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SO Y TE KIEN GIANG " CONG HOA XA HQT CHU NGHIA VIET NAM
TRUNG TAM Y TE TP. HA TIEN Dgc 1p - Ty do - Hanh phitc_

S6: 10/TMBG-TTYT Ha Tién, ngay 09 thang 7 rnam 2024

THU MOI BAO GIA

Kinh giti: Céc hiing san xuit, nha cung cap tai Viét Nam

Trung tdm Y té thanh phd Ha Tién c6 nhu ciu tiép nhan béo gid dé tham khio,
xdy dyng gid g6i thau, 1am co sd td chire lya chon nha thau cho géi thdu mua sam hoa
chat xét nghiém, vat tur y t€ dung cho xét nghiém nam 2024 v4i ndi dung cu thé nhu
sau:

L. Thong tin cta don vi yéu ciu bso gia:
1. Don vi yéu cdu bio gi4: Trung tim Y t thanh phé Ha Tién, tinh Kién
Giang.
_ Dia chi: S6 65, Cach Mang Thang Tam, khu phé 111, phuong Té Chau, thanh

phd Ha Tién, tinh Kién Giang.

bia chi trang théng tin dién

2. Théng tin lién hé ctia ngudi chiu tréch nhiém tiép nhan béo gia:

Ong Bui Thanh Higp, truéng khoa Dugc - trang thiét bj - vat tr y té. Pién
thoai: 02973.966.122. Email: buithanhhiepbvhtkeg@gmail.com

3. Céch thirc tiép nhan bao gi4:

01 Ban cimg c6 ky tén va déng ddu gui truc tiép hoc qua duong buu dién dén
Trung tdm Y t€ thanh pho Ha Tién, dia chi: S6 65, Céch Mang Thang Tém, khu phé
III, phuong T6 Chau, thanh phé Ha T ién, tinh Kién Giang,.

01 ban file Excel giti qua email: buithanhhiepbvhtkg@gmail.com

4. Thoi han tiép nhan bao gia: Tur 8 gidy 00 ngay 12 thang 7 ndm 2024 dén truge
17 gio 00 ngay2Athang 7 nim 2024,

Céc bao gia nhan duoc sau thoi diém néu trén s khong duoc xem xét.

5. Thoi han ¢6 higu lyc cta béo gia: Téi thidu 120 ngay, ké tr ngdy  théng 7
nim 2024.

I1. Noi dung yéu cau bao gia:

I. Danh muc héa chét xé; nghiém, vt tur y té dung cho xét nghiém:

(Chi tiét tai Phu luc I dinh kém Yéu cdu bdo gid nay)

2. Bja diém giao hang; Trung tdm Y té thanh phé Ha Tién, tinh Kién Giang.



Dia chi: 86 65, Cach Mang Thang Tam, khu phd 111, phirong T6 Chéu. thanh phé Ha
Tién, tinh Kién Giang,.

3. Thoi gian giao hang du kién: téi da 07 ngdy, theo timg dot, rrong vong 12
thang.

4. Gia bao gia da bao gém thué, phi, 1& phi (néu c6), chi phi van chuyén ... hén
mua khong phai tra bat ky mét chi phi nao thém.

5. Mau bao gia cua cac hing san xuét, nha cung cép theo phu luc IT dtinh kem
y€u cau 540 gia nay. ’

Trung tdm Y té thanh phd Ha Tién rét mong nhan dugc sy quan tam va Bang
béo gia cua quy cong ty/don vi./. , ol

Noi nhén: —=—~GIAM POC
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PHULUCI
MG ta vé yéu cau tinh ning, thong s6 ky thuat va cac théng tin lién quan vé kj thuat
(Kém theo Thu méi bdo gid so: 10/TMBG-TTYT ngay 09 théng 7 ndm 2024 cua Trung tdm Y té thanh phé Ha Tién)

" £ uy cach n z :
STT Teahoachat Thanh phin, tiéu chi, théng sé ky thuat co ban go:g g6 Demchuin [Dow N |or e
tham khio chat lugng Tinh
1 3 4 5 6 8
I- Héa chat xét nghiém dién giai d6 4 théng s6 (NA/K/CU/Ca) tuong thich may xn SFRI-ISE 5000 (Pdng b trén mot thiét bi)
Dung dich chuin A, 800mL
Dung dich chuin B, 180mL
1 |Chét thir dién giai ¢ Chit dém 800ml/ binh | ISO, FDA ml 4.800
Chét bao quan
Chit lam w6t
Chat kiém tra 2 nong d6 San pham la dung dich chira mudi, chat dém, albumin bo va chét bao quan dung dé thiét 1ap hoat dén .
2 (cao-trung binh) cua :zic hé thén_g_gMn tich dién giai ) ’ ) | 20my iy ROsEDR ml 0
3 |Dién cuc chuan Ref Dién cuc chuén Referene sir dung cho may 1 cai/hop ISO, FDA Cai 1
4 |Dién cuc K Dién cuc Kali sir dung cho may . 1 cai/hop 1SO. FDA Cai 1
5 |Dién cuc Cl Dién cuc Clorua sir dung cho may 1 cai/hop 1SO. FDA Cai 1
6 |Diéncuc Ca Dién cuc Calcium sir dung cho may 1 cai/hdp ISO, FDA Cai 1

