SG Y TE AN GIANG CONG HOA XA HQI CHU NGHIA VIET
BENH VIEN PA KHOA Doc lap — Tw do — Hanh phic
TRUNG TAM AN GIANG

An Giang, ngay 29 thdng 08 ndm 2024
S6: 1080 /BVAG-VTTBYT
YEU CAU BAO GIA

Kinh giri: Céc hiing sin xuit, nha cung cAp tai Viét Nam

Bénh vién Pa khoa Trung tm An Giang ¢6 nhu cu tiép nhan béo gi4 dé tham khéo, xay
dyng gi goi thiu, 1am co s tb chirc ra chon nha thiu cho gbi thiu: Mua sim Hoa chét, vét tu
tiéu hao Xét Nghiém nim 2025 véi ndi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu ciu baogia
1. Pon vi yéu cdu bao gia: Bénh vién Pa khoa Trung tim An Giang.

2. Théng tin lién hé ctia ngudi chiu trach nhiém tiép nhén béo gia:

STT Ho va tén Chiic Vu S6 Pién Thoai |DPia chi email giti bao gia
i Trudng Phe
I | Nguy&n Quang Trinh | on8 "8 | 4918 665.503
VTTBYT
A Thi 1o hongvttbyt.bvdka
2 | Ngo Thi Ki¢u Dung Phé Phong 0984.333.140 | phong Yl 2@
VTIBYT W

3 | Nguyén Hitu Loc 0916.379.911

3. Céch thirc tiép nhén béo gia: Nhin ddng thoi qua 2 hinh thire sau:

- Nhin truce tiép: DS. Chéu, SPT: 033.381.3188, Phong VTTBYT - Bénh vién Da
khoa Trung tim An Giang , s6 60 dudng Ung vin Khiém, Phudng M§ Phuéc, TP Long
Xuyén, Tinh AnGiang. Hb so bao gdm:

v 01 ban béo gié chinh, 02 ban sao y cong ty.

v' Catalog va céc tai liéu lién quan thé hién thong sb k¥ thuat ctia hang hod (tiéng Viét).

- Nhéin qua email: phongvttbyt.bvdkag@gmail.com. Hd so bao gdm:

v" Béo gid ban scan.
v File excel béo gia.
v Catalog va céc tai ligu lién quan thé hién thong s6 ky thuit ciia hang hod (tiéng Viét).

4, Thoi han tiép nhan béo gia: Tr 09h00 ngdy 30 thang 08 nim 2024 dén trude 15h00
ngay 11 thang 09 nam 2024
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5. Thoi han c6 hiéu luc cia bao gia: Téi thidu 180 ngay, ké tir ngay 11 thang 09 niim 2024
II. Néi dung yéu ciu bdo gia:
1. Danh muc hang hoa (phu luc dinh kém)
2. Thoi gian thue hién hop ddng: 12 thang
3. Béo gid hop 1¢:
- Béo gia dugce nhén tryc tiép hodic nhan qua mail trong thoi gian quy dinh clia Yéu
cAu béo gia.

- Béo gi4 phai c6 nguoi dai dién theo phap ludt hodc nguoi duge ngudi dai dién theo
phép luat ay quyén phai ky tén, dong diu (néu c6). Truong hop ty quyén, phéi giti kém
theo gidly tiy quyén ky béo gia. Truong hop lién danh tham gia béo gid, dai dién hop phap
cua tht ¢4 céc thanh vién lién danh phai ky tén, déng diu (néu c6) vao bao gid.

4. Pia diém giao, nhin hang hod : LAu 1, Phong vat tu thiét bi y té ciia Bénh vién Pa
khoa Trung tdm An Giang, s6 60 Ung viin Khiém, Phudng My Phuéc, TP Long
Xuyén, Tinh An Giang.

5. Thoi gian giao hang du kién: Giao hang trong vong 72 gid ké tir Iic nhan duge

don dy tru cua Bénh vién Da khoa Trung tdm An Giang.

6. Céc thong tin khac: Béo gia theo méu ctia Bénh vién (Theo mdu bdo gid dinhkém) g

Noi nhin: IHVIEN
- Nhu trén; KHO/
- Luu: VITBYT, VT, ) . NG TAM
GIAM POC GIANG,
P Xk

0 GIAM bOC

BENH VIENN\\
(DA KHOA)

Phan Viin Bé






Phu luc: Méu bdo gid

CONG TY s
Pia chizceiiniiinnnaes .
Dién thoai:.....ccccuuee.-

BAO GIA
Kinh givi: Bénh vién Pa Khoa Trung TAm An Giang

Ching t8i CONZ LY ... euseeuereermecsseeeanneess Kilh GUI &n Quy Bénh vién bang béo gid cic mét hang nhu sau:

Theo Yéu ciu bao gid sb.......coo..... BVAG-VITBYT ngay...... thing .....nam 2024 cia Bénh vién DKTT An Giang
1. Béo gié cho hang hoé lién quan
Ma VTYT . ) Don oid 55 Thanh
_ | theoQ® . _ .. | Tieu chufn va yéu e on gid = (VD)
b o 3 3 5 . h déne . e tién e
str| M2 | sosgi0p- | D2UR MUCBANS ] o throng mai Chiing Loai/m3 | 2 1o thujt cty dé| Hing sin xuit | Nutcsin xuit Quicichdong | 5.0 vitinh | Sélwomg | ®ooem Ghi Chii
vat tr hodi . san phim A got (VND]
BYT ngay xuit )
04/11/2021
@ 2) 3) C)) 5} (6) ) 3) ) 10$) (1) (12) (13) (14)

Giti kém theo cdc tai liéu chitng minh vé tinh ndng, thong so ky thudt va cde tai lidu lién quan ciia hang hod)

2. Bio gia niy c6 hiéu luc trong vong: 180 ngay, kétirngay 11 thing 09 nim 2024.
3. Chiing t6i cam két:

- Khong dang trong qua trinh thue hién thd tuc giai thé hoic bi thu hdi Gidy chimg nhén dang ky doanh nghiép hozc Giy chimg nhin dang ky hd kinh doanh hoic cac tai liéu tuong duong
khéc; khéng thudc trizong hop mét kha néing thanh todn theo quy dinh cta phép luat vé doanh nghiép.

