Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thi¢u chung vé dw dn/dw todn mua sam, géi thiu

- Tén dy toan mua sam: Cung cép hoa chét diéu chinh ndm 2025-2026 cho Bénh
vién da khoa Thanh Oai.

- Tén g6i thau: G6i thau sb 05: Mua sam hoa chat.

- Chu dau tu: Bénh vién Pa khoa Thanh Oai

- Dia diém thuc hién: Bénh vién Pa khoa Thanh Oai. Pia chi: Phd Kim Bai, xa
Thanh Oai, thanh phé Ha Noi

- Hinh thirc lya chon nha thau: PAu thau rong rii, trong nudc, qua mang.

- Phuong thurc lya chon nha thau: Mot giai doan 01 ti ho so

- Ngudn vén: Ngudn thu dich vu kham bénh, chita bénh va ngudn thu hop phap
khac cua don vi.

- Thoi gian bt dau t6 chire lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron goi

- Thoi gian thuc hién géi thau: 365 ngay ké tir ngay hop ddng c6 hiéu luc.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mé ta thong sb k¥ thuat ciia hang hoa va cac dich vu lién quan
chtrng minh hang hoa do nha thau chao tuén thu cac thong sb ky thuat va cac tiéu chuan
dudi day hodc ¢ cau hinh twong duong. Bat ky thuong hiéu, nhan hiéu nao néu co trong
bang yéu cau ki thuat déu mang tinh chat minh hoa cac tiéu chuan chét lugng, tinh ning
k¥ thuat yéu cau. Nha thdu cé thé lwa chon dw thau hang héa cé nguon géc, xudt xir,
nha sin xudt, thwong hiéu phit hop véi diéu kién cung cip nhung phdi dam bdo yéu
cdu cé thong sé ky thudt, tinh ning sw dung, tiéu chudin cong nghé “twong dwong”
hodc tot hon so véi cac yéu cau cu thé ¢ dudi va cung cap tai liéu chimg minh su dap
g tot hon ctia hang hoa chao thau so v6i yéu cau ciia HSMT.

- Noi ham tuong duong dugc quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan trong duong tiéu chuan
(2) Tuwong duong vé chat lugng hinh anh, d6 chinh x4c mau sac va goc nhin.



(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.
(4) Tuong duong vé tinh ning co ban, do tin cdy, pham vi ing dung
(5) Tuong duong vé cong suat; hiéu suit, yéu cau thong sb dau vao; danh muc, do
chinh xac két qua dau ra.
(6) Twong duong vé gia tri do; d6 chinh xéac két qua do;
(7) Tuong duong vé ham luong, ndng do, tinh chat

(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo cac mau

sau:
+ Bang dap ung tinh phap ly hang hoéa (file word/excel + ban ky déong dau, scan dinh kém E-
HSDT):
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D
INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.
Trueong hop Nha thau cd tinh ké khai théng tin khéng trung thue nham vieot qua buée danh gic vé kf thudt sé duoc coi la hanh vi gian Ign trong ddu thaul
theo quy dinh tai Khodn 4 Piéu 16 Ludt Pau thau va Nha thau sé hoan toan chiu trdch nhiém, chdp nhdn chiu xir Iy theo quy dinh ciia E-HSMT va phdp
ludt vé dau thau

- Nha thau phai c6 bang dap tng vé ki thuat ctia hang héa chao thau so sanh voi
yéu cau k¥ thuat cia E-HSMT (dinh kém file word/excel + ban ky déng dau, scan tai E-
HSDT):



STT| Tén | Yéucdu | Quycach | DPap tngky Quy Tai li¢u k§ thuat tham chiéu
hang | kythuit | dénggéi | thuit cia Ho cach trong E-HSDT
hoa ciia Ho (tham so du thiu | dong gbi
somoi | khao) theo cua hang
thiu E-HSMT héa du
thau
) 2 3 4 ©) (6) )
1 Theo | Ténhang | Quy cach |- Tén hang | Quy cach
HSMT | hoatheo |déng géi | hoa theo Sb | dong goi
HSMT | theoHSMT | lwu  hanh | thucté
TTBYT cua hang
- Model: ... hoa du
- Nha san thau
XUat: ...
- Xuat xt: ...
- Chu s¢ hitu
(néu co): ...
Mo ta M6 td hang Dan chiéu timg chi tiét mo ta hang
hang hoa hoéa cua E- hod téi Trang... cia Catalog/Tai liéu
cua E- HSDT  (chi ky thuat/M6 ta hinh anh... thu¢e E-
HSMT tiét dap tng HSDT (Highlight cac ndi dung lién

tirng muc)

quan toi Mo ta hang hod trén Tai
liéu dan chiéu)