I1- Héa chét xét nghi¢m déng mau twong thich mdy nghi¢m xét nghi¢m ddng mau ty dgng YUMIZEN G800 (DIAGON - Hing sé hiru: HORIBA ABX SAS Phap) (Déng b

: 0§ trén mt
thiét bi)

La thudc thir thromboplastin tir ndo thé véi dung méi riéng diing dé xac dinh thoi gian prothrombin
(PT).

- Thanh phén: 14 thromboplastin m6 nio thd déng khd véi cac chét n dinh. Dung méi la dung dich 6x4 mL ISO ml 48
dém chira ion calci va natri azide (<0,01%) la chat bao quan.

7 |Chat thir PT

Dung dich thudc thir phospholipid tir ndo tho san sang dé sir dung, dung dé xac dinh thoi gian
thromoplastin timg phan hoat héa (APTT).

- Thanh phn: phospholipid tir ndo thé chira acid ellagic trong mdi truomg dém véi chét 6n dinh, dung
dich 16ng sin sang sir dung

, - Béo quan va do én dinh: trong lo nguyén ven én dinh cho dén ngay hét han ghi trén lo, khi dugc bao RL:
8 |Chat tho APTT quan & 2-8°C. Sx4ml, ISO ml 80
- D6 bén sau khi m ndp 14 ngay & 2-8 oC, 10 ngay & 15-190C, 7 ngay 20-250C. R2: Sx4ml

- Tinh nang ky thuat:
+ Dg lap lai: CV = < 0.405% - mean =< 35.8s; CV=< 0.317% - mean =< 68.2s
+ D0 tai lap: CV = < 1.085% - mean = < 34.6s; CV =< 1.340% - mean =< 64.1s




Chat thi Fibrinogen

Hoa chat déng mau FIBRINOGEN
Thanh phan:

- R1: Bovine thrombin = 100 NIH u/ml
- R2: Imidazole Buffer, Sodium azide
- R3: Caolin Solution

RI: 8x2ml.

SO

mli

48

10

Bi+Cuvet chira mau twrong
thich cho may xét nghi¢m
dong méu

Su dung cho méy do déng méu. Lam bang nhya

200 cai/hép

ISO

hop

(%)

IT1.Hoa chit xét nghiém sir dung dong b cho may huyét hoc 27 thdng sé twong thich véi may Yumizen HS00 (Hang HORIBA ABX SAS, Phip). (Pdng bj trén mit thiét bi)

Dung dich rira cho mdy xét
nghiém huyét hoc

Dung dich enzym d¢ sir dung trong chan doén in vitro vi tac dung thuy phan protein dé lam sach cdc
may dém té bao mau cia HORIBA Medical

- Dung dich nuéc trong sudt va khong mau dén hoi vang nhat.

- Thanh phan:

+ Dung dich dém hiru co (Organic buffer) < 5%

+ Enzym thuy phén protein (Proteolytic enzyme) < 1%

+ Chét bao quan (Preservative) < 1%

| L/chai

Lit

[

Dung dich lam sach mdy xét
nghiém huyét hoc tr dong

Dung dich hoa hoc dé sir dung trong chan doan in vitro va dugc thiét ké dé lam sach may dém té bao
méu cia HORIBA Medical - Dung dich nudc base, trong sudt, mau vang nhat, cé mui chat tdy tring
- Thudc thir nay duge phan loai 1a khéng nguy hai theo dang quy dinh (EC) Sb 1272/2008

+ Chét lam sach héa chét (Chemical cleaning agent) < 5%

+ Chét én dinh hoa hoc (Stabilizer) < 1%

0.5L/chai

ISO.CE

" chat

Dung dich ly giai

Dung dich ly giai dé sir dung trong chéan dodn in vitro va dugc thiét ké dé ly giai hong cau (RBC) cho
viéc dém bach ciu (WBC) va phén loai bach ciu va dé xic dinh hemoglobin trén cac may dém té bao
mau cua HORIBA Medical.

