Phin 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y 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 sim, géi thiu

- Tén du toan mua sam: Mua vat tu, hoa chat xét nghiém cho Bénh vién
Nhi Nam DPinh

- Tén gbi thau: Mua vat tu, hoa chat xét nghiém cho Bénh vién Nhi Nam
Dinh.

- Ch dau tu: Bénh vién Nhi Nam Dinh

- Pja diém thuc hién: Bénh vién Nhi Nam Dinh. Dia chi: 16 Ha Huy Tap -
Phuong Nam Dinh - Tinh Ninh Binh

- Hinh thirc lya chon nha thau: PAu thau rong rii

- Phuong thure lya chon nha thau: 01 giai doan 01 tai ho so

- Ngudn vén: Tir ngudon BHYT, ngudn thu vién phi va cac ngudn thu hop
phap khéc cua don vi.

- Thoi gian bt dau t6 chire lya chon nha thau: Quy I nam 2026

- Loai hop dong: Tron goi

- Thoi gian thue hién goi thau: 12 thang (giao hang thanh timg dot theo yéu
cau ctia Chu dau tu).

1.2. Yéu cu vé k¥ thuét

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta théng s k¥ thuat caa hang hoa va cac dich vu lién
quan chiing minh hang héa do nha thau chao tuan thii cac thong s6 k¥ thuat va
céc tiéu chuan dudi day hodc cé cau hinh twong duong. Bét ky thuong hiéu, nhan
hiéu ndo néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac
tiéu chuan chat luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw
thau hang héa cé nguon géc, xudt xir, nha san xudt, thwong hiéu phit hop véi
diéu kign cung cdp nhung phdi dam bdo yéu cdu c6 théng so ky thudt, tinh
ning s dung, tiéu chudn cong nghé “twong dwong” hodc tot hon so véi cac
yéu cau cu thé ¢ dudi va cung cap tai liéu ching minh sy dap tng tot hon cua
hang hoa chao thau so véi yéu cau cia HSMT.

- N6i 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) Twong duwong vé chat luong hinh anh, d6 chinh x4c mau sic 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 suit; hidu suit, yéu cau thong sé 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 cam két hang hoa tuwong thich véi cac thiét bi hién c6 tai
Don vi st dung (Chi dp dung déi véi cac mdt hang sir dung cho mdy cé tai
bénh vién), béng mot trong cac cach sau:

+ Tai liéu k¥ thuat ctia nha san xuét hang héa chao thau thé hién ndi dung
nay.

+ Tai liu nghiém thu cta 01 don vi st dung bat ky nao da sir dung hang
hoa chao thau cho cac thiét bi twong tu ciia Pon vi va hoat dong tot.

+ Cam két sau 01 thang ban giao hang héa tai Pon vi sir dung, c6 két qua
ngoai kiém dap tng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu
Pon vi st dung c6 yéu cau).

+ Hodc tai liéu khac c6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tmg vé k¥ thuat cta hang hoa chao thau theo
cic mau sau:

Tén Tiéu
thwong . chuan .
. . .| Tén . 2 Thong tin
mai tham | Ky ma . | Chua R T chat R .,
R R n nha .| Quy | Phan loai thiét bi X , ke khai gia
Tén khao hiéu / . s . X . P . Giay phép lwgng £, ven
. R . san . | cach| vy tétheo Nghi [Soluuhanh{ , = 2 (néu c¢d) / | Tai liéu san
TT| hang | (luvu y tén | Nhan < hiru | _, A . ban hang (néu| ISO, A 2
i . , .. | xuat, < | dong |dinh 98/2021/ND- | ciia TBYT B niém yét pham
héa | hang héa |mac san <. | (néu L. co) CE,... .5
% 2 Xuat ) g0i CP . . | gia (néu
theo S0 | pham i c0) (Ghi ro .
X xir sk cd)
luu hanh ngay hét
TBYT) han)
M @ (3) 4) OREOREG (3) ) (10) (11) (12) (13)
Néu ré hang hoa v, - Catalog,
nang fod | Ghire ddy di &
o duwgc phdn logi nao| Theo hang Lo o, Brochure,
Tén hang . P , | toan bg qua Theo | Day du 2 3 >
3 Theo kem theo so van | hoa thuc té | R . i . . |Huong dan sir
h héa Theo | Theo ha Theo bén phép Iy nhie | (do co trinh: Tén cu |hang hoa| thong tin: d ,
eo an, an phap ly nhu | (do co quan)| _ . . ung, ... clia
|| TBYTH | hing | hang | S\ hang prap v . h‘i (hé Chii o i thie 16 | Gidva |/ s .
- . da sau: c6 tham nha san xuat.
theo So luulhda thuc| hoa hoa . o s+ . | TBYT-> Nha| (Ghiré | Thoi gian o
HSMT . P 4| thuc 1 - S0 cong bo tiéu | quyén cua . oz ool - Tai liéu
hanh te |thucte| ; |thuc té| ., . 9 lphdn phoi (néu| ngay hét |hét hiéu luc , .
te chudn ap dung doi| Viét Nam i . o, chirng minh
TBYT. LT P co) -> Nha han) (méuco) | . . . ,
Vvéi thiét bi y té cap) 3 cuia bén thir ba
. k thau
thudc loai A, B




- Hodic S6 gidy
chirng nhan dang
ky lueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TBYT 4, B, C,
D
INha thau cam két nhitng nji dung ké khai néu trén la chinh xdc va hoan todn chiu trach nhigm vé théng tin ké khai.

