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(Kém theo Bdo gid s6 1184/BG-TTYT ngay 15/10/2026 ciia Trung tam Y té Thity Nguyén)
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PHAN 1: HOA CHAT XET NGHIEM PONG MAU
B 7 A \ A N . ~ <
Hoa chit do thoi gian PT ‘ . HA,O,a cEat durng di XI:I thfn gla‘n'Ptlj, (39 nhay ISI < 1,95. .
1 1 1 danh cho may phan tich Thanh phar} toi thiéu chtra: yeéu t0 mo nguoi tai to hop, phospholipid tong hop, Hop 19
d6ne méu chat 6n dinh, canxi clorua. Pat tiéu chuan: ISO 13485, FDA ’
& Hop > (5x8mL+5x8mL)
s o Hoa chit ding dé XN thoi gian APTT déng goi kém theo Calcium Chloride.
Hoa chat do thoi gian R N Ay A LT .oz A s LA 12
2 1 2 APTT danh cho méy phan Thanh phan t6i thiéu chura: silica keo, Phosphohpld tong hop, dém va chat bao Hop 6
tich done mau quan. Pat tiéu chuan: ISO 13485, FDA ’
£ _ Hop > (5x10mL+5x10mL)
Hoa chit ding dé xét Hoa chat dung dé ?(N du}h hfo*ng F 1br1nf)gen theo Phuc‘mg phap Clauss.
3 1 3 nehicm dinh hron Thanh phan t6i thiéu: chtra Thrombin bo. Ho 1
B Pat tiéu chudn: ISO 13485 P
9 Hop > 10x2mL
Hoa chét ding dé pha Hoa chat dur‘lg de pPa lgangixet nghl@rg chuan may Fren hé .thopg dong mau.
4 1 4 lodne trén hé théne phan Thanh phan toi thiéu: Dung dich natri clorid, natri azide. Ho 8
o Pat tiéu chuan: ISO 13485 P
& Hop > 1x100mL
Céng phan tmg dang khéi Cong phan ung dung trén he.kthongi .maAy dorAlg mau ty dong. Dang nhua, 4 cong
5 1 5 ding cho hé théng m4 lién khoi trén mot thanh. Ho 16
E e e Pat tiéu chuén: ISO 13485 P
& Hop > 2400 cuvette
Hoa chét dung dich ding Hoa chat dung ‘dlch dimgge lzflr;n sach trén hé thong may dong mau tu dong.
6 1 6 dé 1am sach trén hé théng Thanh phan t6i thiéu: A01fi clohydric >100 mmol/L. Hép 7
ma. dén méu tu. don Pat tiéu chuan: ISO 13485 ;
Y dong +aong Hop > 1x500mL
Hoa chat dung dich dung dé xuc rira trén hé thdng phén tich déng mau tu
Hoa chit dung dich dung | dong. Thanh phin i thiéu: 2-Methyl-4-isothiazolin-3-on hydrochloride (MIT
7 1 7 dé xuc rira trén hé théng HCI) < 0.005. Binh 80
phan tich dong mau Dat tiéu chuin: ISO 13485
Binh > 1x4000mL
Hoa chat dung dich dung Dung dich sir dung dé lam sach va tay nhiém hé thong tuong thich trén h¢
dé lam sach va tiy nhiém théng may dong mau tu déng. Thanh phén t5i thiéu gdm dung dich natri R
8 1 8 AT : Hop 7
trén hé thong may dong hypoclorit.
mau Dat tiéu chudn: ISO 13485
Héa chat dung d¢ hiéu chuan cho XN dong méau nhu PT, Fibrinogen, cac loai
Chét chuin dung cho céc yéu to,yeu to Von Willebrand, Ant'lthrombm,. Plasminogen, Plasmin Inhibitor,
. s N A Protein S, Protein C. .
9 1 9 xét nghiém trén may phan R A AR . £ .. Hop 2
tich déne mau Thanh phan t6i thiéu chura: huyét twong nguoi.
¢ Pat tiéu chudn: ISO 13485, FDA
Hop > 10x1mL
Hoa chit ding dé kiém chuan cho XN déng mau nhu PT, APTT, TT,
SOt . , Fibrinogen, céc loai yéu td, yéu t8 Von Willebrand, Antithrombin,
Chat kiém ching mirc . . g . . o 1
. . R . | Plasminogen, Plasmin Inhibitor, Protein S, Protein C, Hepatocomplex ¢ dai do
binh thuong dung cho cac . ] .
10 1 10 . o R N N binh thuong. Hop 3
xét nghiém trén may phan R A A iR , £ ..
tich déne mau Thanh phan t6i thiéu chura: huyét twong nguoi.
& Dat tiéu chuén: ISO 13485, FDA
Hop > 10x1mL
Hoa chét dung dé kiém chuan cho XN dong mau nhu PT, APTT,
Chét kiém chung murc bét TT,Fibrinogen, Antithrombin, Protein S, Protein C, Hepatocomplex ¢ dai do
1 1 11 th'uong.tAhap dAung ?ho CiiC ‘ _ ba&thum’lg thap.Ar - Hop 3
xét nghiém trén may phan Thanh phan t6i thiéu chira: huyét twong nguoi.
tich dong mau Pat tidu chuén: ISO 13485, FDA
Hop > 10xImL
Chét kiém chimg mirc bit Hoa chat dung dé kiém chuar{ chf XN (Elong rjqau nhu PT, APTT,
thudne cao dimne cho cée Hepatocomplex ¢ dai do bat thuong cao.
12 1 2| }“fiém o il oA Thanh phan i thiéu chira: huyét twong ngudi. Hop 3
gtic.h don Il’lé_l}; P Dat tiéu chuin: ISO 13485, FDA
& Hop > 10xImL
PHAN 2: HOA CHAT XET NGHIEM DIEN GIAI
Dung dich dugc sir dung cho xét nghiém dinh lwong ndng db natri, kali, clorid
13 2 1 Dung dich hoa chét dung va calci trong mau huyét thanh, thyc hién trén may xét nghiém dién giai. Ho 54
cho may phan tich dién giai| Thanh phan ti thiéu: buffer < 0.1%, Inorganic salts < 3,0%, Preservative < P
0.05%.
‘ Hoa chit kiém ching ding cho xét nghiém dién giai, c6 gia tri cac thong s6
14 9 5 Hoa chit kiém chimg ding Na+, K+, Cl-, Ca++, Ph. Thanh phan ti thiéu: Organic Buffer <0.1%, Lo 10