- Dung dich nudc trong sudt va mau vang nhat

- Thanh phén:

+ Chét ly giai (Lysing agent) < 5%

+ Chét dién hoat (Surfactant) < 5%

+ Chét bao quan (Preservative) < 1%

+ Dung dich dém (Buffer)

+ Chét pha loang (Diluent) vira du 100%

1L/chai

ISO,CE

Lit

Dung dich pha loang

Dung dich dém dang truong dé sir dung trong chan doan in vitro va dugc thiét ké dé bao phu va pha
loang bach cAu (WBC), dé xac dinh va phan biét cac té bao mau va do hematocrit trén cac may dém té
bao méu cua HORIBA Medical

- Thanh phén:

+ Dung dich dém hiru co (Organic buffer) < 5%

20L/thang

ISO.CE

Lit

420




N6i kiém 3 murc (thp-trung
binh-cao)

Vit ligu kiém sodt xét nghiém dinh luong huyét hoc mirc thép.

Thudc thir ndy dugc phén loai 12 khdng nguy hai theo ding quy dinh (EC - Cong ddng chau Au) Sé
1272/2008.

- Thanh phén: chira bach cAu (WBC), héng ciu (RBC) va tiéu cdu (PLT) ciia dong vat cé vii dugc 1am
thanh hdn dich & dang dich gidng nhu huyét twong.

bo/9ml

ISO,CE

27

V- Héa chit xét nghi¢m twong thich

v6i may sinh hoa ty dong CA-800 (Hang Furuno Electric Co Ltd Nhét Bin) (Pdng b§ trén mjt th

iét bi)

16

Albumin

Hoéa chét xét nghiém ALBUMIN
Thanh phan:

+ Bromcresol green pH 4.2:0.12mmol/l
Dai do: tir 0.0349g/dL dén 6g/dL

R1:6x180ml

ISO,CE

ml

180

Alcool

Quy cach: 10x10m/1x5ml

- Do néng d6 cbn trong huyét tuong, huyét thanh, mau toan phin hoc nuéc tidu ngudi.

- Thanh phéan: R1- Enzyme coenzyme (NAD+, ADH, TRIS Buffer, Stabiliser, Preservatives); R2 -
Standard.

R1:10x 10
ml,R2: 1 x5
ml

ISO,CE

ml

300

Amylase

Hoa chét xét nghiém Amylase-LQ
Thanh phén:

+ MES pH 6.0: 100mmol/L

+ CNPG3: 2.25mmol/L

+ Sodium clorhidre: 350mmol/L

+ Calcium acetate: 6mmol/L

+ Potassium thiocyanate: 900mmol/L
+ Sodium azide: 0.95gr/L

Dai do: tir 0.2439U/L dén 2200U/L

*R1: 6x30 ml

ISO,CE

ml

180

Bilirubin TP

Héa chat xét nghiém Bilirubin Total

Thanh phén:

+ R1: Surfactants: <1%; Hydrochloric acid (HCI): 160mM

+ R2: 2,4-DPD >2 mM; Hydrochloric acid (HCI): 120M; Surfactant <1%
Dai do: tir 0.1mg/dL dén 30mg/dL

R1:4x40ml
R2:2x20ml

ISO,CE

ml

200

20

Bilirubin TT

Hoéa chit xét nghiém Bilirubin Direct

Thanh phén:

+ R1: Bromcresol green pH 4.2:0.12mmol/l;

+ R2: 2,4-DPD: 0.5 mM; Hydrochloric acid (HCI): 0.3M

R1:4x40ml
R2:2x20ml

Dai do: tir 0.03mg/dL dén 9mg/dL

ISO,CE

ml
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CK-MB

Chay trén may xét nghiém sinh héa, dinh lugng nong d6 CREATINE KINASE MB trong huyét thanh,
huyét twong dé chén doan sém bénh nhdi mau co tim

Thanh phén:

R1: Imidazole buffer, pH (=< 6.1):=< 125 mmol/l; Glucose: =< 25 mmol/I; Magnesium acetate:
=<12.5 mmol/l; EDTA: =<2 mmol/l; N-acetyl-L-cysteine: =<25 mmol/l; NADP: =<2.4 mmol/I
Hexokinase: > 6.8 U/ml

Anti-CK antibodies (goat) blocking capacity up to: : =< 2000 U/l CK-MM

R2: Imidazole buffer, (pH =< 8,9): =< 125 mmol/l; ADP: =<15.2 mmol/l; D-glukoso-6-phosphate-
dehydrogenase: > 8.8 U/ml

Creatine phosphate: =< 250 mmol/l

AMP: =< 25 mmol/l

Diadenosine pentaphosphate: =<103 pmol/I

Measurine range (nham vido):=<7.1->=1200 U/l

22

Calib HbAlc

R1: 4x40ml
R2: 2x20ml

ISO.CE

ml

400

Hoa chét xét nghiém HbAlc -d CALIBRATOR
Thanh phén: Mau ngudi, chét bio quan. Néng do cia HbA Ic dugc ghi trén nhan lo.
Céc thanh phén c6 ngudn gbc tir con ngudi da duge xét nghiém 1 4m tinh véi HBsAg, HIV(1/2), HCV.

