SOY TE HUNG YEN CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN DA KHOA PHO NOI Djc 1ap - Ty do - Hanh phic
8é: 97 /TM-BV Hung Yén, ngay 4 1thdang 3 nam 2025

THU MOI THAM PINH GIA
Mot s6 héa chit, sinh phAm xét nghiém sir dung tai bénh vién nim 2025
Trong thoi gian cho diu thau tip trung 2024-2025 cia Sé' Y té

Kinh giri: Cac don vi thim dinh gia.

Can ctr Luat P4u thau s 22 ngay 23 thang 06 nam 2023;

Can clr Lut s6 57/2024/QH15 ngay 29 thang 11 nim 2024;

Cin ctr Nghi dinh s& 24/2024/ND-CP ngay 27 thang 02 nim 2024 quy dinh
chi tiét mot sd didu va bién phép thi hanh Luat DPAu thau vé lua chon nha thau;

Can cir Nghj dinh s6 17/2025/NP-CP ngiy 06 thang 02 nim 2025 cia Chinh
phu Stra ddi, bd sung mét sé didu cia cac Nghi dinh quy dinh chi tiét mét s diéu
va bién phap thi hanh Luat P4u thau;

Can ¢t Thong tu s6 22/2024/TT-BKHPT ngay 17 thang 11 nam 2024 cia B
K& hoach va Pau tu Huéng dan viéc cung cip, ding tai thong tin vé& lya chon nha
thau va mau hd so dau thau trén hé théng mang d4u thau quéc gia;

Cin cir céng van 3130/SYT-KHTC ngay 25/12/2024 cia S& Y té Hung Yén
V/v dam bao vit tu y té, hoa chét xét nghiém, sinh pham y té dé duy tri hoat déng
chuyén mén trong khi chd két qua dau thau tip trung nim 2024-2025.

Cin cir Bién ban hop HDKH KT Bénh vién da khoa Phé Néi ngay 11/3/2025.

1. ThAm dinh gia Mot sb hoa chat, sinh phém xét nghiém s dung tai bénh
vién nam 2025, trong thoi gian chd déu thau tap trung 2024-2025 cia S& Y té, (co
phu luc danh muc Héa chét xét nghiém d& nghij thdm dinh gia kém theo).

2. P& nghi quy Pon vi thdm dinh gi4 c¢6 nhu cAu tham gia giri 01 bd hd so
ning luc bao gdm:

Hb so ding ky kinh doanh, hd so nhén su, cac hop déng twong tu da thue
hién, thu chao gia dich vu thdm dinh gia (da bao gém chi phi thAm dinh), cac tai

liéu khéc c6 lién quan (néu co).




Thoi gian, dia chi ndp hd so: Trudc 16 giv 30 phat ngay 20/3/2025. Dia chi:
Khoa Duoc Puong Vii Vin Cén, Phuong Bén Yén Nhan, thi xd My Hao, tinh
Hung Yén.

Bénh vién da khoa Phd Néi rat mong nhin duoc sy quan tdm va ban chaof
gias clia quy Pon vi thim dinh gi4.

Bénh vién xin tran trong cam on!
Noi nhgn:

- Nhur kinh giri;
- Luu: VT, KD.

Pham Ping Qué




DANH MyC
Mot s6 hoa chét, sinh phﬁm xét nghi¢m sir dyng tgi bénh vi¢n niim 2025, trong thoi gian
chd dfu thiu tdp trung 2024-2025 ciin Sir Y té
(Kém theo Thie moi s6 J 9~ /TM-BV ngay {1/03/2025 ctia B¢nh vién da khoa Phé N6i)

