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

Muc 1. Yéu ciu vé ky thuat

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

1.1. Giéi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy toan mua sdm: Mua Vit tu y té, hoa chat, sinh phé\m st dung nam
2026-2027 ctia bénh vién da khoa Dak Nong.

- Tén goi thdu: Mua vat tu y té, hoa chat, sinh phdm st dung ndm 2026-2027
ctia bénh vién da khoa Pik Nong.

- Chu dau tu: Bénh vién da khoa Dk Nong

- Pja diém thyc hién: Bénh vién da khoa Pak Nong. Dia chi: T6 4, Phuong
Pong Gia Nghia, tinh Lam Pong

- Hinh thirc lya chon nha thau: PAu thau rong rii, trong nudc, qua mang.

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

- Ngudn vén: Ngudn thu su nghiép.

- Thoi gian bat dau to chirc lya chon nha thau: Quy I ndm 2026

- Loai hop dong: Pon gia cb dinh.

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu cau vé k¥ thuét

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo6 ta thong sd k¥ thuat cta hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thu cac thong sd k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phi: hop véi diéu kién cung
cdp nhung phdai dim bdo yéu ciu cé thong sé ky thugt, tinh ning siv dung, tiéu
chudn cong nghé “twong dwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cip tai liéu chimg minh su dap tmg tot hon ctia 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) Tuong duong vé ham luong, ndng do, tinh chat

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

- Nha thau phai cam két hang hoa tuong thich véi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cac mdt hang sir dung cho mdy ¢ tai bénh
vién), bﬁng mot trong cac cach sau:

+ Tai liéu k¥ thudt cia nha san xuat hang hoa chao thau thé hién noi dung
nay.

+ Tai liéu nghiém thu cua 01 don vi st dung bat ky nao di sir dung hang hoa
chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tot.

+ Cam két sau 01 thang ban giao hang héa tai Pon vi st dung, c6 két qua
ngoai kiém dap ing yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu Pon
vi str 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 tng tinh phap ly hang hoéa (file word/excel + ban ky déng dau, scan
dinh kém E-HSDT):

Tén Tiéu
thwon, u . chuan | Thon
wong | ema| Ten | | O S6 lwu an | hong
mai tham | . | Chi| cach . .l oK . . chat tin ké
. . hi¢u / | nha . j Phan loai thiét | hanh caa X i L.,
Tén khao v . s¢ | domg | . . Giay phép | lwong |khaigia| . . .
Nhan | san bi y té theo Nghii TTBYT Tai li¢u san

TT| hang | (luu y tén hiru [g6i cia ban hang | ISO, |(néu cé)/

mac | xuat. . dinh hoac . . ham
héa | hing héa | + | (néu| hang : : (néu ¢6) | CE,... |niém yét P
< san | Xuat| , 98/2021/ND-CP| GPNK [
theo So ; , | ¢6) (hoa du £, (Ghi rd | gia (néu
. pham | xw R (néu co) . N
Iuu hanh thau ngay c6)
TTBYT) hét han)

M @ 3) @ | & 16 0 ®) ©) (10) I | a2 (13)




Néu r6 hang hoa
duoc phan logi
ndo kém theo sé

van ban phap Iy - Catalog,
nhuw sau: Ghi 16 ddy Brochure,
o - 86 cong bé tiéu| Theo hang | @i toan bo Pay dvi 2| Huéng dan
Tén hang P i " . Theo i . i
) Theo chuan ap dung |hoa thuc té| qud trinh: . thong tin:| sur dung, ...
hoa Theo | Theo | . . Theo | .. . . . . < | hang D . 7
. . . hang| . doi voi thiet bi y |(do co quan| Tén cu thé | Gia va |cua nha san
Theo | TTBYT la | hang | hang | . °| hang | , . i . . . |hbathuc| =~ . «
1 P , i hoa 7 |té thudc logi A, B| co tham | Chu so hitu | |Thoi gian xudat.
HSMT|theo S6 luu| hoa | hoa hoa Ak 2, te (Ghi | , ~. o
. p thuc <| - Hodc So giay | quyén cua | TTBYT-> | _° . | hét hiéu | - Tailiéu
hanh thuec te lthuc té|  *; |thucté| o i o ro ngay , .
TTBYT te chung nhan dang| Viét Nam | Nha phdn hét han) lyc chirng minh
' . . L et han .
ky lvu hanh doi cdp)  |phoi (néu co) © 7| (néu co) | cua bén thw
véi thiét bi y té -> Nha thau ba

thuéc loai C, D
- Hodc Bang
\phan loai TTBYT]
A, B CD
\Nha thau cam két nhitng nji dung ké khai néu trén la chinh xdc va hoan toan chiu trach nhiém vé théng tin ké khai.
Triong hop Nha thau cé tinh ké khai théng tin khéng trung thiee nhdm viegt qua buée danh gid vé kj thudt sé duwoe coi la hanh vi
\gian lgn trong ddu thdu theo quy dinh tai Khoan 4 DPiéu 16 Ludt Pdu thau va Nha thau sé hodn toan chiu trach nhiém, chd}) nhdn
chiu xit Iy theo quy dinh ciia E-HSMT va phdp ludt vé ddu thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, ddi voi hang hoa 1a vat tu,
nha thau phai cung cap ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT. Trong trudng hop tén hang hoa theo khong tring véi
Thong tu s6 04/2017/TT-BYT va cac van ban lién quan, nha thau c6 trach nhiém
phéi hop cting Bén mua giai quyét va dinh chinh thong tin dé thuc hién thanh toan
BHYT

- Nha thau phai c6 bang dap tng vé k¥ thuat ciia hang hoa chao thau so sanh
v6i yéu cau ky thudt cia E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

STT| Tén | Yéucauky | Déapungky Tai liéu k¥ thuat tham chiéu

hang | thuat cua Ho | thuat caa HO trong E-HSDT

hoa so moi thau so du thau Tai | Tai lieu tham chiéu

liéu | bang tiéng Viét (Luu y:

tham | Nha thau phai dam bao

chiéu | tinh chinh xac gi{ta noi

bang | dung tiéng Anh va tiéng

tiéng | Viét. Trong truong hop




Anh |cO su sai khac, To
chuyén gia s& yéu cau
lam ro0 E-HSDT. Viéc
nha thau ¢d tinh dich sai
ndi dung nham dap tng
yéu cdu ctia E-HSMT,
tuy muc dg co thé duoc
coi la hanh vi gian 1an)

@M @ 3) 4 (3) (6)
1 Theo | Tén hang hoa | - Tén hang hoa
HSMT | theo HSMT |theo S6 luu
hanh TTBYT
- Model: ...
- Nha san xuét:
- Xuat xu: ...
- Chu s¢ hitu
(néu co): ...
Mo ta hang | Mo ta hang héa | Dan chiéu ting chi tiét mo ta
hoa cia E- |cia E-HSDT | hang hoa (trich din cu thé toi
HSMT (chi tiét dap | Trang... cua Catalog/Tai liéu k¥
ung tirng muc) | thudt va Mo ta hinh anh... thudc
E-HSDT) (theo vi du dudi day)
Pong thoi, nha thau can danh
dau (Highlight) trén tai liéu k¥
thuat thong s6 cu thé cua hang
hoa dap ung yéu cau ky thuat tai
E-HSMT.
Vi du: Do phan Do phan giai: | Catalog trang 2 “Resolution:
gidi: > 1920x1080p 1920x1080p”
1920x1080p
Nguon sang: | Neuon — sdng: | Catalog trang 2 “Light source:
LED hoac | LED High power white led”




twong duong

Tieu chi dép |- Tai lieu chung minh theo

ung tuong | huéng dan bén trén vé “Noi ham

duong hoic tbt | twong duong”

hon - Hodc tai li¢u ching minh mot
s tinh ning ky thuat cia E-
HSMT dua ra 1a ti€u chi khong
co ban (vi¢gc khong dap ung
khong lam anh hudng téi tinh
nang st dung cua hang hoa du
thau) kém theo dan chung phap
1y va khoa hoc cu thé (khéng
chap nhan cac 1ap luan tu suy
dién) dé T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi gay | Tai liéu ching minh yéu cau ky

han ché nha | thuat chi co duy nhét 01 nha san

thau  (khong | xuit dap Gmg

duoc xem xét

va danh gid)

Nha thau cam két nhivng ndi dung ké khai néu trén la chinh xdc va hoan toan
chiu trdach nhi¢m vé théng tin ké khai.

