UBND HUYEN ﬁUUNG:SGN CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM Y TE Pic lip - Tu do - Hanh phie

84: B TTYT-KD Hirong Son, ngay 20 thdang 6 nam 2025
Viv dé nghi giri thir bdo gid cde logi
Vittry té_ héa chét, sinh phém.

Kinh giii: Céc hing san xudt, nha cung cip tai Viét Nam,

Trung thm Y té huyén Huwong Son co nhu ciu tiép nhin béo gia dé tham
khao, xdy dung gna géi thiu, 1im co sé t6 chire lya chon nha thiu cho goi thau
mua sim Vit tr y t&, hoa chét, sinh pham tai Trung tdm Y té huyén Huong Son
niim 2025 véi ndi dung cu thé nhu sau:

I. Théng tin cia don vi yéu ciiu bio giﬁ

1. Bon vj yéu ciu bdo gid: Trung tim Y té huyén Huong Son

2. Thong tin lién hé cia ngudi chiu trach nhiém t:ép nhén bao gia: Trén Thj
Anh- Trudng Khoa Duge- TTB. $6 dién thoai lién hé: 0943239439,

3. Cach thirc l:lE‘p nhéin bao gia:

- MNhén tryc tiep tai dja chi: Trung tim Y té huyén Huoong Son, td dén phcr
2, thj trin Phé Chéu, huyén Huong Son, tinh Ha Tinh.

- Nhin qua email: kimanhbvhs{@gmail.com

4. Thsi han tiép nhin bao gi: Tir 08h ngdry 20 théng 6 nim 2025 dén trudc
17h ngay 30 thang 6 nim 2025. ‘

Céde bdo gid nhédn dwge sau thot diém néu trén s€ khdng dugc xem xét.

5. Thai han cé higu lyc cla bao gid: Toi thidu 90 ngay ké tir ngay 30 thing
6 nim 2025,

IL. Nii dung yéu efiu bao gia:

1. Danh muc vit tu::. 1&(C6 Phu lye 01,Phy luc 02 kém theo)

2. Pja dle cung cap: Khoa Duge- Trung tim Y té huyén Huong Son, tH
dan phé 2, thj trin Pho Chau, huyén Huong Som, tinh Ha Tinh,

3. Thoi gian giao hang duy kién: 360 ngay ké tir ngay ky hop dong

4. Dy kién ve cac diéu khoan tam tng, thanh todn h'l.'.'l']’_'l dong:

- au khi nhin duge bao dam thyre hién hop dﬁng vé bao lanh tién tam (g
{neu o), Cha déu tur sé irng trude cho nha thau 30% gla tri hop ddn g

- Sau khi nha thiiu hoan thanh cdc céng viée va thoa thudn theo hop :ﬁmg
va Chil diu tu nhin duoe bao lanh bao hanh, Cht ddu tir s& thanh toan 100% sd
tién con phai tra ghi trong thanh Iy hop déng.

5. Cdc théng tin khéc: Béo gid giri theo miu trong Phu luc 03 dinh kém
Cong vin nay./. .
Noi nhiin:
= Nhir trén;

- Luw:VT, KD.




~ PHU LUC 03. MAU BAO GIA ]
et 56 5 1O/ TTYT-KD ngay 20/6/2025 cia Trung tdm ¥ t& huyén
Huwong Son)

BAO GIA"
Kinh giri: Trung tim Y té huyén Huong Son

Trén co & yéu ciu bdo gid cia Trung tim Y té huyén Huong Son, ching téi ....
[ghi tén, dia chi cia hang san xudt, nhé cung cdp; truong hgp nhiéu hing sdn xudt,
nha cung cdp cimg tham gia trong mot bdo gia (goi chung la lién danh) thi ghi ra tén,
dja chi cia cde thanh vién lién danh] bio gid mt st loai vit tr v té, hoa chit nhir sau
nhir sau;
1. Biio gi:ilc:]'m cde thiét bi v té va dich vu lign quan

. Chi phi| Thué,
Danh “Egﬂﬂ;?u Mz |NEM |y | 86 | Pon ';}.'“h“ﬁ" Ph{{!.'e Thanh
STT | @ | model. | ety | sin | i 1umgfkhefn T et {ﬂélu tién"
: hﬁllgtgﬁ.ﬁ L |1.ll.:ﬂlg (VIND) q'lIEII'lm Ed}{m;{\"ND]
B A TH
: (VND)|(VND)
2
n |

(Garl kém theo cdce tai heu chitng minh vé tinh ndng, théng so ki thudt va ede t&i
ligu lién quan cua thiét bi y 1é)

2. Béo gid nay cd higéu lye trong vong: ... ngay [ghi cu thé sé ngay nhieng khang
nho hon 90 ngdy], ké tir ngdy 20 thing 6 nam 2025,

3. Chiing tdi cam két:

- Khéng dang trong qud trinh thue hién thi tyc gidi thé hojic bi thu héi Gidy
chimg nhén ding ky doanh nghiép hojic Gm}r chirng nhin dang ky h{ kinh doanh hoac
cdc tii liéu twong dwong khic; khong thude trudng hop mit khi ning thanh todn theo
quy dinh cia phap ludt vé doanh nghigp.

- Gid trj cOa cde thidt bi v té néu trong bédo gid 1a phi hop, khéng vi pham quy
dinh cia phép ludt vé canh tranh, bén pha gii.

- Nhitng thong tin néu trong bio gid [ trung thyre.

...... . Ngay.... théng....nﬁm....‘
Bai dign hop phdp cha hing sin xuét, nha
cung cip'
(KY tén, déng ddu (néu co))

Ghi chii:

(1) Hing séin xudt, nhé cung cdp dién {?'ﬂj’ dii cdc thang tin .:l"é bdo gld theo Mau ndy.
Trwedng hop véu cdu gui bdo gid trén H§ rhang mang ddu thiu quic gia, Mn_g sdnt xudl, nh
CuRg cdp :i’-::-ng nhdp vao HE thing mang diu théu quie gia bing i khodn ctia nhé thau dé
gui bdo gid va ede 1 ligu lign quan cho Chit ddu e, tieo hedmg d.:in trén Hg thing mang ddu
!‘hﬁu qude gia. Trong triomg hop ndy, hing san xudi, nhér cung edp khang phai ky 1én, ding
diiu theo yéu edu 1af ghi ohii 12,




{2} Hing san xudil, nh:’.r CUng mp ghi chung logi thiét bi v té theo ding véu cdin ahi tal
it " Danh muc thiét hi ¥ 1" 'irong }"ea..r cdu bdo gm

(3) Hing sdn xudt, nhé cung cdp ghi cu thé tén gol, &;;r Higu, md hidu, model, hin ég sen
xudt ctia thiét bi y 18 twong timg voéd chiing logi thiét bi y é ghi tgi oft "Danh muc thiét bj y
1",

(4) Hang san xudt, nha cung cdp ghi cu thé md HS ciig fieng thiér E:;_].-' 1é,

(3}, (6) Héng sdan xuﬁ-‘ nha cung chp ghi cu .h’ie ndm sén xudt, xudt xit cia thiét bi y 1é.

(7) Hang san xuds, nhir cung edp ghi cu thé s6 leong, bhol heong theo ding 56 hoome,
khdii heomg néu trong Yéu edu bédo gid. ]

rr’ch',l- Héing sén xudt, nhi cung cdp ghi cu thé gid tri ciia don gid tiwong tmg vai timg thiét
bj y te.

(9} Hang san xudt, nha cung cap ghi cy thé gid iri dé thue hign m-:' dich vy lién quan
nha ldp ddt, van chuyén, bao quan cho tiomg thiés bi y 1& hodc toan bj thiét bi y té; chi tinh chi
phi cho ede dich vu lign quan trong mede.

(1) Hing san xuai, nha cung E‘{ip ghi cu thé gid rri thué, phi, I¢ phi (néu cd) cho feng
thiée bi Yy i hodc todan bi thiér bi y té. Déi vai cdc thiét bj y té nhdp khdu, hdng san xud, nha
cung cdp phai tinh toan cdc chi p.i!ﬂ nhdp khdu, h:ﬁf quan, bdo hiém va cdc chi phi khde ngodi
ldnh Ihﬁ Vigt Nam d8 phin b vio don gid ciia thidt bj y té.

({1} Hang sin xudt, nha cung cdp gha gid Iri bdo gid cho titng r.hu?t hi ¥ td, Gid tr ghf
tai cdt nay dwge hmr lit todn bi chi phi ciia timg thiét b y ré (bao gom thué, phi, 1¢ phi v
dich vu lién quan (néu cd)) theo diing yéu cdu néu trong Yéu cdu bdo gid.

Hur;'g 56N .wfr r, wha cung cdp ghi dom gid, chi phi cho cdc dich vu lién guan, thisé, phi,
1¢ phi va thimh tién ﬁuﬂg f:r'ung Viét Nam (VND). Trudmg hop gFu bang Jﬂﬂg tién muce ngodi,
Chui dau tie 58 quy d6i vé dong Vigt Nam dé xem xét theo ty gid quy 861 cia Nedn hang Negoai
thicong Vigt Nam (VCB) edng bi tai théi didm ngéy két thie nhén bédo gid.

(12} Neguedi dai dign rhm hdp Iugt hode nguai duge nguedi dai dign theo phdp ludt iy
quvén phai kv tén, dong déu (néu c6). Tricdng hop iy quyen, phai gui kém theo gf:iy Uy quyen
ki beo gid. Triedng hop lién danh tham gia bdo gid, dai dién hep phép eita tit ca edc thimh
vién lién danh phét & tén, ddng dédu (méu cd) véo bdo gid,

Trudng hop dp dung mr:.n‘r thire guei bdo gid trén HE r.ﬁung mang dee theu qu:ﬁe gha,
fding scin :m-:.r.r nhd cung L.::p ding nhdp vao HE thing mang ddu thiu qudc gia .!'.'rmg faai
khodn nhé thdu ciq minh dé gurl bdo gic. Triedng hop lién danh, cde thinh vién thing nhat cir
mgt dai dign thay mdi lién danh nip bdo gid trén He rﬁ:ﬁﬂg Trong triedmg hop nay, thianh vién
dai di¢n lién danh truy cdp vao Hé rhang mang ddiu thiu guic gm bﬁng chitng ther 56 cdp cho
i IH&"H clia minh dé gmii bdo gid. Vige dién cdc théng tin va nip Bu-:} 2id thee hién theo
heemg dén tai Mdu Bdo gid v hudng dan irén Hp théng mang ddu thiu quie gia



Phu luec (2

DANH MUC HOA CHAT, SINH PHAM, VAT TU XET NGHIEM
Goi thiu: 01.MS: Mua séim vit fr v (€ phyc vy cing tic khim chira bénh tai Trung thm Y & huyén Hwong Son ndm 2025 (24 thing)
(Kém theo Thir mai bdo gid s 534 TTYT -KID ngdy 20062025 ciia Trung tim ¥ & huyén Hiong Som)

Ten Hang Hod

Thing s k§ thuit

Duy cich

fhrm i
tinh

56 hryng

Hiba elidit ding cha xél nphiém sinh han

My xét nghiém sinh haa ty ding ALU480

Hiiar chit xé2 nghiém
Crlucose

i dio:

Hugyét thanh:0.4 — 550 mg/dl.
Miedne s, B — 800 matdl,
Dich mio thy-0LE — 400 mgidL
Thanh phin Thude thir | (R1)
Tris base, pH 78156 mM
MESO414 mM

MNADE 2 mbd

AT mdd

Cii chiit khing phiin fmg vil chit bao quén
Thubic thir 2 (R2)

Tris BaseS(0 mid

M4 25 mid

Hexok inases= 00 LI

Ejﬁi-“l]‘|_|.'-‘21ﬂ|:.|r.| UL
IE_‘a‘rc chdit khéing phin tme vi chi bio quén
v X }

Lo e nie SR LG % 10 fuetionl

L 10 11 D0 481 T o e 19011138113 0 B Lt 9

(dxdiml +
Ax b 3mly hip

Hip

20

o H MHG



(B4

Haa chdt xét nghigm Uren

Heka chét xét nghigm
Creatinine {suy thin)

e T T o
P 1i6u: 7,1 — 4000 mgddl.
Thaih phin:

Thudic the 1 (R1)

Tris base, pH 7.4 150 mM
a-ketoglutaric acid 10 mid
Col TXH =506 LI,

Urease =200 LWL

Chilt khing phan img vi chit hio quan.
Thudic thir 2 (R2)

Tris base, pH &4 20 mM

MADH 0.2 mM

Chiit khing phan img v chét hio guén.

{4xS0ml 4
4x50mlyhip

Hip

20

il ding cho xet ngﬁl;nuﬂgﬁ!lmm. Is0 139E5. Fhuong phip Jafle Kinctic.
Huryitt thanh:0,03 — 25 mg/dL
Murde w0, | — 370 mgddl.
Thanh phin: Thude thir 1 (R FThuéc thir 2 {R2)
MaOH:0.45 M
Detergentdte
Chilt khiing plsén tmy va chil b quanPicric acid Solution:22 mM
Chiit khiing phin img "T chiit hio quén
Lt

Hiva chiit %t nghidm
Cholesteral

{ dx3Bml+
4x25ml Vhip

Hép

0

Hod chii ditng cho xét nghiém Chalesterol. Iso 13483 hofle tuomg duong. Phuong phap enezyen CHOD-PAP.
Dt do; 8.1 — 700 mardl
Thénh phdin thustc thir:
d-Chlosophemyl 4,7 mb
d-Amimoantipyrine 1 mhd

Cholesterol esierase (CHE) = 500 L
Choleserol oxidaes (CHOY = 5000000
Peroxidase (POD) = 1000 LV,

(Bx30ml) Map




Hia chat xét nghiém
acid urie

Hoa chit dimg cho xét nghiém Uric Acid; dii do:Huwvét thanh: 0,5 - 30 mg/dL Nude tiéu: 0,4
— 550 mg/dL e; phwong phip Uricase/PAF; 150 13458
Thanh phan:

Thude thir 1 (R1)

4-aminoantipyrine: 1 mM

Peroxidase: =15 K1IVL

Chit khéng phan img, chit bio quan

Thuoe thir 2 (R2)

Uricase:> 260 LI/L

Chit khang phan {mg, chit bdo quan..

