SG Y TE CA MAU CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PA KHOA CA MAU Poc 1ap — T do — Hanh phiic
Sé: 56/TB-VTYT Ca Mau, ngay 04 thdang 10 nim 2023

Vé viéc moi chao gia
Hod chat, sinh pham xét nghiém

YEU CAU BAO GIA®

Kinh giti: Cac hing san xuit, nha cung cip tai Viét Nam

Bénh Vién Pa khoa Ca Mau c6 nhu cu tiép nhan bao gia dé tham khao, x4y
dung giéa goi thiu, 1am co s td chirc lya chon nha thiu cho g6i thiu mua sim trang

thiét bi y té ciia Bénh Vién Da khoa Ca Mau véi ndi dung cu thé nhu sau:
I. Théong tin ciia don vi yéu cu bao gia

1. Don vi yéu ciu bao gia: Bénh vién da khoa Ca Mau, S6 16 Hai Thuong
Lin Ong, Khém 6, P. 6, Tp. Ca Mau, Tinh Ca Mau

2. Théng tin lién hé clia nguoi chiu trach nhiém tiép nhan béo gia: Ong Tran

Thé Duy phé phong VTYT SPT: 0901092186.
3. C4ch thire tiép nhan béo gia:

_Nhan truc tip tai dia chi: phong VTYT, Bénh vién Da khoa Ca Mau, $6 16
Hai Thuong Lan Ong, Khém 6, P. 6, Tp. Ca Mau, Tinh Ca Mau

-Nhén qua email: vattuytecamau@gmail.com

4. Thoi han tiép nhan bao gia: Tir 08h ngay 05 thang10ndm 2023 dén trude
17h ngay 14 thang 10 ndm 2023 *

Céc b4o gia nhan dugce sau thoi diém néu trén s€ khong dugc xem x€t.

5. Thoi han c6 hiéu luc cta bdo gia: Téi thiéu 90 ngay, ké tir ngay 14 thing
10 ndm 2023.

IL. N§i dung yéu ciu bio gia:

1. Danh muc trang thiét bi y té, vat tu y té yéu ciu bdo gia: trong danh muc

dinh kém.



2. Dia didm cung cip; céc yéu ciu v& van chuyén, cung cép, bao quén trang
thiét bi y té.
- Hang hoa phai dugc giao tdn noi dén kho cua phong VT-TBYT Bénh
vién da khoa Ca Mau. Dia chi: S6 16 Hai Thugng Lan Ong, Khém 6, P. 6, Tp. Ca
Mau, Tinh Ca Mau

- Nha cung cép chiu trach nhiém déng goi, van chuyén, bao quan hing
ho4, dam béo giao hang dung dia diém néu trén.
3. Thoi gian giao hang du kién: trong vong 03 ngay ké tir ngay nhan dugc
yéu cdu giao hang ctia chu dau tu.
4. Dy kién v& cac diéu khoan tam tng, thanh toan hop ddng: thanh to4n trong
vong 90 ngay ké tir ngay nhan dugc dy di hoa don, ching tir.

5. Céc thong tin khéc (néu cc’),)).p"’(/

CHU PAUTU

Noi nhan:
- Nhu trén;
- Luu VITBYT.




DANH MUC HOA CHAT SINH PHAM, VAT TU' Y TE YEU CAU BAO GIA

s

VA%

u
Ma ho : s§ [P gci
Stt p Tén hang hoa Thong so ky thuit hang hoa vi
chat i lwgng | ,° tham
tinh )
khao
Téch chiét ty dong RNA va DNA cia virus tir mau toan
phan, huyét thanh, huyét twong, dich co thé, dich phét,
dich rira, md va phan ciia ngudi. Thé tich mau dau vao
200 ul, twong thich may QlAcube HT 96 giéng gdm
Buffer ACL
B6 kit tach chiét dong Eli)ftfn::irnl:sce?(
1 Alc-01 Szztvl?lz? va RNA Cattiar RNA 4.800| Test
Buffer ATL
Buffer AW1
Buffer AW2
Buffer AVE
TopElute Fluid
Tiéu chuan chat lugng: I1SO 13485
Vit tu tiéu hao nhya dung cho may Qiacube HT. Thanh
phén:
S-Blocks: 5 cai
, Alc-02 Bé’: vét tu nhya chay  |Filter-Tips OnCor C: 9 x 96 4.800| Test
may Tape Pad: 1 _
Elution Microtubes RS (EMTR): 5 cai
8-Well Strip Caps for EMTR : 120 cai
Tiéu chuén chét lugng: 1SO 13485
Pau tip c6 loc 200 pl, trong thich may tach chiét
nucleic acid ty dong
3 | Alc-03 |DAucén loc 200 pl  |Tiéu chudn chét luong: 1SO 13485 36.000| Cai
Thanh phan: 250 strip, mdi strip gdm 4 6ng kém nip cho
Ong va nép 0.1 ml 1000 test
4 | Alc-04 |dung cho may real- Thé tich mau tir 10-50 pl 1.000] Cai
time PCR Tiéu chuin chét lugng: ISO 13485
Ong PCR 0.2 ml ding {Théanh phan: 1000 dng thanh mong cho 1000 test
5 | Alc-05 |cho may real-time Thé tich mau: 20-50 pl 3.000| Cai
PCR Tiéu chuén chét luong: 1SO 13485
Phat hién HBV Genotype A - H
Thanh phan:
Hon hop enzyme, mubi, dNTP
ADN chuén 1 QSt 1 (1 x 1075 TU/pl)
B4 kit dinh luong ADN chuén 2 QS 2 (1 x 1074 TU/ul)
6 | Alc-06 |DNA virus HBV bang |ADN chuan 3 QS 3 (1 x 103 IU/ul) 2.400| Test

k¥ thuét real-time PCR

ADN chuin 4 QS 4 (1 x 1072 [U/ul)

ADN chuén 5- QS 5 (1 x 10”1 TU/ul)

Chirng ndi axit nucleic 1077

Water (PCR grade)

Tiéu chudn chit luong: ISO 13485; IVD; EC (CE); FSC




B9 kit dinh lugng

- B6 xét nghiém IVD dinh lugng Hepatitis C Virus
(HCV) bang ky thut Real-time PCR

- Ngudn mau: huyét tuong.

- Tinh nang k¥ thuat:

+ Do nhay: 13 [U/ml, dé dac hi¢u: 100%;

+ Khoang tuyén tinh: 13 - 1078 1U/ml,

- Nhiét d§ bao quan/van chuyén:

2.100

Test

7 | BGOL RNA virus HOV'bang || \oee 46 g quan/ véin chuyén: 2:8°C
k¥ thuét real-time PCR . 3 z
- Thanh phan cung cap:
+ Bo kit : 96 éng (0,2ml) thude thir RT-PCR (déng kho),
ching ndi IC, chiing duong ndng do cao va thip,
standard (mau chuin) CALI va CAL2 , chimg 4m.G6
Tiéu chuén chét luong: ISO 13485; IVD; EC (CE); FSC
f il ) Hoa chat dung cho xét nghiém Albumin ; dai do: 15-60
8 | DG-02 t?é‘:; ’;’E:g el ) o 700 ml
Tiéu chuan chat luong: ISO 13485/ FDA/ CE
. Hoéa chat dung cho xét nghiém ALT ; dai do: 3-500U/L
? | BGL3 |Pokgardaall Tiéu chuan chét lugng: 1SO 13485/ FDA/ CE 10.000f - ml
A Hoa chat dung cho xét nghiém AST ; dai do: 3-1000 U/L
0| By | Bohourdo sl Tiéu chuén chit lugng: SO 13485/ FDA/ CE i
i firgisg Hoa chét ding cho xét nghiém Creatinine ; dai do: 5-
11 | bG-05 CREATiNINE 2200 pm91/L , 13.100] ml
Tiéu chuan chat lugng: ISO 13485/ FDA/ CE
Pinh lugng Hoa chat ding cho xét nghiém Cholesterol ; dai do: 0.5-
12 | PG-06 [CHOLESTEROL 18 mmol/L 1.800| ml
toan phan Tiéu chuén chét lugng: ISO 13485/ FDA/ CE
Biiih Mg Hoa chat ding cho xét nghiém Bilirubin truc tiép ; dai
13 | BbG-07 BiLIRUBIN o tiép do: 0—17}umo!/L 1.000] ml
: Tiéu chuan chat lugng: ISO 13485/ FDA/ CE
14 | pG-08 (%)airf:t(ﬁﬁtgn?;]ﬂ Hoa chétﬂdimg’cho xét nghiém GGT ; dai do: 5-1200 U/L 3.900 ml
Tiéu chuan chat lugng: ISO 13485/ CE
Transferase)
Bl i Héa chat dung cho xét nghiém Glucose ; dai do: 0.6-45
15 | BG-09 GLUCdSE mmol/L 1 , 12.000f ml
Tiéu chuan chat lugng: 1SO 13485/ FDA/ CE
Hoéa chat diing cho xét nghiém HDL-Cholesterol ; dai
Pinh luong HDL- do: 0.05-4.65
161 PMOL eHoLESTEROL  |mmol/L e b
Tiéu chuin chét lugng: ISO 13485/ CE
Héa chit diing cho xét nghiém Sit ; dai do: 2-179
17 | PM-02 |Dinh lugng sat umol/L 400| ml
Tiéu chuén chét lugng: 1ISO 13485/ FDA/ CE
Binki o Hoa chit dung cho xét nghiém Lactate ; dai do: 0.22-
18 | BDM-03 L/.‘—\CTA.TE 13.32 mn,lol/L' 1.200] ml
Tiéu chuén chat lugng: ISO 13485/ CE
Hoéa chit ding cho xét nghiém LDH ; dai do: 25-1200
19 | BM-04 |[Po hoatd$ LDH u/L 500/ ml

Tiéu chuén chét luong: ISO 13485/ CE




DPinh lugng

Hoa chit diing cho xét nghiém Total Bilirubin ; dai do:
0-513

2.000

ml

20 | BM-05 o IRUBIN toan phén [pmol/L
Tiéu chuén chét luong: ISO 13485/ FDA/ CE
Hoa chit dung cho xét nghiém Protein toan phén ; dai
Dinh lugng do: 30-120
21 | BM-06 |5 R OTEIN toan phin |/l e
Tiéu chuén chit lugng: 1SO 13485/ FDA/ CE
Hoéa chit ding cho xét nghiém Triglyceride ; dai do: 0.1-
Pinh lugng 11.3
22 | PM-07 A1 RIGLYCERIDE  |mmol/L A
Tiéu chuén chét lugng: 1SO 13485/ FDA/ CE
Hoa chét dung cho xét nghiém Urea/Urea nitrogen. Dai
23 | bM-08 | Dinh lugng URE do: 5-300 mg/dL 13.600{ ml
Tiéu chudn chit lugng: ISO 13485/ FDA/ CE
; : Héa chat dung cho xét nghiém Uric Acid ; dai do: 89-
24 | BM-09 f(‘:‘;g'“‘-’”g URIC 14785 pmol/L 1.500 ml
Tiéu chuan chat lugng: ISO 13485/ FDA/ CE
e Héa chat dung cho xét nghiém a-Amylase ; dai do: 10-
25 | BM-10 | D000 €0 2000UL 800 ml
Tiéu chuan chat lugng: 1SO 13485/ FDA/ CE
Do hoat dg CK-MB Hoa chit dung cho xét nghiém CK-MB ; dai do: 10-
26 | BM-11 |(isozym MB of 2000 U/L 1.800| ml
Creatine kinase) Tiéu chuén chét lugng: 1SO 13485/ FDA/ CE
Hoéa chit dung cho xét nghi¢m Urinary/CSF Protein ;
. dai do: 0.01-
27 | BM-12 |Dinh lugng PROTEIN 2.0 gL 80f ml
Tiéu chuan chét lugng: 1SO 13485/ FDA/ CE B
Hoéa chat ding dé dinh lugng nong dd Albumin trong 2
Dinh luong Albumin [nuéc tiéu/dich N
28 | DM-13 [trong nudc ti€u va ndo tuy; dai do: nud ¢ tiéu 7450 mg/L, CSF 10450 2.400| ml 3\
dich nio tuy mg/L; CA
Tiéu chudn chit lugng: 1SO 13485/ CE =
s i s o =
Fok chiit higu chudn E:?ﬁg?;ﬁilﬁ?ua" cho xét nghiém CK-MB. Thanh phan: Loflximl
29 | BDM-14 |dung cho xét nghiém ou o & L ; ; . 12| Lo | (Hopo
do hoat d6 CK-MB nguai dopg khf) chira creatine kinase-MB isoenzyme lo)
Sl Tiéu chuan chat lugng: ISO 13485/ CE '
Ho4 chit hiéu chudn  |[Hda chét higu chuén cho xét nghiém HDL-Cholesterol. 5
. : e \ 2 £ 2 0 gl Lo/1x3ml
30 | BM-15 dung cho xét nghiém |Thanh phan:Huyét than}} nguoi dang bdt dong kho chira 6| Lo | (Hop2
dinh luong HDL- HDL—Cllc?lesteFol (ngudi). : Ié)
CHOLESTEROL Tiéu chuén chat lugng: ISO 13485/ CE '
Hoa chat hiéu chuén Huyét thanh hiéu chuén cho cc xét nghiém sinh hoa
. i . g N ! W Lo/l1x5ml
5 dung cho cac xét thudng quy; Thanh phan: Huyét thanh nguoi, cac enzym ¢
31 | BDM-16 SET ; MG o P . 17| Lo [(Hop20
nghiém sinh hoa tur ngu‘m,,dc,mg' vt va thuc vét. o)
thuong quy Tiéu chuan chat lugng: ISO 13485/ CE '
Chét hiéu chuan Chét hiéu chudn cho xét nghiém Albumin trong nudc Hop/5x2
32 | PM-17 |Albumin trong nuéc  |tiéu/CSF 2| Hép | ml (10
tiéu va dich ndo tuy  |Tiéu chudn chét luong: 1SO 13485/ CE mL)
oL , Chét kiém chudn muc 1 cho xét nghiém CK-MB. Thanh
Hoa chat kiém chirng N
> : . phan: Lo/1x2ml
33 | bM-18 ni ,] fling gho xﬂet Huyét thanh ngudi déng kho chira creatine kinase-MB 28 Lo | (Hop9
nghi¢m do hoat d§ j o)
isoenzyme ¢

CK-MB

Tiéu chudn chét lugng: 1ISO 13485/ CE




Ho4 chét kiém chimg

Chét kiém chuin mirc 2 cho xét nghiém CK-MB. Thanh

] ; . phf‘m:Huyét Lo/1x2ml
34 | bM-19 mm‘:? (gl th thanh ngudi dong kho chira creatine kinase-MB 28| Lo | (Hop9
nghiém do hoat do i
CK-MB isoenzyme ' 10)
Tiéu chuan chat lugng: ISO 13485/ CE
Chét kiém chiing cho cc xét nghiém sinh héa thuong
quy mtec 1.
Ho4 chét kiém chimg | Thanh phan bao gom: Huyét thanh nguoi dang dong kho Lo/IxSml
15 | PM-20 m’ch 1 c?tmg c_:ho cacf chn;ra hoéa s ’ ' . 46| Lo |(Hop20
xét nghiém sinh hoda  |chat phu gia va cac enzyme thich hgp ¢6 ngudn goc con lo)
thuong quy nguoi va '
dong vat.
Tiéu chuan chat lugng: 1SO 13485/ CE
Chét kiém chiing cho céc xét nghiém sinh héa thuong
Ho4 chat kiém chimg  |quy mic 2. : , F Ao
36 | BM-21 m,uc 2 d.t,mg ?ho cacf Thanl? ph‘an: Huyét thanh nguoi dong kho cé hoa chat a6 Lo | (Hop20
xét nghiém sinh hod  |phu gia va o o)
thudng quy enzym thich hgp c¢6 ngudn goc tir ngudi va dong vt '
Tiéu chudn chét lugng: ISO 13485/ CE
Hook hit kidm clifing Hoéa chat kiém c‘hfmg cho xét nghiém HDL/LDL-
A ; s Cholesterol. Thanh
ding cho xétnghigm | s . ruvét thanh ngudi dang dong kho ¢6 chira HDL- e e
37 | PM-22 |dinh lugng : : 28| Lo | (Hop6
Cholessterol
HDL/LDL- ; 21 lo)
CHOLESTEROL va LDL—Qhole:sterol (ngudi)
Tiéu chuan chat lugng: ISO 13485/ CE
Chét kiém chudn huyét thanh ngudi dang 1ong Thanh
phan: huyét
thanh nguoi, o-1 acidglycoprotein, Ferritin,a-1
antitrypsin,
Hoa chat kiém ching  |Haptoglobin, Anti-Streptolysin O, Immunoglobulin A, B- Lo/lx2ml
murc 1 dung cho céc |2 A
38 [ HE- xét nghiém do d6 duc |microglobulin, Immunoglobulin G, Ceruloplasmin, 28 Lo (HIOP 6
mién dich Immunoglobulin 2
M, Complement 3, Prealbumin, Complement 4,
Rheumatoid Factor,
C-reactive protein, Transferrin
Tiéu chudn chét luong: ISO 13485/ CE
Chat kiém chuan huyét thanh ngudi dang long Thanh
phan: huyét
thanh nguoi, o-1 acidglycoprotein, Ferritin,o-1
antitrypsin,
Hoa chat kiém chimg |Haptoglobin, Anti-Streptolysin O, Immunoglobulin A, B-
mirc 2 dung cho cac |2 Lo/ Inx2m]
S| xét nghiém do d¢ duc |microglobulin, Immunoglobulin G, Ceruloplasmin, 28| 1o (lel)) g

mién dich

Immunoglobulin

M, Complement 3, Prealbumin, Complement 4,
Rheumatoid Factor,

C-reactive protein, Transferrin

Tiéu chuin chét lugng: 1SO 13485/ CE




Chét kiém chuan huyét thanh ngudi dang long Thanh
phan: huyét
thanh ngudi, -1 acidglycoprotein, Ferritin, -1
. ok L ; antitrypsin,
Hoa chat kiém chun : . ’
; ; L} g Haptoglobin, Anti-Streptolysin O, Inmunoglobulin A, - Lo/l1x2ml
mic 3 dung cho céc :