- Gié tri cita hang hoé néu trong bo gid 1a phit hop, khong vi pham quy dinh ciia phép luét v& canh tranh, bén phé gia.
- Nhimg théng tin néu trong béo gié la trung thurec.
................ , ngay  thang nim 2024
Pai dién hop phép cia hang san xut, nha cung chp
(Ky tén, déng déu)

Ghi Chu:

(1), (3), (10), (11) : Theo théng tin Yéu cdu bdo gid
). (4), (3). (6), (7). (8), (9, (12), (13), (14): Theo @2 xudt ciia cong ty
(13) = (11) x (12)
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PHU LUC

(Theo yéu ciu béo gid sb /U Y0 /BVAG-VITBYT ngay 29/08/2024)

Khéi lwong
St | Mavittw Danh muc hing héa Tiéu chun ki thuit Quy cich Don vi tinh khoa xét
nghiém dé nghi
Goi thau s6 1: Mua sam héa chit, vit tu tiéu hao xét nghiém khéng theo may.
3 s = B3 3 lox10ml o
1 |GL1 Hone ciu m3 220 s o Vo 3 /Bb Bb 12
: PRoesinel - Pat tiéu chuin chét lrong t5i thiéu 1a: ISO 13485. (Bl <10l Be .
~ s Ong nhua PP 5ml (12 x 75mm)
Ong nghiém EDTA K2 4ml P .. . z 2 < 7
2 |G12 sw um_ :m,wﬂqa .aommpomw _C6 chira Ethylenediaminetetra Acid (EDTA K3) 4ml | 100 Ong/khay; 2.000 ong/thing Ong 14.000
P & * Tiéu chuin: ISO 13485/CE hodc tuong duong
Ong nghiém ldy mau mm.mn“w: mMM mwn: m.m x.d”ﬂmv Acid 2ml
3 |GL3 FELIXA (Ong nghiém -ZM@ omw o %mww_ wm%% S e Tube 350.400
K2EDTA, niit 2mL) [ o] 3oL
DTA, nit cao su, 2mL) |, sy chudn: ISO 13485/CE hoac twong duong
{Ong nhira PP 5ml (12 x 75mm) .
4 |Gl4 Ong nghiém Heparin -Cb chira chit khang déng Heparin Lithium 2ml Ong 436.800
* Tisu chudn: ISO 13485/CE hodc twong duong
Kich thudc 12x75. Nép mau dé.
5 " |- Héa chét bén trong 12 hat nhua Poly Styrene hinh khéi.
O ch 7 = 0 aml s A
5 |eis . wm%% iém Serum hatnhd | oo i¢n t-inh d6ng mau difn tién nhanh chi tir 3 - 5 Ong 20.000
3 phit. )
- Pat tidu chudn ISO 13485:2016 (hodc tuong duong).
., Ong nhya PP 5ml (12 x 75mm) .
6 |Gl1.6 Ong nghiém Natricitrat -C6 chira trinatri citrat 3,8-4,2% 2ml, chat khéng d6ng ong 86.400
* Tidu chufn: ISO 13485/CE hozc twong duong
Hoa chét chuin ding trong xét nghiém sinh héa néng
Vit liu kidm sodt xét mwwnm = P
7 1617 ki Bk Tegne G5 HE0E, | o Dot B SRS 20 x 5ml Lo 140

s6 xét nghiém sinh h6éa mic 2

- Bio quan va vin chuyén & 2-80C
-Lo>5ml
- Dat tiéu chuan chét luong tdi thiéu 1a: ISO 13485.
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Khoi luwgng

Stt Ma vit tu Danh muc hang héa Tiéu chufn ki thuit Quy cich Don vi tinh | khoa xét
| nghiém dénghj
Hoa chéat N&i kiém ding cho xét nghiém mién dich &
N6i kidm xét nghiém Min  |mirc nong d6 binh thudng ‘
14 |Gl.14 Dich & mirc ndng d6 binh  [Dép tmg tir trén 50 céc théng s6 Hop/12x5ml Lo 24 |
thudng - Bao quén va vén chuyén & 2-80C
Lo > 5ml
Hoéa chit Noi kidm dung cho xét nghiém mién dich &
o " .x mirc ndng dd cao
k .
15 |GLIS Noi kidm xét nghiém Mien  \p0 oo "ty trén 50 cac thong sé Hop/12x5ml Lo 24 ;
Dich & mirc ndng d6 cao ] e 2 :
- Bao quan va van chuyén & 2-80C
Lo>5ml
Héa chit dinh luong cho xét nghiém Protein dac hi¢u
Hoa chét dinh Iuong cho xét MMO f_a PP E—
16 |Gl.16 nghiém Protein dzc higu DERE B HERES MO = Hop/3x1ml Lo 72
e 1 - Bao quén va vén chuyén & 2-80C
-Lo=1ml
- Pat tiéu chufn chit luong tdi thiéu 1a: ISO 13485. )
Hoéa chit dinh luong cho xét nghiém Protein dic hiéu
Hoa chét dinh luong cho xét Mwa m% e v i o
17 {GL17 nghiém Protein dac higu P Ung [ tren 25 Tong S¢ Hép/3x1ml Lo 72
, {- Bao quan va van chuyén & 2-80C :
mirc 2
-Lo>1ml
- Dat tiéu chudn chit luong tdi thidu 1a: ISO 13485.
Hoéa chit dinh luong cho xét nghiém Protein dic higu i
Héa chit dinh lugng cho xét MMo wﬂ i trén 25 thone sé
18 |Gl nghiém Protein dac higu p tmg furtren 25 thons 5. Hop/3ximl Lo 72
i - Bao quén va vin chuyén ¢ 2-80C
7 -Lo=1ml
- Pat tidu chuin chit luong t5i thidu la: ISO 13485.
, Bép tmg tir trén 13 thong sb
» | 3 = a A 0, - r A A
Hoéa chét kidm tra chit lrong Wﬁ% phEseE \cm: v Ma% m@: b
19 |GLI9 xét nghiém tdng phan tich i G Rel. Ve Vg Gty S0 G Hop/12x12ml Lo 12

nuée titu-mirc 1

M¢ nip tdi thidu 30 ngay 2-80C
Lo>12ml
- Dat tiéu chuén chét luong t6i thiéu la: ISO 13485.
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Stt

Ma vit tur

Danh muc hing héa

Tiéu chuin ki thuit

Quy cdch

Pon vi tinh

Khdi lwgng
khoa xét
nghiém @& nghi

27

G1.27

E. coli ATCC 25922

danh va khang sinh b Gram 4m

- Sir dung cho Hé théng dinh danh va khang sinh d5 ty
ddng BD Phoenix M50, Phoenix 100

- Dat tiéu chuin chit lrong tdi thiéu la: [SO 13485

La Chiing quéc té ding dé kiém tra chét lugng thé dinh |

28

G1.28

P. aeruginosa ATCC 27853

|La Ching quéc té ding @2 kiém tra cht lugng thé dinh

danh va khang sinh d6 Gram 4m

- Sir dung cho Hé théng dinh danh va khang sinh dd tu
déng BD Phoenix M50, Phoenix 100