Ti€u chi dap
ung  tuong
duong hoidc

tot hon

- Tai liéu chiing minh theo hudng
dan bén trén vé “Noi ham twong
duong”

- Hodc tai liéu chimg minh mot sb
tinh nang k¥ thuét cua E-HSMT dua
ra la ti€u chi khéng co ban (viéc
khong dap tng khong lam anh
hudng toi tinh nang s dung cia
hang ho4 dy thau) dé T chuyén gia
xem xét danh gia “Chip nhan
duoc”.

Tiéu chi gay
han ché nha
thiu  (khong
duoc xem xét
va danh gia)

Tai liéu chimg minh yéu cau ky
thuat chi c6 duy nhit 01 nha san
xuét dap ung

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Trieong hop Nha thau cé tinh ké khai théng tin / dich tai liéu ky thudt khong diing véi Théng sé ky thudt ma

Nha sdn xudt céng bo nham vuweot qua buwée danh gia vé kyj thudt sé dwoc coi la hanh vi gian ldn trong ddu




STT| Tén | Yéucdu | Quycach | DPap tngky Quy Tai li¢u k§ thuat tham chiéu

hang | kythuit | dénggéi | thuit cia Ho cach trong E-HSDT

hoa ciia Ho (tham so du thiu | dong gbi

somoi | khao) theo cua hang
thiu E-HSMT héa du
thau
1) (2) 3) “4) ©) (6) (7

thau theo quy dinh tai Khodn 4 DPiéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chcfp nhdn
chiu xit Iy theo quy dinh ciia E-HSMT va phdp ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT Tén Danh muc Yéu ciu, dic tinh ky thuat Quy cach
phan 16 hang héa (hodc twong duwong) dong goi
tbi thicu
I | PhanI:
Hoa
chit
sinh héa
- Thanh phan: Succinate buffer > 100 mM pH 4.2;
bromochresol green > 0.2 mM va chat hoat dong bé
11 Hoéa chat dinh | mat. ’ 8lox 56
' luong Albumin | - Tuyén tinh khoang > 6g/dl. ml
- Gi6i han phat hién khoang 0.01g/d]l hodc t6t hon.
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan: CNP-G3 > 2.3 mM, NaCl > 350mM,
calcium acetate > 6 mM, potasium thiocyanate>
Héa chit dinh 600 mM, Good's buffer pH > 6.0 100mM, chat 6n 310 x 56
1.2 luong Amylase dinh va thanh phan khong phan tmg. ml
i - Tuyén tinh > 2000 U/1.
- Gidi han phat hién > 0.91 U/l hoic tét hon
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan R1: Sodium chloride > 0.26 M,
EDTA >0.1 mM.
Hoéa chét dinh | Thanh phén R2: EDTA > 0.1mM, diazotized > R1 (6 1o x
L 2,4-dichloroaniline > 0.1mM, hydrochloric acid > 56 ml) +R2
1.3 lugng Direct
Bilirubin 0.18M. (61lox
- Tuyén tinh > 13 mg/dL. 14ml)
- Gi6i han phat hién 0.039 mg/dl hoic tét hon
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan R1: Hydrochloric acid > 0.1 M, chat
. £, a: A A R1 (61ox
Hoa chat dinh | hoat dong bé mit. 56 ml) +R2
1.4 luong Total | - Thanh phan R2: Hydrochloric acid > 0.1 M, salt 6 lo x
Bilirubin of 3,5-dichlorobenzene diazonium > 2 mM, chat 1 4r£11)
hoat dong bé mat, chat 6n dinh.




