Phin 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT
Muc 1. Yéu ciu vé ky thuat
Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:
1.1.  Gidi thiéu chung vé dw todn mua sim, goi thiu
- Chu dau tu: Bénh vién Quan 'y 7

- Tén goi thau: Goi thiu sb 1: Mua sim bd sung vat tu, hoa chat, sinh phdm nim 2025-
2026 cua Bénh vién Quany 7.

- Du toan: Mua bo sung vat tu y té, hoa chat, sinh pham ctia Bénh vién Quan y 7 nam 2025.
- Dia diém thyc hién dy én:
Dia chi cii: S6 12 Tué Tinh, Phuong Nguyén Trii, Thanh phd Hai Duong.

Dia chi médi(sau ngay 01/7/2025): S6 12 Tué Tinh, Phuong Thanh Dong, TP Hai
Phong.

- Nguon von: Ngudn thu hoat dong sy nghiép.

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

- Phuong thirc lya chon nha thau: Mot giai doan mat thi hd so.

- Loai hop dong: Theo Pon gia ¢ dinh

- Thoi gian thyce hién géi thau: 15 thang

1.2. Yéu cdu vé ky thudt

Céc thong sb k¥ thuat, quy cach trén day khong nham muc dich han ché nha thau.
Nha thau c6 thé chao cac mit hang c6 tinh ning, thong sb k¥ thuat, quy cach trong dwong
hodc tot hon. Trong truong hop do, nha thau giai trinh, chirng minh mat hang du thau cé
tinh nang, thong s6 k¥ thuat, quy cach trong duong hoic tot hon. “Tuong duong” ¢ nghia
la c6 déc tinh k¥ thuat twong tu, co6 tinh nang st dung la tuong duong véi cac mat hang da
néu trén.

Bat ky thuong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang yéu cau ki thuat chi
mang tinh chat minh hoa cho céc tidu chuan chat luong, tinh nang k¥ thuat khé mé ta. Nha
thau c6 thé lua chon nguyén, vat liéu co nguén géc, xudt x@, nha san xuat, thuong hi¢u, ma
hiéu phu hop véi diéu kién cung cap nhung dam bao yéu cau tiéu chuan k¥ thuat twong
duong hodc wu viét hon cac tiéu chi yéu cau ctiia E-HSMT.

Nha thau phai cung cip Catalogue san pham hodc to huéng dan str dung san pham
hoic cac tai liéu khac do nha san xuét cung cip dé chimg minh hang hda ma nha thau cung
cap dap ung cac yéu cau k¥ thuat tai phan 1.2.1 Danh muc, thong s6 ki thuit yéu cau
Chuong V.

1.2.1 Danh muc, thong s6 ky thuit yéu cau.



TT Danh muc Théng sb k§ thuit PVT S0
! . lwgng
Phin 1: Héa chit dung cho may xét nghiém mién dich ADVIA
Centaur CP
Dung dich kich hoat phan ting héa phat quang
Dung dich kich “R1/R2 acid/base
1 hoat phan Gng Pat tiéu chuan ISO 13485:2016 hodc tuong Hop 8
hoa phat quang duong.
Quy céch: 23000 ml/hop
Dung dich I?hl,l Muc dich st dung: dung dich tham gia céc xét
tro cho xét " X 1
nohiem midn nghiém mién dich.
2 & et Pat ti€u chuan ISO 13485:2016 hodc tuong Hop
dich dung cho 8
xét nghiém . duong. A
T3/T4/VB12 Quy cach: >50 ml/hop
Hoa chit xét Muc dl‘Ch st dung: d}nh luong AFP (alpha-b
3 nghiém dinh fetoprotein) trong huyét thanh nguoi va dich 61. Test
T Pat tiéu chuan ISO 13485:2016 hodc tuong 5.800
lugng AFP
duong.
) Muc dich st dung: dinh lugng tuan tu CA 19-9
Hoéa chat xét (Carbohydrate Antigen 19-9) trong huyét thanh
4 nghiém dinh ] nguoi. Test 1.000
luong CA 19-9 Pat ti€u chuan ISO 13485:2016 hodc tuong '
duong.
) Muc dich sir dung: dinh luong khang nguyén
Hoa chat xét ung thur bi€u mé phéi CEA (Carcinoembryonic
5 nghiém dinh antigen) trong huyét thanh va huyét tuong Test 4,200
luong CEA Pat ti€u chuan ISO 13485:2016 hodc tuong '
duong.
Hoa chit xét Muc dich st Fiung: dinh luoglg T3
6 nghiém dinh (Triiodothyronine) trong huyét thanh. Test
j : Pat ti€u chuan ISO 13485:2016 hoac tuong 7.200
luong T3
duong.
) Muc dich st dung:, dinh luong FT4 (Free
Hoa chat xét thyroxine) trong huyét thanh hodc huyét tuong
7 nghiém dinh (c6 chira heparin hodgc EDTA) . Test 7900
lugng FT4 Pat ti€éu chuan ISO 13485:2016 hoac tuong '
duong.
Muc dich sir dung: dinh luong khang nguyén
Hoa chit xét dac hleu tuyen tién ‘he;t dang phuc I:SA
n (Prostatic Specific Antigen) trong huyét thanh
8 nghiém dinh 2. Test 2000
luong PSA 2 neuron. '
: Dat tiéu chuan ISO 13485:2016 hodc tuong
duong.
) Muc dich §fr dung: dinh lugng hormone kich
Hoa chat xét thich tuyén giap TSH (Thyroid stimulating
9 nghiém dinh hormone) trong huyét thanh Test 6.600
luong TSH Dat tiéu chuan ISO 13485:2016 hodc tuong '

duong.
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Ho6a Hoéa chat
hiéu chuan cac
xét nghiém:

3

Muc dich sir dung: Chi dung ~chéin doan nhim
hi€u chuan céc xét nghi¢m mien dich: FT3, T3,
T4, Tup, FT4, THEO2

FT3, T3, T4, Pat tiéu chudn ISO 13485:2016 hoic twong 8
Tup, FT4, duong.
THEO?2 Quy cach: >20 ml/hép
, S Muc dich st dung: Chi dung chan doén in vitro
Hoéa chat hiéu S A i, oA .
I nham hi¢u chuan cac xét nghi€ém: TSH (Thyroid
chuan cac xét . ; LT
nohicm: stimulating hormc_)ne), Digoxin, FSH, LH,
11 Di ogxin' FSH Pﬂrolactln, Total hCG Hop 10
g o Pat tiéu chuan ISO 13485:2016 hodc tuong
LH, Prolactin, duong
Total hCG, TSH Quy cch:> 20ml/hop
) Muc dich sir dung: Chi dung chan doan in vitro
Hoa chat hi¢u nham hiéu chuan cac xét nghiém: AFP (Alpha-
12 chuan cac xét fetoprotein), CEA (Carcinoembryonic antigen) H6
nghiém: AFP, Pat tiéu chuin ISO 13485:2016 hodc tuong P 12
CEA duong.
Quy cach: >8 ml/hop
Muc dich sir dung: dung trong chan doan in vitro
. SO nham hi¢u chuan xét nghiém PSA (Prostatic
Hoéa chat hi¢u e ;
13 chuin xét ‘Specific Antigen) Hop
n Pat ti€u chuan ISO 13485:2016 hodc tuong . 4
nghi¢m PSA
duong.
Quy cach: >8ml/hop
Hoa chét xét Thuoc thir xét nghi¢m d}ﬂh luong Anti-
14 nghiém dinh ‘Thyroglobulin 11. Hop
s Pat ti€u chuan ISO 13485:2016 hodc tuong . 2
luong anti-Tg
duong.
Muc dich st» dung: Dung dich rtra h¢ thong
Dung dich rtra Pat tiéu chuan ISO 13485:2016 hoac tuong R
15 | x> 2 Hop
tay rira h¢ thong duong. 2
Quy céach: >840ml
Dung dich rtra Muc dich st» dung: Dung dich rtra h¢ thong
dung cho may Pat tiéu chuan ISO 13485:2016 hodc tuong .
16 O Hop
xét nghiém duong. 48
mién dich Quy cach: >3000 ml/hop
) Muc dich str dung: xét nghiém dinh luong apti-
Hoa chat xét TPO (Anti thyroid peroxydase) trong huyét
17 nghié¢m dinh thanh hoac huyét twong. Test 200
lugng anti-TPO Dat tiéu chuan ISO 13485:2016 hodc tuong
duong.
) Muc dich str dung: hi¢u chuan cac xét nghiém
Hoa chat hiéu anti-TPO (Anti thyroid peroxydase)
18 chuan xét Dat tiéu chuan ISO 13485:2016 hodc tuong Hop 5
nghiém aTPO duong.
Quy céch: >4 ml/hdp
Hoa chat xét Muc dich st dung: dinh lugng tudn tu CA 125
19 nghiém dinh (CANCER ANTIGEN 125) trong huyét thanh Test 500

luong CA 12511

nguoi.
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Pat tiéu chudn ISO 13485:2016 hoic twong
duong.

Thudc thir xét

Muc dich st dung: dinh lugng tudn tu khang
nguyén ung thu CA 15-3 (carbohydrate antigen

20 nghiém dinh 15-3) trong huyét thanh nguoi. Test 400
lugng CA 15-3 Pat tiéu chuan ISO 13485:2016 hodc tuong
duong.
Hoéa chit hidu Muc dich st dung: cl}i dung cho chan doan in
chuin xé t. vitro nham hi¢u chuén xét nghiém CA 12511
21 U Pat tiéu chuan ISO 13485:2016 hodc tuong Hop
nghiém CA 2
12511 duong.
Quy céch: >8 ml/hdp
, SO Muc dich st dung: Dung trong chan doan in
0 ChALBICU | yitro nhim higu chudn xét nghiém CA 15-3.
22 o Pat tiéu chuan ISO 13485:2016 hodc tuong Hop
nghi¢m CA 15- 8
3 duong.
Quy cach: >8 ml/hop
Hoéa chat xét Muc dich st dung: Thudc thir xét nghiém dinh
23 nghiém dinh lugng Troponin I Test
luong Troponin Pat ti€u chuan ISO 13485:2016 hodc tuong 5.000
I duong.
Thude thir xét Muc dich st dung: Thudce thu xét nghiém dinh
24 | nghiém dinh , luong ferritin Test
| i L. Pat ti€u chuan ISO 13485:2016 hodc tuong 300
uong ferritin
duong.
. P Muc dich st dung: Chat hiéu chuan cac xét
Hoa chat hiéu X .
I nghi¢m: VB12, Ferritin
chuan cac xét A i < n
25 A Pat tiéu chuan ISO 13485:2016 hodc tuong Hop
nghi¢m: VBI12, 3
Ferritin duong.
Quy cach: >20 ml/hop
H(’)a chat noi Muc dich st dung: Vat liéu kiém spét muc 1 xét
kiém muc 1 xét nghi¢m dinh luong céc thong so tim mach.
26 nghi¢m dinh Pat tiéu chuan ISO 13485:2016 hoac tuong Lo 12
lugng cac thong duong.
s0 tim mach Quy cach: >18 ml/hdp
an ch’at n(_)1’ Vat liéu kiém soat murc 2 xét nghiém dinh luong
kiém murc 2 xét LA o A 2
97 nghiém dinh cac thong s6 tim mach. Pat ti€éu chuan ISO Lo
1 A 13485:2016 hoac twong duong. ; 12
uong cac thong Quy cach: >18 ml/ho
s0 tim mach y T P
an ch’at n()1’ Vat liéu kiém soat murc 1 xét nghiém dinh luong
kiém murc 1 xét A L x . \
nohiem dinh cac thong s6 mién dich thuong quy.
28 shiem ¢in Pat tiéu chuan ISO 13485:2016 hodc tuong Lo
lugng céac thong 5