R1: 4x0,5ml

ISO,CE

ml

HbAIc Direct Enzymatic

Hoa chit xét nghiém HbAlc

Thanh phén:

+ R1: Latex 0,13%, Buffer, stabilizer.

+ R2: Mouse anti-human HbA 1¢ monoclonal antibody
0,05mg/mL, goat anti-mouse IgG polyclonal antibody
0,08mg/dL, Buffer, stabilizers.

+ R3: Water and stabilizers

Dai da- 2% dén 16%

R1: 1x30 ml
R2: 1x10 ml
R3: 1x125 ml

ISO,CE

ml

24

Calcium

Hoa chét xét nghiém Calcium

Thanh phan:

+ Midazol Buffer pH 6,5: 100mmol/L
+ Arsenazo I1I: 120mmol/L

4i do: tir 0.026me/dL dén 32me/dL

Cholesterol

R1:3x40 ml

ISO,CE

ml

120

Héa chat xét nghiém Cholesterol-LQ
Thanh phén:

+ PIPES pH 6.9: 90mmol/L

+ Phenol: 26 mmol/L

+ Cholesterol esterase (CHE): 1000U/L

+ Cholesterol oxidase (CHOD): 300U/L

+ Peroxidase (POD): 650U/L

+ 4 — Aminophenazone (4-AP): 0.4 mmol/L

Dai do- tir Ome/dl_dén 1000me/dl

R1: 6x60 ml

ISO,CE

ml

1.260
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Creatinin

Hoa chat xét nghiém CREA

Thanh phén:

+ R1: Picric acid: 17,5 mmol/L

+ R2: Sodium hydroxide: 0,29 mol/L

R1:3x60ml
R2:3x60ml

ISO,CE

ml

1.800

Dai do: 0.000 me/dL dén 35 me/dL.

27

CRP

Hoa chat xét nghiém CRP

Thanh phén:

+ R1: Tris buffer 20 mmol/L, pH 8,2. Preservative

+ R2: Latex particles coated with goat IgG anti-human
CRP, pH 7,3. Preservative

R1:2x40ml
R2:1x20ml

ISO,CE

ml

300

)ai do: Khoane 150me/l,

28

Gamma GT

Hoa chét xét nghiém ggt
Thanh phin:
+R1: TRIS pH 8.6: 100 mmol/L, Glycylglycine: 100 mmol/L
+ R2: L-y-glutamyl-3-carboxy-4-nitroanilide: 3 mmol/L
)ai do: 2 U/L dén 300 U/L

R1:4x40ml
R2:2x20ml

ISO,CE

ml

200

29

Glucose

Hoa chit xét nghiém Glucose

Thanh phin:

+ TRIS pH 7.4: 92 mmol/L, Phenol: 0,3 mmol/L, Glucose oxidase (GOD): 15000 U/L, Peroxidase
(POD): 1000 UL, 4- Ammophenazone (4-AP): 2.6 mmol/L

R1: 6x60 ml

ISO,CE

ml

3.240

Dai me/dL dé /dL.

30

HDL - Cholesterol Direct

Hoa chét xét nghiém HDL

Thanh phén:

+ R1: N,N-bis(2-hydroxyethyl)-2- aminoethanesulphonic acid pH 6,6: 100 mM, N-(2-hydroxy-3-
sulfopropyl)-3,5-dimethoxyaniline (HDAOS): 0,7 mM, Cholesterol Esterase: > 800 U/L, Cholesterol
oxidase: > 500 U/L, Catalase: > 300 U/L, Ascorbic oxidase: > 3000 U/L

+ R2: N,N-bis(2-hydroxyethyl)-2-aminoethanesulphonic acid pH 7,0: 1,1 mmol/L, 4 -
Aminoantipyrine (4-AA): 100 mM, Peroxidase: > 3500 U/L

Daido- 9 7 mo/dl. dén 151 mo/dl

R1:4x30ml
R2:2x20ml

ISO,CE

ml

960

31

Total Proteins

Hoa chit xét nghiém TOTAL PROTEINS
Thanh phén: Sodium potassium tartrate: 15 mmol/L, Sodium iodide: 100 mmol/L, Potassium iodide: 5

mmol/L, Copper (II) sulphate: 19 mmol/L

Dai do: 0.007 ¢/dL dén 14 ¢/dL

R1:4x60ml

ISO,CE

mli

240




AST (GOT)

