Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT
Muc 1. Yéu ciu vé ky thuat
Yéu cau vé ki thuat bao gdm céc ndi dung co ban nhu sau:
1.1. Giéi thiéu chung vé du an, g6i thau

- Tén dy toan mua sdm: Dy toan mua sim: Mua sam hoa chat xét nghiém va vat tu xét nghiém tai Trung tdm Y t& Vinh Thun
nam 2025 (12 thang).

- Tén g6i thau: Goi s6 1: Mua sam hoa chat xét nghiém va vat tu xét nghiém tai Trung tdm Y té Vinh Thuan nam 2025 (12
thang).

- Chu dau tu: Trung tdm Y té Vinh Thuan.

- Ngudn von: Ngudn thu tir dich vu kham chita bénh.

- Loai hop dong: Pon gia cb dinh.

- Thoi gian thuc hién: 12 thang.

1.2. Yéu céu vé ky thuat

Yéu cau vé ki thuit bao gdm yéu cau vé ki thuat chung va yéu cau vé k¥ thuat chi tiét d6i véi hang héa thuéc pham vi cung cip
cua goi thau, cu thé:

a) Yéu cau vé k¥ thuat chung:

- Nha thau phai khai bao day du thong tin hang hoa theo cic biéu mau quy dinh ctia hd so moi thau.

- Hang héa do nha thau cung cap dugc cac co quan co tham quyén cap phép sir dung va luu hanh trén toan lanh thd Viét Nam.
Céac mit hang tham dy thau 1a cc san pham sir dung trong co s& kham chita bénh, khong phai la cac san pham dung trong y té voi muc
dich nghién ctru (Research Use Only - RUO), cac san pham dung trong phong thi nghi¢m (Laboratory Use Only - LUO).

- Truong hop nha thau trang thau, nha thau phai xuat trinh duoc tai liéu dudi day trude khi ky hop ddng va chiu trach nhiém vé
tinh chinh xac cta nhiing tai liéu, thong tin do minh cung cap. Trudong hop nha thau khong xuét trinh duoc tai liéu yéu cau dé ky hop
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ddng thi Bén moi thau thuc hién cac budc tiép theo theo qui dinh:

+ Hang hoa thudc truong hop phai co gidy chimg nhan dat tiéu chuan quan 1y chat luong ISO thi nha thau phai cung cip thong
tin gidy ching nhan dat tiéu chuan quan 1y chat luong ISO ctia nha san xuat cho cac hang hoa tham du thau do.

+ Hang hoa thudc truong hop phai co6 Gidy phép luu hanh (hoic yéu cau tuong duong) theo qui dinh, thi phai cung cép tai liéu
ching minh theo qui dinh.

- Nha thau phai chiu moi phi ton van chuyén hang, bc xép; chi phi tra lai hang (néu hang khong dat chét luong), ...

- Bén tring thau phai bao quan hang hoa dung quy dinh khi van chuyén.

- Cac ho so tai liéu ndp theo yéu cau phai con hiéu lyc dén thoi diém dong thau.

- HO so moi thau ghi tén mot nhan hi¢u, nha san Xuét, tiéu chuin k¥ thuat,... cua san phém cu thé (néu cO) c6 nghia la dung dé
miéu ta cac ddc tinh k¥ thuat cua loai hang hda moi thau, nha thau duoc chao thau hang hoa trong duong.

- Béi voi cac hang hoa ¢ ghi Pon vi tinh kém theo Qui cach khong phut hop véi Pon vi tinh va Qui cach hang hoa ctia nha thau
(néu c6) thi nha thau tham du dugc qui d6i Pon gia theo Pon vi tinh va Qui cach moi thau nhung phai dam bao phu hop cac yéu cau ki
thuat. Khi giao hang theo Qui cach dy thiu nhung phai dam bao du S6 luong yéu cau theo qui cach moi thau. (Vi du: Hang héa moi
thau A c6 don vi tinh la Thing, Qui cdch moi thau la 20 lit/thimg; Hang héa nha thau ¢é Qui cdch la 40 lit/thung va gid dw thau dir kién
la 10.000 VND/thiing 40 lit thi nha thau dwoc qui déi Pon gid theo qui cach moi thau la 5.000 VND).
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b) Yéu ciu vé k¥ thuit cu thé:

Hang hoa, dich vu lién quan phai tun thu cac thong sé ki thuat va tiéu chuan sau day:

Nha thau phai soan mdt bang (File dinh dang Word hoeiic Excel) twong tw dé chimg minh hang héa do nha thau chio tuin
thii v6i cac yéu cu duéi day.