s6 mién dich
thuong quy

duong.
Quy cach: >60 ml/hop




Hoéa chat noi
kiém murc 2 xét
nghiém dinh

Vat liéu kiém soat murc 2 xét nghiém dinh luong
cac thong s6 mién dich thuong quy.

29 1 A Pat tiéu chuan ISO 13485:2016 hoic tuong Lo
ong cac tl}ong duong. °
s&?ofgl gffyh Quy céch:> 60 ml/hop
an cI}at nc_nr Vit liéu kiém soat mirc 3 xét nghiém dinh luong
kiém mirc 3 xét o a A X o \
nohidm dinh cc thong s6 mién dich thuong quy.
30 ghiem ¢ Pat tiéu chuan ISO 13485:2016 hodc tuong Lo
lufo;ng cac thong duong. >
St‘;u?ofgl gfl‘;h Quy cach: >60 ml/hop
Héa chat noi Vit liéu kiém soat mirc 1 xét nghiém dinh luong
kiém mtrc 1 xét cac thong sb ung thu.
31 nghi¢m dinh Pat tiéu chuan ISO 13485:2016 hoic tuong Lo 5
lugng céac thong duong.
s6 ung thu Quy cach: >12 ml/hop
Hoéa chatndi | Vat liéu kiém soat mirc 2 xét nghiém dinh luong
kiém mtrc 2 xét cac thong sb ung thur.
32 nghiém dinh Pat tiéu chuin ISO 13485:2016 hodc tuong Lo 5
luong céac thong duong.
s6 ung thu Quy cach: >12 ml/hop
Hoéa chatndi | Vat liéu kiém soat mirc 3 xét nghiém dinh luong
kiém mtrc 3 xét cac thong sb ung thur.
33 nghi¢ém dinh Pat tiéu chuin ISO 13485:2016 hodc tuong Lo 5
luong céac thong duong.
s6 ung thu Quy cach:> 12 ml/hop
Hoa chat ni Vat liéu kiém soat mirc 1 xét nghi¢m dinh lugng
kiém mtrc 1 xét cac thong sb ung thur.
34 nghi¢m dinh Pat tiéu chuin ISO 13485:2016 hodc tuong Lo 5
luong cac thong duong.
s6 ung thu Quy cach: >12 ml/hop
Hoéa chatndi | Vat lidu kiém soat mirc 2 xét nghiém dinh luong
kiém mtrc 2 xét cac thong sb ung thur.
35 nghi¢m dinh Pat tiéu chuin ISO 13485:2016 hodc tuong Lo 5
luong cac thong duong.
s6 ung thu Quy cach: >12 ml/hdp
Hoa chat ndi Vat liéu kiém soat mire 3 xét nghiém dinh luong
kiém murc 3 xét cac thong sb ung thu.
36 nghié¢m dinh Pat tiéu chuén ISO 13485:2016 hoic tuong Lo 5
lugng cac thong duong.
s6 ung thu Quy céch: >12 ml/hop
Hoa chat xét Thudc thir xét nghiém dinh lugng folate.
37 nghiém dinh Pat tiéu chuan ISO 13485:2016 hoic tuong Test 500
luong folate duong.
Hoa chat xét ISP A e o
hiém dinh Thuoc jthtr xét pghlam dinh lugng vitamin B12.
38 lng 1 G DPat tiéu chuén ISO 13485:2016 hodc twong Test
ugng vitamin 500

B12

duong.