Dinh lugng nong dd AST/GOT trong huyét thanh huyét twong dé chin doén cac bénh vé gan trong
khém cén 1dm sang

R1:

Tris Buffer (pH 7.5): = < 110 mmol/l
L-Aspartic acid: = < 340 mmol/Il
LDH: > 4000 U/l

MDH: > 750 U/l

B2

CAPSO: = <20 mmol/l
2-oxoglutarat: = < 85 mmol /I
NADH: = < 1.05 mmol/l

Meacuring ranae (nham vui Aol =< 3 f@4Am-> = 300 1/

R1: 4x40ml ,
R2: 2x20ml

ISO,CE

ml

1.400

)
[}

ALT (GPT)

Dinh lugng nong dé ALT/GPT trong huyét thanh huyét twong dé chin do4n cac bénh vé gan trong
kh&m can 14m sang

R1: Tris Buffer (pH 7.5: = <137.5 mmol/l
L-Alanine: = <709 mmol/l
LDH (microbial):> 2000 U/I
R2: CAPSO: = <20 mmol/l
2-oxoglutarate: = <85 mmol /I
NADH: = <1.05 mmol/l
Measurino ranoce (nham vido)» =<44->=3A011/

R1: 4x40ml ,
R2: 2x20ml

ISO,CE

mi

1.400

Triglycerides

La hoa chat xét nghiém sinh héa chay trén phan tich sinh héa dé dinh luong nong dd
TRIGLYCERIDES trong huyét thanh huyét tuong;

Sur x4ac dinh TRIGLYCERIDES thuomg ding trong chén doén va giam sét sy rdi loan chirc ning m& dé
dénh gia nguy co bénh xo vira dong mach. Ndng do Triglycerides cao hién dién trong nhiéu bénh nhur
& thén, gan, tuyén tuy

Good’s buffer (pH 7,2): = < 50 mmol/l

4-Chlorophenol: = <4 mmol/l

Mg 2+ : =< 15 mmoV/I

ATP: 2 mmol/l

Glycerolkinase: > 0,4 KU/I

Peroxidase: >2,0 KU/I

Lipoproteinlipase: > 2,0 KU/I

Glycerol-3-phosphate-Oxidase: > 0,5 KU/I

4-Aminoantipyrine: 0,5 mmol/l.

na Laal ) =074 =10£D (Al

R1: 6x60ml

ISO,CE

mi

1.260




Dinh lugng nong d6 UREA trong trong huyét thanh huyét twong gitip cho qué trinh chan doan va diéu
tri bénh vé than, tic ngén dng nudéc tidu, hu than cAp tinh va man tinh

RI:

Tris Buffer: =<100 mmol/l

35 | Urea a-Ketoglutarate:= < 5.49 mmol/l R1: 4x40ml ISO.CE - 1.800
Urease (Jack Bean):> 10 KU/I R2: 2x20ml ’
GLDH (Microorganism): > 3.8 KU/I
R2:
NADH: = < 1.66 mmol/l.
WS MPauy\riny range (mham vido) =< 11§ = 'lf!n mo/dl

o Dung dé kiém tra gia tri binh thudng céc théng s6 xét nghiém sinh héa.
control chung mirc binh 3 g . ol
36 thuome (QC i) Thanh phin: Diéu ché tir huyét thanh cia con ngudi voi cac chat phy gia héa hoc va chiét xuat mo tir RI: 4x5ml, ISO,CE ml 80
= ngudi va dong vat, dugc thém mot s6 vi khuin.
.. .. |Dung dékiém tra gia tri bénh ly cac théng sb xét nghiém sinh héa.
- trol ch bénh | o PR AN . o .
37 (SomTD CHAnE MHE DY | Thanh phan: Didu ché tir huyét thanh ngudi v6i cac chét phy gia hoa hoc va chiét xudt mo tir ngusiva | Rl:4xsml |  ISO,CE ml 80
(QC3) e i i
dong vat, duoc thém vao mét s6 loai vi khuén, dang dong khé.
A : Hoéa chat rira WASHING SOLUTION : ’
3 ¥ 4 : ) A A s 2lit ISO,
38 |Dung dich rira méy sinh hod |, . phin: Chét hoat dgng bé mat khéng chira ion va cc chit kibm hoa. o g Ly =
VI- Héa chét xét nghiém twong thich v6i may nuée tiéu URILYZER ® 100pro
N Que thir nuéc tiéu 11 théng  [Que thir dang dé thir 11 thong sb trong nuéc tiéu: PH, Protein, Glucose, Ketone, Urobilinogen, .
38 sb Bilirubin, Blood, Specific Gravity, Ascorbic Acid, Leukocytes, Nitrite, (CP) 100quelhdp ISOICE Que 090
C: Nhém hoa chit thong dung