Trueong hop Nha thau cé tinh ké khai thong tin khéng trung thire nham viegt qua budc danh gic vé kyj thudt sé duwoc coi la hanh vi gian lgn
trong dau thau theo quy dinh tai Khodn 4 Piéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chap nhan chiu xir 1y theo quy)
dinh ciia E-HSMT va phdp ludt vé dau thau

- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang héa chao thau so
sanh v&i yéu cau k¥ thuat cia E-HSMT (dinh kém file word/excel + file scan dinh
kém tai E-HSDT):

STT | Tén | Yéucauky | Pap ing Quy cach | Tai liéu ky thuat tham chiéu

hang | thuitcia ky thuat dong géi trong E-HSDT
hoa | HOosomoi | ciia HO so Tai | Tai liéu tham chiéu
thau dy thau li¢u | bing tiéng Viét (Luu

tham | y: Nha thiau phai
chiéu | dim bao tinh chinh
bang | xac giira ndi dung
tiéng | tiéng Anh va tiéng
Anh | Viét. Trong truong
hop ¢6 suw sai khac,
T6 chuyén gia s& yéu
ciu l1am ré E-HSDT.
Viéc nha thau cd tinh
dich sai ngi dung
nhim dap ung yéu
ciu cia E-HSMT,
tuy mirc do c6 thé
dugc coi 1a hanh vi
gian lan)
O @ 3) @) 5) (©6) )
1 Theo Tén hang |- Tén hang | Theo hang
E- | hoatheo E- | hod  theo | héa thyc té
HSMT HSMT theo E-
HSMT
- Tén

thuong mai
(néu  c6):
Tén  hang
hoa theo sb




cong bd luu

hanh, hodc
theo ching
tur nhap
hang (trong
truong  hop
cO sy sail
khic  voi
Tén  hang
hod  theo
HSMT).
- Model: ...
- Nha san
XUat: ...
- Xuadt xu:
- Chu so
hitu  (néu
coO): ...
Mo ta hang | Mo ta hang | Dan chiéu ting chi tiét mo ta hang hoa (trich
hoa cia E- | hoa cta E- | dan cu thé téi Trang... ciia Catalog/Tai liu k¥
HSMT HSDT (chi | thudt va M6 t4 hinh anh... thugc E-HSDT)
tiét dap tng | (theo vi du dudi diy bao gém ca doan viin md
timg muc) | ta chi tiét ndi dung dap ng)
Dong thoi, nha thau can danh dau (Highlight)
trén tai lidu ky thuat thong sd cu thé cua hang
hoa dap tmg yéu cau ky thuat tai E-HSMT.
Vidu: | B¢ phdn Do phan | Catalog trang | Catalog trang 2
gidi: > gidi: 2 “PJ phan giai: 1920x1080p”
1920x1080p | 1920x1080p | “Resolution:
1920x1080p”
Nguon Nguon Catalog trang | Catalog trang 2
sang: LED | sang: LED |2 “Nguobn sang: Dén LED tring
hodc tuong “Light cong suit cao”
dwong source: High
power white
led”
Tiéu chi dap - Tai liéu ching minh theo
tmg tuong huéng din bén trén vé “Noi
duong hodc ham tuong duong”
tdt hon - Hoac tai li€u ching minh




mot s tinh nang k¥ thuat cia
E-HSMT dua ra la tiéu chi
khong co ban (thong sd phu
viéc khong dap ung khong lam
anh huong to1 tinh nang su
dung cta hang hod du thau)
kém theo dan chimg phap Iy
va khoa hoc cu thé (khong
chép nhan cac lap luén ty suy
dién) dé T6 chuyén gia xem
xét danh gia “Chip nhan

duoc”.
Ti€u chi gay Tai liéu chirmg minh yéu ciu
han ché nha ky thuat chi co duy nhét 01
thau (khong nha san xuét dap tng

duoc xem
xét va danh
gid)

Nha thau cam két nhitng ndi dung ké khai néu trén la chinh xdc va hoan todn chiu trach nhiém
vé thong tin ké khai.

Truwong hop Nha thau cé tinh ké khai théng tin / dich tdi liéu ky thudt khong diing véi Thong s6 k
thudt ma Nha san xudt cong bo nham vieot qua bude danh gid vé ki thudt sé dwoe coi la hanh vi gian
lgn trong déu thau theo quy dinh tai Khodn 4 DPiéu 16 Ludt Pau thau va Nha thau sé hoan toan chiu
trach nhiém, chap nhéan chiu xir Iy theo quy dinh ciia E-HSMT va phdp ludt vé dau thau




1.2.2. Yéu cau k¥ thuit chi tiét:

STT

Danh muc hang héa

Yéu cau dic tinh thong s6 k§ thuit ciia hang hoa
(hoac twong dwong, hoac tot hon)

Phin 1: Ho chit sir dung cho may

huyét hoc XP-100

Dung dich pha lodng mau

Thanh phan chinh: NaCl 9.4 %; Buffer 1.4 %;

