CONG HOA XA HOI CHU NGHIA VIET NAM

S Y TE THAI BINH Péc 14p - Tur do - Hanh phiic

BENH VIEN PA KHOA THANH PHO

S6: 1308/TB-BVDK
Thdi Binh, ngay 04 thdng 7 ndam 2023

YEU CAU BAO GIA
Kinh giri: Cac héng san xuét, nha cung cAp tai Viét Nam

Bénh vién da khoa Thanh Phé Thai Binh ¢6 nhu cau tiép nhan bao gia dé
tham khao, xay dung gia goi thau, 1am co s& t chirc lya chon nha thau cho goi
thiu: Mua sdm hoa chit, vat tu xét nghiém - sinh pham nam 2023 -2024 véi ndi
dung cu thé nhu sau:

I. Théng tin don vi yéu cau bao gia

1. Ponviyéu ciu béo gia: Bénh vién da khoa TP Thai Binh. Dia chi: dudng
Tran Thanh Téng, Phuong Lé Hong Phong, TP Théi Binh, tinh Thai Binh

2. Théng tin lién hé ctia ngudi chiu trach nhiém tiép nhan béo gia: Ds CKI
Bui Duy Duyn - Trudong khoa Duge. Sdt: 0912.992.206. Email:
Duyndhn@gmail.com

3. Céch tiép nhan bao gia:

- Nhan tryc tiép tai dia chi: Khoa dugc Bénh vién da khoa Thanh Phé Thai
Binh: Dia chi: Pudng Tran Thanh Téng, Phuong Lé Hong Phong, TP Thai Binh

- Nhén qua Email: Duyndhn(@gmail.com

4. Thoi gian tiép nhan bao gia: Tir thoi diém phét hanh trén trang thong tin
dién tir ciia bénh vién (http:/bvdktpthaibinh.vn) dén truéc 17h ngay 14/7/2023.

5. Caéc béo gia nhéan dugc sau thoi diém néu trén s& khong dugc xem xét

Thoi gian ¢6 hiéu luc cta béo gia: Téi thidu 90 ngay ké tir ngay 14 thang 7
nam 2023.

II. N§i dung yéu cau bao gia:

1. Danh muc ho4 chét, vat tu xét nghiém — sinh pham nam 2023-2024 (c6
phu luc kém theo).

2. Dija diém thuc hién: Bénh vién da khoa Thanh Phé Thai Binh: Pia chi:
Puodng Tran Thanh Téng, Phuong Lé Hong Phong, TP Thai Binh

3. Thoi gian giao hang du kién, thanh toan: dugc thé hién trong hop dong
theo quy dinh khi c6 két qua lua chon nha thau.

Noi nhéan:
- Nhu kinh gtri
- Luu VP, Duoc.




PHU LUC: YEU CAU BAO GIA
(Kém theo Thong béo sb 1308/TB-BVDK, ngay 04/7/2023)
DANH MUC HOA CHAT, VAT TU XET NGHIEM —
SINH PHAM Y TE NAM 2023- 2024

Phin I: Hoa chat - vat tw xét nghiém
I.Danh muc héa chat xét nghiém sinh héa

STT

" S6
T‘en Mo ta dic tinh ky thuat/ tinh ning sir dung/ tiéu lu'c;mg Pon vi
Hang | .} uin cong nghé ké tinh
héa :
hoach

Ghi
chu”

Dung tich: R1: 10x 50ml, R2:10 => 50ml, CAL: 1 x 5 ml

Dung dé xét ngh]q:m phét hi¢n, chén doén bénh gout, soi than urat hay dénh

Héa chét gid qua trinh didu trj giam uric méau cia thude.
dinh Nong do thube thir:

lugng Axit | Phosphate pH 7,4 50mmol/L. 2-4 Dichlorophenol sulfonate (DCPS) 4 2 Hop
Uric mmol/L. Uricase 60 U/L.

trong mau | Peroxidase (POD) 660 U/L.

Ascorbate oxidase 200 U/L.

4 — Aminophenazone (4-AP) 1 mmol/L.

Chét URIC ACID dugc st dung dé chi dinh:
- Chén doan céc bénh Iy gy bién ddi ndng d6 acid uric (vi du: s6i thén).
- Theo doi diéu trj bénh gout.
- Theo d&i diu trj hoa chit chéng ung thu nhim han ché tinh trang léng
dong cép urat tai thin véi nguy co gdy suy than cdp (hoi chimg ly giai khéi
u).
Dung tich:
-R1:4x40,5ml  Code 184056
-R2:4x10,5ml  Code 184057
Hoa chét Nbng do thubc thir 1:
dinh lugng | Good’s buffer pH 8.0 70.0 mM 15 Hop
Axit Uric | 3,5-diclorophnolsulphonate 2.20 mM
trong mau | Ascorbate Oxidase 150 U/L
Sodium azide 14.6 nM
Thuéc thir 2
Good’s buffer pH 8.0 70.0 mM
4-Aminophenazone 0.50 mM
Uricase 400 U/L. Peroxidase (POD) 2000 U/L
Sodium azide 14.6 mM
Trén 1o héa chét c6 gdn ma vach nhén dang héa chét,
Tiéu chuén cong nghé: UNI EN ISO
9001: 2008 & UNI CEI EN ISO 13485 :2012

Chat thir ALBUMIN BCG dugc sir dung d& chi dinh:

-Dé danh gia tinh trang dinh dudng cia bénh nhén.

-Pé tham do va danh gia cac tinh trang bénh Iy mén tinh.
Hoa chit -bé tham do va danh gia bénh ly gan.

dinh Ivgng | Dung tich: 6
Albumin -R: 6x48,5ml Code 184049

trong mau Nbng do thude thir: Bromocresol Green (BCG) 0.65 mM

Succinate buffer pH 3.9 61.0 mM

Polyoxyethylene sorbitan 14.0 mL/L

Dat tiéu chuén: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.

Hop

Dung tich: R:2x 50 mL., CAL: 1 x2mL

Chét thir ALBUMIN dugc sir dung dé chi dinh:
-DPé déanh gia tinh trang dinh dudng cua bénh nhén.
-Qé tham do va danh gia céc tinh trang bénh 1y mén tinh. 2 Hép
Noéng d¢ thudc thir:

Thube thir R: Bromocresol xanh pH 4,2 0,12 mmol / L
ALBUMIN CAL Chit chuén chinh trong nu¢c Albumin 5 g / dL.

Héa chéit
dinh lugng
Albumin
trong mau




Chat DIRECT BILIRUBIN dugec sir dung dé chi dinh:
-Co b‘ﬁng chirng ctia bénh vang da

- C6 tién str ubng qua nhidu rugu

- C6 nghi ngds ngd doe thudc cép tinh

Hoéa chdt | - Pa tiép xiic véi virus viém gan.
dinh lugng | Dung tich:
5 Bilirutzin -R1:4x44,5 ml T Hép
trire tiép -R2: 4x11,5ml
trong mau Nfﬁng d6 thube thir 1 Sulphanilic Acid 30.0 mmol/L
Hydrochloric Acid 0.25 mol/L
Thudc thir 2
Sodium Nitrite <10 mmol/L
Pat tiéu chudn: UNIEN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R1: 2 x 150 ml
R2: 1x 10 ml
Chét DIRECT BILIRUBIN dugc sir dung dé chi dinh:
Héa chit -Co bang chimg ciia bénh vang da
dinh lugng | - C6 tién sir ubng qua nhiéu rrgu
6 Bilirubin | - C6 nghi ng&r ngd doc thude cap tinh 1 Hop
truc tiép | - Pa tiép xtic vdi virus viém gan.
trong méu | Néng d6 thude thir:
R1: Acide sulphanilyque 30 mmol/L
Acide chlorhydrique (CIH) 150 mmol/L
R2: Nitrate de sodium 29 mmol/L
Chat TOTAL BILIRUBIN dugc str dung dé chi dinh:
- C6 bang chimg ciia bénh vang da
- C6 tién sir ubng qua nhiéu rugu
- C6 nghi ngd ngd doc thube cép tinh
- Pa tiép xuc véi virus viém gan
£ Dung tich:
d!i-ln?zalfrl;:ltg -R1: 4x39,5ml
gee il | SR Oml i 9 Hop
todn Phin Nong do thl:lﬁc th‘u 1: Sulphanilic Acid 29 mmol/L
frorig méu Hydrochloric Acid 67 mol/L
Caffeine 37 mol/L
Thudc thir 2
Sodium Nitrite 5.8 mmol/L
Trén lo héa chét c6 gin ma vach nhén dang héa chit.
Tiéu chudn cong nghé: UNI EN ISO
9001: 2008 & UNI CEI EN ISO 13485 :2012
Dung tich: R1: 2 x 150 ml
R2:1x 10 ml
Chét TOTAL BILIRUBIN dugc sit dung dé chi dinh:
: - C6 bang ching cua bénh vang da
dﬁ?&alfrl;ilg - C6 tién sir ubng qué nhiéu rugu
i s - C6 nghi ngdy ngd doc thudc cap tinh R
8 Bilirubin 0 i VLV 3 1 Hép
3 iép xlc vaéi virus viém gan
toan phin Néng 46 thubc thir:
trong méau § Ly Hiaoc .u'
R1: Sulfanilic acid 30 mmol/L
Hydrochloric acid (HCI) 50 mmol/L
Dimethylsulphoxide (DMSO) 7 mol/L
R2: Sodium nitrite 29 mmol/L
Chét Calcium Arsenazo dung dé x4c dinh ham lugng Canxi trong huyét
Hoéa chét | thanh, huyét trong hodc nudc tiéu.
dinh lugng | Dung tich:
9 Calcium -R: 6x48,5ml Code 184037 5 Héop
toan phdn | Néng d¢ thudc thir: Imidazol buffer (pH 6.75) 100 mM
trong mau | Arsenazo III 0.20 mM
Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Hoa chdt | Dung tich: 3x50 mL
dinh lugng | Chédt CALCIUM -A III. Arsenazo 1. Color. dung dé xac dinh ham lugng
10 Calcium Canxi trong huyét thanh, huyét tuong hodc nude tidu. 2 Hép
toan phdn | Néng d6 thude thir: Imidazol Buffer pH 6.5 100 mmol/
trong mau | Arsenazo 11l 120 mmol/
Chat CHOLESTEROL PAP duge sir dung dé chi dinh:
Hoéa chét - Bé nghién ciru céc tinh trang rbi loan lipoprotein méu.
i dinh lugng | - D& danh gia nguy co hinh thanh mang vita xo dgng mach 60 Hop
Cholesterol | - Dé nghién ciru chire ning cua gan
trong méu | - D& hé trg cho chén doén céc tinh trang rdi loan chirc ning tuyén giap