- Tuyén tinh > 20 mg/dl. ,
- Gi61 han phé}t hién > 0.05 mg/dl hodc t6t hon
- Pat ti€u chuan ISO13485 hodc tuong duong

- Thanh phan: Good’s buffer pH > 7.20, sodium
cholate 8 mM, CHE > 400 U/l, CHOD > 200 U/,

Héa chat dinh | POD > 500 U/l, 4-AAP > 0.6 mM, 2 10 x 56
1.5 luong 4-chlorophenol > 2 mM. ml
Cholesterol | - Tuyén tinh > 700 mg/dl. m
- Gi6i han phat hién >1 mg/dl hoic tot hon
- Pat tiéu chuén ISO13485 hoic turong duong
- Thanh phan: Picric acid > 14 mM, NaOH > 0.18
, L s M, sodium tetraborate > 10 mM, chit hoat dong bé R1 (41ox
Hoéa chat dinh o
16 lwong mat. L 56 ml) +R2
CREATININE | Tl'ly'en tinh > 2Q mg/dl ) (41ox 56
- Gi61 han phat hién > 0.2 mg/dl hodc t6t hon ml)
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan: Buffer 100 mM pH > 6.70, creatine
phosphate > 35 mM, glucose > 20 mM, N-acetyl-L-
cysteine > 20 mM, magnesium acetate > 10 mM,
EDTA >2 mM, ADP >2 mM, NADP >2 mM, RI (2 lo x
Hoa chét dinh AMP > 5 mM, Di (adenosine-5') pentaphosphate > 56 ml) +
1.7 lugng CK-MB 10 uM, glucpse-6-phosphate-dehydrogenase >1.5 R2 (2 1o
C kU/1, hexokinase > 2.5 kU/I, khang thé don dong 14 mf)
khang CK-M- cong suat trc ché > 2000 U/L
- Tuyén tinh > 2000 U/1.
- Gi6i han phat hién > 4 U/1. hoac tot hon.
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan: imidazole buffer > 29 mM,
pH > 6.50, creatine phosphate > 30 mM, glucose >
20 mM, N-acetyl-Lcysteine > 20 mM, magnesium
Hoa chit dinh acetate > 10 mM, EDTA > 2 mM,'ADP > 2 mM, R1 (4lo x
18 luong CK- NADP > 2 mM, AMP > 5 mM, Di(adenosine-5') 56 ml) +
' NAC pentaphosphate > 12 pM, glucose-6-phosphate- R2 (4lo x
dehydrogenase > 3 kU/I, hexokinase > 3 kU/I. 14 ml)
- Tuyén tinh > 2000 U/1
- Gi6i han phat hién > 1.6 U/l hoic t6t hon
- Pat tiéu chuan ISO13485 hoic tuong duong
Hoa chatkiem | s b opan: Huyét thanh ngusi voi chit phu gia
tradathongso | . . O, Tox an n
1.9 dai binh va cac mo tir nguoi va dong vat. Slox5ml
X Dat ti€éu chuan ISO13485 hoac twong duong
thudong
Hoa chit kiém | - Thanh phan: Huyét thanh nguoi vai chét phy gia
1.10 tra da thong s6 | va cac mo tir ngudi va dong vat. Slox5ml