cho may phan tich di¢n giai

Inorganic salts <2.0 %, Preservative <0.05%.
Lo >30ml




Dich rtra dung cho may

Dung dich rira diing cho méy dién giai. Thanh phén téi thiéu: Hypochlorite de

15 2 3 . SR sodium < 0,1%, Surfactant < 1,0%, Conservateurs < 0,05 %. Lo 15
phan tich dién giai
Lo >30ml
A A N N X Z- X . o N
Dich cham dién cyc Kali Dung dich nap dién cuc Kali. Thanh phan toi thiéu: Buffer < 0.5%, Potassium
16 2 * |cho méy phan tich dién giai salts < 6%. Le !
yP e Lo >30ml
Dich cham dién cyc pH, Dung dich nap dién cire pH Na C1. Thanh phén i thiéu: Buffer < 0.5%,
17 2 5 Natri, Clo cho may phéan Inorganic salts < 8%. Lo 1
tich dién giai Lo >30ml
p A p < X s Al AL Py -
Dich cham dién cyc Canxi Dung dich nap dién cuc Canxi. Thanh phan toi thiéu: Buffer < 0.5%, Calcium
18 2 ®  |cho méy phan tich dién gidi salts < 6%. Le !
P e Lo >30ml ‘
IVD rira ding cho may xét | Dung dich rira dién cuc Na cho méay phén tich dién giai; Thanh phén ti thiéu:
19 2 7 n aa ea Lo 1
nghiém dién giai NaF <1%
Dich cham dién cuc tham Dung dich nap dién cuc tham chiéu. Thanh phf?m t6i thiéu: Buffer < 0.5%,
20 2 8 chiéu cho méy phan tich Inorganic salts < 6%. Lo 1
] ] dién giai Lo >30ml
PHAN 3: HOA CHAT XET NGHIEM HBA1C
” 5 . Cot phan tich xét nghiém ?Qt phal: thh,dliQ’? su lilg,lng tre‘n. $ay xe}i rilghle;rrll1 (,imhv' dllilh }}If‘l.lngbAli T .
dinh lrong HbA e rong mau mau toan phan nguoi r'fmg p }wng phap sac ky ai luc boronat.
Thi>1 cot
Thude thir xét nghiém dinh Thuoc thir s‘u dur:g cho fr}ayl xét nghiém d;r}h hfong I:IbAlc trong mau mau
22 3 2 toan phan nguoi bang phuong phap sac ky i luc boronat. Can 70
lugng HbAlc
Can > 940 ml
Thude thir xét nghiém dinh Pugc st dung cho muc dich d;nhvluonrg HbA1c trong mau toan phan tir tinh
23 3 3 lwone HbA1 mach hodc mau mao mach. Can 93
ongThATe Can > 940 ml
IVD pha lodng trong xét Hoéa cl:at plrla loz‘mg Slf dung ‘c.ho;may xét nghl@r}q d}flh hrr(_y'rllg HbAlc trong
24 3 4 n mau mau toan phan ngudi bang phuong phap sac ky ai lyc boronat. Can 49
nghiém HbAlc B
Can > 3,8 lit
IVD rita diing cho may xét Héa chat rua‘ su dgng ch(? .maly xét nghiém d}nh }uqn]g, .HbAlc trong mau mau
25 3 5 i n toan phan ngudi bang phuong phap sac ky 4i luc boronat. Can 70
nghiém HbAlc
Can > 940 ml
Hoa chét kiém chimg cho Duoc sir dung dé kiem san hle_:u‘nang (iua xef ngh}@m d‘}nh lugng glycated .
26 3 6 i i Hemoglobin Thanh phan: Mau toan phan. Hop 3
xét nghiém HbAlc .
Hop > 2x500ul
Hoa chit hicu chuin cho DPuoc str dung dé hiéu chuan )fet ngh;@m d;rnh llijng I‘A{bAIC theo nguyén ly i .
27 3 7 <&t nehiem HbA I lyc. Thanh phan: Mau toan phan. Hop 3
‘ _ e : Hop > 2x500ul
PHAN 4: HOA CHAT XET NGHIEM NUGC TIEU
Xac dinh cac thong s6 nude tiéu: Bilirubin, Urobilinogen, Ketones
(Acetoacetic acid), Ascorbic acid, Glucose, Protein (albumin), mau, pH,
Que thir xét nghiém tbng R A LA N.I;mte’ Lf }1k(.)cytes. vaty tr(fr.lg n Hoe tlel.l .
., S Thanh phan t6i thiéu: muodi Diazonium, mudi nitroprusside, 2,6-dichloro- N
28 4 1 phan tich nudc ticu 11 . . Hop 290
thone s6 phenol-indophenol, Glucose oxidase, Tetra-bromophenol blue, Isopropylbenzol-
g hydroperoxide, Tetramethylbenzidine-dihydrochloride, xanh Bromthymol,
Carboxylic acid ester, Xanh Bromothymol.
Hop > 150 que
Vit liéu kiém soat xét A N Ao .2 . e ..
nehiém dinh tinh va bén Phan tich 13 thong so nudce tiu: Albumin, Bilirubin, Blood, Creatinine,
. ghiem & . z Glucose, hCG, Ketones, Leukocytes , Nitrite, pH, Protein (Total), Specific
29 4 2 dinh lwong 13 thong so xét . . Lo 12
ia C A A R Gravity, Urobilinogen.
nghiém nudce tieu nong do
R R Lo>12ml
binh thuong
Vit ligu kiém soat xét - Y S N -
nehiém dinh tinh va bén Phan tich 13 thong so nudce tiu: Albumin, Bilirubin, Blood, Creatinine,
nefiem & N Glucose, hCG, Ketones, Leukocytes , Nitrite, pH, Protein (Total), Specific
30 4 3 dinh luwong 13 thong so xét . . Lo 12
in oA A A Gravity, Urobilinogen.
nghiém nudce tieu nong do
£ . Lo>12ml
bat thuong
PHAN 5: HOA CHAT XET NGHIEM HUYET HQC SO 1
Dung dich pha lodng duoc str dung két hop véi tac nhan ly giai trong xét
Dung dich pha loéng ding nghiém dé dém va dinh c& cac té baoAmau trén hé thong phan tich te bao ty .
81 5 ! cho xét nghiém huyét hoc dong Hop 460
ghis yetho Thanh phén t5i thiéu: Imidazole, khong chira cyanide
Hop > 10 lit
Dung dich ly giai hdng ciu dugc ding cho xét nghiém dinh lwong hemoglobin,
. e 1 xac dinh sb lugng NRBC, dém va do kich thudc bach ciu trén hé théng phan
Dung dich ly giai dung T 4 A
32 5 2 cho xét nehiem huvét hoe tich t€ bao huyét hoc. Hoép 22
ghis yetho Thanh phan t6i thiéu: Quaternary Ammonium Salts, Sodium Sulfite
Hop > 5 lit
Hoa chét dung dé chuan bi | Hoa chét dé thyc hién phan tich nam thanh ph?m bach cau trong mot mau mau.
méu (ly giai hong cAuva | Thanh phin gdm hoéa chét ly giai hong ciu va hoa chét 6n dinh bach ciu, i N
33 5 3 A A . NS . . Hop 30
bao vé€ bach cau) cho xét thiéu chira acid formic, sodium carbonate.
nghiém huyét hoc Hop > (1900mL+850mL)
Dung dich rura st dung nhu mét chat lam sach cho cac b phan ciia may phan
Dung dich rita ding cho tich t& bao ty dong khi tiép xuc voi mau.
34 5 4 may phan tich huyét hoc Thanh phan t6i thiéu: Dung dich chira enzym ly giai protein, khong chira Hop 12

azide va formaldehyde.
Hop > 10 lit




35

Chit kiém chuin may
ding higu chinh théng sb
VCS trén may phan tich

huyét hoc

Chat kiém chuan duoc sit dung dé theo ddi gia tri phép do céc théng sb vé thé
tich, 6 din, tan xa anh sang trén hé théng phan tich té bao tu dong.
Thanh phén t6i thiéu: chira cac hat nhua polystyrene trong chit dém chira
chét hoat dong bé mat.
Lo >4mL

Lo

12

36

Chét higu chuin méy ding
trén may phan tich huyét
hoc

Chat hiéu chuan ding dé xac dinh hé s6 hiéu chuén trén hé théng phén tich té
bao tu dong.