Dung tich:




-R1: 6x48,5ml Code 184038

Ndng d thudc thir: PIPES Buffer pH 6.7 100 mmol/L
Hydroxybenzoate (HBA) 10.0 mmol/L
4-Aminophenazone 0.50 mmol/L

Cholesterol esterase (CE) 300 U/L

Cholesterol oxidase (CO) 100 U/L

Peroxidase (POD) 200 U/L

Sodium Azide 14.6 mmol/L

Trén lo héa chét cé gin ma vach nhén dang héa chét.
Tiéu chuin céng nghé: UNIEN ISO

9001: 2008 & UNI CEI EN ISO 13485 : 2012

Dung tich: 10x50 ml

Chét CHOLESTEROL. CHOD- POD Enz-Color duge sir dung dé chi dinh:
- Dé nghién ctru cée tinh trang rbi loan lipoprotein méu.

- Bé danh gi4 nguy co hinh thanh mang vira xo dong mach

A
d['i?ialfrgt -bé nghién ctru chirc nang cla gan
12 ! gl - Dé hé trg cho chin doan céc tinh trang rdi loan chirc ning tuyén gidp 5 Hép
Cholesterol | \j30 46 thuéc thir: PIPES pH 6.9 90 mmol/L. Phenol 26 mmol/L.
trong méu Cholesterol esterase (CHE) 1000 U/L.
Cholesterol oxidase (CHOD) 300 U/L
Peroxidase (POD) 650 U/L
4 — Aminophenazone (4-AP) 0,4 mmol/L
Chit CREATININE dugc sir dung dé chi dinh:
- Pé chin doan va danh gia mirc do suy théan..
Hoéa chit Dung tich:
dinh lugng | -R1:4x48,5ml  Code 184035
3| Creatinine | -R2: 4x6,5ml  Code 184036 & Hop
trong méu | Thude thir 1: Picric Acid 20.5 mM
Triton X-100 2.75 g/L. Thubc thir 2: Sodium hydroxide 5% 1.25 M
Dat tigu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R: 2 x 150 ml, CAL: 1 x 5 ml
Hoéa chdt | Puge sir dung dé chi dinh:
i dinh luong | - fgé ch@n dodn va dénh gia mirc o suy than.. 5 Hop
Creatinine | Nong d¢ thuoc thu:
trong mau | Picric acid 17,5 mmol/L.
Sodium hydroxide 0,29 mol/L.
Xét nghiém Gamma GT SL la mft xét nghiém duge thyc hién dé dé.nh glé
chén doan nhimg tdn thiong trong gan, khi co thé ching ta cé mot sb biéu
hi¢n bénh gan cin phai xét nghiém phat hién bénh nhu: mét moi, chan an,
Héa chit an uong khong ngon; Vang da, vang mit, nude tidu vang; Pau tirc ha sudn
dinh lvong phai; D& bi dj tmg, néi mé day, mun nhot... !
15 GGT trong Dung tich: 5 Hop
ik -R1:4x40,5ml Code 184052
-R2: 4x10,5ml Code 184053
Nong do thube thir 1 y-glutamyl-3-carboxi-4-nitroanilide 4.00 mM.
Thube thir 2: Glycylglycine 750mM
Pat tiéu chuin: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R1: 1 x 150mL, R2: 10 x 15 mL
Pugec st dung dé chi dinh:
Héa chit Xét nghiém GGT_ c6 vai r‘ré quan Erong trong viécA xécidinh tzguy‘;én nhéin
dinh ggy tang ALP. Ca ALP va GGT déu tang trong bénh 6ng mét va cac bénh
: . | végan R
16 | lugmg GGI Néﬁg do thubc thir: ' Hop
WL | Ry
= TRIS 100 mmol/L
Glycylglycine 100 mmol/L
R2: L-Y-glutamyl-3-carboxy-4-nitroanilide 3 mmol/L
Chét GLUCOSE PAP dugc sir dung dé chi dinh:
- Dé kiém tra lugng dudng huyét trong méu.
Dung tich:
Hoa chit - R; 6x4§,5m1‘ nge 184039
dinkironig | Nong d¢ thudc thir Phosphate Buffer pH 7.4 200 mmol/L b
17 Glucose Phenol 10.0 mmol/L 60 Hop
4-Aminophenazone 0.28 mmol/L
trong méu

Glucose Oxidase (GOD) 20.000 U/L
Peroxidase (POD) 5.000 U/L
Sodium Azide 14.6 mmol/L.

Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.




Dung tich: R: 2x250 ml .
Deé kiém tra lugng dudng huyét trong mau

dli_ril?lahi};ﬁrfg Nong do thube thir: TRIS pH 7.4 92 mmol/L
18 e Phenol 0,3 mmol/L 5 Hoép
trong méu Gluco‘se oxidase (GOD) 15000 U/L
Peroxidase (POD) 1000 U/L
4 — Aminophenazone (4-AP) 2,6 mmol/L
Chat AST / GOT SL dugc sir dung dé chi dinh:
-Dé chin do4n bénh gan.
Dung tich:
-R1:4x45,5ml Code 184014
-R2: 4x5ml Code 184015
. Thuéc thir 1: TRIS buffer pH 8.1+ 0.2 88.0 mM
dli{n?'lalg(]itg L-Aspartate 265 mM
19 AST/ GOT MDH >462 U/L 60 Hop
trong mau LDPL =l T
2-Oxoglutarate 13.2 mM
Sodium azide 30.0 mM. Thube thir 2: TRIS buffer pH 10.2 0.2 10.0
mM
NADH 2.60 mM
Sodium azide 30.0 mM
Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R1: 10 x 50 ml, R2: 10 x 50 ml
Xét nghiém GOT va GPT 14 2 loai xét nghi¢m mau thuong dugce sir dung
dé phat hién cac ton thuong gan.
Héa chdt | Nong do thudc thir:
20 dinh Ivgng | R1: TRIS pH 7.8 80 mmol/L 10 Ho
AST/ GOT | Lactate dehydrogenase (LDH) 800 U/L P
trong méu | Malate dehydrogenase (MDH) 600 U/L
L-Aspartate 200 mmol/L
R2: NADH 0.18 mmol/L
a-Ketoglutarate 12 mmol/L
Chét ALT / GPT SL dugc str dung dé chi dinh: Dé chdn doan chirc ning
gan,
Dung tich:
-R1:4x45,5ml  Code 184012
- R2: 4x5ml Code 184013
Hoa chét Thubc _tht'r 1: TRIS buffer pH 7.8 0.2 110 mM
dinh hugng L-Alanine 550 mM
21 LDH >1320 U/L 60 Hop
ALT/GPT | 5 oyoglutarate 16.5 mM
trong mau R e T £ s :
Sodium azide 30.0 mM. Thudc thir 2: TRIS buffer pH 10.2+ 0.2 10.0
mM
NADH 2.60 mM
Sodium azide 30.0 mM
Trén 1o héa chét ¢6 gin ma vach nhan dang hoa chit.
Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R1: 10 x 50 ml, R2: 10 x 50 ml
Xét nghiém GOT va GPT 14 2 loai xét nghiém méu thudomg dugc sir dung
déiphat hién céc ton thuong gan.
Nong dd thuoc thir:
d?nialﬁ';i‘g RI: TRIS pH 7,8 100 mmol/L
22 ALT /GPT L-Alanine 500 mmol/L 10 Hop
trong mén R2: NADH 0,18 mmol/L,
Lactate dehydrogenase (LDH)
1200 U/L
a-Ketoglutarate
15 mmol/L
ChﬁEhIéu Dung dé higu chuén cac thong s6 xét nghiém sinh héa. Duge chiét xudt tir
chuéan da 5 3 il :
i méu ngudi toan phén véi gia tri da xac dinh duge. 5
23 thoéng soO xét D e 10 Hdop
T ung tich: R: 4 x 3ml
“gh‘gg‘as‘“h Pat tiéu chuén: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Chétrra | HOO chét tdy rira dugc dung dé pha ciing nudc cat, tao thanh dung dich tay
. rira hé thong thiét bi xét nghiém ISE
dam dge cho | 1 o'tich: 1 x 100ml
24 may xét MIE o LR DU, % ; 5 Hop
: : Trén lo hoa chat ¢6 gin ma vach nhén dang héa chat.
“ghlﬁg’;““"“h Tiéu chuén cong nghé: UNI EN ISO

