Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuat

1.1. Gidi thigu chung vé d &n/der todn mua sam, goi thau

- Tén goi thau: Gai thau s6 07: Cung cap vat tu xét nghiém nam 2026 cua Bénh vién A.

- Tén dy toan: Mua sim hoa chat, vat tu xét nghiém, thiét bi y t& nam 2026 ctia Bénh vién A.

- Ngudn vén thuc hién: Ngudn thu dich va kham bénh, chita bénh va céc ngudn thu hop phép
khac cua don vi.

- Gi4 goi thau: 73.602.317.969 dong.

- Chi dau tu: Bénh vién A,

- Pia diém thyc hién: Bénh vién A, s6 400 duong Quang Trung, phuong Quyét Thang, tinh
Thai Nguyén.

- Hinh thitrc lva chon nha thau: Dau thau rong rai, qua mang.

- Phuong thuc lya chon nha thau: Mot giai doan mét tdi ho so.

- Thoi gian té chire lua chon nha thau: 120 ngay.

- Thoi gian bat dau té chic lua chon nha thau: Quy I, I nim 2026.

- Loai hop ddng: Theo don gia cb dinh.

- Thoi gian thyc hién goi thau: 12 thang.

- Tuy chon mua thém: 20.407.898.475 VND

1.2. Yéu cau vé ky thugt

Tréach nhiém thuc hién

STT Biéu miu Cach thirc thuc hign - -
Chii ddu tw | Nhathiu

~ . - File dinh dang excel; va
Mau A. Bang dir liéu du _ ) . o
1 thiu v& ky thuat - File scan dinh kem (ky, dong X

dAu (néu c6) hoac ky sb)

Scan va dinh keém (ky, dong

2 Mau C. Ban cam két diu (néu c6) hoac ky sé)

1.2.1. Yéu cau kyj thudt chung:
* Yéu ciu vé tai ligu chieng minh tinh hgp 18 cia hang hoa la thiét bi y té:

- P6i voi hang hoa 1a thiét bi y té, nha thau phai cung cap cac tai liéu ching minh theo quy dinh
cia Nghi dinh 98/2021/ND-CP ngay 08/11/2021 vé quan ly trang thiét bi y té, Nghi dinh s6
07/2023/ND-CP ngay 03/3/2023 vé viéc sira ddi, bd sung mot sé diéu cua Nghi dinh sé 98/2021/Nb-
CP ngay 08/11/2021 vé quan ly trang thiét bi y té, Nghi dinh 04/2025/ND-CP ngay 01/01/2025 sira dbi
bé sung mot s6 diéu cua Nghi dinh 98/2021/NB-CP ngay 08/11/2021 caa Chinh pha vé quan ly trang
thiét bi y t& da duoc sira doi, bd sung mot sé diéu theo Nghi dinh sé 07/2023/NB-CP ngay 03/3/2023
ctiia Chinh phu, cu thé nhu sau:

+ Doi voi thiét bi y té loai A, B: Cung cap s cong bé tiéu chuan ap dung ddi véi trang thiét bi y
té thuoc loai A, B hoic gidy phép nhap khau cia Bo Y té (voi hang hda thudc danh muyc theo Diéu 6
Thong tu 05/2022/TT-BYT, duoc sira dbi boi khoan 7 Didu 147 Nghi dinh 96/2023/ND-CP).



+ Dbi voi thiét bj y té loai C, D: Cung cip sb gidy chung nhan dang ky luu hanh d6i véi trang
thiét b y té thuoc loai C, D hoic gidy phép nhap khau cua Bo Y té (v6i hang héa thudc danh muc theo
Diéu 6 Thong tu 05/2022/TT-BYT, duoc stra d6i boi khoan 7 Biéu 147 Nghi dinh 96/2023/ND-CP).

+ Déi véi thiét bi y té nhap khau theo diém d Khoan 2 Biéu 76 Nghi dinh sé 98/2021/ND-CP
dugc sira ddi, bd sung tai Khoan 18 Biéu 1 Nghi dinh sb 07/2023/ND-CP, stra d6i b sung tai Diéu 1
Nghi dinh 04/2025/ND-CP ngay 01/01/2025: Nha thau ké khai rd di vai thiét bi y té khong thugc danh
muc phai cip phép nhap khau theo quy dinh tai Diéu 6 Thong tu s6 05/2022/TT-BYT ngay 01/8/2022
va cung cap ban phan loai thiét bi y té thuoc loai C, D dugc cong b théng tin trén Cong thong tin dién
tar cia Bo Y té.

- Béi voi thiét bi y té san xuat trong nudc: Cung cap S6 cong bd (hoac Phiéu thng tin) ho so
cong bd du didu kien san xuat thiét bi y té san xuat ciia nha san xuat hang hoa theo quy dinh tai Nghi
dinh sb 98/2021/ND-CP ngay 08/11/2021, Nghi dinh s6 07/2023/ND-CP ngay 03/3/2023, Nghi dinh
04/2025/ND-CP ngay 01/01/2025.

* Tai ligu ky thuat caa hang hoa:

- Tai liéu ban gbc khdng sir dung tiéng Viét phai kém ban dich sang tiéng Viét. Nha thau chiu
trach nhiém vé tinh trung thuc cua ban dich.

- Mau A, C dung dé phuc vu danh gia vé ki thuat hang hoa chao thau cua nha thau. Yéu cau nha
thau phai dién day du va chinh xéac. Nha thau tu chiu trach nhiém vé hau qua hozc sy bét lgi néu khéng
lam dtng theo quy dinh. Viéc nha thau cb tinh ké khai thong tin khong dung véi thong s6 ki thuat ma
nha san xuat da cong bd nham muc dich vugt qua bude danh gia vé ki thuat duoc coi 1a hanh vi gian
lan trong dau thiu quy dinh tai khoan 4 Diédu 16 Luat Dau thau va s& bi xu 1y theo quy dinh ctiia Phap
luat.



Mau A
BANG DU LIEU DU THAU VE MAT KY THUAT
(File excel dinh kem E-HSDT)

Yéu ciu caa E-HSMT Pap wng cia hang héa dy thau
Giy phép luu | Phan loai Tai ligu
. R .| Mat | Kyma « Xudtxe | Hang | Gidy S0 cong ?0 hanh, Giay Thft 2! y | Ccau thim
Tén Tén Tiéu chi X . ~ Héng £ . ) tiéu chuan phép nhap te; So, hinh, chiéu
5 . e A hang hiéu Nhén Y (quoc gia, | cha | phép P 2 . N A . . Quy
STT | phan hang ky thuat % A san . . . (doi voi khiu (néu c6) | ngay cap, tinh tinh ,
N ) . dw (néu hiéu X vung SO ban . A . . - cach
(16) héa co ban thau c6) xuat l&inh thé) hitu | han TBYT logi L to chirc ning ky | ning,
g A,B) (DoIvol TBYT | cipBang | thuat | thongsd
logi C, D) phan loai ky thuat
) 1) ) @) 4) () (6) () (8) (8A) | (8B) (9A) (9B) (9C) (10) (10A) (11)
Dai Catalog
. 155cm, | chacba- | g cgy
XXY Loai A rong trang 5 ti
3lcm




Nha thau nhap dir ligu vao file excel miu A nay va ngp cung E-HSDT (trén dy la vi du minh hoa)

Ghi chu: trén day la vi du tham khdo

- Céc ¢t (0),(1),(2) (3): dién thong tin theo muc tai Chirong V ciia E-HSMT.

- Cac cét (4), (5), (6), (7), (8), (8A), (8B), (9A) hodc (9B), (9C), (10), (11): dién thdng tin cua hang hoa
dir thau. Thong tin cac cét (4), (5), (6), (7), (8), (10) phdi truing vdi thdng tin tai biéu mau webform, néu
6 sai khac sé can cir theo thong tin tai webform.

- Cét (9A) hodc (9B): dién thdng tin s cong bé hodc s6 leu hanh cia hang hoa dw thau. Sé heu hanh la
S6 Gidy ching nhdn dang ky luu hanh hodc sé gidy phép nhap khau con hiéu luc do B4 Y té cdp doi Voi
logi C, D hodc s véin ban cong bé tiéu chuan ap dung doi véi thiét bi y té thugc logi A, B con hiéu luc
(quy dinh tai Nghi dinh 98/2021/NP-CP ngay 08/11/2021).

- Cét (9C): dién thong tin phan logi TBYT cia hang héa dir thau.

- Cot (10): dién chinh xdc théng tin tinh ndng, théng sé thong sé ki thugt cuia hang hoa duw thau ddp g
fwong g Véi cac tiéu chi yéu cdu cua E-HSMT. Thdng tin trong hodc ¢6 ngi dung "Bat" hay "Bdp img
sé diroc xem xét 1a hang hoa dur thau khéng cé dap iing déi véi chi tidu yéu cau.

- Cot (104): Pién vi tri tai ligu mo ta Tinh ning, Thong sé Ky thugt cia hang hda dir thau trong E-HSDT.
Pién theo dinh dang [tén file tai liéu - trang sé....J, VD: Catalogue chac ba - trang 5, 7, 10. Trang so ghi
theo thit ti sé trang cua file tai liu (khdng ghi so trang danh mdy hodc danh tay trén ban scan).

- Cét (11): Dién thong tin quy cach cua hang héa du thau.

* Truwong hep nha thau cé tinh ké khai théng tin khong ding véi thong sé kj thugt ma nha sdn xudt
dd céng bo nham muc dich vwot qua budéc dinh gid vé kj thudt duwec coi 12 hanh vi gian ldn trong déu
thdu quy dinh tai khodn 4 Piéu 16 Ludt Pau thau va chiing ti hoan toan chju trach nhiém, chap
nhdn chiu xi Iy theo quy dinh ciia E-HSMT va phép lugt vé diu thau.



1.2.2. Cam két ciza nha thau

BAN CAM KET CHUNG

L0705 0 1
S6 dang ky kinh doanh. .............ccoooiiiiii i

Ma dinh danh trén hé thdng mang dau thau quoc gia: ..............oeeeeieiei...,

Dia Chi CUA GOM Vi oo e

Chung tdi, /dién tén cong ty], tham du gdi thau /dién tén goi thau] caa Bénh vién A Thai
Nguyén. Ching toi xin cam két vé E-HSDT va cong tac cung tng hang hod cho Bénh vién vai cac noi
dung sau day:

Hang hoa phai dam bao phu hop, ¢6 thé sir dung trén céc thiét bi hién c6 cua don vi.

Nha thau ¢ cam két s& chiu trach nhiém cung cép thiét bi, dung cu hd tro dé sir dung hang hoa
tring thiu theo yéu cau cua chu dau tu.

Cam két cung cip hang héa méi 100% chua qua st dung, dam bao day du sé lugng, chang loai,
con nguyén dai nguyén kién theo quy cach dong goi cua nha san xuat.

Nh&n hang héa tuan thu quy ché vé nhan hang hoa luu hanh trén thi truong Viét Nam. Bao bi con
mai, khéng bién mau, khong rach nat, bién dang.

Cam két hang héa khi giao dam bao chat luong, duoc dong goi theo dung tiéu chuan ciia nha san
Xuat, thong so6 k¥ thuat dung voi E-HSDT duoc chap thusn; dam bao khong co cac khuyét tat nay sinh dan
dén bat loi trong qua trinh sir dung hang hoa.

- Han st dung ciia hang héa (néu ¢d) tinh tir thoi diém cung tmg dén co so'y té phai dam bao:

+ Tbi thiéu con > 18 thang di vai cac mat hang ¢d han dung tir 36 thang tro Ién.

+ Tbi thiéu con > 12 thang d6i vai cac mat hang ¢ han dung tir > 18 thang dén < 36 thang.

+ Tbi thiéu > 08 thang ddi véi cac mat hang c6 hang duing tir > 12 thang dén < 18 thang.

+ Tbi thiéu con > 05 thang d6i vai cac mat hang ¢d han dung tir > 07 thang dén < 12 théng.

+ Ti thiét con > 03 thang ddi vai cac mat hang c¢é han ding tir > 04 thang dén < 07 thang.

+ Tbi thiéu con > 02 thang d6i vai cac mat hang c¢d han st dung tir > 03 thang dén < 04 thang.

+ Tbi thiéu con > 01 thang d6i vai cac mat hang c¢d han st dung tir > 02 thang dén < 03 thang.

+ Poi véi hang hoa khong ghi han sir dung san xuat nam 2025 tro di.

Cam két thu hdi hang hoa trong truong hop da giao nhung khong dam bao chét lwong hoic co
thdng bao thu hoi ciia co quan c6 tham quyén nhung nguyén nhan khong phai do 15i Chu dau tu. Thoi gian
thu hdi trong vong 05 ngay.

Hang hoa do nha thiu cung cip hoan toan thich img va hoat dong én dinh tai diéu kién khi hau caa
Viét Nam va hang hoa khong gay anh huong tac dong nhiéu dén moi truong (Truong hgp hang hoéa cung
cap c6 anh huéng tac dong dén moi truong, nha thau chiu ¢é trach nhiém thuc hién bién phap giai quyét).



Cam két hang hoa dy thau dugc niém yét gia, ké khai gia phu hop theo quy dinh tai Nghi dinh
98/2021/ND-CP, duoc sira ddi bd sung bai Nghi dinh 07/2023/ND-CP, Nghi dinh 04/2025/ND-CP ngay
01/01/2025 va cac quy dinh phap luat hién hanh.

- Cam két cung cap trung thuc va day du hd so bao gdm c6: T khai hai quan (d6i véi hang hoa
nhap khau), héa don ban hang, phiéu xuat kho... va nhimg van ban phap ly lién quan khéc khi giao hang.

Cam két chiju trach nhiém vé tinh chinh xé&c cua cac vin ban c6 yéu té nuéc ngoai, vin ban va
catald ciia nha san xuat. Trong trudng hop phat hién tai liéu co sai léch, nha thau chiu moi trach nhiém
trudc Chi dau tu theo quy dinh cua phép luat.

Nha thau cam két xuat trinh ban gbc c6 hop phap hoa lanh su (néu tai liéu thudce truong hop bét
budc hop phéap hoa lanh su) hodc ban sao c6 cong chimg dé Chu dau tu dbi chiéu ddi vai tat ca cac ban sao
tai liéu khi c6 yéu cau. Cam két vé tinh chinh xac ciia tat ca tai liéu do nha thau ké khai va cung cap trong
E-HSDT.

Trén day 1a toan bd noi dung cam két ciia Cong ty ching ti vi Bén moi thau va xin chiu trach
nhiém trudc phép luat thuc hién nghiém tdc cac cam két trén. Trong truong hop cd sai sot, ching toi xin
chiu hoan toan trach nhiém va chp nhan bi xir Iy nhu da quy dinh trong E-HSMT va phép luét vé dau thau.

___,ngay _thadng __ nam__
Nguoi cam két

PAI DIEN CONG TY
[Ky, ghi rd ho tén va déng dau]



1.2.3. Yéu cau ky thudt chi tiét

Tai lidu k¥ thuat miéu ta cac dic tinh, théng s ki thuat cua ching loai hang hoa va Nha

thau phai danh dau (highlight) vao cac théng sb cu thé dé chimg minh thong sb k¥ thuét

du thau. D61 véi cac tai liéu tra ctru duoc trén trang Web dién tir cia Hang san xuat, Nha

thdu phai cung cip kém duong Link tra ctru va chup man hinh noi dung trang Wed ndp

cung E-HSDT.

Bét ky thuong hiéu, ma hiéu, danh tir riéng (néu cd) trong bang yéu cau k¥ thuat chi mang

tinh chit minh hoa cho céc tiéu chuan chét luong, tinh nang k¥ thuat khé mo ta. Vi vay

nha thiu c6 thé chao cic hang hoa ¢ thuong hiéu, ky ma hiéu khac nhung phai dam bao

tiéu chuan k¥ thuat, dic tinh k¥ thuat, tinh ning sir dung “twong duong” hoic “tot hon” so

v6i yéu cau cia E-HSMT.

Trudng hop Nha thau chao hang hoa véi tiéu chuan ky thuat, ddc tinh k¥ thuat, tinh ning

str dung “tuong duong” hodc “t6t hon” so véi yéu cau cia E-HSMT thi Nha thau can cung

cap nghién curu, trich dan nguon (VD website) tham chiéu cua tai liéu nghién ctru hodc xac

nhan cua Co quan, td chirc danh gia doc lap va thuyét minh tinh wu viét, tét hon tuong

ung.

Bang yéu ciu ky thuat

STT | Tén phan (16) Tén hang hoa Céu hinh, tinh ning ky thuit co ban
Phan 1: Vit tu
1 xét nghiém sinh
hoc phén tir (16
mat hang)
Bo kit tach bao gom: Plunger, Buffer PKR, Proteinase K,
Dai 6 giéng
- Ngudn miu: Huyét tuong, huyét thanh, swab, dich co thé
chtra virus...
_ R s A Ao > _
Bo xét nghiém dinh The. tich d'au Vao : -_200 300pL
lwona HBV- DNA bao Bo kit realtime PCR:
11 rong e 891 _ P dic hidu phan tich: dbi voi HBV genotype A - H:
gom kit tach theo may 100%
+ ki i ., ‘
kit realtime PCR - P nhay phan tich ( LoD): tir 13 1U/ml véi Xac xuét 95%
- Thanh phan bo kit realtime PCR yéu cau téi thiéu > 100
test:
+ Hdn hop Mastermix ; Chuan 1074 [U/pl; Chuan 1073
[U/pl; Chuan 1072 1U/ul; Chuan 10~1 1U/pl; Chang noi IC
g:\tlgcgl\?zet Thanh phan:
1.2 Dung cu tron, khay tach chiét chia hda chét

cua virus cho may tu
dong

Cong nghé tron hat tr tinh




STT

Tén phan (1)

Tén hang hoa

Céu hinh, tinh niing k§ thuit co ban

1.3

B0 xét nghiém da tac
nhan
duong sinh duc

Thanh phan:

- Hon hop STI CT /NG/ MG realtime PCR; Hon hop STI
TV/ MH/ UU/ UP realtime PCR; Chting duong PC ( CT/
NG/ MG/ BG; PC TV/ MH/ UU/ UP); Hon hop ching noi
IC realtime PCR.

- B xét nghiém dinh tinh 07 loai vi sinh duong sinh duc
(Chlamydia trachomatis, Neisseria gonorrhoeae,
Mycoplasma genitalium, Mycoplasma hominis,
Trichomonas vaginalis, Ureaplasma urealyticum va
Ureaplasma parvum) bang Real-time PCR

14

Kit dinh 14 tuyp nguy
co

cao virus HPV theo
phuong

phép Realtime PCR

Bo kit tach bao gom: Plunger, Buffer PKR, Proteinase K,
Dai 6 giéng

- Ngudn miu: Huyét tuong, huyét thanh, swab, dich co thé
chua virus...

- Thé tich dau vao : >200-300pL

Bo kit realtime PCR:

- B xét nghiém dinh 14 tuyp HPV nguy co cao riéng ré
gom: HPV 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66
va 68.

- Ngudn mau: miu phét cb tir cung, dich té bao, sinh thiét tur
niém mac.

- Thanh phan bo kit realtime PCR yéu cau téi thiéu:

+ Kit chay may: PCR-mix HPV1, PCR-mix HPV2, PCR-
mix HPV3, PCR-mix HPV4, PCR buffer-FRT, Chirng am,
Puong chuan:, HPV dinh tuyp K1, HPV dinh tuyp K2.

15

Kit dinh tuyp nguy co
thap

virus HPV theo
phuong

phap Realtime PCR

Dinh tinh kiéu gene Human Papilloma virus typ 6 va 11
bang k¥ thuat Real-time PCR.

- Ngudn miu: mau phét ¢6 tir cung, mau md, mau dich té
bao.

- Thanh phan yéu cau: Kit chay may: Hon hop PCR-1;
PCR-dém; Enzyme Polymerase; Phuc hop ching duong C+
(HPV 6, 11, DNA nguoi); Ching &m C-; DNA-dém

1.6

B0 kit dinh lugng
HCV
RNA ban tu dong

Kit dinh lwong virus HCV bang phuong phéap Realtime
PCR

- Tiéu chuan IVD

- Do nhay: 13 TU/ml, d6 dac hiéu: 100%;

- Khoang tuyén tinh: 13 - 1078 1U/ml,

- Thé tich phan tng: 50yl

- Trong cling mét 18, cAc mau bénh pham st dung cting mot
duong chuan.

- Thudc thir dang dong kho RT-PCR khong bao gém ching
am

- Buong chuin dugc xay dung tir CAL1 &CAL?2

Ngudn miu: huyét tuong




STT | Tén phan (16) Tén hang héa Céu hinh, tinh niing k§ thuit co ban
B6 xu Iy miu dom Thanh phan: .
dé{nh SP} bufft\er: pH: 13.5+0.2; Cam quan: Dich long, trong,
cho xét nghiém phét khong mau; .

1.7 hién vi : SP? buffgr: pH: 7.4+0.2; Cam quan: Dich long, trong,
khuin Lao trong mau kh,ong mad, L,
dom Hoa chat SP3; Cam quan: Dang bot, ran, khd, mau trang

Falcon 15ml: Cam quan: Nhua, trong

S6 mau trén mot me chay: 1a boi s6 cua 6 (vi du: 6,12,18...)
Ung dung: PCR, qPCR, NGS,...

Loai miu: Huyét thanh, huyét twong, que ngoay, dom hoic
dich rira phé quan - phé nang (BAL)

18 Bo !(it dung cho tach - COng nghé tinh sach: Hat tir (magnetic beads) ’

' chiét Axit Nucleic - Kha nang tu dong hoéa: Str dung cho may tach chiét

TANBead Maelstrom 9600 hoic Maelstrom 9610
- Thoi gian thao t&c: 35 - 45 phut
- Gidi han phat hién (LoD): Virus HCV > 100 TU/ml
Phan loai TTBYT: Loai A
Thanh phan:
- Ching &m, Chirng duong, Chting noi IC MTB,

Bo xétnghiem dinh | D¢ Pha DNA,

1.9 tinh MTB Lao - Hon hgp nhén gen PCR-1,

- Bém cho PCR,
- Enzyme nhén gen TaqF,
- Enzyme UDG

Kit dinh 23 tugp HPV | Thanh phan ti thiéu c6: Hn hop nhan gen, chimg dwong,

1.10 theo phuong phap chirng &m, chirng noi, dém
Realtime PCR Tuong thich trén cac may realtime PCR >4 kénh mau

- Kit tach theo may yéu cau thanh phan: Plunger, Buffer
Kit tich DNA/RNA PKR, Proteinase K, Pia 96 giéng

1.11 virus theo may ban tu | - Ngudn mau: Huyét twong, huyét thanh, swab, dich co thé

dong theo khay 16 mau | chua virus...

- Thé tich dau vao : >200-300pL

-Thanh phan: Plunger, Buffer PKR, Proteinase K, Dai 6
Kit tich DNA/RNA giéng

1.12 virus theo may ban tu | - Ngudn mau: Huyét twong, huyét thanh, swab, dich co thé
dong tir 1- 8 mau chtra virus...