Thanh phén t5i thiéu gdm: hdng ciu ngudi, thanh phan co kich thude tiéu ciu
duge 6n dinh trong chét dfmg truong, héng clu ¢6 dinh duge thém vao dé mo
phong bach ciu.

Hop > 1x3.3mL

37

Chit kiém chuén ding trén
may phan tich huyét hoc

Hoa chat kiém chuén huyét hoc duogc str dung dé theo ddi sy hoat dong cua
may huyét hoc.

Thanh phén t5i thiéu gdm: hdng ciu dwoc én dinh trong méi truong déng
trurong, thanh phin c6 kich thudc tiéu cau dd dwoc én dinh va hdng ciu cb
dinh m6 phong cac t& bao bach ciu va té bao hdng ciu ¢ nhan.

Hop > (4x3.5mL Level I + 4x3.5mL Level II +4x3.5mL Level III)

PHAN 6:

HOA CHAT XET N

GHIEM MIEN DICH

38

Pinh lugng AFP

Thanh phan t5i thiéu: Cac hat thuan tir phit khang thé (don dong, chuét) khang
AFP dugc phan tan trong dung dich mudi dém TRIS, c¢6 chét hoat dong bé
mit, cht nén albumin huyét thanh bo (BSA), natri azid, ProClin, chét cong
hop phosphatase kiém (bo) - khang thé (don dong, chudt) khang AFP duogc

pha lodng trong dung dich mudi dém phosphat, protein (dé, tho, chudt)
Hop > 2x50test

20

39

Chét chuin AFP

Thanh phén t6i thiéu: Dém nén albumin huyét thanh bd (BSA) ¢6 chét hoat
d6ng bé mat, natri azid, ProClin, AFP & cc mirc d6 khac nhau
Hop > (7x2.5ml)

40

Dinh luong CEA

Thanh phan t5i thiéu: Pha ran céc hat thuan tir pha MAb (chuét) khang CEA,
dugc phan tan trong dung dich dém TRIS, albumin huyét thanh bo (BSA),
natri azit, ProClin, chit céng hop MAD (chuét) khang CEA gén phosphatase
kiém (bd), dugc pha lodng trong dung dich dém phosphat, protein (chuét, bo)
Hop > 2x50test

21

41

Chét chudn CEA

Thanh phan t5i thiéu: Dung dich dém phosphat, protein (bo), natri azit,
ProClin, Khang nguyén carcinoembryonic (ngudi) & cic mirc ndng do khac
nhau.

42

Dinh lugng Ferritin

Thanh phén t5i thiéu: albumin huyét thanh bo, natri azit, ProClin, cac phirc
hop khang thé don dong ciia chudt khang ferritin
Hop > (2x50test)

30

43

Chét chuan Ferritin

Thanh phan t5i thiéu: Albumin huyét thanh bd (BSA), natri azit, ProClin,
Ferritin & cac mirc ndng dd khac nhau
Hop > (6x4ml)

44

Dinh luong FREE T3

Thanh phan t5i thiéu: Cac hat thuan tir phii streptavidin trong dung dich dém
TRIS c¢6 protein (chim), chét hoat dong bé mit, NaN3, ProClin, dung dich d¢ém
MES, chét twong tyr T3 gin biotin, protein (dé, b, chim), chat cong hop khang

thé don dong-phosphatase kiém trong dung dich ACES. Hop > 2x50test

12

45

Chét chuin FREE T3

- Thanh phén tdi thidu: Dung dich dém HEPES, protein (bo), chét hoat dong
bé mit, NaN3, ProClin, T3 & cac mirc do khac nhau.
Hop > (6x2,5ml)

46

Dinh luong Free T4

Thanh phan t5i thiéu: Cac hat thun tir Dynabeads dwoc phu streptavidin va
khéng Thyroxine (T4) don dong & chudt duoc lién két vé6i biotin trong dung
dich dém TRIS c6 protein (gia cém), chét hoat dong bé mat, NaN3, ProClin,
lién hop photphataza kiém T3 (bo) trong dung dich dém TRIS c6 protein (gia
cdm), Dung dich dém TRIS c6 protein (gia cAm va chudt)
Hop > (2x50test)

60

47

Chét chuin Free T4

Thanh phan t5i thiéu: Huyét thanh nguoi, natri azit, ProClin, thyroxine & cic
murc d¢ khac nhau.
Hop > (6x2,5ml)

48

Thudc thir xét nghiém dinh
lugng CA19-9

Thanh phén t5i thiéu: Cac hat thuan tir phii khang thé (dé, da dong) khang
biotin, albumin huyét thanh bo, natri azid, ProClin, chit céng hop phosphatase
kidm (bo) - khang thé (chudt, don dong) khang khéng nguyén CA 19-9, chit
cong hop biotin - khang thé (chudt, don dong) khang khang nguyén CA 19-9,
dung dich dém protein (bo, dé, chudt)

Hop > 2x50test

12

49

Chét hiéu chuin xét
nghiém dinh luong CA19-9

Thanh phén t6i thiéu: Albumin huyét thanh bo (BSA) dém, natri azid, ProClin,
khang nguyén CA 19-9 & cac mtrc d¢ khac nhau
Hop > (6x2,5ml)

50

Dinh lugng Tnl

- Thanh phén t6i thiéu: Céc hat thuan tir dwoc bao phu bang khang thé (don
dong, chuét) khang cTnl ctia ngudi dwoc phan tan trong dung dich mudi dém
TRIS, c6 chat hoat dong bé mit, albumin huyét thanh bo (BSA), natri azid,
ProClin, chat cong hop giita khang thé (don dong, ciru) khang cTnl ciia ngudi
v6i phosphatase kiém dugc pha lodng trong dung dich mudi dém ACES,
protein (bo, ctru, chudt)

Hop > (2x50test)

81

51

Chét chuén Tnl

- Thanh phén t5i thiéu: Dém nén albumin huyét thanh bd (BSA) véi chit hoat
dong bé mat, natri azid, ProClin, phirc hop troponin tai o hop ¢ cac muc do
khéac nhau.

Hop > (3x1.5mL+4x1mL)




Thanh phan t5i thiéu: Cac hat thuan tir phi khang thé (chudt, don dong) khang
PSA dugc phan tan trong dung dich mudi dém TRIS, c6 chét hoat dong bé
mat, albumin huyét thanh bo (BSA), natri azid, ProClin, chét cong hop