9001: 2008 & UNI CEI EN ISO 13485 : 2012
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Chat ndi

kiém chat
lugngda | Duoc chiét xult tir méu ngudi toan phan véi khoang gid trj da xéc dinh
thong so duoge. o
& mirc binh Dung tich: R: 4x5 ml 3 e
thuong xét | Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
nghiém sinh
héa
Chat TOTAL PROTEIN durge str dung dé chi dinh:
- Dé chén doan bénh gan..
Hoa chit Dung tich: R: 6x 48,5ml code 184034
dinh lugng | Thanh phin hoat chét: Sodium hydroxide 0.5 M
26 Protein toan | Potassium iodide 7.50 mM 7 Hop
phén trong | Copper sulphate 15.9 mM
méu K-Na tartrate 46.8 mM
Non reactive stabilizer - -
Pat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R: 2 x 50 ml, CAL: 1 x 2 ml
Dugc sir dung dé chi dinh:
z - Bé chan doén bénh gan..
di?lalfr}tﬁg NE‘)rz_g do thuéc‘ thir:
27 Protéin todn Sod!um Pot_assmm tartrate 15 mmol/L 2 Hop
phﬁn trong SOdlLIlTl 1oc!|de_ 100 mmol/L
méu Potassium iodide 5 mmol/L
Copper (II) sulphate 5 mmol/L.
Sodium hydroxide 1000 mmol/L
Detergents
Chét TRIGLYCERIDES duge sir dung dé chi dinh:
- Bé chin dodn bénh tim, mach.
Dung tich: R: 6 x 48,5ml Code 184040
Thanh phén hoat chit: PIPES buffer (pH 6.7) 20.0 mM
Adenosine-triphosfate (ATP) 1.00 mM
Hoéa chét Lipoprotein-lipase (LPL) 350 KU/L
28 dinh lugng | Magnesium ions 0.60 mM 60 Hb
Triglyceride | Glicerol-chinase (GK) 40.0 U/L p
strong mau | Glycerol-3 phosphate-oxidase (GPO) 4000 U/L
Sodium Azide (NaN3) 14.6 mM
Ethyl-sulfopropyl-toluidine (ESPT) 2.00 mM
4-Aminophenazone 0.80 mM
Peroxidase (POD) 800 U/L
Dat tiéu chuén: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Dung tich: R: 10x50 ml
Nbng do thubc thir:
GOOD pH 6.3 50 mmol/L
p-Chlorophenol 2 mmol/L
dlif]ialf:i‘g Lipoprotein lipase (LPL) 150000 U/L
29 Triglyceride Glycerol kinase (GK) 500 U/L 5 Hép
 trong méu Glycerol-3-oxidasa (GPO) 3500 U/L
Peroxidase (POD) 440 U/L
4 — Aminophenazone (4-AP)
0,1 mmol/L.
ATP 0,1 mmol/L
Chat UREA UV SL duge sir dung dé chi dinh:
- Bé chin dodn bénh Thén.
Dung tich:
-R1:4 x 48,5ml Code 184041
-R2: 4x13ml Code 184042
Hoa chdt | Néng do thudc thir R1: Good’s Buffer (pH 7.6) 110 mM
30 dinh lugng | Adenosine-diphosphate (ADP) 1.10 mM 60 H6
Ureatrong | Urease >7500 U/L op
mau Glutamate-dehydrogenase (GLDH) >1200 U/L
Thuoc thir R2:
Good’s Buffer (pH 10.2) 104 mM
a-ketoglutarate (a-KG) 68 mM
NADH 1.22 mM
Dat tiéu chuan: UNI EN ISO 9001:2015 va UNI CEI EN 1SO 13485:2016.
Hoa chat Dung tich: R1: 10x 50ml, R2: 10 => 50ml, CAL: 1 x 5 ml
a1 dinh lugng | Dugc chi dinh dé kiém tra Céc bénh 1y vé gan, than, kiém tra chirc ning 5 Ho
Urea trong | thén true phéu thudt, can thiép, kiém tra sirc khoé dinh ky... P
mdu Nong d§ thuoc thir: TRIS pH 7,8 80 mmol/L. a-Ketoglutarate 6 mmol/L.




Urease 3750 U/L
Glutamate dehydrogenase (GLDH) 6000 U/L. NADH 0,32 mmol/L

32

Hoa chat
dinh lugng
Amylase
trong méau

Chat AMYLASE dugc st dung dé chi dinh: chan dodn viém tuy cip hay
dot cép cua viém tuy.

Dung tich:

-R:3x48,5ml  Code 184043

Néng do thubc thi: CNPG3 2.27 mM

Sodium Chloride 300 mM

Calcium acetate 5.00 mM

Potassium sulphacyanide 750 mM

Sodium Azide <0.1 %

MES pH 6.0+ 0.2 80.0 mM

Dat tidu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.

10
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Héa chit
dinh lugng
Amylase
trong mau

Dung tich: R: 2x60 ml.

Chét AMYLASE duge sir dung dé chi dinh: chin doén viém tuy cip hay
dot cép cia viém tyy.

Nbng d¢ thubc thr:

Thude thir R: MES pH 6.0 100 mmol/L

CNPG3 2.25 mmol/L

Sodium clorhidre 350 mmol/L

Calcium acetate 6 mmol/L

Potassium thiocyanate 900 mmol/L

Sodium azide 0.95 gr/LL

Hop

34

Hoa chét
dinh lurgng
CK-MB
trong mau

Chat CK MB SL dugc sir dung dé chi dinh;,
-Chén doan nhéi méu co tim
Dung tich:
- R1:2x48,5ml
- R2: 2x10ml
Néng dé:
Thuoc thir 1
imidazole buffer 100 mmol/L pH 6.1, glucose 20 mmol/L, NAC 20
mmol/L, NADP 2
mmol/L, HK = 4 kU/L, EDTA-Na2 2 mmol/L, magnesium acetate 10
mmol/L, monoclonal
mouse antibodies anti-CK-M (inhibiting capacity: = 2000 U/L), sodium
azide <0.1%
Thubc thir 2:
buffer pH 9.0, creatine phosphate 30 mmol/L, ADP 2 mmol/L, AMP
5 mmol/L,
diadenosine-pentaphosphate 10 pmol/L, G6P-DH > 2.8 kU/L, sodium
azide <0.1%
Trén lp héa chét ¢6 gin ma vach nhén dang héa chit.
Tiéu chuén cong nghé: UNI EN ISO
9001: 2008 & UNI CEI EN ISO 13485 :2012

20
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Hoa chét
dinh lugng
CK-MB
trong méu

Dung tich: R1: Ix60 ml , R2: 1x15 ml.

Xét nghiém CKMB dugc ding dé hd trg chin doan nhdi mau co tim va cac
tinh trang hoai tir co. Xét nghiém nay thudng dugce két hop véi xét nghiém
CK - NAC dé chin doén, phan biét bénh nhén bj dau thit ngyc; bénh nhan
¢6 con dau tim hay c6 déu hiéu ciia mdt con dau tim.

Néng do thubc thur:

R1: midazol, pH 6.7 125 mmol/L

D-Glucose 25 mmol/L

N-Acetyl-L-Cysteine 25 mmol/L

Magnesium acetate 12,5 mmol/L

NADP 2,52 mmol/L

EDTA 2,02 mmol/L

Hexokinase =6 800 U/L

R2:ADP 15,2 mmol/L

AMP 25 mmol/L

di-Adenosine-5- pentaphosphate 103 mmol/L

Glucose-6-phosphate dehydrogenase =8 800 U/L

Creatine phosphate 250 mmol/L

36

Hoéa chét
dinh lugng
HDL
Cholesterol

Ding dé dinh lugng la mdt chat dam nhdy, niing, c6 ty trong kha cao, déc
biét ¢ kha nang 14y nhirng cholesterol dur thira trong thanh mach mau vé
gan dé chuyén héa, giam nguy co tai bién, nhdi mau co tim.

