SOY TE TINH VINHLONG ~ CQNG HOA XA HOICHU NGHIA VIET NAM

BENH VIEN DA KHOA Doc 1ap — Ty do — Hanh phiic
KHU VUC CU LAO MINH
So: o9 /TB-BV Mo Cay, ngay 09 thdng 9 nam 2025
THONG BAO

Vé viée moi bao gia thiét bi y té va vat tu xét nghiém (lan 2)
sir dung nam 2025 - 2026

Kinh gui: Cac hang san xuat, nha cung cap tai Viét Nam

Can cr Luat Pau thau sb 22/2023/QH15 dugc sua dbi, bo sung boi Luét sb
57/2024/QH15, Luat s6 90/2025/QH15;

Cin cir Nghj dinh s6 214/2025/ND-CP ngay 04 thang 8 ndm 2025 cua Chinh phu
quy dinh chi tiét mot sb diéu va bién phéap thi hanh Luat D4u thau vé lya chon nha
thau;

Bénh vién da khoa khu vue Ci Lao Minh ¢ nhu ciu tiép nhén bao gia dé tham
khao, xdy dung gia dy toan, lam co s& mua thiét bi y té va vat tu xét nghiém (l4n 2) st
dung tir nam 2025 - 2026 nham phuc vu cong tac kham bénh chira bénh tai Bénh vién;

Kinh méi cac hang san xuat, nha cung cap tai Viét Nam ¢6 quan tdm cung cép
thong tin bao gia.

I. Thong tin yéu cau bao gia:

1. Danh muc chi tiét dinh kém.

2. Pon vi yéu cau bao gia: Bénh vién da khoa khu vyc Cu Lao Minh.

3. Dia chi: Quéc 16 57, ép Téan Loc, xa Mo Cay Nam, tinh Vinh Long.

4. Thong tin lién hé ngudi tiép nhéan bao gi: Lé Thi Ngoc Duyén.

S6 dién thoai: 0275 3842 115 - 0986725963.

5. Cach thirc tiép nhan bao gia:

- Nhén true tiép tai dia chi: Phong Vit tu thiét b y té, Bénh vién da khoa khu vye
Cu Lao Minh, Quoc 19 57, ap Tan Lgc, xa Mo Cay Nam, tinh Vinh Long.

- Nhén qua erqail: phongvattubvelm(@gmail.com -

6. Thoi han tiép nhéan bao gia: Tir ngay 09 thang 09 ndm 2025 dén hét ngay 19
thang 09 nam 2025. !

Céac bao gia nhan dugc sau thoi diérp néu trén sé khﬁngoduqc Xxem Xeét.

Thoi han ¢o6 hiéu luc cua bao gia: Toi thieu 365 ngay, ké tir ngay 09 thang 9 nam
2025.

Thong bao nay dugc dang tai tai: http://bvculaominh.vn,
https://muasamcong,mpi.gov.vn/.

Tran trong ./. Dh

Noi nhin: GIAM POC
- Céc don vi quan tam;
- T IT (dang tai):

- Luw:VT,VTTBYT. 3
gd Vin Tudi






TINH VIN

IEN PA KHOA
CU LAO MINH

H LONG
Doc lap - Tw do - Hanh phuc

DANH MUC

CONG HOA XA HQI CHU NGHIA VIET NAM

( Kém Théng béo s6 ~AY9 /TB-BV ngay Q9 thing 9 ndm 2025 ciia Bénh vién

da khoa khu vuc Cu Lao Minh)

STT Tén hang hoéa Yéu ciu k¥ thudt co bin hodc twong dwong tét hom PVT S6 lrgng d'é
nghi bao gia
1 |Danh mye vit tur y té (bao gbm 29 mit hang)
Mang loc néi doc to Mang loc ndi déc 16, dién tich mang >2.2 m2. Tén s6 loc > 3.75 I/min, ap luc
1 [dung cho may thdn loc = 2 bar; tuong thich ding cho cac may chay than hang Fresenius. ISO Cai 50
nhén tao (qua siéu loc) [13485, Xudt xir G7
Mang loc ndi doc 16 |Mang loc ndi doc t6, dién tich mang >2.2 m2. Tan s6 loc > 3.75 Vmin, ap lyc
2 |dung cho may than loc = 2 bar; tuong thich dung cho cac may chay thin hang B.Braun. 1SO Cai 50
nhén tao (qua siéu loc) | 13485, Xuit xir G7
- Chat ligu: titanium alloy.
- Kich c&: dudng kinh 2.0mm, chiéu dai: 6/8/10/12/14/16/18/20/22mm. "
3 |Vit2.0 - Déc tinh: vit ty taro, dau vit hinh tam gidc. Ding tubc no vit hinh tam giéc. Cai 360 /B
Than toan ren DA
- Pat tiéu chuén chat lugng: ISO 13485, & c
- Chat ligu: thép y khoa (stainless steel). &
- Kich ¢&: duong kinh dinh 0.8/1.0/1.2/1.6/2.0/2.5mm. Chiéu dai
4 |Pinh Kischner cac s6  [200/250/300mm. Ciy 300
- Pic tinh: than dinh dic
- Dat tiéu chuén chat luong: 1SO 13485,
Chat liéu hgp kim titan TC4, dudng kinh thén vit 3.5mm, dudmg kinh ngoai mii
- s vit 5.7, dau vit hinh luc giac hodc ngdi sao, thin vit toan ren, vit tuong thich
Vit xuong cimg 3.5 x s 3 < R : DG e .
5 Sy vai c-:ac 16 bgl vit thuorng cua cac nep khoa titanium dung cho .Chl trf.en va chi Cai 1.200
dudi, vit dai tir 14mm dén 50mm voi bude ting 2mm cho mdi c& size.
Tiéu chuan: 1SO, FDA
Dinh chét dui dai titan: Chét liéu hop kim titan TC4, phéan biét trai/phai, loai
than dinh rﬁng, than dinh duong kinh 9. 4mm, 10mm va 1 1mm, dai tir 300mm
dén 440mm, dau dinh c6 3 18 chét (2 16 chét chéo cd dinh viing ¢b xuong dii
g6c 135 dd) va 1 16 vit chét dong dé gitip ti dé nén ép mat gay, viing miii than
dinh c6 mat vat dinh vj giup khung xéac dinh vi tri khoan 16 chét, mii dinh c6 2
e 16 chét. Dinh ¢6 nap day dau dinh cao tir Omm dén 15mm dé bao vé ving ren
Eximh ity M Bt vt inh chiét
6 |dui co chot céc cd, ; Bo 10

kém éc khoa

Vit ch6t 5.0mm titan, chét li¢u hgp kim Titanium TC4, duéng kinh than vit
5.0mm, duong kinh ngoai mil vit 6.9, ddu vit hinh lyc gidc, than vit toan ren,
vit dai tir 30mm dén 105mm véi bude ting 1a Smm cho méi ¢ size.

Vit chét 6.5mm titan, chét liéu hop kim Titanium TC4, duong kinh than vit
6.5mm, dau vit rdng & luc giac, than vit ren ban phan, vit dai tir 65mm dén
115mm véi bude tang la Smm cho méi & size.