Truwong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khong dung
v6i Thong sé kj thudt ma Nha san xudt cong bo nham vieot qua bude danh gid vé
ky thudt sé dwoc coi la hanh vi gian 1dn trong dau thau theo quy dinh tai Khodn 4
Piéu 16 Ludt Déu thau va Nha thau sé hoan toan chiu trach nhiém, chcfp nhan
chiu xit Iy theo quy dinh ciia E-HSMT va phdp ludt vé dau thdau

1.2.2. Yéu cau k¥ thuat chi tiét:




ST

Danh muc
hang hoa

Yéu cu vé cdu hinh, tinh ning k¥ thuit co ban cia
hang hoa
(Hoiic twong dwong, hoic tét hon)

Phan 1: Bong, bing, gac, vit liéu cAm mau, dung dich sat khuan,

1 . 5 . 2
rira vet thuwong, dieu tri vét thwong: 18 san pham
. . Bong md, nguyén liéu: bong khong hit nude duge ché
Bong khong o X N n D .
1.1 |, , tur 16ng cta hat cay bong, khong loai md, Quy cach:
hut nudc R
cudn >1 kg.
1.2 | Nudc Javen Javen 10-12%. Dang 16ng.
Dung dich sat
kl? n;g ;; . > Didecyl dimethyl ammonium chloride 0,1(% w/w),
uan, khur . . .
1.3 . Poly(hexamethylenebiguanide) hydrochloride 0,1(%
trung dung cu L
, . w/w), Ethanol 30 (% w/w), Chai xit > 750ml.
cac loai
Dung dich sat
khuan, kht | Thanh phan: Hydro Peroxide > 6% (w/w), Nano Silver
trung trong >0.006% (w/w) va cac chat phu gia vira di 100%.
phong xét Puoc khao nghiém kha nang tiéu diét nhanh 6 chung
1.4 | nghiém, khuan:
budng md, Staphylococcus aureus, Pseudomonas aeruginosa,
budng bénh Shigella flexneri, Bacillus subtilis, Candida albicans,
(dang phun Mycobacter tuberculosis.
suong)
Lam tir bot thach cao lién gac (Thach cao > 97%, gac
L5 Bang bot bo 100% cotton). Vo 1a gidy bac chéng am, 18i nhya 4
"~ | nho canh, 2 canh phinh to & giira giup thim nudc déu va giir
bang bot. Kich thudc 10cm x 4,6m.
Lam tir bot thach cao lién gac (Thach cao > 97%, gac
Bing bot b 1%%mﬁmﬂYéb?@EmQﬁm%mﬂﬁme{.~
1.6 16 canh, 2 canh phinh to ¢ gitra giup tham nudc déu va gil

bang bot. Kich thude 15cmx4,6m; Thach cao nguyén
chat 97%.




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
T | hang héa hang hoa
g (Hoiic twong dwong, hoic tét hon)
Béng dinh co
1.7 | gian 10cm x | Bang dinh co gian 10cm x 10m.
10m
Bang dinh co
1.8 | gidn 15cm x | Bang dinh co gian 15c¢m x 10m.
10m
Bing dan mi | Bao bi plastic dam bao vo khuan riéng tirng miéng
1.9 | cac loai, cac | bang. Lép film Polyurethane trong sudt: Chéng tham
co nudc va vi khuan xam nhap, rao can chéng virus.
1.1 | Bang keo lua | Chat lidu vai lua, keo Acrylic khong dung moi, khong
0 |yté gay di ung. Chiéu dai > 9 mét, chiéu rong > 2,5 cm.
. .z | Bang keo giéy > 2 5cm x 5m, chét liéu khong dét
1.1 | Bang keo giay . C ,
1 125 5 Polyester + Resin. Keo Acrylic danh cho da nhay cam.
Scm x Sm . .
Tiéu chuan chat luong ISO, CE hodc twrong duong
1.1 |Gacdanluu | Gac dan luu noi soi 1,5cm x 80cm x 12 16p vai khong
2 | no1 soil dét, tiét trung c6 can quan, 100% Cotton.
1.1 < Gac dan luu 3,5cm x 75¢m x 8 16p véi khong dét, tiét
Gac dan luu : o
3 trung co can quan.
Miéng ca C
1.1 | eRB A M iéng cAm m4u mii nguyén liéu PVA 8 x 1.5 x 2cm,
4 |maumii V4 trim
khong ty tiéu &
1.1 | Vatliéu cAm | Vat liéu cAm mau tu tiéu cellulose oxy hoa tai td hop
5 | mau tiét trung | (Cam mau so ndo) kich thudc 10x20cm.
B9 vat tu hat
dich VAC lon L= .
o Bo6 16n gom (Ong hat dich, miéng keo, Foam NANO
1.1 | Foam NANO | e o n 9 .
. ] kém 15 x 26 x 3cm, doi gang, b thay bang, ludi dao
6 | kém khang 5)
. mo).
khuan khang

nam co 1én




ST

Danh muc
hang hoa

Yéu cu vé cdu hinh, tinh ning k¥ thuit co ban cia
hang hoa
(Hoiic twong dwong, hoic tét hon)

1.1

B¢ vat tu hat
dich VAC
Foam NANO
kém khang
khuan khéng
nam cd trung

B0 trung gom (Ong hit dich, miéng keo, foam NANO
kém 12,5 x 18 x 3cm dobi gang, by thay bang, ludi dao
mo).

1.1

B6 vt tu hit
dich VAC
nhd Foam
NANO kém
khang khuan
khang nim c&
nho

Gom (6ng hut dich, miéng keo, Foam NANO kém 10 x
7.5 x 3 cm, d6i gang, bo thay bang, ludi dao md).