52 15 Binh luong PSA phosphatase kidm (bo) v6i khang thé (chudt, don dong) khang PSA duoc pha Hop 12
lodng trong dung dich mui dém phosphat, protein (chudt)
Hop > (2x50test)
Thanh phan t5i thiéu: Albumin huyét thanh bo (BSA) dém, natri azid, ProClin,
PSA ngudi & cac ndng do xap xi 0,5, 2, 10, 75 va 150 ng/mL dbi v6i hidu
53 16 Chét chudn PSA chuén ciia Hybritech (hodc 0,4, 1,7, 8, 58 va 121 ng/mL dbi véi hiéu chuén cia Hop 2
WHO) trong BSA dém.
Hop > (6x2,5ml)
54 17 Gi:éng }Jhén l'erng df1.1:1g cl'lo Chit liéu PolypropAylene; Dungfich tbi da 1 mL. Hop 50
may xét nghiém mién dich Hop > 16x98céi
IVD kich hoat phan ung Thanh phén t5i thiéu: Lumi-Phos 530 (dung dich dém chtra chét dioxetan
55 18 héa phat quang trong xét Lumigen PPD, chit huynh quang va chat hoat dong bé mat). Hop 25
nghiém mién dich Hop > 4x130mL
- Thanh phén t6i thiéu: Phosphatase kiém, 1% albumin huyét thanh bo (BSA),
56 19 Dung dich kiém tra may 0,25% ProClin 300, < 0,1% natri azit. Hop 2
Hop > 6x4ml
Thanh phén t5i thiéu: Chit cong hop khang thé (don dong, chuét) khang T3 -
phosphatase kiém (bo), cac hat thuan tir phu streptavidin trong dung dich dém
TRIS c6 protein (chim va chudt), chit hoat déng bé mit, natri azid, ProClin,
57 20 DPinh lugng Total T3 chit twong tw T3 dugc lién két vdi biotin trong dung dich dém TRIS c6 protein Hop 60
(chim), dung dich natri hydroxid 0,4N (NaOH) c6 8-Anilino-1-
Napthalenesulfonic Acid (ANS), dung dich acid hydrochloric (HC) 0,4N
Hop > 2x50test
Thanh phan t5i thiéu: Huyét thanh nguoi, natri azid, Cosmocil,
58 21 Chét chudn Total T3 Triiodothyronine ¢ cac muc d9 khac nhau. Hop 3
Hop > 6x4mL
Thanh phan t5i thiéu: Cac hat thuan tir phii khang thé (chudt, don dong) khéng
Thube thir xét nghiém dinh TSH nguoi, mudi dém TRIS, chét h(?at dong bé mait, albumin huyét thanh bo
59 22 lwong T SH. * | (BSA), natri azide, ProClin, khéng thér (chudt, don dong) khang TSH cong hop Hop 30
’ v&i phosphatase kiém, muoi dém ACES, protein (chudt)
Hop > 2x100test
£ 1n A Thanh phén t5i thiéu: Chat nén albumin huyét thanh bo (BSA) dém c6 chét
60 23 C}.I? t h1.¢u chuén xét hoat dong bé mit, natri azit, ProClin, hTSH & céc mirc d¢ khac nhau. Hop 3
nghiém dinh lwong TSH A
Hop > 6x2,5mL
Thanh phan t5i thiéu: Céc hat thuan tir phi phirc hop khéng thé (dé) khang
Lo, a IgG chudt - khang thé (don dong, chudt) khang fhCG phén tan trong mudi
61 24 |Thude thirxét nghiém dinh dfm TRIS, chit hfat dong bé mé%, albumin huygétﬁthanhpb() (BSA), nziri azit, Hop 10
luong Total phCG . . A Al 3 g R ~ FO
ProClin, protein (dé, chudt va tai t6 hop) dugc pha loang trong muoi dém citrat.
Hop > 2x50test
Chét hiéu chudn xét Thanh phén t5i thidu: Dém nén albumin huyét thanh bo (BSA), chat hoat
62 25 nghiém dinh dong bé mat, natri azit, ProClin, hCG & cdc muc do khac nhau. Hop 2
Iugng Total BhCG Hop > 6x4mL
Dung dich rtra dung cho
63 26 | May phan tich micn dich Thanh phin: KOH. Binh > 01 lit Binh 2
va may phan tich té bao
dong chay
Chét kiém ching cho cac Vat liéu kiém soat cac xét nghiém tim mach: CK Total, CK-MB Mass,
64 27 xét nghiém mién dich tim Homocysteine, Myoglobin, Troponin | va Troponin T Hop 6
mach, 3 murc Hop > 3x2ml
65 28 Dung dic2 rﬁ:q cho may Thanh phz‘?m tdi thiéu: Mudi démA TRIS, c}}ét hoat tinh bé mat, natri azide Hop 100
mién dich Hop > 10 it
-Thanh phan t4i thiéu: Hat thuan tir phit khang thé (chudt, don dong) khéng
insulin, d&m TRIS, albumin huyét thanh bo (BSA), natri azide, ProClin, khang
66 29 DPinh luong Insulin thé (chuét, don dong) khang insulin cdng hop voi phosphatase kiém (bo), IgG Hop 15
(chudt) trong d¢ém HEPES
Hop > 2x50 test
- Thanh phén t6i thiéu: Dung dich dém HEPES c6 albumin huyét thanh bo
67 30 Chét chuén Insulin (BSA), natri azit va ProClin, C6 chtra insulin & cac mirc ndng do khac nhau Hop 2
Hop > 6x2mL
- Pham vi phan tich: 0,4-60 pg/dL
- Phuong phéap xét nghiém: mién dich enzym lién két canh tranh
- Thanh phén t6i thiéu: Chit cong hop cortisol — phosphatase kiém (bo) va cac
68 31 Dinh lugng Cortisol hat thuan tir pht khang thé dé khang IgG tho trong dung dich mudi dém TRIS, Hop 36
chat hoat déng bé mat, Huyét thanh mién dich cua tho khang cortisol trong
dung dich mudi dém
Hop > 2x50 test
- Thanh phén t5i thiéu: Huyét thanh ngudi vé6i natri azit va ProClin, Cortisol
69 32 Chét chuan Cortisol trong huyét thanh nguoi 14n lugt & cac mirc ndng dd khac nhau. Hop 2
Hop > 6x4mL
Atia A Vit liéu kiém soat 54 thong s xét nghiém mién dich bao gdm chét chi diém
Vit liéu kiém soat xét . Lok e o N X 4. . . . X
A ) khoi u, thuoc di€u tri va cac xét nghiém mién dich thong thuong; Thanh phan
70 33 nghiém dinh luong 54 | o e 100% huyét thanh ngudsi: Chita cc thong sé chi diém khéi u thuong Hop 2

