Phan 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé dy an/dy toin mua sim, géi thau
- Cht dau tu: Bénh vién Phu san Thai Binh

- Tén ké hoach lya chon nha thidu: Mua sdm hod chat, vat tu xét nghi¢m va
hoa chat dung chung phuc vu hoat dong chuyén mén cua Bénh vién Phu san Thai
Binh lan 2 nam 2025-2026

- Tén gobi thau: Goi thau sb 01: Mua sam hoa chat, vat tu xét nghiém va hoa
chét dung chung phuc vu hoat dong chuyén mén cta Bénh vién Phy san Théi Binh
lan 2 nam 2025-2026

- Gia g6i thau: 16.368.117.008 VND

- Nguén von: Nguén thu tur gia dich vu kham bénh, chira bénh va cac nguén
thu hop phap khac ctia Bénh vién Phu san Thai Binh nam 2025.

- Hinh thirc lya chon nha thau: Pau thau rong rii trong nudc qua mang

- Phuong thure lya chon nha thau: Mot giai doan, mot thi ho so

- Thoi gian t6 chirc Iwra chon nha thau: 90 ngay

- Thoi gian bat dau td chirc lua chon nha thau: Thang 11 nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thyc hién goi thau: 12 thang ké tir ngay hop dong c6 hiéu luc
- Tuy chon mua thém: Khong dé xuét

2. Yéu ciu vé ky thudt

a) Yéu cau chung

- Nha thau du diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phap luét hién hanh;

- Hang hoa méi 100%, dam bao han st dung tbi thiéu 06 thang dbi v6i hang
hoa c¢6 han ding tir 02 nam tro 1én; 03 thang dbi véi hang héa co han dung tir 01 dén
02 ndm; % han ding d6i voi hang hoa c6 han ding dudi 01 nam theo nha san xuat khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cp, ngay giao hang phu hop vdi tién do thuc



hién ké hoach lya chon nha thau.

b) Yéu ciu vé ky thuat

STT

Tén hang hoa

Théng s6 ky thuit va cac tiéu chuin

(Nha thau cé thé chao tuwong dwong hodc tét hon)

Quy céach
dong goi

Lé 01: Thudc nhudm tiéu ban Hematoxylin

11

Thubc nhudm tiéu ban
Hematoxylin

Dung dé nhudm hat nhan trong té bao hoc.Thanh
phan tbi thiéu:

Hematoxylin: Haematoxylin C.1. No. 75 290
0.5%; Aluminium Sulphate 6%; Ethylene glycol
15%. Dang long st dung tryc tiép.

Bao quan ¢ 15-30°C va trdnh &nh sang

Tiéu chuan chét lugng: ISO 9001, ISO 13485, CE
hodac twong duong

1 Lit/ Chai

Lé 02: Thudc nhudm Giemsa

2.1

Thuoc nhudém Giemsa

Dung dé nhudm té bao méau ngoai vi va té bao u
X0 tiy xuong.

Thanh Phan t6i thiéu: Eosin-methylene blue
according to Giemsa 7.0 g/L, methanol 50%;
Glycerol 50%.

Thudc thir duge bao quan & nhiét d6 15-300C
Tiéu chuan chat lugng: 1ISO 9001, ISO 13485, CE
hodc tuong duong

1 Lit/ Chai

Lo 03: Méi truwdng phan loai tinh trung

3.1

Moi truong phan loai
tinh trung

Do pH :7.2-7.9.D6 tham thau: 320-350mOsm/kg.
Noi doc t6: <0.5EU/ml. Ty trong: 1.1050-
1.1150g/ml.

- Kiém tra kha ning song cua tinh tring >80%.

2x50ml

Lo 04: V6i so da

4.1

Vo1 sb da

Cong dung: Dung dé hap phu khi CO2 trong may
gdy mé. Chat hap phuy: Kich c& hat: 2,5-5 mm
Ham luong am: 12-19% 12<ph Natri hidroxit
(NaOH, 215-185-5): <4% Canxi hidroxit
(Ca(OH)2, 215-137-3): >75%</ph