1.1 | bénh pham dung trong xét | Antimicrobial Agent 1.0 %; Boric acid 0.9 %;
nghi¢m huyét hoc Preservative 0.7 %; Stabilizers 1.6 %
- Thanh phan chinh: Quaternary Ammonium Salt
x , .~ 4 1.+ | 10 %; Anhydrous Sodium Sulphate 1.5 %; Sodium
' ggr‘fg" Cg:l“ dlzllilag Vt‘r’ofg 'Zig Laury! Sulphate 1.5 %; KCI 1.2 %; Buffers 0.8 %:
) nghiém huy &t hoc Preseryatlve 0?.9 %;, Stabilizers 0.5 %
: : - Pat ti€u chuan chat luong ISO 13485 hoac tuong
duong
4 ?If;igici‘;a 1;‘2 g‘;t ine | Thinh phin chinh: Sodium Hypochlorite 5.0 %
’ , oA Z Surfactant 0.5%; NaOH 1.1 %
trong xét nghiém huyét hoc
Vat licu kiém sodt xét|’ Thanh phan chinh: Hong cau nguoi va dong vat
1.4 | nghiém dinh luong thong sé c6 vu, bach cau mé phong va tiéu cau mod phong
Iy T - Pat tiéu chuan chét luong ISO 13485 hoic tuong
huyét hoc mirc cao
duong
Vat licu kiém sodt xet | Thé}nh phénkchinyz H(j)ng céjlu ‘rxlguc‘zi va iic}ng vat
1.5 | nghiém dinh luong thong sé co vu, Each cau moAphong va tiéu cau mo Phong
Iy i s - Pat tiéu chuan chat lugng ISO 13485 hodc tuong
huyét hoc trung binh
duong
Vat licu kiém sodt xét | Thanh phan chinh: Hong cau nguoi va dong vat
1.6 | nghiém dinh luong thong sé c6 vu, bach cau mé phong va tiéu cau mod phong
X Y - Pat tiéu chuan chét luong ISO 13485 hoic tuong
huyét hoc mirc thap d
uong
Phin 2: Héa chit sir dung cho may huyét hoc BC-30S
Dung dich trén may xét nghiém huyét hoc Mindray
dé dém va do kich ¢ céc té bao méau.
Thubc thir pha lodng mau | Thanh phan:
2.1 | bénh pham dung trong xét | Sodium Chloride: 3.0-5.5g/L
nghiém huyét hoc Sodium Sulfate Anhydrous: 7.5-11.5g/L
Buffering Agents: 1.0-3.0g/L
Anti-fungal va Anti-bacterial Agents: 0.8-2. 5g/L
Dung dich dung cho may huyét hoc Mindray dung
nhu thude thir phé v té bao khong c6 cyanide de
dinh luong hemoglobin va dé dém va xac dinh kich
Thubc thir pha v& té bao | thude bach cau.
2.2 | hong cau dung trong xét | Thanh phan:
nghiém huyét hoc Quarternary Ammonium Salts: <50g/L
Nonionic Surfactant: <15g/L
Isopropanol: 0.1-1.5ml/L
Ethanol: <1.5ml/L
73 Xgaliiérllie(lilinﬁ llfrrzylngsglzgngxsg Ho4 chit kiém chuan 3 mic ding cho may xét

huyét hoc mirc cao

nghiém huyét hoc tw dong 3 thanh phan




Vat liéu kiém soat xét

Hoa chat kiém chuan 3 murc dung cho may xét

24 Eﬁ;gnﬁoil?ﬁnléoﬁi ﬁhong 50 nghiém huyét hoc ty dong 3 thanh phan
Vatm he_:u. kiém soaAt xe;[ Ho4 chét kiém chuin 3 mtc dung cho may xét
2.5 | nghiém dinh lugng thong s nghiém huyét hoc ty dong 3 thanh phan
huyét hoc muc thap i T
Phin 3: Ho4 chit sit dung cho may huyét hoc F580
- Sir dung tuong thich v6i may xét nghiém huyét
Dung dich pha lodng mau | hoc F580
3.1 |ding cho may xét nghiém | - Thanh phan chinh: Boric acid; Sodium chloride
huyét hoc - Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong
- Str dung twong thich v6i may xét nghiém huyét
hoc F580
Thudc thtr ly giai phd v& | - Thanh phan chinh: Dodecyl trimethyl ammonium
3.2 | hong ciu méau dé dém sb | chloride (DTAC), 4-(2-Hydroxyethyl)-1-
luong té bao bach cau piperazineethanesulfonic acid (HEPES).
- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong
- Str dung twong thich v&i may xét nghiém huyét
£ , .~ | hoc F580
33 11;21111;)((:: éflhiélg d%lginﬁ};frorlg - Théph phan chinh: Dodecyl t'rime.thyl ammonium
’ huyét sic té ’ i chloride (DTAC), Hydrochloric acid.
- Pat tiéu chuan chat lugng ISO 13485 hodc tuong
duong
- Str dung tuong thich v&i may xét nghiém huyét
A A £1a \ 2 hQC F580
34 ggl:g%ggf;?hti ;50 dingde | _ Thanh phan chinh: Fluorescent dye
: - Pat tiéu chuan chat lugng ISO 13485 hodc tuong
duong
- Sir dung turong thich v6i may xét nghiém huyét
Dung dich rra may dinh ky | hoc F580
3.5 |diung cho may phan tich |- Thanh phan chinh: Sodium hypochlorite
huyét hoc - Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong ‘
ar 1in .2 . <. | - Thanh phan chinh: Mau dong vat
3.6 Vvat heu’ klen} soat ,chat - Pat tiélll) chuén chat luong ISgO 13485 hoac tuong
lugng may huyét hoc muc 1 d
uong ‘
ar 1in .2 , <. | - Thanh phan chinh: Mau dong vat
3.7 Vvat heu’ klen} soat ,chat - Dat tiélll3 chuén chét luong ISgO 13485 hodc tuong
lugng may huyét hoc muc 2
duong i
A 1en .2 , z, | - Thanh phan chinh: Mau dong vat
3.8 ;]a" lieu kiem sodt chat| g s chudn chét long ISO 13485 hodic tuong
uong may huyét hoc mirc 3
duong
Phin 4: Héa chit cho may xét nghiém déng mau Rayto
Thudc thir x4c dinh thoi gian | - SII dung tuong thich v&i may xét nghiém dong
4.1 | Thromboplastin timg phan mau

duoc kich hoat (APTT)

- The‘mh‘pha‘in chinh: Axit ellagic khoang 0,1 mM
v6i huyén phu phospholipid chiét xuat tir ndo tho bi




mat nude. Chat dém, chat 6n dinh va chét bao
quan, khoang 0,2% phenol.