Dung tich:

-RI1:2x30ml Code 184028

-R2: 2 x 10ml Code 184029

Nbng do thude thir R1: Good’s Buffer (pH 7.0) 20.0 mM

HDAOS* 1.00 mM

120




Thudc thir R2:

Good’s Buffer 20.0 mM

Cholesterol esterase (CE) 0.30 U/mL
Cholesterol oxidase (CO) 6.00 U/mL
Peroxidase (POD) 15.0 U/mL
4-aminoantipyrine (4-AA) 3.00 mM

Dat tiéu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
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Hoa chét
dinh lugng
HDL
Cholesterol

Dung tich: R1: 1x 30ml, R2: 1x 10ml, CAL: 1 x 1 ml

Dung dé dinh lugng 1a mot chét dam nhdy, niing, c6 ty trong khé cao, déc
biét c6 kha nang lay nh[rng cholesterol du thira trong thanh mach méu vé
gan dé chuyén héa. gidm nguy co tai bién, nhoi mau co tim.

Néng do thude thir R1: N,N-bis(2-hydroxyethyl)-2- aminoethanesulphonic
acid pH 6,6 100 mM

N-(2-hydroxy-3-sulfopropyl)-3.5-

dimethoxyaniline (HDAOS) 0,7 mM

Cholesterol Esterase = 800 U/L

Cholesterol oxidase = 500 U/L

Catalase > 300 U/L

Ascorbic oxidase =3000 U

10

Hép
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Hoéa chit
dinh lrgng
LDL
Cholesterol

Chét LDL CHOLESTEROL duoc str dung dé chi dinh:

- Pé chin doén céc bénh tim, mach.

Dung tich:

-R1:1x30ml Code 184030

-R2: 1 x 10ml  Code 184031

. Nong d¢ thudc thir R1: Good’s Buffer (pH 7.0) 20.0 mM
HDAOS* 1.00 mM. Nong dd R2: Good’s Buffer 20.0 mM
Cholesterol esterase (CE) 5.00 U/mL

Cholesterol oxidase (CO) 1.00 U/mL

Peroxidase (POD) 15.0 U/mL

4-aminoantipyrine (4-AA) 3.00 mM

Pat tiéu chuéin: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.

240

Hop
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Héa chét
dinh Irgng
LDL
Cholesterol

Dung tich: R1: 1x 60ml, R 2: 1x 20ml, CAL: Ix1ml
Chét LDLc -D. Direct. Enz-Color. duoc sir dung dé chi dinh:
- Dé chén doén céc bénh tim, mach.

. Nong d¢ thubc thir R1:PIPES Buffer 50 mmol/L
Cholesterol esterase (CHE) =600 U/L

Cholesterol oxidase (CHOD) =500 U/L

Catalase =600 KU/L

TOOS 2 mmol/L

R2: PIPER Buffer 50 mmol/

4 — Aminoantipyrine (4-AA) 4 mmol/

Peroxidase (POD) = 4 KU/

Hép
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Héa chét
dinh lugng
HBAIC
trong mau

Chét HBA1C duge sir dung dé chi dinh:

- Dé xét nghiém kiém tra bénh tiéu dudng,

Dung tich:

-R1:1 x 18,3 ml

-R2:1 x3.3ml

-LYS: 2x16 ml

Nbng do thube thir: R1: Latex: 4.00%, Sodium Azide: 0.95 g/L

R2: Anti-humanEmoglobin Alc Mouse Mon, Stabilizers.

R3: Chét 6n dinh, lyse

Céng thirc chuyén dbi: .

DPon vi NGSP phuong phap:% HbAlc = 0,0915 * (Res tinh bang mmol /
mol) +2,15%

Pon vi phuong phéap IFCC: mmol / mol = 10,93 * (P§ phén giai theo%) -
23,5mmol / mol

Dat tiéu chuén: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.

60
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Hoa chit
dinh lugng
HBAIC
trong mau

Dung tich: R1: 1 x 30 ml

R2: 1x 10 ml

R3: 1x125ml

dugce sir dung dé chi dinh:

- Bé xét nghiém kiém tra bénh tiéu duomg,

Nbong do thude thir:

R1: Latex 0,13%, Buffer, stabilizer.

R2: Mouse anti-human HbA1c monoclonal antibody 0,05mg/mL, goat
anti-mouse IgG polyclonal antibody 0,08mg/dL, Buffer, stabilizers.
R3: Water and stabilizers

Hop
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Chét noi
kiém chat

Bugce sir dung dé kiém tra chét lrgng thong sb CKMB.Durge chiét xudt tir
huyét thanh ngudi véi khoang gia tri CKMB d4 xéc dinh.
Dung tich: R: 1x5ml

Lo




lugng CK-

Trén lo hoa chét co gfm mé vach nhén dang héa chét.

MB Tiéu chuin céng nghé: UNI EN ISO
9001: 2008 & UNI CEI EN ISO 13485 :2012
Chatndi | Control HDL/LDL Dung d€ kiém tra chét lvgng HDL/LDL. Pugc chiét
3 kiém chit | xudt tir huyét thanh ngudi véi khoang gié trj da xéc dinh. Ho
lugng Dung tich: R: 1x3 ml P
HDL/LDL | Pat tiéu chuén: UNIEN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
th?.r?ritgn;iy Systemic Solution for Miura la Hoat chét tay rira duge dung dé pha cling
44 Wby ik nude cét, tao thanh dung djch tiy rira hé théng thiét bj xét nghigm ISE Héo/chai
Y XEL | Dung tich: 1 x 1000ml WREIA
nghiém sinh g 3
% Dat tiéu chuan: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Chatndi | Control H-HbAlc Dung dé kiém tra chat lwgng HbalC & mirc gia tri thép.
kiém chit | Pugc chiét xudt tir méu ngudi toan phin c6 bénh I khoang gid tri cao da
45 lugng mire | duge x4c dinh Hop
Thép Dung tich: R: 1x0.5 ml
HBAIC Dat tigu chudn: UNI EN ISO 9001:2015 va UNI CEI EN ISO 13485:2016.
Thube thir | Hoa cht dung cho xét nghiém HbAlc. Thanh phan thudc thir:
xét nghiém | Rl1:
46 dinh lugng | Sodium azide (0.95 g/L). Hop
Hemoglobin | R2:
Alc Anti-human haemoglobin Alc mouse monoclonal antibody.
Chat hi¢u
chuén xét
47 | nehiém dinh Chét hiéu chuén cac dudng chudn dé xac dinh dinh lugng HbAlc trong 1
lugng méu ngudi bing xét nghiém mién dich do d¢ duc. op
Hemoglobin
Alc
Vit li¢u
kiém soat
xét nghiém | Vat ligu kiém soat do chinh xéac d¢ chinh xac trong pham vi tang cao dé
48 dinh xac dinh dinh lugng HbAlc trong mau ngudi bang x6ét nghiém mién dich Hop
lugng do do duc.
Hemoglobin
Alc
Vit liéu
kiém so4t
xét nghiém | Vit ligu kiém soat do chinh xac d6 chinh xé4c trong pham vi binh thudmg
49 dinh dé xé4c dinh dinh lugng HbAlc trong méu ngudi bang xét nghiém mién Hop
Iugng dich do d duc.
Hemoglobin
Alc
Thudc thir | Hoéa chat ding cho xét nghiém sinh héa Alcohol. Thanh phan thudc thir:
50 xét nghiém | R1: Buffer Reagent Hop
ALCOHOL | R2: Enzyme Reagent
Chdt higu
chgtnlljgng Dung tich: 4x3 mL
51 méy Ding dé hléu chuén cac thong sb xét nghiém sinh héa co ban. Pugc chiét i
X nightln xuét tir huyét thanh ngudi voi gid tri dd xéc dinh.
<irk Trén lo hoa chét ¢6 gan ma vach nhén dang héa chat
hoa
Chat néi
kiém chét
lugng da Dung tich: 4x5 mL
thong s | Dung dé kiém tra chét lugng noi kiém céc thong s6 sinh héa co ban mire
52 mirc binh | binh thudmg. Pugce chiét xudt tir huyét thanh ngudi véi khoang gié tri da Lo
thudmg xéc dinh. _ )
xét nghiém | Trén lo hoa chit ¢6 gin ma vach nhén dang héa chat
sinh
héa
Chét noi
it | g,
53 théng b Du_zgg dé,klem tra chit lugng m_iu kl‘ém c{xc thc‘_mg s0 sinh ho_a co ban. Pugc Lo
e A chiét xuat tir huy€t thanh ngudi voi lfhoang gid tri da xdc dinh.
nghiém sinh Trén lo hoa chat ¢6 gén mé vach nhén dang héa chat