- Thé tich dau vao : >200-300pL
Bo kit xét nghieém Thanh phan:

1.13 realtime PCR phét hién | + Hon hop phan tng
HLA -B27 + Chirng duong

1.14 BO xet nghiém dém tai | pp4t hign va dinh lugng RNA dic hiéu cua virus gay suy

luong virus HIV

giam mién dich & nguoi loai 1 (HIV-1)




STT

Tén phan (1)

Tén hang hoa

Céu hinh, tinh niing k§ thuit co ban

Phat hién nhom M, N va O trong huyét trong EDTA cua
nguoi

Tiéu chudn dinh lugng dugc hiéu chuan theo Tiéu chuan

Quéc té 1an thir 4 caia WHO vé RNA HIV-1 (M4 NIBSC:
16/194)

Xét nghiém chan doan trong dng nghiém dugc danh dau

CE-IVD

Gi6i han phét hién: 30 1U/ml

1.15

Kit tich DNA mau

téng

s6 méy ban tu

dong tir 1- 8 mau

Thanh phan: Plunger, Buffer PKR, Proteinase K, Dai 6
giéng

- Ngudn miu: Mau toan phan va din xuat caa mau

- Thé tich dau vao : >200-300pL

1.16

Kit tach chiét RNA

bang tay cho Virus

HIV

Thanh phan:

- Cot ly tam; Ong ly giai (2 ml);Ong rira giai (1.5 ml); Ong
riea (2 ml); Bém ly giai; Bém rira 1; Bém rira 2; Bém rira
giai; Dung dich Protease; Carrier RNA; Protease

- Muc dich st dung: Dé tach chiét va tinh sach axit nucleic
cua virus tir cac mau vat sinh hoc

Phan 2: Vit tu
xét nghiém cho
may Elisa hoac
twong duong
(17 mat hang)

2.1

Dau tip dan dién 300 ul

Kich thudc:
+ Chiéu dai: 55.0 mm

2.2

Pau tip dan dién 1100

ul

Kich thudc:
+ Chiéu dai: 97.0 mm

2.3

bia pha loang

Microplatte dugc cung cap & dang khay. Mdi khay c6 96 vi
giéng.

24

Hoa chat xét nghiém

s&n méng

Dé sang loc dinh tinh khang thé 1gG & huyét thanh cua
Schistosoma bang k¥ thuat xét nghiém hap thu mién dich
lien két Enzyme (ELISA).

Thanh phan gom:

- Khay vi giéng: > 96 giéng

- Enzyme lién hop: 1 chai x 13ml (Protein A lién hop voi
Peroxidase)

- Chung duong: 1 1o x 2ml

- Chitng &m: 1 I x 2ml

- Co chét: 1chai x 13ml (Tetramethylbenzidine)

- Dung dich rira dam dac (20X): 2 chai x 25ml

- bém pha loang: 2 chai x 30ml dung dich protein dém

- Dung dich durng: 1 chai x 13ml acid Phosphoric 1M.
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Loai mau: Huyét thanh pha lodng ti Ié 1:40.
Téng thoi gian u: < 25 phat
Do nhay: 100%
b6 dac hiéu: > 85%. Hop > 96 test
Héa chét xét nghiem bé sang Ic,_>c dintl tinh~khénAg th,é IgG.(:y huyﬁét thanh_gﬁa ‘
25 . Strongyloides bang ky thuat xét nghiém hap thu mien dich
giun luon lién két Enzyme (ELISA). Hop > 96 test
Xét nghiém dung dé sang loc dinh tinh khang thé IgG trong
huyét thanh ciia Entamoeba histolytica
Hoa chat xac dinh dinh | Loai mau: huyét thanh
26 tinh cac khang thé 19G Gid trj dy kién cho céc chat ching la:
' khang Entamoeba Amtinh: 0.0-0.2 donvi OD
histolytica Duong tinh 0.5 don vi OD
Do nhay: 100%
b6 dac hiéu: 100%. Hop > 96 test
Hoa chét phat hicn san bé sang loc dintl tinh~khénﬂg th,é IgG_(:y huyf’t thanh_gﬁa .
2.7 day ché E_chmgcoccus bang k¥ thuat xét nghiém hap thu mién dich
lién ket Enzyme (ELISA). Hop > 96 test
Hoa chét phat hién Lé,xét nghiém ban dinh lgong dé phat hiénvkhénggthé IgG
2.8 . N . kh&ng Toxocara, trong mau huyét thanh hoac huyét tuong
giun ddia ch6 méo bang ky thuat xét nghiém ELISA. Hop > 96 test
Dé sang loc dinh tinh khang thé IgG & huyét thanh cua
29 Hoa ché,t phat hién Trichinella biang ky thuat xét nghiém hap thu mién dich
' giun xoan lién ket Enzyme. Tong thoi gian : 20 phat. B nhay
:100%. Do dac hiéu: 100%. Hop > 96 test
Hoa chat sang loc dinh | Bé sang loc dinh tinh khang thé IgG & huyét thanh cua
2.10 tinh khang thé 1gG Fasciola bang ky thuat xét nghiém hap thy mién dich lién
khang Fasciola két Enzyme (ELISA). Hop > 96 test
Thanh phan gom:
Khay vi giéng: 96 giéng
Enzyme lién hop: 1 chai x 13ml <anti-human IgM (chudi
mu) lién hop voi Peroxidase >
Xét nghiém mién dich | Chtng duong: 1 1o x 2m
211 ban dinh lwvong dé phéat | Ching am: 1 lo x 2ml

hién khang thé IgM
kh&ng Toxocara

Co chat: 1chai x 13ml (Tetramethylbenzidine)

Dung dich rira dam dac (20X): 2 chai x 25ml

Dém pha loang: 2 chai x 30ml dung dich protein dém.
Dung dich dung: 1 chai x 13ml acid Phosphoric 1M.
Loai mau: Huyét thanh pha loang ti 1¢ 1:100.

Tdng thoi gian u: 50 phit. Hop > 96 test
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2.12

Hoa chat phat hién san
day lon

bé sang loc dinh tinh khang thé 1gG ¢ huyét thanh cua
T.Solium bang k¥ thuat xét nghiém hap thu mién dich lién
két Enzyme (ELISA)

Hop > 96 test

2.13

Hoa chat phat hién
giun diia

bé sang loc dinh tinh khang thé 1gG ¢ huyét thanh cua
Ascaris bang ky thuat xét nghiém hap thu mién dich lién két
Enzyme (ELISA). Hop > 96 test

2.14

Hoa chat xét nghiém
phat hién khang thé
Chlamydia Tracomatis
IgA

Thanh phan:

- Khay vi giéng

- Huyét thanh chuén: 2 x 2m

- Huyét thanh ching am 2mll

- Chét lién hop khang IgA ngudi 13ml
- Dung dich dém rira ¢am dac 33.3ml

- bém pha loang 2 x 50ml

- Dung dich dirng 15ml

- Co chat 13ml

- Gidy chtng nhan quan Iy chat luong
Thaoi gian u: 60/30/30 phat

Do nhay: 92.6%

Do dac hiéu: 98.6%

Hop > 96 test

2.15

Hoa chat xét nghiém
phét hién khang thé
Chlamydia Tracomatis
IgG

Thanh phan:

- Khay vi giéng

- Huyét thanh chuan: 2 x 2ml

- Huyét thanh ching am 2mll

- Chat lién hop khang IgG nguoi 13ml

- Dung dich dém rira dam dac 33.3ml

- bém pha lodng 2 x 50ml

- Dung dich dung 15ml

- Co chat 13ml

- Gidy chtng nhan quan Iy chat luong

Thoi gian u: 60/30/30 phat

Doc két qua & budc song 405nm/620-690nm

Do nhay: >95%

Do dic hiéu: >98%

Do tai lap: CV<10%

Khéng bi anh huéng béi cac ndng do 1én dén 2.00 g/L
hemoglobin, 11.50 g/L lipemia/triglyceride hoac 0.201 g/L
bilirubin. Hop > 96 test

2.16

Hoa chat xét nghiém
phét hién khang thé
Chlamydia Tracomatis
IgM

Thanh phan téi thiéu gom co: Test Strips, Enzyme
Conjugate, Ching duong, Chiing am, Co chat TMB, Dung
dich rua, Dung dich pha lodng, Dung dich dung phan ung
Tdng thoi gian u: 120 pht
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Do nhay: 91,7%
b6 dac hiéu: 95,5%. Hop > 96 test
2.17 Yéu td khir thap Chai > 20mL
Phan 3: Vit tu
xét nghiém cho
may dong mau
3 tu dong
Compact X
hoac tuong
duong (13 mat
hang)
31 Hoa chat xét nghiém Hoé chat dinh luong Prothrombin (PT)
' PT Hop: R1>72 ml, R2 > 80 ml
39 Hoa chat xét nghiém | Thanh phan gom: CePhalin (md n&o tho) va Kaolin,
' APTT Hop > 18 ml
3.3 Hoa chat Calci Thanh phin gdm: Calcium Chloride 0.025M. Hop > 60 ml
Chloride
- Thanh phan gom:
'R1 > 24 ml: dang dong kho: Canxi Thrombin tir ngudn goc
34 Hoéa chat xét nghiém dong vat+Kaolin
' Fibrinogen R2 > 125 ml: Dung dich dém gom: HEPES 0.02 M, pH
7.35+Thudc chéng dong méu (citrate); Thudc tc ché
heparin
Héa chit xét nghiem Thal:lh phan gom: Hoéa chat (_iong?J kho .CfllClC thrombin.
35 L khoang 1.5 NIH / mL sau khi hoan nguyén
Thrombin Time .
Hop > 24 ml
Hoa chat dé xac dinh D-Dimer trong huyét trong nguoi.
T Thanh phan chinh: Chit dém phan tng; Thubc tht Latex;
Hoa chat xét nghiém PR A . ~RAc A4 x
3.6 dinh Iwona D-Dimer Chat hiéu chuan; Chat dém pha loang.
i fwong Quy cach déng goi: Hop (R1> 21 ml ;R2 > 12 ml ; R3 >
2ml ; R4 > 14 ml)
Thanh phan: Huyét twong nguoi déng kho
3.7 Hoéa chat noi kiém mac | D6 6n dinh chua md nip: dén hét han sir dung tai 2-8 °C, da
' 1 mé nap: 10 tiéng tai 2-25 °C, 5 ngay tai -20°C.
Hop > 6 ml
%~ .2_ | Thanh phan: Huyét tuong ngudi dong kho
3.8 Hoa chat ndi kiem muc D6 6n dinh chua mé nép: dén hét han sir dung tai 2-8 °C, da

2

ma nap: 10 tiéng tai 2-25 °C, 5 ngay tai -20°C. Hop > 6 ml
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Héa chét néi kiém mic Ho? chat Iflem Chuanrxet nghiém dong mau muc bénh ly
3.9 /mtc P/muc Path (muc 3)
3 N
Hop > 6 ml
Thanh phan: R1- D-DIMER CONTROL 1 (Huyét trong
Héa chét néi kiém D- Cltrat_e ng}Im ,kho fiong le.‘}nh fiuqc !am giau b‘ang D-Dlmer,
3.10 . ok phu gia cua cac thanh phan tu huyét twong bo, BSA, Natri
Dimer mirc thap -
azide).
Hop > 6 ml
Thanh phan: R1- D-DIMER CONTROL 2 (Huyét trong
Héa chét néi kiém D- Cltrat_e ngucn ,kho fiong laknh fiuqc !am giau b‘ang D-Dlme-r,
3.11 . , phu gia cua cac thanh phan tur huyét tuong bo, BSA, Natri
Dimer muc cao .
azide).
hop > 6 ml
312 Héa chit rira hé théng Dung dich rira kim hat cho may xét nghiém dong mau. Hop
> 1000 ml
313 Cuvet C’ong do mau kem bi tir, dung trén may xét nghiém dong
mau.
Phan 4: Vit tu
xét nghiém cho
méay huyét hoc
4 Laser tu dong
Celltac F,
Celltac G hoic
twong duong
(14 mat hang)
Do pH: 7,35 dén 7,55
41 H6a chit pha lodn Tinh tan: tan trong nudc
' P 9 Thanh phan: Sodium chloride 0,44%, Sodium sulphate
anhydrous 0,97%. Can > 18L. C6 CFS G7
D6 pH: 7,0 #n 7,6
Hoa chat ly giai hong | Tinh tan: tan trong nuéc
42 cau dé do Hemoglobin | Thanh phan: Dodecyltrimethylammonium chloride: < 3,0%,
' cho méy huyét hoc 33 | Cetrimonium chloride: < 0,1%, Citric acid monohydrate: <
thong sé 2,0%
Can > 250ml. C6 CFS G7
Do pH: 10 dén 13.
Hoa chét rira ddm d3c | Tinh tan: tan trong nudc
4.3 cho méy huyét hoc 23 | Thanh phan: Sodium hypoclorit 1.3%
thdng sb Do 6n dinh sau khi mé nép: > 90 ngay

Can > 5 lit. Co6 CFS G7
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Do pH: 8,0 dén 8,6
Hoa chat ly giai hong | Tinh tan: tan trong nudc
A4 cau dung dé bach phan | Thanh phan: Sodium alkyl ether sulphate: 0,069%
' bach cau cho may Nhiét d¢ bao quan: 1 dén 30°C
huyét hoc 33 thong s6 | Po 6n dinh sau khi mo nip: > 90 ngay
Can > 250ml. C6 CFS G7
Do pH: 7,7 dén 8,3
Tinh tan: tan trong nudc
45 Hoa chat riza cho may | Thanh phan: Polyoxyethylene tridecylether: 0.049%
' huyét hoc 23 thong s6 | Nhiét d bao quan: 1 d&én 30°C
Do 6n dinh sau khi mo nap: > 180 ngay
Can > 5L. C6 CFS G7
Do pH: 4 dén 7
. £ A Tinh tan: tan trong nudc
Hoa chatly giaihong | 1y 0 ohan: Mudi amoni bac 4 3.7%
4.6 cau cho may huyet hoc S o1 A oo
23 thong s Nhle;:t d6 bao quan: 1 den’30 C
Do 6n dinh sau khi mé nap: > 90 ngay
Can > 500 ml. C6 CFS G7
Do pH: 8,0 dén 8,6
Tinh tan: tan trong nuéc
47 Hoéa chét rira cho may | Thanh phan: Sodium alkyl ether sulphate: 0,069%
' huyét hoc 33 thong sé6 | Nhiét d bao quan: 1 &én 30°C
D6 6n dinh sau khi mo nip: > 90 ngay
Can > 2L. C6 CFS G7
Do pH: 7.5 dén 9.5
Hoéa chat ly giai hdng Tinh tan: tan trong nudc
48 cau dung dé bach phan | Thanh phan: Sodium alkyl ether sulphate: 0.11%
' bach cau cho may Nhiét a6 bao quan: 1 dén 30°C
huyét hoc 23 thong sé6 | Do 6n dinh sau khi md nap: 30 ngay
Can > 500ml. Co6 CFS G7
Do pH: 10 dén 13
, Ly 0 an . Tinh tan: tan trong nudc
Hoa Chat ma;dam 3| Thanh phan: Sodium hypochlorite: 6,1%, Sodium
4.9 cho may huyet hoc 33 .
thénd s6 hydroxide <0,5%
gso D6 6n dinh sau khi mé nép: chi dang 1 1an
B6 > 45 ml. C6 CFS G7
4.10 Hoachatdengikiem |\ - 301 ¢ cFs 67
muc thuong
411 Hda chat dé ndi kiém Lo >3ml . Cé CFS G7

muc thap
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4.12 Hoa chatde notkiem |\ '~ 31 6 CFs 67
MUC cao
Hoa chat dung cho
4.13 may phan tich huyét Do pH: >7,0. Lo >2ml. C6 CFS G7
hoc dé hiéu chuan may
Mat do: > 0.9 g/cm3
Dan hoi kéo: > 1400 MPa
114 Phin loc cho méay huyét | P9 bén kéo: >33 MPa
hoc Hé s ubn: > 1400 MPa
Do bén ubn: > 40 Mpa
Nhiét d6 bién dang: > 85°C
Phan 5: Vat tu
xét nghiém cho
5 may gan bach
cau, hong cau
va tiéu cau (03
mat hang)
Bo kit c6 gan san cac duong day, cac tui thu tiéu cau, tdi thu
£ 1 Kit thu nhan tiéu cau, | huyét twong, kénh ly tim
' huyét tuong tai doi Kin, vo tring, c filter loc vi khuan trén duong day chéng
dong.
Bo kit cd gan san cac duong day, c&c tdi thu tiéu cau, tdi thu
£ 5 Kit thu nhan tiéu cau, | huyét twong, kénh ly tim
' huyét tuong tai don Kin, vo trung, c filter loc vi khuan trén duong day chéng
dong
5.3 Tai chdng dong Tai chong dong ACDA. Tui > 750ml
Phan 6: Vat tu
xét nghiém cho
may sinh hoa ty
6 dong AU480
hoac tuong
duong (98 mat
hang)
Thuoc thir xét nghiém \ .
. e . -
6.1 dinh hrong albumin Khoang do: 15-60 g/L; Hop > 216 ml
60 Thudc thir xét nghiem | Thanh phan: Thuoc thir A chira dém PIPES 100 mmol/L,

dinh lugng ethanol

chat bao quan, pH 7,9; Thuéc thir B chtra dém PIPES 50
mmol/L, NAD 15 mmol/L, alcohol dehydrogenase (ADH)
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> 18 KU/L, chat bao quan, pH 6,2; Phuong phap: Quang
phd, Alcohol Dehydrogenase; Loai mau: Huyét thanh,
Huyét twong, Nudc tiéu; Hop > 54 ml
Cha.t Ahlcu. chuan xet Dang dung dich, thanh phan: dung dich dém, chtra: dém
6.3 nghiém dinh lugng . . K
. amoniac, ethanol, natri hydrocarbonat. Hop > 10 ml
amoniac, ethanol, CO2
Vit liéu kiém soat mac
1 xét nghiém dinh Dang dung dich, thanh phan: dung dich dém, chua:
6.4 - : - .
lugng amoniac, amoniac, ethanol, natri hydrocarbonat. Hop > 15 ml
ethanol, CO2
Vit liéu kiém soat mac
2 xét nghiém dinh Dang dung dich, thanh phan: dung dich dém, chira:
6.5 . . . :
lugng amoniac, amoniac, ethanol, natri hydrocarbonat. Hop > 15 ml
ethanol, CO2
SO Ly Thanh phan: Tris buffer pH 7,15 (37°C) 100mmol/L; L-
6.6 ;.Tioﬁr t::r )f\':_r_lrghlem Alanine 500mmol/L; 2-Oxoglutarate 12mmol/L; LDH >
tnh fuong 1,8KU/L: NADH 0,2mmol/L: Hop = 72 ml
6.7 ghﬁ:égegisﬂlﬁr;:et Chat hiéu chuan xét nghiém dinh luong Ammonia; Thanh
: ghiem dinh luong phin: Amoni clorid (NHA4CI), dung dich dém, chat bao
Ammonia \ n
quan. Hop = 5 ml
s . Thanh phan: Bém, (pH 8,0), a-ketoglutarat 10 mmol/L,
6.8 ;T}’l"ﬁr g‘r‘]" ’iﬁn”r?f;'n"’lr; GLDH (tir vi sinh vat) > 24 KU/L, chit tuong tu NADPH
: ong 0,2 mmol/L, chit 6n dinh, chat bao quan, chit tay raa; Hop
> 50 ml
Thanh phan: Tris buffer, pH 7,65 (37°C) 80mmol/L; L-
6.9 Thubc thir xét nghiém | aspartate 240mmol/L; 2-Oxoglutarate 12mmol/L; LDH >
' dinh lvgng AST 0,9kU/L; MDH > 0,6kU/L; NADH 0,2mmol/L; Hop > 48
ml
Thubc thir xét nghiém | Thanh phan: Thubc thir A chira dém amoni clorid 200
6.10 dinh lugng beta2- mmol/L, natri azid 0,95 g/L, pH 8,2; Thudc thr B chira hon
Microglobulin dich chira cac hat latex dugc phu khang thé khang p2-
microglobulin nguoi, natri azid 0,95g/L;. Hop > 50 ml
Chat hiéu chuan xét
6.11 nghiém dinh luong Chat chuan beta-2 Microglobulin; Hop > 1 ml

beta2-Microglobulin
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Thudc thir xét nghiém Khoang do: 1-5 mmol/L (huyét thanh, huyét tuong); 0,1-10

6.12 dinh lugng Ca (Calci) ez iin
. 3 mmol/L (nuéc tiéu); Hop > 60 ml
toan phan
Thanh phan: Dung dich dém photphat (pH 6,5) 103

Thuéc thir xét nahiem mmol/L; 4-Aminoantipyrine 0,31 mmol/L; Phenol 5,2

6.13 dinh luon cholgstérol mmol/L; Cholesterol esterase > 0,2 kU/L (3,3 pkat/L);
: ong Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L); Peroxidase >
10 KU/L (166,7 pkat/L). Hop > 90 ml

Thuoc thir xét nghiém , i LA
6.14 dinh lrong CK Khoang do: 10-2000 U/L; Hop > 128 ml

Thuoc thir xét nghiém \ ) R
6.15 dinh lrong CK-MB Khoang do: 10-2000 U/L. Hop > 64 ml

Chat hiéu chuan xét
6.16 nghiém dinh luong Chat chuan CK-MB. Lo > 1 ml

CK-MB

Vat,h@u k_IAem S.O at muc Thanh phan: Huyét thanh ngudi dang bot dong kho chira
6.17 1 xet nghi¢m dinh isoenzym creatin kinase-MB (CK-MB). Lo >2 ml

luong CK-MB y =02

Vat liéu kiém soat muc
6.18 2 xét nghiém dinh Thanh phan: Huyét thanh ngudi dang bot dong kho chira

luong CK-MB isoenzym creatin kinase-MB (CK-MB); Lo > 2 ml

Dién cuc xét nghiém Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai:
6.19 .

dinh luong Cl 3,8cm
6.20 IVD ria dang cho may | by o ich rira. Binh > 450 mi

Xét nghiém hda sinh

Vat liéu kiém soat muc
6.91 1 xét nghiém dinh Huyét thanh kiém tra cho c4c xét nghiém sinh héa thuong

' luong 32 théng sé hoa | quy (32 thdng sb). Lo > 5 ml

sinh

Huyét thanh kiém tra

cho cac xet n‘ghlcm Huyét thanh kiém tra cho c4c xét nghiém sinh hoa thuong
6.22 sinh héa thuong quy Uy (32 thong sb). Lo > 5 ml

