SO Y TE HAI PHONG CONG HOA XA HOI CHU NGHIA VIET NAM
BENH VIEN PA KHOA HUYEN Poc lap - Tw do - Hanh phiic
THUY NGUYEN

Sé: 416 /BVIN-BG

Thuy Nguyén, ngay A5 thdang 9 nam 2023

YEU CAU BAO GIA
Hoéa chit xét nghiém

Kinh giti: Céc hiing sin xuit, nha cung cép tai Viét Nam

Bénh vién da khoa huyén Thiy Nguyén c6 nhu cau tiép nhan bao gid dé tham
khao, xdy dung gid gbi thau, lam co sé td chirc lua chon nha thau cho goéi thdu Mua
sém héa chit xét nghiém v&i ndi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu ciu béo gia
1. Pon vi yéu ciu béo gia: Bénh vién da khoa huyén Thiy Nguyén.

2. Théng tin lién hé cia ngudi chiu trach nhiém tiép nhan bao gia:

- Ong Nguyén Btrc Tién — Phé truéng phong Tai chinh ké toén.

- 86 dién thoai: 0962989956.

- Email: tiennguyenbvtn@gmail.com.
3. Cach thirc tiép nhén béo gia:

Nhén truc tiép trong gio hanh chinh tai dia chi: Bénh vién da khoa huyén Thuy
Nguyén — Thén 6, xd Thiy Son, huyén Thiy Nguyén, TP Hai Phong.
4. Thoi han tiép nhan bdo gia: Tir 08h00 ngay 15 thang 9 nim 2023 dén truée 17h
ngay 25 thang 9 nam 2023.

Céc bao gia nhan dugc sau thoi diém néu trén sé khong duoc xem xét.
5. Thoi han c6 hiéu luc ctia bao gia: Tdi thidu 90 ngay, ké tir ngay 25 thang 9 nim
2023,
I1. N§i dung yéu cau bao gia:

1. Danh muc héa chit xét nghiém:



M6 ta yéu cau ve tinh

STT Danh muc niing, thong sb ky
_ ' thuat
; NHOM HOA CHAT XET NGHIEM CHO MAY HUYET
PHAN 1 -
HOC SO 1
2 NHOM HOA CHAT XET NGHIEM CHO MAY SINH
PEAN D |
HOA SO 1
s 5 NHOM HOA CHAT DUNG CHO MAY NUOGC TIEU | S6 luong, danh muc,
MISSION U500 thong sb k§y thuat chi
PHAN 4 [NHOM HOA CHAT XET NGHIEM HUYET HOC SO 2 | tiét tai Phu luc I kém
PHAN 5 [HOA CHAT CHO MAY XET NGHIEM HBAI1C theo

PHAN 6 INHOM HOA CHAT XET NGHIEM MIEN DICH
PHAN 7 [NHOM HOA CHAT XET NGHIEM SINH HOA SO 2
PHAN 8 NHOM HOA CHAT XET NGHIEM DONG MAU
PHAN 9 [NHOM HOA CHAT XET NGHIEM SINH HOA SO 3
PHAN 10 NHOM HOA CHAT XET NGHIEM SINH HOA SO 4

PHAN 11 NHOM HOA CHAT XET NGHIEM PIEN GIAI

2. Pia diém cung cép, lap dit; cac yéu cau vé van chuyén, cung cép, lap dit, bao
quan thiét bi y té:

- Pia diém giao hang cudi cung: Bénh vién da khoa huyén Thuy Nguyén —
Thoén 6, xa Thuy Son, huyén Thuy Nguyén, TP Hai Phong.

- Hang méi 100%, déng goi theo quy cach ctia Nha san xuét.

- Han st dung ctia hang hoéa con tdi thiéu 6 thang ké tir ngay giao hang.

- Huéng dén st dung tai noi st dung.
3. Thoi gian giao hang dy kién: 90 ngay ké tir ngay hop déng c6 hiéu luc.
4. Du kién v& cac diéu khoan tam tmg, thanh toan hop ddng: Thanh ton vong 90
ngdy ké tir ngdy Bénh vién nhén duogc hang héa cung chung tir thanh toan hop 1€
kem theo.
5. Cac thdng tin khéc.

- Dinh kém theo Phu lyc I: 86 lugng, danh muc, théng s k¥ thuét chi tiét ctia

céc thiét bi y té va Phu luc II: mAu béo gi4;




- Cac nha cung cép c6 thé bdo gia mot hodc nhidu phén theo danh muc yéu

cau cua Bénh vién. Béo gid phan nio phai ¢ du thong tin cac hang héa clia phan

do./. W//

Noi nhin:
- Nhu kinh giri;
-Luu VT.

- Lé Khic Tung




: L
(kém theo yéu cau‘bdo

MUC HOA CHAT XET NGHIEM

v
X
e

a4

STT

Tén héa chit

N-BG ngay 15/9/2023 cua Bénh vién da khoa huyén Thity Nguyén)

Théng s6 ky thuft hojc twong duwong

Pon vi
tinh

S6 lwgng

PHAN 1: NHOM HOA CHAT XET NGHIEM CHO MAY HUYET HQC SO 1

Dung dich ly giai dung cho
méy phan tich huyét hoc

Duing lam chat ly giai cho may phan tich huyét hoc

Trang thai vit Ii: chit long

Muii: nhe

D6 pH: 4 dén 7

Tinh tan: tan trong nuéc

Thanh phan: Chét hoat déng bé mat mang dién tich dwong
Can > 500ml

Can

50

Dung dich rira diing cho may
phan tich huyét hoc

Dung lam chét rira cho may phén tich huyét hoc
Trang théi vét If: chit Iong

Mui: khé chiu (clo)

D6 pH: 10 dén 13

Tinh tan: tan trong nuéc

Thanh phén: Dung dich Natri hypoclorit.