40 | HH-03 |, 4 x 2| Lo | (Hop6
xét nghiém do do duc : ) , ' ’ ;
miZn dich microglobulin, Immunoglobulin G, Ceruloplasmin, lo)

' Immunoglobulin
M, Complement 3, Prealbumin, Complement 4,
Rheumatoid Factor, C-reactive protein, Transferrin
Tiéu chuén chat lugng: 1SO 13485/ CE
SR e e R s . . Binh/1x5
Dung dich rira hé Dung dich rira hé thong mdy sinh hoé tw dong . y .
41 | HH-04 : L , 5 1 d 28| Binh | lit ( Hop
thdng may sinh hoa  |Tiéu chuan chat lugng: ISO 13485/ FDA/CE 4 binh)
inh
Chét hiéu chuén cho cic xét nghiém Mién dich do duc.
Thanh phan
Hoéa chét hiéu chudn  |bao gdm: Cac luong khac nhau cta protein & ngudi sau .
cho cac xét nghiém  |day: e fh
42 | HH-05 . Tl . : : 0
Protein dic biét nhém |Immunoglobulin G, Immunoglobulin A, 4 HOp | midla
. mL)
1 Immunoglobulin M,
Transferrin, C3, C4, Anti-Streptolysin O, Ferritin
Tiéu chuén chét lugng: 1SO 13485/ CE
Hoéa chét kiém chimg |Dang dung dich, thanh phan: dung dich dém, chira: Hop/3xS
mure 1 cho xét nghiém |amoniac, . s

43 IH- * . ]

. Hu-Qe Ammonia, Ethanol va |ethanol, natri hydrocarbonat #-Hop mleSf
co2 Tiéu chuin chét lugng: 1SO 13485/ CE
Hoa chat kiém chimg |Dang dung dich, thanh phan: dung dich dém, chia: Hop/3xS !

44 HH-07 muc 2 cllm xét ng]u¢n‘1 amoniac, ‘ 4| Hop | mL (15 :
Ammonia, Ethanol va [ethanol, natri hydrocarbonat k) \,
CO2 Tiéu chudn chét lugng: ISO 13485/ CE “
Hoa chat hiéu chudn  |Dang dung dich, thanh phén: dung dich dém, chira: dém Hop/2xS -
cho xét nghiém amoniac . : o

45 - S 4 - H L (10

HIE-0R Ammonia, Ethanol va |ethanol, natri hydrocarbonat 2| Hop mm [(j)
Cco2 Tiéu chudn chit lugng: ISO 13485/ CE
Hoéa chét dung cho Dai do: 8.11 mg/dL - 300 mg/dL
2 : : : I
46 | HMb2 xét nghiém Ethanol Tiéu chuan chat lugng: 1ISO 13485/ CE LL00f"
; : Hoéa chit ding cho xét nghiém RF Latex ; dai do:
47 | HH-10 ?{:':I 1'::5(’)‘% ‘;:ctm_) 10-120 1U/mL 150 ml
(Ret Tiéu chudn chét lugng: ISO 13485/ CE
Chét chuén cho xét nghiém RF. Thanh phén: Chat nén
et : huyét thanh
5a cha a ; ; , B i . | Hop/5x1
48 | HH-11 ?hocf;:t‘::;f;:}:; 5 n%’u‘(‘n,dang léng chira lugng RF ¢ ngudi vol cac nong 1| Hop le(p5 nTL)
do khac nhau
Tiéu chuén chét lugng: I1SO 13485/ CE
) B i 2 Chat hiéu chuin cho céc xét nghiém protein déc biét;
Hoa chat hiéu chuan R A £ R, PR 7 H60/5x
i B e tigkita Thanh phan: Huyét thanh nguoi, cac protein tir nguol: a- op/5x2

49 | HH-12 g % . |1 acidglycoprotein; a-1 antitrypsin; -2 microglobulin; 1| Hop | ml (10
Protein dic biét nhom ¥ :

5 Ceruloplasmin; Haptoglobin. mL)
Tiéu chuén chat lugng: ISO 13485/ CE




DPinh lugng LDL - C
(Low density

Hoa chat ding cho xét nghiém LDL-Cholesterol ; dai

7.700

ml

50 | HH-13 I i do: 0.26-10.3 mmol/L
IRCREAS Tiéu chuin chét lugng: 1SO 13485/ CE
Cholesterol)
Héa chét hiéu chuan cho xét nghiém LDL. Thanh
; L1 2 phdn:Huyét thanh :
Héa chat hiéu chuan e R L Y . | Hop/2x1
51 | HH-14 chio seé rghiBin LIL. nguo‘t _dang bot dong khd chira LDL-Cholesterol 6| Hop il €9 i)
(nguoi).
Tiéu chuan chat lugng: ISO 13485/ CE
Hoéa chét dung cho xét nghiém Lipase ; dai do: 3-600
52 | HH-15 |Do hoat do Lipase U/L 1.000] ml
Tiéu chuan chét lugng: ISO 13485/ CE
« .+ % . .. |Ongldy miu cho xét nghiém mau ling ..
- : ; 5.000{ C
ad | EELLG |Ontgilsyeman e gl el Tunmss 190 184R5/08 i
Héachtding cho dHéoiadccz)hgt]dung cho xét nghiém D-3-Hydroxybutyrate,
54 | HH-17 [xét nghiém D-3- : 1.200] ml
Hydroxybutyrate J:i ol
i o Tiéu chudn chét lrong: ISO 13485
Chat hiéu chuén trong xét nghiém sinh hoa. San phﬁm
Chat hiéu chudn xét s:?gt?lll\raantll:?ﬂu'b’i Nong d6 va phan tng thich hop dé gl
55 | KH-01 |nghiém sinh hoa mirc ) o B AR 8 P 5| Lo | Hop 20
3 hiéu chuan o)
cdc may xét nghiém sinh hda tu dong. i
Tiéu chuan chét lugng: ISO 13485
chit kidm Slittacho fﬁ:op]:f:; nay duogc thiet ké de sir dung chan doén in LBl
56 | KM-02 |cac xét nghiém sinh = il . 2 o oo o x y 7| Lo | Hop 20
b il 9 kiém soat chat lugng ctia cac xét nghiém chan doan lo)
Tiéu chuén chét luong: ISO 13485 g
chil kg chittg cho Silrloplt]:;:] nay dugc thiét ké deé sir dung chan doan in Lo/Sml (
57 | KM-03 |céac xét nghiém sinh Y O S Lab .. g ol 2 , 7| Lo | Hop 20
T kiém soat chat lugng cia cac xét nghiém chan doan " .I
Tiéu chuin chat luong: ISO 13485 °)
' Hoéa chit diing cho xét nghiém CRP ; dai do: 5-300 mg/L
58 | KM-04 luos ; ; : ' : !
Sinlagg SRR Tiéu chudn chét lugng: 1SO 13485/ FDA/ CE 2all) -
Hick Ghic At obis Hoéa chét ding cho xét nghiém ASO ; dai do: 100-1000
B9 | KMADS Fo iie AgS - [U/mL 250| ml
g Tiéu chuin chét luong: ISO 13485/ CE
Chat kiém ching dang léng duge san xudt tir vat lidu co
ngudn gbc
tir con ngudi diing cho cac xét nghiém nude tiéu. San
pt N, at tir chét 1
pinis Hiets g diing :gst];uni?c tiéu nguoi ¢ thém amylase nude tiéu cuia Homeely
60 | KM-06 [cho xét nghiém sinh T 8 Y 2] Hop | mL (90
S i nguoi, hCG
hoa nuéc tiéu 5 “akgcye S T = Ty e mL.)
¢ ngudn goc tir nude tieu nguodi, albumin ciua nguoi va
bo, chét bao
quan va chat on dinh
Tiéu chuin chét lugng: 1SO 13485/ FDA/ CE
e ) Déy bom nhu déng béng cao su va nhya, dai 10.5cm L B ;
61 | KM-07 [Day bom nhu dong Tiéu chudn chit luong: ISO 13485 2| Tai |Tui/2 day
62 | KM-08 [Béng dén e e L 2| Tai | Tai/l cai

Tiéu chuan chét lugng: ISO 13485




] Do hogt 46 ALP Hoéa chit ding cho xét nghiém dinh lugng ALP, dai do:
63 | MD-01 . 5-1500 U/L 2.400| ml
(Alkalin Phosphatase) |.... 2 z
Tiéu chuan chat lugng: ISO 13485/ FDA/ CE
. Hoéa chét diing cho xét nghiém dinh luong photpho vo
Binh lugng Phospl s e :
64 | MD-02 | " wong FROSPRO o5 dai do: 0,32-6,4 mmol/L 1200 ml
Tiéu chuan chit luong: 1SO 13485/ FDA/ CE
: Hoa chat dung cho xét nghiém dinh luong p-2
Dinh lugng -2 . " : A '
65 | MD-03 M‘;:g“ﬁ;ﬁﬁn microglobulin, dai do: 0,5-16 mg/L 5101 ml
& Tiéu chuén chat lugng: ISO 13485/ CE
t8 chk dineccho Hoéa chat dung cho xét nghiém Ammonia, dai do: 26,2-
66 | MD-04 | > ° Af’mmnia 600 pmol/L 1.000| ml
R Tiéu chuan chét luong: 1SO 13485/ CE
Chét kiém ching dang long duge chuén bi tir huyét
Chat kiém chimg cho |thanh ngu’m Céc miurc nong> d6 ciia cac chét phan tich Hop/6x5
67 | MD-05 |cac xét nghiém mién |duoc didu chinh v6i héa chét tinh khiét va cac ché phim 5| Hop | mL (30
dich mutrc 1 tor md/dich co thé ngudi mL)
Tiéu chudn chét lugng: ISO 13485
Chét kiém chimg dang long duoc chudn bj tir huyét
Chat kiém chirng cho |thanh ngum Céac mic nong dé ctia cac chit phan tich Hop/6x5
68 | MD-06 |cdc xét nghiém mién  |dugc didu chinh véi héa chét tinh khiét va cac ché pham 5| Hép | mL (30
dich muc 2 tir mé/dich co thé ngudi mL)
Tiéu chudn chat lugng: 1SO 13485
Chat kiém chimg dang long duoc chudn bj tir huyét
Chét kiém chimg cho |thanh ngum Cac mirc nong d6 ciia cac chat phén tich Hop/6x5
69 | MD-07 |cac xét nghiém mién |duoc diéu chinh véi héa chét tinh khiét va céc ché pham 5| Hoép | mL (30
dich mire 3 tir mo/dich co thé nguoi ml.)
Tiéu chudn chét lugng: ISO 13485
; s 2 Chat hiéu chudn cho cac xét nghigm sinh hoéa nude tiéu
Hoéa chat hi¢u chuan ; A o il e "
el mphiBmsink thuong quy; Thanh phan: Nudc tieu nguol chua Hop/6x8 E
70 | MD-08 - ; e % Amylase, Canxi, Glucose, Phospho v co, Uré, Axit 5| Hop | ml(48 |~
héa nudce tiéu thuong ; ;s ; N
" Uric, Creatinine,Magie mL) ‘)
¥ Tiéu chudn chit luong: 1SO 13485 .
Hoa chat ding cho xét nghiém dinh lugng kha nang g giin {1
71 | MD-09 [Pinh lugng UIBC st khong bio hoa, dai do: 10-100 pmol/L 1.600{ ml i
Tiéu chuén chét luong: 1ISO 13485/ FDA/ CE )
Ko itia i it N’LYO‘C Tua l.<1m c?e ng’an ng:ra cdc chat E(hong dac hi¢u | chai 25.0
72 | MD-10 R bam vao kim ctia may mién dich tw dong 16| chai -
e e Tiéu chuan chit luong: IVD/CE/ISO
73 | MD-100 |[Nip hop hoa chat Mang ngin cia may mién dich ty dong. 600| cai
74 | MD-101 Nép thay thé Nip thay thé ciia may mién dich ty dong. 100| cai
Nuéc rira sit dung trén méay mién dich tu dong.
ich rira dt ) an: i b1 dé M. . | chai 97
75 | MD-102 Dimg qlch r.t:la dgng Th.':x'nh phan~. Dun:g (.:hch muodi dém phosphate 1,5 96! chai chai 975
trén may mién dich Phai pha lodng dé sir dung. mL
Tiéu chuan chit lugng: IVD/CE/ISO
76 | MD-11 |Céng phan img Céng phan (rmgeua may micn dich tu dong 72000 cai
Durig dich Trigger Dung dich Trigger la dung dich Natri Hydroxit duoc sur .
e dun}, détaora phan g phat quang hoéa hoc cung cap . | chai 975
77 | MD-12 [chay trén may mien 80| chai L
dich két qua d9c CUE)I cung. m
: Tiéu chuin chat lugng: IVD/CE/ISO
Dung dich Pre- Chit tién xtr ly dung trén may. !
: e " : 4 . |chai 975
78 | MD-13 |Trigger chay trén may [Thanh phan: hydrogen peroxide. 80| chai il
mién dich Tiéu chuan chét lugng: [IVD/CE/ISO




79

MD-14

Chat kiém calibration
NT-pro BNP

Hoa chét chudn xét nghiém mién dich in vitro tu dong
dé dinh luong peptide tang bai tiét natri gdc N-terminal
pro tuyp B trong huyét thanh va huyét tuong.

Tiéu chuan chat lugng: IVD/CE/ISO

150

ml

80

MD-15

Chét Control NT-pro
BNP

Hoa chit hidu chirng xét nghiém mién dich in vitro tyr
dong dé dinh lugng peptide tang bai tiét natri gbc N-
terminal pro tuyp B trong huyét thanh va huyét tuong.
Tiéu chuan chét lugng: IVD/CE/ISO

200

81

MD-16

Hoéa chat chét xét
nghiém NT-pro BNP

Xét nghiém mién dich in vitro vi hat hod phat quang dé
dinh lugng peptide tang bai tiét natri gdc N-terminal pro
tuyp B trong huyét thanh va huyét tuong.

Khoang do : 8.2 - 35000 pg/ml (1 - 4130 pmol/l)

Tiéu chudn chat lugng: IVD/CE/ISO

5.400

Test

82

MD-17

Chét calibration HS
Troponin

Hoa chét chudn xét nghiém mién dich ty dong dé dinh
lugng troponin tim (¢Tnl) trong huyét tuong va huyét
thanh.

Tiéu chuan chét luong: IVD/CE/ISO

150

ml

83

MD-18

Chét Control HS
Troponin

Hoa chét hiéu chimg xét nghiém mién dich ty dong dé
dinh lugng troponin tim (cTnl) trong huyét tvong va
huyét thanh.

Tiéu chuan chét luong: IVD/CE/ISO

200

ml

84

MD-19

Hoa chat xét nghiém
HS Troponin

Xét nghiém mién dich ty dong dé dinh lugng troponin
tim (cTnl) trong huyét twong va huyét thanh.