STT

S6

Tén Hang hé.
g h6a Théng s6 ky thuft bvT Quy céch lugng

LH

A CHAT SINH HOA- MIEN D|CH- PONG MAU

- Pham vi phan tich: 0,5-3.000 ng/mL [0,41-2.478
1U/mL] - Phuong phép xét nghiém: mién dich
enzym hai v trf (“sandwich”) - Thanh phdn: Rla:
Céc hat thugn tir pht khéng thd khéng AFP don
dong & chudt duge huyén phu trong dung dich muébi
dém TRIS, c6 chét hoat tinh b& mit, chit nén Hop 2 x 50
albumin huyét thanh bd (BSA), < 0,1% natri azit va Hop xét nghiém
0,1% ProClin 300. R1b: Lién hgp photphataza kiém
khang AFP don dong & chudt (bd) dugc pha lodng
trong dung dich mudi dém photphat, c6 chét hoat
tinh bé mat, chit nén BSA, protein (dé, tho, chudt),
<0,1% natri azit va 0,25% ProClin 300.

binh lugng AFP

-Pham vi phén tich: 3 - 5000 pg/mL - Phuong phap
xét nghiém: mién dich enzym hai vj tri
(“sandwich”) - Thanh phin: R1a Céc hat thuén tir
phu khang thé BNP khéng ngudi tt ca céc dong &
chugt dugc tao huyén phi trong dung dich muéi
dém TRIS, véi abumin huyét thanh bd (BSA), 0,1%
Pinh lugng BNP ProClin* 300 va <0,1% natri azit. ; R1b: IgG dé va Hop
chudt tinh khiét trong dung dich mudi dém TRIS, c6
albumin huyét thanh bd (BSA), 0,1% ProClin 300
va <0,1% natri azit; R1c: Cong hop bod photphataza
kiém chtra khang thé BNP khéng ngudi don dong &
chudt trong dung dich muéi dém PBS c6 BSA,
0,1% ProClin 300 va <0,1% natri azit.

Hop 2 x50
xét nghiém

- Pham vi phén tich: 0,25-6 ng/dL [3,2-77,2
pmol/L] - Phuong phap xét nghiém: mién dich
enzym hai buéc - Thanh phan: R1a: C4c hat thuan
tir Dynabeads pht streptavidin trong dung dich dém
TRIS c6 protein (chim), chét hoat tinh bé mit,
0,125% NaN3 va 0,125% ProClin 300. R1b: Dung
dich mudi dém TRIS c6 protein (chim), chét hoat
tinh b& mat, < 0,1% NaN3 va 0,1% ProClin 300.
Rlc: Dung dich mudi &ém TRIS c6 protein (chim),
chét hoat tinh bé m3t, 0,125% NaN3 va 0,125%
ProClin 300. R1d: Chét céng hop triiodothyronine-
photphataza kiém (bd) trong dung dich dém TRIS
c6 protein (chim), chat hoat tinh bé mat, <0,1%
NaN3 va 0,1% ProClin 300. R1e: Khéng thé khang
Thyroxine (T4) don dong & chudt dugc lién két véi
biotin trong dung dich dém TRIS c6 protein (chim
va chugt), chét hoat tinh bé mat, 0,125% NaN3 va
0,125% ProClin 300.

Hop 2x 50

Dinh lugng Free T4 xét nghiém

16




B

Dinh lwong TSH
3rd IS)

- Pham vi phén tich: 0,005-50 pIU/mL - Phuong
phép xét nghiém: midn djch enzym hai vj trf
(“sandwich™) - Thanh phin: R a: Céic hat thugn tir
phu khéng thé khing TSH & ngudi don dong &
chugt duge huydn pha trong dung dich mudi dem
TRIS, ¢6 chét hoat tinh b& mt, albumin huyét thanh
bd (BSA), < 0,1% natri azit va 0,1% ProClin 300
R1b: Dung dich mudi dém TRIS c6 chét hoat tinh
b& mait, BSA, protein (chudt), < 0,1% natri azit va
0,1% ProClin 300 Ric:Lién hgp photphataza kidm
khéng TSH trén ngudi don dong & chudt trong dung
dich muéi dém ACES, c6 chét hoat tinh bd mit,
chét nén BSA, protein (chudt), < 0,1% natri azit va
0,25% ProClin 300 R1d: Lién hgp photphataza
kidm khang TSH trén ngudi don dong & chuft trong
dung dijch muéi dém ACES, c6 chét hoat tinh bé&
mit, cht nén BSA, protein (chudt), < 0,1% natri
azit va 0,25% ProClin 300

