: SO Y TE HAI PHONG : CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PA KHOA HUYEN AN LAO Pic lap - Ty do - Hanh phiic

Sé: (0 /CV-BVDPK
V/v d& nghi bao gia

An Ldo, ngay 06 thdng 03 nam 2025

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

Bénh vién da khoa huyén An l&o c6 nhu cau tiép nhan béo gia dé tham
khao, xdy dung gid gbi thiu, 1am co s té chirc lua chon nha thau cho géi thau
mua sém hoéa chét xét nghiém, sinh phém chin doéan invitro, vat tu tiéu hao phuc
vu hoat dong thudong xuyén nam 2025-2026 cua Bénh vién da khoa huyén An
Lio v&i ndi dung cu thé nhu sau:

I. N§i dung yéu cau bao gia:

1. Danh muc thiét bi y t&: (Chi tiét theo Phu luc 1 dinh kém)

2. Thoi gian trién khai: Quy I va Quy II - 2025

3. Cac yéu cau khac Béo gia duoc thuc hién theo mau dinh kém, ky, dong
du ngudi cé thim quyen va déng dau giap lai (trong trudng hgp bao gla co nh1eu
trang) (Chz tzet theo méu béo gid dinh kém). Trudng hop nglrm ¢6 thAm quyén
uy quyén vé viéc ky bao gia thi Bao gia phai giri kém gidy uy quyen.

II. Théong tin ciia don vi yéu cau béo gia:

1. Pon vi yéu cau bao gia: Bénh vién da khoa huyén An ldo

2. Thong tin lién hé cAn giai dép céc thac méc:

Ba: Nguyén Thi Phuong, Dugc sy khoa Dugc, S6 dién thoai 036.872.4566

3. CAch thirc tiép nhan bio gié: (gui d6ng thoi 2 cach sau)

- Nhan tryc tiép tai dia chi : Khoa Dugc Bénh vién da khoa huyén An l0;
S6 99 duong Nguyén Vin Trdi, Thi trdn An 130, huyén An ldo, thanh phé Hai
Phong.

- Nhin qua email : khoaduocbvdkal@gmail.com

4. Thoi gian tiép nhan bdo gia: tir 9h ngay 07 thang 03 ndm 2025 dén trude
17h ngay 17 thang 03 ndm 2025.

Céc bdo gia nhan sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han c6 hiéu luc ciia bao gié: t6i thidu 90 ngay, ké tir ngay bdo gia

Trén trong./. "
Noi nhin:

- Website Bénh vién;
- Luu: KD.

Dwong Dirc Huén




CONG TY .... CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap — Tu do — Hanh phic

DA KHOA

TENDAKHOA HUYEN AN LAO

Trén co s& yéu cau bao gia ciia Bénh vién da khoa huyén An lio 8

& ngay (6./.5.1:2021) dang tai trén cng thong tin dién tir cia Bénh vién, ching
t6i Cong ty ... (Dia chi:....... ) béo gid cho cac thiét bi y té nhu sau:

1. Béo gia cho cac thiét b y té va dich vu lién quan

Chi phi
.| Ton tieo @b | MR O QDI . s nhan| Céu hink, Sé b SO B
Tén 5086/Qb- | . , 5 x|t vy £ : .. (dich vu| Thué, phi, I¢ i
STTithiét bi y 5086/QB-BY;1" BYT hiéu, model,' tinh ning | Ma Nan’l san| Xuat | Quy | Ponvi | lwong/ | Pon gia lién | phi (nu co) tien
< |04/11/2021 (néu hing sin xuat| ky thuatco |HS ¥| xudt® |x&©® | cich | tinh | Kkhéi |[(VND)® an’ | (VND)
te - 04/1 1/2021 k3) S ) q“an (VND) an
co) R ban lwgng
(néu co)
)
(Giri kém theo céc tai liéu chimg minh vé tinh nang, thong s6 k¥ thuat va cac tai liéu lién quan cta thiét bi y té)
2. Béo gia nay c6 hiéu luc trong vong: ....... ngdy, ké trngdy  thang  nam......

3. Chiing t5i cam két:

- Khéng dang trong qua trinh thuc hién thi tuc giai thé hodc bi thu hdi Gidy chimg nhan dang ky doanh nghiép hodc Giy chimg nhan dang ky ho kinh doanh hodc céc tai
liéu twong duong khac; khéng thudc trudng hop mat kha ning thanh toan theo quy dinh ciia phép luat vé doanh nghiép.

- Gia trj ciia cac thiét bi y té néu trong bao gi 1a phit hop, khong vi pham quy dinh cta phép luat vé& canh tranh, ban pha gia.
- Nhitng thong tin néu trong bao gia la trung thue.
...... , ngay.... thang....nam .....

Dai dién hop phap ciia hing sin xuit, nha cung cap’?
(Ky tén, dong dau (néu cd))



(1) Héng sdn xudt, nha cung cdp dién ddy di théng tin d@é bdo gid theo Mdu nay. Truong hop yéu cdu giri bdo gid trén Hé thong mang déu thau quéc gia,
hang san xudt, nha cung cdp dang nhdp vao Hé théng mang ddu thau quoc gia bang tai khoan ciia nha thau dé giri bdo gid va cdc tai liéu lién quan cho
Chii déu tw theo hudng dén trén Hé thong mang déu thau quéc gia. Trong truong hop nay, hdng san xudt, nha cung cdp khong phdi ky tén, dong ddu theo
Yéu cdu tai ghi chii 12.

(2) Héng sdn xudt, nha cung cap ghi ching logi thiét bi y 18 diing theo yéu cau ghi tai cot “Danh muc thiét bi y 1" trong Yéu cau bdo gid.

“Tén thuwong mai cua thiét bi”: La tén thwong mai ciia thiét bi y té dwwgc cong khai trén cong thong tin cita By y té theo Nghi dinh 98.

(3) Hang san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang san xudt ciia thiét bi y té tuwong vmg véi ching logi thiét bi y té
ghi tai cot “Danh muc thiét bi y 18"

(4) Hang san xudt, nha cung cdp ghi cu thé ma HS ciia timg thiét bi y té.

(5), (6) Hang san xudt, nha cung cdp ghi cu thé ndim sn xudt, xudt xir ciia thiét bi y té.

(7) Hang san xudt, nha cung cdp ghi cu thé 56 liwong, khoi luong theo ding s6 lwong, khoi lwong néu trong Yéu cdu bdo gid.

(8) Héing san xudt, nha cung cdp ghi cu thé gid tri cua don gid twong ing véi tirg thiét bi y té.

(9) Hang san xudt, nha cung cdp ghi cu thé gid tri dé thiee hién cdc dich vu lién quan nhu ldp ddt, vdn chuyén, bao quan cho timg thiét bi y té hodc
toan bo thiét bi y té; chi tinh chi phi cho cdc dich vu lién quan trong nudc.

(10) Haing san xudt, nha cung cdp ghi cu thé gid tri thué, phi, Ié phi (néu c6) cho timg thiét bi'y 16 hodc toan b thiét bi y té. Doi véi cde thiét bi y té
nhdp khdu, hang san xud't,' nha cung cdp phdi tinh todn cdc chi phi nhdp khdu, hai quan, bdo hiém va cdc chi phi khdc ngodi lanh thé Viét Nam dé phan b ,?
vao don gid cua trang thiét bi y té. [

(11) Héng san xudt, nha cung cdp ghi gid tri bdo gid cho ting thiét biy 1é. Gid tri ghi tai cot nay duoc hiéu la toan bé chi phi cia timg thiét bi % N

(bao gom thué, phi, lc_? phi va cdc dich vu lién quan (néu cd)) theo diing yéu cau néu trong Yéu cau bao gid. it : "'H Lio
Hang sdn xudt, nha cung cdp ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, I¢ phi va thanh tién bang dong Viét Nam (VND). Truong hop

; ! i vé dong Viét Nam dé xem xét theo ti gid quy déi cuia Ngdn hang Ngoai thuong Viét Nam (VCB) cong!

