BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN BENH NHIET POI TW Poc 1ap — Tu do — Hanh phic
S: 1439 /NDTW-KD |
Viv: Mot chao gia HCSP Ha Noi, ngay 02 thang 12 nam 2025
THU MOI CHAO GIA

Kinh giri: Cac don vi cung cap

Cian cu Luat dau thau sd 22/2023/QH15 ngay 23 thang 06 nam 2023, duoc stra ddi, bd
sung tar Luat s6 57/2024/QH135, Luat sb 90/2025/QH15;

Cén cir Nghi dinh s6 214/2025/ND-CP ngay 04 thang 08 nam 2025 ctia Chinh phu quy dinh
chi tiet mot s6 dicu va bién phap thi hanh Luét dau thau vé lya chon nha thau

Céan cur Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 ndm 2021 cua Chinh phi vé quan
ly trang thié€t b1 y té;

Hién nay, Bénh vién Bénh Nhiét d6i TW dang trong qua trinh xay dung Ké hoach lua chon
nha thau cung cap hoa chat sinh pham theo hinh thirc Pau thau rong rii nhim phuc vu nhu ciu
kham chtra bénh tai Bénh vién nam 2026.

Dé c6 cin ctr khi xdy dung Ké hoach bao dam nguyén tic phi hop véi quy dinh tai khoan
2, diéu 18 ctia Nghi dinh 214/2025/ND-CP vé Can ctr xac dinh gid goi thau, Bénh vién kinh dé
nghi cac Pon vi quan tAm tham gia chao gid mot sd mat hang véi ndi dung cu thé nhu sau:

1. Yéu cau bdo gis

- Danh muc Hang hda yéu cau béo gia: Theo phu luc 01 dinh kem

- Tho1 gian hiéu luc cua bao gia: 90 ngay ké tur ngay ky |

- Bﬁn bao gia duoc dai dién hop phap cua don vi ky va dong dau theo dung quy dinh, cé
day du thong tin cua don vi bdo gia: ngay, thang, ndm ky phat hanh bdo gia, thoi gian
hi¢u lgc cua bao gia
Mau bao gia: Theo phu luc 02 dinh kem
Thoi gian nhin bdo gid: Trude 9h ngay 15/12/2025
. Phwong thue gui bao gia 1
- Ban cung gum tai Phong 131 — Bénh vién Bénh Nhiét do1 Trung vong (Thdon Bau —

Thién Loc - Ha Noi)

Ban mém guri tai dia chi email: Kduoc.nhtd@gmail.com

(Luu y: Cac don vi gui bao gia dong thoi theo 2 phuong thirc néu trén)
4. Moi thac mac xin vui long lién hé: DS D6 Quyén — SDT: 0987.111.616
Bénh vién Bénh Nhiét déi Trung wong rat mong su hop tac ctia Quy don vi.

w

Iran trong cam on!

Y S\ £
Noinhin: g DOC
- Nhu trén (dé thuc hién), /) i . \\

- Luu VT, KD. BENH VIE
EE.NH NHIET DO ﬂm

o
-.i..i-i‘"".

’ham Ngoc Thach



(nep 3uop “yuep onyo ‘uQ) 6y Q1 Iy3 ‘AI)

NVHL YHN VO dYHd dOH N41d 1Vd
CC0¢ weu wﬂﬂau %ﬂ@ﬂ o A

A3 AgBu 1y 9y Ae3U ()6 I3 OBq BN N[ NJIH

(LVA HTAAdD
nyo o3 oeq qun ooy LAGL
Iyn | ep) widuo@ | eny A uenyo nll [ XSo0onN | XS SueH iA uo@ MNdD | 1eojueyq | eoy3ueyp | rew duonyiuy] | eoyIueyugl | LLS

es nyu deo 3und 10) Funyo Juey jew 9ed eI3 okq I3 ) JuQD) “UIA Yuag eNd $70T/T1/T0 Ae3u AN-M LAN/6EYT 98 BIS 0BYD QW NY I, NO UR))
suon 3uniy, LOp YN Yudg UIA quag (IN3 YuIy

VIO OV DNV

1o} UIp OS
onyd yuey — op A, — déf20¢@ SURRHTE!
INVN LAIA VIHON NHD IOH VX VOH ONOD Ry} BYU U]

VIO OVd NVIA 20 DN'1 NHd




PHU LUC 1: DANH MUC HOA CHAT SINH PHAM MOI CHAO GIA
G6i thau: Cung cip hoéa chit sinh phdm dwogc phan loai la trang thiét bi y té
(Kém Céng van s6 1439/NPTW-KD ngay 02/12/2025 ciia Bénh vién Bénh Nhiét d6i Trung wong)

STT

Tén ho4 chit, sinh
phﬁm

Pon vi
tinh

Quy
cach
doéng goi

Tiéu chuin k§y thuit

Anti A

Lo

10ml/1o

Thudc thir ¢6 san dan xuat tir viéc nudi cdy té bao chudt lai. Anti-A khang thé don
dong dan xuat tir cac dong té bao lai.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

Anti B

Lo

10ml/1o

Thudc thir ¢6 san dan xuat tir viéc nudi cdy té bao chudt lai. Anti-B khang thé don
dong dan xuat tir cac dong té bao dong lai.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

Anti AB

Lo

10ml/1o

Thudc thir ¢6 san dan xuat tir viéc nudi cdy té bao chudt lai. Anti-AB khang thé
don dong din xuit tir cac dong té bao dong lai.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

Anti D (IgM/IgG)

Lo

10ml/1o

Thudc thir ¢6 sin dan xuat tir viée nudi cdy té bao chudt lai. Anti-D khang thé don
dong dan xuat tir cac dong té bao dong lai.

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

Thé xét nghi€ém dinh
nhém mau

Test

200 test/
thi

Thanh phan:

- Anti A chtra dung dich dém photphat va khang thé don dong Anti A IgM
- Anti B chira dung dich dém photphat va khang thé don dong Anti B IgM
- Control:dung dich dém photphat khong chira khang thé.

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

Thé xét nghi€ém dinh
tinh hoa hgp va
nghi¢m phéap
Coombs

Card

24 card/
hop

Gel card 6 giéng, mdi giéng chira khang thé Anti Human IgG va khang thé don
dong Anti C3d. Dung lam xét nghiém Coombs truc tiép; Coombs gian tiép bao
gdm phan tmg hoa hop, sang loc va dinh danh khang thé bét thuong

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thuyc hién dugc xét nghiém xac dinh nhém méu hé ABO béng 2 phwong phap
huyét thanh mau va hdng cau mau.
Thé xét nghiém dinh Ge} cardr6 gle?g gom: Tu co} l- 3:AAnt1 A—- ;Antl B‘ - AAntl D (IgM) dung dé d}nh
, , . 24 card/ [nhém mau xudi (phuong phap huyét thanh mau); Tir cdt 4 - 6: chira gel trung tinh,
7 nhém mau ABO va Card . R PO S A . A 2 o . . .
Rh hop cot 4 @€ lam chirng am, cdt 5 va cdt 6 dé dinh nhom mau nguoc (phuong phap
hong cau mau)
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
\ A, . A . A , . :1<0. 19 \
Dung dich pha lodng T%lanlrl phan..ﬂ Dung (}1ch dém luc ion thap, chua Natri clorid <0,1%, phu hgp trong
2 &t nehicm nhm Lo 500 ml/ |céc xét nghiém huyét thanh hoc.
X , ghie ’ chai DPat tiéu chuén ISO 13485: 2016
mau <
Hoac tuong duong
Card xét nghiém Ge} ce}rd 6 g\wng, m0‘1 giéng c%ura.l gel trong d}lng dichAdcm t‘thh hop, Dl%ng laI’n
, N phan tmg hoa hop, sang loc va dinh danh khang thé bat thuong, dinh nhém mau
chéo trong moi 24 card/ 1A A
9 trudne nude mudi & Card ho theo phuong phap hong cau mau.
& U P Ipat tiéu chudn ISO 13485: 2016
220C 3
Hoac tuong duong
Mau toan phan, bao quan ¢ nhiét do (2-8°C). Tan suét phan tich hoa chat: hang
thang. Thong s6 phan tich: 11 thong s6: Haematocrit (HCT), Haemoglobin (Hb),
Hod chit neoai kidm Mean Cell Haemoglobin (MCH), Mean Cell Haemoglobin Concentration
10 lira chét lu’orgn .xét Lo 32 ml (MCHC), Mean Cell Volume (MCV), Mean Platelet Volume (MPV), Platelets
nohiem hu. é% hoc j (PLT), Plateletcrit (PCT), Red Blood Cell Count (RBC), Red Cell Distribution
v iyt he Width (RDW), Total White Blood Cell Count (WBC).
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
. 1z L1z Mau toan phan, bio quan & nhiét d6 (2-8°C). Tan suat phan tich mau: hang thang.
Hoa cPat neoal l’qem Thong s phan tich: 5 théng s6. aPTT, PT (including INR), TT, Fibrinogen,
tra chat lugng xét . .
11 nohicm done mé Lo 6x1 ml [Antithrombin III
ghie g mau Pat tiéu chuan ISO 13485: 2016
rat gon <
Hodc tuong duong
Dung dich rira giai Thanh phan: Nuéc, Bis Tris HCL. Thudc thir pha 1 dung trong phén tach va dinh
pha dong 1 cho xét lugng hemoglobin binh thuong va hemoglobin bién thé trong méu. Sin sang sir
12 |nghiém phan tich can 940ml |[dung.
thanh phan huyét sic Dat tiéu chuan ISO 13485: 2016.
tb Hodc tuong duong
Dung dich rira giai Thanh phan: Nuéc, Bis Tris HCL Thudc thir pha 2 dung trong phan tach va dinh
pha dong 2 cho xét lugng hemoglobin binh thuong va hemoglobin bién thé trong méu. Sin sang sir
13 |nghiém phan tich can 940ml |[dung.

thanh phan huyét sic
tb

Dat tiéu chuin ISO 13485: 2016.
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: mau toan phan ly giai chira cac hemoglobin F, A, S va C. Chat danh
, ST 2 dau dinh duoc sir dung cho chuong trinh kiém soat chat luong xét nghiém xac dinh
Hoa chat hiéu chuan . \ Ao 1Ak . A e TayAs AA R
. A R hemoglobin toan phan va cac bién thé hemoglobin. Dang dong goi: Bt dong kho.
cho xét nghiém phan R . . . , ., s . ey A e
14 , . N Hop |2x1000uL (Hoan nguyén va pha loang trudc khi st dung bang dung dich ly gidi hong cau tiéu
tich thanh phan A
huyét s 16 choan
Y Pat tiéu chudn ISO 13485: 2016.
Hoac tuong duong.
Thanh phan: Silica gel. Cot phan tich dugc sir dung trong xét nghiém dinh tinh cac
Cot sic ky phén tich bién thé hemoglobin va dinh lugng hemoglobin HbF va HbA2 trong méau toan
15  |thanh phan huyét sic chiéc 1 chiéc [phan tinh mach, mao mach va vét mau khé ctia ngudi. Sin sang sir dung.
t6 Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Thanh phén: Nudc; Ethanol, Methanol. Dung dich rira dugc str dung cho xét
Dune dich rira hé nghiém dinh lugng ty 1é glycated hemoglobin toan phan va/hodc phan tach va dinh
16 th A'ng ’ i Binh 940ml |lugng cic hemoglobin binh thuong va bt thudng trong mau. Sin sang sir dung.
one Pat tiéu chudn ISO 13485: 2016.
Hodc tuong duong.
Thanh phan: Nuéc, Triton X100, Bis Tris HCI. Thudc thir pha lodng dugc sir dung
cho xét nghiém dinh luong ty 16 glycated hemoglobin toan phin va/hodc phén tach
17 D:mg dklch ly giai Binh oaoml |2 dinh luong cac hemoglobin binh thuong va bat thudng trong mau. San sang s
hong cau dung.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Thanh phan: M4u toan phan ly giai chira cac hemoglobin A, F, A2 va S. Chét kiém
Hoa chat kiém chuan chimg dugc str dung trong chuong trinh kiém soat chat lugng xét nghiém dinh
18 c’ho xé:c nghié{n phén Hop 4x300pL luq?g HbA2 va HbF. Dang dong goi: Bot dong kho. Hoan nguyén va pha loang
tich thanh phan trudce khi sir dung
huyét sic t6 Dat tiéu chuan ISO 13485: 2016.
Hodc tuong duong
Thanh phan: gém hai loai hoa chét: - Hoa chit Erythrolyse gdm thanh phén chira:
Hoa chit dung dé chat 1am wdt 0.3-1.5g/L, Formic Acid 1.2 mL/L - Hoa chit StaliLyse gdm thanh
chuan bi mau (ly giai 1900mI+8 phan t6i thiéu: Sodium Carbonate 6 g/L
19 |hdng ciu va bao vé Hop s0m] Muc dich sir dung: Hoa chét dé thyc hién phan tich ndm thanh phan bach ciu trong
bach céu) cho xét mot mau mau, sit dung phwong phap do két hop thé tich - d6 dan - do tan xa.
nghiém huyét hoc Dat tiéu chuan ISO 13485: 2016.
Hodac tuong duong.
Dune dich nhuém Thanh phan: Gom 2 loai hoa chit c6 thanh phan chita: Reagent A- Retic Stain:
;u £ {c ”u T New Methylene Blue 0.06% (w/v) + Reagent B- Retic Clear: Sulfuric Acid 0,15%
hong cau luédi dung n 1900ml+3 Ly . FON A A s A LA X .
20 , P Hop Muc dich str dung: Hoa chat 1am sach hong cau va nhuém hong cau ludi.
cho xét nghiém 80ml

huyét hoc

Dat tiéu chuin ISO 13485: 2016.
Hodc tuong duong.




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan chira: Mudi Ammonium bac 4 (QACs) 5-80 g/L, Sodium Sulfite 1-5
g/L.
Dung dich ly giai Muc dich sir dung: Chét ly giai hong cau dé dinh lwong hemoglobin, dém hdng cau
21  |dung cho xét nghiém | Hop 5L |c6 nhan (NRBC), dém va do kich thudc bach ciu trén hé théng phan tich té bao
huyét hoc huyét hoc.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Thanh phan chira: Sodium Sulfate 13.73 g/L, Sodium Chloride 1.04 g/L,
Tetracaine HCL 0,02 g/L, Imidazole 2,85 g/L.
Dung dich pha loang Muc dich str dung: Dung dich d¢m pha loang déng truong két hop véi mot tac
22 |ding cho xét nghiém | Hop 10L  |nhan ly giai khong chira cyanide dung dé ¢ém va dinh ¢& cac té bio mau trén hé
huyét hoc thong phan tich té bao tu dong.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Dung dich rua dung Thanh phan chira: Dung dich chira enzym phan giai protein.
23 cho may phan tich Hop 10L  |Muc dich sir dung: Chét tiy rira dé st dung trén cac ciu phan ciia may phén tich
huyét hoc huyét hoc khi tiép xtic v6i cac mau méu.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Thanh phan: 3 mic: 1, 2, 3. Gom hong cau duoc 6n dinh trong méi truong dang
truong, thanh phan gidng tiéu cau va hong cau ¢ dinh mé phong bach cau va hong
Ix 3.5ml cau ¢ nhan. o ] ’ 7 .
o 7 Level I Muc dich st dung: H(’)a’chét klémrchuf?m huy€3t hqc duogc st dung dé theo doi su
Chat ki€m chuan hoat dgng ciia may huyét hoc. Chat kiém chuan té bao xac nhan va theo doi do
| A . A A 1x3.5ml ; L A1 N1 » an N . A g - Y
24 |dung trén may phéan Bo Level 11 chinh xac cua thiét bi va hiéu qua d6 chum bang cach cung cap gia tri gio d@ dém,
tich huyét hoc 153.5ml dinh ¢, xac din}} hemoglobiNn, dém NRBC va ph:?ln biét T€ bao l?ach cau bang
Level III cong ngh¢ do thé tich - d6 dan - d6 tan xa. Bao gom cac thong s6: WBC, RBC,
Hgb, NRBC, MDW, LDW.
Pat tiéu chuin ISO 13485: 2016.
Hodc tuong duong.
Chét kiém chuin Thflnh ph?ui: még dur}g dich chira cac hat nhwa polystyrene trong chat dém chira
may dung hiéu chinh chat hqat d?ng be ma‘f L . a1k NN R £
. Fon 2, Muc dich str dung: Hoéa chat st dung trén hé thong phan tich t€ bao tu dong ket
thong so ve thé tich, . 1, A 2 e g . A LA R N
25 N R Lo 1x4ml [hgp cac hoa chat phan tich dé theo doi gia tri phép do cac thong so vé thé tich, do
d0 dan, tan xa trén X,
may phan tich huyét dan, Fan .
Pat tiéu chuan ISO 13485: 2016.
hoc <
Hodc tuong duong.
Thanh phan: gdm hong ciu ngudi, thanh phan c6 kich thude tiéu cau duge 6n dinh
trong moi truong ding truong Hong cau ¢ dinh dugc thém vao dé mo phong bach
Chét chudn m4 cau.
2 dl‘n?g (t:rél;alt;z;aghén Hop 1x3 3ml Muc dich sir dung: Chat chuan ding dé chinh hé s6 trén hé thong phan tich té bao

tich huyét hoc

tu dong, bao gdm céc thong s6 WBC, RBC, Hgb, MCV, Plt, MPV, két hop véi
thudc thur cu thé.

Pat tiéu chuan ISO 13485: 2016.

Hodc tuong duong.




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: Gom 3 mtc: 1, 2, 3. Chtra gdm hong ciu dugc 6n dinh trong moi
4x35mlLe N 2 , N X e X S e am 2 .
£ 1sR 2 truong dang truong, cac thanh phan giong hong cau ludi da dugc On dinh.
Chat ki€m chuan vell L . L, 1i R 2 £ , 2 n
dime cho XN hén 453 5SmiLe Muc dich str dung: Hoa chat ki€ém chuan huyét hoc dugce stir dung dé theo doi sy
27 }l & R , & Hop ) hoat dong ciia may huyét hoc. Chét kiém chuin té bao xac nhan va theo doi d6
cau ludi trén may velll , P AP Y i N , A g PO
., z chinh xac cua thi€t bi va hi€u qua d chum bang cach cung cap gia tri do d€ nhan
phan tich huyét hoc 4x3.5mlle|, .z . x & 13 . . 2 Y s
vellll biét hong cau ludi bang cong nghé do thé tich - d6 dan - d6 tan xa.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong.
Thanh phﬁn: 3 muec: 1,2, 3. Gom héng cau dugc 6n dinh trong moi trudong déng
truong, thanh phan giéng tiéu cau va hdng cau c¢b dinh mo phong bach cau va hong
1x 3.5ml cau c6 nhan.
) Muc dich sir dung: Hoa chét kiém chuan huyét hoc duoc str dung dé theo doi sur
Level 1 A~ , . K A, 12 R A A1 . A \ ~: aA
hoat dong cua may huyét hoc. Chat ki€ém chuan t€ bao xac nhan va theo doi 4o
. 1x3.5ml N ., K n Y an N , 2, 2 3k
28 B6 Level 11 chinh x4c cta thi€t bi va hiéu qua d6 chum bang cach cung cap gia tri do dé dém,
1535 |dinh ¢, xéc dinh hemoglobin, dém NRBC va phan biét Té bao bach cau bang
Chét kiém chuan cho Level 11 |cOng nghé do thé tich - d6 dan - do tan xa. Bao gdm cac thong sb: WBC, RBC,
xét nghiém Téng VT |Hgb, NRBC, ..
phan tich té bao mau Dat tiéu chuan ISO 13485: 2016.
ngoai vi Hoac tuong duong.
Hoa chit dung dich Thanh phan Acid clohydric 100 mmol/L
dung dé 1am sach R Hoa chat dung dich dung dé 1am sach trén hé théng may doéng mau tu dong.
2 . H 1 1 ) S5 : S
? lrén he théng may op x300ml 10y ¢ tieu chuan ISO 13485: 2016
dong mau ty dong Hoac tuong duong.
Hoa chét dung dich Thanh phan dung dich natri hypoclorit chira < 5% clo.
ding dé 1am sach va Hoa chit dung dich dung dé 1am sach va tay nhiém trén hé thdng may déng mau tu
30 [ty nhiém trén hé Hop 1x80ml |dong
thong may dong mau Dat tiéu chuan ISO 13485: 2016
tu dong Hodc tuong duong.
Hoa chét dung dé Thanh phan chira dung dich nude mudi chira < 0.1% natri azide.
31 pha loang trén hé Ho 1x100ml Hoa chit dung dé pha lodng xét nghiém chuan may trén hé thong dong mau
thong phan tich dong °P Pat tiéu chuan ISO 13485: 2016
mau Hodc tuong duong.
Thanh phan: huyét twong ngudi. Dang bot kho
Chat kiém ching Hoa chat dung dé kiém chuan cho xét nghiém dong mau: PT,APTT,
muc bat thuong thép TT,Fibrinogen, Antithrombin, Protein S, Protein C, Hepatocomplex ¢ dai do bat
32 |dung cho cac XN Hop 10xIml [thuong thdp
trén may phan tich Thoi gian 6n dinh > 24 gi& v6i XN PT,APTT,Fibrinogen
dong mau Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong.




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: huyét trong ngudi. Dang bot kho
I , Hoa chit dung dé kiém chuén cho xét nghiém dong mau: PT,APTT,
Chat kiém chung oo , C A A A Lk . . .
L . TT,Fibrinogen, cac loai yéu t0, yéu t6 Von Willebrand, Antithrombin,
mrc binh thuong . . iy . . © 1a:
. , . Plasminogen, Plasmin Inhibitor, Protein S, Protein C, Hepatocomplex ¢ dai do
33 dung cho cac XN Hop 10x1ml |, . .
trén may phan tich binh thuomg
don mZi/ P Thoi gian 6n dinh > 24 gid véi XN PT,APTT,Fibrinogen
ong mau Pat tiéu chuén 1SO 13485: 2016
Hoac tuong duong.
£o1 A , Thanh phan: huyét trong ngudi. Dang bot kho
Cl}at k}ern cl‘lung Hoa chét dung dé kiém chuin cho xét nghiém dong mau: PT,APTT,
mirc bat thuong cao g % \
34 |dine cho cic XN Ho 10x1ml Hepatocomplex ¢ dai do bat thuong cao
tréngmé e P Thoi gian 6n dinh > 24 gid véi XN PT,APTT
) y P Dat tiéu chuan ISO 13485: 2016
dong mau 3
Hoac tuong duong.
Hoa chét dung dich Thanh phaI.l 2-Methyl-4-1s0th1azo711n-3-one hydrochloride (Methylisothiazolinone
dine dé xtic ria trén hydrochloride)< 0.005 %. Dang 16ng.
35 he tl% Sne ohan tich Hop 1x4000ml |Héa chit dung dich dung dé xuc rira trén hé théng phén tich dong mau tu dong
¢ thong phan - Pat tiéu chudn ISO 13485: 2016.
dong mau ty dong 8
Hodac tuong duong.
Thanh phan gom thudc thir APTT Reagent va Calcium Chloride.
Hoa chit do thoi AAPTT‘ReaA’genT chm} thuoc thir phospholipid tong hop, chat kich hoat silica keo,
-an APTT- khon dém va chat bao quan.
ﬁha v&i khan & 5x10mlts Calcium Chloride chira dung dich calci clorua (0,020 mol/L) va chét bao quan.
36 Ay vor g Hop Hoa chit ding dé XN thoi gian APTT déng goi kém theo Calcium Chloride
photpholipid danh x10ml A g \ P A a4 \ a4 o
, N Do on dinh str dung sau khi hoan nguyén (hoac md nap) > 30 ngay nhiét do 2-8 do
cho may phan tich X ny an R N
done ma C, > 10 ngay nhiét d9 15 do C trén may
gmau Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chét kiém chimg TPanh pPa?: hgyet tuong nAgumAchua heparin trong luong phén tu thap (LMWH),
. . dém, chat 6n dinh. Dang bot kho
dung cho XN dinh i s 2.2 2 L e . N
. Hoéa chat dung dé kiém chuan cho XN xac dinh Heparin trong lugng phan tr thap
luong Anti Xa R Sx1ml+5x .- £\ da
37 (LMW Heparin) trén Hop Iml trong dai do thap va dai do cao
mév phin Ech don Thoi gian on dinh >2 ngay nhiét d6 2-8 46 C, > 1 ngay nhiét do 15 d6 C trén may
P g Pat tiéu chuin ISO 13485: 2016
mau <
Hodc tuong duong
Chét chuan ding cho Thanh phan: huyét twong ngudi. Dang bot kho
xét nghiém dinh 3x1ml+3x [Héa chét dung dé hiéu chuan cho XN dong mau Heparin > 3 mirc
38 luong Anti Xa trén Hop Iml+3x1 |Thoi gian 6n dinh > 2 ngay nhiét d6 2-8 do C. > 1 ngay nhiét d6 15 do C trén may
may phan tich dong ml Pat tiéu chuan ISO 13485: 2016
mau Hodc tuong duong
, Loas 2 Thanh phﬁn: Thrombin bo (35 UNIH/mL) chira albumin bo, calcium chloride, chat
Hoéa chat dung dé Ao AR LA
XN dinh luon dém va chat 6n dinh. Dang bot kho
Fibririo en ‘thio Hoa chit dung dé XN dinh lugng Fibrinogen-Clauss
39 huon & h;i Clauss Hop 10x2ml |D6 6n dinh sir dung sau khi hoan nguyén (hodc mé nap) > 3 ngay nhiét do 2-8 do
i’rAn m§ p h‘;n o C,> 1 thang nhiét do -20 d6 C, , > 3 ngay nhiét do 15 do C trén may
on may phan te Pat tiéu chun ISO 13485: 2016
dong mau

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Cong phan tg dung trén hé thong may dong mau ty dong bang phuong phap do
Cong phan ung dang quang. Dang nhya rén 4 cong lién khéi trén mot thanh.
khéi dung cho hé R . |Thanh phan: nhya polystyrene
40 thdng may déng mau Hop 12400 cong Dbat chung nhan CE hodc FDA
tu dong Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phén:
Latex Reagent: hat latex polystyrene phu F(ab')2 manh khang thé don dong chudt
(MA-8D3) khang truc tiép D-dimer chira albumin huyét thanh bo, cac chit 6n dinh
va chit bao quan
g e Reaction buffer: Chit dém HEPES chira albumin huyét thanh bo, cac chit 6n dinh
Hoéa chat dung dé v 1A 1 .
. va chat bdo quan
XN dinh luong D- . . . R A NPT Y . .
. 3x4ml+3x [D-dimer Calibrator: D-dimer dang bt kho tich chiét mét phan tir fibrin ngudi
Dimer, theo phuong R A iaiq - . o . X 1AL A s 5
41 . X 1 Hop 6ml+2x1 |dugc phan gidi boi plasmin ngudi c6 chira albumin huyét thanh bo, chat 6n dinh va
phép mién dich latex L .
trén méy phan tich ml |chdt bao quan
don mZup Hoa chat ding d& XN dinh lugng D-Dimer theo phuong phap mién dich d6 duc,
£ loai trir thuyén tic huyét khdi tinh mach (VTE) Ngudng > 500 ng/mL, do nhay >
99.9%, @6 dac hiéu > 40%, do tuyén tinh > 215 - 128000ng/ml (ché d6 auto rerun)
D6 6n dinh st dung sau khi hoan nguyén (hoic mé nép): hoa chit Latex > 30 ngay
nhiét d6 2-8 d6 C , > 7 ngay nhiét d6 15 do C trén may
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Dung dich chira D-Dimer (tinh sach mot phan, c¢6 ngudn gdc tir fibrin
Chét kiém chimg (n%ufzi) d'uqc Rhénigiéi boi I?Iasmin (nguoi) chira albumin huyét thanh bo, dém,
dime cho XN dinh chat on dinh va chat bao quan
g A R 5x1ml+5x |Hba chat ding dé kiém chuan cho XN dinh lugng D-Dimer dai do binh thudng va
42 lugng D-Dimer trén Hép .. £ .
mév phan tich dén Iml  |dai do bat thuong
P g Thoi gian 6n dinh > 30 ngay nhiét d6 2-8 do , > 24 gior nhiét do 15 do trén may
a Pat tiéu chuin ISO 13485: 2016.
Hodc tuong duong
Thanh phan:
Factor Xa reagent: yéu td Xa (bo, tinh khiét) (~5,5 nkat/mL), dém Tris, EDTA,
dextran sulfat, natri clorid va albumin huyét thanh bo.
Chromogenic substrate: co chat sinh mau S-2732 (~1,2 mg/mL) va tac nhan tao
Hoa chit dung cho khoi.
43 XN dinh lugng Anti H6 5x3ml+5x |Hoa chat dung dé x4c dinh hoat do heparin khong phan doan hodc Heparin trong
Xa trén may phan °P 2.5ml |lugng phan tir thip, cac chit trc ché truc tiép yéu té FXa nhu Rivaroxaban,

tich dong mau

Apixaban theo phuong phap so mau.

Thoi gian on dinh Hoa chét Factor Xa > 30 ngay nhiét d6 2-8 d6 C, > 7 ngay nhiét
d6 15 @6 C trén may

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan:
Latex Reagent: hat latex polystyrene phu khang thé don dong cta chudt anti-PF4-
Heparin tinh chiét trong chit dém Tris, c6 chira albumin huyét thanh bo, chat 6n
dinh va chat bao quan
Hoa chat dung dé xét Stabilizer: chat dém PBS c6 chira albumin huyét thanh bo, chat 6n dinh va chét
nghiém phat hién bao quan
tong s6 khang thé 2x1.8ml+2|Complex: phitc hop PF4-PV'S (PF4 tir tiéu cau ngudi to hop véi PVS) trong chat
44 gf?'m Heparin trong Hop x3.2ml+2x|dém PBS c6 chua albumiq huyét thanh bo, chat 6n dinh va chat bao quan. Chira
roi loan HIT, theo i 0.8ml+2x1|0.02% Bronidox nhu 1 chat bao quan
phuong phap mién ml Calibrator: dang bot kho khang thé don dong PF4-Heparin trong chat dém Tris
dich latex trén may chira albumin huyét thanh bo, chét 6n dinh va chit bao quan
phén tich dong mau Hoa chat ding dé XN danh gia bénh nhéan c6 hoi chimg giam tiéu cau khi dung
Heparin (HIT). Hoéa chat dang 1ong va chét chuan. Thoi gian 6n dinh Hoa chat >
60 ngay nhiét dg 2-8 d¢ C, > 36 gio nhiét d§ 15 d6 C trén may
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: khang thé don dong khéang PF4-Heparin (twong ty khang thé khéng
PF4-Heparin ngudi), dém Tris, albumin huyét thanh bo, chat 6n dinh va chét bao
Chat kiém chimg quan. Dang dung dich
cho XN (HIT) déanh Hoa chat dung dé kiém chimg cho xét nghiém (HIT) danh gia hoi chimg giam tiéu
A 1 R 3xIml+3x | . .
45 gia h()\l ching giam Hop Iml cau khi du{lg Heparin )
tiéu cau khi dung Thoi gian 6n dinh Hoa chat > 60 ngay nhiét d§ 2-8 d C , > 24 gi¢ nhiét 46 15 do
Heparin C trén may
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan: huyét twong ngudi. Dang bot kho
Hoa chat ding dé hiéu chuan cho xét nghiém dong mau nhu Fibrinogen, cac loai
Chét chudn diing cho yéu té,yéu td an Willebrand, Antithrombin, Plasminogen, Plasmin Inhibitor,
46 |céc XN trén méy Hop | 10ximi |ProteinS,ProtenCo . o .
. . , ; Thoi gian on dinh > 24 gi¢ nhiét d6 2-8 do C vai xét nghiém Fibrinogen, > 8 gio
phan tich dong mau ny an N o S
nhiét dg 2-8 d9 C vdi cac xét nghiém yeu to
Pat tiéu chuin ISO 13485: 2016.
Hodac tuong duong
Hoa chit ding dé Dgrlg: lz(f)t khé; Do 6n dinl} su d}_{ng E;au khAl hoér} ngu?/én (hodc mé nip) > 7 ngay
XN dinh lrong A nh’1¢t d(i 2—? do CA ,>7 r}gay nhiét dg 1.5 d6 C trén may. ’
47 Fibririogen ';rén méy Hop 10x2ml |Hoéa chat dur}g de XN dinh lugng Fibrinogen, theo phuong phéap Clauss.
., N ) Pat tiéu chuan ISO 13485: 2016.
phan tich dong mau <
Hodc tuong duong
Thanh phan:
RecombiPlasTin 2G: yéu té mo ngudi tai to hop, phospholipid tong hop, chit 6n
dinh, chat bao quan va dém. Dang bot kho
Hoa chat do thoi RecombiPlasTin 2G Diluent : calci clorua, polybren va chit bao quan. Dang dung
43 gian PT danh cho Hop 5x20ml+5 |dich ’ ]
may phan tich dong i x20ml [Hoa chat dung dé xét nghiém thoi gian PT, ISI < 1,05.
mau D6 6n dinh sir dung sau khi hoan nguyén (hoic mé nip) > 10 ngay ¢ nhiét d6 2-8

d6 Cva>10ngay ¢ 15 do C trén may
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan chira silica keo, phospholipid tong hop, dém va chat bao quan.
Hoa chét do thoi Hoa chit dung dé xét nghiém thoi gian APTT déng goi kém theo Calcium
49 gian APTT danh cho Hop 5x9ml+5x [Chloride, thyc hién trén may xét nghiém dong mau. Dang long.
may phan tich dong i 8ml  |bat chiing nhan CE hodc FDA
mau Dat tiéu chuan ISO 13485: 2016.
Hodc tuong duong
Hoa chat ding dé xét nghiém xéac dinh hoat d6 cta yéu t6 IX trén hé thong may
d6éng mau ty dong sir dung phuong phap do quang c6 kha ning phat hién cac yéu
t6 tién phan tich (bao gom tan huyét, mau vang, mau duc, thé tich mau va cuc dong
Lo, vi the).
T.liuoc .thu xet -Dang bot dong kho. Thanh phan t6i thiéu chira: huyét twong ngudi da dugc lam
50 nghiém dinh luong ml 10 x1ml S e .2 .. Ko o2 o i\, . Leod s
hoat tinh yéu t6 IX n.g‘hezo yeuAto IX; Thorrl gian on dinh: toi thiéu tir 24 gio 6 2 - 8 do C, toi thiéu tir 24
gio 015 do C trén may.
Pat chirng nhan CE hoac FDA
Dat tiéu chuan ISO 13485: 2016.
Hoac tuwong duong
Hoa chit dung dé xét nghiém xéac dinh hoat d6 cua yéu t6 VIII trong mau huyét
tuong trén hé thong may dong mau tw dong bang phuwong phap do quang c6 kha
nang phat hién cac yéu td tién phan tich (bao gdm tan huyét, mau vang, miu duc,
Thudc thir xét thé tich mau va cuc dong vi thé).
51 nghiém dinh luong ml 10 xIml |- Dang Bot dong kho. Thanh phén tbi thiéu chira huyét twong ngudi di duoc lam
hoat tinh yéu t6 VIII nghéo yéu t6 VIII. Thoi gian 6n dinh: ti thiéu tir 24 gio 62 - 8 d6 C, tdi thiéu tir
24 gid ¢ 15 do C trén may.
Dat tiéu chuén ISO 13485: 2016.
Hoac tuong duong
Hoa chat ding dé xét nghiém xac dinh hoat d6 cua yéu t6 XI trong mau huyét
tuong trén hé thong may dong mau tw dong bang phwong phap do quang c6 kha
nang phat hién cac yéu td tién phan tich (bao gdm tan huyét, mau vang, mau duc,
Thudc thir xét thé tich mau va cuc dong vi thé).
52 nghiém dinh lugng ml 10 xIml |- Dang Bot dong kho. Thanh phan tdi thiéu chira huyét twong nguoi da duoc lam
hoat tinh yéu t6 XI nghéo yéu td XI. Thoi gian 6n dinh: tdi thiéu tir 24 gid ¢ 2 - 8 d6 C, tdi thiéu tir 24
gio ¢ 15 do C trén may.
Pat tiéu chuin ISO 13485: 2016.
Hodc tuong duong
Thanh phan: Polystyrene
53 |Onglay mau 2.0 mL Tai 1000 cai |Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan:
Chromogenic substrate: co cht sinh mau S-2765, N-0-Z-D-Arg-Gly-pNA.2HCI
, Lon (13,5 mg/lg), dém va chat hoat dong bé mat.
Hoa c{hat dung cho Factor Xa reagent: yéu t6 Xa (bo) (45 nkat/lo), heparin, d€m, albumin huyét thanh
XN dinh lugng s A1, .
54 |Antithrombin trén Hop 4xd.Sml+d bo, va cl}at l?ao quan. . . . , .
méy phan tich dong i x4.5ml Hoa'ch'at d}mg .de XN dml? lugng Antithrombin theg phuong phéap so mau. .
méu Thoi gian 6n dinh Hoa chat Factor Xa > 35 ngay nhiét d¢ 2-8 d6 C, > 2 ngay nhiét

d6 15 @6 C trén may
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

55

Thubc thir xét
nghiém dinh tinh
khang thé IgG khang
khéng nguyén nhan

Hop 96
test

Phat hién dinh tinh cac ty khang thé IgG khang dsDNA, histone,SSA, SSB, Sm,
Sm/RNP, Scl-70, Jo-1, tdim dong (centromere) va cac khang nguyén khac tach
chiét tir nhan HEp-2 trong huyét thanh va huyét twong nguoi véi ki thuat mién
dich hap thy lién két enzym (Elisa).

Téng thoi gian t: 90 phiit & 37°C va 15 phut nhiét ¢ phong

Do nhay: >98%

Do déc hiéu: >98%

Ty 1¢ pha loang mau: 1/101

Doc két qua & budc song 450/620.

Bao gém N-Control, P-Control.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

56

Thudc thir xét
nghiém dinh lugng
khang thé IgG khang
dsDNA

Hop/96
test

Dinh lugng khang thé tw mién IgG khang DNA mach d6i (dsDNA) trong huyét
thanh va huyét tuong nguoi v6i ki thuat mién dich hap thu lién két enzym (Elisa).
Tbong thoi gian 6: 90 phut & 37°C va 15 phat nhiét do phong

Do nhay: >98%

Do dac hiéu: >98%

Ty 1& pha loang mau: 1/101

Doc két qua & budc song 450/620.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

57

Dung cu hut mau
bénh pham chuyén
dung trong cac may
xét nghiém ELISA
300 uL

Khay

Khay /96
tips

Pau con hiit hoa chat 300pl va miu danh cho cac may xét nghiém ELISA tu dong
hoan toan.

Lé6p trong dau con c¢6 phi tinh dién giap nhan biét mirc chat 1ong.
- Vat liéu tip: PP — Polypropylene

- Vit liéu khay: PC — Polycarbonate

- Kich thudec tip:

+ Chiéu dai: 55.0 mm

+Pong tim < 1.5

Kich thuéc khay:

+ Chiéu dai: 126.9 mm

+ Chiéu rong: 88.4 mm

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

58

Dung cu hut mau
bénh pham chuyén
dung trong cac may
xét nghiém ELISA
1100 pL

Khay

Khay /96
tips

Diu con hut hoa chat 1100pl va mau danh cho cac may xét nghiém ELISA tu dong
hoan toan.

Lop trong dau con co phi tinh dién giup nhan biét mic chit long.
- Vat liéu tip: PP — Polypropylene

- Vat liéu khay: PC — Polycarbonate

- Kich thudc tip :

+ Chiéu dai: 97.0 mm

+Pdngtam < 1.5

Kich thudc khay:

+ Chiéu dai:126.9 mm

+ Chiéu rong: 88.4 mm

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cich Tiéu chuin k§ thuat
pham tinh , . )
dong goi
Khay dung hoé chét phan ting, 96 giéng sau. Thé tich 2.0ml. Dung cho may mién
. dich.
Kh iéng sa L
59 lc‘)nay 96 giéng sdu Hop khaS(;hé Chat liéu: polypropylenee
£ YHOP I pat tieu chun ISO/TCCS
Hodc tuong duong
Hoa chat xét nghiém
phat hién 12 loai Xét nghiém cac khang thé nhan (12 loai: nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl-
khang thé khang 16 70, Jo-1, CENP B, dsDNA, nucleosomes, histones, ribosomal P-proteins) béng
60 N - Test R g, x .
nhén st dung ky test/hop |thanh sac ky mien dich
thuat sic ky mién Pat tiéu chuan ISO 13485: 2016
dich Hoac tuong duong
Hl?; ;1112; );e;t 11:) galillﬁ}m Xét nghiém phat hién 23 loai khang thé khang nhan: DSDNA, nucleosome,
Ehén e \¢ [nistones, SS-A, Ro-52, $S-B, nRNP / Sm, Sm, Mi-2a , Mi-2B, Ku, CENP A,
61 nhﬁngs S k%’ Test | o |CENPB,Spl00, PML, Scl-70, PM-Scl100, PM-Scl75, RP11, RP1SS, gp210,
thudt sic k %nign P |pCNA va DFS70 bang thanh sic ky mién dich.
dilclﬁ Y Pat tiéu chuén ISO 13485: 2016
: Hodac tuong duong
Hoa chét xét nghiém
phat hién 14 khang Xét nghiém xac dinh cac ty khang thé trong bénh gan ty mién (14 loai:AMA-M2,
62 thé trong bénh viém Test 16 M2-3E, sp100, PML, gp210, LKM-1, LC-1, SLA/LP, SS-A, Ro-52, Scl-70, CENP
gan ty mién bang k§ test/hop |A, CENP B PGDH) bang thanh sic ky mién dich
thuat sic ky mién Pat tiéu chuan ISO 13485: 2016
dich Hodc tuong duong
Hoa chat xét nghiém
phat hién 4 khang B o .. i , 2 . .x .
thé trone bénh viem 16 Xét nghiém xac dinh cac ty khang thé trong bénh gan ty mien (4 loai: AMA-M2,
63 an tu rfiéﬁ bine k¢ Test test/hd LKM-1, LC-1, SLA/LP ) bang thanh sic ky mién dich
gan f fnien bang ky P pat tiéu chudn ISO 13485: 2016
thuét sac ky mién Hodic twone duon
Hoa f hr:{t xe§ pghlcm . 20 test/lo Thanh phﬁn: CaCl2 trong dung dich dém HEPES va sodium azide - NaN3
64 do d6 dan hoi co cuc Hop x 10 o i
L . |Pat tiéu chuan ISO 13485: 2016
mau dong Lo/1hop -
Hodc tuong duong
B6 kit kich hoat 10 test/lo |Thanh phan: yéu t6 tai to hop mé tisue factor va phospholipid, chit irc ché heparin,
65 |dong mau con duong Hop x 10 chit bao quan, dung dich dém
ngoai sinh Lo/1hop |Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Hoa chit dé kiém
ch}lan ?hat lrum}g Lo dong kho: diéu ché tir plasma ngudi chdng dong bang sodium citrate. Lo pha
mirc bénh ly/ bat . 4 test/lox |, X Ao A s L oan
66 . LT Hop . |lo@ng: bao gom chat 6n dinh, chat dém
thuong cta xét 5 19/1hdp

nghiém dan hoi co
cuc mau

Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thudc thir cho xét
nghiém déanh gia doc
lap vé mirc d¢
fibrinogen va chat 5 test/lo x Th:élnh phan: cytochalasin D / DMSO va CaCl2 trong dung dich dém HEPES va
67  |lugng cua cac Hop 10 1o/ H'l(A)p chat bao quép
polyme hoa fibrin © 77 |bat ti€u chuan ISO 13485: 2016
trong mau citrat Hoac tuong duong
bang cach trc ché cac
thrombocyte
, x Thanh phan: nhya y té, duong kinh chén ~ 8mm, dudng kinh que khuay ~6mm.
6y |Chéndung mausach | o 20 Ipat tieu chudn ISO 13485: 2016
va que khuay chiéc/Hop -
Hoac tuong duong
Hoa chét kich hoat A 10 test/lo Thf‘mh ph?m:. mot floan TAhroﬂmbopﬂlastin phospholipid chiét xuét tir ndo tho, ellagic
69 con dudng noi sinh Hop x 10 acid, dung d{ch dém, chat bao quan
’ Lo/1hop |Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan gdm 2 lo:
70 Hoa chat chuan may Hop 4 test/lo x |Lo dong kho: diéu ché tr Rla§ma nguoi 9h6ng d6ng bang sodium citrate.
mirc binh thuong ; 5 19/1hdp |Lo pha loang: bao gom chat 6n dinh, chat dém
Pat tiéu chuin ISO 13485: 2016
Hodac tuong duong
Thanh phan:
B . P Lo dong kho: chira heparinase 1 chiét xuét tir vi khuén flavobacteria, chét dém va
Hoa chat trc ché . 7 test/lo x . X
71 heparin Hop 10 Lo /hép chat bao quan. )
* "7|Lo pha loang: c6 chira dung moi calcium va sodium azide NaN3, chat bao quan
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Hoa chat trc ché hé N .| Thanh phan: tranexamic acid, CaCl2 trong dung dich d¢ém HEPES va chat bao quan
72 tiu soi huyét Hop 110 Lo/HOPIpy iy chudn 1SO 13485: 2016
Hodc tuong duong
Thanh phén chinh chira chit diét ndm ho ether glycol pha loang trong dung moi
Dung dich rira may nuoe. , s X Ay an , .
73 dong m;z'lu ur déng Can 2500ml |Dung dich ra pha san cho cac h¢ thong phan tich d6ng mau tu dong,
T Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Mot hop bao gdm:
- Thudc thir 1: chira thromboplastin déng khé dugc chiét xudt tir ndo tho. Ngoai ra
Hoa chét xét con chtra mot chét e ché heparin dac higu.
74  |nghiém PT Hop 12x10ml |- Thudc thir 2: dung moi hoa tan cé chira canxi.
(thromboplastin) Ho4 chét xét nghiém thromboplastin trén may dong méau tw dong.

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
. 1A s " Hoa chit dung dé xac dinh thoi gian thromboplastin hoat héa timg phan (APTT)
75 I:;E}?rhat xét nghiém Hop 6x5ml  |trong huyét twong, chira cephalin tir mo néo thé, dung dich dém kaolin.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dinh lugng, phan tich fibrinogen trong mau huyét twong c6 heparin trén hé théng
dong mau cong nghé bi tir. Hoa chit chira thrombin nguoi da citrat hoa cd chua
Hoa chat dinh lugng R canxi (khoang 100 NIH units/ml) va c6 chira mot chat ic ché dac hiéu heparin
76 . Hop 12x4ml|. . . . N . X R , .
Fibrinogen inhibitor cho phép phan tich fibrinogen trong mau huyét tuong c6 heparin.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Hoé chét Canxi Dung dich Canxi Clorua 0.025 M dung cho cac xét nghiém dong méau nhu thoi
) <\ . r . <\ A , A ’ ’ A t;’\
77 Clorufl 0 OZiM dlAmg Hop 24x15ml glan ho‘at hoal 'thromboplastln tung phan (APTT) hay cho céc phan tich cac yéu to
cho xét nghiém dong con dudng ndi sinh.
mau Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Ho4 chit dung pha Dung dich pha loang cho xét nghi¢m dong méu (dung dich dém) c6 pH khoang
78 loang mau cho xét Hop 24x15ml |7,35.
nghiém Fibrinogen Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
anh phan: ium h i § 0<19
Dung dich rira kim Tl}an IA) afl p(')tassium; ydrorx1deA nong ’do AA> . , ‘
79 |mév done méau tu Ho 24x15ml Hoba chat rira kim hé thong may dong mau tu dong, bén trén may 5 ngay.
Y CONg At P Pat tiéu chuin ISO 13485: 2016
dong <
Hodc tuong duong
A s Thanh phan: huyét twong binh thudng va bt thudng danh cho viée kiém soat chét
Hoa chat dung kiém . oo f N f X . A
hudn cho xét luqng cac xét ng}11¢m khang nguyén bang phuopg phap mién dich d6 duc.
80 ICI hiem dinh Twon Hop 24x1ml |- Chat kiém chuan cho xét nghiém D-Dimer, Yéu to VWF va protein S Free.
grvm S Hong Pat tiéu chudn ISO 13485: 2016
D-Dimer <
Hodc tuong duong
- Pinh lugng D-Dimer huyét twong tinh mach bang phuong phap do mién dich d¢
duc. Hoa chét gom:
« Thubc thir 1: 6x5ml dung dich dém chira tic nhan ngan chin di khang thé (bao
21 Ho4 chét dinh luong Ho 6x5ml + |gdm yéu td dang thép).
D-dimer °P 6x6ml  |* Thubc thir 2: 6x6ml dung dich huyén phil vi hat latex dugc phu boi hai khang thé
don dong khac nhau khang D-dimer nguoi.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Cong phan tng trén may dong méau ty dong. Cong dang cudn, mdi cudn chira 1000
Cuvette phan {mg A 1000 C(:)ng dm,l’ cac céng don duoc 1:21m bfmg nh’ua tr(:ng s1f6t gin trén ruy bang, mdi
82 e Cudn 1 cong chira 01 vién bi tir dugc lam bang thép khong gi.
kém bi tur giéng

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh . . :
dong goi
Thanh phan: Huyét twong ngudi binh thuong va bat binh thudng c6 citrated dang
d6ng kho; gdm hai mirc ndng d6 khac nhau cua cac chi s dong mau thuong quy:
Hoé4 chit Rountin PT, aPTT, TT, Fibrinogen, Antithrombin.
83  |dung kiém chuan cac Hop 12x2x2ml |Hoa chét kiém chuan xét nghiém dong mau thuong quy, dung cho may dong méau
xét nghiém dong mau tu dong.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich pha lodng mau toan phﬁn, duoc st dung dé do s6 lugng va kich thudce
Hoa chat pha loding f:;n té bao mau trong xét nghi¢m téng phan tich té bao mau ngoai vi tg dong hoan
84 E‘mg chomdy huyét | Thung | 1x20L |1y b ohan:. Sodium chloride 0.7%: Tris buffer 0.2%: EDTA-2K 0.02%
o¢ Pat tiéu chun ISO 13485: 2016
Hoac tuong duong
Hoa chat xac dinh Thanh phﬁn: Dung dich ly giai héng cau dé dinh lugng Hemoglobin trén hé théng
85 |nong do huyétsictd | Hop |3 x 500ml |phan tich té bao tw dong
trong mau mau Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
, £ . Thanh phén: Dung dich mudi hitu co; chit hoat dong bé mat khong phan cuc
Hoa chat ly glal , £ cas 2K £ by A ge1 A 2 A A
26 dime cho mav phan H6 | x 5L Hoa chat ly giai dém s6 lugng bach cau, bach cau ai kiém, hong cau nhan
8 €10 TAYD °P Pat tiéu chudn ISO 13485: 2016
tich huyeét hoc <
Hoac tuong duong
Thanh phan: Polymethine; Ethylene Glycol
Hoa chit nhuém céc Dung tich: = 160 ml
Lo s N N Thudc thr nhudm nhan dé xac dinh cac té bao bach cau, héng cAu nhan va bach
87 t€ bao bach cau, Hop 2x82ml |
hdng ciu nhan cdu ua base. \
g Pat tiéu chun ISO 13485: 2016
Hodc tuong duong
Hoa chit Iv gidi Thanh phan: Chét dién hoat khong ion hoa 0.17%
oachatly g Mubi Amoni hitu co bac 4 0.07%
dung dém céac bach , < e, P e a N , N
N , R Hoa chat ly giai tinh s luong va ti 1€ % bach cau trung tinh, bach cau lympho,
88  |cau trung tinh, Hop 1 x5L A . N .
Ivmbho. mono va ua bach cau mono, va bach cau wva axit
YIIPRO, Pat tiéu chuin ISO 13485: 2016
axit 1 3
Hodc tuong duong
Hoa chit Iv gii Thanh phan: Chét dién hoat khong ion hoa 0.20%
ding dém }é i bach Muéi Amoni hitu co bac 4 0.07%
¢ : . A o £ \ 12140 A . A
89 |cAu trung tinh, Hép I x 5L Hoa chat ly giai tinh s luong va ti 1€ % bach cau trung tinh, bach cau lympho,

lympho, mono va va
axit 2

bach ciu mono, va bach cAu ua axit
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: Polymethine 0.002%; methanol 3.0%; Ethylene Glycol 96.9%
Cong dung: duoc st dung dé danh déu céc bach cau trong cic mau mau da dugc
90 HA()a‘ chat nhuf)m cac Hop 2 % 42ml pha A’loing va l}: giai nhdm phan loai cac thanh phan bach ciu bang may xét nghiém
té bao bach cau huyét hoc tu dong.
Dat tiéu chuan ISO 13485: 2016
Hodc twong duong
Thanh phan: Tricine buffer 0.17%
, £ - Dung dich pha lodng mau cho méy xét nghiém huyét hoc ty ddng dung cho kénh
91 I;;O 3 C?ﬁtnphakloim,g. Hop | 1xIL |RETvaPLT-F
¢ o hong cau fudl Pat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan: Polymethine dye 0.03%; methanol 7.9%; Ethylene Glycol 92.0%
Puoc sir dung dé danh déu hong ciu ludi trong cac miu mau da dugc pha lodng
Hoa chét nhuom dé R nhim xac dinh sb lwong hdng cau ludi, ty 16 phan trim hdng cau ludi va s lugng
92 A A L. H()p 2 x 12ml L2 A N , , . J4 A
do hong cau ludi tiéu cau bang may xét nghiém huyét hoc tu dong
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Sodium Hypochloride (ndng do clo 5.0%)
Cong dung: mot chit tiy rira c6 tinh kiém manh dé loai bo cac thudc thir ly giai, du
93 Hoa chét rira may H6 20 x 4m] lwong té bao va cac protein trong mau con lai trong hé thdng thuy luc ciia may xét
huyét hoc P nghiém huyét hoc ty dong, may phét va nhudm lam
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phén: bao gém té bao RBC, WBC, PLT, NRBC ¢6 nguén géc tr mau nguoi
ChAt chuén cho hé Cong dung: vat licu kiém soat huyét hoc nhim kiém tra chét luong ndi bo trén hé
94 théng may phan tich Lo 1 x 3ml théng may xét nghiém huyét hoc mirc 1
huyét hoc mirc 1 Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phén: bao gém té bao RBC, WBC, PLT, NRBC ¢6 nguén géc tr mau nguoi
ChAt chuén cho hé Cong dung: vat licu kiém soat huyét hoc nhim kiém tra chét luong ndi bo trén hé
95  |thdng may phan tich Lo 1 x3ml [thdng may xét nghiém huyét hoc murc 2
huyét hoc mirc 2 Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: bao gdm té bao RBC, WBC, PLT, NRBC c6 ngudn gbc tir mau ngudi.
i , A . A A - R , A M - R h,( 1 A A A h,\
Chét chuin cho hé g%r:lg (rl;;;lgxxé/?tn hﬁlilé:e}?; sgta]t1 (};:}rljfr B(;c nham kiém tra chat lugng ndi bo trén hé
96  [thong may phan tich Lo 1 x 3ml 8 may B yerue

huyét hoc mirc 3

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh
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STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: Thudc thir dong kho chira: nhau thai kho (sau hoan nguyén: < 60
Ho# chét xéc dinh g/P), Calcium Ch}ond? (sxau'hoan nguyer‘lz ~.1 .5 g/L), Chat 'on dinh, Chat baoA’ quan.
. R , R Cong dung: Thudc thir dé dinh lugng thoi gian prothrombin (PT) trong huyét
97  |thoi gian dong mau Hop 10 x 4ml Lk N o S
(PT) tuong nguodi chong dong boi natri citrate.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Thudc thir dang 16ng, sin sang cho sir dung, chira: Hon hop cua
Hoa chat dé xac dinh phosphatide dau nanh tinh ché va cephaline tho trong 1.0 x 107-4 M acid ellagic,
thoi gian Chat bao quéan, Chét 6n dinh, Chét dém.
98  [thromboplastin mot Hop 10 x 2ml |Thudc thir: Thudc thir dung dé dinh lugng thoi gian thromboplastin mot phan hoat
phan dugc kich hoa (APTT) trong huyét twong nguoi chéng déng bang natri citrate.
hoat (APTT) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Thudc thir d6ng khé chira: Thrombin bo (sau hoan nguyén: ~100
A IU/mL), Chét 6n dinh, Chat dém.
Hod chat xac dinh Thuéc thir xét nghiém dinh luong fibrinogen trong huyét trong ngui chéng don
99  |ndng d6 Fibrinogen Hop 10 xIml |, Hoe . © . gt d s OFeT Hofg uye £ ngual chong dong
trone huvét tron bang sodium citrate
gy & Pat tiéu chun ISO 13485: 2016
Hoac tuong duong
o ia Thanh phan: Calcium Chloride (0.025 mol/L) duoc st dung lam thudc thir bd sung
Hoa chat bo sung cho cac xét nghi¢m dong mau
100 jeho cac xétnghiem |~ Hop |\ 10x 15mlip, s chudn 1O 13485: 2016
dong méau <
Hoac tuong duong
Thanh phéan: 2.84 x 10"—2 M Sodium barbital trong 1.25 x 10—1 M sodium
Dung moéi pha loang chloride pH 7.35 + 0.1. dung lam dung dich dém pha loang cho cac xét nghiém
101  [cho cac xét nghiém Hop 10 x 15ml [dong mau
d6ng mau Dat tiéu chun ISO 13485: 2016
Hodc tuong duong
N A . . . o A A , \ \
Dung dich rira kim T.hanki ph'f\n. S;odAlur.n hy]iaochlrorlte l.O’A) (nrong d.(a clo Eloat tlflh) durAlg lam ‘dung‘
102 |hit mau va kim hat Ho 1% 0L dich tay rira d€ v€ sinh kim hut cho may xét nghiém dong mau tu dong hoan toan.
Py P Pat tiéu chudn ISO 13485: 2016
thuoc thr <
Hodc tuong duong
o Thanh phén: Hydrochloric acid 0.16%, Chat hoat dong bé mit khong ion hoa
Dung dich ra dung . . S o DO , N A
103 lcho méav déne mau o I x 0.50%. Dung lam dung dich rira cho may xét nghiém déng mau hoan toan tu dong.
yoone P | 5000ml [Pat tiéu chun ISO 13485: 2016

tu dong co tinh acid

Hodc tuong duong
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Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan: Thudc thir dong kho chira: Huyét tuong ngudi, Chat 6n dinh: HEPES
chat chuan dung dé (h:)atinglx)en: 12, gl) o . . L A e , .
danh eid vi bhn Vat liéu kiém soat trong gidi han binh thuong cho céac xét nghiém dong mau: Thoi
, % . p i gian Prothrombin (PT), Thoi gian thromboplastin mot phan hoat héa (APTT), Thoi
tich @6 1éch va do . . . e . X oan ,
104 |1p lai ctia céce xét Ho 10x 1m] 8120 thrombin (TT), Thoi gian Batroxobin, Fibrinogen, Cac yéu to dong mau IL, V,
4P o N P VIL, VIIL, IX, X, XI, XII, XIII va vWF, Chét trc ché: Antithrombin III, protein C,
nghiém phan tich . . . IO £ . , A tA i Tin
oy . protein S, a2-antiplasmin, chat irc ché C1, Plasminogen, Céc chat phan tich lién
trong gidi han binh i .
thuon quan ProC, Khang dong Lupus.
& Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phéan: Thudc thir dong khé chira: Huyét twong ngudi, Chét 6n dinh: HEPES
(hoan nguyén: 12 g/L).
Chét chuan dai bénh Vit liéu kiém soét trong gidi han bénh 1y cho cac xét nghiém déng mau: Thoi gian
ly cho céc xét Prothrombin (PT), Thoi gian thromboplastin mot phan hoat hoa (APTT),
105 [nghiém dong mau Hop 10 x Iml |Fibrinogen (Phwong phap Clauss), Cac yéu té dong mau II, V, VII, VIIL, IX, X, XI,
thudng quy va dac XII, XIII va vWF, Chét trc ché: Antithrombin III, protein C, protein S, a2-
biét antiplasmin, chét trc ché C1, Plasminogen, Thoi gian Thrombin.
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan: Thudc thir dong khé chira: Huyét trong nguoi, Chat 6n dinh HEPES
(sau hoan nguyén: 12 g/L).
Chat hiéu chuan cho cac xét nghiém dong mau sau: Prothrombin time (PT),
ke A Fibrinogen (Phuong phéap Clauss), Nhirng yéu té dong mau: FIL FV, FVIL, FVIII,
Hod chat higu chuan . FIX, FX, FXI, FXII, FXIII vi vWF, Céc chét tic ché: Antithrombin III, protein C,
106 [cho cac xét nghiém Hop 10 x Iml . . . I Z . \ \ o
R , protein S, a2-antiplasmin, chat ic cheé C1, Plasminogen. St dung lam phuong tién
dong mau ~ x A Ao A £ y 2 < .
pha loang mau cho mdt s6 xét nghi¢m néu dugc chi dinh trong to trng dung cua
cac xét nghi¢ém nay.
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Cong phan ung duoc
ding dé chira mau va R .. |Cong phan ting ding dé chira mau va hoa chit trén may dong mau
107116 chét trén méy Hop | 3000 cdi 1 ian chudn 1SO 13485: 2016
dong mau ty dong Hodc tuong duong
Thanh phan: 1a Thudc thir d6ng kho chira: cac hat polystyrene phu khang thé don
3x4ml + |dong khang D-dimer ¢ chudt (sau hoan nguyén: 0.1 g/L), Albumin nguoi (sau hoan
, £ n 3x5ml  |nguyén: 0.5 g/L), Dém, chat bao quan.
108 H.oa chat xét nghlcm Hop +3x2.6ml |Thudc thir cho xét nghiém dinh lugng san pham thoai giang fibrin lién két chéo (D-
dinh lugng D-Dimer . 1 o1z R o . .
+ 3x5ml |dimers) trong huyét twong nguoi chong dong bdi sodium citrate.
+2x1ml |Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chét chuan mirc . X L e o 5 N T
. \ ., Thanh phan: Thuoc thir dong khé chira: Huyét trong nguoi, Chat bao quan.
binh thuong va mirc Ay 1ia 1iR . . \ S LAl 1o . A .
109 |benh 1v cho xét 6 S5x1ml + |Vat liéu kiém soat trong gidi han binh thuong va bénh 1y cho xét nghiém D-Dimer.
Py P 5xIml  |Pat tiéu chuin ISO 13485: 2016