Can> 5 lit

Can

b

Dung dich rira dung cho may
phan tich huyét hoc

Diing lam cht rira cho may phén tich huyét hoc

Trang thai vit 1i: chdt long

Miii: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nuée

Thanh phan: Polyoxyethylene nonylphenyl ether va Ethylene glycol monophenyl
ether

Can

P
Jpsm—

7 A

25

Dung dich pha loéng cho
may phén tich huyét hoc

Duing lam chét pha loang cho méy phén tich huyét hoc
Trang thai vét Ii: chat léng

Mui: khéng

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nuédc

Thanh phin: Natri clorid, Sulfate

can> 18 1it

Can

136

Dinh nhém mau (Anti D)

Khang thé thudc phan nhém IgM. Thude thir ciia xét nghiém chira khang thé don
dong cia cac dong té bao Anti-A: dong vo tinh sifin A-11HS. Téi thiéu dat tiéu
chuin 1SO-13485

Lo> 10ml

Lo

Huyét thanh miu (Anti A)

Khéng thé thugc phin nhém IgM. Thudc thir ciia xét nghiém chira khang thé don
dong ciia céc dong té bao Anti-A: dong vé tinh sifin A-11HS5. Téi thiéu dat tiéu
chuén ISO-13485.

Lo >10ml

Lo

25

Huyét thanh miu (Anti B)

Khang thé thudc phin nhém IgM. Thubc thir ciia xét nghiém chira khéng thé don
dong ciia cac dong té bao Anti-B: dong v6 tinh sifin B-6F9. Téi thidu dat tiéu
chudn ISO-13485

Lo >10ml

Lo

25

Huyét thanh miu (Anti AB)

Khang thé thudc phan nhém IgM. Thubc thir ciia xét nghiém chira khang thé don
dong cia céc dong té bao Anti-AB: dong vé tinh sifin A-5E10 va dong vé tinh
sifin B-2D7. Téi thiéu dat tiéu chuin 1SO-13485.

Lo >10ml

Lo

25

Dung dich kiém chuin ding
cho may phan tich huyét hoc

Ding dé kiém chudn may phén tich huyét hoc

Trang thai vit li: chit long

Dd pH: 7.0 t6i 9.0

Tinh tan: tan trong nuéc

Thanh phén: Hng cAu ngudi, bach ciu bj kich thich v tiéu cau cta dong vit cd

vu

Lo

28




STT Tén héa chit

Théng sb ky thujt hoiic tuong duong

Don vj
tinh

S6 lugng

PHAN 2: NHOM HOA CHAT XET NGHIEM CHO MAY SINH HOA SO 1

Héa chit xét nghiém
GPT/ALT

L-Alanine 500 mmol/I

NADH 0.18 mmol/l

LDH> 1.5 U/l

2-Oxoglutarate 15 mmol/l.

Dat tiéu chuin 1SO 13485

Hép >200 mL (4 x40 mL + 1 x40 mL)

Héa chit xét nghiém
AST/GOT

L-Aspartate 200 mmol/l

NADH 0.18 mmol/I

MDH > 400 U/I

LDH = 600 U/I

2-Oxoglutarate 12 mmol/I.

Dat tiéu chudn ISO 13485

Hép > 200 mL (4 x40 mL + 1 x 40 mL)

Héa chét xét nghiém
Cholesterol

CHE > 100 U/I
CHOD > 100 U/I

POD > 1000 U/I

4-AP 0.2 mmol/l.

Pat tiéu chudn ISO 13485
.Hop > 400 mL, (4x100ml)

Hoéa chét xét nghiém
Triglycerides

Chlorophenol 2 mmol/]
Lipoprotein lipase > 800 U/l
GK > 500 U/l

GPO > 1500 U/l

POD > 900 U/l

ATP 2 mol/l

4-AP 0.4 mmol/l

Pat tiéu chudn ISO 13485
Hép> 160 mL (4 x 40 mL)

22

Hda chét xét nghiém
Creatinine

12.7 mmol/I picric acid

8.4 mmol/l sodium lauryl sulphate solution.
53 mmol/l borate

970 mmol/l sodium hydroxide solution.
Dat tiéu chuén ISO 13485

Hép>250 mL (2 x 100 mL + 2 x 25 mL)

6 |Hoa chit xét nghiém Urea

2-Oxoglutarate 7.5 mmol/Il

Urease (Jack bean) > 5,000 U/l

GIDH (microbial) > 800 U/

B. Reagent B:

NADH 0.28 mmol/I

D4 lap lai (Intra-assay precision): <2.01%

D4 tai ldp (Inter-assay precision): CV <2.36%
Pat tiéu chuin ISO 13485

Hép > 500 mL (4 x 100 mL +4 x 25 mL)

7 |Hoa chét xét nghiém Glucose

GOD (microbial) .> 10 KU/I
POD (horse-radish) > 1 KU/I
4-AP 0.5 mmol

Dat tiéu chudn ISO 13485
Hép > 160 mL ( 4 x 40 mL)

Hop

45

PHAN 3. NHOM HOA CHAT DU

NG CHO MAY NUGC TIEU MISSION U500

Dung djch chitng dung cho
méy phén tich nudc tidu

kiém soét phan tich nude tidu thong thuong.

Dung djch ching mission Liquid Urine Control 12 mét xét nghiém kidm chuén
duge sir dung dé kiém tra 6 chinh x4c ctia két qua phan tich nuée tidu khi doc
bing mét thudng hoic bing may phan tich. Két qua phai duoc so sanh véi céc két
qua k¥ vong dé dam bao tinh hiéu qua ciia que thir va may phén tich nuéc tiéu
Mission va Mission Expert. Dung djch chimg gém 2 mirc ndng d¢ va sin dung dé

