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

Muc 1. Yéu ciu vé ky thuat
1.1. Gidi thiéu chung vé dw an/dw todn mua sim, goi thiu
- Tén goi thau: Mua sdm hoa chét, sinh pham xét nghiém nam 2026.
- Gia goi thau: 306.027.450 VND (Bing chit: Ba tram 1¢ sau triéu khong
tram hai muoi bay ngan bén trim nim muoi dong.)
- Ngudn vén: Ngudn thu sy nghiép.
- Hinh thtrc lya chon nha thau: DAu thau rong rai.
- Phuong thure Iva chon nha thau: Mot giai doan mot tai ho so.
- Thoi gian bt dau t6 chic Iya chon nha thau: Quy I nam 2026.
- Loai hop dong: Pon gia cb dinh.
- Thoi gian thue hién hop dong: 12 thang ké tir ngay ky hop dong.
- Dia chi thuc hién ban giao hang hoa: Bénh vién Phoi Khanh Hoa - 159/1
Nguyén Khuyén, phuong Bac Nha Trang, tinh Khanh Hoa
1.2. Yéu cdu vé ky thudt
Yéu cau vé k¥ thuat bao gom yéu cau vé k¥ thuat chung va yéu cau vé k¥
thuat chi tiét ddi v6i hang hoa thudc pham vi cung cdp cta goi thau, cu thé:
a) Yéu cau vé ky thuét chung:
- Toan bo hang hoa mé&i 100% (Nha thau phai c6 cam két nop kém trong E-
HSDT).
- Nha thau cam két han sir dung ctia hang hoéa (tinh tir thoi diém ban giao,
nghiém thu hang hoa) phai dam bao yéu cau sau:
+ T6i thiéu con > 18 thang dbi voi cac mit hang c6 han dung tir 36 thang trd
1én;
+ T6i thiéu con > 12 thang d6i véi cac miat hang c6 han dung tir > 18 thang
dén < 36 thang;
+ Tbi thiéu con > 6 thang ddi voi cac mit hang c6 han dung tir > 12 thang
dén < 18 thang;
+ T4i thiéu con > 3 thang dbi voi cac mat hang c6 han dung tir > 6 thang dén
< 12 thang;



+ T4i thiéu con > 1/2 han dung d6i v6i cac mat hang co han ding < 6 thang

+ Dbi voi hang hoa khong co han dung phai duge san xuat tir nim 2026 trd
lai day.

Trong cac trudng hop dic biét khac, nha thau phai c6 bao cio bing vin ban,
giai trinh 1y do khong dap tmg han st dung va duoc su chdp nhan cua bén moi
thau.

Cam két hang hoa c6 nhan véi day du thong tin theo quy dinh hién hanh cta
phap luat vé nhin mac hang hoéa.

Cam két Pong goi, van chuyén: Theo tiéu chuan ciia nha san xuat.

Cam két Bao quan hang héa: Theo quy dinh cta nha san xuét.

Cam két Thu hoi hang héa trong trudng hop di giao nhung khong dam bao
chat lugng hodc ¢ thong bao thu hdi cia co quan ¢6 tham quyén nhung nguyén
nhan khong phai do 16i bén moi thau.

- Cam két cung cip tai liéu chtimg nhan ngudn goc, xuat xir va tai liéu ching
nhén chat luong hodc cac tai lidu khac ¢ gia tri twong duong

- Cam két tat ca cac mat hang tham du thau tuong thich, sit dung duogc cho
thiét bi duwoc néu trong muyc: “yéu cau ki thuat cu thé”.

- Thot gian giao hang: Cham nhét 13 05 ngay lam viéc sau khi nhan dugc du
trii cia bén mua (bang E-mail hodc dién thoai)

- Nha thau phai ndp trong E-HSDT tap tin (dinh dang file excel) bang dap
g cau hinh, dic tinh, thong sb k¥ thuat hang héa chao thau theo biéu miu quy
dinh 1.3, chuong V, E-HSMT

b) Yéu cau vé k¥ thuat:

- Nha thau phai cung cap day di Catalogue va céc tai liéu c6 lién quan nhu:
Tai liéu k¥ thuat, huéng dan st dung... cho toan bo hang hoa chao thau dé chimg
minh hang héa do minh chao thau 1a dap tmg cac yéu cau vé k¥ thuat.