nghiém dinh lugng
D-Dimer

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
thAu OC;thu hé thong 2 Thanh ph?m: peptide kich hoat thu thé thrombin 6, chat dém va chét 6n dinh. Dung
tiéu cau ROTEM dé . o x A . ~ , A s .
, o dich pha lodng ti€u cau: Dung dich pha lodng chira NaCl 0,9% c6 chat bao quan.
danh gia chirc nang . I1test/lo x R A i L 2 A a2 as e 2
110 RS , Hop - |Thuoc thir hé thong may do chirc nang tiéu cau dé danh gia chirc nang ti€u cau
tiéu cau bang cach 10 Io/hdp |, + , , . 2 . A, £ o
, . bang cach kich hoat con duong thu thé thrombin trong toan by mau chong dong.
kich hoat con duong . 2
2 . Dat tiéu chuan ISO 13485: 2016
thu thé thrombin g
Hoac tuong duong
Céng dung mau tich Cong st dung cho xét nghiém dénh gia chirc nang tiéu cau, chira mot thanh khudy
111  [hop dién cuc do Hop 10 chiéc |va cac dién cuc
chtre nang tiéu cau Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
thudc thir hé thong Thanh phan: adenosine 5’-diphosphate va chét 6n dinh.Dung dich pha lodng tiéu
tiéu cau ROTEM dé cau: Dung dich pha lodng chira NaCl 0,9% c6 chit bao quan.
112 danh gia chuc nang H6 ltest/lo x |Thudc thir may do chirc ning tiéu cau dé danh gia chirc ning tiéu ciu bang cach
tiéu cAu bang cach P 10 1o/hdp |kich hoat con duwdng thy thé ADP trong mau toan phan chéng dong.
kich hoat con duong Dat tiéu chuén ISO 13485: 2016
thy thé ADP Hodc tuong duong
thudc thir hé thong Thanh phan: axit arachidonic, chit dém va chit 6n dinh. Dung dich pha lodng tiéu
tiéu cau ROTEM dé cau : Dung dich pha lodng chira NaCl 0,9% c6 chat bao quan..
13 danh gia chuc nang H6 ltest/lo x |Thudc thir hé thong may do chirc ning tiéu ciu dé danh gia chirc nang tiéu cau
tiéu cAu bang cach P 10 lo/hdp [bang cach kich hoat con dudng axit arachidonic trong mau toan phan chéng dong.
kich hoat con duong Dat tiéu chun ISO 13485: 2016
axit arachidonic Hodc tuong duong
- Chét hép thu dung cho xét nghiém di nguyén. Chét hip thy duoc sir dung trong
Chét hép thy diing treong hgp phat h,len, thay @ang thé IgE chon:g 1;_11A cac ye:u to quyet dinh
. Ao . 50 carbonhydrate phan ting chéo (CCD) trong mau bénh nhan
114 |cho xét nghiém di Cai X . - N \ « . .,
nouven giéng/cai | Dang dong kho, hoan nguyén trudce khi st dung.
gy Tiéu chuén chit luong: ISO 13485:2016
Hodc tuong duong
Kit xét nghiém khang thé khang nhan ANA bang k¥ thuat huynh quang gian tiép.
Kit xét nghiém Thanh phan: Lam kinh chira BIOCHIP (Hep-2 cells, primate liver), khang thé
115 |khéng thé khéng Hép 50 tAest/ nguoi gan phan huynh quang, chung duong,~chun% am, Muoi PBS pH 7.2, Tween
A N « i hoép |20, Mounting Medium, Cover Glass. Pha loang mau: 1:100
nhén ANA bang k¥ D N p
A1 Tiéu chuan chat lugng: ISO 13485:2016
thuat huynh quang b
A Hodc tuong duong
gian tiep
Khay it cho xét Kan u ‘cho xét nghl@:n mle’:n dlchAhuyr’lh qugl}g, su' Sung cho lfml kinh voi 10
116 |nehiam mian dich Cai T dung cho h¢ thong xét nghiém xét nghi€ém mién dich huynh quang.
poan e Tiéu chun chit luong: 1SO 13485:2016
yni quang Hodc tuong duong
Hong cau mau dugc sir dung dé phat hién cac khang thé nhoém mau ABO ( Al va
Thubc thir xét B) & trong huyét thanh/huyét trong ngudi (dinh nhom méau phuong phap hong cau
A p ; X \ A I TET £ x A Xm0/ i or ; A
17 nghiém dinh tinh Hop 2x10ml mau). Thanh phan chinh: dich treo t€ bao hong cau 3% cuia nguoi c6 nhém Rh am

khang thé nhém mau
ABO (A1,B)

tinh (D-, C-, E-).
Tiéu chuén chét luong: ISO 13485:2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thudc thir dinh tinh phat hién cac khang thé bat thudng hé hong cau. Thanh phan:
Lo Mot b ba lo hdng cau 0,8 % dé phat hién khang thé bat thuong. Mdi lo chira dich
Thuoc thur xét U 3 , , . . \ - £
A a1, treo té bao hong cau nhom O 0,8% cua nguoi trong dung dich cudong d6 ion thap
nghiém dinh tinh R 2 . . . . . N N
118 , : L, , Hop 3x10ml |dugc bo sung purine va nucleoside, Trimethoprim, sulfamethoxazole. Hong cau
khang thé nhom mau X g
bat thuong mau co Mla' ‘
Ti€u chuan chat lugng: ISO 13485:2016
Hoac tuong duong
A .2 Thanh phan: Ong nhya c6 nép nhin kin chira 0,3ml méi trudng thach ding dé
Mbi trudng kiém tra .2 DU . . X 1A 2 <
nhanh su hién dién ki€m tra nhanh sy hién dién ctia Helicobacter pylori trong mau bénh pham hoac
, N ’ Hop 50  |trén moi truong nudi cdy.Phenol red, Agar, Urea 40%, Na2HPO4, KH2PO4, pH
119 |cta Helicobacter Test f \ o e PO ,
lori trong méu ong 6.8+£0.20 2§ C. Thoi gian doc két qua 2-30 phut
pyTor e Pat tiéu chun ISO 13485: 2016
bénh pham .
Hoac tuong duong
Dang dong kho, bao quan ¢ nhiét do (2°C - 8 °C). Tan suét phan tich miu: 02 tuan
, 1 Sz mot 1an. Thong s phan tich: i thiu 25 thong s6 pho bién xét nghiém dinh lugng
Hoéa c?at ngoat quem céc chit trong nudc tiéu va dich sinh hoc: ACR; Albumin/Microalbumin;
tra chat lugng xét . . . . .
e Lk Amylase; Calcium; Chloride; Copper; Cortisol; Creatinine; Dopamine;
120  [nghiém Nudc tieu Lo 10 ml . . . . . .
nowdi trén mav sinh Epinephrine; Glucose; Metanephrine; Norepinephrine; Normetanephrine;
h?)g y Magnesium; Osmolality; Oxalate; Phosphate (Inorganic); Potassium; Protein
(Total); Sodium; Urea; Uric Acid; VMA; 5-HIAA.
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Hoa chat ngoai kiém Dang dong kho, bao quan ¢ nhiét do (2-8°C). Tan suét phan tich hoa chat: hang
121 |tra chat luong xét Lo 6x0,5 ml |thang. Thong sé phan tich: 2 thong sé Hb va HbAlc
nghiém HbAlc Pat tiéu chuan ISO 13485: 2016
Hodc tuwong duong
Dang 16ng, bao quan & nhiét d6 (2-8°C). Tan suét phan tich hoa chit: 02 thang mot
Hoa chat ngoai kiém lan. Thong sb phan tich: tdi thiéu 14 thong s6 phd bién xét nghiém dinh tinh nudce
122 |tra chét luong xét Lo 3x12 ml [tiéu: Albumin; Bilirubin; Blood; Creatinine; Galactose; Glucose; hCG; Ketones;
nghiém Nudc tiéu Leucocytes; Nitrite; pH; Protein; Specific Gravity; Urobilinogen
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan gom:
- 1 chai, 7.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chit bao quan.
L - 1 chai, 8.2 mL: Khang thé don dong khang CA 125 (M 11; chudt) danh dau
Thuoc thur xét - . Iy .
123 |nehiém dinh luon H6 100 Test biotin 1 mg/L; d¢m phosphate 100 mmol/L, pH 7.4, chat bao quan.
ci s & °P ~ 1 chai, 8.2 mL: Khang thé don dong khang CA 125 (OC 125; chudt) danh d4u
phtrc hop ruthenium 1 mg/L; dém phosphate 100 mmol/L, pH 7.4; chat bao quan.
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan gdm:
- 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
s S Koo e ing oot 1538 ) 175 mgl
124 |nghiém dinh luong Hop | 100 test |°€™ PROSP , PR quan.

CA 15-3

- 1 chai, 8.6 mL: Khang thé don dong khang CA 15-3 (DF3; chudt) danh dau phirc
hop ruthenium 10 mg/L; dém phosphate 100 mmol/L, pH 7.0; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

125

Thude thir xét
nghiém dinh lugng
CA 72-4

100 test

Thanh phan gom:

- 1 chai, 7.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

- 1 chai, 7.8 mL: Khang thé don dong khang CA 72-4 d¢anh dau biotin (CC49;
chudt) 1 mg/L; dém phosphate 100 mmol/L, pH 6.8, chit bao quan.

- 1 chai, 7.8 mL: Khang thé don dong khang CA 72-4 (B72.3; chudt) danh diu
phirc hop ruthenium 6 mg/L; dém phosphate 100 mmol/L, pH 6.8; chit bao quan.
Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

126

Thude thir xét
nghiém dinh lugng
PSA tu do

100 test

Thanh phan gom:

- 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

- 1 chai, 9.0 mL: Khang thé don dong khang PSA (chudt) danh dau biotin 2 mg/L;
dém phosphate 100 mmol/L, pH 7.4, chit bao quan.

- 1 chai, 8.2 mL: Khang thé don dong khang PSA (chudt) danh dau phirc hop
ruthenium 1.0 mg/L; dém phosphate 100 mmol/L, pH 7.4; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

127

Thudc thir xét
nghiém dinh lugng
FSH

A

Hop

100 test

Thanh phan gdm:

- 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chit bao quan.

- 1 chai, 9.0 mL: Khang thé don dong khang FSH (chudt) danh dau biotin 0.5
mg/L; dém MESb) 50 mmol/L, pH 6.0; chét bao quan.

- 1 chai, 6.6 mL: Khang thé don dong khang FSH (chudt) danh ddu phuc hop
ruthenium 0.8 mg/L, dém MES 50 mmol/L, pH 6.0; chit bao quan.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

128

Thude thir xét
nghiém dinh lugng
hCG, BhCG

100 test

Thanh phan thudc thir gdm:

- 1 chai, 7.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chit bao quan.

- 1 chai, 8.6 mL: Khang thé don dong khang hCG danh déu biotin (chudt) 2.6
mg/L; dém phosphate 40 mmol/L, pH 7.5, chit bao quan.

- 1 chai, 9.0 mL: Khang thé don dong khang hCG (chudt) danh déu phirc hop
ruthenium 4.6 mg/L; dém phosphate 40 mmol/L, pH 6.5; chit bao quan.

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

129

Thubc thir xét
nghiém dinh lugng
Progesterone

A

Hop

100 test

Thanh phan thudc thir gdm:

- 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan

- 1 chai, 9.0 mL: Khang thé don dong khang progesterone danh déu biotin (tai t6
hop, ctru) 30 ng/mL, dém phosphate 25 mmol/L, pH 7.0; chét bao quan.

- 1 chai, 8.2 mL: Progesterone (c6 ngudn géc rau cit) két hop voi mot peptide téng
hop danh déu phirc hop ruthenium, 2 ng/mL; dém phosphate 25 mmol/L, pH 7.0;
chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

130

Thudc thir xét
nghiém dinh lugng
prolactin

100 test

Thanh phan gom:

- 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

- 1 chai, 9.0 mL: Khang thé don dong khang prolactin (chudt) ddnh diu biotin
0.7 mg/L; dém phosphate 50 mmol/L, pH 7.0, chét bao quan.

- 1 chai, 9.0 mL: Khang thé don dong khang prolactin (chudt) danh déu phirc hop
ruthenium 0.35 mg/L; dém phosphate 50 mmol/L, pH 7.0; chit bao quan.

Dat tiéu chuén ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- 1 chai, 7.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
Thubc thir xét - 1 chai, 7.0 mL: Khang thé don dong khang PTH (chudt) danh déu biotin 2.3
131 nghiépl d’inh l}rqng Hop 100 test mg/L; dém phosphate 100 7mrnol/L, pH 7.0, chit bao quan. )
ndi tiét to tuyen can i - 1 chai, 7.0 mL: Khang thé don dong khang PTH (chudt) danh dau phirc hgp
giap ruthenium 2.0 mg/L; dém phosphate 100 mmol/L, pH 7.0; chit bao quan
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan gom:
- 1 chai, 7.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
o - 1 chai, 8.2 mL: Khang thé don dong khang PSA (chudt) danh dau biotin 1.5
Thudc thir xét . s .
132 |nghiém dinh huong Hop 100 test mg/L; qcm phosphat’e 100 Arnmol/Ij, pH 6:(), chat bao qLAlan. ’ ) ,
PSA toan phan - 1 chai, 8.2 mL: Khang thé don dong khang PSA (chudt) danh dau phtrc hop
ruthenium 1.0 mg/L; d€m phosphate 100 mmol/L, pH 6.0; chat bao quan.
Dat tiéu chuan ISO 13485: 2016
Hoac tuwong duong
L, . Thanh phan gom:
?}E)nféil(:h ;L; ?1 ?:r:d Acid citric r?onohydrate: 310 mmol/L; dém; chat t.:fly
133 [0 nghigénpl o hia Hop | 2x 1.8 L |Pat tidu chuén ISO 13485: 2016.
N Chung nhan: CE IVD
tu dong <
Hoac tuong duong
Thanh phan gom:
- Bém Citrate: 95 mmol/L, pH 4.1; chét bao quan, chit 6n dinh
Thubc thir xét - Bém Citrate: 95 mmol/L, pH 4.1; xanh bromcresol: 0.66 mmol/L; chét bao quan,
134  [nghiém dinh luong Hop 300 Test |chit 6n dinh
albumin Dat tiéu chuan ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- 2-amino-2-methyl-1-propanol: 1.724 mol/L, pH 10.44 (30 °C); magnesium
Héa chit dinh lrong acetate: 3.83 mmol/L; kém sul.fate‘: 0.76'6 mt.nol/L;
135 |phosphatase kiém Hop 200 Test N-(2-hydroxyethyl)-ethylenediamine triacetic acid: 3.83 mmol/L

(ALP)

- p-nitrophenyl phosphate: 132.8 mmol/L, pH 8.50 (25 °C); chit bao quan
Dat tiéu chuin ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong
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Quy
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dong goi

Tiéu chuin ky thuat

136

Hoa chat xét nghiém
alanine
aminotransferase

500 Test

Thanh phan gom:

- Bém TRIS: 224 mmol/L, pH 7.3 (37 °C); L-alanine: 1120 mmol/L; albumin (bo):
0.25 %; LDH (vi sinh): > 45 pkat/L; chét 6n dinh; chat bao quan

- 2-Oxoglutarate: 94 mmol/L; NADH: > 1.7 mmol/L; chat phu gia; chit bao quan
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

137

Chat hiéu chuan xét
nghiém Ammonia,
ethanol, CO2

2 x4 ml

Thanh phan gom:

- Thanh phan phan @mg: Dung dich dém nudc chira ammonia, ethanol va natri
bicarbonate

- Thanh phan khong phan tmg: Chat bao quan

Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

138

Hoa chat xét nghiém
AMYLASE

300 Test

Thanh phan gom:

- HEPES: 52.4 mmol/L; natri chloride: 87 mmol/L; calcium chloride: 0.08
mmol/L; magnesium chloride: 12.6 mmol/L; a-glucosidase (vi khuan): > 66.8
ukat/L; pH 7.0 (37 °C); chit bao quan; chét 6n dinh

- HEPES: 52.4 mmol/L; ethylidene-G7-PNP: 22 mmol/L; pH 7.0 (37 °C); chét bao
quan; chét 6n dinh

Pat tiéu chuin ISO 13485: 2016.

Chtrng nhan: CE IVD

Hodc tuong duong

139

Hoa chat xét nghiém
dinh lwong ASLO
(antistreptolysin O)

Hop

150 Test

Thanh phan gom:

- bém TRIS: 170 mmol/L, pH 8.2

- Bém borate: 10 mmol/L, pH 8.2; hat latex phu streptolysin O: 2 mL/L
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT hAm tinh cach Tiéu chuin ky thuat
P dong goi
IS Thanh phan gom:
o - bém : mmol/L, pH 7. ; L-aspartate: mmol/L; vi
Ehﬁ‘;fnﬂg‘gft Pém TRIS: 264 mmol/L, pH 7.8 (37 °C); L 792 mmol/L; MDH (vi
T sinh): > pkat/L; vi sinh): > pkat/L; albumin (bo): 0. o;cét a0
(g%utamlc inh): > 24 pkat/L; LDH (vi sinh): > 48 pkat/L; albumin (bo): 0.25 %; chat b
. R quan
140 3211321??;:56) JAST Hop 500 Test | NADH: > 1.7 mmol/L; 2-oxoglutarate: 94 mmol/L; chat bio quan
(aspartate Dat tiéu chuan ISO 13485: 2016.
p Ching nhan: CE IVD
aminotransferase) -
Hoac tuong duong
Thanh phan gom:
- Acid phosphoric: 85 mmol/L; HEDTA: 4.0 mmol/L; NaCl 50 mmol/L; chét téy;
. A oA ‘A pH 1.9
141 [Hoachatxétnghiém | o | 550 reqt |3 5 Dichlorophenyl diazonium: 1.5 mmol/L: pH 1.3
bilirrubin tryc ti€p . :
; DPat ti€u chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- Phosphate: 50 mmol/L; chét tay; chat on dinh, pH 1.0
Hoa chat xét nghiém R - Mubi 3,5-dichlorophenyl diazonium: > 1.35 mmol/L
12 ilirrubin toan phan | 0P | 250 TSt g icu chudn ISO 13485: 2016
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
- Thanh phén phéan tng: Huyét thanh ngudi véi phu gia hoa hoc va nguyén lidu c¢6
nguén géc sinh hoc. Ngudn gdc cac chét sinh hoc thém vao nhu sau: ALT (GPT),
nguon goc tim heo; AST (GOT), ngudn gbc: ngudi, tai to ho‘p, Acid phosphatase
ngudn gbe: tuyen tlen liét nguoi/khoai tay; Albumin, nguon goc huyét twong bo;
Dune dich lam chét Aldolase, ngudn gbc: co tho; Alkalme phosphatase, ngudn gbc: nhau ngum (tai to
chu égn c.ho che xét hop); Amylase, toan phan nguon gbc: tuy heo; Amylase, tuy, nguon gbc: tuy heo;
143 Hop 12 x 3 ml [Cholesterol, ngudn gbc: huyet tuong bo; Cholmesterase nguon gbe: huyet thanh

nghi¢m sinh hoa
thong thuong

nguoi; Creatme kmase nguon goc co tho; y-GT, nguon goc ngudi, tai t6 hop;
GLDH nguon gdc: vi khudn, tai t6 hop; LD (LDH), nguon gbc: tim heo; Lipase,
ngudn gbe: tuy ngudi (tai to hop); Trlglycerlde ngudn gbc: nodn trimg ga

- Thanh phan khong phan tmg: Chit 6n dinh

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan gom:
- Thanh phén phéan tmg: Albumin huyét thanh bo véi chat phu gia hoa hoc va
Chét chuan xét nguyén liéu c6 ngudn gdc sinh hoc. Ngudn gdc cic chét sinh hoc thém vao nhu
144 nghiém CKMB Hop 3% 1ml sau: CK—MM, ngudn gdc: nguoi; QK:MB, ngudn gbc: ngudi, tai td hop
(Creatine kinase MB i - Thanh phan khong phan tng: Chat 6n dinh
subunit) Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gdm:
- Thanh phén phan @mg: Mau ctru ly huyét véi phu gia hoa hoc va nguyén lidu co
ngudn gde sinh hoc. Ngudn gdc cac chat sinh hoc thém vao nhu sau: Hemoglobin,
145 Chat chuan xét Hop 3% 2 ml ngudn géc:‘méu curu; HbAIC, ngu(f)n gbc: mau ngu’(‘)r,i. q
nghiém HBA1C i - Thanh phan khong phén tng: Chat bao quan va chat 6n dinh
Dat tiéu chuén ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gdm:
- Thanh phén phan tng: Huyét thanh ngudi v6i phu gia hoa hoc
- Thanh phan khong phan tng: Chét bao quan va chét 6n dinh
146 Chét chuén cho b Hop 3x1ml Trong‘tha‘mh phén: n(‘Sng d6 Sucrose: 30 - <40%, néng d0 Sodium chloride: 3 - <
lipid ; 5%, nong d6 Sodium azide: 0,5 - < 1%
Dat tiéu chuén ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
- Thanh phan phan tmg: Huyét thanh nguoi véi phu gia hoa hoc va nguyén liéu c6
ngudn gde sinh hoc. Ngudn gdc cac chat sinh hoc nhu sau: Ferritin, ngudn gdc:
Chat chuan dung cho . nguoi; CRP, ngudn goc: nguoi
147 bd protein : Hop SxTmhj Thanh phan khong phan (mg: Chét bao quan va chét 6n dinh

Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- Thanh phén phéan mg: Dém HEPES: 20 mmol/L, pH 7.5, va chat phu gia hoa hoc
Chat hi¢u chuan xét va nguyén lidu c6 ngudn gdc sinh hoc nhu sau: Albumin, ngudn gc: huyét thanh
nghiém dinh lugng nguoi; al-Microglobulin, ngudn gde: nude tiéu ngudi; Immunoglobulin G, ngudn
148 all?umin, (xl—' Hop 5% 1ml géc: hu?lét thanh ngudi; Protein toan phﬁn, ngu<‘3n géc: huyét thanh ngu'(‘)’i/huyét
microglobulin, IgG thanh ctru
(Immunoglobulin - Thanh phéan khéng phan tng: Chit bao quan va chit 6n dinh
G), protein Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gdm:
Chét hiéu chudn xét - Thf‘mh Aphé'n phan ng: Ijuyé} tha}nh nigu’(‘).ri voi phu igia hf’)a hoc va nguyén liéu cf)
nghiém dinh Irong n{’guon‘goc sinh hoc. Ngudn goc cac chat sinh hoc thém vao nhu sau: ASLO, nguén
149  |prealbumin, Hop 3x1ml go¢c: ‘cu’u A R ., fp s x4 A
antistreptolysin O i - Tha.nh phar} khong phan ung: Chat bao quan va chat 6n dinh
. ’ Dat tiéu chuan ISO 13485: 2016.
ceruloplasmin Chimg nhan: CE IVD
Hoac tuong duong
Thanh phan gdm:
- Hydrogen donor: 1.75 mmol/L; ascorbate oxidase (dua chu¢t): 501 pkat/L; dé€m;
chét bao quan
150 Thu'(')Ac thur xét Hop 100 Test | 4—Ar.nin0ant.i)py}r.ine: 5 mmol/L; lilctate ?xid?se (\ii khuén): 251 pkat/L;
nghiém Lactat peroxidase (cu cai): 401 pkat/L; dém; chat bao quan
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- Bém TRIS (TRIS = Tris(hydroxymethyl) -aminomethane) /6-aminocaproic acid:
Thudc thir xét 500 mmol/L, pH 11.25; EGTA: 129 umol/L; chét bao quan
151 |[nghiém Mg Hop 250 Test |- Xanh xylidyl: 0.28 mmol/L; chét tiy; chat bao quan
(Magnesti) Dat tidu chudn ISO 13485: 2016.

Chung nhan: CE IVD
Hodc tuong duong
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Tiéu chuin ky thuat

152

Hoa chat xét nghiém
Calcium

300 Test

Thanh phan gom:

- CAPSO (3-[cyclohexylamino] - 2-hydroxy-1-propanesulfonic acid): 557
mmol/L; NM-BAPTA: 2 mmol/L; pH 10.0; chat hoat dong bé mit khong phan
{g; chét bao quan

- EDTA 7.5 mmol/L; pH 7.3; chat hoat dong bé mit khong phan tmg, chét bao
quan

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

153

Dién cuc xét nghiém
Clorid

1 cai

Thanh phan gom:

- Dién cuc xét nghiém Clorid.

Tan suét thay thé: 02 thang hodc 9000 xét nghiém
Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

154

Dién cuc xét nghiém
Kali

1 cai

Thanh phan gom:

- Pién cuc xét nghiém Kali.

Tan suét thay thé: 02 thang hodc 9000 xét nghiém
Pat tiéu chuin ISO 13485: 2016.

Chtrng nhan: CE IVD

Hodc tuong duong

155

Dién cuc xét nghiém
Natri

1 cai

Thanh phan gom:

- Pién cuc xét nghiém Natri.

Tan suat thay thé: 02 thang hodc 9000 xét nghiém
Dat tiéu chuin ISO 13485: 2016.

Chung nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cich Tiéu chuin k§ thujt
pham tinh , . )
dong goi
Thanh phan gom:
- B6 cong do phan tng sinh hoa. Pugc st dung dé 0 va do quang hdn hop phan
N . ung.
156 Br‘l’ C"i?li flo, phan Hop | 24 chiée |Tan suét thay thé: mot thang
FE0E SUKL 203, Pat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phﬁn gém:
- Tridodecylmethylammonium chloride véi nong do tir 60% dén dudi 70%;
Dién cuc tham chiéu POLYVINYL CHLORIDE véi ndng d6 % tir 40% dén dudi 60%.
157 |su dung cho may Hop 1 cai  |Tén sut thay thé: 06 thang
phan tich sinh hoa Dat tiéu chudn ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gdm:
i ) . . . (<0 ,
Dung dich vé sinh gil;latrl hydroxide 3 mol/L, Dung dich natri hypochlorite (< 2 % clo hoat tinh), Phu
158 g:ZE Cf’:l xétnghiem | Hop 15x100mllp e chudn 1SO 13485: 2016,
e Chémg nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
Dung dich pha loang - Dung dich ¢¢m HEPES: 10 mmol/L, Triethanolamine: 7 mmol/L, Chét bao quan
159  [xét nghiém dién giai Hop 5 x 300 ml|Dat tiéu chuin ISO 13485: 2016.
(Na, K,Cl) Chung nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cich Tiéu chuin k§ thuat
pham tinh , . )
dong goi
£ n I Thanh phan gom:
rclh;itélrl;@;igﬁlﬁxet - bém HEPES: 10 mmol/L, Triethanolamine: 7 mmol/L, Natri chloride: 3.06
160 nftri. kali. clo sﬁ & H6 5 % 600 ml mmol/L, Natri acetate: 1.45 mmol/L, Kali chloride: 0.16 mmol/L, Chit bao quan
dun ’ dién’ cue chon P Pat tiéu chuan ISO 13485: 2016.
WIS Cleh cye e Chimg nhan: CE IVD
loc ion .
Hoac tuong duong
Thanh phéan gdm:
Hoa chat dién phan - Potassium chloride véi ndng do tir 7 dén dudi 10%
tham chiéu xét D6 6n dinh trén may: 04 tudn
161 . . s Ho || GO
61" | ghi¢m dien giai Op  |5x300mllpy  iew chuin 1SO 13485: 2016.
(Na, K, Cl) Chung nhan: CE IVD
Hoac tuong duong
FOTA FUR Thanh phan gom:
CCI?:E(I;? ;lil;?ln d(iitllin - Thanh phan phan émg: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L ClI-
162 hi’O'n natgri I;ali ;:10 Hop 10 x 3 ml |Pat tiéu chuan ISO 13485: 2016.
i & T Chirng nhan: CE IVD
Murc cao -
Hodc tuong duong
Lo1ia A aia Thanh phan gom:
Sﬁ:i:‘ierlll E}il;rind(iirllin - Thanh phén phan ung: 120 mmol/L Na+, 3 mmol/L K+, 80 mmol/L CI-
163 lﬁon natgri l.<ali .clo Hop 10 x 3 ml |[Pat tiéu chuin ISO 13485: 2016.
one et et Chimg nhan: CE IVD
Mtc thap <
Hodc tuong duong
Thanh phan gom:
- Chit dém 6ng: 225 mmol/L, pH 6.8; Mg2+: 10 mmol/L; natri cholate: 0.6
mmol/L; 4-aminoantipyrine: > 0.45 mmol/L; phenol: > 12.6 mmol/L; ete
. Lo " polyglycol rugu béo: 3%; cholesterol esterase (loai Pseudomonas): > 25 pkat/L (>
H hat xét ngh . . .
164 0a cat xet nghiem Hop 400 Test [1.5 U/mL); cholesterol oxidase (E. coli): > 7.5 pkat/L (> 0.45 U/mL); peroxidase

cholesterol

(cai ngwa): > 12.5 pkat/L (> 0.75 U/mL); chit 6n dinh; chit bao quan
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
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Quy
cach
dong goi

Tiéu chuin ky thuat

165

Hoa chét xét nghiém
creatin kinase (CK)

200 Test

Thanh phan gom:

- Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C); EDTA: 2.46 mmol/L; Mg2+: 12.3
mmol/L; ADP: 2.46 mmol/L; AMP: 6.14 mmol/L; diadenosine pentaphosphate: 19
umol/L; NADP+ (ndm men): 2.46 mmol/L; N-acetylcysteine: 24.6 mmol/L; HK
(nAm men): > 36.7 pkat/L; G6PDH (E. coli): > 23.4 pkat/L; chit bao quan; chét 6n
dinh; chét phu gia.

- bém CAPSO (3-(cyclohexylamine) -2-hydroxy -1-propanesulfonic acid): 20
mmol/L, pH 8.8 (37 °C); glucose: 120 mmol/L; EDTA: 2.46 mmol/L; creatine
phosphate: 184 mmol/L; chit bao quéan; chit 6n dinh.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

166

Hoa chét xét nghiém
CKMB (Creatine
kinase MB subunit)

A

Hop

100 Test

Dat tiéu chuan ISO 13485: 2016.

Thanh phéan gom:

- Bém Imidazole: 123 mmol/L, pH 6.5 (37 °C); EDTA: 2.46 mmol/L; Mg2+: 12.3
mmol/L; ADP: 2.46 mmol/L; AMP: 6.14 mmol/L; diadenosine pentaphosphate: 19
umol/L; NADP (ndm men): 2.46 mmol/L; N-acetylcysteine: 24.6 mmol/L; HK
(nAm men): > 36.7 pkat/L; G6P-DH (E. coli): > 23.4 pkat/L; chit bao quan; chét
on dinh; chat phu gia.

- bém CAPSO (acid 3-(cyclohexylamino)-2-hydroxy-1-propanesulfonic): 20
mmol/L, pH 8.8 (37 °C); glucose: 120 mmol/L; EDTA: 2.46 mmol/L; creatine
phosphate: 184 mmol/L; 4 khang thé don dong khang CK-M (chudt), kha ning trc
ché: > 99.6 % t6i da dén 66.8 pkat/L (4000 U/L) (37 °C) tiéu don vi CK-M; chit
bao quan; chét 6n dinh; chét phu gia.

Chung nhan: CE IVD

Hoac tuong duong

167

Vat liéu kiém soét
x¢ét nghiém dinh
luong ammonia,
ethanol, bicarbonate
murc bénh ly

A

Hop

5x4ml

Thanh phan gdm:

- Thanh phan phan tng: Dung dich dém nudc chira ammonia, ethanol va natri
bicarbonate

- Thanh phéan khéng phan tmg: Chit bao quan.

Dat tiéu chuén ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

168

Vit liéu kiém soét
xét nghiém dinh
lugng ammonia,
ethanol, bicarbonate
muc binh thuong

5x4ml

Thanh phan gom:

- Thanh phan phéan tmg: Dung dich dém nu6c chira ammonia, ethanol va natri
bicarbonate

- Thanh phan khéng phan tmg: Chit bao quan.

Dat tiéu chuin ISO 13485: 2016.

Chung nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- Bém glycine: 170 mmol/L, pH 8.0; polyethylene glycol: 0.05 %; albumin huyét
Thude thir xét thaph bo; chét 61} dinh; cha"}t’ bé? quan . L .
169 |nghiém RF Hop 100 Test | Y1 haf latex phu IgG nguoi; dém glycine: 170 mmol/L, pH 7.3; chat 6n dinh; chat
(Rheumatoid Factors) bao quan :
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phéan gdm:
- Thanh phén phén tng: Huyét thanh ngudi véi phu gia hoa hoc va nguyén lidu c¢6
ngudn gde sinh hoc. Ngudn gbe cic chat sinh hoc thém vao nhu sau: RF, ngudn
Vit liéu kiém soat 5 Ll gbe: nguoi ‘ ’
170  [xét nghiém RF Hop - Thanh phan khong phén tng: Dém HEPES, albumin huyét thanh bo, natri
. 2x1ml . L1 \
(Rheumatoid Factors) chloride, chat bao quan
Dat tiéu chuén ISO 13485: 2016.
Chung nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- Thanh phan phan tmg: RF trong huyét thanh nguoi
Chat hiéu chuan xét - Thanh phan khong phan tng: Dém HEPES, albumin huyét thanh bo, natri
171 [nghiém RF Hop 5x 1 ml |chloride, chit bao quan
(Rheumatoid Factors) Pat tiéu chuan ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
- Kali hydroxide: 900 mmol/L; phosphate: 135 mmol/L; pH > 13.5; chit bao quan;
Hoa chét xét nghiém chat on dinh
172 i Hop 700 Test |- Acid picric: 38 mmol/L; pH 6.5; dém khong phan ung

creatinin

Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

173

Thubc thir xét
nghiém CRP (C-
reactive protein)

250 Test

Thanh phan gom:

- Dém TRIS (Tris(hydroxymethyl)-aminomethane) v&i albumin huyét thanh bo;
chit bao quan

- Hat latex phu khang thé khang CRP (chudt) trong dém glycine; globulin mién
dich (chudt); chit bao quan

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

174

Hoa chat xét nghiém
GGT (gamma-
glutamyl transferase)

400 Test

Thanh phan gom:

- TRIS: 492 mmol/L, pH 8.25; glycylglycine: 492 mmol/L; chat bao quan; chét
phu gia

- L-y-glutamyl-3-carboxy-4-nitroanilide: 22.5 mmol/L; acetate: 10 mmol/L, pH
4.5; chat 6n dinh; chat bao quan

Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

175

Hoa chat xét nghiém
Glucose

A

Hop

800 Test

Thanh phan gdm:

- bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24 mmol/L; ATP: > 4.5 mmol/L; NADP:
> 7.0 mmol/L; chit bao quan

- bém HEPES: 200 mmol/L, pH 8.0; Mg2+: 4 mmol/L; HK (ném men): > 300
ukat/L; G-6-PDH (E. coli): > 300 pkat/L; cht bdo quan

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

176

Thubc thir xét
nghiém HbAlc

150 Test

Thanh phan gom:

- Thudc thir khang thé, Pém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH 6.2;
khang thé HbAlc (huyét thanh ctru): > 0.5 mg/mL; chit tay; chét 6n dinh; chit bao
quan

- Thubc thir polyhapten, Bém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH 6.2;
HbAIc polyhapten: > 8 pg/mL; chat tay; chit on dinh; chit bao quan

Dat tiéu chuin ISO 13485: 2016.

Chung nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
Hoa chit ly gii - Hén hq;z dém nudc, pH 7.25; TTAB (;l"e}radgcyltrin}ethﬂylamfnonium bromide):
s N i . 36 g/L; dém phosphate: 80 mmol/L; chat on dinh; chat bao quan
177  |hong cau trong xét Hop 51 ml x R
nghiém HBA1C Pat tiéu chuan ISO 13485: 2016.
j Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- bém TAPSO (2-Hydroxy-N-tris(hydroxymethyl)
methyl-3-aminopropanesulfonic acid): 62.1 mmol/L, pH 7.77; polyanion: 1.25
g/L; EMSE: 1.08 mmol/L; ascorbate oxidase (dua chudt): > 50 pkat/L; peroxidase
Thube thir xét (caAcai); = 166.7 pkat/L; chat tay; BSA: 2.0 g/L; chat bao quan
nghiém HDL (high- A - Bém Bis-Tris (Bis (2-hydroxyethyl) 1m1.n(.)tr1s (hydroxymethyl) methane): 20.1
178 density lipoprotein) - Hop 350 Test [mmol/L, pHv6.70; cholesterol esterase (vi sinh): > 7.5 pkat/L; cholesterol oxidase
Cholesterol (E. coli tai to hop): > 7.17 pkat/L; cholesterol oxidase (vi sinh): > 76.7 pkat/L;
peroxidase (cu cai): > 333 pkat/L; 4-amino -antipyrine: 1.48 mmol/L; BSA: 3.0
g/L; chét tay; chit bao quan
Pat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- Bém bis-tris (bis(2-hydroxyethyl) -amino-tris -(hydroxymethyl)-methane): 20.1
mmol/L, pH 7.0; 4-aminoantipyrine:0.98 mmol/L; ascorbate oxidase (AOD,
Acremonium spec.): > 66.7 pkat/L; peroxidase (tai to hop tir Basidiomycetes): >
Thubc thir xét 166.7 pkat/L; BSA: 4.0 g/L; chat bao quan
179 nghiém LDL (low- Hop 200 Test |- DBém MOPS (3-morpholinopropane-1-sulfonic acid): 20.1 mmol/L, pH 7.0;
density lipoprotein) - i EMSE: 2.16 mmol/L; cholesterol esterase (chung Pseudomonas): > 33.3 pkat/L;
Cholesterol cholesterol oxidase (t4i t6 hop tir E. coli): > 31.7 pkat/L; peroxidase (tai to hop tir
Basidiomycetes): > 333.3 ukat/L; BSA: 4.0 g/L; chét tiy; chit bao quan
Pat tiéu chuin ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- Acid citric: 200 mmol/L; thiourea: 115 mmol/L; chét tay
130 Thubc thir xét Hép 200 Test |- Natri ascorbate: 150 mmol/L; FerroZine: 6 mmol/L; chét bao quan

nghiém Fe (Sét)

Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- N-methylglucamine: 400 mmol/L, pH 9.4 (37°C); lithium lactate: 62 mmol/L;
Hoa chét xét nghiém cac chit 6n dinh
181 [lactacderhydrogenlas Hop 300 Test |- NAD: 62 mmol/L; cac chét 6n dinh; cac chat bao quan
e (LDHI) Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
S - Pém; chit tay. Trong d6: Citric acid voi nong do tir 5 dén dudi 7%, Nikkol BT 9
Dung dich rira kim L o A L.
182 |hatmau2trenmay | Hop |12 x 68 mi|VOl 108 d0 tlr 3 dén dudi 5%
sinh hoa t dong ; Pat tiéu chuan ISO 13485: 2016.
c Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- Dung dich natri hydroxide 1 mol/L.
Dung dich rira kim Cén phai rira dau do méau do c6 kha ning nhiéu tir cac mau khac. Nhitng chat rira
183  |htt mau 1 trén may Hop 12 x 59 ml|dac biét nay duy tri tinh toan ven ciia mau
sinh hoa ty dong Pat tiéu chuin ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
-NaCl9 %
Puoc sir dung lam chét pha lodng mau két hop voi
Dung dich nudc cac thude thir xét nghiém. Pha lodng mau cin thiét trong truong hop ndng do chat
184  |mubi str dung cho Hop 50 ml |phan tich vuot

may sinh hoa tu dong

qua khoang do cia phuong phap xét nghiém tuong Gng.
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cich Tiéu chuin k§ thuat
pham tinh , . )
dong goi
S Thanh phan gom:
Eﬁiiiﬁggjéﬁ Té ~NaOH 1 mol/L (khoang 4 %); chat tay
185 | ohin tme cho Hop 66 ml  [Dat tiéu chuan ISO 13485: 2016.
1& phan tng cho Chimg nhan: CE IVD
may sinh hoa tuy dong y
Hoac tuong duong
Thanh phan gom:
Dune dich rira cén - Dung dich natri hydroxide 1 mol/L, 4 %; cht tdy
186 héngm; €1 Hop |2x1.8L |Dattidu chuin ISO 13485: 2016.
P g Chimg nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- bém BICINE (N, N-bis(2-hydroxyethyl)-glycine): 300 mmol/L, pH 8.3; GLDH
, : An)e > s A e Ao 1Atz .
Thude thir xét (vi khuan).._ 16.;7 pkat/L; chat tay; chat bao quan
n s R - GLDH (vi khuan): > 5.0 pkat/L; 2-oxoglutarate: 78 mmol/L; NADPH: > 1.3
187 [nghiém dinh luong Hop 150 Test 2 . N R .
Ammonia mmol/L; chat 6n dinh; dém khong phan ing
Pat tiéu chuin ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
- Acid sulfuric: 0.36 mol/L; chét tay
Thudc thir xét - Ammonium molybdate: 3.5 mmol/L; acid sulfuric: 0.36 mol/L; natri chloride:
188  [nghiém dinh luong Hop 250 Test [150 mmol/L

phospho

Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

189

Vat lidu kiém sodt xét
nghiém sinh hoa
miurc binh thuong

20x Sml

Thanh phan gom:

- Thanh phan phan ung: Huyét thanh nguc‘yi v6i phu gia hda hoc va nguyén liéu co
nguon goc sinh hoc. Nguon gdc cac chat sinh hoc them vao nhu sau: ALT (GPT),
nguon goc ngudi, tai t6 hop; AST (GOT), nguon goc ngudi, tai to hop; Aldolase,
ngudn goc: co tho; Alkahne phosphatase ngudn gdc: nhau thai nguoi (tai to hop)
Amylase, toan phan, ngudn gbc: nudc bot nguoi / tuy heo; Amylase, tuy, ngudn
gbc: tuy heo; Creatine kinase ngudn goc: CK-MM ngudi / CK- MB nguc‘yi (tai to
hop) CK-MB, nguon goc CK-MB ngu’(n (tai to hop); y-GT nguon gbc: ngudi, tai
to horp, GLDH ngudn gdc: vi khudn, tai to hop; LDH, nguon goc tim heo; Lipase,
ngudn gdc: tuy ngudi (tai to h(yp) Ac1d phosphatase, nguon gdc: tuyén tién liét
ngum / khoal tay; ASLO, nguon goc ctru; CRP, ngudn gdc: ngudi; Transferrin,
ngudn gdc: ngudi; Ferritin, ngudn goc nguoi.

- Thanh phan khong phan tmg: Chat 6n dinh

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuwong duong

190

Vit liéu kiém soat xét
nghiém sinh hoa
murc bénh ly

A

Hop

20x 5ml

Thanh phan gdm:
- Thanh phan phan ung: Huyét thanh ngu’(‘yi v6i phu gia hoa hoc va nguyén liéu co
nguon goc sinh hoc. Nguon gbc cac chét sinh hoc them vao nhu sau: ALT (GPT),
nguon goc nguoi, tai tb hop; AST (GOT), nguon goc nguoi, tai to hop; Aldolase,
ngudn gbe: co tho; Alkahne phosphatase ngudn gbc: nhau thai ngudi (tai to hop)
Amylase toan phan, ngudn goc: nu’orc bot nguoi / tuy heo; Amylase, tuy, nguon
gbc: tuy heo; Creatlne klnase ngudn gbc: CK-MM ngudi / CK- MB ngu’orl (tai to
hop) CK-MB, nguon goc CK-MB ngu’orl (tai t& hop); y—GT nguon gbc: ngudi, tai
t6 hop, GLDH ngudn gbe: vi khuén, tai tb hop; LDH, nguon goc tim heo; Lipase,
ngudn gde: tuy nguoi (tai to horp) Ac1d phosphatase, nguon gbc: tuyén tién liét
nguorl / kh0a1 tay; ASLO, nguon goc ctru; CRP, ngudn gde: ngudi; Transferrin,
ngudn gde: ngudi; Ferritin, ngudn goc nguoi.

Thanh phan khéng phan tmg: Chét 6n dinh
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong

191

Vit liéu kiém sodt
xét nghiém dinh
lugng hemoglobin
Alc muc binh
thuong

4x 1Iml

Thanh phan gom:

- Thanh phan c6 hoat tinh trong mau chimg 1ong: Mau ngudi ly huyét.
Chloramphenicol voi n6ng d0 duéi 0,1%

Dat tiéu chuin ISO 13485: 2016.

Chung nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan gom:
Vit lidu kiém soat - Thanh phan c6 hoat tinh trong mau chimg 16ng: Mau ngudi ly huyét, HbAlc
xét nghiém dinh R glycosyl hoa in vitro.
192 1 ong hemoglobin Hop 4 x1.0ml\ o) fiew chudn ISO 13485: 2016.
Alc muc bénh ly Chtng nhan: CE IVD
Hodc tuong duong
Thanh phéan gom:
- Thanh ph?m phan tng: Dém HEPES: 20 mmol/L, pH 7.5, va chét phu gia héa hoc
va nguyén lidu c6 ngudn gdc sinh hoc. Ngudn gde cac chét sinh hoc thém vao nhu
Vit lidu kiém soat xét sau: Albumin, ngudn gdc: huyét thanh nguoi; al-Microglobulin, ngudn gbc: nudc
nghiém Protein, R tiéu nguoi; Immunoglobulin G, ngudn gdc: huyét thanh nguoi; Protein toan phan,
193 e Hop 4x3ml A % £ . £ .
Albumin muc binh ngudn goc: huyét thanh ngudi/huyét thanh ciru
thuong - Thanh phéan khéng phan tng: Chit bao quan va chit 6n dinh
Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gdm:
- Thanh phﬁn phan ng: Dém HEPES: 20 mmol/L, pH 7.5, va chét phu gia héa hoc
va nguyén liéu c6 ngudn gde sinh hoc. Ngudn gde cac chat sinh hoc thém vao nhu
Vit lidu kidm sodt siu: Alb}lynn, nguon goc: huyet thar:h n%u’orl; al-Mlcroglobl‘lyn, ngudn goc: n1.r0’c
, i n . tiéu nguoi; Immunoglobulin A, nguon goc: huyét thanh nguoi; Immunoglobulin G,
xét nghiém Protein, R x oz i . X P £ .
194 s Hop 4 x 3 ml [ngudn gdc: huyet thanh nguoi; Immunoglobulin M, nguon goc: huyét thanh nguoi;
Albumin murc bénh . . N oz £ Iy z \
v Protein toan phan, ngudn goc: huyét thanh nguoi/huyet thanh ctru
Y - Thanh phan khong phan ung: Chét bao quan va chét 6n dinh
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
Dung dich rira cho - HCI 200 mmol/L
195  |kim hit thudc tha va Hop 50 ml |Pat tiéu chuan ISO 13485: 2016.

cong phan Ung

Chtng nhan: CE IVD
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

196

Hoa chat xét nghiém
protein toan phan

300 Test

Thanh phan gom:

- Natri hydroxide: 400 mmol/L; kali natri tartrate: 89 mmol/L

- Natri hydroxide: 400 mmol/L; kali natri tartrate: 89 mmol/L; kali iodide: 61
mmol/L; dong sulfate: 24.3 mmol/L

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

197

Thudc thir xét
nghiém Protein

150 Test

Thanh phéan gdm:

- Natri hydroxide: 677 mmol/L; EDTA-Na: 74 mmol/L
- Benzethonium chloride: 32 mmol/L

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

198

Hoa chat xét nghiém
Triglycerid

250 Test

Thanh phan gom:

- Bém PIPES: 50 mmol/L, pH 6.8; Mg2+: 40 mmol/L; natri cholate: 0.20 mmol/L;
ATP: > 1.4 mmol/L; 4-aminophenazone: > 0.13 mmol/L; 4-chlorophenol: 4.7
mmol/L; lipoprotein lipase (chung Pseudomonas): > 83 pkat/L; glycerol kinase
(Bacillus stearothermophilus): > 3 pkat/L; glycerol phosphate oxidase (E. coli): >
41 pkat/L; peroxidase (cai ngwa): > 1.6 pkat/L; chit bao quan, chat 6n dinh

Pat tiéu chuin ISO 13485: 2016.

Chtrng nhan: CE IVD

Hodc tuong duong

199

Thude thir xét
nghi¢ém Acid uric

Hop

400 Test

Thanh phan gdm:

- Bém phosphate: 0.05 mol/L, pH 7.8; TOOS: 7 mmol/L; fatty alcohol polyglycol
ether: 4.8 %; ascorbate oxidase (EC 1.10.3.3; bi dai) > 83.5 pkat/L (25 °C); chit 6n
dinh; chat bao quan

- Bém phosphate: 0.1 mol/L, pH 7.8; kali hexacyanoferrate (II): 0.3 mmol/L;
4-aminophenazone > 3 mmol/L; uricase (EC 1.7.3.3; Arthrobacter protophormiae)
> 83.4 pkat/L (25 °C); peroxidase (POD) (EC 1.11.1.7; ct cai) > 50 pkat/L (25
°C); chét 6n dinh; chét bao quan

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuong duong

200

Thubc thir xét
nghiém Ure

500 Test

Thanh phan gom:

-NaCl 9 %

- Bém TRIS: 220 mmol/L, pH 8.6; 2-oxoglutarate: 73 mmol/L; NADH: 2.5
mmol/L; ADP: 6.5 mmol/L; urease (dau): > 300 pkat/L; GLDH (gan bo): > 80
ukat/L; chit bao quan; chét 6n dinh khong phéan tng

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




STT

Tén hoa chit, sinh
phim
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Quy
cach
dong goi

Tiéu chuin ky thuat

201

Chat phu gia cho
budng phan tng

12x 59 ml

Thanh phan gom:

- Chét tay. Trong do6 c6: Nikkol BT 9 véi nong do tir 3 dén dudi 5%; 1-
Decanaminium, N-decyl-N, N dimethyl-, hexanedioate (2:1) véi ndng do tir 3 dén
dudi 5%; N-(3-aminopropyl)-N-dodecylpropane-1,3-

diamine véi ndng do tir 2,5 dén dudi 3%

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

202

Thudc thir xét
nghiém Lipase

200 Test

Thanh phan gom:

- bém BICIN (N,N-bis(2-hydroxyethyl)glycine): 50 mmol/L, pH 8.0; colipase (tuy
heo): > 0.9 mg/L; Na-deoxycholate: 1.6 mmol/L; calcium chloride: 10 mmol/L;
chat tay; chat bao quan

- Bém tartrate: 10 mmol/L, pH 4.16; 1,2-O-dilauryl-rac-glycero-3-glutaric acid-(6-
methylresorufin) ester: 0.27 mmol/L; taurodeoxycholate: 8.8 mmol/L; chit tiy;
chat bao quan.

Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

203

Thudc thir xét
nghi¢m Ethanol

A

Hop

100 Test

Thanh phan gdm:

- Bém; chit bao quan

-NAD (nim men): > 3 mmol/L; ADH (EC 1.1.1.1; nim men; 25 °C): > 617 pkat/L
(37 U/mL); chét 6n dinh; chit bao quan

Pat tiéu chuin ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

204

Chét hiéu chuin Xét
nghiém AFP

4x1.0ml

Thanh phan gdm:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira AFP (ngudi, tir canh céy té bao) v6i ndng d6 khoang 5 TU/mL hodc 6 ng/mL
trong huyét thanh ngudi.

- 2 chai, mdi chai 1.0 mL mau chuén 2

Chira AFP (ngudi, tir canh céy té bao) v6i ndng d6 khoang 50 TU/mL hoic 60
ng/mL trong huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong
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205

Chat hiéu chuén xét
nghiém AMH (Anti-
Mullerian Hormone)

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira AMH v6i ndng d6 khoang 0.28 pmol/L hoidc 0.04 ng/mL trong huyét thanh
ngua; chit bao quan.

- 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira AMH v6i ndng d6 khoang 60 pmol/L hodc 8 ng/mL trong huyét thanh ngua;
chét bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

206

Vat liu kiém soét
xét nghiem AMH
(Anti-Mullerian
Hormone)

4x2ml

Thanh phan gom:

- 2 chai, mdi chai 2.0 mL huyét thanh chimng 1

Chtra AMH véi nong d6 khoang 7 pmol/L hodc 1 ng/mL trong huyét thanh ngya;
chat bao quan.

- 2 chai, mdi chai 2.0 mL huyét thanh chimg 2

Chtra AMH v6i nong d6 khoang 35 pmol/L hodc 5 ng/mL trong huyét thanh ngua;
chat bao quan.

Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

207

Chét hiéu chuan xét
nghiém khang thé
khang Tg
(Thyroglobulin)

4x1.5ml

Thanh phan gom:

- 2 chai, mdi chai 1.5 mL mAu chuén 1

Chura khang thé khang Tg (ngudi) ndng do khoang 40 TU/mL.

- 2 chai, mdi chai 1.5 mL mAu chuén 2

Chtra khang thé khang Tg (ctru) v6i ndng do khoang 3250 TU/mL.
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

208

Chét hiéu chuan xét
nghiém dinh lugng
CA (Cancer antigen)
125

Hop

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira CA 125 ngudi trong huyét thanh ngya 1a 0 U/mL.

- 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira khoang 500 U/mL CA 125 ngudi trong hdn hop huyét thanh nguoi; chit bao
quan

Dat tiéu chuin ISO 13485: 2016.

Chung nhan: CE IVD

Hodc tuong duong

209

Chat hiéu chuan xét
nghiém CA (Cancer
antigen) 15-3

4x1.0ml

Thanh phan gom:

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

Chira CA 15-3 (ngudi) véi ndng d¢ khoang 15 U/mL trong huyét thanh ngudi.
- 2 chai, mdi chai chtra 1.0 mL mau chuan 2

Chtra CA 15-3 (nguoi) voi khoang 100 U/mL) trong huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuwong duong
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210

Chat hiéu chuan xét
nghiém CA (Cancer
antigen) 19-9

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira CA 19-9 (ngudi) v6i ndng d6 khoang 20 U/mL trong huyét thanh nguoi; chét
bao quan.

- 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira CA 19-9 (ngudi) v6i ndng d6 khoang 250 U/mL trong huyét thanh nguoi;
chit bao quan

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

211

Chat hi¢u chuan xét
nghiém CA (Cancer
antigen) 72-4

A

Hop

4x1.0ml

Thanh phéan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1.

Chira CA 72-4 (ngudi) v6i ndng d6 khoang 1 U/mL trong huyét thanh ngudi; chat
bao quan

- 2 chai, mbi chai 1.0 mL mAu chuén 2.

Chtra CA 72-4 (nguoi) voi ndng do khoang 70 U/mL trong huyét thanh ngudi; chat
bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

212

Chat hiéu chuén xét
nghi¢ém CEA
(Carcinoembryonic
antigen)

A

Hop

4x1.0ml

Thanh phan gdm:

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

Chira CEA (nguoi, tir canh cdy té bao) voi ndng do khoang 5 ng/mL trong hdn hop
dém/protein.

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

Chira CEA (nguoi, tir canh cdy té bao) voi ndng do khoang 50 ng/mL trong hdn
hop dém/protein.

(1 ng/mL CEA tuong Gng v6i 16.9 mIU/mL)

Dat tiéu chudn ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

213

ChAt hiéu chuén xét
nghi¢m Cortisol

Hop

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mau chuén 1

Chira Cortisol (tong hop) v6i ndng d6 khoang 12.5 nmol/L hoic 0.45 pg/dL trong
huyét thanh nguoi.

- 2 chai, mdi chai 1.0 mL mau chuén 2

Chira Cortisol (tdng hop) v6i ndng d6 khoang 1000 nmol/L hodc 36 pg/dL trong
huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuwong duong
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214

Chét hiéu chuén xét
nghiém CYFRA 21-1

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira Cytokeratin (nguoi, tir dong té bao MCF-7) véi nong d6 khoang 0 ng/mL
trong huyét thanh ngudi.

- 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira Cytokeratin (nguoi, tir dong té bao MCF-7) véi khoang ndng d6 khoang 50
ng/mL trong huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

215

Vit liéu kiém sodt
xét nghiém Troponin
T

A

Hop

4 x2ml

Thanh phéan gom:

- 2 chai, mdi chai 2.0 mL huyét thanh chimg

- 2 chai, mdi chai 2.0 mL huyét thanh chimg

Troponin T (tai tb hop, ngudi) voi hai khoang ndng d6 (khoéng 30 ng/L hoic
pg/mL va khoang 2500 ng/L hodc pg/mL) va troponin I (tai to hop, ngudi) voi hai
khoang ndng do (khoang 0.75 pg/L hodc ng/mL va khoang 18 pg/L hodc ng/mL)
trong huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

216

Chat hi¢u chuan xét
nghi¢ém TSH
(Thyroid-stimulating
hormone)

A

Hop

4x1.3ml

Thanh phan gom:

- 2 chai, mdi chai chira 1.3 mL méu chuén 1

Nong d6 ciia mau chuan 1 trong huyét thanh ngya khoang 0 pIU/mL;
- 2 chai, mdi chai chia 1.3 mL miu chuén 2

Chira chtra khoang 1.5 pIU/mL TSH (ngudi) trong huyét thanh ngudi.
Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

217

Chét hiéu chuén xét
nghi¢m SCC
(squamous cell
carcinoma)

Hop

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mau chuén 1

Chira SCC (tai t6 hop tir E. coli) & ndng d6 < 1.5 ng/mL trong hdn hop huyét thanh
ngudi; cht bao quan

- 2 chai, mdi chai 1.0 mL mau chuén 2

Chira SCC (tai t6 hop tir E. coli) & ndng d6 khoang 20 ng/mL trong hdn hop huyét
thanh nguoi; chit bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuwong duong
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Thanh phan gom:
- 2 chai, mdi chai 1.0 mL mAu chuén 1
Chira Estradiol (t6ng hop) voi ndng d6 khoang 73 pmol/L hodc 20 pg/mL trong
huyét thanh ngudi; chit bao quan.
- 2 chai, mdi chai 1.0 mL mAu chuén 2
Chit hicu chudn xét ) Chtra Estrildiol (téng h‘qp) V?i n?)ng dq(f) khoang 7340 pmol/L hodc 2000 pg/mL
218 nghiém Estradiol Hop 4 x 1.0 ml |trong huyeét t}lanh nguoi; chat bado quan.
; Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gom:
- 2 chai, mdi chai chtra 1.0 mL mAu chuén 1
Chira Ferritin (ngudi, gan) véi ndng d6 khoang 10 pug/L hodc ng/mL trong hdn hop
huyét thanh nguoi.
- 2 chai, mdi chai chita 1.0 mL mau chuén 2
Chét hiéu chuén xét A Chta Fefritin (ngu:(‘)i,‘ gan) v6i ndng d6 khoang 300 pg/L hodc ng/mL trong hdn
219 nghiém Ferritin Hop 4 x 1.0 ml [hgp huyet thgnh nguoi.
; DPat ti€u chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- 2 chai, mdi chai chita 1.0 mL méu chuan 1
Chira PSA ty do (ngudi) & ndng do khoang 0.10 ng/mL trong hdn hop dém/protein
(albumin huyét thanh bo).
Chit hisu chudn xét - 2 chai, mi chai chira 1.0 mL méau chuan 2 )
n Chtra PSA tu do (nguoi) ¢ nong do khoang 20 ng/mL trong hon hop dém/protein
nghi¢ém PSA R . £ \
220 (Prostate-specific Hop 4 x 1.0 ml |(albumin huyet thanh bo).
. Pat tiéu chuan ISO 13485: 2016.
antigen) t do Chiing nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
- 2 chai, mdi chai 1.0 mL mau chuén 1
Chira Free BhCG (tai t& hop, biéu hién & té bao HEKa)) v6i ndng d6 khoang 1
Hoa chat chuan xét IU/L trong huyét thanh ngudi.
nghiém free beta - 2 chai, mdi chai 1.0 mL mau chuan 2
221 [hCG (Human Hop | 4x1ml |Chira Free phCG (tai t hop, biéu hién ¢ té bao HEKa)) v6i ndng do khoang 64
chorionic IU/L trong huyét thanh ngudi.
gonadotropin) Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD
Hodac tuwong duong
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222

Chat hiéu chuan xét
nghiém FSH
(Follicle stimulating
hormone)

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira FSH (nguoi) v6i ndng d6 khoang 1 mIU/mL trong huyét thanh nguya.
- 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira FSH (ngudi) v6i ndng d6 khoang 55 mIU/mL trong huyét thanh nga.
Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

223

Chat hi¢u chuan xét
nghiém FT3 (Free
triitodothyronine)

A

Hop

4x1.0ml

Thanh phéan gom:

- 2 chai, mdi chai 1.0 mL miu chuén 1

Chira FT3 v6i ndng d6 khoang 2 pmol/L hodc 1.3 pg/mL trong huyét thanh ngudi.
- 2 chai, mdi chai 1.0 mL miu chuan 2

Chira FT3 v6i ndng d6 khoang 40 pmol/L hoidc 26 pg/mL trong huyét thanh nguoi.
Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

224

Chat higu chuan xét
nghi¢ém FT4 (Free
thyroxine)

A

Hop

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai chira 1.0 mL mu chuén 1

Chira L-thyroxine véi ndng d6 khoang 10 pmol/L hodc 0.78 ng/dL trong hdn hop
dém/protein (albumin huyét thanh bo).