»
Gy
ghi bang dong tién nude ngodi, Chu dau tw sé quy do
bé tai thoi diem ngay két thiic nhdn bdo gid.

(12) Nguoi dai dién theo phdp ludt hodc nguoi dugc dai dién theo phdp ludt uy quyén phdi ky tén, dong ddu (néu c6). Truong hop uy quyén, phai
giti kém theo gidy uy quyén ky bdo gid. Truong hop lién danh tham gia bdo gid, dai dién hop phdp cia tdt ca cdc thanh vién lién danh phai ky tén, déng
ddu (néu c6) vao bdo gid.

Truong hop dp dung cdch thirc giti bdo gia trén H¢ théng mang ddu thau quéc gia, hdng san xudt, nha cung cdp dang nhdp vao Hé théng mang
ddu thdu quéc gia bang tai khoan nha thdu cia minh dé giri bao gid. Truong hop lién danh, cdc thanh vién théng nhdt cir mét dai dién thay mdt lién danh
ndp bao gid trén Hé théng. Trong trucng hop nay, thanh vién dai dién lién danh truy cdp vao Hé théng mang dau thau quéc gia bang chimg thu s6 cdp
cho nha thau ciia minh dé giti bdo gid. Viéc dién cdc thong tin va nép Bdo gid thiec hién theo hudng dén trén Hé théng mang ddu thau quéc gia
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Phu luc 1: MU(E

( Dinh kém cong van sé (0 /C VDKMQ&M

guy in

G HOA XIN BAO GIA

Y2025 ciia Bénh vién da khoa huyén An ldo)

Quy cach dong

A ~n g - - -~ A a A a A . A
STT Tén chung Mo ta dac tinh k¥ thuat, ung, tiéu chuan céng nghé o6i thi thidu Pon vi So lwong
Géi 1: G6i hoa chit xét nghiém
I. Héa chit chay May hoa sinh Greiner GA 400
BCG solution
: Hoéa ch:at xét nghiém acetate buffer 720 mL Hop 3
Albumin polyoxyethylene lauryl ether.
Pat tiéu chudn ISO 13485 hodc tuong duong
Thude thir Alcohol ethanol
Thuéc thit xét nghiém ;‘:;;‘h P‘;{a‘; ‘;‘“"h:
2 |dinh lugng Alcohol < ADe_ip j 80ml / hop Hop 6
Ethanol t i -
aniol trang Ay Alcohol dehydrogenase (ADH)? ,:bh
Tiéu chuén chét luong ISO 13485:2016 hodc tuong duong ! B
Thanh phan chinh: =
Chét hiéu chuan xét Puoc diéu ché tir albumin huyet thanh bo c6 thém chét bao quan va chét &n dinh. i
3 [nghiém dinh luvong Amoniac / Ethanol Pi chimng chira khdi lvgng phén {mg cta: hon hop 5-chloro-2-metyl-4- 1 ml/ hép Hép 6 O
Alcohol Ethanol isothiazolin-3-one va 2-metyl-2H isothiazol-3-one (3:1)
Pat tiéu chuin ISO 13485 hodc twong duong
Puoc chuan bi tir albumin huyét thanh bd véi chat bao
quan va chit &n dinh.
Vit liéu kiém soat cht Gia tri:
4 |lugng xét nghiém dinh - Control 1: Ammonia:. Ethyl alcohol 2 ml/ hdp Hop 6
lugng Alcohol Ethanol - Control 2: Ammonia. Ethyl alcohol
- Control 3: Ammonia. Ethyl alcohol
Dat tiéu chudn ISO 13485 hoic twong duong
CNP-G3,
; A " Calcium chloride,
5 Hda chit xét nghiém Sodivia thlorde, 30mL (3x10 Hop 36
Amylase mL)

Potassium thiocyanate.
Dat tiéu chuin ISO 13485 hoac twong duong

Page 1




STT

Tén chung

M& ta dic tinh k§ thuit, tinh ning sir dung, tiéu chuén cong nghé

Quy cach d(:mg
g6i toi thicu

Pon vi

S6 lwong

Héa chit xét nghiém
Bilirubil toan phan

hydrochloric acid and surfactant.
dichlorophenyldiazonium salt

hydrochloric acid.

Pat tiéu chuén ISO 13485 hodc twong duong

240 mL (4 x 50
mL + 2 x 20 mL)

36

Héa chit xét nghiém
Bilirubil tryc tiép

hydrochloric acid.
di-chlorophenyldiazonium salt

hydrochloric acid.

Pat tiéu chuén ISO 13485 hoic tuong duong

240 mL (4 x 50
mL + 2 x 20 mL)

10

Chét hiéu chuan da gié tri
cho xét nghiém sinh hoa

Chét hiéu chuin: huyét thanh dong kho c6 chira cac chét chuyén héa véi nong do thich hop
dé dam bao hiéu chuan chinh xac.

A. Thube thir A:

Dung dich natri cacbonat

Pat tiéu chuén ISO 13485 hodc twong duong

lo 3ml

Lo

10

Héa chat xét nghiém
Canxi Arsenazo

solution of arsenazo IlI
8-hydroxyquinoline sulphonate in 100 mM Tris buffer, pH 8.5
Pat tiéu chuén ISO 13485 hodc tuong duong

200 mL (4 x 50
mL)

10

Hoa chit xét nghiém CK-
NAC

Creatine phosphate

ADP

Glucose

NADP

Hexokinase > 2500 U/1

Glucose-6-phosphate dehydrogenase (G-6-PDH) = 2000 U/
AMP

Di (adenosine-5") pentaphosphate

N-Acetyl-cysteine

Pat tiéu chuan ISO 13485 hogc tuong duong

120 mL (5 x 20
mL + 1 x 20 mL)

Hop

12

11

Héa chét xét nghiém CK-
MB

Thanh phf?m: Buffer pH 6.70, creatine phosphate, glucose, N-acetyl-L-cysteine, magnesium
acetate, EDTA, ADP, NADP, AMP , Di (adenosine-5') pentaphosphate 10 pM, glucose-6-
phosphate-dehydrogenase > 1.5 kU/I, hexokinase > 2.5 kU/I, khang thé don dong khang CK-
M- cdng suét tic ché > 2000 U/

-Tuyén tinh 1én t&i 2000 U/L.

- Gi6i han phat hién la 4 U/L

Pat tiéu chudn ISO 13485 hodc tuong duong

6x 10 ml

12
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STT

Tén chung

MG ta dic tinh ky thuét, tinh ning sir dung, tiéu chuin cdng nghé

Quy cich déng
g6i toi thidu

Don vi

S6 lwong

12

Hoa chit xét nghiém -
glutamyl Transferase

Tris buffer

Glycilglycine
L-y-Glutamyl-3-carboxy-4-nitroanilide > 2.9 mmol/I
Dat tiéu chuin ISO 13485 hoic tuong duong "

100 mL (4 x 20
mL + 1 x 20 mL)

20

13

Hoa chét xét nghiém
Glucose

=10 kU/
>1kU/

GOD (microbial)
POD (horse-radish)
4-AP

Phosphate
Hydroxybenzoate
D¢ lap lai (Intra-assay precision): < 1.39%

D¢ tai lap (Inter-assay precision): < 1.92%

Dat tiéu chuan ISO 13485 hodc tuong dwong hoiic tuong duong

160ml (4x40ml)

130

14

Hoa chét xét nghiém GOT

L-Aspartate

NADH

MDH = 400 U/l

LDH = 600 U/

2-Oxoglutarate

Pat tiéu chudn ISO 13485 hoic twong dwong

200 mL (4 x 40
mL + 1 x40 mL)

