3 Héop 12
LMWH gian &n dinh: t6i thidu tir 7 ngdy ¢ 15 d3 C, t6i thidu tir 3 thang & 2-8 d¢ C trong lo gbc, thi thidu tir 48 g [mL+1x8 mL

& 15 d6 C trén may. Chirng nhén chit lugng CE, ISO (13485) P
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N ang hé 6 k¥ thud i :
STT Tén hang hoa Thang 56 k¥ thuit co' bin Quy cich BYT mid chio gl
Thube thir xét nghidm  |Hoa chit ding dé dirh lugng ndug dd chit fie ché e tidp yéu t8 Xa bing phwong phip so miu trén may
L1114 dink lugng UFH, ddng mdu ty déng. Dang léng. Thinh phin t3i thidu chira yéu t& Xa cb ngudn gée tir bo, albumin huyét  |5x3 mL+5x2.5 Ho 40
“*ILMWH, Rivaroxnban,  |thanh bd. Thér gian on dinh: 131 thidu tir | thing nhigt 5 2-8 4§ C, 16i thidu i 7 ngdy nhigt 4§ 1546 C  |mL P
Apixaban trdn méay. Climg nhin chit hrgng CE, SO (13485)
Chdt hidu chufn xét Hoa chit ding 46 hidu chudn che XN déng miu nhir Fibrinogen, cic logi yéu t,ydu ta Vo Willebrand,
L10.14 |nghi¢m dinh lugng 24 Antithrombin, Plasminogen, Plasmin Inhibitor, Protein S, Pratein C. Dang Béit khé. Théi gian éndinh 2 {18 mb Hép 12
théng s6 d6ng mau 24 gt nhidt d 2-8 & C véi XN Fibrinogen, = § gitrnhigt 46 2-8 46 C vai cie XN yéu td
}éa chit diing d¢ kigm chudn cho xét nghiém ¢dng mau ahue PT, APTT, TT, Fibrinogen, cac foai yéu 1,
Vit liéu kiem sodt xét yéu 15 Von Witlebrand, Antithrambin, Plasminogen, Piasmin Inhibitor, Protein 5, Protein C,
L11.15 |nghiém dinh lugng 24 {Hepatocomplex & dii do binh thwomg. Dang Bét kho, Think phin 16i thidu chia huyét wwong ngudi. Thai  |10x 1 mL Hip 120
thong sb dong méu gian &n dinh ti thidn 24 gidr véi xét nghigm PT, APTT, Fibrinogen, TT hojc tdi thidu v 8 1iéng véi xé
nghidm Hepatocomplex: Chimg ahdn chat hegng CE, FDA, 180 {13485)
Vit licy Kidm sodt xét Héa chit ding dé kidm chudn cho xét nghiém ddag mau nhy PT, APTT, TT, Fibrinogen, Antithrombin,
Li0.15 |n .hiz'::’n dinh [;! o Prolein S, Protein C, Hepatocomplex & dai do bit thudmg thip, Dang Bét khis. Thanh phin tdi thida chia 10x1mL - 120
" thgén o illén ;‘;ﬁ Hruydt teomg ngwdd, Tho gian du dink: ti thide 24 gid véi x6t nghigm PT, APTT, Fibrinogen, TT hoc thi P
& & thicu tir 8 tiéng vai xét nghiém Hepatocomplex. Chimg nhin chat lugng CE, FDA, 130 (13485)
Vi lifu kidm sodt xét
nghigm xde dinh thai . PR FENT z N 2 L g z N
: . Hoa chit ding &2 kiém chuan cho XN ddng méu nhu PT,APTT, Hepatocompiex & dii do bat thudng cao N
LALL6Ygian PT APTT v dinkh jpy - 5at s, Thi gian dn dinh = 24 i véi XN PTAPTT 10x 1 ml. Hip 120
lwgng Pro-iL-Complex,
Hepatocomplex
'l ~ J; ,-A '= . A - D 1 . 3 - - . X
Vit ficu kidm soat xét Hf&a ::ha: dlung dé l.acr_r} chu_an cl}o Xét ngh_ssm é]lnh lugrng D D:mrfr, gom 2 m\rc:nonxg. dol f:gl.m'flg v nfmg
L10.16 | nelsiem dinh tucmg D 13 bit thuomg, thyre hign trén mdy xét oghi¢m déng mau. Dang Long. Thanh phén 15i thigu ehita D-Dimer Sxl mL+5xd mL | Hg 32
- Dgimzr Ik g c6 ngudn gbe tir fibrin ngwdk, Thii gian n dinh: 151 thidu 1 30 ngiy nhigt dg 2-8 46 , 181 thidu tir 24 gio g
nhigt 43 15 43 trén may. Ching rhiin chit teemg CE, IS0 {13485)
T, Héu chiit ding d& kidm chudn cho x4t nghidm xde dinh Heparin trong lugng phin tir thip, gdm 2 mitc
Vit lidu kiém sodt xét Py ok . i B A 2 . 2 . .