lo

10




ST‘}‘ Tén héa chit Théng sb ky thuft hojc twong duong B;:::! S6 lwong
2 |Que thir nuéc tiéu Sir dyung cho méy xét nghiém nudc tiéu Mission U500 .Hop 100 test Hop 357
PHAN 4.NHOM HOA CHAT XET NGHIEM HUYET HOC SO 2
Thanh phén hoat tinh:
- Na2804: 3.0-5.5 g/L
| | Hoa chét rira diing cho méy -NaCl....7.5-11.5 g/L Thi 5
xét nghiém huyét hoc - Chét khang ndm va vi khudn........ 1.0-3.0 g/LL E
- Polyoxyethylene Ester.....0.3-1.5 g/L
Thung 2 20 lit
Thanh phan hoat tinh:
SNAOHEE o <50g/L
, | Hoéa chit ly giai dung cho - Chét hoat dong bé mit......... <15g/L che 3
may xét nghiém huyeét hoc - Isopropanol. .... ....0.1-1.5ml/L
- Ethanol .... ....... ...<1.5ml/L
chai > 500ml
Thanh phén hoat tinh:
ER 2 T s o R 3.0-5.5g/L
, |Hoa chit pha loing duing cho = NaZSOH . ivirwssoniness 7.5-11.5g/L Thing 9
may xét nghiém huyét hoc - Buffering Agents......... 1.0-3.0g/L
- Chét khang nim va vi khuén......0.8-2.5g/L ﬁﬁ
Thing Hop: > 20 lit e
Thanh phan hoat tinh: DB‘EA;
AYan e = Surfactant.....cvreeeeressnissioiis <2.0g/L 4
4 Ao ?hat ;U? dl:]ng : h}? ey - Sodium hypochlorous.......... <100 g/L Lo 3 HU
AEpIpn MG e - Sodium hydroxide.....<100 g/L Ty
Lo >50ml “";‘;
Théanh phén hoat tinh:
- Proteolytic Enzyme.......... 3.0-10g/L
ST - Chét hoat dong bé mat...0.3-1.5g/L
g Homchit st o iy ~NaCl....... . ......3.0-5.0g/L Lo 3
By - Chét chéng ném va vi khuén ...0.5-2.5g/L
- Buffering Agents...1.0-4.0g/L
Lo> 100ml
PHAN 5: HOA CHAT CHO MAY XET NGHIEM HBAI1C
Thanh phin héa chét:
R1/Reagent
- Boronate derivative ...... 0,04 mg
- Organic solvent ..........cuue. 6,2 %
- Lysing agent .........coceenvennns 0,15 %
Xét nghiém dinh lugng R2/Reagent
k : HbAlc Detergent:i oo 0,5 % Tes £000
Test device
- B9 loc (sgi thuy tinh)
- Man lgc (Nylon)
- Miéng hip thu (soi thity tinh).
Hop 2 24 test.
PHAN 6: NHOM HOA CHAT XET NGHIEM MIEN DICH
Rla: Hat tir phi khang thé (don dong, chu6t) khang AFP, mudi dém Tris, chat
dién hoat, albumin huyét thanh bd (BSA), < 0,1% natri azide va 0,1% Pro‘CEin 300
: R1b: Khéng thé (don dong, chudt) khang AFP gén phosphatase kiém, mudi dém "
1 mh hgmg ARE phosphat, i dién hoat, %SA, protein (d&; thé:g chnf@t), < 0,1% natri azide, va Hop 4
0,25% ProClin 300
Hép > 2x50test




STT Tén héa chét Théng s6 ky thuft hoic twong dwong B?ig]r! S6 lwyng
S0: Chét nén (dém albumin huyét thanh bd (BSA)), chat hoat dong bé mat, <
0,1% natri azide va 0,1% ProClin 300. Néng do AFP: 0,0 ng/mL.
; i S1, 82, 83, 84, S5, S6: AFP & c4c ndng d§ twong img x4p xi: 2,5 5; 25; 100; 500 %
% | AL AFD va 3000 ng/mL (2,1; 4,1; 21; 83; 413 va 2478 IU/mL) trong dém BSA, chét hoat Hop %
dong bé mat, < 0,1% natri azide va 0,1% ProClin 300.
Hép > 7x2.5mL
Phuong phap xét nghiém: mién dlch enzym hai vj tri (“sandwich”)
R1a: Hat thudn tir phi khang thé (d&) khang biotin, khang thé (dcm dong, chudt,
gén biotin) dic hiéu véi khang nguyén CA 15-3, albumin huyét thanh bo (BSA),
< 0,1% natri azide va 0,1% ProClin 300.
; R1b: Khang thé (dcm dong, chuft) dic higu véi khang nguyén CA 15-3 cong hop i
0S| Pl g cAds-a v6i phosphatase kiém (bo), albumin huyét thanh bd, < 0,1% natri azide va 0 ,25% Hop &
ProClin 300.
Rlc: Dung dich dém protein (bo, d&, chuét), < 0,1% natri azide va 0,1% ProClin
300.
Hép > 2x50test : :
S0: Pém albumin huyét thanh bd (BSA), <0,1% natri azide va 0,5%, ProClin
300.
4 |Chat chudn CA 15-3 S1, 82, 83, Hop 2
84, 85: Khéng nguyén CA 15-3 & ndng d6 (twong tmg) x4p xi 10, 50, 100, 500 va
1000 U/mL dém albumin huyét thanh bd, < 0,1% natri azide va 0,5% ProClin
Rla: Pha ran: C4c hat thufin tir phti khéng thé (don dong, chudt) khéng CEA, dém
TRIS, albumin huyét thanh ba (BSA), <0,1% natri azide va 0,1% ProClin 300.
R1b: Dung dich pha loang: Dém phosphat, protein (bd, chudt), < 0,1% natri azide
5 Binh lugng CEA va 0,1% ProClin 300. Hdp 47
Rlc: Chét cong hop: Khéng thé (don dong, chudt) khéng CEA gén phosphatase
kiém (bo), dém phosphat, protein (bd), < 0,1% natri azide va 0,1% ProClin 300.
Hop > 2x50test ;
S0: Bém phosphat, protein (bo), < 0,1% natri azide va 0,1% ProClin 300
S1, 82, 83, 84, §5: Khang nguyén CEA (ngudi) ¢ ndng do (tuong ting) x4p xi 1,
6 Chét chuin CEA 10, 100, 500 va 1000 ng/mL, dém phosphat, protein (bd), < 0,1% natri azide va Hép 2
0,1% ProClin 300,
Hop > (6x2.5mL)
R1a: Céc hat thuén tir phu streptav:dm mudi dém TRIS, protein (chim), chit hoat
déng bé mat 0,125% natri azide, va 0,125% ProClin 300.
R1b: Mudi dém TRIS, protein (chim), cht hoat déng bé mit, <0,1% natri azide,
va 0,1% ProClin 300.
Rlc: Mubi d¢m TRIS, protein (chim), chét hoat dong b& mit, 0,125% natri azide,
5 va 0,125% ProClin 300. =
7 Pk higng Fee A R1d: Chét cong hqp phosphatase kiém (bo) — Triiodothyronin, mudi dém TRIS, e 2
protein (chlm), chét hoat déng bé mat, <0,1% natri az:de, va 0,1% ProClin 300.
Rle: Khang thé (don dong, chuét) khang Thyroxm T4 gin biotin, dém TRIS,
protein (chim va chudt), cht hoat dng bé mit, 0,125% natri azide, va 0,125%
ProClin 300.
Hop > (2x50test)
S0: Huyét thanh ngudi, < 0,1% natri azide va 0,5% ProClin 300. Chira 0,0 ng/dL
(0,0 pmol/L) thyroxine.
£ 2 S1, 82, 83, 84, 85: Thyroxine ty do trong huyet thanh ngudi & céc nong d6 tuong 2
2| Chstdinin Pree T4 img xAp xi 0,5; 1,0; 2,0; 3,0 va 6,0 ng/dL (xAp xi 6,4; 12,9; 25.7: 386vgé772 hop #
pmol/L), < 0,1% natri azide va 0,5% ProClin 300.
Hép > (6x2.5mL)
9 Giéng phan I.’IE!g ding cho |Chét liéu Polypropylene. Hép 30
may mién dich Hop > (16x98 cai)
Rla: Céc hat thuén tir phu khéng thé (dé) khéng biotin, khé.ng the (don dong,
chudt, gén biotin) khéng CA 125, albumin huyét thanh bs (BSA), < 0,1% natri
azide, va 0,1% ProClin 300.
10 Thubc thir xét nghiém djnh R1b: Chit cong hgp: phosphatase kidm (bd) — khéng thé (don dong, chugt) khang H6 4
lugng CA 125 CA 125, albumin huyét thanh b, < 0,1% natri azide, va 0,1% ProClin 300. A
R1c: Dung dich dém protein (bd, d&, chuét), < 0,1% natri azide va 0,1% ProClin
300.
Hop > (2x50test)