dai bénh Iy

Pat tiéu chuan ISO13485 hoic twong duong




Hoa chat chuan

- Thanh phén: Huyét thanh ngudi voi chat phu gia

10lox 3

1.11 chung va cac mo c6 ngudn goc nguoi va dong vat. ml
Dat ti€éu chuan ISO13485 hoac twong duong
- Thanh phan R1: Buffer pH > 7.50, PEG > 2%, d6
on dinh va S:hét bao quan. RI (210 x
, X, a4 - Thanh phan R2: khang thé khang CRP nguoi i
112 Hoa chat dinh | 1 human CRP antibody) > 2%, do on dinhva | o0 D *
luong CRP £, 1z \ R2 (11lox
chat bao quan. 14 ml)
- Gi61 han phat hién > 1.0 mg/I.
- Pat tiéu chuén ISO13485 hoic turong duong
- Hop gdém 5 mtic
113 Héa chét chuan | - Thanh phén: chﬁit on dinh, sodium azide 510x 1 ml
' CRP (< 0,1%) nhu chat bado quan va CRP nguoi. :
Pat tiéu chuan 1ISO13485 hoic twong duong
| o é}gﬁ,nilillﬁlr; .Rl: Latex suspension, chat 6n dinh va RI (1 1o x
1.14 Hoa chat dinh | _ Thanh phan R2: Khang thé khang HbA Ic, chit 6n 30ml) +
luong HBAI1C dinh va chét ba \ R2 (11lox
inh va chat bao quan. 10 ml)
Dat ti€u chuan ISO13485 hodc twong duong
Hoa chét chudn | - T;hénqh phén: Mau ngudi pha véi chat 6n dinh va 5 10x0.5
1.15 HBALC chat bao quan. ml (5 level)
Dat ti€u chuan ISO13485 hodc tuong duong
Hoa chit kidm |~ T;hénqh phén: Mau ngudi pha véi chat 6n dinh va 2 10x0.5
1.16 tra HBA1C | Chat bdo quan. ml (2 level)
Dat ti€u chuan ISO13485 hoic tuong duong
- Thanh phan: Phosphate buffer pH 6.50 > 220
Héa chét dinh mM, GOD > 15000U/1, POP > 500 }J/l, 4‘A-AAP >
117 luon : lmM,’phenol > 10 mM, chat hoat dong bé mat 8lox 56
: ong A
GLUCOSE |~ Tl.ly'en tinh > SQO mg/dl ) ml
- G161 han phat hién >1 mg/dl hoéc tot hon.
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phén: Tris buffer 80 mM pH 7.65, L-
aspartate > 240 mM, 2-Oxoglutarate > 12 mM, RI (610 x
. I NADH > 0.18 mM, MDH > 600 U/, LDH > i
Hoéa chat dinh 56 ml) +
118 lugng GOT | 20OVl R2 (6 10 x
i - Tuyén tinh > 440 U/1 ’ 14 ml.)
- G161 han phat hién > 0.463 U/] hodc tot hon
- Pat tiéu chuan ISO13485 hoic tuong duong
- Thanh phan: Tris buffer 100 mM pH 7.15,
L-Alanine > 500 mM, 2-Oxoglutarate > 15 mM, R1 (6 1o x
119 Hoa chat dinh NADH > 0.18 mM, LDH > 1700 U/L 56 ml) +
' luong GPT | - Tuyén tinh > 440 U/I R2 (6 1o x
- G161 han phat hién > 0.169 U/l hoac tdt hon 14 ml)
- Pat tiéu chuén ISO13485 hoic tuong duong
120 Hoa chat dinh | - Thanh phan R1: Good’s buffer pH 7.0, cholesterol | R1 (2 Io x
) lugng LDL esterase, cholesterol oxidase, HMMPS va catalase. 45 ml) +




- Thanh phan R2: Good’s buffer pH 7.0, 4-
aminoantipyrine, POD

- Tuyén tinh > 500 mg/dl.

- Gi6i han phat hién > 1 mg/dl hodc t6t hon.
- Pat tiéu chuan ISO13485 hoic tuong duong

R2 2 1¢o x
15 ml)

1.21

Hoa chét dinh
luong HDL

- Thanh phan R1: Good’s buffer pH 7.0 > 30
mmol/l, 4-aminoantipyrine > 0.9 mmol/l,

POD > 2400 U/1, ascorbate oxidase > 2700 U/l va
khang thé lipoprotein, hdn hop 5-chloro-2-methyl-
2-H-isothiazol-3-one [EC sb 247-500-7] va 2-
methyl-2-H-isothiazol-3-one [EC s 220-239-6]
(3:1) & ndng d6 khoang tir 0,0015 dén 0,06%.

- Thanh phan R2: Good’s buffer pH 7.0 > 30
mmol/l, cholesterol esterase > 4000 U/, cholesterol
oxidase > 20000 U/1, va F-DAOS > 0.8 mmol/l.

- Tuyén tinh > 220 mg/dl

- Gi6i han phat hién > 1 mg/dl hodc t6t hon.

- Pat tiéu chuan ISO13485 hoic tuong duong

R1 (4 1ox

45 ml) +

R2 (410 x
15 ml)

1.22

Héa chat dinh
lugng Total
Proteins

- Thanh phan: Pong Sunfat > 6 mM, sodium-
potassium tartrate > 21 mM, potassium iodide > 6
mM, NaOH > 0.75 M.

- Tuyén tinh > 12 g/dl.

- Gi6i han phat hién > 0.1 g/dl hoic tot hon

- Pat tiéu chuan ISO13485 hoic tuong duong

8lox 56
ml

1.23

Hoa chit dinh
luong
Triglycerides

- Thanh phan: Good’s buffer pH 6.80, ATP 2 mM,
GK > 300 U/1, POD > 1000 U/1, LPL > 1000 U/,
GPO > 2000 U/l, TOPS 3 mM, 4-AAP 0.3 mM,
chat hoat dong bé mat va chat 6n dinh.

- Tuyén tinh > 1000 mg/dl.