Khoang do : 10.0 - 50.000 pg/ml

Tiéu chuan chét luong: IVD/CE/ISO

10.800

Test

85

MD-20

Chat calibrationn AFP

Ho4 chét chuan xét nghiém mién dich tu dong dé dinh
lugng alpha-fetoprotein (AFP)
Tiéu chuén chét lwgng: IVD/CE/ISO

120

ml

86

MD-21

Chat Control AFP

Hoa chét hi¢u chiing xét nghiém mién dich ty dong dé
dinh lugng alpha-fetoprotein (AFP)
Tiéu chuén chiét lugng: IVD/CE/ISO

150

ml

87

MD-22

Hoéa chét xét nghiém
AFP

Xét nghiém mién dich ty dong dé dinh lugng alpha-
fetoprotein (AFP).

Khoang do : 2 - 2000 ng/mL (with dil 1:40 80.000
ng/mL)

Tiéu chudn chét luong: IVD/CE/ISO

2.400

Test

38

Chat calibrationn CEA

Hoa chat chudn xét nghiém mién dich ty dong dé dinh
luong khang nguyén ung thu phéi carcinoembryonic
(CEA) trong huyét thanh va huyét tuong

Tiéu chuan chat lugng: IVD/CE/ISO

40

ml

89

MD-24

Chat Control CEA

Hoa chét hiéu chiing xét nghiém mién dich ty dong dé
dinh lugng khang nguyén ung thu phoi
carcinoembryonic (CEA) trong huyét thanh va huyét
tuong

Tiéu chuén chét lugng: IVD/CE/ISO

150

ml

90

MD-25

Hoa chét xét nghiém
CEA

Xét nghiém mién dich tu dong dé dinh lugng khang
nguyén ung thu phéi carcinoembryonic (CEA) trong
huyét thanh va huyét tuong.

Khoang do : 0.5 - 1500 ng/mL

Tiéu chudn chét lugng: IVD/CE/ISO

2.900

Test




Chét kiém chimg

Mau chimg cho mét sé xét nghiém mién dich.

91 | MD-26 i .
chung Tiéu chudn chét lwgng: IVD/CE/ISO 260) wal
,, Chidt calibrtian Hoa chat clh-uan xét ngh lf_:m mién Si;ch tu dong dé dinh
92 | MD-27 Feritin luong ferritin trong huyet thanh va huyet tuong 40| ml
Tiéu chuén chat lugng: IVD/CE/ISO
Hoa chét hiéu chimg xét nghiém mién dich tu dong dé
93 | MD-28 |Chét Control Ferritin |dinh lugng ferritin trong huyét thanh va huyét tuong 144 ml
Tiéu chuén chét lugng: IVD/CE/ISO
Xét nghiém mién dich ty ddng dé dinh luong ferritin
Hoa chat xét nghiém  |trong huyét thanh va huyét tuong.
94 | MD-29 s
Ferritin Khoang do : 0 - 2000 ng/mL 2200 et
Tiéu chuén chét lugng: IVD/CE/ISO
MAu chuin Thyroglobulin duge st dung dé hiéu chuén
g o S 2 s hé thong mién dich khi thyc hi¢n dinh lugng
Chat calibration
95 | MD- :
D-30 Thyroglobulin thyroglobulin (Tg) trong huyét thanh va huyét tuong 100 ml
ngudi
Tiéu chudn chit lugng: IVD/CE/ISO
Thyroglobulin Controls dugc sir dung dé U’UC tinh do
ks Cantral chmh xéc clia xét nghiém va phat hi¢n sai s hé thong
96 | MD-31 Thyroglobulin mién dich, khi thuc hién dinh lugng thyroglobulin (Tg) 120 ml L
L trong huyét thanh va huyet twong ngudi S
Tiéu chudn chét lugng: IVD/CE/ISO (/
b
Xét ng:h!em Thyroglobulin la xét nghiém mién dich tu \\
; 5 - dong dé dinh lugng thyroglobulin trong huyét thanh va £
Hoa chat xét nghi¢m N
97 | MD-32 Virvesidobalio huyét twong ngudi. 1.200( Test
RS Khoang do : 0.14 - 500 ng/ml
Tiéu chudn chét lugng: IVD/CE/ISO
Ho4 chét hiéu chuin xét nghiém mién dich tu dong dé
P T _ |dinh luong khang thé IgG cia khang thé tu mién
98 | MD-33 Charzalibighion At thyroglobulin (anti-Tg) trong huyét thanh va huyét 100 ml
Tg
tuong.
Tiéu chuin chét lugng: IVD/CE/ISO
Xét nghiém mién dich ty dong dé dinh luong khéng thé
) g 3 [gG cua khang thé ty mién thyroglobulin (anti-Tg) trong
99 | MD-34 Eﬁ; ?That ¥EtDghicm huyét thanh va huyét tuong. 1.200| Test
g Khoéng do : 3 - 1000 U/mL
Tiéu chuan chét lugng: IVD/CE/ISO
Héa chét chudn xét nghiém mién dich tu dong dé dmh
lugng khang thé khang thy thé hormon kich thich tuyén
100 | MD-35 |Chat calibration TRAb|giap 100| ml
(TRAD) trong huyét thanh nguoi.
Tiéu chuan chét lugng: IVD/CE/ISO
Hoéa chit chung xét nghiém mién dich ty dong dé dmh
lurong khéng thé khéng thy thé hormon kich thich tuyén
101 | MD-36 |Chét Control TRAb  |gidp 120 ml
(TRAD) trong huyét thanh ngudi.
Tiéu chuén chét lugng: IVD/CE/ISO
Xét nghi¢m mién dich ty dong dé dinh luong khang
Héa chit xét nghiém thé khang thy thé hormon kich thich tuyén gidp (TRAD)
102 | MD-37 OR CIALROL DEY trong huyét thanh nguoi. 1.200| Test

TRADb

Khoang do : 1.26 - 50 IU/L
Tiéu chuin chat lugng: IVD/CE/ISO




Hoé chit chuédn xét nghiém mién dich tu dong dé dinh
lugng procalcitonin (PCT) trong huyét thanh va huyet

103 | MD-38 |Chat calibration PCT | * 60| ml
tuong.
Tiéu chuan chat lugng: IVD/CE/ISO
Hoa chét hiéu chirng xét nghiém mién dich ty dong dé
: dinh luong procalcitonin (PCT) trong huyét thanh va
104 | MD-39 |Chit Control PCT ~ |CH ONE P! (FeLong iy 110[ ml
huyét tuong.
Tiéu chuan chét luong: IVD/CE/ISO
Xét nghiém mién dich ty dong dé dinh lugng
Hoéa chit xét nghiém  |procalcitonin (PCT) trong huyét thanh va huyét tuong.
- j 3.000| Test
105 | MDA |per Khodng do : 0.02 - 100.00 ng/ml (ng/l)
Tiéu chuan chét luong: IVD/CE/ISO
Hoa chat chudn xét nghiém mién dich tir dong dé dinh
106 | MD-41 Chat'hle;u chuan lltrﬁc_)'ng cortisol trong huyét thanh, huyét tuong hay nudc 100l mi
Cortisol tieu.
Tiéu chudn chét lugng: IVD/CE/ISO
Xét nghiém mién dich ty dong dé dinh luong cortisol
Hoéa chit xét nghiém |trong huyét thanh, huyét tuong hay nude tiéu. Khoang
MD-42 A ' = i ;
ad Cortisol do:1.0-59.8 pg/dL e b
Tiéu chuan chét lugng: IVD/CE/ISO
Hoa chit chuan xét nghiém mién dich in vitro tu dong
108 | MD-43 phét hiéu c!luén dinh lugng vancomycin trong huyét thanh hay huyét 120l mi
iVancomycin tuong.
Tiéu chuan chét luong: IVD/CE/ISO
Xét nghiém mién dich in vitro tw déng dinh luong
Hoéa chat xét nghiém  |[vancomycin trong huyét thanh hay huyét tuong.
109 | MD-44 |. ; i : :
iVancomycin Khoang do : 3 - 100 pg/mL w400 "Test
Tiéu chuédn chét lugng: IVD/CE/ISO
Chét hicu chudn Ho4 chét chuén xét nghiém mién dich in vitro ty dong
110 | MD-45 Di oxi;l dinh luong digoxin trong huyét thanh hogc huyét twong. 120] ml
& Tiéu chuin chét luong: IVD/CE/ISO
Xét nghiém mién dich in vitro tr dong dinh lugng
Héa chit xét nghiém  [digoxin trong huyét thanh hozic huyét tuong.
111 | MD-46 |... . ; q & .
J iDigoxin Khoang do : 0.3 - 4.0 ng/mL i R
Tiéu chuan chét luong: IVD/CE/ISO
Cong dung: duge sir dung dé danh ddu céc bach cdu
trong cdc mau méu da duoc pha loang va ly giai nham
Chat nhugm huynh phén loai céc thanh phan bach cau bing may xét nghiém
112 | MD-47 |quang trén kénh do huyet hoc tu dong. 1.600] ml
WDF Bao quan: 2-35d0 C
Sau khi m& nép 6n dinh trong vong 90 ngay
Tiéu chuén chét luong: IVD, ISO 13485
Cong dung: dugc st dung dé danh dau cac té bao ¢
nhan trong cdc mau mau di dugc pha loang va ly giai dé
£ i . xac dinh sd lugng bach cau, sé luong té bao hdng cau co
s g lgah nhan va sb lugng bach cau 4i kiém trong mau bing ma
113 | MD-48 |quang trén kénh do iy et T 1.700] ml

WNR

xét nghiém huyét hoc tu dong.

Baoquan: 2-35d9C

Sau khi m& nip 6n dinh trong vong 90 ngay
Tiéu chuén chét luong: IVD, ISO 13485




Hoa chat can cho qud

Thanh phén: Sodium Hypochlorite (5% chlorine), Cong
dung: Hoéa chat rira cho mdy phan tich huyét hoc. Str

2 ).

{

14| MDAD | o !
trinh rira va shutdown |dung cho quy trinh shutdown va rira budng do; 1000} ml
Tiéu chuan chét lugng: IVD, ISO 13485
Cong dung: sir dung dé do ndng dd hemoglobin trong
Hoéa chat ly giai hong [mau
115 | MD-50 |cAu dé do ndng d6 Béo quéan: 1-30d6 C 42.000f ml
Hemoglobin Sau khi m& nap 6n dinh trong vong 60 ngay
Tiéu chudn chit lugng: IVD, 1SO 13485
Coéng dung: Dung dich ly giai cho may xét nghlem huyét
, £ oo hoc tu dong Str dung két hop vm nhudm té bao cé nhén
Hoa chat ly giai mang A i Nt el
{16 | MDST [phbinbech obu ek |LorEmARalipiplan tag baok G 130] it
Bao quan: 2-35d6 C
do WDF C g R ’ s
Sau khi mé ndp 6n dinh trong vong 90 ngay
Tiéu chudn chét lugng: IVD, ISO 13485
Céng dung: thudc thir ly glal cac té bao héng cau bing
vige phan loai nhém céc te bio bach ciu (khonﬁ thude
bach ciu ai klem) bach cau ai k:em va céc té bao hong,
l-Ioa chat ly g|a1 mang
cau nhan, sb luong bach cau, sb lLrorng bach cau 4i kiém,
te bao bach cau, hong ,
117 | MD-52 s6 lugng hong cAu nhén, va ty 1é hong chu nhan dugc 130 it
cau nhén trén kénh do phin tich
WNR :
" Bao quan: 2-35d0C
Sau khi m& nép 6n dinh trong vong 60 ngay
Tiéu chuin chét lugng: IVD, 1SO 13485
Cong dung: diing dé do ludng s6 lugng va kich thudce
s A 2 3 s el oY . -
Héa chit sir dung cho zgi hc:;fsl c?}tlu\ia CItg:lu c;lagtcbang phuong phép tép trung
118 | MD-53 |qua trinh background |, . Ry = £ 3.200| it
i ph 108nE Bao quan: 2 -'35’60 C
= Sau khi mo nép 6n dinh trong vong 60 ngay
Tiéu chuin chét lugng: IVD, 1SO 13485
Thanh phan Gom te bio hdng cau, bach cau clia ngudi,
Mau ndi kiém level 1 tiéu cdu va hong cau nhan dugc 6n dinh trong moi
119 | MD-54 ch'o chej do plmn tich |truong bao quan. Cong dung: Mau néi kiém mic thap 29| Ong | 3.0mL
méu toan phan (XN  |cho xet nghi¢m cong thuc mau, bach phan bach cu,
Check L2) hdng cau ludi, va hdng cdu nhan
Tiéu chuén chit lugng: IVD, ISO 13485
Thanh phan Gom te bio hdng cau, bach cau clia ngudi,
MAu noi kiém level 2 tiéu cAu va hdng cdu nhan dugc én dinh trong moi
cho ché do phan tich  [truong bao quan. Cong dung: Miu néi kiém mic trung F
E g 29| O 3.0mL
20 MD-59 méu toan phan (XN |binh cho xét nghiém cOng thirc mau, bach phan bach ne o
Check L3) cdu, hong cau ludi, va hdng cau nhéan
Tiéu chudn chét lugng: IVD, ISO 13485
Thanh phan Gom te bao hdng ciu, bach céu ciia ngudi,
Mau ndi kiém level 3 tiéu cAu va hdng ciu nhan dugc on dinh trong moi
21| MD-s6 cho ché do phan tich  |truong bao quan. Coéng dung: Mau ndi kiém mirc cao 29| Ong | 3.0mL

mau toan phan (XN
Check L1)

cho xet nghiém cong thuc mau, bach phan bach cAu,
hong ciu ludi, va hdng cau nhan;
Tiéu chudn chét lugng: IVD, ISO 13485




St dung dé xac dinh thoi gian prothrombin (PT).' ]
Pong goi dang bdt déng kho, thanh phan chira yéu té6 mé
nguoi tai td hop, thromboplastin, calcium ions, heparin
Héa chit xét nehia trung hoa, chit dém va chit on dinh.
122 | MD-57 p,?a R D6 6n dinh ctia héa chat sau hoan nguyén: 1.800{ ml
> 10 ngay khi bao quan ¢ +2 t6i +8 °C (dong nap lo)
> 5 ngay khi bao quan ¢ +15 toi +25 °C (dong nap lg)
> 24 gio khi dugce bao quan ¢ +37 °C (dong nép 19).
Tiéu chuan chét lugng: ISO 13485
Str dung dé xdc dinh thoi gian thromboplastin hoat hoa
tirng phan (APTT).
Poéng goi dang long, thanh phan chira phosphatides nao
Hoéa chat xét nghiém  |thd va dau nanh tinh khiét trong 1 x 0,0001 acid ellagic,
3 B : . ' 25 ]
el el chat dém va chit én dinh. 200) m
D¢ 6n dinh cta hoéa chdt sau mé nip: > 7 ngay khi bao
quan & +2 t6i +15 °C (déng nép lo)
Tiéu chudn chét luong: ISO 13485
Str dung dé dinh lugng fibrinogen trong huyét tuong.
Déng goi dang bot dong kho, thanh phan chira thrombin
¢6 ngudn goe tir bd khoang 100 IU/ml.
Héa chat xét nghiém [P 6n dinh ctia hoa chét sau hoan nguyén:
124 | MD- ik j " i ’ .
o2 Fibrinogen > 5 ngay khi bao quan & +2 tdi +8 °C (ddng nap lo ) #00 ml
> 8 gio khi duge bao quan & +15 to +25 °C (déng nép lo
)
Tiéu chuan chat luong: ISO 13485
Cong dung: Hoa chét sir dung trong xét nghiém D-
Thude thir xét nghiém |Dimer bao gdm: Thude th, dung dich dém dung dich
125 | MD-60 : ' 2 . ’ . o ’
D-Dimer bé trg, dung dich pha loang, dung dich calibration 6001 ml
Tiéu chuén chat luong: 1SO 13485
Cong dung: Hoa chét kiém chuén cho xét nghiém D-
126 | MD-61 |Noikiém D-Dimer  |Dimer 40[ ml
Tiéu chudn chat luong: ISO 13485
Hoa chat rira trén hé théng méu dong mau tu dong.
Al Poéng goi dang long.
127 | MD-62 |Dung djch rur 3 ; . .
g et Thanh phén: chira Sodium hypochloride > 1% 1.500) ml
Tiéu chuén chét luong: ISO 13485
Ho4 chét rira trén hé thdng mau doéng mau tu djng.
1o Thanh phan: chita Hydrochloric acid ndng do > 0.16%;
&3 |0 i ¢ ;
128 | MD-6 ung dich rira may Noti-inoie sutfictant > 0.50% 2.500] ml
Tiéu chuén chét luong: 1SO 13485
Sir dung dé kiém chuan & dai binh thuong cho céc xét
nghiém APTT, PT, TT, fibrinogen.
Dang bot dong khd, cé ngudn gde tir huyét tuong ngudi
129 | MD-64 [Miu noi kiém 1 acngSingptiat, . 140| ml
D& on dinh sau hoan nguyén:
> 16 gid khi bao quan & +2 t&i +8 °C (déng ndp lo)
> 8 gid khi bao quan & +15 téi +25 °C (déng nép lo)
Tiéu chuan chét luong: ISO 13485




Sir dung dé kiém chudn cac xét nghiém dong méau ¢ dai
diéu tri chdng dong dudong udng tir mie trung binh toi
mic¢ cao, gia tri dugc cung cip cho cac xét nghiém
APTT, PT.