Nha thau phai ké khai day dii cac thong tin tai cac cot (4), (5), (6), (7), (8) ¢ bang dwéi.

BANG 01 - YEU CAU KY THUAT CU THE

Tiéu chuin ky thuit dv thau
. , A vm R Tén hang héa - TCCL | GPLH | Ghi chu
Stt | Tén hang hoa Yéu cau ky thuat dr thiu Tiéu chudn k§ | Quicich | (wx) | (se%) (Néu c6)
thuat hang hoa
(1) (2) (3) ICCL (4) ) © | () (8)
1 | Dung dich pha Thanh phéan: Natri
lodng Dilluen CD | clorua<1.0 %; Chéat dém <
3.2 1.0 %; Chat bao quan < ISO,CE
0.5 %; Chat 6n dinh < 0.5
%; Nudc khong co ion
2 | Dung dich ly giai | Thanh phan: Chét tay rira<
bach cauCD 3.2 | 2.2 %; Chat dém < 0.8 %;
Chét bao quan< 0.4 %; ISO,CE
Chét 6n dinh < 0.4 %;
Nude khong co6 ion
3 | Dung dich ly giai | Thanh phan: Chat hoat
A A A A o/ . A
hong cau CD 3.2 d?ng bé mat < 4.5A A)i Chat ISO.CE
dém < 1.0 %; Chat bao
quan < 0.4 %; Chét on
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

dinh < 0.4 %; Nudc khong
coO ion

Day bom may
CellDyn-Ruby

Bo day bom dung dé hut
va bom hoa chét, miu
bénh pham

Pat tiéu chuan ISO &
FDA USA & CE

Xuét xt: G7

ISO,CE

Control muc 1

Hoa chat xét nghiém
SPINTROL "H"
NORMAL

Thanh phan:

+ Huyét thanh nguoi, phu
gia sinh hoc, tdc nhan kim
khuan. C6 ndng do cua cac
thanh phén cu thé duoc
cung cap O bang gia tri
kem theo.

+ Céc thanh phén ¢6
ngudn gdc tir con ngudi da
dugc xét nghiém la dam
tinh vé1 HBsAg, HIV,
HCV.

ISO,CE
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

Control murc 2

Hoa chét kiém chuén
SPINTROL "H"
PATHOLOGICAL

Thanh phan:

+ Huyét thanh nguoi, phu
gia sinh hoc, tdc nhan kim
khuan. C6 ndng d6 cta cac
thanh phén cu thé dugc
cung cap & bang gié tri
kém theo.

+ Céc thanh phén c6
ngudn gdc tir con ngudi da
duoc xét nghiém 1a am
tinh voi HBsAg, HIV,
HCV.

ISO,CE

Gamma GT

Hoa chat phén tich sinh
hoa g-GT-LQ

+ Thanh phan:

- R1: Tris pH 8.25: 100
mmol/l; Glycylglycine: 100
mmol/l

- R2: L-y-glutamyl-3-
carboxy-4-nitroanilide: 3
mmol/l

ISO,CE

Yéu cau vé ky thudt

YCKT-5



Stt | Tén hang héa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1) (2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

& | HDL - Cholesterol
Direct

Hoa chat phén tich sinh
héa HDLc -D

+ Thanh phan:

- R1: N,N-bis(2-
hydroxyethyl)-2-
aminoethanesulphonic
acid pH 6,6: 100 mM; N-
(2-hydroxy-3-
sulfopropyl)-3,5-
dimethoxyaniline
(HDAOS): 0.7 mM;
Cholesterol Esterase >
800 U/L; Cholesterol
oxidase > 500 U/L;
Catalase

> 300 U/L; Ascorbic
oxidase >3000 U/L

- R2: N,N-bis(2-
hydroxyethyl)-2-
aminoethanesulphonic
acid pH 7,0: 1.1mmol/l; 4
— minoantipyrine (4-AA):
100 mM; Peroxidase >
3500 U/L.

