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

Muc 1. Yéu cau vé k§j thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thi¢u chung vé dw an/dw todn mua sim, géi thiu

- Tén du toan mua sidm: Goi thau mua vat tu y té, hoa chit, sinh phém chan
doan invitro phuc vu hoat dong ndm 2026-2027

- Tén goi thau: Mua sdm sinh phém chan doén invitro, vat tu xét nghi¢m, thiét
bi y té va hoa chat nam 2025 — 2026 (Gom 11 phan, 290 mat hang).

- Chu dau tu: Trung tim Y té Tua Chua

- bia diém thuc hién: Trung tam Y té Tta Chua. Dia chi: TDP Tan Phong, xa
Tua Chua, tinh Dién Bién

- Hinh thirc lya chon nha thau: Pau thau réng rii, trong nudc, qua mang.

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

- Nguén von: Nguén thu tir dich vu kham bénh, chira bénh va cac nguén thu
hop phép khac.

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

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thue hién géi thau: 24 thang.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thadu mo ta thong sd k¥ thuat cua hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuit déu mang tinh chat minh hoa céc tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phix hop vdi diéu kién cung
cdp nhung phdai dim bdo yéu cdiu cé thong sé ky thugt, tinh ning sie dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugc quy dinh trong yéu cau ky thuat dugc hiéu la:



(1) Pugc co quan c6 tham quyén ching nhan trong duong tiéu chuan

(2) Tuong duong vé chét luong hinh anh, d6 chinh xac 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 dwong vé cong suit; hiéu suat, yéu cau thong s6 du vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Tuwong duong vé ham luong, ndng do, tinh chat

(8) Cac yéu tb trong dwong khac (néu co)

- Nha thau phai cam két hang hoa tuwong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung déi véi cdc mat 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 liéu nghiém thu cua 01 don vi st dung bat ky nao da sir dung hang hoa
chao thau cho céc trang thiét bi tuong tu ctia 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 dép 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 tng vé k¥ thuat ctia hang hoa chao thau theo cac

mau sau:
+ Bang dap ung tinh phap ly hang hoa (file word/excel dinh kéem E-HSDT):
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loai TTBYT
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- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau so sanh
v6i yéu cau ky thuat cia E-HSMT (dinh kém file word/excel tai E-HSDT):

STT | Tén Yéu Quy Dap ung | Quy Tai li¢u ky thuéat
hang | ciuky cach ky thudt | cach | tham chiéu trong E-
hoa | thuit |dong goi | cia HO so' | déng HSDT
cia H6 | (tham du thiu goi
so moi | khio) cia
thau theo E- hang
HSMT héa
dy
thau
@M @ 3) 4 (5) (6) (7)
1 Theo Tén | Quy -Tén hang | Quy
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- Model: | cua
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Xuat: ... thau
- Xuét xu:
- Chu s¢
hitu  (néu
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STT | Tén Yéu Quy Pap ing | Quy Tai liéu ky thuat
hang | cau ky cach ky thuat | cach | tham chiéu trong E-
hoa thuat | dong géi | ciia HO so' | dong HSDT

ciia HO | (tham du thiu go0i

so moi | khio) cia

thau theo E- hang
HSMT hoa
du
thau
@M @ 3) 4 G | © (7)
HSMT (chi tiét thuat/Mo ta hinh anh...
dap ung thudc E-HSDT
ting muc) (Highlight cac noi
dung lién quan toi Mo
ta hang hoa trén Tai
liéu dan chiéu)

Tiéu chi - Tai liéu ching minh

dap ung theo huéng dan bén

trong trén v& “Ngi ham

duong twong duwong”

hodc  tot - Hoac tai liéu ching

hon minh mot sd tinh ning
ky thuat cia E-HSMT
dua ra la ti€u chi
khong co ban (viéc
khong dap ung khong
lam anh huong toi
tinh nang s dung cua
hang hod dir thau) dé
T4 chuyén gia xem xét
danh gia “Chap nhan
duoc”.

Tieu chi Tai liéu ching minh




STT | Tén Yéu Quy Pap ing | Quy Tai liéu ky thuat
hang | cau ky cach ky thuat | cach | tham chiéu trong E-
hoa thuat | dong géi | ciia HO so' | dong HSDT
ciia HO | (tham du thiu go0i
so moi | khio) cia
thau theo E- hang
HSMT hoa
du
thau
M @ 3) 4 (3) (6) O
gdy han yéu cau k¥ thuat chi co
ché nha duy nhat 01 nha san
thau xuat dap ung
(khong
duoc xem
xét va

danh gid)




1.2.2. Yéu cau k¥ thuit chi tiét:

STT 3 .
th Tén hang | Yeéu ciu dic tinh thong so ky thuit cia hang hoa
€0 .
N hoa (Hoac twong dwong, hoac tot hon)
phan
PP2600 | Thanh phén 1: Héa chét cho may xét nghiém huyét hoc 3 thanh
026182 | phan bach ciau Convergys x3
* Thanh phan hoa hoc:
Natri Clorua: <1,5%
Chat dém: <1.0%
Dung dich |~ o0
1.1 ha lodn Chat bao quan: <0.5%
P ® | Chét én dinh: <0.5%
con lai la nude khong I-on
Thung > 20 lit
* Thanh phan hoa hoc:
Dune dich Chét hoat dong bé mit: <3.5%
ung dic .
h‘(?’ o | Chét dem: <1.0%
av .
12 hkp .. | Chit bio quan: <0.5%
ong ca . 2
N8 8L 21 cpét n dinh: <0.5%
thanh phan | = .~ | )
con lai 1a nude khong I-on
Chai > 1 lit
* Thanh phan héa hoc:
Chét tay raa: <1%
Chat dém: <1.0%
Dung dich
13 r‘;ng | Chat bao quan: <0.5%
ama . 2
¥ | Chét én dinh: <0.5%
con lai l1a nude khong I-on
Chai >1 lit
Dung dich * TAhélr;h pfle‘in hoa hoc:
i ; Chat tay rua: <1%
1.4 rua may . .
o Natri Hipoclorit : <1,2%
dam dac . :
Natri Hydroxit : <0,5%




STT

theo Tén hang | Yéu ciu dic tinh thong sé ky thuzftt’ cia hang hoa
4 héa (Hoac twong dwong, hoic tot hon)
phan
Chét 6n dinh: <0,5%
Lo >100ml
Hoa chat | Pugc dung dé theo doi d6 chinh xac va do chinh xac
1.5 kiém ctia mdy phén tich huyét hoc loai tré khang tw dong va
chuan ban tu dong. Lo >3ml
PP2600 | Thanh phan 2: Héa chat cho may xét nghiém sinh héa tw dong
026183 | AU-480, BS-380, CS-t300.
* Thanh phan héa hoc: Phosphate Buffer 100mM;
Uricase 100U; POD 1000U; 4-AAP 0.6mM; TBHA
. .| 1.0omM; Uric Acid 80mg; Chat 6n dinh khong phan
2.1 Acid Uric | | oox ,
ung, chat tay rira va chat bao quan.
- B4o quan ¢ nhiét d6 2-8 do C
- Quy cach dong goi: Hop > 2x75ml
* Thanh phén hoa hoc: Goods Buffer 50mM; pH 6.0;
GAL G2 CNP substrate 2.6mM; Sodium Chloride
2.2 Amylase | 300mM; Calcium Acetate 5.0mM; Chat bao quén.
- Bao quéan ¢ nhiét d 2-8 d6 C
- Quy céach dong goéi: Hop > 2x30ml
e * Thanh phan hoa hoc: Sulfamic Acid; HCI
Bilirubin , o 1in, an A
2.3 Total - Bdo quan ¢ nhi¢t 4o 2-8 do C
Quy cach dong goi: Hop > 2x75ml
Dung dich
hituchuan | ., .. .
cho méy Chat hi¢u ’chuan hoéa sinh
. ] * Tinh chat vat 1y va hoa hoc:
2.4 sml: h(_)? - Trang thai vat 1y: Chat ran, dong kho
(Chat hi¢u . , .
chudn xét |~ Hoa Fan tr?ng nlrr.oc: lAloa tan
nghiém Quy cach dong goi: Hop 4x5ml

sinh hoa)