Déng géi dang bdt dong khd, co ngudn gbe tir huyét

130 | MD-65 |Mau noi kiém 2 140 ml
tuong ngudi chng dong citrat.
Do n dinh sau hoan nguyén:
> 16 gid khi bao quan ¢ +2 t6i +8 °C (dong nép lo)
> 8 gid khi bao quan ¢ +15 toi +25 °C (dong nép lo)
Tiéu chuén chét lugng: ISO 13485
St dung nhu hod chit bd sung trong cac xét nghi¢m
. : Dung dich Calcium  [dong mau.
I3k b Chloride Dung dich calcium chloride 0.025 mol/L. 2001
Tiéu chuin chét lugng: 1SO 13485
La dung dich dém trong xét nghlem dong mau.
Péng gobi dang long, thanh phén gdm sodium bardital
Héa chit dém pha 2.84 x 0,01M va sodium chloride 1.25 x 0.1M, pH 7.35
132 | MD-67 T i + O.{ ’ ’ i 2.000] ml
Do 6n dinh ciia héa chat sau mo nap: 8 tuan khi bao
quan ¢ +2 t6i 8 °C
Tiéu chudn chét lugng: ISO 13485
Sir dung dé kiém chuan dai benh ly cho cac xét nghlem W 15
APTT, PT, Fibrinogen, céc yéu t6 dong mau, cic chit ir}l
tic ché, Plasminogen. v
o . bong 501 dang bot dong kho, khong chira chét bao quan, ,qr
133 | MD-68 |Hoa chat kiém chuan [c6 11;11011 gbe tir ngudi. 140| ml ']11
P on dinh sau hoan nguyén:
> 4 gio khi bao quan & +15 t6i +25 9@, T
> 4 tudn & khi bao quan ¢ <-20 °C g5
Tiéu chuén chét lugng: 1SO 13485
Congpining[S2le i cho sy ke dng i
134 | MD-69 |dung trén may dong 63.000| Cai
it dang ta.nAg hl@u;ung Eron mau déu hon trudce khi phén tich.
o Tiéu chuan chat lugng: ISO 13485
Hoa chét dinh tinh khang thé khang virus viém gan C
135 | MD-70 Hc’)’a chét}dinh. tinh trong huyét th'anh hodc huyét twong, thdi gian phén tich 5.000| test
khang thé anti-HCV  |khoang 17 phut
Tiéu chuén chét luong: 1SO 13485
Hoéa chét dinh 1uong/ban dinh lugng khang nguyén bé
Hoa chit xét nghiém [mat HBsAg trong huyét thanh hodc huyét tuong thoi
136 | MD-71 |khang nguyén bé mit |gian phéan tich khoang 17 phut, tim do 0.03 - 2500 6.000( test
ctia virus viém gan B [IlU/mL
Tiéu chuén chét lugng: ISO 13485
Hoéa chit dinh lugng  |Héa chét dinh luong TSH trong huyét thanh hodc huyét
1371 MD-72 n?mg d(?) horm?ne 3 twong, thoi gian phan tich khoang 17 phut, tam do 0.002 5.000| test
kich thich tuyén giap |- 200 plU/mL
(TSH) Tiéu chuén chét qung 1SO 13485
138 | MD-73 |ndng d& hormone T3 & g p B hk 4.000{ test

tu do

30 pg/mL
Tiéu chudn chét lugng: ISO 13485




R Hoa chat dinh lugng FT4 trong huyét thanh hoic huyét
H.Oa sk it lugng tuong, thoi gian phén tich khoang 17 phut, tam do 0.25 -
139 | MD-74 |ndng dd hormone T4 6.00 n,g/dL 5.000] test
i do Tiéu chuan chét lugng: 1SO 13485
£ seibi ik A Chat nén hoa phét quang cho may xét nghiém mién dich
140 | MD-75 had SShod phat, hoa phat quang 4.400{ ml
Ch Tiéu chuan chét luong: ISO 13485
i s AR Dung diCIl ph.f‘m tach B/F (budc ria) cho may xeét ’
141 | MD-76 i ’ nghiém n}lén d';ch tu dong 120] it
Tiéu chuan chat lugng: ISO 13485
B - Dung dich rira dudng ng cho may xét nghiém mién
142 | MD-77 gi:g Hehciduong dich hoa Phét quang tu dong 1.600] it
Tiéu chuan chat lugng: ISO 13485
Dung dich rira kim cho may xét nghiém mién dich hoa
143 | MD-78 |Dung dich rira kim hut [phat quang 13.500] ml
Tiéu chudn chat luong: ISO 13485
Dung dich pha lodng cho céc xét nghiém dinh lugng dbi
144 | MD-79 DL:mg dich pha loang |voi .n:lﬁu binh Rllém ,Cé giz? tri vugt dai do clia may xét 20 mi
mau nghiém mién dich hda phat quang
Tiéu chudn chét lwrong: ISO 13485
HBsAg tii t6 hgp gdm 6 miic ndng do:
Bao gdm:
(1) HBsAg CO
£ 2 . (2) HBsAg C1
145 | MD-80 fc:fité:ﬁgg: Xt |(3) HBsAg C2 36| i
L 4s . (4) HBsAg C3
(5) HBsAg C4
(6) HBsAg C5
Tiéu chuan chét lugng: ISO 13485
Chat hiéu chuén cho xét nghiém Anti-HCV
£ 2 , Bao gdm:
146 | MD-81 fgh!f‘ité‘;?‘f:tf_tfc"st (1) HCV Ab Negative Calibrator 12| ml
§ (2) HCV Ab Positive Calibrator
Tiéu chudn chat luong: ISO 13485
TSH tai to hop v6i 6 mirc ndng do.
Bao gém:
(1) TSH C0
z 2 3 (2) TSHCI
147 | MD-82 fg;:;:?g;m Xt (3) TSH C2 30| ml
j (4) TSH C3
(5) TSH C4
(6) TSHCS
Tiéu chuin chat luong: ISO 13485
Chét hiéu chuédn cho xét nghiém FT3
Bao gom:
(1)FT3 CO
(2)FT3 €l
Chat chuan cho xét (3) FT3 C2
L% | D83 | i P (4) FT3 C3 e
(5 FT3C4
(6) FT3 C5
Tiéu chuan chat lugng: ISO 13485
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MD-84

Chét chuan cho xét
nghiém FT4

Chét hiéu chuén cho xét nghiém FT4
Bao gém:

(1) FT4 CO

(2)FT4 Cl

(3)FT4 C2

(4) FT4 C3

(5)FT4 C4

(6) FT4 C5

Tiéu chudn chét lugng: 1SO 13485

30

ml

MD-85

Chét kiém chuin cho
cac xét nghiém:
HCVAb. HBsAg,
TPAb, HIVAb

Chét kiém chudn cac xét nghi¢gm HBs antigen, HCV
antibody, TP antibody, HIV antibody and HTLV-1
antibody trén hé théng mién dich tu dong

Tiéu chuan chét lugng: 1SO 13485

90

ml

151

MD-86

Chat kiém chuan cho
cac xét nghiém:mién
dich

Chét kiém chuan céc xét nghiém TSH, FT3, FT4, trén
hé thong mién dich tu dong
Tiéu chudn chat lugng: 1SO 13485

90

ml

MD-87

Cuvette

Giéng phan g cuia may xét nghiém mién dich hoa phat

quang
Tiéu chudn chét lugng: ISO 13485

25.000

cal

153

MD-88

Pau c¢on dang mdt lan

Diu con ding mot lan clia may xét nghiém mién dich
hda phat quang
Tiéu chudn chét lugng: 1SO 13485

25.000

cdi

154

MD-89

Dung dich pha lodng

Dung dich pha lodngcd Sodlum Phosphate leasw
<0.3%. C6 chirc nang gitr 6n dinh thé tich mbi té bao
hdng cau va tiéu cdu, tao dong luc cho tap trung dong
chay, chét trang ria.

Tiéu chuén chit lugng: IVD/CE/ISO 13485

3800

lit

Vi

P

MD-90

Dung dich pha HC

Dugn ly glal nhanh chong hong céu, loai bo té bao chét
ctia Bach cdu va giif nhén té bao nguyén ven, Chuyen
héa Hemoglobin thanh phic hop chromagen on dinh .
pham vi phan tich : 0.0-25.0 g/dL

Tiéu chudn chét lugng: IVD/CE/ISO 13485

95

lit

R = =

156

MD-91

Dung djch bach phéin
bach ciu

chat pha loang cho Bach céu, ly giai bang ap sut tham
théu té bao hdng céu, gift duoc tinh chét tan xa ding cua
Bach cdu, tao tac dong lam w6t du dé ngan tich lay bot
khi, chat trang 1ua cho budng tron Bach cdu, chat pha
loang cho Hong céu ludi.

pham vi phan tich : 0.02-246 X10.000/pL

Tiéu chudn chét luong: IVD/CE/ISO 13485

350

lit

157

MD-92

Dung dich rtra kim

Hoa chét dugc sur dung dé loai protein tich tu va cac
manh trong budng dém, dong chay té bao, va cic dng

trong may.
Tiéu chudn chit lugng: IVD/CE/ISO 13485

600

ml

MD-93

Dung dich chuén
(control) may

Mau chung cho xét nghiém huyét hoc méau toan phan dé
theo doi két qua xét ng,hlem trén. Dung dich chuin may
co thé chira bat ky hodc tAt ca cac yéu td sau: hong cau
én dinh cua ngudi hode dong vat co vi, té bao bach cau
ncum dong vat cé vii hodc mé phong va thanh phan tiéu

cau trong moi trudng bao quan.
Tiéu chuin chét lugng: IVD/CE/ISO 13485

28

9ml




Card 8 giéng Gel xac dinh Coombs truc tiép, Coombs
s gian tiép, Crossmath, mdi giéng c6 chira mdi trudng
159 | MD-94 |C%d 8 gicng AHG 900 card
xét nghiem Coombs |y, 1) Phin: AHG: Polyspecific coombs
Tiéu chuén chét lugng: 1SO 13485/ CE
Card 8 giéng gel xac dinh nhom mau ABO / Rh bang
huyét thanh mau va hong cau mau.
M3di Card 01 test xét nghiém nhém mau. Mai test xét
nghiém gom 8 giéng giéng c6 thanh phan nhu sau:
Giéng 1 : monoclonal Anti-A.
Giéng 2: monoclonal Anti-B.
Card 8 giéng xéc dinh Giéng 3: monoclonal AB (ABO3) microtube:
nhom mau ABO/Rh |Monoclonal Anti-A ), monoclonal Anti-B.
160 | MD-95 |bang 2 phuong phap |Giéng 4: DVI- (RHI) microtube Monoclonal Anti-D 14000{ card
huyét thanh mauva  [(human IgM antibodies).
héng cau mau Giéng 5: DVI+ (RH1) microtube: Monoclonal Anti-D.
Giéng 6: Control .
Giéng 7: gel trung tinh ( d& cho hdng cau mau A).
Giéng 8: gel trung tinh ( d& cho hdng ciu miu B).
D6 nhay Anti A 100%, Anti B 100%, Anti AB 100%,
Anti D> 98 %
Tiéu chuén chét lugng: 1SO 13485/ CE
Dung dich Liss chtra dung dich dém cé cudng d6 ion
. ' , thap, lam giam nong dd ion trong mdi trudng va ting
161 | MD-96 Il])g::’g:;!lcih Bigogy cufjng kha nang hinh thanh phan tmg phtrc hop khang 36| Chai | 500 mL
™ thé, khang nguyén
Tiéu chuan chét lugng: ISO 13485/ CE
. = Khay dung mau str dung cho may dinh nhém mau bang
162 | MD-97 :i';; dungman pha oo el 4| Khay | 96 giéng
Tiéu chuan chat lugng: ISO 13485
Thé 8 giéng chira Gel trung tinh (Neutral gel) str dung
Card 8 giéng xét trong do chéo va t chimg bing ky thuat enzyme, sang
163 | MD-98 |nghi¢m hoa hop trong [loc va xac dinh cac khang thé bat thuong va xac dinh 900| card
mai truong mudi cac xét nghiém nhom reverse ABO .
Tiéu chuan chét lugng: ISO 13485/ CE
Que thir tuong thich may xét nghiém nudc tidu 11 théng
s6. Tque xét nghiém nude tidu 11 thong s6 : Glucose,
: Ketones, Protein, pH, Blood, Nitrite,
do ' NBECD [Ceth Leukoceytes,Specific, Gravity, Bilirubi, 53500 Test
Urobilinogen.Asc. Acid
Tiéu chuan chét luong: 1SO 13485
Chat QC danh cho mdy xét nghiém nudc tiéu. Bao gom
2 mirc binh thudng va bénh ly. Bao gdm cac chi sé:
Ascorbic Acid (0-20 mg/dl), Bilirubin (17 — 70 umol/L),
Blood (10 — 300 Ery/uL), Glucose (5,6 —>56 mmol/L),
165 [MTVS-01|Control Ketones (1 — 30 mmol/L), Leucocytes (25 — 500 180| ml
Leu/uL), Nitrite (Positive), pH (6 — 9), Protein (0,3 - 5,0
g/L), Specific Gravity (1.005 — 1.020) va Urobilinogen
(35-200 umol/L)
Tiéu chuan chét lugng: I1SO 13485
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MTVS-02

Chuong trinh Ngoai
kiém Sinh Hoa

Chu'cng trinh ngoai kiém Sinh héa dép Gmg trén 50
théng sé sinh héa thudng qui, b md, hormones va kim
loai vi lugng hodc tuong duong. C6 chu ky bt dau
thang 1-12 hang nam. Phi hop dé tham gia chuong trinh
ngoai kiém Riqas dugc trién khai tai cac Trung tdm
kiém chuan.

Tiéu chuén chét lugng: 1SO 13485

ong

6 x Sml
/Hop/ 30
ml

167

MTVS-03

Chuong trinh Ngoai
kiém Mién Dich

Chuong trinh ngoal kiém mién dich dép tng trén 50
théng sb bao gdm ca thudc tri liéu, hormones va dau an
ung thu hodic tuong dLrong C6 chu ky bat dau thang 1-
12 hang nam. Phu hop dé tham gia chuong trinh ngoai
kiém quas duoc trién khai tai cac Trung tdm kiém chuan
Tiéu chuén chét lugng: 1ISO 13485

ong

6 x 5ml
/Hop/ 30
ml

168

MTVS-04

Chuong trinh Ngoai
kiém Pong Mau

Chuong trinh ngoai kiém Dong mau dap mg 5 thong s6
Péng mau co ban hodc tuong dudng C6 chu ky bét dau
thang 1-12 hang nam. Phu hop dé tham gia chuong trinh
ngoai kiém Riqas dugc trién khai tai cdc Trung tdm
kiém chuan

Tiéu chudn chit lugng: ISO 13485

ong

6 x
Iml/Hop/
6 ml

169

MTVS-05

Chuong trinh Ngoai
kiém Khi Mau

Chuong trinh ngoai kiém Khi mau dap tng 11 thong )
khi méau, Glucose va Dién giai hodc tuong duong Co
chu ky bét ddu thang 1-12 hang nam. Phu hop dé tham
gia chuong trinh ngom kiém Riqas dugc trién khai tai
cac Trung tam kiém chuén.

Tiéu chudn chét lugng: ISO 13485

6 x
1. Smk
Hop/ W

170

MTVS-06

Chuong trinh ngoai
kiém huyet hoc

Chucné, trinh ngoai kiém Huyét hoc dap ung 11 thong,
s6 cong thire mau hodc tuong duong Chu ky bit dau
thang 1-12 hang ndm.Phu hop dé tham gia chuong trinh
ngoai kiém Riqas duoc trién khai tai cac Trung tdm
kiém chuan.