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

4.2

Dung dich pha lodng mau
xét nghiém APTT

- Str dung tuong thich vdi may xét nghiém dong
mau

- Thanh phan chinh: Canxi clorua: 0,025 M.

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

4.3

Thubc thir x4c dinh thoi gian
dong mau (PT)

- Sur dung tuong thich v&i may xét nghiém dong
mau

- Thanh phan chinh: Thromboplastin mé tir ndo tho,
chtra cac ion canxi va natri azide (<0,01%) nhu
chat bao quan.

- Pat tiéu chuan chét luong ISO 13485 hodc twong
duong

4.4

Bo thudc thir xac dinh ndng
do Fibrinogen trong mau
huyét twong

- Sur dung tuong thich v&i may xét nghi¢ém dong
mau

- Thanh phan chinh: Thudc thir Thrombin khoang
100 don vi NIH/ ml thrombin bo véi chat 6n dinh.
- Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong

4.5

Dung dich pha lodng mau
xét nghiém Fibrinogen

- Sur dung tuong thich v&i may xét nghi¢ém dong
mau

- Thanh phan chinh: Dung dich chira 28.4 mM
barbital, 125.4 mM natri chloride and 0.05 % natri
azid 1am chat bao quan; pH 7.2-7.6.

- Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong

4.6

Chat hi€u chuan xac dinh cac
yéu td6 dong mau

- Sur dyng tuwong thich véi may xét nghiém dong
mau

- Thanh phan chinh: Diéu ché tir mot bé plasma
dong lanh tir nguoi khoé manh. Dang dong kho

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

4.7

Vat liéu kiém soat chat
lugng xét nghiém céc yéu tod
dong mau muc thap

- Sur dyng tuwong thich véi may xét nghiém dong
mau

- Thanh phan chinh: Huyét twong dong kho, duoc
diéu ché tir huyét tuong ctia nguoi binh thuong.

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

4.8

Vat liéu ki€ém soat chat
lugng xét nghiém céc yéu to
dong mau muc cao

- Sur dyng tuwong thich véi may xét nghiém dong
mau

- Thanh phan chinh: Huyét twong dong kho, duoc
diéu ché tir huyét tuong ctia nguoi binh thuong.

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

4.9

Dung dich lam sach kim hut
mau dung cho may xét
nghiém dong mau

- Sur dyng tuwong thich véi may xét nghiém dong
mau .
- Thanh phan chinh: NaClO 15 %; NaOH 2.0 %;




Surfactant (Chét hoat dong bé mat) 1.0 %; Chlorine
3.0 %.

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

Phin 5

: Que xét nghiém sir dung cho may phan tich nwéc tiéu UC-28

5.1

Que xét nghiém nudc tiéu 11
thong so

Thoéng s6 thuat co ban:

* Leukocytes: indoxyl ester 0.95%; diazonium salt
0.47%mg, buffer 98.58%

» Ketone: sodium nitroprusside 15.9%, buffer
84.1%

* Nitrite: Sulfonamide 1.27%; N-(naphthyl)-
ethylenediammonium dihydrochloride 0.88%,
buffer 97.85%

 Urobilinogen: fast blue B salt 0.21%, buffer
99.79%

* Bilirubin: 2,4-dichlorobenzene diazonium
3.98%, buffer 96.02%

* Glucose: glucoseoxidase 1.23%;peroxidase
0.55%; 4-aminoantipyrine 0.02%, buffer 98.2%
 Protein: tetrabromophenol blue 0.06%, buffer
99.94%

* Specific Gravity: bromothymol blue 0.23%;
poly(methyl vinyl ester-co-maleic acid)-sodium
9.27%, buffer 90.5%

* pH: bromocresol green 0.58%; bromoxylenol
blue 9.57%, buffer 89.85%

* Blood: cumene hydroperoxide 49.44%; 3,3',5,5'-
tetramethylbenzidine 2.81%, buffer 47.75%

« Vitamin C: 2,6-dichloroindophenol sodium salt
0.48%, buffer 99.52%

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

52

Vat liéu kiém soat chat
lugng xét nghiém nudce ti€u

Thoéng s6 ky thuit:

* Lo s6 1 (Mtc 1): pH, Protein, Glucose, Blood,
Ketone, Specific Gravity, Bilirubin, Urobilinogen,
Nitrite, Leukocytes, Creatinine, Calcium,
Microalbumin, Ascorbic acid.

* Lo s6 2 (Mtrc 2): pH, Protein, Glucose, Blood,
Ketone, Specific Gravity, Bilirubin, Urobilinogen,
Nitrite, Leukocytes.