- Dat tidu chuén chét luong t6i thiéu la: ISO 13486

o
>

29

G1.29

E. coli ATCC 35218

La Ching quéc té ding dé kiém tra chét luong thé dinh
danh va khang sinh d Gram am

- Sir dung cho Hé théng dinh danh va khdng sinh db tu
déng BD Phoenix M50, Phoenix 100

- Pat tiéu chudn chét hrong t5i thiéu la: ISO 13487

o]
O

K Pneumoniae ATCC
700603

L4 Chiing quc té diing & kiém tra chét luong thé dinh
danh va khang sinh &5 Gram am

- Str dung cho Hé théng dinh danh va khang sinh 46 tur
ddng BD Phoenix M50, Phoenix 100

- Dat tiéu chuén chit luong t5i thidu la: ISO 13488

K .Pneumoniae BAA ATCC
1705

LA Chiing quéc té ding & kidm tra chét luong thé dinh
danh va khéng sinh d6 Gram 4m

|- Sir dung cho Hé théng dinh danh va khang sinh db tur

d6ng BD Phoenix M50, Phoenix 100
- Pat tiéu chudn chét lrong i thiéu 1a: ISO 13489

W
O

Salmonella typhimurium
ATCC 14028

L4 Chiing quéc té ding dé kiém tra chét luong thé dinh
danh va khang sinh ¢ Gram am

- Sir dung cho Hé théng dinh danh va khang sinh d6 tu
ddng BD Phoenix M50, Phoenix 100

- Pat tiéu chuén chét luong téi thiéu la: 1SO 13490

LI
(V5]

Shigella sonnei ATCC 25931

{La Chiing quéc té ding dé kiém tra chét luong thé dinh

danh va khang sinh 6 Gram &4m
- Str dung cho Hé Mrm:m dinh danh va khang sinh ) fur
déng BD Phoenix M50, Phoenix 100

- Dat tiéu chuén cht luong t5i thidu 1a: SO 13491

w
O
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Khéi lwgng

Stt M3 vat tur Danh muc hang héa Tiéu chufn ki thuit Quy cach Pon vi tinh khoa xét
nghiém dé nghi |
AgarCutTM - SS Agar L4 moi trurong vo khuin ding dé nubi cdy vi sinh vat. = <
41 Gl1.41 S ) = 2 R e : dr. H 400
(90mm) d3 sén - Pat tiéu chudn chit luong ti thidu la: ISO 13498 Hop 10 dia o8
agarCutM Chocalae 0N La mbi tredmg vo khudn ding dé nudi oww vi sinh vét
42  |Gl.42 Selective A 5 . B e = Hop 10 df: Ho 500
mmmo ive Agar (0mm) 46 | o, ey chudn chét luong ti thiéu 1a: ISO 13498 op.10 dia e 3
43 G1.43 Mircddn La N.%m chat sir dung @€ soi nam trong dich néo tuy cia Chai 10mL/chai s ”
ngudi
44 |Gl.44 |koH |La héa chat ding dé soi nim da, méng ciia ngudi Chai Chai 5
Khuyén ¢y nhua lul dinh  |La dung cu vd khudn @& cdy nuéc tidu. : v .
45  |Gl.45 ; : S e & : £ -3 Bit Bit
lrong - Pat tiéu chuén chat luong tdi thiéu la: ISO 13498 i : .
MBSi trudng gitt ching L4 méi trudong vé khudn ding dé giir chiing vi sinh vét. ; .
46 |G1.46 = - SYo X g0es ? h 1
Glycerol _ Pat tiéu chun chit luong 6i thidu 1a: ISO 13498 chai i ]
- Xét nghiém Ure C14 qua hoi thé gitip chén doan tim
soat 14y nhiém Helicobacter pylori gdy bénh da day
Bb test xét nghiém h.pylori |- Cho két qua: trong 15 phit R
47 1.4 i = test’h Test 1.200
G147 hoi thé - D§ nhay: 100 % H0teskhtp =
- D6 dac hiéu: 99%
- TCCL: ISO 13485 hozc CE (hoic tuong duong)
- Moi trudmg thach mau Blood Agar duge ding dé nudi
cdy cac bénh phim tim céc tic nhan nhiém tring
dudng hd hip, mi, dich tiét .
43 1G1.48 MB&i trudmg nudi ciy thach |- Thanh phan bao gébm: Special peptone, Starch, Hop/10 &fa Dia 30.000

mau clru - Blood Agar Sheep

Sodium chloride, Sheep blood, Agar, pH: 7.3£0.2)
- Dang: Dia thach d5 sén

- Hop: 10 dia

- Pat tidu chuén chét lugng t5i thiéu la: ISO 13485
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Khéi lwgng

Stt M3 vit tuw Danh muc hang héa Tiéu chuin ki thujt Quy cach Pon vi tinh khoa xét
nghiém dé nghi
Duoc Bd Y Té cép phép luu hang
iy g bbbl | DT L
. : e - Test nhanh phét hién chét gdy nghién ma tuy tong
tinh 4 loai ma tay va chat ; o o
lchuyén héa ma tiy hopio6 4 chish
52 |G1.52 (Hersin/Morphin, Chi 56 1: AMP - Methamphetamin (Ma tly d3) Hop/23 test Test 600
Areplitaie + Chi s0 2: THC (Canssa - Hm‘ﬂ ma)
Nethat :ﬁmm:nm + Chi 56 3: MDMA (Thubc iac....)
zm;.smwa : + Chi s6 4: MOP - Chét ma tiy dang thuc phién
3 (Heroin, Morphin)
- TCCL: ISO 13485 hoic CE (hozc tuong duong)
Duge B Y Té cép phép luu hang
- Dang: Card
- B6 kit xét nghiém mi&n dich séc ky cho chén doan
Sinh phim chén doén in nhanh V4 dinh tinh phét hién khang thé gy céc bénh . e
3 |GLs3 : ; z ; MR S . 25t 4.
=3 ka8 vitro ( H-Pylori Card) lién quan dén da day Hop o test Lo a00
- Test nhanh phat hién vi khuin HPYLORI, 5 nhay >
93%, 4o dic higu > 89,2%
- TCCL: ISO 13485 hoic CE (hozc tuong duong)
Thé xét nghiém dinh tinh
& . S 7 o |- Dang: Card/Khay .
4 .54 g : Hop 25 te T 2.00
5 Gl.5 E._mmm nguyén virus sot xuat | D6 nhay > 95%, 46 dic higu > 95% Op 25 test est 0
huyét NS1
Ong nghiém lam bang nhua PS 5ml
35 |G1.55 Que gon trong éng nghiém  |-Kich thuéce dng chira que gon: 12 x 75 cai cal 24.060
* Tigu chudn: ISO 13485/CE hoac tuong duong
Chét liéu: nhua
56 G1.56 C,u dung bénh pham (v - hﬁ.w r:,ur tru, co nap I 30.000
triing) - V4 tring
- Dung tich: =50 ml
| Chét ligu: nhua PP
57 |o1.57 Lo dung bénh phim - Lahinh fag, oA g Cai £2.000

- Nip c6 thiét ké ludi ga nhim chéng ro ri.