(32thong s§). Lo>5 | 9V g80)-Lo=

ml

Thudc thir xét nghiém . , R
6.23 dinh Irong Creatinin Khoang do: 18-2200 pmol/L. Hop > 408 ml
6.24 Thudc thir xét nghiém | Khoang do: 0,2- 480 mg/L (ting dung binh thuong); 0,08-

dinh lugng CRP

80 mg/L (ung dung do nhay cao). Hop > 240 ml
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Chat hiéu chuan xét
6.25 nghiém dinh luong Chat hiéu chuan gom mirc 2 d&én mirc 6; Hop > 10 ml
CRP
Chat hiéu chuan xét
6.26 nghiém dinh luong Chat chuan CRP. Hop > 10 ml
CRP
Vit liéu kiém soat mac
binh thudng xét Dang bot dong kho, thanh phan: huyét thanh nguoi. Lo > 5
6.27 L
nghiém dinh lugng 38 | ml
thdng s sinh hda
Vit liéu kiém soat mac
bit thuong xét nghiém | Dang bot dong khé, thanh phan: huyét thanh nguoi. Lo > 5
6.28 . ~ £
dinh lugng 37 thong s6 | ml
sinh héa
Thuoc thir xét nghiém
6.29 dinh lugng bilirubin Khoang do: 0,9-171 pmol/L. Hop > 160 ml
tryc tiép
6.30 Thudc thir xét nghiém | Thanh phan: Glycylglycine, pH 7,7 (37°C) 150 mmol/L; L-
' dinh lugng GGT v-glutamyl-3-carboxy-4-nitroanilide 6 mmol/L; Hop > 144
ml
ST Thanh phan: Dung dich dém PIPES (pH 7,6) 24 mmol/L;
6.31 ;T}’l"ﬁr g‘r‘]" Xelhzg:éem ATP > 2 mmol/L: NAD+ > 1,32 mmol/L; Mg2+ 2,37
: ng g mmol/L; Hexokinase > 0,59 kU/L; G6P-DH > 1,58 kU/L;
Hop > 150 ml
;/ar:ilélij dklllfl;n ljgit Xet Thanh phan: Huyét thanh ngudi dang dong khé c6 chira
6.32 gniem dimh WONG 1 iy _cholesterol va LDL-Cholesterol (ngudi): Chét kiém
HDL-Cholesterol va china 2 mic: Bé > 10 ml
LDL-Cholesterol g T T
Thubc thir xét nghiém
6.33 dinh lugng HDL- Khoang do: 0,05-4,65 mmol/L. Hop > 273,6 ml
Cholesterol
Chat higu chuan xet | . han: Huyét thanh ngusi dang bot dong khé chira
6.34 nghiém dinh luong HDL-Cholesterol (ngudi): Hop = 6 ml
HDL-Cholesterol olesterol (ngurol), FHop =
Thudc ther xét nghiém | Dai do: ¢ chira dai do 0,32-6,4 mmol/L d6i vi mau huyét
6.35 dinh luong P thanh/huyét tuong;
(Phospho) vo co Hop > 320 ml
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Thudc thu xét nghiém \ A
N c - . >
6.36 dinh lwong Fe (Sit) Khoang do: 2-179 pumol/L; Hop > 240 ml
IVD dém trong xét
nghiém dinh lugng cac . T,
6.37 chét dién giai Na, K, Dung dich dém dién giai. Hop > 8000 ml
Cl
Chat hiéu chuan muc
6.38 cao xét nghiém dinh Thanh phan: Na+ 160 mmol/L; K+ 6 mmol/L; Cl- 120
' luong céc chat dién mmol/L. Hop > 400 ml
giai Na, K, ClI
Chét hiéu chuan mic
6.3 thip xét nghiém dinh | Thanh phan: Na+ 130 mmol/L; K+ 3,5 mmol/L; Cl- 85
' luong céc chat dién mmol/L. Hop > 400 ml
giai Na, K, ClI
Chét hiéu chuan mic
6.40 trung binh xét nghiém | Dung dich chuan dién giai. Hop > 8000 ml
dinh lugng Na, K, CI
6.41 IVD kiém tra dién cyc | Thanh phan: Na+; K+
' Na, K Hop > 50 ml
IVD tao dién thé co s&
6.42 cho xét nghiém dinh Thanh phan: Kali clorua 1 mol/L. Hop > 4000 ml
luvong Na, K, Cl
Yité:'ﬁuhﬁz?;?ﬁ MUC | 1uyét thanh kiém tra cho céc xét nghiém B-2
6.43 ghic A g microglobulin, CRP, Ferritin, Haptoglobin, IgA, 1gG, IgM,
luong 17 thong so sinh -
, Transferrin. Lo>2 ml
hoa
;/iglﬁuhkigz];?ﬁ muc Huyét thanh kiém tra cho cac xét nghiém p-2
6.44 ghic N microglobulin, CRP, Ferritin, Haptoglobin, IgA, 1gG, IgM,
lugng 17 thong so sinh .
. Transferrin. Lo >2 ml
hoa
;/iglﬁuhkigz];?ﬁ MUC | Huyét thanh kiém tra cho céc xét nghiém p-2
6.45 ghic . on microglobulin, CRP, Ferritin, Haptoglobin, IgA, 1gG, IgM,
lugng 17 thong so sinh .
. Tranferrin. Lo >2 ml
hoa
Dién cyuc xét nghiém Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai:
6.46 :
dinh luong K 3,8cm
6.47 Thuoc thir Xetnghiem -1 do: 0,22-13,32 mmol/L. Hop > 40 ml

dinh luong Lactat
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Thudc thit xét nahiem Thanh phan: Cholesterol esterase 3,7 1U/mL; Cholesterol
6.43 i o Ll | oxidase 3,7 1U/mL; Peroxidase 4,9 1U/mL; Natri azit 0,1%
' Cholestérgl Dung dich déém cua Good (pH 6,8) 25 mmol/L; 4-
aminoantipyrine 0,8 mmol/L; Catalase 743 IU/mL; HDAQOS
0,47 mmol/L; Hop > 273,6 ml
Chat hieu chuan et |y 1 shan: Huyét thanh nguoi dang bot dong kho chira
6.49 nghiém dinh luong LDL-Cholesterol (nguoi).; Hop > 2 ml
LDL-Cholesterol QeSIETOL gL, Hop =
Khdi kim hat mau C4u tao tir kim loai, phu 16p chong dinh, dai 19,5cm (+/-
6.50 ding cho may xét 0,2 cm), Pugc dung dé hat va nha mau bénh pham, Puong
nghiém hoa sinh kinh phan than chinh: 2,4 mm (+/- 0,2 mm)
651 guhrf" 5;1’;‘ r?]f e Puoc 1am bing kim loai ph I6p chéng dinh, Ding dé phan
' o h?ém hoa s)i/nh phdi, hat thude ther. Chiéu dai 19,5cm (+/-0,2cm), dudng
ghic ' kinh than dai 3,5mm (+/-0,2mm)
Dién cyc xét nghiém Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai:
6.52 :
dinh lwong Na 3,8¢cm
Bong deén halogen
6.53 guE?éf:?loné:as)i/n);]eHZV Bong dén quang hoc, ngudn sang, cho dén tric quang,
2gw' ! 12Vdc 20W. Lam bing kim loai, thay tinh, nhya.
Chat hiéu chuan xét Thanh phan: 5 lo, bao gom huyét thanh ngudi (dang long)
6.54 nghiém dinh lugng 8 | ¢ chira mot sb protein & cac nong do ph hop cho qua trinh
thong sb sinh hoa hiéu chuan. Hop > 5 ml
i lanh ding cho mé Puoc lam tir nhya, thay tinh, kim loai, dai 8,9 cm (+/-
6.55 S it rofiam an i Y"1 0,1cm), Dung dé hit chinh x&c thé héa chit, Puong kinh
ghic ' thén kim loai piston: 5,0 mm (+/- 0,2 mm)
bién cuc tham chiéu
xét nghiém dinh luong | Chét liéu: nhwa va kim loai, Buong kinh than: 1,6 cm, chiéu
6.56 ot hgtiem Gna
cac chat dién giai (Na, | dai:5,8cm
K, Cl)
Thudc thir xét nghiém | Thanh phan: Thudc thir A chita dém Tris 100 mmol/L, natri
6.57 dinh luong yéu t6 dang | azid 0,95 g/L, pH 8; Thudc thir B chtra hdn dich cac hat
thap latex dugc phi gamma-globulin nguoi, natri azid 0,95 g/L;
Hop > 50 ml
Chat hiéu chuan xét . A z 2 . A
6.58 nghiém dinh lrong yéu Thanh phan chat chuan cho xét nghi¢m dinh lugng

t6 dang thap

RHEUMATOID FACTORS (RF). Hop >3 ml




STT | Tén phan (16) Tén hang héa Céu hinh, tinh niing k§ thuit co ban
glnﬁrg aﬁfol;c;?llnbazgocao Lam bang vat liéu nhya va cao su. Tong chiéu dai 10,7 cm
6.59 L - g o (+/- 0,2 cm), chiéu dai cao su: 8,8 cm (+/- 0,2 cm), duong
may xét nghiém hoa .
. kinh 0,5 cm (+/- 0,1 cm).
sinh.
Xi lanh hat dich dung | Pugc lam tir nhya, thay tinh, kim loai, dai 8,9 cm (+/-
6.60 cho may xét nghiem 0,1cm), Dung dé hat chinh xéc thé tich mau, Buong kinh
hod sinh. than kim loai piston: 2,0 mm (+/- 0,2 mm)
Chat hiéu chuan xét £ 2 Lo o, . ,
6.61 nghiém dinh lrong 25 Cflat chﬂgan cho céc xét nghiém hoéa sinh thuong quy: 25
. théng s6. Lo > 5 ml
théng so hoda sinh
Thudc thu xét nghiém
6.62 dinh lugng bilirubin Khoang do: 0,5-513 pmol/L. Hop > 120 ml
toan phan
Thuoc thir xét nghiém
6.63 dinh lugng protein toan | Khoang do: 30-120 g/L. Hép > 200 ml
phan
Thuoc thir xét nghiém | Dai do: 4,8 - 700 mg/dL, phuong phap do: Turbidimetry.
6.64 . . N
dinh lugng transferrin Hop > 50 ml
Thanh phan: Bém PIPES (pH 7,5) 50 mmol/L; Mg2+ 4,6
mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5
6.65 Thuéc thir xét nghiém | mmol/L; ATP 1,4 mmol/L; Lipases 1,5 kU/L (25 pkat/L);
' dinh lugng triglyceride | Glycerol kinase 0,5 kU/L (8,3 pkat/L); Peroxidase 0,98
kU/L (16,3 pkat/L); Ascorbate oxidase 1,48 kU/L (24,6
ukat/L); Glycerol-3-phosphate oxidase 1,48 kU/L (24,6
ukat/L); Hop > 100 ml
6.66 Thuoc thir xet nghiem | 4 do: 0,8-50 mmol/L. Hop = 424 ml
dinh luong ure
T L Thanh phan: Bém phosphat (pH 7,5) 42 mmol/L; MADB
6.67 ;TLOEI E::I );e(;[ig%r;'iim 0,15 mmol/L; 4-Aminophenazon 0,30 mmol/L; Peroxidase
’ ong > 5,9 kU/L (98 pkat/L); Uricase > 0,25 kU/L (4,15 pkat/L);
Ascorbat Oxidase > 1,56 kU/L (26 pkat/L); Hop > 240 ml
6.68 IVD rira dung cho may | by o dich rira he théng, Can = 5L
xet nghiém hda sinh
Chat hiéu chuan xét . . N U
6.69 nghiém dinh lrong Zn Dang long, Thanh phan: chira k&m nong d6 200 pg/dL (30.6

(Kém)

pmol/L). Lo >3 ml
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s . Thanh phan: Bém bicarbonat, (pH 9,4) 200 mmol/L, 5-Br-
6.70 ;Tl‘:l"l‘; g‘: o r(‘gKZ';r)“ PAPS 0,02 mmol/L, Natri citrat 170 mmol/L,
; ong Dimethylglyoxim 4 mmol/L, chat tay ria 1%:; Hop > 125
ml
6.71 Thudc thir xét nghiém | Khoang do: 10-2000 U/L (huyét thanh, huyét trong); 5-
' dinh luong o-Amylase | 4800 U/L (nuéc tidu). Hop > 160 ml
Thudc thir, chat hiéu
chuan xét nghiém dinh . .
6.72 T Khoang do: 0,01 - 2,0 g/L. Hop > 79 ml
lugng protein toan
phan
Vit ligu kiém soat muc 1 xét nghiém dinh luong 16 thong
Vit liéu kiém soat mac | sb sinh hoa nudc tiéu (Microalbumin, a-Amylase, Urea,
6.73 1 xét nghiém dinh Calcium, Chloride, Cortisol, Creatinine, Glucose,
' lwong 16 théng sé sinh | Potassium, Magnesium, Sodium, phosphor, Total protein,
hoa nudéc tiéu Uric Acid, pH, Specific gravity). Dang long, thanh phan:
nudce tiéu nguoi. Hop > 5 ml
Vit liéu kiém soat mac 2 xét nghiém dinh lugng 16 thdng
Vit liéu kiém soat mac | sb sinh héa nuéc tiéu (Microalbumin, a-Amylase, Urea,
6.74 2 xét nghiém dinh Calcium, Chloride, Cortisol, Creatinine, Glucose,
' lwong 16 théng sé sinh | Potassium, Magnesium, Sodium, phosphor, Total protein,
hoa nuéc tiéu Uric Acid, pH, Specific gravity). Dang long, thanh phan:
nuéce tiéu nguoi. Hop > 5 ml
ST L Hoéa chat dung dé dinh lugng ndng dd Albumin trong nudc
6.75 ;TIL;IOEI g‘: );elt)ﬂg:]ifm tiéu/dich ndo tay; Thanh phin: Bém Phosphat 18 mmol/L;
: ong Khéng thé (dé) khang albumin nguoi; Polyethylene glycol
8000 3,6%; Natri azit < 0,1% (w/w). Hop > 148 ml
6.76 Ehﬁ:éﬂegir?:lﬁg:et Chat hiéu chuan cho xét nghiém Albumin trong nuéc
' ghiem dinh fuong tidu/CSF; Cht hiéu chuin 5 mirc; Hop > 10 ml
albumin
Thuoc thir xét nghiém
6.77 dinh luong Khoang do: 2,0-50,0 ug/mL. Hop > 96 ml
vancomycin
Chét hiéu chuan xét |
6.78 nghiém dinh luong Chat chuan Vancomycin. Hop > 15 ml
vancomycin
6.79 Vit ligu kiém soat mic

1 xét nghiém dinh

Vit lidu kiém soat 6n dinh dang long duoc ché tao tir huyét
thanh ngudi, nong do cac chat phan tich duoc didu chinh
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lugng 56 théng so bang nhiéu loai hoa chat va ché pham tinh khiét tir md
mién dich va sinh héa | nguoi hoic dich co thé. Lo > 5 ml
Vit ligu kiém soat mac | Vat liu kiém soat 6n dinh dang long duoc ché tao tir huyét
6.80 2 xét nghiém dinh thanh nguoi, ndng do cac chat phan tich dugc diéu chinh
' lwong 56 thdng sb bang nhiéu loai hda chat va ché pham tinh khiét tir md
mién dich va sinh héa | nguoi hoic dich co thé. Lo > 5 ml
Vat,lwu k_|Aem soat murc Vit liéu kiém soat 6n dinh dang long duoc ché tao tir huyét
3 xét nghiém dinh N . e Y ,
6.81 Y thanh nguoi, nong do cac chat phan tich dugc diéu chinh
luong 56 thdng so6 N 2y SRR ST f A
D , bang nhiéu loai hoa chat va ché pham tinh khiét tr mo
mién dich va sinh hoa TR 2
nguoi hodc dich co thé. Lo > 5 ml
6.82 Thuoc thir xét nghiém | Khoang do: 0,2-3,3 mmol/L (huyét thanh, huyét tuong);
' dinh lugng Magnesi 0,2-7,8 mmol/L (nudc tiéu). Hop > 160 ml
B6 phan chaa xi lanh
6.63 bang nhua dung cho
' may xét nghiém hoa Lam bang nhya , Ding dé hd tro xy lanh
sinh
Thfmh k\huay mau ,bcnh Que khuay dang xoan, pha Teflon, dai 7,6cm (+/- 0,1cm),
6.84 pham dung cho may A ol
) < . Chiéu rong thanh khuay: 3,0 mm (+/- 0,2 mm)
xet nghiém hod sinh.
Thanh khudy mau bénh | Que khudy dang L, dugc lam tir kim loai, phu teflon, dai 7,6
6.85 pham dung cho may cm (+/- 0,1cm), Chiéu rong thanh khudy: 3 mm (+/- 0,2
xét nghiém hoa sinh. mm)
Bo t;huo? thi, Shat h.leu Hoa chat xac dinh dinh lwong Glucose-6-Phosphate
6.86 chuan xét nghiém dinh Dehvdrogenase. Hop > 316 ml
lwong G6PDH yerogenase. Hop =
Vit liéu kiém soat xét
6.87 nghiém dinh luong Chat kiém tra G6PD 2 muc. Hop > 1 ml
G6PDH
Vit liéu kiém soat xét
6.88 nghiém dinh luong Thanh phan: Homocystein trong nén huyét thanh ngudi.
Homocystein Hop > 4 ml
Thude thir xét nahiem Thanh phan: Chira S-Adenosylmethionin (SAM) 0,01 mM,
nuoC U XELNGRIEM | N ADH > 0,2 mM, TCEP > 0,5 mM, 2-Oxoglutarat 5,0 mM,
6.89 dinh luong

Homocystein

Glutamat dehydrogenase 10 KU/L, SAH hydrolase 3,0
KU/L, Adenosin deaminase 5,0 KU/L, Hcy
methyltransferase 5,0 KU/L; Hop > 78 ml
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Chat hiéu chuan xét
6.90 nghiém dinh luong Thanh phan: Cac mirc chat hiéu chuan dwoc chuan bj trén
Homocystein nén huyét thanh ngudi. Hop > 5 ml
Thudc thu xét nghiém | Thanh phan: Tetra sodium diphosphate (pH 7,6) 75
6.91 dinh luong mmol/L; Ferricyanide (I11) 2,0 mmol/L; Butyrylthiocholine
cholinesterase 15 mmol/L; Hop > 144 ml
Thudc thir xét nghiém , ] .
6.92 dinh lwong ALP Khoang do: 5-1500 U/L. Hop > 96 ml
6.93 Thudc thir xét nghiém | Thanh phan: D(-)N-Methylglucamin buffer, pH 9,4 (37°C)
' dinh luong LDH 325 mmol/L; Lactate 50 mmol/L; NAD+ 10 mmol/L; Hop
> 240 ml
6o Irt‘l:‘;:;:fncﬂfgnﬁ';‘jnh Thanh phan: Thudc thir chira NBT 0,25 mmol/L, dung dich
' ron fructc?saﬁ]in : dém carbonat 0,2 mol/L, pH 10,35; Chat hiéu chuan
ong fructosamin chtra huyét thanh ngudi; Hop > 102 ml
Vit liéu kiém soat xét nt an A s A £ N
6.95 nghiém dinh lrong ]I_D?:F bot dong kho, thanh phan: huyét thanh ngudi. Hop >
fructosamin
Thuoc thir xét nghiém .. .
C Y S
6.96 dinh lrong Cystatin C Dai do: 0 - 10 mg/L. Hop > 60 ml
Chat hiéu chuan xét
6.97 nghiém dinh lugng Hop > 2 ml
Cystatin C
Vat liéu kiém soét xét
6.98 nghiém dinh lwong Chat kiém tra Cystatin C 2 mtrc. Hop > 12 ml
Cystatin C
Phan 7: Vat tu
xét nghiém cho
méay nudc tiéu
7 ICHEM
VELOCITY
hoac tuong
duong (05 mat
hang)
Que thir xét nghiém Thanh phan: mudi diazonium dichlorobenzene;
21 dinh tinh va bén dinh Fluorodiazonium tetrafluoroborate; Natri nitroprusside;

lugng 11 thdng s sinh
hoa nuéc tiéu

Glyxin; dichloro-phenolindophenol; Glucose oxidase;
Peroxidasa; Tetramethylbenzidine dihydrochloride; Xanh
tetra-bromophenol; Cumene hydroperoxide;
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Tetramethylbenzidine dihydrochloride; Xanh bromthymol;
Cresol do...
IVD rira may xét Thanh phan:chua cac thanh phan khéng phan ung D6 6n
7.2 nghiém nudc tiéu ty dinh sau mé ndp: On dinh t6i hét han st dung khi duoc bao
dong quan trong lo géc, day nap. Hop > 14 L
Vit liéu kiém soat xét
73 nghiém dinh tinh 11 Thanh phan: Glucose; Axit ascorbic ; Hemoglobin; 2,5-
' thdng sb sinh hoa nudc | dimethylindole. B > 300 ml
tiéu
Thuoc thir va que thu
hiéu chuan xét nghiém
dinh lu’(.{n g chq rong | rpanh phan: thuc nhuém va cac hat duoc huyén phu,
7.4 luong riéng, ban dinh PR
~ O muoi. Hop > 100 ml
luong 8 théng sob sinh
hoa, dinh tinh 3 thdng
sb sinh hoa nuéc tiéu
IVD rira may xét
7.5 nghiém va may soi can | Thanh phan: Natri hypoclorit. Hop > 1700 ml
nudéc tiéu ty dong
Phan 8: Vat tu
xét nghiém cho
8 may khi mau
ABLS80 hoic
twong duong
(06 mat hang)
Cht higu chudn xét Dung d;ch' raa dung. cho ,mag/ xét Pghl?m khi m?u. I?ao glom
R 4 ngan chira dung dich cé nong d¢ khac nhau cua céc thong
nghiém dinh lwong pH, | =, . 7 P < ,
8.1 s0 khi mau, dién giai va chuyén hoa, co tich hop ngan chira
pCO2, pO2, cNa+, . we e a1z s ,
dung dich thai, chip dién tir kiém soét thoi han str dung.
cK+, cCa2+, cCl-, Hct K K
Hop 1 b6
The xet nghi¢m dinh Thé cam bién xét nghiém khi mau, do dwoc cac thdng sb
lugng pH, pO2, pCO2, ,
. . pH, pCO2, pO2, Hct, K+, Na+, Ca++, Cl-, str dung trong
8.2 Na (Natri), K (Kali), Cl | X L e A
. . vong 30 ngay sau khi mé hop. Thé cam bién tich hgp dién
(Clorid), Ca (Calci), S A s e miA .
Hematocrit cuc tham chiéu, c6 san kim hut, ddy bom va cam bién nhigt
do. Hop > 300 test
Vit liéu kiém soat mac
1 xét nghiém dinh R A aa A x AL, iy
8.3 leong pH, pCO2, pO2, Thanh phan: dém sinh hoc, muoi va chat bao quan, va dugc

cK+, cNa+, cCl-,
cCa2+, cGlu, cLac

can bang véi carbon dioxide va oxy. Hop > 30 éng
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Vit liéu kiém soat mac
84 lzu)c(;tgnp?lr—]llep?égghpoz Thanh phan: dém sinh hoc, mudi va chit bao quan, va duoc
cK+, cNa+, cCl-, can bang véi carbon dioxide va oxy. Hop > 30 ong
cCa2+, cGlu, cLac
Vit liéu kiém soat mac
85 lgu);it ng:méggh o2 Thanh phan: dém sinh hoc, mudi va chét bao quan, va dugc
' oNg PHL PL2E POS | an bang vai carbon dioxide va oxy. Hop > 30 dng
cK+, cNa+, cCl-,
cCa2+, cGlu, cLac
Xi;:'ﬁuhki';?;%? MUC | chat kidm ching mic 4 ding cho may xét nghiém khi mau.
8.6 uon gH 'CO2. 002, | 1hop gom 30 6ng . Thanh phan: dém sinh hoc, mudi va
' NG PTL PEDIS PUS | hdt bao quan, va duoc can bing véi carbon dioxide va oxy.
cK+, cNa+, cCl-, Hop > 30 &N
cCa2+, cGlu, cLac op =-00ong
Phan 9: Vit tu
xét nghiém
9 dung cho may
dinh nhdom mau
(07 mat hang)
Thé xét nghiém dinh
tinh nhém mau hé - Cassette bao gom c6 6 cot:
0.1 ABO phuong phap - Cot 1 dén 6: Chtra chét ting cuong dugc t6i vu hoa dé sir
' hong cau mau, khang | dung trong xét nghiém dinh nhém mau nguoc.
thé bat thuong vahoa | Hop > 100 cards
hop
- Cassette bao gom 6 cot:
- Cot 1 va 4: Thudc thir nhém mau Anti-A (Anti ABO1):
N Hon hop khang thé don dong tir chugt Anti-A (IgM) (dong
tT“:ﬁ ﬁﬁg’ﬁ:}gﬁg”h MHO4 va 3D3), FD & C Blue S6 1
9.9 ABO va Rh (D) theo | - COL2Va5: Thubc thir nhém mau Anti-B (AntiABO2):
' huone bhan huvét Hon hop khang thé don dong tir chugt Anti-B (IgM) (dong
{’h;’r”fh rgn gu ap huye NB10.5A5 va NB1.19), FD & Cot S 5
- Cot 3 va 6: Thudc thir nhém mau Anti-D (Anti-RH1):
Khéng thé don dong tir gudi Anti-D (IgM) (dong D7B8)
Hop > 100 cards
o Cassette bao gom c6 6 cot:
The xet nghiém dinh | _ ¢4t 1: H3n hop khang thé don dong (IgM) anti-A chuot
tinh nhém mau h¢‘ (cac dong MH04 va 3D3). FD & C mau xanh da troi S6 1
9.3 ABO, hé Rh (D) va

nghiém phap Coombs
tryc tiép cho tré so sinh

- C6t 2: Hon hop khang thé don dong (IgM) anti-B chudt
(cac dong NB10.5 A5 va NB1.19). FD&C Mau vang Sé 5
- Cot 3: Hon hop khéang thé don dong (IgM) anti A,B chudt
(cac dong MHO04 va 3D3) (Anti-A) (cac dong NB10.5 A5
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va NB1.19) (Anti B).
- Cot 4: Hon hop khéang thé don dong (IgM) anti-D nguoi
(dong D7B8)
- Cot 5: Dung dich dém duoc téi uu hoa dé sir dung nhu ty
chirng cho cac xét nghiém nhém mau
- Cot 6: Anti 19G tho FD&C mau xanh da troi S6 1 va
FD&C Mau vang S6 5
Hop > 100 cards
e Cassette bao gom c6 6 cot:
The Xet nghlcm:hnh - Cot 1 dén 6: Chua Anti-Human Globulin, Anti-IgG (Tho)
9.4 tinh 1gG dang két hop (Green)
véi hong cau Hop > 100 cards
Dung dich dém ting Dung d;chAc_o nong do |0Ln th?i.p (L,ISS) qu'gc sur dung dé toi
95 cudna phan & uu nong do ion cho sy bat gitr khang thé.
gp g Hop >30mL
96 Dung dich bao dudng | Dung dich gom huyét thanh bd, mudi vo co, va cac chat bao
' hang ngay quan. Hop = 60ml
97 Khay pha long hong | Khay bao gom céc giéng pha lodng hong cau caa bénh
' cau nhan. Hop 180> chiéc
Phan 10: Vat tu
xét nghiém cho
may nudc tiéu
10 tu dong 12
thong sb hoic
tuong duong
(05 mat hang)
- Bao gém cac chi s6 xét nghiém: Puong, Bilirubin,
101 Héa chat nude nudc Creatinine, pH, Ketone, Mau, Urobilinogen, Nitrite, Bach
' tiéu 12 thong sé cau, Protein, Albumin, Mau.
Hop > 450 test.
- Thanh phan chua:
Chat hiéu chuén 1: 0,20% wi/v kali photphat, monobasic;
0,18% wi/vnatri clorua ; 0,10%
w/vnatri axetat ; 0,80% w/v uré; voi chat bao quan.
Chat hiéu chuén 2: 2,00% w/v kali photphat, monobasic;
10.2 Hoéa chat chuin 1,80% w/v natri clorua; 1,00%

w/v natri axetat; 8,00% wi/v uré; véi chat bao quan.

