SO Y TE NGHE AN CONG HOA XA HQI CHU NGHIA VIET NAM

fRUNG TAM KIEM SOAT BENH TAT Pic lap - Tu do - Hanh phic

S6: F5FKSBT-KDVT Nghé An, ngay Bthang s nam 2023

V/v yéu cau bao gia

Kinh giri: Cac hing san xuit, nha cung cap tai Viét Nam

Trung tdm Kiém soat bénh tat c6 nhu cau tiép nhan bao gia dé tham khao,
xdy dung gia goi théu, lam co s& t6 chire lya chon nha thiu cho goi Thau vat tu,
hoa chat, sinh pham nam 2024 cta Trung tdm Kiém soat bénh tit voi noi dung

cu thé nhu sau:

1. Théng tin cia don vi yéu cau bao gia
I. Don vi yéu cau béo gia: Trung tdm Kiém soat bénh tat- Pia chi: S6 140-
duong Lé Hong Phong, phuong Truong Thi, thanh phé Vinh, tinh Nghé An

2. Théng tin lién hé cuia nguoi chiu trach nhiém tiép nhén béo gia:
DS. K6 Thi Thanh — Khoa Duge-Vat tu y té.

e
SD7: 094.811.8784. e

; Pk IR //" A,
3. Cach thtrc tiép nhan bao gia: /, /TRUNG TAV
s e Lo . /KELM SOP
- Nhan truc tiép tai dia chi: | BENH TA
£ A
S6 140- duung Lé Héng Phong, phuong Truong Thi, thanh phd Vinh, tml“‘ ”iG_H/
S X
Nghé An

- Hodc qua ernatl: dauthauksbtna@gmail.com.

4. Thoi han tiép nhén bao gia: Tir 08h00 ngay 03/08/2023 dén trudc 17h00
ngay 13/08/2023.

Cac bao gia nhan dugc sau thoi diém néu trén s& khong duoc xem xét.

5. Thoi han c6 hiéu luc cua béo gia: Téi thieu 90 ngay, ké tir ngay
13/08/2023.

I1. N6i dung yéu cau bao gia

|. Danh muc vat tu, héa chat, sinh phém: Theo Phu luc dinh kem

2. Pia diém cung cip: Trung tdm Kiém soat bénh tat- Pja chi: S6 140-
duong Lé Hong Phong, phuong Trudng Thi, thanh phd Vinh, tinh Nghé An;



Céc yéu céu vé van chuyén, cung cip, bao quan hang héa: theo tiéu chuan
ctia nha san xuét.

Trén trong./. %
Noi nhgn:
- Nhu trén;

- Luu VT, Duogc- VTYT.

Chu Trong Trang
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UC. DANH MUC HANG HOA MOI BAO GIA
57 /KSBT-KDVT ngay 03/572023 ciia Trung tam kiém socdt benh 1at)

STT | Tén hang héa Tiéu chuén ky thuit Quy cach Doy £ Ghi chi
(néu co) tinh So lwgng
I TRONG TT04 ]
1 | Dungdichlod | Dung dé soi cd tir cung Lugol 3%. Thanh phan: lod; Kali lodid Chai 500ml Chai 100
mnanh
2 Gang phan 1!1?5& Giing tay dugc sar: x'la tlr cao su thién nhién chat lirging cao (da ly tam loai | 1 doi/tai ’giéy, boi 40.000
trir cic véu 6 tap chit, doc 6, the nhan gdy di (ng...) tiét tring banﬂ khi 50 thi giay/ hop,
EO. Gano loai ¢6 phi bat, bé miat nhan hodc nham. 8 nop/ thing carton
(400 doi)
GO6m cac cd 6; 6,5;
7,5; 7. 8.
3 Gang kiém tra Gang tay y té c6 bdt, duge lam tir ma cao su tr nhién, Gom cac o Size 50 do6i/ hop boi 47.500
dung trong y t¢ | XS,S,M,L,XL.
4 Tam bong vo Chét liéu can bang nhua PP/ABS, dau béng nylon flocked, chiéu dai 5 cai/gobi Cai 15.000
trung lay bénh 150mm,
pham can nhua
5 Béng hat nude y | Thanh phén: 100% bdng xo thién nhién, thanh phan chinh la Cellulose, Yéu Kg Kg 400
té cau: pH: 5.0 + 8,0, d6 4m < 8,0, tdc d6 hit nudce < 10 gidy.Quy cach:
Tkg/cudn
6 Dung dich sit Thanh phan chinh: povidone ‘odine 10% tuong duong voi iodine tir do 1%. | 560ml /chai chai 332
khuan Gidy dang kv lwu hanh do Bo Y 1€ cép.
Quy cach: chai 500ml
7 Acid Acetic Duing dé soi va kidm phy khoa. Thanh phan: acid acetic 3%, mau 1riing 500 mifchi Chai 44
CH3COOH trong suat
8 Bom tiém lién Bom tiém nhua lign kim 3mi, c& kim 23G, unu sac nhon. Vo irang, khdong [ G1 cai/ goi Cai 5.000
kim ding mét chét giy sbt. Déng g6i riéng tirng cai., cd nip day.
lan cac loai, cac
cq
9 Bom tiém lién Bom tiém nhua lién kim Iml, c& kim 23G. c’idu sac nhon. V4 tring, khong 01 cai/ goi Cai 10.000

kim ding mat
lan cac loai, cac
cd

chit gay sét. Doéng goi riéng tirng cai., c6 nap day.