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

Chira L-thyroxine v6i ndng d6 khoang 45 pmol/L hoic 3.5 ng/dL trong hdn hop
dém/protein (albumin huyét thanh bo).

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

225

Chét hiéu chuén xét
nghi¢ém HCG
(Human chorionic
gonadotropin), beta-
HCG (Human
chorionic
gonadotropin)

Hop

4x1.0ml

Thanh phan gom:

- 2 chai, mdi chai 1.0 mL mau chuén 1

Chra kich té sinh duc mang dém cta ngudi (tir nudc tiéu) voi ndng do khoang 1.5
mIU/mL trong dém huyét thanh nguoi.

- 2 chai, mdi chai 1.0 mL mau chuén 2

Chira kich té sinh duc mang dém cta ngudi (tir nudc tiéu) voi ndng do khoang
2000 mIU/mL trong dém huyét thanh ngudi.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuwong duong
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Thanh phan gom:
- 2 chai, mdi chai 1.0 mL mAu chuén 1
Chira Insulin (ngudi, tai to hop tir nAm men) v6i ndng d6 khoang 5 pU/mL hodc 35
pmol/L trong huyét thanh bo.
- 2 chai, mdi chai 1.0 mL mAu chuén 2
P ., Chua Insulin (nguoi, tai to hgp tr nam men) voi nong do khoang 300 pU/mL hodc
226 g;;‘lteze; ;’31‘:2‘1 *U| Hop  [4x 1.0 ml [2080 pmol/L trong huyét thanh bo.
; Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gom:
- 2 chai, mi chai 1.0 mL mau chuan 1
Chira LH (nguoi) véi nong d6 khoang 1 mIU/mL trong huyét thanh nguoi.
- 2 chai, mdi chai 1.0 mL mau chuin 2
Ly en 2, Chura LH (nguoi) véi nong 6 khoang 45 mIU/mL trong huyét thanh nguoi.
Chat higu chudn xét Dat tiéu chudn 1SO 13485: 2016, .
2p7 |nehiém LH Hop |4 x 1.0 ml|Chimg nhan: CE IVD
(Luteinizing Hoac tuong duong
hormone) )
Thanh phan gom:
- 2 chai, mdi chai 1.0 mL mAu chuén 1
Chira NSE (nguoi) voi ndng do khoang 0.5 ng/mL trong hdn hgp dém/protein
(albumin huyét thanh bo), natri azide < 1% (w/w).
Chit hicu chudn xét -2 ?hai, moi cha%i. 1.0’r.nLX mfluAchuén 2 ) .
hie .NSE Chira NSE (nguorl) v6i nong do khoang 50 ng/mL) trong hon hop dém/protein
228 ?feliir; speci Hop 4 x 1.0 ml |[(albumin huyét thanh bo), natri azide < 1% (w/w).
“specific Pat tiéu chudn ISO 13485: 2016.
enolase) Chimg nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
Vat lidu kidm sodt - 2 chai, mdi chai 3.0 mL mau chimg huyét thanh .
cé;: xét nghiém dinh free phCG khoang 15 IU/I.J; PAPP-A khoang 5000 mIU/L; Androstenedione
lrong free Bil C G. khoang 0.6 ng/mL; Estradiol khoéng 100 pg/NmL; Proges'terone khoang 1 ng/mL;
j Testosterone khoang 0.7 ng/mL chat trong hon hop huyét thanh nguai.
(Beta-human Cxe oo x , %
Chorionic - 2 chai, moi chai 3.0 mL mau ching huyét thanh .
Gonadotropin), free7BhCG khoang 50 IU/L; PAF’P—A khoang 2500 mIU/L; Androﬁstenedlone
229 |PAPP-A (Pregnancy Hop 6x3.0ml khoang 3 ng/mL; Estradiol khoang 500 pg/mL; Progesterone khoang 17 ng/mL;

Associated Plasma
Protein A),
Androstenedione,
Estradiol,
Progesterone,
Testosterone

Testosterone khoang 2.6 ng/mL chat trong hdn hop huyét thanh ngudi.

- 2 chai, mdi chai 3.0 mL mau chimg huyét thanh

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

Dat tiéu chuén ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong
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Thanh phan gom:
- 2 chai, mdi chai 1.0 mL mAu chuén 1
Chira PAPP-A (tir nhau thai ngudi) voi ndng d6 khoang 75 mIU/L trong huyét
thanh nguoi.
Chat hiéu chuan xét - 2 chai, mdi chai 1.0 mL mAu chuén 2
nghiém dinh lugng Chira PAPP-A (tir nhau thai ngudi) voi ndng d6 khoang 2500 mIU/L trong huyét
230 |PAPP-A (Pregnancy Hop 4 x 1.0 ml [thanh nguoi.
Associated Plasma Pat tiéu chuin 1SO 13485: 2016.
Protein A) Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gdm:
Vat lidu kidm sokt - 2 chai, mdi chai 20 mL huyét thanh chimg i ’ .
xét ng.hiém NT- NT—pr(?BNE" 1—7§ (tong hop) k’hoang 0.15 ng/mL trong hon hop huy¢t thanh nguoi.
231 proBNP. (N-terminal Hop Ax2ml |- 2 chai, moi chai 2.9 mL huyét thanh chung N ’ '
pro B-type i NT—p'roBNPq1—76 (tong hop) khoang 5 ng/mL trong hon hop huyét thanh nguoi.
natriuretic peptide) Pat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Vat lidu kiém sodt
j Mau chung huyét thanh lay tir huyét thanh nguoi véi 2 khoang nong do
(squamous cell T . £ ,
. - 2 chai, moi chai 3.0 mL huyét thanh chung 1
232 carcmoma.), ProGRP Hop 4 x 3.0 ml |- 2 chai, mdi chai 3.0 mL huyét thanh ching 2
(Progasrin- Pat tiéu chuin ISO 13485: 2016,
releasing peptide) ),

CYFRA 21-1va
NSE (neuron-
specific enolase)

Chtrng nhéan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh
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pham tinh , . :
dong goi
Vat lidu kiém sodt
cac xét nghiém dinh
lugng AFP (Alphal
-fetoprotein), CA
(Cancer antigen)
ellﬁtsi’ GCS f(sia;cg; Thanh phﬁn gém:
g .’ Mau chimg huyét thanh 1dy tir huyét thanh ngudi véi 2 khoang ndng do. Céc ndng
(Cancer antigen) 19- S . \ 1A A 1A s
dd nam trong hai khoang c6 lién quan trén lam sang.
9, CA (Cancer - 2 chai, mdi chai 3.0 mL huyét thanh chimg (ngudi) 1
233  |antigen) 72-4, CEA Hop 4x3.0ml Y e y; , g gu‘ .
. . - 2 chai, moi chai 3.0 mL huyét thanh chiing (nguoi) 2
(Carcinoembryonic s 2
. Pat ti€u chuan ISO 13485: 2016.
antigen), CYFRA 21- ., N
.. Chtng nhan: CE IVD
I, Ferritin, PSA Hodc tuwong duon
(Prostate-specific i £ £
antigen), HCG
(Human chorionic
gonadotropin), NSE
(neuron-specific
enolase)
Thanh phan gom:
Mau ching huyét thanh 13y tir huyét thanh ngudi voi 2 khoang ndng do.
- 2 chai mau chimg 1 dé pha 2 x 3.0 mL
mau chimg huyét thanh (nguoi)
Vit lidu kié it - 2 chai méu chimg 2 dé pha 2 x 3.0 mL miu chtng huyét thanh (nguoi)
i 1‘? legl, Sga 5.y, |PattiéuchuinISO 13485:2016.
234 [FetnElEm ANt Hop X 2X | Ching nhan: CE IVD
lugng 24 thong so 3.0 ml <
x o Hodc tuong duong
mién dich
S, Thanh phan gom:
D h 5 . . - .
Q?g d ' ma.l tr}mc - Bém phosphate 10 mmol/L; natri chloride 20 mmol/L; chat tay < 0.1 %; chat bao
phan Ung, loai bo wan: oH 7.0
235 |cac thanh phan huyét | Hop |5 x 600 mt|32™ PE /-5

thanh c6 thé anh
huéng két qua do.

Dat tiéu chuan ISO 13485: 2016.
Chung nhan: CE IVD
Hodc tuong duong
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236

Dung dich hé théng
dé tao tin hi¢u dién
hoéa trong may phan
tich xét nghiém mién
dich

2x2L

Thanh phan gom:

- Bém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chat tiy < 0.1 %; chét
bao quan; pH 6.8

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

237

Chét hiéu chuén xét
nghiém Progesterone

A

Hop

4x1.0ml

Thanh phéan gom:

+ 2 chai, mdi chai 1.0 mL mAu chuén 1

Chtra Progesterone (tir thuc vat) véi nong do khoang 0.6 nmol/L hodc 0.2 ng/mL
trong hdn hop huyét thanh nguoi.

+ 2 chai, mdi chai 1.0 mL miu chuan 2

Chtra Progesterone (tir thuc vat) véi ndng do khoang 169 nmol/L hoic 53 ng/mL
trong hdn hop huyét thanh nguoi.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

238

Chat hiéu chuan xét
nghi¢m Prolactin

A

Hop

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mAu chuén 1

Chira Prolactin (nguoi, tai to hop, tir E. coli) v6i ndng d6 khoang 2 nIU/mL hoic
0.09 ng/mL trong hdn hop dém huyét thanh ngya.

+ 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira Prolactin (nguoi, tai to hop, tir E. coli) v6i ndng d6 khoang 2000 uIU/mL
hodc 94 ng/mL trong hdn hgp dém huyét thanh ngya.

Pat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

239

Chét hiéu chuén xét
nghi¢ém PSA
(Prostate-specific
antigen)

Hop

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

Chira PSA (ngudi) voi ndng do khoang 0 ng/mL trong hdn hop huyét thanh ngudi.
+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chira PSA (ngudi) voi ndng do khoang 60 ng/mL trong hdn hop huyét thanh nguoi.
Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

240

Chat hiéu chuan xét
nghiém T3
(tritodothyronine)

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuan 1

Chira T3 v6i ndng d6 khoang 1.25 nmol/L hodc 0.8 ng/mL trong hdn hop huyét
thanh nguoi.

+ 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira T3 v6i ndng d6 khoang 8.5 nmol/L hodc 5.5 ng/mL trong hdn hop huyét
thanh nguoi.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

241

Chat hi¢u chuan xét
nghiém T4
(thyroxine)

A

Hop

4x1.0ml

Thanh phéan gom:

+ 2 chai, mdi chai 1.0 mL mAu chuén 1

Chura L-thyroxine véi néng dd khoang 50 nmol/L hozc 3.9 pug/dL trong hdn hop
dém/protein (albumin huyét thanh bo).

+ 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira L-thyroxine v6i ndng d6 khoang 230 nmol/L hodc 17.9 pg/dL trong hdn hop
dém/protein (albumin huyét thanh bo).

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

242

Chat hiéu chuén xét
nghi¢m Testosterone

A

Hop

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuin 1

Chira Testosterone (tir thuc vat) v6i ndng do khoang 0.4 ng/mL hodc 40 ng/dL
hodc 1.4 nmol/L trong hdn hop huyét thanh nguoi.

+ 2 chai, mdi chai 1.0 mL mau chuin 2

Chura Testosterone (tur thyc vat) voi néng d6 khoang 11.5 ng/mL hoac 1150 ng/dL
hozc 40 nmol/L trong hdn hop huyét thanh nguoi.

Dat tiéu chuén ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

243

ChAt hiéu chuén xét
nghiém Tg
(Thyroglobulin)

Hop

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

Chtra Thyroglobulin (nguoi) voi nf‘)ng d6 khoang 0.15 ng/mL trong hdn hop huyét
thanh ngya.

+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chtra Thyroglobulin (nguoi) voi nf‘)ng d6 khoang 180 ng/mL trong hon hop huyét
thanh ngya.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuwong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

244

Chat pha lodng mau
trong cac xét nghiém
mién dich

2x 16 ml

Thanh phan gom:

- Hdn hop protein; chat bao quan < 0.1 %

2 chai, mdi chai chtra 16 ml, duoc str dung nhu chat pha loang mau két hop voi
thudc thir xét nghiém

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hoac tuong duong

245

Chét hiéu chuan xét
nghiém khang thé
khang TPO
(Thyroid- specific
peroxidase)

4x1.5ml

Thanh phan gom:

+ 2 chai, mdi chai 1.5 mL mAu chuén 1

Chtra khang thé khang TPO (ctru) & ndng d6 khoang 35 TU/mL trong hdn hop
huyét thanh nguoi.

+ 2 chai, mdi chai 1.5 mL mAu chuén 2

Chtra khang thé khang TPO (ctru) & nong d6 khoang 350 IU/mL trong hdn hop
huyét thanh nguoi.

Pat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hoac tuong duong

246

Vat lidu kiém sodt xét
nghiém khang thé
khang
Tg (Thyroglobulin)

4x2ml

Thanh phan gom:

+ 2 chai, mdi chai 2.0 mL miu ching huyét thanh 1

Chtra cic chat trong hdn hop huyét thanh ngudi: Khang thé khang TSHR (nguoi)
khoang 4 TU/L; Khang thé khang TPO (ctru) khoang 35 IU/mL; Khang thé khang
Tg (ctru) khoang 100 TU/mL.

+ 2 chai, mdi chai 2.0 mL miu ching huyét thanh 2

Chtra cic chat trong hdn hop huyét thanh nguoi: Khang thé khang TSHR (nguoi)
khoang 16 IU/L; Khang thé khang TPO (ciru) khoang 100 IU/mL; Khang thé
khang Tg (curu) khoang 200 IU/mL.

Pat tiéu chuin ISO 13485: 2016

Chtrng nhan: CE IVD

Hodc tuong duong

247

ChAt hiéu chuén xét
nghiém IgE
(Immunoglobulin E)

Hop

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai chtra 1.0 mL mau chuén 1

Chira IgE (nguoi) v6i ndng dd khoang 1 TU/mL hodc 2.4 ng/mL trong hdn hop
huyét thanh ngua; chat bao quan.

+ 2 chai, mdi chai chira 1.0 mL mau chuén 2

Chira IgE (ngudi) véi ndng d6 khoang 100 TU/mL hodc 240 ng/mL trong hdn hop
huyét thanh ngua; chat bao quan.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL mAu chuén 1
Chira PIVKA-II (tai t6 hop, tir canh cdy té bao, ciing duoc goi la des-y-carboxy
prothrombin [DCP]) & ndng d6 khoang 12 ng/mL trong mdt hdn hop huyét thanh
Chét hiéu chuén xét ngua; chit bao quan.
nghiém PIVKA-II + 2 chai, mdi chai 1.0 mL méu chuén 2
248  |(Protein induced by Hop |4 x 1.0 ml|Chtra PIVKA-II (t4i to hop, tir canh cay té bao, ciing dugc goi 1a des-y-carboxy
vitamin K absence or prothrombin [DCP]) & néng do khoang 2300 ng/mL trong mot hon hop huyét
antagonist -1I) thanh ngya; chit bao quan.
Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL méu chimg huyét thanh
Chira Protein dugc tao do thiéu vitamin K hoic antagonist-IT (PTVKA-IT) (tai t&
Vit liéu kiém sodt h(fp, tiIAcanh Wcéy té bao, ciing dugc Agoi:lé des—y—carA’boxy prothrombin [DCP]) &
xét nghiém nong dg kh(;?ng 23 ng/mL trgng n}(_)t hon }Alorp huyét thanh ngya.
PIVKA-II (Protein + 2’cha1, moi chai 1.0 mL m.a:l chyng .huyet tl}anh . .
249 . o Hop 4 x 1.0 ml |Chtra Protein dugc tao do thiéu vitamin K hoac antagonist-1I (PIVKA-II) (tai to
induced by vitamin . Ao A1 e . . A
K absence o h(_A)*p, tu’qcanh cay t€ bao, ciing dAuqc:g(_)l la des—}(—carboxy prothrombin [DCP]) nong
antagonist -1I) do kh?ang 3?0 ng/mL trong mot hon hop huyét thanh ngya.
Pat ti€u chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 2.0 mL mAu chuén 1
Chira IL-6 (ngudi, tai tb hop) voi ndng d6 khoang 18 pg/mL trong huyét thanh
ngua.
+ 2 chai, mdi chai 2.0 mL miu chuan 2
Chat hiéu chuan xét Chira IL-6 (nguoi, tai tb hop) voi ndng d6 khoang 700 pg/mL trong huyét thanh
250 |nghiém IL-6 Hop 4 x 2.0 ml |ngua.

(Interleukin-6)

Pat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- 3 chai, mdi chai cho 2.0 mL huyét thanh mau chimg 1
- 3 chai, mdi chai cho 2.0 mL huyét thanh mau chimg 2
o 2 , Chat trong hdn hop huyét thanh ngya:
V,at h?u kle,rP soat + ACTH (tong hop): khoang 50 pg/mL (mau chimg 1), khoang 1000 pg/mL (mau
cac xét nghiém dinh chimg 2)
lugng ACTH ) + C-Peptide (tong hop): khoang 2 ng/mL; khoang 10 ng/mL (mau ching 2)
(Adrenocorticotropic + hGH (t4i t hop, tir E. coli): khoang 1 ng/mL (miu ching 1), khoang 10 ng/mL
hormone), C- (mAu chiing 2)
Peptide, hGH R + Insulin (nguoi, tai to hop, tir nAm men): khoang 25 pU/mL (mau chimg 1),
251 |(Human growth' Hoép 6x2.0ml khoang 80 wU/mL (mAu chimg 2)
hormone), Insu.hn, + IL-6 (ngudi, tai t6 hop: khoang 40 pg/mL (miu ching 1), khoang 250 pg/mL
IL-6 (Interleukin-6), (mAu chimg 2)
PIGF (Placental + PIGF (ngudi, i t hop, tir E. coli): khoang 100 pg/mL (mAu chimg 1), khodng
growth factor),' sFlt 1000 pg/mL (méu ching 2)
(Soluble fims-like + sFlt (phan doan, ngudi, téi t& hop): khoang 100 pg/mL (méu chimg 1), khoang
tyrosine kinase) 1000 pg/mL (mau chimg 2)
Dat tiéu chuén ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- 3 chai chura tong thé tich kha dung 13 36 mL
- Thanh phan: Hn hop protein; chat bio quan
- Muc dich: Puoc sir dung nhu chét pha lodng mau két hop vé6i thude thir xét
nghiém. Pha lodng miu can thiét trong trudmg hop nong do chét phan tich vuot
Dung dich pha loang qua khoang do cua phuong phéap xét nghiém tuong Gng.
252 |mau trong xét Hop 36 ml |Pat tidu chuin ISO 13485: 2016
nghiém mién dich Hoic tuong duong
Thanh phan gdm:
Chét pha lodng mau - Huyét thanh nguoi gop thu dwoc tir nam hién mau; chat bao quan
953 két hop voi xét Hép 2 %22 ml Nong d6 ciia progesterone ndi sinh: < 1 ng/mL (< 3.2 nmol/L)

nghiém mién dich
Progesterone.

Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Dung dich hé théng Thanh phan gom:
dé tao tin hiéu dién - Bém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chat tiy < 0.1 %; pH
254  |hoa trong Hop 2x2L 6.8
may phan tich xét Pat tiéu chuan ISO 13485: 2016
nghiém mién dich Hoic twong duong
L, , Thanh phan goém:
Dung dich rira phan - Pém phosphate 10 mmol/L; natri chloride 20 mmol/L; chét tAy < 0.1 %; chét bio
ung trudc khi tao tin R \
255 hiéu phat hién phan Hép 2x2L |quan; pH 70
L x o Pat tiéu chuan ISO 13485: 2016
ung micn dich .
Hoac tuong duong
Thanh phan gdm: nhya PP
Cbc va ddu con phan tng ding mot 1an cho bénh nhan, kich thude 580 x 238 x
382mm
Dat tiéu chuan ISO 13485: 2016
Cup va tip dung hut 36 x (105 [Hodc twong duong
mau, kiém tra chét tip + 105
256  |lugng, va chét chuin Hop cup) +3
trén h¢ théng xét hép giéy
nghiém mién dich thai
Thanh phan gom: Nhya PS
Céc chtra mau duoc su dung cho mau, chét hiéu chuin va chung, kich thude 505 x
342 x 362mm
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
a5y |Cocmaudingeho | S000 cai

may sinh hoa tu dong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 18.8 mL: Khang thé don dong khang PCT (chudt) danh dau biotin 2.0
pg/mL; dém phosphate 95 mmol/L, pH 7.5, chit bao quan.
+ 1 chai, 18.8 mL: Khang thé don dong khang PCT (chudt) d¢anh du phirc hop
ruthenium 5.6 pg/mL; dém phosphate 95 mmol/L, pH 7.5; chét bao quan.
+ 1 chai 4 mL: PCT (tai t6 hop) khoang 0.10 ng/mL trong hdn hop huyét thanh
Thubc thir xét nguoi; chat bio quan.
258 |nghiém PCT Hop 300 Test |+ 1 chai 4 mL: PCT (tai t6 hop) khoang 54 ng/mL trong hon hop huyét thanh
(procalcitonin) ngudi; chat bao quan.
+ 2 chai mdi chai pha 4 mL: PCT (tai to hop) khoang 0.50 ng/mL trong hdn hop
huyét thanh ngudi; chit bao quan.
+ 2 chai mdi chai pha 4 mL: PCT (tai t6 hop) khoang 10 ng/mL trong hdn hop
huyét thanh ngudi; chit bao quan.
Dat tiéu chuén ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.
+ 1 chai, 9.9 mL: Khang thé don dong khang IL-6 danh d4u biotin (chudt) 0.9
pg/mL; dém phosphate 95 mmol/L, pH 7.3; chat bao quan.
Thubc thir xét + 1 chai, 7.6 mL: Khang thé don dong khang IL-6 (chudt) danh dau phirc hop
259 |nghiém IL-6 Hop 100 Test |ruthenium1.5 pg/mL; dém phosphate 95 mmol/L, pH 7.3; chit bao quan.
(Interleukin-6) Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gdm:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 19.7 mL: Khang thé da dong khang T4 (ctru) danh du phirc hop
ruthenium 100 ng/mL; ANS 1 mg/mL; dém phosphate 100 mmol/L, pH 7.4; chat
Thude thir xét bao quan.
260 |nghiém T4 Hop 300 Test |+ 1 chai, 19.7 mL: T4 danh d4u biotin 20 ng/mL; dém phosphate 100 mmol/L, pH
(thyroxine) 7.4; chat bao quan.
Dat tiéu chuén ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 19.7 mL: Khang thé don dong khang T4 (tho) danh ddu phirc hop
Thubc thir xét ruthenium 75 ng/mL; dém phosphate 100 mmol/L, pH 7.0; chit bao quén.
261 |nghiém FT4 (Free Hop 300 Test |+ 1 chai, 19.7 mL: T4 danh d4u biotin 2.5 ng/mL; dém phosphate 100 mmol/L, pH

thyroxine)

7.0; chét bao quan.

Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD

Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 18.8 mL: Khang thé don dong khang Tg danh d4u biotin (chudt) 1 mg/L;
dém Bis-Tris 50 mmol/L, pH 6.3; chit bao quan.
Thudc thir xét + 1 chai, 18.8 mL: Khang thé don dong khang Tg (chuét) danh déu phirc hop

262 |nghiém Tg Hop 300 Test |ruthenium 3.1 mg/L; dém Bis-Tris 50 mmol/L, pH 6.3; chét bao quan.
((Thyroglobulin) Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

Thanh phéan gdm:

+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
Thubc thir xét + 1 chai, 21.0 mL: Khang thé don dong khang NT-proBNP danh dau biotin (chudt)
nghiém NT-proBNP 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8; chat bao quén.

263  |(N-terminal pro Hop 300 Test |+ 1 chai, 19.7 mL: Khang thé don dong khang NT-proBNP (ctru) danh diu phirc
B-type natriuretic hop ruthenium 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8; chit bao quan.
peptide) Dat tiéu chuén ISO 13485: 2016

Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL mAu chuén 1
Chtra ProBNP véi ndng d6 khoang 16.6 pmol/L hodc 140 pg/mL trong huyét thanh
ngua.
Chat hi¢u chuan xét + 2 chai, m&i chai 1.0 mL mau chuén 2
nghiém NT-proBNP Chira ProBNP véi ndng d6 khoang 320 pmol/L hodc 2700 pg/mL trong huyét
264  |(N-terminal pro Hop 4 x 1.0 ml [thanh ngya.
B-type natriuretic Dat tiéu chun ISO 13485: 2016
peptide) Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 15.8 mL: Khang thé don dong khang troponin T tim (chudt) 2.5 mg/L;
dém phosphate 100 mmol/L, pH 6.0; chét bao quan; chat trc ché.
Thude thir xét + 1 chai, 15.8 mL: Khang thé don dong khang troponin T tim (chudt) dénh dau
265 Hop 300 Test |phuc hgp ruthenium 2.5 mg/L; d¢m phosphate 100 mmol/L, pH 6.0; chat bao quan.

nghiém Troponin T

Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

266

Chat hiéu chuan xét
nghiém Troponin T

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuan 1

Chira Troponin T (tai to hop, nguoi) voi ndng do khoang 18 ng/L trong huyét
thanh nguoi.

+ 2 chai, mdi chai 1.0 mL mAu chuén 2

Chira Troponin T (tai to hop, ngudi) voi ndng do khoang 4200 ng/L trong huyét
thanh nguoi.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

267

Thudc thir xét
nghiém dinh lugng
AFP
(Alphal-fetoprotein)

300 Test

Thanh phéan gom:

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

+ 1 chai, 19.7 mL: Khang thé don dong khang AFP danh diu biotin (chudt) 4.5
mg/L; dém phosphate 100 mmol/L, pH 6.0; chit bao quan.

+ 1 chai, 19.7 mL: Khang thé don dong khang AFP (chudt) danh dau phirc hop
ruthenium 12.0 mg/L; dém phosphate 100 mmol/L, pH 6.0; chét bao quan.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

268

Thudc thir xét
nghi¢ém PIVKA-II
(Protein induced by
vitamin K absence or
antagonist -II) may
16n

A

Hop

300 Test

Thanh phan gom:

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

+ 1 chai, 19.7 mL: Khang thé don dong khang PIVKA-II danh déu biotin (tho) 1.2
mg/L; dém phosphate 40 mmol/L, pH 6.5; chét bao quén.

+ 1 chai, 19.7 mL: Khang thé don dong khang PIVKA-II (tho) danh dau phirc hop
ruthenium 2.0 mg/L; dém phosphate 40 mmol/L, pH 6.5; chit bao quan.

Pat tiéu chuin ISO 13485: 2016

Chtrng nhan: CE IVD

Hodc tuong duong

269

Thudc thir xét
nghiém CA (Cancer
antigen) 19-9

300 Test

Thanh phan gdm:

+ 1 chai, 14.1 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.

+ 1 chai, 18.8 mL: Khang thé don dong khang CA 19-9 danh d4u biotin (chudt) 3
mg/L, dém phosphate 100 mmol/L, pH 6.5; chit bao quan.

+ 1 chai, 21.0 mL: Khang thé don dong khang CA 19-9 (chudt) danh diu phirc hop
ruthenium 4 mg/L; dém phosphate 100 mmol/L, pH 6.5; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 16.0 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
+ 1 chai, 21.0 mL: Khang thé don dong khang CEA danh déu biotin (chudt/ngudi)
Thube thir xét 3.0 mg/'L; dém phosphate 109 mmol/L, pH 6.0; chat bao quén. '
hidm CEA + 1 chai, 15.8 mL: Khang thé don dong khang CEA (chudt) de"mh dau phtrc hop
270 |78 @n . Hop 300 Test [ruthenium 4.0 mg/L; d&m phosphate 100 mmol/L, pH 6.5; chat bao quan.
(Carcinoembryonic Pat tiéu chudn ISO 13485: 2016
antigen) Chimg nhn: CE TVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 19.7 mL: Khang thé don dong khang cytokeratin 19 danh dau biotin (KS
19.1; chudt) 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; chét bao quén.
Thube thir xét ) +’l cha}, 18.? mL: Khang .thé don dong kﬂhéng cytokeratin 19 (BM 19.21; chuét)
271 nghiém CYFRA 21-1 Hop 300 Test d?nh d271u phtrc hop ruthenium 2 mg/L; dém phosphate 100 mmol/L, pH 7.2; chat
bao quan.
Pat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 6.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 9.5 mL: Khang thé don dong khang SCC danh diu biotin (chudt) 0.9
o, mg/L; dém phosphate 40 mmol/L, pH 7.5; chét bao quan.
Thudc thir xét . . 2 \ . AN 42 A ,
hiém SCC +1 chz.u, 10.3 mL: Khang thé don dong khang SCC (chuot) Qanh dau phuc hop
272 [P Hop 100 Test [ruthenium 1.6 mg/L; d€m phosphate 40 mmol/L, pH 7.5; chat bdo quan.
(squamous cell Pat tidu chuin ISO 13485: 2016
carcinoma Chimg nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 6.1 mL: Vi hat phi streptavidin 0.72 mg/mL; cht bao quan.
+ 1 chai, 9.9 mL: Khang thé don dong khang phCG danh dau biotin (chudt) 3.5
Thude thir xét mg/L; d.ém phosphate 40 mrl}ol/L, pH 6.8; chit bao quan. )
hism Free HCG + 1 chai, 10.3 mL: Khang thé don dong khang BhCG ty do (chu(f)F) danh dau phuc
273 ?I?Iulrir;n chorionic Hop 100 Test |hop ruthenium 1.6 mg/L; d&m phosphate 40 mmol/L, pH 7.0; chat bao quan.
. Dat tiéu chuan ISO 13485: 2016
gonadotropin) beta Chimg nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 9.9 mL: Khang thé don dong khang PAPP-A danh dau biotin (chudt) 2.0
Thubc thir xét mg/L; d&m TRIS 50 mmol/L, pH 7.0; chét bao quan.
nghiém PAPP-A + 1 chai, 10.3 mL: Khang thé don dong khang PAPP-A (chudt) danh dau phirc hop
274  |(Pregnancy Hop 100 Test |ruthenium 1.0 mg/L; dém phosphate 50 mmol/L, pH 7.4; chat bao quan.
Associated Plasma Dat tiéu chuan ISO 13485: 2016
Protein A) Chung nhan: CE IVD

Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 15.8 mL: Khang thé don dong khang TSH (chudt) danh dau biotin 2.0
Thube thir xét mg/L; dém phosphate 100 mﬂmol/L, pH 7.2; chit bao quan. ’
hidm TSH + 1 chai, 13.9 mL: Khang thé don dong khang TSH (chudt/nguoi) ’dénh dau phtrc
275 |18 le;m. Hop 300 Test [hop ruthenium 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.2; chat bao quan
(Thyroid- Pat tidu chuin ISO 13485: 2016
stimulating hormone) Chimg nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 18.8 mL: Khang thé da dong khang T3 (ciru) ddnh dau phirc hop
ruthenium 75 ng/mL; ANS 0.8 mg/mL; dém phosphate 100 mmol/L, pH 7.4; chat
Thubc thir xét bao quan.
276 |nghiém T3 Hop 300 Test |+ 1 chai, 18.8 mL: T3 danh dau biotin 3 ng/mL; ANS 0.8 mg/mL; dém phosphate
(triiodothyronine) 100 mmol/L, pH 7.4; chat bao quan.
Pat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 19.7 mL: Khang thé don dong khang T3 (ctru) danh déu phirc hop
ruthenium 18 ng/mL; dém phosphate 100 mmol/L, pH 7.0; chét bao quan.
Thubc thir xét + 1 chai, 19.7 mL: T3 danh d4u biotin 2.4 ng/mL; dém phosphate 100 mmol/L,
277 |nghiém FT3 (Free Hop 300 test [pH 7.0; chat bao quén.
triiodothyronine) Pat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 19.7 mL: Tg danh dau biotin (ngudi) 0.200 mg/L; dém TRIS 100
Thude thir xét mmol/L., pH 7.0; chit bao ql{én. . ’
nghiém khng thé +1 ChE'll, 19.7 mL: Khang thé don dong khang Tg (nguoi) d’élnh dau phtrc hop
278 khémé Te Hop 300 test ruthe'mum 0.5620 mg/L; d&m TRIS 100 mmol/L, pH 7.0; chat bao quan.
(Thyroglobulin) Pat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 9.9 mL: Khang thé don dong khang IgE danh déu biotin (chudt) 2.5
mg/L, dém phosphate 85 mmol/L, pH 6.5; chit bao quan.
Thubc thir xét + 1 chai, 9.9 mL: Khang thé don dong khang IgE (chudt) ddnh dau phirc hop
279 |nghiém IgE Hop 100 Test |ruthenium 5.5 mg/L; dém phosphate 85 mmol/L, pH 6.5; chat bao quan.

(Immunoglobulin E)

Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 21.0 mL: Khang thé don dong khang cortisol ddnh diu biotin (ctru) 20
ng/mL; danazol 20 pg/mL; dém MES 100 mmol/L, pH 6.0; chit bao quén.
Thube thir xét + 1 chai, 21.0 mL: Dan xuit cortisol (tong hop), danh dau phl'Ig hop ruthenium 20
280 nghiém Cortisol Hop 300 Test [ng/mL; dana;ol 20 pg/mL; d&m MES 100 mmol/L, pH 6.0; chat bao quan.
; Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
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.
Thube thir xét + 1 chai, 21.0 mL: Khéng thé don dong khang ferritin (chugt) danh dau phirc hop
281 nghiém Ferritin Hop 300 Test [ruthenium 6.7() mg/L; dém phosphate 100 mmol/L, pH 7.2; chat bdo quan.
j Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gom:
- 2 chai, mdi chai 3.0 mL mau chimg huyét thanh 1
- 2 chai, mdi chai 3.0 mL mau ching huyét thanh 2
Chat trong huyét thanh nguoi; chét bao quan:
+ Vitamin B12 (canh cdy té bao): khoang 500 pg/mL (mAau chimg 1), khoang 1000
Vat liéu kiém soat pg/mL (miu ching 2)
cac xét nghiém dinh + Ferritin (nguoi, gan): khoang 150 ng/mL (mau ching 1), khoang 1000 ng/mL
luong Vitamin B12, (mau ching 2)
Ferritin, Folate, + Folate (tong hop): khoang 3.9 ng/mL (méu chimg 1), khoang 12 ng/mL (méu
BCTx (C-terminal chung 2)
telopeptide of type I + B-CTx (tdng hop): khoang 320 pg/mL (miu ching 1), khoang 750 pg/mL (méu
collagen), R chung 2)
282 Ostefcal)cin, PTH Hop 4x3ml + Osteocalcin (tdng hop): khoang 20 ng/mL (miu ching 1), khoang 100 ng/mL
(Parathyroid (mau ching 2)

hormone), PINP
(Procollagen type 1
amino-terminal
propeptid), Vitamin
D, Calcitonin

+ Noi tiét td tuyén can giap (tong hop: khoang 60 pg/mL (mau chimg 1), khoang
200 pg/mL (mau chimg 2)

+ PINP: khoang 30 ng/mL (mau ching 1), khoang 200 ng/mL (mau chimg 2)

+ 25-hydroxyvitaminD (tong hop): khoang 20 ng/mL (méu chimg 1), khoang 40
ng/mL (mau chimg 2)

+ Calcitonin (tong hop): khoang 10 pg/mL (mau chimg 1), khoang 100 pg/mL
(mau ching 2)

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh
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STT g cach Tiéu chuén Ky thuat
pham tinh , .
dong goi
Thanh phan gom:
- Thanh phén phéan tmg: Albumin huyét thanh bo véi chat phu gia hoa hoc va
Chét hiéu chudn xét n%uyén‘liéu ¢6 ngudn géc sAinh,th nhu qa Xac dinh.. Ngu(k)rkl g(‘)(i cac ch‘é.t sinh hoc
283 |nghiém Beta 2 Hop 2% 1 ml therr} vao n?u Sal;ll Chatw phfln tich: BZ—Mlcroglobulin, Ng,mon‘ goc: nguoi
Micr.oglobulin - Thanh phar} khong phan tng: 1.0 % albumin huyét thanh bo; 1.6 % NaN3
Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
Thanh phéan gom:
+ Pém TRIS/HCI: 23 g/L, pH 8.2; NaCl: 19 g/L; EDTA: 1.3 g/L; chit bao quan
+ Hat latex phii khang thé da dong khang p2-microglobulin nguoi (tho); chat bao
quan
Dat tiéu chuén ISO 13485: 2016
Thudc thir xét Chung nhan: CE IVD
284 |nghiém Beta 2 Hop 140 Test |Hoac tuong duong
Microglobulin
Thanh phan gdm:
- Thanh phén phan tng: Albumin huyét thanh bo vé6i chit phu gia hoa hoc va
nguyén liéu c6 ngudn gdc sinh hoc. Ngudn gdc cac chat sinh hoc thém vao nhur
Hoa chit kidm soat sau: phét pAhén tifh BZ—Mic’roglobuLin, ngu(x)rll gbe: ?gu(‘yi ‘
285 |xét nghiém B2MG Hop 2x2x1 |- "{:hanhAphan kilong phan tmg: 1.0 % albumin huyét thanh bo
(B2-microglobulin) ml N(zng d(;) I: 1.7 % NaN3
Nong do II: 1.6 % NaN3
Dat tiéu chuén ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ Chét gia toc Polyethylene glycol (PEG): 50 g/L; dém phosphate; chit bao quan
+ Khang huyét thanh (tho) khang prealbumin T déc hiéu cho prealbumin nguoi: >
0.25 g/L; dém phosphate; chit bao quan
Thube thir xét Dat tiéu chuan ISO 13485: 2016
286 Hop 100 Test [Chimg nhan: CE IVD

nghiém Prealbumin

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuén Ky thuat
pham tinh , . )
dong goi
Thanh phan gom:
- Vancomycin lién hgp; dém piperazine-N, N'-bis (2-ethanesulfonic acid) (PIPES),
Thuée thir xét pH 7:2; chz:t baf) quan; chat on dinh ‘ ‘ A . .
287  |nehiem dinh luon H6 100 Test | Khang thé khang vancomycin (don dong tir chugt); vi hat latex; dém
agnc;)m éin Pug °P 3-(N-morpholino) propane sulfonic acid (MOPS), pH 7.2; chét 6n dinh
M Y Pat tiéu chuén ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
PO i, Thanh phan gom:
Ch}?.t Ahle':(l;. Cﬁlian xet - Thanh phan phéan tng: Huyét thanh ngudi véi phu gia hoa hoc (thube diéu tri)
nEiemm i uong - Thanh phan khéng phan ting: Chit bao quan va chit on dinh.
digoxin, 2 4. Lo . .. : .
. bé dinh luong digoxin, carbamazepine, gentamicin, phenytoin, phenobarbital,
carbamazepine, o . . ; L . £
tamici primidone, theophylline, tobramycin, acid valproic va vancomycin trong huyét
g;n AMmIeH, 6x5ml+ thanh va huyét trong nguoi.
288 pheny]zo“;t | Hop || 10 4o [P2t tiéu chuin ISO 13485: 2016
pheniobarbita’, xm Chirng nhan: CE IVD
primidone, <
. Hodac tuong duong
theophylline,
tobramycin, acid
valproic va
vancomycin
Thanh phan gom:
Gom 3 miu ching dang 10ng & dang dung duogc ngay 13y tir huyét thanh nguoi.
Nong d6 diéu chinh cia cac thanh phan mau ching thudng ¢ mirc binh thuong hay
0 ngudng binh thuong/bénh 1y
o a1 eR , - Thanh phan phan tmg: Huyét thanh ngudi véi thude diéu tri dugc thém vao
Vit liéu kiém soat C s N R e A 1a i a1 AA
tt nehiém dinh 2 x 5 ml + |- Cac thanh phan khong c6 phan rmg: Chat bao quan va chat 6n dinh
289 fe ne llgrgf - Hop |2 x 5 ml+ |Pat tiéu chudn ISO 13485: 2016
uong Lo t100g S0 2 x5ml |Chimg nhan: CE IVD
sinh héa TDM <
Hodc tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL mau chuén 1
Chira Vitamin B12 véi ndng d6 khoang 185 pmol/L hodc 250 pg/mL trong huyét
thanh ngudi, chit bao quan.
+ 2 chai, mdi chai 1.0 mL mau chuén 2
A i, Chira Vitamin B12 véi ndng d6 khoang 1107 pmol/L hodc 1500 pg/mL trong
ago |Chathieuchuanx€t |y |y 0 mi |huyét thanh nguov, chit bao quan.

nghiém Vitamin B12

Dat tiéu chuin ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
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291

Chét hiéu chuén xét
nghiém Vitamin D
total G3

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuan 1

Chira 25-hydroxyvitamin D3 v&i ndng d khoang 10 ng/mL hodc 25 nmol/L trong
huyét thanh nguoi; chit bao quan

+ 2 chai, mdi chai 1.0 mL mau chuin 2

Chira 25-hydroxyvitamin D3 v&i ndng d6 khoang 70 ng/mL hodc 175 nmol/L
trong huyét thanh ngudi; chat bao quan

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

292

Vat lidu kiém sodt
xét nghiém hGH
(Human growth
hormone)

A

Hop

4x1.0ml

Thanh phéan gom:

+2 chai, mdi chai 1.0 mL mau chuan 1

Chira hGH (peptide tai to hop v6i ndng d6 khoang 0 ng/mL hodc 0 pg/mL trong
huyét thanh ngudi; chit bao quan.

+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chutra hGH (peptide tai t6 hop v6i ndng do khoang 10 ng/mL hodc 10000 pg/mL
trong huyét thanh ngudi; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

293

Thude thir xét
nghiém IgA
(Immunoglobulin A )

A

Hop

150 Test

Thanh phan gom:

+ Dbém TRIS: 20 mmol/L, pH 8.0; NaCl: 200 mmol/L; polyethylene glycol: 3.6 %;
chét bao quan; chit 6n dinh

+ Khang thé khang IgA ngudi (dé): phu thudc vao do chuin; dém TRIS: 20
mmol/L, pH 8.0; NaCl: 150 mmol/L; chét bao quan

Pat tiéu chudn ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

294

Thubc thir xét
nghiém dinh lugng
haptoglobin

Hop

100 test

Thanh phan gom:

+ Pém phosphate: 12.7 mmol/L, pH 7.2; NaCl: 130 mmol/L; PEG: 40 g/L; chit
bao quan

+ Khang thé khang haptoglobin ngudi (tho): > 1.1 g/L; NaCl: 100 mmol/L; chat
bao quan

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan gom:
+ Pém TRIS: 50 mmol/L, pH 8.0; PEG: 3.8 %; chét tiy; cht bio quan
+ Khang thé khang apolipoprotein A-1 ngudi (ctru): phu thudc vao d6 chudn; dém
TRIS: 100 mmol/L, pH 8.0 chit bao quan
Dat tiéu chuan ISO 13485: 2016
Thubc thir xét Chung nhan: CE IVD
295 |nghi€ém dinh luong Hop 100 Test |Hodc twong duong
Apolipoprotein A-1
Thanh phéan gom:
+Pém TRIS: 50 mmol/L, pH 8.0; PEG: 4.2 %; chit tiy; chit bao quan
+ Khang thé khang apolipoprotein B ngudi (ciru): phu thude vao do chuin; dém
TRIS: 100 mmol/L, pH 8.0; chét bao quan
Dat tiéu chuan ISO 13485: 2016
Thudc thir xét Chung nhan: CE IVD
296  |nghiém dinh luong Hop 100 Test |Hodc twong duong
apolipoprotein B
Thanh phan gom:
+ 3 chai, mdi chai 1.0 mL huyét thanh chiing
Huyét thanh ngudi; chit bao quan.
Gia tri dich khoang 20 ng/mL (50 nmol/L)
a1 Ak + 3 chai, mdi chai 1.0 mL huyét thanh chiing
Vat liéu kiém soat J e 1A 1a .
<t nohiém dinh Hgyet. thanh ngqoﬂ; chat bao quan.
297 [Fctnghicmdi Hop |6 x 1.0 ml|Gié tri dich khoang 40 ng/mL (100 nmol/L)
luong Vitamin D Pat tiéu chudn ISO 13485: 2016
toan phan thé h¢ 3 Chiing nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ Pém TRIS: 100 mmol/L, pH 8.0; polyethylene glycol: 3.0 %; chit bao quéan
+ Khang thé khang C3c ngudi (dé): phu thude vao do chuan; dém TRIS: 33
298 Hép 100 Test mmol/L; chit bao quan

Thudc thir xét
nghiém dinh lugng
C3

Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
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299

Thudc thir xét
nghiém dinh lugng
C4

100 Test

Thanh phan gom:

+ Pém TRIS: 100 mmol/L, pH 8.0; polyethylene glycol: 3.0 %; chét bao quan
+ Khang thé khang C4 ngudi (dé): phu thudc vao do chuan; dém TRIS: 33
mmol/L; chét bao quan

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

300

Hoa chat chuin cho
xét nghiém PTH
(Parathyroid
hormone)

A

Hop

4x1.0ml

Thanh phéan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

Chira PTH (peptide tong hop, ngudi) voi ndng d6 khoang 1 pmol/L hodc 10 pg/mL
trong huyét thanh ngudi; chit bao quan.

+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chira PTH (peptide tong hop, ngudi) voi ndng do khoang 466 pmol/L hodc 4400
pg/mL trong huyét thanh ngudi; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

301

Hoa chat xét nghiém
C-Peptide

100 Test

Thanh phan gom:

+ 1 chai, 6.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.

+ 1 chai, 9.9 mL: Khéang thé don dong khang C-peptide (chudt) dugc biotin hoa 1
mg/L; dém phosphate 50 mmol/L, pH 6.0; chét bao quan.

+ 1 chai, 9.9 mL: Khang thé don dong khang C-peptide (chudt) danh diu phirc hop
ruthenium 0.4 mg/L; dém phosphate 50 mmol/L, pH 6.0; chét bao quan.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

302

Héa chét chuan cho
xét nghiém C-Peptide

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

Chira C-peptide v6i ndng do khoang 0.167 nmol/L hodc 0.5 ng/mL trong huyét
thanh ngya.

+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chira C-peptide v6i ndng d6 khoang 0.5 ng/mL va khoang 6.67 nmol/L trong huyét
thanh ngya.

Dat tidu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hodc tuong duong
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303

Chat hiéu chuan xét
nghiém dinh lugng
ACTH
(Adrenocorticotropic
hormone)

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuan 1

Chira ACTH (tong hop) v6i ndng d6 khoang 15 pg/mL trong huyét thanh ngya.
+ 2 chai, mdi chai 1.0 mL mau chuin 2

Chira ACTH (tong hop) véi ndng d6 khoang 120 pg/mL trong huyét thanh ngya.
Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

304

Thudc thir xét
nghiém ACTH
(Adrenocorticotropic
hormone)

100 Test

Thanh phéan gom:

+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

+ 1 chai, 7.2 mL: Khang thé don dong khang ACTH danh déu biotin (chudt) 0.3
mg/L; dém MES 50 mmol/L, pH 6.2; chét bao quén.

+ 1 chai, 7.2 mL: Khang thé don dong khang ACTH (chuét) danh déu phirc hop
ruthenium 0.3 mg/L; d&&m MES 50 mmol/L, pH 6.2; chét bao quan.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

305

Thubc thir xét
nghiém dinh lugng
Vitamin B12 thé hé 2

300 Test

Thanh phan gom:

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

+ 1 chai, 18.8 mL: Yéu t6 ndi tai danh du ruthenium tai to hop tir heo 4 pg/L;
cobinamide dicyanide 15 pg/L; chat 6n dinh; albumin huyét thanh nguoi; dém
phosphate, pH 5.5; chét bao quén.

+ 1 chai, 15.8 mL: Vitamin B12 danh d4u biotin 25 pg/L; biotin 3 ug/L; dém
phosphate, pH 7.0; chat bao quan

Pat tiéu chuin ISO 13485: 2016

Chtrng nhan: CE IVD

Hodc tuong duong

306

Thubc thir xét
nghiém dinh lugng
Vitamin D toan phan
thé hé 3 E2G

Hop

300 Test

Thanh phan gom:

+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.

+ 1 chai, 18.8 mL: Protein gin két vitamin D danh d4u ruthenium 150 pug/L; dém
bis-tris propane 200 mmol/L; albumin (nguoi) 25 g/L; pH 7.5; chat bao quéan.

+ 1 chai, 15.8 mL: 25-hydroxyvitamin D dénh d4u biotin 20 pg/L; dém bis-tris
propane 200 mmol/L; pH 8.6; chat bao quan.

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hodc tuong duong
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307

Thudc thir xét
nghiém dinh lugng
IegG
(Immunoglobulin G)

150 Test

Thanh phan gom:

+ Pém TRIS: 20 mmol/L, pH 8.0; NaCl: 200 mmol/L; polyethylene glycol: 3.6
%; chit bao quan; chit on dinh

+ Khang thé khang IgG nguoi (dé): phu thudc vao do chuan; dém TRIS: 20
mmol/L, pH 8.0; NaCl: 150 mmol/L; chét bao quan

Dat tiéu chuin ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

308

Thudc thir xét
nghiém dinh lugng
IgM
(Immunoglobulin M)

150 Test

Thanh phan gom:

+ Pém TRIS: 20 mmol/L, pH 8.0; NaCl: 200 mmol/L; polyethylene glycol: 3.6
%; chat bao quan; chét 6n dinh

+ Khéang thé khang IgM ngudi (dé): phu thude vao do chuan; dém TRIS: 20
mmol/L, pH 8.0; NaCl: 150 mmol/L; chit bao quan

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuong duong

309

Thudc thir xét
nghiém dinh lugng
ceruloplasmin

A

Hop

100 Test

Thanh phan gom:

+ Accelerator, Polyethylene glycol (PEG): 50 g/L; dém phosphate; chat bao quan
+ Khéang huyét thanh (tho) khang ceruloplasmin T déc hiéu cho ceruloplasmin
ngudi: > 0.42 g/L; dém phosphate; chit bao quan

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

310

Thubc thir xét
nghiém dinh lugng
cholinesterase

Hop

200 Test

Thanh phan gdm:

+ DPém pyrophosphate: 92 mmol/L, pH 7.7; kali hexacyanoferrate (III): 2.4
mmol/L

+ Pém GOOD's: 10 mmol/L, pH 4.0; butyrylthiocholine: 46 mmol/L; chét 6n dinh
Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ Pém phosphate: 55 mmol/L, pH 7.2; NaCl: 25 mmol/L; polyethylene glycol: 5
%; chét bao quan
+ Khang thé khang transferrin nguoi (tho): phu thude vao do chuan, NaCl: 100
mmol/L; chét bao quan
L Pat tiéu chuan ISO 13485: 2016
311 | huocthuxét Hop | 100 Test |Chimng nhan: CE IVD
nghiém Transferin <
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
L + 1 chai, 7.2 mL: Khang thé don dong khang AMH danh dau biotin (chudt) 1.0
Thudc thir xét S L. i
nghiém dinh rong A mg/L; d.e;m phosphate; 50 mﬂmol/L, PH 7.5 , chat bao quanA. ’ . '

312 A Hop 100 Test [+ 1 chai, 7.2 mL: Khang thé don dong khang AMH (chudt) danh dau phirc hop
AMH (Anti- . N Ai1a .
Mullerian Hormone) mtheplum 1;() mg/L; d¢m phosphate 50 mmol/L, pH 7.5; chat bao quan.

Pat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuong duong

Thanh phan gdm:

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

+ 1 chai, 19.7 mL: Hai khang thé don dong khang estradiol danh déu biotin (tho)
Thude thit xét ih5é flir;lzu\;i .4.5 ng/mL; mesterolone 130 ng/mL; d¢m MES 50 mmol/L, pH 6.0;

313 Ei::é?o(limh lugng Hop 300 Test + 1 chai, 18.8 mL: Dan xuét estra(,liol, danh diu phurc hgp ruthenium 4.5 ng/mL;

dém MES 50 mmol/L, pH 6.0; chat bao quan

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

Thanh phan gom:

+ 1 chai thudc thir tién xtr 1y 1, 7.3 mL: Natri 2-mercaptoethanesulfonate

(MESNA) 40 g/L, pH 5.5.

+ 1 chai hudc thir tién xtr y 2, 7.3 mL: Natri hydroxide 25 g/L.

+ 1 chai, 12.4 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
Thudc thir xét + 1 chai, 16.7 mL: Protein gin két folate d¢anh d4u ruthenium 75 pg/L; albumin

314 |nghiém dinh lugng Hop 300 Test huyét thanh nguoi (chét 6n dinh); dém borate/ phosphate/citrate 70 mmol/L, pH

Folate thé hé 3

5.5; chat bao quan.

+ 1 chai, 13.9 mL: Folate danh du biotin 17 pg/L; biotin 120 pg/L; huyét thanh
ngudi (chit 6n dinh); dém borate 100 mmol/L, pH 9.0; chit bao quan.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong
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315

Chat hiéu chuan xét
nghiém dinh lugng
Folate thé hé 3

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

La huyét thanh nguoi dong khé chira folate

Ung dung folate huyét thanh/huyét tuong:

Gia tri dich 13 < 9.1 nmol/L hodc < 4.0 ng/mL.

Ung dung folate RBC: Gia tri dich 1a < 499 nmol/L hodc < 220 ng/mL.
+ 2 chai, mdi chai 1.0 mL miu chuin 2

La huyét thanh nguoi dong khé chira folate

Ung dung folate huyét thanh/huyét tuong:

Gia tri dich 1a khoang 38.5 nmol/L hodc 17.0 ng/mL.
Ung dung folate RBC:

Gia tri dich 1a khoang 1294 nmol/L hoac 570 ng/mL
Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

316

Thudc thir xét
nghiém dinh lugng
hGH (Human growth
hormone)

100 Test

Thanh phan gom:

+ 1 chai, 6.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.

+ 1 chai, 7.6 mL: Khang thé don dong khang hGH danh dau biotin (chudt) 1.1
mg/L; dém phosphate 100 mmol/L, pH 7.2; chit bao quan.

+ 1 chai, 7.2 mL: Khang thé da dong khang hGH (ciru) danh dau phirc hop
ruthenium 2.4 mg/L; dém phosphate 100 mmol/L, pH 7.2; chit bao quan.

Pat tiéu chuin ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuong duong

317

Chat hiéu chuan xét
nghiém ProGRP
(Progastrin-releasing
peptide)

4x1.0ml

Thanh phan gom:

+ 2 chai, mdi chai 1.0 mL mau chuén 1

Chtra ProGRP (tai t6 hop tir E. coli) v6i ndng do khoang 20 pg/mL trong hdn hop
huyét thanh ngua; chit bao quan.

+ 2 chai, mdi chai 1.0 mL mau chuén 2

Chtra ProGRP (tai t6 hop tir E. coli) voi ndng d6 khoang 294 pg/mL trong hdn hop
huyét thanh ngua; chit bao quan.

Pat tiéu chuan ISO 13485: 2016

Chtrng nhan: CE IVD

Hodc tuong duong

318

Thudc thir xét
nghi¢m ProGRP
(Progastrin-releasing
peptide)

Hop

100 Test

Thanh phan gom:

+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chit bao quan.

+ 1 chai, 9.5 mL: Khang thé don dong khang ProGRP danh dau biotin (chudt) 3.5
mg/L; dém phosphate 40 mmol/L, pH 7.0; chat bao quan.

+ 1 chai, 9.5 mL: Khang thé don dong khang ProGRP (chudt) ¢anh du phirc hop
ruthenium 2.0 mg/L; dém phosphate 40 mmol/L, pH 7.0; chit bao quan

Dat tidu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong
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Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phéan gom;
+ 2 chai, mdi chai 1.0 mL mau chuan 1
Chtra Calcitonin (tong hop) voi ndng d6 khoang 2.0 pg/mL hodc 0.585 pmol/L
trong huyét thanh nguya.
Chit hidu chudn xét + 2 chai, mdi chai 1.0mL mau c}}uén 2
R Chua Calcitonin (tong hop) véi nong do khoang 500 pg/mL hodc 146 pmol/L
319 nghliem .(hnh hf(_.mg Hop 4 x 1.0 ml |trong huyét thanh ngua.
calcitonin ngudi Pat tiéu chudn ISO 13485: 2016
(thyrocalcitonin) Chimng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
Thude this xét + 1 chai, 7.2 mL: Khang thé don dong khang hCT dénh dau biotin (chudt) 1.50
nghiém dinh rong mg/L; d¢m phosphate 100 r}lmol/L, pH 7.2; chat bao quan. ’
320 calciironin' nguc‘y.i Hop 100 Test [+ 1 chai, 7.2 mL: Khang thé don dong khang hCT (chudt) déqh dau phirc hop
(thyrocalcitonin) ruthenium 1;() mg/L; dém phosphate 100 mmol/L, pH 7.2; chat bao quan.
Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gom;
£ , TN + 1 chai, 5.8 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
Z}?E;: ;2?;;3?;{31@11 + 1 chai, 9.9 mL: Peptide citrulline hoa dang vong danh déurbiotin (tong hop)
ban dinh luorng' khoang 1.1 pg/mL; d€m pho§phate 100 mmol/L, pH 5.0; chat bé9 quan.
khéné thi Ig'G + 1 chai, 10.3 mL: Khang thé don dong khang IgG nguoi dénh dau ruthenium
321 (Immunoglobulin G) Hop 100 Test (chu(f?t) 0.75 ﬂug/rnL; dém phosphate 100 mmol/L, pH 6.0; chat bao quan
khing CCP (Anti- Pat tiéu chuan ISO 13485: 2016
SO Chung nhan: CE IVD
cyclic citrullinated <
. Hodc tuong duong
peptide)
Thanh phan gom:
+ 2 chai, mdi chai 2.0 mL miu ching huyét thanh
o . Khang thé khang CCP (nguoi), khoang 20 U/mL trong huyét thanh nguoi.
V’at lleu. Ak1em’ soa.t + 2 chgai, moi ch%ii 2.0 m[%?n?lu Chtrngg}luyét thanh ¢ :
Tet “glzwlr(‘;l?a“ tdh*f,‘h Khang thé khang CCP (nguoi), khoang 100 U/mL trong huyét thanh ngudi.
I“‘(-’}“g wiqiang the Pat tiéu chuén ISO 13485: 2016
322 |8 . Hop |4 x 2.0 ml|Chimg nhan: CE IVD
(Immunoglobulin G) Hodic twong duong
nguoi khang CCP )

(Anti-cyclic
citrullinated peptide)
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Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
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 dau biotin (ctru)
40 ng/mL,; thudc thu cung cr?ip 2-bromoestradiol; d¢m MES 50 mmol/L, pH 6.0;
chit bao quan.
Thubc thir xét + 1 chai, 18.8 mL: Dan xuit testosterone danh d4u phirc hop ruthenium 1.5
323 |nghiém Testosterone Hop 300 test [ng/mL; d&m MES 50 mmol/L, pH 6.0; chét bao quan.
G2 déng goi 16n Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gom:
+ 1 chai, 5.8 mL: Vi hat phii streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 10.3 mL: Khang thé don dong khang insulin danh dau biotin (chuét) 1
mg/L; dém MES 50 mmol/L, pH 6.0; chét bao quén.
+ 1 chai, 9.5 mL: Khang thé don dong khang insulin (chudt) danh ddu phtrc hop
Thube thir xét ruthenium 1;75 mg/L; d&m MES 50 mmol/L, pH 6.0; chét bao quan
324 oA . Hop 100 Test [Dat tiéu chuan ISO 13485: 2016
nghiém Insulin Chimg nhéan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 19.7 mL: Khang thé don dong khang LH danh déu biotin (chudt) 2.0
mg/L; dém TRIS 50 mmol/L, pH 8.0; chit bao quan.
L + 1 chai, 19.7 mL: Khang thé don dong khang LH (chudt) danh du phirc hop
Thuoc thir xét ruthenium 0.3 mg/L; &ém TRIS 50 mmol/L, pH 8.0; chét bio qun.
3p5  [nehiém LH Hop | 300 Test |Dat tiéu chudn ISO 13485: 2016
(Luteinizing Chitng nhan: CE IVD
hormone) «
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 18.8 mL: Khang thé don dong 18E5 khang NSE danh dau biotin (chudt)
Thube thir xét 1.0 mg/L; d€m phosphate SQ mmol/L, pH 7.2; chit bao quan. ’
o + 1 chai, 18.8 mL:Khang thé don dong 84B10 khang NSE (chudt) danh dau phuc
326 nghi¢m NSE. Hop 300 Test |hop ruthenium 1.0 mg/L; dém phosphate 50 mmol/L, pH 7.2; chit bao quén.
(neuron-specific Pat tiéu chun ISO 13485: 2016
enolase)

Chtng nhan: CE IVD
Hodc tuong duong
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STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 18.8 mL: Khang thé da dong khang TPO (ctru) danh déu phirc hop
ruthenium 1.0 mg/L; &&m TRIS 100 mmol/L, pH 7.2; chit bao quan.
Thubc thir xét + 1 chai, 19.7 mL: TPO danh d4u biotin (t4i t6 hop) 0.15 mg/L; dém TRIS 30
nghiém khang thé mmol/L, pH 7.0; chit bao quan
327 |khang TPO Hop 300 Test |Pat tiéu chudn ISO 13485: 2016
(Thyroid-specific Chung nhan: CE IVD
peroxidase) Hodc tuong duong
Thanh phéan gom:
+ 1 chai, 5.8 mL: Vi hat phii streptavidin 0.72 mg/mL; chét bao quan.
+ 1 chai, 10.3 mL: Khang thé don dong khang HE4 danh dau biotin (chudt) 0.75
; L mg/L; dém phosphate 100 mmol/L, pH 6.5; chét bao quan.
Thudc thir xét . . 2 \ . A\ as £ ,
hicm HE4 +1 chz.u, 10.3 mL: Khang thé don dong khang HE4 (chuot) da,nh dau phu’c hop
328 ?ﬁurﬁan cpidi Hop 100 Test |ruthenium 1.5 mg/L; dém phosphate 100 mmol/L, pH 7.4; chat bao quan.
1an epididymal Pat tiéu chudn ISO 13485: 2016
protein 4) Chémg nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL mau chuén 1
Chtra HE4 (ngudi, tir dong té bao OvCar-3) & ndng do khoang 5 pmol/L trong hdn
hop huyét thanh ngya; chat bao quan.
. . . + 2 chai, mdi chai 1.0 mL mau chuén 2
Hoa. ?hat chuan xét Chira HE4 (nguoi, tir dong té bao OvCar-3) ¢ ndng do khoang 200 pmol/L trong
nghiém HE4 R x £ i1z .
329 (Fuman epididymal Hoép [4 x 1.0 ml|hon hop huyf:t thanh ngua; chat bao quan.
. Dat tiéu chuan ISO 13485: 2016
protein 4) Chtrng nhan: CE IVD
Hodc tuwong duong
Thanh phan gom:
+ 2 chai, mdi chai 1.0 mL miu ching huyét thanh
+ 2 chai, mdi chai 1.0 mL méu chimg huyét thanh
HE4 (nguoi, tir dong té bao OvCar-3) & 2 khoang ndng d (khoang 50 pmol/L va
e 2 , khoang 400 pmol/L) trong huyéet thanh nguo1i; chat bao quan
Vat h‘? kicm S;’at Pat tiégu chugn 1SO )13485g : 20yl6 . !
330 Z‘;:fa:’égigﬁymal Hop |4 x 1.0 ml [Chimg nhan: CE IVD

protein 4)

Hodc tuong duong




Tén hoa chit, sinh
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Thanh phan gom:
+ Tobramycin gin véi GGPDH vi khuan va albumin huyét thanh bo trong dém
+ Khang thé khang tobramycin (da dong tir ciru), G6P, NAD va albumin huyét
thanh bo trong dém
Dat tiéu chuan ISO 13485: 2016
i L, e Chung nhan: CE IVD
331 |Hoachatxétnghiem | o |60 Tegt |Hode twong duong
Tobramycin
Thanh phéan gom:
+ Khang thé khang amikacin (don dong tir chudt) va vat liéu c6 ngudn gdc tir
nguoi trong dém vai chét bao quan.
+ Dan xuét amikacin lién hop vi hat, vat liéu c6 ngudn gbc tir
, L, n nguoi, va chat bao quan
332 ﬁomilf:;tn"et nghiém | pan | 75 Test |Pat tiéu chudn ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ Pém piperazine-N,N'-bis (ethanesulfonic acid) (PIPES), pH 7.2; chit bao quan
+ Khang thé khang gentamicin (don dong tir chudt); vi hat latex; dém 3-(N-
morpholino) propane sulfonic acid (MOPS), pH 7.5; chat 6n dinh; chét bao quan
Pat tiéu chuin ISO 13485: 2016
, £ n Chtrng nhan: CE IVD
333 |Hoachatxétnghiem | |60 Tegt |Hoge twong duong
Gentamycin
Thanh phan gom:
+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 21 mL: Khang thé don dong khang tacrolimus danh dau biotin (ctru) 15
ng/L; dém phosphate 100 mmol/L, pH 7.8; chit bao quan.
Thube thir xét + 1 chai, 14.8 mL: Dan xuét tqcrolimus danh diu phuc hop ruthenium 4 pg/L; dém
334 Hop 300 Test [citrate 10 mmol/L, pH 3.3; chat bao quan.

nghi¢m Tacrolimus

Dat tiéu chuin ISO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
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335

Hoa chat chuan xét
nghiém Tacrolimus

6x1ml

Thanh phan gom:

» 3 chai, mdi chai 1.0 mL mAu chuén 1

Chira Tacrolimus véi ndng d6 khoang 1 ng/mL trong mau ngudi; chit bao quan.
» 3 chai, mdi chai 1.0 mL mAu chuén 2

Chira Tacrolimus véi ndng d6 khoang 30 ng/mL trong mau ngudi; chat bao quan.
Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

336

Hoa chat kiém soat
x¢ét nghi¢ém
Tacrolimus

A

Hop

30 ml

Thanh phéan gom:

- 1 chai chtta 30 mL, dung dich kém sulfate trong methanol va ethylene glycol.
Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

337

Hoa chat xét nghiém
Anti TSHR (Thyroid
stimulating hormone
receptor)

300 Test

Thanh phan gom:

+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.