50 test lam duge 15i thidn = 6 test/ml

{ dx50ml +
4x50ml) hip

Hop

Héa chit xét nghigm
Triglycerides

Hoa chat ding cho xét nghiém Triglycerides. 1so 13485, Phuong phip GPO-POD.
Dii do: 10.9 - 1300 mg/dL.

Théanh phin:

Thude thir 1 (R1)

Pipes bufTer (pH: 6,8):240 mM
Peroxidase:= 5000 L/L
Glycerokinase:= 1000 LY/L
Lipoprotein Lipase> 13000 LIYL
ATP:4.5 mM

TOOS: 4.8 mM

Chit khing phin (mg, chit bio guidn
Thute thir 2 (R2)
4-Aminoantipyrine:< 15 mM

[GPO: = 55000 U/L

Chat khéng phan (mg, chit bao quan
S0 test lim duge toi thiéu = 10 test/ml

(4x50ml +
4x12.5mlIVha

p

Hop

1




Hoa chat xét nghigm
GOT/AST( men gan)

Hoa chat ding cho xét nghiém AST. Iso 13485, Phuomg phap IFFC khong ding pyridoxal
phosphate. Dai do: 6-800 L/L

Thanh phin:

Thube thir | (R1)

Tris buffer (pH 7.8):193 mM

MDH:= 1000 LIS

D-LDT:> 1000 UYL

L-aspartate; 360 mM

Cht khimg phan (mg, chit bao quan.
Thude thir 2 {(R2)

MADH:1,7 mM

a-ketoglutarate; 90 mM

Chiit khing phan (mg, chit bio quan.

(dx50ml +
4x12.5mlyha

P

Hoa chiit xét nghidém
GPFT/ALT (mem gan)

Si test lim due ti thidu = 10 test/ml

Hoa chat ding cho xét nghi¢m ALT. Iso 13485, Phuong phap IFFC khing ding pyridoxal
phosphate. Dai do: 8-800 LV/L.. Thanh Phén:
Thude thir 1 {R1)

Tris buffer (pH 7.4):125 mM

D-LDH:= 3500 LI/L

L-Alanine: 624 mM

Chiit khimg phin (g, chit béo quan.
Thude thir 2 (R2)

MADH:1.4 mM

a-ketoglutarate: 75 mM

Chiit khong phan (mg, chit bio quan.

S test lam dwore 101 thidu = 10 test/ml

(4x50ml +
4x12.5mlihd

P

Hip

20

Héa chat xét nghigém
Total Bilirubin

Haa chét ding cho xét nghigm Total Bilirubin. Iso 13485, Phuong phip DPD.
Dai do 0,02 — 30 mg/dL

Thimh phiin: Thude thir | (R1)Thudc thir tring (RB)

DPD2,2 mM

Chit hoat ddng bé matHC1120 mM

(dx52.5ml+4x
52.5mlyhgp

Hap




Haa chit xét nghiém

Hod chit dimg cho xét nghiém HDL Cholesterol, Iso 134835, Phuromg phap
Immunosuppression. Ddi do: 0-180 mg/dL. vitro.

Thanh phéaa

Anti-human-f-Lipoprotein antibody

Cholesterol Esterase 0.8 IU/ml

Cholesterol Oxidase 4.4 IU/mL

Peroxidasze 1,7 1U/mL

Ascorbate Oxidase 2.0 1L/ ml

10 | HDL Cholesterol (m Giood’s huﬁ‘ir pH=7.00 30 m_h-! _ N Hﬂ'.i'ml:l- Hap s
S N-Ethyl-N-{2-hydroxy-3-sulfoprapyl)-3.5-dimethoxy-4-fluoroaniline (F-DAOS) : 4xOml)hip ;
10,20 mM
d4-aminoantipyrine 0,67 mM
Thanh phin khing phin img va chat bao quén
Hda chit dimg cho xét nghigém LDL Cholesterol; Déi do: 0,08 — 300.0 mg/dL; phuong phap
Immunosuppression; 150 13458
Thanh phan
Hba chit xét nghiém hmd’siﬂ:ﬁ;f E-}I; ?{1 iLifmemUL e
. = AL ] i
W |5 Lmhgl":ﬁ;;‘;] k folt Chalesterol Oxidase (CHO): 3.7 IUimL axomly hap | P &
Cholesterol Esterase (CHE): 3.7 IU/mL
Peroxidase (POD): 4.9 [L/mL
Chit xic tac; 743 1U/mL
: Chiit khing phin fmg va chit bao quan,

Héa chit dimg cho xét nghiém Direct Bilimbin. 1so 13485, Phuong phap DPD.

Dai do 0,04 - 10 mg/dL

Thénh Phén
15 | Honchat xétnghiém | Thube thir 1 (R1)Thude thir tring (RB) (4x52.5mlax| ; 4

direct bilirubin ~ |DPD:0,1 mM 52 5mlyhap P
HCL:300 mM

Chat hoat dgng bé mEHC1:300 mM
Chit hogt déng beé mat

_ & id - e
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Hoa chit xét nghiém
Albumin

Hod chat dimg cho xét nghiém Albumin. Phuomg phap BCG.
Dai do: 0,12 - 6.00 gfdL.

Thanh phin Succinic acid; 0,5 M

Bromocresol Green:  0,75mM

So test lam durge 15i thicu = 20 test/ml

(4x28mIVhop

Hop

[4

Héa chat xét nghiém
gama GT

Hia chit ding cho xét nghiém GGT. Iso 13485 hodc twong duong. Phuiomg phap [FCC.

Dii do:2.5 — 1000 UL
Thanh phan:
Thude thir 1 (R1)
Tris buffer (pH 8.2): 160 mM
Glyeyl-Glycine: 200 mM
Chét khéng phan (g, chét bio quan
Thude thir 2 (R2)
Tris buffer (pH 8.2): 20 mM
GLUPA-C: 8§ mM
Chiit khang phin (g, chit bio quan
50 test kam dwe 151 thiéu > 7 test/ml

(x4 0ml
+4x40mlphip

Héa chit xét nghiém
Canxi

Hoa chit ding cho xét nghiém Canxi, Iso 13485, Phuong phip Arsenazo.
[¥i do: Huyét thanh:0.01 — [ 3mg/dL

Nurire tidu:0,08 — 35 mg/dlL

Thanh phin:

MES buffer (pH 6.5) 100 mM

Arsenaxo M1: .5 mM

Chit khing phan frng, chit bao qudn,

S0 test lam duoe 16i thicu = 25 test/ml

(Ax30mIVEGp

Hap

Héa chat xét nghiém
Total Protein

Hod chit ding cho xét nghiém Total protein. Iso 13485,
i do: 0,10 — 12 g/dL. Phuong phip Biuret. Thanh phin:
Thute thir |

Potassium Sodivm Tartrate: 50 mM

Thudc thir 2

Potassium Sodium Tartrate; 50 mM

Potassium lodide:25 mM

Copper (1) Sulfate;25 mM

Si test lam dugre 161 thiéu = 6 test/ml

(4x30ml+4x5
Oml ) hip




Dai do
Huyét thanh:3.1 — 2000 IL/L
MNinde tidu: 1.6 — 4000 1U/L
Thude thir 1 (R1)

PIPES, pH 7.0: 134 mM

Héa chit dimg cho xél nghiém a-Amylase. Iso 13485, Phwromg phip IFCC.

B ax

7 Haa :hlut J:::t I'Ifhi#m MaCL2: 12,5 mM (4x32m t:MxE Hap 6
o phR AR | iucosidasesT5 K1 miyhip
Chat khéng phin (mg vi chit bao quén.
Thuse thir 2 {R2)
EP5: 8 mM
[Chit khéng phin img vi chat bio quan.
50 test lam durge 16 thide = 6 test/ml
Chiat kiém chudn cho o
I “:é’:‘;”ﬂ::;““ Iso 13485/ Bt dang khiv QC cho cic xét nghiém Stmlflg Lo 3
HDL.LDL mirc |
Chat kiém chuan cho
19 “i;;;il’:rﬂ:zr:;“h Iso 13485/ Bt dong khir QC cho cde xét nghiém smlflg Lo 3
HDL,LDL mirc 2
Chit chudn cho cde xét
20 | nghigm thudmg quy, |Iso 13485 hode trong dvong! Bot dong kha! Calib cho cic &t nghiém Smiflo Lo 3
HDL, 1.DL
Dung dijch nra may sinh héa, Dung djch ria hé thfmg may sinh hoa. Thanh phin: Sodium,
21 | Dung dich rira hé théng hydroside, Polyethylene glycol (PEG), Sodium lauryl ether sulfste (SLES), Nudc, phy gia an — Gk 15

todin khac. Phil hop vdi may sinh héa AL
Hing/nudre san xuit: G7, Viét Nam

=m0
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Haa chat xét nghiém
Ethanol

- Thuie thir diing 42 xic dinh dinh hegng Ethanal trong hu:.rét thanh, huvet twong hodc Miu
[toan phin cia ngwdi.
- D do: 0 = 300mg/dL
- Thanh phin:
[Chit déng kha:

Buffer (pH £.4): 2.3 mM

ADH: = 5800 LI/L

MWAD+: 2,34 mMh

Chat khdng phdn fmg vi chit bio quan.
Thuoe thir 1 (R1):

Buffer (pH 9): 750 mM

Chiat khéng phin trmg va chét bao quin.

10 % Lyoph,
+ 10x 10 ml.
(R1}

10

23

Chat kiém tra (C)
cho xét nghiém Ethanol

THANH PHAN
Ethanol trong dung dich dém, chit bio qudn.

2 x5 mlL
Level |
2x5mlL
Lewvel 2

24

Chit hiéu chudn
{(Calib) cho xét nghigm

THANH PHAN
Ethanc! trong dung djch dém va chit bao quan.

2x5mil

Hap

23

Héa chat xét nghigm
CEk-MB

Hod chit ding cho xét nghiém CK-MB. Iso 13485 hodc twong dironmg. Phoomg phap
Enzvmatic immunoinhibition.
[¥i do: 1én dén 2000 LI/L
Thude thir 1 (R1)
Imidazole buffer (pH 673 100 mmaol/L
Hexokinase: 4,0 kUL
MNADP+: 2,0 mmol/L
G6PDH: = 2.8 kU/L
ADP: 2.0 mmolL
Magnesium Acetate: 10 mmolL
AMP: 5,0 mmolL
Thude thir 2 (R2)
Diadenosine pentaphosphate: 10 mmol/L
EDTA: 2,0 mmol/L
D-Glucose: 20 mmol/L
Creatine Phosphate: 30 mmol/L
MN-Acetyl Cysteine: 0.2 mmol/L
Anti-CK-M antibody: Variable
Chit bao guan.

2x2dml +
2xbml

Hép

15




26 Egﬁ:i‘g“’ XeUnghigm |, . 13485 hodc tuomg dwong Calib cho xét nghiéni CK-MB _ 3x1 ml Hip 5
27 gg_il:;xét i Isa 13485 hodc twong duong’ QC cho xét nghiém CK-MB 2x3x2mL| Hop ]
Hod chit diing cho xét nghiém CRP Latex, lso 13485, Phuromg phap Turbidimetry. Dai do
0.12-160 mg1
Thinh phn:
Thudie thir R1
TR .. |Tris buffer pH 7.4
28 Echﬁl _':I'fr‘::”rl’%g:;m Polymer dé tang thc phin img két t, ""9:" S 40
i Thanh phin khang phian ime, chit bao guin x9ml
Thude thir B2
Khing thé demn ding khing protein CRP cia ngurii giin trén cac hat latex.
Thanh phin khéng phan (mg. chit bao quin.
29 E;l;}b Sanadagiihe Iso 13485 hodc twong duong’ Calib cho xét nghiém CRP Sxix] mi Hop 1]
*Tinh ning: Chét kiém tra mire 1 cho cée xét nghiém do 46 duc
QC cho cac xét nghiém |*Ouy cich: 1x3mlLo
30 |mién dich do d& duc *ﬂﬁnh phéin :Chat long, chat kiém scat dya trén huyét thanh ngnini v cac chat phy gia va 1%3 ml Hép 5
{mirc 1) lchit bio quan.
Tiéu chuin: 1SO 13485,
*Tinh nang: Chat kiém tra mire 2 cho céc xét nghiém do dé duc
[QC cho cac xét nghiém |*Quy céch: 1x3ml/Lo
31 |mién dich do d§ due  |*Thanh phan :Chét long. chit kiém sodt dia trén huyét thanh ngindi véi cic chit phy gia va %3 ml Hip 5
|{madee 2y chat bao guan.
Tiéu chudin: 1SO 13485
Murére rira may sinh haa [Thanh phén: 2 lit! Can Can 10
Sulfonic acids, C13-17-sec-alkane, sodium salts < 5%
Genapol 1-35 %
Sodium hydroxide 1%.
32 Tifu chudn: 15013485
Thuoe thir dinh lwomg  |Dinh lugng ndng 86 ALT/GPT trong huyét thanh, dai tuyén tinh tir 3 - 448w/1. Thanh phin:  k66ml 6x16.5] Hop 20
men pan ALT trong TRIS Buffer pH 7.3 1250 mmol/l, L-Alanine 625.0 mmol/l, LDH 1500 U/, o-
33 |méu : Ketoglutarate 94 mmol/l
Hein chat ding cho xét |Binh lugng men AST, dii tuyén tinh 4 - 692 u/l. Thinh phan: L-Aspartate 300 mmol/l, MDH ké6ml/ 6x16.31 Hip 20
34 |nghiém men gan AST =530 U/, n-Ketoglutarate 75 mmol/L. dat tiéu chudin chit lugng 1SO13485