Tiéu chuan: ISO, FDA
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STT|  Tén hang héa Yéu céu k¥ thuiit co bin hodic twong dwong tét hon PVT nghi biéo gié
Dinh chét cing chén titan: Chét liéu hop kim titan TC4, loai than dinh réng,
dudng kinh than dinh 8.4mm, 9.2mm va 10mm, dai tir 255mm dén 390mm.
déu dinh c6 4 16 chét da hudng va 116 vit chdt dong dé giup ti dé nén ép mét
gdly, ving mili than dinh c6 mat vat dinh vi gitip khung xac dinh vi tri khoan 16
chét, miii dinh ¢6 3 16 chét tron 2 huéng va 1 16 chdt tron da hudng ném st
. s viing xuong trin chay. Dinh ¢6 niip ddy diu dinh cao tir Omm dén 15mm dé
Binh ndi tiy xuong . AT &
7 Do s chie ol bao vé vung ren thdo rat dinh chot. Bo 10
ie yg o > | Vit chét 4.3mm titan, chit liéu hop kim Titanium TC4, duémg kinh thén vit
e " 4. 3mm, dudng kinh ngoai mii vit 6.9, déu vit hinh luc gidc, than vit toan ren,
vit dai tir 35mm dén 90mm v6i buéc tang la Smm cho mdi cd size.
Vit chdt 5.0mm titan, chét liéu hop kim Titanium TC4, dudng kinh thén vit
5.0mm, duodng kinh ngoai mii vit 6.9, dau vit hinh luc giac, than vit toan ren,
vit dai tir 30mm dén 105mm véi bude ting 1a Smm cho méi ¢& size.
Tiéu chuén: ISO, FDA
3 Clip kep mach mau Chit ligu titanium, clip hinh chir V. ¢6 ranh bam bam vao ham cua kim. céc cd, Cai 2400
céc ¢ Tiéu chuin I1SO, CE, FDA :
Luéi Polypropylen sgi don, khéng tiéu, ¢& 10cm x 15¢m; ludi trong sudt,
9 Lu6i dung trong digu  |twong thich sinh hoc cao, co thé cét theo nhu cdu; duong kinh sgi: 0.15mm; do Mién 120
tri va phiu thuat day: 0.55 mm; trong luong: 90g/m2; ap luc bung luéi: > 9.5kg/em2; kich &
thude 16: 1.0 x 1.5 mm (ngang x doc); vé tring. TCCL ISO 13485, xuét xir G7.
Ludi Polypropylen sgi don, khong tiéu, c& 6cm x 1 1em; ludi trong sudt, twong
10 Ludi dung trong diéu |thich sinh hoc cao, c6 thé cit theo nhu ciu; duong kinh soi: 0.15mm; d6 day: Mién 200
tri va phau thuat 0.55 mm; trong lwong: 90g/m2; ap luc bung luéi: > 9.5kg/cm2; kich thude 15: & i
1.0 x 1.5 mm (ngang x doc); v tring. TCCL 1SO 13485, xuét xir G7
Thanh phén chinh 1am tir mii cao su thién nhién. Mau sic: trong m& hodic ¢6
11 |Bao cao su mau déc trung cua cao su ty nhién, mau don sdc hogic két hop 2 mau tré 1én. cai 2.000
Size 49 hoidc 52
i i Chat liéu vai mém (dang dan quén quanh bap tay), khong gay dau rat hay tray
B huyét & 1. : >
12 si:: Vil bugreen xurde da nguoi sir dung. Gom size lém: 50cm* 14em, Size trung: 34.5cm*| lem, | Cai 400
Size nho: 28cm*8cm
13 |Van huyét ap Val inox dung dé thay thé trong may do huyét ap ké déng ho Cai 166
14 |Bo huyét 4p Bo cao su ding dé thay thé trong may do huyét ap ké déng hd Cai 406
15 [Méy do huyét ap ( May do huyét ap ngudi 16n (dang dan quén quanh bip tay), kém cé Ong nghe ca 278
maéy co) ngudi 1én tim, phéi, loai co hoc, xuét xir G7
16 May do huyét 4p (mdy |Mdy do huyét ap tré em (dang dén quén quanh bap tay) kém c6 6ng nghe tim, Cai 27

co) tré em

phdi, loai co hgc , Xuat xit G7
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Yéu ciu k¥ thudt co bin hodic twong duong tét hon
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S6 lwgng aé
nghij bdo gia

Tui camera ndi soi

Chét liéu: Mang nhya PE, vong nhira PP chinh phﬁm. Kich thudc: 150 mm x
235cm. Péng goi bing gidy dong goi tiét trang. Tiét tring bing khi EO.

Cai

6.000

Bao day dét ndi soi

Chat ligu: Mang nhya PE, vong nhya PP chinh phdm. Kich thuée: 7.5¢m x
235cm. Péng goi bing gidy dong goi tiét trung. Tiét tring bing khi EO.

Cai

4.000

19

Pai kim loai

Dai kim loai linh hoat, di d¢ mém déo dé uén cong nhu mong muén, Céc goc
canh nhin min bao vé nuéu, c6 thé hap va tai sir dung.

miéng

60

20

Gitr khuon kim loai

Ding dé giir khudn tram ring

Cay

50

Thuy tinh thé nhén tao
mém | manh da tiéu cu

Thuy tinh thé nhdn tao mém, ba tiéu cy

- Cang va optic dugc thiét ké lién mot manh cung chét liéu

- Chit liéu Acrylate/ Methacrylate Copolymer (Acrylic)

ky nudc (hydrophobic) + chromophore

- Mau vang

- Loc tia cue tim, lgc dnh sang xanh budc song tir 400-475 nm
- Chi s6 khuc xa (hé s6 chiét sudt) n: 1,46 - 1,55

- Cang chir L cai tién, goc cang 0 do

- Chiéu dai TTT: 12,5 - 13,0 mm.

- Dudng kinh optic 6,0 mm, thiét ké phi ciu, bor vuéng

- Diit qua vét moé < 2,2 mm, kém cartridge

- Day Diop (dai cong suit): +6,0 D dén +34,0 D

- Optic thiét ké theo cong nghé nhiéu xa ENLIGHTEN
(ENhanced LIGHT ENergy)co cong sufit cong thém cho thi luc
trung gian 1a +2,17 D va cho thi luc nhin gén 1a +3,25 D.

- Pat tiéu chuén: 1SO 13485, CE, FDA

Cai

Anti Human Globulin
( AHG) ( ding trong
ngoai kiém nhém mau)

Huyét thanh chan doan Spectrum Anti-Human Globulin dé phat hién in- vitro
ctia 16p phi khang thé & hdng ciu ngudi. Do dic hiéu 100%. Pd chinh xdc
100%. Bao quan tir 2-8 do C. Pat tiéu chudn 1SO 13485

ml

120

Dung dich Liss (dung
trong ngoai kiém
nhém mau)

LISS duge sir dung lam chat ting cudng cho hdng cdu, 1am giam ndng dé ion
sitc manh cua khang thé: hén hop phan (g khang nguyén bang cach dinh chi
hong cau trong LISS cho phép giam dang ké thoi gian G bénh va tang do nhay
cia xét nghiém. Pat tiéu chuin ISO 13485:2016.