- Céc tiéu chuan k¥ thuat ciia cac nha thau néu trong E-HSDT phai thé hién
trén catalogue va tai liéu k¥ thuat. Nha thau chao cac TSKT cua hang hoa theo
th ty yéu cau va ghi 16 thong s6 ki thuat tham chiéu tai trang nao cua catalogue
hay tai li¢u ky thuat.

- Hang hoa phai dap Gmg cac yéu cau vé cdu hinh, dic tinh, thong sé ky thuat
va cac yéu cau khac nhu quy dinh dudi ddy va 1a mirc yéu cau ti thiéu phai dat

duoc:
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muc
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Tén hang
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lién quan

Théng s6 ky thuit va céc tiéu
chuan

Pon
vi
tinh

S6
lwgng

Albumin

*P0 nhay, nhu gidi han phat hién: 0,05 g
/ dL

*Po tuyén tinh: 1én toi 6 g Albumin / dL
*Po chinh xéc: 99,1%

*Po lap lai, nhu bién doi Coeffi cient:
0,77%

*Kha ning sinh san, nhu bién thé Coeffi
bénh nhan: 0,98%

GPT/ALT
Liquid

Uuv

*P0§ nhay, nhu gidi han phat hién: 5 UL/
mL.

*P0 tuyén tinh: Lén t6i 550 U/ L. Déi
véi cac gia tri cao hon, nén pha loang
mau 1/10 trong nudc mubi (NaCl

0,9%) va xét nghiém mot 1an nira. Nhan
két qua cudi ciing vai 10.

*Pd chinh xac: 98,1%

*P0 lap lai, nhu Coeffi cta bién thé:
1,76%

*Kha nang sinh san, nhu Coeffi cua bénh
nhan bién thé: 2,41%

10

GOT/AST
Liquid

Uuv

*P0o nhay, nhu gidi han phat hién: 2 UI/
ml

*P tuyén tinh: Lén téi 680 U/ L. Dbi
vO1 céac gia tri cao hon, nén pha loang
méu 1/10 trong nudc mudi (NaCl

0,9%) va xét nghiém mot 1an nira. Nhan
két qua cudi ciing véi 10.

*P0 chinh xac: 97,9%

*Po 1ap lai, nhu Coefti cia bénh nhan
bién thé: 1,72%

*Kha nang sinh san, nhu Coeffi cua bénh
nhan bién thé: 2,42%

10

Bilirubin Direct

*P 0o nhay, nhu gigi han phat hién: 0,1
mg /dL

*Pham vi phan Gmg: Lén d¢én 9,7 mg /
dL. >“N(‘A)ng do cao hon 9,7 mg / dL, duoc
khuyén nghi trong truong hop nay, nén
thuc hién pha loang 1/10 mau vé6i nuée
mudi, (NaCl 0,9%) va sau d6 nhan két
qua cudi cung voi 10.

*Po chinh xac: 102%

*Pg 1ap lai, nhu CV%: 1,95%

*Pg tai lap, nhu CV%: 4,28%

10




Bilirubin Total

*P o nhay, nhu gigi han phat hién: 0,06
mg/ dL

*Pham vi phan Gmg: Lén dén 28,1 mg /
dL. >“N(?T)ng do cao hon 28,1 mg / dL,
duogc khuyén nghi trong trudng hop nhu
véy, nén thuc hién pha loang 1/10 mau
bang nudc mu01 (NaCl 0,9%) va sau do
nhan két qua cudi cung véi 10.

*Pd chinh xac: 102%

*P§ lap lai, nhu CV%: 1,63%

*Pg tai lap, nhu CV%: 4,74%

10

Creatinine

*P0o nhay, nhu gigi han phat hién: 0,03
mg / dL

*Po tuyén tinh: Lén dén 15 mg / dL
Creatinine. P6i v6i cac gi tri cao hon,
pha lodng mau 1: 1 trong khir ion
nude va xét nghiém mot lan nita. Nhan
két qua cudi ciing voi 2.

*Pd chinh xac: 97,4%

*Po lap lai nhu bién thé Coeffi: 1,72%
*Kha nang sinh san, nhu bién thé Coeffi
bénh nhan: 2,11%

10

Uric Acid Liquid

*P0g nhay, nhu gidi han phat hién: 0,04
mg / dL

*P tuyén tinh: Lén dén 25 mg / dL. Bdi
Vi cac gia tri cao hon, nén pha loang
mau 1/2 trong

nuoc mudi (NaCl 0,9%) va xet nghiém
mot 1an nita. Nhan két qua cudi cing véi
2.