Hop

Hop 2 x 100
xét nghiém

5 |Dinh lugng hsTnl

- Pham vi phan tich: 2,3 - 27.027pg/mL - Phuong
phép xét nghiém: mién dich enzym hai buéc lién
tiép (“sandwich”) - Thanh phan: Rla: Céc hat
thu@n tir Dynabeads dugc bao phii bing khang thé
don dong & chugt khang cTnl clia ngudi dugc tao
huyén phi trong dung dich muéi dém TRIS, c6 chét
hoat dong bé mjt, albumin huyét thanh bd (BSA),
natri azit <0,1% va ProClin 300 0,1% R1b: 0,1N
NaOH R1c:Dung dich mudi dém TRIS, chit hoat
d6ng bé mat, protein (chudt), natri azit < 0,1% va
ProClin 300 0,1%. R1d: Chét cong hop gitta khang
thé don dong & ciru khéng cTnl cua ngudi véi
phosphatase kiém dugc pha lodng trong dung dich
mudi dém ACES, c6 chit hoat ddng bé mit, chat
nén BSA, protein (bo, ciru, chudt), natri azit < 0,1%
va ProClin 300 0,25%.

Hop 2 x50
xét nghiém

25

6 |Dinh lugng Free T3

- Pham v1 phan tich: U,88—30 pg/mL [I,5—26
pmol/L] - Phuong phép xét nghiém: mién dich
enzym lién két canh tranh - Thanh phén: R1a: C4c
hat thuén tir Dynabeads phu streptavidin trong dung
dich dém TRIS c6 protein (chim), chit hoat tinh bé
mit, <0,1% NaN3 va 0,1% ProClin 300. R1b:
Dung dich d¢ém MES va 0,1% ProClin 300. Ric:
Analog T3 gén biotin trong dung dich dém TRIS c6
protein (chim), chét hoat tinh bé mit, < 0,1% NaN3
va 0,1% ProClin 300. R1d: Dung dich dém TRIS
chira protein dong vét (dé, bd, chim), chét hoat tinh
bé mit, < 0,1% NaN3 va 0,5% ProClin 300. Rle:
Chét cong hop khang thé don dong-photphataza
kiém trong dung djch dém ACES c6 protein (chim),
chét hoat tinh bé mit, < 0,1% NaN3 va 0,1%
ProClin 300