Hoéa chit diing cho xét |Dinh lrong Amylase trong mau, dai lu:.-'én tinh | - 1988 wl. thinh phﬁn: Sodium Chloride 87 px66omlf 6xl6m  Hip 2
nghiém Amylase mmaol/l, Magnesium Chloride 12.6 mmol, a-Glucosidase 4000 U/l, Hepes Buffer pH 7.15 52
33 mmal/l. dat tidu chuiin chat lugmg 15013485
Hoa chat dong cho xét [Djnh lwgmg Caleium trong méu, dai tuyén tinh 0,03 - 4 mmol/l. 10x 63 ml Hap 2
righiém Calcium Thanh phin: Imidazole Buffer pH 6.6 100 mmol/]
o Arsenazo 111 026 mmol/l.
36 . dat tigu chudn chit hrong 15013485
Hoa chit ding cho xét  |Binh lrgmg cholesterol trong maw, dai tuyén tinh 0,04 - 22 mmol/l. Thanh phin: Mg2+ 2 12x65ml Hip 3
nghiém Cholesterol mmol/l, Phenol 2 mmol/l, Peroxidase =100 U/, Cholestercl Esterase =250 Ufl. dat tiéu chudin
37 chit lugng 15013485
Hoa chat ding cho xét |Dinh hegng HDL trong mau, dai do dén 2.4 mmal/l. Thanh phan: TODB | mmol/l, Ascorbate jx60ml 6x20m  Hop L0
nghiém HDL oxidase 3.0 Ulml, MgCI2 2 mmol/l, BulTer {(pH 6.5} 10mmol/l. Dat tiéu chudn 150113485
18| Cholesterol
Hoa chat dimg cho xét |Binh legmg LDL trong mau, dai do 1én tai 10 mmol/l, Thanh phan: GOOD'S Buffer, CHE,  jx40ml/ 4x20m{  Hop L
mghigm LDL CO. 4-aminvantipyrine (4-AA ), Peroxidase, MgCI2. Bal tieeuc hudn ISO13485
19| Cholesterol
Hoa chat ding cho xét |Dinh lwgng Creatine bang phuong phap Jaffe, dai tuvén tinh tir 5,2 - 2734 pmol/. Goml/ 9 x16.5( Hop 20
mghidm Creatinine thénh pa:lfin-. Alkaline Buffer 200 mmol1, Picric Acid 25.0 mmol/l. dat tiéu chudn chit lirgmg
40 15013485,
Haa chit diing cho xé1 |Dinh lugng Glucose trong miu, dai tuyén tinh 0,01 - 28,2 mmol/l. Thanh p]sfm: PHOSPHATE |12x66.5ml Hip 20
nghiém Glucose Buffer pH 7.5 100 mmal/l, 4-Aminoantipyrine 0.3 mmol/l, Phenol 1 mmol/].
41 Daat tiéu chuin 15013485
Hoa chat ding cho xét [Djnh lwgng Triglycerides trong mau, dai do 0,02 - 11 mmeoel/l. thanh phin: PIPES Buffer pH  [12x65ml Hip 3
42 [nghig¢m Triglycerides  |7.0 43.6 mmol/l, 4 Chlorophenol 5.45 mmol/l, Mg2+ 4.66 mmol/l, Byt tiéu chudn 15013485
Hoa chat dimg cho xé1 | Dinh lwgng Urea trong mau, Dai tuyén tinh 0,31 - 60 mmol/l. Thanh phin: TRIS Buffer pH  |6x66ml/ Hip 20
43 [nghigm Urea 7.5 224.53 mmol/l, a KG 15.47 mmol/l, ADP 0.94 mmol/l. Dat tiéu chudn 15013485 6x43ml
Hda chat diing cho xét [Binh lwgng Aric Acid trong mau, dai tu:.fén tinh 1 - 1442 pmol/l. Thanh phan; Phosphate xhaml! Hop 2
nghiém Lric Acid Buffer pH 7.5 150 mmol/l, Ascorbate Oxidase 5000 L/, Potassium Ferocyanide 0.024 x| ml
44 mmold, 4 - Aminophenazone 3.84 mmol/l. Bat tiéu chuin 15013485
Héa chit chuan céc xét [B& higu chuan General Chemistry durgre sit dung dé higu chuan trong dinh lugmg héa sinh lim | OxSmil Lo 3
nghiém thuimg quy sang trén miy phén tich tr dong va ban tr ddng.
THANH PHAN
Huyét thanh viéi cac chit phy gia hda hoe va chiét xuat mé oo nguon goc i ngwdi va dang
vt Nong 46 cy the.
Cac gia trj duge xac minh dya trén rat nhicu bé hiéu chudn chinh cd thé truy nguven theo céc
phwong phéip tham chigu hode nguyén vit lidu tham chiéu,
45 San phim nay khang NEY hiém theo thiéng st k¥ thuit cia EU, dat tiéu chudin CE, 15013485




Héa chit kidgm chudn  |[General Chemistry control dige sir dung 46 xdac minh hiéu suit cia thube thir va thiet bi 20x5ml Lo 3
mire | trong djnh lugmg eda cdc hoa chit khae nhau trén may phén tich ty déng.
Thinh phiin: Huyét thanh v chit phy gia va chiét xuft ma o6 ngudn gde ngui va déng vt
46 Néng di cy thé theo 1d.
Hoa chat kiém chuin  [General Chemistry control dirge sir dyng dé xdc minh higu sudt cia thude thir va thiét bi 20%5ml Lo 5
mirg 2 trong dinh lugng eda cée héa chit khic nhau trén may phin tich tr ddng.
Thinh phiin: Huyét thanh vii chit phu gia va chiét xuit mi c6 ngudn gde ngwii va dong vit.
47 Néing dé ey the theo 18,
Hia chat ding cho xé |Dinh hrong CRP trong mau, gidi tuyén tinh cé thé dat: 03 - 500 mg/l, Rl:4x40ml, | Hop 1
nghiém CRP Thanh phi"tn: R2; 2x1ml
TRIS Buffer pH 7.6 containing PEG  18.2mmol/|
Sodium Chloride 123.2 mmaol/]
48 dat ticu chuan 15013483
Héa chit chudn CRP  |B§ hiéu chudn CRP dwge sir dung dé thiét lip diém tham chiéu trong dinh lgmg CRP trén 10x 1 ml Lo 5
méy phin tich ty ddng.
49 . Sén pham nay khdng nguy hiém theo thong s& k§ thudt cia EU.
Héa chit kiém chudn  |[Hoa chat kiém chuwin CRP mirc | 20x Lml, Lo 5
50 mirc 1 CRP
Huyvét thanh kiém tra  |Hoda chat kiém chuan CRP mire 2 20 [ m. Lo 5
31 mic 2 CRP
22 |Bang dén may sinh hoa |Ding cho miy sinh hod tr dgng: 12 V- 20W 01 chif Hop Cii 20
TRIGLYCERIDES Phueng phap: Glycerol phosphate oxidase/peroxidase; Dai do:0.067 - 6.78 mmaol/L Hop Hop 5
33 [ Bxbiml.
ASPARTATE Phrong phap: IFCC;Déi do:7.15 - 500 L/L Hép Hijp 20
AMIKOTRANSFERA Ex60ml+8x15
SHSE(ASTIGOT) mL
ALANINE Phwong phap: IFCC;Diéi do:8.5 - 500 U/L Hép Hép 20
AMIKOTRANSFERA Exb0ml+Ex15
55|SE (ALT/GPT) mlL
|[CREATIMINE Phiromg phip: JAFFE COMPENSATED;Dai do:0.04-20 mg/dL. Hép Hap 20
Sxblml+5x60
56 ml.
GLUCOSE Phiromg phap: Glucose oxidase/peroxidase;Ddi do:3.6 - 500 mg/dL (0.199 -27.5 mmol/L) Hip Hap 20
AT 10x60ml,
CHOLESTEROL Phwong phép: Cholesterol oxidase/peroxidase; Dai do:4.2 - 1000 mg/dL (0,109 - 26 mmol/L)  [Hép Hap 3
58 10x60mL

b N il



BILIRUBIN (DIRECT) |Phuong phiap: DICHLOROPHENYL DIAZONIUM:Ddi do:0.09 - 15 mg/dL Hjp Hip |
dxb0mH-dx15
59 mL
BILIRUBIN (TOTAL) |[Phuong phip: DICHLOROPHENYL DIAZONIUM;Déi do:0.211 - 38 mg/dL {3.61 - 650 Hip Hop I
wmolfL) Sx60ml+8x15
64 mL
UREA/BUN - UV Phuong phap: Urease / Glutamate dehydrogenase; Dai do:3.69 - 300 mg/dL Hop Hap 20
Exb0ml+Exl5
6l mL
URIC ACID Phuong phap: Uricase / peroxidase;Dai do:18.5 - 1487 pmol/L Hip Hép 2
62 1cbml.
alpha-AMYLASE - Phuong phéip: Direct substrate;Dai do:4.5 - 1300 U/L Hop 8x20mL |Hp .
63|DIRECT
CHOLESTEROL "Dii do- 2.72-180 mg/dL (0,07 — 4,66 mmol/L) Phuong phap do quang” axbOmL +  [Hap 10
i {HDL DIRECT 4x20 mL
CHOLESTEROL LDL |"Ddi do: 1.54-700 mg/dL (0,04-18,1 mmol/L) Phurong phap do quang” 2x60 mL + |Hop 10
63| DMRECT 220 mL
[CHOLESTEROL Hoa chit ding dé higu chuin cho cdc xét nghiém dinh lugng HDL Cholesterol va LDL Hop IxImL |Hép 2
HDL/LDL Cholesterol, Thanh phan: chira huyét thanh nguri.
6O|{CALIBRATOR
BIOCHEMISTRY Vit liéu kiem sodt xét nghiém dinh lrgmg 37 théng s6 sinh héa. Thanh phin: Biochemistry Hop 5x5mL  |Hép 13
CONTROL SERUM  |Control Serum chira: Bot déng khé duge san xuat tir huyét thanh nguréi (hoan nguyén v 5
67 {(Human) | mL nurdrg). 04
BIOCHEMISTRY Vit licu kiem sodt xét nghiém dinh lrgmg 37 thing 50 sinh hoa. Thanh phan: Biochemistry Hop Sx5mL |Hop 13
CONTROL SERUM  |Control Serum chira: Bét déng kho duge san xudt tir huyét thanh ngurési (hodn nguyvén vii 5
68 [ Human) 11 mL nurdrg), 00
BIOCHEMISTRY Chat hiéu chuén xét nghiém dinh lugng 38 théng so sinh hoa. Thanh phan: Biochemistry Hgp 5x5mL  |Hap 8
CALIBEATOR Calibrator (Human) chira: Bét déng khd duge san Xt tir hu_'r'él: thanh ngurdi (hodan nguyén v
69| (HUMAN) 5 mL awde). 00
ETHANOL [di do: 8,11 mgfdL - 300 mg/dL, phuong phip do: ALCOHOL DEHY DROGENASE Hip Hip 5
2x20mH2x7
70 mL
AMMONIA/ETHANO |[Vit lidu kiem soat mire | xét nghiém dinh lugng amoniac, ethanol, CO2, Thanh phén: Hip 3x5mL  |Hap 2
L/CO2 CONTROL I  |JAMMONIA/ETHANOL/COZ CONTROL - dung djch dém, chira: amoniac. ethanol. natri
71 hydrocarbonat, (M)




AMMONIA/ETHANO Vit ligu kiém soat mire 2 xét nghiém dinh lwgng amoniac, ethanol, CO2. Thanh phE‘m; Hip 3x5mL  [Hép 2
L/CO2 CONTROL I [AMMONIA/ETHANOL/CO2 CONTROL - dung dich dém, chira: amoniac. ethanel. natri
72 hydrocarbonat. ()
AMMONIA/ETHANO [Chit hiéu chudn xét nghiém dinh lrgmg amoniac, ethanol, CO2 AMMONIA/ETHANOL/CO2 |Hdp 2x5mL  |Hop 5
L/COZ CALIBRATOR |CALIBRATOR duge ding dé higu chuan cic Phirong phip do ciia BioSystems. Thanh phin:
Chit higu chuin AMMONIA/ETHANOL/CO2 CALIBRATOR - dung dich dém, chira;
73 amoniac, ethanol, natri hydrocarbonat. 00
|C-REACTIVE Phuromg phap: LATEX;Dai do:1.9 - 150 mg/L dublml+4x15 |Hjp A
THPROTEIN (CRP) mL.
CRP/CRP-hs |Chat higu chudn xét nghi¢m dinh lugng CRP va CRP-hs. Thanh phin: CRP/CRP-hs Standard: |IxIml. Hip 5
T5|STANDARD Huyét thanh ngwévi, 00
RHEUMATOID Vit liéu kiem soat Rheumatoid Contrel Serum 1 duoe dimg cho mye dich kiem sodt chit ixlmL Hop B
[CONTROL SERUM I |luwgmg cho cie xét nghiém va duge cung cip clng voi nhitg dai gia tri chilp nhin agi ¥,
Th Thénh phﬂ;l: chira huyét thanh g dong kho {thé tich sau hoan nguvén: 1 mL).
RHEUMATOID Vit ligu kicm sodt Rheumatoid Control Serum 11 due dimg cho mye dich kiem sodt cha IxlmL Hip e
CONTROL SERUM I |lugmg cho cde xét nghiém va duge cung cip cling véi nhimg di gid tri chip nhin goi v.
77 Thanh phin: chita huyét thanh ngurivi déng kho (thé tich sau hodn nguyén: 1 mL).
T8 Photometer Lamp Diing cho may sinh hoa iy ding; 12 V- 20W Hép 1 cii Cii 20
2 |Hai chit mdy sinh hod M300
Phiromg phap do: Bromocresol green
Pham vi do: 0.2g/dl — 6.0 g/dl
D6 nhay phin tich (gidi han phat hién thap hon): 0.2 g/dl hojic 2 1
Thanh phan chinh:
Succinate buffer, pH 4.2 75 mmol/]
Bromcresol green 0.15 mmo/]
0 Thude thir xét nghiém  |Brij 35 7 ml) bxbi5ml Hap 3

dinh lrgng Albumin

Detergents and stabilizers =(.]1 %

Boving albumin concentration according to
CRM 470 (IFCC) 4.0 g/dl

RPPHS 91/0619 4.0 g/d]

SRM 927a (NIST) 4.5 g/dl

San phim co xuit xir thude cic nirde G7
Tiéu chudn chit leong 130 13485-2016
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B

Thude thir xét nghiém
dinh lurgng Alcohal
Ethanol

Pham vi do: 3.5 g/l

[Gidri han phat hién thap hom 1 0.1 g/l
Burde song 376 nm (360 — 380 nm)

Thanh phin chinh:

Buffer pH 8.3 300 mmaol/L

MAD+ 10 mmol/L

Alcohol dehvdrogenase (ADHY 200 kUL
Sén phim e xuiit x(r thude cic nude G7
Tiéu chudn chit lirgmg 150 13485:2016

R1: 1x60ml
R2: [ x20ml

Hijp

k1

Vit liéu kidm sodt chat
lrome xét nghiém dinh
lrgme Alcohol Ethanol

Vit ligu kigm sodt chat hegng xét

nghié¢m dinh hremg Alcohol Ethanol

Buroe chudn bi tir albumin huvét thanh bd v chiit bao quén va chit dn dinh.
Caid irje

- Control 1; Ethvl aleohol: 37.0 mg/dl, 8.03 mmaol/l.