thong s6 mién dich, sinh
hoa va thubc diéu tri

quy: AFP, CA15-3, CA19-9, CA-125, CEA, PSA, Free-PSA
Hop > 3x4x5mL




Vit lidu kiém soat 74 thong s6 mién dich trong d6 c6 Anti-Tg, Anti-TPO va
Vit lidu kiém soat mirc 1 SHBG; Vit liéu kiém soat 6n dinh dang 16ng duoc ché tao tir huyét thanh
71 6 34 xét nghiém dinh lugng 74 | ngudi, ndng do cac chit phén tich dwoc diu chinh bing nhiéu loai héa chét va Lo 13
thong sb mién dich ché phim tinh khiét tir mé ngudi hodc dich co thé
Lo>5mL
Vit lidu kiém soat 74 thong s6 mién dich trong d6 c6 Anti-Tg, Anti-TPO va
Vit lidu kiém soat mirc 2 SHBG; Vit liéu kiém soat 6n dinh dang 16ng duoc ché tao tir huyét thanh
72 6 35 xét nghiém dinh lugng 74 | ngudi, ndng do cac chit phén tich dwoc diéu chinh bing nhiéu loai héa chét va Lo 13
thong sb mién dich ché phim tinh khiét tir m6 ngudi hodc dich co thé
Lo>5mL
Vit lidu kiém soat 74 thong s6 mién dich trong d6 c6 Anti-Tg, Anti-TPO va
Vat liéu kiém soat mtre 3 SHBG; Vat liéu kiém soét én dinh dang long duoc ché tao tir huyét thanh
73 6 36 xét nghiém dinh luong 74 | nguoi, néng d0 céc chat phan tich dugc diéu chinh bz"mg nhiéu loai hoa chat va Lo 13
thong sb mién dich ché pham tinh khiét tir mé ngudi hodc dich co thé.
Lo>5mL
PHAN 7: HOA CHAT XET NGHIEM SINH HOA SO 1
Thanh phén: Succinate buffer (pH 4,2); Bromocresol green; Phurong phép:
. . Bromocresol Green; Dai do: 15 — 60 g/L; Loai mau: Huyét thanh, huyét tuong; N
“ ’ . Binh luong Albumin | b ai: CV < 3%; Do chum toan phan: CV < 3%; S lwong test t3i thiéu/1 Hop 3
mL: 17 test. Hop >4x29ml
Phuong phap: CNPG3; Dai do: Huyét thanh/ huyét twong: 10 — 2.000 U/L (0,2
75 7 2 Dinh luong Amylase — 33,3 pkat/L), Nudc tiéu: 5 — 4.800 U/L (0,1 — 80 pkat/L) Hop 8
Hop > 4x10mL
Thanh phén: L-Alanine 500mmol/L; 2-Oxoglutarate 12mmol/L; LDH
76 7 3 Dinh luong ALT (GPT) 1,8kU/L; NADH 0,2mmol/L; Dai do: 3 — 500 U/L.S6 luong test t6i thidu/1 Hop 17
mL: 6 test
Chat. P T .chuan xet Thanh phén: dung dich dém, chira: dém amoniac, ethanol, natri hydrocarbonat N
7 7 4 nghiém dinh lugng Hop = 2x5ml Hop 2
amoniac, ethanol, CO2 T
Va't liéu k: om .soat mic 1 Thanh phé”m: dung dich dém, chira: amoniac, ethanol, natri hydrocarbonat. N
78 7 5 xét nghiém dinh luong Hop > 3x5ml Hop 4
amoniac, ethanol, CO2 T
Va,t lidu l.ilem .soat mic 2 Thanh phén: dung dich dém, chira: amoniac, ethanol, natri hydrocarbonat. N
79 7 6 xét nghiém dinh lugng Hop > 3x5ml Hop 4
amoniac, ethanol, CO2 T
Thanh phﬁn: Tris buffer; L-aspartate 240mmol/L; 2-Oxoglutarate 12mmol/L;
80 7 7 Dinh lugng AST (GOT) | LDH > 0,9kU/L;Dai do: 3 — 1.000 U/L; Sb lugng test t5i thiéu/1 mL: 10 test Hop 15
Hop > (4x25ml+4x25ml)
Thanh phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate; Phuong phap:
< L, e DPD; Dai do: 0,9 — 171 umol/L; Loai mau: Huyét thanh, huyét tuong; D6 lap
81 7 g |Thudcthuxétnghiémdinh| .oy’ Sor b chum toan phin: CV < 7,5%; S8 luong test ti thicw/1 mL: Hop 4
lwong bilirubin tryc tiep
16 test.
Hop > 8x6 ml
Thanh phan: Cafein; 3,5 Dichlorophenyl diazonium tetrafluoroborat; Chat hoat
< L, A dong bé mat; Phuong phap: DPD; Dai do: 0,5-513 umol/L; Loai mau: Huyét
82 7 g  [Thudcthixétnghiémdinh| o W5 & frong: D6 lap lai: CV < 3,0%: Do chum toan phan: CV < 5,0%: Hop 3
lugng bilirubin toan phan K oA
S0 lugng test toi thiéu/1 mL: 16 test.
Hop > 8x15 ml
Phuong phép: Enzymatic; Loai miu: Huyét thanh, huyét twong;
83 ; 10 Dinh luong Cholesterol Dai do: 0,5 — 18,0 mmol/L (20 — 700 ir;;gt/dL). S6 luong test tdi thiéu/1 mL: 22 Hop g
Hop > 4x22,5ml
Thanh phan: Immidazole 100 mmol/L; Creatine phosphate 30 mmol/L; N-
acetylcysteine 0.2 mmol/L; Activator 26 mmol/L; Mg2+ 10 mmol/L;
84 7 11 Dinh lugng CK Diadenosine pentaphosphate 0.01 mmol/L; HK > 4.0 kU/L; Dai do: 10 — Hop 9
2.000 U/L; S6 lwong test t&i thidu/1 mL: 6 test
Hop > (4x22ml+4x4ml+4x6 ml)
Thanh phén: Diadenosine-pentaphosphate 0,01 mmol/L; Hexokinase (HK) > 4
kU/L; Creatine phosphate 30 mmol/L; ADP 2 mmol/L; N-Acetylcysteine 0,2
. mmol/L; Mg-Acetate 10 mmol/L; Chat hoat hoa 26 mmol/L; AMP 5 mmol/L; .
8 ’ 12 Binh luong CK-MB Khang thé khang tiéu don vi CK-M; Dai do: 10 —2.000 U/L; Sé luong test tbi Hop 20
thiéu/1 mL: 6 test
Hop > (2x22mI+2x4ml+2x6 ml)
Hoa chét hidu chuan cho | Thanh phan: Huyét thanh ngudi déng khé chira creatine kinase-MB isoenzyme
86 7 13 , i Lo 4
xét nghiém CK-MB Lo> IxIml
87 7 14 di?n}:ga:rl;f;nxcé}tnrl;ig;c ClK- Thanh phan: Huyét thanh ngudi dong kho chira creatine kinase-MB isoenzyme. Lo 18
Lo > 1x2ml
MB
88 7 15 ds;;:r];:zxcé}turfg];g;ch— Thanh phan: Huyét thanh ngudi déng khé chira creatine kinase-MB isoenzyme. Lo 18
Lo > Ix2ml
MB
S Thanh phan: Sodium Hypochlorite 5 - 10% .
89 7 16 Dung dich rira Binh > 450ml Binh 4
Chat kiém chimng cho cac | Thanh phan: Huyét thanh ngudi chira hoa chat phu gia va céc enzyme thich
90 7 17 xét nghiém sinh hoa hop ¢6 ngudn gbe con ngudi va dong vat Lo 24
thuong quy muc 1 Lo > 1x5ml




