SO'Y TE TINH LAI CHAU CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE TAN UYEN Poc 1ap — Tw do — Hanh phiic

S6:304 /YCBG-TTYT Tan Uyén, ngay 29 thang 8 nam 2024

YEU CAU BAO GIA
Kinh giri: Cac hang san xuat, nha cung cap tai Viét Nam

Trung tdm Y té huyén Tan Uyén, tinh Lai Chau cd nhu cau tiép nhan bao
gia dé tham khao, xay dung gia goi thau, 1am co sé to chic lwa chon nha thau cho
goi thau: “Mua hda chat xét nghiém, sinh pham chan doan invitro cho Trung tam
Y té huyén Tan Uyén nam 2024” véi noi dung cu thé nhu sau:

I. Thong tin cia don vi yéu cau béo gia:

1. Bon vi yéu cau bao gia: Trung tam Y té huyén Tan Uyén;

Pia chi: T6 dan phé 2, Thi tran Tan Uyén, huyén Tan Uyén, tinh Lai Chau.

2. Thong tin lién hé caa nguoi chiu trach nhiém tiép nhan bao gia:

- Ho va tén: Bui Thi Ha
- Churc vu: Pho truong khoa Dugc-TTB-VTYT.

- SPT: 0983788657; Dia chi email: buihayt@gmail.com.
3. Céch thuc tiép nhan béo gia:

- Ban béo gia /biéu bao gia ghi day du cac thong tin theo danh muc yéu cau
(Phy luc 02 - Mdu béo gia) phai do dai dién hop phap caa nha cung cap ky tén va
dong du. Truong hop ky thay thi ngudi ky phai dugc uy quyén caa dai dién hop
phap cua nha cung cip kém theo gidy uy quyén, quyét dinh giao viéc hoic vin
ban twong duong. Nha cung cip dinh kém cing bao gia céc tai liéu ki thuat cua
hang hoa, catalogue caa nha san xuat (ban dich déi vai thiét bi y té nhap khau).

- Nhan truc tiép ban goc tai dia chi: Khoa Duoc-TTB-VTYT, Trung tam Y té
huyén Tan Uyén; T6 dan phd 2, thi tran Tan Uyén, huyén Tan Uyén, tinh Lai Chau.

- Nhan qua email téi dia chi hom thu: buihayt@gmail.com.

4. Thoi han tiép nhan bao gia: Tir 08h ngay 30 thang 8 nam 2024 dén trudc
17h ngay 08 thang 9 nam 2024.

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

5. Thoi han ¢6 hiéu luc cua béo gia: Téi thiéu 90 ngay, ké tir ngay 08 thang
9 nam 2024.

I1. N§i dung yéu cau béo gia:

1. Danh muc héa chat xét nghiém, sinh pham chan doan invitro cho Trung
tam Y té huyén Tan Uyén nam 2024,

(C6 danh muc Phy luc 1 chi tiét kém theo)



mailto:buihayt@gmail.com
mailto:buihayt@gmail.com

2. Dia diém cung cap, lap dit; cac yéu cau vé van chuyén, cung cép, lap
dit, bao quan thiét bj y té: Tai khoa duoc - TTB - VTYT, Trung tdm Y té huyén
Tan Uyén, tinh Lai Chau.

3. Thoi gian giao hang dy kién: Quy IV nam 2024.

4. Du kién vé cac diéu khoan tam tng, thanh toan hop dong: Theo diéu
kién cu thé cua hop dong.

5. Céc thong tin khac (néu c6): Theo phu luc 01.

Rat mong nhdn duwroc sy hop tac ciia Quy don vil

Noi nhén: GIAM POC

- Nhu kinh giri;
-So'Y té (B/c);
- Ban Giam ddc;
- Luu VT, KD.