hoa




Chét chuan

Dung tich: 4x2 mL

xét Dung dé kiém tra chit lugng CK_NAC/ CKMB. Pugc chiét xuét tir huyét
54 nghigm CK- | thanh ngudi vai khoang gia tri da xac dinh. 5 Lo
NAC/ Trén lo héa chit ¢6 gin ma vach nhan dang héa chét
CK-MB Hoan toan tuong thich véi may xét nghiém sinh héa mau hé thong mo.
Chét thir duge st dung cu dé dinh tinh in vitro cua ngung ty Alkaline
phosphatase trong huyét thanh va huyét twong cia ngudi.
Quy céch:
- Chét thir 1: 4 19 x 40.5ml chét thir long
- Chét thr 2: 4 10 x 10.5ml chét thir long
Ngung tu:
- Chét thir A: Diethanolamine pH 9.8: 1.2 mol/L; Magnesium Chloride: 0.6
mmol/L
- Chét thir B: p- nitrophenylphospahte: 50 mmol/L
Hoéa chét Phuong phap:
dinh luong | - Tén: Chét nén dong hoc
55 Alkaline - Don vi: U1 10 Hop
phosphatase | - Filter F1: 405nm
trong mau | - Dung tich R1: 200 puL
- Dung tich méu: 4 puL
- Thori gian G R1,S ->R2: 4 gidy
- Dung tich R2: 50 pL
- Thoi gian u 1an cudi: 60 gidy
- Thoi gian doc dng hoc: 192 gidy
Gi4 tri binh thuomg; Huyét thanh hogc huyét twong; Cua ngudi 16n:
- O nhiét do 25°C: <170 UI/I
- O nhiét d9 30°C: <211 UI/I
- 0 nhiét ¢ 37°C: <258 UI/I
Nong do: Thudc thir 1: Phosphate saline (PH 7.43), Polyethylene glycol
40g/1, sodium azide 0.95 g/l, thube thir 2; Phosphate saline (PH 7. 43),
Polyclonal goat CRP, Sodium azide 0.95g/1. Chét thir dung dé danh gia
Hoa chét phan g viém (Protein phan g C) trong mau
dinh Dung tich:
56 luong CRP | - RI:1 x 48,5ml 40 Hop
trong -R2:1x 5ml
méu Trén lo héa chét c6 gin ma vach nhén dang héa chét.
Tiéu chufin cong nghé: UNI EN ISO
9001: 2008 & UNI CEI EN ISO 13485 :2012
Hodn toan tuong thich véi may xét nghiém sinh héa méau hé théng mé.
Ung dung: Dung dé hiéu chuan dinh lugng CRP.
Thanh phan: CRP standard high 12 huyét tvong ngudi da dugce khir va
phén tach
bd sung CRP tinh khiét. Huyét twong 1a chit 16ng 6n dinh va dugc loc qua
0,2 micron.
Chit bao quén: 0,095 g% natri azit.
Chét chudn L lrﬁ \:é 611 dmh: 2 ook
57 CRP Sau 1an déu tién m@ hop, huyét thanh c¢6 thé duge sir dung trong 6 tuéin néu 5 Lo
dugc bao quan kin ¢ nhiét do +2 + 8 °C sau khi sir dung. Khéng dong
bing.
Gia tri: Gia trj cho CRP da duge chi dinh cho BCR-CRM470 = RPPSH
(IFCC): LOT: S3148 (vi du). Ngay hét han: 01/05/17 (vi du). Gia tri:
14,32 mg / dl.
Trén lo héa chit co gﬁn ma vach nhén dang héa chét
Hoan toan tuong thich véi may xét nghxc;m sinh h6a méau hé théng ma.
Chat néi Chat Pathological Control serum dugc chiét xuét tir mau ngudi toan phan
kiém chét | véi khoang gi4 trj da x4c dinh dugc.
lugng da Dung tich: R: (4x5)ml
58 thong sb Trén lo hoa chét ¢6 gén ma vach nhén dang hoa chét. 15 Hép
mitc cao xét | Tiéu chudn cong nghé: UNI EN ISO
nghiém sinh | 9001: 2008 & UNI CEI EN ISO 13485 :2012
hoéa Hoan toan tuong thich véi may xét nghiém sinh héa mau h¢ théng ma.
Control H-HbA ¢ Dung dé kiém tra chét lugng Hbal C & mirc gia tri cao.
Chatndi | Puogc chiét xut tir mau ngudi toan phin 6 bénh 1i khoang gi trj cao da
kiém chét duge xac dinh
59 lwgng mitc | Dung tich: R: 1x0.5 mL 8 Hop
cao Trén lo héa chét ¢6 gin ma vach nhan dang héa chit.
HBAIC Tiéu chudn cong nghé: UNI EN ISO

9001: 2008 & UNI CEI EN ISO 13485 : 2012




Calibator kit HbAlc Dung dé hi¢u chuan théng s6 HbalC. Puge chiét
Xudt tir mau ngudi toan phén véi gid tri dd x4c dinh duge.

o C';i‘ug_f“ Dung tich: R: 1x2-+4x0.5 mL. : ) s
HBAIC T_ren lo héa chat c6 gan méd vach nhén dang héa chit p
Tiéu chuin céng ngh¢: UNI EN ISO 9001: 2008 & UNI CEI EN ISO
13485 : 2012
Chét rira Hoat chit tdy rira chuyén dung cho céc giéng do sinh héa ISE
giéng DL{ng tich: R: 6 x 5‘011'11 . g
61 shin tng Tf"fn lo h?a cflét cd g?n ma vach nhéin dang héa chat. 20 Hdap
st Tiéu chudn céng nghé: UNI EN ISO
9001: 2§0§ & UNI CEI EN ISO 13485:2012
i Hoat chat tdy rira chuyén dung cho céc kim hut do sinh hoa ISE
Ht%?tr?:t D_l{ng tich: R: 6 x 20ml
62 chuve Tiéu chuéin cdng nghé: UNI EN ISO 9001: 2008 & UNI CEI EN ISO 2 H6
YOI 1 13485: 2012 =
dung cho . o fo -
céio kim hit Hoan toan tu;mg thich v&i may xét ng!‘m:rn sinh héa mau, Model: Miura,
Hing san xuat: [.S.E srl, Nudc san xuat: Italy
Béng dén
cho may
63 xét nghiém | Béng dén Halogen, sir dung cho mdy xét nghi¢m sinh hoéa hing ISE 10 Cai
sinh
hoa
Daiy bom
nhu
ddng cho . # ; i 8 ;
64 méy xét Ddy bom nhu dfng ding cho méy xét nghiém sinh hoa tyr dong hing ISE 6 Cai
nghiém sinh
héa
Cuvette
ding
nhidulin | . . 2 4 s
ulvette sir dung nhiéu I4n, 1am cé4c giéng do cho c4c phan tmg trong xét .
63 xg{‘ﬁ;fgm nghiém sinh hoa ISE. 3 Hop
sinh
héa
IL.Danh muc hoa chit xét nghiém huyét hoc
£
Tén . S0 | pon | Ghi
M@ ta dic tinh k¥ thudt/ tinh néing sir dung/ tiéu chuan lugng ] -
Hang e P vi cha
STT o cﬁng nghg ké )
hoa hoach tinh
Dung tich: 20 Lit
1 Dung dich Diluent DIL-A 12 mdt dung dich c6 d6 din va cudng d¢ ion nhét
dinh, c6 thé 1am lodng mau va tao thanh dong chay trong vo boc, cung cdp
X mdt méi trrdmg 6n dinh cho dém té bao mau.
l;;:%odan‘cé‘ Thanh phén thubc thir: , , Py
ekt Natri clorua, Natri Sunfat, Chat dém; Khang nam va khang khuén tong
phén xét aep. . 40 Thung
nghiém Tl:léng s0 ky ﬂ}uﬁt: L , ) _ .
huyét hoc San pham phai 14 chét 16ng trong sudt, khéng c6 hat, cén va béng cin.
Két qua nén: WBC<0,2 x 1079/ L, RBC<0,02 x 10"12/L, HGB<lg /L,
PLT<I0 =x 10”9/ L
e Durge sir dung cho dong may Hycount 5 dé phén tich té bao mau, pha lodng
mAu va chuén bj huyén phi té bao. Chét pha lodng 12 mot giai phdp véi
Dung dich | cuone do ion va d¢ dan dign nhét dinh, c6 thé: pha loang méu va hinh thanh
pha lodng dong chdy v6 boc, cung cap mot moi trudng on dinh cho méu dém té bao.
i todn Thanh phéan chinh: Sodium Chloride, Sodium Sulfate, Chat d¢m; Thuoc
phin xét khang nidm va khang khuén. 40 Binh
nghiém Dung tich: 20 lit

huyét hoc




Puge str dung cho dong méay Hycount 3 dé lyse (ph4 huy) céc té bao méu
do dé x4c dinh hemoglobin hogc hd try trong viéc dém céc té bao mau
tring. Thubc thir duge thém vao dé loc céc té bao hong cdu (RBC) va phéan