- Gi6i han phat hién > 0.69 mg/dl hoic tét hon - -
Pat tiéu chuan ISO13485 hoic twong duong

8lox 56
ml

1.24

Héa chat dinh
lugng Urea

- Thanh phan: CAPSO buffer > 8 mM pH 7.60,

2 - Oxoglutarate > 7.5 mM, Urease > 8 KU/I,
GLDH > 800 U/l, NADH >0.25 mM, Chét 6n dinh.
- Tuyén tinh > 300 mg/dl.

- Gi6i han phat hién > 1 mg/dl hoic t6t hon

- Pat tiéu chuan ISO13485 hoic tuong duwong

R1 (610
X
56 ml) +
R2 (6 1o x
14 ml)

1.25

Hoa chét dinh
lugng URIC
ACID

- Thanh phan R1: Phosphate buffer pH 7.0 > 100
mM, TOOS > 0.38 mM, ascorbate oxidase > 1000
U/, chét hoat dong bé mat.

-Thanh phan R2: Good buffer pH 7.7 > 50 mM, 4-
aminoantipyrine > 1.5 mM, uricase > 450 U/l, POD
> 1000 u/l, chit hoat dong bé mat.

- Tuyén tinh > 35 mg/dl.

- Gi6i han phat hién > 0.06 mg/dl hodc tét hon

- Pat tiéu chuan ISO13485 hoic tuong duong

R1 (610 x

56 ml) +

R2 (6 1o x
14 ml)




- Thanh phan: Tris buffer >100 mM pH 8.25,

A g glycilglycine > 100 mM, L-Glutamyl-3-carboxy-4- | R1 (61ox
196 Hoahcrléilltgdmh nitroanilide > 4mM. 56 ml)+ R2
' GAMMA GT |~ Tuyén tinh > 800 U/L ’ (6lox 14
- G161 han phat hién > 2 U/l hoac t6t hon ml)
- Pat tiéu chuén ISO13485 hoic tuong duong
127 Bong dén sinh | Bong dén halogen dung cho méy sinh hoa AU480- 1 chiéc/
' héa Halogen | 12V/20W hop
1.28 Dazirl:}(:r}lllér;ay Day bom nhu dong bang silicon 2 cai/ thi
Dung dich rira | - ;Fhéflh phan: Sodium hydroxide va chat hoat dong ’
1.29 méy sinh hoa bé mat 7 5 lit/can
- Pat tiéu chuan ISO13485 hodc tuong duong
Xéc dinh cac thong sb nudc tiéu trén cac may ban
tu dong DocUReader 2 Pro: Bilirubin,
Urobilinogen, Ketones (Acetoacetic Acid),
Ascorbic acid, Glucose, Protein (Albumin), mau,
Hop que thr | pH value, Nitrite, Leukocytes va ty trong nudc tiéu
x¢ét nghiém Thanh phan: mudi Diazonium, mudi nitroprusside, Hop 150
1.30 tong phan tich | 2,6-dichloro-phenol-indophenol, Glucose oxidase, Test
nudc tieu 11 | Peroxidase, O-Toluidine hydrochloride, Tetra-
thong sd bromophenol blue, Isopropylbenzol-hydroperoxide,
Tetramethylbenzidine-dihydrochloride, xanh
Bromthymol, d6 Methyl, Sulfanilic acid,
Tetrahydrobenzol[h]quinolon-3-o0l , Carboxylic
acid ester, Xanh Bromothymol"
2 | Phan2:
Hoa
chit
huyét
hoc cho
may
Celtac
Alpha
Hoba chat pha | Thanh phan: Natri clorid, Sulfate
21 lodng dung cho | - Dung dich tan trong nuéc 18L/ Can
' may phan tich | - Do pH: Khoéang tir 7.3 dén 7.6.
huyét hoc | Pat tiéu chuan ISO13485, CE hoic twong duong
Hoa chat ly | Thanh phan: Chat hoat dong bé mit mang dién tich
giai hong cau | duong
2.2 dung cho may | - Dung dich khong mau, mui nhe, tan trong nuéc 500ml/ Can
phan tich huyét | - D6 pH: Khoang tir 4 dén 7,
hoc Dat ti€u chuén 1SO13485,CE hodc tuong duong
. L Thanh phan: Polyoxyethylene nonylphenyl ether va
2.3 Hoa chat rira Ethylerll)e glycol r};lon};pthyl ethery e 5L/ Can