STT | Tén hang héa Tiéu chudn'ky thuat Quy cach hon v 2 Ghi chii
(ntu co) tinh S0 lugng
10 | Bom tiém su Bom tlem nhua lién kim Sml, ¢& kim 23G; 25G, dau kim sic nhon, vat 3 100 cai/ hop Cai 23.000
dung mét lan canh ¢6 nip day
1T | Quedeludigd | Que dé ludi gd: G& tw nhién, thé min, dong nhat, khong 101 khong cong 100 cai/ hop Cai 18.400
vénh.- G6 dugc hap chin trude khi dua vao san xudt va say kho, danh bong
khi ra thanh pham nén dat dé cirng, nhin cao, an toan trong str dung.- Kich
thude: 150mm x 20mm x 2mm.- San phdm dugc tiét tring bang khi
Ethylene Oxide (E.O)
12 | Con 70° Cé nhan méc trén bao bi san pham. Cé Phiéu sang 1¢ hang hoa, niém phong | 10 lit/chai Lit 250
don vi sang 1¢, ghi thai gian sang 1é.
13 | Dung dich sat Thanh phﬁn Ethanol 96 %, chat 1dng trong sudt, khong cé tap chit la, 500ml/ chai Chai 140
khuan tay nhanh khcmg mau, cé mui vi dac trung cho Ethanol. Quy cach : dong chai 500 ml ;
niém phong, ¢6 nhiin méc ghi rd ddy du cac théng tin, thoi gian st dung.
14 | Bang dinh ca Thiét ké chong tham nudc, chat liéu: bang vai co gian dung trong timg bao | 102 Cai/ Hop Miéng 13.260
nhén vai Urgo riéng, d6 dinh cao, co giin tét, Kich thudc 1 cai: 2 x 6em
Durable
15 | Déau cén tring Piu c¢én khong c6 loc 5ul- 300ul, Tiét tring, Chét liéu: Nhua PP, Can niang: | 1000 cai/tai Cai 6.000
(c6 khia) 0,69g, Kich thudc: 8x69mm, co khia, Mau sic: Tring, Muc dich: dung rira
16 | Pau cén tring Piu con khéng ¢ loc 0-10ul, Tiét trung, Chat liéu: Nhya PP, Can nang: 1000 Cai/thi Cai 80.000
{nho, co khia) 0,117g, Kich thude: 4x31mm, Mau sic: trang
Chirng chi: CE, ISO 13485, FSC...
17 | Pau cén vang Dau con khong c6 loc 10-100ul, Laim tir nhua PP ¢6 d6 trong subt cao, 1000 Cai/ thi Cai 10.000
(khong c6 khia) | Khong chira DNAse, RNase, Pyrogen nén pht hop cho céac phan tich ca hoa
hoc, sinh hoc va sinh hoc phan tir, Mau séc: Vang
18 | Pau cén xanh Pau cén khong co loc 1000ul, Tiét trung, Chét liéu: Nhua PP, Can nang: 500 cai/ Tui Cai 6.000
0,69g, Kich thudce: 8x69mm, Mau sac: Xanh
19 | Kim canh buém | Pau kim 3 mit vat duoc tran 1 16p silicon, lam bang hop kim Crém- 50 chiéc/ hop Chiéc 600
( BBBRAUN NikelChiéu dai kim 20 mm, dudng kinh kim 0.65 mm, téc dé dong chay 11
23G) ml/ phitDay néi 30cm, khong cé chét phu gia DEHP , thay thé bang DEHT
an toan Co dau khéa Luer
20 | Lamen Bang thuy tinh, trong sudt, hinh vudng réng 22mm x 22mm, day 0,17mm 1000 cai / hop hop 12.000




T - o Y A Quy cich Don vi v
STT | Tén hang hoa Ticu chuan ky thuit (ndu cé) tinh Sé Yk Ghi cha
21 | Lam kinh Béng thuy tinh, trong sudt, khéng méc, khéng xudce, loai nham Day 1- 72 cai/ hép, thung 50 | Hop 544
I,r2mm, KT 24mm x 76,2 mm hép
22 | Ong chira mau Chét lidu: nhua y té PP trung tinh 100 6ng / gia Cai 33.000
khang dong Kich thude: dung tich Sml, dudng kinh & ong 12-13mm, chiéu dai éng 75mm
EDTA - K2 Nhén dang: nap nhura, c6 vach dinh mie ldy bénh phdm
Hoéa chit: Sir dung hoa chat chéng dong EDTA-K2
23 Ong chira mau Chat lidu: nhya y té PP trung tinhKich thude: dung tich 5ml, dudng kinh 100 Cai/Hop Cai 8.500
khang dong ong 12-13mm, chiéu dai éng 75mmNhan dang: nap nhuya, ¢o vach dinh mic
Heparin ldy mauHoa chit: St dung héa chat chéng déng Heparin, nip mau den
24 (f)tlg nghiém luu Ong nghiém lam bang nhua PP, c6 nip day lién than. C6 vach chia thé tich 0,5ml/6ng; 500 Ong 25.000
mau huyét thanh | 1,5 ml. Dat tiéu chuén ISO 13485 Ong/Tui
1,5ml nap trang
(ong Eppendorf
)
25 | Ong nghiém luu | Ong nghiém lam bang nhwa. Thé tich 2 ml. 100 ong/ tai ong 300
méu huyét thanh
2 ml nap trang
26 | Ong nghiém Ong nhira PP; nip mau do 100 6ng / gia Cai 12.000
Serum hat nhua | Thé tich: 5m!
Héa chat: Blood clotting activato ( BCA) va hat nhua Polystyren hinh khéi
hoac hinh bi
27 | Ong nghiém DPudng kinh nhan chiéu cao 1,5 cm x 12 ¢cm 1000 Ong / Thing ong 12.000
thuy tinh
28 | Ong nghiém DPudng kinh nhan chiéu cao lem x 7em 1000 6ng / Thing Ong 10.000
thuy tinh
29 | Que phét dom Chat liéu: Que g0 - Gon 3 X ) 1 que/ hép: 100 Que 1.000
bic diém: Thén que bang g6, mét dau gon, dung trong éng nghiém cd hop/tai
nhan, tiét tring, dai 15 cm
II NGOAITT 04
30 | Vién nén khur Thanh phén: Troclosense Sodium (50% DICHLOR-ISOCYANURATE 100 vién/ hop Vién 10.000

khudn bé mat,
khir khuan dung
cu va thiét biy
té

NATRI).