Trinh Pinh Hoa



So

STT Danh muc M5 ta yéu Ca niing, thong sé ky lwgng/ | Pon vi
hang hoa thudt va cac thong tin lién quan vé k¥ thuit khoi tinh
lwgng
I. | May xét nghiém huyét hec 3 thanh phan bach cau
Hoa chat dung | Churc ning: Dung dich ly giai pha v& hong cau
1 cho may xeét (Dung dé dém va dinh c& té bao) 30.000 ml
nghiém huyét Thanh phan phan Gmg: Mudi Amoni bac '
hoc 4<1,0%; Mudi <1,5%
Hoa chét ding Chtrc ndng: Dung dich pha loang
5 cho may xét Thanh phan phan tmg: Mubi dé 6n dinh 120.000 ml
nghiém huyét Isotonic <1,5%; Chat chdng vi tring<0,1%; '
hoc Dung dich d¢m<0,3%
I1. | May xét nghiém huyét hec 3 thanh phan bach cau BC 3600
Thanh phan hoat tinh:
Hoa chat ding Sodium Chloride: 3,0-5,5g/L
3 cho may xét Sodium Sulfate Anhydrous: 7,5-11,5g/L 140 Lit
nghiém huyét Buffering Agents: 1,0-3,0g/L
hoc Anti-Fungal and Anti-bacterial Agents: 0,8-
2,5g/L
Hoa chét ding Thanh phan hoat tlnh.:
cho MAY xét Quaternary Ammonium Salt: <50g/L
4| hiAmi : Nonion Surfactant <15g/L 1500 | ml
& choc uye Isopropanol 0,1-1,5mL/L
' Ethanol <1,5mL/L
Thanh phan hoat tinh:
Hoa chat rira Sodium Chloride: 7,5-11,5g/L
5 dung cho may Sodium Sulfate Anhydrous: 3,0-5,5¢/L 44 Lit
xét nghiém Anti-Fungal and Anti-bacterial Agents: 1,0-
huyét hoc 3,00/L
Polyoxyethylene Ester 0,3-1,5g/L
Thanh phan hoat tinh:
, I Proteolytic Enzyme: 3.0-10g/L
dféﬁa Zﬁzt rrnlga Surfactant : 0.3-1.5g/L
6 Xé‘fn hiémy Sodium Chloride: 3.0-5.0g/L 300 ml
S Anti-fungal and Anti-bacterial Agents: 0.5-
huyét hoc

2.50/L
Buffering Agents:1.0-4.0g/L

May xét nghiém sinh hoa tw dong




So

STT Danh muc M5 ta yéu cAu vé tinh niing, thong sé k§ lwgng/ | Pon vi
hang hoa thuat va cac thong tin lién quan vé ky thuat Kkhéi tinh
lwgng
* Thanh phan hoa hoc:
IS MES (pH <6.0): <19.5 g/L
Th‘;"‘;félr‘;xet CNPG3: <1,5 g/L
7 A%I Ha- Sodium chloride: <20,4 g/L 450 ml
am plase Calcium acetate: <0,95 g/L
y Potassium thiocyanate: <87,5 g/L
Sodium azide: <0,95 g/L
* Thanh phan hoa hoc:
+ R1:
o Phosphate Buffer: <50 mmol/L
Thude thi x NaCl: >150 mmol/L
8 | . onem Chit thy rira 1.000 | ml
Bilirubin toan +R2:
phan 2,4-Dichlorophenyl-diazonium salt: <5 mmol/L
HCI: <130 mmol/L
Chat tay rua
* Thanh phan hoa hoc:
+R1:
EDTA-Na2: <0,1 mmol/L
Thudc thir xét NaCl: <150 mmol/L
nghiém Sulfamic acid: <100mmol/L
9 | Bilirubin tryc +R2: 1000 | ml
tiép 2,4-Dichlorophenyl-diazonium salt: <0,5
mmol/L
HCI: <900 mmol/L
EDTA-Na2: <0,13 mmol/L
* Thanh phan hoa hoc:
Phenol: >2,4 g/L
Thubc thir xét Cholesterol esterase: >800U/L
10 nghi¢m Cholesterol oxidase : >250 U/L 1.800 ml
Cholesterol Peroxidase: >500 U/L
4-minoantipyrine: >0,08 g/L
PIPES (pH >6.9): >27,3 g/L
* Thanh phan hoa hoc:
Thudc thir xét +R1:
11 nghi¢m Sodium Hydroxide: <11.6 g/L 5.000 ml
Creatinin +R2:

Picric acid: >4 g/L




So

STT Danh muc M5 ta yéu cu vé tinh niing, thﬁl‘lg s0 ky lu’(.n}g/ Pon vi
hang hoa thuat va cac thong tin lién quan ve ky thuat khoi tinh
lwgng
* Thanh phan hoa hoc:
+R1:
TRIS ( pH: <7,80) : <9.7 g/L
Thubc thir xét L-Aspartate : >150 mmol/L
12 nghiém MDH : >500 U/L 4.000 ml
GOT/AST LDH :>700 U/L
+ R2:
a-ketoglutarate : >1,54 g/L.
NADH :>0,12 g/L
* Thanh phan hoa hoc:
+ R1:
Thube thir xét TRIS (pH: 27,80) :>12,1 g/L
A L-Alanine : > 400 mmol/L
13 nghiém LDH - > 1000 UL 4.000 ml
GPT/ALT o
+ R2:
a-ketoglutarate : >1,92 g/LL
NADH :>0,12 g/L
* Thanh phan hoa hoc:
+ R1:
TRIS ( pH: >7,80) : >9.7 g/L
Thudce thir xét 2-Oxoglutarate : >0,87 g/L
14 nghiém Ure Urease : >70000 U/L 4.000 ml
+R2
NADH :>0,21 g/L
GLDH : > 50000 U/L
* Thanh phan hoa hoc:
TRIS buffer (pH: >7.4): >27.9 g/L
Thubc thir xét Phenol: >28 mg/L
15 nghi¢ém 4-Aminoantipyrine: >0,5 mg/L 2.400 ml
Glucose Glucose Oxidaze: >15 kU/L
Peroxidase: >1 kU/L
« Loai bénh pham: Huyét thanh / Huyét twong
* Thanh phan hoa hoc:
Thubc thir xét Potassium sodium tartrat : >4,2 g/L
16 ng}_liém‘ Coppq su@phgte:. >3,03 g/L 600 mi
Protein toan Potassium iodide: >0,83 g/L
phan Sodium iodide: >15 g/L

« Loai bénh pham: Huyét thanh / Huyét tuong
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17

Thudc thtr xét
nghiém Acid
uric

* Thanh phan hoa hoc:
+ R1:
Phosphate (pH: >7.4): >4,7 g/L
2-4 Dichlorophenol Sulfonate: >0,97 g/L
+ R2
Peroxidase: < 600 U/L
Uricase: <50 U/L
Ascorbate Oxidase: < 180 U/L
4-Aminoantipyrine :>0,2 g/

1.000

ml

18

Thudc thir xét
nghiém
Albumin

* Thanh phan hoa hoc:
Bromocresol green: < 0,12mmol/L
« Loai bénh pham: Huyét thanh / Huyét tuong

600

ml

19

Thudc tht xét
nghiém HDL-
Cholesterol

* Thanh phan hoa hoc:

+ R1:
N,N-bis(2-hydroxyethyl)-2-
aminoethanesulphonic acid (pH 6.5): <0.1 M
HDAOS: <0.7 mM
Cholesterol esterase (CHE): >750 U/L
Cholesterol oxidase (CHO): >500 U/L
Catalase: >300 kU/L
Ascorbate oxidase: >2500 U/L
+ R2:
4-aminoantipyrine: <4 mmol/L
Peroxidase (POD): >3500 U/L
N,N-bis(2-hydroxyethyl)-2-
aminoethanesulphonic acid (pH 7.0): <0.1 M

750

ml

20

Thudc thir xét
nghiém LDL-
Cholesterol

* Thanh phan hoa hoc:
+ R1:

Good Buffer solution (pH: 6,8): <22 mmol/l
Cholesterol esterase (CHE): >2 kU/L
Cholesterol oxidase (CHO): >2 kU/L

N-(2-hydroxy-3-sulfopropyl)-
3,5-dimethoxyaniline (H-DAOS): <0,43
mmol/I
Catalase: >400 kU/L
+ R2:

Good Buffer solution (pH: 7,0): <22 mmol/l
4-aminoantipiryne-: <0,68 mmol/l
Peroxidase (POD): >3 kU/L
Sodium azide

500

ml
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21

Thude thur xét
nghiém
Triglycerid

* Thanh phan hoa hoc:
Good's buffer (pH: >6.3) : >50 mmol/L
p-Chlorophenol :>0,25 g/L
ATP :>0.05g/L

Peroxidase (POD) :>400 U/L

Glycerolkinase (GK) : >400U/L
Lipoprotein lipase (LPL) :>120000 U/L

4-Aminoantipyrine :>0,02 g/L

Glycerol-3-phosphate-oxidase : >3000 U/L

1.800

ml

22

Thubc thir xét
nghi¢m GGT

* Thanh phan hoa hoc:
+R1
TRIS (pH: >8.60): >12.1 g/L
Glycylglycine: >13.2 g/L
+ R2:
L-y -Glutamyl-3 carboxy—4 nitroanilide: >3
mmol/L

250

ml

23

Thubc thir xét
nghiém CRP

Hoa chat dung cho xét nghiém CRP, dai do:
0.4-100 mg/L. Thanh phén:
Buffer:
TRIS Buffer (pH: 8.2), Sodium Azide < 0.09%
(preservative).
Latex reagent:

Polystyrene particles coated with goat
antibodies anti-human-CRP in glycine buffer
(0.1 M, pH: 8.2), containing NaCl (0.15 M) and
bovine serum albumin (0.5%). Sodium Azide
0,075% (preservative).