Tiéu chudn chét lugng: ISO 13485

12

ong

lO.SuInl

B

/Y

171

MTVS-07

Chuong trinh ngoai
kiém Hemoglobin

Chuong trinh ngoai kiém HbA ¢ 2 thong s6 hoic tuong
duong Chuong trinh bét dau thang 1-12 hang nam.Phu
hcp dé tham gia chuong trinh ngoal kiém Riqas dugc
trién khai tai cac Trung tdm kiém chudn. Bao quan 2-8
Oc

Tiéu chudn chét lugng: ISO 13485

12

ong

6 x 5ml/
Hop / 3ml

172

MTVS-08

Chuong trinh ngoai
kiém Tim mach

Chuong trinh ngoai kiém Tim mach dap ang 11 thong
sd ddu 4n tim mach hodc tuong d‘uong C6 chu ky bit
diu thang 1-12 hang nam. Phu hop dé tham gia chuong
trinh ngoai kiém Rigas duoc trién khai tai cac Trung
tAm kiém chuén.

Tiéu chuén chat lugng: 1ISO 13485

12

ong

6 x3ml/
Hop /
18ml

173

MTVS-09

Chuong trinh ngoai
kiém AMMONIA/
ETHANOL

Dang long, sir dung cho chuong trinh ngoai kiém. 2
thong s6 ammonia va ethanol.
Tiéu chuén chat luong: 1SO 13485

12

ong

6 x 2ml/
Hop/12ml




Thude thir diing cho xét nghiém céc thong so dién giai
dd xac dinh nong dé Na, K, Cl, Ca, pH trong méau huyét

thanh, huyét tuong trén may phén tich dién giai Standard
- o Dai phat hién: Mau toan phén, huyét thanh, huyét tuong: A: 650
B& hoa chat do dién y
174 | NHM-02 |giai da Na+: 20 — 200 mmol/L 99| B& ml
- scrij“/Ko/Cl/Ca/PH K+: 0.5 — 15.0 mmol/L " |+Standard
(ha ) Cl-: 20 — 200 mmol/L B: 350
Ca2+: 0.1 —5.0 mmol/L ml
pH: 4.0-9.0 pH
Tiéu chuan chét lugng: ISO 13485
D i i Héa chat hiéu chuin dung cho méy phan tich dién giai
175 | NHM-05 |- ﬂ“ﬁ ::6‘ e Al 143 900| ml
- Tiéu chuan chét lugng: 1SO 13485
4 . Dung dich nap dién cyec tham chiéu cho céc may phéan
176 | NHM-06 Dr‘(‘)':egi:!t‘;znkhgién e |tich dién gidi ciia 150/ ml
P g dlen & Tiéu chuan chat luong: ISO 13485
Dung dich ding dé rira dién cuc Na cia cac may phéan
. Dung dich rua dién tich dién giai
L | N cuc Thanh phan: Sodium fluorite < 1 % 130 ml
Tiéu chuan chét lugng: ISO 13485
ik bi¢n cuc Reference/Na/K/Cl/Ca dung cho may phan
178 | NHM-0 |21 cuc tich dién giai ¢ 5| cai
vil 5
etiNaRICHCo Tiéu chuén chét lugng: ISO 13485
Dung dich rira ding cho cac may phan tich dién giai
Thanh phan:
R Hypochlorite de sodium < 0,1%,
179 | NHM-09 |Dung dich rtra kim Surfactant < 1,0%, 1100 ml
Conservateurs < 0,05 %
Tiéu chudn chat lugng: 1SO 13485
Héa chat hiéu chuan |Hoéa chat hiéu chuén st dung dugc cho may khi mau Binh/650
180 | NHM-10| cho may khi mdu  |GASTAT-710 14| Binh |~ ;-
GASTAT-710  |Tiéu chudn chat luong: 1SO 13485 "
Dung dich rira dung  |Dung dich chaa: dém, chét hoat dong bé mat, chat kha
cho mdy xét nghi¢ém |tring va nudce khir ion, trong thich véi may khi mau tu . Binh/550
_I l - v
il [ M khi mau, str dung cho |dong GASTAT-710 451 oy ml
méy GASTAT-710 |Tiéu chuan chét lugng: 1SO 13485
Pueng iéh feidei Chétzkién? ch{rng gf)m dui]g dich mro:fc clIL'ra m’u‘éi, f:]]ét:
ol 3 e A chuyén hoéa va thuoc nhuém, duge cin bang v&i mot hon
182 | NHM-12 cho méy GASTAT hop khi da biét, twong thich v&i may khi mau tu dong 90| ml
y7 v GASTAT-710
Tiéu chudn chét luvong: ISO 13485
183 | NHM-13 Cong nhan mdu  |Cdng nhan mau 5| Chiéc
L . . Bo 611g day bom tuong thich véi may khi mau ty déng . i Tui/3
184 | NHN-01 B6 ong day bom GASTAT-710 50 Ti chide
185 | NHN-03 Bo 6ng day Bo ong day. Tuong thich véi may khi mau GASTAT-710 1| Bo
Dién cuc pH, tuong thich v&i may khi mau. GASTAT-
186 | NHN-04 Dién cuc pH 710 2| Chiée

Tiéu chudn chét lugng: ISO 13485




187

NK-01

Dién cuc pO2

Pién cuc p02, twong thich v6i may khi mau Xét nghiém
GASTAT-710
Tiéu chuén chit lugng: SO 13485

Chiéc

188

NK-02

bién cuc pCO2

Pién cuc pCO2, tuong thich véi may khi mau GASTAT-
710
Tiéu chuan chét lugng: 1SO 13485

Chiéc

189

NK-03

Vo dién cuc tham
chiéu

Vo dién cuc tham chiéu, tuong thich vdi may khi méu.
GASTAT-710
Tiéu chuén chét lugng: 1SO 13485

Cai

190

NK-04

Lai dién cuc tham
chiéu

L&i dién cyc tham chiéu,tuong thich véi may khi mau
GASTAT-710
Tiéu chudn chét lugng: 1ISO 13485

Cai

191

NK-05

Flow cell

Flow cell (cell do miu) ding tinh toan chi s6 hemoglobin

Cai

192

NK-06

Dich rira kim cho may
dinh nhém mau tu
dong

Dung dich sir dung dé rira bén trong kim va rira hé théng
méy phén tich nhém mau bang phuong phap gelcard >8
giéng.

Thanh phan: téi thiéu chtra dung dich mudi dam dic,
chat mau, chit bao quan.

Bao quan: ¢ 2-25 d6 C.

Déng goi: <1,5L.

Tiéu chuin chit luong: 1SO 13485/ CE.

220

Chai

12x125ml

NK-07

Dich rira hé thong cho
may dinh nhém mau
tu dong

Dung dich sir dung dé rira bén ngoai kim hat trén hé
théng phén tich nhém mau bang phuong phap gelcard
>8g bleng

Thanh phan tdi thiéu chira dung dich chit hoat dong bé
mat dam dic, chét mau, chit bao quan.

Bio quan: ¢ 2-25 d6 C.

béng goi: < 1,5L.

Tiéu chuén chit lugng: 1SO 13485/ CE.

220

Chai

12x125ml4

194

NK-08

Gelcard dinh nhom
mau ABO/Rh bing
hai phuong phap
huyét thanh mau va
hong cdu mau

Gelcard sir dung dé dinh nhém méu bang phuong phép
huyét thanh mau va hdng cdu mau, xac nhin nhém mau
ABO va Rh trén hé théng dinh nhém méu sir dung
phuong phap g,elcard >8 giéng.

Thanh phén: t5i thiéu chira

Giéng 1: Anti A

Giéng 2: Anti B

Giéng 3: Anti AB

Gleng4 Anti-D

Giéng 5: Anti D' Anti-D ¢6 kha ning phat hién D yéu
va D ting phan bao gdm DVI)

Gleng 6: giéng Ctl (dung dich dém khong ¢6 khang the).
Giéng 7,8: 2 Giéng N (dung dich dém khong c6 khang
thé).

Béao quan: ¢2-25d6 C

Tiéu chudn chat lugng: 1SO 13485/ FDA.

10.000

card




Gelcard Coombs truc
tiép, thyc hién phan

Gelcard sir dung dé xét nghiém sang loc va dinh danh
khang thé bat thudng, xét nghiém hoa hgp, tu ching
bénh nhan, coombs truc tiép, coombs gian tiép trén hé
thong phan tich nhém mau sir dung phuong phap

1.800

card

195 | NT-01 2 ; : gelcard >8 giéng.
tng hoa hop nhom ; A L Aeped — e
137 do C Thanh phan: t6i thiéu chira vi hat trong mdi trudng
Ak = AHG chira khang thé da dong.
Bao quan: ¢ 2-25d6 C..
Tiéu chudn chét lugng: 1SO 13485/ FDA.
Dung dich pha lodng hdng cau sir dung trén hé thong
Dich pha lodng hdng |phan tich nhém mau bang phuong phép gelcard >8
cau bénh nhan cho  |giéng.
1 T-02 : e i ) 12.000| ml
o may dinh nhém mau |Thanh phan t6i thiéu: Glycine, glucose. m
tu dong Bao quan: ¢ 2-8 d¢ C.
Tiéu chudn chét luong: ISO 13485/ FDA.
Gelcard st dung dé xét nghiém dinh nhém ABO bang
elsaid dlifuidm ph%rO'ng p;haP honfg cau ‘mau, pf]an lng che?, sa:]g [?c
S khang thé bat thudng va ty chirng bénh nhén trén hé
mau bang phuong p =t 5 P ;
b e ek min thong phén tich nhém mau str dung phuong phap
197 | SH-01 | PraPOnscauma, 1 ord >8 giéng. 1.800| card
thue hién phan (g . X = et o — S % 4
4 ; . . |Thanh phan: toi thiéu chira vi hat trong méi truong dém,
hoa hop nhom mau ¢ P .
22 45 C chat bao quan.
' Bao quan: ¢ 2-25 d6 C.
Tiéu chuén chét lugng: 1SO 13485/ FDA.
; T Anti-A khang thé don dong dan xudt tir té bao dong lai
-02  |KlI thé k . s s
il IAng theklang A Tiéu chuén chat lugng: ISO 13485 0 Le 10ml
: L . Anti-B khéng thé don dong dan xudt tir té bao dong lai
g - o ) . =
199 | SH-03 (Khang thé khang B Tiéu chudn chit lugng: 1SO 13485 50f Lo 10 ml
Anti-D khang thé don dong c6 dan xuit tir té bao dong
200 | SH-04 (Khang thé khang D/rh (lai (CCS) 50| Lo 10 ml
Tiéu chuan chét luong: ISO 13485
Héa chat xét nghiém PT trén may dong méau tu dong:
chira thromboplastin dong khé dugc chiét xuat tir ndo
B clilh s metiiBm thé. Ngoai ra con chira mot chét tre ché heparin dic hiéu
201 | SH-05 T B va dung moéi hoa tan co chira canxi. 5.000] ml
- Gia tri hiéu chudn duoc thiét lap san cho tat ca thude
thir cting 16, nhap dir liéu biang ma vach.
Tiéu chuan chit lugng: ISO 13485
Héa chat dung dé xac dinh thoi gian thromboplastin
Hoéa chit xét nghiém  |hoat héa timg phén (APTT) trong huyét tuong, chira
SH-06 i L P . e .
= APTT cephalin tir mé ndo tho, dung dich dém kaolin. s
Tiéu chuan chét luong: ISO 13485
Hoéa chét chira thrombin ngui da citrat hoa ¢6 chira
canxi (khoang 100 NIH units/ml) va cé chira mot chat
Hda chbxét nehidm tic ché ddc hiéu heparin inhibitor cho phép phén tich
203 | SH-07 R fibrinogen trong mau huyét twrong c6 heparin. 1.200] ml

Fibrinogen

- Gia tri hiéu chuan duoc thiét lap san cho tat ca thude
thir ciing 16, nhadp dir liéu bang ma vach.
Tiéu chuan chat lugng: ISO 13485




Cong do tir xét

Cuvette bing nhya ding mot 1an, c6 bi lam bang thép

204 | SH-08 |nghiém ddng mau cho [khdng gi bén trong 60.000| cai
may tu dong Tiéu chuin chat luo‘ng ISO 13485
Héaseht i mdy He Dung dich rira pha san cho cac hé thong phan thh ddéng
205 | SH-09 |théng dong méu ty mau ty dong, thanh phén chinh chia chét diét ndm ho 450.000| ml
dbtig et'he: glycfol ph’a lodng trong dung méi nudc.
Tiéu chuan chat lugng: ISO 13485
206 | SH-10 [thong may dong mau v Y 3 neay, P ¥ 5 11.600f ml
S Tiéu chuan chat lugng: 1SO 13485
s N Dung dich pha loang cho xét nghi¢m dong mau (dung
207 | SH-11 Egﬂ%g:}";lﬁﬁ l0Ang | dich dém) c6 pH khoang 7,35. 4000 ml
Tiéu chuan chat luong: ISO 13485
i s Dung dich Canxi Clorua 0.025 M duing cho céc xét
Dung dich long Canxi
Clorua 0.025 M diing nghiém dong mau nhu thoi gian hoat hoa thromboplas{m
208 [ SH-12 R e tirng phan (APTT) hay cho cac phén tich cac yéu t6 con 2600f ml
cho cac xét nghiém
" , duong ndi sinh
dong mau s 4 .
Tiéu chuan chat lugng: ISO 13485
Huyét twong ngudi binh thlrong va bat bmh thudng co
Héa chit noi kiém citrated dang dong khé; gdm hai mirc ndng do khac nhau
209 | SH-13 |déng méau thuong quy |ctlia cdc chi s6 déng mau thudng quy: PT, aPTT, TT, 600( ml
2 muc Fibrinogen, Antithrombin. Bén 24 gid trén may.
Tiéu chuan chét lugng: SO 13485
DPinh lugng D- Dlmel huyét tuong tinh mach banﬂ
phuong phap do mién dich do duc. Hoa chat gom Dung
diCh dem chira tac nhan ngan chin di khang thé (bao
Hoa chit xét nghiém gl:,om ):jeu t6 dlfn% thalllp) k;iung dl:cE:jhuy;n ph}ilI Vi ha;]t
510| sH-14 |D-Dimer 2 khang thé atex duge phu béi hai khang thé don dong khac nhau 300 ml
denidong khang D-dimer nguoi.
- Gi6i han do: 0.27 - 20.00 ug/ml
- Gid tri hiéu chuén dugc thiét 1ap sin cho tat ca thude
thir cling 16, nhéap dir ligu bang ma vach.
Tiéu chuin chét lugng: 1SO 13485
Chét kiém chuin cho xét nghiém D-Dimer, Yéu td VWF
va protem S Free.
R Chat ndi kiém xét Cung cap huyet tuong binh thudng va bt thudng danh
211 | SH-15 . : 50 ml
nghiém D-Dimer cho viée kiém soat chit luong céac xét nghiém khang
nguyén bing phuong phap mién dich do duc.
Tiéu chudn chét lugng: 1ISO 13485
Hoa chét dinh lugng ferritin . Pham vi phén tich:
212 | SH-16 |Dinh luong ferritin 0,2-1.500 ng/mL (pg/L). Ti€u chuén chit luong: 1SO 5.000( Test
13485/ CE/ FDA
z 2 oo Chét kidém chuin cho xét nghiém dinh lugng Ferretin
213 | SH-17 |Chat chuan Ferritin Tiéu chuin chit lwong: 1SO 13485/ CE/ FDA 120 ml
Thanh phan Dung dich dém chira dioxetane Lumigen
214 | SH-18 |Co chit phat quang PPD, chat huynh quang va chét hoat tinh bé mit 21.000| ml
Tiéu chuan chét lugng: 1SO 13485/ CE/ FDA
Hoa chét dinh lugng total PSA. Pham vi phan tich:
715 | SH-19 |Pinh lugng total PSA |0,008-120 ng/mL 2.400| Test

Tiéu chuin chét lugng: 1SO 13485/ CE




Chét kiém chuan cho xét nghiém dinh lugng PSA
$1,52,83,54,S5: PSA
trong huyét thanh & muc xap xi 0,4, 1,7, 8, 58 va 121