ISO,CE
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

3) TCCL

(4)

(3)

(6)

(7)

(8)

Chét thur
Urea

Hoa chat phén tich sinh
hdéa UREA

- R1 Buftfer: TRIS pH 7,8:
80 mmol/L; a-
Ketoglutarate: 6 mmol/L;
Urease

75000 U/L

-R2 Enzymes: GLDH:
60000 U/L; NADH: 0,32
mmol/L

ISO,CE

10

Alcohol Ethanol

Thudc thir dém (R1): Chira
dung dich dém Tris véi
natri azide lam chét bao
quan.

Thubc Thir Enzyme (R2):
Chutra ruou dehydrogenase
va nicotinamide adenine
dinucleotide, chat 6n dinh
va natri azide lam chat bao
quan.

ISO,CE

11

Dung dich rtra
may Washing
Solution

Dung dich rtra thuong quy
cho may xét nghiém sinh
hoa

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

12

Lactac mau

Hoa chat dinh lugng
Lactate

R 1: PIPESpH 7,5 50
mmol/L

4- Chlorophenol 4
mmol/L

R2 Lactate oxidase (LO)
800 U/L

Peroxidase (POD) 2000
U/L

4- Aminophenazone (4-
AP) 0,4 mmol/L
LACTATE CAL Lactate
aqueous primary standard
10 mg/dL

ISO

13

Chét thir CTNL
3RD- GEN

Giéng phan ung dung cho
dong may mién dich,
Phuong

phéap xét nghiém: Mién
dich phat xa huynh quang,
dai

do.>=0.02 -<=50
ng/mL, tiéu chuan

ISO 13485

ISO

Yéu cau vé ky thudt
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e pa Tiéu chuén k§ thuit dy thiu S .
) én hang hoa i chu
Stt | Tén hang hoéa Yéu ciu ky thujt du x| Tieu chuin ky | Quicich | (o | (e (Néu c6)
thuat hang hoa
(1) (2) (3) TCCL (4) ) © | () (8)
14 | Chat chuan cTnl | Hoa chat chuan dinh ding
3rd- Gen cho dong may mién dich,
Phuong phap xét nghiém:
Mién dich phat xa huynh | ISO
quang, s6 diém chuan 6
diém tiéu
chuan ISO 13485
15 | Dung dich WASH | Hoa chét rira ding cho
CONCENT RATE | dong may mién dich,
Phuong
phép xét nghiém: Mién ISO
dich phat xa huynh quang,
tiéu
chuan ISO 13485
16 | Dung dich Hoa chat nén dung cho
SUBSTRAT E dong may mién dich,
SET II PhlfOIlg phap xét nghi¢m: ISO
Mién dich phat xa huynh
quang, tiéu chuan ISO
13485
17 | Toxocara canis B6 xét nghi¢ém dinh tinh
IgG ELISA ban ty | khang thé IgG khang giun 1SO
dong dtia ché Toxocara canis la
xét nghiém hép thu mién
Yéu cau vé ky thudt YCKT-9



Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

dich lién két enzym
(ELISA) dé x4c dinh phat
hién khang thé 16p IgG véi
Toxocara canis trong
huyét thanh hodc huyét
tuong nguoi.

18

Chét thir dién giai
do6

Hoa chat dién giai dung dé
xéac dinh néng do
Na/K/Cl/Ca/Li trong miu
huyét thanh, huyét tuong,
mau toan phan va nudc
tiéu.

1/ Thanh phan va nong do:
Standard A Solution,
800mL: 140.0 mmol/L
Na+, 4.0 mmol/L K+,
125.0 mmol/L CI—, 1.25
mmol/L Cat++, 1.00
mmol/L Li+, Buffer,
Preservative, Wetting
Agent.