Dang vién sui tan nhanh trong nudc tao dung dich ¢é pH Acid. Khir khuan
dung cu, bé mat, dd vai

Quy cach: 2,5g/ vién, Hop : 100 vién

2 Land
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STT /| Tén hang hoa Tiéu chuan ky thuat (néu c6) tinh S5 lwong Ghi cha
31 | Giay do R Kich thude 110mm x 20m. Tiéu chuan: ISO 13485(1cudn/tai) hép 10 cudn cudn 200
CNHH+ SA
UPP-110S
32 Gi:fly in két qua | Mau sic: Mau trfmg, Hinh thire: Dang cuén, giziy in nhiét cha yéu ding hop 10 cudn cudn 150
xét nghiém nuée | trong y té
tiéu 57x45mm
33 | Gidy in KQ dién | Gidy in nhiét c6 ké 6, kich thuéc 63 mm x 30m hop 10 cudn cudn 20
tim 3 cén
34 | Ong thdi do Ong 1am bang chit lidu gidy dung 1 Ian, duong kinh 30 mm., dai 63 mm hop 100 céi cai 6.000
CNHH tuong thich véi may do CNHH Spirolab MIR-ITALY
35 | Chai thuy tinh Thuy tinh trong sudt, miéng rong, nit mai loai thé tich 250ml 13 chai/hép Chai 250
miéng rong nit
mai 250ml
36 | Chai thay tinh Thuy tinh trong sudt, miéng rong, nit mai loai thé tich 500ml 12 chai/hép Chai 350
miéng rong nat
mai 500ml
37 | Bia Petri nhua Nhua PS trang trong, gém‘hai dia nhua Iéng vao nhau, dé pH trung tinh. 500 cai/ Thiung Cai 4.500
290 * Duong kinh 90 mm, chiéu cao 15 mm
* Tiét tring bing tia Gamma.
* Pat tiéu chuin ISO 13485: 2016
38 | Mang loc Thanh phan: cellulose nitrate (cellulose han hop ester), cellulose acetate 100 cai/hdp Cai 3.000
Cellulose acetat | hoic cellulose tai sinh. Mang loc Filter Cellulose Nitrate 47mm
dung cho HPLC | Kich thude 16 loc: 0.45um
39 | Mang loc Thanh phan: cellulose nitrate (cellulose hon hop ester), cellulose acetate 100 cai/hop Cai 1.000
Cellulose acetat | hoic cellulos~e tai sinh. Mang loc Filter Cellulose Nitrate 47mm
dung cho HPLC | Kich thude 16 loc: 0.2um
40 | Tai G ky khi Thanh phan chinh: acid ascorbic (Vitamin Q) 10 tai /Géi Ti 200
Anaero/ Kich thudc:
AnaeroPack 2,51: W135 x L197 x H95 (mm)
CO2 '
41 Bac cao su Bao cao su chat lugng cao da dugc bdi tron, khéng gay dj tng va doc hai. 144cai/ hép Hop 100

'\

ra



STT | Tén hang héa P Tiéu chuin k§ thuit Quy cich Pemvi | Ghi chii
= (néu ¢o) tinh S0 luwgng
42 | Test nhanh chan | Pinh tinh phat hién hCG trong nudce tiéu 100 tets \hop Test 2.480
doan thai sém - Mau thir: Nude tidu
- Ngudng phat hién: 10mIU/mL
- Bao quan nhiét do thuong
43 | Onsite Dengue | Ving cdng hop: khang thé chudt khang Dengue Ag; 25 test/hgp Test 250
Ag Rapid Test Vach két qua: khang thé thé khang Dengue Ag:
- Vach chirng: khéng thé dé khang IgG chuét.
44 | Onsite Dengue Vung cong hop: khang nguyén Dengue (A2302) tai to hop, khang nguyén | 30 test/ hop test 250
IgG/IgM Combo | Dengue (A2313) t4i td hop & IgG thé;
Rapid Test Vach két qua M: khang thé chuét khang IgM ngudi; - Vach két qua G:
khéng thé chudt khang 1gG ngudi;
- Vach chimg: khang thé dé khang IgG the.
45 | Bo xét nghiém 1. Thanh phan:Kit phét hi¢n IgM khang Vi rat Viém ndo Nhat Ban Thanh 96 test/hdp Test 384
dinh tinh khang | phén: + Coated Microtiter Strips for Human IgM + Sampie Dilution Buffer
thé IgM khang | for IgM Type A + JE Negative Control + JE IgM Positive Control + Ready
lai vi rat Viém to Use JE Antigen (JERA) for IgM + Ready to Use Normal Cell Antigen
ndo Nhit Ban (NCA) for JE IgM + Ready to Use Enzyme Conjugate-HRP for JE igM +
10X Wash Buffer + EnWash + Liquid TMB Substrate + Stop Solution 2.
Bioquan:-10>-40d56C 3
46 | Hoa chat pha Dung lam chét pha lodng cho méy phan tich huyét hoc 18L/ Can Can 72
lodng ding cho | Trang thai vét li: chét Iong
may phan tich Mau: khéng
huyét hoc 18 Mui: khoéng
thong s6 Do pH: 7.35 dén 7.55
Tinh tan: tan trong nuéc
Thanh ph?m: Natri clorid, Sulfate
47 | Hoa cl1§it ly giai | Dung lam chat ly giai cho may phan tich huyét hoc 500ml/ Can Can 35