- Dung tich: 250 ml
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Khéi lugng

Stt M3 vit tu Danh muc hang héa Tiéu chuén ki thuit Quy cach Don vi tinh khoa xét
nghiém dé nghi
Xét nghiém Fibrinogen
- Binh lugng level ctia plasma fibrinogen
- Thanh phan: Hoa chét Fibrinogen 1a chét dong kha,
{Ho6a chit xét nghiém may alpha thrombin tinh thiét cia ngudi trong mdi trudng ,
64 (G222 déng mau Dinh lugng buffer véi calcium va chét dn dinh. Hop 12x2mL ml 288 |
Fibrinogen |Péng gbi: Lo <5ml
- Béo quan: 2-8 46 C.
- Ticu chudn:ISO 13485/CE hoic tuongduong
Tuong thich v§i may Coag XL
Dung dich pha lodng mau
) - IMIDAZOL ding cho xét nghiém tim sot dong mau
nhu fibrinogen (FIB).
Héa chit xét nghiém mdy |- Thanh phén: IMIDAZOL la dung dich dém kém chét
65 G2.2.3 déng mau Dung dich pha 4n dinh, Hop 12x15mL mli 1.080

lodng miu

- Béo quan: 2-8 46 C
- Tiéu chudn:ISO 13485/CE hozc twongduong
Tuong thich véi may xn déng méu Coag XL
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Khoi lugng

Stt Ma vat tuo Danh muc hang héa Tiéu chuin ki thuit Quy cich Pon vi tinh khoa xét
nghiém @2 nghi
Héa chit xét nghiém mdy Héa chét rira kim
68 1G2.2.6 ddng mau Hoa chét rira kim |- Tiéu chudn:ISO 13485/CE ho#c twongduong Hép 12x15mL ml 3.240
(Sorb) Tuong thich v&i may xn déng méu Coag XL
; s . ; Céng do mau diing cho méy xét nghiém ddng
6 |G22.7 w%w omngwmwwwwﬂmwwa miu Hop 1000 giéng Cai 180.000
& = - Tiéu chudn:ISO 13485/CE hodc tuongduong
Hoa chit rira may ding cho  |Héa chét rira may dung cho xét nghiém dong mau ;
AT e xét nghiém déng mau - Tiéu chudn:ISO 13485/CE :omnmﬁﬁoﬁmmnodm Emg wl Al
L6 3: Hoa chat sit dung may xét nghiém dong mau tu dong ACL Top (06 sin phim)
MESMH MM&%M%MM@ Thich hop véi thiét bj ACLTop
71 G2.3.1 et i . Chimg nhan chat luong: ISO 13485, CE hofc tuong Hop: 1x80mL ml 540
hé théng may déng mau tu
% duong
déng
Héa chét sir dung dé xac dinh thdi gian prothrombin
PT, ISI < 1,05 ¢6 ngudng phét hién yéu t5 gdy nhidu
bilirubin > 30 mg/dl, triglycerides > 1000 mg/dl,
hemoglobin > 500 mg/dl, heparin > 1U/ml.
Thanh phin t6i thiéu chira: yéu t6 mé ngudi tai td hop,
Hoé chit do thai gian PT  |phaspholipid tong hop, chat én dinh, chét bio quan va
72 1G2.3.2 danh cho mdy phén tich dém. Hop: 5x8mL + 5x8mL ml 4.800 |
déng mau P bn dinh sau hoan nguyén > 10 ngay khi béo quan 2 -
8 d6 C: > 10 ngay khi bao quan 15 dd C khi dat rén
may.
Thich hop vai thiét bi ACLTop
Chimg nhén chét lugng: ISO 13485, CE hozc tuong
duong
Hoa chét dung dich ding @& |Thich hop véi thiét bi ACLTop
73 G233 |xtc rira trén hé théng phan  {Chimg nhén chét luong: ISO 13485, CE hoic twong Binh: 1x4060mL ml 160.000

tich déng mau tu déng

duong
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Stt

Ma vit tur

Danh muec hang héa

Tidu chuin ki thuft

Quy cach

Pon vi tinh

Khoi lwong
khoa xét

| nghiém dé nghi |

77

G2.4.1

Hoéa chét tach chiét
RNA/DNA

B5 kit IVD cung cap giai phép tach chiét RNA tu dong
bing cach sir dung hat bead phu silicon dioxide c6 kha
nang hip thu phén tir mang dién tich 4m @é tach chiét
DNA ra khoi mau.

Céng sut: 40 phat/ 1an chay

Thanh phin: 96 Ong thudc thir 6 giéng véi buffer,2
gi4 8 6ng base, 1.5ml Elution Buffer chira Nuclease-
Free Water, 1ml Proteinase K ndng d6 20 mg/ml dugce
bao quan & 4°C, 24 Strip 8 kénh

* Tiéu chuin: ISO 13485/CE hodc tuong duong

Hop/ 96 test

Test

78

G2.4.2

Tube 0.1mL ding trong xét
nghiém do tai luong virus

Vit tr tiéu hao sit dung cho hé théng do tai luong virus
tu dong
* Tiu chuin: ISO 13485/CE hoic tuong duong

Ti/250 strips

10

79

Cap 0.1mL dung trong xét
nghiém do tai lugng virus

Vit tu tidu hao sir dung cho hé théng do tai luong virus
tu dong
* Tigu chudn: ISO 13485/CE hojc tuong duong

Tii/250 strips

10 |

80

G2.4.4

Hba chit tach chiét
RNA/DNA

"Bg kit IVD cung cp giai phap tach chiét RNA tu
d6ng bang cach sir dung hat bead phi silicon dioxide
6 kha nang hép thu phan tir mang dién tich am dé tach

|chiét DNA ra khoi miu.