Phéan 2: T, lo, 6ng noi, day noi, chac noi, catheter, Bo that tinh

2 mach thue quan dung mét 1an cac loai, cic c¢&: 17 sin pham
Tai ép dep tiét | Tai hap tiét trung loai dep dung dé dong goi hap tiét
2.1 |tring 150mm | tring cac dung cu phiu thuat va trang thiét b y té, kich
x 200m. thudc: 150mmx200m, co6 chi thi héa hoc chuyén mau.
Tai ép gom: Khong chira chi, kim loai ning va cac vt
Ti €p tict liéu doc hai. Chi thi hoa hoc chuyén mau déng nhét sau
2.2 | tring nhiét 46 | khi tiét khuan. Twong thich phuong phap tiét khuan
thap nhiét d6 thap bang H202. Pat tiéu chuan ISO hoic
twong duong. Kich thudc: 350mmx70m
T ép gém: Khong chira chi, kim loai ndng va cac vat
Tai ép tiét liéu doc hai. Chi thi hoa hoc chuyén méau dong nhét sau
2.3 | tring nhiét 46 | khi tiét khuan. Twong thich phuong phap tiét khuan

thap

nhiét d6 thap bang H202. Pat tiéu chuan ISO hoic
tuong duong. Kich thudc: 300mmx70m




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
. ,’ hang hoa
T hang hoa (Hoiic twong dwong, hoic tét hon)
T ép gém: Khong chura chi, kim loai ndng va cac vat
Ti ép tiét li€u doc hai. Chi thi héa hoc chuyén mau déng nhét sau
2.4 | tring nhiét d6 | khi tiét khuan. Twong thich phuong phap tiét khuan
thép nhiét do thép béng H202. Pat tiéu chuan ISO hoic
tuong duong. Kich thudc: 250mmx70m
Tai ép gdm: Khong chira chi, kim loai ning va cac vt
Tai ép tiét liéu doc hai. Chi thi hoa hoc chuyén mau dong nhat sau
2.5 | tring nhiét 4o | khi tiét khuan. Twong thich phuong phap tiét khuan
thap nhiét d6 thap bang H202. Pat tiéu chuan ISO hoic
tuong duong. Kich thudc: 200mm x 70m
T €p gém: Khong chira chi, kim loai ndng va cac vat
T ép tiét liéu doc hai. Chi thi hoa hoc chuyén mau déng nhét sau
2.6 | trung nhiét 46 | khi tiét khuan. Twong thich phuong phap tiét khuan
thap nhiét d6 thap bang H202. Pat tiéu chuan ISO hoic
tuong duong. Kich thudc: 150mmx70m
T €p gém: Khong chira chi, kim loai ndng va cac vat
Tui ép tiét liéu doc hai. Chi thi hoa hoc chuyén mau dong nhat sau
2.7 | tring nhiét 46 | khi tiét khuan. Twong thich phuong phap tiét khuan
thap nhiét d6 thap bang H202. Pat tiéu chuan ISO hoic
tuong duong. Kich thudce: 100mmx70m
Lo nhya dung
)8 1’11’27111 PS 50ml | Lo nhya dung mau vo trung PS 50ml nép do, c6 nhan,
"~ | nap do, c6 dong goi ro1i timg cai.
nhan
Ol,lg Ch}I ea Bo san pham bao gom 6ng T-Tube kém day oxy 2 mét
2.9 | may tho T- . .
va 1 van venturi 60%.
Tube
2.1 Ong ndi day C)ng ndi day may thd cao tan, dung mot lan, co tiét
0 | may thé trung (loai da hudng)




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
. ,’ hang hoa
T hang hoa . . X
(Hoac twong dwong, hoac tot hon)
2.1 | Day méy the BFS day may g:ély l”né cao tan, .(ja h}rorng, .dAl‘mgvm(f)t lan,
dung cho ngudi 16n, dugc thiét ké véi hi¢u nang cao
1 |2trong 1 ., 1. N A A 1A A
gitp loai bo tac nghén va ro ri bén trong day.
21 Bo6 day thd Day thé 2 bay }’lu’(’TC d,émh cho moi
é mé‘y su dung | may thd xam lan. Chat liéu nhya PE. Size tré em, d0
1 1an tré em dai> 1m6
Chiéu dai mach chinh: > 1,2m. Chiéu dai nhanh phu: >
Bo day thd | 0,6m. Chat liéu silicone y té khong doc kém phu ki¢n
2.1 | may silicon gom (02 coc bay nuéc dung nhiéu 1an, 01 co ndi chit Y
3 | nguoi co cong va nap an toan, 02 dau ndi thang 22M-22M, 01
16m gia & dng thong, 01 day ap luc, 02 mach ong silicone
dai >1,2m).
chiéu dai mach chinh: >1,2m. Chiéu dai nhanh phuy: >
Bo day tho 016m. Chét liéli siliC(?ne y té khing ?C)c kem p}iu kiéln
2.1 may silicon gomq(OZ coc })ay nudc dung flhlelrl lanﬁ, 01 condichtr Y
4 16 em co céng va ndp an toan, 02 dau noi thang 2,2M—22M, 01
gia do ong thong, 01 day &p luc, 02 mach Ong silicone
dai >1,2m).
Catheter tinh mach trung trdm 2 nong nguoi 1on 7Fr x
B tiem 16cm/20cm c& nong (14/18Ga) bao gdm: Catheter
)1 '[I'l;.y An finh polyurethane tu’(z“ng thich s‘inh hoc ¢6 can quang, 7F x
5 | mach trung 16‘/200111. Day danJ le:tm bang hop kim Nickel Titan
téﬁl 2 nong. mém va linh I~10at, chong gay gap. Cay nong, bom tiém
Sml, kim Y dan duong, dao, hub, canh khau c6 dinh
cathete.
Catheter than nhén tao, chat liéu polyurethane c6 can
51 Catheter l?c quang, co thu:('rc do dé danh dau vi tri dit catheter. C&
6 mau hai dau | 12F, 16¢cm (toc d6 297/297ml/phut) hodc 12F, 20cm

nong

(tbc do 285/285ml/phut). Pau ndi catheter co nut chin
van hai chiéu tranh nhidm khuén.




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
. i hang hoa
T hang hoa < Y
(Hoac twong dwong, hoac tot hon)
Pau thét tinh mach thuc quan
21 Pau thit tinh | Cau hinh gdm: 01 dau thit. Thong s6: Dung thét tinh
& mach thuc mach thuc quan, duong kinh 9.5 t6i 11.2mm, c6 6 vong
quan that.
Str dung mot lan
3 | Phin 3: Vit tw y té sir dung trong chin doan, diéu tri: 12 sin phim

Goi thir chat lugng may tiét khuan hoi nudc. Thanh

Gidy thtr kiém | phan: Gidy 90-98%; Sulfur 1-2%; Acrylic polymer 0-
3.1 |trachat luong | 1%. Kich thuéc > 11.5¢cm x 11.5¢cm. Tuong thich véi
10 tiét khuan | chu trinh tiét khuan 121°C hay 134°C. Tiéu chuan chét
lugng: ISO hoac tuong duong.
Mask khi ) .
P C6 day va biu dung thubc
dung
Mask thé
3.3 |silicon tré so | size 0
sinh
Mask thé
3.4 |silicon tré so | size 1
sinh
Mask th¢
35 | . a.1s 07 size 2
silicon tré em
. .. | Bop bong bang PVC Mit na PVC. Thé tich tai dy tri:
Bop bong tré i ] A
3.6 1600 ml. The tich bong: 350 ml. Trong lugng co thé: 10
em x
- 30 kg. Day dan oxy
Bon b Bop bong bang PVC. Mit na PVC. Thé tich tai chira:
6p bon . ,
3.7 p‘ , ,g 2000 ml. The tich bong: 800 ml. Trong luong co thé: >
nguoi 16n o
30 kg. Day dan oxy.
., Bop bong bang PVC. Mit na PVC. Thé tich tai chira:
Bép bong so i ] R
3.8 | . h 1600 ml. The tich bong: 150 ml. Trong lugng co thé: <
sin

10 kg. Day dan oxy.