hong cau ding
cho may phén

tich huyét hoc

18 théng sé

Trang thai vat 1i: chit long

Mau: khéng

Mui: nhe

D6 pH: 4 dén 7

Tinh tan: tan trong nuéce

Thanh phén: Chat hoat déng bé mat mang dién tich duvong

Uy

VAR T -\ Y

7



STT | Tén hang hoa Tiéu chuén ky thuit v (%:gucgcf)h D:;::hv! Sé — Ghi cha
48 | Hoa chit ria Duing lam chat rira cho may phén tich huyét hoc 5L/ Can Can 18
dimg cho may Trang thai vat 1i: chét long
phén tich huyét | Mau: xanh l4
hoc 18 théng s6 | Mui: nhe
D6 pH: 7,7 dén 8,3
Tinh tan: tan trong nuée
Thanh phén: Polyoxyethylene nonylphenyl ether va Ethylene glycol
monophenyl ether
49 | Hoéa chét rira Diing lam chat rira cho méy phan tich huyét hoc 5L/ Can Can 6
ding cho may Trang théi vat li: chét long
phan tich huyét | Mau: vang hodc vang-xanh 14
hoc loai dam Mui: kho chiu (clo)
dic D6 pH: 10 dén 13
Tinh tan: tan trong nudc
Thanh phén: Dung dich Natri hypoclorit
50 | Hoa chat noi Duing dé kiém chuan may phan tich huyét hoc 2mL/ Lo Lo 12
kiém mirc Trang thai vt li: chit 1ong
thudng ding Mau: dé sim
cho may phén Do pH: 7.0 t6i 9.0
tich huyét hoc Tinh tan: tan trong nude
18 thong sé Thanh phan: Hong ciu ngudi, bach cau bi kich thich va tiéu ciu cia dong
vat co v
51 | Que thtr duong | Pi kém theo may do dudng huyét. Hoép 25 que hodc 50 | Que 33.130
huyét CHUNG LOALI: que dang lo hoic vi
CareSens N roi
52 | Khay thir xét Viing cdng hop: khéng nguyén HEV tai t6 hop & 1gG tho; 30 test/ hop Test 210
nghiém dinh Vach két qua: khang thé chuot khang IgM nguoi:
tinh khang thé Vach chimg: khang thé dé khang IgG thé.
IgM khang HEV
53 | Khay thir xét Ving céng hop: khang thé chudt khang IgG ngudi; 30 test/ hop Test 210

nghiém dinh
tinh khang thé
IgM khang
HAV

- Vach két qua: khang nguyén HAV tai to hop;
- Vach chimg;: khang thé dé khang IgG chudt.




STT | Tén hang héa Tiéu chuin ky thust ?:gu“z‘{f)“ Bg::h"’ S6 luoms Ghi chit
54 | Test nhanh phat | phat hién dinh tinh tat ca cac khéng thé dic hiéu véi HIV-1 bao gom nhom Hdp 25 xét nghiém Test 1.000
hién khang thé | phu O va HIV-2 trong mau huyét thanh, huyét tuong hodc méau toan phan
virus HIV mao mach va tinh mach nguoi.
- D nhay: 99.78% v&i mau huyét tvong, 99.84% véi miu huyét thanh,
99.01% v&i mau mau toan phn tinh mach, 100% vé&i miu mau toan phin
mao mach
- D dic hiéu: 100% v6i mau huyét twong va méu toan phan, 99.92% vi
mau huyét thanh.
Vach thir T1: protein tai t3 hop gp41 ctia HIV-1, gp41 cta HIV-1 phén
nh6ém O; Vach thir T2: gp36 cua HIV-2; Vach chimg: khang thé don dong
khang IgY ga; Dém lién hop: cong hop gp41 ciia HIV-1 keo vang/gp41 cla
HIV-1 phén nhém O keo vang; gp36 ciia HIV-2 keo vang,
Bao quan: 2-400C
Nam trong danh saich WHO PQ. Giéi han phét hién: Khéng thé khang HIV-
1:11.88 (S/CO) & d{ pha loang 27-12 , khang thé khang HIV-2:102.6 S/CO
& d¢ pha lodng 2"-10, khang thé khang HIV-1 nhom phu O: 154.55/CO ¢&
d6 pha loang 27-7
55 | Hoa chét kiém Hoéa chat kiém tra chit luong cho cac xét nghiém sinh hoa thudng quy mie | 1x5ml Lo 5 B
chirng mire 1 1 trén hé théng may sinh hoa tur dong
cho céc xét Pat tiéu chuin hoidc FDA hoiic CE
nghiém sinh hoa
thuong quy
56 | Hoa chat kiém Hoéa chét kiém tra chét luong cho cac xét nghiém sinh héa thuong quy mie | 1x5ml Lo 5
chirng mdc 2 2 trén hé théng may sinh héa tu dong.
cho cac xét Dat tiéu chuin hoiic FDA hoic CE
nghiém sinh héa
thuong quy
57 Héa chat hiéu Hoa chit hiéu chuin cho cac xét nghiém sinh hoa thudng quy trén hé théng 1x5ml Lo 5

chuén cho cac
x€t nghiém sinh
hoéa thuong quy

may sinh hoa ty dong

Thanh phan it nhit bao gdm: Huyét thanh ngudi va cac chat phan tich
Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-NAC,
GGT, HBDH, LDH, Albumin, Creatinine, Cholesterol, Glucose, Lactate,
Lipase, Total Protein, Triglyceride, UIBC, Urea, Uric Acid, Bilirubin,
Inorganic Phosphorous, Calcium, Iron, Magnesium