« Lo s6 3 (Mirc 3): Ascorbic acid

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

Phan 6

: Héa chét cho may xét nghié

m sinh héa BS§00M

6.1

Thubc thir dinh lugng néng
do Urea trong mau huyeét
thanh

Pé xac dinh dinh luong nong 46 Urea trong huyét
thanh, huyét trong va nudc tiéu nguoi trén hé
thdng do quang trong chan doan in vitro

Phuong phap do:Urease-GLDH, UV Method

Dai tuyén tinh:0.9-40.0 mmol/L

Thanh phan gom:




- Héa chat R1:

Tris buffer 120 mmol/L
ADP 750 mmol/L

Urease >40 KU/L

GLDH >0.4 KU/L

- Hoa chat R2:

NADH 1.2 mmol/L

o- Oxoglutarate 25 mmol/L

6.2

Thudc thtr dinh luong ndng
d6 Creatinine toan phan
trong mau huyét thanh va
nude tiéu

Dé xac dinh dinh luong noéng do creatinine trong
huyét thanh, huyet twong va nudc tiéu trén hé thong
do quang trong chan doén in vitro.

Phuong phap do: Sarcosine Oxidase Method
Dai tuyén tinh:10-7000 pmol/L

Thanh phan gom:

Hoéa chit R1:

- CRTase > 40KU/L

- Sarcosine Oxidase >7KU/L

- Ascorbic acid oxidase 2KU/L

- Catalase >100KU/L

- ESPMT 0.47mM

Hoa chat R2 :

- Creatininase >400KU/L

- Peroxidase >50KU/L

- 4-aminoantipyrine 2.95 mmol/L

6.3

Thubc thir dinh lugng nong
do duong huyet (Glucose)
trong mau huyét thanh

Pé xac dinh dinh luong nong d6 Glu trong huyét
thanh va huyét twong trén hé thong do quang trong
chan doén in vitro

Phuong phap: Glucose oxidase-Peroxidase (GOD-
POD) method

Dai tuyén tinh: 0.3-25 mmol/L

Thanh phan gom:

Hoa chat R1:

Phosphate buffer 100 mmol/L

Ascorbate oxidase 4700 U/L

Glucose oxidase 4000 U/L

Hoa chat R2:

Phosphate buffer 100 mmol/L

Peroxidase 6700 U/L

4-Aminoantipyrine 0.7 mmol/L
p-Hydroxybenzoic acid sodium 1.3 mmol/L

6.4

Thubc thir dinh luong nong
do Protein trong mau huyét
thanh

Dé xac dinh dinh luong nong do TP trong huyét
thanh va huyét twong nguoi trén hé théng do quang
trong chan doan in vitro

Phuong phap do: Biuret Method

Dai tuyén tinh: 2-120g/L

Thanh phan gom:

- Héa chét R:

Sodium-potassium tartrate 32 mmol/L

Sodium hydroxide 200 mmol/L




Potassium 1odide 30 mmol/L
Cupric sulfate 12 mmol/L

6.5

Thubc thir dinh luong néng
do Albumin trong mau huyét
thanh

Dé xac dinh dinh luong nong dd6 ALB trong huyét
thanh va huyét twong trén hé thong do quang trong
chan doan in vitro.

Phuong phap do: Bromcresol Green Method

Dai tuyén tinh: 3-60g/L

Thanh phan gom:

Hoa chat R:

- Citrate buffer: 30 mmol/L

- Bromocresol green: 0.26 mmol/L

- Surfactant: 1.5 g/L

6.6

Thudc thtr dinh lwong hoat
do enzym ALT/ SGPT trong
mau huyét thanh

Dé xac dinh dinh luong hoat tinh Alanine
Aminotransferase trong huyét thanh va huyét trong
trén hé théng do quang trong chan doan in vitro.
Phuong phap do: IFCC Method ma khong c6 hoat
hoa pyridoxal phosphate

Dai tuyén tinh: 4-1000 U/L

Thanh phan gom:

Hoa chat R1:

- Tris-buffer: 150 mmol/L

- L-Alanine: 750 mmol/L

- LDH >1200 U/L

- NADH: 0.4 mmol/L

Hoa chat R2:

- a-Oxoglutarate: 90 mmol/L

- NADH: 0.9 mmol/L

6.7

Thubc thtr dinh lugng hoat
do enzym AST/ SGOT trong
mau huyét thanh

Thubc thir AST ding dé xac dinh dinh lwong hoat
d6 AST trong huyét thanh hodc huyét tuong trén hé
thdng do quang trong chan don in vitro.

Phuong phap do: IFCC method ma khong c6 hoat
hoa pyridoxal phosphate

Dai tuyén tinh: 4-800 U/L

Thanh phan gom:

Hoa chat R1:

- Tris Buffer: 100 mmol/L

- L-aspartate: 300 mmol/L

- LDH >900 U/L

- MDH > 600 U/L

- NADH: 0.4 mmol/L

Hoa chit R2:

- a-oxoglutarate: 60 mmol/L

- NADH: 0.9 mmol/L

6.8

Thubc thir dinh luong ndng
do Bilirubin toan phan trong
mau huyét thanh

Dé xac dinh dinh luong néng do Bil-T trong huyét
thanh hodc huyét tuong ngudi trén hé thong do
quang trong chan doan 1am sang

Phuong phap do: VOX Method

Dai tuyén tinh:2-684 pmol/L

Thanh phan gom:

Hoa chat R1:




- Citrate buffer : 100 mmol/L
- Surfactant <1%

Hoa chat R2:

- Phosphate buffer: 10 mmol/L
- Vanadiate: 4 mmol/L

6.9

Thubc thir dinh luong nong
do Bilirubin truc ti€p trong
mau huyét thanh

Dé xac dinh dinh luong nong do Bil-D trong huyét
thanh, huyét twong ngudi trén hé thong do quang
trong chan doan in vitro.