40 |Ant A Lo 19ml, Ifhang the' thudc phan nhém IgM. Thude thir clia xét nghiém chira khéng thé don dong cua | Hop 1 lo x 1SO ML 100
céc dong € bao Anti-A - ] 10ml;

41 |antiB Lo Ile, lfhéng the. thudc phan nhém IgM. Thudc thir ctia xét nghiém chira khéng thé don dong cua | Hop 1 lo x 1SO ML 100
cac dong té bao Anti-B 10ml;

3 . A Yy < X t 5 h ha AT A t,: ~ 2 Fy Y

4 |aniD Lf-) IOTnl, Thuéc thir cua xét nghiém dugc san xuat bang phuong phap nudi cay té bao tir cac dong té | Hop 1 lo x 1SO ML 100
bao lai _ _ 10ml;
Cho két qua nhanh trong vong 15 phut, d5 6n dinh cta két qua xét nghiém t6i 60 phut.
Khéng cén sir dung thém bét ky dung dich dém (chase) cho m&u méu huyét thanh, huyét tuong khi xét
nghiém mAu pham I mau toan phan. Xét nghiém dugc ca véi mAu méu toan phan Iy tir tinh mach bao
quan trong nhiét do tir 2-8 d C tdi 07 ngdy. Xét nghiém duoc v6i lugng mau phim sir dung xét
nghiém la =< 50uL mAu.

43 |Test nhanh HIV D6 nhay: 100%. Do dac hiéu: >= 99.75%. D9 chinh x4c: >=99.6% 50 test/hop ISO Test 600

Ham lugng chinh: Antibody, anti HIV-1, Antibody,Anti HIV-2, Antigen (pGO9-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.

Quy céch : Khay nhya c6 giéng nhé miu, tii nhom

Han sur dung 24 thang ké tir ngay san xuét, bao quan ¢ nhiét do thudng tir 2-30 46 C.




Phat hién dinh tinh khang nguyén virus viém gan B.
Mau bénh phém: Huyét twong/Huyét thanh

50 test/hd ISO Test 600
44 |Test nhanh HBsAg D6 nhay: 100%. P
D6 dic hiu: >=99.88% i
45 |Test nhanh HAV Sh:;tsl:/lén phan biét khang thé IgG va IgM khang virus viém gan A. D nhay: >= 95.7%, D dac hiéu: 25 testhép ISO.CE Test 200
= 0.
"Phat hién dinh tinh khang thé khang virus viém gan C. Khéng str dung dung dich dém.
46 |Test nhanh anti HCV Mau bénh phdm: Huyét twong/Huyét thanh. 50test/hop ISO Test 200
D6 nhay: 100% D6 dac hiéu: 100 % .
Dinh tinh phat hién khang vi khudn giang mai trong huyét thanh hoac huyét tuong ngudi, Khéng thé
47 |Test nhanh Syphilis don dong khang Syphilic , khang nguyén Syphlic tai té hop, khang thé dé khang igG chujt 50test/hdp ISO.CE Test 200
Phat hién phén biét khang nguyén P.f va P.v trong miu méau toan phan (thé tich mau mau Sp).
48 Test nhanh Malaria P.f/P.v D? nha)./: >=99.7% (P.f), >=95.5% (P.v). D dic hiéu: >=99.5%. 25 test/hop ISO.CE Test 25
Ag(Card) Bao quan 2-30°C
. Phat hién dinh tinh Troponin I tim (cTnl) trong huyét tuong, huyét thanh va mau toan phén ngudi. D6 .
49 |TestT I(Card q 25 test/h ISO,CE Test 400
est Troponin [(Card) nhay: >= 96.9%. Do dic hiéu: >=97.3%; giéi han phét hién 0.5 ng/ml: i =
Phat hién khang nguyén virus Dengue NS1 trong miu huyét thanh, huyét tuong va méu toan phan a -
50 |TestNSI 25 test/h T
o [ ngudi. DO nhay: >= 92.4%, Do dac hiéu: >= 96.1%. Stesthép | 1SO,CE et =
Phat hién phan biét khang thé IgG va IgM khéng céc type virus Dengue 1,2,3 va 4. Khong c6 phan (mg
S1 |Test NSI IgG/IGM chéo v6i nhém Flavivirus khac va nhitng bénh do mudi truyen D6 nhay > = 94,3%, Do dac hiéu > =| 25 test/hop ISO, CE Test 150
96.5%
Phat hién khang nguyén H. pylori trong mau phan ngudi.
Test xét nghiém khang thé | Test dang cassette ,thuc hién trén mAu phan. N -
52 3 2 T . k 2 : 5
khang H. pylori Tiéu chuin CE.DG nhay =< 98.8%, 6 dic hiéu =< 98.4% S i SSLCE e 50
Cun_g%m lo xur Iy méu kin.
Test EV71 la mot thiét bi sir dung nhanh ch()ng dung dé phét hién dinh tinh khang thé IgM d6i véi
Enterovirus 71 (EV71) & ngudi trong cic mau huyét thanh; Khang nguyén EV71 va khang thé két hop
S3  |Test nhanh tay, chan miéng |vang keo voi EV71 dugc ¢ dinh khé & cudi dai mang nitrocellulose. Khang thé IgM & nguoi lién két | 50 testhop ISO test 200
tai viing thir nghiém (T) va khang thé IgG dé - chudt la lién két tai viing dbi chimg (C).
Test nhanh xét nghiém dinh tinh, déng théi MOP300/MDMA 500/
54 |Test chat gay nghién (4 chat) |MET1000/THCS50 trong nuéc tiéu 15 testhop ISO,CE Test 800
D6 chinh xac tuong ddng véi kit thuong mai khac > 99.9%
D-Vit tur y té tiéu hao
5 én may si i ol inh hoa CA800
55 bong dén may sinh héa Tuong thich vdi may sinh ho 01 caithdp 1SO céi s
CA800
i i may sinh h A800 5
56 |Cuvet may sinh héa CA800 SRy SiRuioa H(:l; ?JF:\TISS‘( 50 s X
57 |Tai mau Tui mau don 250ml 10 tai/bich SO o 2