Dat tiéu chuén hodc FDA hoac CE




STT | Tén hang héa \ Tiéu chufn ky thuat Y ‘f,‘,‘g:i;“ Dt‘;;‘h"’ T Ghi chi
58 | Pinh lugng Hoa chit xét nghiém dinh lugng Triglyceride trén hé thong méy sinh hoa tu | 4x20mI+4x5ml Hop 2
Triglycerid dong
Khoang tuyén tinh: Tir <0,1 —> 11,3 mmol/L (Tir < 10 — > 1.000 mg/dL)
Do ladp lai: CV < 1,06%;
D6 chum toan phan: CV <1,76%
S6 test thue hién duge: > 7 test/mL
Dat tiéu chuén hoic FDA hoic CE
59 | Do hoat dd ALT | Hoa chat xet nghiém do hoat do ALT trén hé thong may sinh hoa tu dong 4x50ml+4x25ml Hép 2
(GPT) Khoang tuyén tinh: Tir <3 —> 500 U/L (T <0,05 —> 8,33 pkat/L)
D¢ lap lai: CV £2,1%;
D6 chum toan phén: CV <2,7%S6 test thue hién dugc: > 6 test/mL
Pat tiéu chuan hoic FDA hoiic CE
60 | Po hoat d6 AST | Hoéa chat xét nghiém do hoat dj AST trén hé thong may sinh hoa ty dong 4x25ml+4x25ml Hop 2
(GOT) Khoang tuyén tinh: Tir <3 —> 1.000 U/L (Tir < 0,05 — > 16,7 pkat/L)
Do lap lai: CV < 1,9%;
D6 chum toan phﬁn: CV <2,9%8S4 test thuc hién dugc: =9 test/mL
Dat tiéu chuin hoac FDA hoic CE
61 | Pinh lugng Ure | Hoa chat xét nghiém dinh luong Uré trén hé thong may sinh héa tu dong 4x25ml+4x25ml Hop 2
Khoéng tuyén tinh:
+ Huyét thanh, huyét tvong: Tir <5 — > 300 mg/dL (Tir <0.8->50.0
mmol/L)
+ Nude tiéu: Tir < 60 —> 4500 mg/dL (Tir < 10 - > 750 mmol/L)
Do lap lai: CV <£2,28%,;
Do chum toan phin: CV <3,41%S4 test thuc hién duge: > 9 test/mL
Dat tiéu chuin hodic FDA hoiic CE
62 | Pinh lugng Hoa chit diing cho xét nghiém dinh luong Creatinine trén hé théng may 4xS5Tml+4x51ml Hép 2
Creatinin sinh hoa tr dong

khoang tuyén tinh:

+ Huyét thanh/ huyét tuong Tor<5-2>2.200 pmol/L (Tir < 0,06 —> 25,0
mg/dL)

+ Nuée tiéu: Tir < 88 —> 35.360 pmol/L (Tir < 1 —> 400 mg/dL)

bo lap lai: CV <1,12%;

D& chum toan phan: CV < 2,48%S4 test thuc hién dugc: > 4 test/mL

Pat tiéu chuan hoic FDA hoic CE

7
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STT | Tén hang héa Tiéu chuin ky thujt %‘:g’ucjs)" gl egng | GM ch
63 | Dinh lugng Hoa chat xét nghiém dinh luong LDL-cholesterol trén hé thong may sinh 4x27ml+4x9ml Hop 1
LDL - C (Low hoa tu dong
density Khoang tuyén tinh: Tir < 0,26 - = 10,3 mmol/L (Tir < 10 - = 400 mg/dL)
lipoprotein D lp lai: CV =2,26%;
Cholesterol) D6 chum toan phéan: CV <2,71%S4 test thuc hién dugc: > 4 test/mL
Dat tiéu chuan hoidc FDA hoic CE
64 | Dinh lugng Hoa chat xét nghiém dinh luong HDL-cholesterol trén hé thong may sinh 4x27ml+4x9ml Hop 1
HDL-C (High hoéa tu dong
density Khoéng tuyén tinh: Tir < 0,05 - -2 4,65 mmol/L (Tir <2 - > 180 mg/dL)
lipoprotein D§ lap lai: CV <0,85%;
Cholesterol) Do chum toan phén: CV < 1,92%S6 test thuc hién duge: > 4 test/mL
Dat tiéu chuin hoiic FDA hoiic CE
65 | Dinh lugng Hoachatdungchoxctnﬂuenldmhlucngchokmenﬂ 4x45ml Hop 2
Cholesterol toan | Thanh phén: Dung dich dém photphat (pH 6,5) 103 mmol/i; 4-
phan Aminoantipyrine 0,31 mmol/L; Phenol 5,2 mmol/L; Cholesterol esterase >
02kUﬂ(33uMﬂL)Omkﬁadommme>02HﬂLG3;mmm)
Peroxidase > 10 kU/L (166,7 pkat/L)
Phuong phép: Enzymatic
Immmm:mwammhhwﬂnmgﬁmmmmgmmgmemEDﬂﬂ
S0 lugng test toi thiéu/1 mL: 22 test
Dai tuyén tinh: 0,5 — 18,0 mmol/L (20 - 700 mg/dL)
CV<3%
66 | Chat tay kiém Thanh phan: Sodium Hypochlorite {ndng dd clorine 5,0%) 20x4ml/ Hop 4
manh dé loai bo Hop
cac chét phan
(rng trén may
Sysmex
67 | Hoa chat pha Thanh phén: Sodium chloride 0,7%; Tris buffer 0,2%: EDTA-2K 0,02% 1x20L/ Hép 33
loang dung cho | Pat 1SO 13485 Hép
may huyét hoc
68 | Hoa chét ly giai | Thanh phan: Organic quaternary ammonium salts 0,07%; Nonionic Ix5L/ Hop 6
ding cho may surfactant 0,17% Dat 1SO 13485 Hép
x€t nghiém
huyét hoc
69 | Hoa chat xac Thanh phan: Sodium Lauryl Sulfat 1,7g/LL Pat 1SO 13485 3x500ml/ Hop 13
duﬂ1nongdo Hoép