Phuong phap do: DSA Method

Dai tuyén tinh:1-260 umol/L

Thanh phan gom:

Hoa chat R1:

- Hydrochloric acid : 170 mmol/L

- Sulfanilic acid : 29 mmol/L

Hoéa chat R2:

- Sodium nitrite: 72 mmol/L

6.10

Thudc thtr dinh luong hoat
do enzym Amylase trong
mau huyét thanh va huyét
tuong

Thudc thtr a-AMY dung dé xéac dinh dinh luong
hoat tinh cua a-Amylase (1,4-a-D-
glucanohydrolases) trong huyét thanh, huyét trong
hodc nudc tiéu trén hé théng do quang.

Phuong phap do: [IFCC Method

Dai tuyén tinh: 5-1500 U/L

Thanh phan gom:

Hoa chat R1:

- Tris buffer: 50 mmol/L

- Magnesium sulphate: 10 mmol/L

- a-Glucosidase: 4500 U/L

Hoa chat R2:

- Tris buffer: 50 mmol/L

- E-pNP-G7: 5.5 mmol/L

6.11

Thubc thir dinh luong négg
do Cholesterol toan phan
trong mau huyét thanh

Dé xac dinh dinh luong nong do TC trong huyét
thanh va huyét tuong nguoi trén hé thong do quang
trong chan doan in vitro.

Phuong phap do:CHOD-POD Method

Dai tuyén tinh: 0.1-20.0 mmol/L

Thanh phan gom:

- Hba chét R:

Phosphate buffer 100 mmol/L

Phenol 5 mmol/L

4-Aminoantipyrine 0.3 mmol/L

Cholesterol esterase >150 KU/L

Cholesterol oxidase >100 KU/L

Peroxidase 5 KU/L

6.12

Thudc thir dinh luong hoat
do6 phdt phat kiém (ALP)
trong mau huyét thanh hoic
huyét twong

Dé xac dinh dinh luong hoat tinh ALP trong huyét
thanh va huyét twong trén hé thdng do quang trong
chan doan in vitro.

Phuong phap do: IFCC method

Dai tuyén tinh: 5-800 U/L

Thanh phan gom:

Hoba chat R1:




- AMP buffer: 435 mmol/L

- Magnesium acetate: 2.5 mmol/L

- Zinc sulfate: 1.2 mmol/L

Hoba chat R2:

- p-Nitrqphenyl phosphate: 60 mmol/L

6.13

Chat hiéu chuén chat luong
da nong do cac xét nghiém
sinh hoa

*Hoéa chat hiéu chuan xac dinh dinh luong céac chat
phan tich hoa hoc thudng quy trén hé thong do
Mindray BS.

*Thanh phan: .

Multi Sera Calibrator 1a mot chat hiéu chuin dong
kho dua trén huyét thanh nguoi. Néng do hoac hoat
d6 cua cac thanh phﬁn chit hiéu chun 14 cy thé
theo tirng 10.

6.14

vat lieu kiém soat chat
luong da nong do cac xét
nghi¢m sinh héa muc 1 va 2

ClinChem Multi Control (level 1) dugc stir dung
trong kiém soat chat lvong chat phan tich héa hoc
thong thuong bang cach giam sat d6 chinh xac va
d6 chum ctia hé théng do Mindray BS va kha ning
xét nghiém cua phong xét nghiém lam sang
ClinChem Multi Control (level 1)la chat kiém soat
dong kho dua trén huyét thanh ngudi

6.15

Thudc ther xac dinh dinh
lugng nong d6 CRP trong
mau huyét thanh

ClinChem Multi Control (level 2) dugc sir dung
trong kiém soat chat lugng chat phan tich hoa hoc
thong thudng bang cach giam sat 6 chinh xac va
d6 chum cua hé théng do Mindray BS va kha ning
xét nghiém cua phong xét nghiém lam sang
ClinChem Multi Control (level 2) 1a chat kiém soét
dong kho dya trén huyét thanh ngudi

6.16

Hoa chét chuan xét nghiém
dinh lugng CRP

Pé xac dinh dinh lwong néng dd CRP trong huyét
thanh trén hé thong do quang trong chan doan 1am
sang in vitro

Phuong phap do: Turbidimetry Method

Dai tuyén tinh:2-250 mg/L

Thanh phan gom:

Hoa chat R1:

- Tris buffer 100 mmol/L

- PEG 0.26 mmol/L

- Surfactant <2 % (m/v)

Hoa chat R2 :

- Tris buffer 100 mmol/L

- Anti-human CRP antibody (goat)

6.17

Vat liéu kiém soat chét
lugng xét nghiém CRP

Specific Proteins Calibrator dugc st dung dé hiéu
chuén xac dinh dinh luong chét phéan tich proteins
dac hiéu trén hé théng do Mindray BS.

Specific Proteins Calibrator 13 chat hiéu chuin
1ong dya trén huyét thanh nguoi.

6.18

Test thu xet nghiém khang
thé khang lién cau O (ASO)

ASO/CRP/RF Triple Control dugc stir dung trong
phan tich bénh thap khép dé kiém soat chat luong
theo d6i do chinh xac va do chum cua hé théng do
Mindray BS va kha nang xét nghiém cua phong xét
nghiém 1am sang.




ASO/CRP/RF Triple Control 1a chat kiém chuan
long dya trén dung dich ASO, RF va CRP

6.19

Dung dich khir khuan nuéc
buong 0 mdy xét nghiém
sinh hoa

Dé xac dinh dinh luong nong dd ASO trong huyét
thanh trén hé théng do quang trong chan doan in
vitro.