40

15

Hoéa chit xét nghiém GPT

L-Alanine

NADH

LDH> 1.5 U/l

2-Oxoglutarate

Dat tiéu chuan ISO 13485 hoic tuong duong

200 mL (4 x 40
mL + 1x40
mL)

40

16

Hoa chit xét nghiém HDL-
o

Cholesterol oxidase solution (< 3000 U/I)
Peoxydase (< 5000 U/I)
N-ethyl-N-(2-hydroxy-3 sulfopropyl)-
3-toluidine disodium (TOOS) (< 1 mM)
Cholesterol esterase (< 3000 U/I)
4-aminoantipyrine (4-AAP) (< 1 mM)

Pat tiéu chuin ISO 13485 hodc trong duwong

T2mL (2x27+
2x9mL)

100

17

Hoa chit xét nghiém
Protein toan phan

EDTA/Cu complex
Sodium hydroxide and alkyl aryl polyether (AAP).
Dat tiéu chuén ISO 13485 hoic twong dwong

720 mL (6 x 120
mL)
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STT

Tén chung

MG ta dic tinh k§ thuit, tinh niing sir dung, tiéu chuin cong nghé

Quy cach dong
g6i t6i thiéu

Don vi

S6 lwgng

18

Chét kiém chuén da gia tri
cho xét nghiém sinh héa

Miic kiém soat 1: 10> 5 ml dong nhét va huyet thanh dong khd véi ndng do binh thuong
hoiic binh thudng/bénh ly ngLrO'ng ctia cht chuyen héa va enzym.

Miic kiém soat 2: lo > 5 ml déng nhét va huyét thanh ddng khé véi ndng do bénh ly hoac
ngudng binh thudng/bénh ly clia cic chat chuyén hoa va enzym.

bd (1x5ml Nivel
1 + I1x5ml Nivel
2)

18

19

Hoéa chit xét nghiém
Triglyceride

Chlorophenol 2 mmol/I

Lipoprotein lipase > 800 U/1

GK =500 U/

GPO = 1500 U/I

POD = 900 U/I

ATP

4-AP

Gidi han phat hién: <0.009 g/

D6 tuyén tinh: > 10 g/I

D4 tai lap (Reproducibility): <0.5%
Dat tiéu chuin ISO 13485 hoiic tuong duong

160 mL ( 4 x 40
mL)

90

20

Hoéa chit xét nghiém Ure

Good buffer

2-Oxoglutarate

Urease (Jack bean) > 5,000 U/l

GLDH (microbial) > 800 U/I

NADH

D6 l1ap lai: <2.01%; D tai lap: <2.36%

D6 nhay: <0.071 g/I; g tuyén tinh: >3 g/I
Dat tiéu chuan ISO 13485 hoiic twong duong

500 mL (4 x 100
mL + 4 x 25 mL)

18

21

Hoa chat chuin CK MB
muc 1

Thanh phan: Huyét thanh ngudi
v6i chat phy gia va cic md ¢6 ngudn gbe ngudi va dong vat.

5 ml/lo

Lo

22

Héba chit chuian CK MB
miurc 2

Thanh phan: Huyét thanh ngudi v6i chat phu gia va cac mé c6 ngudn gbc ngudi va dong vat

5 ml/lo

Lo

23

Hoa chit Kiém chuin CK
MB

Thanh phan: Huyét thanh ngudi véi chat phu gia va cac md c6 ngudn goc nguoi va dong vat.

3 ml/lo

Lo
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STT

Tén chung

MO ta dic tinh k§ thuit, tinh ning sir dung, tiéu chuén cong nghé

Quy cach dong
goi toi thiéu

Pon vi

S6 lwgng

24

Héa chit xét nghiém
Creatinine

picric acid

sodium lauryl sulphate solution.

borate

sodium hydroxide solution.

Gi6i han phén tich <4.5 mg/I

Dat tiéu chuin ISO 13485 hoic tuong duong

250 mL (2 x 100
mL + 2 x 25 mL)

Hop

36

25

Dung dich rira may

Dung dich rira may, thanh phan gom:
Daily Cleaner Diluent, HCI; muéi
pepsin

1 lo Rinse 90ml
+ 6 lo Pepsin

Hop

26

Nudc rira may sinh hoéa

Thanh phan : 5% Potassium hydroxide, 1% Citrate buffer and surfactants

Chai 2L

Chai

20

2.

Héa chit xét nghiém
Cholesterol

CHE >100U/

CHOD =100 U/

POD >1000 U/l

4-AP

Good

Phenol

Sodium cholate

- D§ téi lap (Reproducibility): <3.49%

Dat tiéu chudn ISO 13485 hoic tuong duong

400 mL (4 x 100
mL)

40

28

CRP dinh lugng

Thanh phin gom :

A. Reagent A: saline buffer solution, pH 7.6.

B. Reagent B: monospecific anti-CRP antibodies.
Dat tiéu chuan ISO 13485 hoic turong duong

60 mL (1 x 50
mL + 1x 10 mL)

IL. Héa chét chay M4y sinh héa G

etein Biotech CM 400

Hoéa chat xét nghiém
Albumin

- Hoa chat xét nghiém Albumin méu.

- Thanh phan: Bromocresol Green 0.15mmol/l, Succinate Buffer 7Smmol/l,
- CV%: 1.03% & ndng d6 35g/1, CV%: 0.58% & ndng do 52.5¢/1

- Pat tiéu chuan chat lugng ISO 13485: 2016 hoiic tuong duong

240 mL (R1:4x60

Bilirubin Direct

- Hoa chat xét nghiém Bilirubin truc tiép trong mau.

- B6 tuyén tinh 342pumol/l, do nhay: 0.299pumol/l. Budc séng: 450, 546nnm.
- Thanh phén Citrate buffer 100mmol/l, Surfactant 0.1%, Vanadate 4mmol/I.
- CV%: 0,96%-14.5pmol/l, 0.93% - 28.07umol/I

- Dat tiéu chuén chat lugng ISO 13485: 2016 hoic twong duong

hL (R1:4x40ml; R}

Hop

10
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STT

Tén chung

MG ta dic tinh k¥ thudt, tinh niing sir dung, tiéu chuén céng nghé

Quy cach dong
g6i tdi thidu

Pon vi

A
So lwgng

Bilirubin Total

- Hoa chét xét nghiém Bilirubin toan phén trong méu.

- D6 tuyén tinh 684pmol/l, do nhéy: 0.1782pmol/l. Budc song: 450, 546nnm.
- Thanh phén:

R1: Citrate buffer 100mmol/l, Surfactant 0.1%,

R2: Vanadate 6mmol/I.

- CV%: 0,92%-28.7umol/l, 0.5% - 96.6umol/I

- Pat tiéu chuén chit lugng ISO 13485: 2016 hofic twong duong

) mL (4x40ml; R2:

10

Cholesterol

- Hoa cht xét nghiém Cholesterol trong mau. (phuong phap CHOD PAP)

- P tuyén tinh 20mmol/l ( 774mg/dl), B nhay: 0.2mmol/l (7.74mmg/dl).

- Thanh phan: Pipes buffer 50mmol/I, Cholesterol oxidase>100U/L, Cholesterol Esterase
>150U/L, 4-aminoantipyrine 0.3mmol/l, Peroxidase>800U/L, Phenol 6.0mmol/I.

- CV%: 2.07% - 4.5mmol/l, 1.69% - 5.18mmol/Il

- Pat tiéu chuin chét luvong ISO 13485: 2016 hoic tuong duong

mL (R1:3x50ml; R

15

Creatinine

- Hod chit xét nghiém Creatinin trong mau bang phuong phap jaffe.

- Thanh phan Sodium Hydroxide 0.32 mol/l, Picric Acid 35mmol/I.

- Do tuyén tinh 1a 2000 umoI /1(22,7 mg/ dl) trong huyét thanh / huyét tuwong va 44 mmol /
1 (500 mg / dl) trong nude tiéu.