*Pd chinh xac: 105%.

*Po 1ap lai, nhu bién d6i Coeffi cient:
0,7%

*Kha nang sinh san, nhu bién thé Coeffi
bénh nhan: 3,17%

Glucose Liquid

*P 0o nhay, nhu gigi han phat hién: 2.0
mg /dL

*D0 tuyén tinh: Lén t6i 500 mg / dL. Ddi
vOi cac gia tri cao hon, nén pha loang
mau 1/2 trong nudc mubi

(NaCl 0,9%) va xét nghiém mot lan nira.
Nhan két qua cudi cling véi 2.

*P§ chinh xac: 98,9%.

*D0 lap lai, nhu bién d6i Coeffi cient:
0,79%

*Kha ning sinh san, nhu bién thé Coeffi
bénh nhan: 1,33%




R1: Tris buffer 100
mmol/l

A-Ketoglutarate 5.49
mmol/l
Urease (Jack Bean) > 10
kU/
GLDH (Microorganism)  >3.8
kU/
9 Urea UV Liquid R2: NADH 1.66 Hop 10
mmol/l
Also contains Non-reactive fillers
and stabilizers
R3 standard
See bottle label.
Measuring range (pham vi do): 11.5 —
300 mg/dI
Wavelength (budc song): 340 nm
Copper II Sulphate 12 mmol/l
Potassium Sodium Tartrate  31.9
mmol/l
10 Protein Potassium lodide 30.1 Hop )
mmlol/l
Sodium Hydroxide 0.6 mol/l
Measuring range(Pham vi do): 0.37-
15g/dl
Dung dich rira dung
11 cho may sinh hoa | 4x50ml Hop 2
Chem Wash
Bo k1em‘ tra cbat Dung kiém tra gia tri binh thuong cac A
12 luong sinh  hoa( A 2 A , Hop 3
.o \ thong so xét nghi¢m sinh hoa
murc binh thuong)
13 i(_()mlglerslilnhtrahécjlaz I)Al‘m,g kiérr.lﬂtra gié tri ,bénh 1y cac thong Hop 3
; s0 x¢ét nghi¢ém sinh hoéa
muc cao)
Bo kiém tra chit H(’?a chétﬂn(f)i kiém trakch?it ’luong, cua A
14 lrong may huyét hoc, bao gébm c6 3 murec. Hop 5
: Pat cac tiéu chuan ISO 13485, FDA;
15 Elll;égt Cllllg(}:l ;Iu:mn;iz Dat mdt trong céc ti€u chuén ISO, CE, Lo )
\ N FDA, TCCS i
hang thang
16 Dung dich rra may lo/50ml Lo 2

Hemaxa hang ngay




Dung dich pha | Sodium Chloride < 0.5 %
loang dung cho | Sodium sulfate Anhydrous < 1.0 % \
17" I may  huyét hoc | Anti-Microbial Agents < 0.1 % Thing | 26
Hemaxa Buffer <0.1 %
. <100
Dung dich ria ding Sod}um sulp‘hate< anh.o_ 1.0 %
18 | cho may huyét ho | Sodium hloride <0.6 % Thung | 7
Hemaxa " | Surfactant nonion < 0.2 %
Sodium hydroxide < 0.01 %
Dung dich pha
19 héng cau dung cho | Quaternary Ammonium Salt < 3.8 % Chai 7
may huyet hoc | Surfactant <0.1 %
Hemaxa
. Pat mot trong cac tiéu chuan ISO, CE,
20 Giem sa FDA, TCCS: ml 1,000
21 May- Grunwald Thuc hién xét nghiém soi nhuém té bao ml 500
A g A chai 11, Pat mot trong cac tiéu chuan
22 Con tuyét doi ISO. CE. FDA. TCCS ml 1,000
Pat mot trong cac ti€u chuan ISO, CE,
23 Phenol FDA, TCCS ml 2,000
Cong thuc héa hoc: HCI
Kho1 lugng phan tir: 36.46 g/mol
Trang thai: Chat long khong mau hodc
Vz‘mg nhat
. Khoi luong riéng: 1,18 g/cm3
24 | Acld HCL Diém nong chay: — 27,32 °C (247 K) ml | 2,000
b axit (pKa): — 8,0
Do nhét: 1,9-10-3 Pas 625 °C
Do hoa tan trong nude: 725g/L 620°
C
Cong thuc héa hoc: CH3COOH
Do tinh khiét 99%
o Diém soi: 118 °C
25 Acetic acid Piém néng chay: 16.6°C ml 500
Ty trong (25°C): 1.049 g/cm?
Mui: chua, hang manh.
Do nhay > 95,16% , do déc hi¢u >
Test Xét nghiém 99,95%, Cho két qua nhanh trong vong
26 " | 15 phit, D6 én dinh cta két qua xét Test | 500