STT

th Tén hang | Y@éu ciu dic tinh thong s6 ky thuit cia hang héa
€o .
4 héa (Hoac twong dwong, hoic tot hon)
phan
* Thanh phan hoa hoc: Picric acid 10mM; NaOH 150
mM; Cac chét 6n dinh khong phan tng va chét bao
2.5 Creatinine | quan.
- B4o quéan ¢ nhiét d6 2-8 4o C
Quy céach dong goi: Hop > 2x75ml
* Thanh phan hoa hoc: Goods Buffer 50mM; pH 7.0;
CHE>100U; CHO>100U; POD 1000U; 4-AAP
0.3mM; Phenol 4mM; Chét 6n dinh khong phan tmg,
2.6 Cholesterol . ,
chat tay rtra va chat bao quan.
- B4o quéan ¢ nhiét d6 2-8 4o C
Quy cach dong goi: Hop > 2x75ml
Dung dich
kém t . , ,
eAm .rAa Hoéa chat ki€ém chuan dong kho dua trén vat liéu mau
(Vat ligu - £ . £ .1 \
.2 .| nguoi (huyét tuong) va cac chat phu gia hoa hoc, dung
kiém soat X1 s re AR 11 . A re s
2.7 , .. | dékiém soat do chinh xac khi str dung véi cac quy
xét nghiém | ) N o . )
inh hoa) trinh xét nghiém thu cong va tu dong
sin :
, Quy cach dong goi: Hop > 4x5ml
muc trung
binh
Dung dich
kémtra | Hoa chat kiém chuan dong kho dya trén vat liéu mau
(Vatlidu | nguoi (huyét twong) va cac chat phy gia hoa hoc, dung
2.8 kiém soat | dé kiém soat 6 chinh xac khi str dung véi cac quy
x€t nghi€m | trinh xét nghi€m thu cong va ty dong
sinh hoa) | Quy cach dong goi: Hop > 4x5ml
muc cao
29 Dung dich | Thanh phan: Sequestering agent content (alkalimetric):

rira may

8.5-10%. Density (d 20°C/4°C) 1.05 - 1.09. Free alkali




STT
theo
phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

(as NaOH) 1.5 - 2.5 % Phosphate (PO4) <0.002 %
Can > 2,5 lit

2.10

Glucose

* Thanh phan hoa hoc: Phosphate Buffer 100mM; pH
7.0; GOD 15KU; POD 1000U; 4-AAP 0.3 mM,;
Phenol 5 mM; Chat 6n dinh khong phan tmg, chét tay
rira va chat bao quan.

- Bao quéan ¢ nhiét do 2-8 d6 C

- Quy cach dong goi: Hop 2x150ml

2.11

GOT

* Thanh phﬁn hoa hoc: Tris Buffer 80mM; pH 7.8; L
Aspartate 200mM; LDH 1000U; MDH 600U; NADH
0.18mM; Ketoglutarate 12mM; Chét 6n dinh khong
phan (g, chat tay rira va chat bao quan.

- Bao quéan ¢ nhiét d 2-8 do C

- Quy céach dong goéi: Hop > 2x150ml

2.12

GPT

* Thanh phﬁn hoa hoc: Tris Buffer 100mM; LAlanine
500mM; LDH 2KU; Ketoglutarate 15mM; NADH
0.18mM; Goods Buffer 100mM; Chét 6n dinh khong
phan mg va chat bao quan.

- Bao quéan ¢ nhiét d 2-8 d6 C

- Quy cach dong goi: Hop > 2x150ml

2.13

Total
Protein

* Thanh phﬁn hoa hoc: Potassium Iodide 15mM;
Potassium Sodium Tartrate 30mM; Copper Sulphate
12mM; Sodium Hydroxide 200mM; Detergent.

- B4o quan ¢ nhiét d6 2-8 do C

- Quy céach dong goéi: Hop > 2x150ml

2.14

Triglycerid

* Thanh phan hoa hoc: Goods Buffer 50mM; LPL
1000U; POD 1000U; 4-AAP 0.3mM; Chlorophenol
0.3mM; ATP 1.0mM; GK 1000U; GPO 500U;
Glycerol 200mg; Chat 6n dinh khong phan tmg va chat




STT
theo
phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

bao quan.
- B4o quéan ¢ nhiét d6 2-8 4o C
- Quy cach dong goi: Hop > 2x75ml

2.15

Urea UV

* Thanh phﬁn hoa hoc: Tris Buffer 100mM;pH 7.8;
Urease >75000U; GLDH>1000U; NADH 0.18mM;
Ketoglutarate 7mM; Chat 6n dinh khong phan tng,
chat tay rira va chat bao quan.

- B4o quan ¢ nhiét d6 2-8 do C

- Quy cach dong goi: Hop > 2x75ml

2.16

GGT

* Thanh phan hoa hoc: Goods Buffer 20mM;
Glycylglycine <125mM; Tris buffer<125mM; Glupa
Carboxylate 4mM; Sodium Azide 0.1%.

- Bao quéan ¢ nhiét d 2-8 do C

- Quy céach dong gobi: Hop > 75ml

2.17

Iron

* Thanh phﬁn hoa hoc: Acetate Buffer 100mmol;
Sodium Hydroxyl Ammonium Chloride 225mmol;
Ferrozine 15mmol; Iron Solution 50mg; chit tdy rtra
va chét bao quan.

- Bao quéan ¢ nhiét d 2-8 d6 C

- Quy cach dong gobi: Hop > 150ml

PP2600
026184

Thanh phin 3: test cho may xét nghiém mién dich tw dong

3.1

Hoa chat
xét nghi¢m
mién dich
dung dé
dinh luong
TSH

*Hoéa chat xét nghiém mién dich huynh quang (FIA) dé
xac dinh dinh lugng Hormone kich thich myén giap
(TSH) trong mau toan phan/huyét thanh/huyét twong
nguoi.

*Thanh phan gdm Cartridge, Pipette tip (TUi zip), Tui
zip dung cartridge du phong, C-tip (theo yéu cau),
Hudng dan sir dung va ID chip. Mdi cartridge dugc




STT
theo
phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

dong goi trong mot tai nhdm cé hai thanh phan, mot
phan phat hién va mét phan cartridge.

- Phan cartridge chira mot dai xét nghiém, mang ¢
khang TSH nguo1 ¢ vach xét nghiém, trong khi IgY
ctia ga ¢ vach kiém soat.

- Phan phat hién (detector) c6 chtra chat lién hop
huynh quang khang TSH ngudi, chét lién hop huynh
quang khang IgY ga, albumin huyét thanh bo (BSA)
lam chét 6n dinh va sodium azide trong nudc mubi
dém phosphat (PBS) lam chat bao quan.

- C - tip (PAu tip mao din) 1a mot cong cu hiru ich ¢
khu xét nghiém nhanh tai chd doi hoi mot luong nhd
mau mao mach tir diu ngdn tay, vi tri got chan (& tré
so sinh) hodc vanh tai.

*Dai lam viéc: Mau huyét thanh/ huyét tuong: 0.09-
80.0 ulU/mL

Mau méu toan phan: 0.4-80.0 pIU/mL

3.2

Hoa chat
xét nghiém
mién dich
dung dé
dinh lugng
T4

*Hoa chat xét nghiém mién dich huynh quang (FIA) dé
xac dinh dinh luong Thyroxine téng sb (T4 toan phéan)
trong huyét thanh/huyét tuong ngudi

*Thanh phan gom Cartridge, Pipette tip (tai zip), Tui
zip dung cartridge du phong, Huéng dan sir dung va
ID chip. Mbi tai nhém kin c6 chira hai cartridge. Méi
cartridge dugc dong gbi trong mot tui nhom cod ba
thanh phan bao gdm mdt phan cartridge, mot phan phat
hién (detector) va mot phan dung dich pha loang.

- Phan cartridge chira mang duoc goi 1a dai xét nghiém
c6 lién hop T4-BSA & vach xét nghi€m va streptavidin
& vach kiém soat.




STT
theo
phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

- Phan phat hién c6 mot hat chtra chat lién hop huynh
quang khang T4 nguoi, chat lién hop huynh quang
biotin-BSA, albumin huyét thanh bo (BSA) lam chat
6n dinh va sodium

azide lam chat bao quan trong nudc mudi dém
phosphat (PBS).