Chat kiém chimg cho cac

Thanh phan: Huyét thanh nguoi dang déng khé chira hoa chat phu gia va cac

91 7 18 xét nghiém sinh hoa enzyme thich hop c6 ngudn gdc con nguoi va dong vat Lo 24
thudng quy mic 2 Lo > 1x5ml
Thanh phan: Natri hidroxit 120 mmol/L; Axit picric 2,9 mmol/L;Phuong phap:
9 7 19 Dinh lugng Creatinin Jaffé method; Loai mau: Hu};ét tl.limh, huyét tuwong, nudc tiéu, S& lugng test Hop 15
toi thiéu/1 mL: 4 test
Hop > (4x51ml+4x51 ml)
I e Dai do: 8.11 mg/dL - 300 mg/dL, phuong phap do: ALCOHOL
93 7 20 | Thudc thi xét nghiém dinh DEHYDROGENASE Hop 22
lrong ethanol Hop > (2x20mH+2x7ml)
Phuong phéap: Dai tuyén tinh: 5 - 1200 U/L (0,08 — 20,00 pkat/L); Loai mAu:
94 7 21 Thude thir xét nghiém dinh Huyét thanh, huyét tuong;, Do lap lai: ?V 555%; Do chum toan ph?m: Cv< Hop 7
luong GGT 10%; SO luong test toi thiéu/1 mL: 5 test j
Hop > (4x18ml+4x18ml)
Thanh phin:Hexokinase > 0,59 kU/L; G6P-DH > 1,58 kU/L:
95 7 2 Binh luong Glucose Phuong phap: hexokinase m?.thoi; Dai do: 0,6 — 45,0 mmol/L; S6 lugng test Hép 14
toi thiéu/1 mL: 13 test
Hop > (4x53ml+4x27 ml)
Hoa chat kiém chimng cho |Thanh phan: Huyét thanh nguoi cé chita HDL-Cholesterol va LDL-Cholesterol
96 7 23 xét nghiém HDL/LDL- (ngudi); Chét kiém chimg 2 mirc Lo 16
Cholesterol Lo > Ix5ml
Thanh phan:Cholesterol esterase (CHE) 0,8 IU/mL; Cholesterol oxidase
97 7 24 Dinh lwong HDL-C (CHO) 4,4 IU/mL; Dai do: 0,05 - 4,65tersr1mol/L S6 lugng test ti thidu/1 mL: 4 Hop 25
Hop > (4x51.3ml+4x17.1ml)
Hoa chit hiéu chuin cho Thanh phan: Huyét thanh ngudi chira HDL-Cholesterol (ngudi). N
98 7 25 ) iR > Hép 3
xét nghiém HDL Hop > 2x3ml
Thanh phﬁn: Cholesterol esterase; Cholesterol oxidase; Peroxidase; Natri azit;
. Phuong phéap: Enzymatic; R
% ’ 26 Dinh lugng LDL - € Dai do: 0,26 - 10,3 mmol/L; Loai mau: Huyét thanh, huyét twong Hop 24
Hop > (4x27ml+4x9ml)
Hoa chat hiéu chuan cho Hoa chét hiéu chuin cho xét nghiém LDL-Cholesterol; Thanh phén: Huyét
100 7 27 xét nghiém LDL- thanh ngudi chira LDL-Cholesterol (nguoi). Hop 2
Cholesterol Hop > 2x1ml
Thanh phéan: Natri hydroxyd; Kali natri tartrat; Dong sulphat; Kali iodid;
101 7 28 Thubc thir xét nghiém djnh Phuong phéap: Photometric; Dai do: 30-120 g/L; ‘Loai mau: Huyét t}‘lanh, huyét Hop 3
lugng protein toan phan | twong; D9 lap lai: CV < 3,0%; D6 chum toan phan: CV <4,0%; So6 lugng test j
t5i thiéu/1 mL: 10 test. Hop > (4x25ml+4x25 ml)
Thanh phan: Huyét thanh nguoi, cic enzym tir ngudi, dong vat va thuc vat:
Hoéa chét hiéu chuén cho | Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-NAC, GGT,
102 7 29 ., a R : L Lo 8
cac xét nghiém sinh hoa LDH, Albumin, Creatinine.
Lo>1x5ml
Thuée thir xét nghiém dinh Phuong phap: Enzymatic;Dai do:x(.), 1—.;1 1,3 mmol/L (10-1.000 mg/dL);; S& .
103 7 30 luong triglyceride luong test toi thicu/1 mL: 8 test. Hop 13
) Hop > (4x50ml+4x12.5ml)
Thanh phan: Tris buffer 100 mmol/L; Tetra-Sodium diphosphate 10 mmol/L;
EDTA 2,65 mmol/L; 2-Oxoglutarate > 9,8 mmol/L; Urease > 17,76 kU/L.;
104 7 31 Dinh lugng Ure Dii do: Huyét thanh, huyét twong: 5-300 mg/dL; S6 huong test ti thiéu/1 mL: Hop 23
10 test.
Hop > (4x25ml+4x25 ml)
Thanh phan: Phosphate Buffer; MADB; 4- Aminophenazone; Peroxidase;
Uricase; Ascorbate Oxidase; Phuong phap: Uricase; Dai do: Huyét thanh,
105 7 32 Dinh lugng Acid Uric | huyét twong: 1,5-30 mg/dL, Nudc tidu: 2-400 mg/dL; S lugng test t6i thiéu/1 Hop 7
mL: 11 test
Hop > (4x30ml+4x12.5ml)
Dung dich rira hé théng Thanh phén: Sodium Hydroxide 1 - 2%; Ger}apol X080 1 - 2%; Sulfonic acids,
106 7 33 L A C14-17-sec-alkane, mudi natri 1 - 5%. Can 18
may sinh hoa X
Can > 5 lit
PHAN 8: HOA CHAT XET NGHIEM PINH NHOM MAU
107 8 1 Dinh nhém méu (Anti D) Khang thé don dong ¢ din xuat tir t& bao dong lai (CCS) Anti-D BS225. Lo s
Lo >10ml
£ x . La céc thudc thir ¢6 san dan xuat tir viéc nudi cay té bao chudt lai. Anti-A
108 8 2 | Huytthanhmau (Anti A) | oo & don dong din xudt tir t€ bio dong lai (CCS) A500100. Lo > 10ml Lo 10
A x . La cac thuoc thir c6 san dan xuat tir viéc nudi cay té bao chuét lai. Anti-B
109 8 8 | Huyetthanh mau (AntiB) | (o 44 don dong din xudt tir t6 bao dong lai (CCS) B501100. Lo > 10ml Lo 10
Fuyét thanh mAu (Anti La cac thuéc thir c6 s?m dﬁr} xuétrtir vide nudi cy té bao chudt lai. Anti-AB
110 8 4 AB) khang thé don dong dan xuat tir t€ bao dong lai (CCS) A-5E10; B-2D7. Lo > Lo 10
10ml
PHAN 9: HOA CHAT XET NGHIEM CHO HE THONG MAY PINH NHOM MAU BAN TU PONG (GOM MAY LY TAM TXK4 VA MAY U FYQ)
Dung dich dung dé chuan bj té bao hdng cdu dé xac dinh nhom mau trong
111 9 1 IVD pha lodng mau trong truyén méu 1am sang va pha lodng miu trudce khi xét nghiém chéo mi 900
xét nghiém dinh nhom mau| Thanh phéan: Potassium dihydrogen phosphate, glycine, disodium hydrogen
phosphate, sodium chloride
Thé xét nghiém dinh tinh Card st dung aé xé? .nhé’n nhom m,élu cﬁe} hé {\BO vAa Rh (D), bé‘ng k¥ thuat gel
112 9 2 khang nguyén hé ABO va phu hop véi may dinh nhom mau ban ty dong TXK4 va FYQ card 240

Rh (D)

Thanh phén: Card 8 giéng véi cac giéng 2 x (A/B/D/Ctl)




Thé xét nghiém xac dinh
khang nguyén hé¢ ABO, h¢

Card str dung dé xac dinh khang nguyén ciia hé théng ABO va Rh (D, C, E) va
nhoém ABO ngugc, trong ky thuat gel phu hop véi may dinh nhém mau ban ty