Hoa chit xét

nghiém dinh Thubc thir xét nghiém dinh luong BNP (Brain
39 lugng natriuretic peptide). Test
BNP(Brain Dat ti€u chuan ISO 13485:2016 hoac tuong 1.200
natriuretic duong.
peptide)
Hoa chat xét
nghiém dung Hoa chit xét nghiém dung ciing may phan tich
40 cung méy phan mién dich fié xét nghiém Procalcitonin. Test
tich mién dich Pat tiéu chuan ISO 13485:2016 hodc tuong 600
dé xét nghiém duong.
Procalcitonin
Hoéa chat xét
nghi¢m dinh Thudc thir xét nghiém dinh luong N-terminal
luong N- . Lo .
a1 terminal pro- pro-ptaln naErluretlc peptide (NT-pfoBNP). Test
. U Pat tiéu chuan ISO 13485:2016 hodc tuong 600
brain natriuretic duon
peptide (NT- &
proBNP)
Hoa chét xét Muc dich str dl,}ng: dinh lu’ong C‘-Peptide trong
42 nghiém dinh 5 huyft thanh va nudc tiéu. ] Test
A Pat tiéu chuan ISO 13485:2016 hodc tuong 600
luong C-Peptide
duong.
Muc dich st dung: ban dinh lugng loai IgG ctua
Hoa chit xét cac tu khang thé dic hiéu véi peptit axit amin
nghiém ban citrullin mach vong (CCP) trong huyét thanh
43 . . g Test
dinh lugng anti- nguoi. 600
CCP IgG Pat tiéu chuan ISO 13485:2016 hoic twong
duong.
Hoa chét xét Muc dich st dung: dinh luong insulin trong
44 nghiém dinh huyét thanh. Test 500
luong Insulin Tiéu chuan: ISO 13485
Dung dich Dung dich chéng dinh cho xét nghiém mién dich
chéng dinh cho dung cho xét nghiém Folate.
xét nghiém Pat tiéu chuin ISO 13485:2016 hoic tuong R
45 X o \ Hop
mién dich dung duong. 3
cho xét nghiém Quy cach: Hop (3 1o DTT + 3 log tac nhan giai
Folate phéng)
Muc dich: Dung dich rtra dau kim loai 1 trong
Dung dich rira hé ghfr)ng may mién dich.
46 kifn Dat tiéu chuan ISO 13485:2016 hodc tuong Hop 3
duong.
Quy céch: >50ml/hop
Muc dich st dung: Dung dich rtra kim
Thanh phan: Sodium hypochlorite (0,5%),
47 Dung dich rura sodium hydroxide (< 0,5%), pH=11 H6
kim Dat tiéu chun ISO 13485:2016 hoic tuong P 3

duong.
Quy céch: >50ml/hop
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Muc dich st dung: Dung dich rira kim cho xét

Dung fﬁghxg‘fa ~ nghiém CALCT
48 nghiém Thanh phan: 0,4 N natri hydroxide. Dat tiéu Hop
calcitonin chuan ISO 13485:2016 hoac twong duong.
Quy céch:> 25ml/hop
Dung dich Muc dich sir dung: Dung dich tham gia tién xir
chéng dinh cho ly mau xét nghiém VB12.
49 xét nghiém Pat tiéu chuan ISO 13485:2016 hoic tuong Ha
I \ op
mien dich dung duong.
cho xét nghiém Quy cach: Hop (1 1o DTT + 2 lo Releasing
VB12 Agent)
Muc dich st dung: Chi dung chan doan in vitro
Hoa chat hiéu nham hiéu chuan cac xét nghiém: VB12,
50 chuan cac xét i Ferritin. Hop
nghi¢m: VB12, Pat tiéu chuan ISO 13485:2016 hodc tuong i
Ferritin duong.
Quy cach: >20ml/hop
Hoa chat hiéu Muc dich st dung: Chi dung cho chan doan in
chuan cac xét vitro dé hiéu chuan cac xét nghiém BNP (Brain
51 nghiém natriuretic peptide). Ho
BNP(Brain Pat tiéu chuan ISO 13485:2016 hodc tuong P
natriuretic duong.
peptide) Quy céch: >8ml/hdp
Muc dich st dung: vat li¢u kiém chuan dung
Hoba chit hiéu | trong chan doan in vitro dé theo doi d6 dung va
59 chuén xét d6 chinh xac cua xet nghi¢m BRAHMS PCT. Hop
nghi¢m Pat ti€u chuan ISO 13485:2016 hodc tuong .
BRAHMS PCT duong.
Quy cach: >8ml/hop
Hoa chét hiéu Muc dich st dung: hiéu. chuén xét nghi¢m C-
chuan xét : Peptid.
53 o Pat tiéu chuan ISO 13485:2016 hoac tuong Hop
nghi¢m C- d
Peptid CUong. A
Quy cach:> 4 ml/hdp
Hoa chét hiéu Muc dich st dung,lznshuiﬁlrll chuén xét nghi¢m
>4 ngﬁgﬁ‘};‘:ﬁhn Tiéu chudn: ISO 13485 Hop
T Quy cach: >4 ml/hdp
an ch’at n(_)1’ Mau ndi kiém cho xét nghiém mién dich thuong
kiém muc 2 xét LT R
nghiém dinh . Quy, miic nong dg 2.
55 ghiem CH Dat tiéu chun ISO 13485:2016 hoic tuong Lo
luong cac thong
s6 mién dich ,dl‘f_ofg(') Uhs
thuong quy Quy cach: >60ml/hop
an ch’at n()1’ Mau ndi kiém cho xét nghiém mién dich thuong
kiém muc 1 xét LT R
nghiém dinh . Quy,micnongdol.
56 j : Dat tiéu chuan ISO 13485:2016 hodc tuong Lo

luong cac thong
s0 mién dich
thuong quy

duong.
Quy cach: >60ml/hop
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Hoa chét noi
kiém mure 3 xét
nghiém dinh
lugng cac thong

Mau ndi kiém cho xét nghiém mién dich thuong
quy, mirc néng do 3.
Pat tiéu chuan ISO 13485:2016 hodc tuong

s6 mién dich
thuong quy

duong.
Quy céch: >60ml/hop

Lo

58

Hoa chat xét
nghiém dinh
lugng Cortisol

Muc dich st dung: dinh lugng cortisol trong
huyét thanh hodc nudc tiéu.
Pat tiéu chuan ISO 13485:2016 hoic tuong
duong.