ST

Danh muc

Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

. i hang hoa
T hang hoa < Y
(Hoac twong dwong, hoac tot hon)
Bau x6ng khi | Bau xong khi dung cho may thd c6 3 cong, 1 dau ndi
3.9 | dung cho may | may thé, 1 ndi canuyn, con dau con lai 1 bau xong khi
tho dung.
31 Thanh phan: Carbomer, glycerin, water, gel trong
(') Gel siéu 4am | khong mui, than nude, khong bot khi, khong chat an
mon dung siéu 4m chuan doan hinh anh. Can >=5 lit.
3.1
i Ly nhyua Ly nhya
3.1 | Pau hut mii - - .
N | Chat liéu nhya y t€ dai: 3.5cm, dudng kinh 16: 0.5 cm
2 | (Paulam keé)
4 | Phan 4: Vit tu, hoa chat dung cho Nha khoa: 09 sin pham
La hop chét chita monomer wa nuéc ding dé lién két
41 Keo dan vat | v6i cdu tric rang va ca nhitng monomer ky nuéc tao ra
" | liéu tram rang | lién két voi vat liéu phuc hdi, thuong dung trén men va
nga rang, ap dung trong quy trinh trdm rang, dinh hat.
Choi danh ..
42 |, Cho1 danh bong rang.
bong rang
Soi nham k& siéu mong nhung rat chac chan. Bén chic
4.3 | Pai Nham ké . e e n an g ,g
déo dai v6i nhiéu d6 min khac nhau.
Vit liéu tram : : .
e g Bot Calcium Hydroxide sat trung dung trong chira tri
4.4 | rang bit Ong p ]
, ong tuy. Lo >10g.
tuy
La bot danh bong sau cao vo1, mui vi tuyét voi vol
4.5 | SO danh bong N S et y
nhiéu huong, min, dung loai bdo mang bam.
Tram dua . ‘ .
. Dung cu nha khoa dua chat han rang vao ong tuy voi
4.6 | chat han rang eyl , R ,
< 4 . chuoi bang thép khong gi.
vao ong tuy
47 Gel bdi tron | Boi tron khi stra soan ong tiy véi tram tay. Cac 6ng tiy

ong tuy

bi canxi hda, cac rang sau véi ong tiy hep; Loai bo mun
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nga. (Tuyp
>=Tml).
Cung c6 dinh | Thanh phan: Thép khong gi, cau tao gdm cung, day
48 | . N 1 . <
ham kém, dé bé cong theo hinh dang rang.

Thudc diét

Thanh phan: Anhydrit arsenic, Cocain hydroclorid,

49
tuy Phenol.
5 | Phan 5: Qua Loc mau: 07 san pham
2 1 14
Qua locmau || . 1 kit tuong thich khi chay trén may B/BRAUN. 1
kém h¢ thong AR x . x
dav da . b0 to1 thi€u gom: Day dan dong mach, tinh mach, dan
ay dan mau . . .
5.1 ) Y | .| dich thai, dich tham tach, dich bu, tai thai toi thiéu 7 lit,
rong loc mau . .
la %u T mang loc, 05 bd do ap luc loc khi bang ap suat kém
ién tuc va
L. mang loc 0,2 um.
hap phu
Qua loc mau
kém hé thé
“m ¢TI0 | L4 bo kit twong thich khi chay trén may B/BRAUN,
day dan mau , b 1A A A 4K a
, Qua loc mau kém hé thong day dan mau st dung cho
5.2 | st dung cho , . ren LA , A s
, . may loc mau lién tuc va hap phu. Str dung trén may
may loc mau :
o . Omni
lién tuc va
hap phu
Qua loc hap phu HA330 ban chat 1a cac hat Resin véi
. kha ning hap phu cac doc tb trong luong phan tir. Thé
Quilochdp | e HPR I B0 70070 FOTE One PR
53 b tich hap phu: 330ml, Kém day ndi. Dung cho bénh
u r ~ 2 14 14
PAk nahan soc nhiém khuan céc yéu t6 gay ra viém, ndi doc
td, suy da tang.
, a loc hap phuy, Thé tich hap phu: 230mL. Chi dinh
Qua loc hip QuA ¢ hap phu, p phu: 230mL. I
54 tuyét doi: Ngd doc Paraquat, thude diét chuot... Chi
phu . P
dinh tuong do1: cac loai ngd doc khac.
55 Qua loc mau | Thiét bi bao gdm: Day dong mach kém day dan chua

tach huyét

Heparin, céng choc kim va dau nhon; Day tinh mach




ST

Danh muc
hang hoa

Yéu cu vé cdu hinh, tinh ning k¥ thuit co ban cia
hang hoa
(Hoiic twong dwong, hoic tét hon)

tuong kém h¢
théng day dan
st dung cho
may loc mau
lién tuc

kém thi chtra chat thai 2 lit && moi dich; cong choc kim
va cong tiém truyén; day dan dich thai kém cong lay
mau; ddy dan dich thay thé kém tai lam 4m; tai dich
thai 7 lit; 5 bd loc khi mau kém mang loc 0,2 um, Su
dung trén may Omni

5.6

Qua hép phu
mau mot 1an

- Thé tich hap phy: >250mL

- Vat li€u vo: Nép qua loc va miéng dém mesh duoc
lam tir Polypropylene

- Vat liéu hap phu: Polystyrene resin, dap (mg tiéu
chuan FDA hoic twong duong

- Vit liéu phu: Hydrophilic graft

- Phuong thirc khir tring: Hap tu dong

- Thé tich moi: <130ml

- Thé tich khoang mau: >150ml

- Luu lugng méu tdi da t6i 250mL/phut

- Dai hap phu: 500~10kDa

- Dién tich hip phu: > 95.000m2

- Noi tro ti da: 4kPa

- Ap suét chiu dung tdi da: 100kPa

- B0 chiu luc cua hat: 8,1N

- Nang lyc hap phu: Cd(II): 89.0%, Hg(II): 89%,
Dimethoate: 98.4%, Paraquat: 96.3%, DDVP: 95.8%,
Phoxim:98.3%, Amlodipine Besylate: 94.3%,
Aminophylline: 78.6%, Antipsychotic: 87.9%,
dichlovros: 51.5%, Pentobarbital: 92.9%.

- pH: Su khac biét gitra gia tri pH ctia dung dich thir va
dung dich ddi chtng tring khong dugc qua 1,5

-Dbo hép phu tia cuc tim nhé hon 0,1

- Noi doc t6 vi khuan dudi 0,5EU/mL

- Kich thuéce 16 3-30nm (cho phép hip phu céac chét c6
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trong lugng phan tur 16m)
- San phém dat tiéu chuan: ISO 13485, EC hoic tuong
duong

5.7

Qua hép phu
mau mot lan

- Thé tich hap phu: > 350mL

- Vit liéu vo: Nép qua loc va miéng dém mesh duoc
lam ttr Polypropylene

- Vat liéu hap phu: Polystyrene resin, dap (mg tiéu
chuan FDA hoic twong duong

- Vit liéu phu: Hydrophilic graft

- Phuong thirc khir trung: Hap tu dong

- Thé tich méi: <170ml

- Thé tich khoang mau: >180ml

- Luu lugng méu tdi da t6i 250mL/phut

- Dai hap phu: 10~60kDa

- Dién tich hap phu: > 135.000m2

- Noi tro ti da: 4kPa

- Ap suét chiu dung tdi da: 100kPa

- B0 chiu luc cua hat: 8,1N

- Nang lyc hap phu: Endotoxin: 36.7%-52.5%, TNF-a:
31.1~71.2%, IL-1: 35%.