- D6 nhay duoc do chinh xéc véi mirc creatinine xudng 14 pmol /1 (0,15 mg / dl)

- Dat tiéu chuén chat lugng ISO 13485: 2016 hoic tuwong duong

hL (R1:3x50ml; R|

25

Ethanol (Alcohol)

- Chat thir xét nghiém ndng d6 Cdn trong mau bang phwong phap UV

- Tuyén tinh: tir 0.05 - 3.0g/I. Buéc song chinh 340nm, Buéc song phu 405nm

- Thanh phan

R1: Sodium Pyrophosphate buffer >50.0mmol/l.

R2: Good's buffer >10.0mmol/l, NAD+ >2.0mM, Alcohol dehydrogenase >40.0KU/I.
Chét chuan 1ml,

Chat kiém tra mirc 1: 1ml A

Chat kiém tra mirc 2: Iml.

- CV%: <1.5% - 194.8mg/dl, <1% - 501.5mg/dl.

- Dat tiéu chuén chat lugng ISO 13485: 2016 hoic twong duong

x2ml; Control L1:

Hop
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STT

Tén chung

M5 ti dic tinh k§ thuit, tinh niing sir dung, tiéu chuin cong nghé

Quy cich dong
g6i toi thiéu

Don vi

S6 lwong

GGT

- Hoa chét xét nghiém GGT trong mau.

- P6 tuyén tinh: 450U/L.Blank Absorbance<0.8.

- Thanh phén

R1: Tris buffer 100mmol/l, Sodium Chloride Smmol/l, Glycylglycine 125mmol/I,
R2: Tris buffer 100mmol/l, L--Glutamyl - 3 - carboxy-4-nitroanniline 14.5mmol/l.
-CV%: 0.0% - 49U/L, 0.71% - 151.3U/L.

- Pat tiéu chuén chat lugng ISO 13485: 2016 hodc twong dwong

ml (R1:5x60ml; R]

Hop

GOT

- Hoa chét xét nghiém AST (GOT) trong méu.

- B tuyén tinh 1000U/L.

- Thanh phén

R1: Tris buffer 80mmol/l, L-Aspartate: 200mmol/I, LDH>800U/L, MDH>600U/L,
R2: NADH: 0.18mmol/l, Oxoglutarate 12mmol/I.

- CV%: 0.85% - 34U/L, 0.8% - 156.9U/L

- Pat tiéu chuén chét lugng ISO 13485: 2016 hoic tuong duwong

mL (R1:5x60ml; R

Hop

25

GPT

- Hod chét xét nghiém ALT (GPT) trong mau.

- P§ tuyén tinh 1,000U/L

- Thanh phan

R1: Trisbuffer pH7.8 : 100mmo/l, L-Alainine: 500mmol/I, LDH:1200U/L,
R2: NADH: 0,18mmol/l, Oxoglutarate: 15mmol/I,

- CV%: 0.92% - 38.2U/L, CV%: 0.98% - 128.5U/L

- Pat tiéu chuan chat luong ISO 13485: 2016 hodc twong dwong

nL (R1:5x60ml; R

Hop

25

10

Total Protein

- Xét nghiém Protein toan phan trong méu
- D6 tuyén tinh : 130g/I. Do nhay: 2g/I
- Thanh phén R1 NaOH 200mmol/l, Potssium Lodide 30mmol/l, Copper Sulphate

18mmol/l, Sodium Potassium tartrate 32mmol/l. - CV% 0.99% - 30.3g/1, 0.86% - 44.8g/1

- Dat tiéu chuén chét lugng ISO 13485: 2016 hoic twong duong

240 mL (R1:4 x 6

Hop
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Quy cach déng
g6i toi thicu

Don vi

S6 lwong

11

Triglyceride

- Ho4 chat xét nghiém Triglyceride trong mau.

- P tuyén tinh: 9.0mmol/l.

- Thanh phén

R1: Lipoprotein Lipase (LPL) 21250U/L, ATP 0.7mmol/l, ADTA 10mmol/l, TOOS
1.875mmol/l, Magnesium sulfate 12.5mmol/l, GPO >5000U/L, GK>1250U/L, Buffer
100mmol/l,

R2: POD>750U/L, EDTA 10mmol/l, 4- Aminoantipyrine 2.0 mmol/l.

-CV%: 0.89% - 1.12mmol/l, 0.71% - 2.8mmol/l.

- Pat tiéu chuin chét lvgng ISO 13485: 2016 hodc twong duong

L (R1:5x60ml; R

Hop

20

12

Urea

- Chat thir xét nghiém Urea trong méau

- D6 tuyén tinh 35mmol/l; B9 nhay: 0. 12mmol/l

- Thanh ph?m R1: Tris Buffer 112mmol/l, 2-Oxoglutarate 15.5mmol/l, ADP 0.94mmol/l,
Urease 17000U/L, GLDH 600U/L, R2: 2-Oxoglutarrate | 15Smmol/l, NADH 1.44mmol/l.
- CV%: 0.97% - 7.54mmol/l, 0.99% - 19.49mmol/l

- Pat tiéu chuan chét lugng ISO 13485: 2016 hodc twong duong

nL (R1:5x60ml; R

20

13

Uric Acid

- Ho4 chit xét nghiém Acid uric trong mau.

P tuyén tinh: 1.5Smmol/l. D$ nhay 0.08mg/dl.

- Thanh phén:

R1: Peroxidase 300U/L, 2.4,6-Tribromo-3-hydrobenzenzoic 2.5mmol/l, Potassium
ferrocyanide 0.05mmol/l, phophate buffer 150mmol/l, 4 - aminoantipyrine 0.7mmol/l.
R2: Phosphate buffer 150mmol/l, Uricase SO0U/L.

- Cv%: 0.81% - 0.37mmol/l, 0.91% - 0.55mmol/l

- Pat tiéu chudn chét lugng ISO 13485: 2016 hodc tuvong duong

hL ( R1:5x60ml ; |

14

Vat ligu kiém soat xét
nghiém dinh
lugng sinh héa mirc 2
(trung binh)

- Chét kiém chirng sinh hoa mic 2 (trung binh)

- Hoa chat dang dong khd dugc san xuét tir huyét thanh ngudi.

- C6 bang gia tri chuén ding cho céc thong s6 xét nghiém. Gia tri mac 2 1a 300 mOsm/kg;
mirc 3 12 370 mOsm/kg.

- Pat tiéu chuéin chit lugng ISO 13485:2016 hodc tuong duong

p 100 mL (20 x5 1

15

Vit liéu kiém soat xét
nghiém dinh

- Chét kiém chirng sinh h6a mirc 3 (cao)
- Hoéa chit dang ddng khd duoc san xudt tir huyét thanh ngudi.
- C6 bang gié tri chuan dung cho cac thong s6 xét nghiém. Gia tri mirc 2 1a 300 mOsm/kg;

luong sinh hoa mire 3 (cao) {mirc 3 1a 370 mOsm/kg.

- Pat tiéu chuén chat lugng ISO 13485:2016 hodc tuong duong

Hop 100 mL (20
x 5mL)

~

Hop
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STT Tén chung M@ ta dic tinh ky thuit, tinh niing sir dung, tiéu chuin cdng nghé Quy cich d6ng

L Don vi S6 Iwgn
g01i toi thi€u ; ng

- Chét thir xét nghiém dinh lugng Amylase trong mau va nuéc tidu.

- Thanh phén

R1: Hepes Buffer pH 7.15: 52.5mmol/l, MgCI2 12.6mmol/l, Calcium chloride Smmol/l,
Sodium chloride 87mmol/I; ] 3
R2: Hepes Buffer pH 7.15: 52.5mmol/l, 4,6-cthylidene G7 PNP 22mmol/l. ml (R1:6x30ml, R} Hop 3
- D tuyén tinh 1500 U/I

- On dinh dén ngay hét han & 2-8°C

- Dat tiéu chuan chit lugng ISO 13485: 2016 hodc trong duong

16 |Amylase

- Hod chét xét nghiém Calcium trong mau.