Cong suét: 40 phit/ 1an chay

Thanh phén: 6 Plate 96 giéng thudc thir chira buffer,
1.5ml Elution Buffer chita Nuclease- Free Water, 1ml
Proteinase K ndng d6 20 mg/ml duge bao quan & 4°C,
24 Strip 8 kénh

* Tiéu chudn: ISO 13485/CE hojc tuong duong

Hop/ 96 test

Test

768
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Stt

Ma vit tu

Danh muc hang héa

Tiéu chuin ki thuit

Quy cich

Pon vi tinh

Khéi fwong
khoa xét
nghiém dé nghi

G2.5.2

Chit kiém soat ndng 46
duong yéu virus
HBV/HCV/HIV

iy nhim tring trong vi khudn MS2), <0,001% DNA
HBV tdng hop (plasmid) duge bao boc trong protein v
vi khuin Lambda, < 0,001% HCV RNA téng hop
(duoc boc) dirge bao boc trong protein vo vi khuén
MS2, huyét trong ngudi binh thudng, khéng phan tmg
véi céc xét nghiém duge cip phép d6i véi khéng thé
HCV, khéng thé HIV-1/2, HBsAg, khéng thé dbi véi
HBc; RNA HIV-1, RNA HIV-2, RNA HCV, va DNA
HBYV khéng phat hién duge bang phirong phép PCR.

* Tigu chudn: ISO 13485/CE hoac tuong duong

<0,001% HIV-1 RNA nhom M dugc boc (RNA khong

52mL
(8 x 0:65mL)

84

G2.5.3

Chét kiém soét ndng dd
duong cao virus
HBV/HCV/MHIV

<0,001% HIV-1 RNA nhém M duge boc{RNA khong
gay nhifm tring trong vi khudn MS2), < 0,001% DNA
HBV tdng hop (plasmid) dugc bao boc trong protein vé
vi khuén Lambda, < 0,001% HCV RNA téng hop
(duoc boc) duoc bao boc trong protein vé vi khuén
MS2, huyét tuong ngurdi binh thudmg, khdng phan img
v6i céc xét nghiém duroc cAp phép dbi voi khang thé

{HCV, khang thé HIV-1/2, HBsAg, khang thé ddi voi

HBc; RNA HIV-1, RNA HIV-2, RNA HCV, va DNA
HBV khéng phit hién dugc bang phuong phap PCR.
* Tiéu chuan: ISO 13485/CE hodc tuong durong

52mL
(8 x 0.65mL)

o
e

O

o

85

G2.5.4

Chét kiém soat ndng d6 4m
virus HBRV/HCV/HIV

Huyét tuong ngudi binh thudng, khéng phan mg véi
cdc xét nghiém duoc cip phép dbi véi khang thé HCV,
khéng thé di véi HIV-1/2, HBsAg, khang hé HBc;
HIV-1 RNA, HIV-2 RNA, HCV RNA va HBV DNA
khéng phat hién duoc bang phuong phép PCR.

* Tjéu chuin: ISO 13485/CE hoic twong duong

16 mL
(16 x ImL)

86

G2.5.5

Dung dich ly giai dung trong
xét nghiém do tai luong virus

43% (w/w) guanidine thiocyanate***, 5% (w/v)
polydocanol***, 2% (w/v) dithiothreitol***, dihydro
sodium citrate

* Tidu chuén: ISO 13485/CE hoic tuong duong

4 x 875mL

mL
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Khoi lrong

Stt Ma vit tur Danh muc hang héa Tiéu chufn ki thujt Quy cach Pon vi tinh khoa xét
{ nghiém d& nghi
HCV la xét nghiém khuéch dai axit nucleic trong éng :
nghiém dé phat hién va dinh luong RNA cia virus
viém gan C
(HCV), trong huyét tuong hogc huyét thanh EDTA cta
ngudi, & nhimg c4 nhan duong tinh véi khang thé HCV
Sinh phim chin dodn do i hogc b nhi&m HCV. Cac méau chira kiéu gen HCV tir 1
95 {G2.5.14 ; dén 6 duoc xac nhan dé phat hién va dinh luong trong Hop/192 test Hop 1.920
luong virus HCV : W,
xét nghiém.
- Gi6i han phét hién (LoD): 8.5 TU/mL (p=0.05)
- D6 tuyén tinh: 15 [U/mL to 1.00E+08 TU/mL (p=0.05)
- P4 chinh xac: 1.00E+01 IU/mL to
1.0E+07 IU/mL (p=0.05)
* Tiéu chudn: ISO 13485/CE hoic tuong duong
L3 6: Hoa chat, Vit tw xét nghiém sinh héa tu dong AU680 (28 sin pham)
Héa chét ding xét nghiém dién giai
- Qui cach: chai >1000ml.
- S6 irong mau danh gia: >= 50
- Do lap: <= 1%
- D6 tai lap:<= 1%
- Gi&i han phat hién:
Cht thir diing cho méy xét MMW.AM%MM“MM\N
96 |G2.6.1 nghiém sinh hoa - dién giai ) ; chai 22

(ISE Reference Solution)

Clo: <= 50mmol/L

- Khoang tuyén tinh:
Natri: >= 50-200mmol/L

Kali: >= 1.0-10 mmol/L

Clo: >= 50-200mmol/L
-Tuong thich v&i may sinh héa tr dong AU630
*Tidu chuin: FDA/CE/ISO 13485 (hoac cic tiéu chuin
|chét luong tuong duong).
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Stt

Mai vit tur

Danh muc hang héa

Tiéu chuén ki thuit

Quy céach

Pon vi tinh

Khéi lwgng
khoa xét

nghiém dé eghi |

100

G2.6.5

Chit thir ding cho may xét
nghiém sinh héa - dién giai
(CRP)

Héa chit diing cho xét nghiém dinh lugng CRPhs.
-Dai do: 5-270 mg/L

S6 luong test ti thidu/1 mL: 3 test

- S& lrong mau d4nh gia: >= 50

-Dg lap: <= 3%

- D6 tai lap:i<= 3%

- Giéi han phat hién: <= 1g/L

-Tuong thich v&i mdy sinh hoa tu dong AU680
*Tiéu chudn: FDA/CE/ISO 13485 (hoac céc tiéu chuin
chét lugng twong duong)

- Quy céch: <1x40ml/1x10ml

ml

6.000

101

G2.6.6

Chét thir ding cho may xét
nghiém sinh hoa - dién giai
(ISE MID STANDARD)

Chét chuin xét nghiém dién giai mirc giita
- Qui cach: Chai > 2000ml.
-Pg lap: <= 1%
- Do tai lap:i<= 1%
- (3iGi han phat hién:
Natri: <= 50mmol/L
Kali: <= 1.0 mmol/L
Clo: <= 50mmol/L
- Khoang tuyén tinh:
Natri: >= 50-200mmol/L
Kali: >= 1.0-10 mmol/L
Clo: >= 50-200mmol/L
-Tuong thich véi may sinh héa tu déng AU680

chét hrong tuong duong).