STT

Pon vj

Tén héa chit Théng s6 k§ thuit hoic tuong duong tnh Sb luong
S0: Pém albumin huyét thanh bd (BSA), < 0,1% natri azide va 0,5% ProClin
g s ra : 300.
T s Egﬁg"?:“l’z‘? nghiém g1, 82, 83, S4, §5: Khing nguyén CA 125 & céc ndng d6 (trong tmg) xdpxi2s, |  Hop 2
3 100, 500, 2000 va 5000 U/mL, dém albumin huyét thanh bo, < 0,1% natri azide
va 0,5% ProClin 300
IVD kich hoat phan tmghéa  |Lumi-Phos 530 (dung dich d&m chira chét dioxetan Lumigen PPD, chit huynh
12 |phat quang trong xét nghiém  |quang va chit hoat dong bé mit). hép 15
mién dich Hop > (4x130mL)
R1a: Khéng thé (don dong, chu6t) khang T3 cong hop véi phosphatase kiém
(bd); hat tir Dynabeads phi: streptavidin, d&m TRIS, protein (gia cAm, chudt), chét
hoat dong bé mit, < 0,1% natri azid va 0,1% ProClin 300.
: R1b: Chat tuong ty T3 gén véi biotin, d8m TRIS, protein (gia cdm), chit hoat "
ot B g Tokal T dong bé mit, < 0,1% natri azid va 0,1% ProClin o ; Hop o
Rlc: Dung dich NaOH 0,4N; 8-Anilino-1-Napthalenesulfonic Acid (ANS).
R1d: Dung dijch Hydrochloric acid (HCI) 0,4N
Hop > (2x50 test)
S0: Huyét thanh ngudi, < 0,1% natri azide va 0,025% Cosmocil CQ. Chira 0,0
ng/mL (nmol/L) Triiodothyronine.
oo S1, 82, 83, S4, S5: Triiodothyronine & c4c ndng 6 xAp xi: 0,5; 1,0; 2,0; 4,0 va
VATl T 8,0 ng/mL (0,8; 1,5; 3,1; 6,1 v& 12,3 nmol/L), huyét thanh ngudi, < 0,1% natri Hop “
azide va 0,025% Cosmocil CQ.
Hop > (6x4mL)
R1la: Céc hat thudn tir pht phirc hgp: khang thé (dé) khang IgG chudt, khang thé -
(don déng, chu6t) khang BhCG, mudi dém TRIS, chét hoat déng bé mit, albumin £
huyét thanh bo (BSA), <0,1% natri azide, 0,1% ProClin 300.
R1b: Protein (dé, chudt va protein tai td hop), mudi dém citrat, chit hoat déng bé '
15 |Dinh lugng total BhCG mit, < 0,1% natri azide, va 0,1% ProClin 300. Hép 7 gl
Rlc: Khang thé (thd) khéng BhCG céng hop v6i phosphatase kiém (tai td hop), ,?A
mudi dém MES, chét hoat ddng bé mit, albumin huyét thanh bd, protein (thd), < W
0,1% natri azide, 0,25% ProClin 300. ::
Hop > (2x50 test) 43l 18
S0: Pém albumin huyét thanh bd (BSA), chét hoat déng bé mit,< 0,1% natri
azide va 0,5% ProClin 300. Chira 0,0 mIU/mL (IU/L) hCG.
£ z S1, S2, 83, S4, S5: hCG & néng dd (twrong (mg) x4p xi 6, 35, 195, 620 va 1350
16 |Chirchngn Toml G S IS) | it/ (IVL)] démi BSA, chit hoa(t d@ngg bégleat,p«: 0,1% natri azide va 0,5% Hep 2
ProClin 300.
Hoép > (6x4mL)
R1la: Cac hat thuén tir phu khang thé (chuét, don dong) khang TSH ngudi, mudi
dém TRIS, chét hoat dong bé mit, albumin huyét thanh bd (BSA), < 0,1% natri
azide va 0,1% ProClin 300.
R1b: Mudi dém TRIS, chét hoat dgng bé mit, BSA, protein (chudt), < 0,1% natri
azide va 0,1% ProClin 300.
17 Thudc thir xét nghiém dinh R1c: Khang thé (chudt, don dong) khing TSH cng hop véi phosphatase kiém, Hé 15
luong TSH mudi dém ACES, chit hoat dong bé mit, BSA, protein (chudt), < 0,1% natri P
azide va 0,25% ProClin 300.
R1d: Khang thé (chudt, don dong) khang TSH cdng hop véi phosphatase kiém,
mudi dém ACES, chit hoat déng bé mit, BSA, protein (chudt), < 0,1% natri
azide va 0,25% ProClin 300.
Hop > (2x100test)
SO0: Pém nén albumin huyét thanh bd (BSA), chat hoat dong bé mit, < 0,1% natri
azide va 0,5% ProClin 300. Chira 0 pIU/mL (mIU/L) hTSH
'8 Chét hiéu chun xét nghiém S1, S2, S3, 4, S5: Chira ndng d5 hTSH (tuong img) xAp xi: 0,050; 0,30; 3,0; . :
dinh luong TSH 15,0 va 50,0 pIU/mL (mIU/L), d&ém nén BSA, chét hoat dong bé& mit, < 0,1% s
natri azide va 0,5% ProClin 300.
Hop > 6x2.5mL
D B i et hén hop chira acid hitu co, chit hoat déng bé mait tich dién am, chét hoat dong bé
19 | skl TR Ikt khéng ion héa va alkanolamin. Binh 1
phén tich mién dich :
Binh > 1 gallon
Dung dich rira ding cho may
20 |phén tich nllién djch va may KOH. Binh > 01 lit Binh 1
phén tich té bao déng chay