Test

1.500

59

luong hCG

Thudc thir xét
nghiém dinh

Muc dich st dung: dinh lugng gonadotropin
mang dém caa ngudi (hCG) trong huyét thanh
- Thanh phan:

+ Thudc thir Lite: Khang thé dé khang hCG da
dong (~0,1 pg/mL) dugc gan nhan acridinium
ester trong dung dich mudi c6 chat dém; natri
azit (0,1%); cac chat bao quan
+ Pha ran: Khang thé khang hCG don dong &
chudt (~0,02 mg/mL) dugc lién két cong hoa tri
v6i cac phan tir thuan tir trong dung dich mudi
¢ chat dém; natri azit (0,1%); cac chit bao
quan. Pat tiéu chuan ISO 13485:2016 hoic
tuong duong.
- Khoang do: 2.0-1000 mIU/mL

Test

500

Phan 2: Danh muc Kist test

60

Que thir nude
tiéu

Dung cho may xét nghiém nudc tiéu 10 thong
sO.. Phat hién dinh tinh va ban dinh luong céc
chat sau trong nudc tiéu: Leukocytes, Nitrite,
Urobilinogen, Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose, Ascorbic
Acid, Albumin, Creatinine, Calcium. Que thir str
dung mdt lan.
Pat tiéu chuin ISO 13485:2016 hodc tuong
duong.

Test

20.000

61

Test xet nghiém
thé khang (Anti
HCV)

Dinh tinh phat hién khang thé (IgG, IgM, IgA)
khang virus viém gan C
- MAu pham: Huyét thanh, huyét twong, mau
toan phan
- Pat tiéu chudn ISO 13485:2016 hoic twong
duong., chimg chi xuat khau FDA
D6 nhay tuong quan: 100%;
D¢ déc hi¢u twong quan: >99.9%;
Do chinh xac twong quan: 100%
Khong phéan tmg chéo vai 30 loai bénh sau:
HbsAg, HIV, Syphilis, Caim B/A, Chagas, Bénh
soi, Rubella, St vang da...Dong goi: 30test/

hop.

Test

2.000
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Dinh tinh phat hién khang thé (IgG, IgM va IgA)
khangTreponema pallidum (Tp) trong huyét
thanh, huyét twong hodc mau toan phan ciia

nguoi
- MAu pham: Huyét thanh, huyét twong, mau
62 Test xét nghiém ~ toan phan Test
giang mai - Dat ti€u chuan ISO 13485:2016 hoac tuong 200
duong.
Do nhay tuong quan: 100%;
Do dac hi¢u twong quan: > 99,7%;
Do chinh xac twong quan: >99,8%
Dong goi: 30test/ hop
Pat tiéu chuan ISO 13485:2016 hoic tuong
duong.
- MAu pham: Nudc tiéu
- Phat hién OPI/Morphine
Test nhanh thir | -P¢ nhay tuong quan 100 %, D6 dac hi¢u tuwong
63 Morphine trong quan 100 % Test 200
nudce tieu - Ngudng phat hién: 300 ng/mL
Khong bi gdy nhiéu boi cac chét sau tai nong do
100 pg/mL: 4-Acetamidophenol, N-
Acetylprocainamide, Ampicillin, Aspartame.
Dong goi: 50test/ hop
"La xét nghiém mién dich canh tranh, nhanh
chong, dinh tinh phat hién cac chét gy nghién
(Drug-of-Abuse-DOA) v&/ hodc cac chét chuyén
hoéa ctia chung trong nude tiéu nguoi.
-Pat tiéu chuan ISO 13485:2016 hoic tuong
Test matay 4 duong
64 A , £, A X ~ A o , X Test
chan - Cac chat gay nhiéu khong gay anh huong dén 50
két qua xét nghiém: Glucose (2000 mg/dl) ;
Human Albumin (2000 mg/dl) ; Hemoglobin (10
mg/dl) ; Uric acid (10 mg/dl), Urea (4000 mg/dl)
, Billrubin (2 mg/dl)"
Pong goi: 20test/ hdp
Phat hién cac khang thé IgG, IgA, IgM khang H.
pylori
- MAu thir: mau toan phan, huyét thanh, huyét
Test HP dung tuong
65 trong xét huyét - Pat tiéu chudn ISO 13485:2016 hoac tuong Test
tuong, huyét duong., chiing chi xuatkhau FDA, 70

thanh nguoi

- B§ nhay tuong quan: >86,7%; Do dac hi¢u
tuong
quan: > 91%
Dong goi: 30test/ hop
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Test nhanh
chlamydia

10

Phat hién dinh tinh, tryc tiép khang nguyén
Chlamydia trachomatis.

dao, nudc tiéu nam gioi
-Phan loai trang thiét bi y té thudc loai C
- Ngudng phat hi¢n: 5x10°4 IFU/ml
- B§ nhay: > 93,58% ; D6 dac hi¢u: >99,08%
- Khong phéan tng chéo véi: Streptococcus,
Herpes sinplex virus, Mycoplasma hominis
bong goi: 25test/ hop
Pat tiéu chuan ISO 13485:2016 hoic tuong
duong.

