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S6:4 2 /TB-TTYT Hai An, ngay 25 thdang 10 nam 2024

THONG BAO YEU CAU BAO GIA
Vé viéc moi cung cAp Bao gia sinh pham chuén doan INVITRO

Kinh giri: Quy don vi cung cép sinh phdm

Trung tdm Y té quan Hai An c6 nhu cdu tim nha thau c6 sinh pham chuin doan
INVITRO,vi vdy Trung tdm thong béo tdi cac don vi vdi cac ndi dung nhu sau:
1. Pon vi yéu cau bao gia: Trung tdm Y té quan Hai An.
2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bdo gia
- Ba Mai Thi Hoa Nhai - Truéng phong TCHC.
- Chi tiét lién hé: 0917920291,
3. Pia diém tiép nhén bdo gia:
Phong T chtrc Hanh chinh
bia chi: Trung tdim Y té quan Hai An - L6 K2, duong Tran Hoan, TDP sb 7,
phudng Pang Hai, quan Hai An, thanh phd Hai Phong.
4. Thoi han tiép nhéan bao gia:
- Tirngay 25/10/2024 dén hét ngay 04/11/2024
(Bao gia nhéan dugc sau thoi diém nay s& khong dugc xem xét)
5. Danh muc sinh phdm (Danh muc, sé lwong, thong sé ky thudt theo phu luc
dinh kem)
Trung tim Y te quan Hai An g thong bdo téi cadc don vi ¢ chic nédng, thAm
quyén cung cép sinh phdm, quan tdm chao gia./.

Noi nhan:
- Nhu kinh gtri;
- Dang tai Website cua Trung tam,;
- Luu: VT, TCKT.

oang Vian Nhat
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PHU LUC
MUC SINH PHAM CHUAN POAN INVITRO MUA SAM NAM 2024 - 2025
(Kém theo Thong bdo sé  /TB-TTYT ngay 25/10/2024 cia Trung tam Y té qudn Hdi An)
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Phat hién tét ca cac type khang thé (IgG, IgM, IgA) dic hiéu véi virus HIV-1 gbm
type phu O va HIV-2 bang su hinh thanh vach rd rang (3 vach) va phan biét trong
mau huyét thanh, huyét twong va mau toan phan.
- Nhay véi IgM trong giai doan nhiém bénh sém §
- D6 nhay: 100%; D06 dac hiéu: >99.75%. A
- 1 test thir bao gdm: Phirc hop vang: Khéng nguyén HIV-1 gp41, p24, HIV-2 gp36
Xét nghiém in |tai t& hop — chét keo vang (1,0 £ 0,2 pg); Vach thir 1: Khang nguyén HIV -1 ’téi tb Abhok
vitro phat hjén hop (gp41, p24) (0,625 + 0,1?5 ne); Vgch thtr 2: Khang nguy(?n HIV -2 tai t6 hop Diagnusiics
I SP24.01 kh'ang thé (gp3§? (f),SiO’,lpig); \{ach ching: P,Iuyet thanh dé c6 khang thé HIV (0,75 + 0,15 pg). Medical | Nhat Ban Hoép 100 Test 200
khang HIV- |- Thoi gian tra két qua: 10 — 20 phat Co.. Ltd/ test
I/HIV-2 & |- Nhiét d0 bao quan: 1 —30 °C -y
o x » B, B # 5 7 = & 5 5 % R " , x NhatBan
nguoi - Khéng ¢6 phan g chéo v6i cac mau tham taich mau, mau roi loan ddng mau, mau
dwong tinh véi khang thé khang HCV va miu méu phu nit mang thai.
- Pugc ban hanh trong Huéng dan Quan Ly, Diéu tri va chiam séc HIV/AIDS cia
BYT hién hanh.
- Pugc déanh gia bdi WHO, USAID, dugc ban hanh trong Khuyén cao phuong cach
xét nghiém chin doan HIV quéc gia nim 2020 cta Vién vé sinh dich t& trung uong.
ng Y té Toan cau (GHSC Eligible Diagnostic List)
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Phat hién dinh tinh khang nguyen HBsAg trong mau huyét thanh, huyét tuong ngudi,
phu hop dé sir dung trén mau phu nir mang thai.
- D nhay: >98,4% (Khoang tin ciy 96.2 - 100%); D6 dic hiéu: >99,6% (Khoang tin
cay 97.9 - 100%)
- Thanh phan:
+ Phic hop vang: Khang thé don dong chudt khang HBs- keo vang (0.026 +0.008
Hg),
Bioline™ keo vang - IgY 24 (0.032 £0.009 pg) Abbott | Hep30
2 SP24.02 HBsAg + Vach thir: Hon hop khang thé don dong chuét khang HBs (0.44 +0.088 pg) Diagnostics | Han Quoc .test Test 300
+ Vach chung: Khang thé don dong chudt khang ga IgY (0.48 +0.096 pg) Korea Inc.
- Thoi gian tra két qua: 20 phat
- Nhiét d6 bao quan: 1 —30 °C
- Khéng c6 phan tng chéo véi cac mau HCV, HAV, CMV, EBV, Parvovirus, HIV,
VZV, Syphilis, Rubella, HTLV va HSV.
- Kit thir én dinh it nhat 20 tudn khi dé & nhiét do 55°C
- Ngudng phat hién: 2 IU/ml
- Pat tiéu chuan: ISO
Phaét hién khang thé dac hiéu khang HCV trong miu huyet thanh, huyét twong, mau
toan phan ngudi. Puoc thiét ké dé sir dung trong quan thé c6 ty 18 nhlem HCV cao
hodc nhiing ngudi cé tién sir phoi nhiém/hanh vi nhiém HCV bao gdm ca phu nit
mang thai.
- Dg nhay: 100%; D dac hiéu: 99.4% (so vai xét nghlem xac nhén sir dung RT-PCR)
Test nhanh - 1 test thir bao gdm: Phirc hop vang: Protein A — chét keo vang (1,0+0,2 pg), vach
hat hién thir: Khang nguyen HCV tai td hop (151, NS3, NS4, NS5) (1,5+0,3 pg), vach ching: Abbott | 1 30
3 SP24.03 p . .2 |Globulin mién dich dé khang nguoi (2,0+£0,4 ng) Diagnostics | Han Qudc =P Test 300
khang thée test
HCV - Thoi gian tra két qua: 5 — 20 phat Korea Inc.