) 4 4 g 75| ml
216 | SH-20 |Chat chuan PSA MO
chuén cia WHO
Tiéu chuén chét lugng: ISO 13485/ CE/ FDA
Hoé chat dinh lugng Free T3. Pham vi phén tich:
217 | SH-21 |Dinh lugng Free T3  [0,88-30 pg/mL 2.800| Test
Tiéu chuan chat lugng: 1SO 13485/ CE/ FDA
; : Chat kiém chudn cho xét nghiém dinh lugng Free
2 4 A : ‘ . 75 l
2% | "SR |CHAtehVeRFRTY  |rvue b Bl lmna 15O 13485V CE m
Hoa chat dinh luong Free T4.Pham vi phan tich:
219 | SH-23 |Dinh lugng Free T4  [0,25-6 ng/dL 3.300] Test
Tiéu chuan chét lugng: ISO 13485/ CE/ FDA
: ; Chat kiém chuan cho xét nghiém dinh lugng Free T4 .
: 4 z ! ! B ; S I
2dy| Shat [ChatehwirReses  |reay ohubn ahtToong: 15019485/ CEI FIA ) m
Hoa chit dinh lwgng TSH. Pham vi phan tich:
221 | SH-25 |[Pinh lugng TSH 0,005-50 ulU/mL 3.400| Test
Tiéu chuén chét lugng: 1SO 13485/ CE
2 2 Chat kiém chuin cho xét nghiém dinh luong TSH
1) ¥ B : : v D
|- e[RRI Tiéu chuan chat lugng: ISO 13485/ CE /] o
Dang dong kho tang d6 on dinh, 100% Huyét thanh
ngudi. Bao gdbm ca p— 2 — Microglobulin, CA15- 3,
Chét kidm chimn CA19-9, CA125, Growth Hormone (GH), Oestradiol,
i, o Cgéc Paracetamol, 1-25-(OH)2 - Vitamin D*... On dinh dén
223 | SH27 | & = g han tai 2- 8°C. Murc Ferritin va Vitamin B12 pha hop dé 240 ml
xét nghiém mién dich it Sk 3 i ALK W iE
e theo d&i bénh thiéu mau. Nong d§ TSH rat thap ¢ muc
1. On dinh sau hoan nguyén trong 7 ngay ¢ 2-8°C hoac
28 ngay tai -20°C
Tiéu chudn chét luong: 1SO 13485
Hoa chat dinh lugng Cortisol. Pham vi phan tich:
224 | SH-28 |Dinh lugng Cortisol |0,4-60 pg/dL 6.000| Test
Tiéu chuan chit luong: 1SO 13485/ CE/ FDA
Chat kiém chuan cho xét nghiém dinh lugng Cortisol Co
chira 0 pg/dL
225| SH-29 |Chét chuan Cortisol (n’moI/L).comsol. 81’82’83’§4’SS: Coms‘o.[ (-"hqp Chztt 144 ml
hoa hoc tinh sach) trong huyét thanh nguoi lan lugt &
cac muc néng do xép xi2, 5, 10,25 va 60 pg/DI
Tiéu chuén chét luong: ISO 13485/ CE/ FDA
Dung dich riraméay | Thanh phan: KOH 1-5% . . | Binh/100
2 - J ) i 3
S hang ngay Tiéu chuan chat lugng: ISO 13485 M 0 mL
Cde dung miu diing g s
E i Thanh phan: Polystyrene e
H- I . : ; .
el e g chg el e tich Tiéu chuén chat luong: ISO 13485 e R
mién dich
d ] Pham vi phan tich: 0,5-1.000 U/mL
228 | SH-32 Dinh lugng CA15-3 | ') 41 chét luong: 1SO 13485/ CE/ FDA =000 Test
Chat chuin ctia héa chat dinh lugng CA 15-
Chat chuin BR 3;51,52,53,54,S5: Khang nguyén CA 15-3 & cac ndng
H-33 g g - =
L Monitor dd xap xi 10, 50, 100, 500 va 1.000 U/mL -
Tiéu chuan chét lugng: 1SO 13485/ CE/ FDA
: Hoa chit dinh lugng IL6. Pham vi phan tich: 0,5-1.500
I 2 g i v : s
23| SEam Do EmEILG pg/mL 3.400| Test

(Interleukin 6)

Tiéu chuan chét lugng: 1ISO 13485/ CE




SH-35

Chat chuin IL-6

ChAt chudn cta hoa chat dinh lugng IL-6
Tiéu chuin chét lugng: 1SO 13485/ CE

99

ml

SH-36

Chét kiém tra xét
nghiém IL-6

Chét kiém chudn cho xét nghiém dinh luong IL6. Thanh
phan: QCI: QC2: QC3.
Tiéu chuan chét lugng: 1SO 13485/ CE

120

ml

SH-37

DPinh lugng PCT

Hoa chét dinh luong PCT. Pham vi phan tich:
0,01-100 ng/mL
Tiéu chudn chit luong: ISO 13485/ CE

1.600

Test

Chét chuan PCT

Chét chuén cua héa chit dinh lugng PCT.
$1,52,53,54,S5, S6:

Procalcitonin tai td hop & ngudi véi cac mirc xap xi lan
luot 12 0,8, 5, 10, 25, 50 va 100 ng/mL (ng/L)

Tiéu chudn chit luong: 1SO 13485/ CE

70

ml

SH-39

Dung dich rira may
hang ngay

Thanh phan chinh: Acid hitu co.
Tiéu chudn chat lugng: 1SO 13485

p—t

Binh

Binh/1gal
lon

SH-40

Phat hién HBs Ag

Phuong phap xét nghi¢m: mién dich enzym mot bude
Khang thé dic hiéu HBs Ag don dong (chudt) lién hop
voi photphataza kiém (tai tb hop)

Tiéu chudn chat lugng: 1SO 13485/ CE

3.000

Test

SH-41

Chat chuin HBs Ag

Chét chudn cia hoa chét HBsAg .Thanh phan: CO: Chat
hiéu chuin am tinh: C1: Chit hiéu chuén duong tinh:
Tiéu chuén chit lugng: 1SO 13485/ CE

27

ml

238

SH-42

Chat kiém tra xét
nghi¢ém HBs Ag

Thanh phan QC1: Huyét tuong ngudi dugce khir xo,
HBs Ag am tinh QC2: Huyét twong ngudi duge khir xo,
HBs Ag duong tinh.

Tiéu chudn chit lugng: ISO 13485/ CE

170

ml

SH-43

Pinh tinh HCV Ab

Hoa chat dinh tinh HCV Ab
Tiéu chuén chét lugng: 1SO 13485/ CE

2.600

Test

240

SH-44

Chéat chuan HCV Ab

Chét kiém chuin cho xét nghiém HCV Ab Thanh phén:
CO: Chit higu

chuén am tinh: huyet thanh nguoi dm tinh (I\hong, phan
ing) Cl: Chét hiéu chudn duong tinh: huyét huyet thanh
ngudi duong tinh (phan (ng) danh cho khang thé khdng

HCV
Tiéu chuin chét lugng: 1SO 13485/ CE/ FDA

ml

SH-45

Chét kiém tra xét
nghiém HCV Ab V3

QC ctia héa chit HCV Ab ;Thanh phan: QC1: QC am
tinh QC2: QC duong tinh
Tiéu chuén chét lugng: 1SO 13485/ CE

84

ml

SH-46

Pinh lugng Vitamin
B12

Ho4 chét dinh lugng Vitamin B12, Pham vi phén tich:

50-1.500 pg/mL
Tiéu chuan chét lugng: SO 13485/ FDA

1.800

Test

AU

SH-47

Chat chuédn Vitamin
B12

Chat chuém ctia hda chét Vitamin B12 Thanh phan: SO:
Chét nén dém c6 albumin huyet thanh ngum (HSA) Sl
S2, S3, S4,85: Vitamin B12 lan lugt & ndng do xap xi
100, 250, 500, 900 va 1.500 pg/mL

Tiéu chuén chét lugng: 1SO 13485/ FDA

120

ml

244

SH-48

Pinh luong Folate

Pham vi phén tich: 1-24,8 ng/mL
Tiéu chudn chét lugng: 1ISO 13485/ CE/ FDA

1.800

Test

245

SH-49

Chét chuan Folate

Chét chudn ctia hoa chat Folate Thanh phén: S0: Chat
nén c6 dém chara albumin huyét thanh nguoi (HSA
$1,52,53,54,S5: Folate (ax1t

pteroyiglutamlc) trong chit nén dém & ndng do lan luot
xap xi 1,2,3,1, 6,2, 12,4 va 24,8 ng/mL

Tiéu ohukn chét lrong: 1SO 13485/ CE/ FDA

96

ml

e




. Chit liéu Polypropylene; Dung tich t6i da 1 mL =
2 y ié An i A 2 63.000( Cai
246 | BH-SD (|Gieng phin ung Tiéu chuan chat lugng: 1SO 13485/ CE
Dung dich rira dung Thanh phan: Dung dich mudi dém TRIS, chét hoat tinh
247 | SH-51 [cho may mién dich ty |bé mat 1.200] it
dong Tiéu chuan chat lugng: ISO 13485
Chat kidém ching dang long, dugc chudn bi tir huyét
Chét kiém chimg cho |thanh ngudi. Nong d9 cac chat phan tich duge diéu
248 | SH-52 |céac xét nghiém tim chinh véi cic hoa chat tinh khiét va cac ché pham tir 90( ml
mach mae 1,2,3 protein tai to hgp, mé hoac dich co thé ngudi
Tiéu chuan chét luong: 1SO 13485/ CE/ FDA
Chét kiém chimg cho Chat kiém‘(?hl.'rn’g da!}g l(zmg, d}:gf: chEleAm bﬂl tir hnuyé't
b o o n . thanh ngudi. Cac mire nong dg cia céac chat phan tich .
SR Ogn{nmich dugce diéu chinh véi hoa chat tinh khiét va cac ché Lo/lxSm
249 | SH-53 |dichmGc I (cogiatri |, 5 .. . .. e g i 12| Lo |L(Hop6
sy .. |pham tir mé/dich co thé nguoi. Str dung chung cho céac
cho ca cac xét nghiém |, R . ’ lo)
chi t6 khéi u) xét nghiém mién dich muc 1
Tiéu chuén chét lugng: [SO 13485/ CE/ FDA
Chét kiém chimg cho Chat klem‘c'htrn'g daflg lcgng, dALr(_y'c chpan b} tir hﬂuye:t
A i .z [thanh nguoi. Cac mirc nong d¢ cla cac chat phan tich
CHOXEENGHIGMUMIEN | o didu chinh-véi ida chattirth khib vi cheché phim g
250 | SH-54 [dich mtc 2 (c6 gid tri [ s e 12| Lo |L(Hop6
§ e .. |tr md/dich co thé ngudi. St dung chung cho cic xét
cho ca céc xét nghiém S ; lo)
chi t6 khéi u) nghiém mién dich mirc 2
Tiéu chuan chat lugng: 1SO 13485/ CE/ FDA
Chét kidm Jhitingho Chat klem‘c.hu'rig dapg lc‘ﬂ)ng, d}rqi: ch%lan b} tur h‘uye’t
e ot .z [thanh nguoi. Cac mic nong d§ clia céc chat phan tich ’
£ % ad iy domt i dugc diéu chinh voi hoa chét tinh khiét va céc ché phdm LutLEam
251 SH-55 |dichmdac3 (cogiatri |, 7 ... 2 - i p 12| Lo |L (Hop6
. .. |tir m&/dich co thé nguoi. Str dung chung cho céc xét
cho ca cac xét nghiém v x . , lo)
chi t6 khéi u) nghiém mién dich mue 3
Tiéu chuén chét luong: 1ISO 13485/ CE/ FDA
Dung dich kiém tra hé thong ding cho may phan tich
Dung dich kiém tra h¢ |mién dich Thanh phan: Phosphatase kiém, 1% albumin
252 | SH-56 [thong ding cho may huyét thanh bd (BSA), 0,25% ProClin 300, < 0,1% natri 24| ml
phan tich mién dich  [azit hoat
Tiéu chuin chét luong: ISO 13485
Hoa chat dinh lugng EPO. Pham vi phan tich: 0,6-750
253 | SH-57 |Dinh lugng EPO mlU/mL 2.400| Test
Tiéu chuan chét luong: I1SO 13485/ CE/ FDA
Thanh phén: S0: Chét nén dém BSA, < 0,1% natri azit
va 0,15% ProClin 300 S1,52,53,54,55: EPO tai td hop ¢
254 | SH-58 |[Chat chuan EPO nguoi, chit nén BSA dém, < 0,1% natri azit va 0,1% 140.] ml
natri Omadine
Tiéu chuan chat lugng: ISO 13485/ CE/ FDA
Pinh lugng 25(0OH) Hoa chat dinh lugng vitaminD. Pham vi phén tich:
255 | SH-59 |vitamin D (DxI) (toan |2-210 ng/mL 2.400| Test
phan) Tiéu chuan chét lugng: SO 13485/ CE/ FDA
Chat chuan cua xét nghiém dinh lugng 25(OH) vitamin
Chét chuan 25(OH)  |D. Thanh phan: SO0: Huyét thanh nguoi,S1,52,53,54,S5:
256 | SH-60 [Vitamin D (DxI) Huyét thanh ngudi véi ndng do vitamin D 25(0OH) xap 60.00| ml
(toan phﬁn) xi6,17,37,87 va210 ng/mL
Tiéu chudn chét lugng: ISO 13485/ CE/ FDA
Ho4 chat dinh luong Digoxin. Pham vi phén tich: 0,2—6
257 | SH-61 |Pinh lugng Digoxin [ng/mL [0,3-7,7 nmol/L 2.400| Test
Tiéu chuén chat lugng: 1SO 13485/ FDA




2
N
(o=}

SH-62

Chat chuan Digoxin

Chét chuin cua xét nghiém dinh lugng Digoxin. Thanh
phan S0: Huyét thanh ngum S1,S2, S3 S4, SS Digoxin
trong huyét thanh nguoi lan luot & nong do xap xi 0,5, 1,
2, 4 va 6 ng/mL

Tiéu chudn chét lugng: ISO 13485/ FDA

150

ml

259

SH-63

Hoa chat chay mau co
Lactace 400 Test

Hop do chira cac cam bien, thude thur, cac thanh phan
dién tir va cht 1ong cin thiét ¢é phan tich cdc mau bénh
nhén va QC ciing nhu dé hiéu chuén hé thong
RAPIDPoint 500/500e, thuc hién cho 400 mau:

- Céc thudce thir bao gom:

+ Low Sulfite Zero Cal (LSZC) 75 mL gom cac khi
(oxy, carbon dioxide, nito), mudi (kiém halog,enua) chét
dém hitu co, chat xiic tac va chit hoat dong bé mit

s Reag,ent C: 60 mL gém céc khi (oxy, carbon dioxide,
nito), mudi (klem halogenua), chit dém hiiu co, lactate,
thudc nhudm, chit hoat dong bé mit va chét bao quan

+ 200 Cal: 230 mL gom cac loai khi (oxy, carbon
dioxide, nito), muéi (kiém halogenua) chét dém hitu co,
glucose, lactate, chat hoat dong bé mat va chét bao quan
+ Reference: 16 mL gom kali clorua, bac clorua va chat
hoat dong bé mat

- Céc cam bién trong hop do danh cho hé théng
RAPIDPoint 500 c6 kha nang do pH, pO2, pCO2, Na+,
K+, Ca++, Cl-, glucose, lactate, hemoglobin toan phén,
oxyhemoglobin, deoxyhemoglobin, methemoglobin,
carboxyhemoglobin va bilirubin so sinh.

Mdi hop do st dung 6 4n dinh trong 28 ngay sau khi lap
dat vao hé thong. Bao quan ¢ nhiét do 2-8°C

Dai do:

pH: 6,5-7,8 mmHg

p02: 10,0-700,0 mmHg

pCO2: 5,0-200,0 mmHg

Na+: 100,0-200,0 mmol/L

K+ 050-1500 mmaol/l

14000

Test

SHPT-01

Hoa chét rira thai toan
bo

Hop chit ruaftha: ¢6 chira thudc thir rira dé 1am sach
dudng dan mau sau khi phan tich va higu chuén, gom
250 mL chira cac khi (oxy, carbon dioxide, nito), mudi
(kiém halogenua) chit hoat dong bé mit va chat bao
quan Hép chét rira/thai cling luu trit chét thai long.

Mdi cartridge rira thai sir dung 6n dinh trong 10 ngay
sau khi duoc cai dat trén hé théng. Bao quan ¢ nhigt do
phong (khong quéa 25°C), hodc trong mai trudng lanh (2-
8°C)

Tiéu chudn chét lugng: 1SO 13485/ CE

128

BO

4Bo/
Hop

SHPT-02

Héa chat kiém chuén
muc |

Hoéa chét kidm chudn mic 1 cho pH, khi mau, dién giai
(trén hé théng may Rapidpoint 500/500e, may RapldLab
1265, may RapidLab 348EX), Co-ox va cac chét chuyén
hoa: glucose, lactate (trén hé théng may Rapidpoint
500/500e, may RapidLab 1265) Bao quan ¢ nhiét do 18-
25°C, tranh anh ning truc tiép.

Tiéu chuén chét luong: 1SO 13485/ CE

90

3010/
Hop




262

SHPT-03

murc 2

Hoa chat kiém chuan

Hoa chét kiém chudn mic 2 cho pH, khi mau, dién giai
(trén hé théng may Rapidpoint 500/500e, may RapidLab
1265, may RapidLab 348EX), Co-ox va cac chat chuyén
hoa: glucose, lactate (trén hé thdng may Rapidpoint
500/500e, may RapidLab 1265). Bao quan ¢ nhiét do 18-
25°C, tranh anh ning tryc tiép.