200

ml

24

Dung dich

dung trong

phong thi
nghiém

thanh phan: Sequestering agent content
(alkalimetric): 8.5-10%. Density (d 20°C/4°C)
1.05 - 1.09. Free alkali (as NaOH) 1.5-2.5%
Phosphate (PO,) <0.002 %

5.000

ml




So

STT Danh muc M5 ta yéu cu vé tinh niing, thﬁl‘lg s0 ky lu’(.n}g/ Pon vi
hang hoa thuat va cac thong tin lién quan ve ky thuat khoi tinh
lwgng
Hoa chét kiém chuén cho céc chat: Uric Acid,
Albumin, GPT, GOT, Amylase, Total
Bilirubin, Direct Bilirubin, Calcium, Chloride,
Cholesterol, HDL, LDL, Creatine,
Vit licu kidm Cholinesterase, CK, CK-.MB, Alkaline
.soé.t wét Phosphate, GGT, _Fructoszflm_lne, Glucose,_ Iron,
A Lactate, LDH, Lipase, Lithium, Magnesium,
25 nghiém sinh : . . 90 ml
, , Potassium, Total protein, Sodium,
hoa (muc . .
thuong) ‘ . Trligly.c;erldes,, U[ea. ) )
Thanh phan: chat kiém soat dong kho dua trén
huyét thanh nguoi va chtra cac thanh phan vo
co cua nguoi, dong vat da dugc tinh ché, kiém
tra &m tinh voi HBsAg, anti-HCV va anti
HIV1+2.
Hoa chét kiém chuén cho céc chat: Uric Acid,
Albumin, GPT, GOT, Amylase, Total
Bilirubin, Direct Bilirubin, Calcium, Chloride,
Cholesterol, HDL, LDL, Creatine,
Vit licu kidm Cholinesterase, CK, CK-_MB, Alkaline
'soé't wét Phosphate, GGT, _Fructosz_;lm_lne, Glucose,_ Iron,
A Lactate, LDH, Lipase, Lithium, Magnesium,
26 nghiém sinh : . . 90 ml
, , Potassium, Total protein, Sodium,
hoa (mirc . .
bénh) ‘ . Trlglycer‘ldesA, UrAea.. o ’
i Thanh phan: Gerpath 1a mot vat liéu kiém soat
d6ng kho dua trén huyét thanh ngudi va né
chira tinh khiét nguoi, dong vat va cac thanh
phan v6 co. Cac thanh phan hodc 1a tai ranh
gidi bénh 1y hodc & mirc do bénh ly.
La chat chuan da luong dong kho c6 trong
Chét hicu huyét th’anh n§u6£, ch‘l'ra cé? .Ch‘élt Izhu gifl tin~h
chuén xét khiét c6 ngudn goc tr nguoi va dong VE:I'[, dq
27 nehiém sinh duoc kiém tra véi HBsAg, antl-HCy Valantl 30 mi
g o HIV1 + 2. Cac chét phy gia c6 ngudn gde tir
dong vat lay tr cdc ngudn dugce chimg nhan
theo quy dinh cua EU 1774/2002.
Chat hiéu Chat hiéu chuan cho xét nghiém CRP. Thanh
28 chuan xét phan chinh c6 ngudn gbc tir nguoi va Natri 1 ml
nghi¢m CRP azide <0,075% lam chit bao quan.
IV. | May xét nghiém dong mau
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Thubc thir xét
nghi¢ém PT

* Thanh phan hoa hoc:
rabbit brain thromboplastin,
calcium chloride
sodiumazide <0.05%
buffer solution
stabilisers
* Tinh chat vat Iy va hoa hoc:
- Trang thai vat ly: chét long
- Mui: khdng mui
- pH: ~7
- Nhiét do s6i: ~1000C

180

ml

30

Thudc thir xét
nghiém APTT

* Thanh phan hoa hoc:
preparation of rabbit brain cephalin
ellagic acid activator
buffer
stabilizers preservatives
* Tinh chat vat Iy va héa hoc:

+ Hoéa chét:

- Trang thai vat ly: chét long
- pH: <7,1 & 200C sau khi pha loang véi axit
ellagic
- Mau: Mau vang sau khi pha loang véi axit
ellagic
- Nhiét d6 soi: ~1000C
+ CaCl:

- Trang thai vat ly: chét long
- pH: <7,1 ¢ 200C
- Mau: khéng mau
- Nhiét d6 soi: ~1000C

180

ml

31

Vit liéu kiém
soat xét
nghi¢m dong
mau

* Tinh chat vat Iy va héa hoc:
- Trang thai vat ly: dang bot
- Mau: Vang nhat
- Mui: Khéng
- pH: ~7,1 6 200C
- B§ hoa tan: <2 phut.

ml

32

Vit liéu kiém
soat xét
nghi¢m dong
mau

* Tinh chat vat Iy va hoa hoc:
- Trang thai vat ly: dang bot
- Mau: Vang nhat
- Mui: Khéng
- pH: ~7,1 6 200C
- b6 hoa tan: < 2 phat.

ml




So

STT Danh muc M5 ta yéu cAu vé tinh niing, thong sé k§ lwgng/ | Pon vi
hang hoa thuat va cac thong tin lién quan vé ky thuat Kkhéi tinh
lwgng
* y J4 A ’ \ r .
Chét hiéu Tinh Chat’}/atAIy Ya hoa hc_zc.
chuin xét - Trang thai vat ly: dang bot
33 nehiem don - Mau: Vang nhat 3 ml
g e g - Mui: Khéng
-pH: ~ 7,1 6 200C
V. | May xét nghiém dién giai
34 bién cuc Dién cuc Natri dung cho may dién giai 1 Cai
35 bién cuc bién cuc Kali dung cho may dién giai 1 Cai
36 bién cuc Dién cuc Clo dung cho may dién giai 1 Cai
37 bién cuc bién cuc Ca dung cho may dién giai 1 Cai
38 bién cuc Pién cuc Tham chiéu dung cho may dién giai 1 Cai
Thanh phan:( Standard A: 800ml; Standard B:
100ml.; ISE Cleaning Solution: 100ml)/Bo
. * Thanh phan hoa hoc:
fﬁj:nhéi‘; - Nudéc khir lon: >98%
39 Ay Xét - bac tinh héa chit dién phan: <2% 15 BS
i, hi)ém . - Chét bao quan: <0,3% '
gdén ' * Tinh chat vat Iy va héa hoc:
e - Trang thai vat ly: Dang long
- Nhiét d6 so6i: Xap xi 1000C
- Hoa tan trong nudc: >99,5%
Thanh phan: Conditioner Solution: 1 bottle x
20ml
* Thanh phan hoa hoc:
- Nudc khur lon: >99,6%
. Ry A, g . 0
40 Dung dich Hoa chat dac trung : <0,4% 60 ml

diéu hoa Na

* Tinh chat vat Iy va héa hoc:
- Trang thai vat ly: Dang long, khéng mau,
trong mo
- Nhiét do s6i: >1000C
- Hoa tan trong nudc: >99,5%




So

STT Danh muc M5 ta yéu cAu vé tinh niing, thong sé k§ lwgng/ | Pon vi
hang hoa thuat va cac thong tin lién quan vé ky thuat Kkhéi tinh
lwgng
+ Muc 1: Cac gia tri thip cho Na + - K + - Cl- -
Li +; Gia tri cao cho Ca2 + (Nhan do)
+ Muc 2: Gia tri thong thuong (Nhan vang)
+ Mtc 3: Cac gia tri cao cho Na+ - K+ - Cl -
- Li +; Gi4 tri thap cho Ca2 + (Nhan mau xanh)
. * \ A . .
41 Dung d;(’:h QC Tha}nh pf}an h.oa hoc: 90 ml
3 muc - Nudc khu lon: >98%
- bac tinh héa chit dién phan: <2%
- Chét bao quan: <0,3%
* Tinh chat vat Iy va hoa hoc:
- Nhiét d6 so6i: Xap xi 1000C
- Hoa tan trong nudc: >99,5%
VI. | Héa chat dinh nhém mau
Dung dich c6 chira ndng do protein thap va
Thuée thir xét IgA’M d?n (‘long~ cua ng}rol va IgG A’kha’ng P ‘
n o Thuoc thir nay s€ truc tiep ngung két cac t€ bao
42 nghi¢ém dinh , A N 10 mi
Ah6m mau D Rh 7D duong tinh, bao gdm phan 16n cac blren
thé (nhung khong phai DVI) va ty 1€ D yéu
(Du) cao.
Dong té bao Anti A BRMA-1 sé& phat hién
Thubc thir xét khang nguyén A.
43 nghiém dinh Anti A c6 mau xanh lam 80 ml
nhom mau A | Tiéu chuan chit luong ISO 13485 hoic tuong
duong.
44 ngllnem c,hnh Tiéu chuén chét lugng ISO 13485 hoic twong 80 ml
nhom méau B
duong.
Dong té bao Anti AB ES-4 / ES-15 sé& phat hién
Thubc thir xét | khang nguyén A, Ax hodc B. Anti AB khong
45 nghiém dinh cO mau 80 mi
nhom mau AB | Tiéu chuan chat luong ISO 13485 hodc tuong
duong.
VII. | Que thir ding cho may xét nghiém nudre tiéu
Céc thong so kiém tra: Urobilinogen, Bilirubin,
Que thir nudc Ketone (acetoacetic acid), Blood, Protein,
46 Nitrite, Leukocytes, Glucose, Specific Gravity, | 10.000 test