- Thé tich mau sir dung: 10pl

- Nhiét d9 bao quan: 1 -30 °C

- Khong c6 phan g chéo véi cac mau Khang thé HBs, CMV, HIV, Giang mai,
Xoin khuin Borrelia burgdorferi, EBV, HTLV, Ky sinh trang Toxoplasma,
Chlamydia, HBsAg, Cam, Trypanosoma cruzi I /II

- Pat tiéu chuan: ISO, WHO PQ
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Cac chi s do: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, Urobilinogen,
Leuk°Cyte, SG.
- Dai do cuia céc chi sé:
Protein: 15-30mg/dL albumin
Blood: 0.015-0.062mg/dL hemoglobin
. . |LeukoCyte: 5-15 ; 5
4 | spaaos |Que t:?‘fu“““ Nitrite: 0.06-0.1mg/dL nitrite ion S'emfzz' . H‘-’i 1t00 hép | 250
¢ Glucose: 75-125mg/dL S
Ketone: 5-10mg/dL acetoacetic acid
pH: 4.6- 8.0
SG: 1.001-1.035
Bilirubin: 0.4-0.8mg/dL
Urobilinogen: 0.2EU/dL
Que thir
Chuz.i{] s 'xet Hoéa chét kiém tra do chuén duong tinh dung cho may phan tich nude tidu. Thanh Hang, nudc
nghiém nudc A : G 3 5 s ; . £, s
o i phan: Glucose; crystalline bilirubin; sodium methyl acetoacetate; bovine hemoglobin; [san xuét chi N 25 test/ R
5 SP24.05 |tiéu Clinitek . ; g : 4 . it My ? Hop 20
g bovine serum albumin; 5-(4-sulfobutoxy)-2-methylindole sodium salt; sodium nitrite; [so hitu: hop
R e rotease (fungal) Siemens/ My
Control Strips P © Y
(5019)
Que thir
chuén 4m tinh
iutnf Chhi(;r:lay Hang, nudc
oh RS Hoa chét kiém tra d6 chuin am tinh dung cho may phan tich nuée tidu. Thanh phin:  |san xuét cha 3 25 )
6 SP24.06 |nudc tiéu . : e ; . e My : Hoép 20
i Potassium phosphate monobasic and dibasic; sodium chloride; urea s& hitu: test/hop
Clinitek Atlas . ~
; Siemens/ My
Negative

Control Strips
(5037)
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Khay thir xét
nghiém dinh
tinh khang
nguyén NS1
vi rat Dengue

Phat hién khang nguyén NS1 trong huyét thanh, huyét trong hodc mau toan phin cua
nguoi.