Pon vi

STT Tén hoa chit Théng s6 ky thuft hojc twong dwong o S6 lugng
51 |Pung dich rira cho méy mién [Mudi dém TRIS, chit hoat dong bé mat, < 0,1% natri azide va 0,1% ProClin 300 Hap 53
dich Hop > 10 lit
- Pham vi phén tich: 2,3 - 27, 027pg/mL
- Phuong phap xét nghiém: mién dich enzym hai buéc lién tiép (“sandw:ch”)
Thanh phén: Rla: C4c hat thuan tir Dynabeads du‘qc bao phu bang khéng the don
dong & chut khang c¢Tnl ctia ngudi dugc tao huyén phi trong dung dich muéi
dém TRIS, ¢6 chit hoat dong bé mit, albumin huyét thanh bd (BSA), natri azit <
22 |Binh lugng Tnl 0,1% va ProClin 300 0,1% R1b: 0,1N NaOH R1c:Dung dich muéi dém TRIS, Hép 51
chét hoat dong bé mat, protein (chugt) natri azit < 0,1% va ProClin 300 0,1%.
R1d: Chét cong hop giita khang thé don dong & ciru khang cTnl cia ngudi véi
phosphatase kiém duorc pha loang trong dung dich mudi dém ACES, c6 chét hoat
dong bé mat, chit nén BSA, protein (b, ciru, chuft), natri azit < 0,1% va ProClin
1300 0,25%.
Thanh phan S0: Chét nén dém albumin huyét thanh bo (BSA) véi chat hoat
dong bé mat < 0,1% Natri azua va 0,1% ProClin 300 S1,82,53,54,55,86: Hop
oy e chét troponin tai té hop & nong dd cTnl khoéng 30,7, 144, 567, 2.293, 9.280 va :
e 27.027 pg/mL trong chét nén dém albumin huyét thanh b (BSA) véi chit hoat HOp §
déng bé mit, < 0,1% Natri azua va 0,1% ProClin 300.
Hoép > (3x1,5ml +4xImI)
Dang déng kho tang d6 6n dinh, 100% Huyét thanh ngudi, chira 54 théng sb. Bao
gbmcap-2— Microglobulin, CA15- 3, CA19-9, CA125, Growth Hormone
Vit liéu kiém soat xét (GH), Oestradiol, Paracetamol, 1-25-(OH)2 - Vitamin D*... On dinh dén han tai 2-
24 [ nghiém dinh lugng 54 théng | 8°C. Mirc Ferritin va Vitamin B12 phi hop dé theo ddi bénh thiéu mau. Nong d6 Hép 1
s6 xét nghiém mién dich  |TSH rét thép & muc 1. On dinh sau hoan nguyén trong 7 ngay & 2-8°C hoic 28
ngay tai -20°C.
Hop > (12x5 ml)
g ., |Chat kiém chimg cho xét nghiém min dich tim mach 3 mc, Troponin, CKMB,
Chat kiem chirng cho xét A Y 5
25 nghiém mikn dich Myoglobin, Digoxin Hop 5
k Hop > (3x2ml)
- Thanh phén: Phosphatase kiém, 1% albumin huyét thanh bo (BSA), 0,25%
26 Dung dich kiém tra méy  |ProClin 300, < 0,1% natri azit. Hép 1
Hép > (6x4ml)
PHAN 7.NHOM HOA CHAT XET NGHIEM SINH HOA SO 2
I Thude thir xét nghiém dinh Phuong phap: Bromocresol green;Dai do:1.21 - 70 g/L. s 3
lugng albumin Hép > (10x60ml) g
Vit ligu kiém sodt mirc 1 xét Dang dung djch, Thanh phén: dung dich dém, chira: amoniac, ethanol, natri
2 |nghiém dinh lugng amoniac, hydrocarbonat. Hép 5
ethanol, CO2 Hoép > 3x5ml
Vat ligu kiém soat mirc 2 xét Dang dung dich, thanh phén: dung djch dém, chira: amoniac, ethanol, natri
3 |nghiém dinh Iugng amoniac, hydrocarbonat. Hép 5
ethanol, CO2 Hép > (3x5ml)
” Thubc thir xét nghiém dinh Phuong phdp: DICHLOROPHENYL DIAZONIUM:D4i d0:0.09 - 15 mg/dL. Ho 10
lugng bilirubin tryuc tiép Hép > (4x60+4x15ml) op
/ Thuc thir xét nghiém dink ?3hgc1mg6§2ép lzlln(il)iLOROPHENYL DIAZONIUM;Dai do:0.211 - 38 mg/dL - :
lugng bilirubin toan phéan A op
Hép > (8x60+8x15ml)
Chét chun cho céc xét
¢ |nehiém sinh hoa thudng quy |Dang bot dong khé, thanh phin: huyét thanh ngusi. =
c6 ngudn goc tir huyét thanh [Hép > (5x5ml) Hop 3
ngudi
Chét kiém chimg cho cac xét
7 nghiém sinh héa thuomg quy ¢6 |Dang bét dong khé, thanh phin: huyét thanh ngudi. 5
ngudn gbe tir huyét thanh ngudi [Hop > (5x5ml) Hop 4
miurc |
Chit kiém chimg cho cdc xét
8 nghigm sinh héa thuong quy c6 [Dang bjt dong khé, thanh phin: huyét thanh ngudi. Hop 4