Can 4,5kg

2 can/ Hop

L6 05: Kaliiodua




Tinh khiét , 13 tinh thé mau tring hodc tring nga

5.1 | Kaliiodua ham hrong KI t5i thidu 98% Chai 5009
6 L6 06: Nuwdc cat 2 1in
o e 1A San pham dugc san xudt tai co so ap dung tiéu .
6.1 | Nudc cat2 lan chuin ISO 13485 hoic twong duong 10 Liv Can
7 L6 07: Formaldehyd
Thanh phan tdi thiéu: Formaldehyde Solution 4%
p/v (Formalin khoang 10%)
71 Formaldehyd Dém pH 7,0. On dinh bang metanol 5L/ Can
' T6i thi€u bao quan ¢ nhiét d6 phong (15 - 30°C)
Ti€u chuan chat luong: ISO 9001, ISO 13485, CE
hoac twong duong, hang IVD
8 Lo 08: Hoa chat nhuém Eosin Y 1%
E0§in ghﬁ yéu duoc sir dung dé nhuc}rp té bao
chat dé tang d¢ tuong phan vdi cac yeu to da lién
ket voi nhan té bao, khi sir dung thuéc nhudém
nhan nhu hematoxylin ’ ’ ‘
Nhu¢m céc thanh phéan cua t€ bao chat nhu hong
cau, collagenZ co va té bao biéu mo,... thanh cac
) dai mau do/hong
Hoé chat nhuém Eosin Y | Thanh phan t6i thiéu: . .
8.1 1% + Ethanol < 65% 1Lit/ Chai
+ Acetic Acid < 10%
+ Isopropanol < 5%
+ Methanol < 5%
Trang thai: chat long
pH:4-5 ’
Thoi gian nhudm ki€n nghi khoang: 30s- 90s, c6
thé nhudém mau moé dong lanh
9 | Lé 09: Diu soi kinh
V(:)i chiét xuét ph}‘l hop véi téflt ca cac ’loai }(inh
91 | Diu soi kinh hién vi. La loai dau trong suot c6 chiét suat cao. 100ml/
' nD =1.477 - 1.481 (20°C); Chai
Toi thiéu bao quan tai: Nhiét d6 phong (15-30°C)
10 | Lo 10: Gel cit lanh bé¢nh phim
10.1 | Gel cét lanh bénh phém Hoa chét dgng l6ng nhét, mau trong dén vang Chai 118ml

nhat, mui con nhe, tan trong nudc. St dung cho




su chuan bi cac mau bénh phém dong lanh
Thanh phan tdi thiéu gdm c6:

Polyvinyl Alcohol: 5-15%

Polyethylene Glycol: 1-10%

Céc thanh phan khong gay kich ting: 75-95%

11 | Ld 11: B$ dung dich thuéc nhudém ding cho xét nghiém sang loc ung thu ¢b tir cung.
By dung dich thudc | Bo dung dich thuéc nhudm ThinPrep Stain ding
111 nhuém dung cho xét | cho xét nghiém sang loc ung thu Co tir cung gom: | 4 lit/ Can x
' nghiém sang loc ung thu | Nuclear Solution, Orange G Solution, EA 5 thung/ Bo
cO tir cung. Solution, Rinse Solution, Bluing Solution.
12 | Lé 12: B$ Kit xét nghiém sang loc ung thw ¢6 tir cung sir dung cong nghé mang loc
B0 kit xét nghiém sang loc ung thu ¢d tir cung 9
dung cho myc dich sir dung tam soat ung thu co
to cung. Xét nghiém tdm soat ung thu ¢o tir cung
cong nghé chuyén t€ bao 1én lam kinh bang mang
o . loc c6 kiém soat. St dung nguyén 1y co - khi -
Bo Kit xét négh}em SaNE | long dé phan tan, tap hop va chuyén té bao Ién 100 Kit/
12.1 | loc ung thu ¢d tir cung S| Jam kinh. Toan bo mau b¢nh pham dugc xu Iy Thing
dung cong ngh¢ mang loc hoan toan tw dong. Bao gom: Lo thu thap mau,
choi lay t€ bao, mang lgc té bao, lam kinh: tich
dién duong
Tiéu chuan FDA, 1SO 13485 hoic tuong duong.
Tuong thich v&i may ThinPrep 2000 Processor
13 | Lo 13: Hong cau miu
. o Nong d6 hong cau 3-5%, dung dé dinh nhém méu B6 3 1o
13.1 | Hong cau mau ABO, d¢ nhay 100%, do dac hi¢u 100% hoac ]
10ml/1o
tuong duong
14 | Lo 14: Héa chat Kiém tra d9 chuin dwong tinh
Hoa chat kiém tra do ghuén dwong tinh dung cho
’ q may phan tich nudce tiéu. Thanh phan: Glucose;
14.1 Hoa chat kiém tra do | crystalline bilirubin; sodium methyl acetoacetate; 25 test/
' chuan duong tinh bovine hemoglobin; bovine serum albumin; 5-(4- Hop
sulfobutoxy)-2-methylindole sodium salt; sodium
nitrite; protease (fungal)
15 | Lo 15: Héa chit kiém tra d9 chuin am tinh




151

Hoéa chat kiém tra dd
chuan am tinh

Hoa chat kiém tra d6 chuan am tinh dung cho
may phan tich nuée tiéu. Thanh phan: Potassium
phosphate monobasic and dibasic; sodium
chloride; urea

25 test /
Hop

16

L6 16: Chit chuin kiém tra xét nghiém nuérc tiéu Mirc 2.

16.1

Chat chuan kiém tra xét
nghi¢m nudc tiéu Muc 2.

Chét chuan duoc thiét ké su dung dé kiém tra
chat luong ciia xét nghiém nudce tiéu bang que
thir. San pham nay cung cap dai gia tri tham chiéu
cho 13 thong $6: Albumin, Bilirubin, Blood,
Creatinine, Glucose, hCG, Ketones, Leukocytes,
Nitrite, pH, Protein, Specific Gravity trén que thu
nude tiéu cua hau hét cac nha san xuét.

+ Dang long, san sang sur dung ngay.

+ C6 ngudn goc 100% tir nudc tiéu nguoi.

+ On dinh dén han st dung khi bao quan & nhiét
do <2->8do C.