- Control 2: Ethyl alcohol: 95.0 mg/dl, 20.6 mmol/]

San phim oo xudt xir thude cic nude G7

Tiéu chuiin chat lwgng IS0 13485:2016

2xlml

Hip

g2

Chit hi¢u chudn xér
nghiém dinh lugmg
Alechaol Ethanal

Thinh :ph:'ln chinh:

Buge diéu ché tir albumin huyét thanh bo cb thém chit bao quan va chit én dinh.

Ethanol ExGi chimg chira kb lrgmp phin mg cia: hén hop 5-chloro-2-metyl-4-isothiazolin-3-
one vil 2-metyl-2H isothiazol-3-one (3:1)

San pham cd xuat xir thude cde ninde G7

[x1ml

Hap

Tiéu chudn cht lugng 150 13485:2016




B3

Thudc thir xét nghig¢m
o=Aimnylase

Phirong phap: CNP-G3

Nguyén tic kiém tra:

Ttn:r nghiém so mau v 2-chloro-d-nitrophenyl-aD-maltotrioside (CNP-G3) lam co chit true
ticp.

Pham vi do: Lén tii 1500 U /1 (25.8 pka /1)
Gidi han phét hign: 7 U/ | hode 0.12 pkat/ |
Thanh phin chinh:

MES buffer, pH 6.0 100 mmol/

Mal’l 350 mmal]

Ca-Acetate & mmol/1

Potassium thiccyanate 900 mmaol/]

CHWP-033 2.27 mmol/]

Stabilizers and detergents = 0.1 %

San pham ed xudt x40 thude cde nude G7
Tiéu chuin chit lugng 1SO 13485:2016

Jxblml

B4

Thude thir xé nghiém
Bilirubin direct

Phurong phap DCA

Budc song 546 nm (540 - 560 nm)
Bnrtmg quang 1 cm

Pham vi do tir 0.1 - 10 mg / dL.

Gitri han phat hién thap hom 14 0.1 mg/dL.
Thanh phin chinh:

R1: EDTA-Na2 0.1 mmol/L

MaCl 150 mmol1.

Sulfamic acid 100 mmol/L

R2: 2.4-Dichlorophenyl-diazonium salt 0.5 mmaol/L
HCI 200 mmiol/1.

EDTA-Ma2 0,13 mmol/L

San pham eo xudt xir thude cde minde G7

Tiéu chuan chat lugmg 1SO 13485:2016

R1: 3x50ml
R2: 3310l

Hop

L

i
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Thuoe thir xét nghiém
Bilirubin total

Phiromg phap: DCA

Pham vi do tir 0.1 - 30 mg/dL

Gidi han phat hién thap hom 1 0.07 mg/dL.
Thinh phin chinh:

R1: Phosphate buffer 30 mmol/L

Mall 150 mmol/L

R2: 2.4-Dichlorophenyl-diazonium saft 3 mmol/L
HCI 130 mmol/L.

San phim cd xudt xi thude cic nude G7

Tiéu chuin chit lugng IS0 13485:2016

Rl: 3x6iml
R2: 3x14ml

86

Thude thir xét nighigm
Cholesteral

Phurong phap: ChOD-PAP (Cholestero] oxidase/peoxidase)
Pham vi: 3-800 mg/d] (0.08-20.7 mmaol/l)
Gidri han phat hién: 3 me/d] (0.08 mmol/1)
Thanh phan chinh:;

R1: Pipes buffer, pH 6.9 90 mmol]

Phenal 26 mmal/|

Cholesterol oxidase 200 LI/

Cholesterol esterase 300 17

Peroxidase 1230 L

d-Amincantipyrine 0.4 mmol/]

Cholesterol Standard 200 mg/dl (5.1 7mmol/1)
San pham cd xuat xir thude cae mede G7

Tigu chuin chat lwong 150 13485:2016

Gxhiml

Hip

87

Thuie thir xét nghiém
dinh lrgmg Creatinine

Phiromg phap: Jaffe

Pham vi do: 0.2 = 15 mg/dL (18 ~ 1330 pmol/L)

Gidri han phét hién thap hon 1a 0.2 mg/dL (17.7 pmol/L)
Thinh phan chinh:

RI: Sodiwm hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

Standard: 2 mg/dL (177 pmol/L)

San phéim o xudt xir thude cie nude G7

Tiéu chudn cht lugng 150 13485:2016

R1: dxtml
R2:d4x ] 6ml

20
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Thude thir xét nghiém
dinh lrgmg Glucose

phip ding hoe 1én dén 700 mg /d] (38.9 mmol/1).
1Gidi han phdt hign: 2 mp/dl

Théanh phin chinh;

Phosphate buffer, pH 7.5 0.1 mol/l

Phenol 7.5 mmal/l

GOD 12000 U/

FOD 660 1A

d4-Amino-antipyrine 0.40 mmaol/l

San pham ed xudl xr thude cae nude G7

Tiéu chuiin chat lugng IS0 13485:2016

Phuomg phap: GOD-PAP (Glucose oxidase/ peroxidase)
Pham vi do: Phuong phip diém cudi tuyén tinh 1én dén 400 mg /d| (22.2 mmol/1). Phuong

fbimil

an

Thude thir xét nghidém
GOT{AST)

Phuremyg phap: IFCC

Pham vi do: 0.160 & 340nm hode 0.080 & 365nm
Gidri han phat hién: 4 U/ hodie 0.07 pkat/]
Thinh phin chinh:

R1: Tris buffer pH 7.8 100 mmaol/]
L-Aspartate 200 mmal/]

LDH %00 LA

MIDH 600 L

R2: NADHZ2 0.18 mmol/l

2-Oxoglutarate 12 mmaol]

San pham cd xudt xir thude cac mirde G7
Tiéu chudn chat heeme 150 13485:2016

R1: dxbdml
R2: G l6ml

Hap

25

a0

Thude thir xét nghiém
GIFT{ALT)

Fhuromg phap: 1IFCC

Pham i do: 0060 & 340 nm hodic 0,080 & 365 nm
G han phat hién: 4 L/ hode 0.07 pkat/|
Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmaol/l
L-Alanine 300 mmol/

LDH 1200 U/

R2: MADHZ 0,18 mmaol/]

2-Owoplutarate 15 mmol/]

San pham cd xuat xir thude cie mrde G7
Tiéu chudin chit leong 150 13485:2016

E.1: 6xGoml
R2: 6x16mil

Hop

25

2 \Eh

—
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Thude thir xét nghiém
dinh hrgng HbA 1c

Phuiromg phap: Xét nghiém mién dijch do dd dyc
Pham vi do: 0-15 %

Mo khéng méc Bénh tiéu dudmg: < 6 %
Bénh nhin tiéu dwimg: < 7 %

Thanh phin chinh:

Thudc thir HbA lc R1

Latex.

Natri axit (0.95 g/L).

Thudc thir HbA 1c R2

Phire hop khdng thé, khang thé dom dong khing huyet siic to nguii A le cia chudt va khang
thé g5 khing chudr.

Chat ién dinh.

San phim co xusit xir thude cic mrde G7

Tiéu chudn chit lugng 150 13485:2016

F1: 4x20ml
R2: 2x10ml
Lysing:
2x100ml

Hip

1

92

Vit liéu kidm soat xét
nghiém dinh leong
HbAlc

Thanh phﬁn chinh: Huyét thanh ngwiri. Dang dong khé.
San pham cd xudit xir thude cic nuec G7
Tigu chudin chit lrgng 150 13485:2016

L: 1x0.5ml
H: [x0.5ml

Hip

23

Chit hiéu chuin chat
lrgmg xét nghiém dinh
lwemg HbA le

Thinh phan chinh: Huvét thanh ngudi,
San p]'lém e Xudt K thude cic nuwde GF
Tiéu chuan chit lugmg 150 13485:2016

dxll, 5ml

Hip

Thude thir xét nghiém
Total Protein

Phiromg phip: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/1)
Gidi han phat higén: 0.2 p/d] hodc 2.0 g1
Thanh phén chinh:

Potassium iodide 30 mmol/|

Potassium sodium tartrate 32 mmaol/]
Copper sulphate |8 mimol/]

Sodium hvdroxide 200 mmol/]

San phim o xuat xir thude cic nude G7
Tigu chudin chat legng 150 13485:2016

Sxbhml

Hop
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Thude thir xét nghiém
dinh lirgmg Triglveeride

Phuong phiap: GPO-PAP (Glycerol phosphate oxidase/peroxidase)
Pham vi da: 3-1000 mg'dl (0.05 - 11.4 mmal/l)
Giivi han phét hign: 3mg / dl {(0.05 mmol/T)
Théanh phan chinh:

Pipes buffer pH 7.8 50 mmol/l
p-Chlorophenol 2 mmaol/l

Lipoprotein lipase 150000 L/

(Glyvcerolkinase 800 L/

Glycerol - 3 - P- oxidase 4000 L]

Peroxidase 440 LI/

4-Aminoantipyrine 0, Tmmal/l

ATP 0 3mmol/l

Mg2+ 40 mmol1

Na-cholat (.20 mmol/l
Potassium-Hexacyanoferrat(11) 1pmol/l

San phim e xudt 0 thude cie nde G7

Tieu chudin chit lugng 150 13485:2016

fx65ml

Hp

1

Phuong phap: UY kinetic

Pham vi do: 3-400 mg/dl (0.83 dén 66.4 mmal/l)
Gioi han phat hién: 5 mg/d] {(0.83 mmol/l)
Thinh phin chinh:

R1: TRIS buffer pH 7.8 50 mmal/l

Thude thir xét nghiém  |GLDH = 0.80 U/

dinh hromg Lirea

Urease = 12 Uiml

R2: TRIS* buffer pH 9.6 100 mmol/]
Z-oxoglutarate 8.3 mmol/]

MADH = .23 mimolf]

San phim co xudt xir thude cde nuie G7
Tiéu chuan chit lugmg IS0 13485:2016

R1: 4xbdml
B2: 4x 1aml

Hip

I

i I
e o, &

Vs



Phireng phap: Uricase-PAP

Pham vi do: 0.2 - 20.0 mg/d] (11.9 - 1190 umol1)
Gidri han phat higén: 0.2 mg/dl (11.9 pmol/1)

Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmaol/]

DHBSA® 4 mmol/]

AR Uricase 60 LI/
97 Ef::l';” chan heoms 1560 660 Ui Ax65ml | Hip 10
d-Aminoantipyrine | mmol/]
Preservative
* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:
Uric acid & mefdl (356.9 pmaol/l)
San phim ¢ xuat xir thude clie nude G7
Tiéu chudn chit lrong 150 13485:2016
Vit ligu di chimg déng kha dua trén huyél twong nguin, da duge khir fibrin cho cie dai
lrgmg do sau:
) Total Acid Phosphatase, Non-Prostatic Phosphatase, Albumin, Alk. Phosphatase, ALT/GPT,
Vit liéu kiém sodt xét  |o-Amylase, a-Amylase pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, Calcium,
98  |nghi¢ém dinh lwgng xét |Chelesterol total, HDL-Cholesterol, LDL-Cholesterol, Cholinesterase, CK-MB, CK-NAC, Smi L 15
nghiém sinh hda mie | (Copper, Creatinine, Glucose, GGT, Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total, Triglveerides, Uric Acid, Urea, Zn.
San phim co xudt xi thude cde mede G7
Tiéu chuin chit hrgng 150 13485:2016
Vit liéu dii chimg ding khi dira trén huyet tromg ngadi, 43 direre kKl fibrin cho ede dai
lirgmg do sau:
Total Acid Phosphatase, Non-Prostatic Phesphatase, Albumin, Alk. Phosphatase, ALT/GPT,
Vit ligu kiém sodt xét  |a-Amylase, a-Amylase pancreatic, AST/GOT, Bilirubin Total, Bilirubin Direct, Calcium,
99 Inghiém dinh lugng xét |Cholesterol, HDL-Cholesterol, LDIL-Cholesterol, Cholinesterase, CK-MB, CK-NAC, Copper, aml Lo 15

nghiém sinh hoa mdc 2

Creatinine, Glucose, GGT, Iron, Lactate, LDH-P, LDH-L, Lipase, Magnesium, Phosphate
inorganic, Protein Total, Trighveerides, Uric Acid, Urea, Zinc.
San phim cd xudt xi thude cde mede G7

Tiéu chuan chit lrgng IS0 13485:2016




ICHt hidu ehudin xét

Huyét thanh higu chuin déng khé dya trén huyét thanh nguii. Multicalibrator 6 thé dwge sir
|dung dé hiéu chudn méy phén tich sinh hdéa:

Total Acid Phosphatase, Non-Prostatic, Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase, a-
Amylase pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, Calcium, Cholesterol 1otal,