ngudn gbe tir huyét thanh ngudi
mirc 2

Hép = (5x5ml)




STT Tén héa chit Théng sb ky thuit hojic twong dwong B:?r:;! S6 lugng
SIS CRCRRE . Thanh phin: Baypur CX 100; Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%;
g e s Sulfonic acids, C14-17-sec-alkane, mudi natri 1 - 5%. Can 160
sinh hda (Wash solution)
Can > § lit
Chit kiém chudn mirc 1 ding |Thanh phdn; Huyét thanh ngudi dong khd chira creatine kinase-MB isoenzyme.
10 : e Lo 26
trong xét nghiém CK-MB Lo > (1x2ml)
1 Chét kiém chudn mtrc 2 ding [Thanh phan: Huyét thanh ngudi dong khd chira creatine kinase-MB isoenzyme. o 2%
trong xét nghiém CK-MB Lo > (1x2ml) 7
. . | Phuong phép: Enzymatic; Loai mau: Huyét thanh, huyét tuvong; D 1ap lai: CV <
Binh lugng Cholesterol toé 3 2 s s
1o | Pinh luong Cholesterol toan |, 4o/, 55 chum todn phin: CV <0,8%:; S6 lugng test t&i thidw/1 mL: 22 test Hop 10
phan 5 ’
Hop > (4x22,5ml)
Chat kiém chiing cho c4c xét [Thanh phan: Huyét thanh ngudi dang dong kho chira héa chit phu gia v céc
13 | nghiém sinh héa thudng quy |enzyme thich hop c6 ngudn gdc con ngudi va dong vat Lo 24
mirc 1 Lo> (l‘(SmI)
Chat kiém chimg cho cac xét |Thanh phan: Huyét thanh ngm‘n dang dong kho chira héa chat phu gia va cic
14 | nghiém sinh héa thudng quy [enzyme thich hop cé ngudn gbe con ngudi va dong vt Lo 24
mirc 2 Lo > (Ix5Sml)
L 25 oo g Dai do: 8.11 mg/dL - 300 mg/dL, phuong phép do: ALCOHOL
o ;'L‘rzn"f:‘[ﬁ:::]“ dinh | S EHYDROGENASE Hop 15
e Hop > (2x20+2x7ml)
Chét hiéu chudn xét nghiém |Dang dung dich, Thanh phe‘in: dung dich dém, chira: dém amoniac, ethanol, natri &\
16 |dinh lugng amoniac, ethanol, |hydrocarbonat Hop 2 x‘ﬁ'(
CcO2 Hop > (2x5ml) EN
: Phuong phap: Huyé é : Do i: CV < 1,63%; D chum toa }
Thisbo thit it wahian dinh 1‘~1r0fnD phép Huyeﬁ thanh, [11!ch .nrcf.nlg, g lap lai: CV < 1,63%; D6 chum toan ) 14
17 phan: CV £2,4%,; S6 lugng test toi thiéu/1 mL: 5 test Hop 2
lwong GGT 3 /
Hop = (4x18ml+4x18ml) WA
o P e D~
18 Thuoe thir xét nghiém dinh Phuong phép: Biuret;Dai do:0.8-150 g/L. H6 10 =
lrgng protein toan phan Hop > (2x60+2x20ml) 2
Thhhi sdr b dial Phuong phép: Enzymatic; D6 lip lai: CV < 1,06%; B9 chum toan phén: CV <
19 Au.mc .lur xé -1‘112 hiégm dj 1,76%; S& lugng test t6i thiéu/1 mL: 8 test. Hép 10
lugng triglyceride :
Hop = (4x50ml+4x12.5ml)
20 [Héa chét diing cho xét Phuong phép: Uricase / peroxidase;Dai do:18.5 - 1487 pmol/L Hop 5
& nghiém Uric Acid Hop = (10x60ml) :
a1 Hoa chit ding cho xét Phuong phap: Direct substrate;Dai do:4.5 - 1300 U/L Hop 10
nghiém o - Amylase Hop = (8 x 20ml) :
ey Thanh phan: Sodium Hypochlorite 5 - 10% ;
22 {ra Binh 2
g dlevina Binh > 450ml o
Hoa chit kiém chimg cho xét | Thanh phin: Huyét thanh ngudi dang déng kho cé chira HDL-Cholesterol va
23 nghiém HDL/LDL- LDL-Cholesterol (ngudi); Chét kiém chimg 2 mirc Lo 36
Cholesterol Lo = (1x5ml)
- | 16a chét hiéu chudn cho xét Thanh. phan:LHu‘yﬁct than:h l1gll'(‘{] dang bt dong khé chira HDL-Cholesterol :
24 nehiém HDL (ngudi).; Chat hiéu chudn | mac Hép 2
i Hop > (2x3ml)
Héa ehitiiey chudn cho xét Flu’lnh Rhnn: ]-iuyet tl"lanh ngudi déng khd chira creatine kinase-MB isoenzyme;
25 whié'm CK-MB Chat hiéu chuan 1 mire Lo 5
nEts Lo> (1 x1Iml)
. : Thanh phén: Huyét thanh ngudi, cdc enzym tir ngudi, dong vat va thuc vat:
26 Héa ff‘la.téh'm.' Lrll:anl tc[hO‘CéC Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-NAC, GGT, 1o 12
rel aghiEm SN heRhiaNg HBDH, LDH, Albumin, Creatinine. ;
g Lo > (1x5 ml)
Thanh phan: L-Alanine 500mmol/L; 2-Oxoglutarate 12mmol/L; LDH 1,8kU/L;
27 Do hoat d6 ALT (GPT)  |NADH 0,2mmol/L; Dai do: 3 — 500 U/L.S6 lugng test tdi thiéu/1 mL: 6 test Hop 72
Hop = (4x50+4x25ml)
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28