Chai/50
0 ml

24

Vi soda

Vi soda y té hip thy CO2 dung trong gdy mé . CAu tao tir hdn hop gom:
82.08% Canxi Hydroxit va 3.4% Natri Hydroxit, 14-19% H20. Khong chira
KOH hodc BaOH. B§ pH < 13.5, dé ciing < 97%, d6 4m 12-18%, kich thudc
hat 4x2mm. méat do khoang 75g/100ml. Kha nang ngdm /hap thu CO2 (1kg voi
soda hip thu 1301 CO2 (26%)). Chi thi mau: hat tir tring chuyén sang tim khi
dat can bang. Pat chuan 1SO 13485.

Kg

150

25

Yéu tb X

B6 dinh danh que gidy IVD NK-X/V/XV gdm 3 tube (1 tube chira que gidy X,
| tube chira que gidy V, 1 tube chira que gidy XV), mdi tube chira 10 que gidy
ding thyc hién thir nghiém xéc dinh nhu cau cén yéu td X (hemin) va/hodc V
(NAD: nicotin adenine dinucleotide) dé dinh danh vi khuédn Haemophilus

Pia

50
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S6 lwgng dé
~ 3 A
STT Tén hang hoa Yéu chu ky thudt co ban hodc twong dwong tot hon PvT nghi biio gil
Bo dinh danh que gidy IVD NK-X/V/XV gom 3 tube (1 tube chira que gidy X,
s L | tube chira que gidy V, 1 tube chira que gidy XV), mdi tube chira 10 que gidy - 50
el it ding thyc hién thir nghiém xac dinh nhu cdu can yéu té X (hemin) vashodc V ix
(NAD: nicotin adenine dinucleotide) dé dinh danh vi khuan Haemophilus
M&éi trudng dé sin trén dia petri ® 90mm. Maéi truong nudi cdy chon loc phén Tube 5
27 |Chapman agar biét dugce dung phén lap chon loc Staphylococcus. Phan bigt kha nang lén men il 1.250
mannitol
28 |Dung dich Formol Dung dich Formol 10%. Lit 20
Kich thudc: 35¢cm x 43cm (14x17inch)
-Phim khé k¥ thudt s6 cong nghé in laser
-Twong thich véi cac dong may in phim Drypix Series 6000
-Ciu tao phim 4 1ép:
Phim X-quang 35cm x |+Lap trén: 86% gelatin d§ day: 2.3um p
i - 22.000
- 43cm +Lop nén xanh: 100% polyethylene terephthalate; do day: 170um o
+L&p nhay: : 36% light sensitive agents va 4% Addition agent; d¢ day: 10.6um
+L&p dudi: : 88% gelatin do day: 3.5pm
-C6 chimg nhan dat tiéu chun: 1SO 13485, EU MDR
-Xudt st: Nhat Ban thudc cac nude cong nghiép phat trién G7
2. | Hoa chét xét nghiém:
2.1 [Hoa chit ding cho may dinh danh vi khuan, khéng sinh @ ty dgng Vitek 2 ( bao gdbm 14 mit hang)
- Thé dinh danh vi khuan Gram am sir dung trén h¢ thf)ng may dinh danh vi
Card dinh danh vi khuén VITEK 2 Compact Bio merieux dé dinh danh ty déng cac truc khudn 4
30 . i e Hop 170
khuén gram 4m Gram am Ién men va khong lén men
- Tiéu chuan chét lugng: 1SO 13485, CE hoac FDA
- Thé dinh danh vi khudn Gram diong dugc sir dung trén hé¢ théng may dinh
31 |Card dinh danh vi danh vi khuén VITEK 2 Compact Bio merieux dé dinh danh tu dong céc vi s i
khuén gram duong khuén Gram duong e
- Tiéu chuan chét lugng: SO 13485, CE hoac FDA
Card dinh danh Thé dinh danh Neisseria-Haemophilus sir dung véi may dinh danh vi khuén
32 |neisseria va VITEK 2 Compact Bio merieux dé dinh danh vi khuin kho moc. Hop 4
haemophilus - Tiéu chudn chét lugng: 1SO 13485, CE hoic FDA
Thé lam khang sinh &6 Gram am diing v&i may dinh danh vi khuan VITEK 2
Card khang sinh dé vi |Compact Bio merieux
33 |khuén gram 4m céc M&i thé chira cac khang sinh chon loc & cac ndng dé khac nhau, dugc sdy kho Hop 170
loai véi méi trudng nudi cdy vi sinh
- Tiéu chuén chét lugng: ISO 13485, CE hoac FDA
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STT|  Tén hang héa Yéu ciu ky thudt co bin hodic twong dwong tét hon pyr |58 lrome d,é
nghj béo gia
: Thé lam khang sinh d6 Gram duong dung véi may dinh danh vi khuén VITEK
Card khang sinh d6 vi |2 Compact Bio merieux
34 [khudn gram dwong cac |M®Ji thé chira cac khang sinh chon loc & céc ndng d¢ khac nhau, duge siy khé | Hop 130
loai v&i mdi truomg nudi cdy vi sinh
- Tiéu chudn chét lugng: 1SO 13485, CE.
Nude mudi 0.45% dung véi may dinh danh vi khuén VITEK 2 Compact Bio
35 |Chai nuéc mudi 0.45% |merieux, pH: 4.5 - 7, 1a san pham IVD (in vitro diagnostic).- Tiéu chudn chit Chai 200
lugng: 1SO 13485, CE
Tuyp nhua t 12 % A 2 a
7 : :1[1)11? di?lor?rl:%i mé\‘ Ong nghiém bang nhya trong (polystyrene) 12 mm x 75 mm ding mét lan sir
36 .. B s dung v&i may dinh danh vi khudn VITEK 2 Compact Bio merieux Ong 20.000
ih dasn v i - Pat tiéu chuan Chéau Au hoc turong d
VITEK 2 at tieu chu u Au hod: g duong
~ A ~ A ~ ~ A
Filtered Pipette Tips P'olypropylene nguyén chat, d§ trong sudt cao. Cong nghinhua chong bam :
37 200 uL Racked dlph.Mang loc ky nuéce bang nhua PVC sé& khong lam nhyiem ban ho#c can tro Rack 104
G .éterile ‘ ludng khong khi. Bugc chimg nhén khéng c6 chét irc ché PCR, khéng c6
; RNase — Dnase - DNA; khéng chira pyrogen. V6 tring
: : Polypropylene nguyén cht, dé trong sut cao Cong nghé nhya chéng bam
Filtered Pipette ; s g s AT
18 |Tins1000 uL Racked dinh.Mang loc ky nude bang nhya PVC s& khong lam nhiém ban hodc can tro Rack 104
. St‘p:‘.ie ML RACRES | udng khong khi. Puge chimg nhin khéng ¢6 chit tre ché PCR, khong c6
o RNase — Dnase - DNA; khong chira pyrogen. Vo trung
39 |Khuyén ciy nhya Khuyén cay nhua vo trung loai 10ul Que 10.000
Sir dung dé xéac dinh va phan loai cdc mau vi khuan E. faecalis phéan lap tir cac
A : ngudn khic nhau. Mgt bd bao gém 2 que
chung chuan x. A e a 5 : i .
.|+ Moi que bao gdbm mot vién dong kho, khoang dung dich hoan nguyén va que
Enterococcus faecalis | . ° z ol g A
40 : cdy tam bong két hgp trong mot thict ke Bo 10
derived from ATCC® | . SRR o
29212 Bao quan & I‘!h‘l¢t do? -8°C :
* San pham c6 s6 doi cay chuyén <3
* Han sir dung: t6i thiéu 8 thang ké tir ngay nhan san phdm
sir dung dé xac dinh va phén loai cac mau vi khuén Staphylococus aureus phén
\ i lap tir cac ngudn khac nhau. Mét bo bao gdm 2 que
chung chuan . N i vaaae A . : 2
2 |+ Mai que bao gom mdt vién dong kho, khoang dung dich hoan nguyén va que
Staphylococcus aureus | . A i o ST A
41 : cdy tam bong két hop trong mét thiet ke B¢ 10
subsp. aureus derived |, Béo quan & nhiét dd 2 - 8°C
™ ¢ : -
from ATCUR S .. pham c6 s6 doi cdy chuyén < 3
* Han sir dung: t6i thiéu 8 thang ké tir ngdy nhan san phim
Sir dung dé xac dinh va phan loai cac miu vi khuan Pseudomonas aeruginosa
phén I4p tir cac ngudn khéac nhau. Mot by bao gbm 2 que
Chiing chudn vi sinh |+ M&i que bao gdm mét vién déng kho, khoang dung djch hoan nguyén va que
42 |Pseudomonas cdy tim bong két hop trong mdt thiét ké Bo 10
aeruginosa * Bao quan ¢ nhiét dj 2 - 8°C
* San pham c6 sé doi cdy chuyén <3
* Han st dung; tdi thiéu 8 thang ké tir ngay nhan san pham
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STT|  Tén hang hoa Yéu chu k§ thuft co bin hodic twong dwong tbt hon PVT ngh‘i'::g yos
Sir dung dé xdc dinh va phén loai cac mau vi khuan Escherichia coli phan lép
tir céc ngudn khac nhau. Mot bo bao gdbm 2 que
Chine chubn vi sl + Mdi que bao gbm mét vién déng khé, khoang dung dich hoan nguyén va que
L ul:l 8¢ hl.lan VI'. S | cdy tam bong két hop trong mét thiét ké B6 10
bt o * Bao quan & nhiét 46 2 - 8°C
* San pham c6 sb doi cdy chuyén < 3
* Han str dung: tbi thiéu 8 thang ké tir ngay nhan san pham
2.2 |Hoéa chit diing cho méy déng mau CA-620 ( bao gbm 12 mit hang):
S o Sir dung dé xéc dinh thoi gian prothrombin (PT)
44 H°;frhi::.° T . =10 x 4 m Hép 142
o Pat ISO: 13485, xult xtr G7
Hm’.i chat dExic Sir dung dé xac dinh thoi gian thromboplastin hoat hoa timg phin (APTT)
thoi gian - "
45 dirotaboplistinii Hép:> 10 x 2ml Hop 154
omboplastin N0at | pat 1SO: 13485, xuét xir G7
hoa timg phan
46 Dung djch Calcium Dung djch Calcium Chloride. Hop =10 x 15ml Ho 20
Chloride Pat 1SO: 13485, xuét xit G7 b
Hoa chét dinh luong  |Sir dung dé dinh lugng fibrinogen trong huyét trong
47 |Fibrinogen trong huyét |Hép: >10 x 1ml Hop 172
turong Pat 1SO: 13485, xuét xir G7
48 ((iilengtrpél;a;;m%;: Giéng phan img sir dung trén may déng mau tu dong hop > 3000 cai Ho 48
ung tren may dONE | pat 1SO: 13485, xudt xit G7 op
mau tr dong
fga;;;:f: . Chét chudn cho cac xét nghiém
49 P m:u dindii déng mau thudong quy mirc binh thudomg. Hop =10x1ml Hop 50
i AW | pat 1SO: 13485, xuét xit G7
mirc binh thuong
i':gn"h:i: AR e cliidin ki b thudng chio
50 | go x égt obiem done | C4C Xét nghiém dong méu. Hop =10 x Iml Hop 50
; oy g Dat 1SO: 13485, xuat xir G7
mau
Chat ch i bénh Iy .
s czclfér; :a;::; b Chat chuan dai bénh 1y cho cac xét nghiém dong mau thudng quy va dic biét.
o déng mau thugbn' uy Hop =10 x 1ml Hop 50
8 man TIONE A Ipat 150: 13485, xult xit G7
va dic biét
Dung dich dém pha
lodng miu cho cac xét |La dung dich dém trong xét nghiém déng mau
52 |nghiém Fibrinogen, Hop:=> 10 x 15ml Hép 24
dinh luong yéu t6 Dat 1SO: 13485, xuét xir G7
veeNoas
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53