- B§ tuyén tinh: 4.8mmol/l. D4 nhay 0.05mmol/l. _ 5
- Thanh phi‘m: Arsenazo Dye > 0.2 g/I, Sodium Acetate 90 mmol/l p 240 mL (R1:4x6( Hop 3
- Dat tiéu chuén chét lwong ISO 13485: 2016 hodc tuong duong

17 |Calcium

- Hoa chét xét nghiém CK trong mau.
- DB tuyén tinh 2.000U/L.

- Thanh phan

R1: D-glucose 20mmol/l, Adenosine diphosphate 2mmol/l, Magnesium acetate 10mmol/I, N-
18 |CK-NAC acetylcysteine 20mmol/l, NADP+ 2mmol/l, Hexokinase 3000U/L, Glucose-6-phosphate nL (R1:2x60ml; R Hép 10
dehydrogenase 2500U/1, Imidazone buffer 100mmol/l, 2 adenisine 5 phosphate Smmol/I.
R2: Imidazole buffer 100mmol/l, Creatine phosphate 30mmol/I,

- CV%: 0.97% - 224.29U/L, 0.99 - 507.81U/L.

- Pat tiéu chuan chat lugng ISO 13485: 2016 hodic tuong duong

- Hoa chat xét nghiém CK MB trong mau.

- D6 tuyén tinh 500U/L.

- Thanh phén

R1: Imidazde Buffer 100mmol/, D-glucose 20mmol/, Magnesium acetae 10mmol/I,

19 lckmB Hexokinase>2500U/L, Glucose-6-phosphated hydrogenase>1500U/L, ADP 2mmol/I, 2-
adenosine-5-phosphate Smmol/Il, NAPD+ 2mmol/l, N-acetylcysteine 20mmol/l, anti-human
CK-M antibody 10 -20mg/L.

R2: Imidazole buffer 100mmol/l, Creatine phosphate 30mmol/I,

-CV%: 0.96 - 219.16U/L

- Pat tiéu chuén chét lugng ISO 13485: 2016 hoic twong duong

nL (R1:2x60ml; R} Hoép 8
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Quy cach dong

STT Tén chung M0 ta diic tinh k§ thuit, tinh ning sir dung, tiéu chuén céng nghé o6 & thidu Pon vi S6 lrong
- Chét chuén chung CK/CKMB
o Chét hiéu chuin CK/ CK- |- Bao quan 2-80C o :
MB - Ngudn gdc xuat xi: cdc nude G7. op

- Pat tiéu chuén chat lwrgng ISO 13485: 2016 hoic tuong duong

b pd i e e Cljét ki'ém chig chung CK/CKMB mifc 1 . ”

21 e - Bao quan 2-80C ; hép 2ml (1x2ml) Hop 1
- Pat tiéu chuan chat lugng ISO 13485: 2016

s Chét kiém chimg chung CK/CKMB mirc 2

2 mait R - Bao quin 2-8°C hop 2ml (1x2ml)|  Hop !
- Pat tiéu chuén chat lugng ISO 13485: 2016

- Hoa chét xét nghiém Glucose méu. Phuong phap GOD PAP.

- Thir nghiém tuyén tinh 1én dén 30,0 mmol/l (550mg/dl). Do chinh xdc mirc dudng huyét

xudng 0,35 mmol/l (6,3mg/dl).

- Thanh phan: Glucose Oxidase > 15 U/ml, Peroxidase > 1 U/ml, 4-aminoantipyrine 0.7

mmol/l, Phenol 11 mmol/I, MOPS Buffer 0.05 mol, Phosphate Buffer 0.025 mol.

- Pat tiéu chuén chit lugng ISO 13485: 2016 hoic twong duong

23  |Glucose b 480 mL (R1:8x6( Hop 35

- Ho4 chat xét nghiém HDL cholesterol tric tiép.

- D6 tuyén tinh 150mg/dl, Blank absorbance<0.2.

- Thanh phan

R1: 4-amminoantipyrine 1mmol/l, Cholesterol oxidase 1kU/I, Cholesterol esterase 1kU/I,

; T o

I:(elgomdase 4kU/L, Non-ionic surfactant 0.5%, Polymer compound, MOPS buffer nL (R1:4x60ml: R Hop 55
mmol/I,

R2: DSBmt 1.25, Non-ionic surfactant 0.5%, MOPS buffer 100mmol/I.

- CV%: 0.9% - 43.3mg/dl, 0.85% - 59.8mg/dl

- Quy cach: Hop 320 mL (R1:4x60ml; R2:4x20ml)

- Dat tiéu chudn chét lugng ISO 13485: 2016 hodc twong duong

- Chét chuén chung HDL/LDL cholesterol

25 |Cal HDLc/LDLe - Bao quan 2-80C hop 5 ml (5xImL) Hop 1
- Pat tiéu chuén chit lugng ISO 13485: 2016

24 |HDLc
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Quy cich dong
g6i tbi thidu

Pon vi

S6 lwgng

26

Kém (Zin C)

Thudc thir xét nghiém dinh lugng ndng d6 Kém trong huyét thanh hoic huyét twong va
nude tiéu.
-Do tuyén tinh: 1103 pumol/l (672 pg/dl)
-D§ nhay: .45 pmol/l (29.0 pg/dl)
- Thanh phan:
R1: Deproteinising solution:
Trichloroacetic Acid: 370 mmol/l;
R2a: Colour Reagent A: PH 9.75
Sodium bicarbonate: 200 mmol/l; Trisodium citrate: 170 mmol/l; Dimethylglyoxime: 4
mmol/l; 5-Br-PAPS: 0.08 mmol/l; Triton-X100
R2b: Colour Reagent B:
Salicylaldoxine: PH 3.0, 29 mmol/I.
Cal. standard see lot specific insert.
- Quy cach: Hop 320 mL (R1: 1 x 50 ml; R2a: 2x100ml; R2b: 1 x 50ml, CAI 1 x 20ml)
- Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong

R2a: 2x100ml; R|

Hop

27

CRP

- Chat thir xét nghiém CRP trong mau

- Tuyén tinh 32.0 mg/dl. D$ nhay: 0.02 mg/dl

- Thanh phan R1: Amino acetic acid buffer R2: 0.20w/v% latex particles of sensitized CRP
antibody liquid.

-CV%: <5%

- Dat tiéu chuén chit lugng ISO 13485:2016 hoic tuong duong

hl (R1:3x20ml R2:

10

28

Chat hiéu chudn CRP

- Chét chuin da diém CRP gdm
- Pat tiéu chuin chét luong ISO 13485:2016 hoic tuong duong

hop Sx1ml

29

Chét kiém chuin CRP 2
mirc

- Chét kiém chirmg CRP 2 mitc
- Dat tiéu chuén chét lrong ISO 13485:2016 hodic twong duong

hop 2x1ml

30

Chat hiéu chuin xét
nghiém dinh lugng
sinh hoa murc 3

- Hoa chit tao duimg chuin cho cac xét nghiém sinh héa co ban.

- Dung dich chuan dang dong khé, bao quan 20C — 80C, diing dé hiéu chuén cac xét nghiém
sinh hoéa, mirc 3

- Dat tiéu chudn chét lugng ISO 13485:2016 hoic twong duong

Hép

31

Dung dich rira

- Chét tiy rira sir dung cho may sinh hoa ty dong.
- Dat tiéu chudn chét lugng ISO 13485:2016 hoiic tuong duong

Hop 2000 mL.