Po hoat d6 AST (GOT)

Thanh phan: Tris buffer: L-aspartate 240mmol/L; 2-Oxoglutarate 12mmol/L;
LDH > 0,9kU/L;Dai do: 3 — 1.000 U/L; S6 lugng test tdi thiéu/1 mL: 10 test
Hop = (4x25+4x25ml)

Hop

22

29

Do hoat d6 CK-MB (Isozym
MB of Creatine kinase)

Thanh phan: 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; Chit hoat héa 26 mmol/L; AMP 5 mmol/L:
Khang thé khang tiéu don vj CK-M; Dai do: 10 —2.000 U/L; Sé lugng test toi
thidu/1 mL: 6 test

Hop > (2x22+2x4+2x6 ml)

Hop

30

DPinh lugng Ure

Thanh phén: 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.; D6
lap lai: CV <2,28%; S lrong test tdi thidu/1 mL: 10 test.

Hop > (4x25+4x25 ml)

31

Binh lugng Creatinin

Thanh phan: Natri hidroxit 120 mmol/L; Axit picric 2,9 mmol/L; B9 lap lai: CV
<1,12%; Sb lugng test t6i thidu/1 mL: 4 test
Hép > (4x51+44x51 ml)

20

32

DPo hoat d§ CK (Creatine
kinase)

Thanh phén: Immidazole 100 mmol/L; Creatine phosphate 30 mmol/L; N-
acetylcysteine 0.2 mmol/L; Activator 26 mmol/L; Mg2+ 10 mmol/L;
Diadenosine pentaphosphate 0.01 mmol/L; HK > 4.0 kU/L; Dai do: 10 —2.000
U/L; Sé lurgng test t6i thiéu/1 mL: 6 test

Hép > (4x22+4x4+4x6 ml)

33

Binh lugng Glucose

Thanh phén:Hexokinase > 0,59 kU/L; G6P-DH > 1,58 kU/L ; Phuong phép:
hexokinase method; D6 1ap lai: CV <2,3%; D6 chum toan phén: CV <4,15%; Sé
lugng test téi thiéu/I mL: 13 test

Hop > (4x53+4x27 ml)

Hop

34

Dinh lugng HDL-C

Thanh phan:Cholesterol esterase (CHE) 0,8 1U/mL: Cholesterol oxidase (CHO)
4,4 IU/mL; D6 1ap lai: CV < 0,85%; Do chum toan phin: CV <1,92%; S8 luong
test tdi thiéu/1 mL: 4 test

Hop > (4x51.3+4x17.1 ml)

Hop

29

PHAN 8: NHOM HOA CHAT XE

T NGHIEM DONG MAU

1

Chuédn déng mau

Tiéu chudn CE, 1ISO 9001, I1SO 13485
Lo>1ml

Lo

38}
]

Cuvet do d6ng miu

Chit ligu: Nhuay té
Tiéu chudn 1SO 13485
Hop > 6x10x32 cai

Hop

Chit thir xét nghiém
Fibrinogen

Thanh phan: Bovine thrombin
Tiéu chudn 1SO 9001, ISO 13485
Hop 2 (5x2ml+1x1ml+1x1ml)

Cht thir xét nghiém PT

Thanh phan: Thromboplastin, pipes bufer, sodium azide
Tiéu chudn ISO 9001, 1SO 13485
Hép = (5x4ml)

37

5

Chét thir xét nghiém APTT

Tiéu chudn CE, ISO 9001, ISO 13485
Hop 5 19 4ml contact activator (Reagent) + 1 19 20ml calcium chlorice (starter)
Hép 2 (5x4ml + 1x20ml)

PHAN 9: NHOM HOA CHAT XE

T NGHIEM SINH HOA SO 3

1

Hoa chét kiém chuén méy
sinh hod

Tiéu chudn 1SO 9001, ISO 13485
Lo 2 5ml.

Thudc thir xét nghiém
Cholesterol

Thanh phﬁn: R1 (Sodium Cholate; CHE; CHOD; POD; 4-AAP; 4-Chlorophenol;
Good's Buffer pH 7.20) + Standard. Tiéu chuén ISO 9001, ISO 13485
Hép = (6x50ml)

Thudc thir xét nghiém
Glucose

Thanh phén: R1 (GOD; POD; 4-AAP; Phenol; Surfactant; Phosphate Buffer pH
7.00) + Standard.

Tiéu chudn ISO 9001, ISO 13485

Hép = (6x100ml)

10

Thuéc thir xét nghiém
Triglycerides

Thanh phﬁn: R1 (p-Chlorophenol; 4-AAP; ATP; GK; POD; LPL; GPO; Good
Buffer pH 7.20) + Standard.