Standard B Solution,
180mL: 35.0 mmol/L Na+,
16.0 mmol/L K+, 41.0

ISO,FDA

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

mmol/L Cl—, 2.50 mmol/L
Cat++, 0.40 mmol/L Li+,
Bufter, Preservative,
Wetting Agent

Wash Solution, 80mL: 0.1
mol/L Ammonium
bifluoride

2/ Tiéu chuan chat luong:
ISO 13485 & FDA USA
& CE

Xuét xt: G7

19

Chét thtr
BloodGas

Hoa chat dung dé xac dinh
ndéng d6 pH, pCO2, pO2
c6 trong mau toan phan.

1/ Thanh phan va nong do:
- Calibrant A Solution,
550mL: 7.30 — 7.50 pH,
30 — 40 mmHg CO2, 125
— 175 mmHg O2, Buffer,
Preservative, Wetting
Agent.

- Calibrant B Solution,
300mL: 6.80 — 7.00 pH,
66 — 76 mmHg CO2, 0

ISO,FDA

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

mmHg O2, Buffer,
Preservative, Wetting
Agent

- Rinse Solution, 700mL:
Buffer, Preservative,
Wetting Agent

- Waste Container

2/ Tiéu chuan chat luong:
ISO 13485 & FDA USA
& CE

Xuét xi: G7

20

Dung dich dinh
nhém mau A

Khang thé don dong dugc
tao ra tir chudi té bao
Hybridoma bang cach két
hop khang thé chuot tao ra
té bao Lympho B véi té
bao tiry chudt dung dé thir
nghiém ngung két hong
cau x4c dinh nhém mau.

ISO

21

Dung dich dinh
nhom mau B

Khang thé don dong dugc
tao ra tir chudi té bao
Hybridoma bang cach két
hop khéng thé chudt tao ra
té bao Lympho B véi té

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

bao tiy chudt dung dé thur
nghiém ngung két hong
cau xac dinh nhém mau.

22

Test HBsAg

Phat hién dinh tinh khang
nguyén virus viém gan B.
Mau bénh pham: Huyét
tuong/Huyét thanh

Qui cach test thu: (Ngang :
0.42cm, chiéu dai: 8cm, d6
day: 0.15cm)

- b6 nhay > 99.8%.

- B¢ dac hi¢u > 99.9%.

- B9 chinh xac > 99.85%.
- Ngudng phat hién:
2ng/ml

- Bo lap lai: 100%.

- D¢ 6n dinh: 100%

Bao quan nhiét dg: 8-30
do C.

Han dung: 24 thang, ké tir
ngdy san xuét

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chig nhan chat luong

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

COA tir nha san xut.
Xuét xtr: G7 hodc Viét
Nam

23

Test HCV

Phat hién dinh tinh khang
thé khang virus viém gan
C. Khong st dung dung
dich dém.

Mau bénh pham: Huyét
tuong/Huyét thanh.

Qui cach test thu: (Ngang :
0.32cm, chiéu dai: 8cm, d6
day: 0.15cm)

- b6 nhay > 99.8%.

- B¢ dac hig¢u > 99.2%.

- Bg chinh x4c >99.5% .
- Ngudng phat hién:
2NCU/ml

- Bo lap lai: 100%.

- D6 6n dinh: 100%.

Béo quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngay san xuat

Tiéu chuan chat lugng:

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

ISO 13485:2016

C6 chimg nhén chit luong
COA tir nha sén xut.
Xuét xr: G7 hodc Viét
Nam

24

Ong nghiém
Heparin

Kich thudc dng: 12x75mm
(£5%).Thé tich chira tbi da
6mL + 0.5mL; Chat liéu
6ng: lam bang nhya PP;
Hoéa chat: LITHIUM
HEPARIN; Thé tich lay
mau: 2ml (£5%) c6 vach
dinh murc trén nhan.