Nudc rira hé thong cho
may déng mau ty dong

Dung dich ¢6 tinh kiém, ndng do NaClO > 1%
Hop: =50ml
Dat 1SO: 13485, xuit xir G7

200

54

Chét hiéu chuén cho
xét nghiém DOng mau

STANDARD HUMAN PLASMA | hép = 10ml
Pat 1SO: 13483, xuit xir G7

55

Nude rira hé thong cho
may dong mau ty dong
co tinh acid

Dung dich co tinh acid, néng dd HC1 < 1%
Hop: =500 ml
Pat ISO: 13485, xuat xtr G7

32

23

Héa chit dung cho mé

y mién djch ty djng Access 2 ( bao gbm 43 mit hang):

56

binh lugng BNP

Thudc thir xét nghiém dinh lugng BNP trong cdc méu xét nghiém huyét twong
chéng dong bang EDTA trén may xét nghiém mién dich ty dong; Phuong
phap: enzym mién dich hai vi tri (“sandwich™); Dai do: x4p xi 3-5000 pg/mL;
Thanh phén chinh: Cac hat thugn tir phu khang thé (chudt, don dong) khang
BNP nguti duge phén tan trong dung dich muéi dém TRIS, albumin huyét
thanh bd (BSA), ProClin, natri azid, IgG dé va chudt tinh khiét trong dung
dich mudi dém TRIS, chit cong hop khang thé (chudt, don dong) khang BNP
(ngudi) - phosphatase kiém, mudi dém PBS

Tiéu chuén chét lugng;: 1SO 13485.

64

Chét chuén BNP

Chét hiéu chuan xét nghi¢m dinh lugng BNP trén may xét nghiém mién dich tur
dong; Thanh phén chinh: Chét nén dém albumin huyét thanh bo (BSA) voi
chét hoat dong bé mit, natri azid, ProClin, phirc hgp BNP (ngudi) téi 16 hop &
cac ndng do x4p xi 25, 100, 500, 2500 va 5000 pg/mL

Tiéu chuén chét lugng: 1SO 13485.