- Mau pham: Dich ¢0 tir cung nit gi6i, dich ni¢u

Test

200

67

Test nhanh
HbeAg

Phat hién HBeAg trong mau toan phan, huyét
thanh hodc huyét twong ctia ngudi.

Pat tiéu chuan ISO 13485:2016 hoic tuong

duong.
- MAu pham: Huyét thanh, huyét twong, mau
toan phan

- Do nhay: >96,2% ; Do dac hiéu: > 99,4%

- Thanh phan Kit tht: Ving cong hop: Khang
thé don dong khang HBe (0,16 pg);

- Vach két qua : Khang thé don dong khang HBe
(0,2 png); Vach chimg: Khang thé da dong dé
khang chuot (0,88 pg)

Pong goi: 50test/ hdp

Test

300

68

Test thu thai

DPinh tinh phat hi¢n thai som
- Mau thir: Nudc tiéu, huyét thanh
- Pat tiéu chuén ISO 13485:2016 hoic tuong
duong, chimg chi xuat khau FDA
- Nguong phat hién: 10mIU/mL
- B§ nhay tuong quan: 100%; Do dac hi¢u tuong
quan: 100%
Que thir bao gom:
Vach T dugc phu sdn mot loai khang thé khac
khang hCG va vach C dugc phi sdn khang thé
kiém chimg.
bong goi: 50test/ hop

Test

300

69

Kit thr Lao TB

Dinh tinh phat hién dong thoi va phan biét
khang thé IgM va IgG khang Mycobacterium
Tuberculosis (M. TB).

- Pat tiéu chudn ISO 13485:2016 hoic twong

duong., chig chi xuat khau FDA.
- Méu thir: Huyét thanh, huyét twong, mau toan
phan

- Khay thir bao gom:

- Vach G phu san thudc thir dé phat hién khang
thé IgG khang M. TB

- Vach C phu sin khang thé kiém chimg.

- Khong phan ting chéo: CMV, Sét rét, HCV,

HIV, Giang mai, ANA, HAMA, RF (1én t61

Test

200
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2500 1U/mL)
bong goi: 30test/ hop

Phin 3: Héa chéat dung cho may xét nghiém AU480

Thudc thir xét

Héa chat Qﬁng cho xét nghiém dinh luong ure;
Thanh phan: "DBém Tris; NADH ; Tetra Natri

70 n%hlem dinh diphosphat ; EDTA ; 2-Oxoglutarat ; Urease ; Hop
uong ure ADP; GLDH ; Quy céch: > 200ml. Dat tiéu
chuan ISO 13485:2016 hoic tuong duong.
Hoa chit dung cho xét nghiém dinh luong uré;
Thude thir xét l_“hénh phén: "BDém Tris ; NADH ; Tetra Natri
71 nghiém dinh diphosphat ; EDTA ; 2-ong|utarat ; UreaseL; Hop
luoﬁg ufe ADP ; QLDH ; PO lap 1%1: CV <5%; ?6 gpum .
i toan phan CV < 10%; So lugng test t61 thiéu/1
mL: >9 test. Quy cach: > 424ml. Pat tiéu chuan
ISO 13485:2016 hodc tuong duong.
Hoa chit dung cho xét nghiém dinh luong
Thudc thir xét creatinine; Thanh phén: Natri hidroxit ; Axit
72 nghi¢m dinh picric ; Do lap lai: CV <3%; B4 chum toan Hop
luong Creatinin | phan: CV < 5%; S6 luong test toi thiéu/1 mL:
>4 test. Quy cach: > 408ml. Dat tiéu chuan ISO
13485:2016 hodc tuong duong.
Hoa chit dung cho xét nghiém dinh luong
Thudc thir, chat protein toan phan trong nudc tiéu va CSF;
hiéu chudn xét | Thanh phan: R1: Pyrogallol 6 ; Natri Molybdat
73 nghiém dinh ; AXxit succinic ; Natri Benzoat; Natri Oxalate ; Hop
lugng protein Methanol ; B9 lap lai: CV <5,0%; B9 chum
toan phan toan phan: CV < 10,0%; So lugng test toi thiéu/1

mL: > 5 test. Pat tiéu chuin ISO 13485:2016
hodc twong duong. Quy cach: > 76ml




74

Chat higu chuan
x¢ét nghi¢m dinh
luong 8 thong
s6 sinh hoa

12

Chat hiéu chudn cho cac xét nghiém sinh hoa
nudc tiéu thudong quy; Thanh phan: Nudc tiéu
nguoi chira Amylase, Canxi, Glucose, Phospho
vo co, Urea, Axit Uric, Creatinine, Magnesi;
Céc gia tri hiéu chuan dugc xac dinh sir dung
cac quy trinh da duoc chuan hoa. Pat tiéu chuan
ISO 13485:2016 hoac twong duwong. Quy cach: >
48ml

75

Chat higu chuan
xét nghiém dinh
lugng albumin

Chat hiéu chuan cho xét nghiém Albumin trong
nudc tieu/CSF; Thanh phan: Albumin ngudi va
Natri azit ; Chat hiéu chuan 5 mirc; Céc gia tri
chat hiéu chuan c6 kha nang lién két chuan voéi
Vat liéu tham chiéu CRM 470 d3 dugc ching
nhan boi Lién doan hoa sinh 1am sang qudc té.
Quy céach: > 10ml. Pat tiéu chuan ISO
13485:2016 hodc tuong duong.