e o ndng d (thiip va cao). Dang Bot dong khd, Thanh phén toi thitu chiza huyst rong ngudi, hepasin trong o
L11.17 nghiém dinh lugng gk s PR PRI iae an o Eirod o |5%1 mL45x1 mL | Hdp 8
LMWH Iugng phin b thip, dém. Thai gian 6n dinh: t6i thitu tir 2 ngdy nhigi g 2-8 d C, i thicu 1l 1 ngdy rhigt
45 15 4o C trén may. Chimg nhin chilt lepng CE, FDA, IS0 (13485)
Héa chit chin dodn ding [Héa chét ding dé higu chudn cho xét nghigm Anti-Xa & 3 mire nng d9. Dpng B3t dong khd. Thanh phén 1, o)
L1037 {cho mdy xét nghitm dong 161 thitu chita buy&t trong ngudi, heparin, d§m. Théi gizn on dinh: 15i thidu tir 2 npdy nhitt 4o 2-8 45 C, Hop 8
feon il A A P mL+3 x1 mL
mi 18i thicu tr | agdy nhift dd 15-25 d C trén midy
Vit lidis kidm sodt duang Héa chit ddng dé kiém chudn cho xét nghigm khang ddng T.upus (LA) & mic ducmg tinh trén may xét
L11.12 Hinh xét nghizm dinh finh nghidm dﬁng man w dpug Dang Bt dong khé. Thanh phin 151 thidn chim huyét wang ngudi, dém. 10x1mL o 12
) 1-:[: d:':g ]T.l usm Thii gian on dinh: 14 thiéu tir 24 gitr & 2-8 45 C, 16i thidu tir 1 ngiy & 15 d6 C trén may. Chimg nhin chilt P
ang cong up lugng CE, FDA, 1SO (13485)
e iR o Hoa chit ding d& kidm chudn cho xét nghigm khang déing Lupus (LA) & mixe 4m tinh trén may xét nghiém
Viit Héu kiem sodt im
L1015 | tinh xét nehiém dink toh dong miu m' dr.mg Dyng Bét ddng khd. Thash phin 161 thidu chira huyét heong ngudd, dém. Théd gian 101 mL o 12
: kl:” x d:,,f 1:’_] u;n din dink: t51 thidu tir 24 gitr ¢ 2-8 45 C, 15i thidu tir 1 ngdy & 15 dd C trén may Chimg nhan chit lugng CE, P
hing dong fup FDA, ISO (13485)
' ha
Thude this xé nghi¢m Héa chit diing dc sing loc khang déng Lupus (LA) trong miu huyét twong ngudi theo ;Jhu(mg phép pha
Li1.19 |dink tinh khing dén loing noc déc rin, thyre lnq,n trén mdy xét nghigm déng mau. D'mg Bt (!ong khd. Thinh phiin t6i thiéu 10x2ml HG 8
: ; ! " Tnh khilng dons chia; chiét xudt noc dge rén, calei, phospholipid, dém. Thir gian dn dink t6i thidu tir 15 ngdy nhigt df 2-8 o
Upus 86 C, ti thiu 17 3 ngdy abiét 4 15 4) C trén may. Chimg nhin chilt lugng CE, FDA, IS0 {13485)
P " Héa chit dong dt. xdc dinh khdng déng Lupus (LA) trong mfiu huyét tuong ngudi theo phuong phip pha
Thude 1hiy xét nghiém
L10.19 |dish tinh khdse don lofing noe ddc rin, thye hlg.n trén méy xét nghiém dong mau. Dang Bt dung khd. Thinh phin t&] thidu 10x2mL Hé 8
: h:“us n & dong chira: chu.t xufit noc ¢ rin, eajci, phospholipid, dim. Thii gian &n dinh: t8i thidu tir 15 nghy nhigt 45 2- P