E - héa chit ngoai kiém

58

Chuong trinh Ngoai kiém

Chwong trinh ngoai kiém Sinh héa d4p (mg trén 50 théng sb sinh hoa thudng qui, bd md, hormones va
kim loai vi lwong ho#c twong duong. C6 chu ky bit dAu thang 1-12 hang nam. Phu hop dé tham gia

I inh © kim Riqas d & khai tai ki el 4 Hop/3 x 2 ml | Randox-Anh hép
Rigas Sinh Héa chuong trinh ngoai kiém Riqas dugc trién khai tai cac Trung tdm kiem chuan.
. o Chuong trinh ngoai kiém Huyét hoc dép img 11 théng sb cdng thirc méu hodc twong duong. Chu ky
huong trinh N kiés cur G 2 o o F A
59 (lii“as H::lé‘ Ho‘ioal 1M 1p4t dhu thang 1-12 hang nam.Phi hop dé tham gia chuong trinh ngoai kiém Riqas dugc trién khai tai | HOp/6 x 5 ml | Randox-Anh | hép
9 DISEES céc Trung tim kiém chuén.
. o Chuong trinh ngoai kiém HbA Ic 2 théng s hofic tuong duong. Chuong trinh bét dau thang 1-12 hang | 0
Chi trinh N k : i A Hop/6 x 0.5 .
60 Ri uaznl-glb Alc ESHISE nam.Phi hop dé tham gia chuong trinh ngoai kiém Riqas duogc trién khai tai cic Trung tam kiém P ol Randox-Anh hop
4 chuén. Bao quan 2-8 oC
. N Chuong trinh ngoai kiém Ammonia/Ethanol d4p img 2 théng s6 Ammonia va Ethanol. C6 chu ky bit
Chuong trinh Ngoai kiém P " 5 . N s i X iy O N
61 Riqas Amimonia/Ethanol dAu thang 9 hang nam. Phd hop dé tham gia chuong trinh ngoai kiém Riqas dugc trién khai tai cac Hop/6 x 2 ml | Randox-Anh | hop

Trung tdm kiém chuén.

Téng cong: 61 khodn




PHUC LUC II
BAO GIA (1)

Kinh giti: TRUNG TAM Y TE THANH PHO HA TIEN.

Trén co s& yéu ciu bao gia ctia Trung tdm Y té thanh phd Ha Tién, ching t6i [ghi tén, dia chi cua hing san xudt, nha cung cdp; truong
hop nhiéu hédng san xudt, nha cung cdp cing tham gia trong mét bdo gid (goi chung la lién danh) thi ghi r6 tén, dia chi cua cdc thanh vién
lién danh] bao gia cho cac hoa chat xét nghiém va vét tu dung trong xét nghiém nhu sau:

1. Bao gia cho céc hoa chét xét nghiém va vat tu y té dung trong xét nghiém :
K. ma. nhan hiéu. ba : W -
oyl Dom gid | cho cde | ThU6 P
o ’ el 1¢ phi (néu | Thanh tidn