tiéu 11 théng
SO

pH, Ascorbic Acid. Dat ti€u chuan ISO 13485
hodc tuong duong.




So

STT Danh muc Mo ti yéu cau vé tinh niing, thﬁl‘lg s6 k¥ lu’(.n}g/ Don vi
hang hoa thuat va cac thong tin lién quan ve ky thuat khoi tinh
lwong
VII1I. | Héa chit xét nghiém Mién dich
*Bo xét nghiém TSH (Xét nghiém mién dich
huynh quang kho) dugc dung dé do dinh lugng
TSH (hormone kich thich tuyén giap) trong
Hoa chét ding huyét thanh va huyét tuong ngudi trong dng
cho may xeét nghiém.
47 nghiém min *Thanh phan: ’ q 400 Test
. 1.Que thur TSH trong thi kin c¢6 chat hut am
dich . X 2
2.Hudng dan str dungquyén
3.MAu pha lodng
4.Thé ma QR dé hiéu chuan
5. Ong hut va tha dinh luong (Tuy chon).
*Bg xét nghiém TT4 (Xét nghiem mién dich
huynh quang kho) dugc dung dé do dinh luong
trong ong nghiém tong s6 TT4(Thyroxine)
Hoa chéit dimg trong huyc?‘g tha‘nAh Va; hu’ye‘t tuong‘ngum trong
cho may xét dieu kién Ve_}t ly bn:h thuong
48 nghiém min *Thanh phan: ’ q 400 Test
dich 1.Que thu TT4 trong tui kin c6 chqét hat am
: 2.Hudng dan sir dungquyén
3.Mau pha loang
4.Thé ma QR dé hiéu chuin
5. Ong hut va tha dinh luong (Tuy chon).
*Bg xét nghiém TT3 (Xét nghiém mién dich
huynh quang kho) ding dé dinh lugng in vitro
TT3 toan phan (Triiodothyronine) trong huyét
Hoa chét dimg thanh va huyét tu’o?lg ngu’(:yi & didu kién sinh ly
cho may xét bm}} thum;lg
49 nghiém mién *Thanh phan: ’ q 400 Test
dich 1.Que thtr TT3 trong tai kin c6 chat hut am