Chat hiéu chuan 3: 0,50% wi/v kali photphat, monobasic;
0,45% w/v natri clorua; 0,25%

natri axetat; 2,00% wi/v uré; 2,00% wi/v glucose; 0,50% wi/v
albumin bo; véi chit bao quan.

Chét hiéu chuén 4: 0,01% w/v hat polymer; véi chit hoat
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Tén phan (1)

Tén hang hoa
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dong bé mat va 0,05% wi/v natri
azide lam chat bao quan.
Hop > 920mL

10.3

Dung dich rira

- Thanh phan chua: 3,5% wivv
hexadecyltrimethylammonium hydrogen sulfate; 3,5% w/v
magnesium chloride hexahydrate; chat hoat dong bé mat
Hop > 104mL

10.4

Test chuan duong tinh

- Thanh phan chaa: Glucose; bilirubin két tinh; natri
methylacetoacetate; hemoglobin bo; albumin huyét thanh
bo; mubi natri 5-(4-sulfobutoxy)-2-metylindole; natri
nitrite; protease (nAm). Hop > 25 test

10.5

Test chuan am tinh

- Thanh phan chua: Potassium phosphate monobasic,
potassium phosphate dibasic, sodium chloride, urea. Hop >
25 test

11

Phan 11: Vat tu
xét nghiém cho
may mién dich
Vidas hoac
twong duong
(07 mit hang)

111

Test dinh lugng
Procalcitonin

Xét nghiém phat hién procalcitonin ngudi trong huyét thanh
hodc huyét twong ctia ngudi bang ki thuat ELFA (Phuong
phap Enzym c6 gan huynh quang)

11.2

Test dinh lugng 25-
hydroxy vitamin D

Xét nghiém dinh hegng 25-hydroxyvitamin D Total trong
huyét thanh hoac huyét twong, str dung ky thuat ELFA (Xét
nghiém huynh quang lién két gan Enzyme).

11.3

Xét nghiém dinh lugng
beta HCG

Xét nghiém dinh lugng Gonadotropin nhau thai nguoi trong
huyét thanh hoac huyét tuong nguoi, sir dung ky thuat
ELFA (Phan tich huynh quang lién két enzym)

114

Xét nghiém Anti HBs

Xét nghiém dinh Iuvong khang thé khang khang khang
nguyén bé mat virut viém gan B (Anti-HBs) trong huyét
thanh hoac huyét trong nguoi bang ki thuat ELFA (Xét
nghiém huynh quang lién két enzyme)

115

Xét nghiém khang thé
Anti HBctotal

Xét nghiém dinh tinh phat hién khang thé tong chdng lai
khang nguyén I3i virut viém gan B (anti-HBc) trong huyét
thanh hoac huyét trong nguoi, sir dung ky thuat ELFA (xét
nghiém huynh quang lién két enzyme)

11.6

Xét nghiém Khang thé
Anti HBclgM

Xét nghiém dinh lugng khang thé 1gM chéng lai khang
nguyén 18i cua virut viém gan B (anti-HBc IgM) trong
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huyét thanh hoac huyét tuong nguoi, sir dung ky thuat
ELFA (xét nghiém huynh quang lién két enzyme)
Xét nghiém dinh tinh phat hién khang nguyén e (HBe AQ)
117 Thudc thir xét nghiém | hozc khang thé (anti-Hbe) virut viém gan B trong huyét
' khang nguyén HBeAg | thanh hodc huyét twong ngudi, str dung ki thuat ELFA (xét
nghiém huynh quang lién két enzyme)
Phan 12: Vit tu
xét nghiém cho
may xét nghiém
12 sinh hoa
AUG80 hoic
twong duong
(29 mit hang)
Thanh phan: 4-Chlorophenol; 4-Aminoantipyrine ;
121 Hoa chat xét nghiém Cholesterol esterase (CHE); Cholesterol oxidase (CHOD);
' dinh luong cholesterol | Peroxidase (POD).
Tdng thé tich héa chat: > 400 ml,
Thanh phan: R1: Tris buffer (pH 7,4 ); D-LDH ; L-
192 Hoa chat dung cho xét | Alanine.
' nghiém ALT R2: NADH ; a-Ketoglutarate.
Tdng thé tich héa chat: > 250 ml
Hoa chit diing cho xét Thanh phan: R1: Tris buffer (pH 7,8); MDH; D-LDH; L-
12.3 nahiem AST aspartate. R2: NADH; a-ketoglutarate.
ghic Téng thé tich héa chat: > 250ml
A s .. | Thanh phan: R1: NaOH; Detergent.
12.4 :Ohiggagrj::t?n(i:zs xet R2: Picric acid Solution.
ghic Téng thé tich héa chit: > 252ml
o bAe .. | Thanh phan :
E'Ohai :;agi‘;”& g;o X€U | R1: Tris buffer pH 7.4
125 ghic L ong R2: Monoclonal anti-human CRP protein antibodies bound
CRP bang phuong .
hép do d6 duc on Iatexvpartlcles. ’
p ) Téng thé tich héa chit: >72ml
Chit chuan cho xét Tharlh phan: R . . .
L Huyét twong nguoi va dich mang phoi dang long, khong tan
nghiém dinh lugng ] o , N Lo X 1 N At 2
12.6 5 mau, dugc loc va diéu chinh bang chat 6n dinh va chat bao
CRP bang phuong quan
phap do do duc Téng thé tich héa chét: > Sml.
L% g .. | Thanh phan: R1: Tris buffer (pH 8,2), Glycyl-Glycine
12.7 Hoa chat dung Cho Xet | oo s buffer (pH 8,2). GLUPA-C

nghiém G-GT

Téng thé tich héa chat: > 320ml
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Thanh phan:
128 Hoa chat ding cho xét | R1: Tris base, pH 7,8; MgSO4; NAD; ATP.
' nghi¢m Glucose R2: Tris Base; MgSO4; Hexokinase, G6PDH.
Tdng thé tich hda chat: > 240ml.
Thanh phan:
Thubc thir R1 gom: Latex, Glycine buffer
129 Hoéa chat dung cho xét | Thudc thir R2 gdm: Glycine buffer, Monoclonal mouse
' nghiém HbAlc. antihuman HbA1c antibody
Thuéc thir R3 (Lyse) gom: Buffer
Tdng thé tich héa chat: > 260ml
12.10 Chat chuan cho xét Dang dong kho.
' nghiém HbAlc Tong thé tich hda chat: > 2ml.
C‘hat !(lem tra muc’thap Dang dong kho.
12.11 vamuc cao cho xet Tong thé tich hda chat: > 1ml
nghiém HbAlc g T
Thanh phan:
Cholesterol Esterasel; Cholesterol Oxidase; Peroxidase;
Hoa chat xét nghiém Ascorbate Oxidase
12.12 dinh lvgng HDL- Good’s buffer pH=7,0; N-Ethyl-N-(2-hydroxy-3-
Cholesterol sulfopropyl)-3.5-dimethoxy-4-fluoroaniline (F-DAOS); 4-
aminoantipyrine.
Tdng thé tich hda chat: > 144ml.
Dung dich déém diing Thanh phan: Dung dich c6 chaa Triethanolamine va chat
12.13 cho céc xét nghiém bao quan.
sinh héa Tong thé tich hda chat: > 2000ml
Thanh phan: Dung dich nudc c6 chira: Hypochlorite;
12.14 Dung dich rira dién cuc | Sodium; PH 10 + 1.
Tdng thé tich héa chét: > 100ml
Dung dich mirc trung | Thanh phan: Dung dich c6 chira Na+; K+; Cl- va chit bao
12.15 binh cho cac xét quan
nghiém sinh héa Tong thé tich hda chat: > 2000ml
Dung dich tham chiéu | Thanh phan: Dung dich Potassium Chloride va chat bao
12.16 cho cac xét nghiém quan.
sinh hoa Tong thé tich hda chat: > 1000ml
H6a chat xét nahiem Thanh phan: Good’s Buffer (pH 6,8); 4-AMP; Cholesterol
. ghic Oxidase (CHO); Cholesterol Esterase (CHE);
12.17 dinh lugng LDL- . j
Cholesterol Peroxidase(POD); Catalase.
Tong thé tich hda chat: > 144ml
1218 Hoa chat dung cho Xt | pj do: 1.55 dén - 500 mg/L

nghiém Microalbumin

Phuong phap: Immunoturbidimetric
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Thanh phan:
R1: Polyethylene glycol in tris Buffer
R2: Anti human albumin goat antibodies
Tdng thé tich héa chat: > 28ml
Chét chuan cho xét Thé;r?h phan: dung ’djch hl.JyéF tuong nguoi dugc gan loc vai
12.19 nghiém Microalbumin muoi phptphat, chu*a’natrl azit (NaN3).
i Tong thé tich hda chat: > 5ml
Thanh phan:
Hoa chat xét nghiém R1: Tris buffer (pH: 6,8); Peroxidase; Glycerokinase;
12.20 dinh luong Lipoprotein Lipase; ATP
Triglycerides R2: 4- Aminoantipyrine, GPO.
Tdng thé tich héa chat: > 250ml
Thanh phan: R1: Tris buffer (pH 7,4)
1221 Hoa chat xét nghiém Urease; GLDH ; o-Ketoglutarate
' dinh luong Urea R2: NADH
Tdng thé tich hda chat: > 400ml
Thanh phan: Huyét thanh ngudi dong khé gom céc chat
phan tich: Alkaline Phosphatase, Alanine Aminotransferase,
Aspartate Aminotransferase, Albumin, Amylase, Inorganic
Phosphorus, Calcium, Creatinine, Lactate Dehydrogenase,
Chét chuan chung cho | G-Glutamate Transpeptidase, Creatine Kinase, Lactate,
12.22 cac xét nghiém sinh Magnesium, Total Protein, Acid Phosphatase, Urea, Uric
hoa Acid, Glucose, Iron, Triglycerides, Direct Bilirubin, Total
Bilirubin, Cholesterol, Cholinesterase, HDL-Cholesterol,
LDL-Cholesterol, va Unsaturated Iron Binding Capacity
(UIBC)
Tong thé tich hda chat: > 5ml
Chét kiém tra cac xét Thanh phan: Vit liéu kiém soat dang long, dua trén huyét
12.23 nghiém do d6 duc muc | thanh nguoi.
1 Tong thé tich hda chat: > 3ml
Chat kiém tra cac xét | Thanh phan: Vat liéu kiém soat dang long, dua trén huyét
12.24 nghiém do d6 duc muc | thanh nguoi.
2 Tong thé tich hda chat: > 3ml
Chat kiém tra cac xét | Thanh phan: Vat liéu kiém soat dang long, dua trén huyét
12.25 nghiém do d6 duc muc | thanh nguoi.
3 Tong thé tich hda chat: > 3ml
12.26 Dung dich rira hé Can > 5000ml

théng
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Hoachatkiemtra | s bhdn: Huyét thanh ngusi dong kho.
12.27 chung muc 1 cho céc 2 2. oz
. o . Tong thé tich héa chat: > 5ml.
xét nghiém sinh hoa
Hoachatkiemtra | s h phin: Huyét thanh ngusi dong kho.
12.28 chung muc 2 cho céc 2 2. oz
. o . Tong thé tich héa chat: > 5ml
xét nghiém sinh hoa
H6a chét kidm tra cho Thanh Phan; A!buAmln c? nguon goc tu’.con 1}gu0| Ya pro}em
) - ¢ nguon goc tir dong vat trong dung dich dém nuadce. chat
12.29 xét nghiém . .
Microalbumin bap quar. :
Tong thé tich hda chat: > 18ml
Phan 13: Vat tu
xét nghiém cho
may mién dich
13 IFLASH 3000-
C hoac tuong
duong (67 mat
hang)
g . Thudc thir dinh lvong ANA.
13.1 ;ﬂ‘; ‘;EztnxetA:IgAh'@m Thanh phan: > 100 test/kit.
’ ong Bao g(‘")m:Rl, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh lugng dsDNA 1gG.
13.2 dinh lugng dsDNA Thanh phan: > 100 test/kit.
19G Bao g(‘")m:Rl, R2, R3, R4, CAL1, CAL2, CAL3
g . Thudc thir dinh Iwvong Sm IgG.
13.3 ;ﬂ; ‘;Eitnxe;;gr'gm Thanh phan: > 100 test/kit.
i fuong sm 19 Bao gdm:R1, R2, R3, R4, CAL1, CAL2, CAL3
b Ee oge b Thudc thir dinh lwong SS-A IgG.
13.4 o2 ?Ezzxeégg:'frg Thanh phén: > 100 test/kit.
i fuong 95 | Bao gdm:R1, R2, R3, CAL1, CAL2, CAL3
Ay s Lo Thuoc thir dinh lugng SS-B 1gG.
135 ;?1?1 ?Eztnxe;ggg'le”é Thanh phén: > 100 test/kit.
i fuong 95 | Bao gdm:R1, R2, R3, CALL, CAL2, CAL3
136 Hoa chat xét nghiém | Thudc thir dinh lwong Anti - CCP
' dinh luong Anti-CCP Thanh ph?m: > 100 test/kit.
Bao gém:Rl, R2, R3, R4, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh luong Cardiolipin IgG.
13.7 dinh luong Cardiolipin | Thanh phan: > 100 test/kit.

IgG

Bao gom:R1, R2, R3, CAL1, CAL2, CAL3
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Hoa chat xét nghiém Thuoc thir dinh lwgng Cardiolipin IgM.
13.8 dinh lwong Cardiolipin | Thanh phan: > 100 test/kit.
IgM Bao gdom:R1, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém Thuoc thir dinh lugng Cardiolipin IgA.
13.9 dinh lwong Cardiolipin | Thanh phan: > 100 test/kit.
IgA Bao gdom:R1, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém Thuoc thir dinh lugng Anti-Cardiolipin.
13.10 dinh lugng Anti- Thanh phan: > 100 test/kit.
Cardiolipin Bao gém:Rl, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh lwong p2-Glycoprotein | 1gG .
13.11 dinh lugng p2- Thanh phan: > 100 test/kit.
Glycoprotein | 19G Bao gdm:R1, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh luong p2-Glycoprotein | IlgM .
13.12 dinh lugng p2- Thanh phan: > 100 test/kit.
Glycoprotein | IgM Bao gdom:R1, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh luong p2-Glycoprotein | IgA. .
13.13 dinh lugng p2- Thanh phan: > 100 test/kit.
Glycoprotein | IgA Bao gém:Rl, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét nghiém | Thudc thir dinh Iwong Anti-p2-Glycoprotein | .
13.14 dinh luong Anti-p2- Thanh phan: > 100 test/kit.
Glycoprotein | Bao gom:R1, R2, R3, CAL1, CAL2, CAL3
13.15 Hoa chat xét nghiém | Thuéc thir dinh lugng AMH
' dinh luong AMH Thanh phan: > 100 test/kit.
Bao gom:R1, R2, CAL1, CAL2, CAL3
s, N Thudc thir dinh lwong FT4.
13.16 ;fli ‘;Efytnxe;?gh'@m Thanh phén: > 100 test/kit.
; ong Bao gdm:R1, R2, CAL1, CAL2, CAL3, CAL4
e g pia Thubc thir dinh lwong T3.
13.17 ;?1?1 ‘;Hitnxe}ggh'em Thanh phan: > 100 test/kit.
; ong Bao gdm:R1, R2, R3, R4, CAL1, CAL2, CAL3, CAL4
e g pia Thubc thir dinh lwong TSH.
13.18 ;?1?1 ‘;Hitnxe}gth'em Thanh phan: > 100 test/kit.
o fuong Bao gdm:R1, R2, R3, CALL, CAL2, CAL3
e g pia Thudc thir dinh lugng ACTH
13.19 Hoa chat xetnghiem | 1y ohan: > 100 testikit,

dinh luong ACTH

Bao gdbm:R1, R2, CAL1, CAL2, CAL3
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W Ae s o Thuoc thir dinh lugng Cortisol.
13.20 g'lfl; ?Eztnxeégf’t?s'g:" Thanh phan: > 100 test/kit.
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3, CAL4
Fa.chat Xetnghiem | 1y, 5¢ thi dinh luong 25-OH Vitamin D
13.21 dinh luong 25-OH . X .
Vitamin D Thanh phan: > 100 test/kit.
Bao gdm:R1, R2, R3, R4, CALL, CAL2, CAL3, CAL4
o Thudc thir dinh luong CK-MB
13.22 g'ii ngtnxeé?(gm%m Thanh phén: > 100 test/kit.
inf luong Bao gdm:R1, R2, CALL, CAL2, CAL3
o Thudc thir dinh luong AFP
13.23 g'lfl";‘l i‘rztnxe/‘;\r;%h'em Thanh phén: > 100 test/kit.
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
W Ae s C o Thuoc thir dinh lwgng CEA
13.24 g'i; TﬂztnxeéggAm‘-’m Thanh phan: > 100 test/kit.
inf fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
o Thudc thir dinh luong CA 125
13.25 ;?1?1 ngtnxeéggrl"zzm Thanh phén: > 100 test/kit.
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
, fe s . Thuoc thir dinh lugng CA 15-3
13.26 FOA CNALXEL PG| Thanh phin: > 100 testkit,
i fuong Bao gdm:R1, R2, R3, CAL1, CAL2, CAL3
Hoa chat xét Thudc thir dinh legng CA 19-9
13.27 nghiémdinh luong CA | Thanh phan: > 100 test/kit.
19-9 Bao gom:R1, R2, CAL1, CAL2, CAL3
Héa chit xét nahiam Thudc thir dinh lugng Free PSA
13.28 Fioh T Frege ban | Thanh phin: > 100 tesvkit
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
Héa chit xét nahiam Thubc thir dinh lwong Total PSA
13.29 Fieh foa Totga {paa | Thanh phin: > 100 tesvkit.
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
Hoa chat xét nghiém Thudc thtr dinh lwong CYFRA 21-1
13.30 dinh luong CYFRA | Thanh phén: > 100 test/kit.
21-1 Bao gdm:R1, R2, R3, CALL, CAL2, CAL3
e g pia Thubc thir dinh lwong NSE
13.31 Hoa chat xetnghiem | 1y bhan: > 100 testikit,

dinh lugng NSE

Bao gdbm:R1, R2, CAL1, CAL2, CAL3
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W Ae s o Thuoc thir dinh lugng Ferritin
13.32 g'lfl; ?Eztnxe;:r?:‘t'lim Thanh phan: > 100 test/kit.
i fuong Bao gdm:R1, R2, CALL, CAL2, CAL3
3 X Y = 0 -
13.33 N6 rira may Thanh phan > 10L gom: Bém Phosphate vai 0.05% ProClin
300.
Co chat phat quang . N . .
13.34 diing cho qué trinh tidn Thanh phan > 3600ml gom: H202 (Dung dich hydro
i peroxit).
phan tng
Co chat phat quang Thanh phan > 3600ml gom: NaOH (Dung dich Natri
13.35 N ., )
dung cho phan ting hydroxit).
i Y Giéng phan &ng dung cho méay phan tich mién dich tu dong.
13.36 Giéng phan ng Hop > 2000 céi
. Dung dich ding dé bao tri thuang xuyén may phan tich
13.37 Dung dich rira kim mién dich. Hop > 90ml
Thanh phan:
ke ik Thap >6ml gom AMH (nguoi), PBS, Huyét thanh thai bo,
13.38 ?éotancn?teﬂinwfﬁ ¢ho | BSA, 0.05% ProClin 300
ghic Cao >6ml gdm AMH (ngudi), PBS, Huyét thanh thai bo,
BSA, 0.05% ProClin 300
Hoa chat kiém tra cho
13.39 xét nghiém Anti Thudc thir kiém chuan Anti Cardiolipin. Hop > 4ml
Cardiolipin
Hoa chat kiém tra cho £ Ui 2 .
13.40 xét nghiem ANA Thuoc thir kiém chuan ANA. Hop > 4ml
Hoa chat kiém tra cho
13.41 xét nghiém Cardiolipin | Thudc thar kiém chuan Cardiolipin 1gG. P. Hop > 4ml
IgG
Hoa chat kiém tra cho
13.42 xét nghiém Cardiolipin | Thudc thir kiém chuan Cardiolipin IlgM. Hop > 4ml
IgM
Hoa chat kiém tra cho
13.43 xét nghiém Cardiolipin | Thudc thir kiém chuan Cardiolipin 1gA. Hop > 4ml
IgA
Hoa chat kiém tra cho
13.44 xét nghiém B2- Thubc thir kiém chuan p2-Glycoprotein | 1gG. Hop > 4ml

Glycoprotein | IgG
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Hoa chat kiém tra cho
13.45 xét nghiém B2- Thubc thir kiém chuan 2-Glycoprotein | IgM. Hop > 4ml
Glycoprotein | IgM
Hoa chat kiém tra cho
13.46 xét nghiém Anti B2- Thudc thir kiém chuan Anti B2-Glycoprotein . Hop >4ml
Glycoprotein
Hoa chat kiém tra cho
13.47 xét nghiém B2- Thubc thir kiém chuan p2-Glycoprotein | IgA. Hop > 4ml
Glycoprotein | IgA
Hoa chat kiém tra cho
13.48 xét nghiém dsDNA Thubc thir kiém chuan dsDNA 1gG. Hop > 4ml
19G
Hoa chat kiém tra cho
cac xét nghiém 25-OH
Vitamin D, TSH, anti-
;??J.& A_I‘_ns:“_;_rf Thudc thir kiém chuan cho cac xét nghiém: 25-OH Vitamin
FSH' LH ,HC'G ' D, TSH, anti-TPO, Tg, Anti-Tg, FT3, FT4, T3, T4, FSH,
13.49 Prolz;ctin’ PROé LH, HCG, Prolactin, PROG, DHEA-S, E2, TESTO,
DHEA—S’ £2 TéSTO Cortisol, Insulin, C-peptide, PTH, Ferritin, cTnl, CK-MB,
] T " | MYO, Folate, VB12. Hop > 12ml
Cortisol, Insulin, C-
peptide, PTH, Ferritin,
cTnl, CK-MB, MYO,
Folate, VB12
Hoa chat kiém tra cho
céac xét nghiém AFP, Quy céach: Level 1: 2x3mL, Level 2: 2x3mL
13.50 CEA, CA125, CA15-3, | Tinh nang: Kiém chuan AFP, CEA, CA125, CA15- 3,
CA19-9, Free PSA, CA19-9, FPSA, TPSA. Hop > 12ml
TPSA
Hoa chat kiém tra cho
- céc xét nghiém RF, RF | Thudc thir kiém chuan RF, RF 1gG, RF IgM, Anti-CCP.
' IgG, RF IgM, Anti- Hop > 8ml
CCP
Hoa chat kiém tra cho
Cac Xetnghiem SS-A | < thir kiém chudn SS-A IgG, SS-B IgG, Sm IgG,
13.52 19G, SSB 19G, SM | pNp70 196, Jo-1 1gG, Scl-70 1gG. Hop > 8m
IgG, RNP70 IgG, Jo-1 g%, J0-2 195, g%. Hop =
IgG, Scl-70 IgG
Hoa chat xét nghiém Thuoc thir dinh luong Mycoplasma pn. 1gG
13.53 dinh luong Thanh phan: > 100 test/kit.