Tiéu chuin chit lugng: ISO 13485/ CE

90

30 1o/
Hop

263

TN-01

Hoéa chat kiém chuan
muc 3

Hoéa chat kiém chuin mirc 3 cho pH, khi mau, dién giai
(trén hé thong may Rapidpoint 500/500e, méy RapidLab
1265, may RapidLab 348EX), Co-ox va céc chit chuyén
hoa: glucose, lactate (trén hé théng may Rapidpoint
500/500e, may RapidLab 1265). Bao quan ¢ nhiét do 18-
25°C, tranh anh nang tryc tiép.

Tiéu chudn chét luong: ISO 13485/ CE

90

3010/
Hop

264

TN-02

Hoéa chat dung cho
may xét nghiém dién
giai

Thanh phan:( Standard A: 800ml; Standard B: 100ml.;
ISE Cleaning Solution: 100ml)/Bé.

- Dai do huyét thanh/Mau:

+ Sodium (Na): 40-220 [mmol/L]

+ Potassium (K): 1-30 [mmol/L]

+ Chloride (Cl): 20-250 [mmol/L]

+ Calcium (Ca): 0,2-5 [mmol/L]

- Dai do nudc tiéu:

+ Sodium (Na): 20-300 [mmol/L]

+ Potassium (K): 2-150 [mmol/L]

+ Chloride (CI): 20-300 [mmol/L]

- Tiéu chuin chat lugng: 1SO 9001/ I1SO 13485

55

800+100+
100ml

265

TN-03

Dung dich kiém
chuan cho may xét
nghiém dién giai

- Bao gdm:

+ Murc 1: Céc gié tri thap cho Na + - K + - Cl- - Li +;
Gia tri cao cho Ca2 + (Nhin do)

+ Murc 2: Gia tri thong thuong (Nhan vang)

+ Mirc 3: Cac gid tri caochoNa+-K +-Cl-- Li +;
Gia trj thap cho Ca2 + (Nhian mau xanh)

Tiéu chudn chét lugng: 1SO 9001/ 1SO 13485

Bo

3x15ml

266

TN-04

Dung dich diéu hoa
Na

Thanh phén: Conditioner Solution: 1 bottle x 20ml.
Tiéu chuan chat lugng: ISO 9001/ ISO 13485

Lo

20ml

267

TN-05

Pién cuc Na+

Dién cuc Natri ding cho may dién giai
Tiéu chuan chét luong:1SO 9001/ ISO 13485

Cai

268

TN-06

Pién cuc K+

bién cuc Kali diing cho may dién giai
Tiéu chuan chét lugng: 1SO 9001/ ISO 13485

Cai

269

TN-07

bién cuc Cl-

Dién cuc Clo diing cho may dién giai
Tiéu chudn chét luong: ISO 9001/ 1SO 13485

Cai

270

TN-08

Dién cuc Ca2+

Dién cuc Canxi dung cho may dién giai
Tiéu chuan chét lugng: ISO 9001/ ISO 13485

Cai

TN-09

Cét sic ky trao doi ion

- Hoa chat cho may dinh luong Hemoglobin Alc dua
trén Phuong phap sic ki long cao ap. duoce sir dung
trong chan doan trong 6ng nghiém, str dung cho do
luong Hemoglobin Alc (HbAlc) trong mau mau toan
phﬁn, mot cot duoge dong goi san vai hat nhya Resin trao
dbi cation. 6n dinh cho dén ngay hét han khi dugc bao
quéan & 4-15°C. Ngay hét han dugc ghi trén hop san
pham va nhan c6t

Tiéu chuan chét luong:ISO 13485:2016

Cai

e




TN-10

Mang loc

man loc cho may may dinh lugng Hemoglobin Alc dua
trén Phuong phép séc ki 1ong cao ap
Tiéu chuan chét lugng:1SO 13485:2016

Goi

Gai/5 cai

TN-11

Dung moi ly giai so 1

TN-12

Dung mdi ly gidi s6 2

TN-13

Dung mdi ly giai s6 3

- Dung méi ly giai dugc san xuét cho may dmh luong
Hemoglobin Alc , dua t:en Phuong phap sac ki long cao

Lo b ot Ao dbeana ahAn dodn teana Anaoahifn ol

44.000

ml

32.000

ml

32.000

ml

TN-14

Dung dich rira va ly
giai

Dung dich rira va ly giai+D5duoc san xuat cho cac may
may dinh luong Hemoglobin Alc dua trén Phuong
phap sic ki 16ng cao p, chira nude loai ion, EDTA va
Triton X. Mdi loai chtra khong dén O 1% Natu azide
nhu 12 chét bao quan, khi chua mé nép ludn 6n dinh dén
ngay hét han sir dung khi béo quén tir 4 dén 30 °C.

Tiéu chudn chét lugng:1SO 13485:2016

140.000

ml

TN-15

B chit hiéu chuén
Hemoglobin Alc

: B& chit hiéu chuan Hemoglobm Alc 1a mét chat tham
chiéu duge thiét ké chuyén biét dé higu chuin cac may
phan tich Glycohemoglobm tu dong cua

+B6 cht hiéu chuan Hemoglobin Alc can duoc bao
quan ¢ 2-8°C trong khi chua m&. N6 s& van 6n dinh dé
str dung cho dén ngay hét han duge in trén lo

+Sau khi mao, bd chét hiéu chuin Hemoglobin Alc sé
vin én dinh dé sir dung cho dén 1 tuan & 2-8°C

Tiéu chuén chit lugng:ISO 13485:2016

Hop/ (2
level x 5
x 4 mL)

TN-16

B0 hda chat doi chiéu
Hemoglobin Alc

B6 hoa chét dbi chiéu Hemoglobm Alce nay da duogc
thiét ké danh riéng cho viéc kiém sodt chat ]uong cac
may phan tich Glycohemoglobm tu dong ché do phan
tich chudn va ché do phan tich bién thé. San pham nay
duoc st dung dé danh gia va theo ddi chét lugng clia cac
xét nghlem HbAlc trén cac may phan tich nay.

San pham nay 50m 2 mirc chudan HbAlc (% hodc
mmol/mol) d& bao pht cdc pham vi c6 ¥ nghia lam sang
trong viéc kiém soat bénh dai thao duong.

'+ San pham 6n dinh trong 7 ngay sau khi m¢ hodc pha
voi didu kién 1a lo duoce dong kin va gilr trong ta lanh &
2-8°C.

'+ Khi san pham duogc 1am dong lanh sau khi pha, no can
dugc bao quan & — 20°C hodc thap hon. Sau dé, san
phim s& bn dinh cho dén 30 ngay.

Tiéu chuin chét lugng:1SO 13485:2016

Hop/ (2
level x 4
x 0.5 mL)

VS-01

Test thir nhanh phat
hién khang theé virus
viém gan C

Phat hién khang thé déc hiéu khang HCV trong mau
huyét thanh, huyet tuong, mau toan phan nguoi.

- B nhay tuong dbi: 99.1%

- D6 dac hiéu tuong dbi: 99.4%

- Su chinh xac: 99.4%

Tiéu chuén chét luong: 1ISO 13485

1500

Test

VS-02

Test thir nhanh phat
hién khang thé HBs
(Anti-HBs)

Test HBsAb dinh tinh phat hi¢n khang thé khang vi rat
viém gan B trong huyét thanh hodc huyét twvong ngudi.
D6 nhay: 99.5%

Do dic hiéu: 99,8%

Gi6i han phét hién: 10mlU/ml trong 15 phat

Tiéu chuin chét lugng: ISO 13485

1000

Test
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VS-03

Test viém gan B
(HbeAb)

Phét hién HbeAb trong mau toan phan, huyét thanh,
huyét tuong

Dat tiéu chuén 1SO13485:2016,

- b6 nhay 95.6%

- Bd dac hiéu 99.3%

- MAu phim: Huyét thanh, huyét tvong, mau toan phan
- Thanh phén kit thir: Khéang nguyén HBcAg tai td hop
- Vach két qua Khang thé don dong, khang HBcAb

- Vach chiing: Khang thé dé da dong tai t6 hop

khang HBcAg

- Bao quan & nhiét do thuong

Tiéu chuan chét luong: 1SO 13485

200

Test

VS-04

Test viém gan B
( HBeAg - dang que
50 test/hép )

Phat hién HBeAg trong mau toan phan, huyét thanh
hodc huyét tuong clia ngudi.

Pat tiéu chuan 1SO13485:2016

- Méu phém: Huyét thanh, huyét trong, méu toan phén
- D§ nhay: 96.2% ; B¢ dac hiéu: 99.4% ; Khoang tin
cay: 95%

- Thanh phén Kit thir: Ving cong hop: Khang thé don
dong khang HBe

- Vach két qua : Khang thé don dong khang HBe ; Vach
chiing: Khang thé da dong dé khang chudt

- Bao quan ¢ nhiét do thuong

Tiéu chudn cht lugng: 1SO 13485

200

Test

VS-05

Test viém gan B
(HBcADb)

Viing cdng hop: Khéng nguyén HBcAg tai té hop

- Vach két qua: Khang thé don dong khéang HBcAb

- Vach chimg: Khang thé dé da dong téi td hop khang
HBcAg

Tiéu chudn chét lugng: 1SO 13485

100

Test

284

VS-06

Test thir nhanh phat
hién khang thé HIV

Phat hién dong thoi khang thé (IgG, IgM va IgA) khang
HIV -1/2 va/hodc Treponema pallidum (TP) trong mau
huyét thanh, huyét tuong va mau toan phan.

D6 nhay HIV: 99 %, D6 dac hiéu HIV: 99%,

D4 nhay Syphilis: 99%, B¢ dac hiéu Syphilis: 99.1%.
Tiéu chuan chét luong: 1SO 13485

Puoc khuyén cao boi WHO.

1500

Test

285

VS-07

Test thir nhanh phat
hién khang thé giang
mai

Phat hién tat ca cac type khang thé (IgG, IgM, [gA)
khang Treponema pallidum.

Do nhay: 99.3% va g dac hiéu: 99.5% so véi TPHA.
Mau xét nghiém: huyét thanh, huyét twong, mau toan
phan. Khong cé phan tmg chéo véi cac miu duong tinh
Malaria P.f, Malaria P.v, mau chira yéu té dang thép,
duong tinh Leprosy, mau ctia phu nit mang thai..

Tiéu chuan chét lugng: 1SO 13485/ CE

100

Test




Phat hién phan biét khang nguyén P.f va P.v trong méu
méu toan phéan (thé tich mau mau Sp).
Do nhay: 98% (P.f), 95.5% (P.v). B¢ dic higu: 99.5%.

; -
286 | V08 - Malsua PE LY Tiéu chudn chit lugng: ISO 13485 ! e
I . Tost st nghitm ?hat hién khang thé 1gG-IgM khang Dengue.
2 - Dengue 1gG/IgM est dang cassette O thé thuc hién trén mau toan phén, 1000] Test
huyét thanh va huyét tuong
P& nhay 94,6% , Do dic hi¢u 96,5%
Tiéu chudn chit lugng: ISO 13485
Phat hién khang nguyén NS1 Dengue .
Test xét nghiém Test dang cassette co thé thyc hién trén méau toan phan,
288 | VS-10 [khang nguyén Dengue huyét thanh va huyét tuong 1750| Test
NSI D6 nhay 92.4%, d6 dic hié¢u 96.1%
Tiéu chudn chit luong: ISO 13485
T?st phzft. hie.n e Test nhanh xét nghiém dinh tinh, ddng thoi
289 | vs.qp | nehicn trong MOP300/AMP1000/MET1000/THCS0 trong nudc tiéu. 200| Test
ind: few (MOE=TEHE- Tiéu chuén chét lugng: 1SO 13485/ CE
AMP-MET) 5
e Phat hién morphin-heroin trén mau nudc tiéu.
290 | VS-12 Tl\;les: phhii;l}fdnop) Dang dipstick, thyuc hién trén mau nude tiéu tuoi. 200! Test
trong nugc tiéu s 300» ng/m!
Tiéu chuan chat lugng: 1SO 13485/ CE
R Phat hién amphetamin trén mau nudc tiéu.
2] VT Alc- ;:eSt })hat h.“?n AMP Dang dipstick, thyc hi¢n trén mAau nude tiéu tuoi . s00l T
o' fmbaaine () |G 00 g
Tiéu chuin chat luong: ISO 13485/ CE
- Phat hién metamphetamin trén mau nude tiéu.
VT Ale- Testphat usn Dang dipstick, thuc hién trén mau nude tiéu tuoi .
292 Metamphetamine : s : 200{ Test
- (MET) trong nudc tiéu LGN 100}) ngflrnl
N Tiéu chuén chat lugng: ISO 13485/ CE
Phat hién THC trén mau nudc tiéu.
VT DG- Test phat hi¢n Dang dlpSthk thuc hién trén mau nude tiéu tuoi.
293 ol Marijuana (T}—IC) Cung cap kém que ldy mau. 200{ Test
trong nudc tiéu LOD 50 ng/ml
Tiéu chudn chét lugng: 1SO 13485/ CE
Thir nghiém ngung két trén slide va dng dé phat hién
dinh tinh va ban dinh luong céc khang thé khang
VT DG- . Salmonella trong huyét thanh nguoi. Thubc thr, huyen
al 02 Salmenelle Widals dich vi khuan dagbl gylet chét va bi nhudm ngung két khi 2h9t - ml
tron voi mau c6 chira khang thé twrong dong;
- Tiéu chudn chit luong: 1SO 13485/ CE
Toxocara canis lgG duoc chi dinh dé xét ng,htem dinh
205 VT DG- [TOXOCARA CANIS |[tinh céc khang thé trong huyét thanh hodc huyét tuong 11521 Test
5 03 1eG + D6 nhay >95%, d6 dic hiéu >95%

Tiéu chudn chét lugng: ISO 13485

III

¥
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Test nhanh xé4c dinh tinh trang hoai tir co tim béng
Troponin L.
. - Test dang cassette c6 thé thuc hién trén mau toan ph?m,
206 PIBR. | fet g gt . |huyét thanh va huyét tuong 600| Test
04 Troponin I trong mau Tiéu chuin CE.
D6 nhay: 99,4%, d6 dac hi¢u 99,0%.
Tiéu chudn chét lugng: ISO 13485/ CE
Thé dinh danh vi khuan Gram 4m dugc st dung trén hé
théng dé dinh danh tu dong (vitek 2 compact) céc truc
khuan Gram 4m 1én men va khong [én men
Thé nhya 64 giéng gdbm 47 tinh chat sinh vat hoa hoc va
VT BM- £ . :
297 01 GN TEST KIT 1 giéng ching. 3500( card
Bao quan thé hda chat trong 16p 16t kin ctia bao bi ¢
nhiét dé tir 2-8°C
Tiéu chuan chét lugng: ISO 9001/ 1SO 13485/ CE.
Thé dinh danh vi khuan Gram duong dugc st dung trén
hé théng dé dinh danh tu dong (vitek 2 compact) cac vi
khuan Gram duong
208 VT BM- GP TEST KIT Th'é; nhua ,64 giéng gém 43 tinh chét sinh vat hoéa hoc va 200! card
02 | giéng chirng
Bao quan thé hda chat trong 16p 16t kin ctia bao bi &
nhiét do tur 2-8°C
Tiéu chudn chét lugng: ISO 13485
Thé khang sinh d6 Gram am dugc st dung voi hé théng
trong phong xét nghiém phong nhu mot thir nghiém in
299 VT KM-01IAST-GN67 vitro dé xac dinh do nhay cam ctia cac truc khuan Gram 3100{ card
am. (tuong thich cho may vitek 2 compact)
Tiéu chuan chét luong: ISO 13485
Thé khang sinh d& Gram 4m dugc sir dung véi hé thong
trong phong xét nghiém phong nhu mét thir nghiém in
300 VT KM-03AST-N240 vitro dé xac dinh do nhay cam cua cac truc khuan Gram 400( card
am (tuong thich cho may vitek 2 compact)
Tiéu chuén chét luong: 1SO 13485
The khang sinh dd Gram duong dugc sir dung voi hé
thong trong phong xét nghiém lam sang nhu [a mgt xét
301 VT KM-01AST-GP67 ng_hiéfn in }fitrc,J-dé’xéc c?inh dc’i nhay cam l’(héng sinIT clia 2200! card
Vi sinh vat véi cac khang sinh (tuong thich cho may
vitek 2 compact)
Tiéu chuén chét luong: ISO 13485
Ong nhua plastic dé pha loang mau xét nghiém trén hé
. thon :
302 VT KM-040Ong nhuya Bio iuén: nhiét 4 phong. 12000{ ong
Tiéu chuén chét luong: ISO 9001/ CE




Chat pha loang cho

VT KM-03viéc xir ly tu dong cua

may dinh danh tu dong

Chit pha lodng cho viéc xur ly tir dong céc the cua may
Muc dich st dung cuia tii chira dung dich nude mudi
0,45% la chit pha lodng cho viée xir ly tu dong cic the
ctia may ty dong. Ti ndm trong khoang chira nudc
mudi ciia may dinh danh ty dong

-Thanh phan: 0.45 % Sodium Chloride Diluent

Tiéu chudn chét lugng: ISO 13485

28

Thi

14L

304

VT KM-04

Thé dinh danh cho
Neisseria/
Haemophilus - NH

- Thé dinh danh NH dung dé dinh danh vi khuén
Neisseria/Haemophilus va cac vi khuén khé moc khac
trén hé théng may dinh danh va khang sinh dd ty dong

- Thé NH ciin ctr vio cac phuong phap hoa sinh da dugc
thiét 1ap va céc co chét da phat trién moi tinh todn viée
str dung ngudn cacbon, hoat tinh enzym. C6 30 xét
nghiém hda sinh

- Thé dinh danh NH la thé ding mét lan.