P 8 da C, thi thidu tir 3 npgdy nhigt 48 15 &6 C trén may Chimg nliin chit hegng CE, FDA, IS0 (13485)
VD pha lofing ddng ch Hoa chit dun;, & pha lofing xét npghigm chuiin méy trén may xét nghidm ddng mau. Dang Long. Thish
L11.20 " pét ; g :ng N 0;,1 philn 161 thiéu cé chira natri cloride va natri azide. Déng géi: 160 mL (hofic tweng duong) Chimg nhin chdt |1 x 100 mL Hip 160
Mmay Xet nghiem dOnE Mas) ;g CE, FDA, ISO (13485)
d b iém midn dich ty 83 léng, s¥
IVD kich boat phin tng Chiit kich hogt phin u'ng éa phat quang ding trén miy xét nghigm mién dich te dong. D;mg dng, sin
L1020} hit quang tron xét sang su dung Thinh ;ﬁmn ti thitu chita: Sodium hydroxide, urea peroxide. Théi gian 4n dinh cita héa 22250 ML & 40
20 hda pha SANG FONB FEL {ehdt: thi thibu tir 1S udn.trén thibt bi. .Péng gai: 500 mL (hejc tuong dirang) Chirng nhin chiit lwong 150 e . P -
nghiém mién dieh’ :
{13485)
VD rica iy s:6t nghis Dung djch nra dilng irén miy xét ng,hu,m mién djch tyr dgug. Dang 1ong, sin sang st dyung. Thiinh phan thi
L1L21) .- r:a‘m Y RSEREMEM Y idu chira: Kaki phosphat, kali clerid, chiit dién hoat va natr azid. Thisi gian &n dinh eta hoa chit: i 1% 5000 ML Hop 60
micn dich ilm:u tir 3 5 (hang trén l]ucl bi. Béng gé: 5L (Imgc llI(.Fl‘lj, ducmg) Chu'ng nhin chit lugmg CE, 130 (! 3485)
T PP Y 5 or teener e pein i thé s sl yea SE . o aapwa o aagan
Lol Cuf‘ct dul:l}g ch'o miy xét [Céng phin img ding trén b théng mdy xét nghigm mién dich ty djng. Dang 1 céng rii Déng gbi: Hap 1406 cuvette Hop 12
nghig¢m mién dich

1400 cu-vét (100 dai x 14 cusv&t) Chitng nbvin chit lugng 15O (13485)
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S6 lwgng

Théng s6 k§ thuit co' bin Quy cich DVT | s chie it
VIR itk iyl mabiiii Dung dich rira ding cho méy xét nghiém mién dich ty dgng. Dang long, siin sang sir dyng. Thanh phén i
L11.22] . . thiéu chira Natri hypochlorit, natri hydroxid. Péng géi: 24 mL (hodc twong duong) Chimg nhin chit lugng |6 jar x 4 mL Hép 4
mién dich
ISO (13485)
Viit liéu kiem sodt cic xét
nghiém bin dinh lugng  [Hoéa chat ding dé kiém chuin cho xét nghic;m xdc dinh khang thé khang phospholipid, gbm 2 mire kiém
khang thé IgG khang sodt (thip va cao). Dang léng. Thanh phan 161 thiéu chita: khang thé IgG va IgM khang phosphohpld dem .
L1022 cardiolipin, B2GP1 va Théi gian én dinh sau khi mé ndp: t6i thiéu tir 10 gi¢r khi bdo quan lién tyc trén khoang héa chét cia thiét Basanbhotak. | Ep k.