20

III. Héa chit chay M4y huyét hoc dém té bao tuw dong Midray BC 700
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STT Tén chung M ta diic tinh k§ thudt, tinh ning sir dung, tiéu chuin cong nghé Q;zi"tzcil:lgg:g Ponvi | S5lwong

Reactive Ingredient

1  |Dung dich mau ling Tris Buffer <1% (1 lit x4 chai) Hop 12
Pat tiéu chuan ISO 13485 hoic tuong dwong
Surfactant: < 0.5%

2 |Dungdich ly giai Borate Buffer: < 0.5% 1Lx4/Hop Hop 15
Dat tiéu chuén ISO 13485 hoic twong duong
Surfactant <0.5%

3 |Dungdich ly giai Hepes Buffer <0.5% 1Lx4/Hop Hop 25
Pat tidu chudn ISO 13485 hoic twong duong
Tris Buffer <0.5%

4  |Dung dich pha loing Sodium Chloride <0.1% Thung 20L Thing 55
Pat tiéu chuan ISO 13485 hoic twong duong

I R Fluorochrome <0.01%
R “ﬁac!h :5 - Ethylene Glycol 94-99 % 4x 12 ml/ hop Hop 20
Vi o oy Dat tiéu chuin ISO 13485 hoic twong duong '
; 2 ; Thanh phan: héng cu ngudi, bach ciu va tiéu cau dong vat cb va, chét én dinh va bao quan B e
6 |Dung dich chuan may trong mot dung dich trong tir huyét trong. 6 x 4,5ml/Hop Hop 2
IV. Héa chit chay My xét nghiém mién dich Mindray CL- 900 i
*Hoéa chit xét nghiém dinh lugng FT3 trong huyét thanh.
R R S *Phuong phap do: xét nghiém mién dich lién két canh tranh ; "

1 |Hoéa chat dinh lwong FT3 *Dii do duge 1a 12 0.88-30 pg/mL 2 x50 test/hop Hop 18

Pat tiéu chuén ISO 13485 hoic tuong duong
(C0:1x2.0
3 A mL/lg; C1:1x2.0
(i Z ach: T3 & kl hau, ¢
2 jehauion s B glalty t?gl(l: chuénglg(l)m]gigg h(;;z j:l.ro'a: duon mhloy 3 9tp :
: ; e C2:1%2.0 mL/lo)
3 1o x2ml
*Hoa chét xét nghiém dinh lugng FT4 trong huyét trong hogic huyét thanh.
; * ha 1 xé i€ ién dich lién két
3 |Héa cht dinh hrong FT4 Phuong phép do: xét nghiém mién dich lién két canh tranh 2 x50 test/hdp Hop 18

*Dai do dugce la: 0.3-6.0 ng/dL
Pat tiéu chuén ISO 13485 hoic tuong duong
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nghiém mién dich

cuvette).

STT Tén chung M3 ta diic tinh k§ thuat, tinh ning sir dung, tiéu chuin cong nghé Quyedchdong | bon it hish lrong
2 £0i toi thiéu d ;
(C0:1x2.0
; 3 2 L/lg; C1:1x2.0
; : ich: dng do kh S
o Joukntucinrry (S eSFTESSnbne 8 e, 5
: ; i C2:1%2.0 mL/lo)
3 lo x2ml
*Hoéa chat xét nghiém dinh lugng TSH trong huyét thanh
*Phuong phap do: xét nghiém sandwich 2 diém
5 |Hoa chit dinh luong TSH  [*Dai tuyén tinh 12 0.01 WlU/mL-100 plU/mL 2 x50 test Hop 18
*Dai do duoc 1a 0.005-100 pIU/mL
Pat tiéu chuén ISO 13485 hoic twong duong
(C0:1x2.0
A AR L/lg; C1:1x2.0
: : * ich: T d6 khac nt SR :
6 [osbtachn T [2Qu ik TS 5 g o, ;
; ' el C2:1x2.0 mL/lo)
3 lo x2ml
Héa chét tao huynh quang |Bao gébm AMPPD (2-Amino-2-hydroxymethyl-propane-1,3-diol), chit tao huynh quang va :
7 ! o3 : £ A X 4x75mL H()p 10
cho may mién dich chat hoat déng bé mat.
g feathiehchrammarker. | g e thp cho cac xét nghiém FT3, FT4, T3, T4, TSH, Tg 3*%Sml Hop 3
tuyén giap mirc thap
g, PR SISl i Hhidin it e S o wt nghiém FT3, FT4, T3, T4, TSH, Tg 3*5m Hop 3
tuyén giap mirc cao
Dung dich rira cho may N = : £ 3 ey FA, 4 ; .
10 Tl Bao gom Dém Tris , chat hoat ddng bé mat, chat bao quan. 10 lit Thing 20
mién dich
Che ihin g T Cuvette phan g ding cho may CL-900i, 1000i, 1200i
11 | -0 PR P08 SO MY XCE L Quy cach: 21*2*88/thing (M5i thing ¢6 21 hop, mdi hop ¢6 2 khay, méi khay c6 88 2*88/ hop Hop 40

V. Héa chét chay May dién gii Easy lyte Plus
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STT Tén chung

M5 ta dic tinh k¥ thuit, tinh ning si dung, tiéu chuin cong nghé

Quy cich dong
g6i t6i thiéu

Don vi

S6 Iwgng

1 |Hoéa chit dién giai

ngudi, huyét trong, mau toan phan va nude tiéu
Thanh phén:
Standard A Solution, Na+; K+; ; Cl—-; Buffer; Preservative; Wetting Agent

Standard B Solution, Na+; K+; Cl—; Buffer Preservative; Wetting Agent
Wash Solution

Ammonium bifluoride
Waste Container .

Str dung dé dinh lugng ndng d6 Natri (Na +), Kali (K +) va Clorua (Cl-) trong huyét thanh

800ml

20

VI. Héa chit chay May huyét hoc

AC 310

1 Diluent

Chat pha lodng dugc sir dung lam thudc thir pha lodng mau mau toan phan
Thanh phin:

Sodium Chloride

Sodium Sulphate

Buffer Stabiliser

Dat tiéu chuan ISO 13485 hoic twong duong

Thing 20L

Thing

12

2 |Lyse

St dung 1am thude thir ly giai mau dé xét nghiém sb luong bach ciu, sé lugng té bao
lympho, té bao giita, s6 lrgng bach ciu hat

Thanh phan:

Quaterner

Ammonium Salt Buffer

Dat tiéu chuan ISO 13485 hoic tuong duong

Lo 500ml

Chai

12

Go6i 2: Sinh pham chén dosn in vitro

1 CRP latex

b Yo

*P6 nhay: Thude thir duge thiét ké dé ngung két khi c6 ndng do CRP cao hon 7,5 mg/dL
*D¢ dic hiéu: Thude thir ngung két khi c6 CRP cua ngudi
* Hién tugng prozone xuat hién tir: 100 mg/L

*Gay nhiéu: Gay nhi€u: Khong c6 nhidu bdi ASO cho dén 1100 IU/ ml

100 tests +
Controls
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Quy cich dong

STT Tén chung MG ta dic tinh k¥ thuit, tinh ning sir dung, tidu chuén céng nghé o6i ti thidu Pon vi S6 lwong

DG nhay: thue thir duoc thiét ké dé ngung két véi sw c6 mat cia cc mic do
anti-SLO cao hon 200 + 50 Ul/ml IU/ml.
Do dic hiéu: sy tuong quan cia két qua véi phuong phép chuin d ciia Rantz va h d

2|0 e Randall 14 100% d6i v6i céc chit chuin d¢ thép hon 166 TU/ml hoic cao hon 250 IU/m. AaE 00 e Hop 2
Titters giita cac cap d9 nay c6 thé cho két qua dang ngd.
Khéng c6 hién tugng prozone ddi véi hiéu gia < 1100 TU/ml.
- Lo dung dich khéng thé don dong D dugc pha lodng trong mt b dém phosphate cé chira
natri clorua, EDTA va albumin bo, ding dé thir nghiém ngung két héng cau xé4c dinh nhém