- pH: Su khac biét gitra gia tri pH cua dung dich thir va
dung dich doi ching trang khong dugc qua 1,5

- P hép phu tia cyc tim nho hon 0,1

- Noi doc t6 vi khuan duéi 0,5EU/mL

- Kich thuéc 16 3-30nm (cho phép hap phu cac chit c6
trong luong phan tir 16n)

- San phém dat tiéu chuén: ISO 13485, EC hoic tuong
duong

Phan 6: Chi khiu, dao phiu thuat: 11 sain pham
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Chi ol Chét liéu Polyamide 6.6, vo tring. Kim bang chat liéu
i phau .
h Af Khé thép khong gi Austenitic 321. Chi s6 2/0, s¢1 chi dai
uat khon
6.1 ) 't; 0 & 75cm, kim dai 24mm, 3/8 duong tron. mau xanh hodc
an ton . .
,g °p mau den. Ti€u chuan chat luong ISO, CE hodc tuong
don soi
duong
Chi phi Chat liéu Polyamide 6.6, v6 trung. Kim bang chét liéu
i phau .
. Af b thép khong gi Austenitic 321. Chi s6 5/0, soi chi dai
uat khon
6.2 ) 't; b - 75cm, kim dai 16mm, 3/8 duong tron. mau xanh hoac
an ton . .
fg P mau den. Ti€u chuan chat luong ISO, CE hodc tuong
don so1 5/0
duong
Chi b Chét liéu Polyamide 6.6, vo tring. Kim bang chat liéu
i phau .
h Af Khé thép khong gi Austenitic 321. Chi s6 6/0, so1 chi dai
uat khon
63 | i € | 75cm, kim dai 12mm, 3/8 dudng tron. mau xanh hoge
an ton , . .
g op mau den. Ti€u chuan chat luong ISO, CE hodc tuong
don soi1 6/0
duong
Chi khong
tiéu tong hop | Chi khong tan tong hop don s¢i polypropylene sb 2/0,
6.4 | don soi dai 90cm, 2 kim tron dau tron 25mm, 1/2C, kim bang
Polypropylen | chét liéu thép khong gi Austenitic 321
50 2/0
Chi khong
tiéu tong hop | Chi khong tan tong hop don soi polypropylene sb 3/0,
6.5 | don soi dai 90cm, 2 kim tron dau tron 25mm, 1/2C, kim bang
Polypropylen | chét liéu thép khong gi Austenitic 321
56 3/0
Chi khong
tiéu tong hop | Chi khong tan tong hop don soi polypropylene s6 7/0,
6.6 | don soi dai 90cm, 2 kim tron dau tron 8mm, kim bang chit liéu
Polypropylen | thép khong gi Austenitic 321

s6 7/0
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Chi tu tiéu Chi phau thuat tong hop da soi ty tiéu tiét tring
téng hop da Polyglactin 910 s6 5/0 dai 75cm, kim tron 1/2C, kim
6.7 |soi dai 17mm, kim bang chat liéu thép khong gi Austenitic
Polyglactin 321 phu silicon, tiéu chuan chét lugng ISO, CE hodc
5/0 tuong duong
Chi tan cham | Chi tan cham tu nhién chromic catgut s6 4/0, dai 75 cm,
6.8 | tu nhién sb kim tron 1/2¢, dai 26 mm. Chi lam tu collagen, soi
4/0 chac, d& uén. Kim thép 302 phu silicon.
Chi thép khau | Chi thép khau xuong banh ché s 7, dai 60 cm, kim tam
g | Xuongbanh | gidc 1/2c, dai 120 mm, kim bang chat ligu thép khong
che (Chi gi Austenitic 321 phu silicon, ti€u chuan chat lugng
khong tan) ISO, CE hodc tuong duong
Chét liéu ludi dao 1am bang thép cimg bé soi khong ri,
6.1 | Dao choc tidn do cing Z~.500 HV,W majli. theo cong néghé ca’nh méiA
0 | phong 15 do. ngang, lt.r(n dao phu. Silicon. Dao thang, goc 15 do,' ‘
" | canh mai ngang, hai mat vat. Cong nghé chong choéi dau
lud1 dao.
Chat liéu ludi dao 1am bang thép cing bé sgi khong ri,
Dao mb do cung > 500 HV, mai theo cong nghé canh mai
6.1 | Phaco 2,2mm, | ngang, ludi dao phu Silicon. Kich thude ludi dao
1 |2,8mm,2 mat | ngang: 2.2mm, 2.8mm canh mai ngang, hai mat vat,
vat. gap goc 45 do. bo day ludi dao 0.14mm. Cong nghé
chbng choi dau ludi dao.
7 | Phan 7: Phim X- quang cac loai, cic ¢: 02 sian pham
7.1 Phim chup Phim chup nha khoa kich thudc: 30,5mm x 40,5mm.
nha khoa
7 Phim dung Kich thudc 35x43 cm, dung trén may in Trimax TX55
cho may MRI | Laser Imaging System.
8 | Phan 8: Dung dich nhudm bao diing trong nhin khoa: 01 sin pham
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Dung dich
nhudm bao ) R

8.1 . Dung dich nhu¢m bao Phaco
dung trong
nhan khoa.

9 | Phan 9: Vit tw dung cho may laser Megapulse 70: 02 san pham

Nap Troca ndi

9.1 S6 3,5 va s6 5 chét liéu silicone
soi
Que dan
9.2 Laser 365um, | Que dan Laser 365um, loai sir dung nhiéu lan. St dung

loai str dung
nhicu lan

tuong tich cho may laser Megapulse 70

10 | Phan 10: Pinh: 02 sin pham
10. ) , Chat liéu Titanium; Than dinh co6 duong kinh 1.5, 2.0,
Dinh déo .
1 2.5,3.0,3.5,4.0mm, dai 300-440mm
1;)' Dinh rush Duong kinh 2.4/3.2/4.0/, dai 205-240
11 | Phan 11: Vit tuw y té chuyén khoa cdt song lung: 06 san pham
- Vat li¢u: Hop kim Titanium
- Thén vit: ¢6 2 kiéu ren (ren danh cho vo xuong va ren
Vit da tryc c¢0t | danh cho xuong Xép), thiét dién ren vit hinh tru
song lung, - Goc xoay trong khoang 40-50 do
11. | duong kinh - Kich ¢6: duong kinh: 4.5-7.5mm (budc tang 1mm),
1 [4.5-7.5mm, chiéu dai 20-60mm (budc ting Smm)
kém ¢ khoa | - Kém vit khoa trong: dudng kinh >10mm va chiéu cao
trong <5.3mm
- Tiéu chuén: I1SO, CE, FDA hoic tuong duong
- Ho tro tro cu di kém
Vit da truc - Vat liéu: Hop kim Titanium
11. N en aas . x . A Ae iR
5 dudi siéu dai | - Dung trong phau thuat can thi€p t61 thiéu qua da