Hop 2 x 50
xét nghiém

Giéng phan (mg
9 |dung cho may
Access 2

Chét ligu Polypropylene; Dung tich ti da 1 mL

Hop 16 khay
X 98 cai

2%

SEN

{ /2>




Hoa chit hiéu chuén

10 |choxét nghiém Dang dung djch, thanh phin: dung dich d¢m, chtra: Ho Hop2lox5 :
Ammonia, Ethanol  |dém amoniac, cthanol, natri hydrocarbonat P mL
va CO2
Hoa chét kiém
1 il;::;:g:: 2 Eho l)gmg.dung djch, thénh. phin: dung dich dém, chra: Hop Hop3lox5 |
Ammonia. Ethanol amoniac, ethanol, natri hydrocarbonat ml
va CO2
Hda chét kiém
" i'é‘:’::g]:’;l: i 6o Dang dung dich, thinh phin: dung dich dgm, chira: | o [HOp3lox5 | |
Ammonia, Ethanol amoniac, ethanol, natri hydrocarbonat mL
va CO2
Hoéa chit dang cho xét nghiém djnh lugng ALT;
Thanh phén: Tris buffer pH 7,15 (37°C)
100mmol/L; L-Alanine 500mmol/L; 2-Oxoglutarate
12mmol/L; LDH > 1,8kU/L; NADH 0,2mmol/L; Hop4lox 12
13 %Pl_\[?)at 0 ALT Phuong phép: Dya trén khuyén cdo cua IFCC; Dai Hép mL+41lox6 15
tuyén tinh: 3 — 500 U/L (0,05 — 8,33 pkat/L); Buéc mL
séng: 340 nm; Loai mAu: Huyét thanh, huyét tuong;
D6 13p lai: CV < 5%; DO chum toan phén: CV <
10%; S6 lugng test téi thidu/1 mL: 6 test
Héa chat dung cho xét nghiém dinh [ugng AST;
Thanh phén: Tris buffer, pH 7,65 (37°C)
80mmol/L; L-aspartate 240mmol/L; 2-Oxoglutarate
12mmol/L; LDH > 0,9kU/L; MDH > 0,6kU/L; ’ Hop 410 6
14 Do hoat 36 AST NADH 0,2mmol/L ; Pl}u‘(mg phép: Dua trén khuyén Hop mL 4 ]'0 <6 16
(GOT) cdo cua IFCC; Dai tuyén tinh: 3 — 1000 U{L (0,05 - ; mL.
16,7 pkat/L); Budc song: 340 nm; Loai mau: Huyét
thanh, huyét tuong; B ldp lai: CV < 5%; P§ chum
toan phin: CV < 10%; S6 lugng test téi thiéu/1 mL:
?int’)eaqtchét dung cho xét nghiém dinh lugng canxi
toan phdn; Thanh phén: Imidazol (pH 6,9);
Arsenazo Il 0,02%; Phuong phap: Arsenazo III;
. . Dai tuyén tinh: Huyét thanh, huyét tuong: 1 -5 R
15 [Pinhlugng Calei | 11 (4 - 20 mg/dL); Nuéc tiéu: 0,1 — 10 Hep |TOPA4loxIS|
toan phdn mmol/L (0,4 — 40 mg/dL); Budc séng: 660 nm; mL,
Loai miu: Huyét thanh, huyét trong, nuéc tiéu; Do
14p lai <3% /Do chym toan phin: < 4%; S§ lugng
test t6i thiu/1 mL.: 33 test
Hoa chét ding cho | Déi do: 2.40 mg/dL - 300 mg/dL, phuong phép do: | . ‘;‘ipj l“; X 2;’ ]
16 | ¢t nghiém Ethanol |ALCOHOL DEHYDROGENASE op oX

mL

SR E!

O

il
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binh lugng Glucose

Héa chét ding cho xét nghi¢m dijnh lugng glucose;
Thanh phAn: Dung dich d¢m PIPES (pH 7,6) 24
mmol/L; ATP > 2 mmol/L; NAD+ > 1,32 mmol/l;
Mg2+ 2,37 mmol/L; Hexokinase = 0,59 kU/L; 4o6D-
DH > 1,58 kU/L ; Phwrong phap: Enzymatic
(hexokinase method); Dai tuyén tinh: Huyét thanh/
huyét trong / dich nflo tiy: 0,6 — 45,0 mmol/L,
Nuée tidu: 0,2 — 45 mmol/L; Bude séng: 340 nm;
Logai mAu: Huyét thanh, huyét trong, nuéc tiéu va
dich néo tuy; DY 1gp lai: CV < 3%; D chym toan
phén: CV < 5%; Sb lrgng test 16i thibu/1 mL: 13 test

Hop

Hop 4 19 x 25
mit41gx
12,5 ml.

6

Chét chuén dién giai
murc gilra

Chit hiéu chudn mirc trung binh sir dyng cho xét
nghiém dinh legng (gidn tiép) ndng A9 Na+, K-+ va
Cl-; Thanh phén: Na+ 4,3 mmol/L; K+ 0,13
mmol/L; Cl- 3,1 mmol/L

Hop

Hop 4 can x
2000 mL

19

Dinh lugng Protein
toan phén

Hoa chét ding cho xét nghi¢m dinh Tugng protein
toan phén; Thanh phn: Natri hydroxyd 200
mmol/L; Kali natri tartrat 32 mmol/L; Ddng sulphat
18,8 mmol/L; Kali iodid 30 mmol/L; Phuong phép:
Photometric; Dai tuyén tinh: 30-120 g/L (3-12
g/dL); Buéc séng: 540nm; Loai mAu: Huyét thanh,
huyét tuong; D¢ lap lai: CV < 3,0%; D6 chum ton
phén: CV < 4,0%; S6 lugng test tbi thiéu/1 mL: 10
test

Hop 4 19 x 25
mL +4 1o x
25mL

20

Dung dich rira hé
théng méy sinh héa

Dung dich rira hé thong mdy sinh héa; Thanh phan:
Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%;
Sulfonic acids, C14-17-sec-alkane, mudi natri 1 -
5%.