ISO

25

Chét thu
CK-MB

- R 1: Imidazol, pH 6.7:
125 mmol/L; D-Glucose:
25 mmol/L; N-Acetyl-L-
Cysteine: 25 mmol/L;
Magnesium acetate:12.5
mmol/L; NADP: 2.52
mmol/L; EDTA: 2.02
mmol/L; Hexokinase: >6
800 U/L

-R 2: ADP: 15.2 mmol/L;
AMP: 25 mmol/L; di-

ISO,CE

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

Adenosine-5-
pentaphosphate : 103
mmol/L; Glucose-6-
phosphate dehydrogenase:
>8 800 U/L; Creatine
phosphate 250 mmol/L

26

bién cuc Cl

bién cuc Cl- dugc sur dung
dé do nong do Clo trong
mau huyét thanh, huyét
tuong hodc cac mau nudc
tiéu pha lodng dung cho
may xét nghiém EasyLyte
Dat tiéu chuan ISO &
FDA USA & CE

Xuat xtr: G7

ISO,FDA

27

bién cuc Ca

bién cuc Ca+ duoc s
dung dé do nong d6 Canxi
trong mau huyét thanh,
huyét twong dung cho may
xét nghiém EasyLyte

Dat tiéu chuan ISO &
FDA USA & CE

Xuét xtt: G7

ISO,FDA

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

28

Dengue NS1 Ag

Dinh tinh phat hién khang
nguyén NS1 (virus S6t
xuat huyét Dengue).

Mau bénh pham: Mau toan
phan, Huyét Twong/ Huyét
Thanh

Qui cach test thu: (Ngang :
0.42cm, chiéu dai: 6cm, d6
day: 0.15cm)

- b6 nhay > 99.2%.

- B¢ dac hi¢u: 100%.

- B§ chinh xac >99.6%

- Ngudng phat hién:
2ng/ml

- D6 6n dinh: 100%.

- Bo lap lai: 100%.

Bao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngay san xuat

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chig nhan chat luong
COA tlr nha san xut.

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach
hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

3) TCCL

(4)

(3)

(6)

(7)

(8)

Xuét xtr: G7 hodc Viét
Nam

29

Glucose

Hoa chit phan tich sinh
hoa Glucose

+ Thanh phan:

- R1: Tris pH 8.25: 92
mmol/l; Phenol: 0.3
mmol/l ISO,CE
- R2: Glucose oxidase:
15000 U/L; Peroxidase:
1000 U/L; 4-
Aminophenazone: 2.6
mmol/l

30

LDH

Reagent 1 Buffer :
Imidazol: 65 mmol/L;
Pyruvate: 0.6 mmol/L
Reagent 2 Substrate
NADH: 0.18 mmol/L

ISO,CE

31

Test sot rét
Malaria P{/Pv Ag
Rapid Test

Dinh tinh phat hién su c6
mat ki sinh tring sot rét
P.f/ P.v trong mau toan
phan cua ngudi nham
chan doan bénh sbt rét.
Mau bénh pham: Mau toan

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

phan.

Qui céach test thu: (Ngang :
0.42cm, chiéu dai: 6cm, d6
day: 0.15cm)

- B4 nhay > 98%.

- bg dac hiéu > 98%.

- D6 chinh xac > 98%.

- Ngudng phat hién: 100 -
200 KST/ul .

- Do lap lai: 100%.

- D¢ 6n dinh: 100%

Bao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngdy san xuat

Tiéu chuan chat luong:
ISO 13485:2016

C6 chimng nhéan chat luong
COA tlr nha san xut.
Xuét xr: G7 hodc Viét
Nam

32

Test Giang mai

Phat hi¢n dinh tinh khang
thé khang vi khuan Giang
mai trong huyét tuong

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

hoic huyét thanh trong co
thé con nguoi.

Mau bénh pham: Huyét
tuong/Huyét thanh.

Qui cach test thu: (Ngang :
0.52cm, chiéu dai: 8cm, d6
day: 0.15cm)

Do nhay > 99%.

- Bg dac hiéu > 99%.

- Do chinh xac > 99%.

- Ngudng phat hién :
2ng/ml

- Do lap lai : 100 %.

- D6 6n dinh: 100%

Bao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngay san xuat

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chimg nhén chit luong
COA tlr nha san xuat.
Xuat xir: G7 hogc Viét
Nam

Yéu cau vé ky thudt
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Stt | Tén hang héa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1) (2)

3) TCCL

(4)

(3)

(6)

(7)

(8)

33 | Day bom may
AU-640

Bo day bom dung dé hut
va bom hoa chét, mau
bénh pham

Pat tiéu chuan ISO &
FDA USA & CE

Xuat xtr: G7

ISO

34 | Dung dich
ANIOSYME X3

Thanh phan: 14% N,N-
Didecyl-N- Methyl-
poly(oxyethyl)ammonium
propionate + 0,3%
Chlorhexidine
digluconate, hon hop 3
enzym: protease, lipase va

ISO

amylase
Cong dung: Lam sach va
khtr nhiém.