khing thé IgM khing bi. Pong gbi: 12 mL (hofic tvong dwong) Chimg nhéin chit lugng FDA, 1SO (13485)
cardiolipin, B2GP1
Hoéa chat ding dé hiéu chudn cho xét nghiém xdc dinh khiing thé IgG khing dsDNA trong huyét thanh
Chét hiéu chudn xét ngudi bﬁng cong nghé mi&n dich héa phat quang, gbm 2 mte higu chuan Dang long, sin séng sir dung 2%0.7 mL+2x0.7
L11.23 |nghiém dinh luong khéng | Thanh phin t6i thiéu chita khang thé ngudi khang dsDNA. Thei gian én dinh sau khi m& niip: t6i thidu tir iy et Héop 12
thé IgG khing dsDNA 8 gitr trén khoang thiét bi Péng gdi: 2,8 mL (hodc twong dwong) Chimg nhin chit lugng FDA, 1SO L
(13485)
Héa chit ding dé kiém chudn cho xét nghiém xdc dmh khéng thé IgG khing dsDNA trong huyét thanh
Vit lidu kiém soat xét ngudi bing cong nghé mién dich héa phat quang, gdm 2 mirc kiém soat (dm tinh va duong tinh). Dang 9507 mL+2x0.7
L10.23 ng‘hiém dinh lrong khang |léng, sin sang sir dung. Thanh phn t6i thidu chira khéng thé ngudi khing dsDNA Thi gian sir dung sau mL. : Hép 20
the IgG khang dsDNA khi mé ndp: ti thidu tir 15 lin sir dung, v6i khodng thi gian trung binh cho méi lan sir dung la 10 phit
trén khoang thiét bj. Dong g6i: 2,8 mL (hode twong dwong) Chimg nhin chit lugng FDA, 1SO (13485)
Thube thir xét nghiém Héa chit xét nghi¢m mién dich hoa phit quang nhim dmh lu'qmg khang thé IgG khang dsDNA trong huyét
L11.24|dinh lugng khing thé 1gG thanh nguoi, Dang cartndge D diic hi¢u trung binh tdi thidu 87%. Thanh phan téi thiéu chira hat tir pha  [Hop 50 xét Hép 40
g dsDNA, dém, khang thé khang IgG ngudi duge gin véi isoluminol. Chimg nhin chit lugng FDA, ISO nghi¢ém
khing dsDNA
(13485)
PO S, Hoa chat xét nghiém mién dich héa phat quang nhim ban dinh hrgng khang thé IgG khéing cardmhpm
Thude thir, chat higu
chudin xét nghiém bin trong huyct twong ngu’m dong goi kém chit hidu chuin, Dang cartridge. D§ djc hiéu trung binh ti thidu Hop 50 xét X
L10.24 dinh lugng khang thé IgG 95%. Thanh phan t6i thiéu chira hat tir phu cnrdmhpm tir bo va B2GP1 tir ngudi, dém, khang thé khing gl Hgp 4
W R IgG ngudi duge ghin véi isoluminol, khing thé IgG khing cardiolipin. Chimng nhén chit lrgng FDA , 1SO
khéng cardiolipin (13485)
P Hoa chat xét nghiém mién dich héa phét quang nhiim bén dinh lwgng khing thé IgM khang cardiolipin
Thuoc thir, chat higu : % = 7 Fo 1 i i
chudin xé nghiém bin trong huyét tuong hodc huyét thanh ngum, déng goi kém chit hiéu chuin. Dang cartridge. D$ dic higu Hop 50 xét )
L11.25].. i 5 trung binh téi thiéu 94%. Thianh phan t6i thidu chira hat tir pht cardiolipin tit bd va B2GP1 tir nguoi, dém, - Hop 4
dinh lugng khdng thé nghiém
Toxk khing cardolipi khing thé khang IgM ngudi duge gin véi isoluminol, khing thé IgM khéng cardiolipin. Chimg nhéin chit
€ & P lugng FDA, ISO (13485)
Thudc thir, chit higu Hoa chét xét nghiém mién dich hoa phit quang nhiim ban dinh lugng khing thé 1gG khing 82GP1 trong
L10.25 chufin xét nghigm bép huyét tucmg hodc huyét thanh ngm‘n dong g6i kém chit higu chuén. Dang cartridge. D3 diic higu trung Hop 50 xét Hop 4
““2 | dinh lrong khang thé IgG |binh t6i thiéu 90%. Thanh phin téi thidu chira hat tir phit B2GP1 tir ngudi, d¢m, khang thé khang IgG nghiém
khing B2GP1 ngudi duge gén véi isoluminol, khing thé IgG khdng B2GP1. Chimg nhin chit lugng FDA, ISO (13485)