Phuong phap do:Latex Immunoturbidimetric
Method

Dai tuyén tinh: 20 ~1000 TU/mL

Thanh phan gom:

Hoa chat R1:

- Buffer: 100 mmol/L

- NaCl: 150 mmol/L

Hoéa chat R2:

- Buffer: 100 mmol/L

- Suspension of streptolysin “O” coated latex:
appropriate

Chat chuan: Dung dich ASO hoic tuong duong

6.20

Dung dich rira ¢6 tinh kiém
ria cuvet phan rng may xét
nghi¢m sinh hoa

*Dung dich rira ting cudng may xét nghiém sinh
hoa tu dong

* Quy cach: 1 lit/hop

*Thanh phan: Acidic solution (pH 1)

6.21

Thu(f)c thir dinh luong noéng
do sat trong mau huyét thanh

*Dung dich rtra, 1am sach kim hut bénh pham/ hoa
chat, mixer va cuvettes ciia may xét nghiém sinh
hoéa tu dong

* Quy cach: 2 lit/can

*Thanh phan: KOH, chat hoat dong bé mat khong
ion, chat hoat dong bé mat polyanionic, chit dém
va chat on dinh.

6.22

Boéng den dung cho may xét
nghiém sinh hoéa

Bong dén 20W dung cho may xét nghiém sinh hoa

Phan 7:

Héa chit cho may xét nghié

m dién gii 5 thong sd

7.1

Thubc thu xet nghiém cac
thong so dién giai K+/ Na+/
CI'/Cat++/ pH

- Thanh phéan chinh

* Dung dich A:

+ Kali clorua: 4.0 mmol/L

+ Natri clorua: 100.0 mmol/L
+ Muéi natri: 140.0 mmol/L
+ Canxi clorua: 1.0 mmol/L
+ Nudc: 99%

* Dung dich B:

+ Kali clorua: 8.0 mmol/L

+ Natri clorua: 70.0 mmol/L
+ Muéi natri: 110.0 mmol/L
+ Canxi clorua: 2.0 mmol/L
+ Nudc: 99%

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

7.2

Dién cuc tham chiéu dung
cho may dién giai

- Thanh phan chinh:
* Potassium chloride <1%
* Nudc: 99%




- Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong

7.3

bién cuc Natri dung cho
may xét nghiém dién giai

- Thanh phéan chinh:

 Sodium fluorite <1%

* Nudc: 99%

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

7.4

bién cuc Chloride dung cho
may dién giai

- Thanh phan chinh:

* Sodium fluorite <1%

* Nudc: 99%

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

7.5

bién cyc Canxi dung cho
may phan tich dién giai

- Thanh phan chinh:

* Calcium chloride <1%

* Nudc: 99%

- Pat tiéu chuén chat luong ISO 13485 hodc tuong
duong

7.6

bién cuc Kali dung cho may
dién giai

- Thanh phéan chinh:

* Potassium chloride <1%

* Nudc: 99%

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

7.7

Dung dich nap bd sung dién
cuc tham chi€u

- Thanh phan chinh: Potassium chloride < 15%;
nudc 85%

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

7.8

Dung dich nap bo sung dién
cuc Na/Cl/pH

- Thanh phan chinh :

* Sodium chloride <1%

* Nudc: 99%

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

7.9

Dung dich nap bo sung dién
cuc Canxi

- Thanh phan chinh:

* Calcium chloride <1%

* Nudc: 99%

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

7.10

Dung dich nap bd sung dién
cuc Kali

- Thanh phan chinh:

* Potassium chloride <1%

* Nudc: 99%

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

7.11

Dung dich kiém tra hi¢u suat
cua may xét nghi¢m dién
giai

- Thanh phan chinh:

» Kali clorua: 5.0 £ 0.1 mmol/L

 Natri clorua: 105.0 =2 mmol/L

« Mudi natri: 145.0 + 2 mmol/L

e Canxi clorua: 1.3 £ 0.1 mmol/L

* Nudc: 99%

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong




7.12

Dung dich v¢€ sinh hang tudn
may xét nghiém dién giai

- Thanh phan chinh:

* Sodium hypochlorite solution < 1%

* Nude: 99%

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

7.13

Dung dich v¢ sinh hang ngay
may xét nghiém di¢n giai

- Thanh phan chinh:

* Natri Benzoat: <2%

» Xanh metylen: < 1%

* Nude: 97%

- Pat tiéu chuén chét lugng ISO 13485 hoic twong
duong

7.14

Day bom cho mdy dién giai

Day hut mau va hda chat may dién gidi

Phin 8:

Héa chit, vit tu khac

8.1

Hoa chit dinh nhom méau A

- La céc thude thtr c6 san dan xudt tir viée nudi cay
té bao chudt lai. Anti-A khang thé don dong dan
xudt tir t& bao dong lai (CCS) A500100 1,0ml.

- Do déc hiéu 100%. B chinh xac 100%.

- Bdo quan tur 2-8 dg C.

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

8.2

Hoa chat dinh nhom mau B

La cac thudc thir c6 sin dan xuét tir viéc nudi cy
té bao chudt lai. Anti-AB khang thé don dong dan
xudt tir té bao dong lai (CCS) A-5E10; B-2D7
1,0ml.

- Do déc hiéu 100%. B chinh xac 100%.

- Bdo quan tir 2-8 do C

- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong

8.3

Hoa chat dinh nhom mau AB

La cac thudc thir c6 sin dan xuét tir viéc nudi cdy
té bao chudt lai. Anti-B khang thé don dong dian
xudt tir té bao dong lai (CCS) B501100 1,0ml.

- Do dac hiéu 100%. Do chinh xac 100%.