+ Sau khi m¢ nip mau 6n dinh trong vong >30
ngay 6 2- 25 d6 C hodc nhung t6i da >20 1an que
thtr vao lo mau.

lo 12mi

17

L6 17: Dung dich rira hé

thong may sinh héa

17.1

Dung dich rira hé thong
may sinh héa

Dung dich rira hé thdng may sinh hoéa;

Thanh phan tdi thiéu: Sodium Hydroxide 1 - 2%;
Genapol X080 1 - 2%; Sulfonic acids, C14-17-
sec-alkane, muoi natri 1 - 5%.

1x5I1/Can

18

L6 18: Hoa chit kiém ching cho xét nghiém HDL/LDL-Cholesterol

18.1

Hoa chét kiém ching cho
x¢ét nghiém HDL/LDL-
Cholesterol

Hoa chat kiém chung cho xét nghiém HDL/LDL-
Cholesterol;

Thanh phan ti thiéu: Huyét thanh nguoi dang
dong kho co chira HDL-Cholesterol va LDL-
Cholesterol (nguo1i);

Chét kiém chung 2 muc; Céc gia tri co thé duogc
truy xudt theo phuong phap tham chiéu HDL va
LDL-cholesterol cia US CDC (Centre for
Disease Control)

1x5ml/Lo

19

L6 19: Co chit phat quang
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Co chit phat quang

San pham duoc dung v6i hé théng xét nghiém
mién dich Access va thudc thir xét nghiém mién
dich Access dac hiéu;

Thanh phan chinh t6i thiéu: Lumi-Phos 530 (dung
dich dém chura dioxetane Lumigen PPD, chét
huynh quang va chit hoat tinh bé mit)

4x130mL/
Hop (Hop
520 ml)

20

Lo 20: Dinh lugng Testosterone

20.1

Dinh lugng Testosterone

Thudc thir xét nghiém dinh lugng testosterone
trong huyét thanh va huyét twong nguoi trén may
xét nghiém mién dich ty dong;

Phuong phap: mién dich enzym gan canh tranh;
Dai do: xap xi 0,1 — 16 ng/mL][0,35-55,5
nmol/L];

Thanh phan chinh téi thiéu: Cac hat thuan tir pht
khang thé dé khang IgG chudt, chat cong hop
testosterone — phosphatase kiém véi albumin
huyét thanh bo (BSA), natri azit, ProClin, dung
dich xtr Iy mau, khang thé don dong khang
testosterone (chudt), protein (BSA, chudt, dé)

2x50test/
Hop (Hop
100 Test)

21

Lo 21: Pinh lwgng CEA

21.1

Dinh lugng CEA

Thubc thir xét nghiém dinh luong CEA trong
huyét thanh ngudi trén méy xét nghiém mién dich
tu dong; Phuong phép: mién dich enzym hai vj tri
gén, kiéu “sandwich”;

Dai do: x4p xi 0,1-1000 ng/mL;

Thanh phan chinh t6i thiéu: Pha ran céc hat thuan
tur phtt MADb (chuét) khang CEA, dugc phan tan
trong dung dich dém TRIS, albumin huyét thanh
bo (BSA), natri azit, ProClin, chét cong hop MAb
(chudt) khang CEA gin phosphatase kiém (bo),
dugc pha loang trong dung dich dém phosphat,
protein (chudt, bo)

2x50test/
Hop (Hop
100 Test)

22

Lo 22: Dinh lugng Total

T3

22.1

Dinh lugng Total T3

Thudc thir xet nghiém dinh luong T3 trong huyét
thanh va huyét tuong nguoi trén may xét nghiém
mién dich ty dong;

2x50test/
Hop (Hop
100 Test)




Phuong phap: mién dich enzym lién két canh
tranh; Dai do: xap xi 0,1 dén 8 ng/mL (0,2-12,3
nmol/L);

Thanh phén chinh t5i thiéu: Chat cong hop khéang
thé (don dong, chudt) khang T3 - phosphatase
kiém (bo), cac hat thuan tir phu streptavidin trong
dung dich dém TRIS c6 protein (chim va chudt),
chét hoat dong bé mit, natri azid, ProClin, chat
tuong tu T3 duoc lién két v6i biotin trong dung
dich dém TRIS co6 protein (chim), dung dich natri
hydroxid 0,4N (NaOH) c6 8-Anilino-1-
Napthalenesulfonic Acid (ANS), dung dich acid
hydrochloric (HCI) 0,4N

23

L6 23: Pinh lugng Total

T4

23.1

Dinh lugng Total T4

Thudc thir xét nghiém dinh lugng T4 toan phan
trong huyé€t thanh va huyét tuong nguoi trén may
xét nghiém mien dich ty dong;

Phuong phap: mién dich enzyme gén canh tranh;
Dai do: xap xi 0,5-30 pg/dL [6,4-386 nmol/L];

Thanh phan chinh téi thiéu: Cac hat thuan tir pht
khang thé (dé) khang IgG chudt dugc phan tan
trong mudi dém TRIS, chit hoat dong bé mat,
albumin huyét thanh bo (BSA), 8-anilino-1-
naphthalenesulfonic acid (ANS), natri azide,
ProClin, khang thé (don dong, chudt) khang
thyroxine duoc pha lodng trong mudi dém TRIS,
protein (16p chim, chudt, dé), chat cong hop
thyroxine - phosphatase kiém (bo) dwgc pha
lodng trong mudi dém TRIS

2x50test/
Hop (Hop
100 Test)