huyét sic t6
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70 | Héa chat nhudm | Thanh phan: Polymethine 0,002%; methanol 3,0%:; Ethylene Glycol 96,9% | 2x42ml/ hép Hoép 8
céc té bao bach | Dat ISO 13485
ciu
71 Chat chuin may | Thanh phﬁn: bao gém té bao héng cau da duoc 6n dinh, bach ciu, va tiéu 1x3ml/lo Lo 4
xét nghiém cau & ngudi duoc gitr én dinh trong méi trudng cb chit bao quan
Huyét hoc 29
thong s mirc 1
72 | Chat chudn may | Thanh phan: bao gdm té bao hdng cau di duoc on dinh, bach cau, va tiéu 1x3ml/lo Lo 4
xét nghiém cau ¢ ngudi dugce giit 6n dinh trong mai trudng cé chét bao quan
Huyét hoc 29
théng sé mirc 2
73 Chat chuan may | Thanh phén: bao gdm té bao hf")ng cau di duoc 6n dinh, bach cdu, va tiéu 1x3ml/lo Lo 4
xét nghiém cau & ngudi dugce giir 6n dinh trong méi trudng b chét bao quan
Huyét hoc 29
thong sb mire 3
74 Hoéa chat dinh Thanh Phan: Tris buffer (pH 7,8) 110 mmol/l L-aspartic acid 340 mmol/I R1:6x44ml, R2: Hop 7
luong nong do LDH > 4000 U/1 MDH > 750 U/l CAPSO 20 mmol/l 2-oxoglutarate 85 6x11mi
AST/GOT sir mmol/l NADH 1,05 mmol/l.
dung cho may
xét nghiém sinh
hoa
75 | Hoa chat dinh Thanh phén: Tris buffer (pH 7,5) 137,5 mmol/l L-Alanine 709 mmol/l LDH | R1:6x44 ml, R2: Haop 7
lwong ndng do (microbial) > 2000 U/l CAPSO 20 mmol/l 2-oxoglutarate 85 mmol/l NADH | 6x11 ml
ALT/GPT str 1,05 mmol/l.
dung cho may
xét nghiém sinh
hoa
76 | Hoa chat xét Thanh phan: Picric Acid: 26mmol/l; Sodium Hydroxide: 240 mmol/Il. R1:5x44ml, R2: Hop 7

nghiém
Creatinine str
dung cho may
xét nghiém sinh
hoa

5x11mi

L{%

NE. |
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77 | Chéthiéu chudn | La chat hiéu chudn (chira huyét thanh) duge sir dung cling véi cic thudc thir LoSmlx5 Hop 1
xét nghiém sinh | trén may xét nghiém sinh héa. Thanh phin: Huyét thanh ngudi ¢6 hoda chét
hoa phu gia va enzym thich hop tir ngudi, dong vt va thyc vét,
78 | Hoa chat kiém Chat kiém chimg cho cac xét nghiém sinh héa thuéng quy mire 1. Thanh Lo5mlx5 Hop 1
chimg mirc 1 phan bao gom: Huyét thanh nguon dang déng kho chira hoa chat phu gia va
cho céc xét cac enzyme thich hop ¢é ngudn goc con ngudi va dong vat.
nghiém sinh héa
thudng quy
79 | Dung dich rira Concentrated wash:ng solution 14 dung dich rira diing cho céc may phén chai 100ml Chai 10
dung cho méy tich sinh héa ciia hing BioSystems.
phén tich sinh
hoa tu dong
80 | ELISA Fasciola | B xét nghi¢m Fasciola 1gG phat hién khang thé san 14 gan l6n trong huyét | 96 Test/Hop Hép 85
IgG thanh ngudi
Thanh phan: Dia ELISA 96 giéng, Lién Hop Enzyme, Déi chirng duong,
Déi chimg dm, Chét tao mau, Wash Concentrate (20X), Dung dich dém pha
lodng, Stop Solution, Fasciola Serology Microweil ELISA Kit. Tong thoi
gian u: 20 phat; D6 nhay: 100%; D6 dic hiéu: 100%; Tiéu chuin chat
luong: ISO 9001, 1SO 13485, Gidy phép luu hanh san phim
81 ELISA B xét nghi¢m Strongylordes IgG phat hién khang thé Strongyloides IgG 96 Test/Hop Hop 80

Strongloides
IgG

trong huyet thanh hodc huyet tuong nguoi.

Thanh phan Dia ELISA gbm 96 giéng, Enzyme Conjugate, Dbi chiing
duong, Déi chimg Am, Chromogen, Dung dich rira ¢6 dac (20X), Dém pha
loang, Dung dich dirng, B9 kit ELISA giun luon IgG

Téng thoi gian a: 20 phat

Po nhay 100%: D9 dac hiéu: 100%

Bao quan & 2-8 ° C; Tiéu chuin chét luong: ISO 9001, ISO 13485, Gidy
phép luu hanh san pham