- Phan dung dich pha loang chtra ANS, tween 20,
albumin huyét thanh bo (BSA) lam chét 6n dinh va
sodium azide 1am chat bao quan trong nudc mudi dém
phosphat (PBS).

*Dai lam viéc: 10.23 - 300.0 nmol/L

3.3

Hoa chat
x€t nghi¢m
mién dich
dung dé
dinh luong
T3

*Hoa chat xét nghiém mién dich huynh quang (FIA) dé
xac dinh dinh lugng Triiodothyronine téng (T3 toan
phan) trong huyét thanh/huyét twong nguoi.

*Thanh phan gdm Cartridge, Pipette tip (t0i zip), Tui
zip dung cartridge du phong, Huéng dan st dung va
ID chip. Mbi tai nhém kin c6 chira hai cartridge. Méi
cartridge dugc dong goi trong mot tii nhom co6 ba
thanh phan bao gdm mot

phan cartridge, mot phan phat hién va mot phan dung
dich pha loang.

- Phan cartridge chita mang duogc goi 1a dai xét nghiém
c6 chat lién hop T3-BSA & vach xét nghiém va IgY ga
& vach kiém soat.

- Phan phat hién c6 mot hat chira lién hop huynh quang
khéng T3 nguoi, lién hop huynh quang khang IgY ga,
albumin huyét thanh bo (BSA) lam chét 6n dinh va
sodium azide 1am chat bao quan trong dung dich dém
natri phosphat.




STT
theo
phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

- Phan dung dich pha lodng chtra ANS, tween 20,
albumin huyét thanh bo (BSA) lam chét 6n dinh va
sodium azide 1am chat bao quan trong dung dich natri
hydroxit (NaOH).

*Dai lam viéc: 0.77-7.7 nmol/L

3.4

Hoa chat
xét nghiém
mién dich
dung dé
dinh lugng
HbAlc

*Hoa chat xét nghiém mién dich huynh quang (FIA) dé
xac dinh dinh lugng HbA1c (Hemoglobin Alc) trong
mau toan phan ciia ngudi.

*Thanh phan gdm Cartridge, C- Tip (10 pL) (tti zip),
Ti zip cho cartridge, Huéng dan str dung va ID chip.
MOi tai nhom kin c¢6 chira hai cartridge. Mdi cartridge
duoc dong goi trong mot tai nhom cd ba thanh phan
bao gém mot phén cartridge, mot dém phat hién va
mot phan dém tan huyét.

- Phan cartridge chira mot que xét nghiém, mang co
khang HbA1c ngudi ¢ vach xét nghiém, trong khi IgG
cta tho duoc cb dinh & vach kiém soat.

- Phan dém phat hién chua lién hop huynh quang
khang HbA1c nguoi, lién hop huynh quang IgG khang
tho, albumin huyét thanh bo (BSA) nhu mot chét on
dinh va sodium aizde 1am chét bao quan trong nudc
mubi dém phosphat (PBS).

- Phan dém tan huyét chia tween 20 va sodium azide
lam chat bao quan trong nudc mudi dém phosphat
(PBS).

*Dai lam viéc:

- NGSP (%): 4-15 %

- IFCC (mmol/mol): 20.2-140.4 mmol/mol

- eAG (mg/dL): 68.1-383.8 mg/dL
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1(56216:: Thanh ph?ln 4: huyét thanh miu
Anti-D (Rho): Khang thé don dong dan xuat tir té bao
Huyét dong lai (CCS) Anti D BS225 (1,0ml). Thl}éc thir
~ | Anti-D (Rho) 1a hon hgp gom cé khang thé don dong
thanh mau . . A
4.1 RHI (Anti IgM va IgG khang nguyén D
D Rh) - Do nhay, d6 dic hi¢u, do chinh xac : 100%. Bao quan
tr 2-8 do C
- Pat tiéu chuan ISO 13485. Lo > 10ml
La céc thudc thir c6 san dan xudt tir viéc nudi cay té
bao chudt lai. Anti-A khang thé don dong dan xuat tir
4.2 Anti A | té bao dong lai (CCS) 500100 1,0ml.
Hi¢u gia > 1:256. Do dac hiéu 100%. DO chinh xéc
100%. Bao quan tir 2-8 do C. ISO 13485 . Lo > 10ml
La cac thudc thir co sin dan xuat tir viéc nudi cdy té
bao chudt lai. Anti-B khang thé don dong dan xuat tir
4.3 Anti B | té bao dong lai (CCS) B501100 1,0ml.
Hiéu gid > 1:256. B§ dac hiéu 100%. DBJ chinh xac
100%. Bao quan tir 2-8 do C. ISO 13485. Lo > 10ml
La céc thudce thir c6 san din xudt tir viéc nudi cdy té
bao chudt lai. Anti-AB khang thé don dong dan xuét tir
4.4 Anti AB | té bao dong lai (CCS) A-5E10; B-2D7 1,0ml. o dic
hiéu 100%. BJ chinh xac 100%. Bao quan tur 2-8 do C.
ISO 13485. Lo > 10ml
Huyét Huyét than%l chan doan Spectrum Anti-Human 7
45 thanh G‘lobul‘in de€ phat hi¢n in- vitro cta 16p phu khang thé &
hong cau nguodi. B dac hiéu 100%. Bao quan tur 2-8
Coombs

do C.1SO 13485. Lo > 10ml
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PP2600 3 2 2
Thanh phan 5: Sinh phan chan doan invitro
026186
- Cong nghé: Cam bién sinh hoc/Pién hoa, duong
oxidase (GOD).
Testthie | Luq.ng inﬁurtc*)i thiéu: 0.5 ,uL. L
. - Loai mau xét nghiém: Mau tuoi toan phan tir mao
5.1 duong
huyde | A
Y - Pham vi HCT: 25 - 60%.
- Khoang do duong huyét: 1.1 - 33.3mmol/L (20 -
600mg/dL).
- Phat hién khang thé khang v6i HIV-1 va HIV-2 trong
mau huyét thanh, huyét twong va mau toan phan.
- B nhay 100%; Do dac hiéu: > 99,75%.
- Thoi gian doc két qua: < 15 phut, 46 6n dinh ciia két
.| qua xét nghiém > 60 phut.
Test phat R . R ) R x
hién kh - Khéng can str dung thém dung dich dém cho mau
i€n khan . .
5.2 : 1‘1; . 8 mau huyét thanh, huyét twong
1 3 :
;\I]\I;us - Thanh phan chinh: Anti- HIV-1 Antibody, Anti-
HIV-2 Antibody, HIV-1 Group O (pGO9-CKS/XL-1),
Antigen hiv-2 (PjC100), HIV-1 (pOM10/PV361)
Antigen, HIV-1 (pTB319/XL-1) Antigen, HIV-2
(peptide) Antigen, HIV-1/2 Peptide- BSA
- Pat tiéu chuan ISO 13485 hoic twong duong.
Test Bhat Phat hién su c6 mat cta cac khang thé khang HIV-1
est pha 3 . .
o b , va HIV-2 trong mau toan phan, huyét thanh hodc huyét
hién khang .
53 thé virus tuong nguoi
HIv - Bg nhay: > 99.59%, B9 dac hi¢u: > 99.87%

- Thanh phan Kit tha: Cong hop vang HIV-Ag tai to
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hop.
- Vach két qua Anti-human IgG-Fe Mcab.

54

Test nhanh
chin doan
giang mai

Phét hién khang thé khang syphilis trong mau toan
phan, huyét thanh, huyét tuong ciia ngudi. Do nhay:
100%; Do dac hiéu: 100%.

5.5

Test nhanh
chin doéan
viém gan B

- Do nhay: > 98%; D0 dac hi¢u: > 99%.

- Xét nghiém c6 thé phat hién néng d6 < 0.1 IU/ml.

- Thoi gian doc két qua: < 15 phut, 46 6n dinh ciia két
qua xét nghiém > 30 phut.

- Khong can sir dung thém dung dich dém cho mau
mau huyét thanh, huyét twong.

- Pat tiéu chuan ISO 13485 hoic twong duong.
-Thanh phan tai vach test: Khang thé don dong &
chuot khang HbsAg Biotinyl va cac hat mau den duoc
phu khang thé don dong & chudt khang HBsAg.Ham
lugng : Anti-HBs antibody A1 ( 233ng/Test); Anti-
HBs antibody B1 ( 17 ng/Test); Anti-HBs antibody B2
( 6 ng/Test); Anti-HBs antibody B3 ( 6 ng/Test);
Khang thé trén thanh kiém soét (17 ng/Test)

5.6

Test nhanh
chin doan
viém gan C

- Phat hién dinh tinh cac khang thé dic hiéu d6i voi
HCYV trong huyét thanh, huyét tuong hoic mau toan
phan nguoi.