24

Lo 24: Pinh lugng Free T3

24.1

Dinh lugng Free T3

Thudc thir xét nghiém dinh luong T3 tu do trong
huyét thanh va huyét twrong nguoi trén may xét
nghiém mién dich ty dong;

Phuong phap: mién dich enzyme gin canh tranh;
Dai do: xap xi 0,88-30 pg/mL [1,4-46 pmol/L];

Thanh phan chinh tdi thiéu: Cac hat thuan tir phit
streptavidin trong dung dich dém TRIS c6 protein
(chim), chét hoat dong bé mat, NaN3, ProClin,
dung dich dém MES, chét tuong tu T3 gén biotin,
protein (dé, bo, chim), chat cong hop khang thé

2x50test/
Hop (Hop
100 Test)




don dong-phosphatase kiém trong dung dich
ACES

25

Lo 25: Dinh lugng Free T4

25.1

Dinh lugng Free T4

Thudc thir xét nghiém dinh lugng T4 tu do trong
huy@t thanh va huy€t twong nguoi (heparin) trén
may xét nghi¢m mién dich tu dong;

Phuong phap: mién dich enzyme 2 budc; Dai do:
xap xi 0,25-6,0 ng/dL [3,2-77,2 pmol/L];

Thanh phan chinh ti thiéu: Cac hat thuan tir phu
streptavidin, mudi dém TRIS, chat hoat dong bé
mit, NaN3, ProClin, chit cong hop phosphatase
kiém (bo) — Triiodothyronin, khang thé (don
dong, chudt) khang Thyroxin — T4 gan biotin,
protein (chim va chuot)

2x50test/
Hop (Hop
100 Test)

26

L6 26: Dung dich rira dong may DxI

26.1

Dung dich rira dong may
DxI

San pham dugc dung véi Hé thong xét nghiém
mién dich Access va thuoc thir xét nghiém mién
dich Access dac hiéu;

Thanh phﬁn chinh t4i thiéu: Dung dich mudi dém
TRIS, chét hoat tinh bé mit, natri azit va khoi
lugng phan tmg: 5-chloro-2-methyl-4-
isothiazolin-3-one va 2-methyl-4-isothiazolin-3-
one (3:1)

10L/Hop

27

Lo 27: Pinh lwgng CA 15

3

27.1

Dinh lugng CA 15-3

Thudc thir xét nghiém dinh luong CA 15-3 trong
huyét thanh va huyét twong ngudi (chdng dong
bang heparin) trén may xét nghiém mién dich ty
dong;

Phuong phép: enzym mién dich hai vi tri gan
(“sandwich”); Dai do: xép xi 0,5-1000 U/mL;

Thanh phan chinh tdi thiéu: Cac hat thuan tir phit
khang thé (dé) khang biotin, khang thé (chudt,
don dong, gan biotin) khang khang nguyén CA
15-3, albumin huyét thanh bo, natri azid, ProClin,
chat cong hop phosphatase kiém (bo) - khang thé
(chudt, don dong) khang khang nguyén CA 15-3,
dung dich dém protein (b9, dé, chudt)

2x50test/
Hop (Hop
100 Test)
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Lo 28: Hoa chit, vat tw xét nghiém HPV DNA ( 14 danh muc)

28.1

Thubc thir xét nghiém
dinh tinh DNA HPV

-Thudc thtr xét nghiém dinh tinh DNA HPV;

- Xét nghiém in vitro dinh tinh ty dong dé phat
hién DNA cua papillomavirus ¢ nguoi (HPV).
Mau bénh pham 12 mau té bao cb tir cung. Xét
nghi¢m xac dinh dac hiéu HPV 16 va HPV 18,
dong thoi phat hién cac type nguy co cao khac (
31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66 va 68).

- Gi6i han phat hién (LOD) HPV 16 va 18: <16 té
bao/ml;

- B¢ déc hi¢u phan tich dugc thyc hién véi 1
nhom céc vi khuan, nim va virus thuong thay
trong dudng tiét nidu-sinh duc nir va 25 tuyp
HPV nguy co thap hoic khong xac dinh. Két qua
12 khong c6 vi sinh vat nao tao ra két qua duong
tinh gia.

-Thanh phén t4i thiéu cung cip gdom Dung dich
Proteinase; dém rira gidi (elution buffer); master
mix 1 va master mix 2;

Master mix chita enzyme uracil N-glycosylase dé
loai trir nhiém amplicon tir nhitng lan chay PCR
trude.

480 test

28.2

Vat liéu kiém soat am
tinh

-Vat liéu kiém soat am tinh dé tham dinh tinh hop
1€ cua cac mé chay

- Thanh phan t6i thiéu gom dém Tris, natri azide ,
EDTA, Poly rA RNA c6 gia tri trong vong 72h.