100 |nghiém dinh lugmg xét [Cholinesterase, CK-NAC, CK-MB, Creatinine, Copper, Iron, Glucose, GGT, HDL-C, LDL-C, Sml Lo 13
nghiém sinh hod Lactate, LDH-P, LDH-L, Lipase, Magnesium, Phosphate Inorganic, Protein Total,
Trighyeerides, Uric Acid, Urea, Zinc.
San phim co xuat xir thudc cac mrde G7
Tiéu chudin chit lugng I1SO 13485:2016
Thinh phéin chinh:
jop |Hed chat cb tinh kiém | Alkali < 10.0% s : 13
rira méy sinh hod San pham co xuit i thude cic nirée G7 B 2ol
Tiéu chuan chiit legng 150 13485:2016
. Thanh phén chinh:
Haod chét khir khuan Detergent < 1.0%
102 |nira buong phin img  |Preservative < 10.0% $00mil Chai 10
cho may sinh hod San phim cé xudt xir thude cde mede G7
Tiéu chuan chat lugng IS0 13485:2016
Chit ligu: Nhya PS
Kich thiede: 16*38mm
Cdng phan (mg ‘?‘:'"E E:Es:ils thz'u_::'Isuﬁl
103 |cho may xét nghiém 500 caif ui Cai 5.000

sinh hod

Quy cach dong gai: 500 chidetai. 10 thi/thing carton,
L trif: 4-30°C

San pham co xudt xir thude che mrde G7
Tiéu chuan chit hegmg 150 13485:2016




Bong dén ding cha

Thing s6 k¥ thuit;

Bién dp danh nghia: 120V

Ciing sudt danh nghia: 20,00 W
BEnrdg kinh: 9.5 mm

Chicu dai: 30.0 mm

Chiéu déi tam dén (LCLY: 19,5 mm
Chiéu dai diy toe: 1.90 mm

104 |may xét nghiém sinh | Truwtmg duge chiéu sing: 1.9*2.0 mm? Chide Chicc i
hoa Pudmg kinh diy tde: 2.0 mm
Tudi tho: 3000 gidr
Eremg kinh vo dén 16i thide: 9 mm
Dicu chinh do sing; C6
Vit dit: 590
San phim co xudt 2 thude cae nurde G7
Tiéu chuan chit lumg 150 13485:2016
|Cuverte phan img diing lLu\r:stte r.:h_cr hl.lﬂll% rira may sinh hoa
105 |cho méy xét nghigm | -o¢ nhia: PC/PS 6 thanh/ b3 | B §
siinh ik San 'F-l]ﬁl!‘l‘!. (i Xt wir thudic cac nude G7
Tiéu chuin chat lwgng ISO 13485:2016
. ; Dity bom diing cho may sinh hoa
106 ImD:;’ :;_’:’Ld_::‘;m“h“ Siin pham c6 xudt xif thude céc nsde G7 Chiée | Chiée 5
S Tiéu chuin chat lwong 150 13485:2016
3 [Miy xét nghiém sinh hoi bin ty ding 3000 Evolution
Haa chit diing cho xét |[Binh lugng Uric Acid trong méu, dai tuyén tinh 1 - 1442 pmol/l. Thanh phan: Phosphate bxboml’
107 |nghiém Uric Acid Buffer pH 7.5 150 mmol/l, Ascorbate Oxidase 5000 U/, Potassium Ferocyanide 0.024 6x16ml Hijp 3
immol/l, 4 — Aminophenazone 3.84 mmaol/l. Dt tidu chuan 15013485
, ; Binh lugng Amylase trong mauw, dai tuyén tinh | - 1988 w1, thanh phén; Sodium Chloride 87
10g | M '::Ei di:g ‘:]h" Xt | moll, Magnesium Chloride 12.6 mmol, a-Glucosidase 4000 U/, Hepes Buffer pH 7.15 52 | ¥66mV | par 2
PN TR | imald, Dat tiéu chuin chit lrgmg 15013485 axlom
Thudc thir dinh hrgmg  |Binh lugng nﬁng di ALT/GPT trong hu:,wél thankh, dai |u:..-En tinh tir 3 - 448w/, Thanh ph%u: fxbaml’
109 fmen gan ALT trong TRIS Buffer pH 7.3 125.0 mmol/l, L-Alanine 625.0 mmol/, LDH 1500 U/, a- 61 6.5ml Hép 3
AL Ketoglutarate 94 mmol/l
110 Hoa chit ding cho xét |[Binh lugng men AST, dii tuyvén tinh 4 - 692 wl. 'I'lhénhlph.-’ln: L-Aspartate 300 mmaol/l, MDH Bxboml Ho 3
nghiém men pan AST (=530 U/, e-Ketoglutarate 75 mmol/l. dat tidu chuan chét legng 15013485 fix 1 6. 5mil ?
Héa chit ding cho xét |[Binh lugng cholesterol trong méu, dai tuyén tinh 0,04 - 22 mmol/l, Thanh phan: Mg2+ 2 | 2x65ml
111 |nghi¢m Cholesteral mmaolfl, Phenol 2 mmol/l, Peroxidase =100 U/l, Cholesteral Esterase =250 U/ dat tiéu chuan Hap 3

chiit lwgmg ISO 13485




Haa chit chuiin cdc xét |Bé higu chudn General Chemistry duge sit dung dé hiéu chuan trong dinh lugng héa sinh lam | 10 x 5 ml Lo
nghiém thudmg quy ﬂng trin ma':.: phan tich tir ddng va bdn tr ddng.
THAMH PHAM
112 ||u3.nélllh..'1nh vii cde chét phy gia hoa hoe va chiét xudt md cé ngudn ghe tir ngwri va dong
viit, Nong 4 cy the.
Cae gid tri duge xic minh dyra trén rit nhiéu bd hidu chuin chinh ¢o thé truy nguyén theo cie
phiremyg phip tham chicu hofic nguyén vat ligu tham chidu_
I i San phim niy khing nguy hiém theo thing 50 k¥ thudt cia ELL dat tidu chuin CE, 1S013485
Haa chit kiém chudn  |General Chemistry control dwge sir dung dé xde minh hiéu suat cia thude thir vi thiet bj 20%5 ml Lo
113 mic | trong dinh ILrl;mg ciia cie hoa chit khic nhau trén mdy phén tich t dq:ng
Thanh phan: Hu:, ¢t thanh vai chat phy gia va chiét xudt md cd ngubn gde ngirdn va ding vit,
'N-IJ-HE dd ey thé theo 1.
Hda chit kiém chuin  |General Chemistry control duge sir dung dé xac minh hi¢u suat cia thude thir v thiét bi 20x5 ml Lo
114 mirc 2 trong dinh lugng ciia cac hoa chit khic nhau trén mdy phén tich tr ding.
3 & - : .= 4 " & 8 L ! 1 -
Thanh phan: Huyet thanh vii chat phu gia va chiét xudt md ed ngudn goe ngirtd va ddng vit.
Néng d§ cu the theo 15,
Hoa chiit dimg cho xét |Dinh Im;,J'!'Jg Creatine bing phuong phap Jaffe, dii wyén tinh tir 5.2 - 2734 umolf], Oxeoml’ 9
115 |nghiém Creatinine thinh phin: Alkaline Buffer 200 mmol/l, Picric Acid 25,0 mmol/l. dat tiéu chudn chit hegng x16.5ml Hap
15001 3485,
Hoa chit ding cho xét [Binh lrgng Glucose trong méu, dai tuyén tinh 0,01 - 28,2 mmol/l, Thinh phin: FHOSPHATE | 12x66,5ml
[16 [nghiém Glucose Buffer pH 7.5 100 mmol/l, 4-Amincantipyrine 0.3 mmol/l, Phenol 1 mmel/l. Hép
Dat tiéu chuan IS0 3485
i Hia chiit ding cho
" |xét nghigm huyét hoe
Miy phiéin tich huyet
hoe Mindray BC
| | 3Wplus
Héa chiit pha lodng Hoda chat pha lodng ding cho may huyét boc 20 lit/ Thing | Thing 100
Thanh phén:
[Organic buffer < 0,1 %
Sodiom salts < 1,0 %
Matrium azide < 0,05 %
dat tiéu chusgn chat lwgng 15013485
117 Bong géi 20 1t hop

T A
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Héa chat rira thuimg

Dung dich rira sach cho méay phin tich huvét hoc
Thimh phiin:

Sodium salts < 2,0 %

Wetting agent < 0,1 %

Preservative < 0,05 %

dat tiéu chudin chit lrgng 15013485

Bang poi 5,5 lit! hip

5.5l can

Can

120

|19

Hoa chat ly gidi hing
cau

Dung dich pha viv hong ciu, giai phong HGB. Thanh phan:
Ammonium salts < 3,0 %

Alcohol < 1,0 %

Potassium cyvanide < 0,1 %

Brat tiéu chudn lso 13485, CE hodc turomg duong,

500 ml¥ chai

Chai

6l

120

Haa chat rira diim diic

Dung dich rira dim dic, dimg trong cde truimg hop dac bidt.
Sodium hypochlorite < 4,0%
Erat tiéu chudn Iso 134835

S0 ml! lp

Lo

10

121

Chat chuin médy huyét
hpe

:;.:..m trén may phan tich huveét hoe Mindray BC 3000plus, Chirc niing I méu chuin dé higu
chudn 3 mire { trung binh, thip,can) cho cic thing s& do ding cho méiy phén tich huyét hoe.
Pong gbi 3 x 3 mlf Hop

3x3 mlf Hop

10

My xét nghiém huyit

hoe tr diing Nihon Kohden MEK6510K

122

Hoa chat pha lodng
ding cho méy phin
tich huyét hoe

Ding liam chiit pha lodng cho miy phén tich huyét hoc

Trang thi vit li: chat long

Maiu: khing

Mii: khing

B pH: 7.35 dén 7.55

Tinh tan: tan trong nurde

Thanh phin; Sodium chloride 0.44%, Sodium sulphate anhydrous 0.97%
Nhiét dg bao quan: | dén 30°C

B 6n djnh sau khi mi ndp: 60 nedy. Dat tiéu chuin G7

1BLS Can

Can

150

123

Hoa chit ly giai hing
céiv dung cho méy
phin tich huyét hoe

Ding lam chat Iy giai che may phén tich huyet hoe
Trgng thai viit li: chat long

Mau: khing

Mz nhe

B pH: 4 dén 7

Tinh tan: tan trong niroc

Thinh phan: Mudi amoni bic 4 3.7%

Nhiét dd bio quan: 1 dén 30°C

D& dn dinh sau khi mé nip: 90 ngay. Dat tiéu chuin G7

SHIml! Can

Can

150




124

Haa chét rira ding cho
mdy phén tich huyét
haoe

[¥ing lam chat rira cho méy phén tich hu:.-'ét hoe

Trang thai vat li: chit long

Mau: xanh 14

Mliii: nhe

DG pH: 7,7 dén 83

Tinh tan; tan trong nirdec

Thanh phin: Palyoxyethylene tridecylether: 0.049%
Nhigt ¢ bio quan: 1 dén 30°C

B 6n dinh sau khi mé nip: 180 nedy. Dat tiéu chuin G7

SLY Can

Can

20

125

Hda chiit rira diing cho
méy phin tich huyét
hoe logi dim dic

Diing lim chat rira cho méy phén tich huyét hoc

Trgng thii viit li: chat long

Maiu: vang hojic vang-xanh 14

Mui: kho chiu (clo)

B pH: 10 dén 13

Tinh tan: tan trong nurde

Thanh phin: Sodium hypoclorit

Mhiét dj bao quan: | dén 30°C

B dn dinh sau khi mé ndp: 90 neay. Dat tiéu chudn G7

LY Can

Can

15

126

Haia chilt diing cho
méy phin tich huyét
hoc dé ndi kiém mirc
thuimg

Diing dé kiém chuin miy phén tich huvét hoe

Trang tha vit li: chiit lang

Miu; dé sim

B pH: 7.0 tan 9.0

Tinh tan; tan trong nude

Thanh phan: Hong cau ngurdi, bach ciu md phong va tidu céu cia ddng vit ¢b vi
Nhiét dd bao quan: 2 den §°C

EX3 dn dinh sau khi mé ndp: 14 ngiv. Dat tidu chudn EU

2 mL! Lo

24

127

Day bom cho may
huyét hoe

Dang viit ligu: TPE

Bd cimg: 64 Shore A

Hilp tiét teing: C6

Tiét trimg béing tia Gamma: Co

Nhiét d thi thidu: -40°C

Nhiét di toi da: 135°C. Dat tiéu chudn G7

Thi 1 chige

Chiéc

12

My phiin tich huyét hoe hodn toan tu ding Sysmex XP-100

LYY

-

A



Dung dich ding d¢ pha

Eh.mg dich pha lofing sir dyng cho méay huyét hoc
Thinh phan: Sodium Chlorride 6.38 g/1, Boric Acid 1 g1, Sodium Tetraborate 0.2 g/, EDTA-
2K 0.2 g/l

128 |loding sir dung cho mdy |Bio quin: & 1 - 3044 C 20L Hép
huvét hoc Sau khi mé nip Gn dinh trong vong 60 ngay.
Quy cach: 12017 Hop
120
Dung dich |y giai hong ciu, ding xac dinh 56 lwgng bach ciu
diis dichs |]!-' gidi hﬁl‘lg ']I;J;in;':iz:ﬁg -ﬂf;rﬂréizqualcmry ammonium salt 8.5g/L. va sodium chloride 0.6g/L
o :ﬁ_u, s e Ehmh: Sau khi mir ndp dn dinh trong vong 90 ngiy, 3x500m Hép
Mae a-heong bech ol | oy el 3x500mVEGp
120
4 |Hod chiit cho Miy huyét hoe trir khdng 20 thing st Star Diff 3 4RET!
Thanh phin chink:;
Sodm chloride < 0.9%
Hod chat ding cho ;T?;Tﬂ"; ;:Ll,mde Sk
130 |may phén tich huyét Iimew;m;e :: o 20L Thing 60)
i Co ma QR Code quan 1y hoa chit duge tich hop sin.
Sin phim c6 xudt xir thude cac nuie G7
Tiéu chudin chat lrgng 150 13485:2016
Thanh phiin chinh:
Detergent < 2.0%%
Thuoe thir by giai hong |Buffer < 1,.0% :
Ll F9 Cé mi QR Code quan Iy hod chit duge tich hop sin. St Chn ol
San pham co xuit xir thude cac nrde G7
Ticu chuﬁln chét lrgng 150 13485:2016
Thanh phan chinh:
Sodium hypochlorite < 8.0%4
132 Hod chit rira ding cho |Sodium hydrate < 2.0% S0l Lo o

may el nghiém

il han: Thude thir phai duge sir dung treng pham vi nhidt 30 méi trutmg 13 15-35 do C,
San pham o6 xuat Xir thude cie minie G7

Tiéu chudn chilt lugng 150 13485:2016
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Vil lidu kicm soat chat
hrgng diing cho may
phin tich huyét hoc 3
thinh phén

Thinh phan chinh:

Healthy mammal blood (pig), preservatives and cell stabilizers.
5an phﬁm e xudl xir thude cac nuoe 7

Tiéu chudn chit lugng [SO 13485:2016

Iml

1

Hed chiit cho My phén tich mirie tien Click-50

Chue thir xét nghiém
nircre tiéu 11 thing so

Thanh phan chinh:

Ascorbic Acid; 2.6-dichloro-phenol-indophenol 0.5mg.