Hop

48

58

Dinh lugng Cortisol

Thuébe thir xét nghiém dinh lugng cortisol trong huyét twong (chbng déng bang
heparin, EDTA), huyét thanh va nuée tiéu ngudi trén may xét nghiém mién
dich ty dong; Phuong phap: mién dich enzyme gin canh tranh; Dai do: xdp xi
0,4-60 pg/dL [11-1655 nmol/L]; Thanh phén chinh: Chét cng hop cortisol —
phosphatase kiém (bd) va cac hat thudn tir phii khang thé (dé) khang 1gG tho
trong dung dich mudi dém TRIS, chit hoat dong bé mat, nén albumin huyét
thanh bo (BSA), natri azit, khang huyét thanh (tho) khang cortisol trong dung
dich mudi dém TRIS

Tiéu chuin chét lugng: 1SO 13485,

24

59

Chét chuén Cortisol

Chét hiéu chudn xét nghiém dinh lugng cortisol trén méay xét nghiém mién dich
tur dong; Thanh phén chinh: Huyét thanh ngudi, natri azit, ProClin, cortisol &
cac mirc ndng do 0 pg/dL, xap xi 2, 5, 10, 25 va 60 pg/dL

Tiéu chuén chét lugng: I1SO 13485,

60

Chit chudn TSH (3rd
1S)

Chat hiéu chudn xét nghiém dinh lugng TSH trén médy xét nghiém mién dich tr
déng; Thanh phén chinh: Chit nén albumin huyét thanh bo (BSA) dém ¢6 chét
hoat déng bé mit, natri azit, ProClin, hTSH & cdc mirc ndng do 0 ulU/mlL, xép
xi 0,05; 0,3; 3; 15 va 50 plU/mL

Tiéu chuén chét lugng: 1SO 13485.

20
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61

Dinh lugng TSH (3rd
1S)

Thube thir xét nghiém dinh lugng TSH trong huyét twong hodc huyét thanh
ngurdi trén may xét nghiém mién dich tur dong; Phuong phap: mién dich
enzyme 2 vj tri gin kiéu “sandwich”; Dai do: x4p xi 0,005 — 50,0 pIU/mL
[mIU/L]; Thanh phan chinh: Céc hat thuan tir phi khang thé (chudt, don dong)
khéng TSH ngudsi, mubi dém TRIS, chat hoat dong bé mat, albumin huyét
thanh bo (BSA), natri azide, ProClin, khing thé (chudt, don dong) khang TSH
cong hop voi phosphatase kiém, muéi dém ACES, protein (chuét)

Tiéu chuin chat lugng: SO 13485.

Hop

48

62

DPinh lwong Free T3

Thubc thir xét nghiém dinh lugng T3 tu do trong huyét thanh va huyét twong
ngudi trén mdy xét nghiém mién dich tu dong; Phuong phap: mién dich
enzyme gin canh tranh; Dai do: xdp xi 0,88-30 pg/mL [1,4-46 pmol/L]:
Thanh phén chinh: Céc hat thuén tir phu streptavidin trong dung dich dém
TRIS c¢6 protein (chim), chét hoat déng bé mit, NaN3, ProClin, dung dich dém
MES, chét twong ty T3 gin biotin, protein (dé, bo, chim), chét cong hop khang
thé don dong-phosphatase kiém trong dung dich ACES

Tiéu chuin chat lugng: 1SO 13485.

40

63

Chét chuén Free T3

Chét hiéu chudin xét nghiém dinh luong T3 tu do trén may xét nghiém mién
dich ty dong; Thanh phén chinh: Dung dich dém HEPES, protein (bo), chit
hoat dong bé mat, NaN3, ProClin, T3 & cac mic néng do 0 pg/mL, xép xi 1, 2,
5, 10 va 30 pg/mL

Tiéu chuén chat lugng: ISO 13485.

Hop

48

64

Pinh lugng Free T4

Thude thir xét nghiém dinh lugng T4 tir do trong huyét thanh va huyét tuong
ngudi (heparin) trén may xét nghiém mién dich ty dong; Phuong phap: mién
dich enzyme 2 budc; Dai do: xdp xi 0,25-6,0 ng/dL [3,2-77,2 pmol/L]; Thanh
phén chinh: Céc hat thudn tir phu streptavidin, mudi dém TRIS, chat hoat dong
bé mat, NaN3, ProClin, chét cong hop phosphatase kiém (bo) —
Triiodothyronin, khang thé (don dong, chuft) khang Thyroxin — T4 gén biotin,
protein (chim va chuét)

Tiéu chuén chat luong: 1SO 13485,

Hop

40

65

Chét chuén Free T4

Chét hiéu chudn xét nghiém dinh lwong T4 ty do trén méy xét nghiém mién
dich ty dong; Thanh phén chinh: Huyét thanh nguoi, natri azit, ProClin,
thyroxine & cac mirc ndng d6 0 ng/dL, xdp xi 0.5, 1,0, 2,0, 3,0 va 6,0 ng/dL.
Tiéu chuén chat lugng: ISO 13485,

48

66

Dbinh luvgng CEA

Thube thir xét nghiém dinh lugng CEA trong huyét thanh ngudi trén may xét
nghiém mién dich tr dong; Phuong phap: mién dich enzym hai vi tri gén. kiéu
“sandwich”; Dai do: x4p xi 0,1-1000 ng/mL; Thanh phan chinh: Pha rén céc
hat thuén tir phit MAb (chudt) khdng CEA, dugc phén tan trong dung dich dém
TRIS, albumin huyét thanh bd (BSA), natri azit, ProClin, chit cong hgp MAb
(chudt) khang CEA gin phosphatase kiém (bd), dugc pha lodng trong dung
dich dém phosphat, protein (chudt. bd)

Tiéu chuén chét luong: ISO 13485,

Hop

67

Chét chuidn CEA

Chét hiéu chudn xét nghiém dinh lugng CEA trén may xét nghiém mién dich tu
dong; Thanh phén chinh: Dung dich dém phosphat, protein (bd), natri azit,
ProClin, Khéng nguyén carcinoembryonic (nguai) & cac mire ndng dé xap xi

1, 10, 100, 500, 1000 ng/mL

Tiéu chuén chit lugng: 1ISO 13485.
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68

Dbinh lugng AFP

Thube thir xét nghiém dinh lugng AFP trong huyét thanh nguoi trén may xét
nghiém mién dich ty déng; Phuong phap: enzym mién dich hai vj tri géin
(“sandwich™); Dai do: x4p xi 0,5-3000 ng/mL [0,41-2478 IU/mL]; Thanh
phén chinh: Céc hat thuan tir phti khéng thé (don dong, chudt) khang AFP
dugc phén tan trong dung dich muéi dém TRIS, c6 chét hoat dong bé mat, chit
nén albumin huyét thanh bo (BSA), natri azid, ProClin, chit cgng hop
phosphatase kiém (bo) - khéang thé (don dong, chudt) khang AFP duge pha
lodng trong dung dich mudi dém phosphat, protein (dé, tho, chudt)

Tiéu chuan chat lrong: ISO 13485.

16

69

Chét chuén AFP

Chét hiéu chudn xét nghiém dinh lugng AFP trén may xét nghiém mién dich ty
dong; Thanh phan chinh: Pém nén albumin huyét thanh bo (BSA) ¢6 chét hoat
dong bé mit, natri azid, ProClin, AFP & cac mire néng dd 0 ng/mL, xép KiE2.5;
5;25; 100; 500 va 3000 ng/mL

Tiéu chuén chét lugng: 1SO 13485.

70

Dinh lugng total PSA

Thudc thir xét nghiém dinh lugng PSA toan phén trong huyét thanh ngudi trén
may xét nghiém mién dich ty dong; Phuong phép: enzym mién dich hai vi tri
géin (“sandwich”); Dai do: xap xi 0,008—150 ng/mL v6i hiéu chuén Hybritech
hodc xép xi 0,008-121 ng/mL v6i hiéu chudn WHO; Thanh phén chinh: Céc
hat thuén tir phii khang thé (chudt, don dong) khdng PSA dugc phan tan trong
dung dich mudi dém TRIS, cé chét hoat dong bé mat, albumin huyét thanh bo
(BSA), natri azid, ProClin, chit cong hop phosphatase kiém (bd) voi khang thé
(chudt, don dong) khang PSA dugc pha lodng trong dung dich mudi dém
phosphat, protein (chugt)

Tiéu chudn chét lugng: 1SO 13485.