+ Dung dich dém, 1 chai, 12.0 mL: Dém phosphate 20 mmol/L, pH 7.4; chit 6n
dinh; chét bao quan.

+ 1 chai, 13.9 mL: Khang thé don dong khang TSHR M22 (nguoi) danh déu phirc
hop ruthenium khoang 0.3 mg/L; d¢m phosphate 20 mmol/L, pH 7.4; chét 6n dinh;
chét bao quan

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

338

Hoa chét chuan xét
nghiém Anti - TSHR
(Thyroid stimulating
hormone receptor)

4x2.0ml

Thanh phan gom:

+ 2 chai, mdi chai 2.0 mL mau chuén 1

Chira khang thé khang TSHR ngudi nong d khoang 0.75 IU/L trong hdn hop
huyét thanh nguoi.

+2 chai mdi chai 2.0 mL méu chuén 2

Chira khang thé khang TSHR ngudi ndng d¢ khoang 25 TU/L trong hdn hop huyét
thanh nguoi.

Dat tidu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hodc tuong duong
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339

Chét hiéu chuan xét
nghiém Amikacin

6x5ml+
1x10ml

Thanh phan gom:

Bao gdm 6 mau chudn duoc pha bing cach thém mot lwong thude vao huyét thanh
ngudi. Nong do cua cac thanh phan mau chuan diéu chinh dé dam bao chuén téi
uu trén cac may phan tich hoa 1am sang.

- Thanh phén phén tmg: Huyét thanh nguoi véi phu gia hoa hoc (thube diéu tri).

- Thanh phéan khéng phan tmg: Chit bao quéan va chit 6n dinh

Dat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

340

Thudc bao dudng

hang ngay cho dién

cyc ISE, dng va kim
hut mau

A

Hop

9x 12 ml

Thanh phan gdm:

Huyét thanh nguoi khéng c6 phu gia héa hoc.

Céch dung: M6 nép chai, hut vao mdi chai chinh xac 12.0 mL nudc cat/khir ion.
Thé tich hoan nguyén cudi cung 14 13 mL.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

341

Hoa chat xét nghiém
HbAlc loai A

A

Hop

600ml x 4

Thanh phan gdm: Sodium azide: <=0.01 %; Oxidizing agent: <=0.7%; Phosphate:
<=1%.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

342

Hoa chat xét nghiém
HbAlc loai B

A

Hop

600ml x 2

Gom: Sodium azide: <=0.06%; Oxidizing agent: <=3%; Phosphate: <=2%.
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong

343

Hoa chat xét nghiém
HbAlc loai C

Hop

600ml x 2

Thanh phéan gdm: Sodium azide : <=0.01%; Oxidizing agent:<=0.3%; Phosphate:
<=1%.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

344

Dung dich rtra ly gidi

Hop

3x2L

Thanh phén:
Sodium azide<=0.02%
Phosphate<=0.1%
Surfactant<=0.1%

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong
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Tiéu chuin ky thuat

345

Cot sic ki

1 cot

Cot duogce ché tao béng vat liéu thép khong gi va nép x04n hai dau duoc 1am tir
PEEK (polyether ether ketone)
Thanh phéan: Hydrophilic polymer ctia methacrylate esters copolymer
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong

346

Dung dich hi¢u
chuén

3x3ml+
3x3ml+
3x 10ml

Thanh phén:
Calibrator Low, Calibrator High : Human source hemoglobin <=0.6% Calibrator
diluent : Phosphate<= 0.1%; Surfactant<=0.1%
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong

347

Dung dich kiém
chuén

4x0.25ml
+

4x0.25ml

Thanh phan gdm: Hemoglobin, human: 13.0-15.0g/dL; Potassium Cyanide:
<0.005%.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

348

Dung dich pha loang
mau chuéin

A

Hop

1x250ml+
1x15ml

Thanh phan gdm:

DILUENT 80: Phosphate <= 0.1%, Surfactant <= 0.1%;
RECONSTITUENT 80: Phosphate <= 0.6%, Surfactant <= 1.0%
Dat tiéu chudn ISO 13485: 2016

Hoac tuong duong

349

Dung dich rua xét
nghiém dinh lugng
HbAlc

A

Hop

250ml

Thanh phan gdm: Nonionic Surfactant: 1- 5%; Inorganic salf: 1-5%; Antiseptic:
0.1- 1%; Pure water: 85-95%.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

350

Gidy tham mau got
chan

To

Goi 100 to

Dung dé thim mau got chan em bé khi thuc hién xét nghiém sang loc so sinh.
Trén gidy thim c6 vong tron chita mau mau.

M&i vong tron chira 75 dén 80ul mau.

Pat tiéu chuin ISO 13485: 2016

Hodc tuwong duong

351

B0 xét nghiém phat

hién bénh tang sinh

tuyén thuong than
bam sinh

Hop/ 192
test

Xét nghiém mién dich men dinh luong 17-alpha-hydroxyprogesterone hd trg sang
loc bénh tang san thuong than bam sinh trong mau mau kho cua tré so sinh.

- Thanh phéan: Pia phii, Chét chun va chat kiém tra, Dung dich ly trich, Phirc hop
HRP, Dung dich rira, Dung dich co chét, Dung dich ngung phan tng

- Gi61 han phat hién < 4,6 ng/mL

- D6 nhay chan doan: 100%

- Do dic hiéu chan doan: > 98%

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

352

Phu kién dung trong
xét nghiém sang loc
so sinh dia day bang

Pia

bia/96
giéng

Pia d4y bang ding trong xét nghiém sang loc so sinh.

- Thé tich 1am viéc: 40 - 280pl.

- Thanh phan 1a hop chat polypropylene trong sudt, khéng c6 kim loai ning,
khong c6 cac loai enzyme phan huy DNA, RNA, khong c6 DNA nguoi va khong
c6 chit gy sot.

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

353

Phu kién dung trong
xét nghiém sang loc
so sinh dia day chir U

Pia

bia/96
giéng

bia day U dung trong xét nghiém sang loc so sinh.

- Thé tich 1am viéc: 40 - 280pl.

- Thanh phan 1a hop chat polypropylene trong sudt, khéng c6 kim loai ning,
khong c6 cac loai enzyme phan huy DNA, RNA, khong c6 DNA nguoi va khong
c6 chat gay sbt.

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong

354

B0 xét nghiém sang
loc thiéu men
biotinidase

Hop/ 480
test

Xét nghiém mién dich men dinh lugng Biotinidase (BTD) hd tro sang loc thiéu
biotinidase trong mau mau kho tir tré so sinh.

- Thanh phan b6 xét nghiém: Chat chuan va cht kiém tra, Dung dich co chét,
Dung dich ngung phan tmg, Thudc thir mau 1, Thude thir mau 2, Thude thir mau 3.
Dung dich ngung phan ting

- Gi6i han phat hién < 6,84 ZRU

- B nhay chéan doan: 100%

- Do ddc hiéu chén doan: > 98%

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong

355

B0 xét nghiém phat
hién sém bénh thiéu
men G-6-PD

Hop/ 480
test

Xét nghiém do mau dinh luong hoat d enzyme glucose-6-phosphate
dehydrogenase trong mau mau khé va sang loc thiéu G-6-PD trén hong cau & tré so
sinh.

- Thanh phén bo xét nghiém: Dung dich ly trich, Thubc thir, Thudc thir mau,
Thudc thir ting cuong mau, Chét kiém tra

- B§ nhay xét nghiém < 1,0 U/g Hb.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

356

B¢ xét nghiém sang
loc bénh xo nang

Hop/ 192
test

Xét nghiém mién dich men dinh lugng trypsin mién dich (IRT) hd trg sang loc
bénh xo nang trong mau mau kho tir tré so sinh.

- Thanh phén bé xét nghiém: ia phii, Chit chuin va chét kiém tra, Dung dich ly
trich, Dung dich Byotinyl khang IRT, Chat lién két HRP, Dung dich rira, Co chat
Chromogenic, Dung dich ngung phan img

- Gi61 han phat hién < 7,59 pg/L

- B nhay chén doan: 100%

- D¢ ddc hiéu chan doan > 98%

Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong

357

Bo xét nghiém dé
sang loc bénh
galactosemia

Hop/ 288
test

Xét nghiém men dinh lugng galactose toan phan ho tro sang loc bénh galactosemia
trong mau mau kho tir tré so sinh.

Thanh phan: Chét chuén va chit kiém tra, Dung dich ly trich, Enzyme I, Enzyme
I1, Thudc thir mau, Thudc thir ting cudng mau, Dung dich pha lodng.

- Gi6i han phat hién < 2,83 mg/dL

- D6 nhay chan doan: 100%

- Do dic hiéu chan doan: > 98%

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

358

B¢ xét nghiém phat
hién sém bénh suy
giap bam sinh

Hop/ 192
test

Xét nghiém mién dich men dinh lugng noi tiét t6 kich thich tuyén giap hd trg sang
loc bénh suy giap bam sinh trong miu mau kho cua tré so sinh.

- Thanh phan: Bia phu, Chat chuan va chit kiém tra, Dung dich ly trich, Phirc hop
HRP, Dung dich rira, Co chit Chromogen, Dung dich ngung phan ting

- Gi6i han phat hién <2,025 uIU/mL

- D6 nhay chin doan: 100%

- P ddc hiéu chén doan > 98%

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cich Tiéu chuin k§ thuat
pham tinh , . )
dong goi
Dung cu ldy méau vo tring ding mot 1an. Thiét bi ldy méau da tich hop ludi lam, co
vo nhya bao vé an toan, khong can but gin, vo trung, 17G x 2,0mm
Thiét bi | éy méu vo ) Hop 200 - DUH% cu tEI thutﬂvao sau khi ~dam VaoAng(‘)n taychoaf: got C‘ha{l deé dz:m })ao an toain
359 trime dine mat in Cai chi cho nhén vién y t€. Dung cu da dugc vo tring, san dung, va dung mot lan duy nhat
& g me DPat chirmg nhan CE hoac FDA
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan cho céac xét nghiém sinh hoa nudc tiéu thuong quy; Thanh phan:
, o a 2 Nudc tiéu nguoi chita Amylase, Canxi, Glucose, Phospho vo co, Urea, Axit Uric,
Hoa chat hiéu chuan R .. e epiatn 2 e \ , .
, n R Hop Creatinine, Magnesi; Cac gia tri hi¢u chuan dugc xac dinh su dung cac quy trinh
360 |cho xét nghi€m sinh Hop ~ 2 o
hoa nuée tic 6x8ml |da duoc chuan hoa.
" Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan néng do thép/cao st dung cho xét nghiém dinh luong néng do
Chét chudn nudc H6 Na+, K+ va Cl- trong nudc tiéu; Thanh phan: Na+ (Thap) 50 mmol/L; (Cao) 200
tiéu muc thap/cao R P mmol/L. K+ (Thip) 10 mmol/L; (Cao) 100 mmol/L. Cl- (Thap) 50 mmol/L; (Cao)
361 , n n Hop 2x100ml
cho xét nghiém dién + 2x100ml 180 mmol/L.
giai Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Thanh phén: Tris buffer 100 mmol/L; NADH > 0,26 mmol/L; Tetra-Sodium
diphosphate 10 mmol/L; EDTA 2,65 mmol/L; 2-Oxoglutarate > 9,8 mmol/L;
Urease > 17,76 kU/L; ADP > 2,6 mmol/L; GLDH > 0,16 kU/L.;
4x33ml+4 Loai mau: Huyét thanh, huyét trong, nuéce tiéu;
362 [Pinh lugng Ure Hop x53ml/ I ) yA 2 Y & ’
Ho SO lugng test toi thieu/1 mL: 9 test
P Héa chat dung cho xét nghiém dinh lugng uré;
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phén: Natri hydrocid 120 mmol/L; Acid picric 2,9 mmol/L;
, L Ax51mld L(Zal mau: Huyit th'agnh, huyeét tuong, nudc ticu;
Hoa chat dinh luong R SO lugng test toi thieu/1 mL: 4 test
363 .. Hép x51ml/ , £ ga , cn "
Creatinin Ho Hoa chat dung cho xét nghiém dinh lugng creatinine;
P |Pat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Hoa chit dung cho xét nghiém dinh luong glucose.
Thanh phan: Dung dich dém PIPES (pH 7,6) 24 mmol/L; ATP >2 mmol/L;
NAD+ > 1,32 mmol/L; Mg2+ 2,37 mmol/L; Hexokinase > 0,59 kU/L; G6P-DH >
4x25ml+4 [1,58 kKU/L ;
364 |Dinh lugng Glucose Hop x12.5ml/ |Loai mau: Huyét thanh, huyét twong, nudc tiéu, mau ly giai va dich ndo tiy;
Hop  [S6 luong test ti thidu/1 mL: 13 test
Hoa chét dung cho xét nghiém dinh lwong glucose;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Tris buffer, pH 7,65 (37°C) 80mmol/L; L-aspartate 240mmol/L; 2-
Oxoglutarate 12mmol/L; LDH > 0,9kU/L; MDH > 0,6kU/L; NADH 0,2mmol/L ;
jos [PoTONAOAST L Laasmie e 10 e
(GOT) Pl xosml ors W

Hoa chit dung cho xét nghiém dinh lugng AST;
Dat tiéu chudn ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Tris buffer pH 7,15 (37°C) 100mmol/L; L-Alanine 500mmol/L; 2-
Oxoglutarate 12mmol/L; LDH 1,8kU/L; NADH 0,2mmol/L;
Hoé chit do hoat dé | 4x50mi4 [ |08 mAu: Huyét thanh, huyét twong;
366 ALT (GPT) Hop «25ml S6 lu’(_rng test toi thi€u/1 mL: 6 test
Hoa chat dung cho xét nghi€ém dinh lugng ALT;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phﬁn: Caffeine 2,1 mmol/L; 3,5 Dichlorophenyl diazonium
tetrafluoroborate 0,31 mmol/L; Surfactant;
LA s 4x15ml+4 |Loai mau: Huyét thanh, huy¢t tuong;
367 Eﬁiﬁgi‘; ‘3;22 ;‘;gg Hop | xISml/ |86 luong test ti thiéu/l mL: 16 test ‘
Hop Hoa chat dung cho xét nghiém dinh lugng bilirubin toan phan;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate 0,08 mmol/L;
L Ax20ml+4 L?ai mau: Huyft th'zinh, huyét tuong;
368 Hoa chat dinh IUf(_)rng Hop <20ml/ So luoqg test to1 thiéu/1 mL: 16 .test o y
Bilirubin tryc tiép j Hop Hoa chat dl‘lr}g cho xét nghiém dinh lugng bilirubin tryc ticp;
’ Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Sodium hydroxide 200 mmol/L; Potassium sodium tartrate 32
mmol/L; Copper sulphate 18,8 mmol/L; Potassium iodide 30 mmol/L;
LA, 4x25ml+4 |Loai mau: Huyét thanh, huyét tuong;
369 Er‘(’)ieclﬁe‘;‘zﬂ;:sng Hop | x25ml/H0 [S6 lugng test i thidu/1 mL: 10 test ‘
p Hoéa chat dung cho xét nghiém dinh lugng protein toan phan;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Succinate buffer (pH 4,2) 100 mmol/L; Bromocresol green 0,2
mmol/L
4x29ml/ Loai mau: Huyét thanh, huyét twong;
370 |Pinh lugng Albumin Hop . SO lugng test toi thieu/1 mL: 17 test
Hop o v Ae s . o .
Hoa chat dung cho xét nghiém dinh lugng albumin;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Huyét thanh ngudi dang bot dong khé chira HDL-Cholesterol
(nguoi).; Chét hiéu chudn 1 mtc; Gia tri chat hiéu chudn c6 thé dugc truy Xuét
Hoa chit chuin cho A theo phuong phap tham chiéu HDL-cholesterol cua US CDC (Centre for Disease
371 xét nghiém HDL Hop 2x3 ml Control) ]
i Hoa chat hi¢u chuéan dung cho xét nghiém dinh lugng HDL-Cholesterol;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Dung dich dém photphat (pH 6,5) 103 mmol/L; 4-Aminoantipyrine
0,31 mmol/L; Phenol 5,2 mmol/L; Cholesterol esterase > 0,2 kU/L (3,3 pkat/L);
Hoé chét dinh lrong Cho.lest:erol oxiﬁiase >0,2 kIH/L (3,3 pkat/L); Peroxidase > 10 kU/L (166,7 pkat/L)
372 |Cholesterol todn Hép 4x22.§m1/ L(ggu mau: Hu}lst thalnh, huyét tuong;
i Hop  |SO luong test toi thieu/1 mL: 22 test

phén

Hoa chét dung cho xét nghiém dinh luong cholesterol;
Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

373

Hoa chat dinh luong
Triglycerid

4x20ml+4
x5ml/ Hop

Thanh ph?m: PIPES buffer (pH 7,5) 50 mmol/L; Mg2+ 4,6 mmol/L; MADB 0,25
mmol/L; 4-Aminoantipyrine 0,5 mmol/L; ATP 1,4 mmol/L; Lipases 1,5 kU/L (
25 pkat/L); 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 pkat/L); Glycerol-3-phosphate
oxidase 1,48 kU/L ( 24,6 pkat/L)

Loai mau: Huyét thanh, huyét twong;

S6 luong test t6i thiéu/1 mL: 8 test

Hoa chat ding cho xét nghiém dinh luong triglyceride;

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

374

Hoa chat dinh luong
HDL-C (High
density lipoprotein
Cholesterol)

4x51.3ml+
4x17.1ml/
Hop

Thanh phan: Khang thé khang B-lipoprotein & ngudi; Cholesterol esterase (CHE)
0,8 IU/mL; Cholesterol oxidase (CHO) 4,4 IU/mL; Peroxidase (POD) 1,7 IU/mL;
Ascorbate Oxidase 2 IU/mL; Dung dich dém Good's (pH 7) 30 mmol/L; N-Ethyl -
N - (2-hydroxy-3-sulfopropyl) - 3,5- dimethoxy - 4 fluoroaniline (F-DAOS) 0,2
mmol/L; 4-Aminoantipyrine 0,67 mmol/L

Loai mau: Huyét thanh, huyét twong;

S6 luong test t6i thiéu/1 mL: 4 test

Héa chat dung cho xét nghiém dinh lugng HDL-cholesterol;

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

375

Ho4 chét dinh luong
LDL - C (Low
density lipoprotein
Cholesterol)

A

Hop

4x27ml+4
x9ml/ Hop

Thanh phén: Cholesterol esterase 3,7 IU/mL; Cholesterol oxidase 3,7 IU/mL;
Peroxidase 4,9 IU/mL; Natri azit 0,1%; Dung dich dém cua Good (pH 6,8) 25
mmol/L; 4-aminoantipyrine 0,8 mmol/L; Catalase 743 IU/mL; HDAOS 0,47

mmol/L

Loai mau: Huyét thanh, huyét twong;

S6 luong test t6i thiéu/1 mL: 4 test

Hoa chit dung cho xét nghiém dinh lugng LDL-cholesterol;

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

376

Héa chét hiéu chuan
cho xét nghiém LDL

2x1ml/
Hop

Thanh phan: Huyét thanh ngudi dang bot dong khd chira LDL-Cholesterol
(nguoi).; Chat hiéu chuén 1 murc; Gia tri chat hiéu chuin c6 thé dugc truy Xuét
theo phuong phap tham chiéu LDL-cholesterol ctia US CDC (Centre for Disease
Control)

Héa chét hiéu chuan cho xét nghiém LDL-Cholesterol;

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

377

Hoa chit dinh luong
Acid Uric

4x30ml+4
x12.5ml/
Hop

Thanh phan: Phosphate Buffer (pH 7,5) 42 mmol/L; MADB 0,15 mmol/L; 4-
Aminophenazone 0,30 mmol/L; Peroxidase > 5,9 kU/L (98 pkat/L); Uricase > 0,25
kU/L (4,15 pkat/L); Ascorbate Oxidase > 1,56 kU/L (26 pkat/L),

Loai mau: Huyét thanh, huyét twong, nudc tiéu;

S6 luong test t6i thiéu/1 mL: 11 test

Hoa chit dung cho xét nghiém dinh luong axit uric;

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

378

Ho4 chét do hoat do
ALP (Alkalin
Phosphatase)

Hop

4x12ml+4
x12ml/
Hop

Thanh phan: 2-Amino-2-Methyl-1-Propanol (AMP) pH 10,4 0,35 mol/L; p-
Nitrophenyl phosphate 16 mmol/L; HEDTA 2 mmol/L; Zinc Sulphate 1 mmol/L;
Magnesium Acetate 2 mmol/L

Loai miu: Huyét thanh, huyét twong;

S6 luong test t6i thiéu/1 mL: 8 test

Hoa chat ding cho xét nghiém dinh luong phosphatase kiém;

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Glycylglycine, pH 7,7 (37°C) 150 mmol/L; L-y-glutamyl-3-carboxy-
Hoa chat do hoat do 4—ni'troe;nilide 6A mmol/L £
GGT (Gama 4x40ml+4 L(?gn mau: Huyst th'r:}nh, huyét tuong;
379 Glutamyl Hop x40ml/  [So lu’(_rng test toi thieu/1 mL: 3 test
Transferase) Hop |Hoa chat dﬁr}g cho xét nghi€m dinh lugng GGT;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: MES (pH 6,05) 36,1 mmol/L; Calcium acetate 3,60 mmol/L; NaCl
37,2 mmol/L; Potassium thiocyanate 253 mmol/L; CNPG3 1,63 mmol/L,
Hod chit do hoat d ) Axd0mUH L(:ai mau: HuyA’é't thzinh, huyét tuong, nudc tiéu;
380 Amylase Hop 6p S6 lu’(_mg test toi thiu/1 mL: 5 test
; Hoéa chat dung cho xét nghiém dinh luong a-amylase;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Phosphate buffer (pH 7,0) 40 mmol/L; Streptolysin-O coated latex
<0,2% w/v
Hoa chét dung cho R 4x51ml+4 L?al mau: HuyAe.t thinh;
381 xét nghiém ASO Hop x7ml/ Hop So 1ut(,mg test toi thi€u/1 mL: 4 test ]
i “7|Hoa chat dung cho xét nghiém dinh lugng khang thé ASO;
Pat tiéu chuin ISO 13485: 2016
Hodac tuong duong
Thanh phan: Huyét thanh ngudi chita Immunoglobulin G, Immunoglobulin A,
Immunoglobulin M, Transferrin, C3, C4, Anti-Streptolysin O, Ferritin, C-reactive
Héa chét hiéu chuan protein; Chét hiéu chuén 6 mirc; - Cac gia tri hi€u chuén d3 xéac dinh sir dung céc
182 cho céc xét nghiém Hop 6x2ml/ |nguyén liéu liéu tham chiéu theo tiéu chuan }F CCV(Igg,‘IgA, IgM, C3, C4,
Protein dac biét ; Hop [Transferrin, CRP), WHO (ASO) va tiéu chuan quoc té lan thir 3 cho ferritin
nhém 1 Chét hiéu chuén cho cac xét nghiém do d6 duc mién dich;
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan: Glycine buffer 100 mmol/L; Latex, phu khang thé khang CRP < 0,5%
w/v
) I 4x30ml+4 |Loai mau: Huyét thanh, huyét tuong;
383 I;I;){z;chat dinh luong Hop x30ml/ [Sé luqqg test tdi thiéu/1 mL: 3 test
Hop Hoa chat dung cho xét nghi€ém dinh lugng CRP si€u nhay;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Chét nén huyét thanh nguoi dang long ¢6 chira CRP ngudi; Chét
, L en 2 hiéu chuan gém muc 2 dén murc 6; Cac gia tri duogc gan theo ti€u chuan IFCC
Hoa chat hiéu chuan N i x4 "
, D R 5x2ml/ |bang phuong phap mien dich do d¢ duc
384 |cho xét nghiém CRP Hop R . A, 1A 2 . ‘A R
thudng Hop [Hoa ‘.:Fat h1¢:1 chuan cho xét nghiém CRP thuong;
Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Huyét thanh ngudi chita a-1 acidglycoprotein; Ferritin;o-1
Hoa chit kidm antitrypsin; Haptoglobin; Anti-Streptolysin O; -2 microglobulin; Immum?globulin
chitne mic 1 cho cdc A; Immunoglobulin M; Immunoglobulin G; Ceruloplasmin;C3; Prealbumin; C4;
385 & Lo 1x2ml/ Lo |Rheumatoid Factor; C-reactive protein; Transferrin

xét nghiém do do
duc mién dich

Hoa chat kiém chtmg murc 1 cho cac xét nghiém do do duc mién dich;
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: huyét thanh ngudi, a-1 acidglycoprotein, Ferritin,a-1 antitrypsin,
Haptoglobin, Anti-Streptolysin O, Immunoglobulin A, B-2 microglobulin,
Hoa chat kiém Immunoglobulin G, Ceruloplasmin, Immunoglobulin M, Complement 3,
386 cl’ll'rng rgfrc 2 Ch? cac Lo 1x2ml/ Lo Prefllbl.lxmin, Qomplerr}ent 4, Rheumatoid Factor, C-reactive protein, Transferrin;
xét nghiém do do Chat kiém ching 1 murc
duc mién dich Hoa chat kiém chimg mirc 2 cho cac xét nghiém do d6 duc mién dich;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: huyét thanh ngudi, o-1 acidglycoprotein, Ferritin, a-1 antitrypsin,
Haptoglobin, Anti-Streptolysin O, Immunoglobulin A, B-2 microglobulin,
Hoa chat kiém Immunoglobulin G, Ceruloplasmin, Immunoglobulin M, Complement 3,
187 cl}irng r.nAL'rc 3 F)ilo cac Lo 1x2ml/ Lo Prefllbg?lin, Crornplen}ent 4, Rheumatoid Factor, C-reactive protein, Transferrin;
xét nghiém mién Chat kiém chung 1 muc
dich do d6 duc Hoa chat kiém chtmg mirc 3 cho cac xét nghiém do do duc mién dich;
Dat tiéu chuan ISO 13485: 2016
Hoac tuwong duong
Thanh phan: Imidazol (pH 6,9); Arsenazo III 0,02%;
Loai miu: Huyét thanh, huyét tuong, nudc tiéu;
188 Ho4 chi dinh ‘lu’(_yng Hop 4x15ml/ |S6 luoqg test toi thidu/1 mL: 33 test i
Calci toan phan i Hop |Hoa chat dung cho xét nghiém dinh lugng canxi toan phan;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: D(-)N-Methylglucamin buffer, pH 9,4 (37°C) 325 mmol/L; Lactate
50 mmol/L; NAD+ 10 mmol/L
Hod chit do hoat do ) 4x40ml+4 L?ai mau: Huyf,'t th'einh, huyét tuong;
389 LDH Hop x20ml/ |So luoqg test toi thi€u/1 mL: 8 test
Hop |Hoa chat dung cho xét nghiém dinh luong LDH;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phﬁn: Immidazole (pH 6,5,37°C) 100 mmol/L; NADP 2,0 mmol/L;
ADP 2,0 mmol/L; AMP 5,0 mmol/L; EDTA 2,0 mmol/L; Glucose 20
mmol/L; Creatine phosphate 30 mmol/L; N-acetylcysteine 0,2 mmol/L;
’ Ax22m]+4 Activator 26 mmol/L; Mg2+ 10 mmol/L; Diadenosine pentaphosphate 0,01
Hoa chat do hoat do R mmol/L; HK > 4,0 kU/L; G6P-DH > 2.8 kU/L
390 . ; Hop x4ml+4x6 . x "
CK (Creatine kinase) . |Loai mau: Huyét thanh, huyét tuong;
ml/ Hop |z £. o1 iR
SO lugng test toi thicu/1 mL: 6 test
Héa chét dung cho xét nghiém dinh lugng CK;
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan: Dung dich dém imidazole (pH 6,7) 100 mmol/L; Diadenosine-
pentaphosphate 0,01 mmol/L; Hexokinase (HK) >4 kU/L; EDTA 2 mmol/L;
NADP 2 mmol/L; Glucose 20 mmol/L; G6P-DH > 2,8 kU/L; Creatine phosphate
. X R 30 mmol/L; ADP 2 mmol/L; N-Acetylcysteine 0,2 mmol/L; Mg-Acetate 10
Ho4 chat do hoat d6 £ , . R .
2x22ml+2 |mmol/L; Chat hoat hoa 26 mmol/L; AMP 5 mmol/L; Khang thé khang ti€u don vi
CK-MB (Isozym R
391 MB of Creatine Hop x4ml+2x6 |CK-M _ ) ’
ml/ Hop |Loai mau: Huyét thanh, huyét tuong;

kinase)

S lugng test t6i thiéu/1 mL: 6 test

Hoa chit dung cho xét nghiém dinh lugng CK-MB;
Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong
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STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Huyét thanh ngudi déng kho chira creatine kinase-MB isoenzyme.;
Hoa chat kiém Gi4 tri duge chuan hoa theo phwong phap tham chiéu CK total IFCC
392  [ching mirc 1 cho xét Lo 1x2ml/ Lo [Chét kiém chig mirc 1 dung trong xét nghiém CK-MB;
nghiém CK-MB Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phéan: Huyét thanh ngudi déng kho chira creatine kinase-MB isoenzyme.;
Hoa chit kiém Gia tri duoc chuan héa theo phwong phap tham chiéu CK total IFCC
393  |ching muc 2 cho xét Lo 1x2ml/ Lo [Chét kiém ching mirc 2 dung trong xét nghiém CK-MB;
nghiém CK-MB Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phéan: Huyét thanh ngudi déng kho chira creatine kinase-MB isoenzyme;
Hoa chit hicu chun E)Tit I};(éjuc chuan 1 muc; Gia tri dugc chuén hoa theo phuong phap tham chiéu CK
394 ;f[l](; xét nghigm CK- Lo Iximl/Lo Chat hiéu Ch}lém dung trong xét nghiém CK-MB;
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Buffer MES/BES (pH 6,8) 27 mmol/L; 1,2-Diglyceride substrate 0,04
mmol/L; Monoglyceride lipase > 400 U/L; Glycerol kinase > 100 U/L; POD > 500
Ax10ml+ U/L; 4-Aminophenazone 0,25 mmol/L; TAPS (pH 8,7) 50 mmol/L; TQOS 1,0
mol/L; Co-lipase > 15 kU/L; GPO > 15 kU/L; ATP > 0,85 mol/L; Chat hi¢u
.z R 4xlyo + 2 £ .
395 H.oa chat do hoat d6 Hop  |4x3.3ml+ chuailn: Euyet thAaHh nguoi cliu’a lipase lgn
Lipase Loai mau: Huyét thanh, huyét tuong;
2x3ml/ X SRR
Hop So 1u’(,)rn’g test toi thiéu/1 m]f: 3 te.st .
’ Hoa chat dung cho xét nghi€ém dinh lugng lipase;
Pat tiéu chuin ISO 13485: 2016
Hodac tuong duong
Thanh phén: Lactate oxidase > 0,2 kU/L; Peroxidase > 1 kU/L; Good’s Buffer
(pH 7,0) 50 mmol/L; 4-aminoantipyrine 0,1 mmol/L; TOOS > 0,3 mmol/L; N-
ethyl-N-(2-hydroxy-3-sulfopropyl)-3-methylaniline
396 Hoé chét dinh luong Hop 4x10ml+4 L(?ai mau: Huyfét tuqng, dich nao tuy;
Lactat (Acid Lactic) i xlyo/ Hop [SO lugng test toi thieu/1 mL: 4 test
Héa chét dung cho xét nghiém dinh lugng L-Lactate;
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Thanh phan: Sodium Hydroxide 1 - 2%; Genapol X080 1 - 2%; Sulfonic acids,
Ho4 chit dung dich C14-17-sec-alkane, mudi natri 1 - 5%.
397  |rira hé thong may Can 5L Dung dich rira h¢ théng may sinh hoa;
sinh héa Dat tidu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich rira ding Thanh Phﬁn:o Sodium Hypochlorite 5 - 10%;
398 |cho may xétnghiem | Binh | +20m/ |Dung dich rua;
j Binh  [Dat tiéu chuan ISO 13485: 2016

sinh hoa

Hodc tuong duong
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STT , cach Tiéu chuin ky thuat
pham tinh . v :
dong goi
Thanh ph?m: Na+ 4,3 mmol/L; K+ 0,13 mmol/L; CI- 3,1 mmol/L
i X A LN A ;. t N h 5 h rt h-A . hl .7 t-;’\
Chét chuén dién giai A 4x2000ml/ C}lat hlf:u chuan rmfc rung binh str dung cho xét nghi€ém dinh lugng (gian tiép)
399 mite eiita Hop Hé nong d6 Na+, K+ va Cl-;
e gt P |pat tieu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan: Kali clorua 1 mol/L
Hoa chat dién giai Hoa chat dién giai cho dién cuc tham chiéu sir dung cho xét nghiém dinh lwong
o R 4x1000ml/|, ., .. Oy R \
400 |cho dién cuc tham Hop Hé (gian tiép) nong do Na+, K+ va Cl-;
chiéu P |pat tieu chuin ISO 13485: 2016
Hoac tuong duong
Thanh phan: Triethanolamine 0,1 mol/L
4x2000ml/ Dung dich dém sir dung cho xét nghi¢m dinh lugng (gian tiép) néng do Na+, K+
401 |Dung dich ¢ém ISE Hop Ho va Cl-;
P |pat tidu chuin ISO 13485: 2016
Hoac tuong duong
Thanh phén: Na+ 160 mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L
Chét chuin huyét Ax100ml/ Chét hiéu chuin mirc cao sir dung cho xét nghiém dinh luong (gian tiép) nong do
402  |thanh muc cao cho Hop Hé natri (Na+), kali (K+) va clorua (Cl-) trong huyét thanh, huyét twong;
x¢ét nghiém dién giai P Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phén: Na+ 130 mmol/L; K+ 3,5 mmol/L; CI- 85 mmol/L
Chét chuén huyét 4x100ml/ Chét hiéu chuén mtrc thép duogc sir dung cho xét nghiém dinh luong (gian tiép)
403 |thanh murc thap cho Hop Ho néng d6 natri (Na+), kali (K+) va clorua (CI-) trong huyét thanh, huyét tuong;
xét nghiém dién giai P Dat tiéu chun ISO 13485: 2016
Hodc tuong duong
Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
x . ...~ |Dién cuc Natri tuong thich vdi may phan tich sinh hoa.
404 |bién cyc Na Cai | 1 edi/hop 151 tieu chudn 1SO 13485: 2016.
Hodc tuong duong
Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu dai: 3,8 cm
. bié Kali hich v6i may phan tich sinh hoa.
405 |Pien cuc K Cai I cai/hop 1€n cuc Kali twong thich vo1 may phan tich sinh hoa

Dat tiéu chuan ISO 13485: 2016.
Hodc tuong duong
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STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Chat liéu: nhya va kim loai, Chiéu réng: 1,5 cm, chiéu dai: 3,8 cm
A . ... ~_ |DPién cuc Clo tuong thich véi may phan tich sinh hoa.
406 |bien cye Cl G| 1ealhOP byt tiu chudn 1SO 13485: 2016.
Hodc tuong duong
Chét liéu: nhua va kim loai, Puong kinh than: 1,6 cm, chiéu dai: 5,8 cm
n ) e e ... ~_ |Dién cuc tham chi€u twong thich vdi may phéan tich sinh hoa.
407 [DPién cuc tham chiéu Chiéc 1 cé4i/hop Pat tiéu chudn ISO 13485: 2016.
Hoac tuong duong
Thanh phan: Glycine buffer (pH 8,0) 170 mmol/L; Latex phu IgG ngudi < 0,5%
Loai miu: Huyét thanh, huyét twong;
408 |Pinh luong RF Hop 4x24ml+4 |SH lugng test t6i thiéu/1 mL: 6 test
(Reumatoid Factor) ) x8ml/ Hop|Hoa chat dung cho xét nghi¢m dinh lugng RF;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Chét nén huyét thanh ngudi dang 16ng chita RF ngudi; Chét hidu
, FOTA 2 chudn 5 mirc; Céc gia tri ciia chét hiéu chudn dugc gan sir dung cac nguyén liéu
Hoa chat hiéu chuan . Cn 2 JODP
409 |cho xét nghiém RF Hop Sxlml thazn c'hAleu thio tle‘u chuan c%uoc tc?AWHO
(Reumatoid Factor) Chat .lllf_bu ch;uan dung cho xét nghiém RF;
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Sulphuric acid 200 mmol/L; Ammoniumheptamolybdate 0,35
mmol/L; Glycine 50 mmol/L
s .. 4x40ml+4 |Loai mau: Huyét thanh, huyét tuong, nudc tieu;
410 E}?js;zifjéncholuqng Hop x40ml/  [S6 luqqg test t6i thiéu/1 mL: 16 test
Hop |Hoa chat dung cho xét nghiém dinh lugng photpho v co;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: €-Amino-n Caproic Acid 450 mmol/L; Tris 100 mmol/L;
Glycoletherdiamine-N,N,N’, N’ tetraacetic acid 0,12 mmol/L; Xylidyl blue 0,18
mmol/L
Ho4 chét dinh luong R 4x40ml/ |Loai mau: Huyét thanh, huyét trong, nudc tiéu;
411 Hop « i £: 1 -2
Mg Hop  [SO luong test toi thiéu/1 mL: 5 test
Hoa chat dung cho xét nghiém dinh lugng magié;
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Glycine buffer (pH 1.7) 215 mmol/L; L-ascorbic acid 4.7 mmol/L;
2,4,6-Tri(2-pyridyl)-5-triazine 0.5 mmol/L;
L A, e 4x30ml+4 |Loai mau: Huyét thanh, huyét twong;
412 IS{;t d chat dinh lugng Hop x30ml/  [S6 lu’(_mg test t6i thiéu/1 mL: 12 test ’
Hop  |Hoa chat dung cho xét nghiém dinh luong sit;

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
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pham tinh ) L.
dong goi
Thanh phéan: Huyét thanh ngudi, cac enzym tir nguoi, dong vét va thuc vat:
Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-NAC, GGT,
Héa chit hidu chudn HBDH, LDH, Albumin, Creatinine, Cholesterol, Glucose, Lactate, Lipase, Total
A Protein, Triglyceride, UIBC, Urea, Uric Acid, Bilirubin, Inorganic Phosphorous,
413  |cho cac xét nghiém Lo 1x5ml/ Lo . .
sinh hoa thudng quy Calcium, Iron,' }\/Iagnexsmm A o
Huyét thanh hi€u chuan cho cac xét nghiém sinh hoa thuong quy;
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phén: duoc san xuat tir mot vat liéu kiém soat 6n dinh chat long dugc diéu
Chat kiém chung ché tir huyét thanh ngudi. Mic d6 chat phén tich duoc diéu chinh véi cac hoa chét
414 cho xét nghiff:m sinh Hop 6x3.5ml/ tinl} khiét khac nhau. i
hoa trong mau dich i Hop [Chat kiém chitng cho xét nghi€ém sinh hoa trong mau dich néo tuy
ndo tiy Dat tiéu chuan ISO 13485: 2016.
Hodc tuong duong
Thanh phan: Thudc thir chtra beta2-microglobulin, albumin bo, glycin va chét bao
Chat kiém chung quan;
415 |dung cho xét nghiém Hop 2x1ml | Vat liéu kiém soat xét nghiém dinh lugng beta2-Microglobulin;
beta2-Microglobulin Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phén thudc thr A: Pém borat 0,1 mol/L, natri azid 0,95 g/L, pH 10,0.Thude
thir B: Hon dich chira hat latex phu khang thé khang albumin nguoi, natri azid 0,95
Hoa chat ding cho Ax60m]+4 g/L. ’ i
416  |xét nghiém dinh Hop <15ml Hfﬁa chat dung cho xét nghiém dinh lugng Albumin (Microalbuminuria) mau nudc
luong Albumin tiéu nguoi. Dai do:1.5 - 200 mg/L.
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan: dugc san xuat tir vat lidu co ngudn gdc tir con ngudi dung cho cac xét
nghiém nude tiéu. San xudt tir chit nén 1a nude tiéu ngudi co thém amylase nudc
Chét kiém chung bot ctia ngudi, hCG c¢6 ngudn gde tir nude tiéu ngudi, albumin ctia ngudi va bo,
417  |cho xét nghiém sinh Hop 6x15ml |chit bao quan va chit 6n dinh.
hoa nudc tiéu Chat kiém chimg cho xét nghiém sinh héa nude tiéu
Pat tiéu chuin ISO 13485: 2016.
Hodc tuong duong
Chét chuin cho xét Tl}énh p}i?ln th}léc thfr; al'tiumin ilglI(‘Ti (dar%{g bot df)ng kho), c¢6 chira cac nong do
nghiém dinh luong thailh phein phu h(;p de 1.1A1¢u c.huan xét nghiém albumin
418 ; ’ ’ Lo 1xI ml |Chat chuan cho xét nghiém dinh lugng MICROALBUMINURIA
MICROALBUMINU n 2
RIA Pat tiéu chuan ISO 13485: 2016
Hoéc tuong duong
Bo thudc thir, chét hidu chudn xét nghiém dinh lwong G6PDH; Thanh phan: Thube
thir A chuira Saponin 0,6%; Thudc tht B chta Dung dich d€m Tris 0,1 mmol/L,
Ax60mI+ 1 NADP 1 mmol/L, maleimide 3 mmol/L, pH 7,4; Thudc thir C, chL.'ra Dung dich dém
Hoa chit xét nghiém <60ml+1x Tris 0,1 mmol/L, glucose-6-phosphate 3 mmol/L, pH 7,5; Chat hiéu chuan S chura
419 . i Hop Tris 20 mmol/L, Glucose-6-phosphate dehydrogenase (G6PDH);
dinh lugng G6PDH 15ml+1x1]. L, cn g x , ..
ml Hoa chat xét nghiém dinh lugng GO6PDH mau mau nguoi

Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong
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Thanh phén thudc thir: huyét thanh dong kho c6 ndng d6 G6PDH thich hop dé lam
Chét kiém chuin xét vat lidu kiém soat
420 |nghiém dinh luong Hop 2x0,5ml |Chét kiém chuén xét nghiém dinh luong G6PDH
G6PDH Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phﬁn: bém acetat, (pH 5,0) 0,22 mol/L, 4-(3,5-dibromo-2-pyridylazo)-N-
Thubc thir xét ethyl-N- sulfopropylanilin 0,02 mmol/L, chit 6n dinh; Thudc thir xét nghiém dinh
nghiém dinh luong R luong Cu (DBong);
421 dong Hop 5x25ml Hoa chét xét nghiém Copper, str dung cho may hé mo.
COPPER (Cu) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Str dung dé chan doan in vitro trong kiém soat chat luong ctia cac xét nghiém chan
Vit liéu kiém soat doan.
477 xét nghiém dinh Lo 5 ml Thvénh p'ha‘in: San xuét dya trén huyét thanh ngudi. - Bao gdbm 65 thong s6 - Do
luong sinh héa mirc 2 ’ tham thau: 300mOs/kg
Pat tiéu chuan ISO 13485: 2016.
Hoac tuong duong
Str dung chan doan in vitro trong kiém soat chat lwong cua cac xét nghiém chin
Vit liéu kiém soat doan.
473 xét nghiém dinh Lo 5 ml Thénh p’hﬁn: San xuét duya trén huyét thanh ngudi. - Bao gdbm 66 thong s6 - Do
luong sinh héa mirc 3 ’ tham thau: 370mOs/kg
Pat tiéu chuin ISO 13485: 2016.
Hodc tuwong duong
Thanh phﬁn: Dém bicarbonat, (pH 9,4) 200 mmol/L, 5-Br-PAPS 0,02 mmol/L,
2x 15ml [Natri citrat 170 mmol/L, Dimethylglyoxim 4 mmol/L, chét tay rira 1%;Thudc thir
Thubc thir xét +2 x5 ml [xét nghi€ém dinh luvgng Zn (K&m);
424  |nghiém dinh luong Hop +1x 10 |Hoa chét dung cho xét nghiém dinh luong Zinc mau dich cua tinh dich, mau huyét
kém ZINC (Zn) ml+ 1 x 3 |thanh hodc huyét twong nguoi
ml  |Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Chat kiém chimg Thanh phan Biochemistry Control Serum chira: Bot dong kho dugc san xuét tir
cho cac xét nghiém huyét thanh nguoi (hoan nguyén véi 5 mL nudc).
475 si’nh h(’)ka thlfbng quy Hop Sx5ml Chat kiém‘ghfn’lg cho cac xét nghiém sinh hoa thuong quy c6 ngudn gde tir huyét
c6 ngudn goc tur thanh nguoi mirc 1.
huyét thanh ngudi Dat tiéu chuan ISO 13485: 2016.
mic 1 Hodc tuong duong
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dong goi
Chat kiém chimg Thanh phan Biochemistry Control Serum chira: Bot dong khé dugc san xuét tir
cho cac xét nghiém huyét thanh ngudi (hoan nguyén véi 5 mL nudc).
426 si’nh h(’)ka thlfbng quy Hop S5%5ml Chat kiém‘ ghl'rrrlg cho cac xét nghiém sinh hoa thuong quy c6 ngudn gde tir huyét
c6 ngudn goc tur thanh nguoi mirc 2.
huyét thanh ngudi Dat tiéu chuan ISO 13485: 2016.
mirc 2 Hodc tuong duong
Thanh phan: Pyrogallol d6 47 pmol/L; Natri Molybdate 320 pmol/L; Axit
succinic 50 mmol/L; Natri Benzoat 3,5 mmol/L; Natri Oxalate 1 mmol/L;
Methanol 0,8% w/v; Chét hiéu chuan: Albumin huyét thanh nguoi 0,5 g/L.
Loai mau: Nudc tiéu, dich ndo tay
477 Hoa chat dinh luong Hop 4x19ml+1|Sb 1uqqg test toi thiéu/1 mL: 5 test i ]
Protein i x3ml  [Hoa chat dung cho xét nghiém dinh lugng protein toan phan trong nudc tiéu va
CSF.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong.
Miu n6i kidm cho - Thanh Ii’hén: hu}iét theA,lnh ngtl:éri, da.rig dér,lg @6 S .
xét nghiém héa sinh - Bao gom 83 th'ong s0 cho xét nghi¢m hoa §1nh,. trong d6 co6 thong s6 LDL.
428 o , Hop 12 x 5 ml |Thong s6 xét nghiém enzym va CO2 c6 tinh 6n dinh cao
thuong quy, muc - A . o 1inr AR 1 R
ndng do 1 - Kh?ng car; dung dich dac biét dé hoan nguyén
) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Mau néi kiém cho - Thanh phén: huyét thanh ngudi, dang dong kho - Bao gdm 83 thong sé cho xét
x¢ét nghiém hoa sinh R nghiém hoéa sinh, trong d6 c6 thong s LDL. Thong sé xét nghiém enzym va CO2
429 . , Hép 12x5ml| 7 7 2 .. n N . AT n
thuong quy, mirc c6 tinh 6n dinh cao - Khong can dung dich dac biét d€ hoan nguyén
nong do 2 Pat tiéu chudn ISO 13485: 2016
Hodc tuong duong
Mu ngi kiém cho - Thanh phan: nuéc tiéu nguoi, dang long
430 xét,ng}}iém phé}n tich Hop Px12mll ?(’) tIAlé stlr dung cl}o cé.i(ét n.ghiém bing que nhung nudc tiéu va may phan tich
nudce tiéu, 2 muc nudc tiéu su dung kinh hién vi
nong do Pat tiéu chudn ISO 13485: 2016
Hodc tuong duong
- Kit xét nghiém IgE dic hiéu v6i di nguyén ho hép, thirc an va tiép xuc tdi thiéu
53 di nguyén bao g(‘Sm: f1, {75, £3, £24, 140, £308, 4, {5, {6, {7, 19, f14, £292, {79,
Hoa chét xét nghiém 13, £17, £20, 12, £76, 77, £78, £105, £218, 125, {32, £33, {44, f49, {72, £26, f2'7, .
431 |di nguyén ho hép ;/é Hop Hop 16 f83, 'f155., f45,u85, d1, d2, d201, el, €2, e85, m1, m2, m3, m5, m6, g2, w8, il, i3,
) i test 170,171, 1100;

thirc an dac hiéu IgE

- C6 kha ning phat hién chét phan g chéo vdi carbonhydrate (CCD) trong miu
bénh nhén .

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong
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Hoa chét xét nghiém
di nguyén thuc an
dac hi¢u IgE

Hop 16
test

- Kit xét nghiém IgE dac hiéu di nguyén véi 20 loai di nguyén thire an: f1, £75, £2,
f4, 19, £10, f14, £13, f17, {63, 164, £83, {510, fs14, 23, {24, £80, {234, 105, {336

- Phat hién chit phan tmg chéo véi carbonhydrate (CCD) trong mau bénh nhan
bang thanh sic ky mién dich.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

433

Hoa chat xét nghiém
di nguyén ho hip
dac hiéu IgE

Hop 16
test

- Kit xét nghiém IgE dac hiéu di nguyén véi 20 loai di nguyén ho hap: ts19, t19,
t223,u85, gsl, dsl, i6, ul34, el, 2, es172, e6, €71, €82, e84, ms1l, ms4, m5, m12,
m45

- Phét hién chit phan tng chéo vé6i carbonhydrate (CCD) trong mau bénh nhan.
Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

434

Chét hap thu CCD
(dung cho xét
nghiém di nguyén)

A

Hop

16ngx 4
x 40ug/

A

hop

- Chét hép thu dung cho xét nghiém di nguyén (chat hip thu CCD).
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong

435

Que thtr ma tay 5
chan

15 Test

Phét hién dinh tinh nhom céc chat gy nghién trong nudc tiéu.
- MAu bénh pham: Nudc tiéu.
Ngudng phat hién:
+ Amphetamine (AMP) < 1.000 ng/ml
+ Marijuana (THC) < 50 ng/ml
+ Morphine (Nh6m thude phién) < 300 ng/ml
+ Codeine (Nhom thude phién) < 300 ng/ml
+ Heroin (6- Monoacetylmorphine - nhom thudc phién) < 10 ng/ml
- B§ nhay > 99,8%.
- Do dac hiéu > 99,6%.
- Do chinh xac > 99.7%.
- B¢ lap lai: 100%
- P 6n dinh: 100%.
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong

436

Test thir nhanh beta
hCG (nudc tiéu)

Test

50 Test/1
hop

DBinh tinh phat hién thai sém

- Mau thir: Nudc tiéu, huyét thanh

- Nguong phat hién: 10mIU/mL

- b6 nhay tuong quan: 100%; D¢ ddc hi¢u tuong quan: 100%
Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

437

Que thir xét nghiém
dinh tinh Morphine

50 Test/1
hop

Dinh tinh phat hién Morphine va cac chét chuyén hoa ciia nd trong nudc tiéu
ngudi. Xét nghiém duoc sir dung dé sang loc nudc tiéu chira Morphine/ chit
chuyén hoa & ngudng phat hién 300 ng/ml.

D§ chinh xéc tir 99,36% — 100%

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

438

Chat hiéu chuan xét
nghiém khang
nguyén CA 27.29

Hop (2 x
2x2ml)

Hoa chit dung trong hidu chuin xét nghiém BR.

- Thanh phan: CA 27.29 (nguoi); huyét thanh ngua; natri azit (0,1%); chit bao
quan

- D6 6n dinh: Chét hiéu chuén d hoan nguyén s& 6n dinh trong 28 ngay & 2—-8°C
hodc trong 32 gio ¢ nhiét d6 phong.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

439

Chat hiéu chuén cho
xét nghiém CA 125

Hop (2 x
2 x2ml)

Hoa chit dung trong hidu chuan xét nghiém CA 12511

- Thanh phan: CA 125; albumin huyét thanh nguoi c6 chit dém; natri azit (<
0,1%); chit bao quan

- D6 6n dinh: Chét hiéu chudn hoan nguyén sé& 6n dinh trong 7 ngay & 2-8°C. Chét
hiéu chuén hoan nguyén sé& 6n dinh trong 8 gid' ¢ nhiét d6 phong.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

440

Chat hiéu chuén xét
nghiém CA 15-3

A

Hop

Hop (2 x
2 x2ml)

Hoa chit dung trong hidu chuan xét nghiém CA 15-3

- Thanh phan: CA 15-3 (nguoi); huyét thanh ngwa; natri azit (0,1%); chit bao quan
- D6 6n dinh: Chét hiéu chuén hoan nguyén sé& 6n dinh trong 28 ngay & 2-8°C.
Chét hiéu chuin hoan nguyén s& 6n dinh trong 8 gid & nhiét 46 phong.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

441

Chat hiéu chuan cho
xét nghiém IgE toan
phan

A

Hop

Hop (2 x
2 x2ml)

Hoa chit dung trong hidu chuan xét nghiém tIgE

- Thanh phén: IgE ¢ ngudi; huyét thanh ngya; chat bao quan

- D6 6n dinh: Chét hiéu chuén d hoan nguyén s& 6n dinh trong 60 ngay & 2—-8°C
hodc trong 8 gid ¢ nhi¢t do phong

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

442

Chat hiéu chuén cho
cac xét nghi¢m FT3,
T3, T4, TUp va FT4

A

Hop

Hop (2 x
2 x 5 ml)

Hoa chit dung trong hidu chuan cac xét nghiém: FT3, T3, T4, TUp va FT4

- Thanh phan: Sau khi hoan nguyén, ndng do triiodothyronine (FT3) tu do,
triiodothyronine (T3) thyroxine (FT4) tu do, thyroxine (T4), protein lién két tuyén
giap khong bio hoa va theophylline; huyét trong ngudi; natri azit (0,2%); chat bao
quén; chit on dinh protein

- D6 6n dinh: Chét hiéu chuén hoan nguyén sé& on dinh trong 28 ngay ¢ 2—-8°C.
Chat hiéu chuan hoan nguyén s& 6n dinh trong 4 gid & nhiét d6 phong
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong

443

Chat hiéu chuan cho
cac xét nghiém Dig,
FSH, LH, PRL va
ThCG

Hop (2 x
2 x 5 ml)

Hoa chat ding trong hiéu chuan cac xét nghiém sau day: Dig, FSH, LH, PRL va
ThCG

- Thanh phén: Digoxin, hormone kich thich nang trimg (FSH), hormone kich thich
thé vang (LH), hormone tiét sita, gonadotropin kich thich t6 mang dém & ngudi
(hCG) va TSH; huyét thanh ngua

- b6 6n dinh: Chét hiéu chuén hoan nguyén s€ on dinh trong 28 ngay & 2—8°C.
Chat hi¢u chuan hoan nguyén s& 6n dinh trong 4 gio ¢ nhiét d6 phong

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

444

Chat hiéu chuén cho
xét nghiém Ferritin
va Vitamin B12

Hop

Hop (2 x
2 x 5ml)

Hoa chat dung trong hidu chudn cac xét nghiém VB12 va Ferritin

- Thanh ph'im: Vitamin B12 va ferritin; HSA ¢6 chat dém; chat én dinh protein;
natri azit (0,2%); chit bao quan

- Do 6n dinh: Chét hiéu chuan hoan nguyén sé& on dinh trong 28 ngay & 2—8°C.
Chat hiéu chuan hoan nguyén s& 6n dinh trong 4 gid & nhiét 4o phong.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L. :
dong goi
Chat hiéu chuan cac Hoa chit dung trong hidu chudn cic xét nghiém AFP va CEA.
xét nghiém AFP va - Thanh phan: alphafetoprotein (¢ ngudi) va khang nguyén carcinoembryonic (¢
CEA Hop (2 x nguoi); chét dém BSA; natri azit (< 0,1%); chét?béo quan
445 Hop ) x 2mi) || D@ oOn dinh: ?hﬁt hiéu chuan ho?n nguyén s€ on dinh trong 28 ngay ¢ 2-8°C.
Chat hi¢u chuan hoan nguyén s€ 6n dinh trong 4 gi¢' ¢ nhiét d¢ phong
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan cho Hoa chat dung trong hiéu chuin cac xét nghiém Cor va PRGE.
xét nghiém cortisol - Thanh phan: Cortisol, progesterone va testosterone; huyét twong nguoi; natri
va PRGE Hop (2 x azit (< 0,1%); chét bao quan 9
446 Hop N x 2 ml) - Dg) on dinh: ?hﬁt hiéu chuan ho?n nguyén s€ 6n dinh trong 14 ngay ¢ 2—-8°C.
Chat hiéu chuan hoan nguyén s€ 6n dinh trong 4 gid ¢ nhiét dd phong
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan xét Hoa chit dung trong trong hiéu chuan xét nghiém PSA
nghiém PSA - Thanh phan: PSA (ngudi); huyét thanh dé; natri azit (< 0,1%); chét bao quan
147 Hop Hop 2 x |-Do 6n dinh: phét hiéu chuan hoan nguyén s& 6n dinh trong 21 ngay & 2-8°C.
: 2 x 2 ml) |Chat hi¢u chuan hoan nguyén s€ on dinh trong 8 gi¢ & nhiét d6 phong
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chét hiéu chuén cho Hoa chat ding trong hiéu chuan xét nghiém CpS
xét nghi¢m C-Peptide - Thanh phén: C-peptide; chat dém axit xitric; casein; chit bao quan
Hop (2 x - D6 6n dinh: Chét hiéu chué}n s& 6n dir}h chq dén ngay hét han trén san phém khi
448 Hop N x I ml) duoc bao quétn 6 2—-8°C. Chat hi¢u chuan s€ 6n dinh trong 4 gid ¢ nhi¢t d6 phong
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuén xét Hoa chat dung trong hi¢u chuan xét nghiém fPSA
nghiém khang -Thanh phan: fPSA (& nguoi); huyét thanh dé; natri azit (< 0,1%); chat bao quan
449 nguyén tu’ do danh Hop Hop 2 x |- fo) 6n dinh: Qhét hiéu chudn ho:c‘\n nguyén s& 6n dinh trong 21 ngay ¢ 2-8°C.
tuyén tién ligt . 2 x 2 ml) |Chat hi¢u chuan hoan nguyén s€ on dinh trong 8 gio & nhiét d6 phong.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chat hiéu chun xét Hoa chat dung trong hi¢u chuan xét nghiém H2n
nghiém HER-2/neu - Thanh phan: HER-2/neu; huyét thanh bo; natri azit (< 0,1%)
R Hop (2 x |- D6 6n dinh: Chéit hiéu chuin di md s& 6n dinh trong 60 ngay & 2-8°C hoic trong
450 Hop L hiAL 3A R
2 x 2 ml) |8 gio ¢ nhi¢t do phong.
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Chat hiéu chuan cho Hoa chat dung trong hiéu chuan xét nghiém insulin
xét nghiém Insulin - Thanh ph?m: Insulin ; nude mudi co chit dém; casein; kali thioxianat (3,89%);
451 Hop Hép (2 x |natri §zit (<0,1 %); chat béq quémq
: 2 x 1 ml) |- B¢ 6n dinh: Chat hi¢u chuan s& on dinh trong 8 gio ¢ nhiét 4o phong.
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Chat hiéu chuan xét Hoa chat dung trong hiéu chuan xét nghiém Atellica IM SHBG
nghiém globulin lién - Thanh phan: SHBG (ngudi); huyét thanh ngua; chat tiy rira; chit bao quan
457 két hormone gidi Hop Hop (2 x |- P9 on dinh: Lam d@ng lanh san pham hoan nguyén & < -20°C trong tbi da 60
tinh (SHBG) i 2 x 2 ml) |ngay; chi ra dong 1 lan.