khoa doi1 can

(MIS)
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thiép t6i thiéu |- C6 hé thong khoa doi
qua da kém - Kich c&: dudi dai trong khoang 110-120mm; dudng
vit khéa trong | kinh 5.0-7.5mm buéc ting 0.5mm, chiéu dai 25-100mm
budc ting Smm
- Kém vit khoa trong: hinh ng6i sao, c6 duong kinh
ngoai >10.6mm, chiéu cao >4.7mm
- Tiéu chuén: ISO, CE, FDA hoic twong duong
- Ho tro tro cu di kém
) - Vat lieu: Hop kim Titanium
Nep doc cot £ s
song thit lung | Nep doc uon san
. & E1. Mdt dau nhon, mét dau dep va co 16 tron
11. | dung trong , e s A qas \
x . - Tuong thich v&i vit c6 dudi dai trong khoang 110-
3 | phau thuat
thidp bat 120mm
can thi€p ba
) '5 - Kich ¢&: duong kinh >5.5mm, dai 40-90mm
vit qua da .
d - Tiéu chuin: ISO, CE, FDA hoic tuong duong
- Vat liéu: Hop kim Titanium
- Kich c&:
i1 Nep doc cot + Puong kinh: >6.0mm
4 " | sdng lung, dai | + Dai 400mm
400mm - Twong thich véi vit ¢6 2 kiéu ren (ren danh cho vo
xuong va ren danh cho xwong x0p)
- Tiéu chuan: ISO, CE, FDA hoic twong duong
- Vat li¢u: hop kim Titanium.
) - Buong kinh tir 5.0mm - 7.0mm, dai 35 - 60mm,
Vit da truc A A X
x At - Thiét ké: than vit rong nong c6 duong kinh trong <
rong rud X .2
I1. | . g N 1.8mm va > 9 16 d€ bom xi mang qua than vit vao than
dung dé bom X, A A N e s oas ,
5 dot song, dau miii vit c6 duong kinh <1.35mm.

x1 mang, kém
vit khoa trong

- Kém canulla bom xi méng c6 thé tich 2cc (mdi vach
0.5 cc) va ¢ khoa trong.
- Bong goi tiét trung tai hang.
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- Tiéu chuén: ISO, CE hoic twong duong
- H6 tro tro cu di kém

Nep doc cot

- Vat liéu: Hop kim titanium
- Nep doc thang

1 song that lung | - Tuong thich véi vit da truc rong rudt dung dé bom xi
6 dong g{)i tiét | mang ‘
trung san - Kich c&: duong kinh: <5.5mm, chiéu dai: 550mm
chinh hang - Pong goi tiét trung sin chinh hing
- Tiéu chuén: ISO, CE hoic twong duong
1 Phejm 12: Vit tu y té chuyén khoa néi soi Khép goi, khép vai: 08 sin
pham
Vong treo duoc 1am bang Chat liéu 100% UHMW- PE
(Ultra Hight Molecular Weight Polyethylene) hoac
tuong duong va 1 nut titanium TiAl-6-4V ELI hoac
12 Vit c\hét neo | twong duong 4 19, ¢ hai day kéo dugc 1am ‘Péng chat
i " | tu diéu cl‘linh ligu (UHMWPE) v6i 2 mau khac nhau. Chiéu dai vong
(Neo 1 dau) | treo gom 15, 20, 25, 30, 35, 40, 45, 50, 55, 60 mm. Kha
nang chiu tai kéo cao: < 1500N. Tai trong t61 da khi bi
16i: 1565N
* Tiéu chuan chat luong: ISO/CE hodc twong duong
Vit chdt neo | Vit chét liéu ty tiéu: 70% Poly (70/30: L/DL) + 30%
|, | Khépvaitu | TCP, than bat vit lam tir chat liéu thép khong gi. dung
5 tiéu kich trong no1 soi khop vai, kich thu(:wc 5.5 mm. Chi chat li¢u
thudce 5.5 cao phan tur (UHMWPE) siéu bén USP2
mm. Tiéu chuan: CE, ISO hoic tuwong duong
Vit chétneg | VI neo khop vai chat 1ie1‘1 PEE,K pht hop voi tiéu
12. | khop vai chuan ASTM F2026. DI:TO’ng kinh: ‘2.9mm,, 3:5mm,
3 | Excalibur 4.5mm, 5.5mm. Th'fin bat vit [am ba‘lr‘lg chat liéu thép
PEEK cic c& khong gi, can tay bat vit dugc lam bang nhya ABS.

Loai neo khong niit that. Dung cho phau phuat trat khdp
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vai ban phan, trat khop vai tai hoi, rach sun vién, rach
chop xoay. C6 chiéu dai 288.5mm
Tiéu chuan chét luong: ISO/CE hoic tuong duong
) , Than bat vit lam bang chit liéu khong gi phu hop véi
Vit neo khop

vai, chat liéu
peek cac loai,

tiéu chuidn ASTM F2848, trén nut neo c6 cac soi chi
khau bang chat liéu cao phan tit (UHMWPE). Neo

12. |77 Vit duong kinh 1.0mm, 1.5mm v&i 1 soi chi ¢& 0 chiéu dai
ac co (Vi
4 | € ‘;{h _ 1 (900 - 950) mm. Neo dudng kinh 2.0mm, 3.0 mm kém

neo vai . 3 , ,

DOP VAL 1 soi chi s6 2 chidu dai (900 - 950) mm, cén tay bt vit
n vién cac . ) :

Sl';) © dugc lam bang nhya ABS. C6 chiéu dai 340mm.

C . :

Tiéu chuan chat lugng: ISO/CE hoac tuong duong
Chit lidu: Polyvinyl Clorua déo cip y té, khong c6 mu
Thong s6 k¥ thuat: Chiéu dai: 2,55m. Pudng kinh trong
Smm.

o x Ong tudi c6 mit ngoai nhin, dng hut c6 mat ngoai co

B6 day dan ) . x N T LA,

12. . .. . | gan. Dung trong phau thuat ndi soi 6 khdp. Thiét ké co

nudc ndi soi Cah L . A re A K-

5 o2 k-h , hai dau day cam vao chai dich. Hoan thién v41 dau noi
a .

VAo ORIP | Luer SPIN-LOCK d8 tu6i khép nhanh hoic bom tuéi
dich trong qua trinh noi1 soi khdp. Puoc goi doi, vo
tring trong mot tii vo dé sir dung 1 lan.

Tiéu chuan chét luong: ISO/CE hoic tuong duong
Chét liéu: Polyvinyl Clorua linh hoat cap y té, khong
o x .| chua latex. Vi 3 khoa va dau do nhan dién ap luc ding
Day dannuée |, .. . .. nl 1A R \ , .
51 soi ch b phan day dung mot 1an mot ngay tuong thich vaoi
ndi soi cha
12. bi , i may bom c6 dai ap luc 10-150mmHg, dai luu lugng
ang may, , A qx: £ AR AN x <A
6 & may 0,1-2,0 I/phut. Chiéu dai >5m. Co6 dau do ap luc diéu

loai dung mot
lan

chinh luu lugng nudc dé tiét kiém nude, phi hop véi
may bom ap lyc PV-5201.
Tiéu chuan chét luong: ISO/CE hoic tuong duong
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Lud1 bao noi