16 mL (16
x1mL)

28.3

Vat liéu kiém soat duong
tinh

- Vat liéu kiém soét duong tinh

- Thanh phén t6i thiéu gdm Tris buffer; EDTA;
Natri azide; DNA plasmid khong 1y nhiém chira
trinh tw HPV16, HPV18 va HPV 39; DNA
plasmid khong lay nhiém chtra trinh tu B-globin,
RNA Poly rA

- Co gia tr1 trong vong 72h

16 mL (16
x 1mL)

28.4

Hat bi tr tach chiét DNA
HPV

- Thanh phan t6i thiéu gdm Hat thuy tinh tir tinh,
dém Tris, 0.1% methyl-4 hydroxybenzoate,
<0.1% natri azide

480 test

28.5

Dau tip hut mau va thude
thir 1000 uL

- Pau tip hut mau va thude thr, c6 mang loc thé
tich hat 1 mL, khong chira RNAse, DNAse,
Pyrogen, DNA, ATP ngudi va chét trc ché PCR.
- Lam bang Polypropylene

- Thé tich: 1000 uL

8x 480 tip




Dau tip hat miu va thude

- Pau tip hut mau va thude thir, ¢o mang loc
- khong chira RNAse, DNAse, Pyrogen, DNA,

286 | ihi 300 uL ATP ngudi va chat trc ché PCR. 12x 480 tip
-Theé tich: 300 uL
8.7 Chéi lay mau t€ bao tir H‘Qp»gom lOOAch(‘A)l lay t€ bao co tur cung, vo trung 100 Céi
cung va su dung mot lan.
- Lo thu, van chuyén va bao quan mau té bao dé
B6 bio quin vA van str dung trong x¢t nghiém sinh hoc phan tur
28.8 T :q o * | va/hodc trong chuan bi ti€u ban mau t€ bao hoc; 250 Lo
chuyén mau té bao . , ,
- Dung dich bao quan trong methanol
- The tich: 20ml;
N - Dia xir ly mau . )
28.9 | Dia xtr Iy mau 24 vi tri - La vat tu tiéu hao sur dung 1 lan cho h¢ thong 60 cai
may xét nghiém.
- bia phan ung ‘ ’
28.10 | Dia phan ung 24 vi tri - La vat tu tiéu hao sir dung 1 1an cho h¢ thong 120 cai
may xét nghiém.
, - Dia chét thai ‘ ,
28.11 | Diachat thai long 24 vi tri | - La vat tu tiéu hao sir dung 1 1an cho hé thong 60 cai
may xét nghiém
- Hoa chat ly giai, thanh phan t5i thiéu bao gdm N
o A . . 4 binh x
28.12 | Hoa chat ly giai guanidine thiocyanate, polydocanol, 875 mL
dithiothreitol, dihydro natri citrate
) ) - Hoa chét roa i i
28.13 | Hoa chat rtra h¢ thong - Thanh phan to1 thiéu bao gom Natri citrate 4200 mL
dihydrate, methyl-4 hydroxybenzoate.
) N - H(’)a‘chét pha lodng mau, thanh phén t6i thiéu 4 binh x
28.14 | Hoa chat pha lodng mau | bao gom dém Tris, methyl-4 hydroxybenzoate, 875 mL.
natri azide
29 L6 29: Héa chit, vt tw xét nghiém mién dich tw ddng bang phwong phap dién héa phat
quang ( 25 danh muc)
i - Céc bang nhya dé dyng mAu ding trén may
291 Cup chtra mau dung cho | phan tich mién dich 60 X 60 cup

xét nghiém mién dich

- Bao quan: <2°C - >32° C
- Pat tiéu chuan ISO 13485 hoac tuwong duong




Tip hut mau dung cho xét

- Pau c6n bang nhya 13 vat tu tiéu hao trén may
phan tich mién dich.

292 nghiém mién dich - Bao quan: <2°C - >32° C 30x120 pes
- Pat ti€u chuan ISO 13485 hoac tuwong duong
- Dung dich hé thong ding dé rira bo phat hién
293 Dung dich rlﬁ:al dién cuc | cia may phén tjch rgién dich. o 6 x 380 ml
' xét nghiém mién dich - Thanh phan toi thieu: KOH ; chattay <1 %
- Bdo quan: <15 - >25°C
- Dung dich hé thong ding dé phét tin hiéu dién
) hoa cho may phan tich mién dich.
29.4 Dung dich h¢ thong dung | - Thanh phan toi thi€u: Bém phosphate; 6 x 380 Ml
' deé phat tin hi¢u dién hoa | tripropylamine; chat tay < 0.1 %; chat bdo quan,;
pH 6.8.
- Bdo quan: 15 - >25°C
) - Chét phu gia cho binh chita nudc cit lam ting
?;)nﬁlﬁfczh%};unégi ;é}io nang suit rira gitta cac bude hit va can thiét cho
205 | e ity i rira | CAC loai xét nghiém. 500 ml
Chogxé ) ngﬁiem' miqén diop, | - Thanh phén t6i thiéu: 2-methyl-2H-isothiazol-3-
’ ) one;
- Chét pha loang mau sir dung trén may phan tich
Chét pha lodng mau trong xet r{ghlcmxmle}.l dic ;h R £
29.6 <6t nohiém midn dich - Thanh phén t6i thiu: Dém huyet thanh ngua; 2x16 mL
ghie : chat bao quan.
- Bdo quan: <2 ->8 °C
- Dung dich pha loang mﬁu sir dung trén may
Dune dich pha lodne mau phan tich x‘ét nghién} miér~1 dich )
20.7 | o ng hiémpmién difh - Thanh phan t3i thiéu: Hon hop protein; chit bao | 2 x 16 ml
ghi i quin
- Bdo quén: <2 - >8 °C
- Cht pha loang miu sir dung trén méay phan tich
Chét pha lodng mau cho xet r{ghlcm;mle}.l dgp ;h" x . 21,
29.8 <&t nehiém mian dich - Thanh phan t6i thi€éu: Hon hogp protein; chat bao | 2 x 36 ml
ghie - quan < 0.1 %
- Bao quan: <2->8 °C
' . | -Dung dicb v¢ sinh co tinh kiém c6 tinh chat
o9 g |Dung dich vé sinh dién | khing khuan dung dé vé sinh méay phan tich xét | 55100 ml