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Quy

grp | Ténhod chat sinh | Donvi | Lo Tiéu chuin k§ thujt
pham tinh ) L. :
dong goi
Chat hi¢u chuan xét Hoa chit dung trong hidu chuan cac xét nghiém bilirubin toan phan va truc tiép
nghiém dinh lugng - Thanh phéan: Chét hiéu chuin déng khé dua trén vat liéu mau ngudi (huyét thanh)
DBIL, TBIL R va chira hoa chat phu gia va vt li€u sinh hoc
453 Hop 6x3.0ml D6 6n dinh: Hoan nguyén ¢ 2-8°C 6n dinh trong 8 gio
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau noi kiém cho xét nghiém mién dich thuong quy, dang long, murc nong do 1
muc | xét nghiém - Thanh phan huyét thanh ngudi c6 bd sung thém cac hoa chit, cac cAu tir co
dinh lugng cac thong ngudn gde tir ngudi va dong vat, cac thude chira bénh, cac chit 6n dinh va cac chit
454 s6 mién dich thuong Lo Hop (12 |bdo quan ’ ’ o
quy ) lo x 5 ml) |- On dinh trong 14 ngay sau khi mé& nap ¢ nhiét 46 2-8°C d6i véi hau hét cac
phan tich, ngoai trir: Estradiol (5 ngay), Folate (4 ngay)
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit lidu kiém soat Mau ndi kiém cho xét nghiém mién dich thuong quy, dang 1ong, mirc nong do2
mirc 2 xét nghiém - Thanh phan huyét thanh ngudi co bd sung thém cac hoa chat, cac chu tir co
dinh lugng cac thong ngudn gde tir ngudi va dong vat, cac thude chira bénh, cac chit 6n dinh va cac chat
455 s6 mién dich thuong Lo Hop (12 bé140 quan ’ ] o
quy ’ lo x 5 ml) |- On dinh trong 14 ngay sau khi m& nap ¢ nhié¢t d¢ 2—8°C doi voi hau hét cac
phan tich, ngoai trir: Estradiol (5 ngay), Folate (4 ngay)
Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vat liéu kiém soat Mau ndi kiém cho xét nghiém mién dich thuong quy, dang 1ong, mirc néng do 3
muc 3 xét nghiém - Thanh phén: huyét thanh ngudi ¢6 bd sung thém cac hoa chit, cac ciu tir co
dinh lugng cac thong nguf?)n géc tr nguoi va dong vat, cac thudc chita bénh, cac chat dn dinh va cac chat
456 s6 mién dich thuong Lo Hop (12 béizo quén ’ ) o
quy j lo x 5 ml) |- On dinh trong 14 ngay sau khi m& nap ¢ nhiét 46 2—-8°C d6i véi hau hét cac
phan tich, ngoai trir: Estradiol (5 ngay), Folate (4 ngay)
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém d4u 4n tim mach, dang long, muc néng do1
murc 1 xét nghiém - Thanh phan: huyét thanh ngudi ¢6 bd sung thém cac céu tir ¢6 ngudn gde tir
dinh lugng cac thong nguoi va dong vat, cac chit 6n dinh va cac chét bao quan
s6 ddu 4n tim mach - D6 6n dinh sau khi mé lo 20 ngay ¢ 2-8°C ddi v&i hau hét cac chét phén tich;
Hop (6 1o [ngoai tru:
457 Lo x3ml) [+ Myoglobin (10 ngay)
+ NT-proBNP, BNP va Troponin I (5 ngay)
+ Troponin T (4 ngay)
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau néi kiém cho xét nghiém déu 4n tim mach, dang long, murc néng do2
mirc 2 xét nghiém - Thanh phan: huyét thanh ngudi ¢6 bd sung thém cac ciu tir ¢6 ngudn gde tir
dinh lugng cac thong nguoi va dong vat, cac chét on dinh va céac chit bao quan
s6 du 4n tim mach - b6 6n dinh sau khi mé lo 20 ngay & 2-8°C db1 voi hau hét cac chit phan tich;
Hoép (6 1o [ngoai trur:
458 Lo x3 ml) [+ Myoglobin: 10 ngay

+ NT-proBNP, BNP va Troponin I: 5 ngay
+ Troponin T: 4 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Quy

grp | Ténhod chat sinh | Donvi | Lo Tiéu chuin k§ thujt
pham tinh ) L. :
dong goi
Vit liéu kiém soat Mau ndi kiém cho xét nghiém dAu 4n tim mach, dang long, murc néng do 3
mirc 3 xét nghiém - Thanh phan: huyét thanh ngudi ¢6 bd sung thém cic ciu tir ¢6 ngudn gde tir
dinh lugng cac thong nguoi va dong vat, cac chét on dinh va céac chit bao quan
s6 dau 4n tim mach - D6 6n dinh sau khi mé lo 20 ngay ¢ 2-8°C ddi v6i hau hét cac chat phan tich;
Hop (6 1o [ngoai trir:
459 Lo x 3 ml) |+ Myoglobin: 10 ngay
+ NT-proBNP, BNP va Troponin I: 5 ngay
+ Troponin T: 4 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Mau noi kiém cho xét nghiém mién dich hoc, dang 1ong, mtrc nong do 1
mirc 1 xét nghiém - Thanh phén: huyét thanh ngudi da loai bo fibrin c6 bd sung thém céc protein
dinh lugng cac thong huyét thanh, cac chat 6n dinh va cac chat bao quan
s6 mién dich R - D6 6n dinh sau khi mé 1o 1a 30 ngay khi bao quan ¢ 2-8°C d6i v6i hau hét cac
460 Lo Hop (6 1o chit phan tich; ngoai trir:
x 3 mb + Beta-2-Microglobulin: 21 ngay
+ Anti-CCP va Rheumatoid Factor: 10 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém mién dich hoc, dang 16ng, mirc néng d6 2
mirc 2 xét nghiém - Thanh phan: huyét thanh nguoi di loai bo fibrin ¢6 bd sung thém cac protein
dinh lugng cac thong huyét thanh, cac chat on dinh va cac chit bao quan
s mién dich R - P 6n dinh sau khi mé 1o 1a 30 ngay khi bao quan ¢ 2-8°C d6i v6i hau hét cac
Hop(6lo | , - . ", S
461 Lo chat phan tich; ngoai tru:
x 3 ml) + Beta-2-Microglobulin: 21 ngay
+ Anti-CCP va Rheumatoid Factor: 10 ngay
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vat liéu kiém soat Mau ndi kiém cho xét nghiém mién dich hoc, dang long, mirc néng do 3
muc 3 xét nghiém - Thanh phan: huyét thanh ngudi da loai bo fibrin c6 bo sung thém cac protein
dinh lugng cac thong huyét thanh, cac chit 6n dinh va cac cht bao quan
s6 mién dich R - D6 6n dinh sau khi mé lo 14 30 ngay khi bao quan & 2-8°C ddi voi hau hét cac
Hop (6o | < . . ° . s
462 Lo x 3 ml) chat phan tich; ngoai tru:
+ Beta-2-Microglobulin: 21 ngay
+ Anti-CCP va Rheumatoid Factor: 10 ngay
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém dau an ung thu, dang long, néng do 1
muc 1 xét nghiém - Thanh phan: vét lidu c6 ngudn gdc tir ngudi c6 bd sung thém cac hoa chit, cac
dinh lugng céc thong cu tir c6 ngudn gde tir ngudi va dong vat, cac chit on dinh va cac chit bao quan
s6 dau 4n ung thu - On dinh trong 30 ngay sau khi m¢ lo & 2-8°C dbi v6i hau hét cac chat phan tich;
R ngoai tru:
463 Lo Hop (6 1o + IGF-1/Somatomedin C: 15 ngay,
x 2 ml)

+ CA 125: 10 ngay,

+ ProGRP: 5 ngay

Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT . , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Vit liéu kiém soat Mau néi kiém cho xét nghiém dau 4n ung thu, dang long, néng do2
mirc 2 xét nghiém - Thanh phan: vat liéu c6 ngudn gdc tir ngudi c¢6 bd sung thém cac hoa chit, cac
dinh lugng céc thong cu tir c6 ngudn gde tir ngudi va dong vat, cac chit on dinh va cac chit bao quan
s6 dau 4n ung thu - On dinh trong 30 ngay sau khi m¢ lo & 2-8°C dbi v6i hau hét cac chit phan tich;
R ngoai trur:
464 Lo |HOP @0l GGk 1/Somatomedin C: 15 ngay,
x2mb 14 CA 125: 10 ngay,
+ ProGRP: 5 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém dau an ung thu, dang long, n6ng d6 3
mirc 3 xét nghiém - Thanh phan: vat liéu c6 ngudn gdc tir ngudi c¢6 bd sung thém cac hoa chit, cac
dinh lugng cac thong céu tir c6 ngudn gde tir ngudi va dong vat, cac chat 6n dinh va cac chat bao quan
s6 d4u 4n ung thu - On dinh trong 30 ngay sau khi mé& lo & 2-8°C ddi véi hau hét cac chét phan tich;
R ngoai trur:
465 Lo Hop (6 lo + IGF-1/Somatomedin C: 15 ngay,
x2mD 1L cA 125: 10 ngay,
+ ProGRP: 5 ngay
Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vat liéu kiém soat Mau néi kiém cho xét nghiém mién dich dic hiéu, dang 16ng, muc néng do1
murc 1 xét nghiém - Thanh phén: huyét thanh ngudi di loai bo fibrin ¢6 bd sung thém cac hoa chit,
dinh lugng cac thong cac cau tir c6 ngudn gde tir nguoi va dong vat, cac chit 6n dinh va cac chat bao
s6 mién dich dic hiéu quan
Hop 610 | Bao gdm cac thong sé: 25-Hydroxy Vitamin D, Anti-Thyroglobulin (Anti-Tg)
466 Lo i " |Anti-Thyroperoxidase (Anti-TPO) C-Peptide, Erythropoietin (EPO) Insulin
x5 ml) Growth Factor I (IGF-I) Intact PTH, Osteocalcin
- D6 6n dinh sau khi mé nép 1 30 ngay khi bao quan & 2-8°C, dbi v6i hau hét cac
chit phan tich; ngoai trir PTH (Intact) 7 ngay
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit lidu kiém soat Mau ndi kiém cho xét nghiém mién dich dic hiéu, dang long, mirc nong do 2
mirc 2 xét nghiém - Thanh phan: huyet thanh ngudi da loai bo fibrin ¢ bd sung thém cac hoa chit,
dinh lugng cac thong cac cau tir 6 ngudn gde tir nguoi va dong vat, cac chat 6n dinh va cac chat bao
s6 mién dich dic hiéu quan
Hop (6 lo - Bao gdm cac thong sb: 25-Hydroxy Vitamin D, Anti-Thyroglobulin (Anti-Tg)
467 Lo i * |Anti-Thyroperoxidase (Anti-TPO) C-Peptide, Erythropoietin (EPO) Insulin
x5 mb) Growth Factor I (IGF-I) Intact PTH, Osteocalcin
- D6 6n dinh sau khi mé nap 1 30 ngay khi bao quan & 2-8°C, dbi v6i hau hét cac
chit phan tich; ngoai trir PTH (Intact) 7 ngay
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Vit lidu kiém soat Mau ndi kiém cho xét nghiém mién dich dic hiéu, dang 1ong, mtrc nong do 3
murc 3 xét nghiém - Thanh phan: huyet thanh ngudi da loai bo fibrin c6 bd sung thém céac hoa chit,
dinh lugng cac thong cac cu tir 6 ngudn gde tir nguoi va dong vat, cac chét 6n dinh va cac chat bao
s6 mién dich dic hiéu quan
Hop (6 Io - Ba.o g0m cac thf”)ng s0: 25.-Hydroxy Vitamin D, Anti-Thyhoglobulin (An.ti-Tg)
468 Lo x 5 ml). Anti-Thyroperoxidase (Anti-TPO) C-Peptide, Erythropoietin (EPO) Insulin

Growth Factor I (IGF-I) Intact PTH, Osteocalcin

- P 6n dinh sau khi mé nap 1a 30 ngay khi bao quan ¢ 2-8°C, ddi voi hau hét cac
chat phan tich; ngoai trir PTH (Intact) 7 ngay

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Vit liéu kiém soat 3 Mau noi kiém cho xét nghiém mién dich thuong quy, dang déng kho, 3 mirc ndng
mirc ndng do xét do
nghiém dinh lugng - Thanh phén: huyét thanh ngudi c6 bd sung thém cac hoa chit, cac ciu tir ¢6
cac thong s6 mién nguén géc tir nguoi va dong vat, cac thudc chira bénh va cac chit 6n dinh
dich thuong quy Hop (12 - Sau khi hpz‘m nguyén c6 thé 6n dinh trong 7 ngay khi bao quan & 2-8°C v&i hau
469 Lo o x 5 ml) hét cac chat phan tich; ngoai tru:
: + Folate va PSA Total (3 ngay)
+ C-Peptide (1 ngay), ACTH, Calcitonin, Gastrin va PSA (Free) can xét nghiém
ngay lap tirc sau khi hoan nguyén
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich phu trg Tham gia vao qua trinh xét nghiém dinh lugng T3, T4 va VB12
cho xét nghiém mién Hop (2 x -Thér{h phan: 0,4 N nat’ri hydroxit
470 |dich T3/T4/Vbl12 Hop ) 3 6 ml) - Do 6n dinhﬂtrén hé thong: 14 ngay
' Dat tiéu chuan ISO 13485: 2016
Hoac tuwong duong
Dung dich phu trg Str dung dé giai phong vitamin B12 tir cac protein lién két ndi sinh trong mau va
cho xét nghiém mién cobinamide dé ngan chan tai lién két sau khi Pha rin duoc thém vao mau
dich Vitamin B12 R -Thanh phan:
Hop (1 x oy .
471 Hop |2ml+2x + DT;F: Dithlotl’lrenol (~21 O mg(l())
i 25 ml) + Chr:}t chong dinh: Nat}rl hidroxit (~0,30N); kaly xyanua (~1,25 mg/10)
- B 6n dinh trén hé thong: 108 gio
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Chat kiém chuan cho Héa chat dung dé chan doan in vitro dé theo ddi do chum va dd chinh xéac cua xét
xét nghiém nghiém IL6
interleukin-6 (IL-6) - Thanh phan: Sau khi hoan nguyén, nhiéu ndng d6 IL-6 ngudi tai t6 hop khac
47 Hop Hop (3 x nhau;valbumin huyét Fhan? bo; cl}ét béo quan 7
i 1 x 7.0 ml)|- B 6n dinh: Cac chat kiém chuan da hoan nguyén 6n dinh trong 30 ngay & nhiét
d6 2—-8°C hodac trong 8 gid ¢ nhiét d6 phong
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém sodt Hoa chat dung cho chan doén in vitro khi theo di do chum va d¢ chinh xéc cac
chét luong bo xét xét nghiém : HA, PITIINP va TIMP-1
nghiém xo gan tang -Thanh phan: Sau khi hoan nguyén, cac ndng do khac nhau ciia HA, PITINP (6 bo)
cuong Hop (3 x va TIMP-1; huyét thanh nguoi da tich chiét va loai bo lipid
473 Hop 3 x 2 ml) -b¢ on dinh: Chat kiém chuan da hoan nguyén s¢€ 613 dinh trong 5 ngay ¢ 2-8°C
hodc 8 gio & nhiét d phong. Lam dong lanh san pham da hoan nguyén ¢ -20°C
trong tdi da 90 ngay
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich pha loang Hoa chit dung dé loang mau
dung cho may xét R -Thanh phan: Huyét thanh ngua; natri azit (0,1%); chit bao quan
o ox P . Hop (2 x AR A R
474  |nghi€ém mién dich so Hop 25 ml) - P06 6n dinh }ren hé thong: 28 ngay
1 Dat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Dung dich pha loang Hoa chat dung dé loing mau
dung cho rriéy xét , Hop (2 x -Thé{lh phan: Huyét th,anh dé; natri azit (0,1%); cac chét bao quan
475 |nghiém mién dich so Hop 1 0 ml) - B9 on dinh trén hé thong: 84 ngay

2

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
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Dung dich pha loang Hoa chit dung dé loang mau
dung cho n}éy xét ’ Hop (2 x —Thél{h phan: Huyét tuong nguoi; natri azit (0,1%)
476 |nghi€ém mién dich so Hop 5 ml) |- Do on dinhﬂtrén hé thong: 28 ngay
3 Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich pha loang Hoa chat dung dé lodng mau
dung cho may xét -Thanh phan: Dung dich dém Tris; albumin huyét thanh bo; huyét thanh dé; huyét
477 nghiém mién dich ) Hop Hop (2 x thanhv chuot ’
10 i S5ml) |- Do 6n dinh trén hé thong: 28 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich pha loang Hoa chat pha lodng mau
dung cho may xét -Thanh phan: Dung dich dém Tris; huyét thanh dé; cac chét on dinh protein; cac
478 nghiém mién dich sb Hop Hop (2 x [chét ‘t{éo quan ’
11 i 5ml) |- Do 6n dinh trén hé thong: 28 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich pha loang Hoa chat dung dé lodng mau
dung cho n}éy xét ’ Hop (2 x —Thér{h phén: Chat dém; chét hoat tinh bé mit; natri azit (< 0,1%)
479  |nghiém mién dich so Hop 1‘ 0 ml) -Do 6n dinhﬂ trén h¢ thong: 28 ngay
13 Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Dung dich pha loang Hoa chit dung dé loang mau
dung cho n}éy xét ’ Hop (2 x —Thér{h phén: Huyét thqnh ngua; natri azit (0,1%); cht bao quan
480 |nghiém mién dich s6 Hop 2 5 ml) - Do on dinh :[rén hé thong: 7 ngay
15 Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich pha loang Hoa chat dung dé lodng mau
xét nghiém Insulin -Thanh ph?ln: Dung dich mudi dém; casein; kali thioxianat (3,89%); natri azit (<
431 loai 2 chai Hop Hop (2 x 0,1%); chat bao quan )
i 10 ml) |-D¢ on dinh trén hé thong: 21 ngay
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich tién xir Iy Hoa chat ding dé tién xir mau xét nghiém khang nguyén ung thu CA 27.29 theo
cho xét nghiém mién chudi
4gp  |dich dé tién xir i xét Hop Hop (2 x |-Thanh phan: Natri hidroxit (0,24 N)
nghiém khang i 10 ml) |-D¢ on dinh trén hé thong: 28 ngay
nguyén ung thu CA Pat tiéu chuan ISO 13485: 2016
27.29 Hodc tuong duong
Dung dich chong Hoa chit tham gia vao qua trinh xét nghiém dinh lugng Folate
dinh cho xét nghiém -Thanh phan:
mién dich Folate Hop (3 x |+ Dithiothreitol (~95 mg/mL ¢ dang 16ng)
483 Hop  |8.0 ml+ 3 |+ Chét chdng dinh: Natri hidroxit (~1,1 N)
x 4.0 ml) |- D6 6n dinh trén h¢ thong: 108 gid
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Dung dich kich hoat Dung dich kich hoat phan tmg héa phat quang cho xét nghiém mién dich dang Acid
phan g hoa phat - Thanh phan: Hydrogen peroxide (0.5%); nitric acid (0.1 N)
434 quang cho zcét Hop Hop 2 x |-Bd 6n dinh }rén hé théng; 28 ngay
nghiém mién dich : 1.5L) |Dbat ti€u chuan ISO 13485: 2016

dang Acid

Hodc tuong duong
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Dung dich kich hoat Dung dich kich hoat phan tmg héa phat quang cho xét nghiém mién dich dang base
phan Gng hoa phat - Thanh phén: Natri hidroxit (< 0,25 N); chit hoat tinh bé mt
435 quang cho zcét Hop Hop (2 x |-Pd 6n dinh }rén hé thong: 28 ngay
nghiém mién dich : 1.5L) |Dbat ti€u chuan ISO 13485: 2016
dang base Hodc tuong duong
Dung dich rira kim Chat rira 6ng hut.
tinh kiém Hop (2 x -Thanh phin: 0,4 N natri hydroxit
486 Hop 2 5 ml) -B¢ 6n dinh grén hé thong: 14 ngay
Dat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Dung dich rira kim Dung dich rira dau do
trung tinh -Thanh phan: Nudc mudi dém phosphat; natri azit (< 0,1%); chat hoat tinh bé mt
437 Hop Hop 2 x |-Do f)n dinhﬂ trén hé thong: 28 ngay
i 25 ml) |Dat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Dung dich rira dé Dung dich dung trong hé thong mién dich
lénz sach hé thong Hop 2x || Théu}h phan: Sodium 1:1ypochlorite (0.29%)
488 |mién dich Hop ) 5 00 ml) -Do 6n dinhﬂtrén hé thong: 7 ngay
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Dung dich rira kim Chat rira ong hut.
Natri hypoclorit 0,5% Hop (1 x —Thé{lh phén: Natri hypoclorit (0,5%); natri hydroxit (< 0,5%)
489 Hop 5 0 ml) -b¢ 6n dinh torén hé thong: 100 ngay
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Dung dich rira trong Dung dich dung trong hé thong mién dich
phan tmg mién dich - Thanh phan: Nudc mubi dém phosphat; natri azit (< 0,1%); chat hoat tinh bé mat
490 Hop Hop (1 x |-DPo én dinhﬂtrén hé thong: 28 ngay
. 3000 ml) |Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Cong phan ung Hop 3000 Cong do phép g dung trén hé théng xét nghiém
491 Hop .chié'c Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Pau con hiit mau Hop 6480 Pau con hit {nﬁu dung trén hé thong xét nghiém
492  |dung cho may xét Hop j hid Dat ti€u chuan ISO 13485: 2016
nghiém mién dich M I Hoac twong duong
Hoa chat xét nghiém Thudc thir duge dung trong dinh luong ferritin trong huyét thanh va huyét twong
dinh lugng Ferritin nguoi (EDTA va heparin)
- Thanh phan:
+ Thudc thir: Khang thé khang ferritin da dong & dé (~0,64 pg/mL) duoc gin nhin
Hop 90 acridini}lm ester tron7g chat dém HEPES; )
493 Hop .test + Pha ran: Khang thé khang ferritin don dong ¢ chudt (~32,2 pg/mL) dugc lién két

cOng hoa tri voi cac hat thuan tir trong chit dém natri barbital
- Khoang do: 0,5-1650,0 ng/mL (1,1-3630,0 pmol/L)

- D6 6n dinh trén hé thong: 28 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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Thudc thir xét Hoa chit dung trong dinh lugng folate trong huyét thanh ngudi va hong cau
nghiém Folate - Thanh phén:
+ Thudc thir: Folate dugc gin nhin acridinium ester (~9,8 ng/mL) trong chat dém;
albumin huyét thanh bo;
+ Pha ran: Avidin d4 lam sach (~20 pg/mL) duoc lién két cong héa tri véi cac
Hop 140 phan tir thuan tu trong chét dém; ’
494 Hop ’ + Protein lién két vdi folate: Protein lién két véi folate da lam sach (~1,0 pg/mL)
test duoc lién két cong hoa tri véi biotin trong chét dém;
+ Chét hiéu chuan: Sau khi hoan nguyén, ndng do axit N-5methyltetrahydrofolic
cao hoac thép;
-6 6n dinh trén hé thong: 14 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thubc thir xét Hoa chit dung trong qué trinh dinh lwong vitamin B12 trong huyét thanh va huyét
nghiém Vitamin B12 tuong nguoi (EDTA va heparin)
- Thanh phén:
+ Thudc thir: Vitamin B12 dwoc gin nhén acridinium ester (~3 ng/mL);
. Hop 100 |+ Pha ran: Yéu tb noi tai hog dugc tinh loc sach (~0,025 pg/mL) duogc lién Kkét
495 Hoép A s e e A A s A 2a
test cong hoa tri voi cac hat phan tr thuan tir trong chat dém
- Khoang do: 45-2000 pg/mL (33—1476 pmol/L)
- D6 6n dinh trén hé théng: 18 ngay
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Hoa chat xét nghiém Hoa chat dung trong dinh lugng troponin I tim trong huyét thanh hozc huyét tuong
dinh luong Troponin nguoi (lithium heparin)
I siéu nhay - Thanh phén:
+ Thubc thir: Albumin huyét thanh bo (BSA) cong hop véi mot khang thé don
dong Fab tai t6 hop (& ciru) khang ¢Tnl ngudi (~0,2-0,4 pg/mL) duge gin nhan
béng acridinium ester trong chat dém HEPES;
496 Hop Hop 100 |+ Pha rin: Cac hat latex tir dwoc phu streptavidin (0,45 mg/mL) co 2 khang thé
j test khang troponin I don dong dugc biotin hoa (chudt va ctru) trong chat dém;
+ CAL L: Chét dém HEPES; albumin huyét thanh bo (BSA);
+ CAL H: Sau khi hoan nguyén, huyét thanh nguoi; ¢Tnl nguoi;
- Khoang do: 2,50-25.000,00 pg/mL (ng/L)
- D6 6n dinh trén hé thdng: 28 ngay
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Thudc thir xét Hoa chat ding trong xét nghiém N-terminal pro-brain natriuretic peptide
nghiém NT-proBNP (NT-proBNP) trong huyét thanh va huyét tuong ngudi
(PBNP) - Thanh phéan: Goéi thudc thir chinh
+ Thudc thir: Khang thé don dong chéng PBNP F (ab') 2 ctia ciru (~ 0,36 pg / mL)
dugc danh du bang acridinium ester trong dung dich dém;
+ Chét rén: Cac hat tir tinh Streptavidin (~ 250 mg/ L) trong dung dich dém;
Hop 100 albumin huyét thanh bo; 7 ’ '
497 Hop 'test + Thuoc thur phu: Khang thé PBNP don dong chong ngudi cta cuu (~ 2 png/ mL)

dugc danh ddu bang biotin trong dung dich dém;

+ Chét hiéu chuan NT-proBNP: Sau khi hoan nguyén, ndng d¢ thip hoic cao ctia
khéng nguyén NT-proBNP trong dém; albumin huyét thanh bo

- P 6n dinh trén hé thong: 28 ngay

- Khoang do: 35-35,000 pg/mL (4.13—4130 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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498

Thudc thir xét
nghiém ban dinh
lugng anti-CCP IgG

Hop 100
test

Hoa chat dung trong viéc ban dinh lugng cac ty khang thé loai IgG dac hiéu cho
citrullinated peptide dang vong (CCP) trong huyét thanh hodc huyét tuong ctia
nguoi (K2 EDTA va lithium heparin)

- Thanh phén:

+ Thudc thir: IgG khang nhan don dong (0,1 ug/mL) duoc gin nhén acridinium
ester;

+ Pha rdn: Céc vi hat thuan tir dugc bao pht béi streptavidin dugc thye hién véi
CCP biotinylate hoa (0,2 mg/mL);

+ Goi thude thir phu: Chét dém; chét hoat tinh bé mit; chat bao quan

+ CAL: Huyét twong ngudi da xir Iy duong tinh v6i khang thé khang CCP;
albumin huyét thanh trau bo; natri azit (<0,1%)

- Khoang do: 0,54-200,00 U/mL

- D6 6n dinh trén hé thdng: 56 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

499

Thudc thir xét
nghiém IgE toan
phan

A

Hop

Hop 50
test

Thudc thir ding cho chan doan in vitro nham dinh lugng IgE toan phan trong huyét
thanh va huyét tuong ngudi (EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé IgE khang nhan & dé (~2,4 pg/mL) dugc gin nhin
acridinium ester trong chat dém;

+ Pha rin: Khang thé IgE khang nhan & chudt (~0,02 mg/mL) dugc lién két cong
hoéa tri véi cac hat thuén tir trong chat dém;

- Khoang do: 1,5-3000 IU/mL

- P 6n dinh trén hé théng: 28 ngay

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

500

Hoa chat xét nghiém
dinh lugng
interleukin-6 (IL-6)

A

Hop

Hop 100
test

Hoa chat dung trong dinh lugng interleukin-6 (IL-6) trong huyét thanh hodc huyét
tuong

- Thanh phén:

+ Thudc thir: Khang thé khang IL-6 don dong & chudt (0,5 pg/mL) dwoc dan nhén
acridinium ester trong dung dich dém véi albumin huyét thanh bo;

+ Pha rin: Vi hat thuan tir dugc bao phu boi khang thé khang IL-6 don dong &
chudt (0,1 mg/mL) trong chit dém véi albumin huyét thanh bo

+ Chét hiéu chuin: dong kho. Sau khi hoan nguyén, IL-6 & nguoi tai tb hop;

- Khoang do: 2,7-5500,0 pg/mL

- b6 6n dinh trén hé théng: 42 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

501

Thudc thir xét
nghi¢m C-Peptide

Hoép 100
test

Hoa chit dung trong dinh lugng peptide C trong huyét thanh va nuéc tiéu cia
nguoi

- Thanh phén:

+ Thudc thir: Khang thé khang peptide C don dong & chudt (~0,29 pg/mL) duoc
gin nhan acridinium ester trong chit dém photphat;

+ Pha rén: Khang thé khang peptide C don dong & chudt (~2,3 ug/mL) dugc lién
Kkét cOng hoa tri voi cac hat thuan tr trong chit dém photphat;

- Khoang do: Huyét thanh: 0,05-30,00 ng/mL Nudc tiéu: 0,50-300,00 ng/mL

- D6 6n dinh trén hé thong: 28 ngay

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong
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Hoa chit dung trong dinh lugng insulin & huyét thanh ngudi
- Thanh phén:
+ Thudc thir: Khang thé khang insulin don dong & chudt (~0,24 pg/mL) duge gin
nhin acridinium ester trong dung dich mudi dém;
500 Hop Hop 100 [+ Pha rin: Khang thé khang insulin don dong & chu(f)‘g (~6,0 pg/mL) dugc lién két
i test cOng hoa tri v6i cac hat thuan tir trong dung dich mudi dém,;
- D6 6n dinh trén hé thong: 21 ngay
- Khoéang do: 0,5-300,0 mU/L
Hoa chat xét nghiém Dat tiéu chuan ISO 13485: 2016
dinh lugng Insulin Hoac tuong duong
Hoa chat xét nghiém Hoa chit dung trong dinh lugng hormone tuyén can giap nguyén ven trong huyét
dinh lugng hormone thanh va huyét tuong ngudi
tuyén can giap - Thanh phén:
nguyén ven + Thudc thir: Khang thé PTH khang nhan don dong & chudt duge danh dau bang
acridinium ester (~0,6 mg/L) trong dung dich mudi dém; cac protein c6 trong
503 Hop Hop 190 huyét tqong chuot; a}bumin huyét thanh bo; ’
i test |+ Phardan: Khang th¢ PTH khéng nhan don dong ¢ chudt dugc biotin hoa lién ket
v6i phén tir thun tir phu streptavidin (~0,4 g/L) trong dung dich mudi dém;
- Khoang do: 4,6-2000,0 pg/mL (0,5-212,0 pmol/L)
- D6 6n dinh trén hé théng: 60 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Hoa chat xét nghiém Hoa chat dung trong dinh lugng 25(OH)vitamin D toan phan trong huyét thanh va
dinh luong 25(OH) huyét twong nguoi (EDTA, lithium heparin va natri heparin)
vitamin D toan phan - Thanh phén:
+ Thubc thir: Khang thé khang 25(OH)vitamin D don dong & chudt duoc gin nhin
acridinium ester (~0,8 pg/mL) trong chit dém; albumin huyét thanh bo;
+ Pha rin: Khang thé khang fluorescein don dong & chudt dugc phu bing cac hat
thuén tir (~0,60 mg/mL) trong chit dém; albumin huyét thanh bo;
504 Hop Hop 100 |+ Thudc thir phy: Vitamin D-analog tuong h(_)‘p voi ﬂuoresceir} (~0,2 pg/mL) \{é\
j test 1-anilinonaphthalene-8-sulfonic acid trong chat dém; Gai thudc thur phu : Chat

chdng dinh trong dung dich mubi dém;

+ CAL: Sau khi hoan nguyén, néng d6 25(OH)vitamin D cao hodc thap; huyét
tuong ngudi c6 chat dém di khir xo; albumin huyét thanh bo; cholesterol;

- D6 6n dinh trén hé thong: 28 ngay

- Khoang do: 4,20-150,00 ng/mL (10,50-375,00 nmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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505

B¢ xét nghiém danh
gia tang cuong cho
chung xo hoa gan

3x 1 Test

Hoa chat dung trong chan doan xac dinh diém ELF duya trén cac gia tri do dinh
luong két hop ciia axit hyaluronic, propeptide gdc amino cta procollagen tuyp III
va chit irc ché mé cua proteinase kim loai trong chit nén 1 trong huyét thanh nguoi
- Thanh phén:

+ Protein gan két axit hyaluronic (& bo) dwoc gin nhén acridinium ester (~0,5
pg/mL) trong dung dich dém; albumin huyét thanh bo; chit hoat dong bé mit; chat
bao quan

+ Khang thé khang PITINP don dong & chudt dugc gin nhin acridinium ester (~2,0
pg/mL) trong dung dich dém; albumin huyét thanh bo; IgG chudt, chat hoat dong
bé mat; natri azit (< 0,1%)

+ Khang thé khang TIMP-1 don dong & chudt dwoc gin nhén acridinium ester
(~0,1 pg/mL) va khang thé khang TIMP-1 don dong & chudt dugc gin nhan FITC
(~1,8 pg/mL) trong dung dich dém; huyét thanh dé; albumin huyét thanh bo;
gamma globulin bo; IgG chudt; chét hoat dong bé mat; chét bao quan

- D6 6n dinh thude thir trén hé thong: 28 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

506

Hoa chat xét nghiém
dinh lugng ty khang
thé khang
thyroglobulin

A

Hop

Hop 100
test

Hoa chat dung trong dinh lugng tu khang thé khang thyroglobulin trong huyét
thanh, huyét twong nguoi (dikali EDTA, lithium heparin, natri heparin)

- Thanh phén:

+ Thubc thir: Thyroglobulin ¢ ngudi duge dan nhin bang este acridinium (~1,2
pg/mL);

+ Pha rin: Thyroglobulin & ngudi dugc gin duge lién két véi cac phan tir thuan tir
phu streptavidin (~0,6 mg/mL);

+ Goi thube thir phu: Huyét thanh dé; huyét thanh chudt; natri azit

+ Chét hiéu chuan: dong kho. Sau khi hoan nguyén, ndng d6 thap va cao cua khang
thyroglobulin nguoi don dong ¢ chudt;

- Khoang do: 1,3-1000 IU/mL

- D6 6n dinh thude thir trén hé thdng: 28 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

507

Hoa chat xét nghiém
tu khang thé khang
peroxidase tuyén giap

Hop

Hop 100
test

Hoa chat dung trong dinh lugng ty khang thé khang peroxidase tuyén giap trong
huyét thanh va huyét tuong ngudi (EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: 10,0 mL/goi thude thir TPO tai to hop (<90 ng/mL) phirc hop véi
khang thé khang TPO don dong & chudt (~30 ng/mL) dwoc gin nhan bang
acridinium ester trong dung dich dém phdt-phat; chat phong bé (bo va chudt); chat
hoat ddng bé mit; natri azit (< 0.1%); chat bao quan

+ Pha ran 20,0 mL/g6i thudc thir Cac vi hat thuan tir phu streptavidin (~0,3
mg/mL) v6i khang thé khang TPO don dong & chudt, duoc biotin hoa (~6 pg/mL)
trong dung dich dém phdt-phat; chat phong bé (bo va chudt); chat hoat dong bé
mat; natri azit (< 0.1%); chat bao quan

+ CAL: Sau khi hoan nguyén, cac nong do khang thé khang TPO (ngudi) cao hodc
thap trong huyét tuong ngudi da tach fibrin; natri azit (< 0,1%); chit bao quan

- D6 6n dinh thude thir trén hé thong: 49 ngay

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




STT
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cach
dong goi

Tiéu chuin ky thuat

508

Hoa chat xét nghiém
dinh lugng
Thyroglobulin

Hop 100
test

Hoa chit dinh lwong thyroglobulin trong huyét thanh va huyét tuong ngudi (EDTA
va lithium heparin)

- Thanh phén:

+ Thudc thir: Khang thé khang Tg ngudi don dong & chudt, dwoc gin nhin
acridinium ester (khoang 1,13 pg/mL);

+ Pha ran: Céc vi hat thuén tir phu streptavidin dugc hinh thanh trugc bang khang
thé khéng Tg ngudi don dong ¢ chudt, dugc biotin héa (khoang 267 pg/mL); BSA;
+ Thudc thir phu trong giéng: BSA; globulin gamma bo; chat dém; Chét hiéu
chuén: Sau khi hoan nguyén, thyroglobulin & ngudi; BSA; chat dém; chit 6n dinh;
chit bao quan

- D6 6n dinh thudc thir trén hé thong: 28 ngay

- Khoang do: 0,050—-150 ng/mL (0,076 — 227 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

509

Hoa chat xét nghiém
dinh lugng thyroxine
tu do

Hop 50
test

Hoa chat dung trong qua trinh dinh lugng thyroxine tu do trong huyét thanh va
huyét trong ngudi (EDTA va heparin)

- Thanh phan:

+ Thubc thir: T4 dwoc gin nhan acridinium ester (~0,2 pg/mL) trong chat dém
natri barbital (1,03%);

+ Pha rin: Khang thé tho khang T4 da dong dugc biotin héa (~0,525 pg/mL) dugc
lién két véi avidin, avidin dugce lién két cOng hoa tri voi cac phan tr thuén tir trong
chit dém natri barbital (1,03%);

- Khoang do: 0,1-12,0 ng/dL (1,3-154,8 pmol/L)

- D6 6n dinh thudc thir trén hé thong: 21 ngay

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

510

Hoa chat xét nghiém
dinh lugng FT3

A

Hop

Hop 60
test

Hoa chat dinh luong triiodothyronine tu do (FT3) trong huyét thanh va huyét
twong nguoi (EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang T3 don dong & chudt (~8 ng/mL) dwoc gin nhin
acridinium ester trong chit dém HEPES;

+ Pha rén: Chat tuong tu T3 (~1,6 pg/mL) dugc lién Kkét cong hoa tri voi cac hat
thuén tir trong chit d¢m HEPES;

- Khoang do: 0,20-20,00 pg/mL (0,31-30,80 pmol/L)

- D6 6n dinh thudc thir trén hé thong: 28 ngay

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

511

Hoa chat xét nghiém
dinh luong TSH,
thyrotropin

Hop

Hop 130
test

Hoa chat dinh lwong hormone kich thich tuyén giap (TSH, thyrotropin) trong huyét
thanh va huyét trong ngudi (EDTA va lithium heparin)

- Thanh phén:

+ Thudc thir: BSA lién hop v6i khang thé khang TSH don dong & chudt (~0,3
pg/mL) duoc gén nhan acridinium ester trong dung dich dém; IgG chudt; BSA;
Bovine Gamma Globulin (BGG); huyét thanh dé; natri azit (< 0,1%); chét hoat
dong bé mit; chat bao quan

+ Pha ran: Khang thé don dong khang TSH cua chudt dugc dan nhin FITC va
khang thé don dong khang fluorescein ciia chuét dugc lién két véi cac hat thuan tir
(~85 pg/mL) trong dung dich dém; BSA; BGG; huyét

thanh dé; natri azit (< 0,1%); chét hoat dong bé mat; chat bao quan

- Khoang do: 0,010-150,000 pIU/mL (mIU/L)"

- Do 6n dinh thudc thir trén hé théng: 90 ngay

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong
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512

Thudc thir xét
nghiém danh gia
protein lién két
khong bao hoa cua
tuyén giap

Hop 50
test

Hoa chit danh gi4 protein lién két khong bio hoa clia tuyén giap & huyét thanh va
huyét twong nguoi (EDTA va lithium heparin)

- Thanh phén:

+ Thudc thir: T3 (~40 ng/mL) va T3-BGG (~64 ng/mL) dugc gin nhan acridinium
ester;

+ Pha rin: Khang thé khang T3 don dong & chudt (~0,5 pg/mL) duoc lién két véi
khéng thé khang chudt & dé (~14 pg/mL) duoc lién két cong héa tri véi cac hat
thuan tr;

- D6 6n dinh thudc thir trén hé théng: 10 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

513

Thudc thir xét
nghiém thyroxine
(T4)

Hop 150
test

Hoa chat dinh luong thyroxine (T4) trong huyét thanh va huyét tuong ngudi
(EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang T4 don dong & chudt (~1 pg/mL) duoc gin nhin
acridinium ester trong chat dém natri barbital;

+ Pha ran: T4 (~0,2 pg/mL) duoc lién két cOng hoa tri vai cac hat thuan tur;

- Khoang do: 0,3-30,0 pg/dL (3,9-387,0 nmol/L)

- Do 6n dinh thubc thir trén hé théng: 42 ngay

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

514

Hoa chat xét nghiém
dinh lugng
triiodothyronine (T3)

A

Hop

Hop 120
test

Hoa chat dinh luong triiodothyronine (T3) trong huyét thanh va huyét twong ngudi
(EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang T3 don dong & chudt (~60 ng/mL) duoc gin nhin
acridinium ester trong dung dich mudi dém;

+ Pha rén: Chat tuong tu T3 (~13,3 pg/mL) dugc lién két cOng hoa tri vai cac hat
thuén tir trong chit d¢m HEPES;

- Khoang do: 0,10-8,00 ng/mL (0,15-12,3 nmol/L)

- D6 6n dinh thudc thir trén hé thong: 56 ngay

Pat tiéu chuin ISO 13485: 2016

Hodc tuwong duong

515

Hoa chat xét nghiém
dinh lugng Cortisol

Hop

Hop 50
test

Hoa chét dinh luong cortisol trong huyét thanh, huyét twong (EDTA va lithium
heparin) va nudc tiéu cia nguoi

- Thanh phén:

+ Thudc thir: Cortisol (~5 ng/mL) dwoc gin nhin acridinium ester trong dung dich
mudi dém; salixylat natri (~50 mg/mL);

+ Pha ran: Khang thé khang cortisol ¢ thé (~1,1 pg/mL) dwoc lién két voi khang
thé khang IgG cua tho don dong & chudt (~56 pg/mL) duogc lién két cong hoa tri
v6i cic phén tir thuan tir trong dung dich mubi c6 chat dém;

- Khoang do: 0,50-75,00 pg/dL (13,80-2069,25 nmol/L)

- P 6n dinh thubc thir trén hé thng: 10 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

516

Hoa chat xét nghiém
dinh lugng hormone
tao hoang thé (LH)

Hop 110
test

Hoa chét dinh luong hormone tao hoang thé (LH) trong huyét thanh va huyét
twong nguoi (EDTA va lithium heparin)

- Thanh phén:

+ Thudc thir: Khang thé khang LH don dong & chudt (~0,17 pg/mL) dugc gin
nhin acridinium ester trong chat dém;

+ Pha rdn: Khang thé khang LH don dong ¢ chudt (~0,05 mg/mL) duoc lién két
cong hoa tri voi cac hat thuan tr trong chat dém;

- Khoang do: 0,07-200,00 mIU/mL (IU/L)

- Do 6n dinh thudc thir trén hé thong: 84 ngay

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong
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517

Hoa chat xét nghiém
dinh lugng
Progesterone

Hop 90
test

Hoa chit dinh luong progesterone trong huyét thanh va huyét twong nguoi (EDTA
va lithium heparin)

- Thanh phén:

+ Thudc thir: Khang thé khang progesterone don dong & chudt (~20 ng/mL) dugc

gin nhan acridinium ester trong dung dich mubi dém;

+ Pha rin: Progesterone phai sinh (~60 ng/mL) dugc lién két cong hoa tri véi cac
hat thuén tir trong chit dém photphat; Goi thudc thir phyu: Chat giai phoéng PRGE:
Chat giai phong steroid (2,2 pg/mL) trong dung dich mudi dém;

- Khoang do: 0,21-60,00 ng/mL (0,67-190,80 nmol/L)

- D6 6n dinh thude thir trén hé thdng: 60 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

518

Hoa chat xét nghiém
dinh lugng Prolactin

Hop 50
test

Hoa chat dinh luong prolactin trong huyét thanh va huyét trong ngudi (EDTA va
lithium heparin)

- Thanh phén:

+ Thudc thir: Khang thé khang prolactin da dong ¢ dé (~0,16 pg/mL) duoc gin
nhan acridinium ester trong chét dém; natri azit (0,11%);

+ Pha rén: Khang thé khang prolactin don dong & chudt (~3,67 ug/mL) duoc lién
két cong hoa tri vdi cac hat thudn tir trong chit dém;

- Khoang do: 0,30-200,00 ng/mL (6,36—4240,00 uIU/mL)

- D6 6n dinh thudc thi trén hé thong: 28 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

519

Hoa chat xét nghiém
dinh lugng globulin
lién két hormone
gidi tinh (SHBG)

Hop 50
test

Hoa chat dinh lwong globulin lién két hormone gidi tinh (SHBG) trong huyét thanh
va huyét tuong ngudi (lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang SHBG don dong & chudt (~130 ng/mL) duoc gin
nhan acridinium ester trong dung dich mudi dém HEPES;

+ Pha ran: Streptavidin dugc lién Kkét cOng hoa tri voi cac hat latex thuan tr (~150
ng/mL) trong dung dich mudi dém HEPES; albumin huyét thanh bo; huyét thanh
chudt;
+ Thubc thir phu trong giéng: Khang thé khang SHBG don dong & chudt dugc gin
biotin (~6 pg/mL) trong dung dich mudi dém HEPES;

- Khoang do: 1,60-180,00 nmol/L (0,15-17,10 pg/mL)

- D6 6n dinh thudc thir trén hé thong: 60 ngay

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong

520

Hoa chat xét nghiém
dinh luong
testosterone toan
phén

Hop 100
test

Hoa chit dinh luong testosterone toan phan (gan két va khong gin két) trong huyét
thanh va huyét trong nguoi

- Thanh phén:

+ Thudc thir: Hapten dwoc gin nhén acridinium ester (36 pg/mL) trong dung dich
mubi dém;

+ Pha ran: Hat latex phu streptavidin (0,33 g/L) trong dung dich mubi dém;

+ G6i thude thir phu: Chat giai phong: Chat giai phong steroid (0,4 pg/mL); khang
thé khang testosterone don dong & ciru, dwoc gin biotin (27 ug/L) trong dung dich
mubi dém;

+ Chét hiéu chuin: dong khé. Sau khi hoan nguyén, testosterone loai USP ndng do
cao hodc thip dugc pha thém vao huyét twong ngudi da tach fibrin, tich bang than
hoat tinh;

- D6 6n dinh thudc thir trén hé thdng: 69 ngay

- Khoang do: 7,00-1500,00 ng/dL (0,24-52,05 nmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong
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521

Hoa chat xét nghiém
dinh lugng hCG toan
phan

Hop 90
test

Héa chat dinh luong ndi tiét t6 hCG & huyét thanh

- Thanh phén:

+ Thudc thir: Khang thé dé khang hCG da dong (~0,1 pg/mL) duoc gin nhin
acridinium ester trong dung dich mudi ¢ chét dém;

+ Pha ran: Khang thé khang hCG don dong & chudt (~0,02 mg/mL) dugc lién két
cong hoa tri véi cac phén tir thuén tir trong dung dich mudi c6 chit dém;

- Khoang do: 2,0-1000,0 mIU/mL (IU/L)

Dat tiéu chuin ISO 13485: 2016

Hoac tuong duong

522

Hoa chat xét nghiém
dinh lugng alpha-
fetoprotein

Hop 100
test

Hoa chat dinh luong alpha-fetoprotein trong huyét thanh hozc huyét tuong ngudi
(EDTA va lithium heparin); dich 6i

- Thanh phan:

+ Thubc thir: Khang thé tho da dong khang AFP (~0,16 pg/mL) dugc gan nhin
acridinium ester trong dung dich mudi dém;

+ Pha rdn:Khang thé chudt don dong khang AFP (~0,064 mg/mL) duoc lién két
cong hoa tri voi cac hat phan tr thuén tir trong dung dich mudi dém

- D6 6n dinh thudc thir trén hé thdng: 21 ngay

- Khoang do: 1,3-1000,0 ng/mL (1,08-830,00 IU/mL)

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

523

Hoa chat xét nghiém
dinh luong khang
nguyén CA 27.29

Hop 50
test

Hoa chat dinh lwong khang nguyén ung thu CA 27.29 theo chudi trong huyét thanh
va huyét twong nguoi (EDTA)

- Thanh phén:

+ Thubc thir: Khang thé khang CA 27.29 don dong & chudt (~1,2 pg/mL) dugc gin
nhan acridinium ester trong dung dich mudi dém;

+ Pha rdn:CA 27.29 & nguoi (~0,72 U/mL) dugc lién két cong hoa tri voi cac hat
thuan tur trong chét dém;

- D6 6n dinh thude thir trén hé thdng: 28 ngay

- Khoang do: 3,5-450,0 U/mL

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

524

Thudc thir xét
nghiém CA 125

Hop 100
test

Hoa chat dinh lwong theo chudi CA 125 trong huyét thanh va huyét twong ngudi
(EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang M11 don dong & chudt (~0,15 pg/mL) dugc gin
nhin acridinium ester va khang thé khang OC 125 don dong & chudt (~1,0 pg/mL)
dugc gin nhan Fluorescein trong chit dém photphat; + Pha ran: Khang thé khang
Fluorescein don dong & chudt (~30 pg/mL) duoc lién két voi cac hat thuan tir trong
chit dém photphat;

- D6 6n dinh thude thir trén hé thong: 84 ngay

- Khoang do: 2,0-600,0 U/mL

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong
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525

Hoa chat xét nghiém
dinh lugng CA 15-3

Hop 100
test

Hoa chit dinh lwong khang nguyén ung thu CA 15-3 theo chudi trong huyét thanh
va huyét twong nguoi (EDTA va lithium heparin)

- Thanh phén:

+ Thudc thir: Khang thé khang DF3 don dong & chudt (~ 2,0 pg/mL) dugc gin
nhin acridinium ester trong dung dich mudi dém;

+ Pha ran: Khang thé giir don dong & chudt (~30 pg/mL) duoc lién két cong hoa tri
v6i cac hat thuan tir trong chét dém;

+ Thudc thir cong hop: Khang thé khang 115D8 don dong & chudt (~12,5 pg/mL)
duoc gén nhan sunfocacbonat cua fluorescein trong dung dich mudi dém;

- D6 6n dinh thudc thir trén hé thong: 84 ngay

- Khoéang do: 0,5-200,0 U/mL

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

526

Hoa chat xét nghiém
dinh lugng CA 19-9

Hop 50
test

Hoa chat dinh lwong theo chudi CA 19-9 trong huyét thanh ngudi va ho trg quan 1y
bénh nhan mic ung thu da day-rudt (GI)

- Thanh phan:

+ Thubc thir: Khang thé khang CA 19-9 don dong & chudt (~0,4 pg/mL) duoc gin
nhan acridinium ester trong chét dém;

+ Pha rén: Khang thé khang CA 19-9 don dong ¢ chudt (~0,02 mg/mL) duoc lién
két cOng hoa tri vaoi cac vi hat thuan tir trong chat dém;

+ Chat hiéu chuan: dong kho. Sau khi hoan nguyén, ndng d6 CA 19-9 cao hoic
thip (ngudi); huyét thanh thai bo;

- D6 6n dinh thudc thir trén hé thong: 28 ngay

- Khoang do: 1,20-700,00 U/mL

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

527

Thudc thir xét
nghiém calcitonin

Hop 100
test

Hoa chat dinh luong calcitonin trong huyét thanh va huyét twong nguoi (K2
EDTA, K3 EDTA va lithium heparin)

- Thanh phan:

+ Thubc thir: Khang thé khang calcitonin tai to hop (>0,6 pg/mL) dugc dan nhin
thudc thir cong hop acridinium;

+ Pha rén: Vi hat thun tir dugc bao phi boi khang thé don dong chudt khang
biotinylate calcitonin (0,5 mg/mL);

+ Chat hiéu chuan: dong kho. Sau khi hoan nguyén, khang nguyén calcitonin tong
hop;

- D6 6n dinh thudc thir trén hé thong: 28 ngay

- Khoang do: 1,89-2000,00 pg/mL (0,55-585,20 pmol/L)

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

528

Hoa chat xét nghiém
dinh lugng CEA

Hop

Hop 100
test

Hoa chit dinh luong khang nguyén ung thu phéi trong huyét thanh va huyét tuong
nguoi (EDTA va lithium heparin)

- Thanh phan:

+ Thudc thir: Khang thé khang CEA da dong ¢ tho (~400 ng/mL) duoc gin nhin
acridinium ester trong dung dich mudi dém photphat;

+ Pha ran: Khang thé khang CEA don dong & chudt (~120 pg/mL) dugc lién két
cOng hoa tri voi cac hat thuan tir trong dung dich mudi dém photphat;

- D6 6n dinh thude thir trén hé thong: 84 ngay

- Khoang do: 0,50-100,00 ng/mL (pg/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




STT
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529

Hoa chat xét nghiém
dinh lugng Free-PSA

Hop 50
test

Hoa chit dinh lwong PSA tu do (khang nguyén dic hiéu tuyén tién liét) trong huyét
thanh nguoi

-Thanh phan:

+ Thudc thir: Khang thé chudt don dong khang PSA (~200 ng/mL) dugc gin nhin
acridinium ester trong dung dich mudi dém;

+ Pha ran: Khang thé chudt don dong khang fPSA (~2,5 pg/mL) duoc lién két véi
cac hat phan tr thuan tur trong dung dich mudi dém,

- D6 6n dinh thudc thir trén hé thong: 28 ngay

-Khoang do: 0,01-25,00 ng/mL (png/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

530

Hoa chat xét nghiém
dinh lugng PSA

Hop 100
test

Hoa chat dinh lwong khang nguyén dic hiéu tuyén tién liét trong huyét thanh nguoi

- Thanh phan:

+ Thubc thir: Khang thé khang PSA da dong & dé (~77 ng/mL) dwoc gan nhin
acridinium ester trong dung dich mudi dém;

+ Pha rin: Khang thé khang PSA don dong ¢ chudt (~25 pg/mL) duoc lién két
cong hoa tri voi cac hat thuan tr trong dung dich mubi dém;

- D6 6n dinh thudc thir trén hé thong: 28 ngay

- Khoang do: 0,01-100,00 ng/mL (pg/L)

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

531

Hoa chat xét nghiém
dinh luong HER-2

A

Hop

Hop 50
test

Hoa chit dinh luong protein HER-2/neu trong huyét thanh nguoi

- Thanh phén:

+ Thubc thir: Khang thé khang ngudi HER-2/neu don dong & chudt (~1,8 pg/mL)
dugc gin nhén acridinium ester trong chit dém photphat;

+ Pha rén: Khang thé khang fluorescein don dong & chudt (~30 pg/mL) duogc lién
két v6i cac hat thuan tir trong chit dém photphat;

+ Thudc thir cong hop fluorescein: Khang thé khang ngudi HER-2/neu don dong
6 chuot (~7,0 pg/mL) duoc gén nhan fluorescein trong chit dém PIPES;

- D6 6n dinh thude thir trén hé thong: 41 ngay

- Khoang do: 0,5-350,0 ng/mL

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

532

Chat hiéu chuan xét
nghi¢ém Alkaline
Phosphatase

A

Hop

Hop (6 x
1 ml)

Hoa chat hiéu chuan xét nghiém ALP

- Thanh phéan: Albumin huyét thanh nguoi; phosphatase kiém (than lon)

- D6 6n dinh khi mé 1a 30 ngay khi dwoc ddy nip ngay sau khi sir dung va bao
quan ¢ 2-8°C

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong

533

Chét hiéu chuén xét
nghiém
Apolipoprotein A-1
&B

Hop (5 x
1 ml)

Hoa chat hidu chuan xét nghiém APO Al va APO B

- Thanh phan: Huyét thanh ngudi dong kho

- Chat hiéu chuén hoan nguyén s& 6n dinh & 2-8°C trong 28 ngay khi day nip
Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

534

Chat hiéu chuan xét
nghiém Ammonia

Hop 3 x
2x2.5ml)

Hoa chat hiéu chuan xét nghiém Ammonia.