113 9 3 L, i dong TXK4 va FYQ card 672
Rh (D, C’h?AVS cl)‘hang the Thanh phan: Card 8 giéng voi céc giéng A/B/D/C/E/CHL/N/A1/N/B
Thé xét nghiém xac dinh | Card sir dung dé thuc hién xét nghiém Antiglobulin truc tiép va gian tiép cho
héng ciu min cam, khang | miu méau cua ngudi, trong k¥ thuat gel phit hop véi may dinh nhém méu ban
114 9 4 thé bit thuong, hoa hop tu dong TXK4 va FYQ card 96
truyén mau va khang Thanh phén: Card 8 giéng 8 x (Anti-IgG+C3d)
nguyén hdng ciu
Card str dung dé cung cap/duy tri moi truong phan (g trong k¥ thuét gel phu
115 9 5 IVD‘ hé trg xét nghiém hop vg&i may dinh nhém mau ban ty dong TXK4 va FYQ . card 96
bang ky thuat gel Thanh phan: Card chira dung dich dém va khong chtra khang thé
Hong cau miu dugc sir dung dé xac dinh nhém ABO chiéu nguoc trong k§
thuét gel. Xét nghiém dugc thuc hién thi cong hodc trén may phén tich nhém
116 9 6 Thudc thir xétﬂ nghi¢ém dinh | mau tw déng: Théph phén t6i thiéu: gdm hén dich 0,8% s%n sang str dung tir Hop 15
tinh khang thé ciia h¢ ABO| cac té bao hong cau ngudi thugec nhom mau Al, B; cac t€ bao ¢ trong dung ’
dich co chit dém va chét bao quan (neomycin, cloramphenicol).
Hop > (2 x 10ml)
PHAN 10: SINH PHAM CHAN POAN INVITRO
Test thir : Khang thé don dong khang hCG-a, Khang thé don dong khang hCG-
117 10 1 Test phat hién thai som | P, Khang thé d& khang IgG chudt, HAuCl4, Na2HPO4, NaH2PO4, Sucrose, Test 912
NaCl, Triton-X, PVA-10, PVP-10, Na2CO3
- MAu pham: Nudc tiéu
Test phat hién 4 chit gay - Ngudng phat hién:
118 10 2 nghién ( MOP, AMP, AMP: 1000ng/mL, MET: 1000 ng/mL, MOP: 300 ng/mL, THC: 50 ng/mL Test 2775
MET, THC) - Céc thong sb k thuat:
Do nhay: 100%, B¢ ddc hi¢u: 100%, Do chinh xac: 100%
P9 chinh x4c ngiu nhién lip: 100%
"Phat hién tat ca cac type khang thé (IgG, IgM, IgA), phéan biét virus HIV-1
g0m type phu O va HIV-2 bing su hinh thanh 3 vach 5 rang trong mau huyét
s s
119 10 3 dinh tinh kI:iR,/g thé khang a ) Po nhay: 100%: B(f),déc hidu: 99.8%. ‘ Test 1900
- Theé tich mau stir dung: huyét thanh/huyét trong: 10 uL; mau toan phan: 20uL
- Khéng ¢6 phan tmg chéo v&i cac miu thdm tach mau, mAu réi loan dong
mau, mAu duong tinh vé&i khang thé khang HCV va mAu mau phu nit mang
Do nhay 100% , d6 ddc hiéu >99,75%,
- Cho két qua nhanh trong vong 15 phit, D6 én dinh ciia két qua xét nghiém
toi 60 phut,
120 10 4 Test phét_ hién khang thé | - Khéng can sir dung thém bét ky dling dich dich dém cho miu huyét thanh, Test 100
virus HIV huyét tuong .
-Thé tich miu sir dung: huyét thanh/huyét twong/méu toan phan: 50uL
- Pugc ban hanh trong Khuyén cdo phuong céch xét nghiém chin doan HIV
qudc gia ndm 2020 cta Vién vé sinh dich té trung wong
Test phat hién sy c6 mat - M&u pham: Huyét thanh, huyét trong, mau toan phan
cta khang thé khang HIV- - Bg nhay > 99.59% ; Do dac hi¢u > 99.87%
121 10 5 1 va HIV-2 trong méu toan | - Nam trong khuyén céo xét nghiém chén doan HIV quéc gia cta vién Vién vé Test 40
phén, huyét thanh hoic sinh dich té trung wong
huyét tuong clia ngudi
Phat hién HBeAg trong mau toan phan, huyét thanh hogc huyét tuong ciia
Test nhanh chan doan nguoi.
122 10 6 HBeAg - Méu phim: Huyét thanh, huyét trong, méu toan phan Test 850
- D§ nhay > 96,2% ; Do dac hiéu > 99.4%
A Phat hién dinh tinh cac khang thé dac hiéu ddi voi HCV trong huyét thanh,
Test nhanh phat hién A o , \ A .
123 10 7 Khing thé khang HCV huyét twong hodc mau toan phan ngudi. Test 3700
Do nhay 100% , Do ddc hiéu: 100%.
Test nhanh phat hién - M&u pham huyét thanh, huyét tuong
124 10 8 khang nguyén virus viém - Phat hién khang nguyén HBsAg trong huyét thanh, huyét twong Test 7000
gan B - B§ nhay: 100%, D6 dac hiéu: 100%
PHAN 11: HOA CHAT XET NGHIEM CHO MAY SINH HOA BS600
Pé xac dinh dinh lrong ndng do Glucose trong huyét thanh va huyét twong
trén hé thdng do quang trong chin doén invitro
Thanh phan t6i thiéu gdm:
Hoa chat R1:
Phosphate buffer 100 mmol/L
Ascorbate oxidase 4700 U/L
125 11 1 Dbinh lugng Glucose Glucose oxidase 4000 U/L Hop 12

Hoa chét R2:

Phosphate buffer 100 mmol/L
Peroxidase 6700 U/L
4-Aminoantipyrine 0.7 mmol/L
p-Hydroxybenzoic acid sodium 1.3 mmol/L
Hop > (4x40 mL+2x20 mL)




126

11

Dinh lugng ALT

Thanh phan t5i thiéu gdm:
Hoa chét R1:
- Tris-buffer: 150 mmol/L
- L-Alanine: 750 mmol/L
- LDH >1200 U/L
- NADH: 0.4 mmol/L
Hoa chét R2:
- a-Oxoglutarate: 90 mmol/L
- NADH: 0.9 mmol/L.
Hop > (4x35 mL+2x18 mL)

12

127

11

Dinh lugng AST

Thanh phan t5i thiéu gdm:
Hoa chit R1:

- Tris Buffer: 100 mmol/L
- L-aspartate: 300 mmol/L
- LDH >900 U/L
- MDH > 600 U/L
- NADH: 0.4 mmol/L
Hoa chit R2:

- a-oxoglutarate: 60 mmol/L
- NADH: 0.9 mmol/L.
Hop > (4x35 mL+2x18 mL)

12

128

11

Dinh lugng Creatinine

Thanh phan t5i thiéu gdm:
Hoba chat R1:
- CRTase > 40KU/L
- Sarcosine Oxidase >7KU/L
- Ascorbic acid oxidase 2KU/L
- Catalase >100KU/L
- ESPMT 0.47mM
Hoa chat R2 :
- Creatininase >400KU/L
- Peroxidase >50KU/L
- 4-aminoantipyrine 2.95 mmol/L.
Hop > (2x27 mL+1x18 mL)