- Bg nhay: 100%, B§ dac hiéu: 97.67%

- Khéng bi 4nh hudéng boi: mau toan phan ciia phy nir
mang thai

- Nam trong danh sach WHO PQ

- Kit thr 6n dinh 13 tuan & nhiét do 55+1°C

- Thanh phan chinh: Vach thi: Khang thé don dong
khang IgG; Bém lién hop: Khang nguyén HCV
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NS3/NS4/NS5/16i tai to hop - keo vang
- C6 thé phat hién khang thé khang HCV genotype5

- bat ISO 13485 hoac twong duong
Pinh tinh phat hién khang thé khang HCV trong huyét
thanh hodc huyét tuong ctiia ngudi.

Test nhanh R
2 .| - PO nhay tuong quan: >=99.05%;
5.7 chan doan NP
N - Do dac hiéu tuong quan: >=99.46%;
viém gan C o j

- B§ chinh x4c tuong quan: >=99.33%.

- Po chinh x4c ngau nhién lip: 100%

Phat hién tat ca cac type khang thé (IgG, IgM, IgA)
dic hiéu v6i virus HIV-1 gdm type phu O va HIV-2
bang sy hinh thanh 3 vach r rang va phan biét trong
mau huyét thanh, huyét twong va mau toan phan.

Test nhanh .. .. X 1A .
hat hig - Nhay vé1 IgM trong giai doan nhiém bénh sém
at hién
5.8 1I<)h' ©& |- Danhay 100%; D dc higu = 99.8%,
ang the ) . .
HIgV Thanh phan vach chung: Huyét thanh dé c6 khang thé

HIV (0,75 £ 0,15 pg).

- Thé tich mau str dung: huyét thanh/huyét tuong: <10
uL; mau toan phan: <
20ul
Test nhanh xét nghiém dinh tinh, déng thoi 4 chat gy
nghién MOP/MDMA/MET/THC trong nuéc tiéu
Nong d6 ngudng phat hién MOP: khoang 300 ng/mL;

Test nhanh , )
hat hig MDMA: khoang 500 ng/mL; MET: khoang 1000
at hién
59 P " '4 ng/mL; THC: khoang 50 ng/mL
ma th .
hAy Do chinh xéac twong dong véi kit thuong mai khac >
chan

99.9% hoac tuong duong;
Tiéu chuan chat luong 1SO 13485 va CE hoic tuong
duong
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Test nhanh xét nghiém dinh tinh, déng thoi 5 chat gay
nghién MOP/Codein/Heroin (6-MAM)/AMP/THC
trong nudc tiéu
Nong d6 ngudng phat hién MOP 1a 300 ng/mL;
Codein 1a 300 ng/mL; Heroin (6-MAM) 1a 10 ng/mL;
AMP la 1000ng/ml ; THC 1a 50 ng/ml
-bé 1ap lai > 75% chinh xac & muc + 25% cut-off
;100% chinh xac & mirc am tinh va + 50% cut-off
Test nhanh | )
.. ... | Do chinh xd&c GC/MS: MOP > 95%; AMP > 98%;
500 | PPNy S 08%; Heroin = 98%; Codeine > 95%

mi l:;z > -Ty trong mau nudc tiéu & cac mirc ndng do cao, thép,
binh thuong (1.005-1.045) khong c6 anh hudéng dén
két qua cua test.

- D6 pH ctia mau nudc tiéu tir 5-9 khong 1am thay doi
két qua cua test.

- Khong phan ting chéo voi cac co chat Acetylsalicylic
acid; Tetracycline

- Tiéu chuan chat lugng: ISO 13485 va CE hoic tuong
duong

Test thir Céc thong s6 do duoc: Glu (Glucose), Pro (Protein)m,

Hude tidy pH, Bld (Blood — mau), Ket (Ketone), Nit (Nitrite), Bil

5.11 1 thong (Bilirubin), Uro (Urobilinogen), SG (Specific Gravity),
< Leu(L?ukocytes), AsA (Ascorbic Acid). Tuong duong
hodc t6t hon
PP2600 Thanh phin 6: Vit tw y té, vt tw xét nghiém, thiét bi y té
026187 ’ ) ) )
Ao bt Lam ttr vai cotton, vai khong dét, vai co 16 thqéng khi.
6.1 séné Co khoa Velcro va cac nep hop kim nhom thiét ké dinh

hinh va phan bd phu hop theo tu thé diéu trj
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Béng b6t 5 A A \ « A A A e A A
6.9 bo 10em x Vé C}l(_)n bc_:t la gla}i cth)ng am. ThO:I gian dong két 2 -
4 phut. Khong bi nuit gay sau khi bo.
2,7m
s biafsgcﬁfl Vo cudn bot 13 gidy chéng Am. Thoi gian dong két 2 -
4 phut. Khong bi niit gdy sau khi bo.
2,7m
V6 cudn bot 1a gidy chong am, 1561 cudn bt 1am bang
Bing bot | que nhya 4 canh, 2 canh phinh to & giita giup thim
6.4 b6 7,5cm x | nudc déu va gilt bang bot. Thoi gian dong két 2 - 4
2,7m phut, bot dam bao do tréng, do min, do cing, khong
gay kich img. Khong bi niit gdy sau khi bo.
6.5 Bang cudn | San phém duoc dét’tfr sgi 100% cotton c¢6 do tham hut
15cm x 5Sm | cao, khong c6 doc t6. Toc d§ hut nude =< 5 giay.
6.6 Bang cudn | Kich thudc S5em x Sm. ’Sén phém duoc dét tir so1 100%
Scm x Sm | cotton. Khong chira chat gay di ting.
Bang vai lya dan dét taffeta, mau tréng, sb soi
6.7 Bang <,iinh 44x18/cm?. Bo rang cua hai bén gitp x¢é dé dang. Keo
y té Oxyd kém khong dung dung moi. Kich thudce: Scm x
Sm.
Vii lya Taffeta trang lam bang soi cellulose acetate.
- Keo Zinc oxide va cac thanh phan: Zinc dibutyl
Béang keo | dithiocarbamate, SIS copolymer, Lanolin stellux AIPF,
6.8 lua 5cm x | Titanium dioxide, Styrenic Block Copolymers, dau
5m khoang tring. P nhét 8.100-12.700 cP
- Tiéu chuan CE - EU hoic twong duong.
- Kich thudc Scm x Sm.
Bom cho | X,y lanEl duogc san xuat tir nhya y té nguyén sinh trong
6.9 y sudt, nhan bong, khong cong vénh, khong c6 ba via.
an 50ml

Dung tich: 50ml
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- Bdc xy lanh to ldp vira ddy cho an.

- Bom c6 ¢6 thiét ké 15 vong ngon tay & cudi gitip cam,
kéo chic chian chéng truot. Thang chia thé tich dugc
chia theo oz va cc.

- Ti¢t trung

- Pat tiéu chuan FDA/CE, ISO 13485 hoic tuong
duong

6.10

Bom tiém
50ml dung
cho may
bom tiém
dién

Xy lanh 1am bang nhwa nguyén sinh trong sudt, doc
xilanh c6 két cdu dau xoan (Luer lock) dé két ndi chéc
chan véi day ndi bom tiém dién; Gioang mém déo, khi
va dung dich khong lot qua gioang & dau bit piston. D&
dang quan sat thé tich lam dy. Pit tong c6 khia bé giy
dé huy sau khi st dung. Vach chia liéu lugng chinh
xac, rd rang. Bom duogc st dung cho may bom tiém
dién. Bom c6 vach chia thé tich tdi da 60ml, vach chia
nho nhét < Iml dé tién st dung cho tré em

6.11

Bom tiém
msulin 1ml

Bom tiém dung tich 1ml dung dé tiém insulin, c6 nap
chup bao vé dau kim va nip chup pit tong dé ngan di
vat vao long bom khi str dung.

- Bom tiém c6 2 loai phi hop véi 2 loai thude 40UI va
100UL.