Mycoplasma Pn. IgG

Bao gom:R1, R2, R3, CAL1, CAL2, CAL3
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Hoa chat xét nghiém Thuoc thir dinh lugng Mycoplasma pn. IgM
13.54 dinh tinh Mycoplasma | Thanh phan: > 100 test/kit.
Pn. IgM Bao gém:Rl, R2, R3, CAL1, CAL2, CAL3
Thanh phan:
Hoa chat kiém tracho | Mirc am > 4ml gdm M. Pneumoniae IgG (ngudi), dém
13.55 xét nghiém MOPS-Na, BSA, 0.05% ProClin 300
Mycoplasma pn. IgG Mtc duong > 4ml gdm M. Pneumoniae IgG (ngudi), dém
MOPS-Na, BSA, 0.05% ProClin 300
Thanh phan:
Hoéa chat kiém tracho | Murc 4m >4ml gdm M. Pneumoniae IgM (ngudi), huyét
13.56 xét nghiém thanh bé so sinh, 0.1% ProClin 300
Mycoplasma pn. IgM Mtc duong >4ml gdm M. Pneumoniae IgM (ngudi), huyét
thanh bé so sinh, 0.1% ProClin 300
Héa chit xét nahiem Thudc thir dinh luong VitaminB12
13.57 v tamifl 19 ghie Thanh phan: > 100 test/kit.
Bao gdm:R1, R2, R3, R4, CAL1, CAL2, CAL3, CAL4
13.58 Hoa chat kiém tracho | Kiém chuan xét nghiém ACTH
' xét nghiém ACTH Quy céach: Hop > 8 ml
Thanh phan:
o ia Murc thip>4ml gdm CYFRA21-1 ti t hop, dém Tris,
13.59 ;'e‘iancn?g;'ecrw: 20?01 BSA, 0.05% ProClin 300
ghic Mtc cao>4ml gdbm CYFRA21-1 tai to hop, dém Tris, BSA,
0.05% ProClin 300
Thanh phan:
, ) A A 2= LR A N 0
H6a chit kidm tra cho Thapz_ 2ml gom NSE téi t6 hop, huyét thanh nguoi, 0.1%
13.60 wét nahiem NSE ProClin 300
gnic Cao> 2ml gdmNSE tai t6 hop, huyét thanh nguoi, 0.1%
ProClin 300
Ona v méu chan Ong liy mau chan khdng chtra chét kich hoat déng mau
13.61 o (?n y Kich thuéc éng: 13*75mm
g Chét lidu: nhya PET
2 e Thudc thtr dinh lwong HBsAg
13.62 I:(;’;’(g:?}“ﬁ‘;ﬁ L‘fggi Thanh phan: > 100 test/kit.
ghic 9 | Bao gdm:R1, R2, R3, R4, CAL1, CAL2, CAL3
Thudc the dinh tinh Thudc thr dinh tinh Anti-HCV
13.63 cho xét nghiém Anti- | Thanh phan: > 100 test/kit.
HCV Bao gém:Rl, R2, R3, R4, CAL1, CAL2
Thudc thir dinh tinh Thudc thtr dinh tinh HIV Combo
13.64 cho xét nghiém HIV Thanh phan: > 100 test/kit.

Combo

Bao gom:R1, R2, R3, R4, CAL1, CAL2




STT | Tén phan (16) Tén hang héa Céu hinh, tinh niing k§ thuit co ban
Thuéc thir kidm chuan Tinh nang: Thuoc thir dung kiém chuan cho xét nghiém
13.65 cho xét nghi¢m HBsA HBsAg
ghie g Quy cach: > 8ml
Thubc thir kiém chuan | Tinh nang: Thudc thir dang kiém chuan cho xét nghiém
13.66 cho xét nghi¢ém Anti- Anti-HCV
HCV Quy cach: > 8ml
Thubc thir kiém chuan | Tinh nang: Thudc thir dang kiém chuan cho xét nghiém
13.67 cho xét nghiém HIV HIV Combo
Combo Quy cach: > 8ml
Phan 14: Vit tu
xét nghiém cho
may HbAlc
14 <
hoac tuong
duong (09 mat
hang)
Dung dich hiéu chuan cho may xét nghiém dinh lugng
14.1 Dung dich hiéu chuan | HBA1C
Hop > 48mL
14.2 Cot sac ky Cot sic ki duoc ché tao bang vat lidu SUS (thép khdng gi)
Dung dich pha lodng Xac dinh Hemoglobin A1C (HbA1C) trong méau toan phan.
14.3 x x A
mau chuan Hop > 265mL
14.4 Dung dich rira giai Xéc dinh Hemoglobin A1C (HbA1C) trong mau toan phan.
' HbA1c tién phan tng | Hop > 2400mL
145 Thudc thir dinh lwong | Xac dinh Hemoglobin A1C (HbA1C) trong mau toan phan.
' HbALc Hop > 1200mL
146 Dung dich kiém chuin crjat kiém chuan cho may xét nghiém HBA1C
Hop > 2mL
Xac dinh Hemoglobin A1C (HbA1C) trong méau toan phan.
147 Dung dich pha lodng | St dung san phim nay dé pha lodng mau mau toan phan va
' mau bénh pham rira duong 6ng ma mau chay qua.
Hop > 6L
o Dung dich rira may xét nghiém dinh luong HbAlc
14.8 Dung dich rira may Hop > 250mL
14.9 Dung dich khtr nhiéu Xac dinh Hemoglobin A1C (HbA1C) trong méau toan phan.
' 80 CV Hop > 1200mL
Phan 15: Vit tu
15

xét nghiém cho
may dudng
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huyét SD hoac
tuong duong
(01 mat hang)

151

Que thur xét nghiém
duong huyét

Cong nghé: Cam bién sinh hoc/Dién hoa, khong st dung
code chip

- Men que thua: GDH-FAD

- Khoang do: 0.6 - 33.3mmol/L (10 - 600mg/dL)

- Loai mau pham: Mau toan phan (mao mach, tinh mach,
déng mach va tré so sinh)

- Béi tugng sir dung (HCT):10- 70%

- Mau téi thiéu: 0.6 pL

- Thoi gian do: 5 giay

16

Phan 16: Vat
tu xét nghiém
cho may dién di
huyét sic tb
hoac tuong
duong (11 mat
hang)

16.1

Dung dich rira dau do

Dung dich Capyclean dung dé rira dau do do mau trén hé
thdng tu dong cho céc (ng dung dién di mao quan.
Hop > 25ml

16.2

Chét kiém tra muc
binh thudng

Thanh phan: Gom chat ddi chimg Hb A2 théng thuong
duoc lay tir nhiéu miu mau nguoi. Hb A2 dugc bao quan
duéi dang dong kho 6n dinh hod. Hop > 5ml

16.3

B¢ kit dién di
Hemoglobin

B6 Kit dién di Minicap Hemoglobin (E) duoc thiét ké dé
tach cac Hemoglobin binh thuong ( A,F va A2) va phat hién
cac bién thé Hemoglobin chinh ( dic biét 14 S, C, E hoic D)
bang ky thuat dién di trong dung dich dém kiém (pH9,4)
vai hé thong dién di mao quan.

Hop > 2250ml

16.4

Bo kit dién di
Hemoglobin

Bo hoa chat phan tach cac hemoglobin binh thuong (A, A2
va F) & cac miu mau ngudi va phat hién cac bién thé
hemoglobin chinh (S, C, E va D) thong qua céng nghé dién
di mao quan trong dung dich dém kiém (pH 9,4) trén hé
thong 2 dau di

_Khong nhiéu véi triglycerid <15.57 g/dL, bilirubin < 27.7
mg/dL, hay 473 umol/L. Hop > 750ml

16.5

Ong dung bénh phim

Luong chat chong déng: 3,6 mg

Thé tich 1y mau chan khong: 2ml

Kich thuéc dng: duong kinh ngodi 13mm:; chiéu dai éng
75mm;
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Chat liéu 6ng: PET, chdng sbc, trong sudt, tranh va cham
gay nit trong qué trinh van chuyén, ldy mau, bao quan, va
Xét nghiém.
Ong da duoc tiét trung
Ong dyng chit chuan
16.6 cho cac xét nghiém Tai > 20 6ng va nap.
dién di
16.7 Pau di mao quan Pau di mao quan ciia may xét nghiém dién di Minicap
B0 phu tiing thay thé dinh ky may xét nghiém dién di gom:
16.8 Bo vt tu bao tri Vong dém cao su, Van 8 cong, Binh nudc thai, Ong day dan
nhua, Xy lanh.
16.9 Cam bién é&p suat Cam bién &p suat ciia may xét nghiém dién di Minicap
16.10 Bé dién cuc Bé dién cuc Cathode may xét nghiém dién di Minicap
16.11 bién cuc Anode bién cuc Anode may xét nghiém dién di Minicap
Phan 17: Vat tu
xét nghiém cho
may dong mau
17 tu dong STA
Compact Max
hoac tuong
duong (17 mat
hang)
Mbt hop bao gom:
Hod chit xét nahiam - R1: chtra thromboplastin dong khé duoc chiét xuat tir ndo
17.1 ghie tho. Ngoai ra con chira mot chat e ché heparin dic hiéu.
PT PN Lo .
- R2: dung mdi hoda tan c6 chira canxi.
Hop > 120ml
Hod chit xét nahiem Hoa chat dung dé xac dinh thoi gian thromboplastin hoat
17.2 APTT ghie héa tirng phan (APTT) trong huyét twong, chira cephalin tir
mo ndo tho, dung dich dém kaolin. Hop > 30ml
Hoa chat chira thrombin nguoi da citrat hoa c6 chira canxi
g (khoang 100 NIH units/ml) va c6 chira mot chét tic ché diac
Hoa chat dinh luong . L ) N
17.3 L hiéu heparin inhibitor cho phép phan tich fibrinogen trong
Fibrinogen ; n ) .
mau huyét tuong co6 heparin.
Hop > 48ml
174 Hod chit CaCL2 Dung dich Canxi Clorua 0.025 M

Hop > 360ml
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Hoé chat dung pha Dung dich pha loang cho xét nghiém dé6ng mau (dung dich
17.5 lodng mau cho xét dém) c6 pH khoang 7,35.
nghiém Fibrinogen. Hop > 360ml
Hoa chat rira kim hé thong may dong mau ty dong, bén trén
17.6 Dung dich rira kim maéy 5 ngay, chira potassium hydroxide nong do < 1 %
Hop > 360ml
Dung dich rira hé Th~anh phan chinh chua chat diét nam ho ether glycol pha
17.7 thén loang trong dung moi nudc.
g Can > 2,5L
Chat kiém chuan cho xét nghiém D-Dimer, Yéu t5 VWF va
Hod chat kiém tra cho protelnA’S Freei . e
) . Cung cap huyét twrong binh thuong va bat thuong danh cho
17.8 Xét nghiém dinh luong o x Y L Z L . i R
. viéc kiem soat chat luong cac xét nghiém khang nguyén
D-Dimer N Y S A
bang phuong phap mién dich do duc.
Hop > 24ml
Dinh lugng D-Dimer huyét twong tinh mach bang phuong
phép do mién dich d6 duc. Hoa chat gom:
LA « Thudc thir 1: > 30 ml dung dich dém chira tac nhan ngin
Hoa chat dinh luong o ez 2 A Ak £
17.9 D-dimer chan di khang thé (bao gom yéu t6 dang thap).
« Thudc thir 2: > 36ml dung dich huyén phu vi hat latex
dugc phu boi hai khang thé don dong khac nhau khang D-
dimer nguoi.
Mai cuvette chira 01 vién bi tir duoc 1am bang thép khong
17.10 Cuvette 0i.
Cuon > 1000 Giéng
Huyét twong nguoi binh thudng va bat binh thuong c6
Hod chit kidm tra cic mﬂtratgd daflgAdOEIg khq; gom‘hal mu(.; nong do khéc nhau
17.11 wét nahiém déne mé cua cac chi so dong mau thuong quy: PT, aPTT, TT,
ghlem dong mau Fibrinogen, Antithrombin
Hop > 48ml
Thanh khuay tir trang kich thugc 2x7mm ding cho xét
17.12 Diia khudy tir tring nghiém PT.
Pong go6i 1 thanh/tai
Thanh khudy tir mau do kich thuéc 3,2x12,7mm ding cho
17.13 Diia khudy tir o hoa chit xét nghiém APTT.
Pong go6i 1 thanh/tai
Hoa chat kiém chuan cho xét nghiém khang dong Lupus
17.14 Hoéa chat kiém traxét | (LA), gom huyét tuong khéng dong lupus am tinh va duong

nghiém LA

tinh.
Hop > 6ml
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Hod chét Sang loc Hf)a Cha’t xet n(:;hlq:m Sang loc khang dong Lupus trén may
17.15 Khane done Lubus déng mau ty dong
g cong -ip Hop > 60ml
Hoa chét khing dinh HoaAChat khang dinh khang dong Lupus trén may dong mau
17.16 khang déng Lupus tw dong.
g cong -ip Hop > 24ml
Hoa chat xét nghiém thoi gian Thrombin. Chira thrombin
Hoéa chat xét nghiém citrat canxi (nguoi), khoang 1.5 NIH unit/ml, dang dong
17.17 R
TT kho.
Hop > 24ml
Phan 18: Vat tu
xét nghiém noi
kiém cho céc
18 . .
Xét nghiém sinh
hda, mién dich
(10 mat hang)
Vit liéu kiém soat mirc
18.1 2xétnghiemdinh | s oom
luong cac théng sb6 hda
sinh
Vat liéu kiém soat muc
18.2 3xétnghiemdinh o g oomi
luong cac théng sb6 hoa
sinh
Vat liéu kiém soat muc
18.3 2xétnghiemdinh = | s o)
luong cac théng so dau
an ung thu
Vit liéu kiém soat mirc
18.4 Sxetnghiemdinh |y 1o
luong cac thong so dau
4n ung thu
Vit liéu kiém soat xét
nghiém dinh lugng 6
18.5 thdng sb xét nghiém Hop > 3ml
sang loc trudce sinh
nong do thap
Vit liéu kiém soat xét ]
18.6 nghiém dinh luong 6 | HOp = 3ml

thong sé xét nghiém
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sang loc trudce sinh
nong d6 trung binh
Vit ligu kiém soat xét
nghiém dinh lugng 6
18.7 thong sé xét nghiém Hop > 3ml
sang loc trude sinh
nong do cao
Vit liéu kiém soat xét
18.8 nghiém dinh luong 54 1, ' 65 )
thdng so xét nghiém
mién dich ndng do thap
Vit liéu kiém soat xét
nghiém dinh lugng 54
18.9 thong sb xét nghiém Hop > 60ml
mién dich néng do
trung binh
Vit ligu kiém soat xét
18.10 nghiém dinh luong 54 1\ ' 65 )
théng so xét nghiém
mién dich néng do cao
Phan 19: vat tu
19 dung cho xét
nghiém (05 mat
hang)
Chat liéu ng nhya PET hoic tuong duong, khong chira
DEHP. Nt chin dng nghiém bang cao su butyl hoic tuong
duong dé duy tri chan khéng, dé dang cim kim xuyén qua.
Nip nhua PE hoic tuong dwong.
Chura chat chong d6ng Lithium Heparin 17 TU/ml méau dang
Ong nghiém Heparin pf)un fuong Va}am k-l’AIO. Tl}uoc, ChongAdong mA’au ccz_ng\uo_r:
19.1 (Lithium) chan khon goc hiru co, chong viém man tinh, chong huyét khoi va lieu
g lugng dugc tham chiéu vei tiéu chuan cia CLSI.
Ong nghiém vo tring bang phuong phap chiéu xa tia Beta
Nguyén liéu thé duoc st dung déu khong doc hai, duoc
ching nhan trong y té va thuc tham, theo chi thi caa Chau
Au va FDA (Hoa ky). Pat chang chi CE. Thé tich lay mau:
4ml, kich thudc 13x75mm. Xuét xit G7
) N ] Ong dugc lam tir vat liéu nhya 2 16p v6i nhya PET bén
Ong nghiém Natri ngoai va nhya PP bén trong.
19.2 citrate chan khéng, 2

16p 3,2%

- Kich thuéc 6ng 13 x 75mm. Thé tich 2ml.
- Bén trong 6ng chira mudi Sodium citrate (Tri-natri citrate/
Trisodium citrate) v&i nong d6 3,2 mg trén 1 ml mau . Ty 18
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hoa chat/mau: 1/9 (Thé tich khi day: 2ml)

- Ong dugc tiét tring theo phuong phap chiéu xa tia
Gamma

- Pat tiéu chuan 1SO 13485 hoic tuong duong

19.3

Ong nghiém chan
khong EDTA K3

Ong duoc lam tir nhya PET méi 100%.

- Kich thuéc éng dai 13x75mm, chiu dugc luc quay ly tam
6000 vong/phut trong 5-10 phut

- Nap cao su boc nhwa LDPE day kin thanh éng, nép khit,
khong ho trong qué trinh tron mau. Nap ¢6 mau nhan biét 1a
mau tim.

- Bén trong 6ng chira ha chat Etylene Diaminetetra Acid
K3 vai ndng d6 & trong khoang 2mg/1 ml mau

- Ong nghiém chan khéng vai dung tich 1ay mau chan
khong 2ml. C6 vach dinh sin trén nhan ng

- Tiét trung bang phuong phap chiéu xa tia Gamma

- Pat tiéu chuan 1SO 13485, CE hoic twong dwong

194

Ong Serum chan
khéng

Ong nghiém chan khong duoc lam tir vat liéu nhya PET
mai 100%

- Kich thuéc 6ng 13x75mm, d6 day thanh éng 1mm.

- Nip cao su boc nhwa PE , nip khit khéng ho trong qué
trinh trén mau.

- Bén trong 6ng chtra hoa chat Blood clotting Activator (
chira thanh phan Silicon dioxide ) véi ndng d6 0,8 mg BCA
trén ml mau .

- C6 vach dinh sn 2ml Iy mau trén nhén éng

- Pat tidu chuan 1SO 13485, CE hoic twong duong

195

Ong nghiém duong
huyét Inhigly

Chat liéu: Ong dugc lam bang nhya y té PP, nap bang nhua
LDPE mdéi 100%, Nip nhya LDPE day kin thanh éng va
duoc gitr chat boi khe tron gitra 3 vong rang ¢ thanh trong
ctia nap va 16i lot long trong cia éng, Hoa chét: Puoc bom
héa chat chong dong NaF-Heparin. Kich thudc 6ng
12x75mm, c6 vach dinh mirc 1dy mau, chiu duoc luc quay
ly tdm 6000 vong/phut trong vong 5 - 10 phat, nhdn mau
xam. C6 chiing nhan CE (dat chuan IVDR), ISO 13485
hodc twong duong

20

Phan 20: Vat tu
xét nghiém cho
may cay mau va
dinh danh
khang sinh d6
vi khuan (13
mat hang)
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20.1

Chai cdy mau hiéu khi
nguoi 16n

- Thanh phan méi truong trong chai: > 30 mL nudc di qua
xtr 1y, Canh truong Soybean-Casein Digest 3.0%, Cao nim
men 0.25%, Amino axit 0.05%, Buong 0.2%, Sodium
Polyanetholsulfonate (SPS) 0.05%, Vitamins 0.006%, Chat
oxi hoa/ Khir 0.005%, Nonionic Adsorbing Resin 13,4%,
Cationic Exchange Resin 0.9%, c6 b sung thém CO2.

- Chai c6 mot cam bién hoé hoc duoc theo ddi bai may cay
mau sau mdi 10 phat dé phét hién sy gia tang cua huynh
quang.

20.2

Chai cdy mau ky khi
nguoi 1on

Thanh phan méi truong trong chai: > 40 mL nudc di qua
xtu 1y, Canh truong Soybean-Casein Digest 2.75% , Cao
nim men 0.2%, Thanh phan M6 Pong vét 0.05%, Dextrose
0.2%, Hemin 0.0005%, Menadione 0.00005% , Sodium
Citrate 0.02% , Thiols 0.1%, Sodium Pyruvate 0.1%,
Saponin 0.26%, Chat chdng tao bot 0.01%, Sodium
Polyanetholsulfonate (SPS) 0.035%, c6 b sung thém CO2
va N2.

- Bao quan ¢ 2 - 25°C.

- Chai c6 mét cam bién hoa hoc duoc theo ddi bai méy cay
mau sau mdi 10 phat dé phét hién sy gia tang cua huynh
quang.

20.3

Thé dinh vi khuan
danh gram am

Panel bao gom 45 giéng co chat hoa sinh va 2 giéng huynh
quang.

20.4

Thé khang sinh d6
gram am

-Dung dé thir nghiém d6 nhay cam cta hau hét cac loai vi
khuan Gram am hiéu khi va ky khi tiy nghi .

-C6 chira céc loai khang sinh va 1 giéng kiém soét sinh
truong. Cac khang sinh thuoc cac nhom:Beta-lactam,
Aminoglycoside, Quinolone, Cyclic peptide, Tetracycline,
Fosfomycin, Nitrofuran, Glycylcycline, Folate Antagonist.
- Phét hién céc vi khuan sinh men carbapenemase (CPO):
Enterobacteriaceae, Acinetobacter va Pseudomonas trong
vong 6 -11 gio.

- Phan CPO thanh nhém Ambler A,B hodc D cho
Enterobacterales

- Bao quan ¢ 15 - 25°C.

20.5

Thé dinh danh vi
khuan gram duong

Panel bao gom 45 giéng co chat hoa sinh va 2 giéng huynh
quang.

20.6

Chi thi khang sinh d6

Thanh phan: (céng thirc trén 1 Lit nuée tinh khiét): Redox
indicator <3g, Redox stabilizers < 20g

20.7

Canh truong lam
khang sinh d6

- Thanh phan: (c6ng thirc trén 1 Lit nudc tinh khiét): 22g
Canh truong Mueller Hinton, Polysorbate 80 0.01%.
Ong > 8mL
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20.8

Canh truong dinh danh

- Thanh phan (cdng thirc trén 1 Lit nudc tinh khiét): 7.5g
Potassium chloride , 0.5g Calcium chloride, 0.895g Tricine
glycine, Polysorbate 80 0.025%,.