71

Dinh lugng CA 125

Thuoc thir xét nghiém dinh lugng CA 125 trong huyét thanh va huyét tuong
ngudi trén may xét nghiém mién dich ty déng; Phuong phap: enzym mién dich
hai vi tri gan (“sandwich™); Dai do: xdp xi 0,5 U/mL - 5000 U/mL; Thanh
phan chinh: Céc hat thuan tir phu khang thé (dé&) khang biotin, khang thé (don
dong, chudt, gan biotin) khang khang nguyén CA 125, albumin huyét thanh bo,
natri azid, ProClin, chat cong hop phosphatase kiém (bo) - khang thé (don
dong, chugt) khang khang nguyén CA 125, dung dich dém protein (bo, dé,
chuét)

Tiéu chudn chét luong: 1SO 13485,

Hop

72

Chat chuan CA 125

Chat hi¢u chudn xét nghiém dinh lugng CA 125 trén may xét nghiém mién
dich ty dong; Thanh phan chinh: Albumin huyét thanh bo (BSA) dém, natri
azid, ProClin, Khang nguyén CA 125 & cac ndng do x4p xi 25, 100, 500, 2000
va 5000 U/mL

Tiéu chudn chat lugng: ISO 13485.

73

Dinh lugng total BhCG

Thube thir xét nghiém dinh lugng BhCG toan phin trong huyét thanh va huyét
trong ngudi trén may xét nghiém mién dich tu déng; Phuong phap: mién dich
enzym (kiéu “sandwich™), hai bude lién tiép; Dai do: xp xi 0,5-1350 mIU/mL
[IU/L]; Thanh phan chinh: Céc hat thuan tir phti phirc hop khéng thé (dé)
khang IgG chudt - khang thé (don dong, chudt) khang PhCG phén tan trong
mudi dém TRIS, chét hoat dong bé mat, albumin huyét thanh bo (BSA), natri
azit, ProClin, protein (dé, chudt va tai tb hop) dugc pha loang trong mudi dém
citrat, khang thé (tho) khang BhCG gin phosphatase kiém (tai t6 hop) duoe
pha lodng trong mudi dém MES, protein (tho)

Tiéu chuan chét lugng: ISO 13485,

24
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74

Chit chuén Total
BhCG (5th IS)

Chat hiéu chudn xét nghiém dinh luong BhCG toan phén trén may xét nghiém
mién dich tw déng; Thanh phan chinh: Dém nén albumin huyét thanh bo
(BSA), chit hoat dong bé mit, natri azit, ProClin, hCG & cac mirc nong dé 0
mIU/mL, x4p xi 6, 35, 195, 620 va 1350 mIU/mL

Tiéu chuan chit lugng: 1SO 13485.

7]

Dinh lugng PCT

Thube thir xét nghiém dinh lugng procalcitonin (PCT) trong huyét thanh va
huyét twong ngudi trén may xét nghiém mién dich tr déng; Phuong phéap: mién
dich enzym hai budc lién tiép (“sandwich™); Dai do: x4p xi 0,01-100 ng/mL;
Thanh phén chinh: Céc hat thuan tir phii khang thé don dong (chudt) khang
procalcitonin nguoi trong dung dich dém TRIS c6 chét hoat dong bé mat,
protein (bd), natri azid, ProClin 300, Natri Hydroxid, chit cong hop giita
phosphatase kiém tai td hop véi khang thé (chuét) khang procalcitonin trong
dung dich dém MOPS

Tiéu chuin chat luong: 1SO 13485,

Hop

30

76

Chét chuén PCT

Chét hiéu chuan xét nghiém dinh lugng procalcitonin (PCT) trén may xét
nghiém mién dich tw déng; Thanh phén chinh: Bét dong khé chira dém
HEPES, protein (bd), natri azit, ProClin 300, procalcitonin ngudi tai to hop
v6i cac mirc ndng do xdp xi 0,8; 5; 10; 25; 50 va 100 ng/mL (ug/L)

Tiéu chuan chat luong: 1SO 13485,

24

7

Dinh lugng ferritin

Thube thir xét nghiém dinh lugng ferritin trong huyét thanh va huyét tuong
(heparin) ngudi trén may xét nghiém mién dich ty dong; Phuong phap: mién
dich enzyme hai vi tri (kiéu “sandwich™); Dai do: xdp xi 0,2—1500 ng/mL
[ug/L]; Thanh phén chinh: Cac hat thun tir phu phirc hop khang thé dé khang
IgG cua chudt - khang thé (don dong, chudt) khang ferritin duge phan tén
trong dung dich mudi dém TRIS, c6 chat hoat dong bé mit, albumin huyét
thanh bd (BSA), natri azid, ProClin, chét cong hop khang thé dé khang ferritin
- phosphatase kiém (bo) trong dung dich mubi dém TRIS, protein (dé. chudt)
Tiéu chuén chét lugng: 1SO 13485,

78

Chét chuén Ferritin

Chat hiéu chudn xét nghiém dinh luong ferritin trén may xét nghiém mién dich
t dong; Thanh phin chinh: Chit nén albumin huyét thanh bo (BSA) dém c6
chét hoat dgng bé mat, natri azid, ProClin va ferritin & cdc mirc ndng do 0
ng/mL, x4p xi 10, 50, 200, 500, 1500 ng/mL

Tiéu chuén chét lugng: 1SO 13485,

79

Dinh lugng hsTnl

Thuoc thu xét nghiem dinh lwong Troponin I tim trong huyét thanh hoac huyeét
trong ngudi trén may xét nghiém mién dich ty dong; Phuong phap: mién dich
enzym hai budc lién tiép (“sandwich™); Dai do: xfip xi 2,3-27027 pg/mL;
Thanh phin chinh: Céc hat thudn tir dugc bao phi bang khang thé (don dong,
chuét) khang cTnl cia nguoi dugc phén tan trong dung dich mudi dém TRIS,
6 chét hoat dong bé mat, albumin huyét thanh bo (BSA), natri azid, ProClin,
chét cong hop giira khang thé (don déng, ciru) khéng c¢Tnl cua ngudi voi
phosphatase kiém dugc pha lodng trong dung dich mudi dém ACES, protein
(bo, cilru, chudt)

Tiéu chudn chat irone: SO 13485

130

80

Chét chuén hsTnl

Chat hiéu chuin xét nghiém dinh lugng Troponin [ tim trén may xét nghiém
mién dich tu dong; Thanh phan chinh: Dém nén albumin huyét thanh bo (BSA)
v6i chat hoat dong bé mit, natri azid, ProClin, phirc hop troponin ti t& hop &
céc mirc ndng 6 ¢Tnl x4p xi 30,7; 144; 567; 2293; 9280 va 27027 pg/mL
Tiéu chuén chét lugng: 1SO 13485,