- Pau kim c6 vat 3 canh gitp tiém sac nhon, khong
c¢6 go. Than kim lam bang thép khong gi

- Kim duoc duc lién véi vo xylanh, khong thé thao roi
- Kim tiém bao gém cac c0: 30Gx6mm, 31Gx6mm,
32Gx6mm

- San phém duoc ti¢t trung

- Pat tiéu chuan ISO 13485 hoic twong duong
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6.12

Bom tiém
nhua 10ml

- San xuat tir nhya y té nguyén sinh trong suét. Dung
tich: 10ml

- C6 thang chia dung tich hut t6i da dén 12ml, vach
chia nhé nhit < 0,2ml

- Pit tong c6 khia bé gdy dé huy, khong c6 ba via.

- Kim cac co 23Gx1", 25Gx1".

- Pat tiéu chuan CE, ISO 11135 hoic twong duong

6.13

Bom tiém
nhua Iml

- San xuat tir nhya y té nguyén sinh trong suét. Dung
tich: 1ml

- Gioang c6 nim bom hét hanh trinh giup tiém hét
thude, dat khoang chét < 0,03ml

- Kim 26Gx1/2"

- Pat tiéu chuan CE, ISO 11135 hoic twong duong

6.14

Bom tiém
nhua 20ml

- San xuat tir nhya y té nguyén sinh trong sudt.

- Pit tong c6 khia bé gdy dé huy, khong c6 ba via.

- Pau con léch tam giap cho viéc dudi khi dé dang,
thuan tién

- Kim céc c¢o 23Gx1"

- Pat tiéu chuan CE, ISO 11135 hoic twong duong

6.15

Bom tiém
nhya 50ml

- San xuat tir nhya y té nguyén sinh trong suét. Dung
tich: 50ml

- Pit tong c6 khia bé gdy dé huy, khong c6 ba via.

- Pau con 1éch tam gitp cho viéc dudi khi dé dang,
thuan tién

- Bom c6 vach chia thé tich t6i da 60ml, vach chia nho
nhat < 1ml dé tién str dung cho tré em

- Pat chuan ISO 11135, CE hoic twong duong

6.16

Bom tiém
nhua 5ml

- San xuat tir nhya y té nguyén sinh trong sudt. Dung
tich: Sml
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- Pit tong c6 khia bé gdy dé huy, khong c6 ba via.
- C6 thang chia dung tich hut t6i da dén 6ml
- Kim cac c6 23Gx1", 25Gx1".
- Pat tiéu chuén CE, ISO 11135 hoic tuong duong
Bong gac | Gom 3 16p: 1 16p bong & giira 2 10p gac khong dét hat
6.17 6cm x nudc. Pac tinh Bong hit nudec:
15cm vo | - Kha nang gilt nudc > 20g nudce/gam bong.
trung - Tdc d6 hat nudc: thoi gian chim khong qua 10 giay.
613 | BOnE tham | Bong y té tham nudc 100% bong xo thién nhién. Toc
nuodc do hut nudc =<5 gidy.
Chi thép | Chi thép lién kim céc sd, chi dai 45cm, duoc lam tir
6.19 lién kim | thép khong gi, chi khong tiéu, vo tring va ding cho
cac sb phau thuat
o - Chi ty tiéu téng hop da soi, s6 2/0, béng Polyglactin,
Chi tiéu .. N
6.20 li2n kim dai >=75cm, tiét trung. ‘
P - 01 kim, than kim tron, dau kim tron, thuén nhon,
s0 2/0 . , R D s e
bang thép khong gi, dai 26 mm, phu silicon.
o - Chi ty tiéu tong hop da soi s6 3/0, bang polyglactin,
Chi tiéu .. o
621 li3n kim dai >=75cm, tiét trung. ‘
<63/0 - 91 kim, than kim tron, dau kim tron, thuén nhon,
bang thép khong gi, dai 22 mm, 1/2 C, phu silicon.
Chi tiéu | Chi tu tiéu tong hop da soi, s6 1, bang Polyglactin 910,
6.22 | lién kim s6 | dai 90cm, tiét triung, kim bang thép khong gi, dai 40
1/0 mm, 1/2 C, phu silicon.
Thanh phﬁn: Ethanol , nudc,
Ham luong Ethanol > 70%
6.23 | Con 70 @6 | Ham luong Methanol < 0.02

Mau trong khong c6 van duc
Cong dung: sat khuan khir tring dung cu, trang thiét b
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y té, sat tring ngoai da.
Chai > 500ml.
6.4 Cén 90 do - Dung fiich lc"ing, khong mau, %90%’ chai > 500ml.
- Pat ti€u chuan ISO 13485 hodac tuong duong
6.5 Pau con | Pau con vang dung tich 200 ul, 1am tir nhya PP, khong
' vang kim loai, khong DNAse, RNAse
626 Pau con | Pau con xanh dung tich 1000 ul, lam tir nhya PP,
' xanh khong kim loai, khong DNAse, RNAse
Day ca N )
6.27 .Ay . P Cép dung cho may di¢n tim 3 can, 6 can
dién tim
6.8 Day cho an | Dy dan duogc san xuat tir chat liéu nhua PVC nguyén
' cacsd | sinh.
Dav hiit Day dan dugc san xudt tir chat liéu nhya PVC nguyeén
ay hu
6.29 ) y .z | sinh khong chira DEHP. B¢ dai >500mm. Khoé van
nhét cac s : N, SV
chia nhiéu mau dé phan biét gitra cac so.
Day nbi : o »
Y N Day ndi bom tiém di¢n 140cm. Day chat li¢u PVC
6.30 bom tiém -
N khong Latex.
dién
Chét liéu nhua PVC y té cao cip, bao gom day dan va
gong miii.
. .| - Khong chtra chat DEHP, duoc tiét trung
Day tho % A A X < L A s
6.31 , . | -Ongday mém, chong van xodn. B€ mat tron nhan.
OXy céc cO R . \ \ e ops
- Céc c0: tré so sinh, tré em va nguoi 16n
- Day dén c6 chiéu dai >2 m, 10ng 6ng c6 khia chdng
gap.
Day truyén A . ;.
dii \ CZO Chiéu dai day> 180cm. C6 chitc ning dudi khi ty dong
6.32 ; » | va khoa dich tu dong, Co bau dém giot 2 ngan cung -
may truyen

dich

meém, Pau khoa van xoan Luer Lock, Ctra chich thudc
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an toan.
- C6 chimg nhan ISO 13485, EC hodc tvong duong
- Bo day truyén dich kém kim hai canh budm
22Gx3/4".
- Day PVC nguyén sinh, chiéu dai day > 1,7m.
Day truyén | - Thiét ké bau nho giot, thé tich bau 14ml, c6 mang
6.33 dich kim | loc dich < 15um.
canh buém | - C6 dau ndi Luer lock ¢6 co ché xoay gitp cho viéc
gan két véi kim ludn chic chin va dé thao tac khi sir
dung.
Pat tiéu chuan CE, ISO 11135 hoic tuong duong
Day dan cau tao tir chat liéu nhua PVC nguyén sinh,
Day truyén | mém déo, dai, 46 dan hdi cao, khong giy gap khi bao
6.34 dichkim | quan va st dung; D6 dai day truyén > 1500mm. Day
thuong | truyén dich kém kim thuong. Pau nbi Luer lock. C6
bau cao su tiép thude.
. . | Day truyén dugc lam bang nhwa déo, khong doc. Co
Day truyén | . 4 n n T
6.35 mau bau nh9 ng:[ troglg suot, kep day, bo loc mat luoi, ving
tiém, dau noi1 ki€u truot. Loai 20 giot/ml. VO trung
Pién cuc | Hinh dang giong giot nuéc, Kich thudc 35 mm, tong
dan cho | bé miat san pham 1017 mm2, ving chat gen 401 mm?2,
6.36 may dién | vung dan 616 mm2, vung phan tir nhay 78,5 mm2, do
tim dung 1 | day san pham 0,8 mm.
lan Pat tiéu chuan ISO: 13485, FDA hoic twong duong
Dung dich |- Dung dich danh tan gi sat, st dung trong bon rira
637 danh tan gi | hodc may I‘F‘['a S(')nz%r siéu am. ‘
dung cuy |- Thanh phan: Chat hoat dong bé mat khong ion < 5%,
té phosphates > 30%
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- D0 nhét: <50 Pas.
- Chai >1 lit.