35 | OPASTER'ANIOS

Thanh phan: 0,55% Ortho-
Phthalaldehyde, pH=7 pha
san khir khuan mutc do cao
dung cu ndi soi va dung cu
khong chiu nhigét.

Khong mui, khong hoat
hoa. pH = 7. Diét khudn
theo tiéu chuan EN 14561

ISO

Yéu cau vé ky thudt

YCKT-21



Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

3) TCCL

(4)

(3)

(6)

(7)

(8)

hodc tbt hon, diét nAm
theo tiéu chuin EN 14562
hoic tot hon, diét virus
theo tiéu chuan EN 14476
hoic tot hon va diét
Mycobacteria theo ti€u
chuan EN 14563 hoic tbt
hon.

36

Daily Rinse/
Cleaning Solution
Kit 90ml

Rira va lam sach cac
duong day din mau trong
may phan tich dién giai.
Thanh phan héa chat: 1x
=<90mL HCI (0.1N) va
mudi Bot tay rira hang
ngay Enzim pepsin ( =<
0.05g)

ISO,
FDA

37

cuvettes (Bead) +
Demagnetization
Beads

Puoc thiét ké dé sir dung
vO1 may xét nghiém dong
mau cho cac xét nghi¢ém
IVD dé x4c dinh céac thong
s6 dong mau thong qua co
ché do quang-co hoc

ISO,CE

38

Ong nghiém
Serum

Kich thudc ong: 12x75mm

. . ISO
(£5%).The tich chira t61 da

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

6mL + 0.5mL; Chat liéu
6ng lam bang nhua PP;
Hoa chat: Hat nhya
polystiren tdm hoa chat
dong mau.

39

Ong nghiém nhya
PS 5ml nép tring,
khong nhan

Kich thuéec @13 x 75
(mm) hoac @12 x 75
(mm), nhya PS tring
trong, khong nap, khong
nhan, dung tich ti da 6
ml.

* Pat tiéu chuan ISO
13485: 2016.

ISO

40

Dinh tinh Opiate
(Test nhanh)

"Phat hién dinh tinh nhém
chat thudc phién Morphine
- Heroin - Opiates trong
nuée ticu.

- Mau bénh pham: Nudc
tiéu.

Qui céch test thir: (Ngang :
0.52cm, chiéu dai: 8cm, d6
day: 0.15cm)

- Ngudng phat hién: 300
ng/ml.

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

- B§ nhay > 99.8%.

- Bg dac hiéu > 99.6%.

- B0 chinh xac > 99.7%

- b6 lap lai: 100%

- D6 6n dinh: 100%

Bao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngdy san xuat

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chimg nhén chit luong
COA tir nha san xuat.
Xuét xtr: G7 hodc Viét
Nam"

41

Dinh tinh Morphin
(Test nhanh)

"Phat hién dinh tinh nhém
chat thudc phién Morphine
- Heroin - Opiates trong
nuée tiéu.

- Mau bénh pham: Nudc
tiéu.

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

Qui céach test thu: (Ngang :
0.52cm, chiéu dai: 8cm, do
day: 0.15cm)

- Ngudng phat hién: 300
ng/ml.

- B¢ nhay > 99.8%.

- Bo dac hiéu > 99.6%.

- B0 chinh xac > 99.7%

- b6 lap lai: 100%

- D6 6n dinh: 100%

Bao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngdy san xuét

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chimng nhéan chat luong
COA tlr nha san xut.
Xuét xt: G7 hodc Viét
Nam"

42

Pinh tinh
Marijuana (THC)
(Test nhanh)

"Dinh tinh phat hién
Marijuana trong nudc tiéu
ngudi, khi ndng do hoa

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

chat chuyén hoa cia n6
vuot ngudng phat hién.
Hoat chit chinh: Khang
thé khang THC, cong hop
khang nguyénTHC-BSA.
Nguong phat hién: 50
ng/mL

- B4 nhay tuong quan
100%,

- b6 dac hiéu tuong quan
100%,

- b6 chinh x4c tuong quan
100%.