*Tiéu chudn: FDA/CE/ISO 13485 (hoic cac tiéu chudn |

<hai

s
NS

102

G2.6.7

Nude rira ding cho may xét
nghiém (WASH
SOLUTION)

Dung dich rira hé théng may sinh héa.

- Qui cach: >2000ml

-Tuong thich véi may sinh héa tu dong AU680

*Tiéu chuin:FDA/CE/ISO 13485 (hodc céc tiéu chudn

chit lugng twrong duong).

chai
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Stt

M3 vit tu

Danh muc hang héa

Tiéu chufin ki thuit

Quy cach

Pon vi tinh

Khéi lwgng
khoa xét
nghiém dé nghi |

106

G2.6.11

ISE STD High

Chét chuin huyét thanh mitc cao diing cho xét nghiém
dién giai

-Tuong thich véi may sinh héa tu déng AU680

*Tiéu chuin: FDA/CE/ISO 13485 (hodc cc tiéu chudn
chét lwong twong duong).

mi

400

107

G2.6.12

ISE STD Low

Chit chudn huyét thanh mitc thip cho xét nghiém dién

giai. ]

-Tuong thich véi may sinh hoa tu déng AUGE0
*Tiu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chuén |
chét lugng twong duong).

ml

400°

108

G2.6.13

|Chét thir sinh héa diing cho

may phén tich sinh héa xn
TRIGLYCERIDES FL

Héa chit diing cho xét nghiém dinh hrong triglyceride.

{-Dai do: 0.50 - 10.00 mmol/L

-Qui céch: 1o < 60ml

S luong test tdi thiéu/1 mL: 08 test

- 86 lugng miu danh gis: >= 50

-Dg lap: <= 1%

- b6 tai ldp:<=2%

- Gi6i han phét hién: <= 0.1mmol/L

-Tuong thich véi mdy sinh héa tu dong AU680

*Tiéu chudn:FDA/CE/SO 13485 (hosc c4c tidu chudn
chit lwrong tuong duong).

mil

109

G2.6.14

Chét thir sinh héa diing cho
may phan tich sinh hoa xn
GAMMA GT FL

Hoa chét dimg cho xét nghiém dinh luong GGT.
-Dai do: 5-1000 U/L

-Qui cach: lo <57ml; lo < 40ml

S6 luong test ti thidu/1 mL: 3 test

- 86 luong mau danh gia: >= 50

-Dj lap: <=2%

- Do tai lap:<= 2%

- Gidi han phat hién: <=5 U/L

-Tuong thich v&i may sinh hda tu déng AU680
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan
chét lugng tuong duong)

ml

20000
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Khoi luvong

Stt M3 vit tur Danh muc hang héa Tiéu chuin ki thuit Quy cach Don vi tinh kheoa xét
nghiém dé nghi
Hoéa chit ding cho may xét
113 |G2.6.18 nghiém sinh hoa (SPECIFIC |Tuong thich véi may AU680 ml 2
PROTEINS CALIBRATOR)
Hoé4 chét dung Xéc dinh ham luong microAlbumin
trong nuéc tiéu
Chat thir sinh héa diing cho  1- Qui cach: lo £48ml; lo < 12ml
114 {G2.6.19 méy phén tich sinh héaxn  [S6 luong test t5i thiéw/1 mL: 07 test ml 1.440
mALB
-Tuong thich v&i may sinh héa tr déng AUG80
- Tiéu chuin: ISO 13485/ CE hodc tuong duong
L2 san phim chuén do4n dugc sir dung dé higu chudn
xét nghiém Microalbumin. San phdm nay duoc phat
MICROALBUMIN trién d& dam béo do chinh xac
1 2.6. 1 2/
e ey CALIBRATOR - Quy cach: Lo> 1ml Le
- Tuong thich vé&i méy sinh hod tu déng Au680
- Tidu chudn: ISO 13485/ CE hoac fwong duong
B kiém soat microbumin
MIC - ach: >
116 |G2.6.21 ACROALBUMIN Quy omn:, Lo = w_..”: . . , Lo 5
CONTROL SET - Tuong thich v&i may sinh hod tu ddng Au680
- Tiéu chuén: ISO 13485/ CE hozc tuong duong
Béng dén Halogen, 12V, 20W ding trong y té.
17 lo2622 Béng dén Halogen, 12V, -,qu:m &_uo: vGi may \,wdmwow >(Cpm‘o ; ) . s 3
20W *Tiéu chuan: CE/ISO 13485 (hoac céc tiéu chuan chat
lugng tuong duong).
Dung dich rira
-Qui cach:Chai = 450ml
18 |G2.623 mwmmﬂ% “Tuong thich véi méy sinh héa tu dong AU680 Chai 1
*Tiéu chuin:FDA/CE/ISO 13485 (hodc cac tidu chudn
chét lugng trong duong).
Dién cuc chon loc Ton dé dinh lugng Cl-
119 |G2.6.24 Clo ELECTRODE Gl 1 PC 2

- Dat tiéu chudn: ISO 13485, CE hodc tuong duong
- Tuong thich véi may sinh hod tu déng AU680
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Khoi lrgng

Stt Ma vit tu Danh muc hiang héa Tiu chufin ki thuit Quy cach Pon vi tinh khoa xét
nghiém deé nghi |
Héa chét sir dung @& do ndng dé hemoglobin trong mau.
Sau khi mé nip n dinh trong vong 60 ngay
125 lG2.72 m,om chat sir Q.Ezm de uo\:ozm - Hrms: phan: .woa::m lauryl sulfate 1.7 g/L 500ml x 3 il 183.000 |
d6 hemoglobin trong mau. |- Thing: 1,5 Lit ]
- Tuong thich v&1 may déng mau SYSMEX XN 1000
-Tiéu chudn: CE/ISO 13485 (hoic tuong duong).
Thubc thit ly gidi cho may ~ |Hoéa chat ly giai hong céu.
2.7 ‘ z o i - ;
o i x6ét nghiém huyét hoc Tuong thich vdi may Sysmex XN 1000 o il i
Héa chét sir dung & nhuém nhan té bao bach céu nhim
phan biét 4 loai bach ciu: neutrophils, lymphocytes,
. By 2 s eosinophils, monocytes
H t p
127 (G274 i NMM Mmmww%owwééa - Sau khi mé nép én dinh trong véng 90 ngy 42mL x 2 ml 8.232
¥ - Thanh phén: Polymethine 0.002%; methanol 3.0%;
Ethylene glycol 96.9%
Tuong thich véi may Sysmex XN 1000
Thudc thir ly giai cho médy ; z :
128 |G2.7.5 xét nghiém huyét hoc - wom nwﬂ ,_w:m%,_. 5 S K14 160 SLx1 mi 490.000 |
Lysercell WNR BCHERUEH VA Ty S35
Hoéa chit sit dung ¢ nhudm nhan té bao nhim dém sé
lurong bach clu, sb lugng bach clu basophils, sb luong
z z Tmzm cdu nhén
Hg I dé nhud 5 %
129 |G2.7.6 :%M:MMN_HM dung ¢ nhudm | o 1hi mé& ndp én dinh trong vong 90 ngdy 82mL x 2 ml 8036
- Thanh phén: Polymethine 0.005%; Ethylene Glycol
99.9%.
Tuong thich véi may Sysmex XN 1000
e : Dung dich kiém manh ding dé rira hé théng
mﬁ hm B v = -
130 |G2.7.7 w%mmﬁ%% %w manh dUng | e CLEAN AUTO). 4mL x 20 ml 1520
j = Twong thich voi may Sysmex XN 1000
£ o P Chét kidm chudn may xét nghiém huyét hoc muc 1 (XN
131 |G2.7.8 mwmﬁmwnﬁ M:mwnquww CHECK Level 1). 3.0mLx 1 Lo 33
= ik Tuong thich véi may Sysmex XN 1000
foz PO Chét kiém chuin may xét nghiém huyét hoc mirc 2 (XN
132 |G2.7.9 Chatkicm chudnmay X6t | ~prpone | vl 9). 3.0mLx 1 Lo 33