Vach ching: Khang thé don dong chudt khang ga IgY (0,64 + 0,20pg).

D¢ nhay > 92,4% (khoang tin cdy 95%: 86,1 - 95,9%) va do dic hiéu > 98,4%
(khoang tin cay 95%: 95,5 - 99,5%) so v6i RT-PCR.

Doc két qua trong 15-20 phut.

Céc mau bénh phim huyét tan, nhiém m&, mat va nhitng mau c6 chira cac yéu t dang
thip khong giy nhiéu cho san phim.

C6 nghién ciru d6 nhay dbi véi lay nhidm nguyén phat va lay nhiém thir phat

C6 nghién ciru trén céc sero-type Dengue

Tiéu chuan ISO, CE

Abbott
Diagnostics
Korea Inc.
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Influenza
virus a b test
nhanh

Test chin doan nhanh cam A, B; D% nhay; 91.8%, D déc hiéu: 99% so véi phuong
phép nudi cdy vi rat va RT-PCR. Dang que.

San phiam khéng c6 phan img chéo véi 32 chiing virus va vi khuin gdm Adenovirus
type 3, type 6, type 21, CMV, Echovirus type 2, type 5, type 11, HSV, Mumps Virus
Ag, Parainfluenza type 1 Strain Sentai, RSV- A2 Strain, Mycoplasma pneumonia,
Bordetella pertussis, Klebsiella pneumoniae, Legionella pneumophila,

« 1 thanh thir gdm: Cong hop vang A : Khéang thé don dong chudt khang cim A - keo
vang (0,11+0,02pg), Cong hop vang B : Khang thé don dong chudt khéng cim B -
keo vang (0,06+0,01pg), Vach thir “A": khang thé don dong chudt khang cam A,
Vach thir “B” : khang thé don dong chugt khang cim B, Vach chimg: khéng thé dé
khang immunoglobulin chudt (0,7+0,14pg).

Gi6i han phat hién trén ching cim chuan ATCC: cim A(HIN1) & ndng dé pha loang
640 lan

,cam A(H3N2) & ndng d¢ pha lodng 1280 1in, cim B & ndng dd pha lodng 2560 l4n
Kém que kiém chuén ciim A, cim B va 4m tinh.

Kit thir 6n dinh it nhdt 4 tudn khi dé & nhiét d¢ 55+1°C.

Dat tiéu chudn: ISO, CE
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Diagnostics
Korea Inc.
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- Str dung men (enzyme): Glucose Dehydrogenase (FAD-GDH) rat dic hiéu véi
glucose (chi phan (g véi glucose) cho két qua chinh xéc vi khong bi anh hudng boi
ndng d6 oxy va céc loai duong nhu maltose, galactose c6 trong mau.
- P6 chinh xéac cao 99,2%, dat tiéu chuin EN ISO 13485:2016
- M4u mau: mao mach
Quethir | %l:;itgirtlud?a;n glile;l)t' "ﬁ%ﬁhﬁﬁeﬁ:ﬁgoﬂﬁ“ﬁ A lrone ma e Hop 25
9 SP24.09 |duong huyét . sl - P e Scotland Anh i Test | 3.800
P - Ving nhin mau nam ngang, tr dong tham hit mau mau, cdng nghé 1y mau 2 canh Ltd., Anh Test

bén

- M4u mau dugc quét 500 1an trong vong 5 gidy.

- Pham vi do ludng Glucose: 20 - 600 mg/dL (1,1 - 33,3 mmol/L)
- Khoang Hematocrit: 20 - 60%

- Stir dung cho dong may OT Ultra Plus Flex"

TONG CONG: 9 Khoan