cuc xét nghiém dién giai

nghiém mién dich
- Thanh phan t6i thiéu: Natri hydroxide, Dung




dich natri hypochlorite, Phu gia.
- Bdo quan: <2 ->8 °C

29.10

Thubc thir xét nghiém
dinh luvong HE4

- Thudc thir xét nghiém dinh lvong HE4 trong
huyét thanh va huyét tuong ngudi sir dung trén
may xét nghiém mién dich.

- Thanh phan t6i thiéu: Vi hat phu Streptavidin,
Khang thé don dong khang HE4 danh déu biotin
(chudt), Khang thé don dong khang HE4 (chudt)
danh dau phurc hop ruthenium, d¢m phosphate,
chét bao quan.

-Baoquan 6 <2 ->8 °C

- Khoang do: <15.0 - >1500 pmol/L

- Pat tiéu chuan ISO 13485 hoic twong duong

100 test

29.11

Chit hiéu chuan xét
nghiém dinh luong HE4

- Chét hiéu chuén xét nghiém dinh luong HE4 sir
dung trén may phan tich xét nghiém mién dich

- Thanh phan t6i thiéu: HE4 (nguoi, tir dong té
bao OvCar-3) & hai khoang nong d6 trong hén
hop huyét thanh ngua; chat bao quan.

- Bao quan: <2->8 °C

4x1 ml

29.12

Vat liéu kiém soat xét
nghiém dinh lugng HE4

- Hoa chit kiém soat xét nghiém dinh luong HE4

st dung trén may phan tich xét nghiém mién dich.

- Thanh phan t6i thiéu: HE4 (nguoi, tir dong té
bao OvCar-3) & hai khoang nong d6 trong huyét
thanh nguoi; chat bao quan.

- Bao quan: <2->8 °C

4x1 ml

29.13

Thubc thir xét nghiém
dinh lugng CA 72-4

- Héa chat dung dé dinh lugng CA 72-4 trong
huyét thanh va huyét twong ngudi st dung trén
may phan tich xét nghiém mién dich.

- Nguyén Iy bt cap.

- Tong thoi gian xét nghiém <18 phut.

- Thanh phén t6i thiéu: Vi hat phu Streptavidin,
Khang thé don dong khang CA 72-4 danh dau
biotin; khang thé don dong khang CA 72-4 d4nh
dau phire hop ruthenium; pH 6.8

- Bdo quén: <2 - >8 °C

100 test

29.14

Chat hiéu chuan xét
nghiém dinh lugng CA
72-4

- Chat hiéu chudn xét nghiém dinh luong CA 72-
4 trén may phan tich xét nghiém mién dich.

- Thanh phan téi thiéu: CA 72-4 (ngudi) v6i hai
khoang ndng do trong huyét thanh ngudi; chat
bao quan.

- Bdo quan: <2->8 °C

4x1 ml




29.15

Vat liéu kiém soat xét
nghi¢m marker ung thu

- Hoa chat kiém soat xét nghiém marker ung thu
trén may phan tich xét nghiém mién dich.

- Thanh phén t6i thiéu: huyét thanh chig dong
khé 14y tir huyét thanh ngudi.

- Bao quan: <2->8 °C

4x3 ml

29.16

Thudc thir xét nghiém
dinh luong SCC

- Héa chit xét nghiém dinh lugng SCC trong
huyét thanh va huyét twong ngudi.

- Nguyén 1y xét nghiém: Bit cip

- Thoi gian xét nghiém <18 phut.

- Bdo quan: <2 ->8 °C

- Thanh phén t6i thiéu: Vi hat phu Streptavidin,
khang thé don dong khang SCC danh diu biotin
(chudt); khang thé don dong khang SCC (chudt)
danh dau phirc hop ruthenium; dém phosphate; ph
7.5; chat bao quan.

100 test

29.17

Chat hiéu chuan xét
nghiém dinh luong SCC

- Hoa chét hiéu chuén xét nghiém dinh lugng
SCC trén may phan tich xét nghiém mién dich.

- SCC (t4i t6 hop tir E. coli) & hai khoang nong do
trong hon hop huyét thanh ngudi; chat bao quan.

- Bdo quan: <2 ->8 °C

4x1mL

29.18

Vat liéu kiém soat xét
nghiém dinh lugng SCC,
ProGRP, CYFRA 21-1
va NSE

- Héa chat kiém soat xét nghiém dinh luong SCC,
ProGRP, CYFRA 21-1 va NSE trén may phan
tich xét nghiém mién dich.

- Thanh phén t6i thiéu: mau chimg huyét thanh
d6ng kho 14y tir huyét thanh nguoi.

- Bdo quan: <2->8 °C

4 x3mL

29.19

Thubc thar xét nghiém
dinh lugng sFLT1

- Hoa chat xét nghiém dinh lugng sFlt-1 trong
huyét thanh nguoi str dung trén may phén tich xét
nghiém mién dich.