vf(;];:::l:‘lh;ih u'ng v&i hemoglobin duge giai phong (HGB) dé do HGB, sb lugng bach
Hemoglobi ciu va WBC Basophx]s (BAS).
iy Thanh phén chinh: Chét hoat dong bé mat; chdt dém chinh, thudc khéang 30 Lo
nghiém ndm va khang khuén.
huyét .hoc Dung tich: 200ml
Puge sir dung cho dong may Hycount 5 dé lyse (phé hiy) céc té bao mau
d6 va duy tri hinh théi cta cc té bao tru6e khi phan tich té bao mau, dé tao
thudn lgi cho viée dém céc té bao mau trang
Chétphavey | Cicsan phém dugc thém vao dé lyse céc t€ bao mau d6 (RBC) va duy tri
6 bio xét hinh thai (:‘l:la té bao Ch? té bao mau t?c’mg (WE%C} khéc biét. X _
nghiém Thanh phén chinh: Chét hoat dong bé mit; chat dém chinh; Thudc khang 50 Chai
huyét hoc nam va khang khudn.
Dung tich: 500ml
Dung tich: 500 mL
Dung dich Lyse LY A-1 dugc sir dung dé pha v& mang té bao hong cAu va
chuyén dbi hemoglobin thanh mét phirc hop hcmoglobm dé xac dinh HGB.
Chét pha N6 2-phén bl(;:l WBCs dé BASO va cic loai bach cau khic va xéc dinh sb
v x4c dinh | luong bach cdu. Thude thir ly giai céc té bao héng ciu (RBC) va phan (g
Hemoglobi | véi hemoglobin (HGB) dé do HGB, sd lrgng bach cdu (WBC) va 36 s
n xét Basophl]s (BAS)
nghiém Thanh phn thuée thur: Chét hoat dong bé mat; Chét dém; Chét khang nim
huyét hoc va khang khuén.
Théng s6 ky thudt: San phim 12 mét chét Iong trong sudt, khong c6 hat, két
tia hodic két tua. Két qua: WBC<0,2 x 10”9/ L, HGB=<l1g /L.
Trén hop héa chit ¢6 01 thé dé nhan dang héa chét.
Dung tich: 500 mL
Dung dich Lyse LYA-2 N6 dugc sir dung dé pha va té bao hdng cau va
hop téc voi Lyse LYA-3 dé x4c dinh 4-DIFF bach cdu. Thude thir duge st
Chét phé dung vi LYA-3 Lyse dé hoa tan RBC dé thay doi
vy té bao hinh thai cia WBC va d¢ kiém tra két qua phan loai WBC. ) :
xét nghigm Thanh phén thude thu: Chét hoat ddng bé mat; Chat dém; Chét khdng nim 20 Chai
huyét hoc va khz‘mg khuén.
Théng s6 k? thudt: San phém 1a mot chit long trong sudt, khong cé hat, két
taa hodic két tua. Ly lich
két qua: WBC=0,2 x 1079/ L
Dung tich: 1 Lit
Dung dich Lyse LYA-3 N6 duge sir dung dé pha v té bao héng cau va
. hop téc vai Lyse LYA-2 dé xac dinh 4-DIFF bach chu. Thude thir duge st
Chitphd | dyng voi LYA-2 Lyse dé hoa tan RBC dé thay dbi
votebao | hinh thai cia WBC va dé kiém tra két qua phén loai WBC
héng cdu | Thanh phan thuc thir: Chét hoat dong bé mit; Chét dém; Chét khang nim 40 Chai
xétnghiém | va khang khuén.
huyét hoc | Thong s6 ky thuat: San pham la mot chét 1ong trong subt, khong cé hat, két

ta hodc két tua. L lich
két qua: WBC=0,2 = 10"9/L




Duge sir dung cho dong méay Hycount 5 dé 1am sach thudng xuyén va rira

5 ddu db va hé théng éng trong dong méy. Sén phdm 14 mét dung dich kidm
manh ¢6 hiéu qua 1am sach cac vét bin protein va céc hat khéc dnh hudng
Chét rira hé dén viéc c{ém té ?ao méu; ]
théng méy Thanh phén: Chét hoat dong bé mit, Naclo, NaOH.
xét nghiém Dung tich: (1x50)ml 5 Lo
huyét hoc
9 La m6t san phém kiém so4t huyét hoc duoc thir nghiém & mirc binh
’ thudng, duge sir dung trong
Chat ndi theo doi hidu sudt cua dong mdy Hycount 5.rét hiru ich cho viéc dénh gia
kiém chdt | 46 chinh x4c cia médy phan tich.
lrgng mirc (Control Normal OX560/580);
trung binh | OX500CHO1 (Control High 0X560/580) 15 Lo
vamic cao | Dung tich: 2x3ml
xétnghiém | Control Normal OX560/580:1x3ml ;
huyéthoc | Control High OX560/580: 1x3ml
III.Danh muc héa chat xét nghiém déng mau
Tén Mo ta diic tinh k§ thuat/ tinh niing sir dung/ tiéu S6 Pon | Ghi
Hang chuén cong nghé lrgng vi cha”
STT | héa ké tinh
hoach
Héa chat Th%nh phﬁn h(?al tinh Calc.ium Chlorride 0.0Z?M ,vé 0.095% S{)dil.}m azide.
Dung moi C'hat thir LA{BlTec - Calcmr.n Chlorldc‘ia_chat xic té_c. cho gué_trmh phﬁn
phan tmg tich APTT dl{ng Fho cac truong hop chi dinh xét f1gh¥¢m xéc d;‘r}h thori gian :
1 Aot thromboplastin timg phan dwgc Ijloat ho4, tir d6 xac dlflh biéu hn;p h_oat tinh 8 H{p
JE TR dbng mau cia cac yéu to tham gia trong con dudng déng mau ndi sinh
dé dinh & y m g g g dong o
litgng aPTT (VIII, IX, XI, XII, 11, X, fibrinogen...).
Dung tich: 10x4ml
Thanh phan hoat tinh: phospholipids, ellagic acid activator, buffer. Ti 1&
Héa chét hat tr(.mg 1 test phan trng: 50pl1 m?n{, 50ul, 50 pl LABiTec Calcium
dinh lugng Chloride (0.025M). Chat thir Labitec — APTT dung c.:ho cic
thivi gian trudng hop chi dinh xét nghiém xac dinh thoi gian thromboplastin tirng 8 Ho
2 oetioinee phén dugc hoat hod, tir d6 x4c dinh biéu hién hoat tinh ddng méu cia cic p
A}g”T‘T yéu to tham gia trong con dudmg déng mau ndi sinh (VIIL, IX, XI, XII, II,
X, fibrinogen...).
Dung tich: 10x4ml
Hoa chét Théanh phén hoat tinh: Thromboplastin, calcium chloride, buffer va sodium.
dinh lugng | Chét thir LABiTec -PT-R- ding cho céc trréng hgp chi dinh xét nghiém
3 thasi gian | xéc dinh hoat tinh déng méu cia céc yéu t6 tham gia trong con dudmg dong 8 Hop
déng mau mau ngoai sinh (II, V, VII, X, fibrinogen...).
PT Dung tich: 10x4ml
Thanh phén hoat tinh: R1 Thrombin 100 NIH U/mL, R2: Imidazole Buffer,
R3: kaolin Suspension. Ti 1¢ hut trong mdi test: 100 pl mau va R2 + 50 pl
Héa chét (R1+R3). Chét thir LABiTec -Fibrir}ogen dung cho cdc trudng hgp chi
dinh lu dinh xét nghiém xéc dinh protein (yéu té I) duge tdng hop tai gan. Giap
4 i ong hét hi Aoy 45 R £: J : 10 Ho:
d6éng mau phét hién mdt hdi chirng viém. D¢ tham do r6i loam déng méu khi BN c6 p
Fibrinogen hoi chimg chay mau. Dinh luong ndng do fibrinogen mau duge chi dinh

khi cac XN dong mau khac (Vd: thoi gian prothrombin, théi gian
thromboplastin hoat héa timg phén, cdc san phim thoai giang fibrin va D-
dimer) bét thudmg. D& theo doi trong qua trinh diéu trj tiéu fibrin. C6 thé




dugc sit dung dé theo dai tinh trang bénh gan tién trién.
Dung tich: 5x2ml+4x25ml + 1x11ml

Chétndi | Ding dé kiém tra chét lrgng céc thong sb dong mau mirc thép. Puge chiét
kidm chét | xuét tir huyét thanh ngudi thanh sinh phdm dang bot. C6 khoang gié tri da
lrgng mirc | duge xdc dinh. D§ chinh xde (Tinh trong vong 5 ngay): PT 2.9 % CV, 6 Ho
5 thip xét | APTT 2.4 % CV, Fibrinogen 3.8% CV. P
nghiém Dung tich: 10 x1ml
dong mau
Chétnéi | Dung dé kiém tra chit hrgng céc thong s6 dong mau mire caoDugc chiét
kiém chat | xudt tir huyét thanh ngudsi thanh sinh phdm dang bot. C6 khoang gid tri dd
lugng mitc | dugc xéc dinh. DB chinh xéc (Tinh trong vong 5 ngay): PT: £1.8%CV, 6 Ho
6 caoxét | APTT:£2.8% CV, Fibrinogen 3.4% CV P
nghiém Dung tich: 10 x1ml
ddéng méu
Chét hiéu | Dung dé hiéu chudn c4c théng sb cia thiét b phén tich dong mau.Duge
chudn cdc | chiét xudt tir huyét thanh ngudi thanh sinh phim dang bot. C6 gi tri da
théng s6 cia | dugc xdc dinh 5 =
7 thiét b phan | Dung tich: 10 x1m] op
tich dong
méu
Hoat chdt | Hoat cht tdy rira dugc dung dé rira hé théng cua thiét bj dong mau.
8 tdy rrahg | Dung tich: 5x15ml 3 Hop
théng
Hoat chdt | Hoat chét tiy rira, ding dé st dung trong qua trinh van hanh thiét bi xét
téy rira, nghi¢m déng mau
ding dé st | Dung tich: 5x15ml
dung trong
9 qué trinh 15 Hop
vén hanh
thiét bj xét
nghiém
déng méu
Cuvette sir
dung
10 cho méy xét | Cuvette sir dung cho may déng méu tu dong 5 Hoép
nghi¢m
dong mau
Dung tich: 5x4 mL+ 5x4 mL.
Héa chit APTT dung cho céc tru'f)‘ng hop chi dinh xét nghi¢m xéc dinh thoi gian
dinh thromboplastin tl‘mg’ph&n dugc hoat hoa, tir d6 x4c dinh bi€u hi¢n hoat tinh
romg thdi déng méu cua cac yéu tb tham gia trong con dudng dong méu ndi sinh
11 sien (VI‘IL IX, X1, XIL, 1L, X, fibrinogen...). 1 Hoép
g i Thanh th‘m hoat tinh: ) )
APTT R1 Chét hoat héa Axit ellagic. Chat dém va chat bao quan.
R2 0,02M Calcium chloride (CaCl2)
Trén lo héa chét c6 gin ma nhén dang héa chit
; Dung tich: 10x2 mL
Hoachdt | Duang cho cac trudng hep chi dinh xét nghiém xac dinh hoat tinh déng méu
dinh | coa céc yéu td tham gia trong con dudng dong méu ngoai sinh (11, V, VII,
luong thai X, fibrinogen...). 1 5
12 gian , g Hop
dong méu Th,ﬁnh phan hoat tinh: Thr{omboplastin ndo tho, clorua canxi
PT chit trc ché heparin va chdt bao quan. Pong kho.