12

129

11

Dinh luong Urea

Thanh phan t5i thiéu gom:
- Hoa chit R1:

Tris buffer 120 mmol/L
ADP 750 mmol/L
Urease >40 KU/L
GLDH >0.4 KU/L

- Hoa chit R2:
NADH 1.2 mmol/L
a-Oxoglutarate 25 mmol/L.
Hop > (4x35 mL+2x18 mL)

12

130

11

Chét chimg muc thip hoa
chit sinh hoa

Puoc sir dung trong kiém soat chat luvong chat phan tich hoa hoc thong thuong
bang cach giam sat do chinh xac, dd chum va kha nang xét nghiém cua phong
x¢ét nghiém lam sang
La chét kiém soat dong kho dua trén huyét thanh ngudi
Hop > (6x5 mL)

12

131

11

Chét chirg mtrc cao hoa
chét sinh héa

Puoc sir dung trong kiém soat chat luvong chat phan tich hoa hoc thong thuong
bang cach giam sat do chinh xac, dd chum va kha nang xét nghiém cua phong
x¢ét nghiém lam sang
La chét kiém soat dong kho dua trén huyét thanh ngudi
Hop > (6x5 mL)

12

132

11

Chét chuan sinh hoa

*Hoa chat hiéu chuén xac dinh dinh lugng cac chét phan tich hoa hoc thuong
quy trén may sinh hoéa.
La mot chat hi¢u chudn dong kho dua trén huyét thanh nguoi.
Hop >(10x3 mL)

Hop

12

133

11

IVD rira danh cho may xét
nghiém sinh hoa

*Dung dich rira, 1am sach kim hit bénh pham/ hoa chét, mixer va cuvettes ciia
may xét nghiém sinh héa ty dong
*Thanh phan t5i thiéu: KOH
Can >2lit

Can

36

PHAN 12

: HOA CHAT XET NGHIEM HUYET HOQC SO 2

134

12

Hoa chit rira dung cho
may xét nghiém huyét hoc

Thanh phén:

Sodium Sulfate Anhydrous: 3.0-5.5g/L
Sodium Chloride: 7.5-11.5g/L
Anti-fungal and Anti-bacterial Agents: 1.0-3.0g/L
Polyoxyethylene Ester: 0.3-1.5g/L
Thuing > 20 lit

Thung

135

12

Hoa chit ding cho may
xét nghiém huyét hoc

Thanh phén:

Quarternary Ammonium Salts: <50g/L
Nonion Surfactant: <15g/L
Isopropanol: 0.1-1.5ml/L
Ethanol: <1.5ml/L
chai >500ml

Chai
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Hoa chat pha lodng ding
cho may xét nghiém huyét
hoc

12 3

Thanh phan:
Sodium Chloride: 3.0-5.5¢/L
Sodium Sulfate Anhydrous: 7.5-11.5g/L
Buffering Agents: 1.0-3.0g/L
Anti-fungal and Anti-bacterial Agents: 0.8-2.5g/L
Thung: > 20 lit

Thung

137

Hoa chit rira dung cho

12 4 . .
may xét nghiém huyét hoc

Thanh phén:
Surfactant: <0.2%
Sodium hypochlorous: < 12%
Sodium hydroxide: < 5%
Lo >50ml

Lo

138

Hoa chét rira ding cho

12 5 . :
may xét nghiém huyét hoc

Thanh phan:
Proteolytic Enzym: 3.0-10g/L
Surfactant: 0.3-1.5g/L
Sodium Chloride: 3.0-5.0g/L
Anti-fungal and Anti-bacterial Agents: 0.5-2.5g/L
Buffering Agents: 1.0-4.0g/L
Lo > 100ml

Lo

PHAN 13

: HOA CHAT XET NGHIEM CHO MAY NUOC TIEU MISSION U500

139

13 1 Que thir nuée tidu

St dung cho may xét nghiém nudc tidu Mission U500.
Po cac chi sb : Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose

test

8.700

PHAN 14

: HOA CHAT XET NGHIEM SINH HOA SO

2

140

Hoa chét xét nghiém

14 ! GPT/ALT

L-Alanine 500 mmol/I
NADH 0.18 mmol/I
LDH>1.5U/
2-Oxoglutarate 15 mmol/I.
Pat tiéu chuan ISO 13485
Hop>(4x40mL + 1x40mL)

27

141

Hoa chat xét nghiém

14 2 AST/GOT

L-Aspartate 200 mmol/I
NADH 0.18 mmol/I
MDH > 400 U/l
LDH > 600 U/l
2-Oxoglutarate 12 mmol/I.

Pat tiéu chuan ISO 13485
Hop>(4 x40 mL + 1x40mL)

27

142

Hoéa chit xét nghiém

14 3 Cholesterol

CHE > 100 U/I
CHOD > 100 U/l
POD > 1000 U/l
4-AP 0.2 mmol/l.

Dat tiéu chuin ISO 13485
Hop > (4x100ml)

14

143

Hoéa chit xét nghiém

14 4 . .
Triglycerides

Chlorophenol 2 mmol/I
Lipoprotein lipase > 800 U/1
GK >500 U/I
GPO > 1500 U/I
POD >900 U/l
ATP 2 mol/l
4-AP 0.4 mmol/l
Pat tiéu chuin ISO 13485
Hop > (4 x40 mL)

35

144

Hoa chit xét nghiém

14 5 Creatinine

12.7 mmol/l picric acid
8.4 mmol/l sodium lauryl sulphate solution.
53 mmol/l borate
970 mmol/l sodium hydroxide solution.
Pat tiéu chuén ISO 13485
Hop > (2 x 100 mL + 2 x 25 mL)

14

145

14 6 Hoa chit xét nghiém Urea

2-Oxoglutarate 7.5 mmol/Il

Urease (Jack bean) > 5,000 U/l
GIDH (microbial) > 800 U/I
B. Reagent B:
NADH 0.28 mmol/|
Do lap lai (Intra-assay precision): <2.01%
Do tai lap (Inter-assay precision): CV <2.36%

Pat tiéu chuén ISO 13485

Hop > (4 x 100 mL +4 x 25 mL)

146

Hoa chét xét nghiém

14 ! Glucose

GOD (microbial) > 10 KU/
POD (horse-radish) > 1 KU/I
4-AP 0.5 mmol
Dat tidu chuan ISO 13485
Hop > (4 x40 mL)

95

147

Chit kiém chuén da gia tri

14 8 cho xét nghiém sinh hoa

-Thanh phan: Huyét thanh dong khé 2 murc gia tri kiém chuan.
B0 (1x5ml Nivel 1 + 1x5ml Nivel 2)

20




Thubc thir xét nghiém Uric

Thanh phéan: A. Reagent A:
+ UOD > 200 U/I
+ POD > 1000 U/I
+4-AP > 0.1 mmol/l

148 14 Acid + Potassium ferrocyanide > 6 umol/l Hop
B. Reagent B:
DHS  >2,0 mmol/l
Hop > 100 mL (4x20 + 2x10 mL)
PHAN 15: DUNG DICH KIEM CHUAN MAY PHAN TiCH HUYET HQC
Trang thai vat li: chat long.
Dung dich kiém chuén | Thanh phan: héng ciu ciia ngudi, bach cdu mé phong, tiéu cau cia dong vat co
149 15 dung cho may phan tich vl Lo
huyét hoc Do PH: trung tinh

Lo > 2ml
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