48
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Thude thir xét nghiém dinh lugng PSA ty do trong huyét thanh nguai trén may
xét nghiém mién dich ty dong; Phuong phap: enzym mién dich hai vi tri gén
(“sandwich™); Dai do: x4p xi 0,005-20 ng/mL theo hiéu chuén Hybritech hogic
0,005-16 ng/mL theo hiéu chuin WHO; Thanh phan chinh: Céc hat thuén tir
! X € phi khang thé (ltra) khang dé, khang thé (dé€) khang biotin va khang thé (chudt, |
81 {Sinislugmg Froaibam don dong, gan biotin) khégng PSA tr%mg dung dich %nuéi dém TRIS, c6 chét i -
hoat dong bé mat, albumin huyét thanh bo (BSA), natri azid, ProClin, chét
cong hop phosphatase kiém (bo) - khang thé (don dong, chudt) khang PSA ty
do dugc pha loang trong dung dich mudi dém phosphat
Tiéu chuin chét lugng: 1SO 13485, |
Chat hiéu chuén xét nghiém dinh lugng PSA tu do trén may xét nghiém mién |
dich ty dong; Thanh phén chinh: Bém BSA, natri azid, ProClin, PSA trr do
1 Chét chudn Hybritech |(ngudi) & ndng do xdp xi 0,5, 2, 5, 10 va 20 ng/mL dbi voi higu chuén Hop Y
Free PSA Hybritech (hodic 0.4, 1,6, 4,1, 8 va 16 ng/mL d6i v4i hiéu chudn WHO) trong
BSA dém
Tiéu chudn chét lugng: 1SO 13485.
Vit ligu kiém soat 9 ddu n tim mach; Vit ligu kiém soat 4n dinh dang long
Chét kiém chimg cho |dugc ché tao tir huyét thanh ngudi, ndng dé cac chét phan tich duge diéu chinh
83 |cac xét nghiém tim bang nhiéu loai hoa chat va ché phiam tinh khiét tir protein tai tb hop, mé nguoi | Hop 20
mach mirc 1,2,3 hodc dich co thé
Tiéu chuan chét lugng: 1SO 13485.
Chét kiém chimg cho | Vit ligu kiém soat 71 thong s6 mién dich: Vat li¢u kiém soét én dinh dang
céc xét nghiém mién  |long dugce ché tao tir huyét thanh ngudi, ndng do cac chét phén tich dugce diéu
84 [dich mirc | (c6 gia tri |chinh bang nhiéu loai hoa chét va ché phim tinh khiét tir mé nguoi hodc dich Lo 24 ﬂ
cho ca céac xét nghiém [co thé
chi té khéi u) Tiéu chuén chét lugng: ISO 13485, NH VI
Chat kiém chimg cho |Vt liéu kiém soat 71 théng sé mién dich; Vit liéu kiém soat én dinh dang HS:;*
céc xét nghiém mién  |long dugc ché tao tir huyét thanh ngudi, ndng do cac chit phén tich duge diéu
85 |dich mirc 2 (c6 gia tri |chinh bang nhiéu loai hoa chat va ché phdm tinh khiét tir mé ngudi hode dich Lo 24 -
cho ca céc xét nghiém |co thé -
chi t6 khéi u) Tiéu chuén chét lugng: 1SO 13485,
Chét kiém chimg cho  |Vat liéu kiém soat 71 thong s mién dich; Vit lidu kiém soat én dinh dang
cac xét nghiém mién  |long dugc ché tao tir huyét thanh ngudi, ndng do cac chit phan tich duge diéu
86 [dich mirc 3 (c6 gia tri |chinh bing nhiéu loai hoa chét va ché phim tinh khiét tir mé ngudi hodic dich Lo 24
cho ca cic xét nghiém [co thé
chi t6 khéi u) Tiéu chudn chét lugng: 1SO 13485,
Vit liéu kiém soat 56 thong sé mién dich bao gébm céc théng sé kha nang sinh
Chfit kidr chiingidlie Is?m;t:;yén g:'é‘p, lhit“zuhmélj, n}?i t}i)ét va‘dli L'n:g; \éat Ii’éu :i;ém}:;;at iorll1 ::;inh dglr:g
87 |cic nesnphiten il ong dugc ché tao tir huyét thanh ngudi, nong dd cac chit phan tich duoc diéu Hop g