nhanh HBsAg

nghiém t61 24 gio ;khong can str dung
thém bat ky dung dich dich dém(chase)




cho mau mau huyét thanh, huyét twong
EN ISO 13485-2012.

27

Determine HIV1/2

La test tht nhat (Determine HIV1/2)
duoc khuyén céo trong phuong cach xét
nghiém khéng dinh HIV( S6 1.2) ban
hanh kém theo cong van sd
858/VSDTTU- HIV ngay 25/6/2020 cta
Vién V¢ sinh dich té Trung wong.C10
Thoi gian doc két qua tir 15 dén 60 phut.
Do nhay 100%, do da chig¢u >= 99,75%.
Khong can st dung bét ky dung dich
dém cho mau huyét thanh, huyét twong.
Chéu Au G7.

San pham tham khao: Alere Determine
HIV 1/2. Hang Abbott - My hoac san
pham twong dwong vé k¥ thuat, tinh
nang st dung.

Han t6i thiéu 12 thang tir khi nhan hang.

Test

500

28

Test thr nude tiéu
10 thong so

Dat mdt trong céc tiéu chuén ISO, CE,
FDA, GMP.

Test

200

29

Test nudc tiéu 11
thong so

Dat mdt trong céc tiéu chuén ISO, CE,
FDA, GMP

Leukocyte

Ketone

Nitrite

Urobilirubinogen

Bilirubin

Protein

Glucose

Specific Gravity

Bloood

pH

Ascorbic Acid

Dung cho may phén tich nudc tiéu NUA
- 500 hang NeoMedica

Test

600

* Ghi chii: Bt ky thuong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang

yéu cau k¥ thuat chi mang tinh chat minh hoa cho cac tiéu chuan chét luong, tinh

nang k¥ thuat khoé mo ta, nha thau co thé lya chon dy thau hang héa c6 nguén

gbc, xuat xur, nha san xuat, thuong hiéu, ma hiéu phu hop véi diéu kién cung cap

nhung phai dam bao yéu cau tiéu chuan ky thuat, dac tinh k¥ thuat, tinh nang st

dung “tuong duong” hodc “uu viét” hon han so vo1 yéu cau toi thi€u. Noi ham

tuong duong duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:

(1) Puogc co quan c6 tham quyén chting nhan tuong duong tiéu chuan.




(2) Tuwong duong vé chét lugng hinh anh, d chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cta vat liéu.

(4) Tuong dwong vé thong s6 k¥ thuat co ban gom: Quang thong; cudong do
sang; do roi; do choi; hé $6 phan xa; hé ) hép thu; phan bd phé; nhiét d0 mau,
d6 hoan mau; hiéu suit cua dén; tudi tho bong den.

(5)Tuong dwong vé tinh ning co ban, d6 tin cdy, pham vi tmg dung.

(6) Tuong duong vé cong suat; hiéu suét, yéu cau thong sé dau vao; danh
muc, do chinh xéac két qua dau ra.

(7) Tuong duong vé gia tri do; dd chinh xac két qua do.

(8) Twong duong vé ham lugng, nong do, tinh chat.

* Luu y: D6i v6i mat hang 1a thiét bi y té nha thau can cung cap mot trong
cac tai liéu sau: Gidy phép luu hanh/ Gidy phép nhap khau hodc tuong duong:

- D6i v6i thiét bi y té loai A, B: Phiéu tiép nhan ho so cong bd tiéu chuan ap
dung thiét bi y té thuoc loai A, B

- Bdi véi thiét bi y té, vat tu loai C, D:

+ Néu 13 hang hoa nhap khau phai c¢6 sd dang ky luu hanh hodc gidy phép
nhap khau cua Bo Y té ddi voi hang hoa duoc quy dinh tai Thong tu sb
05/2022/TT-BYT ngay 01/8/2022 (Truong hop thiét bi y té du thau khong thudc
danh muc yéu cau phai c6 s6 dang ky hodc gidy phép nhap khau thi nha thau cung
cap bang phan loai thiét bi y té dugc B Y té cong khai trén cong thong tin dién
ttr va To khai hai quan (néu c9)).