Thudc thir, chit hiéu Hoéa chét xét nghiém midn dich héa phat quang nhiim bn djnh Iugng khing thé IgM khéng B2GP1 trong
L1126 chufin xét nghi¢m bép huyét tmmg hodc huyét thanh ngum dung g6i kém chét higu chuan. Dang cartridge. B diic higu trung Hop 50 xét Hop 4
7 |dinh lugng khang thé binh t6i thidu 95% Thanh phiin t6i thiéu chira hat tir phi B2GP1 tir ngudi, dém, khing thé khang IgM nghiém
1gM khéng B2GP1 ngudi duge gin véi isoluminol, khdng thé IgM khéng B2GP1. Chimg nhin chit lugng FDA, ISO (13485)
Thube thir xét nghiém Hoba chit xét nghiém mién dich héa phét quang nhiim dinh tinh céc khing thé khing nhan trong huyét
110.26 |dinh tinh khing thé thanh ngudi, phat hle;n t6i thiéu 15 loai k.héng thé. Dang cartridge. D§ nhay trung binh 1di thiéu 85%, 6 |Hop 100 xét Hop 80
i am—— dafz hiéu trung binh téi thléu'S‘."‘/o Thanh phin t5i thiéu chira h?t tir phu cac khdng nguyén, d¢m, khang nghiém
thé khéng IgG nguoi duge gin v6i isoluminol. Chimg nhin chat lugng CE, ISO (13485)
Héa chat dung dé hn;u chuan cho xét nghle.m xic dinh khang thé IgG khang nhin trong huyet thanh nguéi
Chét higu chudn xét bﬁng cong nghé mién dich héa pht quang, gom 2 mirc hiéu chuén. Dang long, sin sing sir dung. Thanh 2%0.7 mL+2x0.7
L11.27 ng.hi_ém dinh tinh khang phan t6i thiéu chira huyét thanh ngudi chita khing thé khang nhén. Théi gian 6n dinh sau khi mg nip: tbi mL. ’ Hop 12
thé khang nhin thidu tir 8 gidr trén khoang thiét bj Déng géi: 2,8 mL (hofic tuong duong) Chitng nhiin chiit hrong CE, 1SO
(13485)
Hoa chat dung dé kiém chuan cho xét nghiém xac dinh khang thé [gG khéng nhén trong huytt thanh
Vit lidu kiém soat xét ngudi, gbm 2 mirc kiém soét (dm tinh vi dwong tinh). Dang long, sin sang sit d;,mg Thinh phén t5i thidu 940.5 mL+2x0.5
L10.27 [nghiém dinh tinh khang  |chira khdng thé khéng nhun Thi gian sir dung sau khi mo nip: ti thidu tir 15 lin sir dung, véi khodng ’ 3 Hdp 20
thé khang nhin théri gian trung binh cho mdi lin sir dyng 14 10 phat trén khoang thiét bi. Péng gbi: 2 mL (hojic tuong
duong) Ching nhin chét lugng CE, ISO (13485)
§ s s wis Hoa chit xét nghiém mién dich héa phat quang nham ban dinh legng khéng thé IgA khang cardiolipin
Thude thiy, chat higu
chuikn xé¢ nghiém bén trong huyet tu'cmg hoiic huyet thanh ngum dbng g6i kém chét hiéu chun. Dang cartridge. D§ dfic higu Hap 50 xeét )
L11.28 dinh lrong khéng thé IgA trung binh téi thiéu 96%. Thinh phan ti thiéu chira hat tir phu cardiolipin tir bd va B2GP1 tir ngudi, dém, sighinri Hop 4
k}:{m cardiclini khang thé khéng IgA ngudi durge géin véi isoluminol, khing thé IgA khing cardiolipin. Chimg nhan chit
& pin lugng FDA, ISO (13485)
Thuéc thit, chit higu Héa chit xét nghiém mién dich héa phét quang nhim ban dinh lwgng khang thé IgA khing B2GP1 trong
0; chudn xét nghi¢m béan huyét twong hoiic huyét thanh ngum déng goi kém chit higu chudn. Dang cartridge. D§ dic higu trung Hop 50 xét Ho 4
L1028 difih lrong khang thé IgA |binh i thifu 96%: Thanh phén téi thiéu chira hat ti phit BIGET tir ngudi, dqm, khang thé khang IgA fghidin w*®

khang B2GP1

ngudi duge gén v6i isoluminol, khing thé IgA khang B2GP1. Chimg nhin chit lugng FDA, 1SO (13485)

Téng cong: 490 miit hang/10 16 (phan) hang:

33