Tiéu chudn ISO 9001. 1SO 13485

Hép > (6x50ml + 1x4ml)

hop

Thudc thir xét nghiém Urea
uv

Thanh phén: R1 (Tris pH 7.60; ADP; NADH; Urease; GLDH) + R2 (Sodium
Alphachetoglutarate) + Standard.

Tiéu chudn ISO 9001. ISO 13485

Hép > (5x40ml +1x50ml)
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Thudc thir xét nghiém Uric
Acid

Thanh phén: R1 (Borate buffer pH 7.0 180 mmol/l, Uricase > 50 U/L,
Cholesterol esterase (CHE) > 300 U/L, 4 - aminophenazone 0.25 mmol/L, ESPT
1 mmol/L, Peroxidase (POD) > 100 U/L, NaN3 <0.095 g/L + Standard

Tiéu chuin ISO 9001. ISO 13485

Hép > (6x50ml)

Thudc thir xét nghiém GOT-
AST

Thanh phan: R1: TRIS buffer pH 7.8 28mmol/L; L-aspartato 284. R2: 2-
Ossoglutarato 68 mmol/L;

Tiéu chudn ISO 9001, ISO 13485

Hop > (5x45ml+1x23ml)

Hép

Thuéc thir xét nghiém ALT-
GPT

R1: TRIS 28 mmol/L, LAlanina 568 mmol/L, Sodio azide 2 g/L.
R2: 2-Ossoglutarato 68 mmol/L

Tiéu chudn ISO 9001. ISO 13485

Hép > (5x45ml + 1x23ml)

Hop

PHAN 10: NHOM HOA CHAT XET NGHIEM SINH HOA SO 4

Hoéa chiét xét nghiém
Creatinine

Hoéa chit xét nghiém dinh lugng Creatinine trén méy sinh héa; R1: 1x125ml +
R2: 1x125ml + Std: 1 x5ml; ti 16 R2/R1: 1/1 dai do: 44 - 1326 umol/L
Thanh phén gbm:

Héa chit 1: R1

- Picric acid 8,73 mmol/L

Hoéa chét 2: R2

- Sodium hydroxide: 312,5 mmol/L

- Disodium phosphate: 12,5 mmol/L

Chét chun:Std

- Creatinine: 2 mg/dL

Ho6p: 2 x 125 ml

Hoéa chét xét nghiém Glucose

1x5ml; hoé chét don; dai do: 1.11 - 22.2 mmol/L
Thanh phan gém:

Héa chét: R

- Phosphate buffer, pH 7,4

- Phenol: 10 mmol/L

- 4-aminoantipyrin: 0,3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

Hop> 4 x250ml

Héa chat xét nghiém dinh luong Glucose trén may sinh héa; R: 4 x 250 ml + Std:

10

Héa chét xét nghiém dinh
lugng Urea

Héa chat xét nghiém dinh lugng Urea trén mdy sinh héa; R1: 5x100ml + R2:
1x127ml + Std: 1x5ml; ti 18 R2/R1: 1/4; dai do: 1.67-49.95 mmol/L
Thanh phin:

Hoéa chit: R

-Tris buffer,pH 7.60

-Anpha-Ketoglutarate: 9 mmol/L

-GIDH: > 1350 U/L

-Urease: > 8100 U/L

Hoéa chit 2: R2

-NADH: 1,5 mmol/L

Hop = (5x100ml + 1x127ml)

10

Hoéa chét xét nghiém dinh
lugng ALT/GPT

Héa chit xét nghiém dinh lugng ALT/GPT trén méy sinh héa; R1: 5x100ml +
R2: 1x127ml; dai do: 10-450 U/L
Thanh phin:

Héa chit 1: R1

-Tris buffer, pH 7.50

-L-alanine: 680 mmol/L

-LDH: >2000 U/l

Hoba chét 2: R2
-Alpha-ketoglutarate: 97 mmol/L
-NADH: 1,1 mmol/L

Hop > (5x100ml + 1x127ml)

Hop

10




Pon vj

S6 lugng

STT Tén hoéa chit Thong s k§ thuit hoiic twong duong tinh
Hoa chat xét nghi¢m dinh lugng AST/GOT trén mdy sinh héa; R1: 5x100ml +
R2: 1x127ml; dai do: 10-450 U/L
Thanh phan:
Héa chét 1: R1
Hoa chét xét nghiiém djnp | 1018 buffer, pH 7.8 3
5 e AST/GOT -L-aspartate: 330 mmol/L Hép 10
vie -LDH: > 2000 U/L
-MDH: > 1000 U/L
Héa chat 2: R2
-Alpha-ketoglutarate: 78 mmol/L.
Hop > (5x100ml + 1x127ml)
Chit kiém chuén cho céc xét |Hoa chat kiém chuan thong thuong cho cac xét nghiém thudng quy; Thanh phan:
6 | nghiém sinh h6a thudéng quy |Huyét thanh ngui déng khé Lo 18
mirc 1 Lo> 5ml = T,
Chat kiém chuan cho céc xét [Hoa chét kiém chuan bt thudng cho cac xét nghiém thudmg quy; Thanh phén:
7 | nghiém sinh héa thudng quy |Huyét thanh ngudi déng kho Lo 18
mirc 2 Lo> 5ml )
PHAN 11: NHOM HOA CHAT XET NGHIEM DIEN GIAI
g Gdm dung dich Standard A 800ml, Standard B 180ml, Wash solution 80ml, binh 2
. Hoa chat di¢n gidi thai diing cho mdy xét nghiém dién giai Easylyte Expand Hop Rl
Dung dich rira may, Thanh phén:
2 Nudc rira méy dién gidi  |-1 chai Daily Cleaner Diluent 90 ml, HCI 0,1N; muéi Hép 4
-6 chai pepsin 0,05g
7 . * i ié ; i 5 i A
B kidm chuén chét N D:fng dich ki€m chudn test Na, K, Cl, Li, Ca, pH, gdm 2 mirc binh thudng va bit !
3 thuong, Hép 10

mirc

Hop > (2x10ml)

10
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