6.38

Dung dich
khir khuan

Dung dich kht khuan muc do cao,

thanh phan ORTHO-PHTHALADEHYDE 0,55%,
Benzotriazole 0,01% va cac thanh phan khac, pH 7.2 -
7.8, can 3,78lit, co6 que thu

- Diét dugc hau hét céc loai vi khuan, vi rit, ndm, Truc
khuan lao (Mycobacterium bovis), theo cac tiéu chuan:
EN 13727, EN 13624, EN 14348, EN 14563, EN
14476.

- Thoi gian ngdm khir khuan 5 phut, tai sit dung trong
vong 14 ngay. Thoi gian bao quan 75 ngay tinh tur khi
mo nép.

- Can <3.78 lit

- Pat cac tiéu chuan: EC, ISO 13485, CFS hoic tuong
duong.

6.39

Dung dich
ngam téy
rua

Dung dich ngam tay rira dung cu y té hoat tinh
enzyme, hi¢u qua nhanh sau 1 phut it bot, pH trung
tinh: 7.8-8.8, khong gy an mon dung cu.

-Thanh phan: protease subtilisin 0,5%, chat hoat dong
bé mit ludng tinh an amphoteric surfactant,chat 6n
dinh chéng an mon stabilizers va cac thanh phan khac.
Chai > 1000ml

- Pat céc tiéu chuan : Dat tiéu chuan: ISO 13485, EC,
CFS hoac tuong duong

6.40

Dung dich
phun khur
khuén bé

Dung dich phun suong khir khuan bé mit trong y té
Hydro Peroxide 4% (w/w), Nano Silver 0.004% (w/w)
va céac chat phu gia vira di 100%.
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4 héa (Hoac twong dwong, hoic tot hon)
phan
mat, khong
khi
- Thanh phan: Ethanol 80% (v/v); Isopropyl alcohol
(Isopropanol) 7.2% (v/v) Chlorhexidine Digluconate
0,5% (v/v) va cac chat phy gia, chat dudng da
(Glycerine, Alpha- Terpineol, Alpha-Bisabolol, Aloe
Vera, Vitamin E...) vira du 100%.
Dung dich | - Puoc kiém nghiém kha nang tiéu diét nhanh 6 chung
6.41 sat khuan | khuén tai vién s6t rét - ky sinh tring - con trung trung
tay nhanh | wong: Staphylococcus aureus, Pseudomonas
aeruginosa, Shigella flexneri, Bacillus subtilis,
Candida albicans, Mycobacter tuberculosis trong vong
30 gidy va 03 phut tiép xtc.
- Pat tiéu chuan EN 1500; ISO 13485
- Chai > 1 lit.
Dung dich
6.42 sat khuan | -Thanh phan: 10% povidone iodine. Chai > 500ml
vét thuong
Dung dich
6.43 v¢ sinh ‘an Thanh phﬁn:‘ Chlorhexidine Digluconate 1% (w/w) va
sat khuan | cac thanh phan khac vira du 100%.
thuong quy
Gac cau fi o N ,
] Gac hut nude 100% cotton. Puong kinh 30mm x 1 16p.
6.44 30 x 116p o
. Vo trung
VO trung
Kho > 0,8m. Gac dugc dét tir sgi 100% cotton c6 do
6.45 Gac hut thadm hat cao. Mat do: 20x18 soi/ inch. Trong lugng

25-27 g/m2. T4y trang bang oxy gia, khong c6 doc t6,
da duoc gidt sach. Khong chuta chat gay di tmg, khong
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4 héa (Hoac twong dwong, hoic tot hon)
phan
co tinh bt hoac Dextri,
Dat [SO 13485 hodc tuong duong
6.46 (;?l;x}elzgf Kl(ih thudce: 3,5cm x 75¢cm x 6 16p, vo trung. Go1 03
., ,. |miéng
dong tai
Gac phau | Gac hut nudc 100% cotton va cd do tham hut rat cao.
thuat 10 x | Bac tinh: - Kh4 nang hat nudce: Trung binh 1 gam gac
6.47 10cm x 12 | giit duge tir 5 gam nude trd 1én; - PO am: <8%; - Po
16p vo acid va d6 kiém: Pat trung tinh; - Khong c6 tinh bt
trung hodc Dextrin
Gac phau
thudt 6 , , N
bung 30 x Gac hut 109% cotton,, pH trung tinh, khong c6 tinh bot
6.48 4bcm 6 hodc De>’(tr1n, cac chat tan trong nudc: khong qua
16p. can O,Sf%). Toc do hat nude khong qua 10 gidy. Kich thude
| miéng gac: > 30cm x 40cm x 6 10p.
quang vO
trung
San xut tlr cao su thién nhién, c6 phu bot chong dinh,
Ging tay khong gay kich ting da. Dugc ti¢t trung, dc?ng g6i moi
6.49 dai san tai/ doi. Co cd 7.0-7.5. Chiéu dai: 450, chiéu rong long
khoa ban tay size 7: 89+5mm, 7.5: 95 £ 5 mm; cuong luc
khi dat trudce 1ao hoa min 12.5N, sau 1ao hoa min 9.5N.
D0 gidn duat trude 130 hoa min 700%.
Gang kiém tra dung trong y té cic c& S, M.
Ging tay | - San xuat tir cao su thién nhién, c6 pha bot chéng
6.50 kiém tra | dinh, khong gay kich img da.
caccd |- Do day tdi thiéu 1 16p > 0,08mm; Chiéu dai

>240mm.
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4 héa (Hoac twong dwong, hoic tot hon)
phan
S Bé day: > 0,18mm, Chiéu dai: > 280mm, céc cd.
Gang tay ‘ . ik 1
o Cuong luc khi dtt: Trudce khi 1ao hoa: > 12,5N, Sau
6.51 tigt trung |, A em as T
cde s lao hoa: > 9,5N. Bg gian dut: Trudc 1ao hoa: > 700%,
Sau 3o hoa:> 550%. Lugng bot: > 80mg/doi.
6.50 Gel siéu | Gel si€u am, can > 5 lit. Gel trong, tan hoan toan trong
' am nudc va dé dang rira sach bang nudc thudng.
‘53 Gidy dién | Gidy 3 can twong thich voi may MC6330/16R2
' tim
654 Giéxin Chiéu rong > 5.5 cm
nhiét
Giéy siéu , . . .
6.55 A Kich thuéc 11cm x 20m, dung cho may si€u am Sony.
am
. Carton 2 mat pht mang PE
Hop an A i a1
6.56 todn D¢ day thanh hop: 1,3-1.4mm
Khéi luong hop rong: 300g
6.57 | Javen 12% | C6 mau hoi vang, c6 mui dac trung, nf‘mg do 10- 12%
p San xuat tir chat liéu nhua PP nguyén sinh, d0 tron
6.58 Kep ron )
lang cao.
2 Khau trang y té 3 16p vo tring. San pham chira trong
Khau trang S . F U
6.59 P bao bi gidy ti¢t trung dung trong y t€. Nep miii bang
y te cn £ qe 2 p /e s
nhua gilt c6 dinh khau trang; dong goi 1 cai/tui;
Khi
6.60 YO Binh >= 40 lit.
trong binh
Khi
6.61 YO Binh >= 10 lit.
trong binh
Khoa3 | Lam bang nhya nguyén sinh, chdng dut gy, dau khoa
6.62 | chac khong | chac chan khong 1o ri, van 1 chiéu an toan. Day nodi

day noi

chét liéu PCV.
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4 héa (Hoac twong dwong, hoic tot hon)
phan
B6 kim canh budm, ¢& 23G, 25G. Day dan bang chat
Kim canh | liéu nhua nguyén sinh PVC, dai >30cm, duong kinh
6.63 budm cac | trong 1.5mm, duong kinh ngoai 2.5mm, khong DEHP.
co Kim béng vat li¢u thép khong gi, dau kim sic nhon, vat
3 canh, khong ¢ gd, ¢6 nap chup.
6.64 Kim cham | Kim cham ctru vo trung loai dung 1 1an. Than kim, doc
' ctru cac s6 | kim 1am bang thép y té khong gi, dan dién tét.
Kim ch ) .
gs tc °® | bau kim 3 mit vat dai, sic bén. Kim: C& 25G, 27G.
U . L
6.65 z y Chudi kim trong su6t, c6 thiét ké lang kinh pha 1€ phan
song cac . . :
ch)’ quang, giap phat hi¢n nhanh dich ndo tuy chay ra.
Kim léy . , x . . , ) . N ~ A ,
. . | Kimcac so, Vi dung kim c6 chi thi mau phan bi¢t cac
6.66 thuéc cac | _ . .
B cd kim. Tiét trung
sO
Kim lu6n tinh mach chat liéu FEP. Kim c6 canh c6 cira
tiém thudc. Pau bao vé an toan chat liéu (PA,PC,PSF).
Pau bit an toan chira 2 ludi udn cong dbi dién nhau, tu
dong bt chéo che dau nhon kim sau khi rat kim. Co
kha nang luu kim dugce dén 96h. Tuong thich véi tiém
, N truyén ap luc cao tdi da 1én dén 325psi. Pugc tiét tring
Kim lu6n . N R o .
N bang EO. Than catheter khong chira kim loai, stir dung
tinh mach . .z L, e
6.67 ., | duoc trong phong MRI. C6 tam loc x0p & chudi kim.
antoancac | .,
P Céc co:
sO