Hop 4 can x
5L

21

Po hoat d6 Amylase

Hoa chat dung cho xét nghiém dinh Tugng a-
amylase; Thanh phin: MES (pH 6,05) 36,1 mmol/L;
Canxi axetat 3,60 mmol/L; NaCl 37,2 mmol/L; Kali
thiocyanate 253 mmol/L; CNPG3 1,63 mmol/L;
Phuong phap: CNPG3; Dai tuyén tinh: Huyét thanh/
huyét tuong: 10 — 2000 U/L (0,2 — 33,3 pkat/L),
Nudc tidu: 5 — 4800 U/L (0,1 — 80 pkat/L) ; Buéc
séng: 410 nm; Loai mAu: Huyét thanh, huyét tuong,
nude tiéu; Do 1ap lai: CV < 5,0%; D¢ chym toan
phin: CV < 10,0%; S8 lugng test tdi thiéu/1 mL: 5

test

Hop 41lox 40
mL

22

Héa chit ding dé
pha lo4ng trén hé
thdng phan tich
d6ng mau

Hoéa chit dung d& pha long xét nghiém chuin méy
trén may xét nghiém dong méu. Dang Long. Thanh
phin t6i thiéu c6 chira natri cloride va natri
azide.Déng gbi: 100 mL (hodc twong duong)Chimg
nhan chit lugng CE, FDA, ISO (13485)

Hop 1lox
100 mL

23

Héa chat dung dich
dung dé xtc rira trén
hé théng phan tich
dong méu tu dong

Hoéa chit dung dich ding d€ xuc rira trén h¢ thong
phin tich d6ng mé4u ty dong. Thanh phin téi thiéu
chtra 2-Methyl-4-isothiazolin-3-one hydrochloride
(MIT HCI). Déng géi: 4L (hojc tuong
duong)Chtmg nhan chit lugng CE, FDA, 1SO
(13485)

Hop

Can4L

25

24

Ong liy mAu 2.5 mL

Chét liéu: nhua Polypropylene, Chiéu cao: 3,8 cm,

dudng kinh ngoai: 1,7 cm, dudng kinh ddy: 1,2 cm

Cii

1x100 céi

20

I. HOA CHAT HUYET HOC
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xét nghiém huyét
hoc

Chat hiéu chuin cho

Thanh phén chinh: Healthy mammal blood (pig),
preservatives and cell stabilizers.

Tiéu chudn chét lugng 1SO 13485

3ml

26

Thubc thir ly gidi hd

Thanh phin chinh: Detergent < 1.5%; Buffer <
1|2.0%; Preservative < 1.5%; Dye < 1,0%.
Tiéu chudn chit hrgng 1SO 13485

Chai

36

27

Thube thir ly gidi
hdng cdu do 2 thanh
phin bach cdu EO,
BASO trong mau

Thanh phén chinh: Detergent < 0.5%, Buffer <

0.6%, Preservative < 0.7% C6 m4 QR Code quan Iy
hoé chét dugc tich hep sin.

Tiéu chulin chét lugng 1SO 13485

Chai

500ml

19

28

Thudc thir ly giai
hdng ciu do
Hemoglobin trong
méu

Thanh phin chinh: Detergent < 4.0%; Buffer <
1.0%.

Tiéu chudn chét lugng 1SO 13485

Chai

500ml

20

I1.

SINH PHAM

29

Test nhanh chin
dodn cim TypA,
TypB

I'est chin doan nhanh cum A, B dinh tinh phat hi¢n
bén d& phat hién cac nucleoprotein ctia Cim A va
cim B trong djch miii hgng.