1=~ h
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82 | ELISA B xét nghiém Fasciola IgG phat hién khang thé giun diia chd méo trong 96 Test/Hop Héop 150
Toxocara IgG huyét thanh nguoi
Thanh phén: Dia ELISA 96 giéng, Lién Hop Enzyme, Déi chimg duong,
Péi chirng &m, Chét tao mau, Wash Concentrate (20X), Dung dich dém pha
lodng, Stop Solution, Fasciola Serology Microwell ELISA Kit. Tong thoi
gian G: 20 phat; P& nhay: 100%:; Do dac hiéu: 100%: Tiéu chuin chat
lugng: ISO 9001, iSO 13485, Gidy phép luu hanh san phim
83 | Xét nghiém in D¢ nhay 100% do dic hiéu 99,75%, Cho két qua nhanh trong vong 15 100 test/hop Test 300
vitro phat hién phiit, D6 6n dinh ciia két qua xét nghiém t6i 60 phuat ,khong can st dung
khéing thé khang | thém bét ky dung dich dich dem(chase) cho mau méu huyét thanh, huyét
HIV & nguoi twong , Nha mdy sin xuét dat tiéu chuan chau Au EN ISO 13485.
- Ham lugng chinh: Antibody, anti HIV-1, Antibody,Anti HIV-2, Antigen
(pGO9-CKS/XL-1) HIV-1 Group O, Antigen,(pGO11-CKS/XL-1) HIV-1
Group O,Antigen,(PjC100)HIV-2, Antigen,(pOM10/PV361) HIV-1,
Antigen, (pTB319/XL-1)HIV-1, HIV-1 Peptide Antigen, HIV-2 peptide
Antigen.
84 | Hoé chat dém té | Thanh phan: gém 2 cép éng véi 4 n(‘ﬁng do hat bead: 50test/hop Hop 21
bao CD4 - Ong co phan trén mau vang: khéng c6 bead
- Ong co phan trén mau do: nong do hat bead thap ~50 beads/pL
- Ong co phan trén mau xanh : nong dé hat bead trung binh ~250 beads/pL
- Ong ¢6 phn trén mau tim: nonﬂr dd hat bead cao~1,000 beads/pL
85 | Dungdich trang | Thanh phan 50 6ng thude thir chira CD4 clone SK3 gan mau PE/ CD14 Sl/thing Thing 1
ding cho may M¢P9 gan mau PE- CyS/CDl 5 clone MMA gan mau PE-CyS5, 65 nip dng
dém té bao CD4 | va mét lo SmL dung dich ¢b dinh 5% formaldehyde trong phosphate-
buffered saline (PBS)
86 | Hoa chat doi Thanh phan: cé Sodium fluoride. 25test/hop Hop 1
chirng CD4
87 | Dung dich ria Thanh phan: Sl/thung Thiing 1

dung cho may
deém té bao CD4

Nude (pha lodng) ]
Acid hypochloro (lam sach), mudi Natri (1:1): 1%
Natri hydroxide (0,8%) (cdn bang pH)
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P I

]

— e



STT | Tén hang héa , Tiéu chuin ky thuat ° (%:guci‘;)" Bg::h"! S6 hugmg | GM b
88 | Dungdichdém | Thanh phan co chita nudc va cac dung méi hitu co 201/thuing Thung 2
89 | Gen Star sonog | Phit hop véi tan so siéu am dang sir dung, 1 thing x4 canx 51 | Thung 25

Khéng gay ban quan 4o, khéng gay hai dau do. Khong co Formaldehyde.
V6 khuan va khéong gdy man cam hodc rat da, niém mac.
90 | Thudc thir xét Thude thir xét nghiém An ti AB Dung dich mau tréng 10ML /Lo Lo 3
nghiém nhom
mauAB
91 | Dung dich Bo nhudém Gram dung dé thuc hién xét nghiém nhudém soi. Bao g6m 04 4 chai x 500ml bo 0
nhuém gram dung dich thuée nhudém thanh phén la Crystal Violet chai 100ml, Lugol chai
100ml, Decolor (alcohol-acetone) chai 100ml va Safranine chai 100ml.
92 | Que thir nude Xét nghiém 10 théng s6 co ban cta nudc tleu Mau, duong, Bilirubin, pH, 100 test/ hop Test 26.000
tiéu 10 théng sb Protein, Ketone, Urobilinogen, Nitrit, Bach cu, ti trong. Trén thanh thir co
miéng dén kiém tra (ID band) c6 tac dung kich hoat kiém tra tu déng.
93 | Test phat hién Phat hién khang nguyén Chlamydia trong mau chdi té bao, tim bdéng dich 25 Test/ hop Test 2.000
Chlamydia cb tir cung,
D6 nhay > 93.1%;
D¢ dic hiéu > 98.8%
Test xét nghiém gém 1 lo dung dich tach chiét A. 1 1o dung dich trung hoa
B. Test xét nghiém 6n dinh it nhat 4 tuan khi dé & nhiét do 55+1°C. Gidi
han phat hién: 19.7 pg/ml.
Han dung 16n hon hodc bang 18 thang.
94 | Test phat hi¢n Test nhanh chan doan giang mai T reponema pallidum (TP) tr €n mau mau 100 test /hop Test 1.500
giang mai toan phén, huyét thanh hoc huyét tuong bang phuong phép sic ky mién
dich.
Thanh phan : anti-human immunoglobulins cong hiop chat nhudm va protein
tai t6 hop TP dic hiéu voi khang thé giang mai; test gdm khay thir, dung
dich pha loang chira dém mudi, dung dich rira, sodium azide (<1%), pipet
dung mét 1an.
Bao quan ¢ 4-30
95 | Test Clo du Dai ndng do: 100go1/ hop Hop 9

0.02 - 2.00 mg/L Cl..