nghiém huyét hoc mirc 2

Tuong thich véi may Sysmex XN 1000
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Khéi lwong
Stt Ma vit tr Danh muc hang héa Tiéu chuin ki thujt Quy cach Pon vi tinh khoa xét
nghiém dé nghi
Canh trudmg dinh danh
- Sir dung cho Hé théng dinh danh va khang sinh dé tr
Canh trudme [am dinh danh déng gow&x 100, Phoenix M50 . ) - y
139 |G2.10.2 i hudia = ; - Thanh phan: Potassium chloride , Calcium chloride, " 4.5ml/6ng x 100 ong/ hdp Ong 25.000
Tricine glycine, va Polysorbate 80.
- Dat tiéu chuin chét luong t4i thidu 1a: ISO 13485.
Déng gbi: >4.5ml/éng
Canh trudng lam khéng sinh d&
- Sir dung cho Hé thdng dinh danh va khéng sinh db tu
Canh truong lam khéng sinh |déng BD Phoenix M50, M100
140 1G2.10.3 dd vi khudn gram 4m, gram |- Thanh phin Canh truéng Mueller Hinton, va 8ml/éng x 100 6ng/ hop Ong 25.000|
duong |Polysorbate 80.
Doéng goi: >8ml/éng
- Dat tiéu chuén chit luong t5i thidu 13: ISO 13485.
|Péng gdi: >30mL/chai
-Sir dung trong quy trinh nudi ciy va phuc hdi hiéu khi
c4c vi sinh vat tir miu mau.
- C5 bd sung hat resin hip phu thanh phin khéng ion va
Chai cdy mau phét hién vi hat resin trao d6i cation. = ol i . -
bl Sl PR e - Chai ¢6 mét cam bién hoa hoc duoc theo dai bai may SPeisclen Soeuaig e =000
cAy méu sau mdi 10 phit dé phat hién su gia ting clia
huynh quang.
- Tuong thich v6i may ciy mau tu dong Bactec FX40;
Bactec FX Top
Ding & dinh danh céc loai vi khuin Gram duong
-~ higu khi va ky khi tuy nghi . 5
142 |G2.10.5 Thé dinh danh gram duong |- Tiron thich v my w:oﬂ_ax MS0 25 Test/hdp Test 5.000
- Pat tiéu chuén chit lwong t5i thidu [2: ISO 13485.
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Stt

Ma vit tur

Danh muc hang héa

Tiéu chufin Ki thuft

Quy cach

Pon vi tinh

Khoi lugng
khoa xét

nghiém dé nghi |

149

G2.10.12

Canh trudmg khéng sinh d6
cho vi khuén Strep

Canh trudng lam khang sinh b danh cho lién ciu khuén
- Sir dung cho Hé théng dinh danh va khang sinh d6 tu
déng BD Phoenix M50, Phoenix 100

- Pat tidu chudn chét luong t5i thiéu 1a: ISO 13485.

Hop: 100 bng

On
=]
V]

4.000]

150

G2.10.13

Thanh dinh danh nédm

Thanh dinh danh ndm

- Sir dung cho Hé théng dinh danh va khang sinh d5 tu
dong BD Phoenix M50, Phoenix 100

- Pat titu chudn chét luong ti thidu 1a: ISO 13485

Hép/ 25 Test

Test

1.800

L6 11: Card khing dinh lai nhém m4u bénh nhin va tii

méu (06 sin phim)

G2.11.1

Xét nghiém nhdém mau
ABO/RhD va hoa hop bing
phuong phép Gelcard

Card khing dinh lai nhém méu bénh nhan vi tii mau,
phén tmg hda hop 3 didu kién 2 méi trudng va xét
nghiém tu chimg, GelCard 6 giéng

- TCCL: ISO 13485 hoac CE (hodc tuong duong)

Hop 100 Card

Card

G2.11.2

Hoéa chit d&m (Liss)

DBong gbi:> 500ml

Chai 500 ml

Chai

Khang thé don dong Anti A

Diing dé phat hién cac khang nguyén ctia hé nhém

mau ABO, khéng thé don dong A xdc dinh khang
nguyén A .

- Tiéu chuin chéit lvong ISO 13485 (hoic tuong duong)
-Lo:210ml

10ml/lo

154

G2.11.4

Khéng thé don dong Anti B

Diing d& phét hién cac khéng nguyén cia hé nhém
méu ABO bing phuong phap ngimg két cc té bao
hdng cau ngudi , khang thé don dong B xac dinh khang
nguyén B.