- Thanh phan: Amoni bicacbonat

- D6 6n dinh khi mé 1a 30 ngay khi dwoc ddy nip ngay sau khi sir dung va bao
quan & 2-8°C

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Chat hi¢u chuan xét Hoa chit hiéu chuan xét nghiém héa hoc: Alb, Ca, CA_2, Chol 2, Crea 2,
nghiém sinh hoa DBIil 2, ECre 2, ECre3, ECrelJ, GluH_3, GluO, Iron_2, Iron3, Li, LITH 2, Mg, IP,
TBil 2, TP, TP_2, Trig, Trig 2, UA, UN, va UN ¢
- Thanh phén:
R Hop (12 x |+ Chat dang dugc phan tich cho cac xét nghiém dugc liét ké trong Muc dich st
535 Hop
3ml) |dung
+ Huyét thanh bod
+ Chét bao quan
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chét hiéu chuan xét Hoa chat hiéu chuan xét nghiém Carb, Gent, LIDO, NAPA, PROC, Tob, Vanc va
nghiém thubc VPA
- Thanh phéan: Chéit dang dugc phan tich cho cac xét nghiém duoc liét ké trong
536 Hop Hop (5 x [myc dich sir dyng; huyét thanh bo ’
i 2 x 5 ml) [- DJ 6n dinh khi mé& 1a 30 ngay khi dugc day nap ngay sau khi st dung va bao
quan & 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan xét Hoa chat hiéu chuan xét nghiém CHE, GGT, LDLP, va Lip
nghiém - Thanh phan: Albumin huyét thanh bo (6%); chat bao quan; nong d6 chat dang
Cholinesterase, duogc phan tich theo ting 16 (lipase (tuy lon); a-amylase (tuy nguoi);
GGT, LDLP, Lipase R Hop (6 lo |gammaglutamyltransferase (than bo); LDHL (tim ga); CHE (huyét thanh ngua))
537 Hop N R \ . AL ., s 1.2
x 2.5 ml) |- P9 on dinh khi m¢ 1a 30 ngay khi dugc day nap ngay sau khi st dung va bao
quéan ¢ 2—-8°C
Pat tiéu chuin ISO 13485: 2016
Hodac tuong duong
Chat hiéu chuan cho Hoa chat hiéu chuan xét nghiém ALT, ALTPLc, AST, va ASTPLc.
xét nghiém ALT, - Thanh phan: Albumin huyét thanh bo (6%); chat bao quan; ndng d6 chit dang
AST duogc phan tich theo tirng 16 (alanine aminotranserferase (tim lon); aspartate
538 Hop Hop (6 x amithransferase (tim lon)) )
i 1.5ml) |- D9 6n dinh khi mé 1a 30 ngay khi dugc déy nap ngay sau khi st dung va bao
quan ¢ 2-8°C
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Chat hiéu chuén cho Héa chét hiéu chuan xét nghiém CK_L.
xét nghiém CK L R - Thanh phéan: Albumin huyét thanh ngudi (5%); chat bao quan; nong do creatine
N Hop (6x |, . .. ..
539 Hop 2 ml) kinase MM tbeo 16 (tim nguoi)
Dat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Chét hiéu chuén xét Hoa chat hiéu chuén xét nghiém Fructosamine
nghiém Fructosamine - Thanh ph?m: Albumin huyét thanh nguoi dong kho
R Hop (3 x |- P9 6n dinh khi mé 1a 30 ngay khi dugc day nép ngay sau khi sir dung va bao
540 Hop ., o
I ml) [quadn & 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Chat hiéu chuan xét Hoa chat hiéu chudn xét nghiém HDL cholesterol & nguoi
nghiém dinh lugng - Thanh phéan: Huyét thanh ngudi déng khé c6 chira lipoprotein tir cac loai
541 HDL Cholesterol Hép Hop (3 x lipopfotein khac nhau bao gdm lipoprotein ti trong cao; natri azit (<0,25%)
i 1 ml) [-D¢ on dinh: 14 ngay sau khi hoan nguyén ¢ 2—8°C

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Chat hi¢u chuan xét Hoa chét hiéu chuan xét nghiém LDL cholesterol & ngudi
nghiém dinh lugng - Thanh phan: San pham dya trén huyét thanh bo dugc dém kin bd sung
540 LDL Hop Hop (3 x chole§ter01 lipoprotein mat do thap cta con nguoi.
i 2.0 ml) |- D9 on dinh: 48 gid sau khi hoan nguyén ¢ 2—-8°C
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chét hiéu chuan xét Hoa chat hiéu chuan xét nghiém hsCRP.
nghiém High - Thanh phén: Protein phan img C tai to hop ¢ nguoi (CRP) trong ma tran protein
Sensitivity C- Hop (6 x on dil}h; natri azit (0,09%) )
543  |Reactive Protein Hop 1 ml) - B on dinh khi m¢ 1a 60 ngay khi dugc ddy ndp ngay sau khi st dung va bao
quan & 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chét hiéu chuan xét Hoa chat hiéu chuan xét nghiém AAG, AAT, ASO 2, C3, C4, Hapt, IgA 2,
nghiém protein dac IgG 2,1gM 2, PreAlb va Trf
biét Hop (6x | Thanh phan: Protein c6 ngudn gdc tir huyét thanh ngudi; natri azit (0,09%)
544 Hop 1 ml) - B on dinh khi m¢ 1a 28 ngay khi dugc ddy ndp ngay sau khi st dung va bao
quan & 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan xét Hoa chat hiéu chuan xét nghiém pALB 2
nghiém - Thanh phan: Albumin huyét thanh ngudi trong dung dich dém; natri azit (0,09%)
Microalbumin R - D6 6n dinh khi mé 13 60 ngay khi dugc day nip ngay sau khi sir dung va bao
N Hop(Sx | .° . 5 oo
545 Hop 2 ml) quan & 2—8 C
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuén xét Hoa chat higu chudn xét nghiém Lac, Lac 2, Lac 3, TIBC, AMY 2, va PAMY 2
nghiém sinh hoa dac - Thanh phéan: Huyét thanh ngudi déng kho
546 biét Hop Hop (10 x |- Do 6n dinhﬂ: Chét hiéu chuén hoan nguyén s& 6n dinh & 2—-8°C trong 7 ngay.
i 5ml) |Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chat hiéu chuan cho Hoa chat hiéu chuan xét nghiém Acet, ETOH va Sal
xét nghiém Acet, - Thanh phz‘in: Albumin huyét thanh nguoi; ethanol; acetaminophen; salicylate;
ETOH va Sal Hop (6 x natri ;}zit; MIT (< 0,1%) ’
547 Hop 3 ml) - B on dinh dd mé 1a 3 ngay khi dugc day nap ngay sau khi sir dung va bao quan
o 2-8°C.
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Chét hiéu chuén xét Hoa chat hiéu chuén cho xét nghiém UCFP
nghiém xét nghi€ém - Thanh phéan: Dung dich nudc mudi ¢6 chira albumin huyét thanh ngudi va IgG;
Protein nudc . khdi lugng phan (g ctia 5 - clo-2-metyl-2H-isothiazol-3-one va 2 - metyl-
P N Hop (5 x o
548 |tieu/dich ndo tay Hop 2x 4.0 ml) 2H1sqth1azo-3-one 3B:D ,
’ - B9 on dinh sau khi mé nap ¢ 2—8°C: 60 ngay
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Chat hiéu chuan xét Hoa chat hiéu chuan xét nghiém B2-Microglobulin.
nghiémp2- - Thanh phan: p2-Microglobulin nguoi; albumin huyét thanh bo (50 mg); chat
549 Microglobulin Hop Hop (3 x dém;y natri azit (< 1,0 mg) ]
i 1 ml) |- Chat hiéu chuan hoan nguyén s€ on dinh & 2—8°C trong 60 ngay

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Chat hi¢u chuan xét Hoa chit hiéu chuan xét nghiém High Sensitivity C-Reactive Protein 2 (hCRP2) va
nghiém dinh lugng Anti-Streptolysin-O_3 (ASO_3)
ASO, CRP Hop B x | Thanh phan: huyét thanh ngudi dang 1ong chtra antistreptolysin O, C-reactive
550 Hop 1' 0 ml) prote{n, va rheumatoid’factors; 2-pyrrolidone (4.98%); sodium azide (0.1%)"
' - D6 0n dinh sau mo néap: 15 ngay khi bao quan & 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Chat hiéu chuan xét Hoa chit hiéu chuan xét nghiém C-Reactive Protein (RCRP)
nghiém C-Reactive - Thanh phéan: Albumin huyét thanh bo (6%) danh cho Hiéu chuan cip 1; ma trin
Protein co s huyét thanh nguoi thong thudng danh cho Hiéu chuin cip 2 — 5; dung dich
. 10 1o x . - . e 1 Aaa . S
551 Hop 1oml protein phan tng C cta nguoi; chat bao quan; natri azit (< 0,1%)
’ - D6 On dinh sau khi m¢ nap ¢ 2-8°C: 7 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Vit liéu kiém soat mirc 1 xét nghiém dinh luong cac thong s6 sinh hoa, dang long
muc 1 xét nghiém - Thanh phﬁn: huyét thanh nguoi cod bd sung thém cac hoa chét, thudc, vat liéu hoa
dinh luong cac théng sinh da tinh ché (cac chét chiét tir mo c6 ngudn gde tir ngudi va dong vat), cac chat
s6 sinh hoa 6n dinh va cac chat bao quan
- On dinh trong 14 ngay sau khi m& nip & 2-8°C d6i voi hau hét cac phan tich,
ngoai trur:
550 Lo Hop (12 |+ Alkaline Phosphatase, AST/SGOT, Bilirubin (Neonatal) va Bilirubin (Total): 9
j lo x 3 ml) [ngay
+ Bilirubin (Direct), Cholesterol (HDL), Cholinesterase, Creatine Kinase (CK),
Phosphorus va Triglycerides: 7 ngay
+ LAP Arylamidase: 3 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Vit liéu kiém soat muc 2 xét nghiém dinh lugng cac thong s6 sinh hoa, dang long
mirc 2 xét nghiém - Thanh phan: huyét thanh ngudi c¢6 bd sung thém cac hoa chit, thude, vat liéu hoa
dinh lugng cac thong sinh da tinh ché (cac chat chiét tir mo6 c6 ngudn gdce tir ngudi va dong vat), cac chat
s6 sinh hoa 6n dinh va cac cht bao quan
- On dinh trong 14 ngay sau khi m& nip & 2-8°C d6i voi hau hét cac phan tich,
ngoai trur:
553 Lo Hop (12 |+ Alkaline Phosphatase, AST/SGOT, Bilirubin (Neonatal) va Bilirubin (Total): 9
’ lo x 3 ml) [ngay

+ Bilirubin (Direct), Cholesterol (HDL), Cholinesterase, Creatine Kinase (CK),
Phosphorus va Triglycerides: 7 ngay

+ LAP Arylamidase: 3 ngay

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Vit liéu kiém soat Vit liéu kiém soat mirc 3 xét nghiém dinh lugng cac thong s6 sinh hoa, dang long
muc 3 xét nghiém - Thanh phén: huyét thanh ngudi c6 bd sung thém cac hoa chit, thude, vat liéu hoa
dinh lugng céc thong sinh da tinh ché (cac chét chiét tir md c6 ngudn gde tir ngudi va dong vat), cac chat
s6 sinh hoa 6n dinh va cac chét bao quan
- On dinh trong 14 ngay sau khi m& nip & 2-8°C d6i voi hau hét cac phan tich,
ngoai trur:
554 Lo Hop (12 |+ Alkaline Phosphatase, AST/SGOT, Bilirubin (Neonatal) va Bilirubin (Total): 9
j lo x 3 ml) [ngay
+ Bilirubin (Direct), Cholesterol (HDL), Cholinesterase, Creatine Kinase (CK),
Phosphorus va Triglycerides: 7 ngay
+ LAP Arylamidase: 3 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém Ethanol/ Ammoniac, dang 16ng, muc n6ng do1
miurc 1 xét nghiém - Thanh phan: albumin huyét thanh bo c6 bd sung thém céac héa chét, cac chit on
555 dinh luong Ethanol Lo Hop (6 1o |dinh Yé céc chét bao quan ’
va Ammonia ’ x 3 ml) [- D9 on dinh sau khi mé nap la 20 ngay khi bao quan tai 2-8°C
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém Ethanol/ Ammoniac, dang 16ng, muc néng do2
mitrc 2 xét nghiém - Thanh phan: albumin huyét thanh bo c6 bd sung thém céac héa chét, cac chit én
556 dinh lugng Ethanol Lo Hop (6 1o |dinh Yé cac chét bao quan ’
va Ammonia ’ x 3 ml) [- D9 on dinh sau khi mé nap la 20 ngay khi bao quan tai 2-8°C
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém Ethanol/ Ammoniac, dang 16ng, muc néng do 3
mitrc 3 xét nghiém - Thanh phan: albumin huyét thanh bo c6 bd sung thém céac héa chét, cac chit én
557 dinh lugng Ethanol Lo Hop (6 1o |dinh Yé céc chét bao quan ’
va Ammonia ’ x 3 ml) [- D9 on dinh sau khi md nap la 20 ngay khi bao quan tai 2-8°C
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém hoa sinh nudc tiéu, dang long, muc néng do1
mirc 1 xét nghiém R - Thanh phan: nudc tiéu nguoi c6 bd sung thém cac hoa chat, cac cdu tir co ngudn
. . A Hop (12 A s sy an Ay i Ay A 4 N oo At T2 .
558 d%nh luqng cac thql}g Lo oxlo | tur ngudi va .d(.)ng vat, cac chat 6n d}nh va cac chat bao quan
0 hoa sinh nudc tiéu j i ml) - Do on dmhﬂkhl mo nap 1a 30 ngay khi bao quan ¢ 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau néi kiém cho xét nghiém hoa sinh nudc tiéu, dang long, murc néng do 2
muc 2 xét nghiém . - Thanh phén: nude tiéu nguoi c6 bd sung thém cac héa chat, cc cau tir cd ngudn
. . A Hop (12 A s N aa A . K A s \ A 1ea )
559 d%nh 1u9ng cac thql}g Lo lox 10 goc tur ngl'r(n va .d(.)ng vat, cac chat on (‘1‘.1nh va cac chat bdo quan
0 hoa sinh nudc ti€u ’ : ml) -bo on dmhﬂkhl m& nap la 30 ngay khi bao quan ¢ 2-8°C
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Chat hi¢u chuan A Hoa chit hiéu chuan xét nghiém Na, K va Cl
cho xét nghiém dién - Thanh phan: Chat dém Phosphate; natri clorua (10 mmol/L); kali clorua (0,4
560 giai Hop Hop (2 x mmo%/L); natri bicarbor}ate (4,0 mmol/L); albumin huyét thanh bo (0,01%)
i 1500 ml) (- B¢ 6n dinh trén hé thong: 30 ngay

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh déng gbi
Chét hiéu chuan B + Hoa chat hiéu chuan xét nghiém Na, K va Cl
cau mubi cho xét - Thanh phén:
nghiém dién giai Hop (2 x |+ Standard B: Chat dém Phosphate; natri clorua (7,0 mmol/L); kali clorua (6,0
561 Hop 250 ml + mmpl/L); !i.thiun? clorua (3,0 mmol/L); albumip huyé,t thanh bo (0,01%);
i 2x 125 [+ Cau mudi: Kali clorua (120 mmol/L); albumin huyét thanh bo (0,01%)
ml) |- D¢ 6n dinh trén hé théng: 30 ngay
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Dung dich pha loang Hoa chat pha lodng mau xét nghiém dién giai
dé pha loang xét - Thanh phan: Chat dém Phosphate; albumin huyét thanh bo (0,01%); chét bao
nghié¢m di¢n giai R Hop (2 x |quéan
562 HOP 1 1500 m1) |- Do én dinh trén hé théng: 90 ngay
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich rira may Hoa chat vé sinh que tham pha lodng
xét nghiém sinh hoa Hop 2x || Théu}h phan: Natri hippclorit (5%)
563 Hop ) 5 00 ml) |- Do 6n dinhﬂtrén hé thong: 90 ngay
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Dung dich rira va Hoa chit rira va diéu chinh cong phan tng
bao dudng cuvet cho Hop 2x | Thé{lh phan: Tergitol ’15—S—9 (5%); axit xitric (6,4%); kali socbat (0,2%)
564 |may xét nghiém sinh Hop 1 5 00 ml) -Do 6n dinhﬁtrén hé thong: 90 ngay
hoa Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dung dich pha loang Hoa chat pha lodng mau chinh trong may xét nghiém sinh hoa
cho may xét nghiém Hop 2 x | Théu}h phan: Natri cloma (160 mmol/L)
565 [sinh hoa Hop ) 5 00 ml) |- Do 6n dinhﬂtrén hé thong: 90 ngay
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Dung dich lam mat Hoa chatlam mat hé thong quang ké
bong dén cho may Hop (1 x - Thé{lh phén: Propylenp glycol (30%)
566 |xét nghiém sinh hoa Hop 2'5 0 ml) -bo on dinhﬂtrén hé thong: 180 ngay
Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Dung dich rira kim Héa chat rira 6ng hut thudc thir, thiét bi tron va cuvet
may xét ng}liém sinh Hop 8 x | Théll;lh phan: Natri hid"I‘OXit (3,6%)
567 [hoa tinh kiém Hop 44 6ml) | Do 6n dinh }rén hé thong: 90 ngay
' Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich rira kim Hoa chét rira éng hit thudc tht, thiét bi tron va cuvet
may xét nghiém sinh - Thanh ph?m: Axit oxalic (3%); axit glycolic (20%); methanol (4,8%); carbowax
568 hoéa acid hitu co Hép Hop (8 x |- Do on dinhqtrén hé théng: 90 ngay
: 44.6 ml) |Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dich rira kim Hoa chét rira éng hit thudc tht, thiét bi tron va cuvet
may xét nghiém sinh Hop (4x | T]’lél{lh phédn: Axit nitric (0,45-0,50 N)
569 [hoa acid vo co Hop 4'7 ml) |- Do 6n dinhqtrén hé thong: 90 ngay
DPat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Dung dich rira cong Hoa chat rira cong
cho may xét nghiém Hop 2x | Thé{nh phan: Natri hiqroxit (3,6%)
570 [sinh hoa Hop ) 5 00 mi) |° Do On dinh trén h¢ thong: 90 ngay

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

571

Dung dich phu gia
budng i cho may xét
nghiém sinh héa

Hop (4 x
36 ml)

Dung cho phong chdng vi khuan cho bé nuéc va ngin chin bong bong bam vao
cuvet

- Thanh phén: Ethanolamine (2,5%); hexahydro-1,3,5-tris (betahydroxyethyl)
triadine (10%); tergitol 15-S-9 (2,5%); natri hidroxit (0,2%)

- D6 6n dinh trén hé thong: 60 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

572

Cong phan ung cho
may xét nghiém sinh
héa

Hop (17 x
5 cong)

Cong phan ung trén may sinh hoa
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong

573

Cong pha loang cho
may xét nghiém sinh
héa

Hop (23 x
5 cong)

Cong pha loang trén may sinh hoa
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong

574

Hoa chat xét nghiém
dinh lugng Alanine
Aminotransferase

A

Hop

Hop 3 x
850 test)

Ho4 chat dinh lugng hoat tinh cia men alanine aminotransferase trong huyét thanh
va huyét twong nguoi (lithium heparin)

- Thanh phén:

+ Thudc thir 1: L-Alanine (1,22 mol/L); LD (tim lon) (> 2,4 kU/L);

+ Thudc thir 2: o-Ketoglutarate (93 mmol/L);

- Dai do: 7-1100 U/L

- D6 6n dinh trén hé théng: 90 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

575

Hoa chat xét nghiém
dinh lugng Albumin

Hop (4 x
1700 test)

Hoa chat dinh lwong albumin trong huyét thanh va huyét twong ngudi (lithium
heparin)

- Thanh phan:

+ Thubc thir: Bromocresol green (1,0 mmol/L)

- P06 6n dinh trén hé théng: 60 ngay

- Dai do: 1,0-6,0 g/dL (10-60 g/L)

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

576

Hoa chat xét nghiém
dinh luong ALP

Hop (4 x
1200 test)

Ho4 chat dinh lwong phosphatase kiém trong huyét thanh va huyét trong ngudi
(lithium heparin)

- Thanh phén:

+ Thudc thir 1: Chat dém 2-amino-2-methyl-1-propanol (AMP) (3,0 mol/L);
HEDTA (8,0 mmol/L); magié axetat (8,0 mmol/L);

+ Thudc thir 2: Chat nén Paranitrophenyl-phosphate (p-NPP) (101,6 mmol/L);
- D6 6n dinh trén hé thong: 30 ngay

- Dai do: 10-1000 U/L

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong

577

Hoa chat xét nghiém
dinh lugng Ammonia

Hop

Hop (4 x
120 test)

Ho4 chét dinh lwong amoniac trong huyét twong ngudi (lithium heparin, kali
EDTA)

- Thanh phén:

+ Thudc thir: a-Ketoglutarate (10 mmol/L); glutamate dehydrogenase (24 kU/L)
- Dai do: 17-1277 pg/dL (10-750 pmol/L)

- D6 6n dinh trén hé thong: 30 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




STT

Tén hoa chit, sinh
phim
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tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

578

Thudc thir xét
nghiém sinh hoa
dinh lugng Amylase

Hop (3 x
350 test)

Ho4 chét dinh luong hoat dong ctia amylase trong huyét thanh, huyét tuong ngudoi
(lithium heparin) va nugc tiéu

-Thanh phan:

+ Thubc thir 1: a-Glucosidase (> 4 kU/L);

+ Thubc thir 2: Ethylidene-4-NP-G7 (22 mmol/L);

-Khoang do: 20-1500 U/L

- D6 6n dinh trén hé théng: 30 ngay

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

579

Hoa chat xét nghiém
dinh lugng Aspartate
Aminotransferase

Hop (3 x
850 test)

Hoa chat dinh lwong hoat tinh clia men aspartate aminotransferase trong huyét
thanh va huyét tuong ngudi (lithium heparin)

- Thanh phan:

+ Thudc thir 1: Axit L-aspartic (580 mmol/L); MDH (> 0,84 kU/L); LD (tim lon)
(> 1,2 kKU/L); natri azit (0,09%);

+ Thudc thir 2: a-Ketoglutarate (74,4 mmol/L); natri azit (0,09%)

- Dai do: 8-1000 U/L

- P 6n dinh trén hé théng: 90 ngay

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

580

Hoa chat xét nghiém
dinh lugng Calcium

Hop (4 x
2050 test)

Hoa chat dinh lwong canxi trong huyét thanh, huyét tuong (lithium heparin) va
nudc tiéu ctia nguoi

- Thanh phan:

+ Thubc thir: Natri axetat, pH 5,9 (271 mmol/L); Arsenazo III (940 pmol/L); Chat
6n dinh khong phan tmg

- P06 6n dinh trén hé théng: 63 ngay

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

581

Hoa chat xét nghiém
dinh luong
Cholesterol

A

Hop

Hop (4 x
2100 test)

Hoa chit dinh luong cholesterol trong huyét thanh va huyét twong ngudi (lithium
heparin)

- Thanh phén:

+ Thudc thir 1: 4-aminoantipyrine (1,25 mmol/L); phenol (30,0 mmol/L);
peroxidase (cai ngua) (> 2,5 U/mL); cholesterol esterase (Vi khuén hinh que) (>
1,0 U/mL); cholesterol oxidase (vi khuan) (> 0,5 U/mL); natri azit (0,09%)

- D6 6n dinh thude thir trén hé thdng: 26 ngay

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

582

Hoa chat xét nghiém
dinh lugng Creatine
Kinase

Hop 3 x
332 test)

Hoa chat dinh luong creatine kinase trong huyét twong nguoi (lithium heparin)
hodc huyét thanh

- Thanh phan:

+ Thudc thir 1: Chat dém Imidazol (123 mmol/L; pH 6,5), EDTA (2,46 mmol/L),
ADP (2,46 mmol/L), AMP (6,14 mmol/L), Diadenosin. Pentaphosphat (19
pmol/L), NADP (2,46 mmol/L), HK (= 4000 U/L), G-6-PDH (= 2800 U/L), N-
Acetylcystein (24,6 mmol/L), Mg2+ (12,3 mmol/L), Natri azit (0,09%)

+ Thudc thir 2: Chat dém (20 mmol/L; pH 8,8), Glucose (120 mmol/L), Creatin
Phosphat (184 mmol/L), EDTA (2,46 mmol/L), Natri azit (0,09%)

- D6 6n dinh thude thir trén hé thong: 29 ngay

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong
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583

Hoa chat xét nghiém
dinh lugng
Creatinine

Hop (4 x
1472 test)

Ho4 chét dinh luong creatinin trong huyét thanh, huyét trong ngudi (lithium
heparin) va nudc tiéu.

- Thanh phén:

+ Thudc thir 1: Natri hidroxit (0,8 mol/L);

+ Thudc thir 2: Axit picric (25 mmol/L)

- D6 6n dinh thude thir trén hé thong: 17 ngay

- Dai do: Huyét thanh va huyét trong: 0,15-30,00 mg/dL (132652 pmol/L);
Nudc tiéu: 3,00-245,00 mg/dL (265-21.658 umol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

584

Thudc thir dinh
lugng Bilirubin truc
tiép

Hop 1792
test

Ho4 chét dinh luong bilirubin tryc tiép trong huyét thanh va huyét trong ngudi

- Thanh phén:

+ Thudc thir 1: EDTA-Na2 (0,1 mmol/L); NaCl (150 mmol/L); axit sulfamic (100
mmol/L);

+ Thudc thir 2:2,4-Dichloroaniline (0,5 mmol/L); HCI (920 mmol/L); EDTA-Na2
(0,13 mmol/L); Na-Nitrite (0,5 mmol/L)

- D6 6n dinh thude thir trén hé thdng: 90 ngay

- Dai do: 0,10-12,00 mg/dL (1,71-205,20 umol/L)

Dat tiéu chuén ISO 13485: 2016

Hoac tuong duong

585

Hoa chat xét nghiém
dinh luong HDL
Cholesterol

HOp (4 x
448 test)

Ho4 chét dinh lwong HDL Cholesterol trong huyét thanh va huyét twong nguoi

(lithium heparin, EDTA, sodium Heparin).

- Thanh phan: Buffer; cholesterol oxidase (<1000 U/L); peroxidase (<1300 ppg
U/L); N,N-bis(4-sulfobutyl)-m-toluidine-disodium (DSBmT) (<1 mM); accelerator
(<1 mM); ascorbic oxidase (<3000 U/L); cholesterol esterase (<1500 U/L); 4-
aminoantipyrine (4-AAP) (<1 mM);

- D6 6n dinh thudc thi trén hé thdng: 90 ngay

- Khoang do: 5.0-200.0 mg/dL (0.13-5.18 mmol/L)"

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong

586

Hoa chat xét nghiém
dinh lugng
Fructosamine

A

Hop

Hop (2 x
200 test)

Ho4 chat dinh luong protein glycate hoa (fructosamine) trong huyét thanh va huyét
twong nguoi (lithium heparin, kali EDTA)

- Thanh phan:

+ Thubc thir 1: Dung dich dém Tris (pH 8,0) (0,2 mol/L); proteinaza K (> 1
kU/mL); 4-aminoantipyrine (5 mmol/L);

+ Thubc thir 2: Dung dich dém Tris (pH 8,65) (0,2 mol/L); fructosaminase (= 0,5
kU/mL); peroxidase (cay cai ngua) (0,5 kU/mL); N-Ethyl-NSulphohydroxypropyl-
m-toluidine (TOOS) (10 mmol/L)

- D6 6n dinh thude thir trén hé thdng: 30 ngay

- Dai do: 30-1000 pmol/L

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

587

Hoa chit xét nghiém
dinh lugng gamma-
glutamyl transferase

Hop 1792
test

Ho4 chét dinh lwong gamma- glutamyl transferase trong huyét thanh va huyét
twong nguoi (lithium heparin)

- Thanh phén:

+ Thudc thir 1: Tris pH 8.28 (135mmol/L) Glycylglycine (135 mmol/L) sodium
azide (0.09%);

+ Thudc thir 2: L-y-Glutamyl-3-carboxy-4-nitroanilide pH 6.00 (22 mmol/L)
sodium azide (0.09%)

- D6 6n dinh thudc thir trén hé thdng: 60 ngay

- Dai do:7-1200 U/L

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong
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588

Hoa chat xét nghiém
dinh lugng Glucose
Hexokinase

Hop (4 x
1560 test)

Ho4 chét dinh luong glucose trong huyét thanh nguoi, dich nio tuy (CSF) huyét
tuong (lithium heparin, kali EDTA, kali EDTA, natri/kali oxalate) va nudc tiéu
- Thanh phén:

+ Thudc thir 1: ATP (12 mmol/L); NAD (9,63 mmol/L); natri azit (0,05%);

+ Thudc thir 2: ATP (4 mmol/L); NAD (3,21 mmol/L); natri azit (0,09%);
hexokinase (vi khuan) (> 6,25 U/mL); G6PDH (vi khu4n) (> 11,25 U/mL)

- D6 6n dinh thude thir trén hé thong: 62 ngay

- Déai do: 4-700 mg/dL (0,2—38,9 mmol/L)

Dat tiéu chuén ISO 13485: 2016

Hoac tuong duong

589

Hoa chat xét nghiém
dinh lugng Inorganic
Phosphorus

Hop (3 x
1700 test)

Ho4 chét dinh luong photpho v6 co trong huyét thanh va huyét trong cta ngudi
(lithium heparin) va nudc tiéu

- Thanh phén:

+ Thudc thir 1: Axit sunfuric (1,44 mol/L);

+ Thudc thir 2: Amoni molybdate (7 mmol/L); axit sunfuric (0,72 mol/L)

- D6 6n dinh thude thir trén hé thong: 30 ngay

- Dai do: Huyét thanh/huyét twong: 0,3-20,0 mg/dL (0,10-6,46 mmol/L) Nu6c
tiéu: 4,0-100,0 mg/dL (1,29-32,30 mmol/L)

Dat tiéu chudn ISO 13485: 2016

Hoac tuong duong

590

Hoa chat xét nghiém
dinh lugng Iron

HOp (4 x
448 test)

Ho4 chat dinh luong sit trong huyét thanh va huyét twong ciia nguoi (lithium
heparin)

- Thanh phan:

+ Thudc thir 1: Chéat dém acetate (150 mmol/L); guanidin clorua (4,5 mol/L); axit
ascorbic (8,25 mmol/L);

+ Thubc thir 2: Ferrozine (1,7 mmol/L); axit ascorbic (40 mmol/L); guanidin
clorua (4,0 mol/L)

- D6 6n dinh thudc tht trén hé théng: 30 ngay

- Dai do: 2-1000 pg/dL (0,4-179,0 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

591

Hoa chat xét nghiém
dinh lugng Lactate

Hop (2 x
300 test)

- Hoa chat dinh luong lactate trong huyét twong ngudi (lithium heparin, natri
heparin va natri florua/kali oxalate) va dich ndo tiy (CSF) .

- Thanh phan:

+ Thudc thtr 1: Chat dém (100 mmol/L) (pH 7,8); H donor (> 1,5 mmol/L);
ascorbate oxidase (> 10 kU/L); natri azit (< 0,1%); dung dich; chét 6n dinh;

+ Thudc thir 2: Chéat dém (100 mmol/L) (pH 7,8); 4-aminoantipyrine (5 mmol/L);
LOD (> 5 kU/L); POD (> 10 kU/L); natri azit (< 0,1%); dung dich; chét 6n dinh
- D6 6n dinh thude thir trén hé thong: 90 ngay

- Dai do: 1,8-140,0 mg/dL (0,20-15,54 mmol/L)

Dat tiéu chuén ISO 13485: 2016

Hodc tuong duong

592

Hoa chat xét nghiém
dinh lugng Lactate
Dehydrogenase L-P

Hop (4 x
448 test)

Ho4 chit dinh luong hoat dong cua lactate dehydrogenase trong huyét thanh va
huyét twong nguoi (lithium heparin)

- Thanh phan:

+ Thudc thir 1 : Axit L-lactic (62 mmol/L);

+ Thudc thir 2: NAD (27 mmol/L); 2-chloracetamide (0,26%)

- D6 6n dinh thude thir trén hé thong: 28 ngay

- Déi do: 14-750 U/L

Dat tiéu chuén ISO 13485: 2016

Hodc tuong duong
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593

Thudc thir xét
nghiém LDL

Hop

Hop (4 x
400 test)

- Hoa chét dinh luong LDL trong huyét thanh va huyét trong ngudi

- Thanh phén:

+ Thudc thir 1: MES buffer (pH 6.3 ); detergent 1; cholesterol esterase (trace);
cholesterol oxidase (trace); peroxidase (trace); 4-aminoantipyrine (4- AA) (< 0.1%)
+ Thudc thir 2: MES buffer; detergent 2; DSBmT (< 0.1%)

- D6 6n dinh thude thir trén hé thdng: 90 ngay

- Khoang do: 5400 mg/dL (0.13-10.36 mmol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

594

Hoa chat xét nghiém
dinh lugng Lipase

Hop (4
320 test)

Ho4 chét dinh luong lipase trong huyét thanh, huyét twong nguoi (lithium heparin)
- Thanh phén:

+ Thudc thir 1: TAPS (100 mmol/L);

+ Thudc thir 2: (+) -axit tartaric (9,5 mmol/L) natri hidroxit (19 mmol/L); colipase
(460 U/mL); 2-Propanol (0,65 mol/L); DGGMR (0,4 mmol/L)

- D6 6n dinh thudc thir trén hé thdng: 9 ngay

- Dai do:8-700 U/L

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

595

Hoa chat xét nghiém
dinh lugng
Magnesium

Hop (3 x
400 test)

Ho4 chat dinh lwong magié trong huyét thanh, huyét twong ngudi (lithium heparin)
va nudce tiéu

- Thanh phén:

+ Thudc thir 1: Chat dém Tris (1,5 mol/L);

+ Thudc thir 2: Xylidyl blue (0,84 mmol/L)

- D6 6n dinh thudc thi trén hé thong: 14 ngay

- Dai do: Huyét thanh va huyét tuong: 0,50—5,00 mg/dL (0,21-2,06 mmol/L) Nudc
tiéu: 1,00-14,00 mg/dL (0,41-5,75 mmol/L)

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

596

Hoa chat xét nghiém
dinh lugng
Microalbumin

A

Hop

Hop (4 x
210 test)

Ho4 chét dinh lwong albumin trong nudc tiéu

- Thanh phén:

+ Thubc thir 1: Polyethylene glycol (6%);

+ Thudc thir 2: Khang thé khang albumin ngudi (dé)
- D6 6n dinh thudc thir trén hé thdng: 30 ngay

- Dai do: 0,3-38,0 mg/dL (3—-380 mg/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

597

Hoa chat xét nghiém
dinh lugng Billirubin
toan phan

Hop 1792
test

Hoa chit dinh luong bilirubin toan phan trong huyét thanh va huyét twong nguoi
- Thanh phan:

+ Thudc thir 1: Dém Phosphate (50 mmol/L); NaCl (150 mmol/L);

+ Thudc thir 2: 2,4-Dichloroaniline (5 mmol/L); HCI (130 mmol/L); Na-Nitrite
(0.5 mmol/L)

- D6 6n dinh thude thir trén hé thong: 90 ngay

Dat tidu chuan ISO 13485: 2016

Hodc tuong duong
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598

Hoa chat xét nghiém
dinh lugng Total
Iron Binding
Capacity

Hop (4 x
200 test)

Ho4 chit dinh luong kha ning gin sat toan phan trong huyét thanh nguoi

- Thanh phén:

+ Thubc thir 1: Chromazurol B (166 pmol/L); cetrimide (735 pmol/L); clorua ¢
sat (16 pmol/L); chat dém acetate;

+ Thudc thir 2: Chat dém natri bicacbonat (338 mmol/L)

- D6 6n dinh thude thir trén hé thong: 7 ngay

- Dai do: 40-670 pg/dL (7,16—119,93 umol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

599

Hoa chat xét nghiém
dinh lugng protein
toan phan

Hop 7400
test

Hoa chat dinh lwong protein toan phan trong huyét thanh va huyét tuong ngudi
(lithium heparin va natri heparin)

- Thanh phan:

+ Thudc thtr 1: 21,0 mLPotassium sodium tartrate (236 mmol/L); NaOH (1,5
mol/L);

+ Thubc thir 2: 21,0 mL Sunfat dong (89 mmol/L)

- D6 6n dinh thudc thir trén hé thng: 90 ngay

- Khoang do 2,0-12,0 g/dL (20 — 120 g/L)

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

600

Hoa chat xét nghiém
dinh lugng Protein
nudc tiéu/ dich ndo
tay

HOp (4 x
370 test)

Hoa chat dinh lwong protein toan phan trong nudc tiéu hodc dich nio tiy nguoi

- Thanh phan: Pyrogallol red (0.20 mM) trong methanol (5%); sodium molybdate
(0.35 mM)

- D6 6n dinh thudc thir trén hé thdng: 30 ngay

- Dai do: 6.0-250.0 mg/dL (60-2500 mg/L)

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

601

Hoa chat xét nghiém
dinh lugng
Triglycerides

A

Hop

Hop (4 x
500 test)

Hoa chat dinh luong triglyceride trong huyét thanh va huyét twong ngudi (lithium
heparin, natri heparin, kali EDTA).

- Thanh phan: Lipoprotein lipase (22,5 kU/L); ATP (9 mmol/L); glycerol kinase
(1,5 kU/L); glycerol-3-phosphate oxidase (6,6 kU/L); 4-aminoantipyrine (2,25
mmol/L); 4-chlorophenol (18 mmol/L); peroxidase (15 kU/L); Mg2+ (67,5
mmol/L); pH dung dich d¢m 7,2 (150 mmol/L); natri azit (< 0,1%); albumin huyét
thanh bo (0,1%);

- D6 6n dinh thudc thir trén hé thong: 90 ngay

- Khoang do: 15-1000 mg/dL (0,17-11,30 mmol/L)

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

602

Hoa chat xét nghiém
dinh lugng Urea
Nitrogen

Hop (4 x
1560 test)

Hoa chat dinh luong nito uré (san pham cudi cung cta qua trinh chuyén hoa nito)
trong huyét thanh va huyét tuong ciia nguoi (lithium heparin) va nuéc tiéu

- Thanh phén:

+ Thubc thir 1: NADH (> 0,69 mmol/L);

+ Thudc thtr 2: Urease (> 7,2 U/mL); GLDH (> 0,9 U/mL); a-Ketoglutarate (> 8,3
mmol/L)

- D6 6n dinh thude thir trén hé thdng: 90 ngay

- Dai do: Huyét thanh va huyét tvong: 5-150 mg/dL (1,8-53,6 mmol/L); Nudc
tiéu: 35-1000 mg/dL (12,5-357,0 mmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

603

Hoa chat xét nghiém
dinh lugng Uric Acid

Hop (4 x
1200 test)

Ho4 chit dinh luong axit uric trong huyét thanh va huyét twong ctia nguoi (lithium
heparin) va nudc tiéu

- Thanh phén:

+ Thudc thir 1: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-3-methyl-aniline (21,0
mmol/L);

+ Thudc thir 2: 4-aminophenazone (1,52 mmol/L); peroxidase (> 1000 U/L);
uricase (=200 U/L)

- D6 6n dinh thudc thir trén hé thong: 30 ngay

- Dai do: Huyét thanh va huyét tuong: 0,5-20,0 mg/dL (30—1190 pmol/L) Nudc
tiéu: 0,9—180,0 mg/dL (54—10.710 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

604

B0 dién cuc Na, K,
Cl

Hop (4 x
5000 test)

Hoa chét dinh luong natri, kali va clorua (Na, K, CI) trong huyét thanh, huyét
tuong (lithium heparin) va nudc tiéu.

- Thanh phan: 4 cam bién da ning/hop

- Dai do: Natri: Huyét thanh/huyét twong: 50-200 mmol/L (mEq/L); Nudc tiéu:
10-300 mmol/L (mEq/L) Kali: Huyét thanh/huyét twong: 1-10 mmol/L (mEq/L)
Nuée tiéu: 2-300 mmol/L (mEg/L) Clorua: Huyét thanh/huyét tuong: 50-200
mmol/L (mEg/L) Nude tiéu: 20-330 mmol/L (mEq/L)

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

605

Hoa chat xét nghiém
dinh lugng Anti-
Streptolysin-O

A

Hop

Hop (2 x
400 test)

Hoa chat dinh lwong anti-streptolysin-O (ASO) trong huyét thanh va huyét trong
nguoi (lithium heparin, kali EDTA, sodium heparin)

- Thanh phan:

+ Thubc thir 1: Dung dich dém photphat; polidocanol (18 g/L); natri azit (0,1%);
+ Thubc thir 2: albumin nguoi; khang nguyén streptolysin-O (dic hiéu theo 16);
sodium azide (0.001%); chét 6n dinh; chét bao quan

- Dai do: 25.0-1000.0 IU/mL

- P 6n dinh trén mot giéng: 90 ngay

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

606

Hoa chat xét nghiém
dinh lugng
Apolipoprotein A-1

Hop (2 x
150 test)

Hoa chat dinh lwong apolipoprotein A-1 trong huyét thanh va huyét tuong ngudi
(lithium heparin)

- Thanh phan: Polyethylene glycol (4%); natri azit (0,09%) APO A1 khang nguoi
(dé) - Khoang do: 15-200 mg/dL (0,15-2,00 g/L)

- D6 6n dinh thudc thir trén hé thong: 14 ngay

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

607

Hoa chat xét nghiém
dinh lugng
Apolipoprotein B

Hop (2 x
150 test)

Hoa chit dinh lwong apolipoprotein B trong huyét thanh va huyét twong nguoi
(lithium heparin)

- Thanh phén:

+ Thudc thir 1: 10 mL Polyethylene glycol (4%); natri azit (0,09%);

+ Thudc thir 2: 4,1 mL APO B khang ngudi (dé); natri azit (0,09%)

- D6 6n dinh thude thir trén hé thong: 30 ngay

- Khoang do: 15-200 mg/dL (0,15-2,00 g/L)

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

608

Hoa chat xét nghiém
dinh lugng Protein
phan ung C (CRP)

Hop 2000
test

Ho4 chét dinh luong Protein phan g C (CRP) trong huyét thanh va huyét tuong
nguoi (lithium heparin)

- Thanh phén:

+ Thubc thir 1: 22,9 mL Kali phosphate diabasic (245 mM); polyethylene glycol
8000 (1,88%); albumin huyét thanh bo (0,5%); cac chat e ché vi sinh vat;

+ Thude thtr 2: 11,8 mL Hat latex boc chit khang CRP cuia dé (1,6 mg/mL, thay
dbi theo 16); glycine (200 mM); natri dodecyl sulfat (0,014%); cac chét trc ché vi
sinh vat

- D6 6n dinh thude thir trén hé thong: 45 ngay

- Khoang do 0,05-25,00 mg/dL (0,5-250,0 mg/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

609

Hoa chat xét nghiém
dinh luong High
Sensitivity C-
Reactive Protein

Hop (2 x
370 test)

Ho4 chét dinh lwong ndng d6 protein phan tmg C (CRP) trong huyét thanh va
huyét twong nguoi (lithium heparin, kali EDTA)

- Thanh phén:

+ Thudc thir 1: Glycine (170 mmol/L); natri clorua (100 mmol/L); mubi dihydrat
dinatri EDTA (50 mmol/L);

+ Thudc thir 2: Latex tong hop khang thé CRP (tho)

- D6 6n dinh thudc thi trén hé thdng: 30 ngay

- Dai do: 0,16-10,00 mg/L

Dat tiéu chuén ISO 13485: 2016

Hoac tuong duong

610

Hoa chat xét nghiém
dinh lugng
Immunoglobulin A

A

Hop

Hop (4 x
150 test)

Hoa chat dinh lwong immunoglobulin A (IgA) trong huyét thanh va huyét twong
nguoi (lithium heparin)

- Thanh phan:

+ Thubc thir 1: Polyethylene glycol (6%); chit dém Tris/HCL (pH 7.4) (20
mmol/L); natri clorua (150 mmol/L);

+ Thubc thir 2: Polyethylene glycol (6%); chét dém Tris/HCL (pH 7,4) (20
mmol/L); natri clorua (150 mmol/L); khang thé khang IgA ngudi (dé) theo timg 16
- D6 6n dinh thude thir trén hé thdng: 30 ngay

- Dai do: 33,0-540,0 mg/dL (0,33-5,40 g/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

611

Hoa chat xét nghiém
dinh lugng
Immunoglobulin G

Hop (4 x
180 test)

Ho4 chét dinh luong globulin mién dich G (IgG) trong huyét thanh va huyét twong
nguoi (lithium heparin)

- Thanh phén:

+ Thudc thir 1: Polyethylene glycol (6%); chat dém Tris/HCL (pH 7,4) (20
mmol/L); natri clorua (150 mmol/L);

+ Thudc thir 2: Polyethylene glycol (6%); chat dém Tris/HCL (pH 7,4) (20
mmol/L); natri clorua (150 mmol/L); IgG khang nguoi (d€) theo 16;

- D6 6n dinh thude thir trén hé thdng: 30 ngay

- Dai do: 140-3400 mg/dL (1,40-34,00 g/L)

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

612

Hoa chat xét nghiém
dinh lugng
Immunoglobulin M

Hop (4 x
180 test)

Hoa chit dinh luong globulin mién dich M (IgM) trong huyét thanh va huyét twong
nguoi (lithium heparin va kali EDTA)

- Thanh phén:

+ Thudc thir 1: Polyethylene glycol (6%); chat dém Tris/HCL (pH 8,0) (20
mmol/L); natri clorua (150 mmol/L);

+ Thudc thir 2: Polyethylene glycol (6%); chat dém Tris/HCL (pH 7,4) (20
mmol/L); natri clorua (150 mmol/L); IgM khang ngudi (d€) theo 16

- D6 6n dinh thudc thir trén hé thong: 30 ngay

- Dai do: 21,0-330,0 mg/dL (0,21-3,30 g/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

613

Hoa chat xét nghiém
dinh luong
Prealbumin

2 x 400
Test

Hoa cha dinh luong prealbumin c6 trong huyét thanh hodc huyét twong nguoi
(lithium heparin, natri heparin, K2 EDTA)

- Thanh phan:

+ Thubc thir 1: Polyethylene glycol; chat dém; chat hoat dong bé mat; chat tc ché
vi sinh vat

+ Thubc thir 2: Khang thé khang prealbumin (ciru/dé) phii hat (riéng theo 10); chat
dém; chét tre ché vi sinh vat

- D6 6n dinh thudc thir trén hé thong: 90 ngay

- Khoang do: 3,0-70,0 mg/dL (30-700 mg/L)

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

614

Hoa chat xét nghiém
dinh lugng
Rheumatoid Factor

A

Hop

Hop 2 x
180 test)

Ho4 chét dinh luong yéu t6 khop dang thap trong huyét thanh ngudi

- Thanh phan:

+ Thudc thir 1: Chét dém axit sulfonic propane 3-N-Morpholino (pH 7,4) (25
mmol/L); natri azit (0,09%); albumin huyét thanh bo (1,0%);

+ Thubc thir 2: Latex tong hop IgG (ngudi)

- D6 6n dinh thudc thir trén hé thdng: 21 ngay

- Dai do: 3,5-90,0 TU/mL

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

615

Hoa chat xét nghiém
dinh lugng
Transferrin

Hop (4 x
220 test)

Hoa chat dinh luong transferrin trong huyét thanh va huyét twong ngudi (lithium
heparin, kali EDTA)

- Thanh phan:

+ Thudc thir 1: Polyethylene glycol (6%);

+ Thubc thir 2: Khang thé transferrin khang ngudi (dé)

- D6 6n dinh thudc thir trén hé thong: 30 ngay

- Dai do: 1-440 mg/dL (0,01-4,40 g/L)

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

616

Hoa chat xét nghiém
dinh luong B2-
Microglobulin

Hop

Hop (2 x
200 test)

Hoa chat dinh lugng B2-microglobulin trong huyét thanh va huyét twong nguoi
(lithium heparin, kali EDTA)

- Thanh ph?m: Albumin huyét thanh bo (0,5%); chét dém Tris (pH 8,2); Proclin
950; Vi hat latex duoc bao phu boi khang thé p2-microglobulin khang nguoi (dé)
theo tung 16

- D6 6n dinh thude thir trén hé thdng: 30 ngay

- Dai do: 0,25-18,00 mg/L

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

617

Hoa chat xét nghiém
dinh lugng Hapt

600 Test

Hoa chit dinh lwong haptoglobin trong huyét thanh va huyét tuong ngudi (lithium
heparin, natri heparin, K2 EDTA)

- Thanh phén:

+ Thudc thir 1: Chat dém Phosphate (20 mmol/L) (pH 7,5); PEG (> 5%); natri
clorua (150 mmol/L); natri azit (< 0,1%)

+ Thudc thir 2: Khang huyét thanh da dong khang Haptoglobin ciia dé; natri azit (<
0,1%); dung dich dém Good's (37,5 mmol/L) (pH 7,5); natri clorua (112,5 mmol/L)
- D6 6n dinh thudc thir trén hé thong: 60 ngay

- Khoang do: 10-700 mg/dL (0,10-7,00 g/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

618

Hoa chat xét nghiém
dinh lugng Acet

Hop 1200
test

Hoa chit dinh luong acetaminophen trong huyét thanh va huyét trong ngudi
(lithium heparin)

- Thanh phén:

+ Thubc thir 1: Mangan clorua (0,2 mmol/L); acyl amidohydroxylase

(> 0,9 kKU/L); natri azit (0,005%); chit dém (pH 8,6)

+ Thubc thir 2: Chét dém natri cacbonat (pH 12,2); axit 8-Hydroxyquinoline-5-
sulfonic (30 mmol/L)

- D6 6n dinh thudc thi trén hé thong: 14 ngay

- Khoang do: 0,2-20,0 mg/dL (13,2-1322,0 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

619

Hoa chat xét nghiém
dinh lugng
Carbamazepine

A

Hop

Hop (4 x
100 test)

Hoa chat dinh lwong carbamazepine, thudc chong co giat, trong huyét thanh va
huyét trong nguoi (lithium heparin)

- Thanh phan:

+ Thudc thir 1: 10,0 mL Thude thir dang hat (4,2 g/L);

+ Thubc thir 2: 10,0 mL Khéang thé (don dong chudt) (0,05 g/L);

+ Thubc thir 3: 10,0 mL Chat dém (50 mmol/L)

- D6 6n dinh thudc thir trén hé thong: 30 ngay

- Dai do: 0,4-20,0 pg/mL (1,7-84,7 pmol/L)

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

620

Hoa chat xét nghiém
dinh lugng
Gentamicin

Hop (4
100 test)

Hoa chat dinh lwong gentamicin, mot loai thudc khang sinh aminoglycoside trong
huyét thanh va huyét tuong ciia ngudi (lithium heparin)

- Thanh phan:

+ Thubc thir 1: Thude thir phéan tir (3,3 g/L);

+ Thubc thir 2: Khang thé (don dong & chudt) (0,027 g/L)

- D6 6n dinh thude thir trén hé thong: 30 ngay

- Dai do: 0,5-12,0 pg/mL (1,1-25,9 umol/L)

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

621

Hoa chat xét nghiém
dinh luong
Tobramycin

Hop (4 x
100 test)

Ho4 chét dinh luong tobramycin, mot loai khang sinh aminoglycoside, trong huyét
thanh hodc huyét trong ngudi (lithium heparin)

- Thanh phén:

+ Thudc thir 1: Thube thir phan tir (thay doi theo 16);

+ Thudc thir 2: Khang thé (don dong & chudt) (thay ddi theo 16);

+ Thude tht 3 10,0 mL: Chat dém

- D6 6n dinh thudc thir trén hé thdng: 30 ngay

- Dai do: 0,3-12,0 pg/mL (0,6-25,7 pmol/L)

Dat tiéu chuan ISO 13485: 2016

Hodac tuwong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

622

Hoa chat xét nghiém
dinh lugng
Vancomycin

Hop (4 x
100 test)

Ho4 chét dinh lwong vancomycin trong huyét thanh, huyét twong nguoi (lithium
heparin)

- Thanh phén:

+ Thudc thir 1: Thubc thir phan tir (thay ddi theo 16);

+ Thudc thir 2: Khang thé (don dong & chudt) (thay ddi theo 16);

+ Thudc thir 3 10,0 mL: Chét ¢ém

- D6 6n dinh thude thir trén hé thong: 30 ngay

- Dai do: 3,0-50,0 ug/mL (2,1-34,5 pmol/L)

Dat tiéu chudn ISO 13485: 2016

Hoac tuong duong

623

Thudc thir xét
nghiém Dong

Hop (5 x
20ml +1
x 10 ml +
1x21 ml
+1x10
ml)

Thudc thir xac dinh mau truc tiép ma khong khir protein ciia ndng d6 dong (Cu)
trong huyét thanh va huyét trong

- Thanh phén:

+ Thubc thir 1a: dém axetat > 1 mol /L pH 4,7

+ Thudc thir 1b (vién): chit khir: axit ascorbic

+ Thudc thir 2: phirc chét 3,5-DiBr-PAESA 0.1 mmol/L

+ Thubc thir tiéu chuin: dong standard 100 pg/dL (15.73 umol/L)

- Khoéang do: 3.0 - 500 pg/dL.

Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong

624

Thubc thir xét
nghiém Kém

A

Hop

Hop (5 x
20ml +1
x 10 ml +
1x11ml
+1x5
ml)

Thubc thir xac dinh so mau truc tiép ma khong khir protein ctia nong d6 k&m (Zn)
trong huyét thanh va huyét twong.

- Thanh phén:

+ Thubc tht 1a dém t6t 0,2mol/LpHS,6, cac chét tao mit na dic biét cho sit va
ddng.

+ Thudc thir 1b (vién) chat khir: axit ascorbic.

+ Thudc thir 2: Phirc hop 5-Br-PAPS 1.1 mmol/L.

+ Thubc thir tiéu chuin: k&m tiéu chudn 200 pg/ dL (30,6 pmol / L)

- D6 6n dinh trén hé thong: 30 ngay

- Khoang do: 5.0 - 2000 pg/dL.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

625

Hoa chat xét nghiém
dinh luong Amikacin

Hop

Hop (6 x
75 Test)

Ho4 chét phan tich dinh lwong amikacin trong huyét thanh hodc huyét trong ngudi
- Thanh phén:

+ Thudc thir enzim A: amikacin d4nh diu boi glucose-6-phosphate dehydrogenase
(0,35 U/mL), dung dich dém Tris, tic nhan don, chit 6n dinh va chat bao quan

+ Thudc thir khang thé/co chat B: khang thé ciru phan tmg véi amikacin glucose-
6-phosphate (66 mM), nicotinamide adenine dinucleotide (40 mM), tac nhan don,
chét 6n dinh, dung dich dém Tris va chét bao quan

+ Nbdng d6 dung dich dém trong xét nghiém: khi pha lodng, c6 chira dung dich dém
Tris, chét hoat dong bé mat va chit bao quan

+ Chét hiéu chuin: amikacin, huyét thanh ngudi va chit bao quan

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

626

Vit ligu kiém sodt
xét nghiém dinh
lugng Fructosamine
muc 1

Hop (3 x
1 ml)

Hoa chit dugc sir dung dé chan doan trong dng nghiém, trong kiém soat chat lugng
thong s6 Fructosamine

- Sau khi hoan nguyén, mau bén trong 28 ngay & +2°C dén +8°C va 1 thang & -
20°C khi déng bang 1 lan

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Quy

grp | Ténhod chat sinh | Donvi | Lo Tiéu chuin k§ thujt
pham tinh ) L. :
dong goi
Vit lidu kiém soat Hoa chat duoc sir dung dé chan doan trong dng nghiém, trong kiém soat chit lugng
xét nghiém dinh thong s6 Fructosamine
627 lugng Fructosamine Hop Hop (3 x |- Sau khi hoan nguyén, ‘mau bén trong 28 ngiy & +2°C dén +8°C va 1 thang & -
mitrc 3 : 1 ml) [20°C khi dong bang 1 lan
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau noi kiém cho xét nghlem dlCh nao tuy, dang long, murc nong do 1
muc | xét nghiém - Thanh phan vat heu c6 ngudn gde tir ngudi c6 bd sung thém cac hoa chat, cac
dinh lugng cac thong chu tir co nguon goc tor ngudi va
628 s6 sinh héa dich nio Lo Hop (6 1o [dong yat va cac chét bao qhan ’ o ’
tuy ) x 3 ml) [-DJ On dinh sau khi mé nap 30 ngay ¢ 2-8°C doi véi hau hét cac chat phan tich
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Vit lidu kiém soat Mau ndi kiém cho xét nghlem dlCh ndo tuy, dang 1ong, mirc nong do 2
mirc 2 xét nghiém - Thanh phan vt heu c6 ngudn gde tir nguoi c6 bd sung thém cac hoa chat, cac
dinh lugng cac thong céu tir c6 ngudn goc tr nguoi va
629 s0 sinh héa dich nio Lo Hop (6 1o |dong }/at va cac chét bao qhan ’ o '
tay ’ x 3 ml) |- D9 on dinh sau khi mé nap 30 ngay ¢ 2-8°C doi voi hau hét cac chat phan tich
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Vit liéu kiém soat Mau noi kiém cho xét nghiém mién dich thuong quy, dang long, mirc nong do 1
muc | xét nghiém - Thanh phan: huyét thanh ngudi ¢6 bd sung thém cac hoa chit, cac ciu tir co
dinh lugng cac thong nguf?)n géc tr nguoi va dong vat, cac thudc chita bénh, cac chat dn dinh va cac chat
s6 mién di(fh thuong Hop (12 bao q}lén
630 |quy (bao gom ca Lo o x 4 ml) - B 6n dinh sau khi mé 1o 1a 10 ngay khi bao quan ¢ 2-8°C, ngoai tru:
Carbamazepine, : + Estradiol: 5 ngay
Vancomycin) + Folate: 4 ngay
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Vit liéu kiém soat Mau ndi kiém cho xét nghiém mién dich thuong quy, dang 1ong, mirc néng d6 2
mirc 2 xét nghiém - Thanh phan: huyét thanh ngudi ¢6 bo sung thém cac hoa chit, cac ciu tir co
dinh lugng cac thong nguén géc tir nguoi va dong vat, cac thudc chita bénh, cac chat dn dinh va cac chat
s6 mién dj(?h thuong Hop (12 bao q}lén
631 [quy (bao goém ca Lo o x 4mi) | Do 6n dinh sau khi mé lo 1a 10 ngay khi bao quan ¢ 2-8°C, ngoai trur:
Carbamazepine, : + Estradiol: 5 ngay
Vancomycin) + Folate: 4 ngay
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Vit lidu kiém soat Mau noi kiém cho xét nghiém mién dich thuong quy, dang 16ng, mirc nong do 3
miurc 3 xét nghiém - Thanh phén: huyét thanh ngudi c6 bd sung thém cac hoa chit, cac ciu tir ¢6
dinh lugng cac thong nguén géc tir nguoi va dong vat, cac thudc chita bénh, cac chét on dinh va cac chit
s6 mién digh thuong Hop (12 bao q}lém
632 [quy (bao gbém ca Lo o x 4| Do 6n dinh sau khi méd lo 1a 10 ngay khi bao quan ¢ 2-8°C, ngoai tru:
Carbamazepine, i + Estradiol: 5 ngay
Vancomycin) + Folate: 4 ngay

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan (g/1): Proteose peptone 15, Liver digest 2.5, Yeast extract 5, Sodium
chloride 5, agar 12
- pH: 7.4 £0.2 tai 25°C
Moi trudong nuoi cay . . - Méi truong dang bot min, mau rom
633 vi khuén dong kho 1 Hop Hop 500g Maéi truong cé dic tinh dinh dudng thich hop cho nudi cdy mém bénh khé moc va
cac vi sinh vat khac
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan (g/1): Brain infusion solids 12.5, Beef heart infusion solids 5.0,
Proteose peptone 10.0, Sodium chloride 5.0, Glucose 2.0, Disodium phosphate 2.5,
Agar 10.0
Mo truomg nubi ¢ éy - Méi truong dang bot min, mau rom , ‘
634 . P, R Hop Hop 500g |M6i truong dugc khuyen cdo dung cho nudi cay chung lién cau, Neisseria va cac vi
vi khuan dong kho 2 . At L1 .
sinh vat khé moc khac.
-pH: 7.4 £ 0.2 tai 25°C
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan (g/1): Brain infusion solids 12.5 , Beef heart infusion solids 5.0,
Proteose peptone 10.0 , Glucose 2.0, Sodium chloride 5.0 , Disodium phosphate 2.5
Mbi trudng nudi ¢ éy Moi truong dapg bot min, mau rom
635 vi khun dong kho 3 Hop 500g |[pH: 7.4 £0.2 tai 25’°C ]
Moi trudong nuoi cay streptococci, Neisseria va nhiing vi khuan khé moc khac.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Sira bot tach kem dang bot kho, khong wa nhiét bd sung vao méi truong nudi cdy
Pha hén hop 10% trong nudc cat c6 thé dugc sir dung thuan tién hon thay cho sira
636 Moi trEréfng nudi ciy Hop 500g gly dang 1ong va co thé dugc tiét tring bang ndi hp trong 5 phut & 121°C
vi khuan dong kho 4 i Dang bot, mau kem sang
pH: 6.0-7.0
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan (g/l): Beef, dehydrated infusion from 300.0, Casein hydrolysate 17.5,
Starch 1.5, Agar 17.0
MBoi trudng nudi cdy pH:.7.3 0.1 tai 25°C .
637 vi khuin dong kho 5 Hop 500g |Modi truong dang bot min, mau rom
Moi truong thir nghi¢ém nhay cam khang sinh
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan(g/l): Special peptone 23.0, Starch 1.0, Sodium chloride 5.0, Agar 10.0
Moi truong dang bot,mau rom.
Moi truong da nang, khong chon loc, co thé dugc lam giau bé‘lng mau hodc chit bd
Mbi truong nuéi cdy sung nham muc dich phén 14p va nudi cdy cac vi sinh vat kho moc tir cic miu 1am
638 Hop |500g/ Hop [sang

vi khuén dong kho 6

Béo quan: 10-30°C

pH:7.3£0.2 tai 25°C

Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




STT
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cach
dong goi

Tiéu chuin ky thuat

639

Mbi trudong nudi cay
vi khuan dong kho 7

500g/ Hop

Thanh phan (g./1): Yeast extract 3, L-Lysine HCI 5, Xylose 3.75, Lactose 7.5,
Sucrose 7.5, Sodium desoxycholate 1, Sodium chloride 5, Sodium thiosulphate
6.8, Ferric ammonium citrate 0.8, Phenol red 0.08, Agar 12.5

Moi trurong dang bot min, mau h<‘3ng rom

Maéi truong chon loc dé phan 1ap salmonellae va shigellae tir miu phan

pH: 7.4 £ 0.2 tai 25°C

Dat tiéu chuin ISO 13485: 2016

Hoac tuong duong

640

Mbi trudong nudi cay
vi khuan dong kho 8

500g/ Hop

Thanh phan (g/1): Beef, dehydrated infusion from 300.0, Casein hydrolysate 17.5,
Starch 1.5

Mbi truong dang bot min, mau rom

Méi truong canh thang dugc khuyén ding cho cac thir nghiém ndng do trc ché tdi
thiéu MIC

pH: 7.3 £0.1 tai 25°C

Béo quan: 10-30°C

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

641

B kit phat hién
Chlamydia
trachomatis bang
cong nghé realtime
PCR

25 test

- K¥ thuét: Real-time PCR

- Phuong phap phan tich: dinh tinh

- Trinh ty dich: trinh ty da ban sao cua plasmid déc trung va gen 16S rRNA cho
C.trachomatis

- b6 dac hiéu véi Chlamydia trachomatis: 100%

- Gi6i han phat hién: > 0,075 cp/ pl (xac suit 95%)

- MAu d4u vao: tinh tring, mau phét, nudce tiéu

- Chung nhan: CE IVD

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

642

B4 kit phat hién
Epstein-Barr virus
(EBV) bang cong
ngh¢ realtime PCR

25 test

- K¥ thuét: Real-time PCR

- Phuong phap phan tich: dinh tinh va dinh luong

- Trinh tu dich: Gen EBNA1

- B dac hiéu: 100% vai Epstein-Barr virus

- D6 nhay phan tich > 110.8 TU/ml (xac suét 95%)

- MAu dau vao: dich phé quan, dich ndo tiry, huyét twong, mau toan phan.
- Ching nhén: CE IVD

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

643

B0 kit phat hién
Herpes Simplex
Virus (HSV-1/2)
bing cong nghé

realtime PCR

25 test

- K¥ thuéat: Real-time PCR

- Phuong phéap phén tich: dinh tinh va dinh luong

- Trinh ty muc tiéu: Gen ma hoa cho glycoprotein B (gB)

- B¢ dac hi¢u phan tich: Herpes simplex virus type 1 (HSV-1), 100 %, Herpes
simplex virus type 2 (HSV-2), 100 %

- D6 nhay phan tich (x4c sut 95%):

+ Dbi voi HSV-1: > 82.8 cp/ml

+ Dbi voi HSV-2: > 60.2 cp/ml

- Mau dau vao: dich nio tuy, huyét twong, huyét thanh, nudc tiéu, mau phét, mau
toan phan.