14G x 1-%4” (0.D: 2.0 x 45 mm, 290ml/min)
16G x 1-%4” (0.D: 1.75 x 45 mm, 225ml/min)
18G x 1-%” (0.D: 1,3 x 45 mm, 96ml/min)
20G x 1- %47 (0.D: 1,0 x 32 mm, 59ml/min)
22G x 17 (0.D: 0.9 x 25 mm, 42ml/min)

24G x 3/4” (0.D: 0.74 x 19 mm, 29ml/min)
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4 héa (Hoac twong dwong, hoic tot hon)
phan
Ul tién San pham tir cac qudc gia thudc nhom G7 khi
dap tmg day du yéu cau ki thuat va chit lugng twong
duong.
Pat tiéu chuan ISO 013485, EU hoic tuong duong
Kim lud , ,
i lﬁl uorlll - Chat li¢u Catheter ETFE, c6 chtra chat can quang,
inh mac .
khén. dugc ti¢t trung bang cong nghé chum dién tu (EB).
s : hg - Céc ¢ 20G x2", 22G x 1", 24G x3/4"".
. Can 2 A A \ 3 A r.. r 4 ~ ~
Khone cita |~ Toc do dong chay doi vai cac kich ¢d: cd 20G <
d 8 bt 55ml/phtt; c¢& 22G < 35ml/phtt; c¢d 24G < 15ml/phut.
ang bu .
MEOM | _pat tidu chudn 1SO 13485, CE hoic twong dwong
cac so
i g | CO Kim: 27G- Chicu dai kim: 21mm, kim chiu bén tot,
im nha .
6.69 h chi s0 vat canh hitu dung. Ti¢t trung. Vat ligu: Kim:
a .
© Inox, Boc kim: PP
6.70 Lam kinh Lavm kinh 25‘,.4 X‘76,2mm, do day: 1,0 — 1,2mm, Mot
mat dugc mai mo .
Ludi dao
6.71 phau thuat | Dao sic. Chat liéu Thép khong gi, tiét tring, cac s6
tiét trung
Mit na thd oxy c6 tii bao gdbm: Day dan, mit na, day
Mask oxy .
"y chun, thanh nhom...
nguoi 1én x .
6.72 | "8 Ty s | - Matna va day din duge san xut tir nhya PVC
c6 day va x 3
Y .. | nguyén sinh. Day dan c6 chiéu dai > 2000mm. Tiét
kep miii .
trung
Nep day 1.5mm; rong 10.0mm; khoang cach 16
, 12.0mm. C6 9 ¢& tir 4-> 12 15; twong tmg voi chidu dai
Nep cac .
6.73 . tor 54->150mm
loai

- chat liéu thép khong gi.
- Pat chat lugng ISO 13485 va EC hoic tuong duong;
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4 héa (Hoac twong dwong, hoic tot hon)
phan
N@pcé o NP , n n x
6.74 ciing H1, Co6 khoa Velc’ro, thiét ké zc?.ron} 2 ma}nh riéng biét. HO
D trg so ctru chan thuong dot song co,
Nep day 2.2mm; rong 10mm; khoang cach 16 nep
. 10.5mm
Nep mat O R A A X 1xs e
6.75 <ich -Co ’9 cO tr 4 dén 12 10; dai tir 48-144mm
- Chat li€u thép khong gi
- Pat chét luong ISO 13485 va EC hodc tuong duong;
Nhiét ké | Puoc lam tir thuy tinh trong sudt, bén trong c6 vach
6.76 do than | chia d6 va dai thuy ngan.
nhiét nguoi | Nhiét do do dugc ti da 35-42°C
Puoc lam béng nhya y t& PP moi 100%,Hoa chat:
Ong chéng | Pugc bom hoa chit chéng dong EDTA K2 dudi dang
6.77 dong hat swong, Kich thudc dng 13x75mm, c6 vach dinh
EDTA murc léy mau, chiu duoc luc quay ly tam 6000
vong/phut trong vong 5 - 10 phut.
Ong duogc lam bang nhua y té PP, nap bang nhwa
. P LDPE mdéi 100%. Hoa chét: Puoc bom hoa chat chong
Ong chong | |, . : . .
6.78 dong dong L’1th1um Heparin dudi dang hat suong, K~1ch |
Heparin thudc ong 12x75mm, ¢é vach dinh mirc 1ay mau, chiu
dugc luc quay ly tam 6000 vong/phut trong vong 5 -
10 phut.
Ong hit Chat liéu nhya PVC. Puong kinh ng?éi ong:
6.79 dich phiu 7.7/?.9/10.? mm. Puong kinh‘tronfg ong: 5/§.3/7.7 mm.
' thuat Chiéu dai 6’ng >=2m, ¢0 hai dau noi giap két nd1 chat
i ché vao thiét bi.
6 20 Ong huat (;hét liéu nhya y té. Cac ¢d 5,6,7, vo khuan. Sir dung 1

thai cac so

lan.
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phan
Ongmd | A P LA o e T <A 154
6.81 khi quan Ong mo khi qua.n cod bong vat .11¢u PVC, c6 du:ong can
L quang ro rang gilp xac dinh vi tri chen. Céac so
cac cQ
Ong
6.82 nghiém | Chat liéu thuly tinh, kich thudc 1 x 7cm.
thiy tinh
Ong
6.83 nghiém | Thuy tinh trong sudt, kich thude 1,5 x 18cm.
thuy tinh
Ong nhua
6.84 | parafin tiét | Dau Parafin v6 khuan. Thé tich >10ml.
trung
Ong noi C)ng dat no1 khi quan c6 bong, lam br?mg chét liéu nhya
6.85 khi quan | PVC, Bong thé tich 16n ap luc thap an toan khi luu lau.
co cop cac | Do cong tuwong thich sinh hoc, c6 dudng can quang
) dam doc éng. Céc sb.
Phim kho laser c& 25x30 cm tuong thich may in phim
6.86 Phim XQ k}‘lﬁ laser Fujifilm, str dung cong nghé Eco Dry, phim
25x30cm | gom 4 16p: 16p bao v¢€, 16p nhay sang, 16p phim, 16p
bao vé. Mat d toi da 3.3.
Sonde dan luu mang phoi chat lidu Silicone ¢6 cac 16
Sonde dn thoat dich chéng tic nghén, ap luc -120 + 5SmmHg, dai
. 500mm.
6.87 luu mang .
phéi Céc cO tu 9Fr, 12Fr, 15Fr, 16Fr, 18Fr, 20FT, 21FT,
22Fr, 24Fr, 27Fr, 28Fr, 30Fr, 32Fr, 33Fr, 34Fr, 36FT,
40Fr
Sonde din
6.88 | luu 6 bung | Day tron, mém déo va trong sudt.