dung cho may

- Dung dich mau xanh 14, mui nhe, tan trong nu¢c




phan tich huyét
hoc

- D9 pH: Khodng tir 7,5 dén 8,5.
Dat ti€u chuan ISO13485,CE hodc tuong duong

Hoa chat rira
dung cho may

Thanh phan: Dung dich Natri hypoclorit
- Dung dich tan trong nudc

24 phan tich BAYEL | _ Bg pH: Khodng tir 10 dén 13. SL/ Can
" die Dat tiéu chuan ISO13485
Hoa chat dung | Thanh phan Hong cau ngudi, bach cau bi kich
cho may phan | thich va tiéu cau cua dong vat c6 v
2.5 tich huyét hoc | - Dung dich tan trong nudc 2mL/ Lo
déndi kiém | - B6 pH: Khoang tir 7.0 dén 9.0.
muc thuong | Pat ti€u chuan ISO13485,CE hoac tuong duong
Hoa chat dung | Thanh phan: Hong cau ngudi, bach cau bi kich
cho may phan | thich va tiéu cau cia dong vat co vi
2.6 tich huyét hoc | - Dung dich tan trong nudc 2mL/ Lo
déndi kitm | - B pH: Khoang tir 7.0 dén 9.0.
muc thap Dat tiéu chuan ISO13485,CE hodc tuong duong
Hoa chat dung | Thanh phan: Hong cau ngudi, bach cau bi kich
cho may phén | thich va tiéu cau cia dong vat co vi
2.7 tich huyét hoc | - Dung dich tan trong nuéc 2mL/ Lo
déndi kitm | - B pH: Khoang tir 7.0 dén 9.0.
muc cao Dat ti€éu chuan ISO13485,CE hoac twong duong
Day qu du? & Day bom dung cho may phén tich huyét hoc Celtac
28 cho mdy phan 1\ 3 Khéng 6 van 2 dau)
tich huyét hoc p g '
Hoa chit ding Dung dé hiéu chuan may phén tich huyet hoc
. n Thanh phan Hong cau nguoi, bach cau mod phong
cho may phan
. £ va tiéu cau ciia dong vat co vu
2.9 tich huyét hoc o 2mL/ Lo
24 ca £ Nhié¢t d bao quan: 2 dén 8°C
dé hiéu chuan A i e L \
mA Do 6n dinh sau khi mo nap: 7 ngay
Y Dat tiéu chuin 1SO13485,CE hoic tuong duong
Phin I?C dunAg Phin loc ding cho may phan tich huyét hoc Celtac
2.10 cho may huyét
Alpha
hoc
Thudc thtr Spectrum Anti-A, duoc su dung dé phat
hién nhém mau A trong mau mau nguoi.
Hiéu gia > 1:256. Hoo 1 x
2.11 Anti A Do dac hiéu 100%, do nhay 100%, do chinh xac P
10ml
100%.
Bao quan tir 2-8 d6 C.
Dat ti€éu chuan ISO13485 hoac twong duong
Thuoc thir Spectrum Anti-AB, duiqc su dung dé
phat hién nhom mau AB trong mau mau nguoi. Hoo 1 x
2.12 Anti AB | Hiéu gia > 1:256. . (I;ml

D¢ dac hiéu 100%, do nhay 100%, do chinh xac
100%.




Béo quan tr 2-8 d6 C.
Dat ti€u chuan ISO13485 hodc tuong duong

Thudc thir Spectrum Anti-B, duogc str dung dé phat
hién nhém mau B trong mau mau ngudi.

Hiéu gia > 1:256.

2.13 Anti B Do dac hiéu 100%, do nhay 100%, do chinh xac
100%.

Béo quan tr 2-8 d6 C.

Pat tiéu chuin ISO13485 hodc twong duong

Hop 1 x
10ml

Thudc thir Spectrum Anti-D (Rho) dugce sur dung de
phat hi¢n type Rho (D) trong mau mau nguoi.
Anti D Hiéu gia > 1:256.
2.14 Do dac hiéu 100%, do nhay 100%, do chinh xac
(IgM+IgG) 0
100%.
Bao quan tir 2-8 d6 C.
Dat ti€u chuan ISO13485 hodc tuong duong

Hop 1 x
10ml

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau day:
Dai véi toan bd hang héa:

- Co6 Catalog hodc tai li€u k¥ thuat khac ctia Nha san xuét co dﬁy da ndi1 dung
chtrng minh cac dic tinh, thong s6 ki thuat d6i véi cac hang hoa chao thau (Néu 1a ngon
ngir nudc ngoai phai cé ban dich sang tiéng Viét) ¢ day da noi dung chimg minh thong
s6 k¥ thuat ddi véi cac hang hoa tham du thau theo yéu cau cua E-HSMT va chiu trach
nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong thoi, nha thau can
danh diu (Highlight) thong s6 cu thé ciia hang hoéa dap ing yéu ciu k§y thuit tai E-
HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

D4i v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhan dat tiéu chuan quan 1y chét luong ISO 13485 hoic CE hoic
FDA hodc trong duong ctia nha san xuét con hiéu luc v&i cac mit hang tham du.

- S6 luu hanh con hiéu lrc bao gdm SO coéng bd tiéu chuan ap dung ddi voi Thiét
bi y té thudc loai A, B do S&' Y té cap hodc Sb gidy ching nhan ding ky luu hanh ddi
v6i Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét bi y té theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh s 07/2023/ND-
CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025 ctia Chinh phu. Dbi
v6i truong hop SO luu hanh hét hiéu luc, dé nghi Nha thau giai trinh kha ning cung tng
hang hoa.

Luu y:



- Trong truong hop Nha thau ching minh hang héa chao thau khong phai 1 Thiét
bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém dimg trong y té hodc thiét bi
phu tro ding cho y té) thi Nha thau khong can ndp S6 luu hanh va Két qua phén loai
Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang hoa chao thau dd duoc ké khai gia (D6i v6i hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sd 29/2024/TT-BYT ngay
03/11/2024 ctiia BO Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu I,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia ké
khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh sb 85/2024/NP-CPngay
10/07/2024 & DPiém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai lidu hoic hoan thién hop dong:
Nha thau phai ndp cac tai liéu ching minh kha ning cung ng hang héa cé ngudn goc
ré rang va hop 1¢, nham dam bao dap ung yéu cau vé nang luc k¥ thuat theo quy dinh
vé “Piéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau thau sé 22/2023/QH15.
Truong hop Nha thau khong thé cung cap tai liéu ching minh, Nha thau s& khong du
diéu kién xét trang thau theo hudng din tai Khoan 19 Diéu 140 Nghi dinh sb
214/2025/ND-CP.

Dbi véi yéu ciu lap dit, giao hang, tudi tho cta hang héa:

1. Cam két tat ca hang hoa cung cap méi 100%, chua qua str dung, san xuat nim
2025 trd di, c6 ngudn gdc xudt Xt rd rang, con nguyén dai, nguyén kién theo quy cach
déng goi ctia nha san xuat.

2. Tai budc dbi chiéu tai lidu, d6i véi hang hoa 1a hoa chit xét nghiém, nha thau
cung cap hang hoéa dé Bén mua tién hanh Xac nhan gia tri sir dung ctia phuong phap
trong Quan 1y chat luong xét nghiém theo Quyét dinh sb 2429/QP-BYT ngay
12/06/2017 ciia Bo Y té; trong truong hop thir nghiém hang hoa thuc té khong dap tng
dung tinh ning k¥ thut da chao tai E-HSDT va yéu cau k¥ thut cua E-HSMT thi dugc
hiéu nha thau khong dap tmg danh gia vé k¥ thuat. Trong truong hop nha thau khong
ddng ¥ cung cip hang hoa thir nghiém tai budc ddi chiéu tai liéu, hang hod cung cap theo
Hop dong sau khi Bén mua thir nghiém khong dap tmg duoc Quyét dinh sé 2429/QD-
BYT ngay 12/06/2017 ciia Bo Y té, nha thau sé& bi cham dit hop dong va Bén mua sé ra
Quyét dinh xr Iy vi pham va dang tai 1én Hé thong mang dau thau Qudc gia.

Muc 2. Ban vé: Khong c¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa duoc



yéu cau s& duogc to chirc tai Bénh vién Pa khoa Thanh Oai; Dia chi: Phd Kim Bai, x
Thanh Oai, thanh phd Ha Noi. Hang héa nha thau cung cap trudce khi duge nghiém thu
s& dugce bén moi thau kiém. Bat ctr hang hoéa nao khong dam bao chét lugng theo yéu
cau ciia E-HSMT va E-HSDT s& khong dugc nghiém thu.