Leukocytes: indoxyl ester 1 4mg:diazonium salt (). Tmg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide (.65mg:N-(naphthyl)-ethylenediammonium dilbvdrochloride 0.45mg.
Urohilinogen: fast blue B salt 1.2mg.

Bilirubin: 2.4-dichlorobenzene dizzonium 14.3mg.

Protein: tetrabromphenol blue 0.36mg.

Glucose: glucose oxidase 6. 2mg:peroxidase 2. 8mg;4-aminoantipyrine 0.08mg.

specific Gravity: bromthymaol blue 0.4mg;sodium poly methyl vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg:3,3'.5, 5 tetramethylbenzidine 2.0mg,

pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.

Sin pham cd xudl 20 thude cac nude GF

Tiéu chudn chit lugng IS0 13485:2016

100 test! hp

Hop

Q00

Test thir nude tiéu 13
théng 50

Test thir nurére tidu 13 thong sd

| 00 test! hop

Test

200001

Hod chiit cho Miy phin tich déng mau ty djng Auto S

136

Thuoe thir xét nghiém
dinh ligng APTT

Higu sudit: B 1ap lai: Hé s6 bién thién (CV) cita két qua cic phép thir Bip lai vai QC huyét
twong khong duirge vingt qua 5%

Thénh phan chinh;

R1: Ellagic Acid 0.3%, BSA 0.1%0, 0.2% Sodium Azide, Bo dém 3%

R2; CaCl2 0,025 M

San phiim ca xudt xir thuge cac nirde G7

Tiéu chun chit lwgng 150 13485:2016

Sx5ml +
CalCl2: 5%5ml

137

Thusie thir xé1 nghiém
dinh lugmg PT

Thixi gian prothrombin (PTR) = thivi gian déng mau cia huyét twong thir nghigm / théi gian
démg mau cia huyét twong ddi chimg,

Cdc gid trj tham khdo: PTR: 1.0 £ 0.15; INR: 0.8-1.24

Thanh phan chinh;

San phim co xuat xir thude ede nirde G7
Tiéu chuiin chat hrgng 150 13485:2016

Recombinant hTF, BSA 0.5% CaCl2 0.025 M, bd dém 3%, 0.2% Sodium Azide, chit én dinh.

10x5ml

Hop

24

i I P



(Gid trj tham chiéu Fibrinogen: 2.0-4.0 g/L.
(i tri dir kién: Phuemg phap Clauss Fibrinogen (mg/dL) 150 - 400
Thanh phin chinh:

Thude thi xét Gl El: .'l'h mmhin bh Ekh_ﬂ&n_g [ M) dom v MIH fmi), BEA 0.5%, pH 7.2 £ 0.2 B dém 5%, 0.2% Fx5ml + a
dinh leomg fibrinogen Sodium A:tl:dﬁ, l.':l_'lu[ E':n.r];nh. _ . . _ ; Buffer; Hip
R2: Dung dich dém Imidazole (IBS): Dung dich dém Imidazole trong dung dich mudi, pH 7.2 Ix30ml
+ 0.2, véi 0,2% Sodium Azide lam chat bao quan.
San phﬁm ed xuft xir thude cac nude GF
138 Tiéu chusin chit lugng ISO 13485:2016 15
(iia tr m:'mg di; PT 11.9 gidgy, PT 127%, PT 1.08 INR, APTT 29.5 gidy, FIB 2.92 /1., TT
e g, [12.0 piay
:r‘i:f: J':;hiﬁl L,'[“.F:;l Gid trj tham khio: PT 11-14 gidy, PT 153%-73%, PT 0.8~121 INR, APTT 26-36 gy, FIB 2-
lwomg PT, APTT, TT. 41, TT_E- M_gm}'. _ 10x 1ml Hép
Eri, 3 L 3 c I % ; .t s
FIB mire trung binh T_hf.mh Jtzlhun ch:r:h: I-IIU}':I_ tuwomg ngwrii. Chat chong dong man natri citrat <<(0,4%,
San pham cd xudt X thude cic nede GT
139 Tiéu chuiin chit lugng IS0 13485:2016 3
Gid trj ndng dd: FIB 5.23 p/L.
Viit lidu ki¢m sodt chat |Gia tri tham khao: PT 18-25 gidiy, APTT 40-52 gidy, FIB 4.80-5.50 g/L, TT 19-20 pidy.
lwgmg xét nghiém djnh | Thinh phin chinh:
lwgmg PT, APTT, TT, |Huyét twong nguiri. Chat chéng dong miu natri citrar <0.4% Hixiiml Hip
FIB mirc cao San phiim cd xuat xir thude cde mnde G7
140) Tigu chudn chit lwgng IS0 13485:2016 3
o dingcho [T bl i S ypocort
mby phintich 8dag |4 0" ool vELLY: ohit long man vang wapt 500ml Chai
San pham cd xuit xir thude cic nude G7
41| may Tiéu chudn chit hugng IS0 13485:2016 12
Cong dyng miu bénh p]'lﬁ.m
Kich thude: 6mmx23mm
Dung tich: 500pl
Viit ur dimg cho may  |Méau se: Trong sudt - 1
kit 11g|1i¢|11h y Logi nhym: PS 2000 chiechi| Chiec
L trif: 4-30"C
San phim cd xudt xir thude cie nurde G7
142 Tiéu chuan chit |UI;FHE. IS0y 134852000 20000
VI |Hod chiit cho May phiin tich dién giai tr djng Auto ISESD0




Thude thir xét nghiém
dinh lwomg da thing 50

- Thanh phiin chinh: KCI, NaCl, NaAc, CaCl2, dém pH, chit hoat dong bt mit, chit bio qudn.
- Giid trj hiéu chuan:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L, Cl- 100 mmol/L, Ca2+ 1.25 mmal/L, pH 7.4
Calibration B: K+ ¥ mmol/L, Na+ 110 mmol/L, Cl- 70 mmol/l., Ca2+ 2.5 mmol/L, pH 7
- Nﬂng di:
Ammonium molybdate 0.4 mmol/]
Sulphuric acid 100 mmaol/]
Hydrochloric acid 100 mmaol/]

Cal A: 650ml

dién gidi (K, Na, CI, |- Miu bénh phém: Huyét thanh nguini Cal B: 200ml
Ca, pH) - Twomg guan Lu:pén tinh he s K+ 2000 Na+=0.99, Cl- =0.99, CaZ+ =0.99
- D% léch yén tinh D: K+ <3%, Na <1%, Cl- <2%, Ca2+ <5%
- D% nhay cia phép phin tich K+ <0.2mmolL, Na+=6. Tmmol/l., Cl- <6 2mmol/L, Ca2+
=0, lmmol1.
- DG thien Kch chinh xac: K+ <%, Na+ <1.5%, Cl- 2%, Cal+ <5%, pH < 1%
San pham co xuat xir thude cde nude G7
Tiéu chuan chat lugng 1SO 13485:2016
143 3
Bien cve Cl electrode
Bién cyre xét nghigm  [Twong thich véi méay phan tich dién giai model Auto 1SES00 ey o
dinh hrgmg Cl- Sin phiam cb xudt xir thude cic nude G7 sl s
14 Tiéu chudn chit lwong 150 13485:2016 2
Brign cue pH electrode
Bién cue xét nghigm  [Twong thich véi may phin tich dién gidi model Auto ISES00 % "
dinh hwgmyg pH San pham cé xudt xir thude cie nuive G7 Chise Stlfe
145 Tiéu chuiin chit lwgng 150 13485:2016
[Hiy borm
Vit tr ding cho may | Twong thich vai may phin tich dién giai model Auto [SES00 B i
xét nghigém San pham cé xudt xir thude cde nude GT e Chife
146 Tiéu chuiin chilt lrgng 150 13485:2016
Thanh phan chinh:
Dung dich dién circ KCL NaCl, NaAe, CaCl2, LiCl, chat dém pH, chit hogt ddng bé mat, chit bao quan.
ding cho may phin Ning d timg phin: K+ Smmol/L, Na+ 125mmol/L, Cl- 145mmol/L, Ca2+ 10mmol/L, pH 7.6 |  5x0.8ml Hép

147

tich dién gidi

San phﬁm cd xudt xir thude cde nde G7

Tiéu chuiin chit lugng 1SO 13485:2016
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Dung djch dign ey
diing cho méy phin
tich dién giai

Thinh phin chinh: KCI

Néng di: K+ dmol/L, Cl- dmol/L

Sin phiim c6 xuilt xi thude che nirde G7
Tiéu chuin chit lugng 150 13485:2016

20ml

VIl

Hud chiit cho Miy phiin tich HbALe 1y diing HA-1200

I 44

Hod chat ding cho
mdy phin tich HbA e
loai A

Tinh chinh xdc: <5.0%

By chinh xéc: Trong vong chay: CV=3.0% (n = 20), d§ chinh xic cia 16 1a <6% (n=3).
Két qua md rdng NGSE: 4.080--6.0%.

Théanh phin chinh:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

San phim co xedt xir thude cie nude G7

Tiéu chudin chit hrgmg 150 134852016

950ml

Tii

n

50

Hoa chat ding cho
mdty phiin tich HbA e
loai B

Tink chinh xée: =5.0%

B chinh xdc: Trong vong chay: CV<3.0% (n = 20), d& chinh xic cia 16 1a <6% (n= 3).
Két qua mé rong NGSP: 4.0%6.0%.

Thanh phin chinh:

MNaCl | T0mmaol/L

Phosphate 40mmaol/L

Perserver < 0, 3ml/L

Sdn phim cé xudt xir thude cie nude G7

Tiéu chuiin chit lirgng 150 13485:2016

THml

Tai

EL)

131

Dung dich ly gidi hong
ciu

) chinh xde; <5.0%

By chinh xde: Trong vong chay: CV=3.0%% (n = 20). d chinh xbc cia 16 1a <6% (n= 3).
KEt qua mir ring NGSP: 4.0% ~ 6.0%,

Thénh phin chinh:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 mI/L

San phr:’m] g .'-;_uﬁ1 xir thude cac mnve G7

Teéu chuan chat hegng IS0 13485:2016

2300m|

Can

30

152

Chat higu chudn xér
nghiém dinh lirgng
HbA e

Thanh p:hgn chinh:
Huyét siic th glycosyl hoa, bao gém chat béo quan va chét én dinh,
San phim o6 xudt xir thude cie mude G7

Tiéu chuin chit lrgng IS0 13485:2016

L1: 3x0.1ml
L2: 3x0.1ml

Hap
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Vit ligu kiém soit chét
lugmg xét nghigm dinh
lirgme HbAlc

Thanh phan chinh:

Hll}fét sﬂc i glycosyl hda, bao Ef:lm chat bio quan vi chit dn dinh.
San pham co xuat xif thuje cac nirde GT

Tiéu chuin chit lugng 1SO 13485:2016

L1z 3xi, Tl
L2: 3x0. Iml

Hip

VIIL

Héa chit dang cho mi

v xé1 nghifm mién dich Access

154

ACCESS CEA

Thude thir xét nghiém dinh hrong CEA trong huyét thank ngwiri trén may xé nghiem micn
dich ty dong: Phuemg phip: mién dich enzym hai vi tri gin, kiéu “sandwich”; Dai do: xdp xi
10,1-1000 ng/mL; Thanh phin chinh: Pha rin cde hat thudn tir phis MAb (chudt) khang CEA,
dugre phin tin trong dung dich dém TRIS, albumin huyét thanh bd (BSA), natri azit, ProClin,
chit cdng hop MAb (chudt) khing CEA gin phosphatase kidm (b)), duoc pha loding trong
dung dich dém phosphat. protein {chudt, bd)

Hop 2x50test

Hop

155

ACCESS CEA
CALIBRATORS

E'hlit higu chuan xét nghigm dinh lugmg CEA trén may xét nghiém mien dich ty dang: Thanh
phin chinh: Dung dich dém phosphat, prmejn [bﬁr} natri azit, ProClin, Khang nguyén
carcinoembryonic (nguii) & cic mirc nu:m_g dd xdp xi 1, 10, 100, 500, 1000 ng/mL

Hp 6x2.5mL

Hip

126

ACCESS AFP

Thudc thir xét nghig¢m dinh lwong AFP ' trong huvét thanh ngl.rm trén may xét ngh|¢m mién
dich tr dng; Phuong phap: enzym mién dich hai vj tri gan (“sandwich™); Dai do: xap xi
0,5-3000 ng/mL [0.41-2478 IU/mL]; Thanh phan chinh: C *éu: gt thugn tir phi khang thé (don
dong, ::huq;.r} khang AFP dwge phin tin trong dung dich muai dém TRIS, c6 chét hoat dong bé
mdt, chiit nén albumin huyet thanh bd (BSA), natri azid, ProClin, chit cing hop phosphatase
kiém (bé) - khing thé (dom dimg. chudt) khiang AFP dwrgre pha lofing trong dung djch mudi
dém phusphnl,l profein (dé, tha, chudt)