76

Vit ligu kiém
soat xét nghiém
dinh lugng 18
thong sb sinh
hoa

Chét kiém ching dang long duoc san Xudt tir vat
liéu c6 nguodn goc tur con nguoi dung cho cac xet
nghiém nudc tiéu. San xuat tir chat nén 1 nudc
tiéu nguoi co thém amylase nudc bot ctia nguoi,
hCG c6 ngudn gde tir nude tiéu nguoi, albumin
clia ngudi va bo, chat bao quan va chit 6n dinh.
Pat tiéu chuén ISO 13485:2016 hodc tuong
duong.

Quy céach: > 90ml

Phin 4: B§ khép hang toan phin Ceramic on PE

77

B6 khop hang
toan phan
Ceramic on PE

1. Chuéi khép khong xi mang: Chat liéu hop
kim titanium TA6V ELI, Phu hai 16p gébm
titanium dang xop va phu HA (hydroxyl apatite)
gitip phat trién thanh xwong trong va ngoai, cc
c& chiéu dai.

2. O cbi khong xi mang: Vat liéu hop kim
titanium TA6V ELI dugc phu hai 16p: nhiéu c4.
3. L6t 6 cbi: Chét liéu polyethylene cao phén tur
UHMWPE
4. Vit 6 ¢bi: Chét liéu hop kim titanium TA6V
ELI dnhiéu c&

5. Chom khép: Chat liéu (Biolox Delta®)
CERAMIC: >74% alumina (A1203) + >24%
zirconia (ZrO2) + >2% chromium oxide
(Cr203) nhiéu ¢
Pat tiéu chuan ISO 13485:2016 hoic twong
duong.

30

Phin 5: B) khép hang toan phan hai truc linh ddng chém Ceramic




78

B¢ khép hang
toan phan hai
truc linh dong
chdm Ceramic

13

1. Cudng khép khong xi mang: Chat liéu hop
kim titanium TA6V ELI, Phi hai 16p gdm
titanium dang x6p va phi HA (hydroxyl apatlte)
gitip phat trién thanh xwong trong va ngoai nhiéu
cO.

2. é cbi khong xi mang: Vit lidu thép khong gi,
) 001 khong xi mang, duge phu mot 16p phu kép
gom: titanium TA6V ELI dang xdp va phii 1
16p HA ( hyrdoxyl Apatide).

3. L6t 6 coi: Chat liéu PE, >8cd, mdil6to
¢di dung voi mot 6 cbi.

4. Chom khop: Chat lidu Alumina (Biolox
Delta®) Ceramic : nhiéu cd.

Pat tiéu chuan ISO 13485:2016 hodc twong
duong.

10

Tong: 78 mit hang gom 05 phan(1d)

1.3.

Cac yéu cau khac




1.3.1. Nha thiu ndp kém E-HSDT bing ké khai day di thong tin hang hoa theo miu s6 21 sau day:

MAu sb 21 (File scan, File Excel dinh kém)
DANH MUC HANG HOA DU THAU
(PHAN PANH GIA VE KY THUAT)
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Tén nha thau: ....... Piachi: ...... Email: ...... Sé dién thoai nguoi phu trach thau: ......

|Yéu cAu ciia E-HSMT

Dap @ng yéu chu trong E-HSDT

STT [Tén nha[M& hang[Tén  hanglbo n vilKhdi IrongTén thuongfDon vilQuy cach| Khéi Ky ma| Hang Nuéce S6  Iuu | Pon gia | Cu M& héa |Ghichu
thau hoa hoa tinh moi thdu  [mai tinh  [dong goi | lwong hiéu san san hanh hodc | du thdu | hinh, vattuy té
chao xubit xubit s6 GPNK tinh
thau nang ky
thuét
(1) () @) 4) ®) ® | 8 ©) (10) (11) 12) (13 (14) | (15) (16)
Ghi chu:

- Cac cot thudc phﬁn Yéu cau E-HSMT: Nha thau nhép cac ndi dung nay theo ndi dung trong E-HSMT cho cac phén ma nha thau tham du

- Céc cot thude phan Pap tmg yéu cau trong E-HSDT: Ghi cu thé cac thong tin vé hang hoa dy thau cia nha thau. Trong d6, luu ¥ cac cot:

+ Cot Tén thuong mai (Cot 5) va cot Ky ma hiéu (Cot 9): Truong hop hang hoa du thau 1a danh muc vat tu y té thudc pham vi dugc hudng ctia nguoi
tham gia bao hiém y té, nha thau ké khai Tén thuong mai va Ky ma hiéu ctia hang héa chao thau va noi dung ké khai nay cin chinh xac va phu hop véi

noi dung ma nha thau da dang ky trén cong thong tin Bao hiém xa hoi.