2. Huéng din st dungquyén
3.Mau pha loang
4.Thé ma QR dé hiéu chuan
5. Ong hit va tha dinh luong (Tuy chon).




So
STT Danh muc M5 ta yéu cu vé tinh niing, thﬁl‘lg s0 ky lu’(.n}g/ Pon vi
hang hoa thuat va cac thong tin lién quan ve ky thuat khoi tinh
lwgng
*Bo xét nghiém HbA 1¢ (Xét nghiém mién dich
huynh quang kho) dugc dung dé do dinh lugng
HbA I¢ trong 6ng nghiém trong mau toan phan
Hoa chit dung clia ngudi va mau dau ngén tay
cho may xét *Thanh phan:
0 | ghiém midn | 1.Que thir HbAlc trong tii kin c6 chit hut m | 000 | 1St
dich 2. Hué6ng din st dungquyén
3.Mau pha loang
4.Thé ma QR dé hiéu chuan
5. Ong hit va tha dinh luong (Tuy chon).
IX. Test nhanh
Test nhanh Cong hop vang HIV-Ag tai t6 hop;
51 chan doan - Anti-human 1gG-Fc McAb; 600 Test
HIV - Anti-HIV McADb.
Test nhanh Vung cong hop: IgG chudt khang HBsAg-04;
52 chan doan - Vach két qua: IgG chudt khang HBsAg-B20; 600 Test
Viém gan B - Vach chung: IgG dé khang chudt
Thoéng s6 k¥ thuat:
Test nhanh - Vung céngllgl(épr:l glilgiin(% ’[i’l6é S;);l dong khang
c_lAlan dodn - Vach két qua: Khang nguyén HCV-210 200 Test
viémgan C
(0.2ug);
- Vach chtng: IgG nguoi (0.88 pg).
Phat hién dinh tinh nhom céc chét gay nghién
trong nudc ticu.
- Miu bénh pham: Nudc tiéu.
Ngudng phat hién:
+ Morphine: 300 ng/ml
+ Amphetamine:1.000 ng/ml
Test nhanh + Methamphetamine:500 ng/ml
54 | phat hién ma + THC: 50 ng/ml 400 Test
tly 4 chan - B nhay: 99,8%.
- Do dac hiéu: 99,6%.
- Do chinh xac: 99.7%.
- B¢ 1ap lai: 100%
- Do 6n dinh: 100%.
Tiéu chuan chat lugng: ISO 13485 hoic twong
duong

Tong cong: 54 khoan




PHU LUC 02 - MAU BAO GIA
BAO GIA®
Kinh giti: Trung tim Y té huyén Tan Uyén

Trén co s& yéu cau bao gia cua Trung tam Y té huyén Tan Uyén, tinh Lai Chau, ching t0i .... [ghi tén, dia chi ciia hdng san xudt, nha cung cdp;
trieong hop nhiéu hang sdn xudt, nha cung cdp cung tham gia trong mot bdo gia (goi chung la lién danh) thi ghi ré tén, dia chi cua cdc thanh vién lién
danh] bao gia cho cac hoa chat xét nghiém, sinh pham nhur sau:

1. Béo gié cho cac thiét bi y té va dich vu lién quan

Chi phi cho | Thué, phi,

Danh muc thiét Ky, ma, nhan hi¢u, ~ Nam san £ S0 |Pon gia®| cdc dich vu |1¢ phi (néu Ti}a(rlllr;
STT Y model, hiing san M3 HS® X Xuat xit®| lwong/khoi lia ©) £1(10) tien
bi y té®@ . xuat® : VND iIén quan co)
! xuat® lwgng(® ( ) (VND)

(VND) (VND)

1 [Thiétbi A

2 [Thiétbi B

n

(Giti kém theo cdc tai liéu chirng minh vé tinh ndng, théng sé kj thudt va cdc tai liéu lién quan cia thiét bi y té)

2. Bdo gia nay co hi¢u luc trong vong: ... ngay, ké tir ngay ... thang ... nam ... [ghi cu thé sé ngay nhung khong nho hon 90 ngay], ké tir ngay ... thang...
nam ... [ghi ngay ....thang...nam... ket thuc nhan bao gia phu hop voi thong tin tai khoan 4 Muc I - Yéu cau bao giaj.

3. Chiing t6i cam két:

- Khong dang trong qué trinh thyc hién thu tuc giai thé hogic bi thu hoi Gidy chimg nhan ding ky doanh nghiép hodc Gidy chimg nhan dang ky ho kinh
doanh hodc céc tai licu twong duong khac; khong thude trudong hgp mat kha nang thanh todn theo quy dinh ctia phap luét vé doanh nghiép.

- Gia tri cua cac thiét bi y té néu trong bao gia 1a phu hop, khong vi pham quy dinh ctia phép luat vé canh tranh, ban pha gia.

- Nhitng thong tin néu trong bao gia la trung thue.



...... , ngay.... thang...nam....
Pai di¢n hop phap ciia hing sin xuit, nha cung cap®?
(Ky tén, dong dau (néu co))

Ghi cha:

(1) Hang san xudt, nha cung cap dién ddy di cac thong tin dé bao gid theo Mdu nay. Truong hop yéu cau giri bdo gid trén Hé thong mang
ddu thau quoc gia, hang san xudt, nha cung cdp dang nhdp vao He thong mang dau thau quoc gia bang tai khoan ciia nha thau dé giri bao
gid va cac tai liéu lien quan cho Chu ddu tw theo hwong dan trén Hé thong mang ddu thau quéc gia. Trong truong hop ndy, hang sdn xudt,
nha cung cdp khéng phdi ky tén, dong ddu theo yéu cau tai ghi chii 12.