Ludi bao cat loc mo ding trong ndi soi khép. Ludi bao
dung mot lan, duong kinh cac cd 2mm dai 70,

i khop DR
- S01 1 inz )| 75.85mm; c& 3mm dai 70, 75, 85, 130mm; C&4.2mm
. | cac loai 2.
i dai 125, 130, 145, 150mm; c& 5.5mm dai 125, 130,
7 | mm, 3.0 mm, . .. IO ,
145, 150mm; c& 5.9mm dai 130mm, chat liéu thép
4.0 mm, 5.0 R s A an X \ ,
khong gi. Toc do té1 da 8000 vong/phut
mm . .
Tiéu chuan chat lugng: ISO/CE hoac tuong duong
. .+ .. |Loai ludi cat dot duong kinh 3.75mm chiéu dai lam
Lud1 dot noi . N o 2
bi . viéc la 13.7cm, dau cat hinh Oval 90 d6. Pau ludi cat
soi bang son . N .
12 | Radi ig’ . 8 dot dugc trang bi chirc nang hut. Dau cat thiét ké ludng
. adio, loal R , . : .
e . o2 cuc cho phép cat chinh xac trong pham vi 200 Microns.
8 | ludil co thé A R A T
thdo 1o khoi Cong nghé plasma nhiét do thap gilp gidm ton thuong
a0 roi khoi .
) N mo, nhiét do duoc ki€ém soat dudi 50 do C.
ay cam. . . .
4 Tiéu chuan chat lugng: ISO/CE hoac tuong duong
13 Phin 13: B dung cu d6 xi ming cot song, loai c6 2 bong (khong cé
xi ming): 1 san pham
B6 dung cu do xi ming cot song, loai cd 2 bong bao
gom:
- 02 kim choc do kém 6ng rdng nong: c6 tdi thiéu 02
loai 11G - 13G, chit liéu than kim: thép khong gi
Bo dung cu + Kim choc do: dai >160mm, chiéu dai 1am viéc
d6 xi mang >142mm, duong kinh tr 1.8mm - 1.9mm
13. | cot séng, loai + C)ng rong nong: dai >152mm, chiéu dai lam viéc
1 |cb62bong >117mm, duong kinh tr 2.4mm - 30mm
(khong co xi | - 01 bo kim dng thong dan: kim nong va kim mo rong
mang) + Kim nong: dai >157mm, chiéu dai lam viéc

>125mm, duong kinh >4.5mm

+ Kim m¢ rdng: dai >172mm, chiéu dai 1am viéc
>150mm, duong kinh >3.7mm.
- 02 mili khoan tao ranh: dai >262mm, chiéu dai lam
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Yéu cu vé cdu hinh, tinh ning k¥ thuit co ban cia
hang hoa
(Hoiic twong dwong, hoic tét hon)

viéc >230mm, duong kinh >3.5mm
- 06 bo kim d6 va day xi ming (Cement Pusher &
Filler)

+ Kim do: dai >212mm, chiéu dai 1am viéc >190mm,
duong kinh >3.2mm

+ Kim day: dai >278mm, chiéu dai 1am viéc
>220mm, duong kinh >2.6mm
- 02 day dan duong: dau ti va dau nhon, chiéu dai
>270mm, duong kinh >1.8mm
- 02 Bong nong dét song: c6 tbi thiéu 03 kich c& véi
chiéu dai ban dau tir 10mm - 20mm, dung tich 3cc -
5cc, chiéu dai sau khi nd 16mm - 34mm, ap luc tdi da
400psi
- 02 Bom ap luc c6 dong ho do voi ap luc bom tbi da
400 PSI, c6 khoa gat
Dong goi tiét trung
Tiéu chuan ISO, CE hoic twong duong

14

Phian 14: Héa chat, sinh pham khang sinh d6: 18 san pham

14.

Moi truong
nudi cay vi
sinh dang
cong thurc

MBoi trudng Macconkey agar chuan bi san, chira trong
dia petri 90mm. Dung phan 14p va phan biét cho phat
hién céac vi khuan Enterobacteriaceae, Chira Bile Salts
va Crystallviolet gitip phan bié¢t gitra Coliforms va vi
khuan khéng 1én men lactose, trc ché vi khuén gram
duong.

14.

Moi truong
phan biét va
chon loc trung
binh

Moi trudng Samonella — Shigella Agar chuan bi san,
chtra trong dia petri 90mm, thé tich >25ml + 5%; Dung
nudi cay chon loc str dung cho phéan lap Salmonella va
mot s6 Shigella trong bénh pham.




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
T | hanghéa hang hoa
g (Hoiic twong dwong, hoic tét hon)
Moi truong Chocolate agar chuan bi sin, chira 7% mau
14 Moi truong ctru va ISO vitalex, B6 sung yéu t6 XV, chira trong dia
3 " | phan lap trung | petri 90mm, thé tich >25ml + 5%; Dung dé phan lap
tinh céc vi khuin khé moc Neisseria, Haemophilus va
Streptococcus pneumoniae.
Moi truon e .
14. ?1 < g Moi truong BHI 16ng, chuan bi san. Ti€u chuan: ISO
nuoi cay vi
4 | 13485 hoiic twong duong.
sinh
o MBoi truong thach mau chuan bi san, chira 5% mau ciru,
14. | Moi truong , ) X,
. ) chtra trong dia petri 90mm, thé tich >25ml + 5%; Thach
5 | tang sinh < s Cs S S X
mau doé tuoi, dung phan bi¢t cac kicu ti€u huyét: a, p.
Moi truong
inh ma .
51}111A I?Aau . Moi truong Chrom Orentation chuan bi san, chira trong
an lap va . ,
14. pm ’,p : dia petri 90mm, thé tich >25ml + 5%; Méi truong dung
biét hoda vi N 2 A 1A . AL in L
6 . . phan 1ap cac vi khuan gay bénh duong tiét niéu. Cac vi
sinh vat gay 2 N L. o o
. . khuan moc trén moi truong s€ sinh mau sac riéng biét.
bénh duong
tiét niéu
14. | Thudc thir : s .
Hoe Thudc thiur Catalase. Chuan bi san. Béng goéi: >10ml/ lo.
7 | Catalase
14 Thé dinh danh | Thé dinh danh vi khuan Gram am dugc st dung trén hé
g " | vi khuan théng VITEK 2 dé dinh danh ty dong cac truc khuan
Gram am Gram am lén men va khong 1én men.
14 Thé dinh danh | Thé dinh danh vi khudn Gram dwong duoc st dung trén
. " | vi khuan hé théng VITEK 2 hé théng dé dinh danh ty dong cac
Gram duong | vi khuan Gram duong.
Thé dinh danh nAm men dugc sir dung trén hé thong
14. | Thé dinh danh ' . : i .
10 p © dih can VITEK 2 dé€ dinh danh ty dong cac loai nam men va
nam

cac loai ndm gidong ndm men.