+ Cot Cau hinh, tinh nang k¥ thuat (Cot 14): Dé nghi nha thau ké khai rd cau hinh, tinh ning, thong sé k¥ thut ciia hang hoa dé chimg minh tinh dap
tg theo cac yéu cau ciia E-HSMT. Tét ca ndi dung vé tinh ning, thong sb k¥ thuat ké khai tai cot nay phai c6 tham chiéu dén néi dung tuwong mg trong

tai li¢u k¥ thuat cia nha san Xuét.
+ Cot M3 hoéa vat tu y té (Cot 15): Nha thau ghi rd ma hoa vat tu y té theo Quyét dinh s6 637/QD-BYT ngay 16/03/2022; Quyét dinh sb 1844/QD-BYT
ngdy 05/7/2022; Quyét dinh 3181/QD-BYT ngay 29/11/2022; Quyét dinh sé 1055/QD-BYT ngay 24/02/2023; Quyét dinh sb 2200/QD-BYT ngay
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16/5/2023 ctua B truong BO Y té va cac Quyét dinh khéc lién quan. Luu y: Ho so dy thiu van duoc xem xét danh gia theo céc tiéu chi danh gia cua E-
HSMT bt ké viéc nha thau khong ké khai tai noi dung nay. Noi dung tai cot (15) chi mang tinh chat tham khao, khong bao gdm trong ndi dung danh
gid E-HSDT
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1.3.2. Nha thau phdi cam két theo méu so 22 sau ddy:
MAu s6 22 (File scan dinh kém)
CAM KET CUA NHA THAU
TENn NhA thAU ...t
Kinh gtri: Bénh vién Quany 7
~ Sau khi nghién ciu E-HSMT goi thau:...... Chiing t6i xin cam két va thyc hién
day du nhiirng ndi dung theo yéu cau cua E-HSMT nhu sau:

1. Cam két giao hang 1am nhiéu dot trong thoi gian thyc hién géi thau; cung
tmg kip thoi (chdm nhit 05 ngay ké tir khi nhan duoc don dit hang cua Khoa Trang
bi), chinh x4c, du vé sb lwong hang hoa, thong sé ky thuat theo yéu cau caa HSMT,
dam bao tiéu chuan chat luong nhu d3 dang ky v6i co quan ¢6 tham quyén trong thoi
gian hiéu luc cua hop ddng. Pap tmg day du cac yéu cau vé diéu kién giao hang tién
d6 va pham vi cung cip néu trong E-HSMT.

2. Cam két tuan tha cac quy dinh vé& quan 1y gia thiét bi y té theo quy dinh tai
Diéu 44, 45 Nghi dinh 98/2021/ND-CP ngay 08/11/2021; ndi dung stra doi, bo sung cia
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 cta Chinh Phu stra d6i, bo sung mét sb
diéu cua Nghi dinh 98/2021/ND-CP ngay 08/11/2021 ctia Chinh Phu vé quan 1y thiét bi
y té.

3. Cam két cung cip hang hoa mai 100%, c6 ngudn gdc, xuat xit 1o rang.

4. Cam két thu hoi va d6i hang trong truong hop hang hoa da giao nhung khong
dam bao chit lvong (ma nguyén nhan khong do 15i ciia Pon vi) hodc c6 thong bao thu
hdi ctia co quan c6 thAm quyén. Nha thau c6 trach nhiém d6i 16 hang khac tuong tmg
cung loai (theo hop ddng da ky tai Phu luc dinh kém) va phai chiu hoan toan moi phi
tén cho viéc thay thé nay.

5. Cam két cung cip hang hoa c¢6 han sir dung con lai tinh tir thoi diém giao hang:

+ Tdi thiéu con > 12 thang d6i véi hang hoa ¢ han sir dung quy dinh cta nha
san xudt tir > 18 thang;

+ T4i thiéu con > 9 thang d6i v4i hang hoa c6 han sir dung quy dinh ctia nha
san xudt tir > 12 thang dén < 18 thang;

+ T4i thiéu con > 3 thang d6i v6i hang hoa c6 han sir dung quy dinh ciia nha
san xudt tir > 6 thang dén < 12 thang;

+ T4i thiéu con > 2 thang d6i v4i hang hoa ¢6 han str dung quy dinh ctia nha
san xudt < 6 thang;

+ Trong céac trudng hop dic biét khac, nha thau phai c6 bao cdo bang vin ban
va dugc su chap thuan ciua Chu dau tu.
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6. Cung cap dich vu bao hanh trong vong 48 gio sau khi nhan duoc yéu cau cia
ngudi sir dung va/hoic bén mua; Cung cap day du tai liéu huéng dan str dung bang tiéng
Viét; Chiu trach nhiém lép dat, ban giao, chay thir va hudng dan st dung tai Bénh vién,

7. Hang héa do nha thau cung cap hoan toan thich tng va hoat dong 6n dinh tai
diéu kién khi hau cua Viét Nam; Hang hoa khéng gay anh huong tac dong nhiéu dén
moi truong (Truong hop hang hda cung cap cé anh hudng tic dong dén moi truong,
nha thau chiju trach nhiém thuc hién bién phap giai quyét).

8. Cam két hang hda c6 nhan hoac ¢ kém theo nhan phu véi day du cac thong
tin theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP va
cac quy dinh phép luat lién quan hién hanh.

Chung t6i cam két thuc hién day du cac ndi dung trén trong sudt thoi gian thuc
hién gbi thau. Néu vi pham hodc khong thuc hi¢n déy du cac cam két néu trén, ching
t6i xin chiu hoan toan trach nhiém va chip nhan bi xir Iy nhu da quy dinh trong E-
HSMT va phap luat vé dau thau.

___,ngay __thang __ nam__

PAI DIEN HOP PHAP CUA NHA THAU
[Ky, ghi 16 ho tén va déng déau]

1.3.3. Yéu cdu vé dich vu lién quan: Khdng c6
Muc 2. Ban vé: Khong co
Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thir nghiém can tién hanh gém c6: Theo yéu cau ctiia Chil dau tu
va theo cac quy dinh hi¢n hanh.