- Bao quan thé héa chét trong bao bi dong goi ban dau

cua chung ¢ 2-8°C
- Tiéu chuén chit lugng: 1SO 9001/ 1SO 13485/ CE,FDA

40

card

305

VT KM-07

Thé khéng sinh d6 vi
khuin Gram am AST-
N415; N428

Thé lim khang sinh dd truc khudn Gram 4m hiéu khi
dung v6i may VITEK 2

MGdi thé chira céc Lhang sinh chon loc ¢ cic nong do
khéc nhau, duoc sdy kho voi méi truong nudi cly vi sinh
Tiéu chuin chét lugng: 1ISO 13485

80

card

306

VT KM-08

Theé khang sinh db
Lién cAu AST-ST03

- Thé khang sinh dd Gram duong AST-STO03 dugc sur
dung voi hé thong trong phong xét nghiém 1am sang
nhu mot thir nghiém in vitro dé xac dinh do nhay cam
clia S. pneumoniae, beta-hemolytic Streptococcus, va
Viridans Streptococcus voi cac khang sinh khi sir dung
theo ding huong din ciia s6 tay Thoéng tin san pham

- Thanh phén trong thé hoa chét: Ampicillin NS2;
Benzylpenicillin NS2; Cefotaxime; CeftriaxoneNS2;
Chloramphenicol; Clindamycin ¢; Erythromycin;
Gentamicin; InducibleClindamycinResistance; S.
agalactiae, S.; pyogenes; Levofloxacin; Linezolid NS;
Moxifloxacin; Rifampicin; Teicoplanin; Tetracycline;
Tigecycline NS; Trimethoprim/Sulfamethoxazole ¢;
Vancomycin NS

- Bao quan thé hoa chét trong 1ép 16t kin ctia bao bi &
nhiét do tir 2-8°C

- Tiéu chuén chit lugng: ISO 9001/ ISO 13485/ CE.

40

card

VT KM-09MacConkey Agar

Mot méi truomg chon loc phéin biét dac bigt gitra
coliforms va cac vi khudn khong 1én men lactose vai su
irc ché cta vi khudn Gram duong.

Tiéu chuén chét luong: 1ISO 13485

20

500g

308

VT MD-
04

Sabouraud Dextrose
Agar

Moi trudng c6 pH axit @é nudi cdy, phan 1ap cac bénh
phém da lidu, n4m va nam men khac.
Tiéu chuin chat lugng: 1SO 13485

500¢g
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L

N AN




Mai truong thir nghiém nhay cam khang sinh dugc sir
. VT MD- fiiioilor: Hsiton: Ajpar dl_l[}g trong cac quy trinh tiéu chuén duoc quf)c té cong 18| Hop 500g
05 nhan
Tiéu chuan chét lugng: 1ISO 13485
; Pugc sir dung thay cho Thioglycollate Medium USP
310 VT MD-0d | ioglycolate Broth |-y 15173 4% 1iém tra céc san phim duc hoe nhot. 2| Hop | 500g
sy Tiéu chuin chét lugng: ISO 13485
Maéi truong bot Brain Heart Infusion Broth
500g/1o
Thanh phan
Hat nghién ndo bo 12.5 g/I
311| VT |BRAIN HEART Hat nghién tim bo 5.0 g/l o Hop | s00g
NHM-01 |INFUSION BROTH |Proteose peptone 10.0 g/l
Sodium chloride 5.0 g/l
Glucose 2.0 g/l
Di-sodium phosphate 2.5 g/l
Tiéu chuan chat lugng: ISO 13485
Oxoid Skim Milk Powder la mét loai bot phun kho,
khong chira sinh vat uu nhiét, dugc sir dung lam maoi
truong nudi cdy vi sinh
Pic tinh ki thuat
VT -Ti léﬁtrung binh (Y% w/w)
312 Skim Milk Powder +bg§ am: 5.0 1| Hop 500g
SHPT-01 . 3 i
+Thanh phan chat béo: <1.5
+Protein: >34
-Cam quan: Méi truong dang bot min, mau kem nhat
-Dong goi: 500g/ hop
-Tiéu chuan chat lugng: SO 13485
Dfa thach ding sin dugc str dung dé nudi cdy phé rong
dé sir dung nuéi cdy, phan lap hau hét cac loai vi sinh
vat va phu hop xac dinh loai tan mau. Dia thach dung
san chira moi truong nudi cay va thir tinh chat tan mau
VT ctia hau hét cac loai vi sinh vat ké ca vi S\il]l‘l vat kho moc
313 bia Blood Agar Base |(trir Haemophilus, Neisseria). Bao goi bang mang ban 4500/ Dia
SHPT- 02 £
tham Cellophane.
Thanh ph?m: Proteose peptone, Liver digest, Yeast
extract, Sodium chloride, Sheep blood, Agar; pH: 7.3 =
0.2 &25°C
Tiéu chudn chét lugng: ISO 13485
Pia thach diing sin chira mdi trudng phén lap va phan
biét cho phat hién cac vi khuan Enterobacteriaceae trong
céc mau bénh pham ¢ ngudn gbe 1am sang. Dia 90mm.
VT Bao gbi b:%lng méng ban tham Cellophane.
314 SHPT- 03 Pia MacConkey Agar | Thanh phan: Peptone, lactose, Bile salts, Sodium 4500| Pia
chloride, Neutral red, Crystal Violet, Agar, pH: 7.1£0.2
0 25°C
Boéng goi: 10 dia/Hop
Tiéu chuan chét lugng: ISO 13485




Pia thach ding san duoc sir dung dé nudi céy va phan
lap cac loai Haemophilus trong mau bénh pham tir
dudng hd hap. Pia 90mm. Bao goi bing mang ban thim
Cellophane.

VT bia CI Agar + 3 ; . .
315 SHPT- 04 Mljlg\}?fo{;late 88T | Thanh phan:Special peptone, Starch, Sodium chloride, 2500| DBia
Defibrinated Horse blood, MultiVitox, Bacitracin, Agar;
pH: 7.320.2 625°C.
Dong goi: 10 dia/Hop
Tiéu chudn chét lugng: 1SO 13485
X VT VS- |Chai chy méu hidu khi MOl;tl'U'O'ng l'lUO'l cay ’c!un% chc: pha‘t hién 1311|e|n triung ‘ '
316 01 T huyét-Tuong thich véi may cay méu ty dong 6000| Chai | 50 chai
= Tiéu chuin chét lugng: SO 13485
St dung trong quy trinh nudi cAy va phuc hoi vi sinh
vt ky khi tir miu mau.
VT VS Bao quan ¢ 2 - 25°C. 40mL/cha
317 02 Chai cdy mau ky khi ~ [Chai c6 mdt cam bién hoa hoc duoc theo ddi boi may 6000| Chai | ix50
cdy méau sau mdi 10 phut dé phat hién su gia ting cta chai/hdp
huynh quang.
Tiéu chuén chét lugng: 1SO 13485
Thuc hién xét nghiém soi nhuém Gram. Bao gom 04
T D- . A A 5 A . .
318 VM B nhudm Gram dung djch thuoc IThUOm tl}anh phan la Crystal Violet, 4| Hop | 400ml
01 Lugol, Alcohol va Safranine.
Tiéu chuan chat luong: 1SO 13485 A
VTMD- £ g . Thuc hién xét nghiém soi nhud¢m Giemsa r\
in} ] 9 G e i v - 3 ¥ v v A 50
3 02 Thude nhudém Giesma Tiéu chudn chét lugng: ISO 13485 6| Hop Oml\
Tube diia nhya c6 chia 3ml méi truong Stuart Amies. ‘/
) fil 2 A ¥ s 2 o T
. Gure i Béng 1y Thich l1f;p de‘cihuyc.an .cho va ba.O q‘uan 1nau tl!u d.L:l]g
4 VTMD- | "x A trong xét nghiém vi sinh. Ngoai trr phan, nude tiéu,
320 mau chira méi trwong | . © . .7 , e o x 2500
03 i dich nio tiy, dam, mau. Thoi gian luu gitr mau: 48h/
Stuart-Amie sy S
nhiét d6 thuong
Tiéu chun chét lugng: ISO 13485
\ Hoéa chat nhudém dung [Thanh phan: brilliiant cresyl blue 3.0g/L, NaCl 150 Mm
321 |VTTH-01 2 - A g4 - 6
trong y té Tiéu chuéan chat lugng: ISO 13485
« Thé tich chita: 2 mL, ¢é vach dinh mac trén nhan.
« Thén dng Polypropylene (PP), chiéu dai 75 + 1 mm,
dudng kinh ngoai 13 = I mm, thé tich chira ti da 6mL +
0.5mL, chiju luc ly tim 6000 vong/phit trong vong 10
2 A phut. o ) )
322 |VTTH-02 O‘ng iRl | Nt cao su bromo-butyl, két ndi chac chan, chong tran 173000 Ong

nap cao su

dé mau bénh pham.

« Nép nhya HDPE, mau xanh da troi gilp dé dang phan
biét dng K2EDTA nt cao su vdi cdc loai dng khac.

» Nong d9 K2EDTA: 1.2 —2.2 mg/mL méu.

* Pat tiéu chudn ISO 13485:2016, CE.
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VTTH-03

Ong nghiém Heparin

« Thé tich chira: 2 mL, ¢é vach dinh mdc trén nhan.

» Théan éng Polypropylene (PP), chiéu dai 75 + 1 mm,
duong kinh ngoai 13 = 1 mm, thé tich chira t6i da 6mL =
0.5mL, chiju luc ly tAm 6000 vong/phut trong vong 10
phut.

« Néip nhua LDPE, mau den gitip dé dang phan biét ong
Lithium Heparin vai cac loai dng khac, nap két ndi chac
chén, chéng tran do mau bénh pham.

» Hoat lyc Lithium Heparin: >10 [U/mL mau

* Pat tiéu chuén 1SO 13485:2016, CE.

231000

Ong

324

VTTH-04

Ong nghiém Citrat

« Thé tich chtra: 2 mL, c6 vach dinh mirc trén nhan.

« Thén dng Polypropylene (PP), chiéu dai 75 + 1 mm.
duong kinh ngoai 13 £ 1 mm, thé tich chia tbi da 6mL =
0.5mL, chiu luc ly tim 6000 vong/phut trong vong 10
phut.

« Nép nhwa LDPE, mau xanh 14 gitp dé dang phan biét
dng Sodium Citrate 3.8% vdi céc loai dng khéc, nap két
ndi chiic chin, chbng tran d6 mau bénh pham.

+ Nong do Sodium Citrate: 0.129 M (3.8%)/mL méu.

* Pat tiéu chuan 1SO 13485:2016, CE.

61000

Ong

LI
(8]
wn

VTTH-05

Ong nghiém Serum

Ong nghiém nhya PP, kich thude 12x75mm. Hoa chat
bén trong la hat nhua Poly Stryrene hinh khoi kich
thuée hat 16n. Tiéu chuin chét lugng: ISO 13485

13000

Ong

326

VTTH-06

C)ng nghiém nho PS
khong nap Sml

O:lg nghiém dugc lam b%mg nhua tinh khiét trung tinh.
Kich thudc éng nghiém 12x75mm ( cho thé tich Sml).
Tiéu chuin chét lugng: ISO 13485

19000

Ong

VTTH-07

Ong nghiém 1én PS
c6 nip 7ml

Ong nghiém duoc lam bang nhya tinh khiét trung tinh
khong phan tng véi cac loai hoa chét chia bén trong.
Kich thude dng nghiém 13x100mm ( cho thé tich 7ml).
Tiéu chun chét lugng: ISO 13485

95000

Ong

328

VTTH-08

Lo nhua PS tiét trung
c6 nhin

-Lo duoc lam bang nhya tinh khiét trung tinh khong
phan (g v4i héa chat va bénh pham chira bén trong.
Tiéu chuan chat lugng: ISO 13485

25000

Lo

100
lo/bich

VTTH-09

Lo nhua PS nudce tiéu
¢6 nhin

-Lo dugc lam bﬁng nhua tinh khiét trung tinh khong
phan (rng vai hoa chat va bénh pham chira bén trong.
Tiéu chuan chat lugng: ISO 13485

11000

Lo

100
lo/bich
(600
lo/thiing)

VTTH-10

Pia petri 90

Pia dugc lam bing nhya PS tinh khiét trung tinh khong
phan (rng v6i hoa chat bén trong, dudng kinh 90mm va

chiéu cao 15mm. Pugc tiét tring bang tia Gamma. Tiéu
chuén chat lugng: ISO 13485

20000

Cai

331

VTTH-11

Tam bong ldy mau vo
trung

Thén que bang gb, diu que c6 gon, que duge tiét tring.
Tiéu chuan chat luong: 1SO 13485

18000

Cai

332

VTTH-12

Tube huyét thanh
1,5ml

Ong nghiém duoc lam biang nhya PP tinh khiét khong
phan (g voi hoa chat chira bén trong. Tiéu chuan chat
lugng: ISO 13485

28000

cai

L
(5]
(US)

VTTH-13

Sample cup

San pham lam bang nhua cing trong sudt. Tiéu chuan
chat luong: ISO 13485

9000

Cai

VTTH-14

Dau col vang khong
khia

Pau col vang hat mau 200 ul. Tiéu chudn chat luong:
ISO 13485

60000

Cai




Pau col xanh hit miu 1000 ul. Tiéu chuan chét luong:

20000

Cai

335 |VTTH-15|Pau col xanh 1SO 13485
San phdm lam bang thuy tinh trong sudt. Kich thudc 22 2
33 - : ; 20000] t
e x22. Tiéu chuan chat lugng: 1ISO 13485 s
DPdéng goéi 1 lancet trong 1 boc gidy. Puoc tiét tring i
33 :, X gL 00
387 | VITET L acet bing tia Gamar. Tiéu chuan chat lugng: ISO 13485 A -
% s ; K size: 25.4x76.2mm, dd mong 1-1,2mm, bé mit tron. z
338 [VTTH-18|Lam kinh trang Tiéu chudn chét hrong: ISO 13485 28800| tam
. 5 ; size: 25.4x76.2mm, d§ mong 1-1,2mm, bé mit nham. 2
VTTH- : oy
339 TH-19[lam kinh dau nham Tiéu chudn chét urgng: ISO 13485 25200| tam
- Tip: San xuat bang nhya polypropylene (PP) cao cép.
C6 thé khir tring & 121 ° C
i ot s 20|l (s Mo o s B0 i o
340 |VTTH-20{(Pdu loc dung dich Chéop g . gan ngua fay 14400| céi
tiét trung 200ul) Khir tring: EO
Pé tinh sach cao. Khong c6 RNase & Dnase, Pyrogen.
Tiéu chuin chét luong: 1SO 13485
- Tip: San xuat bang nhya polypropylene (PP) cao cp.
C6 thé khir tring & 121 ° C
Diu col ¢6 loc 1000ul ;lglanhloc -(aFlltﬁr); Ma;’g lgls‘lam Izang I;DIP-E’ ]i]h.crmg co
341 |VTTH-21|(D4u loc dung dich A DA Sl AR el LI g 9600| céi
tiét trung 1000ul) g
i Khr tring: EO
D4 tinh sach cao. Khong c6 RNase & Dnase, Pyrogen.
Tiéu chudn chat lugng: ISO 13485
Que céy vi sinh dang .z . 3 . £
342 |VTTH-22|vong tron, cht licu Que cay vi sinh lam bang nhua polystyrene déo cao cap 2500| cai

nhua 1ul

ding trong y té