3 |AntiD mau. 10ml/ Lo Lo 6
- Hiéu gia khang thé 1:512
- B¢ nhay va d6 dic hiéu: 100%
- Lo dung dich khang thé don dong A duoc pha lodng trong mot bd dém phosphate c6 chira
natri clorua, EDTA va albumin bo, ding dé thir nghiém ngung két hdng cau xac dinh nhom

4 |Anti A mau. 10ml/ Lo Lo 40
- Hiéu gi4 khang thé 1:512
- b6 nhay va d6 dic hiéu: 100%
Lo dung dich khéng thé don dong AB duge pha loang trong mdt bd dém phosphate c6 chira
natri clorua, EDTA va albumin bo, dung dé thir nghiém ngung két hdng ciu x4c dinh nhém

5 |Anti AB mau. 10ml/ Lo Lo 40
- Hiéu gia khang thé 1:512
- B§ nhay va d6 dic hiéu: 100%
- Lo dung dich khang thé don dong B dugc pha loang trong mdt bé dém phosphate c6 chira
natri clorua, EDTA va albumin bo, dung dé thir nghiém ngung két hf“)ng clu x4c dinh nhé

6 |AntiB mau. 7 10 ml/ Lo ‘Lo 40

- Hiéu gia khang thé 1:512
- D6 nhay va d6 dac hiéu: 100%
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Tén chung
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Quy cach dong
g6i tbi thiéu

Pon vi

S6 lwgng

Que thir nuéc tiéu 10
thong s6

Chc chi sé do: Gluscose, Bilirubin, Ketone, pH, Blood, Protein, Nitrite, Urobilinogen,
Leuk°Cyte, SG.

- Dai do cua céc chi sb:

Protein: 15-30mg/dL albumin

Blood: 0.015-0.062mg/dL hemoglobin

LeukoCyte: 5-15

Nitrite: 0.06-0.1mg/dL nitrite ion

Glucose: 75-125mg/dL

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

Tuong thich chay trén may nude tiéu 10 thong sd Clintech Status

Hop 100 test

540

Que thir dinh tinh phat
hién hCG trong nudc ticu
cua nguoi

Dung cu phat hién thai sém dung dé thir nghiém nhanh, phat hi¢n su c6 mat cua hormone
noi tiét to thai nghén (HCG) ¢é trong nudc tidu

50 test/ hop

Test

1,000

Quo-lab Alc Test Kit

Pinh lugng HbA 1¢ trong mau ngudi.

- Thanh phan:

+ Buffer: Ammonium Chloride: 0.54%, Sodium, Deoxycholate Monohydrate: 0.40%,
Sodium Azide: Appropriate amount, Water: Appropriate amount.

+ Conjugate: Boronate conjugate: 11pg

- Tuong thich trén may Quo-Lab HbAlc

- Pat tiéu chuén ISO 13485 hodc twong duong: 2016 hodc twvong duong.

50 test/ hop

Test

900
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Tén chung

MG ta dic tinh k¥ thuit, tinh ning sir dung, tiéu chuén céng nghé

Quy ciach dong
g6i toi thiéu

Pon vi

S6 hrong

10

Chét kiém tra xét nghiém
HbAlc

Thanh phan:

+ Normal Alc Control:

Thanh phan chinh Ia mau nguoi (Screened for hepatis B surface antigen, HIV-1, HIV-2
Hepatis C Antibody & Syphillis)

Thanh phén phy: Potassium Cyanide (KCN): Appropriate amount

+ Abnormal Alc Control:

Thanh phan chinh la méu ngudi (Screened for hepatis B surface antigen, HIV-1, HIV-2
Hepatis C Antibody & Syphillis)

Thanh phén phu: Potassium Cyanide (KCN): Appropriate amount

+ Water

- Tuong thich trén may Quo-Lab Alc

3

2x025ml+2x
0,25ml+5x04
ml

11

Test HIV

Mau pham: Huyét thanh, huyét tuong, méau toan phan

- Do nhay t6i thiéu :99.47% ; D6 dic hiéu ti thidu: 99.87%

- Thanh phan Kit thir: Cong hop vang HIV-Ag tai t6 hop.

- Vach két qua Anti-human IgG-Fe Mcab.

- Nam trong khuyén céo xét nghiém chin doan HIV quéc gia bd sung 2020 ciia vién
VSDTTW

- Bao quan ¢ nhiét d6 thuong

Hop 50 test

Test

100

12

Test phat hién khéng thé
HIV-1 va HIV-2

D¢ nhay 100% , d6 dic hiéu > 99,75%, Cho két qua nhanh trong vong t5i da 15 phit, Do
on dinh cua két qua xét nghiém t6i 60 phut ,khong can sir dung thém bt ky dung dich dich
dém(chase) cho mau mau huyét thanh, huyét tuong.

- 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.

Sinh pham nam trong Khuyén céo Phuong cach xét nghiém chan doan HIV Quéc gia cia
Vién vé sinh dich té trung wong

100 test/géi

Test

200
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STT

Tén chung

MG ta diic tinh k¥ thudt, tinh ning sir dung, tiéu chuéin cong nghé

Quy cach dong
g6i toi thicu

Pon vi

So lurgng

13

Pinh tinh phat hién va
phan biét khang nguyén vi
rat cim A va cim B

Khay thir xét nghiém sdc ky mién dich, dinh tinh phat hién va phan biét khang nguyén vi rat

ciim A va caim B tir dich mii, dich hau hong va dich ty hau
Hiéu qua chén doan Cum A:

- Db nhay tuong quan: 291,8%.

- Pd dic hiéu tuong quan: 299%

Hiéu quéa chan doan Cam B:

- Pd nhay tuong quan: >91,8%.

- Db dic hiéu twong quan: 299%

25 Test/Hop

Test

1,800

14

Pinh tinh phat hién su ¢o
mit ctia Khang nguyén
Dengue NS1 trong huyét
thanh, huyét twong hodc
méu toan phan cia ngudi.

Dinh tinh phét hién sy c6 mat ciia khéang nguyén Dengue NS1 trong huyét thanh, huyét
tuong hodc mau toan phén ctia ngudi.

Hoat chét chinh: Céc khang thé don dong khang Dengue NSI.

Gom: khay thir, Pipet nhya, dung dich dém, HDSD.

- D6 nhay tuong quan: 100%;

- Do dac hiéu tuong quan tdi thiéu : 98,75%;

- D6 chinh xéc twong quan tdi thiéu : 99.0%.

Ngudng phat hién (LoD): 0.25 ng/mL.

Khong phan tng chéo véi cac mau duong tinh HBsAg, H. Pylori Ab, TB, HIV Ab, HAV
Ab, HCV, RF, CMV, Malaria Ab, HSV-1, HSV-2.