Tén héa chit xét

nghiém, vt twy té M3 HS | Niim san | Xuit xit | DVT | S6 lrgng

STT | ,. o .| cung cdp ghi cu thé tén thuong ) (VND) dich vu ,
dung tron(gz;et nghiém mai, méi 56, héing sdn xudt cia “) xuat (5) (6) 0} 3) ©) lién quan co)((l\;l)‘ID) (NVD) (12)
hang hod) (3) (VND) (10)
1
2
3
0 fsieson

Tong cong

(Guri kém theo cdc tai liéu chirng minh Vé tinh ndng, thong 56 kp thudt va cdc tai liéu lién quan cia cdc héa chdt xét nghiém va vét nr y té ding trong xét nghiém)

2 Bao gia nay c6 hiéu luc trong vong ........ ngay, ké tir ngay...... thang. .. ...[ghi cu thé sb ngay nhung khong nho hon 120 ngay], ké tir ngay. ... thang. ...
...[ghi ngay....thang ...ndm két thuc nhan béo gia phu hop vdi thong tin tai khoan 4 Muc I - Yéu cau bao gia).

3 Chung t6i cam két:

Khong dang trong qué trinh thuc hién thu tuc giai thé hoac bi thu héi Gidy chimg nhén ding ky doanh nghlep hoic Gidy chimg nhén dang ky ho kinh doanh hoic cac

tai liéu tuong duong khac; khong thudc truong hop mét kha nang thanh toan theo quy dinh clia phap luét vé doanh nghiép.

Gia tri cia cc hda chat xét nghiém va vat tu dung trong xét nghiém néu trong bao gia 1a ph hop, khéng vi pham quy dinh ctia phap ludt v& canh tranh, ban pha gia.
Nhimg thong tin néu trong béo gié la trung thuc.
...... ,ngay......thang.....nam........
Dai dién hop phap ciia hing sin xuit, nha cung cip (13)
(Ky tén, dong ddu (néu co))




Ghi chu:
(1) Hang san xudt, nha cung cap dién ddy di cdc théng tin dé bdo gid theo Mdu nay.
(2) Hang san xudt, nha cung cdp ghi chung loai héa chdt xét nghiém, vdt tu y té diing trong xét nghiém theo ding yéu cdu ghi tai cot "Danh muc thiét bi y t¢" trong
Yéu cdu bdo gid..
(3) Hang san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hing san xudt ciia héa chdt xét nghiém, vt tw'y 1¢ diing trong xét nghiém twomg img voi
chiing loai héa chdt xét nghzem vdt tw y té dimg trong xét nghiém ghi tai cét "Danh muc héa chdt xét nghiém, vt tu'y té ding trong xét nghiém".
(4) Hang san xudt, nha cung cdp ghl cu thé ma HS cia tirng héa chdt xét nghiém, vit tw'y té diing trong xét nghiém.
(5), (6) Hang san xudt, nha cung cdp ghi cu thé ndm san xudt, xudt xir ciia héa chdt xét nghzem vdt tu'y té diing trong xét nghiém.
(7) Hang san xudt, nha cung cap ghicu thé don vi tinh theo dung don vi tinh néu trong Yeu cdu bdo gia.
(8) Hang san xuat nha cung cdp ghicu thé s6 luong theo dung 56 luong néu trong Yéu cdu bdo gia.
(9) Hang san xudt, nha cung cap ghi cu thé gza tri cua dom gid tuong vng vdi ting héa chadt xét nghiém, vt tu'y 1é ding trong xét nghiém.
(10) Hang san xudt, nha cung cap ghi cu thé cdc chi phz lién quan; chi tinh chi phi cho cdc dich vu lién quan trong nudc.
(11) Hang san xudt, nha cung cap ghi cu thé gid tri thué, phi, Ié phi (néu c6).
(12) Hang san xudt, nha cung cdp ghi gta tri bdo gid cho titng héa chdt xet nghtem vt ti y té diing trong xét nghzem Gid trj tai cét nay dwo’c hiéu la toan bo chi phi
cua tung hoa chat xét nghiém, vdt tw'y 1é ding trong xét nghiém (bao gom thué, phi, 1 phi va dich vu lién quan (néu co) theo diing yéu cdu néu trong Yéu cau bdo
gid.
(1 3) Ngueoi daz dién theo phdp ludt hodc nguoi dwoc nguoi dai dién theo phdp ludt uy quyén phdi ky tén, dong ddu (néu cd). Tmang hop uy quyén, phai giri kém theo
gidy 1y quyén ky bdo gid. Truong hop lién danh bdo gid, dai dién hop phdp cia 14t ca cdc thanh vién lién danh phdi ky tén, déng ddu (néu c6) vao bdo gid.
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