0,12g/g6i
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96 | RF Absorbent RF Absorbent duge diing dé loai bo cac yéu t& viém khop dang thap RF 20 ml/ lo lo 5
(Dung dich han | IgM trong huyét thanh, huyét tuong hoic dich néo tuy( CSF), 1a budc ban
ché duong tinh | dau trong viéc xac dinh sy hién dién cta khang thé dac hiéu IgM trong cac
gia do yéu tb xét nghiém mién dich gian tiép
dang thip)
97 | B6 xét nghiém Phai ding diing Rf-Absorbent xir Iy mau: U 15 phit & nhiét do phong hofic | 96 test/hop Hop 3
dinh tinh khang | qua dém & 4°C, Téng thoi gian U trong quy trinh: 120 phat, Poc két qua o
thé IgM khang bude song 405nm, dg nhay: > 98,9%, D6 dic hiéu: > 99%
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Mau bdo gid

BAO GIA®

Kinh gii: ... [ghi rd tén cia Cha diu ti péu cau bdo gid]

Trén co sd yéu cdu bao gid ciia.... [ghi rd tén cia Chi dau te yéu cau bdo gida], ching t6i .... [ghi tén,
dia chi ciia hang san xudt, nha cung cdp; truomg hop nhiéu hang san xudt, nha cung cdp cimg tham
gia trong mgt bdo gid (goi chung la lién danh) thi ghi rd tén, dia chi cia cdc thanh vién lién danh] bao
gia cho cac hang hoa nhu sau:

1. Bao gia cho cac hang hoéa:

Cac chiThanh

STT Tén hangTiéu chuin kjQuy cichPon VES{) Don gia hi Tienkid
héa® thuat® (néu c6)® ftinh®  firong® (VND)? P EhpRel

quan® |(VND)®

1 Hang hoa 1
2 Hang hoa 2
n -
2. Bao gia nay cé hiéu luc trong vong: .... ngay, ké tir ngay ... thang ... nam ... [ghi cu thé s6 ngay
nhung khéng nho hon 90 ngay], ké tir ngay ... thang... nam ... [ghi ngay ....thdng...ndm... két thiic nhén
bdo gic phir hop véi théng tin tai khoan 4 Muc I - Yéu cdu béo gid].

3. Chiing ti cam két:

- Khéng dang trong qué trinh thye hién thi tuc giai thé hogc bj thu hdi Gidy chimg nhan ding ky
doanh nghiép hodc Gidy chimg nhin dang ky h kinh doanh hofic céc tai liéu tuong duong khéc;
khong thude truong hop mat kha nang thanh toan theo quy dinh cta phap luat vé& doanh nghiép.

- Gia tri ctia cac hang hoa néu trong bdo gia la phi hop, khong vi pham quy dinh ctia phap luat vé canh
tranh, ban pha gia.

- Nhirng théng tin néu trong bao gia la trung thye.

...... R ngay.... thang....nam
Dai dién hgp phap cia hing sin xuat, nha
cung cép“o)

(Ky tén, dong dau (méu c6))
Ghi chu:
(1) Hang san xudt, nha cung cdp dién ddy du cdc théng tin dé bdo gid theo Mau nay. Truong hop yéu
cdu giri bdo gid trén HE thong mang ddu thu quéc gia, hang san xudt, nha cung cdp dang nhdp véo
Hé théng mang ddu thdu qudc gia bang tai khoan ciia nha thau dé gir bdo gid va cdc tai ligu lién
quan cho Chi ddu tw theo hudng dén trén Hé thong mang ddu thau quic gia. Trong truomg hop ndy,
héng scn xudt, nhé cung cdp khong phai ky tén, dong ddu theo yéu cdu tai ghi chii 12.
(2). (3). (4). (3). (6) Hang san xudt, nha cung cdp ghi theo ding yéu cau trong Yéu cdu bao gid.
Hang san xudt, nha cung cap ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, 1¢ phi va thanh
nen béang dong Viét Nam (VND). Trieong hop ghi béng dong tién mede ngodi, Chu dau tw s& quy doi
vé déng Viét Nam dé xem xét theo 1y gid quy doi ciia Ngdn hamg Ngogi thwong Viét Nam (VCB) cong
bé tai thoi diém ngay két thiic nhdn bdo gid.
(7) Hang san xudt, nha cung cdp ghi cu thé gid tri dom gid nrong img vdi timg mdt hang héa
(8) Héing san xudt, nha cung cap ghi cy thé chi phi lién quan tmg voi nimg mdit hang héa
(9) Hang san xudt, nha cung cci'p ghi cuy thé gid tri Ihcirnh tién twong tmg voi timg mat hang hoéa
Hang san xudt, nha cung cdp ghi don gid, thanh fzen bang dong Viét Nam (VND). Truong hop ghi
béng dong tién nude ngoai , Chi dau tw s quy doi vé dong Viét Nam dé xem xét theo ty gid quy doi
cua Ngdan hang Ngogi thirong Viét Nam (VCB) cong bé két thic tqi thoi diém nhén bdo gid
(10) Nguoi dai dién theo phdp ludt hodc ngu'm durge nguoi dai dién Iheo phap ludt 1y quyén phdi ky
1én, dong ddu (néu cd). Truong hop iy quyén, phai giri kém theo gidy 1y quyén ky bdo gid. Truomg



hop lién danh tham gia bdo gid, dai dién hop phdp cua tdt ca cdc thimh vién lién danh phdi ky ién,
déng ddu (néu cé) vao bdo gid.

Truomg hop dp dung cdach rthure gui bdo gia trén Hé thong mang ddu thau quéc gia, hing san xudt, nha
cung cdp ddng nhdp vao Hé thing mang ddu thau quoc gia bang 1ai khodn nha thdu ciia minh d@é giri
bdo gid. Truong hop lién danh, cdc thanh vién théng nhar ctr mét dai dién thay mdt lién danh nép bdo
gid trén Hé Ihffng. Trong trucng hop nay, thanh vién dai dién lién danh truy cdp vao HE rhéng mang
ddu thau quic gia bang chimg thir $6 cdp cho nha thau ciia minh d@é giei bdo gid. Viéc dién cdc thong
tin va ngp Bdo gid thuc hién theo hudng dan tai Mdu Bdo gia va huéng ddn trén Hé thong mang ddu
thdu quéc gia.