- Bdo quan tur 2-8 d¢ C.

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

8.4

Hoa chat nhém mau (Anti D)

Khéng thé don dong c6 dan xuat tir té bao dong lai
(CCS) Anti-D BS225 1,0ml.

- Do dac hiéu 100%. Do chinh xac 100%.

- Bdo quan tur 2-8 do C.

- Pat tiéu chuén chat luong ISO 13485 hodc twong
duong

8.5

B6 thuéc nhuém Gram

- B6 nhudm Gram dung dé thuc hién xét nghiém
nhudm soi. Bao gdm 04 dung dich thudc nhuém
thanh phan 1a Crystal Violet chai 100ml, Lugol chai
100ml, Decolor (alcohol-acetone) chai 100ml va
Safranin chai 100ml

- Pat tiéu chuan chét luong ISO 13485 hoic twong
duong

8.6

Ong nghiém Citrate

- Chat liéu: Lam bang nhya PP (Polypropylene)
- Hoa chat bén trong 1a Trisodium Citrate




Dihydrate 3.8%;
- Pat tiéu chuan chat lugng ISO 13485 hodc tuong
duong

1.3. Cac yéu cau khac
* Nha thau phdi nop cung véi E-HSDT cdc tai liéu sau day:
Dbi véi toan bo hang hoa:

- C6 Catalog hoac tai li¢u k¥ thuat khac cia Nha san Xuét ¢6 dr:iy du ndi
dung chimg minh cac dic tinh, thong s6 k¥ thuat doi véi cac hang héa chao thau
(Néu 1a ngdn ngit nude ngoai phai co ban dich sang tiéng Viét) co day du noi
dung chimg minh thong sd k¥ thut ddi véi cac hang hoa tham du thau theo yéu
cau ctia E-HSMT va chiju trach nhiém vé ndi dung va tinh chinh xac giita ban gbc
va ban dich). Pong thoi, nha thiu can danh dau (Highlight) thong so cu thé ciia
hang héa dap ing yéu cau ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh
va Tiéng Viét.

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

- C6 gidy chimg nhan dat tiéu chuan quan 1y chat lwong ISO 13485 hoic
CE hoac FDA hodc tuong duong cuia nha san xudt con hiéu luc voi cac mat hang
tham du.

- S6 Iuu hanh con hiéu luc bao gdm S6 cong bd tiéu chuan ap dung di véi
Thiét bi y té thudc loai A, B do S&'Y té cap hoic Sb gidy chimg nhan dang ky luu
hanh dbi v6i Thiét bi y té thudc loai C, D do B9 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 sb 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 ctia Chinh phil. Péi véi truong hop S6 luu hanh hét hiéu lyc, dé
nghi Nha thau giai trinh kha ning cung tmg hang hoa.

Luuy:

- Trong trudng hop Nha thau chirng minh hang héa chao thau khong phai
1a Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y
té hodc thiét bi phu tro dung cho y té) thi Nha thau khong can nop S6 lwu hanh
va Két qua phan loai Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang hoa chao thau d3 duogc ké khai gia (D6i voi
hang héa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctia BO Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10,
Piéu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Tai budc d6i chiéu tai liéu, dbi voi hang hoa 1a hoa chat xét nghiém, nha
thau cung cap hang hoa dé Bén mua tién hanh Xac nhéan gia tri st dung cua



phuong phap trong Quan 1y chét lugng xét nghiém theo Quyét dinh s6 2429/QD-
BYT ngay 12/06/2017 ctia BO Y té; trong trudng hop thir nghiém hang hoa thuc
té khong dap ung ding tinh ning k¥ thuat di chao tai E-HSDT va yéu cau ky
thuat ctia E-HSMT thi duoc hiéu nha thau khong dap tng danh gia vé k§ thuat.
Trong trudng hop nha thau khong dong ¥ cung cap hang hoa thir nghiém tai budce
dbi chiéu tai liéu, hang hoa cung cap theo Hop dong sau khi Bén mua thtr nghiém
khong dap tng dugce Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cia Bo Y té,
nha thau s& bi chdm dut hop déng va Bén mua sé& ra Quyét dinh xir Iy vi pham va
dang tai 1én Hé thong mang d4u thau Qudc gia.

- Nha thau c6 cam két khi ban giao hang hoa can cung cip day du Ho so
quan 1y chit luong ctia hang héa: Pbi voi hang hoa nhap khau: Chimg nhan CO,
CQ (ban gdc hoic sao y ching thuc va cong ching dich), To khai hai quan,
Invoice, PL, Van don duoc sao y ctia don vi nhap khau; Déi véi hang hoa san
XuAt trong nudc: Phiéu xuét xudng hoac Phiéu xuét kho cta nha san xuit hodc
nha phan phdi dugc ty quyén (Ban goc hodc sao y ching thyc).

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

1. Cam két tat ca hang héa cung cip mai 100%, san xuét tir ndm 2025 tré
di chua qua sir dung, c6 ngudn gdc xuat x rd rang, con nguyén dai, nguyén kién
theo quy cach dong goi ctia nha san xuat.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
dugc yéu cau s& duogc td chire tai Bénh vién Nhi Nam Dinh; Dia chi: 16 Ha Huy
Tap - Phuong Nam Dinh - Tinh Ninh Binh. Hang hoa nha thau cung cap trudc
khi dugc nghiém thu sé dugc chu dau tu kiém. Bét ctr hang hoa nao khong dam
bao chét luong theo yéu cau ciia E-HSMT va E-HSDT sé& khong duoc nghiém
thu.