- Nguyén 1y xét nghiém: bét cap.

- Tong thoi gian xét nghiém < 18 phut.

- Bdo quan: 2-8 °C

- Thanh phén t6i thiéu: Vi hat phii Streptavidin;
khang thé don dong khang sFlt-1 danh dau biotin
(chudt); khang thé don dong khang sFlt-1 (chudt)
danh diu phuc hop ruthenium; dém phosphate;
pH 7.2; chit bao quan.

100 test

29.20

hiéu chuan xét
dinh  lugng

Chét
nghiém
SFLT1

- Chat hiéu chudn xét nghiém dinh luong sFIt-1
trén may phan tich xét nghiém mién dich.

- Thanh phan t6i thiéu: sFlt- 1 (phan doan, nguoi,
tai to hop) voi hai khoang nong d¢ trong hdn hop

4x1ml




dém huyét thanh ngya.
- Bdo quan: 2-8 °C

29.21

Thubc thir xét nghiém
dinh luong PLGF

- Hba chét xét nghiém dung dé dinh luong yéu td
tang trudng nhau thai (P1GF) trong huyét thanh
ngudi trén may phan tich xét nghiém mién dich.
- Nguyén 1y xét nghiém: bét cap

- Thoi gian xét nghiém < 18 phut.

- Bdo quan: <2->8°C

- Thanh phan t6i thiéu: Vi hat phu Streptavidin;
Khang thé don dong khang PIGF danh diu biotin
(chudt); Khang thé don dong khang PIGF (chudt)
danh dau phirc hop ruthenium; dém phosphate;
chét bao quan

100 test

29.22

Chit hiéu chuan xét
nghiém dinh lugng PLGF

- Chét hiéu chuén xét nghiém dinh lugng PIGF
trén may phan tich xét nghiém mién dich.

- Thanh phan t6i thiéu: PIGF-1 (ngudi, tai to hop,
tir E. coli) v6i hai khoang ndng do trong hdn hop
dém huyét thanh ngya.

- Bao quan: <2->8°C

4x1ml

29.23

Vat liéu kiém soét cac xét
nghiém dinh luong PIGF,
sFIt1

- Hoa chét dugc dung dé kiém soét cac xét
nghiém dinh luwong PIGF, sFlt trén may phan tich
xét nghiém mién dich.

- Thanh phan téi thiéu: mau ching huyét thanh
dong kho 1y tir hdn hop huyét thanh ngya.

- Bdo quan: <2->8°C

6x2ml

29.24

Thubc thir xét nghiém
dinh lugng CA 125

Thudc thir xét nghiém dinh lugng CA 125 trong
huyét thanh va huyét twong ngudi st dung trén
may xét nghiém mién dich.

- Thanh phén t6i thiéu: Vi hat phu Streptavidin,
Khéng thé don dong khang CA 125 danh dau
biotin, Khang thé don dong khang CA 125 (OC
125; chudt) danh dau phirc hop ruthenium, dém
phosphate

- D6 6n dinh: sau khi md va dé ¢ <2 - >8 °C, >12
tuan

- D6 6n dinh: trén may phan tich > 6 tuan

- Khoang do: 0.6-5000 U/mL

- Pat tiéu chuan ISO 13485 hoic twong dwong

100 test

29.25

Chat hiéu chuan xét
nghiém  dinh  lugng
CAl125

- Chét hiéu chuén xét nghiém dinh luong CA 125
dung trén may xét nghiém mién dich .

La mot hdn hop huyét thanh ngya dong kho va
huyét thanh nguoi chira CA 125 ngudi

4x1.0mL




- Bdo quan 6 <2 ->8 °C
- Pat ti€u chuan ISO 13485 hoac twong duong

30 | L6 30: Hoa chit, vat tw cho xét nghiém khi mau va HbA1C ( 09 danh muc)
B6 dung dich dugc stir dung dé hiéu chuan thé
30.1 Dung dich rira may khi | cam bién, kiém soét’chét luong, danh gia do ding 1 pack/
' mau va d6 chum, rtra thiét bi do va thu thap chat thai Hop
tr may xét nghiém.
Thé cam bién xét nghiém khi mau, 300 test/hop
hodc tuong duong.
o | Thong s6 do duoc t6i thiéu bao gdom: pH, pCO2,
302 | Theé cam bien xét nghiém | 02, cCa2+, cK+, cNa+, cCl-, cGlu, cLac, ctHb. | 1 cassette/
khi mau Nguyén 1y do: do dién thé (pH, pCO2, K+, Na+, Hop
Ca2+), do cuong do dong dién (cGlu, cLac), do
quang (pO2) va quang phd (ctHb) hodc tuong
duong
Chét kiém ching murc 1 dung cho méy xét
Chat kiém ching murc 1 | nghiém khi mau. 1 hop gdm 30 dng hodc tuong 30
30.3 | cho may xét nghiém khi | duong. Thanh phan tdi thiéu: dém sinh hoc, mudi | ampoules/
mau va chit bao quan, va dugc can béng vO1 carbon Hop
dioxide va oxy
Chat kiém chimg mtrc 2 dung cho may xét
. nghiém khi mau. 1 hop gém 30 éng hoidc twong
Chat kiém chung muc 2 duong. 30
30.4 | cho may xét nghiém khi N . .| ampoules/
mau Thanh phan t61 thiéu: dém sinh hoc, muoi va chat Hop
bao quén, va dugc can bang vai carbon dioxide
va oxy
Chat kiém chimg muc 3 dung cho may xét
. nghiém khi mau. 1 hop gém 30 éng hoidc twong
Chat kiém chung muc 3 duong. 30
30.5 | cho may xét nghiém khi . . .| ampoules/
mau Thanh phan t61 thiéu: dém sinh hoc, muoi va chat Hop
bdo quan, va dugc can bang vdi carbon dioxide
va oxy
Chat kiém chimg muc 4 dung cho may xét
. nghiém khi mau. 1 hop gém 30 éng hoidc twong
Chat kiém chung muc 4 duong. 30
30.6 | cho may xét nghiém khi NS . . , | ampoules/
mau Thanh phan t61 thiéu: dém sinh hoc, mudi va chat Hop