- Ching nhén: CE IVD

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong
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644

B6 kit phat hién
Human
Cytomegalovirus
(CMV) bang cong
ngh¢ realtime PCR

25 test

- K¥ thuét: Real-time PCR

- Phuong phap phan tich: dinh tinh va dinh luong

- Trinh tu dich: Trinh ty DNA bao thu dac hi¢u cho gen don ban sao ma hoa khang
nguyén 4 IE.

- B§ dac hi¢u phan tich: Human Cytomegalovirus (CMV) 100 %

- Gi6i han phat hién: : > 122 IU/ml (x4c sudt 95%)

- Mau dau vao: huyét twong, huyét thanh, nude tiéu, mau toan phan

- Chung nhén: CEIVD

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

645

B6 kit phat hién
Neisseria
gonorrhoeae bang
cong nghé realtime
PCR

25 test

- K¥ thuét: Real-time PCR

- Phuong phap phan tich: dinh tinh

-Trinh ty dich: trinh ty da ban sao cia gen ma héa 16S rRNA va porA pseudogene
dac hi¢u cho N. gonorrhoeae

- Tinh dac hi¢u: N. gonorhoeae: 100%

- Gi6i han phat hién: > 0.109 cp/pl (x4c suit 95%)

- MAu d4u vao: tinh tring, mau phét, nudce tiéu

- Chung nhan: CE IVD

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

646

B4 kit phat hién
Varicella-Zoster
Virus (VZV) bang
cong nghé realtime
PCR

25 test

- K¥ thuét: Real-time PCR

- Phuong phap phan tich: dinh tinh va dinh luong

- Trinh tu dich: Gen ORF62

- B0 dac hiéu: 100% véi Varicella-zoster virus.

- Gi6i han phat hién: > 66.4 cp/ml (xac suét 95%)

- MAu dau vao: dich ndo tuy, huyét twong, huyét thanh, mau toan phan, mau phét
mun nuéc

- Ching nhén: CE IVD

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

647

B sinh pham dinh
tuyp HPV (40 tuyp)

48 test/bo

- Cong nghé: Real-time PCR véi mdi dic hiéu PNA va Puong cong nong chay

- Trinh ty dich: gene L1

- Pinh type: 20 type HPV nguy co cao (16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 53,
56, 58, 59, 66, 68, 69, 70, 73, 82) va 2 type HPV nguy co thap (6, 11)

- Phat hién: 18 type HPV khac (30, 32, 34, 40, 42, 43, 44, 54, 55, 61, 62, 67, 74,
81, 83, 84, 87, 90)

- Tinh déc hiéu: Khong c6 phan ung chéo vai cac chung HPV khac danh sach trén
ciing nhu v6i 1 s6 vi khuan gay bénh khac

- Gi6i han phat hién: > 50 copies

- Méu dau vao: mau phét ¢ tir cung.

- Chtg nhan: CE-IVD

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

648

Bo tach chiét DNA
cua tac nhan gay
bénh

50 Test/bd

Téch chiét DNA tir nhiéu loai mau nhu mau toan phan, huyét twong, huyét thanh,
dich néo tay (CSF), nude tiéu, dom, dich rira phé quan (BAL), dich hat, mau tinh
trung, bo ve, nudc bot, mau phét) bang cot

Thé tich mau tach: <200 pl

Pat chiig nhén CE IVD

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Tach chiét RNA tir nhidu loai mau nhu huyét twong, huyét thanh, mau phét, dich
rira phé quan (BAL), dich hit, dich nio tiy (CSF) bang cot
B tach chiét RNA Thé tich mau tach : < 150 ul
649 [cua tac nhan gay B¢ 50 Test/bd [Ty 1& thu hoi dién hinh: > 90 %
bénh Pat chimg nhan CE IVD
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
- K¥ thuét: Real-time PCR
- Phuong phap phan tich: dinh tinh
Kit xét nghiém - Trinh tu dich: Gen M181 mi hoa cho doc t6 CARDS
650 Realtime PCR B6 25 test | D(Z) déc hi¢u: 100 % voi Mycgplasma pneumoniae.
Mycoplasma - b6 nhay > 0.46 cp/ul (xac xuat 95%)
pneumoniae - Mau dau vao: dich phé quan, dom.
- Chung nhén: CE IVD
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
B0 xét nghiém Real-time PCR dé dinh tinh va dinh luong BK/IC
Trinh ty dich: Gen T-Ag ma hoa cho BKV va gen t-Ag ma hoa cho JCV
., n Gidi han phat hién: > 200 IU/ml v6i BKV va > 22 [U/ml véi JCV
Kit xét nghiém Mau dau vao: dich ndo tiry, huyét twong, nudc tiéu, mau toan phan
651 [Realtime PCR Bo 25 test . X ag A L2 PR P N .
BK/IC Tha}nh phflp: M?steerx san sang st dung, 4 Chat hiéu chuan ¢ 4 nong d6 va
Chirng No6i chuan
Pat chimg nhén CE IVD
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Cong nghé: Real-time PCR v6i ddu do dic hiéu PNA va Puong cong nong chay.
- Pinh type: 13 nguén gdy bénh STD bao gém 11 loai vi khuan (CT, UP, TV, MG,
MH, NG, UU, HD, GV, CA, TP) va 2 loai virus (HSV1, HSV2).
Hoa chét xét nghiém 48 - Loai mau: méau phét am dao va nudc tiéu.
652 phat hién 13 tac Hop test/hop | Gidi han phat hién > 5 - 50 cp/rxn
nhan STD "7 |- Do dic hi€u: Khong c6 phan ung chéo vai 21 loai vi sinh vat khac.
- Pat chirng nhan CE hoac FDA
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Dinh tinh phat hién khang nguyén SARS-Cov-2 trong mau ngoay dich ty hau ciia
ngudi. St dung cac cip khang thé don dong c6 do nhay va d6 dic hidu cao dbi vai
khang nguyén SARS-Cov-2 (protein N va protein S).
- Hoat chat: Cap khang thé don dong khang khang nguyén SARS-CoV-2 (protein
Khay thir xét nghiém N)i c%p kl?éng thé dornA dong khang khang nguyén SARS-CoV-2 (protein S), khang
dinh tinh khang ) the d& khdng IgG chuot, o ,
653 |nguyén SARS CoV-2 Test H()%)gsfS 121;1;123 %u.a chan doan doi vdi mau ngoay dich ty hau khi so sanh véi phuong phap

Do nhay > 96,30%

Do ddc =99,75%

Do chinh > 99,02%

Ngudng phat hién < 0,1 ng/ml voi khang nguyén tai t6 hgp SARSCoV-2
Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Nudc mubi 0.45% dung véi may may dinh danh vi khuan va lam
. . Hop 20  |khang sinh d0 ty dong., pH: 4.5 - 7.
654 (S)'(Zg;)m Chloride Chai chai x |Pat chiing nbén CE-IVD
’ 500 ml |[Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan kit thr:
Dang bao ché: Khay nhya
1. Cong hop khang thé don dong khang Chlamydia (Chlamydia McAb conjugate):
10 pg/ml;
2. Khang thé don dong chudt khang Chlamydia (Chlamydia monoclonal antibody
mouse): 0.75 mg/ml;
Test nhanh chén A Hop 25 3. Khang thé da dong dé khang IgG chudt (Anti-mouse IgG polyclonal antibody
635 | 404n Chlamydia Hop Test €030 225 mg/ml. ,
Phat hién dinh tinh, truc tiép khang nguyén Chlamydia trachomatis.
- Mau phém: Dich ¢b tir cung nir gidi, dich ni¢u dao, nudc tiéu nam gidi
- Ngudng phat hién < 5x104 IFU/ml
- D6 nhay > 93,5% ; Do dac hiéu > 99% ; Do lap lai: 100 % ; khoang tin cay: 95%
CI
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan:
- Vung cong hop: Khang thé chudt khang Dengue Ag
Test nhanh phét hién - Vach két’ qua: Kllléng tlzé tAhé k,héng DenguAe Ag
- Vach chung: Khang thé dé khang IgG chuot
KN Dengue NS1, R 30 Test/ .
636 chin doan sbt xudt Hop Hop - D6 nhay Ag: 100%;
huyét ’ - Do dac hiéu Ag>99.6% ;
- Khoang tin cdy 95%
- Ngudng phat hién < 0,25ng/ml
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Dung dé dinh tinh phat hién nhiéu ching Adenovirus trong mau dich tiét ty hiu va
mau phén nguoi (chung 1,2,3,4,5,6,7,40,41).
Do nhay > 95.2%, Do dac hiéu > 96 %, D9 tai lap lai 1a 100%.
Que thir xét nghiém Hop2s |- Khoéng c6 phan ung chéo voi: Salmonella typhimurium, Shigella flexneri,
657 |dinh tinh khang Test .test Shigella sonnei, Staphylococcus aureus, Vi rat hgp bao ho hap, Vi rit cim tuyp A,
nguyén vi rat Adeno Vi rat cam tuyp B, Vi rat Herpes Simplex 1, Vi rat Herpes Simplex 2, Vi rut
Rubella, Vi rat Cytomegalo
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Cong hop vang: Cong hop keo vang gin khang thé chudt don dong
khang RSV; Vach thir: Khang thé chu6t don dong khang RSV; Vach ching: Khang
thé Dé khang IgG chugt
Phat hién dinh tinh vi rt hop bao hé hip (RSV) tir bénh pham trong vom miii
hong);
Test thur virus hop R Hop 25 |Thude thir chiét xuat: Dung dich dém Tris (hydroxymethyl) methyl aminomethane
658 . Hoép re 1k N A
bao (RSV) test v6i chat hoat dong bé mat.

- Khong c6 phan tng chéo véi vi rat cim A (HIN1, H3N2), virus cim B,
adenovirus ho hip va mycoplaa pneumoniae.

Do nhay > 94.12%, do dac hiéu > 97.87%, Khoang tin cdy 95%.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Puoc sir dung dé phat hién dinh lwong khang thé IgG khang Aspergillus fumigatus
trong huyét thanh nguoi,
- Thanh phan: Déi Elisa dé v& nhay cam v6i khang nguyén Aspergillus fumigatus,

B6 héa chit sir dung B6 (96 dl‘mg dich Pha 10€mg.,;dung ’di?h n”fa co dai, dung dlCEl dém’ Enzyme, ’dunggdich .

cho xét nghiém Giéng + dung, h}lxyet th’anh kiem §oat am tlph, hu}{?t thanh kiém soat du’(.f‘}lg tlnli yekl, huyeét

659 : Test . . [thanh kiém soat duong tinh, protein A - lién hop phosphatase kiém, chat nén
Aspergillus dung dich
fumigatus dém) phosphatase.
j - B nhay > 97%,

- Do dac hiéu > 90%
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phén pha 1 lit méi trudng nudi ciy c6:
Agar 15.0 g, Peptone and yeast extract 17.0 g, Chromogenic mix 1.0 g. pH 7.0 +/-
0.2
- Méi truong nudi cay chuén bi sin, dang bot kho. Sau khi thuc hién qui trinh d6
thach trén dia petri, thanh pham 1a méi truong thach tan dong déu, khong mau,
trong sudt.
- Moi trudong phan lap dugc khuén lac sinh mau giup phan biét, xac dinh duoc dic

Bd moi trudng vi diém vi khuan gram am, gram duong va nim bao gdm: E.coli, KESC( Klebsiella,

660 |sinh CHROMagar Hop 1250 test |Enterobacter, Citrobacter, Serratia) Proteus, Morganella, Providencia,

Orientation Pseudomonas, Acinetobacter, Stenotrophomonas; Enterococus, S. aureus, S.
epidermidis, S, agalatiae, S.saprophyticus, Streptococcus agalactiae; Candida
albicans.

- D6 nhay: 100% (thir nghiém méu nudc tiéu)
- D6 dac hiéu > 98% ( E.coli 99.3%)
-Téng g/L: 33.0 g
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan pha 1 lit méi truong nudi cdy co:
Agar 15.0 g, Peptone 10.2 g, Chloramphenicol 0.5 g, Chromogenic mix 22.0 g. pH
6.1+/-0.2
- Méi truong nudi céy chuén bi sin, dang bot kho. Sau khi thuc hién qui trinh dd
thach trén dia petri, thanh phim 1a méi truong thach tan dong déu, khéng mau,
trong sudt.

661  |Mbi truong nudi cay Hop 1.250 test |- Mi truong sinh mau chon loc phat hién Candida spp gdm: C. albicans, C.
tropicalis, C. krusei, C. kefyr, C. glabrata, cac loai khac .
- D§ nhay, d¢ déc hi€u > 97.7% (dit 1iéu phan tich), > 96.6% (dit liéu 1am sang cho
C. albicans, C. tropicalis, C. glabrata)
-Tong g/L: 47.7 g
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Thanh phan (g/l): Yeast extract 5, Bacteriological peptone 10, Sodium thiosulphate
10, Sodium citrate 10, Ox Bile 8, Sucrose 20, Sodium chloride 10, Ferric citrate 1,
Bromothymol blue 0.04, Thymol blue 0.04, agar 14
- .6=0. i25°

662 M truong chon loc Hop Hop 500 i/llf‘)lg tfud:gzpfénzfé;: chon loc cac Vibrio gay bénh

phén lép Vibrio spp. i gam : N )

- Mbi trudong hoan chinh, khong can bd sung thém phu gia hodc mau vo tring
- Méi truong dang bot min, mau be/xanh 1a.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

663

Moi truong Lactose
Broth

500g

Thanh phan (g/1): Lab-Lemco’ powder 3, Peptone 5, Lactose 5

pH 6.9+0.2 § 25°C

Xac dinh co ban cac sinh vt coliform trong sita, nudc va thuc phim
Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

664

Mbi trudong phan lap
cac loai Neisseria

500g

Thanh phan (g/1): Special peptone 15.0 , Corn starch 1.0 , Sodium chloride 5.0 ,
Dipotassium hydrogen phosphate 4.0 , Potassium dihydrogen phosphate 1.0 , Agar
10.0

Moi truong dang bot, mau rom

Méi truong duge sir dung dé phan lap cac loai Neisseria.

pH: 7.2 £0.2 tai 25°C

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

665

Test nhanh chan
doan Malaria Pf/Pv
Ag

Hop 25
test

Test nhanh chan doan Malaria Pf/Pv Ag

Thé tich mau méau Su. Do nhay > 99.7% (P.f), > 95.5% (P.v). B¢ dac higu >
99.5%. Do nhay phat hién Pf véi ndng do >50 ky sinh tring/ul 1a 100%. D6 nhay
phat hién Pv v6i nong d6 >50 ky sinh trang/ul > 98%.

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

666

Khay thir xét nghiém
dinh tinh khang
nguyén Norovirus
Gl/GII

A

Hop

Hop 20
test

Phat hién dinh tinh sy c6 mat cia cac khang nguyén Norovirus Genogroup I (GI)
va Genogroup II (GII) trong mau phan ngudi.

- Ngudng phat hién < 0,156 pg/ml d6i v6i GI-1 VLP; < 0,156 pg/ml dbi véi GII-3
VLP; < 0,039 pg/ml dbi v6i GII-4 VLP va < 0,156 pg/ml dbi véi nhing miu phan
duong tinh véi Norovirus GII-4.

- b6 nhay: > 84,1% , @6 dac hiéu: > 96,1% so v6i RT-PCR.

- Khong phai tmg chéo vdi it nhat 38 vi khuén va vi rat bao gdm Astrovirus,
Adenovirus, Corona virus, Cowpoxvirus, Cytomegalovirus, Echovirus, Enteric
Adenovirus 40, Enteric Adenovirus 41, Herpes simplex virus, Influenza A(HIN1),
Influenza B, Measles virus, Mumps virus, Parainfluenza virus, Polio virus,
Rotavirus, Respiratory syncytial virus, Escherichia coli, Clostridium Difficile,
Chlamydia pneumoniae, Legionella pneumophila, Salmonella Enteritidis,
Salmonella typhimurium, Streptococcus pneumoniae.

Pat chiing nhén CE hoac FDA

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

667

Test nhanh phat hi¢n
khang thé HIV

Test

Tai 100
test

Thanh phan: Antibody Anti HIV-1, Antibody Anti HIV-2, Antigen (pGO9-
CKS/XL-1) HIV-1 Group O, Antigen (pGO11-CKS/XL-1) HIV-1 Group O,
Antigen (PjC100) HIV-2, Antigen (pOM10/PV361) HIV-1, Antigen (pTB319/XL-
1) HIV-1, HIV-1 Peptide Antigen, HIV-2 peptide Antigen.

Do nhay 100% ,

Do ddc hiéu >99,75%,

Cho két qua nhanh trong vong 15 phut, Do 6n dinh ctia két qua xét nghiém téi 60
phiit khong can sir dung thém bt ky dung dich dich dém cho mau mau huyét
thanh, huyét tuong.

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Mau ciru v tring khir sgi huyét, khong st dung chit chéng dong,
Chat bd sung vao hong cau d6 twoi, ti 1& hong cau >50% dung bd sung pha ché cac loai méi trudng
668  |méi truong nudi cdy Chai 100ml  |nudi cay
vi sinh Pat tiéu chuan ISO 13485: 2016
Hodc twong duong
Thanh phan (g/1): Peptone 20.0, Lactose 10.0, Bile salts No.3 1.5, Sodium chloride
5.0, Neutral red 0.03, Crystal violet 0.001, Agar 15.0
pH: 7.1 £0.2 tai 25°C
669 Moi truong Hop 500g Moi truong dang bt min, mau rom q
Macconkey agar i Mot moi truong chon loc phan biét déc biét gitra coliforms va cac vi khuan khong
1én men lactose v6i sy e ché cia vi khuan Gram duong.
Dat tiéu chuan ISO 13485: 2016
Hoac tuwong duong
Thanh phan (g/l)
Enzymatic Digest of Casein 5.0
Enzymatic Digest of Animal Tissue 5.0
Glucose 40.0
Chloramphenicol 0.5
Mbi trudong nudi cay R Agar 15.0
670 1l ném Hop 3002 | N 5.6+020625°C
Moi truong dang bot: bot min, d(‘A)ng nhét, mau be nhat
Day 1a mot moi trudng trudng chon loc dé nuéi ciy va phan lap ndm gdy bénh va
khong gy bénh.
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Thanh phan: Special peptone, Starch, Sodium chloride, Defibrinated sheep blood,
Agar, hdn hop chat ting sinh (bao gdm Vitamin B12, L-glutamine, Adenine,
Mo truomg thach Guapine?, p—Amin.obe.nzoic aciq, L-cystine, NAD (Coenzyme 1), (;ocarboxylase,
2 R Ferric nitrate, Thiamine, Cysteine hydrochloride), pH: 7.3 £ 0.2 ¢ 25°C
Chocolate bo sung . Hop 10 - 2y 42 , i, L , R 2 .
671 LA Hop bia thach do6 san c6 bo sung cac chat kich thich tang trudng dugc su dung dé nudi
yéu to tang sinh dia L e 11 L em g \ . N
Vitox cay cac loai vi sinh vat kho moc, dac biét 1a Neisseria spp. va Haemophilus. Pia
90mm.
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh ph'im: Special peptone, Starch, Sodium chloride, Sheep blood, Agar, pH:
Dia thach ding sin chita m6i trudng st dung dé nudi cdy va thir tinh chat tan méau
Moi truong thach . Hop 10 |ctia cac loai vi sinh vat khé tinh va khong khé tinh. Bia 90mm. Bao gbi bang mang
672 ) Hop ok
mau dia ban tham Cellophane.

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Dia phét mau dinh danh vi khuan c6 96 vi tri mau, bang vat liéu ceramic st dung
mot lan.
- o a n Cung cap bardoce riéng cho tung dia
673 |Dia chay mdy dinh Hop HOP 11 inh dong tity chon sir dung tir 1 dén hét 96 vi tri,
danh khoi pho 1920 test |_, \ Ca a1
Béao quan nhiét 3o phong
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: a-Cyano-4-hydroxycinnamic dang dong kho, bao quan ¢ nhiét do 2-8
Hoa chat dinh danh oC, bén I tuan sau khi hoan nguyén khi bao quan ¢ nhiét d6 phong 20-25 oC.
nhanh vi khuan, vi R Hop 2500 |Chét nén hd tro xét nghiém dinh danh vi khuan, vi nAm bang phuong phap khoi
674 A N N . Hop 2 . L .. . 2
nam bang k¥ thuat test  |pho chay trén may dinh danh vi khuéan.
khéi phod Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Hoa chit hd tro dinh Thanh phan chira lysis buffer va washing buffer dang 16ng, bao quan & nhiét d6 15-
75 |danhvi khu?m, vi Hop Hop 50 |25 oC, bén tcj’)i da 3 thang sau khi mé nép khi bao quan & nhiét 46 phong 20-25 oC
nam truc tiép tu chai i test Pat tiéu chuan ISO 13485: 2016
miy mau duong tinh Hodc tuong duong
Thé dinh danh ndm men sir dung véi may dinh danh va lam khang sinh dd tu dong
. z R dé dinh danh nam men va cac vi sinh vat tuong ty nam men
676 r(;if dinh danh nam o Hotl}’l jo The gdm 46 thir nghiém sinh hoa
Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Thé dinh danh Gram am st dung véi may dinh danh va lam khang sinh dd tu dong
677 Card dinh danh VK Hop 20 the dé din‘h danh tryc khudn Gram am 1én men va khong 1én men
Gr (-) i Thé gom 47 thtr nghiém sinh hoa
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thé dinh danh Gram dwong sir dung véi may dinh danh va lam khang sinh d6 tu
Card dinh danh VK A Hop 20 d@r}g ?é dinh dfmh Céf vi §inh \{ét Gram duong
678 Gr () Hop the Thé gom 43 }hu nghiém sinh hoa
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thé 1am khang sinh d6 nam sir dung v6i may dinh danh va lam khéng sinh d6 tu
dong
679 Cflrd khang sinh dd Hop 20 the M?)l thé‘ chtra cAé%c lfhén.g pém chon loc & cac néng d6 khac nhau, duoc séy kho vai
nam modi trudng nudi cay vi sinh

Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thé 1am khang sinh d6 Gram 4m sir dung véi may dinh danh va lam khéng sinh do
tu dong
Card khang sinh d6 R . |Mbdi thé chita cac khang sinh chon loc & cac ndng d6 khac nhau, duge say kho véi
680 Hop 20 thé R e A .
VK Gr (-) moi trudong nudi cay vi sinh
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thé lam khang sinh d6 Gram duong sir dung voi méay dinh danh va lam khang sinh
do tu dong
Card khang sinh dd . . |Mbdi thé chira cac khang sinh chon loc & céc n6ng do khac nhau, duoc séy kho véi
681 Hop 20 thé A N
VK Gr (+) mdi trudng nudi cay vi sinh
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan:
- Chtra > 30ml méi truong va >1.6g hat polyme hap phu
- Gom t6 hop cuia peptones/biological extracts (>1.85% w/v), anticoagulant
(>0.083% w/v), vitamins va amino acids (>0.00145% w/v) nguon carbon (>0.45%
w/v), trace elements (=0.0005% w/v). Chai chira khi truong N2, 02, va CO2,
trong chan khong
30 - C6 kha nang trung hoa t6i thiéu cac khang sinh: penicillins, glycylcyclines,
i, R . |polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin, ceftaroline,
682 |Chai cay mau tré em Hop ml/chai ; . . . . . .
. [aminoglycosides, fluoroquinolones, lincosamides, glycopeptides, va
x100 chai oL
oxazolidinones
- Sir dung véi hé thdng ciy mau tu dong.
Chai moi trudng phét hién vi sinh vat hiéu khi va ky khi tiy tién (vi khuan va nim
men) tir mau
Chtrng nhan: CE IVD
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Chit nén sir dung A Chat neti .chu’? Alpha-cyano-4-hydroxy-cinnamic acid st dung vdi hé thong dinh
683 |voi hé théng dinh Ho Hop 5 x - danh khoi pho.
Vol e thong <1 P 0.5ml  [Pat tiéu chuin ISO 13485: 2016
danh khoi pho 3
Hodc tuong duong
Thanh phan:
+ B0 phén @& man hinh ¢6 chuc nang df?mg bd va sac dién cho b phan doc
Dung cu do do duc + PC) p‘hé.lw’l.d({’c thl{c l}%én Ad(_)c”quar;lg d‘ua ra gia tri McFarland cua huyén dich vi
PO khuan va gt két qua téi B phan dé man
canh khuan dung cho + B6 chuin
4 ay dinh danh vi Hb Hop 1 Céi ; .
68 mayxdm‘ da],] Vl. op op I Cai - C6 tinh nang ghi lai gia tri do va gui t&i phan meém, tw dong dua ra dai do.
khuan va khang sinh A g A AA s x A . .
& tu don - La thiet bi do quang mat d¢ vi khuan trong huyén dich véi 0.45-0.5% saline,
raong twong thich v6i may dinh danh vi khudn va lam khang sinh d6 ty dong.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thé 1am khang sinh d6 Streptococcus sir dung voi may dinh danh va lam khang
Hoa chat ding cho sinh d6 ty dong
may dinh danh vi R . |MB&i thé chira cac khang sinh chon loc & cac n6ng d0 khac nhau, duoc séy kho voi
685 A aaa Hop 20 thé . NV
khuan va khang sinh moi trudong nudi cay vi sinh
dd tu dong Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Hoa chat xir Iy mau Acid formic dé xir Iy khuan lac cia ndm men sir dung v6i hé thong dinh danh khoi
686 nam men sir dung Ho Hop 5x  |phd.
v6i hé thong dinh °P 0.5ml |Dat tidu chuan ISO 13485: 2016
danh khéi phd Hodac tuong duong
Kit tach chiét B0 kit chura ethanol va lg thuy tinh dé khir hoat tinh Mycobacterium va Nocardia
Mycobacterium va dé pha vd té bao, acid formic va acetonitrile dé tach chiét protein sir dung v6i hé
687 |Nocardia sir dung Hop 100 Test |thong dinh danh khéi pho.
v6i hé thdng dinh Dat tiéu chuan ISO 13485: 2016
danh khéi phd Hoac tuong duong
Kit tach chiét nAm Bo kit chura ethanol , acid formic va acetonitrile dé bat hoat nAm mdc va chiét xuét
mdc sir dung v6i hé . protein sir dung voi hé théng dinh danh khéi pho.
688 |héng dinh danh Hop | 100 Test |y tieu chudn 1SO 13485: 2016
khéi phd Hoac tuong duong
Mbi truone dime cho Pia thach d6 san chira moi truong dung cho kiém tra sy nhay cam voi khang sinh
PR fnhag ctia vi khudn khé moc, tuan theo huéng din ciia EUCAST va CLSL. Dia 90mm.
689 |cam véi kﬁén Zinh Ho Hop 10 |Thanh phéan: Casein hydrolysate, Beef, dehydrated infusion from 300g, Starch,
. R £ , P dia Agar; Defibrinated Horse Blood; NAD; Agar; pH 7.3 £ 0.2 & 25°C;
cua vi khuan kho Pat tiéu chun ISO 13485: 2016
moc theo EUCAST i U et ’
Hoac tuong duong
e . Méi trudng phan l4p vi khuan ky khi va xac dinh MIC st dung phuong phép Etest,
Moi truong lam s 2z . AL & RN N
, . X R chira céac yéu to phat trién nhu dich chi€t nam men, hemin va vitamin K1 va thém
690 |khang sinh do vi Hop 20 dia . . . \
Khuin kv khi 5% mau ctru, Sodium bisulfite va glucose, pH 7.2
Y Pat tiéu chun ISO 13485: 2016
Hoac tuong duong
One mdi trudne vin Thanh phan: Ong chira 3ml méi trudng van chuyén mau bénh phdm nghi nhiém
chug in miu béih j Hép 50 Virus. Gom Dulbecco’s Modified Eagle's Medium, HEPES buffer, Bovine serum
691 ;y . x Hop _:p albumin, NaHCO3, Kanamycine sulphate, Penicillin/Streptomycin. pH: 7.3 + 0.2 &
pham nghi nhiem ong 250(C
Virus Pat tiéu chudn ISO 13485: 2016
Hodc tuong duong
Thé dinh danh sir A The dinh danl; gong 48 diém phan tich va 3 vi tri can chuan st dung vadi hé thong
692  |dung véi hé thén Hop |110p 8 x4 (dinh danh khoi pho,
ung vol he Flong P th¢  |Dat tiéu chudn ISO 13485: 2016
dinh danh khoi pho 3
Hodc tuong duong
Thanh phén:
- Chtra >30ml moi trudng va > 1.6g hat polyme hip phu
- Gom t6 hop peptones/biological extracts (>1.85% w/v), anticoagulant (>0.083%
w/v), vitamins va amino acids (>0.00145% w/v) ngudn carbon (>0.45% w/v), trace
elements (>0.0005% w/v) va amino acid phirc hop va cac chat carbohydrate trong
nudc tinh khiét. Cac chai chira khi truong N2, 02, va CO2, trong chan khong.
Thude thir hidu khi 30 - Co kha nang trupg hoa' toi thieu ca.c khang.smh: pemc'llhns, gl}‘lcjylcychnes,'
. .z R . |polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin, ceftaroline,
693  |dung cho may cay Hop ml/chai ; . . . . . .
méu <100 chai aminoglycosides, fluoroquinolones, lincosamides, glycopeptides, va

oxazolidinones.

- Str dung véi h¢ thdng ciy mau ty dong

Chai méi trudng phat hién vi khuan hiéu khi va ki khi tiy tién (vi khuan va ndm
men) tir mau va dich v6 khuén ctia co thé,

Chtng nhan: CE IVD

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh
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STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan:
- Chira > 40ml méi truong va > 1.6g hat polyme hap phu
- Gom to hop peptones/biological extracts (>1.85% w/v), anticoagulant (>0.083%
w/v), vitamins va amino acids (>0.00145% w/v), ngudn cacbon (>0.45% w/v),
trace elements (>0.0005% w/v) va acid amin phtrc hgp khac va co chat
carbonhydrate trong nude tinh khiét. Cac chai chtra khi truong N2, va CO2 trong
Thudc thir ki khi g0  |Wiewkienchankhong. o
. . R . |- C6 kha nang trung hoa t6i thiéu cac khang sinh: imipenem, meropenem,
694  |dung cho may cay Hop ml/chai o . . -\ . . :
, . [oxacillin, glycylcyclines, macrolides, cefoxitin, ceftaroline, aminoglycosides,

mau x100 chai ; . . ) X .
fluoroquinolones, lincosamides, ketolides, va glycopeptides
- Sir dung véi hé thdng cay mau tu dong.
Chai mdi trudng phat hién vi khuan ky khi va ky khi tiy tién (vi khuan va nAm
men) tir mau va dich v6 khuén cta co thé.
Chtng nhan: CE IVD
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Phat hién dinh tinh khang thé IgM/IgG khang Orientia tsutsugamushi trong mau
huyét thanh, huyét twong, mau toan phan
-Thanh phan chinh: khang thé don dong khang IgG nguoi, khang thé don dong
khang IgM nguoi; khang thé don dong khang GST; cac khang nguyén tai to hop

Test nhanh phét hién TTS} Boryeong/TTG Karp/TTG Gilliam/TTG Kato lién két voi cdng hop vang

. , , 2 - b6 nhay > 99%
dinh tinh khang thé R A 4w 1A
, Hop 25 |- B0 dac hiéu > 95%

695 |IgM/IgG khang Test R - T i L. A 1A A .x
Orientia test - Khong phan tng chéo véi: cac Virus viém gan khac, virus gay bénh truyén nhiem
tsutsueamushi dudng ho hap, virus bénh truyén nhiém qua véc to, vi khun gay bénh truyén

& nhidm dudng rudt, chuyén déi huyét thanh HIV, huyét twong dwong tinh véi: viém

ndo Nhat Ban, CMV IgG/IgM, Viém néo do ve truyén IgM, Virus West Nile,
Treponema palladium, HAV IgM, HAV IgG, Leishmania, Brucella [gM
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
La xét nghiém ban dinh lwong dé phat hién khang thé ciia Paragonimus, trong mau
huyét thanh hodc huyét twong bang ki thuat xét nghiém ELISA

B¢ xét nghiém ban T01‘1g th(nkglan N : Spgp hut .z Cn LA ,

. , 2 R Thanh phan: Day giéng : 96 vi giéng; enzyme lién hop; chung am; chiing duong;

dinh lugng khang thé . Hop/96 A : R . . . . . .

696 . Hop Co chat; dung dich rira dam déc; dung dich pha loang; dung dich dirng phéan tGng

IgM khang test . :

Paraconimus acid photphoric 1 M.

& Loai mau: Huyét thanh pha lodng ti 1& 1:100.
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Dinh tinh khang thé IgG khang T.Solium trong huyét thanh bang k¥ thuat xét
nghiém hép thu mién dich lién két Enzyme (ELISA).
Loai miu: Huyét thanh pha lodng ti 1& 1:64.
A s a Téng thoi gian : 20 phit

B0 xét nghi¢m dinh | Hop/96 [Poc & buse song 450/650-620nm.

697  [tinh khang the IgG Hop .
khang Cysticercosis test |D0 nhay = 88%

g-y P dic hiéu > 96%

Pat chirg nhan CE hoac FDA
Dat tiéu chudn ISO 13485: 2016
Hodc tuong duong
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698

B0 xét nghiém dinh
tinh khang thé 1gG
khang Echinococcus

Hop/96
test

Dinh tinh khang thé IgG khang Echinococcus trong huyét thanh bang k¥ thuat xét
nghiém hép thu mién dich lién két Enzyme (ELISA).

Loai mau: Huyét thanh pha loang ti 18 1:64.

Tong thoi gian : 20 phut

Poc 6 budc song 450/650-620nm.

Do nhay: >97,9%

b6 dac hiéu: > 91,7%

Pat chirng nhan CE hoac FDA

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

699

B0 xét nghiém dinh
tinh khang thé IgG
khang Entamoeba
Histolytica

Hop/96
test

Pé sang loc dinh tinh khang thé IgG khang E. Histolytica trong huyét thanh hoic
huyét tuong bang k¥ thuat xét nghiém hap thu mién dich lién két Enzyme
(ELISA).

Loai mau: Huyét thanh pha loang ti 1& 1:64.

Tbong thoi gian u: 20p

Poc 6 budc song 450/620-650 nm

Do nhay > 99%

Do dic hiéu >99%

Pat tiéu chuan ISO 13485: 2016

Hodac tuong duong

700

B0 xét nghiém dinh
tinh khang thé IgG
khang Fasciola

Hop/96
test

Dinh tinh khang thé IgG khang Fasciola trong huyét thanh bang ky thuat xét
nghiém hép thu mién dich lién két Enzyme (ELISA).
Loai mau: Huyét thanh pha lodng ti 1& 1:100.

Tbong thoi gian t: 20 phit

Nhiét d¢ u: 15°C-25°C

Poc & budce song 450/650-620nm

Do nhay > 99%

Do dic hiéu >99%

Chirng nhan CE hoac FDA

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

701

B0 xét nghiém dinh
tinh khang thé IgG
khang Schistosoma

Hop/96
test

Dinh tinh khang thé IgG khang Schistosoma trong huyét thanh bang ky thuat xét
nghiém hép thu mién dich lién két Enzyme (ELISA).

Loai mau: Huyét thanh pha lodng ti 1& 1:40.

Tong thoi gian t: 25 phit

Poc & budce song 450/620-650nm

Do nhay > 99%

Do dic hiéu > 85%

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

702

B0 xét nghiém dinh
tinh khang thé IgG
khang Strongyloides

Hop/96
test

Dinh tinh khang thé IgG khang Strongyloides & huyét thanh hodc huyét twong
nguoi.

Loai miu: Huyét thanh pha lodng ti 1& 1:64.

Téng thoi gian G: 20 phit

Doc ¢ bude song 450/620-650nm

Do nhay > 99%

Do dac hiéu > 99%

Chirng nhan CE hoac FDA

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh déng gbi
Ban dinh lugng dé phat hién khang thé IgG khang Toxocara, trong mau huyét
thanh hoac huyét tuong bang ky thuat xét nghiém ELISA
Loai mau: Huyét thanh pha loang ti 18 1:64.
A n e Tong thoi gian u: 20 phut
B0 xét nghi¢m dinh ) Hop/96 |Poc & budc song 450/620-650nm
703  |tinh khang the IgG Hop fest Do nhay > 87,5%
khang Toxocara D é dé(; hicu > 93,3%
Pat chirng nhan CE hoac FDA
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dinh tinh khang thé khang Trichinella trong huyét thanh hodc huyét twong nguoi.
Loai miu: Huyét thanh pha lodng ti 1& 1:64.
B xét nghiém dinh Téng thoi gian : 20 phit
L L R Hop/96 |Poc & budce song 450/620-650nm
704  |tinh khang thé I1gG Hoép test Do nhay > 99%
khéang Trichinella Dé) déc; hi_éu > 999,
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
La xét nghiém mién dich ban dinh lugng dé phat hién khang thé IgM khang
Clonorchis, trong mau huyét thanh hodc huyét twong
Thubc thir xét Loai mau: Huyét thanh pha lodng ti 1& 1:100.
nghiém ban din}l Hop/96 Tbong thoi gian u: 50p
705  |lugng khang thé IgM Hop .test Nhiét do u: 15°C-25°C
khang vi rat Poc 6 bude song 450/620-650 nm
Clonorchis Pat chirg nhan CE hoac FDA
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
La xét nghiém ban dinh luong dé phat hién khang thé IgM cuia Agiostrongylus,
Thude thit xét trong mfiu huyé,t thanh hodc huyét tuong bang k¥ thuat xét nghiém ELISA
o By Loai mau: Huyét thanh pha loang ti 1€ 1:100.
nghiém Pinh tinh . 96 2 N
706 khang th F 1gM khéng Hop test/hop Tong thoi gian u: 50p
Angiostrongylus " |Poc ¢ budce séng 450/620-650 nm
Pat chiing nhén CE hoac FDA
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
zszgerﬁhlem IE B0 xét nghiém JE (Japanese Encephalitis) IgM Capture ELISA ding cho phat hi¢n
Encephalitis) IgM nh}ém virus V?ém nﬁg Nh?lt Bén (Japanese Erilcephalitis Vimsv- JEV) la mot h§
Capture ELISA diing thong xét ngh1ém mlé? dich dung cho p.hé:[ hién cac kh{mg th,é IgM trong huyét
707 |cho phat hién nhidm Hép Hop/96 [thanh nguoi khang voi khang nguyén tai t6 hop duoc dan xuat tir JEV (JEV-
j i test derived recombinant antigen - JERA) (1-4).

virus viém nao Nhat
Bén (Japanese
Encephalitis Virus -
JEV)

Téng thoi gian G 195 phut. Do nhay 100%, d6 dic hidu 100%.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
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708

B0 xét nghiém
khang thé IgG khang
virus Quai bi bang
phuong phap Elisa

Hop/96
test

Cac xét nghiém Mumps Virus IgG 1a cac xét nghiém mién dich dinh luong va dinh
tinh dé phat hién cac khang thé ngudi khang virus quai bi (Mumps Virus) trong
huyét thanh hozc huyét tuong ngudi.

Loai mau: huyét thanh, huyét twong, dich néo tay (CSF)

Thoi gian u: 60/30/30 phut

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

Do nhay: > 99%

Do dac hiéu:>98,2%

bo tai lap: CV <10%

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

709

B xét nghiém
khang thé IgG khang
virus Soi bang
phuong phép Elisa

Hop/96
test

Xét nghiém khang thé IgG khang Virus soi bang cac xét nghiém mién dich dinh
luong va dinh tinh dé phat hién khang thé cuia ngudi trong huyét thanh hozc huyét
tuong khang lai virus séi.

Loai mau: huyét thanh, huyét twong, dich nio tay (CSF)

Thoi gian : 60/30/30 phat

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

Do nhay: >98%

Do didc hiéu: > 99%

Do tai lap: CV <10%

Dat tiéu chudn ISO 13485: 2016

Hoac tuong duong

710

B xét nghiém
khang thé IgG khang
xoan khuan
Leptospira bang
phuong phap Elisa

Hop/96
test

Xét nghi€ém Leptospira IgG 1a xét nghiém mién dich dinh tinh va dinh luong dung
dé phat hién cac khang thé cuia ngudi trong huyét thanh hodc huyét tuong truc tiép
khang lai Leptospira spp.

Loai mau: huyét thanh, huyét trong

Thoi gian u: 60/30/30 phut

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

Do nhay: > 94%

Do dac hiéu: > 99%

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

711

B0 xét nghiém
khang thé IgM khang
virus Quai bi béng
phuong phép Elisa

Hop

Hop/96
test

Cac xét nghiém Mumps Virus IgM la cac xét nghiém mién dich dinh lugng va dinh
tinh dé phat hién cac khang thé nguoi khang virus quai bi (Mumps Virus) trong
huyét thanh hodc huyét tuong ngudi.

Loai miu: huyét thanh, huyét twong, dich nio tay (CSF)

Thoi gian u: 60/30/30 phut

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

Do nhay: > 99%

Do déc hiéu: > 97%

bo tai lap: CV <7%

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong

712

B9 xét nghiém
khang thé IgM khang
virus Soi bang
phuong phap Elisa

Hop/96
test

Xét nghiém Measles Virus IgM 1a cic xét nghiém mién dich dinh lugng va dinh
tinh dé phat hién khang thé ctia ngudi trong huyét thanh hodc huyét twong khang
lai virus soi

Loai mau: huyét thanh, huyét trong

Thoi gian u: 60/30/30 phit

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

Do nhay: >98%

Do dic hiéu: >99%

Do tai lap: CV <10%

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Xét nghiém Leptospira IgM 1a xét nghiém mién dich dinh tinh va dinh lugng dung
dé phat hién cac khang thé ciia ngudi trong huyét thanh hodc huyét twong truc tiép
B xét nghiém khér}g lgi Lept(gspira spp- .
khang thé IgM khéng ) Loz:n. mau: }1uyet thanh, hl’lyet tuong
713 |xofn khun Hop Hop/96 | Thoi gian u: 60/30/30 phut
o i test  [Doc két qua & bude song 405nm/620-690nm
Leptospira bang N
phuong phap Elisa bo nhay:.z o4 %
Do dac hiéu: > 99%
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Test nhanh chan doan bénh viém duong rudt do Rotavirus.
Test nhanh chan Do nhay > 94%; B¢ dac hi¢u > 98.3%. Khong c6 phan tng chéo vdi BSA (2.0
714 doan bénh viém Hop 20 test/ |g/dL); E.Cpli (198 CFU{ml)"; Enterococcus faecalis (108 CFU/ml). .. Kit thir 6n
duong rudt do : hop  |dinh it nhat 4 tuan khi dé ¢ nhiét d6 55+1°C.
Rotavirus Pat tiéu chuin ISO 13485: 2016
Hoac tuong duong
Thanh phan:- Ving cong hop: khang thé khang hemoglobin ngudi 1; - Vach két
qua: khang thé khang hemoglobin ngudi 2; - Vach chimg: khang thé dé khang IgG-
L chuot.
715 | Testmhanhphathien |, 5l o5t |- Do nhay = 95.8% : Do dac hicu > 98.9%- D nhay phan tich 25 ng/mL- Khodng
mau an trong phan .
tin cay 95%
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Xét nghiém mién dich enzyme (ELISA) ding dé xac dinh khang thé IgM ciia virus
Thude thir xét Viém‘ gap D :trong huyét tu’(,mg va huyét thanh nguoi.
nghiém dinh tinh A 96 - "l:horl gian 1: 60/60/20 phut
716 khang thé IgM khang Hop test/hop D6 nhay 2 08%.
vi rut Hepatitis D - |Po dac hicu 2 98%
Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Khay thir xét nghiém dinh tinh khang nguyén Dengue NS1 1a xét nghiém sic ky
mién dich nhanh dung dé dinh tinh phat hién khéang nguyén Dengue NS1 trong
méu toan phan, huyét thanh hodc huyét trong hd trg chin doan cac trudng hop
nhiém vi rat dengue
Phat hién dugc tit ca cac chung: DEN-1, DEN-2, DEN-3, DEN-4
Do nhay, d¢ dac hiéu: Pugc so sanh vdi phuong phap RT-PCR
Khay thir xét nghiém Hop 25 Do nhay tuong dbi 2,98,6%
717 |dinh tinh khang Test .test B¢ dac hiéu tuong doi > 99,6%
nguyén Dengue NS1 Do chinh xac >99,3%

Céc chét khong giy phan g chéo voi:

hCG, HbsAg, HIV, HCV, HAV, H.pylori, RF, Syphilis, AFP, PSA, Tropoini I, YF-
RDT, JE-RDT, Malaria P. falciparum, Malaria P. vivax

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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718

Khay thir xét nghiém
dinh tinh khang thé
IgM khang
Enterovirus 71

Test

Hop 20
khay thur

Cong cu xét nghiém mién dich sic ky nhanh giita hai 16p khang thé nhim phat
hién dinh tinh khang thé 16p IgM khang lai virus Enterovirus 71 (EV71) trong méau
toan phan, huyét thanh hodc huyét trong & ngudi. Bo cong cu dugc thiét ké dé xét
nghiém sang loc va hd trg chan doan nhiém EV71.

Do nhay, do dac hiéu:

Puoc so sanh véi phuong phap PCR

D6 nhay tuong dbi > 97%

Do dic hiéu tuong ddi > 99%

D4 chinh xac > 99%

Khong gay phan tng chéo véi:

HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, anti-Syphilis, anti-HIV, anti-H.pylori,
HCV, anti-CMYV, anti-Rubella, anti-Toxoplasma, IM heterophile antibodies

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

719

Mycoplasma
pneumoniae IgG

A

Hop

96
test/hop

Dung dé xét nghiém dinh tinh khang thé IgG khang Mycoplasmae pneumoniae
trong huyét thanh hodc huyét tvong nguoi (citrate, heparin).

- Thanh phén:

+ Microtiterplate

+ Pém pha lodng mau IgG

+ Dung dich dung phan tng: 1 chai chira 15 ml sulphuric acid, 0.2 mol/l;
+ Pém rira

+ Lién hop

+ Dung dich nén TMB

+ Vat liéu kiém soat dwong tinh

+ Vat ligu kiém soat Cut-off

+ Vat liéu kiém soat am tinh

- Do dic hiéu > 97%

- b6 nhay: 100%

- Tong thoi gian G: 105 + 5 phut

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

720

Mycoplasma
pneumoniae IgM

96
test’/hop

Dung dé xac dinh dinh tinh cac khang thé 16p IgM khang lai Mycoplasma
pneumoniae trong huyét thanh hoic huyét twong ngudi (citrate, heparin)
- Thanh phan:

+ Microtiterplate

+Pém pha lodng mau IgM

+ Dung dich dung phan tg: 1 chai chtra 15 mL axit sulfuric, 0,2 mol /L
+ Dém rura

+ Lién hop

+ Dung dich nén TMB

+ Vit liéu kiém soat duong tinh

+ Vit liéu kiém soét Cut-off

+ Vit lidu kiém soat 4m tinh

- Do dac hiéu > 99.2%

-bg§ nhay: 100%

-Tdng thoi gian t: 105 £ 5 phut

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
B0 xét nghiém dé phat hién DNA cua Candida albicans, C. glabrata, C. krusei, C.
parapsilosis, C. tropicalis, C. auris va Candida spp. tir mau phét c6 tir cung-am
dao, mau phét niéu dao, mau phét tryc trang, mau phét da, huyét twong, huyét
thanh, mau nudi cdy, mau phan, mau (xtr Iy bing EDTA) bang phuong phap Real-
time PCR
+ Két qua phat hién trén 4 kénh mau:
- Candida 1 Real time mix: C. albicans(FAM), C. glabrata (HEX/JOE), C. krusei
(Cy5), IC gen beta globin (ROX)
B0 xét nghiém dé - Candida 2 Real time mix: C. parapsilosis(FAM), C. tropicalis(HEX/JOE), C.
phat hién DNA cua auris (Cy5), Candida spp.(ROX)
Candida albicans, C. + Gi6i han phat hién: 5.1 - 15 copies/phan tng
721 glabrata, C. krusei, Test 100 Test |+ Do dac hiéu > 98.3%
C. parapsilosis, C. + D6 nhay > 99.1%
tropicalis, C. auris va + Do chinh xac > 98.7%
Candida spp Thanh phan cung cip (100 test/ bo):
+ Candida 1 Real time mix: 4 x 375 pL
+ Candida 2 Real time mix: 4 x 375 pL
+ PC Candida 1: 2 x 100 uL.
+ PC Candida 2: 2 x 100 uLL
+1IC: 8 x 125 uL
Pat chirg nhan CE hoac FDA
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Bo thudc thir Real-time PCR dinh tinh Enterovirus.
- Loai mau bénh phém: dich ndo tuy, mau toan phén, mau phan, miu nudc.
- Tinh nang k¥ thuat:
+ Do nhay: 1000 copies/ml; P déc hi¢u: 100%;
B6 xét nghiém dinh .| + Gen muc tiéu: 5’UTR
722 tinh Entégrovirus Test S0 testbo - Thanh phan:
+ PCR-mix-1 Enterovirus: 1 x 0.6 ml
+ PCR-mix-2-FRT: 1 x 0.3 ml
Chtrng nhan: CE IVD
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
- Bo thudc thir Real-time PCR dinh tinh Enterovirus-71 (EV71).
- Loai mau bénh phém: dich ndo tuy, mau toan phﬁn, mau phét, mau mo, mau
phan, miu nude.
- Tinh nang k¥ thuét:
. n e + Do nhay: 1000 copies/ml;
723 B0 xét nghiém dinh Test 50 test/bd |- Thanh phan:

tinh Enterovirus-71

+ RT-G-mix-2: 1 x 0.015 ml

+ RT-PCR-mix-1-FRT EV71: 1 x 0.6 ml
+ RT-PCR-mix-2-FRT: 1 x 0.3 ml

Dat tiéu chuin ISO 13485: 2016

Chung nhan: CE IVD

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

724

B0 xét nghi€ém dinh
tinh Pneumocystis
jirovecii (carinii)

Test

50 test/bo

“- B thudc thir Real-time PCR phat hién dinh tinh Pneumocystis jirovecii (carinii)
tir mau dom, dich rira phé quan/khi quan, mau mé, mau phét.
+ C6 chimg am tach chiét cing v6i chimg duong va chimg am khuéch dai kiém
soat quy trinh
+ Do nhay: 200 copies/ml
+ Chtng ndi noi sinh gen B-globin
- Thanh phén:
+ PCR-mix-1 Pneumocystis jirovecii (carinii)/Glob: 1 x 0.6 ml
+ PCR-buffer-FRT: 1 x 0.3 ml
Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong

725

B xét nghiém dinh
luong DNA virus
viém gan B

test

Hop 10
test

Hoa chit xét nghiém sir dung dé dinh lwong DNA ciia Virus Viém gan B (HBV)
- Tich hop tbi thiéu 2 chit chimng trong by hoa chit xét nghiém.

- Tich hgp tach chiét mau tu dong trong bd hoa chét xét nghiém

- Vung gene dich: HBV DNA genotypes A-H

- Loai miu: tdi thiéu gdm huyét thanh hodc huyét trong c6 chit chéng dong EDTA
- Thoi gian tra két qua: tdi da < 60 phit

- Dai tuyén tinh: ti thiéu < 10 TU/mL, t6i da > 1,000,000,000 IU/mL

- Gidi han dinh lugng dudi: 10 [U/ml

- Bg dac hi¢u: 100%

- Pat tiéu chuan ISO 13485: 2016

Hoac tuong duong.

726

B0 xét nghiém dinh
luong RNA virus
viém gan C

test

Hop 10
test

- Tich hop chét ching trong bd hoa chit xét nghiém PCR.

- Tich hop tach chiét mau tw dong trong b hoa chat xét nghiém.

- Vung gene dich: HCV RNA genotypes 1-6

- Loai mau: i thiéu gdbm méu huyét thanh hodc huyét twong c6 chit chong dong
EDTA

- Thoi gian tra két qua: tdi da < 105 phut

- Dai tuyén tinh: t5i thiéu < 10 TU/mL, t&i da > 100,000,000 TU/mL

- Gidi han dinh lugng < 10 IU/ml

- Do dac hiéu: 100%

- Hoa chét xét nghiém st dung dé dinh lwgng nhanh RNA cua Virus Viém gan C
(HCV)

- Pat tiéu chuén ISO 13485: 2016

Hodc tuong duong.

727

Hoa chét xét nghiém
sinh hoc phéan tir
dinh lugng virus
HIV-1

test

10
Test/hop

- Hoa chét xét nghiém duoc st dung dé dinh luong RNA cua virus HIV-1.

- Tich hop chét chimg ndi trong bd hoa chét xét nghiém PCR

- Tich hop tach chiét mau ty dong trong bd hoa chit xét nghiém.

- Ving gene dich: bao gdm trong viing LTR va b4 sung POL (gen polymerase)
- Loai mau: tdi thiéu gdm mau huyét twong c6 chit chong dong EDTA

- Thoi gian tra két qua: ti da < 95 phut

- Dai dong: tdi thiéu < 40 cp/ml, tdi da > 10,000,000 cp/ml

- b6 déc hiéu: 100%

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong.