- Tiéu chuén chit luong ISO 13485 (hoic twong
duong),

-Lo:=10ml

10ml/lo
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Khoi lugng

Stt Ma viat tu Danh muc hang héa Tiéu chuén ki thut Quy cich Don vi tinh khoa xét
nghiém dé nghi
£voe 2 Tuong thich véi may Architech I 2000 sr N
3 2.13 . 24
163 [G2.13.6 Chat hiéu chuén Free T4 - Tiéu chudn: ISO 13485/ CE hosc twong duong Hoép/6x4mL ml
DPéng goi: <100 test/hdp
164 |G2.13.7 Hoa chét xét nghiém Free T4 |- Tuong thich véi mdy Architech 12000 sr Hop/100 test Test 8.000
- Tiéu chudn: ISO 13485/ CE hozc tuong duong
; o o - Dong goi: <100 test/hdp
165 |G2.13.8 MV Aehatactnghitm ol | e ikt Architech 2000 sc Hop/100 test Test 6.000]
- Tiéu chudn: ISO 13485/ CE hoic twong duong
. Héa chét hiéu chuén Total  |Twong thich v6i may Architech I 2000 sr R r
Sl e - - Tiéu chujn: ISO 13485/ CE hofic twong duong Fappinl i i
; £ o . | Pbng gbi: <100 test/hép
167 |G2.13.10 m%%_nwa dinh fagng TAtean | o0 e thich votmiy Architech 12000 ss= Tign Hop/100 test Test 600
i chudn: ISO 13485/ CE hodc tuong duong
. e Twong thich véi may Architech I 2000 sr . . " s ]
3 o : 4, ]
168 |G2.13.11 Céng phan g - Tiéu chudn: ISO 13485/ CE hodic tuong duong Hop/8x500 cai Cai 24.000
R Tuong thich véi méay Architech I 2000 st o - :
169 |G2.13.12 ARC. Sample cups - Tiéu chuén: ISO 13485/ CE hosc twong dwong 250 cai/boc Cai 1.000
Tuong thich véi may Architech I 2000 sr s - !
114 : ong thic ho 800
I - Tidu chuén: ISO 13485/ CE hodc twong duwong 200 caitiop cai
chay kiém chuén hé théng hit. Xét nghiém mién
ARC.probe conditioning dich.hodc tuong duong 4 : _ ;
13, i - : Hop 4 25ml 1 100
L GRIsI4 solution - Tuong thich véi may Architech I 2000 sr 6p4 chal=25m o
- Tiéu chuan: ISO 13485/ CE hoic tuong duong
ek : Tuong thich véi may Architech I 2000 sr ,
2 3. at hig a . 2 Ha; 1 24
17 G2.13.15 Chét hiéu chuan Total T4 - Tigu chudn: ISO 13485/ CE hodic trong duong op/6x4mL m
. o . ... | Tuong thich vé1 may Architech I 2000 sr " ]
3 3 ; ; 8.000
173 1G2.13.16 Héa chat xét nghiém Ferittin  Tiéu chudn: ISO 13485/ CE hoic trong duong Hop/100 test Test ‘
174 |G2.13.17  |Hoa chit hiéu chudn Ferittin | LoonS thich véi may Architech [ 2000 st Hop/2x4mL ml 8

- Tiéu chuén: ISO 13485/ CE hodc tuong duong

L 14: Héa chét xét nghiém khing sinh d6 nim (03 sin pham)
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Stt

M3 vit tu

Danh muc hang héa

Tiéu chudn ki thuit

Quy cach

Pon vi tinh

Khéi lwgng
khoa xét
nghiém d& nghi

178

G2:15:1

Cartridge IQM do céc théng
s6 khi méu

La thudc thir do pH, pCO2, pO2), Het.

- C6 tich hop quan 1y chét luong IQM

- Cartridge bao gdm: héa chét ,dung dich chuin, tit ca
cam bién, kim hut, ddy bom, tti chira thai tich hop
trong mot khéi.

DPéng goi: < 300 test

- Tuong thich véi may khi méu GEM PREMIER 3000
/GEM PREMIER 3500

- Tiéu chudn:ISO 13485/CE hoic tuongduong

Hop/300 test

Test

3.600;

L5 16: Hoa chit xét nghiém cho mdy sinh héa tu ddn

g (16 san phim)

179

1G2.16.1

Héba chit RF-II

L4 thuéc thir ding @ dinh luong Yéu t5 Thép khop

Rheumatoid Factors II(RF-II) trong huyét thanh va
huyét tuong ngudi.

- Ddi do: 10-120 TU/mL

-Qui cach:<= 100 test

- 86 luong mau danh gia: >= 20

-D6 lip: <= 1%

- Bg tai lap:<=2%

- Gi61 han phat hién: <= 10 IU/mL

*Tiéu chudn:FDA/CE/ISO 13485 (hoic céc tidu chudn
chit lrong tuong duong).

Hop/100 test

Test

709!

180

G2.16.2

Hoa chét Preciset RF

Hoa chét chudn thudc thir Rheumatoid Factors II.
*Tiéu chuan:FDA/CE/ISO 13485 (hodc cic tiéu chuan
chét lugng twong duwong).

(5

181

G2.16.3

Héa chat RF Control Set

Héa chit kiém tra chét lrong thudc thir Rheumatoid
Factors I
- Qui céch: Néng d5 1 (2 x 1 mL)
Nong @ I1 (2 x 1 mL)
*Tiéu chuin:FDA/CE/ISO 13485 (hoic cac tiéu chudn

chét luong tuong duong).
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Quy cach

Pon vi tinh

Khéi lwong
khoa xét

nghiém dé nghi

187

1G2.16.9

Hoéa chét Cystatine C

La thude thir & dinh luong cystatin C trong huyét thanh
va huyét tuong ngudi.

- Dai do: 0.5-6.8 mg/L

-Qui cach:<= 250 test

- & lugng mAu danh gia: >= 50

- Do lap: <=2%

- B tdi lap:<=3%

- Gi6i han phat hién: <= 0.40 mg/L

- Giéi han dinh lugng: <= 0.40 mg/L

*Tiéu chudn:FDA/CE/ISO 13485 (hoic cac tidu chudn
chét luong tuwong duong).

Hoép/100 test

Test

188

G2.16.10

Hoa chit C.f.a.s. Cystatin C

Hoa chit chudn thudc thir Cystatine C
*Tiéu chudn:FDA/CE/ISO 13485 (hoic cac tidu chudn
chét luong tuong duong).

W

189

G2.16.11

Héa chét Cystatin C Control
Set Gen.2

Héa chét kiém tra chit lurong thude thir Cystatine C
- Qui cach: Néng d6 I (3x1mL)
Néng d6 I (3x1mL)
Néng @ IT (3x1mL)
*Tiéu chudn:FDA/CE/ISO 13485 (hoic cac tiéu chudn
chét hrong trong dwong).

190

G2.16.12

Hbéa chit Anti-CCP

La thuéc thir ding d& ban dinh luong tu khang thé IgG
ngudi khang peptide citrulline héa dang vong trong
huyét thanh

ngudi.

- Dii do: 10-500 U/mL

-Qui cach:<= 100 test

- S8 luong mau dénh gia: >= 20

-Dglap: <= 1%

- Do tai lap<=2%

- Gi6i han phat hién: <= 8 U/mL

- Gidi han dinh lugng: <= 8 U/mL

*Tiéu chudn:FDA/CE/ISO 13485 (hoc céc tiéu chuan

chét luong tuong duong).

Hop/100 test

Test

700
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