Trén 1o héa chét c6 gén md nhén dang hoa chét




Dung tich: 8x2 mL + 1x100 mL + 1x3,5 ml

Fibrinogen dung cho céc truong hgp chi dinh xét nghi¢m xéc dinh protein
(véu té I) dugce tng hop tai gan. Gitip phét hién mot hoi chimng viém. Dé
tham do réi loam déng mau khi BN ¢6 hoi chimg chay méau. Dinh lugng

Héa chit | ndng do fibrinogen mau duge chi djnh khi cdc XN déng méu khéc (Vd:
dinh thori gian prothrombin, thoi gian thromboplastin hoat héa timg phan, cac
13 luong dong | san phdm thodi giéng fibrin va D-dimer) bit thuomg. Dé theo ddi trong qué 2 Hép
mau trinh didu trj tidu fibrin. C6 thé dugc sir dung dé theo doi tinh trang bénh
Fibrinogen | gan tién trién.
Thanh phén hoat tinh:
R1 Bovine thrombin ~ 100 NIH u /mL
R2 Imidazole Buffer , Sodium azide
R3: Caolin Solution Trén lo héa chét c6 gén ma nhan dang hoa chét
IV.Danh muc héa chit xét nghiém dién giai
Tén S6 Pon | Ghi
STT | Hang | Mo ta dic tinh ky thuit/ tinh ning sir dung/ tiéu lwgng vi cha”
héa chuén cong nghé ké tinh
hoach
Chat thir ding cho may ppﬁn tich dién giai dd c6 tich hop chirc nang dién
1 giai dé do cac thong sb nong df ion tr do trong mau Na/K/CI/Li theo
phirong phép dién cuc chon lgc ion.
Héa chét Dung tich;: 390 m!+ 16‘0 mL
dién gidi 4d Thanh phéan: Thude thlr A K+ 4.00mmol/L 10 Hp
Yoii Na+ 140.0mmol/L. Cl_ 100.0mmol/L.
Ca+ + 1.00mmol/L. Li+ 1.00mmol/L.
pH 7.20. Thubc thir B: K+ 8.00mmol/L. Na+ 110.0mmol/L. CI”
70.0mmol/L. Ca+ + 2.00mmol/L
Li + 2.00mmol/L. pH 7.60
5 cqét ndi Nhim quan Iy chat lugng 3 mirc dé theo doi va phét hién higu suét cdc may
kiém chat | phén tich di¢n giai.
lugng  xét | Dung tich: (3x10 mL) 5 Lo
nghiém dién | Thanh phin: Nudc can bing dién cyc, chit dién phén, chét bao quan, chét
giai d6 phén tich hitu co, v.v
3 Chdt  rira | Dung cho méy phén tich dién giai dé 1am sach cac 6ng phan tich dién phén.
thudmg quy | Dung tich: 250 ml
hé théng xét | Thanh phin: Chat hoat dong bé mat khong ion véi khdi lugng 0,1%, dung 3 Hop
nghiém dién | dich dém ion cao cfp.
giai dd
P Chétcén | Ding cho may phan tich dién giai dugc st dung dé kich hoat céc dién cuc
bing, kich | méi.
hoat dién Dung tich: 1x50ml 3 Hdp
cycdién | Thanh phén: chit hoat dong bé mat ion, khong ion.
giai dd
5 Chitlam | Ding cho may phan tich dién giai dugc sir dung dé lam ddy céc dién cuc
ddy céc dién | thanh phin ; Hop
cyc thanh | Dung tich: 1x10ml
phén Thanh phin: chét hoat dong bé mat ion, khong ion.
6 Chét 1am Dl‘{r{lg cho méy phan tich dién giai dugc sir dung dé lam day dién cyc tham
dly dién cye | S 1 Hop
. Dung tich: 1x10ml
tham chiéu

Thanh phén: chét hoat dong bé mat ion, khéng ion.




V.Hoa chét, vat tw dung xét nghiém nudéc tiéu

STT

Tén
Hang
hoa

Mo ta dic tinh k§ thuét/ tinh ning sir dung/ tiéu
chuan cong nghe

So
Iwgn

ké
hoach

Pon

tinh

Ghi
chia”

Que thtr

nude tidu

11 théng
s6

Dung dé phén tich nudc tiéu thong qua sir bién d6i mau. Do 11 théng s6 sinh hoa
trong nurdc tiéu: Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose, Ascorbic Acid (LEU/ NIT/ URO/ PRO/ pH/

BLO/ SG/ KET/ BIL/ GLU/ ASC). Thanh phin hoat tinh (dinh lugng cho 100 Trip):

Cumene hydroperoxide 7.000 mg.

Tuli dine 3.00 mg.

2 4-Dichlorobenzenediszonium 3.0 mg.
Na Oxalic acid 30.0 mg.

4- Methoxy benzenediazonium salt 2.5 mg.
Citric acid 30.0 mg.

Sodium nitroprusside 20.0 mg.
Magnesium sulfate 246.5 mg.
Tetrabromophenol blue 0.3 mg.

Citric acid 110,0 mg.

Sodium citrate 46 mg.

p-Arsani acid 5 mg.
N-(1-naphthyl)ethylened amine 2HCI 6.0 mg.
Glucose oxidase 451 unit.

Peropuidase 186 unit.

Potassium iodide10.0 mg.

Methyl red. 0.04 mg.

Bromothymol blue 0.5 mg.
Bromothymol blue 1.2 mg.
Diethylenetriminepentaacetic acid 12mg.
Phenylthiazole amino acid ester 1.0 mg.
Diazonium salf 0.7 mg.
2.6-Dichclorophenol indophenol 1.6 mg.

300

Hop

Céc hoéa chat dung chung

STT

M35 ta dac tinh k¥ thuét/ tinh niang sir dung/ tiéu
chuén cong nghé

So
lwong
ké
hoach

Pon

tinh

Ghi
cha”

Cortisomol

Chét han ong tiy. Thanh phan: Prednisolone acetate, diiodothymol, kém
oxit, bari sunfat, ta dugc. Pat tiéu chudn ISO 13485.

Hop

Keo dan
composite

Dén ring bing composite 1a mot k¥ thuat thdm my, (keo dén) 1a hop chét
chira monomer va nudc dung dé lién két véi cu tric ring va ca nhitng
monomer ky nude tao ra lién két v6i vat ligu phuc héi, thrdmg diing trén
men va nga rang, a4p dung trong quy trinh tram rdng, dinh hat.

30

Lo

Eugenol

Eugenol 1a guaiacol duge thay thé chudi allyl , mdt thanh vién ctia nh6m
hop chét héa hoc allylbenzene. N6 12 mét chét 1ong déu thom, khéng mau
dén vang nhat duge chiét xut tir mat s6 loai tinh déu dac biét 1a tir cay
dinh hwong , nhuc déu khéu , qué , hing qué va 14 nguyét qué.N6 da duge
sir dung nhur mot chét khir trung tai chd, chéng viém va chéng kich img.
Khi tron véi kém oxit no dugce sir dung nhu mot chit tram réng bing
anodyne dé diing tam thdi. Chét nay ciing duge sir dung nhu mot chit tao
huong vi va duge sir dung trong cac ché phdm vé sinh rang miéng nhu
nude ste miéng, vira gitp tao huong vi, khang khuén va chéng viém tai
cho.

Lo

Actino Gel
Intro Pack
1x5ml
(Etching)

Etching lam nham bé mat rang trude khi trdm composite lo 6ml trér 1én

200

Diét tiy

Théanh Phan: Ephedrin, Lidocain, Camphor, Parachlorophenol.