dich mirc 1

chinh bang nhiéu loai héa chét va ché pham tinh khiét tir mé nguéi hodc dich
co thé
Tiéu chudn chét lugng: 1SO 13485,
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STT €n hang hoa Yéu ciu ky thudt co bin hofic twong dwong tot hon bvVT nghi bio gi
Vit liéu kiém soat 56 thong s6 mién dich bao gdm cac thong sb kha néng sinh
: £ . 4 P R R T T A es ,
Chit kidm chimg cie s.=:m. tuyén glé‘p, thlf?ll mat:l, ndi tiet va‘d.] m:g, Vz;n lEf;u kl;em s?ét 'on dinh dait’
88 |chc xét nehiém mille long dugc ché tao tir huyét thanh ngudi, nong do cac chat phan tich duge dicu Ho 8
b i chinh bing nhidu loai hoa chét va ché pham tinh khiét tir md ngudi hodc dich °P
djch mirc 2 A
co thé
Tiéu chuan chat lugng: 1SO 13485.
Vit liéu kiém soat 56 thong sé mién dich bao gdm céc thong s6 kha nang sinh
! ; AN, A ‘A : O T P TS Y | L ish
Chit kiém chimg cho sz‘m, tuyén glfi;p, thlc.u mat:. nai tiét va‘c!g ng Va;xt ligu kl‘em s?at f)n din da'n“g
89 |cac xét nehiém mili long dupc ché tao tir huyet th'anh ngudi, nong do cac chat phan tich duge dicu Hop 8
: EOEE chinh bing nhiéu loai hoa chat va ché pham tinh khiét tir mé ngudi hodc dich
dich mirc 3 :
co thé
Tiéu chuan chat lugng: 1SO 13485.
Vit liéu kiém soat 54 thong sé xét nghiém mién dich bao gdm chét chi diém
F « A . z r ca X " a N ' 5 A
1A Pamitn Plis T khoi u, thuéci dlf:u tri va ::ac xetﬁ nghl‘gm mlfn dich thong Ehuorng. San ‘p_ham ' 3
90 e duge cung cip & dang dong khé; Thanh phan: 100% huyét thanh ngudi: Chira Hop 24
céc thong sb chi diém khi u thuémg quy: AFP, CA15-3, CA19-9, CA-125,
CEA, PSA, Free-PSA
= .k e 4 A . a & e X . & A . C.h.
Giéng phan (mg ding (_‘:Aleng phan mg sir dung trcfn may xét nghiém mién dich dong Access: Chat :
91 oty Adcan liéu Polypropylene; Dung tich toi da | mL Hop 40
Y Tiéu chudn chét lugng: 1SO 13485.
Dung dich kiém tra h¢ thong ding cho Hé théng xét nghiém mién dich Access
9 Dung dich kiém tra trong quy trinh kiém tra bao tri hé théng hang tuan; Thanh phén chinh: H 4
may Phosphatase kiém, albumin huyét thanh bd (BSA), ProClin, natri azit i
Tiéu chuén chét lugng: 1SO 13485.
Y Dung dich rira diing cho may xét nghiém mién dich va may xét nghiém té bao
93 E;l“gnd‘;h rramay | one chay; Thanh phin chinh: KOH 1 - 5% Binh 10
e Tiéu chudn chat lugng: 1SO 13485,
o Dung dich rira dugc dung cho quy trinh lam sach cac may xét nghiém mién
94 Ea‘;“gnd!;h ramay | gich dong Access;Thanh phén chinh: Acid hitu co Binh 4
B Tiéu chuin chét luong: ISO 13485
Céc dyng mAu ding ~ {Cée dung mAu diing cho méy xét nghiém mién dich; Chét ligu: Polystyrene:
95 |cho may phan tich Dung tich 2mL; Day hinh non Tai 20
mién dich dong Access | Tiéu chuan chét lugng: 1SO 13485
San pham dugc dung voi hé théng xét nghiém mién dich Access va thude thir
xét nghiém mién dich Access dic hiéu; Thanh phén chinh: Lumi-Phos 530
96 |Co chét phat quang  |(dung dich dém chira dioxetane Lumigen PPD, chat huynh quang va chét hoat Hop 48
tinh bé mat)
Tiéu chudn chit luong: 1SO 13485,
San pham dugc ding voi Hé théng xét nghiém mién dich Access va thube thir
P xét nghiém mién dich Access dac hiéu; Thanh phén chinh: Dung dich mudi
D ¢ d ' i
97 ch‘:}“rgn :""’i:;:“;g dém TRIS, chét hoat tinh bé mit, natri azit, khdi lrgng phan img: 5-chloro-2- | Hop 480
Y methyl-4-isothiazolin-3-one va 2-methyl-4-isothiazolin-3-one (3:1)
Tiéu chuin chat lugng: 1SO 13485.
98 |Tui rac Chat liéu: nhya Tai 40
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S6 lwgng aé
STT|  Tén hang hoa Yéu ciiu ky thudt co ban hode twong duong tét hon PVT nghi Bio gid
Pat tiéu chuén chit lugng: ISO, FDA, COA
- Dat bang thong s6 k¥ thuit vé may tai BANG DPANH GIA TIEU CHUAN
KY THUAT MAY CUA NHA THAU
99 Chét chuén cua hoa - Thanh phan: S0: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va Ho 30
chit dinh lugng PSA  [0,5% ProClin 300. S$1,52,83,84,85: PSA trong huyét thanh & mirc xdp xi 0,5, P
2,10, 75 va 150 ng/mL di v6i hiéu chuén cta Hybritech (hoac 0,4, 1.7, 8, 58
va 121 ng/mL déi voi higu chudn cia WHO) trong BSA dém, < 0,1% natri azit
va 0,5% ProClin 300.
2.4 | Hoa chiit sir dyng phu hop cho may phén tich huyét hoe Sysmex XN - 550 Bénh vi¢n hién ¢6 (bao gbm 08 mit hang)
Dung dich pha lodng I S . a £
. e .~ |Dung dich pha loding ding cho may xét nghiém huyet hoc Sysmex XN - 550.
100 {dung cho may huyét Pat tiéu chudn ISO 13485, ml 2.880.000
hoc
101 Dung dich do Dung dich do hemoglobin dung cho méay xét nghiém huyét hoc Sysmex XN - o 22,500
hemoglobin 550. Pat tiéu chuin ISO 13485. '
c?éumni:?:a?hgclgil ding Dung dich ly giai ding dém céc bach ciu trung tinh, lympho, mono va ua axit
102 “Hi diing cho may xét nghiém huyét hoc Sysmex XN - 550. Dat tiéu chudn 1SO ml 60.000
trung tinh, lympho, 13485
mono va ua axit "
Dung dich nhu¢m
ding dém cac bach Dung dich nhu¢m ding dém céc bach céu trung tinh, lympho, mono va ua axit
103 [céu trung tinh, diing cho may xét nghiém huyét hoc Sysmex XN - 550. Dat tiéu chuén ISO ml 432
lympho, mono va ua 13485, xudt xar G7 0
axit -\"’L
: . ¥ e
104 Dung dich kiém rua Dung dich kiém rira may huyét hoe ding cho méay xét nghiém huyét hoc - IJXQB
may huyét hoc Sysmex XN - 550, Pat tiéu chudn ISO 13485, xudt xir G7 ANH by
I3 T r I3 2 r r /0+
105 Chat chuan huyét hoc  |Chét chuan huyét hoc mirc 1 dung cho may xét nghiém huyét hoc Sysmex XN - "
mirc | 550. Pat tiéu chudn ISO 13485, xudt xir G7
106 Chat chuén huyét hoc  |Chét chuin huyét hoc muc 2 dung cho may xét nghiém huyét hoc Sysmex XN - | 54
mirc 2 550. Pat tiéu chuin 1SO 13485, xuit xir G7 n
- Chat chuén huyét hoe  |Chét chuan huyét hoc mirc 3 ding cho may xét nghiém huyét hoc Sysmex XN - L 54
miuc 3 550. Pat tiéu chuan 1SO 13485, xuat xir G7
3 |Thiét b y té ding trong tai mii hong: (bao gbm 13 mit hang)
108 | Throughcut 0 do Kém cat mii x.c:ang ‘\\«ieﬂ-El’»lakefley. dang cét xuyén, ngam thang, c& ngam cit Céi |
2.5 x 6mm, chiéu dai lam viéc 13cm
A 5 ar . L A "
109 | Throughcut 45 do Ke\m cat mili xoang We.il-BIaljce?,ley,.(jang cat xuyén, ngam cong 1én 45 d, cd Cai |
ngam cat 2.5 x 6mm, chiéu dai lam viéc 13cm
J | T — Kém cat mPI xo?mg Sta.rnnmberger. dang cdt ngugc thang l1én, c& ngam cat 2.5 Céi 1
x7mm, chiéu dai lam viéc | lem
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SO lwgng aé

STT|  Tén hang h6 Yéu ci hud in hodc tw
én hang hoa u ciu k¥ thuit co ban hodc twong duong tot hon pvT sl o
111 |Blakesley gip 0 do l‘f.em r':at miii xoang Weil-Blakesley, dai 19cm, thang, ngam 2.5mm. chiéu dai Cai |
lam viéc 12cm
. . |Kém cat miii xoang Weil-Blakesley, dai 19cm, cong lén 45 dg, ngam 2.5mm, it
11 ’ ?
> Pishesley G chiéu dai lam viéc 12em o :
113 |Gép ok an Kep gip miii xoang, cong 1én 70 dd, c& ngam 3 x4.5mm, chiéu dai lam viéc Cai I
80mm
114 [Que tham do Que do xoang ham, kich c& hai dau 2.3mm va 2.6mm, dai 19cm Que 1
115 Ong hit cong xoang  |Ong hit cong House - Radpour, duomg kinh 2.3mm, chiéu dai lam viéc 90mm, & I
ham ¢6 kém kénh tuéi hat g
116 |Ong hit cong cb co Ong hat Plester, diu cong dang gdp goc, dudng kinh 2.5mm, dai 19.5¢m Ong I
117 [Kéo cét cudn Kéo cat cubn miii Heymann, dang gap goc, dai 16.5cm Cai I
A
118 fgeamn catxwong VAEh  feden cét vich ngiin mbi MIDDLETON-JANSEN, dong ct xuyén, dii 206 Céi |
119 |Ong bom rira Dung trong phau thuat xoang mili Ong 1
120 |Xe tiém thudc Xe I
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