- Bao quan & 2 - 25°C. Ong > 4.5mL

20.9

Canh truong lam
khéng sinh d6 lién cau

- Thanh phan: (céng thirc trén 1 Lit nudc tinh khiét)
Pancreatic Digest of Casein, Peptones, and Supplements,
29.2 g; Thymidine Phosphorylase, 100 1U; Polysorbate 80,
0.1g.Ong>8mL

20.10

Chi thj khang sinh d6
lién cau

- Thanh phan: (cng thire trén 1 Lit nuéc tinh khiét): Chi so
oxy héa khir, dugi 1.5 g; Chéat 6n dinh oxy hda kht, duéi 20
g

Ong (Lo) > 6mL

20.11

Thé dinh danh va
khang sinh db lién cau

C6 chura céc loai khéng sinh va 1 giéng kiém soét sinh
treéng. Cac khang sinh thuéc cac nhdm: Beta-lactam,
Phenicol, Macrolides Lincosamides, Quinolone,
Oxazolidinone, Glycopeptide, Tetracycline, Folate
Antagonist,

20.12

Thé khang sinh d6
gram duong

- C6 chura céc loai khang sinh va 1 giéng kiém soét sinh
tredng. Cac khang sinh thuéc cac nhom:Beta-lactam,
Aminoglycoside, Macrolides Lincosmides, Phenicol,
Quinolone, Tetracycline, Fosfomycin, Fusidane,
Oxazolidinone, Pseudomonic acid, Nitrofuran,
Glycopeptide, Folate Antagonist..

20.13

Thé dinh danh nAm
men

Panel bao gom 45 giéng co chat hoé sinh va 2 giéng huynh
quang.

21

Phan 21: Vat tu
xét nghiém cho
may xét nghiém
mién dich
Cobas hoic
tuong duong
(155 mat hang)

21.1

Thuédc thir xét nghiém
TSH

Thanh phan gom:

- 1 chai, > 12 mL: Vi hat phu streptavidin 0.72 mg/mL; chat
bao quan.

- 1 chai, > 14 mL: Khang thé don dong khang TSH (chugt)
danh dau biotin 2.0 mg/L; dém phosphate 100 mmol/L, pH
7.2; chat bao quan.

- 1 chai, > 12 mL: Khang thé don dong khang TSH
(chudt/ngudi) danh dau phuc hop ruthenium 1.5 mg/L; dém
phosphate 100 mmol/L, pH 7.2; cht bao quan.
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21.2

Chaét hiéu chuan xét
nghi¢m TSH

Thanh phan: hon hop huyét thanh ngua (TSH Cal1) va mot
hdn hop huyét thanh nguoi véi TSH nguoi (TSH Cal2) ¢
hai khoang nong do.

Hop > 5 ml

21.3

Thudc thir xét nghiém
FT4

Thanh phan gom:

- 1 chai, > 12 mL: Vi hat phu streptavidin 0.72 mg/mL; chat
bao quan.

- 1 chai, > 18 mL: Khang thé don dong khang T4 (tho) danh
dau phitic hop ruthenium 75 ng/mL; dém phosphate 100
mmol/L, pH 7.0; chat bao quan.

- 1 chai, > 18 mL: T4 d4nh d4u biotin 2.5 ng/mL; dém
phosphate 100 mmol/L, pH 7.0; chét bao quan.

21.4

Chét hiéu chuan xét
nghiém FT4

Hoa chat dung dé hiéu chuan xét nghiém dinh lugng FT4
trong huyét thanh va huyét twong ngudi theo phuong phap
dién hoa phat quang

Thanh phan: hdn hop dém/protein sin sang dé sir dung chira
L-thyroxine véi hai khoang nong do.

Hop > 4mL

21.5

Thudc thir xét nghiém
T3

Thanh phan gom:

+ 1 chai, > 12 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

+ 1 chai, > 16 mL: Khang thé da dong khang T3 (ctru) danh
dau phic hop ruthenium 75 ng/mL; ANS 0.8 mg/mL; dém
phosphate 100 mmol/L, pH 7.4; chat bao quan.

+ 1 chai, > 16 mL: T3 danh d4u biotin 3 ng/mL; ANS 0.8
mg/mL; dém phosphate 100 mmol/L, pH 7.4; chét bao
quan.

21.6

Chét hiéu chuan xét
nghiém T3

Thanh phan: huyét thanh nguoi dong kho ¢ thém T3 vai 2
khoang nong do.
Hop > 4mL

21.7

Thubc thir xét nghiém
Tg

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khéng Tg danh dau biotin , Khang thé don dong khang Tg
danh dau phuc hop ruthenium

Khoang do tir 0.04 dén 500 ng/mL

D6 lap lai: CV <5.9%

Do chinh xac trung gian: CV <8.7%

Hop > 100 test

21.8

Chaét hiéu chuan xét
nghiém Tg

Hoéa chat hiéu chuan xét nghiém dinh lugng Tg theo
phuong phap dién hda phat quang

Thanh phan: huyét thanh ngua dong khé chira thyroglobulin
véi hai khoang nong do.

Hop > 4 ml
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21.9

Thudc thir xét nghiém
dinh luong khang thé
khéang TPO

Thanh phan: Vi hat phu streptavidin, Khang thé da dong
khang TPO danh dau phic hop ruthenium, TPO danh dau
biotin

Khoang do tir 5 dén 600 1U/mL

bo lap lai: CV <7%

D¢ chinh x4c trung gian: CV <24.4%

Hop > 100 test

21.10

Chat higu chuan khang
thé khang xét nghiém
TPO

Thanh phan: hon hop huyét thanh ngudi dong kho chira
khéng thé khang TPO véi hai khoang nong do.
Hop > 6 ml

21.11

Thudc thir xét nghiém
dinh luong khang thé
khang thyroglobulin

Thanh phan: Vi hat phu streptavidin, Tg danh dau biotin,
Khéng thé don dong khang Tg danh diu phuc hop
ruthenium

Khoang do tir 10 ¢én 4000 1U/mL

Do lap lai CV <8.4%

Do chinh xac trung gian CV <14.5%

Hop > 100 test

21.12

Thubc thir xét nghiém
Calcitonin

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang hCT danh dau biotin, Khang thé don dong khang
hCT déanh du phtc hop ruthenium

Khoang do tir 0.5 dén 2000 pg/mL

Do lap lai CV <7.9%

b6 chinh xéc trung gian CV <11.8%

Hop > 100 test

21.13

Chét hiéu chuan xét
nghi¢m Calcitonin

Thanh phan: huyét thanh ngua dong kho chira calcitonin
(hCT) vai hai khoang nong do.
Hop > 4ml

21.14

Thudc thir xét nghiém
Troponin T

Thanh phan gom:

+ 1 chai, > 12 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

+ 1 chai, > 14 mL: Khang thé don dong khang troponin T
tim (chudt) 2.5 mg/L; dém phosphate 100 mmol/L, pH 6.0;
chat bao quan; chit uc ché.

+ 1 chai, > 14 mL: Khang thé don dong khang troponin T
tim (chuot) danh diu phac hop ruthenium 2.5 mg/L; dém
phosphate 100 mmol/L, pH 6.0; cht bao quan.

21.15

Chaét hiéu chuan xét
nghiém Troponin T

Thanh phan gom:

+ 2 chai, mdi chai > 1.0 mL mau chuan 1

+ 2 chai, mdi chai > 1.0 mL mau chuan 2

Troponin T (tai t6 hop, ngudi) véi hai khoang ndng do
(khoang 18 ng/L hoac pg/mL va khoang 4200 ng/L hoac
pg/mL) trong huyét thanh ngudi.
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21.16

Vit liéu kiém tra xét
nghiém Troponin T

Thanh phan: huyét thanh ngudi dong kho chtra troponin T
va troponin | véi hai khoang nong d6 cho méi chat
Hop > 8ml

21.17

Thubc thir xét nghiém
AFP

M: Vi hat phu Streptavidiny M > 6,5 ml

R1: Khang thé don dong khang AFP

danh dau biotin; dém phosphate; R1 > 10 ml
R2: Khang thé don dong khang AFP

danh dau phac hop ruthenium; dém
phosphate; R2 > 10 ml

21.18

Chét hiéu chuan xét
nghiém AFP

Thanh phan: huyét thanh nguoi dong kho chira AFP nguoi
V6i 2 khoang nong do.
Hop > 4mL

21.19

Thuédc thir xét nghiém
CA 15-3

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

- 1 chai, > 10 mL: Khang thé don dong dénh dau biotin
(115D8; chut) 1.75 mg/L; dém phosphate 20 mmol/L, pH
6.0; chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang CA 15-3
(DF3; chudt) danh dau phiic hop ruthenium 10 mg/L; dém
phosphate 100 mmol/L, pH 7.0; chat bao quan

21.20

Chét hiéu chuan xét
nghiém CA 15-3

Thanh phan: ma tran huyét thanh ngudi sin sang dé sir dung
¢6 bd sung CA 15-3 cho ngudi & 2 pham vi nong do
Hop > 4mL

21.21

Thudc thir xét nghiém
CA 19-9

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang CA 19-9
danh dau biotin (chudt) 3 mg/L, dém phosphate 100
mmol/L, pH 6.5; chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang CA 19-9
(chudt) danh dau phirc hop ruthenium 4 mg/L; dém
phosphate 100 mmol/L, pH 6.5; chat bao quan

21.22

Chét hiéu chuan xét
nghi¢m CA 19-9

Thanh phan: huyét thanh ngudi dong khé chira CA 19-9
nguoi ¢ 2 khoang nong do.
Hop >4 mL

21.23

Thudc thir xét nghiém
CAT2-4

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 8 mL: Khang thé don dong khang CA 72-4 d4nh
dau biotin (CC49; chudt) 1 mg/L; dém phosphate 100
mmol/L, pH 6.8; chat bao quan.
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- 1 chai, > 8 mL: Khang thé don dong khang CA 72-4
(B72.3; chudt) danh dauphirc hop ruthenium 6 mg/L; dém
phosphate 100 mmol/L, pH 6.8; chét bao quan.

21.24

Chat hiéu chuan xét
nghiém CA 72-4

Thanh phan: huyét thanh nguoi dong kho chira CA 72-4
nguoi voi hai khoang nong do.
Hop > 4mL

21.25

Thudc thir xét nghiém
CA 125

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang CA 125 d4nh
dau biotin (M 11; chugt) 1 mg/L; dém phosphate 100
mmol/L, pH 7.4; chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang CA 125 (OC
125; chudt) danh dau phirc hop ruthenium 1 mg/L; dém
phosphate 100 mmol/L, pH 7.4; cht bao quan.

21.26

Chét hiéu chuan xét
nghi¢m CA 125

Thanh phan: hdn hop huyét thanh ngua dong kho va huyét
thanh nguoi chira CA 125 nguoi
Hop > 4mL

21.27

Thudc thir xét nghiém
PSA

Thanh phan gom:

+ 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

+ 1 chai, > 10 mL: Khang thé don dong khang PSA d4nh
d4u biotin (chuét) 1.5 mg/L; dém phosphate 100 mmol/L,
pH 6.0; chat bao quan.

+ 1 chai, > 10 mL: Khang thé don dong khang PSA (chu6t)
danh du phac hop ruthenium 1.0 mg/L; dém phosphate
100 mmol/L, pH 6.0; chat bao quan.

21.28

Chat hiéu chuan xét
nghi¢m PSA

Thanh phan:huyét thanh ngudi dong kho chira PSA ngudi
v6i 2 khoang nong do.
Hop > 4mL

21.29

Thubc thir xét nghiém
PSA tu do

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang PSA danh
dau biotin (chudt) 2 mg/L; dém phosphate 100 mmol/L, pH
7.4; chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PSA (chu6t)
danh diu phuc hop ruthenium 1.0 mg/L; dém phosphate
100 mmol/L, pH 7.4; chét bao quan

21.30

Chaét hiéu chuan xét
nghiém PSA tu do

Thanh phan:hén hop dém/protein san sang dé sur dung co
thém PSA ngudi voi 2 khoang nong do
Hop > 4mL
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21.31

Thudc thir xét nghiém
CEA

Thanh phan gom:

- 1 chai, > 8 mL: Vi hat phu Streptavidin 0.72 mg/mL; chat
bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang CEA danh
dau biotin (chudt/ngudi) 3.0 mg/L; dém phosphate 100
mmol/L, pH 6.0; chat bao quan.

- 1 chai, > 8 mL: Khang thé don dong khang CEA (chudt)
danh dau phtic hop ruthenium 4.0 mg/L; dém phosphate
100 mmol/L, pH 6.5; chat bao quan

21.32

Chét hiéu chuan xét
nghiém CEA

Thanh phan: hdn hop dém/protein c6 thém CEA véi 2
khoang nong do.
Hop > 4mL

21.33

Thudc thir xét nghiém
CYFRA 21-1

Thanh phan gom:

- 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chat
bao quan.

- 1 chai, 10 mL: Khang thé don dong khang cytokeratin 19
danh dau biotin (KS 19.1; chuét) 1.5 mg/L; dém phosphate
100 mmol/L, pH 7.2; chat bao quan.

- 1 chai, 10 mL: Khang thé don dong khang cytokeratin 19
(BM 19.21; chudt) danh dau phirc hop ruthenium 2 mg/L;
dém phosphate 100 mmol/L, pH 7.2; chit bao quan

21.34

Chét hiéu chuan xét
nghiém CYFRA 21-1

Hoa chat hiéu chuan xét nghiém dinh luong CYFRA 21-1
trong huyét thanh va huyét twong nguoi theo phuwong phap
dién hoa phat quang

Thanh phan: huyét thanh nguoi dong kho chira cytokeratin
v6i 2 khoang nong do

Hop > 4mL)

21.35

Thubc thir xét nghiém
NSE

Hoa chat dung dé dinh lugng NSE trong huyét thanh nguoi
Phuong phap: dién hoa phat quang

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
18E5 khang NSE danh dau biotin, Khang thé don dong
84B10 khang NSE danh dau phuc hop ruthenium

Khoang do tir 0.050 dén 370 ng/mL

b6 lap lai: CV <3.1%

Do chinh x&c trung gian: CV <4.5%

Hop >100 test

21.36

Chaét hiéu chuan xét
nghi¢m NSE

Hoa chat hiéu chuan xét nghiém dinh lwrong NSE trong
huyét thanh nguoi trén may mién dich ty dong theo phuong
phap dién hoa phat quang

Thanh phan: hdn hop dém/protein dong kho chira NSE voi
2 khoang ndong do.

Hop >4 ml
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Thanh phan gom:
- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan. |
Thude thir xét nahiem | - . €hai> =9 mL: Khang thé don dong khang SCC d4anh dau
21.37 scC ghic biotin (chudt) 0.9 mg/L; dém phosphate 40 mmol/L, pH 7.5;
chat bao quan.
- 1 chai, > 10 mL: Khang thé don dong khang SCC (chuot)
danh du phuc hop ruthenium 1.6 mg/L; dém phosphate 40
mmol/L, pH 7.5; chit bao quan
Cht hiéu chudn xét Thanh Rhan: EluyetAthanh nguoi dong kho vai SCC protein
21.38 nahiem SCC & 2 khoang nong do.
ghic Hop > 4mL
Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang HE4 d4anh dau biotin, Khang thé don dong khang
& e ke A HE4 danh dau phtic hop ruthenium
21.39 IIEOC thirxetnghieém |\ ) ing do tir 15 dén 1500 pmol/L
Do lap lai: CV <1.9%
Do chinh xac trung gian: CV <4.3%
Hop > 100 test
Chét hidu chudn xét Th_anh pheqm: hukyet thAanh ngua dong kho chira protein HE4
21.40 nahiem HE4 vai 2 khoang nong do.
ghie Hop > 4 ml
Hoa chat kiém tra chat luong xét nghiém dinh luong HE4
e , trong huyét thanh va huyét twong nguoi
21.41 Vatlicu kiemtraxet | oo hAn: huyét thanh chime dong kho 14y tir huyét
nghiém HE4 e \ X .
thanh nguoi vai 2 khoang nong do
Hop > 4mL
Thanh phan: Vi hat phu streptavidin, Hai khang thé don
dong dic hiéu khang HBsAg, Khang thé don dong khang
L e . HBsAg , khang thé da dong
21.42 LEUSOAC thir x€tnghiem | 1 o HBsAg danh diu phitc hop ruthenium
g D6 lap lai CV <12.5%
Do chinh xac trung gian CV <22.5%
Hop > 100 test
Vit licu Kiém tra xét Tha?h phan: huy‘e.t 7tha7nh ch}rng S:m SaIAlgAde S}I dung lay tu
21.43 x huyeét thanh nguoi ¢ ca khoang nong d6 am va duong
nghiém HBsAg .
Hop > 20ml
Thanh phan: Vi hat phu streptavidin, HBsAg (ad/ay)
2144 Thudc thir xét nghiem | ngudi/tai t6 hop danh dau biotin, HBsAg (ad/ay) ngudi/tai

khéng thé khang HBs

t6 hop, danh dau phirc hop ruthenium
Khoang do tir 2.00 dén 1000 1U/L
D6 lap lai CV <6.2%
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Do chinh xac trung gian CV < 8.3%
Hop > 100 test
Vit liéu kiém tra xét Thanh phan: huyét thanh chiing san sang dé st dung lay tir
21.45 nghiém khang thé huyét thanh nguoi ¢ ca khoang nong d6 am va duong
khang HBs Hop >20 ml
Thanh phan: Vi hat phu streptavidin, HBcAg, Khang thé
Thubc thir xét nghiém | don dong khang HBc danh dau biotin
21.46 khéng thé khang Do lip lai CV <3.1%
HBcAg Do chinh xac trung gian CV <4.8%
Hop > 100 test
Vit lidu kiém traxét | Thanh phan: huyét thanh chiing san sang dé st dung lay tir
21.47 nghiém khang thé huyét thanh nguoi ¢ ca khoang nong d6 am va duong.
khang HBcAg Hop > 20 ml
Thanh phan: Vi hat phu Streptavidin, Khang thé khang Fdy
Thuéc thir xét nghiem Ezigolf[?r:, Khang thé don dong khang IgM ngudi danh dau
21.48 t'hgggth‘l’ ‘ﬂ/‘la”g Do Ip lai CV <4.5%
g9 P chinh x4c trung gian CV < 4.1%
Hop > 100 test
Vit lidu kiém traxét | Thanh phan: huyét thanh chiing san sang dé st dung lay tir
21.49 nghiém khéng thé huyét thanh nguoi ¢ ca khoang nong d6 am va duong
khang HBcAg IgM Hop > 16 ml
Thanh phan: Vi hat phu streptavidin,Khang thé don dong
khang HBeAg danh diu biotin, Khang thé don dong khang
2150 Thudc thir xét nghiém | HBeAg danh du phiic hop ruthenium
' HBeAg Do lap lai CV <6.6%
D6 chinh xéc trung gian CV <11%
Hop > 100 test
Thanh phan: huyét thanh ching sin sang dé sir dung lay tir
2151 Vit liéu kiém tra xét huyét thanh nguoi & khoang ndng d6 am va ly tir dém o
' nghiém HBeAg khoang nong d6 dwong
Hop > 20 ml
Thanh phan: Vi hat phu streptavidin, HBeAg , Khang thé
Thubc thir xét nghiém | don dong khang -HBe danh dau biotin
21.52 khéng thé khang Do lap lai CV <4.1%
HBeAg Do chinh xac trung gian CV <6.6%
Hop > 100 test
Vit ligu kiém traxét | Thanh phan: huyét thanh ching san sang dé sir dung lay tir
21.53 nghiém khang thé huyét thanh nguoi ¢ ca khoang nong d6 am va duong

khang HBeAg

Hop > 20 ml
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Thanh phan: Vi hat phu Streptavidin, Khang nguyén dac
hiéu HCV- da biotin hoa, Khang nguyén dac hiéu HCV
2154 Thubc thu xét nghiém | danh dau phic hop ruthenium
' khéang thé khang HCV | B lap lai CV <10%
D¢ chinh xac trung gian CV <10.8%
Hop > 100 test
Vit lidu kiém traxét | Thanh phan: huyét thanh chiing san sang dé st dung lay tir
21.55 nghiém khéang thé huyét thanh nguoi ¢ ca khoang nong d6 am va duong.
khang HCV Hop > 20ml
Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang p24 d4nh dau biotin, khang nguyén tai to hop dic
hiéu HIV-1/2 d¢anh dau biotin, peptide dac hi¢u HIV-1/2
Thudc thir xét nghiém | danh dau biotin Khang thé don dong khang p24 , khang
21.56 khéng nguyén va nguyén tai t6 hop dac hiéu HIV-1/2, peptide dic hiéu
khéang thé khang HIV | HIV-1/2 danh du phic hop ruthenium
D0 13p lai CV <2.8%
Do chinh xac trung gian CV <3.7%
Hop > 100 test
Vit liéu kiém tra xét Hoa chit kiém tra chat lugng xét nghiém HIV
nghiém khang nguyén | Thanh phan: huyét thanh chimg dong khé 14y tir huyét
21.57 ! 21 s -
va khang thé khang thanh nguoi.
HIV Hop >12 ml
Hoa chat ding dé dinh lwong FSH trong huyét thanh va
huyét trong ngudi
Phuong phap: dién héa phat quang
Thanh phan: Vi hat phu Streptavidin, Khang thé don dong
2158 Thubc thir xét nghiém | khang FSH danh dau biotin, Khang thé don dong khang
' FSH FSH danh dau phtc hgp ruthenium
Khoang do tir 0.3 dén 200 mIU/mL
bo lap lai: CV <2.1%
Do chinh xac trung gian: CV <4.3%
Hop > 100 test
Chét hiéu chuin xét Thanh P_hén_: hérj hqpkhuyétAthanh ngua dong kho chira
21.59 nghiem FSH FSH véi hai khoang nong do.
: Hop > 4ml
Thanh phan: Vi hat phu Streptavidin , Khang thé don dong
khang LH danh dau biotin, Khang thé don dong khang LH
% b ke i danh diu phuc hop ruthenium
21.60 Thuoe thi x€tnghiem | ing do tir 0.100 dén 200 mIU/mL

LH

bo lap lai CV <1.8%
Do chym trung gian CV <5.2%
Hop > 100 test
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21.61

Chat hiéu chuan xét
nghiém LH

Thanh phan: HGn hop huyét thanh nguoi déng kho chira
LH tai t6 hop véi 2 khoang nong do.
Hop > 4 ml

21.62

Thudc thir xét nghiém
HCG, beta-HCG

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang hCG danh dau
biotin (chudt) 2.6 mg/L; dém phosphate 40 mmol/L, pH 7.5;
chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang hCG (chudt)
danh dau phuc hop ruthenium 4.6 mg/L; dém phosphate 40
mmol/L, pH 6.5; chat bao quan.