+ Pdi vai thiét bi y té san xuét trong nude: Nha thau phai cung cap gidy phép
lwu hanh ciia san pham do BO Y té cip con hiéu luc (trir trudng hop nha thau co
tai liéu chung minh mat hang du thau nam ngoai quy dinh phai c6 gidy chimg

nhan luu hanh); Phiéu tiép nhan cong bd du diéu kién san xuat thiét bi y té.
1.3. Cdc yéu cdu khdc

Nha thau ké khai day du theo mau duéi day va cung cap file dinh dang excel kém
E-HSDT cuing ban in ky dong dau, hop 18.



Tén nha thiu:
Ma so thue:

Piachic........ocooiii
So DT/Zalo nguoi phu trach thau: .....................
Email:........ooooo,
BANG Kk KHAI HANG HOA DU THAU
Kinh giri: Bénh vién Phoi Khanh Hoa
Yeuchy | Mucdd $6 Gidy -
A 1a o L1~ dap ting \ , Ma ho so
A Tén hang thong s6 ki NSRS . Co s0- phép luu . xiia
Tén . NI thong so ki Ky ma ~ o n \ . Z hodc tai liu
~ \ hoéa theo Quy thudt, tiéu N hang Tiéu hanh/ Giay ; .
Mia hang R Pon X £ 2 4 thuat, tiéu hiéu/ X £ X . N chirng minh
\ , tén . cach | SO lugng | chuan chat % £ . san Xuat | chuan | phép nhdp X o ax
STT | hang hoa vi . A < chuan chat | Nhan mac X , £ P hang hoa da
, thuong , dong | duthau | luong, dac < , 2 xuat/ xu chat khau (n€u . }
hoa theo E- . tinh i L s luong, ddc | san pham . N 1o duoc ké khai
mai goi tinh ki e I Chu so luong ¢6) hodc .
HSMT e A tinh ki (néu co) ~ gia
(néu co) thuét trong hudt tai hiru tuong £
E-HSMT thuat tai E- duong (n€u co)
HSDT
(1) Q6 laleol © [ 0 8) © | a0 [an| a2 [ a3 (14)
1
n

(Ghi tén, chirc danh, ky tén va déng diu)

Pai di¢n hop phap ciia nha thau




Muc 2. Ban vé

E-HSMT nay gom c6 cac ban vé& trong danh muc sau day [trieong hop khéng
co ban vé kem theo thi phai ghi ro “Khong c6 ban vé”’/: khong c¢6 ban vé.

Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thtr nghiém can tién hanh gom co:

Bén Mua hodc dai dién ctia bén Mua c¢6 quyén kiém tra va thir nghiém hang
héa dé khang dinh su phu hop cua hang hoa theo hop dong di ky cung cac tiéu
chuan khac da duoc yéu cau trong E-HSMT, E-HSDT ciing nhu cic van ban 1am
& E-HSMT, E-HSDT (néu c¢6) ma khong phai chiu chi phi thém cho viéc nay.

Bat cir mot hang héa hoic chi tiét hang hoa nio, qua kiém tra va thir nghiém
ma khong phu hop vé chat luong, vé dic tinh k¥ thuat ..., thi bén Mua c6 quyén
tir chdi va nha thau sé phai thay thé hodc tién hanh nhimg diéu chinh can thiét dé
dap tmg dung cac yéu cau vé dic tinh k§y thuat. Moi chi phi thay thé hang hoa déu
do nha thau chiu trach nhiém. Céc hang hoa thay thé phai dép tmg cac yéu cau vé
dic tinh k¥ thuat. Trudng hop nha thau khong c6 kha nang thay thé hay diéu chinh
cac hang hoa hodc chi tiét hang hoa khong phu hop, bén Mua c6 quyén to chirc
viéc thay thé hay diéu chinh d6 néu can thiét. Moi rai ro va chi phi lién quan do
nha thau chiu.Sau khi hoan thanh cac ndi dung vé Kiém tra va Thtr nghiém hang
hoa, nha thau khéng duoc mién trir nghia vu bao hanh hay céc nghia vu khac theo
hop dong.