Hip 2x500est

"

ACCESS AFP
CALIBRATORS

Chit hi¢u chuin xét nghigm dinh luong AFP trén may xét nghiém mién dich 1y ddng; Thanh
phin chinh: Bém nén ﬂlhmnin huvét thank b (BSA) cé chit hoat ding bé mit, natri azid,
ProClin, AFP & céc mirc nnng dé 0 ng/mL, xdp xi 2.5: 5 25; 100; 500 va 3000 ng/mlL

Héop 7x2.5mL

ACCESS TOTAL T3

Thude thir }:El nghiém dinh lugmg T3 trong hll\"t‘[ thanh va huyet tu";_'rj:qF ngudri rén miy xét
nghig¢m mi¢n dich ty djng; Phuong phip: mign dich enzym lién két canh tranh; Dai do: xdp xi
0,1 dén 8 ng/mL (0,2-12,3 nmol/L); Thanh phin chinh: Chit cdng hop khang the (dom déng,
chudt) khing T3 - phosphatase kiém (ba), cic hat thugn tir phi streptavidin trong dung dich
dém TRIS co ;'rmigain (chim vil chudt), chat hoat ding bé mét, natri azid, ProClin, chit tromg
i T3 durgre ién ket vii biotin trong dung dich dém TRIS o6 protein (chim), dung dich natri
hydroxid 04N {(NaOH) cé 8-Anilino-1-Napthalenesulfonic Acid (ANS), dung dich acid
hydrochloric (HC) D, 4N

Hip 2x508est

Hp

25

159

ACCESS TOTAL T3
CALIBRATORS

Cht higu chuin xét nghiém dinh lrong T3 trén may xét nghiém mién dich tr dong; Thanh
phén chinh: Huyé thanh nguin, natri azid, Cosmoeil, Triiodothyronine & cic mire nong 46 0
ng/mL. xap xi 0.5, 1, 2. 4 vi 8 ng/ml

Hip txdmL

v LE



160| ACCESS FREE T4 Thudc thir xét nghié¢m dinh lromg T4 tr do trong h'u:.-'él: thanh vi huyét twong ngwdi (heparin)  |Hép 2x50test 25
trén médy xét nghigm mién dich tr dgng; Phong phip: mién dich enzyme 2 bude; Dai do: xap
xi I]';IE—EIII ng/dL [3:1—7?,2 prrmL-"l;]; Thanh phin chinh: Cﬁl:. hat thudn tir phi slr:plmri:!in_. Hiip
mudi-dém TRIS, chat hoat djng bé mit, NaN3, ProClin, chat cing hop phosphatase kiem (bd)
— Triiodothyronin, khing thé (don déng, chudt) khing Thyroxin — T4 gin biotin, protein
{chim v chudt)

16l |ACCESS FREE T4 Chat higu chuan xét nghi¢m dinh lgng T4 tr do trén may xét nghiém micn dich tur ding; Hop 6x2.3mL 3
CALIBRATORS Thinh phin chinh: }Iuyéi thanh nguii, natri azit, ProClin, thyroxine & cic mire néng dé 0 Hép

ng/dL, xdp xi 0,5, 1.0, 2,0, 3.0 va 6,0 ng/dL

162|ACCESS TSH (3rd IS) [Thude thir xét nghiém dinh lrgng TSH trong huyet tuong hodie huyét thanh ngurisi trén may Hap 2x 1 (tesy 20

xét nghi¢m mién dich tr ding; Phuomg phip: mién dich enzyme 2 vi tri gin kiéu “sandwich™;

D o xép 10,005 = 50,0 ulimL [mIU/L]; Thanh phﬁr‘: clu:nh: Cac bat thudn tr phi khing His
the (chudt, dom dong) khang TSH ngwiri, mudi dém TRIS, chat hogt déng be mét, albumin 23
hu}'éi thanh ho (BSA), natri azide, ProClin, khang thé (chud, don dong) khang TSH cong hop

vivi phosphatase kiém, mudi dém ACES, protein {chudt)

163 |ACCESS TSH (3rd 15) [Chét hiéu chudn xé1 nghiém dinh lwgmg TSH trén méy xét nghiém mien dich ty dong; Thanh  [Hép 6x2.5ml. 3
CALIBREATORS phfin chinh: Chat nén albumin hu}-ét thanh bd (BSA) dém cd chit hoat ding b mit, natri azit, Hip

ProClin, hTSH & cac mie nﬁng A 0wl ml., xf'ﬂ:n X 005, 0,3, 35 15 v 30 plliimL

164| ACCESS OV Thuoe thir xét nghiém dinh lwgng CA 125 trong huyét thanh va huyet tromg nguin trén may  |Hap 2x50test £
MONITOR xét nghiém mién dich 1y ddng; Phuong phip: enzym mién dich hai vi tri gin (“sandwich™);

Di do: xap xi 0,5 WmL - 5000 U/mL; Thanh phan chinh; Cac hat thugn tir phi khing thé Hi
{dé) khang biotin, khang thé {don dong, chudt. gfm biotin) Khing khing nguvén CA 125, v
albumin huyét thanh bé, natri azid, ProClin, chiit cong hop phosphatase kiem (bé) - khing the

{dow dong, chudt) khang khang nguyén CA 125, dung dich dém protein (bo, dé, chudt)

165 ACCESS OV Chat hiéu chuan xét nghiém dinh hrgmg CA 125 trén mdy xét nghigém mién dich tyr dong: Hop 6x2.53mL 2
MONITOR Thanh phin chinh: Albumin huyét thanh bd (BSA) dém, natri azid, ProClin, Khing nguyén Hop
CALIBRATORS |cA 125 & cée nong d xap xi 25, 100, 500, 2000 va 5000 U/mL

66| ACCESS BR Thuoe thir xét nghiém dinh legng CA 15-3 trong hu}nét thanh vi huyét tromg nguin {thﬁ:lg Hip 2x50test 3
MONITOR dong hing heparin) trén may %t nghiém mién dich oy dong: Phuong phip: enzym mién dich

hai wi tri gén {sandwich™); Dai do; xﬁp xi 0,5-1000 L/ml.; Thanh phﬁn chinh; Cac hat thudin

tir phi khiang thé (dé&) khang biotin, khang thé {chudt, dom dong, gzm biotin) khang kKhang Hip
nguyén CA 15-3, albumin huyeét thanh b, natri azid, ProClin, chit cing hgp phosphatase

kiem (h) - khang thé {chudt, don dong) khang khing nguyén CA 13-3, dung dich dém protein

[, dé, chudt)

I67|ACCESS BR Chat hiéu chudn xét nghiém dinh Iegng CA 15-3 trén miby xet nghiém mién dich i ddng; Hip 6x1.5mL 2
MONITOR Thanh pli:'in chinh: Albumin huyét thanh ba (BSA), natri azid, PreClin, Khing nguyén CA 15- Hép
CALIBREATORS 3 Ocac nﬁug diy xép xi 10, 50, 100, 5040 va 1000 U/ml. trong BSA dém




68| ACCESS GI Thuiie thir xét nghigém dinh lrgng CA 19-9 trong huyét thanh va huyet twong nguéi trén may | Hop 2x50test 3
MONITOR xé1 nghiém mién dich tr déng; Phiremg phip: enzym mién dich hai v tri gin (“sandwich™);
i do: xdp xi 0,8-2000 U/mL; Thianh phén chinh: Céc hat thudn tir phit khang thé (dé, da He
diéng) kiking biotin, albumin huyét thanh b, natri azid, ProClin, chit cdng hop phosphatase .
kiém (ba) - khang thé (chudt, don ddng) khang khang nguyén CA 19-9, chit cong hop biotin -
khung thé {chudt, dom dong) khing khing nguyén CA 19-9, dung dich dém protein (b, dé,
169 ACCESS Gl Chit higu chudn xét nghigm dinh heong CA 19-9 trén may xét nghiém mién dich ur ding; Hop 6x2.5ml 2
MONITOR Thanh phén chinh: Albumin I:u;.-w:t thanh bé (BSA) dém, natri azid, ProClin, khing nguyén Hap
ICALIBRATORS CA 19-9 & cic nong d xip xi 30, 90, 300, 900 vi 2000 UlmL
ITO|ACCESS TOTAL Thutc thir xét nghiém dinh lirgng PhCG todn phin trong huyét thanh va huyét trong ngwei |Hap 2x50test A
[BhCG (5th 15) trén miy xét nghiém mién dich tr déng; Phwong phip: midn dich enzym (kidu “sandwich™),
hai buréie lién tiép; Dai do: xip xi 0,5-1350 mIU/mL [IU/L]; Thanh phin chinh: Céc hat thujn
tir phii phirc hop khing thé (de) khing 1aG chudt - khing thé (dom déng, chudt) khing BhCG Ha
phiin tin trong mudi dém TRIS, chit hoat dong bé mit. albumin huyét thanh bo (BSA), natri Ll
azit, ProClin, protein (dé. chudt va tai td hop) duge pha lofing trong mudi dém citrat, khing
thé (tha) khang PhCG giin phosphatase Kidm (1ai t6 hop) duge pha loing trong mudi dém
MES, protein (thi)
171|ACCESS TOTAL Chat higu chudin xét nghiém dinh lwgng BhCG toan phan trén may xét nghiém mién dich tw |Hop éxdmL 2
BCG (5th 1S) ddng: Thanh phan chinh: Bém nén albumin huyvét thanh bd (BSA), chiit hoat déng bé mat, Hap
CALIBRATORS natri azit, ProClin, hOG & cic mire nong 45 0 miU/mL, xip xi 6, 35. 195, 620 va 1350
172 UniCel Dxl Access San phém duge ding vii Hé thong xét nghiém midn dich Access vi thube thir xét nghiém Hap 10L £
Immunoassay Systems |mién dich Access dic hiéu; Thanh ph:lm chinh: Dung djch i dém TRIS, chat hoat tinh be .
Wash Buffer 11 mit, natri azit va khdi luong phin tng: S-chloro-2-methyl-4-isothiazolin-3-one vi 2-methyl-4- Hip
isothiazolin-3-one (3:1)
| 73| Access SUBSTRATE  |Sin pham duce ding v b thing xét nghigm mién djch Access va thude thir xét nghiém Hap 4x130ml) 10
mién dich Access dfic higu: Thanh phén chinh: Lumi-Phas 530 (dung dich dém chira Hap
dioxetane Lumigen PPD, chiit huynh quang vi -:hﬁl hoat tinh bé mat)
174 Access Immunoassay | Giéng phan img sir dung trén méy xét nghiém mién dich ding Access; Chit ligu Hop [6x98cai 16
System Reaction Polypropylene; Dung tich 16i da | mL Hép
Vessels
175|ACCESS CORTISOL  |Thudk thir xét nghiém dinh lirgmg cortisol trong huyét trong (ching ddng bing heparin, 2x50test 10
EDTA), huyét thanh vi nirde tidu nguwii tén may xét nghiém mién dich ty dong: Phweng
phip: mién dich enzyme gin canh tranh; Dai do: xip xi 0,4-60 pg/dL [11-1655 nmol/L]; Hop

Théanh ph_:'%n chinh: Chit cdng hop cortisol — phosphatase kidm (bd) v cac hat thudin tir phil
khang the {dé) khang lgG tho trong dung dich mudi dém TRIS, chit hogt dong bé mit, nén

albumin huyét thanh bi (BSA), natri azit, kha ng huyét thanh (tha) khing cortisol trong dung




176

ACCESS CORTISOL
[CALIBRATORS

Chat hige chudn xét nghiém dinh lrong cortisol trén mdy xét nghigm mién dich 1y dong;
Thanh phén chinh: Huyit thanh ngwisi, natri azit, ProClin, cortisol & cie mire ning di 0
pe/dL. xdp xi 2, 5, 10, 25 va 60 ppidL

Oxdml

Hop

X

Hoa chat ding cho may xét nghiém mien dich Standard F

177

Test dinh lromg T3
trén may Standard F

Bjnh lugng nong dé T3 - thyroxin 3 trong maw huyet thanh

Thiri gian doc két qua 25 phi,

Mau: huyét thanh

Phanh phan: Yach tho hapten Lign bhop protem T3 (B5A) Vach chirmg: Eidng the dom doasg
chudt khang-PPR. Vach 0 {Control Zero Line): hapten |ién hop protein thyroxin

Khoang xét nghiém: 0.1 ~ 10 nmol/L.

Béo qudn: tr 2-30 45 C

Han diing 18 thang ké tir ngay san xuit.

La test thit theo may Standard F200, F2400

Hép 20 test

Test

1000

178

Test djnh ligmg T4
trén may Standard F

Binh lugmg nffmg G T4 - free thyroxin 4 trong mau hu}-éi thanh

Thiri gian doe ket qua 15 phit.

Miu: huyét thanh

Uil phiin; The xét nghigm: T4-BSA. Anti-PPR. khang thé khiing T4-hat aano ving, PPR-
['C8-hat nano vang,

Khoing xét nghigm: 1 ~ 100 pmol/L

Bao quan; tir 2-30 dg C

Han dimg 18 théng ké tir ngay san suat.

La test thir theo médy Standard F200, F2400

Hip 20 test

Test

1000

Test dinh lrgmg TSH
trén may Sandard F

Binh lugmg ndng d6 TSH trong mau huyét thanh,
Thixi gian doc két qua 15 phit.

Miéiu: mau todn phan (EDTA), huyét thanh

Bio quin: tir 2-30C

Han ding 18 thang ké tir ngdy s4n xuat.

L4 test thir theo miy Standard F.