bdo quan, va dugc can bang vdi carbon dioxide
va oxy




Hoa chét sin sang cho sir dung trén may Premier
Hb9210.

Thanh phan t6i thiéu: Dung dich Buffer A: Nudc
) 90-100%, Methanol: 0-0.5%, dd Ammonia: 0.5-
B hoa chat chay xét| 19%: Dung dich Buffer B: Nugc 90-100%, 500 tests/
30.7 | nghiém HbAlc trén may | Methanol: 0-0.5%, dd Ammonia: 0-0.5%; Dung Bo

sac ky long hi¢u nang cao | djch Diluent: Nugc 90-100%, TRITON X100: 0- ‘
0.5%, Sodium azide: 0-0.5%; Dung dich Wash:
Nudc 90-100%, Ethanol: 1-10%, Methanol: O-
0.5%, Sodium azide: 0-0.5%; C4t phan tich:
Polymer gel: 90-100%

o Dugc sir dung dé kiém soat hiéu nang cua xét
Hoba chat kiém ching cho | nghiém dinh luvong Glycated Hemoglobin. - Bot 2x500ul/

308 xét nghiém HbAlc dong kho, can hoan nguyén trude khi sir dung. Hop
Thanh phan: Mau toan phan
’ 7 Dugc sir dung dé hiéu chuén cua xét nghiém dinh
30.9 Hoéa chat hiéu chuan cho | lugng HbAlc theo nguyén li ai luc (affinity) - Bot | 2x500ul/

xét nghiém HbAlc dong kho, can hoan nguyén trude khi sir dung - Hop
Thanh phan: Méu toan phan

3. Cac yéu cau khac

- NOp va thuc hién theo yéu cau khi chu dau tu hodc chu dau tu yéu cau cac ban
cam két sau:

+ Nha thau di diéu kién cung cdp va hang héa dwege phép lwu hanh trén thi trieong
theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoéa va dich vu lién quan co xudt xur roé rang, hop phdp;

+ Hang héa cung cdp méi 100%, dam bdo han sir dung toi thiéu 06 thang doi
véi hang héa cé han ding tir 02 ndm tré lén; 03 thang déi véi hang héa cé han ding
tir 01 dén 02 nam; % han dimg doi véi hang héa c6 han dimg dwedi 01 ndm theo nha
sdn xudt khi ban giao hang héa;

+ Chiu trdch nhiém cung cdp thiét bi d@é sir dung cdc hang héa nha thau cung
cap theo diém a, khoan 1, diéu 55 Ludt Pdu thau doi véi cdic phan (16)
PP2500481992, PP2500481993, PP2500481994, PP2500481995, PP2500481996,
PP2500481997, PP2500481998, PP2500481999, PP2500482000, PP2500482001,
PP2500482002, PP2500482003, PP2500482004, PP2500482005. Cam két cung

cdp héa chat dam bio may hoat déng binh thurong.




+ Cung cdp hang mdu trong truong hop cé yéu cdu cia Chi dau tur;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trii ciia
bén mua (bang E-mail hodc dién thoai trong trwong hop khin cdp); Riéng doi véi
hang héa tring thau ding dot xudt, khén cdp... bdt budc giao hang tai kho bén mua
khong qua 24 gioy

+ Thu hoi hang hod trong truong hop hang hod da giao nhung khéng dam
béo chat luong, hoac khong sw dung duoc voi trang thiét bi hién c6 ciia don vi thu
hwéng, hodc cé théng bdo thu héi ciia co quan ¢6 tham quyén ma nguyén nhdn khong
do 16i ciia chii dau r;

+ Co nang lyc ty thuce hién cac nghia vu bao hanh, bao tri, duy tu, bao duong,
swta chita, cung cdp phu tung thay thé hodc cung cdp cdc dich vu sau ban hang theo
yéu cau ciia E-HSMT hodc ky hop dong nguyén tac véi don vi ¢é dii kha nang thiee
hién nghia vu bdo hanh, bdo tri, duy tu, bdo dwéng, sira chita, cung cdp phu ting
thay thé hodc cung cdp cdc dich vu sau ban hang theo yéu cau ciia E-HSMT;

+ Théng bdo bang van bdn dén chii dau tw trong truong hop hang héa cé bat
ky thay déi tir nha san xudt.

- Nha thau chuan bi 1 bo E-HSDT ban goc dé Chu dau tu luu trir khi duoc
moi ddi chiéu tai licu.