Poc két qua tai t6i da 15 phut

Pat tiéu chuén ISO 13485 hodc twong duong

30 test/hop

Test

2,100

G6i3: Vattry té

Huyét ap co
khéng kiém dinh

- ddng hd do 4p lyc

- Hé théng bom khi : bong bom khi; dng dan khi; van xa khi
- dai bing cudn tay bing cotton, danh cho ngudi 16n

- bao hoi cao su

- tai dyng gia da

Hop/cai

Cai

20
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STT Tén chung MG ta dic tinh ky thuit, tinh ning sir dung, tiéu chuin cong nghé nglgii%‘;l:tﬁg:g Pon vi S6 lrgng
CAu hinh
- b6 phan mjt nghe 1am béng nhom, duoc thiét ké hinh tron: gdm chudng va mang nghe,
2 |Tainghe 1 day duoc thiét ké hai mat Hop/cai Cai 10
- 01 Ong nghe hai tai lam bing ddng thau, diu ong nghe c6 boc niit nhyra mau tring
- Déy chit Y 1am bang nhwa PVC
%
i A
Phim kho laser c¢& 20x25 cm tuong thich may in phim kho laser Fujifilm, str dung c6ng nghé divis
3 |Phim XQ 20x25 Eco Dry thén thién méi trudong, phim gom 4 16p: 16p bao vé, 16p nhay sang, 16p phim, 16p 150 to/ hop To 60,000 K ngj
bao vé. Mat d6 tdi da 3.3 ANANLA
4  |Bing rén San pham duoc dét kim tir soi polyester 03 cai/ gbi Cai 3,000 il
Lam bang latex ty nhién, trong m&, khéng mau, khéng mui. Chiéu dai: > 170 mm; Chidu 200 cai/ hop/ T o)
5 |Bao cao su A 4R A il Chiéc 600=—"
rong: 52 mm = 2 mm. P9 day: 0,065mm +0,015mm. P nhét: 200-350 CS. 6.000 cai/ thung
Xy lanh dung tich ti da 60cc dugc san xuét tir nhua y t& nguyén sinh
- Bom c6 thiét ké c6 vong ngén tay cim gitp cAm chéc chén, than xylanh duogc chia vach " o
& i : Hop 25 céi i
6 |Bom cho idn theé tich theo oz va cc. R Cai 500
£ Corme SRS bl Gy x 16h/ kién
- Boc xy lanh to lap vira day cho dn va c6 nap day.
- Bom c¢6 vach chia thé tich t6i da 60ml.
7 |Cdn 96 d6 Trong sudt, khéng mau c6 mui dic trung 20 lit/can Lit 2,000
8 |Pau con vang Thé tich ti thiéu 200ul. Chat liéu bing nhra PP 1.000 cai/ thi Cai 40,000
9  |Cuc dién tim dang hinh tron 30 cai/thi Cai 900
i tav shEd st el Séan xudt tir cao su thién nhién; Day trung binh 0,15+0,20mm, Chiéu dai trung binh 280mm,. 100 doi/hé
10 t.f‘t“tg\ 2P ‘,aE"t M D6 gian dit trudc lao héa: min 700%, sau ldo héa: min 550%. Lugng bot: max 80mg/doi. Py o Doi 6,000
e Lugng protein: max 200pg/dm?2, mirc d6 nhiém tinh dién dudi e
o Trong sudt, khong mau, khéng mui. Tan trong nudc va rira sach béng nude thuong. Thanh ; ;
S|t et phan chinh: Water cét, Hydroxyethyl cellulose, glycerine, natri hydroxid, sodium benzoat 82g/tuyp Tuyp 20
B 2 Kich thuge: 57mm x 30m, ding cho may in nhiét nude tiéu. : L 5
12 |Giay in nhiét Dat tiéu chuin: ISO 13485 10 cudn/ hop Cubn 300
am b y tinh t t.
13 |Lam kinh Hmbing thuy tish fronzisudt 72 cAi/hop Hop 10
* Lo nhya PS tring trong, dung tich t8i thiéu 55 ml.
o SR * R ’ 5 db t 14 . i
14 L? nhua dung mau PS tiét ) Dg pH‘ trun% tmh_, co do tron -ang cao 100 lo/ bich e 2,000
trung Tiét trung bang tia Gamm hoic tuong duong
* Dat tiéu chuan ISO 13485 hoac twong duong . )
—Page 13




STT

Tén chung

M5 ta dic tinh k§ thudt, tinh ning sir dung, tiéu chuén cong nghé

Quy cach dong
g6i tbi thiéu

Pon vi

S6 lwong

15

Ong nghiém EDTA

** Ong nghiém nhya PP, kich thuc @13 x 75 (mm) hoge @12 x 75 (mm), dung tich tdi da 6
ml

* Bén trong chira chit khang dong Ethylenediaminetetraacetic Acid Dipotassium Salt
Dihydrate (EDTA K2)

* Chiu dugc luc quay ly tdm gia tdc 6.000 vong/phit trong thoi gian 10 phit, dat d6 an toan,
dat d6 kin than va nip 6ng nghiém, dat do v6 khuén (c6 phiéu két qua thir nghiém cua don
vi kiém chimng).

* Pat tiéu chuén ISO 13485 : 2016, CE, 2 CFS Chau Au hoic twrong duong

2.400 éng/ thung

60,000

16

Ong nghiém nhya PS Sml
khong nap, khéng nhan

*Kich thuéc @13 x 75 (mm) hodc @12 x 75 (mm), nhya PS tréng trong, khong nép
* Po pH trung tinh, c6 dg tron lang cao.
* Pat tiéu chuin ISO 13485: 2016 hoge twong duong

500 6ng/ bich

Ong

15,000

17

Biing ép suon sO 8

- Bang thun mau trang, 100% soi cotton, s soi > 160 si/10cm, trong lugng 133-146g, do
day 0.84-0.94mm, co gién > 90%

- Hén hop keo néng chay: Zinc dibutyl dithiocarbamate, SIS copolymer, Zinc oxide,
Lanolin stellux AIPF, Titanium dioxide, Styrenic Block Copolymers, diu khoang tring.

- Trong lugng khéi phu: 110 £ 10 g/m2, lyc dinh 2-9 N/cm

- Kiém tra dat gi6i han vi sinh theo Dugc dién Chau Au/1SO 11737-1.

- Kich thuéc 8cm x 4.5m. Tiéu chuin ISO 13485 hoic tuong duong

Hop 1 cudn

Cudn

30

18

Chi phau thuat coated S6 1

Chi tidu téng hop da soi Polyglactin 910, dugc bao phi boi polyglactin va Calcium stearat,
sé 1, dai t6i thiéu 90cm, kim tron , dai 40mm, 1/2 vong tron.

12 sgi/hop

Soi

360

19

Chi phau thut tu tidu s
2/0

Chi tiéu tdng hop Polyglactin-910, duge bao phti béi polyglactin va Calcium stearat, s6 2/0,
dai t&i thidu 75cm, kim tron, dai >26mm, do cong ciia kim 1/2 vong tron.

12 s¢i/hdp

Soi

480

20

Chi phéu thuat ty tiéu s
3/0

Chi tiéu tong hop da soi Polyglactin 910, duoc bao phii bi polyglactin va Calcium stearat,
s6 3/0, dai toi thidu > 75cm, kim tron. Kim bao phu Silicone, dai >26mm, do cong cta kim
1/2 dudng tron.

12 soi/hdp

Soi

360

21

Chi phau thuat tu tiéu sb
4/0

sS4 4/0 kim tron 1/2C, kim > 22mm, kim phu silicon, sgi chi dai > 75cm. La loai Chi phau
thuat téng hop da sgi tu ti€u tiét trung c¢6 dung Polyglactin 910, thanh phén gdm 90%
Glycolide va 10% L-lactide. Bé mit sgi chi dugc trang boi 1 16p tdng hgp cta Polyglycolid-
co-Lactide va Calcium stearate.

12 soi/hop

Soi

360

22

Gang tay y té c6 bot

San xudt tir cao su thién nhién, c6 phu bot chdng dinh, khong gdy kich tmg da, c6 ¢& S va
M. Thuén cho ca tay trai va tay phai, chiéu dai min 220mm. D9 day t6i thiéu 1 16p ap dung
cho cac cd: 0,08mm.

50 déi /hop

80,000
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Quy cach déng

STT Tén chung M@ ta dic tinh ky thuit, tinh ning sir dung, tiéu chuin cong nghé o6i t6i thidu Pon vi S6 lrong
Ché phidm sat khuan tay | Thanh phan:
23 |va tim sat khuin ding 2%kl1/kl Chlorhexidine Digluconate., 500ml/chai Chai 20
trong y té Ham lugng phu gia vira di 100%
Ché pham sat khuin tay | Théanh phén:
24 |phéu thuét dung trong y té [4%kI/kl Chlorhexidine Digluconate. 500ml/chai Chai 20

Ham lugng phu gia vira da 100%
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