20




Bt danh
6 béng dang | Dénh bong ring , lam sach ring,thom migng 20 Hop
cbe
7 Cavinton | GOom 30g la vét liéu ding dé tram rang tam. 20 Hop
Trong sudt, khong mau hodic mau xanh, dé dang tan trong nude va dé dang
rira sach bang nuréc thuomg. Gidi han nhigm khuén: Mau thir phai khong c6
8 Gel siéu 4m | su hién dién cuia céc vi khuéin sau:Staphylococcus aureus, Pseudomonas 150 Can
aeruginosa. Tdng s6 ném trong 1g (ml) méu thir, nhé hon 10! (CFU/g hodc
CFU/ml).Téng sb vi sinh vat hiéu khi: < 10> (CFU/g hoic CFU/ml).
A r . A
Phan III: Cac sinh pham
Tén Mo ta ddc tinh ky thudt/ tinh ning sir dung/ tiéu S6 lwgng | Pon Ghi
gpr | Hang | chuin cong nghé kéhoach | vi | chd’
héa tinh
Test H.pylori phat hién dinh tinh Khang thé khang H. pylori trong huyét
thanh hogc huyét trong.
Kit thir Thanh phan khay thir:
nhanh phat | + Khang nguyén H.pylori
1 hi¢n khang | + Cdc hat tdi t6 hop chit anti-human IgG bt dong trén mang. 2.000 | Khay
thé khéng Thé tich mdu sir dung 1a 10 pl ,
virus D nhay >99.9%(97.5%CI*:97.4%-100%)
H.pylori D§ dic hiéu: 91.3% (95%CI*: 84.1%-95.1%)
Dé chinh xac: 96.3% (95%CI*: 930%-98.3%)
Tiéu chudn chét lugng: 1SO 13485
NK - Pylori
test ( b0 ; ;
2 phit hi¢n vi HﬁP 20 giéng roi duge ding dé ph?t hién nhanh H. pylori c6 trong bénh
khuén phdm hodc trén mdi trudng nudi cay 5.000 Test
H.Pylori-
Pylori test )
One step Kit dé& phat hién Methamphetamine trong méu nudc tidu nguoi tai
r;;:ﬂg;m ndng do cul:oﬁ" 1000ng/ml ) ) . N
Test nha.nh' -Bang thir bang nhl,ra3 c6 giéng mau (8) dé chira mau, vach ching (C) va
phat hién vach thir (T} duge thé hién trong khung.
dinh tinh sy | -Thanh Phﬁn cua bang l_hl.'r:
c6 mit chdt | + Hat két hop khéang thé don dong khang Methamphetamine cua chuft va
2 gdy nghién phirc hgp protein Methamphetamine 1.000 Test
Methamphet | + Khang thé dé trén vach chimg
amine (ma | P nhay: 99.9%, d6 diic hidu: 99.9%
tiy da trong | Dang bao ché: Khay nhya c6 giéng nho méu,tii trang nhom.
nu6e ticu). Thoi gian doc két qua: sau 3-5 phut.
Tiéu chuén chét lugng: ISO 13485, CE
Of‘e Sep Kit thir phat hién chit gay nghién Heroin/morphine trong nuéc
?)p;;,“"s ( tiéu khi ndng do cua chét nay trong nude tiéu dat t6i gii han 12
morphine) 300ng/ml, du dé khang dinh d6i tirgng da sir dung chét gdy nghién
Test. Test Heﬁr{)infmorphinc ‘ )
nhanh phat | MOi vach thir T chira kh@ng thé don dong chut khéng_thuﬁc va lién hgp
4 hién chét protein-MOP. Dudng kiém‘chl'mg C c¢6 chira khéang thé da dong IgG dé 1.000 -
géy nghién khéang IgG thé va khang thé IgG tho. ’
Heroin/ Dang bao ché: Khay nhya c6 giéng nho méu,tii trang nhom.
morphine Thoi gian doc két qua: sau 3-5 phat.
trong nu6c | ps nhay: 99.9%, do dac hiéu: 99.9%
= Tiéu chudn chét lugng: ISO 13485, CE
Test THC
Strip 4.0 ( )
test nhanh Kit thir phat hién str dung chét gay nghién THC diing dé dinh tinh
3 phat hién phat hién 11-nor-D9-THC-9 COOH, chit chuyén ddi ctia Marijuana 1.000 Test
chét gay trong nude tiéu khi ndng d6 cia chit nay trong nuéce tiéu dat toi gid tri
nghién THC | gi¢i han (cut-off) 1a SOng/mL, di dé khing dinh d6i tuong da sit dung




trong nudc chét gay nghién Marijuana.
tidu ) MB&i vach thir T chira khéng thé don dong chugt khang thude va lién hop
protein-THC. Dudng kiém chimg C c6 chira khang thé da dong IgG dé
khéng IgG tho va khéng thé IgG tho.
Dang bao ché: Khay nhya c6 giéng nhé méu, tai trang nhom
Thoi gian doc két qua: sau 3-5 phut.
Do nhay: 99.9%, do dic higu: 99.9%
Tiéu chuén chét lugng: ISO 13485, CE
Kit thir phét hién sir dung chét gay nghién Amphetamine, Mau
phdm: Nude tiéu, Do nhay: > 99%, D§ chinh xéc: > 96%, Ngudng phit
Testnhanh | hién: 1000ng/ml, Thdi gian doc két qua: Trong vong 5 phit
phét hién Méi vach thir T chira khéng thé don dong chudt khéng thudc va lién hop
% Amphetami protein-AMP. Puong kiém‘chtmg C c6 chira khéng thé da dong IgG dé
ne (AMP) | khéng IgG tho va khang thé IgG tho. 1.000 Test
trong nuéc | Dang bao ché: Khay nhya c6 giéng nho méu,tii trang nhom.
ticu Thoi gian doc két qua: sau 3-5 phat.
Do nhay: 99.9%, do dic hiéu: 99.9%
Tiéu chuén chét luwgmg: ISO 13485, CE
Phat hién dinh tinh virus khéng thé trong mau, huyét thanh hozc
test xét Iyt iyong
nghiém Thanh Phéan cta bang thir
Dengue 1G/ + Cong hop vang - Khéang nguyén b mit virus Dengue
[GM- + Vach thir 1: IgG khang ngudi duge bao phi trong viing vach xét
Dengue nghi¢m IgG
7 IgG/lgM + Vach thir 2: IgM khéng ngudi duge phu trong ving vach thir nghiém 1.000 o
Rapid test. ( | IgM -
test thir D§ nhay trong ddi: 69/72*100%=95.8% (95%CI*: 88.3%~99.1%);
nhanh phdt | Pg dac higu tuong ddi: 102/106*100%=96.2% (95%CI*: 90.6%~99.0%);
hiénsot | Sy chinh xéc:
XUBLHUYEL) | (601102)/(69+3+4+102)*100%=96.19%(95%C1*:92.1%~98.4%)
Tiéu chuén chét lwvong: 1SO 13485, CE
Dinh tinh phét hién Rotavirus trong phan ngudi.
- Thanh phén thanh thir:
+ Hat khang thé khang Rotavirus
+ Khéng thé khang Rotavirus dugc phi trén mang dén
Onsite Hiéu sudt ciia bing thir nghiém nhanh Rotavirus da duge danh gid véi
3 Rotavirus 361 mAu bénh phim dugc thu thap tir tré em va thanh nién so véi phuong
Ag Rapid phap ngung két latex. 1.000 Test
test Két qua cho théy dd nhay twong déi cua bang thir nghiém nhanh
Rotavirus (Phan) 1&8> 99,9% va d dic higu tuong dbi 12 98,8%.
Do nhay tuong dbi: >99.9% (98.4%-100.0%)*
Tinh dic hiéu trong dbi: 98.8% (95.8%-99.9%)*
b6 chinh xéc tuong dbi: 99.4% (98.0%-99.9%)*
Tiéu chuén chét lwgng: ISO 13485, CE
Chét xét Xét nghiém phién ngung két latex nhanh dé xéc dinh
9 nghi¢m RF dinh tinh va ban dinh lugng in- vitro cta céc yéu td thép khop(RF) trong 3.500 Test
Latex huyét thanh khong pha loang dé phat hién cac bénh thép khép. Hop
100test. ISO-13485
Chét xét ok - . . )
10 Sahiam Xét nghiém phién ngung keét latex nhanh dé xéc dinh
i dinh : o : g " 3.500 Test
ASO Latex inh tinh va ban dinh lrgng antistreptolysin-O trong huy¢t thanh ngudi

clia céc bénh lién cau khudn. Hop 100test; 1ISO-13485




Dat tiéu chudn 1SO13485- 2016, GMP
- Sir dyung men que thir GDH-FAD cdng 2 tin higu di¢n. Xéc dinh HCT
Testthir | bing tin hi¢u dién xoay chidu (AC) va do luong Glucose bing tin higu
dudmg huyet | dign 1 chiéu DC 500 Test
mao mach | _ Khang bj anh huong béi dudmg maltose,glactose, ndng dd khi Oxy
- Khoang do: 0.5-38.9 mmol/L (10-700mg/dL). Lugng miu méu: 1.0uL
- DBéi twong st dung (HCT) 0-70%
- Thoi gian thir 5 gidy

*Tai cot ghi chi d& nghi nha cung cép ghi phén loai trang thiét bj y té
(A,B,C,D).