- Thanh phén cua que thir:

+ Hat khéng thé Influenza A va B

+ Khéng thé Influenza A va B dugc phi trén mang
dan

- D6 nhay tuong dbi: 87.2% (Tuyp A), 92.5% (Tuyp
B)

- Do dic hiéu tuong dbi: 94.5% (Tuyp A), 97.5%
(Tuyp B)

- b6 chinh xac: 92.8% (Tuyp A), 96.7% (Tuyp B)
Khéng c6 phan tng chéo véi cic virus cim sau:
Adenovirus, virut Coxsackie, Cytomegalovirus,
Parainfluenza Virus1,2,3,4a, Enterovirus, virus quai
bi, virus hgp bio hé hip, Rhinovirus.

Khéng c6 phan tmg chéo v6i cac vi khuin sau:
Bordetella ho ga, Haemophilusparainfluenzae,
Staphylococcus aureus,

Streptococcus agalactiae, Neisseria meningitides,
Streptococcus sp. Nhéom A, B, C

Hop test bao gdbm mAu ching

Influenza A+/B- Control Swab (Non-viable Flu

A 0 02%NaN?3)

Test

20 test/ hop

400

N\
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Test Rotavirus

DInNTinh phat Tigh Rotaviras [rong phiin i,
= Thanh phin thanh thir;

+ Hat khdng thé khang Rotavirus

+§Khﬂng thé khéng Rotavirus dugc pht trén mang
dén

Hi¢u suéit ciia bang thir nghiém nhanh Rotavirus d
dugc dénh gid véi 361 miu bénh phém dugc thu
thip tir tré em va thanh nién so v6i phuong phép
ngung két latex.

Két qua cho thdy d nhay twong déi ciia bing thir
nghiém nhanh Rotavirus (Phén) 18> 99,9% va d¢
dic higu twong déi 14 98,8%.

D¢ nhay tuong dbi: >99.9% (98.4%-100.0%)*
Tinh dc hiéu tuong ddi: 98.8% (95.8%-99.9%)*
Do chinh xéc tuong d6i: 99.4% (98 0%-99.9%)*

Test

25 test/ hgp

200

31

Test nhanh chin
dodn sém sbt xust
huyét/ khang nguyén
NS1

1 chudn chit lirang: 1SO 13
P] at hign Khang nguyen VIrus Dengue NI [l'OI'lg

mAu huyét thanh, huyét twong va mau toan phan
nguoi.

Cong hop vang khéng thé khang Dengue NS1

+ Khang thé khang Dengue NS1 trén mang d4n

+ Vach kiém soét (vach chimg)

+ Mang sic ky

+ Chét dém

Do nhay tuong dbi 13 95,8% va d6 dic hiéu tuong
dbi 12 96,2%.

Do nhay tuong dbi: 69/72*100% =95.8% (95%CI*:
88.3%~99.1%);

Do dic hiéu tuong dbi: 102/106*100%=96.2%
(95%CI*: 90.6%~99.0%):

Su chinh x4c:
69+102)/(69+3+4+102)*100%=96.1%(95%CI*:92.1

%-98.4%)
Titn nh_unn chit hrana: 1SO) 1

Test

25 test/ hop

100

32

Test nhanh chin
doan sém sbt xust
huyét/ khang thé
IgG/ IgM

Phat figh dinn tmh Virs Knang the frong mau,

huyét thanh hozc huyét tvong Thanh Phin ciia bang
thir

+ Cong hop vang - Khang nguyén bé mit virus
Dengue

+ Vach thir 1: IgG khéng ngudi dugc bao phi trong
vung vach xét nghi¢m IgG

+ Vach thir 2: IgM khang ngudi duge phu trong
vung vach thir nghi¢m IgM

D6 nhay tuong d6i: 69/72*100%=95.8% (95%CI*:
88.3%~99.1%);

D dic hiéu tuong dbi: 102/106*100%=96.2%
(95%CI*: 90.6%~99.0%);

Su chinh xé4c:
(69+102)/(69+3+4+102)*100%=96.1%(95%CI*:92.
1%~98.4%)

Tién chudn chit hirana: 1ISO 13485

Test

25 test/ hop

200
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