- Do chinh x4c ngau nhién
lap 100%

Khong bi giy nhiéu boi
cac chat sau tai néng do
100 pg/mL::Ampicillin, 4-
Acetamidophenol,
Oxazepam, Uric acid

Doc két qua tai 5 phit

G7 hoac Viét Nam"

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

43

Dinh tinh Codein
(Test nhanh)

Phat hién dinh tinh su c6
mat Codeine trong nudc
tiéu & nguoi.

- Mau bénh pham: Nudc
tiéu.

Qui cach test thu: (Ngang :
0.42cm, chiéu dai: 8cm, do
day: 0.15cm)

Ngudng phat hién:
Codeine: 300 ng/ml

- D6 nhay > 99.8%.

- Bg dac hiéu > 99.6%.

- B0 chinh xac > 99.7%.

- Do lap lai: 100 %.

- D¢ 6n dinh: 100%.

Bdao quan nhiét do: 8-30
do C.

Han dung: 24 thang, ké tir
ngdy san xuét

Tiéu chuan chat lugng:
ISO 13485:2016

C6 chimg nhén chit luong
COA tir nha san xuat.

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

Xuét xtr: G7 hodc Viét

Nam

44

Dinh tinh
Amphetamine
(Test nhanh)

"Dinh tinh phat hién
Amphetamine trong nuéc
tiéu ctia nguoi.

Hoat chit chinh: Khang
thé chuot khang AMP;
IgG-tho; Cong hop AMP-
BSA.

Ngudng phat hién (cut-
off): 1000ng/mL.

- b6 nhay tuong quan
100%,

- b6 dac hiéu tuong quan
100%,

- D6 chinh x4c tuong quan
100%.

- P6 chinh x4c ngau nhién
lap 100%

Khong bi giy nhiéu boi
cac chét sau tai né)ng do
100 ug/mL::Ampicillin, 4-

ISO

Yéu cau vé ky thudt
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Stt

Tén hang hoa

Yéu ciu k§y thuat

Tén hang héa
du thau

Tiéu chuén k¥ thuit du thau

Tiéu chuén k¥
thuat

Qui cach

hang hoa

TCCL
(%)

GPLH
(%)

Ghi chi
(Néu c6)

(1)

(2)

(3)

TCCL

(4)

(3)

(6)

(7)

(8)

Acetamidophenol,
Oxazepam, Uric acid

Poc két qua tai 5 phit
G7 hoac Viét Nam"

45

Test MET
(Strip 4.0)

"Dinh tinh phat hién
Methamphetamine trong
nude tiéu ctia ngudi.

Hoat chit chinh: Khang
thé khang MET, cong hop
MET-BSA.

Ngudng phat hién (cut-off)
1000 ng/ml.

- B§ nhay tuong quan
100%,

- b6 dac hiéu twong quan
100%,

- b6 chinh xac tuong quan
100%.

- D6 chinh x4c ngiu nhién
lap 100%

Khong bi giy nhiéu boi
cac chat sau tai néng do
100 pg/mL::Ampicillin, 4-

ISO

Yéu cau vé ky thudt
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Tiéu chuén k¥ thuit du thau

Stt|  Tén hane hé Yéu cAu k¢ thuat Tén hang hoa . TCCL | GPLH | Ghi chu
¢n hang hoa cu cau Ky thua du thiu Tiéu chuan ky | Quicich | (x4) | (+%) | (Néu co)
thuat hang hoa
(1) (2) (3) TCCL (4) (3) © | (7) (8)
Acetamidophenol,

Oxazepam, Uric acid
Poc két qua tai 5 phut

G7 hoac Viét Nam"
46 | Ong nghiém Kich thuéc éng:
EDTA 12x75mm. Thé tich chtra

tdi da 6mL ; Chét liéu 6ng:
duoc lam béng nhua PP;
Hoa chat: Dipotassium -
Ethylenediaminetetraacetic
acid (EDTA K2) véi nong
d6 tiéu chuan dé giir cac té
bao trong mau nhét 13 tiéu
cau ludn ¢ trang thai tach
rOi toi da tir 6 - 8 gio; Thé
tich ldy mau: 2ml c6 vach
dinh murc.