21.63

Chat hiéu chuan xét
nghiém HCG, beta-
HCG

Thanh phan: huyét thanh nguoi déng khd chira hCG voi 2
khoang nong do.
Hop > 4mL

21.64

Thudc thir xét nghiém
Prolactin

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang prolactin danh dau biotin, Khang thé don dong khéng
prolatin danh du phac hop ruthenium

Khoang do tir 1 ¢én 10000 plU/mL

Do lap lai: CV <3.7%

Do chinh xac trung gian: CV <5.2%

Hop > 100 test

21.65

Chaét hiéu chuan xét
nghiém Prolactin

Thanh phan: hdn hop dém huyét thanh ngua déng kho chira
prolactin téi t6 hop véi hai khoang nong do
Hop > 4 ml

21.66

Thudc thir xét nghiém
Testosterone

Thanh phan: Vi hat pha Streptavidin, Khang thé don dong
khéng testosterone danh dau biotin, Dan xuét testosterone
danh dau phtc hop ruthenium

Khoang do tir 0.025 dén 15 ng/mL

D6 1ap lai: CV <8.9%

Do chinh x&c trung gian: CV <14.5%

Hop > 100 test

21.67

Chét hiéu chuén xét
nghiém testosterone

Thanh phan: huyét thanh nguoi dong kho chia
testosterone véi hai khoang nong do.
Hop > 4 ml

21.68

Thudc thir xét nghiém
Progesterone

Thanh phan: Vi hat phu Streptavidin, Khang thé don dong
khéng progesterone danh dau biotin, Progesterone két hop
vGi mot peptide tong hop danh dau phic hop ruthenium
Khoang do tir 0.159 dén 191 nmol/L

bo lap lai CV <11.9%

b6 chum trung gian CV <23.1%

Hop > 100 test
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21.69

Chat hiéu chuan xét
nghiém Progesterone

Thanh phan: huyét thanh nguoi dong kho chira
progesterone véi hai khoang nong do.
Hop > 4 ml

21.70

Thuéc thir xét nghiém
Estradiol

Thanh phan: Vi hat pha Streptavidin, Hai khang thé don
dong khang estradiol danh dau biotin, Dan xuat estradiol
danh dau phtc hop ruthenium

khoang do tir 18.4 dén 11010 pmol/L

D6 13p lai CV <8.5%

Do chum trung gian CV <11.9%

Hop > 100 test

21.71

Chét hiéu chuan xét
nghi¢m Estradiol

Thanh phan: huyét thanh nguoi dong kho chira estradiol
véi hai khoang nong do
Hop >4 ml

21.72

Thudc thir xét nghiém
AMH

M: Vi hat phu Streptavidiny M > 6,5 ml

R1: Khéang thé don dong khang AMH

danh dau biotin, dém phosphate; R1 > 8ml

R2: Khéng thé don dong khang AMH

danh dau phtc hop ruthenium, dém phosphate; R2 > 8ml

21.73

Chét hiéu chuén xét
nghiém AMH

Thanh phan: 2 mitc nong 46 AMH trong mot hon hop huyét
thanh ngua dong kho
Hop > 4 ml

21.74

Vat liéu kiém tra xét
nghiém AMH

Thanh phan: mau ching huyét thanh dong khé 1y tir hdn
hop huyét thanh ngua c6 thém AMH ¢ 2 khoang nong do.
Hop > 8 ml

21.75

Thubc thir xét nghiém
Cortisol

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang cortisol ddnh
dau biotin (ctru) 20 ng/mL; danazol 20 pg/mL; dém MES
100 mmol/L, pH 6.0; chat bao quan.

- 1 chai, > 10 mL: Dan xuét cortisol (tong hop), danh diu
phac hop ruthenium 20 ng/mL; danazol 20 ug/mL; dém
MES 100 mmol/L, pH 6.0; chit bao quan.

21.76

Chaét hiéu chuan xét
nghi¢m Cortisol

Thanh phan: huyét thanh nguoi déng khé chira cortisol voi
hai khoang nong do
Hop > 4mL

21.77

Thuédc thir xét nghiém
free beta-hCG

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PhCG (chudt)
danh dau biotin 3.5 mg/L; dém phosphate 40 mmol/L, pH
6.8; chat bao quan.
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- 1 chai, > 10 mL: Khang thé don dong khang BhCG ty do
(chudt) danh dau phirc hop ruthenium 1.6 mg/L; dém
phosphate 40 mmol/L, pH 7.0; chit bao quan

21.78

Chaét hiéu chuan xét
nghi¢m free beta-hCG

Thanh phan gom:

- 2 chai, mdi chai > 1.0 mL mau chuan 1

- 2 chai, mdi chai > 1.0 mL mau chuan 2

Free BhCG (tai t6 hop, biéu hién ¢ té bao HEKa)) vai hai
khoang nong do (khoang 1 1U/L va khoang 64 IU/L) trong
huyét thanh nguoi.

21.79

Thuédc thir xét nghiém
PAPP-A

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL;
chét bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PAPP-A
(chuét) danh dAu biotin 2.0 mg/L; dém TRIS 50 mmol/L,
pH 7.0; chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PAPP-A
(chudt) danh d4u phirc hop ruthenium 1.0 mg/L; dém
phosphate 50 mmol/L, pH 7.4; chit bao quan.

21.80

Chét hiéu chuén xét
nghiém PAPP-A

Thanh phan gom:

- 2 chai, mdi chai > 1.0 mL mau chuén 1

- 2 chai, mdi chai > 1.0 mL mau chuén 2

PAPP-A (tir nhau thai ngudi) véi hai khoang nong do
(khoang 75 mIU/L va khoang 2500 mIU/L) trong huyét
thanh nguoi.

21.81

Vit liéu kiém tra céc
xét nghiém mién dich
PAPP-A, free BhCG

Thanh phan gom:

- 2 chai, mdi chai > 3.0 mL méu ching huyét thanh

free BhCG khoang 15 IU/L; PAPP-A khoang 5000 mIU/L;
Androstenedione khoang 0.6 ng/mL; Estradiol khoang 100
pg/mL; Progesterone khoang 1 ng/mL; Testosterone khoang
0.7 ng/mL chét trong hdn hop huyét thanh ngudi.

- 2 chai, mdi chai > 3.0 mL mau chung huyét thanh

free BhCG khoang 50 IU/L; PAPP-A khoang 2500 mIU/L;
Androstenedione khoang 3 ng/mL; Estradiol khoang 500
pg/mL; Progesterone khoang 17 ng/mL; Testosterone
khoang 2.6 ng/mL chét trong hdn hop huyét thanh ngudi.
- 2 chai, mdi chai > 3.0 mL mau chung huyét thanh

free BhCG khoang 100 1U/L; PAPP-A khoang 250 mIU/L;
Androstenedione khoang 7 ng/mL; Estradiol khoang 2000
pa/mL; Progesterone khoang 44 ng/mL; Testosterone
khoang 6.4 ng/mL chét trong hdn hop huyét thanh ngudi.

21.82

Thudc thir xét nghiém
sFIt-1

M: Vi hat phﬁ Streptavidin; M > 6,5 ml.
R1: Khéang thé don dong khang sFlt-1
danh diu biotin; dém phosphate; R1 > 9ml
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R2: Khang thé don dong khang sFlt-1
danh dau phtic hop ruthenium; dém phosphate; R2 > 9 ml

21.83

Chat hiéu chuan xét
nghiém sFlt-1

Hon hop dém huyét thanh ngwa dong kho dugc bo sung mot
phan doan sFlt-1 nguoi tai to hop véi 2 khoang nong do.
Hop > 4mL

21.84

Thudc thir xét nghiém
PIGF

M: Vi hat phu Streptavidin; M > 6,5 ml

R1: Khang thé don dong khang PIGF danh dau biotin; dém
phosphate; R1 > 8ml

R2: Khéng thé don dong khang PIGF danh dau phic hop
ruthenium; d€m phosphate; R2 > 8 ml

21.85

Chat hiéu chuan xét
nghi¢m PIGF

Han hop dém huyét thanh ngua dong khé chaa PIGF-1
nguoi tai to hop véi 2 khoang nong do. Hop > 4ml

21.86

Thudc thir xét nghiém
PTH

Thanh phan gom

+ 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

+ 1 chai, > 7 mL: Khang thé don dong khang PTH danh dau
biotin (chuét) 2.3 mg/L; dém phosphate 100 mmol/L, pH
7.0; chat bao quan.

+ 1 chai, > 7 mL: Khang thé don dong khang PTH (chudt)
danh du phac hop ruthenium 2.0 mg/L; dém phosphate
100 mmol/L, pH 7.0; chat bao quan.

21.87

Chat hiéu chuan xét
nghiém PTH

Thanh phan gom:

+ 2 chai, mdi chai > 1.0 mL mau chuan 1

+ 2 chai, mdi chai > 1.0 mL mau chuan 2

PTH (peptide tong hop, ngudi) voi hai khoang nong do
(khoang 1 pmol/L hoac 10 pg/mL va khoang 466 pmol/L
hoidc 4400 pg/mL) trong huyét thanh ngudi; chat bao quan.

21.88

Thubc thir xét nghiém
Ferritin

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chit bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang ferritin danh
d4u biotin (chuét) 3.0 mg/L; dém phosphate 100 mmol/L,
pH 7.2; chat bao quan.

- 1 chai, > 10 mL: Khang thé don dong khang ferritin
(chudt) danh dau phirc hop ruthenium 6.0 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chat bao quan.

21.89

Chaét hiéu chuan xét
nghiém Ferritin

Thanh phan gom:

- 2 chai, mdi chai chira > 1.0 mL mAu chuan 1

- 2 chai, mdi chai chira > 1.0 mL mAu chuan 2

Ferritin (ngudi, gan) véi 2 khoang ndng do (khoang 10
Ma/L hoac ng/mL va khoang 300 pg/L hoac ng/mL) trong
hén hop huyét thanh nguoi.
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21.90

Thubc thir xét nghiém
Folate

Thanh phan: Vi hat pha Streptavidin, Protein gan két folate
danh du ruthenium , Folate danh du biotin

Khoang do tir 0.6 dén 20.0 ng/mL

bo lap lai CV <11.1%

Do chum trung gian CV <15.9%

Hop > 100 test

21.91

Chaét hiéu chuan xét
nghi¢m Folate

Thanh phan: huyét thanh nguoi dong kho chua folate véi
hai khoang nong do.
Hop > 4ml

21.92

Thuédc thir xét nghiém
Vitamin B12

Thanh phan gom:

+ 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

+ 1 chai, > 10 mL: Yéu t6 noi tai danh dau ruthenium tai t6
hop tir heo 4 ug/L; cobinamide dicyanide 15 pg/L; chat 6n
dinh; albumin huyét thanh ngudi; dém phosphate, pH 5.5;
chat bao quan.

+ 1 chai, > 8.5 mL: Vitamin B12 danh dau biotin 25 pg/L;
biotin 3 pg/L; dém phosphate, pH 7.0; chit bao quan.

21.93

Chét hiéu chuén xét
nghiém Vitamin B12

Thanh phan gom:

+ 2 chai, mdi chai > 1.0 mL miu chuén 1

+ 2 chai, mdi chai > 1.0 mL mau chuan 2

Vitamin B12 véi 2 khoang ndng d6 (khoang 185 pmol/L
hodc 250 pg/mL va khoang 1107 pmol/L hoac 1500 pg/mL)
trong huyét thanh ngudi, chat bao quan.

21.94

Thuédc thir xét nghiém
khéng thé khang CCP

Thanh phan gom:

+ 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.

+ 1 chai, > 9 mL: Peptide citrulline hoa dang vong danh dau
biotin (tong hop) khoang 1.1 pg/mL; dém phosphate 100
mmol/L, pH 5.0; chat bao quan.

+ 1 chai, > 10 mL: Khang thé don dong khang IgG ngudi
danh dau ruthenium (chudt) 0.75 pug/mL; dém phosphate
100 mmol/L, pH 6.0; chat bao quan

21.95

Vit liéu kiém tra xét
nghiém CCP

Thanh phan: mau chimng huyét thanh dong khé 14y tir huyét
thanh ngudi véi 2 khoang nong do
Hop > 8mL

21.96

Thudc thir xét nghiém
PCT

Thanh phan gom:

- 1 chai, > 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PCT d4nh dau
biotin (chudt) 2.0 pg/mL; dém phosphate 95 mmol/L, pH
7.5; chat bao quan.

- 1 chai, > 9 mL: Khang thé don dong khang PCT (chudt)
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danh dau phtrc hgp ruthenium 5.6 pg/mL; dém phosphate
95 mmol/L, pH 7.5; chét bao quan.
- 1 chai mau chuéan 1,>4 mL: PCT (tai to hop) khoang
0.10 ng trong hdn hop huyét thanh nguoi; chat bao quan.
- 1 chai mau chuén 2, > 4 mL: PCT (tai t6 hop) khoang 54
ng/mL trong hdn hop huyét thanh nguoi; chat bao quan.
- 2 chai vat liéu kiém soat, mdi chai pha >4 mL: PCT (tai
t6 hop) khoang 0.50 ng/mL trong hdn hop huyét
thanh nguoi; chat bao quan.
- 2 chai vat liéu kiém soat, mdi chai pha >4 mL: PCT (téi t6
hop) khoang 10 ng/mL trong hdn hop huyét thanh nguoi;
chét bao quan.
Vit liéu kiém tra céc Thanh phé‘n_: hy_yét_thanrj Chl’n:g dét}g kho 14y tir huyét
21.97 xét nghiem mi&n dich thanh nguoi voi hai khoang nong do
- - Hop > 12mL
Vit lidu kiém traxét | Thanh phan: mau ching huyét thanh dong khé 1y tir huyét
21.98 nghiém Ferritin, thanh ngudi véi 2 khoang nong do
vitamin B12 Hop> 12mL
Vit lidu kiém traxét | Thanh phan: huyét thanh chimg déng kho 13y tir huyét
21.99 nghiém Anti-TG, anti- | thanh nguoi vai hai khoang nong do
TPO va anri- TSHR Hop > 8ml
Thanh phan: huyét thanh chirng déng khé 1y tir huyét
21.100 Vit liéu kiém traxét | thanh nguoi. Cac ndng do nam trong hai khoang c6 lién
' nghiém nhom ung thu | quan trén Iam sang.
Hop > 12mL
Vit lidu kiém traxét | Thanh phan: mau ching huyét thanh dong khé 1y tir huyét
21.101 nghiém ProGRP, SCC, | thanh ngudi vé6i 2 khoang ndng do
Cyfra 21-1, NSE Hop > 12mL
Dung dich pha lodng
21102 mot sb mau két hop Thanh phan: Bém huyét thanh ngua; chat bao quan.
' Vi thuoc thir xét Hop > 32ml
nghiém mién dich
Dung dich pha lodng
mau két hop véi thubc | Thanh phan: Hdn hop protein; chat bao quan
21.103 . . x R
thur xét nghiém mien Hop > 32ml
dich
?ﬁ;g;f&:i?gﬁ égt Dupg dich dung dé rira bo phat hién cua may xét nghiém
21.104 ’ mién dich

hién ctia may phén tich
xét nghiém mién dich

Hop > 4L
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Dung dich rira dung dé
loai bo céc chét co Thanh phan: : Bém phosphat, natri chloride, chat tay rira,
21.105 tiém ning gy nhidu chat bao quan
viéc phét hién cac tin Hop > 3000 ml
hiéu
Dung dich rira dau kim 5 A £i LR
21.106 hit hoa chit vabenh | 11an Phan: KOH, chat tay
; Hop > 840 ml
pham
Dung dich hé thong
dung dé phat tin hiéu | Thanh phan: Bém phosphate ; tripropylamine ; chit téy,
21.107 dién héa cho may phan | chét bao quan
tich xét nghiém mién Hop>4L
dich
Dung dich V¢.Smh (jmn Thanh phan: Dung dich natri hydroxide
21.108 cuc chon loc ion, coc R
oo Hop > 500 ml
pha lodng va 6ng
Dau c6n hat hod chat | Pau con va cong phan ing cua may xét nghiém mién dich
21.109 N . A ‘s
va coc phan tng Hop > 8064 Cai
Coc chira mau thir, vat
21.110 liéu chung va mau Cup chira mau tha, vat liéu chirng va mau chuén
chuan
Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang ProGRP d4nh diu biotin, Khang thé don dong khang
2 s . ProGRP danh dau phtc hop ruthenium
21.111 lroué’;tph“ xetnghiem |\ 1 oang do tir 3 dén 5000 pg/mL
Do lap lai: CV <3.7%
Do chinh xéc trung gian: CV <6.8%
Hop > 100 test
Chat hiéu chuan xét nghiém dinh luong ProGRP
21112 Chat hiéu chuan xét Thanh phan: huyét thanh ngua déng kho chira protein
' nghiém ProGRP proGRP (tai to hop tir E. coli) véi 2 khoang nong do.
Hop > 4ml
Thanh phan: Vi hat phu Streptavidin, Khang thé don dong
khang PIVKA-II d¢anh dau biotin, Khang thé don dong
% b ke i khang PIVKA-II danh dau phiic hop ruthenium
21.113 Thuoc thu x€tnghiem | -1 do tir 3.5 dén 12000 ng/mL

PIVKA-II

Do lap lai CV <2.9%
D6 chum trung gian CV <6.2%
Hop > 100 test
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Thanh phan: huyét thanh ngua déng kho chira protein nguoi
21114 Chaét hiéu chuan xét dugc tao ra khi khdng c6 vitamin K hoic chit dbi van-I|
' nghiém PIVKA-II (PIVKA-I1) véi 2 khoang nong do.
Hop >4 ml
Vit licu Kiém tra xét Thanh phan: Tau chl{ng hukyet thAanh dong kho lay tur huyet
21.115 L thanh ngua véi 2 khoang nong do
nghiém PIVKA-II .
Hop > 4ml
Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang TSHR M22 danh dau phirc hop ruthenium
21116 Thudc thir xét nghiém | Khoang do tir 0.8 dén 40 1U/L
' TSHR Do lap lai CV <8.6%
Do chinh xéc trung gian CV <12.3%
Hop > 100 test
Cht hiéu chudn xét Thi':lnh ph;an: hon hop huyét ‘fl_lan’h_ nguoi df)ng k{lO ChlAl'a
21.117 L khang thé khang TSHR nguoi véi hai khoang nong do.
nghi¢m TSHR n
Hop > 8ml
Chat higu chuan Xt | 1oy bhan: hén hop huyét thanh ngwdsi dong kho chira
nghiém dinh lugng ) P . \ A n
21.118 . T khang thé khang Tg véi hai khoang nong do.
khéang thé khang Hop > 6 ml
thyroglobulin P =
Thanh phan gom:
- 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chét bao quan.
A b Ae i - 1 chai ,> 9 mL: Khang thé don dong khang NT-proBNP
21.119 ;;‘;IOEI i}:‘ XNetT”?E'EfIZ‘P danh dau biotin (chudt) 1.1 ug/mL; dém phosphate 40
‘ g NP mmol/L, pH 5.8; chat bao quan.
- 1 chai, > 9 mL: Khang thé don dong khang NT-proBNP
(ctru) danh dau phac hop ruthenium 1.1 pg/mL; dém
phosphate 40 mmol/L, pH 5.8; chit bao quan.
Thanh phan gom:
Chét hicu chudn xét -2 Cha!, m(:)% cha¥ >1.0mL me;u ChUiln 1
91.120 nahiém dinh luon - 2 chai, moi chai > 1.0 mL mau chuan 2
' NgT- .roBl'\IP ong ProBNP véi hai khoang nong do (khoang 16.6 pmol/L hozic
P 140 pg/mL va khoang 320 pmol/L hoac 2700 pg/mL) trong
huyét thanh ngua.
Vit liéu kiém traxét | Thanh phan: huyét thanh chimg dong khé 14y tir huyét
21.121 nghiém nhom tim thanh ngudi véi 2 khoang nong do
mach Hop > 8mL
Thanh phan gom:
21.122 Thudc thir xét nghiém | + 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;

dinh luong

chat bao quan.
+ 1 chai, > 9 mL: Protein gin két vitamin D danh dau
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25-hydroxyvitamin D | ruthenium 150 pg/L; dém bis-tris propane 200 mmol/L;
toan phan albumin (ngudi) 25 g/L; pH 7.5; chét bao quan.
+ 1 chai, > 8.5 mL: 25-hydroxyvitamin D danh dau biotin
20 pg/L; dém bis-tris propane 200 mmol/L; pH 8.6; chat
bao quan.

Chat hicu chuan Xet | s i ohan: huyét thanh nguoi dong kho chira

nghiém dinh lugng LT A ) Y N

21.123 Lo 25-hydroxyvitamin D3 vai hai khoang nong do

25-hydroxyvitamin D N
R N Hop > 4mL
toan phan
Vatligukiemraxet | . nan huyét thanh chimg dong kho 1y tir huyét
nghiém dinh lugng e \ A n
21.124 LT thanh nguoi voi hai khoang nong do
25-hydroxyvitamin D .
. A Hop > 6mL
toan phan
Thanh phan: Vi hat phu streptavidin, Khang thé da dong
khang T4 (ctru) danh dau phirc hop
Thude thir xét nahiam | Fithenium, T4 danh dau biotin
21.125 T4 ghic Khoang do tir 5.4 dén 320 nmol/L
Do lap lai: CV <3.4%
Do chinh xac trung gian: CV <8.5%
Hop > 200 test
Cht hiéu chudn xét Thaf]h ph?n: h(in hop dém/protein chura L-thyroxine véi 2
21.126 nahiem T4 khoang nong d¢.
ghie Hop > 4 ml
Thanh phan: Vi hat phu Streptavidin, Khang nguyén dac
Thuéc thir xét nghiém hlreu C1>/[V d?nh dau blotlr}, Khang nguyén dac hiéu CMV
e g \ danh dau phuc hop ruthenium
dinh tinh ai luc cua ey
21.127 Khana thé 1aG khan bo lap lai CV <3.6%
c tor‘?le alog\;/irus g P06 chinh xac trung gian CV < 3.8%
ylomeg Hop > 100 Test (twong duong 50 xét nghiém & luc CMV
1gG)
Vit liéu kiém tra xét
nghiém khang thé Thanh phan: mau ching huyét thanh dong kho 14y tir huyét
21.128 khang thanh nguoi.
Cytomegalovirus Hop > 6 ml
(CMV) 1gG
Thanh phan: Vi hat phu streptavidin, Khang nguyén dac
Thudc thi xét nghim hl,¢u C1>/1V d'fmh dau blotlg, Khang nguyén dac hi¢u CMV
dinh luona khana thé danh dau phtc hgp ruthenium

21.129 inh frong Khang Khoang do tir 0.25 dén 500 U/mL

IgG khang

cytomegalovirus

Do lap lai CV <2.7%
b6 chinh x&c trung gian CV < 4.6%
Hop > 100 test
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Vit liéu kiém tra xét
nghiém khang thé Thanh phan:huyét thanh chiing sin sang dé sir dung lay tir
21.130 khang huyét thanh nguoi
Cytomegalovirus Hop > 16 ml
(CMV) 1gG
Thanh phan: Vi hat pha Streptavidin , Khang thé don dong
Thudc thir xét nghiém | khang IgM ngudi déanh dau biotin, Khang nguyén dic hi¢u
21131 dinh tinh khang thé CMV déanh dau phic hop ruthenium
' IgM khéng bo lap lai CV <3.1%
cytomegalovirus Do chinh xac trung gian CV <6.1%
Hop > 100 test
Vit liéu kiém tra xét
nghiém khéng thé Thanh phan: huyét thanh chiing sin sang dé st dung lay tir
21.132 khang huyét thanh nguoi
Cytomegalovirus Hop > 16 ml
(CMV) IgM
Vat liéu kiém tra xét Thanh phan: huyét thanh chirg dong kho 1y tir huyét
21.133 nghiém khang thé thanh nguoi.
khang HSV Hop > 12 ml
Thanh phan: Vi hat phua Streptavidin , Khang nguyén dic
Thuéc thir xét nghiem hiéu HSY—I dzzlnh da}u biotin , Kh;_mg nguyén dac hiéu
o ) 21, | HSV-1danh dau phuc hop ruthenium
21.134 dinh tinh khéng thé 16p e
14G Khang HSV-1 bo lap lai CV <2.4%
g g D6 chinh xéc trung gian CV <4.1%
Hop > 100 test
Thanh phan: Vi hat phu Streptavidin, Khang nguyén dac
Thuéc thir xét nghiém hlcu’ HSVA-Z dal:lh dau blotln,_Khang nguyén dac hiéu HSV-
o ) 2 2 danh dau phac hgp ruthenium
21.135 dinh tinh khéng thé NN
14G Khang HSV-2 Do lap lai CV <1.3%
g g D6 chinh xéc trung gian CV <2.3%
Hop > 100 test
Thanh phan: Vi hat phu Streptavidin, Khang thé don dong
Thuédc thr xét nghiem kl}ang IgG nguoi danh’ dau Enotln, Ph_an doan khang theé don
dinh luona khang thé dong khang Rubella danh dau ruthenium
21.136 G ke gvi mtg Khoang do tir 0.17 dén 500 1U/mL
F?ube"a g D6 Ip lai CV <3%
Do chinh xac trung gian CV <6.4%
Hop > 100 test
Vit ligu kiém traxét | Thanh phan: huyét thanh ching san sang dé sir dung lay tir
21.137 nghiém khang thé huyét thanh nguoi.