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
. ,’ hang hoa
T hang hoa . o
(Hoac twong dwong, hoac tot hon)
Thé khang sinh dd Gram duong dugcstr dung trén h¢
14 Thé khang théng VITEK 2 véi hé thong trong phong xét nghiém

11

sinh d6 Gram

lam sang nhu 1a mot xét nghi¢m in vitro dé xac dinh do

duong nhay cam khang sinh cia Vi sinh vat vdi cac khang
sinh.
Thé khang sinh dd Gram am duoc st dung trén h¢
14 Thé khang thong VITEK 2 véi hé thong trong phong xét nghiém
12' sinh d6 Gram | phong nhu mot thir nghiém in vitro dé xac dinh d6 nhay
am cac loai cam ciia cac truc khuan Gram am hiéu khi c6 y nghia
trong 1am sang véi cac khang sinh.
Thé khang sinh do ndm dugc st dung trén hé thong
14. | Thé khang VITEK 2 véi hé thong trong phong xét nghiém mot thir
13 | sinh d5 Nam nghiém in vitro dé xac dinh do nhay cam cua cac nam
men ¢ y nghia 1am sang véi cac khang nam.
Moi1 truon . 2 . A P
g g Moi trudong Sabouraud chuan bi san, khong chira
14. | nuoi cay vi i . ] I
. . chloramphenicol, chira trong dia petri 90mm, thé tich >
14 | sinh vat chon . o g
| 25ml £ 5%; Dung nu6i cay nam.
oc
Thubc thi Chai cdy mau hiéu khi tu dong chira méi truong duoc
14 dung cho may | st dung cing véi hé théng phat hién vi khuan trong qui
15' cdy mau, trinh dé tang cudng phuc hdi va phat hién cac vi sinh
dung cho vat hiéu khi tir mau va cac dich vo khuan khac trong co
nguoi 16n the.
Thudc thir
dung cho méa .2 . . , .
14. | 8 , Y| Chai cdy mau cau tao bang polycarbonate, phat hién vi
cay mau, 2Lk et s A e
16 . .| khuan hi€u khi va ki khi tiy tién tir mau.
dung cho tré
em
14. | Nuéc mudi , ‘
Nudc muoi vo trung nong do 0,45%.
17 |0,45% S HOnE Fo LA




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
. ,’ hang hoa
T hang hoa . o
(Hoac twong dwong, hoac tot hon)
14. | Liquid ink Thuc hién xét nghi¢m soi nhuém Nigrosin tim
18 | (muc tau) Cryptococcus.
15 | Phan 15: Cic loai test xét nghiém: 12 san pham
Test xét
nghi¢m dinh
tinh khang
nguyén NS1
5. cua virus Xét nghiém dinh~ tinh khang ngu}fén NS1 cua Yirus
) D?ngue, Loai | Dengue. Loa‘i mau st dung: Huyét thanh, huyét tuong,
mau st dung: | mau toan phan.
Huyét thanh,
huyét tuong,
mau toan
phan.
Sinh pham
chan doan in
vitro dinh tinh
phat hién
s khang thé Thé xét nghiém dinh tinh HCV.
5 khang HC’V Thanh phan: Colloidal Gold; Recombinant HCV
trong huyét antigen; Goat anti-human IgG.
thanh, huyét
tuong hodc
mau toan
phan ngudi.
Xét nghiém Xét nghiém dinh tinh khang thé IgG, IgM, IgA khang
5. dinh tinhv Tre];zonema pallidum. Loa‘i mau sir dung: Huyét thanh,
3 khang thé huyét trong, mau :[oétn phan
IgG, IgM, Hop xét nghiém gom (thanh thtr; dai; dung moi; pipet

IgA khang

mao dan 20ul (tuy chon).




ST

Danh muc
hang hoa

Yéu cu vé cdu hinh, tinh ning k¥ thuit co ban cia
hang hoa
(Hoiic twong dwong, hoic tét hon)

Treponema
pallidum,
Loai mau str
dung: Huyét
thanh, huyét
tuong, mau
toan phan.

15.

Test thur
nhanh chat
gay nghién
MOP
Morphine.

Test thir nhanh chat gay nghién MOP Morphine.

15.

Test thir chat
gay nghién
Marijuana.

Phat hién THC trén mau nudc tiéu.

Dang dipstick, thuc hién trén mau nuéc tiéu tuoi.
Tiéu chuan CE hoic twong duong. Cung cip kém que
lay mau.

LOD 50 ng/ml.

15.

Test thi
nhanh duoc
str dung dé
phat hién I[gM
khang thé d6i
voi
Enterovirus
(EV71), mot
loai virus gay
bénh tay, chan
va miéng.

Phét hién phan biét khang thé IgG va IgM.

thuc hién trén mau huyét thanh hoac huyét tuong, Do
nhay: >= 97,9%. Do Pac hi¢u: 98,5%, khoang tin cay
95%

Pat tiéu chuéan: ISO hoic tuong duong.

15.

Test nhanh
Heroin

Phat hién dinh tinh sy c6 mit chit Heroin trong nudc
tiéu. DO nhay: > 95%. D¢ dic hiéu: > 95%




Yeéu cau vé cau hinh, tinh nang ky thuat co ban cua

ST Danh muc . A
T hang h().a hang hoa .
(Hoac twong duwong, hoac tot hon)
15. | Test nhanh Phat hién dinh tinh sy ¢6 mat chat Codein trong nudc
8 | Codein tiéu. PO nhay: > 95%. Do dic hiéu: >95%
Test chan
doan nhanh
15 Ma Tuay Tong | Phat hién dinh tinh sy C(')q mit chat giy nghién 7
9 " | Hop AMP Amphetamine (Ma tiy tong hop) trong nudc ti€u.
(Amphetamin | Ngudng phat hién: 1000 ng/ml
e) trong nudc
tiéu
Khay thu X€t | + ¢ nghiém mién dich séc ky nhanh dé phat hién dinh
15. n’ghlem, dinh . | tinh va phan biét cac khang thé IgG va IgM khang vi rat
tinh khang thé | _ . . N p
10 1¢G va IeM Vl?m gim A (I;IAV) trong mau toan phan, huyét thanh
khing HAV hoac mau huy¢t tuong.
Kha}: thu’.xet Ving cong hop: khang nguyén HEV tai t6 hop & IgG
5, |nehiemdinh o
11 ;glhlzl;hhzr;ggthe Vach két qua: khang tl}é chuot khang [gM nguoi;
Vach chimg: khang thé dé khang IgG tho.
HEV
Khay thur xét
nghiém dinh
|5 | tinh khing thé | Phat hién dinh tinh khang thé IgM va IgG khang
: 2' [gM va IgG Orientia tsutsugamushi trong mau; D9 nhay: 100%; Do
khang dac hiéu > 95.85%
Orientia
tsutsugamushi

1.3. Cac yéu cau khac

* Nha thau phdi ngp cing véi E-HSDT cdc tai liéu sau day:
8

D061 voi toan bo hang hoa:




- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét c6 day du noi dung
chtrng minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoéa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh thong s6 k¥ thuat ddi véi cac hang hoa tham duy thau theo yéu cau cia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Dong
thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thuat 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 chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485 hoic CE
hodac FDA hodc tuong duong cua 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 S6 Y té cap hodc Sb gidy chimg nhan ding ky luu
hanh d6i voi 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 chimg minh hang héa 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 t& cho hang hoa d6.

- Hang héa duy thau da dugc ké khai gia (P6i v6i hang hoa bat budc ké khai
gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 ctiia Bo Y té)
hozc niém yét gia Thiét b 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 wng hang héa c6
ngudn goc rd rang va hop 18, nham dam bao dap ing yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop déng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Trudong hop Nha thau khong thé cung cap tai liéu chimg 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.



DPbi v6i véu cau lép dat, giao hang, tudi tho cua hang hoda:

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

- Cam két cung cdp hang hoa trong thoi gian 3 ngay lam viéc ké tir lic 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 c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duogc yéu cau s& duoc to chirc tai Bénh vién da khoa Dik Nong; Pia chi: Tb 4,
Phuong Pong Gia Nghia, tinh Lam Pdng. Hang héa nha thau cung cap trude khi
duoc nghiém thu s& duge bén moi thau kiém. Bat ¢t hang hoa nao khong dam bao
chat lugng theo yéu cau cua E-HSMT va E-HSDT sé& khong duoc nghiém thu.