** Thong s6 ky thuat chi tiét va cac tiéu chuan chi tiét:

- TCCL: 14 Gidy chimg nhén dat tiéu chuan quan Iy chat luong hodc twong duwong. Nha thau dién thong tin co ban va tai liéu dinh
kém (Tén, s6, ngay,...)
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- GPLH: 1a Gidy phép luu hanh (hodc tai liéu khac c6 gia tri tuvong duong nhu sé cong bd phan loai A,B, GPLH phan loai C,D....)
theo qui dinh. Nha thau dién thong tin co ban va tai liéu dinh kém (Tén, sd, ngay,...), sao chép dudng link cac théng tin ndy trén trang
web Quan 1y thiét bi y té ctia BO Y té vao cot sb (8) clia Bang trén.

1.3. Cac yéu cau khac:
Cam két lip dat may khi tring thau:

- Céc hang hoa nha thau phai cam két cho muon va lip dat may khi trang thau, dong thoi hd trg vé mat ki thuat, huéng dan, chuin
hoa, hd trg huéng dan don vi trong qua trinh sir dung lién quan dén cac may moc cho muon va lap dit:

Yéu cau vé ky thudt YCKT-31



Muc 2. Ban vé

E-HSMT nay goém c6 cac ban vé& trong danh myc sau ddy: Khong co.

Truong hop co ban vé thi phdi dinh kem theo ban ve.

Muc 3. Kiém tra va thir nghiém

Viéc kiém tra, thir nghiém c6 thé quy dinh theo timg giai doan nhu: nhan hang héa hodc trude khi str dung hang hoa,...

- Thoi gian: Trudc khi nhan hang hoa hodc trudce khi st dung hang hoa;

- Pja diém: Trung tam Y té Vinh Thuan.

- Céch thtrc tién hanh: kiém tra truc tiép theo céc tiéu chi du thau;

- Chi phi cho viéc kiém tra, thir nghiém: Nha thau chiu chi phi ciia hiang hoa kiém tra, thir nghiém

Truong hop sau khi kiém tra, thir nghiém ma hang héa cta nha thau khong dap tmg dugc yéu cau thi Chu dau tu hodc Bén moi
thau c6 quyén loai bo mat hang d6 cia nha thau do khong dap img vé kiém tra va thir nghiém. Trong truong hop nay, Chu dau tu hoac
Bén moi thau s€ 1ap Bién ban kiém tra thir nghiém va néu ly do khong dat thong bao dén nha thau tai thoi diém kiém tra.

Trong thoi han 02 ngay 1am viéce, ké tir ngay lap bién ban, nha thau c6 trach nhiém cung cip hang héa thay thé dam bao yéu cau.
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HUONG DAN NHA THAU
HUONG DAN NAY KHONG PHAI LA TIEU CHUAN PANH GIA HO SO DU THAU

1. Nha thau dién thong tin lién hé bang sau khi dwgc moi ddi chiéu tai liéu hoic thwong thiao hep dong:

THONG TIN LIEN HE
Tén nguoi lién hé: [Tén ngwoi lién hé ciia Nha thau]
Sé dién thoai: [SOA, dién thoai cua nguoi lién hé cua Nha z‘hdu]
Email: [Email ciia nguoi lién hé ciia Nha thau]
Dia chi goi thu moi: [Pia chi ciia Nha thau dé CPT/BMT géi cdc van ban lién quan]

2. Nha thau sip xép tai liéu ciia hang hoéa dinh kém cia E-HSDT nhuw sau:

Tai liéu moi hang hoa 1a mot tép (file) rieng (hodc thu muc riéng) va tén tép (file) dugce ghi theo s6 thtr tu danh muc hang hoa du
thau (Vi du: Nha thau tham dy 10 hang hoa thi c6 10 tép (file) (hodc 10 thu myc), mdi tép duge ghi: 01, 02,..., hodc ngin gon tén hang
hoa). Khong nén dé tat ca hoic nhiéu hang hoa thanh mot tép (file), khong danh sb thir tu hang hoa.
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