cac sO
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phan )
Sonde
6.89 Foley 2 | Sonde Foley 2 nhanh céc s6 . San xudt tir cao su thién
nhanh cac | nhién, khong chita DEHP. V0 trung.
50
6.90 Sonde hau C)ng thong hau moén cac s6 22,24.26,28. Day dai
mon 400mm lam ttr nhya PVC.
Sonde Ong dai > 40cm, bang cao su. Pau hd véi 2 16 bén giup
6.91 Nelaton x Z.
o dan luu to1 da.
cac so
Tam trai
6.92 nilon vo | Pugc lam nguyén li¢u manh nylon PEHD kich thuéc >
trung Im x | 100cm x 130cm.
1,3m
Pau 3 gidc nbi voi day dai 3m. Tay dao cau tao nhu
6.03 Tay dao | cay viét voi m@t’dﬁu dé lip dau dao mo, ‘Erén th’én tay
dién dao c6 hai nat bam tuong trng véi hai ché do cat
(CUT) va cAm méu don cuc (COAG)
6.94 Than hoat | Bot than hoat tinh. Tui > 1kg
T0i méau don dung tich luu trit > 250ml.
Kim lay mau c& 16G,
Pong goi 2 16p gdm c6 thi nhém bao ngoai; 3-5 thi/thi
o nhom; tai mau chua st dung co thé luu trir dén 15
Tu1 mau . .
6.95 don ngéy sau khi b(’)f: tui nhom. ’
Chiéu dai day lay méau 950mm, c6 13 ma so.
Ong day c6 duong kinh ngoai 4.5 mm, dudng kinh
trong 3.0 mm
Tai chira 35 ml dung dich chéng dong CPDA-1.
6.96 Tui {111:(’)’0 San xudt tir nhya y t& PVC, khong ddce hai. Kich co
tiéu 2000ml, do day 1.2mm, phan vach r6 rang. C6 vach
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phﬁn

Tén hang
hoa

Yéu ciu dic tinh thong sé k¥ thuit ciia hang hoa
(Hoic twong dwong, hoic tot hon)

dung tich mdi 100ml. Pam bao kin khéng 1o ri. C6
bang chia vach nghiéng cho phép theo doi luong nudce
tiéu cyc it (25ml) trong nhiing trudng hop bénh nhan
thiéu niéu. Van x4 thoat day chtr T, chéng trao nguoc,
6ng dau vao 90cm. Co quai treo bang nhwa PVC. Than
tui co6 bang ghi thong tin co ban vé bénh nhan: Ho tén,
sO giuong, s phong. San pham dugce tiét trung Co gidy
chirng nhan dat ti€u chuan FDA/CE, tiéu chuéan tiét
trung ISO 11135

6.97

Vién khur
khuin

Vién sui khir khuan, thanh phan 2,5g Troclosense
Sodium - Dang vién sui tan nhanh trong nuéc, dung
khir khuan bé mat, b vai, diét vi khuan gram am &
gram duong Hoat dong hiéu qua ké ca khi c6 sy hién
dién chét hitu co, PH: 5.0 - 6.5 - 1 vién ning 5g ¢o
thanh phan: hoat chat Troclosense Sodium 50% tuong
duong 2.5g/vién, Apidic acid 1,2g/vién tuong duong
24%. trong lugng 1 vién, Hop 100 vién.

- Pat cac tiéu chuan: ISO 13485 hoic twong duong

6.98

Vit cung

duong kinh ren 3.5mm; duong kinh mii vit luc giac
5.9mm; budc ren 1.25.mm, mii to vit 2.5mm;

- €0 26 cd dai tr 10->60mm;

- Chat liéu thép khong gi.

Pat chat luong ISO 13485 va EC hoic twong duong;

6.99

Vit cung

duong kinh ren 4.5mm; duong kinh mii vit 7.9mm;
miii t6 vit 3.5mm

- C6 26 cd; chiéu dai ting 2mm tir 14mm dén 60mm;
tang Smm tir 60mm dén 70mm;

- Chat liéu thép khong gi

- Pat chét luong ISO 13485 va EC hoac tuong duong;
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phan )
duong kinh ren 4.5mm; ren ngan, duong kinh mil vit
8mm;
6.100 | Vitxép |- chiéu dai tir 25-70mm; mdi ¢ ting Smm
- chit liéu thép khong gi
- Pat chét lugng ISO 13485 va EC hodc tuong duong.
duong kinh ren 4.0mm; ren ngan 1/3, dudng kinh mil
vit 5.9mm
- chiéu dai mdi ¢& ting 2mm tir 20mm dén 30mm; ting
6.101 | Vitxép |5Smm tir 30mm dén 60mm;
- Tuong thich tr¢g cu déng bo bt vit
- chét liéu thép khong gi
- Pat chét luong ISO 13485 va EC hodc tuong duong ;
vong de? Vong deo tay bénh nhan. Chét liéu PVC, cac c& nguoi
6.102 | taymeva |, ,
be 16m, tré em.

1.3. Cac yéu cau khac

* Nha thau phdi nép cung véi E-HSDT cdc tdi ligu sau diy:

D061 voi toan bo hang hoa:

- C6 Catalog hodc tai liéu k¥ thuat khac cia Nha san xuét c6 day du ndi dung
chtrng minh céc dic tinh, thong s6 ky thuat dbi véi cac hang héa chao thau (Néu 1a
ngdn ngir nude ngodi phai co ban dich sang tiéng Viét) co day du ndi dung ching
minh thong s6 k¥ thuat ddi véi cac hang hoa tham du thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh x4c giita ban goc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng

yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

- C¢ file word dinh kém duong link tra ctru tai li¢u k¥ thuat ctia hang héa duoc

cong bd trén Website chinh thirc ciia Hang san xuat/ Hang chi s¢ hitu.

D4i v6i hang hoa 13 Thiét bi y té&: Nop thém cac tai liéu sau.




- C6 gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hoic CE
hodc FDA hodc tuong duong ctia nha san xuét con hiéu luc véi cac mat hang tham
du.

- S6 luu hanh con hiéu luc bao gdm S6 cong bé tiéu chuan ap dung dbi véi
thiét bi y té thudc loai A, B do S Y té cép hodc S6 gidy chimg nhan dang ky luu
hanh ddi véi thiét bi y té thudc loai C, D do B 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
56 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

Luuy:

- Trong truong hop Nha thau ching minh hang hoa chao thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang héa d6.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (D6i voi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sé 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.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai lidu hodc hoan thién hop
ddng: Nha thau phai ndp céc tai liéu ching minh kha ning cung ing hang héa c6
ngudn goc ré rang va hop 1¢, nham dam bao dap tng yéu cau vé nang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Truong hop Nha thau khong thé cung cap tai liéu chtimg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s6 214/2025/ND-CP.

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

1. Cam két tat ca hang hoa cung cap méi 100%, san xuét tir nam 2025 trd di
chua qua st dung, c6 ngudn gdc xudt xr rd rang, con nguyén dai, nguyén kién theo
quy cach dong goi clia nha san xuat.

2. Tai bude ddi chiéu tai liéu, nha thau cung cép hang hoa dé Bén mua tién
hanh Xéc nhan gié tri sir dung ctia phuong phap trong Quan 1y chat luong xét nghiém
theo Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ctia Bo Y té; trong truong hop
thir nghiém hang hoa thuc té khong dap ung dung tinh ning k¥ thuat da chao tai E-



HSDT va yéu cau ki thuat cia E-HSMT thi dugc hiéu nha thau khong dap tmg danh
gia vé k¥ thuat. Trong trudng hop nha thau khong dong ¥ cung cap hang hoa thir
nghiém tai budc ddi chiéu tai liéu, hang hoa cung cip theo Hop dong sau khi Bén
mua thtr nghiém khong dap tng duoc Quyét dinh s 2429/QD-BYT ngay
12/06/2017 ctia BO Y té, nha thau s& bi chdm dut hop ddng va Bén mua sé& ra Quyét
dinh xtr Iy vi pham va ding tai 1én Hé théng mang dau thau Qubc gia.

3. Cam két cung cap hang hoa trong thoi gian 3 ngay lam viéc ké tir lac nhan
duoc don hang ctia Pon vi, d6i véi truong hop giao hang gip, dot xuat: trong vong
48 gid.

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa
dugc yéu cau s& dugc t chire tai Trung tam Y té Tia Chua; Dia chi: TDP Tan Phong,
xa Tua Chua, tinh Pién Bién. Hang hoa nha thau cung cap trudc khi duoc nghiém
thu s& dugc bén moi thau kiém. Bat ctr hang hoa nao khong dam bao chat luong theo
yéu cau ciia E-HSMT va E-HSDT sé& khong dugc nghiém thu.