Hip 20 test

Test

1

X

Sinh phiam va cic hoa chit khic

180

Test mao mach titu dud] Twong thich voi mdy do dudmg huyét Vivacheck

Test

I 50

&

==

Dung djch nhudm

Bo nl;uém Zichl Neelsen dbng',_dé thire hién xét nghiém nhudm soi. Bac gom 03 dung dich
thude nhudm thinh phin 1& Carbo Fuchsin chai 250ml, Alcohal acid (Hydrochloric acid in
ethanol) chai 250ml va Methylen Blue chai 250ml.

- Bao qudn: Nhigt 46 phing thi nghigm

B 3 chai
250ml

0

182

Giemsa 5MmL

Thyre hign xét nghiém soi nhudm Giemsa

500ml! chai

Chai

&3

Cloramin B

Dang bit tinh thé mau tréng_, hiam hegng clo hogt déng =25%

25 kg/thiing

Ba0




184

Ciel BOi trom

IGel bbi tran hoa tan duge trong nudre, ding pho bién trong bii tron &m dao, kham phy khoa,
thyt rira im dgo. ndi soi trye tring. dai tring.

Tuyp 82g

Tuyp

G50

185

Giel siéu dm

Gel sir dung trong siéu dm, phit hop véi tan 5o sidu am dang sir dung. Khéng cé
formaldehyde. Gel trong, tan hodn todn trong mede. D6 PH 6,5-7,5

Can 5 lit

Can

200

[ §6

Crel digén tim

Gel dign tim phi hgp dign eye may dign tim, dién nfo, cho chiit lirgmg hinh anh siéu &m tuyét
viri, gitip bido vé bé mil dau do siéu am khing bi in mon mét cach nhanh chong, khing chira
formaldehyde, v khuin, khing man cam da, khing giy rit da.

Tugp

Tuyp

200

187

Khay thir xét nghiém
dinh tinh Kotavirus
trong phéin

- Mau bénh phém: Mau phén rén, miu phan long.
- Pac diém hidu sudt:
+ B4 nhay: 99.38%
+ BG ddic higu: 99.33%
+ B3§ chinh xdc: 99.35%
- Thanh phén:
+ Xét nghiém chita mét dii ming duge phio khing thé chong vi-rit rota trén vach thir nghigm.
+ Khing thé ching chudt cia dé trén vach ddi chimg.
+ Mt miléng U:IHI:IH: nhudm chira ving keo két hop véi khing thé ch-?mg_ wi-riif rota.
Tiéu chudn chat lvomge 1S 13485:2016

20 test/ hip

Test

500

|88

Khay thir xét nghiém
dinh tinh H. Pylori
trong huvét thanh hode
huyét trong

- Miu bénh pham: Mau todn phin, huyét thanh, huyét twong.
= Pric didém hidu sudl:

+ B{ nhay: 99.52 %

+ o dac higu: 99,80 %

+ Bip chinh xéc: 99,78 %
- Xét nghiém mién dich sic ky dong chay ngang dia trén nguvén thc coa ki thudt kep khing
nguyén kép. Bao gom:
+ Midng lién hep miu &6 tia ¢6 chita cdc khang nguvén H. pylori bao pom Cag-A duge lién
hgp vidi ving keo (H. pylori lién hop) v mdt khing thé doi chimg duge lién hop v ving keo.
+ Mt dai mang nitrocellulose chira mét vach kiém tea (vach T) va vach déi chimg (vach C).
+ Vach T duge phi sin khing nguyén H. pylori khéng lién hop vi vach C duge phi sin
khéng thé dong ddi chimg.
Tiéu chusn chit ligng IS0 13485:2016

25 test/ hip

Test

00

Que thir xét nghiém
dinh tinh
AMPMOP/CODTHCY
Heroin

Xét nghiém mién dich sic ky dong bén dé phat hién dinh tinh nhigu loai ma tuy, chat chuyén
hia thude vi negu & nong dd ngudng sau trong nude tiéu : MOP 300ng/ml ; AMP 500ng/ml;
THC 30ng/ml; COD 300ng/m] ; HER 10ng/ml

- DG nhay ; MOP= 99%:; AMP=99%; THC=99%; COD> 99%; HER=99%

- D§ chinh xac : MOP> 99%; AMP= 99%; THC= 99%:; COD= 99%:; HER= 99%

25 test! hip

Test

ELA
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Khay thir xét nghiém
djnh tinh khing thé
khing vi nit viém gan
C

Erinh tinh phu[ hn,.n khing the (IgG, 1zM, IgA) E:héu!g virus viém gan C

- Miiu phim: Huyét thanh, hu:.ml twong, méu toan phin

Khay thir trong khay thir bao gom:

|. Vimg ejng hop c6 miu 36 tia duce phi sin cing hop vang khing nguyén HCV ti td hop
(181, NS3, NS4 v NS5) va mit cing hgp ving khang thé kiém soat.

2. Mt madng nitrocellulose chira mét vach két qua (vach T) v mét vach chimg (vach C).
- Vach T duge phii sdn khing nguyvén HCV i to hop (161, NS3, NS4 vi NS3)

- Wach C duge phi sin khing thé kidm sodt.

D¢ nhay tweng quan; 100%;

P§ difc hidu twong quan; =99,9%,;

B chinh xac twomg quan: 100%

Dat tiéu chuan IS0 13485:2016

30 test! hip

Test

1000

Khay thir xét nghiém
dinh tinh khéing thé
lgM khiing HEY

Binh tinh phit hién khing thé IgM khang HEV

- Miiu thir: huyét thanh, huyét trong,

- DG nhay twong quan: 98,1%: D§ dic hidu twomg quan; 99,2%,

Khay thir bao gom;

. viing eng hop c6 miu do tia diroe phit sén céng hop ving khing nguyvén HEV (céng hop
HEV) va mit cong hop khing thé kiém sodt.

2. mit ming nitrocellulose chira mit vach két qua (vach T) va mit vach chimg (vach C).
Vach T duge phit sn klidng the dom déng khang 1gM-ngurdi va vach C duge phii sin khing
thé kigm soat

- Egt tidu chufin 150 13485:2016

30 test’ hip

Tast

a00

1%

|

Khay thir xét nghiém
dinh tinh khing thé
Igh khing HAY

Dinh tinh phat hi¢n khang thé 1gM khing HAV

- Miu thir: huyét thanh, huyét tirong, mau todn phin

= EXy nhay twomg quan: 90,6% | B¢ dic higu trong guan: 97,6%

Khay thir bao gom:

1. Viing edng hop cd mau do tia duge phi sin cdng hop vang khing nguyén HAV (céng hop
HAV Ag) va mit cdng hop khing thé kiém sodt,

2. Mt mang Nitrocellulose chira mét vach két qua (vach T) va mit vach chimg (vach C).
Vach kit qua T durge phi sin bari khing thé chudt khing IgM ngudi vé vach chimg C duge
phi sin khing thé kiém sodt

- Dat tiéu chuin 150 13485:2016

30 test’ hop

Test

00

| ———



Dinh tinh phat hién céc khang thé khang vi rut Dengue(lgGligh),

- Miin phim: Huyét thanh, huyét twong, mau toan phén

- Vach 1gG: D% nhay twong quan: 97,3%, D% dic hiéue tuong quan: 99.3%
Khay thir xét nghiém |- Vach IgM: B nhay twomg quan: 96.9%. B$ dic hiéu tirong quan: 98.9%

dinh tinh khing 1. Ving céng hop co mau do tia duge phi sdn cong hopvang khing nguyén vo dengue tii 1o
nguyén Dengue vi hop (cong hop dengue) vi eing hop vang khing thé kiém sodt, 0test' hjp | Test
JI:J'tﬁJ‘.Iig. thé IgM, IgG 2, Mét mang nitrocellulose chira 2 vach két qua (vach G vi vach M) vi mat vach chimg (C).
khang Dengue Vach G phi sin khing thé dé phat hién khing thé IgG khang vi riit dengue, vach M phi sin

khang thé dé phit hign khing thé 1eM khing vi rit dengue vi vach chimg C duge phi sén
khéng the kiél]'l 804,
198 - Bat ticu chugn ISO 13485:2016 500]

Test nhanh vi khuan
199 Helicobacter Polyri
itest HP da day)

Test nhanh vi khuin HP khé dang giay biao quan & nhigt 36 thwdmg 18-30 86 C, Phat hién vi

khuin HP nhanh cho ra két qua trong vong 1-3 phit , Bé nhay = 90% B9 diic hi¢u cac 100% AD el | T

[ (RO

- Milu bénh pham: Miu toan phé.n, huvét thanh, huyé! tuomg.
- Bric diém higu suft:

+ D nhay: 99.52 %

+ B dic hidu: 99.80 %

o S + Do chinh xac: 99.78 %
::,::F: ;:i‘l' I";Eﬂfm - Xét nghiém mién dich sie ky dong chiy ngang dua trén nguyén tic cia k¥ thuit kep khing
nguvén kép. Bao gom: 25 test! hgp | Test

+ Miéng lién hop mau dé tia ¢d chira cic khing nguyén H. pylori bao gom Cag-A duge lién
hep vivi vang keo (H. pylori lién hop) va mit khang thé dai chimg duge lién hop viai vang keo,
+ Mét dai mang nitrocellulose chira mt vach kiém tra (vach T) vi vach déi chimg (vach C).
+ Vach T duge phi sin khang nguyén H. pylori khéng lién hep va vach C duge phi siin
khéng the dong dbi chimg.
200 Tiéu chuan chat hrong 1S0 13485:2016 5000

treng huvét thanh hofic
huyét tromg

201 | Vi 56 da Vi soda dime dé hip thy khi CO2 4 5ke/Can | Can o
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Khay thir xét nghig¢m
dinh tinh khang
nguvén Influenza A,

Influcnea B

Binh tinh phit hién khang nguyén vi nit cim A/B

- Mau thir: Dich miii, hong, ty hiu

- Vach A: Do nhay tiromg guan: 99.34% | DG dac hig¢u twong quan: 100%

- Vach B: D§ nhay twong quan: 100% , D6 dic hi¢u trong quan: 100%

= Thanh phin Test thir:

1. Ving edng hop b mén duge phi siin cjng hop khing thé khang influenza-A va B (cdng
hop khing thé),

2. Ming nitrocellulose ed chira hai vach kit qua {vach A va B) va mit vach chirng (vach C).
Vach A phi sin khing thé khing influenza-A. vach B phi sn khing thé khing influenza-B
va vach C phii siin khing thé kiém chimg

Dat tiéu chudn 150 13485:2016

20 test! hop

Test

[ RO

203

B kit xét nghiém sing
I umg thr e tir Cung

B4 kit xét nghiém tam sodt ung thir ¢o o cung cong nghé mang loe Kit bao gom: * 01 lo dung
dich: - Thanh phén ; Chira 20m1 dung djch dém béo quan c6 thanh ph:"1n chinh: 50%
methanol. Cé di pH: 5,6+ 0,5, - Tae dung: Bao quan & bao 6 tuan & nhiét d thiimg, * 01
miéng loe - Hinh try, biing nhyra, dudme kinh 2em véd mot ming polycarbonate gin & cudi hinh
try, kich thude 16 loc 8 micron - Tac dyng: Loc 1€ béo vi dén cic 18 bdo 1én lam kinh. * 0]
lam kinh. - Lam biing thiy tinh, tich dién dwong: - Tac dyng: gitr cic 1€ bao bam dinh trén be
mit lam kinh * 01 chdi liv méu té bio cd ur cung: - Buge lam bing nhya PE - Tae dung:
Diing dé liy té bio eb tir cung. B kit xét nghiém sang loc ung thir ¢ tir cung dige FDA Hoa
K chirmg nhdin cho myc dich sir dyng trong sing loc ung th ci 1 cung, *Tuomg thich v
may Thinprep 2000 Processor

Test

00

204

Farmon Adehit

Formaldehvde chai 300m|

Chai 50§ ml

Chai

205

Khay thir xét nghiém
dinh tinh khéang
nguvén SARS-Cov 2

Binh tinh phat hign khang nguyén SARS-Cov-2 trong mau ngody dich ty hitu cia nguwdi. Si
dung cic cap khang thé don dong ¢é dé nhay va do dic hidu cao doi vai khing nguyén SARS-
Cov-2 {protein N va prodein 5). - Hoat chit: Ciip khing thé dom dong khang khing nguyvén
SARS-CoV-2 (protein N), cip khang thé dom dong khing khing nguyén SARS-CoV-2
{protein 8), khing thé dé khang 1gG chudt. - Ngutmg phat hién: 142 TCIDS0/mL v vi rin
SARS-CoV-2 nudi cdy bit hoat va 0, Ing/mL v&i khng nguyén tai 1 hop SARS-Cov-2, -
Higu qué chan dodan dii vai miu ngody dich ty hiu khi so sdnh v phuromg phap RT-PCR: Bg
nhay trong quan: 96.30% D0 dac hiéu tuong guan: 99, 75% D chinh xac twong quan:
99.02% - Khing phin img chéo véi Influenza A HIND va HSN1 & nfmg dé 1,05 105 PFUml
- Khéing bi gay nhidu bii hudc ho va cam Chloraseptic{Menthol/Benzocaine) 1,5 mg/mL vé
Phenol xjt dau hong. Bat chibng chi 150 13483, CE Phén low TTBYT: C

25 test! hip

Test

G000

206

Wit tur ding cho may
xét nghiém

Cong dung mau bénh pham Testing cuvette Kich thude: Gmmx23mm Dung tich: 500u] Mau
sac: Trong sudt Logi nhira: PS L teie: 4-3000 Si4n phﬂm ¢ xudt xir thude cac mnde G7 Tiéu
chuan chat lugng 150 134835:2016

2000 cailTihi

i

20000
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[flng ly tam dung tich nha 1,5ml, chia dg, day hinh non.
Lire gia toe (RCF): 30000 x gam

Ong Eppendorf 1.5ml  |Cd the hép tiét tring

Vit ligu polypropolvine USP VI

Tiéu chudn chit lugng 150 13485:2016

500 caifi

Tii

12

Ting: 207 mit hang

Ting chng PL 01+PL 03

46