(2) Hang san xudt, nha cung cdp ghi ching loai thiét bi y té theo ding yéu cau ghi tai ¢t “Danh muc thiét bi y té” trong Yéu cau bdo gia.

(3) Héng sdn xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, md hiéu, model, hing sdn xudt cua thiét bi y té twong vmg véi ching logi thiét
bi y té ghi tai cot “Danh muc thiét bj y té”.

(4) Hing san xudt, nha cung cdp ghi cu thé ma HS cia tirng thiét bi y té.

(5), (6) Hing san xudt, nha cung cdp ghi cu thé ndm sdan xudt, xudt xir cia thiét bi y té.

(7) Hang san xudt, nha cung cap ghi cu thé sé lwong, khoi lwong theo diing s6 lwong, khoi lwong néu trong Yéu cau bdo gid.
(8) Hing san xudt, nha cung cdp ghi cu thé gid tri cia don gid twong g véi tirng thiét bi y té.

(9) Hing san xudt, nha cung cdp ghi cu thé gid tri dé thwc hién cdc dich vu lién quan nhw ldp ddt, van chuyén, bao quan cho tirng thiét bi y
té hodc toan bo thiét bi y té; chi tinh chi phi cho cac dich vu lién quan trong nuoc.



(10) Hang san xudt, nha cung cdp ghi cu thé gid tri thué, phi, 1¢ phi (néu c6) cho tirng thiét bi y té hodc todn bé thiét bi y té. Déi vdi cdc
thiét bi y té nhdp khdu, hiang san xudt, nha cung cap phdi tinh todn cdc chi phi nhap khdu, hai quan, bdo hiém va cdc chi phi khéc ngoai
lanh thé Viét Nam dé phdn bé vao don gid cia thiét bi y té.

(11) Hang san xudt, nha cung cdap ghi gid tri bdo gid cho timg thiét bi y té. Gid tri ghi tai ¢t nay dwoc hiéu la toan bg chi phi cia tirng
thiét bi y té (bao gom thue, phi, Ié phi va dich vu lién quan (néu co)) theo dung yéu cau néu trong Yéu cau bao gia.

Hang san xudt, nha cung cdp ghi don gid, chi phi cho cac dich vu lien quan, thué, phi, 1é phi va thanh tién bang dong Viét Nam (VND).
Truong hop ghi bang dong tién nudc ngodi, Chii dau tw sé quy doi vé dong Viét Nam dé xem xét theo ty gid quy déi ciia Ngan hang Ngoai
thwong Viét Nam (VCB) c¢éng b tai thoi diém ngay két thiic nhdn bdo gid.

(12) Nguoi dai dién theo phdp ludt hodc nguoi dwoc nguoi dai dién theo phap ludt iy quyén phdi ky tén, déng dau (neu co). Truong hop uy
quyén, phai giri kém theo gidy uy quyen ky bdo gid. Truong hop lién danh tham gia bdo gid, dai dién hop phdp ciia tt cd cdc thanh vién
lién danh phdi ky tén, dong dau (néu cd) vao bdo gia.

Truwong hop dp dung cach thicc giri bao gid trén H¢ thong mang ddu thau quoc gia, hang san xudt, nha cung cdp dang nhap vao H¢ thong
mang dau thau quéc gia bang tai khodn nha thau ciia minh dé giri bdo gid. Truong hop lién danh, cdc thanh vién thong nhdt cir mot dai
dién thay mat lién danh nop bdo gid trén H¢ thong Trong truong hop nay, thanh vién dai dién lién danh truy cdp vao Hé thong mang dau
thau quéc gia bang chitng thw s6 cdp cho nha thau ciia minh dé giri bao gia. Viéc dién cdc théng tin va ngp Bdo gid thice hién theo hidng
dan tai Mau Bdo gid va huéng dan trén Hé thong mang ddu thau quéc gia.

(Pinh kém theo Biang mé td cdc tinh ndng, yéu cau ky thudt co ban ciia cdc thiét bi y té; cdc yéu cau vé dia diém cung cdp, ldp dt;
cdc yéu cau vé van chuyén, cung cap, lap dat, bao quan thiét bi y té; thoi gian giao hang dy kién va cac thong tin lién quan khdc).
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