khang Rubella 1gG

Hop > 16ml
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Thanh phan: Vi hat phua Streptavidin, Khang thé don dong
Thudc thir xét nghiém | khang IgM ngudi danh dau biotin, Khang thé khang
21138 dinh tinh khang thé Rubella ¢anh dau phiac hop ruthenium
' IgM khang vi rat Do lap lai CV <2.4%
Rubella Do chinh xac trung gian CV <10.9%
Hop > 100 test
Vit ligu kicmtraxét | Thanh phan: huyét thanh chimg san sang dé sir dung lay tir
21.139 nghiém khéang thé huyét thanh nguoi.
khang Rubella IgM Hop > 8ml
M: Vi hat phu streptavidin, M > 12 ml:
R1 :Khéng nguyén téi t6 hop dic hiéu TP danh dau biotin
(E. coli); dém MES; R1 > 18 ml
Thubc thi xét nghiém R2: Khang.nguyep tai to hop dac hiéu TP danh dau phuc
dinh tinh cic khang thé hop ruthenium; dém MES; R2 > 18 ml
21.140 in 9T | syphilis Call Mau chuin am tinh 1 (dong khé): = 2.0 ml.
khang Treponema £ A . s 2 s
. Huyét thanh nguoi, khong phan tng véi khang thé khang
pallidum TP
Syphilis Cal2 Miu chuén dwong tinh 2 (d6ng kho): >
2.0ml. Huyét thanh nguoi, phan &ng véi khang thé khang
TP;
Vit lidu kiém traxét | Thanh phan: huyét thanh chimg déng kho 13y tir huyét
21.141 nghiém khéng thé thanh nguoi.
khéang Syphilis Hop > 8ml
Thanh phan: Vi hat phu Streptavidin, Khang nguyén dac
Thudc thir xét nghiém | hiéu T. gondii danh d4u biotin, Khang nguyén dac hiéu T,
91,142 dinh tinh ai luc cua gondii danh diu phuac hop ruthenium
' khang thé IgG khang | Khoang do tir 0.13 dén 650 1U/mL
Toxoplasma gondii bo lap lai CV <7.3%
Hop > 100 test
Vit ligu kiém traxét | Thanh phan: huyét thanh ching san sang dé sir dung lay tir
21.143 nghiém khang thé huyét thanh nguoi.
kh&ng Toxoplasma IgG | Hop > 12 mL
Thanh phan: Vi hat phu Streptavidin, Khang nguyén dac
Thuéc thir xét nghiem hi¢u T g(?ndll 9anh fiau biotin, @ang nguyén dac hiéu T.
dinh luona khana thé gondii danh dau phirc hgp ruthenium
21.144 meﬁqmm%wm Khoang do tir 0.13 dén 650 1U/mL
%nd“ g Toxop D6 lap lai CV < 2.5%
g Do chinh xac trung gian CV <5.7%
Hop > 100 test
S ) Thanh phan: huyét thanh chiing san sang dé st dung lay tir
21.145 Vat ligu kieém tra xét huyét thanh nguoi

nghiém khang thé

Hop > 16 ml
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khang Toxoplasma
19G
Thanh phan: Vi hat phu Streptavidin, Khang nguyén
Thuéc thir xét nghiém | Toxoplasma danh dau phirc hop ruthenium, Khéang thé don
91,146 dinh tinh khang thé dong khang IgM ngudi danh dau biotin
' IgM khang bo lap lai CV <2.2%
Toxoplasma gondii D6 chym trung gian CV <5.4%
Hop > 100 test
Vit liéu kiém tra xét Hoa chat kiém tra chat lugng xét nghiém Toxo IgM
nghiém khang thé Thanh phan: huyét thanh chiing sin sang dé st dung lay tir
21.147 . £ i
khéng Toxoplasma huyét thanh nguoi
IgM Hop > 10 ml
Vit liéu kiém tra chat | Thanh phan: mau ching huyét thanh dong kho 1ay tir hon
21.148 luong cac xét nghiém | hop huyét thanh ngua vai 2 khoang nong do.
mién dich dic hiéu Hop > 12 ml
Thanh phan gom:
+ 1 chai, > 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL;
ST i chét bao quan.
;iililloﬁr r:gxnec‘tirl?é’rltl teg] + 1 chai ,> 8 mL: Khang thé don dong khang hGH danh dau
21.149 . LY - biotin (chuot) 1.1 mg/L; dém phosphate 100 mmol/L, pH
tang truong o nguol e Ae b \
(hGH) 7.2; chgt bao quan. ’ . ‘ ’ ‘
+ 1 chai, > 8 mL: Khang thé da dong khang hGH (ctru)
danh du phuc hop ruthenium 2.4 mg/L; dém phosphate
100 mmol/L, pH 7.2; chat bao quan.
Thanh phan gom:
+ 2 chai, mdi chai > 1.0 mL mAu chuan 1
21 150 Chét hiéu chuan xét + 2 chai, mdi chai >1.0mL mau chuén‘z
' nghiém hGH hGH (peptide tai t6 hop vai 2 khoang nong d6 (khoang 0
ng/mL hoac 0 pg/mL va khoang 10 ng/mL hoac 10000
pg/mL) trong huyét thanh ngudi; chat bao quan.
Vit ligu kidm tra xét Kiém Era dqu ché’t lu:q?ng,xét Pghié[n IC—:F-l
21.151 L Bao gom: Chat chirng & cac nong do khac nhau.
nghiém hGH o
Hop > 12ml
M: Vi hat pht Streptavidin; M > 6,5 ml
R1: Khang thé don dong khang
Thubc thir xét nghiém | androstenedione danh dau biotin ; dém phosphate; R1 > 10
21.152 dinh lugng ml

androstenedione

R2: Androstenedione két hop voi mot
peptide tong hop danh dau phuc hop
ruthenium; dém phosphate; R2 > 9 ml
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Chat hiéu chuan xét Huyét thanh nguoi dong kho chira androstenedione tong
21.153 nghiém hop vé6i hai khoang ndng do
Androstenedione Hop >4 mL
Thanh phan: Vi hat phu streptavidin, Hai khang thé don
dong dic hiéu khang HBsAg, Khang thé don dong khang
HBsAg, khang thé da dong khang HBsAg danh dau phirc
PO Lo hgp ruthenium
21.154 Thuoc thir xetnghiem | 214 do tir 0.05 dén 130 IU/ML ( cho mau khong pha
dinh lugng HBsAg x
lodng)
Do lap lai CV <3.5%
Do chinh x4c trung gian CV <4.9%
Hop > 100 test
Hoa chat kiém tra chat | Thanh phan: huyét thanh chang san sang dé sir dung lay tur
21.155 luong xét nghiém dinh | huyét thanh nguoi
luong HBSAG Quy cach hop > 19ml
Phan 22: Vat tu
xét nghiém cho
29 may di¢n giai
ISE 500 hoac
tuong duong
(13 mat hang)
Thubc thir xét nghiém | Thanh phan chinh: Ammonium molybdate 0.4 mmol/l
22.1 dinh luong da thong s6 | Sulphuric acid 100 mmol/l Hydrochloric acid 200 mmol/I
(K, Na, CI, Ca, pH) Thé tich: Cal A: > 650ml +Cal B: > 200ml
Vit ligu kiém tra chat
99 9 lugng xét nghiém dinh | Thanh phé‘m chinh: KCI, NaCl, NaAc, CaCl2, LiCl, pH
' lvong (Na, K, Cl, Ca, | buffer, chit hoat dong bé mat, chit bao quan. Hop > 10ml
pH)
Thanh phan chinh: Sodium hypochlorite (NaClO) 0.4% -
22.3 Dung dich rira may 0.5%
Hop > 50ml
Dung dich rira protein Thanh phan_ chlnh_: Enzyme: Pepsin. Dilutor: KCI, NaCl,
22.4 cho mau bénh pham Hydrochloride acid.
all behih pha Hop=> 6ml
bién cuc xét nghiém
225 dinh lugng K+
996 bién cuc xét nghiém
' dinh lugng Na+
99 7 bién cyc xet nghiém

dinh lugng Cl-




STT | Tén phan (16) Tén hang héa Céu hinh, tinh niing k§ thuit co ban
298 Qlen cuc xet nghiém
dinh lugng Ca+
299 Dpn cuc xét nghiém
dinh luong pH
bién cuc xét nghiém
22.10 dinh luong quy chiéu
2211 Day bom
Dung dich dung cho | 1y 1 shan chinh: KCI, NaCl, NaAc, CaCl2, LiCl, chét
22.12 dien cyc dém pH, chit hoat déng bé mat, chét bao quan. Hop = 4m
Na/K/Cl/Ca/pH em pi, chat noat dong be mat, chat bao quan. Hop =
2913 Dung dich diing cho Thanh phan chinh: KCI
' dién cuc chuan Quy cach: Lo > 20ml
Phan 23: Vit tu
xét nghiém cho
23 | may COBAS
8000 (27 mit
hang)
Dung dich pha lodng
231 mot s6 mau két hop Thanh phan: Bém huyét thanh ngua; chit bao quan
' véi thude thir xét Quy céach hop > 36 ml
nghiém mién dich,
Dung dich pha lodng
232 mau két hop véi thudc | Thanh phan: HAn hop protein; chét bao quan
' thar xét nghiém mién Quy cach hop > 36 ml
dich
Dung dich diéu hoa
233 dién cuc, ria phan Thanh phan: Bém phosphate ; tripropylamine ; chét tay
' ung, tao tin hiéu dién Quy céch hop > 4L
hoa
Dung d ich fua dung d;e Thanh phan: Bém phosphat, natri clorua, chit tiy rira, chat
loai bo cac chat co thé \ .
234 gy nhidu déi véi viee | 220 uan
phét hién c4c tin hiéﬁ. Quy cach hop = 4L
Diu c6n hit hod chat KhaX chu:_i:cong phan g va dau con dung cho may xét
235 nghiém mién dich

va céc phan ting

Hop > 7560 Cai
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Thanh phan: Vi hat phu streptavidin, khang thé don dong
khang PCT danh dau biotin, khang thé don dong khang
Thudc thir xét nghiém | PCT danh dau phic hop ruthenium
23.6 dinh luong Khoang do tir 0.02 d¢én 100 ng/mL
procalcitonin (PCT) Do lap lai: CV <3.8%
D6 chinh x4c trung gian: CV <4.5%
Hop > 300 test
Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khéang troponin T tim, Khang thé don dong khang troponin
Thudc thir xét nghiém | T tim danh dau phic hop ruthenium
23.7 dinh luong Troponin T | Khoang do tir 3 ¢&én 10000 ng/L
tim Do lap lai: CV <4.6%
Do chinh xac trung gian: CV <6.7%
Quy cach hop > 300 test
Chat hiéu chuan xét Thanh phan: huyét thanh nguoi dong kho chira troponin T
23.8 nghiém dinh luong vai hai khoang nong do.
Troponin T tim Quy céach hop > 4mL
Thanh phan: Vi hat pha Streptavidin, Khang thé don dong
Thuée thr xét nghiem khffmg NT-proBNP dé’nh déﬂu bio’Ein, Khéng thé_ don dong
3.9 dinh luong NT- khanﬂg NT-pr‘oBle danh dau phtc hop ruthenium
oroBNP Khoang dp tr 5 dén 35000 pg/mL
Do lap lai: CV <9.2%
D6 chinh xéc trung gian: CV <12.5%
Quy céch hop > 300 test
Chat hiéu chuan xét Thanh phan: hdn hop huyét thanh ngwa déng kho chira
23.10 nghiém dinh lugng NT-proBNP vai hai khoang nong do
NT-proBNP Quy cach hop > 4mL
Thanh phan gom:
+ 1 chai > 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.
Thudc thir xét nghiém | + 1 chai > 19.7 mL: Khang thé don dong khang LH danh
23.11 dinh lwong noi tiét té | dau biotin (chudt) 2.0 mg/L; dém TRIS 50 mmol/L, pH 8.0;
tao hoang thé (LH) chat bao quan.
+ 1 chai > 19.7 mL: Khang thé don dong khang LH (chu6t)
danh dau phac hop ruthenium 0.3 mg/L; dém TRIS 50
mmol/L, pH 8.0; chat bao quan.
M: Vi hat phu streptavidin; M: > 6,4 ml
231 Thuéc thi xét nghiém 15[1;: Slfnggztgejodfnri dong khang FSH danh dau biotin; dém

dinh luong FSH

R2: Khang thé don dong khang FSH danh dau phtic hop
ruthenium, dém MES; R2: > 6,6 ml
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23.13

Thubc thir xét nghiém
dinh luong
progesterone

M: Vi hat phu streptavidin; M > 6,4 ml

R1: Khéang thé don dong khang progesterone danh dau
biotin, dém phosphate; R1 > 9,0 ml

R2: Progesterone két hop véi mot peptide tong hop danh
dau phic hop ruthenium; dém phosphate; R2 > 8,2 ml

23.14

Thudc thir xét nghiém
dinh lugng Estradiol

M: Vi hat phu Streptavidin; M > 12,4 ml

R1: Hai khang thé don dong khang estradiol danh diu
biotin; mesterolone; dém MES; R1 > 19,7 ml

R2: Dan xuit estradiol, danh dau phirc hop ruthenium; dém
MES; R2 > 18,8 ml

23.15

Thubc thir xét nghiém
dinh luong testosterone

Thanh phan gom:

+ 1 chai, > 12.4 mL: Vi hat phu Streptavidin 0.72 mg/mL,
chét bao quan.

+ 1 chai, > 21.0 mL: Khang thé don dong khang
testosterone danh diu biotin (ciru) 40 ng/mL; thudc thir
cung cap 2-bromoestradiol; d&m MES 50 mmol/L, pH 6.0;
chat bao quan.

+ 1 chai, > 18.8 mL: Dan xuit testosterone d4anh diu phtic
hop ruthenium 1.5 ng/mL; dém MES 50 mmol/L, pH 6.0;
chét bao quan.

23.16

Thubc thir xét nghiém
dinh lugng prolactin

Thanh phan gom:

+ 1 chai, > 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL;
chét bao quan.

+ 1 chai, > 21.0 mL: Khang thé don dong khang prolactin
danh dau biotin (chudt) 0.7 mg/L, dém phosphate 50
mmol/L, pH 7.0; chat bao quan.

+ 1 chai, > 21.0 mL: Khang thé don dong khang prolactin
(chudt) danh dau phirc hop ruthenium 0.35 mg/L; dém
phosphate 50 mmol/L, pH 7.0; chit bao quan.

23.17

Thubc thir xét nghiém
dinh lugng hCG, BhCG

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang hCG danh dau biotin, Khang thé don dong khang
hCG danh dau phuc hop ruthenium

Khoang do tir 0.200 d¢én 10000 mIU/mL

D6 lap lai: CV <4.2%

Do chym trung gian: CV <6.3%

Hop > 300 test

23.18

Thubc thir xét nghiém
dinh luong noi tiét to
anti-Millerian (AMH)

M: Vi hat phu streptavidin; M: > 5,8 ml

R1: Khang thé don dong khang AMH danh dau biotin; dém
phosphate; R1: > 7,2 ml

R2: Khang thé don dong khang AMH dénh d4u phirc hop
ruthenium; dém phosphate; R2: > 7,2 ml




STT

Tén phan (1)

Tén hang hoa

Céu hinh, tinh niing k§ thuit co ban

23.19

Thudc thir xét nghiém
dinh lugng Ferritin

Thanh phan gom:

+ 1 chai, > 12.4 mL: Vi hat phu Streptavidin 0.72 mg/mL;
chat bao quan.

+ 1 chai, > 21.0 mL: Khang thé don dong khang ferritin
danh dau biotin (chudt) 3.0 mg/L; dém phosphate 100
mmol/L, pH 7.2; chat bao quan.

+ 1 chai, > 21.0 mL: Khang thé don dong khéng ferritin
(chudt) danh dau phirc hop ruthenium 6.0 mg/L; dém
phosphate 100 mmol/L, pH 7.2; chat bao quan.

23.20

Thuédc thir xét nghiém
dinh luong FT4

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang T4 danh dau phic hop ruthenium, T4 déanh dau biotin
Khoang do tir 0.5 d¢én 100 pmol/L

Do lap lai: CV <4.6%

Do chinh xac trung gian: CV <7.5%

Hop 300 test

23.21

Thubc thir xét nghiém
dinh luong
triiodothyronine (T3)
toan phan

Thanh phan: Vi hat phu streptavidin, Anti-T3
Ab~Ru(bpy), T3~biotin

Khoang do tir 0.3 dén 10 nmol/L

Do lap lai: CV <4.7%

Do chum trung gian: CV <6.5%

Hop > 300 test

23.22

Thudc thir xét nghiém
dinh luogng TSH

Thanh phan:Vi hat phu Streptavidin, Khang thé don dong
khang TSH danh dau biotin, Khang thé don dong khéng
TSH danh dau phirc hop ruthenium

Khoang do tir 0.005 dén 100 plU/mL

Do lap lai: CV <3.4%

D6 chum trung gian: CV <11.2%

Hop 300 test

23.23

Thubc thir xét nghiém
dinh lugng IgE

Thanh phan: Vi hat phu streptavidin, Khang thé don dong
khang IgE danh dau biotin, Khang thé don dong khang IgE
danh dau phuc hop ruthenium

Khoang do tir 0.200 dén 2500 1U/mL

Do lap lai: CV <3.4%

Do chum trung gian: CV <4%

Hop > 100 test

23.24

Chat hiéu chuan xét
nghiém IgE

Thanh phan: huyét thanh ngua chta IgE ngudi véi hai
khoang nong d6
Hop > 4mL

23.25

Thudc thir xét nghiém
dinh tinh HBsAg

Thanh phan gom:

+ 1 chai, > 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL;
chat bao quan.

+ 1 chai, > 15.8 mL: Hai khang thé don dong khang HBsAg
danh dau biotin (chudt) > 0.5 mg/L; dém phosphate 100
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mmol/L, pH 7.5; chat bao quan.
+ 1 chai, > 13.9 mL: Khang thé don dong khang HBsAg
(chuot), khang thé da dong khang HBsAg (ciru) danh dau
phuc hop ruthenium > 1.5 mg/L; dém phosphate 100
mmol/L, pH 8.0; chat bao quan.
Thanh phan gom:
) + 1 chai, > 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat
Thuoc thir xét nghiém | bao quan.
23.26 dinh tinh khang thé + 1 chai, > 14.8 mL: Khng nguyén d4c hi¢u HCV dénh dAu
khang HCV biotin, d&m HEPES, pH 7.4; chat bao quan. ’
+ 1 chai, > 14.8 mL: Khang nguyén dac hiéu HCV d;’lnh dau phirc
hop ruthenium > 0.3 mg/L, dém HEPES, pH 7.4; chat bao quan.
Thanh phan gom:
Thuéc thir xét nghiem +} cl}ai, > ﬂ14.1 mL: Vi hat phu streptavidin 0.72 mg/mL;
dinh tinh khang chat bao quan. n
nguyén HIV-1 p24 va + 1 chai, > 14.8 m_L: _Khéng thé don dong khang HIV p24
23.27 . 24 (chudt) danh dau biotin khoang 0.75 mg/L; dém MES 50
khang thé khang HIV- e b \
1, bao gdm nhom O, va mmoI/L., pH 6.5; chat ba9 quarl. ‘ ’
HIV-2 + 1 chai, > 14.8 mL: Khang thé dqn dong khang p24
(chudt) danh dau phiec hop ruthenium khoang 0.75 mg/L;
dém MES 50 mmol/L, pH 6.5; chat bao quan.
Phan 24: Vat tu
xét nghiém cho
24 may Lumipulse
G1200 hoic
tuong duong
(08 mat hang)
- Str dung chan doan phat hién HBcrAg trong huyét thanh
HoA chét xét nghiem -bac t_inh: DQ nhiéu trung binh < 10%
x L - Pat tiéu chuan 1SO13485:2016
24.1 HBcrAg mién dich tu R
dong ] H(:)pi = 42 tf?St . Ay i a R 4 ia
: - Bong goi kem theo: Hoa chat hi¢u chuan cho xet nghiém
dinh lugng HBcrAg (> 3 mL)
Chat kiém chuan cho .
24.2 xét nghiém HBcrAg Hop = 6 mL
Dau cbn hat mau
24.3 bénh pham dung cho | Hop > 1152 tips
may
04.4 Dung dich co chat Hops 600 mL

dung cho may
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Dung dich pha lodng
24.5 mau bénh pham 1 cho | Hop > 1200 mL
may
Chura 342 mM NaCl trong dung dich dém Tris c6 chira chat
246 Dung dich rira mién tay rua.
' dich Chat bao quan: natri azid.
Chai > 1000mL
24.7 Cong (cu-vet) pha Hop > 42 Cartridges
lodng
24.8 Loc CO2 (V6i soda) Hop > 12 ong
Phan 25: Vat tu
xét nghiém cho
may khi mau
25 Prime CCS
hoac tuong
duong (05 mat
hang)
951 Theé dién cuc dung cho | Thé dién cuc dung cho may xét nghiém khi mau dong mach
' xét nghiém khi mau 10 thong s6. Hop > 200 test/ cai
Héa chit hisu chudn - Cihua_(fac durzg d;ch;o t_u;ng thtrong hop hoa chat: 3.thanh
A ) L phan hiéu chuan (Chat hiéu chuan A, B va F), dung dich
25.2 dung cho xét nghiém Ao, Lo eba: LA
Lo tham chiéu va mét tai dung chat thai. Hop > 400 test/
khi mau .
Cartridge
Pién cyc tham chidu - ]?1@” (_:uc tham chiéu sir dung cho may xét nghiém khi
25.3 su dung cho may khi mau Prime .
' o - Pat tiéu chuan 1SO 13485.
mau N ..
Hop > 1 Cai
254 D2}y bor{n st dung cho
may khi mau
Hoa chat kiém chuan | - Hoa chat kiém chuan tai 3 mic cho céac thong sb pH,
255 ngoai dung cho may PCO2, PO2, Hct, Na+, K+, Cl-, Ca++, Glu, Lac. Hop > 30

xét nghiém khi mau

lo

1.3. C4c yéu cau khac

- QUY CACH E-HSDT: Nha thau sap xép E-HSDT vao cac Folder va nén thanh 1 File dinh kém
trén Hé thong.

- Bé khong xay ra tinh trang 13i file khi giai nén, Nha thau vui long d:t tén File hoic Folder theo
tiéng Viét khong cé diu.




- Déi véi nha thau Lién danh: Nha thau chi déi phan “Tennhathau” theo tén cua cac thanh vién
lién danh va dinh kém céc tai liéu du thau caa riéng tirng thanh vién theo phan cong viéc dam nhan da
quy dinh tai Thoa thuan lién danh.

Muc 2. Ban vé
Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thir nghiém can tién hanh gdm co:

- Noi dung kiém tra: Kiém tra chi tiét tirng mat hang vé chung loai, s6 luong, chat luong theo
dung yéu cau néu trong hop dong.

- Viéc kiém tra, thir nghiém phai duoc tién hanh tai Bénh vién A. Dia chi: Puong Quang Trung,
Phuong Quyét Thang, tinh Thai Nguyén va duoc tién hanh truéc khi ban giao. Toan b chi phi cho viéc
kiém tra, thir nghiém do nha thau chiu.

- Truong hop hang hoa khong dat yéu cau qua kiém tra, thir nghiém thi nha thau phai thay méi va
phai chiu moi chi phi phat sinh cho viéc thay thé theo diing cac quy dinh di néu trong muc E-DKC 21.

- Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao téi dia diém nhan cia cha dau tu.