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . :
dong goi
- Tich hop chét ching trong bd hoa chat xét nghiém PCR dé kiém soat qua trinh
phan tng
- Vung gene dich: rpoB gene; [S6110 & 1S1081
- Loai mau: tdi thiéu gdm mau dom hodc can dom
- Thoi gian tra két qua:
+ A < , X A ’
Kit xét nghiém vi 10 t(} da<70 phl}t cho mr;lu am tmh’
728 Khuan lao khane RIF test Test/hé + t01 da < 80 phut cho mau duong tinh
& P 1_ Do nhay: t6i thiéu > 99 %
- Do dac higu: téi thiéu > 95%
- Hoa chét xét nghiém sir dung dé phat hién dong thoi DNA cua vi khuan lao va vi
khuan lao khang Rifampicin.
- Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong.
Thanh phan gom:
Dune dich kidm tra - 8 chai, mdi chai chtra 1.3 mL huyét thanh mau chtng dya trén huyét thanh nguoi,
% ) \ khong c6 phan tmg véi khang thé IgG khang HEV; dém TRIS; chét bao quan.
chat luong xét N R . Ao
o X Nong d6 IgG khang HEV: xap xi 0.11 U/mL
nghiém mién dich R 16x 1.3 .. . B x , N I ..
729 . R Hop - 8 chai, moi chai chtra 1.3 mL huyét thanh mau ching dya trén huyét thanh nguoi,
Anti-HEV IgG trén ml 1. e 2 f R £ s .
mév midn dich dién c6 phan g véi khang thé IgG khang HEV; d€m TRIS; chat bao quan.
AR, Noéng do IgG khang HEV: xép xi 0.375 U/mL
phat quang Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
. .2 Thudc thir dung dé kiém tra chat luong xét
Dung dich kiém tra o X x , £ s x FE £
chit lrone xét nghiém mién dich, mau chirng huyét thanh san sang dé sir dung lay tir huyet thanh
nehiém rﬁié%l dich 16x 1.0 nguoi & ca khoang ndng d 4m va duong.
730 s " Hop ™ |MAu chimg duoc ding dé kiém tra d6 chinh x4c cua xét nghiém mién dich
Anti-HEV IgM trén ml .
mév min dich dién Anti-HEV IgM.
e Pat tiéu chun ISO 13485: 2016
phat quang Hodc tuong duong
B0 hoa chit rira sir Thanh phan gom:
dung - Natri citrate dihydrate, 0.1% methyl-4 hydroxybenzoate
trén may tach chiét . Pat tiéu chuan ISO 13485: 2016
73 va Binh 4200 ml Chung nhan: CE IVD
Real Time PCR tu Hodc tuong duong
dong
Thanh phan gdm:
e s A - B kit bao gém 3 hop cassette (mdi hop gém 6 hop thude thir) va 12 6ng Cac hat
73y [Bokittachchietacid | o o001 thuy tinh tir tinh

nucleic tong

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L. :
dong goi
Thanh phan gom:
- Khay 1:
+ Ngén chua 1: 160 ml ; < 6 M Guanidine hydrochloride, < 50 % EtOH, < 30 mM
Tris HCI; dung dé loai tap chét.
B6 thude thir duoc + Ngéan chira 2: 80 ml, < 6 M Guanidine hydrochloride, < 50 % EtOH, <30 mM
sir dung két hop voi Tris HCI, dung dé loai tap chat
hé + Ngan chura 3: 80 ml, < 6 M Guanidine thiocyanate, < 30 % Triton X-100, < 60
théng tach chiét mM Tris HC, dung dé ly giai té bao/vi rat va gin két acid nucleic
733 |hoan toan ty dongdé | Hop | 576 Test |- Khay 2:
phan 1ap va tach chiét + Ngin chtra 1: trng
acid nucleic toan + Ngin chtra 2: 15 ml; 2 % Proteinase K, 50 % Glycerol; dung dé phan cit protein.
phﬁn + Ngan chura 3: 80 ml, < 60 mM dém Tris-HCI, dung dé rua giai acid nucleic
(DNA/RNA) + Ngan chtra 4: 160 ml, <20 mM dém Na-acetate, dung dé loai tap chét
Dat tiéu chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
- 2 chai, mdi chai chtira mot thé tich kha dung 1a 36 mL
Chét pha loing miu - Thén%l phan: Hc:)r} hop protein; Shét bao ~quéln E 0'1; %. L -
734 |cho xét nghiém mién Hop 5 x 36 ml Muc .CEICh: D:IQC st dung nhu chat pha lodng mau két hgp voi thuoc thir xét nghiém
dich i ; Pat tiéu chuan ISO 13485: 2016
i Chtng nhan: CE IVD
Hoac tuong duong
Chimg 4m kiém soét ThanhA’ phan gom: e . . s e ., i ,
xét nghiém (Human - I;Iuye’t tuong ngu’0’,1 binh Athuor*ng, khong c6 phan tng V/Gl cacxxet ’nghlc_am khanig
immunodeficiency thé khang HCV, khang thé khang HIV-1/2, HBsAg, khang thé khfmg HBc ; khong
. . phat hién RNA HIV-1, RNA HIV-2, RNA HCV va DNA HBV bang cac phuong
735 |virus), HCV Hop 16 x 1 ml ,
(Hepatitis C virus) phdp PCR. 5 0.1%
L Dat tiéu chuan ISO 13485: 2016
HBV (Hepatitis B <
. Hodc tuong duong
virus)
Hop 8 xét
Chimg dwong kiém nghiém |Thanh phan du ding cho 8 xét nghiém gom:
soat xét nghiém HIV (gdbm 8 |- Vatli¢u kiém soat dwong tinh nong d6 thap HBV/HCV/HIV-1 Low Positive
(Human chai ndng |Control (HBV/HCV/HIV-1 L(+)C): 5.2 mL (8 x 0.65 mL)
736 immunodeficiency Hop dd thap x |- Vat lidu kiém soat duong tinh nong d6 cao HBV/HCV/HIV-1 High Positive
virus), HCV : 0.65ml [Control (HBV/HCV/HIV-1 H(+)C): 5.2 mL (8 x 0.65 mL)
(Hepatitis C virus), va 8 chai [Pat tiéu chuén ISO 13485: 2016
HBV (Hepatitis B ndéng 46 |Hoic twong duong
virus) cao x 0.65
ml)
Thanh phan gom:
Cup va tip dung hut 48 x (84 |- Cup, tip nhua; hop gidy
mau, kiém tra chat tip + 84 |Tén suét thay thé: Phu thudc vao tong s6 lugng test hoan thanh boi phong xét
737  |lugng, va chit chuan Hop clp) + 8 [nghiém. Thiét bi giir toi da 12 mang, tuong tg t6i da 1.008 test.
cho xét nghiém mién hop gidy |Dat tiéu chuan ISO 13485: 2016.
dich thai  |Chung nhan: CE IVD
Hodc tuong duong
Pau con hut bénh Thanh phan gom: Dau tip pipet duoc sir dung lam phu kién cho may tach chiét va
738 phépl cho May tach s 16 x 96 |Real Time PQR tu dong.
chiét va Real Time P cai Dat tiéu chuan ISO 13485: 2016
PCR tu don Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
739 Dau tip pipet may Hop 8 x 480 |[Pau tip pipe'gte sir dung cho hé thdng tach chiét acid nucleic hoan toan tu dong.
tach chiét i Tips [Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
5 L 2 Thanh phan gom :
740 zlc?lccliltirgtsjgapnh;r; Hop 60 Cai Khay chtra sg’m pham sir dung mot 1an cho hé thdng tach chiét ty dong.
, % i Dat tiéu chuan ISO 13485: 2016
tach chiet -
Hoac tuong duong
Thanh phan gom:
bia phan Ung dung - Pia phan tmg ding cho May tach chiét va Real Time PCR ty dong
741 |cho May tach chiét Hop 32dia |- Chét lidu: nhya
va Real Time PCR Dat tiéu chuan ISO 13485: 2016
tu dong Hoac tuong duong
Thanh phan gom:
Dia xir ly mau dung - Pia xir Iy mau dugc sir dung lam phu kién cho may tach chiét va Real Time PCR
742 |tach chiét cho May Hop 32 dia |tw dong
tach chiét va Real Dat tiéu chuan ISO 13485: 2016
Time PCR tu dong Hodc tuong duong
Dung cu d& dau tip 48 ? i d o The‘mh p hé:m %ém.: PO
bing nhua diing trén A dau tip [-48 gia do dflu tip 50 dung cu bam 10
743 Lo Hop 50 dung |Dat tiéu chuéan ISO 13485: 2016
may tach chiét tu z -
dong cu bam [Hodc tuong duong
j 16/ Hop
Thanh phan gdm:
Dung dich hé théng - KOH: 176 mmol/L; chat tdy: < 1%
744 |rtra dién cuc xét Hop 2x2L |Dattiéu chuan ISO 13485: 2016.
nghiém mién dich Chung nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 5 chai, mdi chai chira 1.3 mL huyét thanh chimg HBsAg (ngudi) trong huyét
thanh nguoi; dém, pH 6.5; chét bao quan.
Khoéng gia tri dich dinh lugng: khoang 3.75 IU/mL
+5 chai, mdi chai chira 1.3 mL huyét thanh chimg
Dqu dich kiém 15% 13 HBsAg (ngudi) trong huyét thanh ngudi; dém, pH 6.5; chit bao quén.
745  [chuan xét nghiém Hop ml "~ |Khoang giéNtri dich dinh luong: kho%ing 90 IU/mL
HBsAg + 5 chai, moi chai chtra 1.3 mL huyét thanh chung
HBsAg (ngudi) trong huyét thanh ngudi; dém, pH 6.5; chit bao quén.
Khoéng gia tri dich dinh lugng: khoang 90 IU/mL.
Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodac tuong duong
L Thanh phan gom:
Eﬁiﬂ:ﬁ:giﬁic}l -KOH 176 11}rn01/L (twong tng v6i pH 13.2); chit tiy < 1 %
746 cita méy xét nghiém Hop |12 x 70 ml{Dat tiéu chuan ISO 13485: 2016.
X g j Chung nhan: CE IVD
mién dich -
Hodc tuong duong
Thanh phan gom:
Hat bi tir tinh st dung - Hat thuy tinh tir tinh, d€m Tris, 0.1% methyl-4 hydroxybenzoate, < 0.1% natri
747 trO?g xét nghiém Hop 480 ,)iét azide' A .
chan nghiém |Dat ti€u chuan ISO 13485: 2016

doan y khoa

Chung nhan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 8 chai, mdi chai chira 1.0 mL huyét thanh ching
Hoa chat kiém chuan Huyét thanh ngudi, am tinh v6i khang thé IgM khang HBc; chat bao quan.
xét nghiém Anti- + 8 chai, mdi chai chira 1.0 mL huyét thanh ching
HBc IgM (Hepatitis R Khang thé IgM khang HBc (nguoi) > 130 U/mL (don vi Vién Paul-Ehrlich) trong
748 Hop 16 x 1 ml A .. o, K
B Core huyét thanh nguoi; chat bao quan.
Immunoglobulin M Gia tri dich cho chi s6 ngudng: khoang 2.50
Antibody) Pat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 8 chai, mdi chai chira 1.3 mL huyét thanh ching:
Huyét thanh ngudi, am tinh v6i khang thé khang HBs; chét bao quan.
Hoa chat kiém chuan Khoéang ndng d¢ dich cho khang thé khang HBs: < 5 TU/L
xé? nghiém khang 16x 13 + 8 chai, 1}16i chai chira 1.3 mL huyét thanh chimg: ’ ’
749  |thé khang HBsAg Hop : "~ |Khang thé khang HBs (nguoi) khoang 100 IU/L trong huyét thanh nguoi; chat bao
(Hepatitis B surface m quan.
antigen) Khoéang ndng d¢ dich cho khang thé khang HBs: 60-150 TU/L
Pat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gom:
+ 2 chai, mdi chai 2 mL huyét thanh chimg 1: Huyét thanh nguoi, khong phan tng
v6i EBV IgM va EBV VCA IgG; chét bao quan.
Hoa chat kiém soat + 2 chai, mdi chai 2 mL huyét thanh chimg 2: Huyét thanh ngudi, phan tmg voi
xét nghiém khang EBV IgM; chit bao quan.
thé khang EBV EBV IgM: c6 phan g
750 (Epstein-Barr virus) Hop 6x2 ml EBV YCA £gG: Khéng co gifl tri dich. ' . o B
IgM +2 chai, moi chai 2 mL huyét thanh chirng 3: Huyét thanh ngudi, phan ing voi
(Immunoglobulin EBV VCA IgG; chat bao quan.
M)/VCA (Viral EBYV IgM: Khong c6 gia tri dich.
capsid antigens) EBV VCA IgG: c6 phan ting
Pat tiéu chuin ISO 13485: 2016.
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 8 chai, mdi chai chtra 0.67 mL huyét thanh chimg
Héa chét kidm tra Huyét than}; .ngu(‘).ri, ér’n tinh véi khén% thé IgM @éng HAV; chét bao quan.
chit Iwong xét ) 16 x 0.67 + 8rcha1, ?101 chai ’chua 0.67 mL ?gyet tkjanh chung . o
751 nghiém mién dich Hop ml llj(éhoaz§ {;[:e IgM khang HAV (nguoi) khoang 3 U/mL) trong huyét thanh nguoi; chat
HAVIgM Pat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
, £ - Chai 20 ml chura hoa chat san sang dé ly giai vi khuan, <5 % Laurylsarcosine, <
752 Eza ::;tl Zli:f‘ hol pep | 20ml 200 mM Tris-HCI, < I M Na-citrate
Y Pat tiéu chudn ISO 13485: 2016
Hodc tuong duong
. z e Thanh phan gom:
Hoa chatly giai st - 43% (w/w) guanidine thiocyanate, 5% (w/v) polydocanol, 2% (w/v)
dung . o . ) .
753 |trong xét nghiém Hop 4 binh x dlthl(.)EhI‘eltOE, dihydro natri citrate.
. 875 ml [Pat ti€u chuan ISO 13485: 2016

chan
doan y khoa

Chtng nhan: CE IVD
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Hoa chat pha lodng Thanh phan gom:
mau sir dung trén Abinhx |° bém Tris, 0.1% methyl-4 hydroxybenzoate, < 0.1% natri azide
754  |may tach chiét va Hop 275 ml Pat tiéu chuan ISO 13485: 2016
Real Time PCR tu Chung nhan: CE IVD
dong Hodc tuong duong
Hoa chat tién xir 1y Thanh phan gom:
% a , Y . - <6 M Urea, <1 M Na-Citrat, < 100 mM NacCl, < 500 mM K2HPO4/ KH2PO4
755 |mau md cho tach Hop 100 ml . 2
X Pat tiéu chuan ISO 13485: 2016
chiét DNA <
Hoac tuong duong
Thanh phan gom:
Khay xtr ly mau - Khay xir Iy mau dung cho May tach chiét va Real Time PCR tu dong
756  |dung cho May tach Hop 48 Test |- Chat liéu: nhya
chiét va Real Time Dat tiéu chuan ISO 13485: 2016
PCR ty dong Hoac tuong duong
Khay xir Iy mau sir Thanh phan gom:
757 dung cho hé thong Ho s6cai | Gia xur ly mau dung mot lan, sir dung trén hé thdng tach chiét tw dong.
tach chiét hoan toan P Pat tiéu chuan ISO 13485: 2016
tur dong Hodac tuong duong
Thanh phéan gom:
Ak Dich rira kim hat sau mdi budc hut va la dém rtra cho tach chiét DNA va acid
Nudc rua hé thong R .,
758 téch chiét Hop 5500 ml |nucleic vi rut.
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 10 mL: HBsAg (ad/ay) ngudi/tai to hop danh dau biotin, > 0.5 mg/L; dém
Que thu/Khay thir xét MES 85 mmol/L, pH 6.5; chét bao quan.
nghiém khang thé R + 1 chai, 8 mL: HBsAg (ad/ay) ngudi/tai t6 hop, danh dau phtic hop ruthenium >
759 lihang Hop | 100Test 1 5 o/1; dém MES 85
HBs mmol/L, pH 6.5; chit bao quén.
Pat tiéu chuin ISO 13485: 2016
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 1 chai, 6.4 mL: Vi hat phis streptavidin 0.72 mg/mL; chét bao quan.
o + 1 chai, 7.2 mL: Hai khang thé don dong khang HBsAg danh dau biotin (chudt) >
Thudc thur xét R £ 1 .
nohiém dinh luon 0.5 mg/L; d¢m phosphate 100 mmol/L, pH 7.5; chat bao quan.
giein Cinh Wong ) + 1 chai, 6.3 mL: Khang thé don dong khang HBsAg (chuét), khang thé da dong
760 |HBsAg (Hepatitis B Hop 100 Test , . , < X ) R
. , khang HBsAg (ctru) danh dau phtc hop ruthenium > 1.5 mg/L; dém phosphate
surface antigen) may L2 .
16n 100 mmol/L, pH 8.0; chat bao quan.
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
. + i : i kha & C ac hié i ot) > 0.
Thude thir xét 1 chali 8 mL: Hai khang the don dong dac hl?u kvhang FIBsAg (chuot) > 0.5
nghiém dinh Trong mg/L; dém phosphate 100 mmol/L, pH 7.5; chat bao quan.
v o ¥ + . . 7 A \ ’ A ’ A \
761 |HBsAg (Hepatitis B Hép 100 Test 1 chai, 7 mL: Khang thé don dong khang HBsAg (chudt), khang thé da dong

surface antigen) may
nho

khang HBsAg (ctru) danh ddu phtrc hop ruthenium > 1.5 mg/L; dém phosphate
100 mmol/L, pH 8.0; chit bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan gom:
+ Thubc thtr tién xir 1y, 1 chai, 9.1 mL: Kali hydroxide, pH 13.
+ 1 chai, 16.0 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 chai, 11.1 mL: Khang thé 15 khang HCV da biotin hoa; dém TRIS, pH 7.0;
Thubc thir xét chit bao quan.
nghiém dinh tinh + 1 chai, 12.0 mL: Khang thé 13i khang HCV danh du phirc hop ruthenium; dém
khang nguyén 13i TRIS, pH 7.0; chit bao quén.

762 |cua HCV (Hepatitis Hop 300 Test [+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

C virus) va khang + 1 chai, 21.9 mL: Khang nguyén dic hi¢u HCV da biotin héa; d¢m HEPES, pH
thé khang HCV 7.4; chat bao quan.
(Hepatitis C virus) + 1 chai, 18.8 mL: Khang nguyén dic hiéu HCV danh dau phirc hop ruthenium;

dém HEPES, pH 7.4; chét bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

Thanh phan gom:

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

+ 1 chai, 10 mL: Thudc thtr tién xtr Iy mau: Khang thé khang Fdy ngudi (ctru) >
Thudc thir xét 0.05 mg/mL; dém phosphate 100 mmol/L, pH 7.4; chit bao quan.

763 nghiém Qinh tinh Hop 100 Test + 1 chai, 10 mL: Khang thé don dong khéng’IgM ngudi danh diu biotin (chudt) >
khang thé IgM khang i 600 ng/mL; HBcAg (E. coli, DNA), danh dau phtrc hop ruthenium > 200 ng/mL;
HBcAg dém phosphate 100 mmol/L, pH 7.4; chét bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

Thanh phan du dung cho 192 xét nghiém gom:

+ 22.3 mL, Dung dich Proteinase: Pém Tris, < 0.05% EDTA, calci chloride, calci

acetate, 8% proteinase.

+21.2 mL, Chuan dinh lugng DNA: Pém Tris, < 0.05% EDTA, < 0.001% ciu triic

DNA khong HBV chira doan mdi gin két khong HBV va mot viing duy nhét cho
Thube thir xét doan do (DNA khong phiém), 0.092% Poly rA RNA (tong 1}()’[)), < 0.1% natri azide
nghiém do tai luong +21.2mL, Dém rira giai: BPém Tris, 0.2% methyl-4 hydroxibenzoate:

764 ; L Hop 192 Test [+ 7.5 mL, Thuoc thtr 1: Mangan acetate, kali hydroxide, < 0.1% natri azide:
\}]Iil?u\sl)(HeanUS B +9.7 mL, Thudc thtr 2: Dém Tricine, kali acetate, 18% dimethyl sulfoxide,

glycerol, < 0.1% Tween 20, EDTA, <0.12% dATP, dCTP, dGTP, dUTP, < 0.01%
cac doan mdi xudi va mdi nguoc HBV, <0.01% cac doan moi xudi va mdi nguoc
Pat tiéu chuin ISO 13485: 2016

Chung nhan: CE IVD

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

765

Thubc thir xét
nghiém do tai luong
HCV (Hepatitis C
virus)

192 Test

Thanh phéan du ding cho 192 xét nghiém gom:

+ 22.3mL, Dung dich Proteinase: BDém Tris, < 0.05% EDTA, calci chloride, calci
acetate, 8% (w/v) proteinase

+21.2 mL, Chuan dinh luong RNA: BDém Tris, < 0.05% EDTA, < 0.001% ciu
tric RNA armored khong lién quan dén HCV chira cac vung trinh ty déc hiéu cho
doan mdi va doan do (RNA khong nhidm trong thuc khudn thé MS2), < 0.1% natri
azide

+21.2 mL, Bém rtra giai: Bém Tris, 0.2% methyl-4 hydroxybenzoate

+ 7.5 mL, Thudc thir 1: Mangan acetate, kali hydroxide, < 0.1% natri azide

+ 9.7 mL, Thudc thir 2: Bém Tricine, kali acetate, 18% dimethyl sulfoxide,
glycerol, < 0.1% Tween 20, EDTA, < 0.12% dATP, dCTP, dGTP va dUTP, <
0.01% cac doan mdi xudi va mdi nguoc HCV, < 0.01% cac doan mdi xudi va mdi
nguoc

Dat tiéu chuin ISO 13485: 2016

Chung nhan: CE IVD

Hoac tuong duong

766

Thubc thir xét
nghiém do tai luong
HIV (Human
immunodeficiency
virus)

A

Hop

192 Test

Thanh phan di dung cho 192 xét nghiém goém:

+ 22.3 mL, Dung dich Proteinase: Pém Tris, < 0.05% EDTA, calci chloride, calci
acetate, 8% (w/v) proteinase

+21.2 mL, Chuan dinh lugng RNA: Dém Tris, < 0.05% EDTA, < 0.001% cau tric
RNA dugc dong goi vé khong thude vé HIV chira cac vung trinh ty dac hiéu cho
doan mdi va doan mau do (RNA khong nhiém trong thuc khuan thé MS2), < 0.1%
natri azide

+21.2 mL, Bém rura giai: Bém Tris, 0.2% methyl-4 hydroxybenzoate

+7.5 mL, Thudc thir 1: Mangan acetate, kali hydroxide, < 0.1% natri azide

+9.7 mL, Thudc thtr 2: Dém Tricine, kali acetate, 18% dimethyl sulfoxide,
glycerol, < 0.1% Tween 20, EDTA, < 0.12% dATP, dCTP, dGTP, dUTP, < 0.01%
cac doan mdi xudi va mdi nguoc HIV, < 0.01% cac doan moi xudi va mi nguoc
Pat tiéu chuin ISO 13485: 2016

Chtrng nhan: CE IVD

Hodc tuwong duong

767

Thude thir xét
nghi¢ém HBeAg
(Hepatitis B e
antigen) may 16n

Hop

300 Test

Thanh phan gdm:

+ 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.

+ 1 chai, 21.0 mL: Khang thé don dong khang HBeAg danh dau biotin (chudt) >
0.8 mg/L; d¢m TRIS 50 mmol/L, pH 7.4; chét bao quan.

+ 1 chai, 14.8 mL: Khang thé don dong khang HBeAg (chudt) danh dau phirc hop
ruthenium > 0.3 mg/L; dém TRIS 50 mmol/L, pH 7.4; chat bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

768

Thubc thir xét
nghiém HBeAg
(Hepatitis B e
antigen) may nho

100 Test

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chit bao quan.

+ 1 chai, 12 mL: Khéng thé don dong khang HBeAg danh dau biotin (chudt) > 0.8
mg/L; d&m TRIS 50 mmol/L, pH 7.4, chét bao quan.

+ 1 chai, 12 mL: Khéng thé don dong khang HBeAg (chudt) danh d4u phirc hop
ruthenium > 0.3 mg/L; dém TRIS 50 mmol/L, pH 7.4; chit bao quan.

Dat tiéu chuén ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
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 khéng thé don dong khang HBsAg danh dau biotin (chudt)
Thubc thir xét > 0.5 mg/L; dém phosphate 100 mmol/L, pH 7.5; chét bao quén.

769 nghiém HBsAg Hop 300 Test + 1 chai, 13.9 mL: Khang thé don dong khang HBsAg (chudt), khang thé da dong
(Hepatitis B surface i khang HBsAg (ctru) danh dau phtic hop ruthenium > 1.5 mg/L; dém phosphate
antigen) may lon 100 mmol/L, pH 8.0; chit bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.

+ 1 chai, 8 mL: Hai khang thé don dong dic hiéu khang HBsAg (chudt) > 0.5
Thubc thir xét mg/L; dém phosphate 100 mmol/L, pH 7.5; chat bao quan.

770 nghiém HBsAg Hop 100 Test + 1 chai, 7 mL: Khang thé dcyn dong khang HBsAg (chudt), khang thé da dong
(Hepatitis B surface i khang HBsAg (ctru) danh dau phitic hop ruthenium > 1.5 mg/L; dém phosphate
antigen) may nho 100 mmol/L, pH 8.0; chit bao quan.

Pat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodac tuong duong

Thanh phan:

+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; cht bao quan.

+ 1 chai, 4 mL: Bém MES 50 mmol/L, pH 5.5; 1.5% Nonylphenol, ethoxylate hoa;

chét bao quan

A + 1 chai, 7 mL: Khang thé don dong danh déu biotin khang p24 (chudt), khang
Thudc thur xét Y . P . . f £
nghiém khang nguyén Eal tf)AhQ‘p danh dau biotin dac En@u HIV-1/2 (E. coli), peptide danh dau
Y 2 biotin dac hi¢u HIV-1/2 > 1.3 mg/L; d&m

771 |reuyenvakhingthe | o 00 Test |TRIS 50 mmol/L, pH 7.5: chét bio quan.

HIV (Human . , X \ . a A . A
immunodeficiency + .1 Shal, 7 I}lLZ .Ifhang thé don dqng klvlangAp24 ant1b0d1c?s (ChPQt)i khang: nguyén
virus) tai t6 hop dac hiéu HIV-1/2, peptide dac hi¢u HIV-1/2 danh dau bang phtrc hop

ruthenium > 1.5 mg/L; dém TRIS

50 mmol/L, pH 7.5; chét bao quan.

Dat tiéu chuén ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

Thanh phan gom:
Thube thir xét +1 cha%, 14.1 mL: Vi hat phl:l streptavidin 0.72 mg/mL; chat bao quén.’ o
nghiém khing + 1 chai, 14.8 mL: Khang thé don dong khang HIV p24 (chudt) danh dau biotin
nguyén va khang thé khoang 0.75 mg/L; dém MES 50 mmol/L, pH 6.5; chat bao quan. ’

772 khang HIV (Human Hop 300 Test [+ 1 chai, 14.8 mL: Khang thé don dong khang p24 (chudt) danh fiéu phuc hop
immunodeficiency ruthe'nium kl}oéng 0.75 mg/L; dém MES 50 mmol/L, pH 6.5; chat bao quan.
virus) Pat tiéu chuan ISO 13485: 2016.

CEIVD

Hodc tuong duong

Thanh phan gom:

+ 1 chai, 16 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.

Lo, + 1 chai, 18.8 mL: Thudc thir tién xtr Iy miu: Khang thé khang Fdy ngudi (ctru) >
Thuoc thur xét R 21 \
nghiém Khéng th i 0.05 mg/mL; dém pho?phate; 100 mt‘nol/L, pH 7.4; chat ‘b'ao’quan; o )
Anti—'HBc ToM + 1 chai, 18.8 mL: Khang thé don dong khang ’IgM nguoi danh dau biotin (chudt)
773 Hop 300 Test (> 600 ng/mL; HBcAg (E. coli, rtDNA), danh dau phirc hop ruthenium > 200

(Hepatitis B Core
Immunoglobulin M
Antibody)

ng/mL; dém phosphate 100 mmol/L, pH 7.4;
chit bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 13.2 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
Thude thir xét +A1 chai, 16.7 mL: HBsAg (ad/ay)Kngqu(‘ri/téqi t6 hop danh dau biotin, > 0.5 mg/L;
nghiém Khéng th i A dém MES 85 mmol/L, pH 6.5; chat ba(3 'qu,a'm.A ’ . ’ .

774 Anti;HBs (Hepatitis Hop 300 Test [+ 1 chai, 15.8 mL: HBsAg (ad/ay) nguoi/tai torh(_yp, danh dau phtc hgp ruthenium

B surface antigen) > 0.3 mg/L; giém MES 85 mmol/L, pH 6.5; chat bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

Thanh phan gom:
Thube thir xét +1 cha?, 6.5 mL: Vi hat phu streptav.idin 0.72 mg/rnL; chét jbéo q.ué}n. .
nghiém khang thé + 1 chai, 7 mL: Khang nguyén dac hi¢u EBV-’dénh dau biotin (tai t6 hop, E. coli) >
1eG j 1000 pg/L; d¢m MES 50 mmol/L, pH 6.5; chat béq quan. ’

775 (Immunoglobulin G) Hop 100 Test [+ 1 chai, 8 mL: Khang nguyén dac hi¢u EBV-(tai t6 hop, E. colri) danh dau phuc
khing EBV hop r.utheniufn > 1000 pg/L; dém MES 50 mmol/L, pH 6.5; chat bao quan.
(Epstein-Barr virus) Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gdm:
A + 1 chai, 6.5 mL: Vi hat phi streptavidin 0.72 mg/mL; chét bao quan.
Thudc thur xét . A , 2 \ . . Aope s
nghiém Khéng thé +1 C}lal, 9 mL: Phan ?0@111 khang thé don dong khang P-IgM daqnh dau biotin
IoM (chudt) > 500 pg/L, d¢m MES 50 mmol/L, pH 6.5 ;qchat bao quan. ,

776 . Hop 100 Test |+ 1 chai, 9 mL: Khang nguyén dac hi¢u EBV (tai td hop, E. coli) danh dau phuc
(Immunoglobulin . R X 1 .

M) khang EBV hop rllithemu;m > 50 pg/L; d&m MES 50 mmol/L, pH 5.8; chat bao quan.
(Epstein-Barr virus) Pat tiéu chuan ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

Thanh phan gdm:

+ 1 chai, 6.5 mL: Vi hat phii streptavidin 0.72 mg/mL; chét bao quan.

+ 1 chai, 5 mL: 1,4-dithiothreitol 110 mmol/L; dém citrate 50 mmol/L.
Thubc thir xét + 1 chai, 8 mL: HBcAg (E. coli, DNA) > 25 ng/mL; dém phosphate 100 mmol/L,
nghiém khéang thé pH 7.4; chét bio quan.

777 |khang HBcAg Hop 100 Test |+ 1 chai, 8 mL: Khang thé don dong khang HBc danh déu biotin (chudt) 700
(Hepatitis B core ng/mL; khang thé don dong khang HBc (chudt) danh ddu phirc hop ruthenium 200
antigen) ng/mL; dém phosphate 100 mmol/L, pH 7.4; chét bao quan.

Dat tiéu chuén ISO 13485: 2016.

Chtng nhan: CE IVD

Hodc tuong duong

Thanh phan gom:

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

+ 1 chai, 21.9 mL: HBeAg (E. coli, tDNA) > 7 ng/mL; dém HEPESb) 36 mmol/L,
Thubc thir xét pH 7.4; chit bao quan.
nghiém khang thé + 1 chai, 13.9 mL: Khang thé don dong khang HBe danh dau biotin (chudt) > 0.8

778 |khang HBeAg Hop 300 Test |mg/L; khang thé don dong khang HBe (chudt) danh dau phirc hop ruthenium > 0.2

(Hepatitis B e
antigen) may 16n

mg/L; d&m HEPES 36 mmol/L,
pH 7.4; chit bao quéan.

Dat tiéu chuin ISO 13485: 2016.
Chung nhan: CE 1VD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.
+ 1 chai, 12 mL: HBeAg (E. coli, TDNA) > 7 ng/mL; dém HEPESb) 36 mmol/L,
Thubc thir xét pH 7.4; chit bao quan.
nghiém khang thé + 1 chai, 12 mL: Khang thé don dong khang -HBe danh dau biotin (chudt) > 0.8
779 |khang HBeAg Hop 100 Test |mg/L; khang thé don dong khang -HBe (chudt) danh dau phirc hop ruthenium >
(Hepatitis B e 0.2 mg/L; d¢ém HEPES 36 mmol/L,
antigen) may nho pH 7.4; chit bao quan.
Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
Lo + 1 chai, 14.8 mL: Khang nguyén dic hiéu HCV danh dau biotin, d&m HEPES, pH
Thudc thir xét o, i
n , 2 7.4; chat bao quan.
nghiém khang thé . . i NP , ; i .
780 , Hop 300 Test [+ 1 chai, 14.8 mL: Khang nguyén déc hi¢éu HCV danh dau phuc hop ruthenium >
khang HCV R X 12 .
(Hepatitis C virus) 0.3 mg/L, de;;n HEPES, pH 7.4; chat bao quan.
Pat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodac tuong duong
Thanh phan gom:
+ 1 chai, 12 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
Thubc thir xét + 1 chai, 18 mL: Khéng nguyén ddc hiéu HCV- di biotin héa, chit dém HEPES,
nghiém khang thé pH 7.4; chit bao quan.
781  |khang HCV Hop 200 Test |+ 1 chai, 18 mL: Khang nguyén dic hiéu HCV danh dau phirc hop ruthenium > 0.3
(Hepatitis C virus) mg/L, chit dém HEPES, pH 7.4; chét bao quan.
may 16n Pat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.
Thubc thir xét + 1 chai, 18 mL: Khang nguyén dac hiéu HCV- da biotin hda, chit dém HEPES,
nghiém khang thé pH 7.4; chit bao quan.
782  |khang HCV Hop 100 Test |+ 1 chai, 18 mL: Khang nguyén dic hiéu HCV danh déu phirc hop ruthenium > 0.3
(Hepatitis C virus) mg/L, chit dém HEPES, pH 7.4; chét bao quan.
may nho Pat tiéu chuan ISO 13485: 2016
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
Thube thir xét + 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quén.
A + 1 chai, 10.0 mL: Khéang thé don dong khang PIVKA-II danh dau biotin (tho) 1.2
nghi¢m PIVKA-II N X1z .
(Protein induced by ) mg/L; d§m phosphate 4%0 mmf)l/L, pH 6.5; c’hat bao quan. o . ,
783 Hop 100 Test |+ 1 chai, 10.0 mL: Khéng thé don dong khang PIVKA-II (thd) danh dau phuc hop

vitamin K absence or
antagonist -II) may
nho

ruthenium 2.0 mg/L; dém phosphate 40 mmol/L, pH 6.5; chit bao quéan
Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 14.1 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quén.
+ 1 Anti-HBsAg-Ab~biotin, 1 chai, 15.8 mL: 2 khang thé don dong dic hiéu
khéang HBsAg (chudt) > 0.5 mg/L; dém phosphate 100 mmol/L, pH 7.5; chét bao
quan.
Thubc thir xét + Anti-HBsAg-Ab~Ru(bpy) , 1 chai, 13.9 mL: Khang thé don dong khang HBsAg
nghiém xac nhan sy (chu6t), khang thé da dong khang HBsAg (ctru) danh déu phirc hop ruthenium >

784  |hién di¢én HBsAg Hop 300 Test |1.5 mg/L; dém phosphate 100 mmol/L, pH 8.0; chét bao quan.

(Hepatitis B surface + 1 chai, 5.0 mL: Anti-HBsAg (ctru) > 500000 IU/L trong huyét thanh ciru; dém
antigen) MES 85 mmol/L, pH 6.5; chét bao quan.

+ 1 chai, 5.0 mL: Huyét thanh ctru 4m tinh anti-HBsAg; d¢m MES 80 mmol/L, pH

6.5; chit bao quan.

Dat tiéu chuén ISO 13485: 2016.

Chung nhan: CE IVD

Hoac tuong duong

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phii streptavidin 0.72 mg/mL; cht bao quan.
Thubc thir xét + 1 chai, 9 mL: Khang nguyén dic hiéu CMV danh d4u biotin (tai t6 hop, E. coli),
nghiém > 400 pug/L, d&m MES 50 mmol/L, pH 6.5; chat bao quan.

785  |khang thé IgG khang Hop 100 Test |+ 1 chai, 9 mL: Khang nguyén dic hiéu CMV (tai t6 hop, E. coli) danh dau phirc
Cytomegalovirus hop ruthenium > 400 pg/L; dém MES 50 mmol/L, pH 6.5; chit bao quan. Dat tiéu
(CMV) chudn ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuong duong

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
Thude thit xét + 1 chai, 9 mL: Khing nguyén dc hiéu T. gondii dénh qéu biotin (t4i t6 hop, E.
nghiém coli), >.400 pg/L, dém TRIS 50 mm(?l/L, pH 75, ché}t ‘E)éo quan. . ’

786 khén;g thé IeG khang Hop 100 Test [+ 1 chai, 9 mL: Khéng nguyén dac hi¢u T. gondii (tai to hop, E. 0011,) danh dau
Toxoplasma phtrc hop rutqhemum > 400 pg/L; dém TRIS 50 mmol/L, pH 7.5; chat bdo quan.

Pat ti€u chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodc tuong duong

Thanh phan:

+ 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
Thudc thir xét + 1 chai, 9 mL: Khang thé don dong khang IgM ngudi danh dau biotin (chudt) >
nghiém 500 pg/L; dém MES 50 mmol/L, pH 6.5; chit bao quan.

787  |khang thé IgM khang Hop 100 Test |+ 1 chai, 9 mL: Khang nguyén dic hiéu CMV (tai t6 hop, E. coli) danh dau phirc
Cytomegalovirus hop ruthenium > 50 pg/L; d&ém MES 50 mmol/L, pH 5.5; chit bao quéan. Pat tiéu
(CMV) chuan ISO 13485: 2016

Chung nhan: CE IVD
Hodc tuong duong
Thanh phén:
+ 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chét bao quan.
Thube thir xét + 1 chaiA, 9 mL: Khang nguyén Toxoplasﬁmandémhndéu phtrc hop ruthenium > 1
nghiém mg/L; dsm MES 59 mmo}/L, pH‘6.0; cl{at bao quan.‘ o o A
788 khémé thé IgM khéng Hop 100 Test |+ 1 chai, 9 mL: Khang thé don dong khang IgM nguoi danh dau biotin (chudt) >
500 pg/L; dém HEPESc) 50 mmol/L, pH 7.2; chat bao quan.
Toxoplasma

Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.
+ 1 chai, 10 mL: HAV Ag (canh céy té bao) 28 U/mL (don vi Roche); dém TRIS
Thubc thir xét 20 mmol/L, pH 7.2; chat bao quan.
nghiém + 1 chai, 9 mL: Khang thé don dong khang HAV danh dau biotin (chudt) 0.25

789  |khang thé khang Hop 100 Test |ug/mL; khang thé don dong khang HAV (chudt) danh du phirc hop ruthenium
HAYV (Hepatitis A 0.65 pg/mL; dém TRIS 20 mmol/L, pH 7.2;
virus) chat bao quan.

Dat tiéu chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hoac tuong duong

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quén.
Thubc thir xét + 1 chai, 9 mL: Khang nguyén dic hiéu HSV-1 danh dau biotin (tai t6 hop, E.
nghiém coli), > 150 pg/L, dém MES 50 mmol/L, pH 6.5; chét bao quén.

790  |khang thé khang Hop 100 Test |+ 1 chai, 9 mL: Khang nguyén dic hiéu HSV-1 (tai t6 hop, E. coli) ddnh dau phirc
HSV-1 hop ruthenium > 150 pg/L; dém MES 50 mmol/L, pH 6.5; chit bao quan. Dat tiéu
(Herpes Simplex) chuan ISO 13485: 2016

Chtng nhan: CE IVD

Hodac tuong duong

Thanh phan gom:

+ 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
Thudc thir xét + 1 chai, 9 mL: Khang nguyén dic hiéu HSV-2 danh diu biotin (tai t6 hop, E.
nghiém coli), > 150 pg/L, dém MES 50 mmol/L, pH 6.5; chit bao quan.

791  |khang thé khang Hop 100 Test |+ 1 chai, 9 mL: Khang nguyén dic hiéu HSV-2 (tai t6 hop, E. coli) danh du phirc
HSV-2 hop ruthenium > 150 pg/L; d¢m MES 50 mmol/L, pH 6.5; chét bao quan. Pat tiéu
(Herpes Simplex) chudn ISO 13485: 2016

Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
Thuée thr, chét hicu -1 cha?, 6.5 mL: V’i hat phﬁAStrewptaYiAdin 0.72 n?g/mI:; chét péo ﬂuéin. .
X, o - 1 chai, 9 mL: Khang nguyén dac hi¢u CMV danh dau biotin (tai to hop, E. coli),
chuan xét nghiém R £ 12 .

792  |dinh tinh 4i lyc cua Hép 100 Test > 400 " gL, dem N,[ES >0 nlAmolfL, p}{ 6.5; chat’l.aaxo quan. s z ,
khang thé IeG khang - 1 chai, 9 @L: Khang nguyenA dac hiéu CMV (tai to hop, E. cczh) fianh flau phtrc
CMV hop ruthemu}n > 400 pg/L; dém MES 50 mmol/L, pH 6.5; chat bao quan.

Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Xét nghiém mién dich dinh tinh 4i luc ciia khang thé IgG khang Toxoplasma
Thube thr, chét hicu gor}dii tro?g h}lyé't thanh va huyét trong ngudi.
chuan xét nghiém Thanh Phan gorr.l: . , o A1 .
793 |dinh tinh i lye cia Hép 100 Test | 1 chai, 6.5 mL: Vi hat phu Streptavidin 0.72 mg/mL; chat bao quan.

khang thé IgG khang
Toxoplasma gondii

- 1 chai, 9 mL: Khang nguyén dic hiéu T. gondii danh d4u biotin (tai t6 hop, E.
coli), > 400 pg/L, d&&m TRIS 50 mmol/L, pH 7.5; chit bao quéan

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:

Thudc thir, chét hiéu + 1 chai, 12.4 mL: Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
chuén xét nghiém + 1 chai, 6.3 mL: 1,4-dithiothreitol 110 mmol/L; dém citrate 50 mmol/L.
dinh tinh khang thé + 1 chai, 15.8 mL: HBcAg (E. coli, rDNA) > 25 ng/mL; d&m phosphate 100
IgG mmol/L, pH 7.4; chit bao quén.

794 (Immunoglobulin G) Hop 300 Test + 1 chai, 15.8 mIT: Khéng thé don dong khang HBc dén’h dau biotin (chudt) 700
va IgM i ng/mL; khang thé don dong khang HBc (chudt) danh dau phtrc hop ruthenium 200
(Immunoglobulin ng/mL; dém phosphate 100 mmol/L,

M) khéng HBcAg pH 7.4; chit bao quan.
(Hepatitis B core Dat tiéu chuan ISO 13485: 2016.
antigen) Chung nhan: CE IVD
Hoac tuong duong
Thanh phén:
Vat lidu kidm sodt + 8 chai, m’(:)i chai chtra 1.0 mL mau chiing huyét 7
L , thanh Huyét thanh ngudi, duong tinh yéu vai khang thé IgG khang CMV (khoang
chat luong xét A 1on .
a e 1.5 U/mL); chat bao quan.
nghiém dinh lugng . 16x1.0 . x. . x , £

795 khang thé 1gG khng Hop ml + 8 chai, moi chai chua .1.0 mL mau chupg huyet q
Cytomegalovirus thanh Huy(jit thanh ggu’(‘ﬂ, deong tinb v6i khang the 1gG khang CMV (khoang 25
(CMV) U/mL); chat bao quan. Pat ti€u chuan ISO 13485: 2016

Chung nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
Vit liéu kiém soat + 8 chai, mdi chai chira 1.0 mL huyét thanh ching
chat luong xét Huyét thanh ngudi, am tinh v6i khang thé IgM khang CMV; chét bao quén.

796 nghiém d}nh luong Hop 16x1.0 |+8 c'hai, mdi chai chira 1.0 mL huyét thanh gh&ng
khang thé IgM khang i ml Huyét thanh nguoi, duong tinh véi khang thé IgM khang CMV, dém HEPES, pH
Cytomegalovirus 7.4; albumin bo; chit bao quan.

(CMV) Dat tiéu chuan ISO 13485: 2016.

Hodac tuong duong

Thanh phan gdm:

- 3 chai, mdi chai chira 2.0 mL mau chimg huyét thanh
Vit liéu kiém soat Huyét thanh nguoi, duong tinh v6i khang thé Toxo IgG, i luc thap (avidity <
x¢ét nghiém dinh tinh 70%); chét bao quan.

797 |ai luc cua khang thé Hop 6x2ml |-3 chai, mdi chai chtra 2.0 mL miu chung huyét thanh
IgG khéng Huyét thanh nguoi, duong tinh v6i khang thé Toxo IgG, 4i luc cao (avidity >
Toxoplasma gondii 80%); chat bao quan.

Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Thanh phan gom:
- 3 chai, mdi chai chira 1.0 mL mau chimg huyét thanh
Vat licu kidm sodt Huyét tlrl'anh nguoi, duong Ktinhﬂ voi lfhéng thé CMV IgG, 4i luc thap (khoang 4.0
, a1, U/mL; ai luc < 45.0%); chat bao quan.
xét nghiém dinh tinh R . X .o, x , £

798 4i Irc khang thé oG Hop 6x1ml [-3 ClAlal, moi cha{ f:hua 1.0 r’nL m’a'u ch'ung h?yet thanh B 7

khang CMV Huyét thanh nguoi, duong tinh véi khang the CMV IgG, ai luc cao (khoang 25.0

U/mL; ai Iy > 55.0%); chat bao quan.
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Thanh phan gom:
+ 8 chai, mdi chai chira 1.3 mL huyét thanh ching
Huyét thanh ngudi, am tinh voi HBeAg; chit bao quan.
Vit lidu kiém soat Khoéng gi6i han dich cho chi sb ngudng: 0-0.5
799 xét nghiém HBeAg Ho 16 x 1.3 |+ 8 chai, mdi chai chtra 1.3 mL huyét thanh chimg
(Hepatitis B e °P ml HBeAg (E. coli, IDNA) khoang 2.5 IU/mL trong dém HEPESa), pH 7.4; chét bao
antigen) quan.
Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 8 chai, mdi chai chtra 1.3 mL huyét thanh chimg
Vit lidu kidm sodt Huyc?t tha.n’h' ngum’, am tinh \iolAHlefg; chat bao quan.
, i Khoang gidi han dich cho chi s6 ngudng: 0.0-0.80
xét nghiém HBsAg R 16x1.3 X 4. o, £ ,
800 (Hepatitis B surface Hop ml + 8 chai, moi chai chtta 1.3 mL huyét thanh chiing
N t.p n) S HBsAg (ngudi) khoang 0.2 TU/mL trong huyét thanh nguoi; chit bao quan.
anuge Pat tiéu chuén 1SO 13485: 2016
Chung nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
FURTUN , + 5 chai, mdi chai chtra 2.0 mL méu chimg duoc tao ra tir huyét thanh nguoi, 4m
Vat liéu kiém soat , s X112 \ L1 ,
, n , tinh v6i khang thé khang HCV va HCV-core-Ag; chat bao quan.
xét nghiém khang .. .o, x , , iy 2
~ 1m: + 5 chai, moi chai chtta 1.0 mL mau chiing duong tinh v6i HCV-core-Ag (tai to
nguyén 16i cua HCV 10x 1.0 . R 2 \
.\ ) R hop) trong dung dich dém; chat bao quan.
801 |(Hepatitis C virus) Hop ml, 5 x Lk L, x , , £ "
i, 214, + 5 chai, moi chai chtta 1.0 mL mau chirng dugc tao ra tir huyé€t thanh nguoi,
va khang thé khang 2.0 ml , 1 P £ \
HCV (Hepatitis C duong tinh v6i khang thé khang HCV; chat bao quan.
virs) P Pat tiéu chuén SO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 2 chai, mdi chai 2.0 mL huyét thanh chtng
Vit liéu kiém soat Huyét thanh nguoi, 4m tinh v6i HIV (khang nguyén va khang thé); chét bao quan.
xét nghiém khang + 2 chai, mdi chai 2.0 mL huyét thanh chiing
202 nguyén va khang thé Ho 6x2.0ml Huyét thanh nguoi, duong tinh v6i khang thé khang HIV; chit bao quan.
khang HIV (Human °P ' + 2 chai, mdi chai 2.0 mL huyét thanh chiing
immunodeficiency Khéang nguyén HIV p24 (E. coli, IDNA) trong huyét thanh ngudi; cht bao quéan.
virus) Dat tiéu chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 8 chai, mdi chai chtra 1.3 mL huyét thanh ching
Vat licu kidm sodt Huyc?t tha'n’h. ngucn’, am tinh \{01Akhan<~g theé khang HBc; chat bao quan.
, A , Khoéng gidi han dich cho chi s6 ngudng: 1.15-3.4
xét nghiém khang X 4. o, £ ,
P . 16 x 1.3 |+ 8 chai, moi chai chira 1.3 mL huyét thanh chiing
803 |thé khang HBcAg Hop ml Khéng thé khang HBc (nguoi) khoang 1 U/mL trong huyét thanh nguoi; chat bao
(Hepatitis B core quin & & & g gy UL
antigen) Pat tiéu chuén ISO 13485: 2016.
Chung nhan: CE IVD
Hodc tuong duong
V’a ! 11¢u. }< rem 5,103t Dung dé kiém tra chat lugng xét nghiém mién dich Elecsys Anti-HBe trén may
xét nghiém khang A s . A X
204 |thé khéne HBeA Ho 16 x 1.3 [phén tich xét nghiém mién dich.
cxhang “EeAg op ml [Pt tiéu chun ISO 13485: 2016.

(Hepatitis B e
antigen)

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phan gom:
+ 8 chai, mdi chai chtra 1.3 mL méu chimg huyét thanh
Vat licu kidm sodt Huy(jét tha.n’h' ngu(‘ri’, am tinh \ié'iAkhéng thé khang HCV; chit bao quén.
, x , Khoang gidi han dich cho chi so ngudng: 0-0.3
805 Xe;[ ngl’nem khing Hop 16x 1.3 1, 8 chai, mbi chai chira 1.3 mL miu ching huyét thanh
thé khang HCV ml , N £ A, ,
(Hepatitis C virus) Khan'gA HCVR(ngu’(n) trong huyét thanh nguoi; chat bao quan.
Pat ti€u chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
PR , Thanh phan gom:
V’at hcu. }( 1em' soatA - 8 chai, mdi chai chtra 1.3 mL huyét thanh chirng HBsAg (nguoi) khoang 0.2
xét nghiém xac nhan z i, \
806 |su hién dién HBsAg Hop 2x 13 ml IU/m.I: trong;huyet thanh nguoi; chat bao quan.
(Hepéltitis .B surface j Pat ti€u chuan ISO 13485: 2016.
antigen) Chtng nhan: CE IVD
Hoac tuong duong
Thanh phan gom:
+ 8 chai, mdi chai chtra 1.0 mL méu chimg huyét thanh
Huyét thanh ngudi, am tinh dén dwong tinh thip v6i khang thé IgG khang Rubella
Vit lidu kiém soat xét (khoang 4 TU/mL); chit bao quan.
207 nghiém khang thé Hop 16x 1 ml + 8 chai, mf)i chai chira 1.0 mL miu ching huyét q
IgG khang i thanh Huyét thanh nguoi, duong tinh véi khang thé IgG khang Rubella (khoang 75
Rubella [U/mL); chét bao quan.
Dat tiéu chuén ISO 13485: 2016.
Chung nhan: CE IVD
Hoac tuong duong
Thanh phan:
+ 8 chai, mdi chai chira 1.0 mL huyét thanh ching Huyét thanh ngudi, 4m tinh dén
Vit licu kiém sodt xét duong t.inh zéu V(:Yi kl}éng thé IgG kl}éng Toxo gkhoéng ;1 IU/mL); cf‘lafit bao qué’n.
hidm khine thé + 8 chai, moi chai chira 1.0 mL huyét thanh chiing Hu}fet thanh nguoi, duong tinh
808 ;lgG l;hén £ Hop 16 x 1 ml |véi khang the IgG khang Toxo (khoang 50 IU/mL); chat bao quan.
]igoxoplasrgn ) Pat tiéu chun ISO 13485: 2016
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gdm:
+ 4 chai, mdi chai chira 1.0 mL huyét thanh chtng
Vit liu kidm sodt xét Huyét than}; .ngu(‘)'ri, ér’n tinh véi khérA’lg thé Ruberlla IgM; chét bao quan.
A , 2 + 4 chai, moi chai chtra 1.0 mL huyét thanh chung
gog [nghiém khing the Hop | 8x1ml |Huyét thanh nguoi, duong tinh voi khang thé IgM khang Rubella khoang 550
IgM khang . x ‘A £ 12 ,
Rubella U/mL (don vi Roche dugc lua chon ngau nhién); chat bao quan.
DPat ti€u chuan ISO 13485: 2016.
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan:
+ 8 chai, mdi chai chtra 0.67 mL mau chiig huyét thanh Huyét thanh ngudi, am
Vit liéu kiém soat xét tinh véi khang thé IgM khang Toxo; chat bao quén.
210 nghiém khang thé Hop 16 x 0.67 |+ 8 chai, mdi chai chira 0.67 mL mau chtng huyét thanh Huyét thanh nguoi,
IgM khang : ml duong tinh véi khang thé IgM khang Toxo khoang 125 U/mL; chat bdo quan.
Toxoplasma Pat tiéu chuan ISO 13485: 2016

Chung nhan: CE IVD
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Thanh phén:
+ 8 chai, mdi chai chira 1.3 mL miu chimg huyét thanh
Vit liéu kiém sodt xét Huyét th.anh:rglguc‘roi, én} tinh voi khimg th’é khéngAHAV; chat bao quan.
nghiém khang thé A 16x 13 + 8 chal,;mm’chal chua 1.3 TI'IL rna? chung huyét thanh . L
811 khang HAV Hop ml Khoang thé khang HAV (nguoi) khoang 110 IU/L trong huyét thanh nguoi; chat bao
(Hepatitis A virus) quan. 2
Pat ti€u chuan ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phéan gom;
+ 2 chai, mdi chai 3.0 mL miu chtng huyét thanh
Vat licu kidm sodt xét I;;layrft thanh ngudi, am tinh véi khang thé HSV-1 IgG va HSV-2 IgG; chat bao
<12 Eﬁz;im khing the Hop | 4x3.0m[F 2 chai mdi chai 3.0 mL méu chitng huyét thanh ’
HSV (Herpes i Hu}lét thanh nguoi, duong tinh véi khang the HSV-1 1gG va HSV-2 IgG; chat bao
. quan.
Simplex) Pat tiéu chun ISO 13485: 2016
Chung nhan: CE IVD
Hoac tuong duong
Thanh phén:
+ 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 IgG ngudi danh du biotin (chudt),
Xét nghiém dinh hat tu@g tw RubellaA (RLP), dér’n phogphate, pH 6.8,; chét bao qué’n. .
i i N . + 1 chai, 10 mL: Phan doan khang thé don dong khang Rubella danh dau
813 [tinh khang thé IgG Hop 100 Test . o2 , . . R , ) . R
khang vi rit Rubella ruthenium, E1 tai to h(gp dqanh dyau biotin, E1 tai t6 hgp danh dau ruthenium, d€m
phosphate, pH 6.8; chat bao quan.
Dat tiéu chuan ISO 13485: 2016
Chtng nhan: CE IVD
Hodc tuong duong
Thanh phan:
+ 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 IgM ngudi danh diu biotin (chudt) >
, o 500 ng/mL, cac hat twong tu Rubella (RLP) khoang 0.1 U/mL; dém natri
Xét nghiém dinh i 1a .
814 |tinh khang thé IgM Hop | 100 Test [PhosPhate pH 7.7; chat bao quan. : .
Khang vi rit Rubella : + 1 chai, 10 mL: Khang thé khang Rube}la danh dau phuc hop ruthenium > 400
ng/mL; dém natri phosphate pH 7.7; chat bao quan.
Pat tiéu chuin ISO 13485: 2016
Chtrng nhan: CE IVD
Hodc tuong duong
Thanh phan gom:
+ 1 chai, 6.5 mL: Vi hat phi Streptavidin 0.72 mg/mL; chat bao quan.
+ 1 chai, 10 mL: Khang thé don dong khang HAV (chuét) danh du phirc hop
Xét nghiém dinh ruthenium 0.15 pg/mL; khang t?é kﬂhéngﬂde nguoi (ctru) 0.04 mg/mL; dém
tinh khang thé TeM ) HEPES.SO mmol/L, PH 7.%; chat l?ao quatn. o L )
815 Hop 100 Test |+ 1 chai, 10 mL: Khang thé don dong khang IgM nguoi danh dau biotin (chudt)

khang vi rut viém
gan A

0.4 pg/mL; khang nguyén HAV (canh cdy té bao), 25 U/mL; dém HEPES 50
mmol/L, pH 7.2; chét bao quan.

Dat tiéu chuan ISO 13485: 2016.

Chtng nhan: CE IVD

Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan gom:
- 1 chai, 6.5 mL: Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
Xét nghiém dung dé - 1 chai, 8 mL: HEVAg téi t6 hop danh dau biotin (kiéu gen 1, kiéu gen 3) > 0.14
phat hién khang thé mg/L; Dung dich dém TRIS 50 mmol/L, pH 7.2; chét bao quan.
816 IgG Hop 100 Test |- 1 chai, 8 mL: HEVAg tai t hop (kiéu gen 1, kiéu gen 3), duoc danh dau phirc
khang vi rat viém hop ruthenium, > 0.14 mg/L; Dung dich dém TRIS 50 mmol/L, pH 7.2; chét bao
gan E (HEV) quan.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan gom:
- 1 chai, 14.1 mL: Vi hat phii streptavidin 0.72 mg/mL; chét bao quan.
Xét nghiém phat - 1 chai, 19.7 mL: Khang nguyén viém gan E danh dau phirc hop ruthenium > 0.1
g7 |nién khang thé IgM Hop | 300 Test ug/mL; dém HEPES 50 mmol/L, pH 7.2; chét bao quan. ,
khang vi rat viém i - 1 chai, 19.7 mL: Khang thé don dong khang h-IgM (chudt) danh dau biotin > 700
gan E (HEV) may 16n ng/mL; dém HEPES 50 mmol/L, pH 7.2, Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan gom:
Xét nghiém phit -1 cha?, 6.5 mL: Vi hellt phu str?pta.VAidin 0.72 rr}g/mLA; Chét, bao quan. .
hién khang thé IgM - 1 chai, lAO.O mL: Khang nguyén viém gan E dfmhq dau ?hu’c hop ruthenium > 0.1
218 khang vi rit viém Hop 100 Test ug/mL% dém HEPESb,) 50 mxmol/L,‘pH 7.2’; chat bao quan; , o
, - 1 chai, 10.0 mL: Khang thé don dong khang h-IgM (chuét) danh dau biotin > 700
gan B (HEV ) méy ng/mL; dém HEPES 50 mmol/L, pH 7.2, chét bio quan.
o Pat tiéu chudn 1SO 13485: 2016
Hoac tuong duong
Xét nghiém ban dinh lwong dé phat hién khang thé IgG Clonorchis, trong mau
huyét thanh hodc huyét twong bang ki thuat xét nghiém ELISA
Thanh phan gom:
Giéng phu khang nguyén Clonorchis - 96 giéng thu.
Enzyme lién hgp: protein A lién hop vdi Peroxidase
Chung duong: huyét thanh tho duong tinh da duoc pha loing
Chung am: huyét thanh ngudi di duoc pha lodng
B xét nghiém ban Co chét: Tetramethylbenzidine
219 dinh lugng khang thé Hop 96 Dung dich rira dam: dacdung dich dém dam dac va chét hoat dong bé mat
IgG khang i test/hop |Pém pha loadng: dung dich protein dém
Clonorchis Dung dich dirng: acid Phosphoric 1M.

Loai mau: Huyét thanh pha lodng ti 1& 1:100.
Tbong thoi gian u: 50 phut

Nhiét d6 u: nhiét d6 phong

Do nhay : 100%

Do dac hiéu >92%

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
Xét nghiém ban dinh lugng dé phat hién khang thé IgG Gnathostoma trong mau
huyét thanh, huyét tvong ngudi.
Thanh phén:
Thanh giéng: Vi giéng chtra khéng nguyén ti t6 hgp Gnathostoma — 96 giéng thir
A A1, trong mot khung git.
B.O xet nghle;m, ban 2 Enzyme lién hop, chung duong, chung am, co chét, dung dich rira dam dac, dém
dinh lugng khang thé R 96 ~ . . N
820 19G khang Hop test/hop pha loan, dung dich dung phan ting
Gnathostoma " |Loai mau: Huyét thanh pha loang ti 1€ 1:100.
Thoi gian u: 50 phut
Do nhay > 93%
Do déc hiéu: 100%
bat chung nhan CE hoiac FDA
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Xét nghiém ban dinh lugng dé phat hién khang thé IgG Paragonimus trong huyét
thanh hodc huyét twong ngudi bang ky thuét Elisa
Thanh phan:
Giéng phu khang nguyén Paragonimus - 96 giéng thir.
Enzyme lién hgp: protein A lién hop vdi Peroxidase
Chung duong: huyét thanh tho duong tinh da dugc pha loing
B6 xét nghiém bén Chl'm% am: huyét thanh ngU{(‘xi da duoc pha loang
dinh hrong khang thé A 96 Co chat. Tetr“ame:[hylbvenmdme . S ) o
821 ’ ) Hop . |Dung dich rita dam dac: dung dich dém dam dic va chat hoat dong bé mat
IgG khéng test/hop | . ~ .  en
Paragonimus bém pha loa‘ng: dugg dich prote.m dém
Dung dich dung: acid Phosphoric 1M.
Loai mau: Huyét thanh pha lodng ti 1& 1:100.
Tdng thoi gian : 50 phut
b6 nhay > 95%
b6 dac hiéu: 100%
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Xét nghiém ban dinh lugng dé phat hién khang thé IgM cua Trichinella, trong mau
huyét thanh hodc huyét trong bang k¥ thuat xét nghiém ELISA
Thanh phan gdm:
Khay vi giéng: 96 giéng
Enzyme lién hop: anti-human IgM (chudi mu) lién hgp voi Peroxidase
B0 xét nghiém ban Chl,mg (Aiuong
dinh lugng khang thé gp  |Chungam »
822 ) i Hop . |Co chat:Tetramethylbenzidine
IgM khang test’/hop N
Trichinella Dung dich rira dam dac
bém pha loang: dung dich protein dém.
Dung dich dung: acid Phosphoric 1 M.
Loai miu: Huyét thanh pha lodng ti 1& 1:100.
Tong thoi gian : 50 phit
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Khang thé IgG ngudi dugce xir li tir huyét thanh ctru hodc dé, bao
quén trong Sodium Azide < 0,1%. Pugc ding dé loai bo cac yéu té dang thap RF
823 |Yéu t6 khir thip Chai 120 ml/chai IgM trong huyét thanh, huyét tuong hodc dich ndo tuy (CSF), x4c dinh sy hién

dién ctia khang thé IgM dic hiéu trong cic xét nghiém mién dich gian tiép.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Hoa chat ding cho
may xét nghiém sinh -Bj kit real-time PCR phat hién dong thoi cac tac nhan: H. influenzae,
hoc phan tir phat R S.pneumoniae, L. monocytogenes, N. meningitidis, GBS, E.coli K1
824 hiénpda tac nli)én vi Hop 100 Test - Iljoai mau bénh pham: giclgl nao tuy (CSF)g
khuédn gy viém Pat tiéu chuan ISO 13485: 2016
mang nio Hodc tuong duong
Hoa chat ding cho
may xét nghiém sinh - B9 kit real-time PCR phat hién déng thoi cac tac nhan: HSV1, VZV, CMV,
hoc phan tir phat . HHV7, HSV2, EBV, HHV6
825 hiénpda tac nlll)ﬁn Hop | 100Test | | i mau bénh pham: Dich nio tiy (CSF)
virus gdy viém mang Dat tiéu chuan ISO 13485: 2016
ndo nhéom 1 Hoac tuong duong
Hoa chat ding cho
may xét nghiém sinh - B kit real-time PCR phat hién dong thoi cac tic nhan: Parvovirus B19, Mumps
hoc phan tir phat . virus, Human parechovirus, AdV, HEV
826 hiénpda tac nlll)ﬁn Hop | 100 Test | | i miu bérI:h phdm: Dich nio iy (CSF)
virus gdy viém mang Dat tiéu chuan ISO 13485: 2016
ndo nhom 2 Hoac tuong duong
Hoa chat ding cho - B0 kit real-time PCR phat hién dong thoi cac dot bién gay khang thudc:
may xét nghiém sinh Enterobacteriaceae san xuét carbapenemase (CPE): KPC, VIM, NDM, IMP, OXA-
%27 h?f: ph,én tfl’ pl}flt ) Hop 100 Test 48;; Enterococci khang Vancomycin (VRE): vanA, vanB; Enterobacteriaceae san
hién cac dot bieén gay xuat ESBL (ESBLs): CTX-M
khang thubc cua - Loai mau bénh phém: Mau phét tryc trang, Khuén lac
CPE, VRE va ESBLs Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Hoa chat ding cho - B6 kit real-time PCR phat hién dong thoi cac tac nhan: M.pneumoniae,
may xét nghi€ém sinh C.pneumoniae, L.pneumoniae, S.pneumoniae, H.influenzae, B.pertussis,
hoc phan tir phat R B.parapertussis
828 hién da tac nhan vi Hop 100 Test - Loai mau bénh phém: Dich ngoay ty hau, Dich hat ty hau, Dich rira phé quan,
khuédn gay nhiém bom
trung duong ho hip Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Hoa chit dung cho
hmoiyp):;nntgélf}?; tsmh - B9 kit real-time PCR phat hién déng thoi cac tac nhan: Influenza A virus,
N , . N Influenza B virus, RSV A, RSV B, Flu A-HI, Flu A-H1 pdm09, Flu A-H3
829  [hi¢n da tac nhan Hop 100 Test e X 2 . ] N . , A L, '
virus gy nhidm - LoglAmau b;e;nh pham: Dich ngoay ty hau, Dich hut ty hau, Dich rira phé quan
. . X Pat ti€éu chuan ISO 13485: 2016
trung duong hd hap Hodic trong duong
nhém 1 j
Hoa chit dung cho
hmoacyp);e;nntgf]:;g tsmh - B0 kit real-time PCR phat hién déng thoi cac tac nhan: Adenovirus, Enterovirus,
, . R MPV, PIV1, PIV2, PIV3, PIV4
830 |hién da tac nhan Hop 100 Test D x A 2 . , N . , A S I
virus gy nhidm - LoglAmau b;e;nh pham: Dich ngoay ty hau, Dich hut ty hau, Dich rira phé quan
. . X Pat ti€éu chuan ISO 13485: 2016
trung duong hd hap Hodic trong duong
nhém 2 j
Hoa chat ding cho
hmoiyp);e;nntgg:;iz tsmh - Bo kit real-time PCR phat hién dong thoi cac tic nhan: Bocavirus, Rhinovirus,
831  |hién da tac nhan Hop | 100 Test |0V OC1: COVNLG3, CoV 229E

virus gy nhiém
trung duong ho hap
nhom 3

- Loai mau bénh pham: Dich ngody ty hau, Dich hut ty hau, Dich rira phé quan
Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Hoa chat ding cho
may xét nghiém sinh - B kit real-time PCR phat hién Lao va Lao khong dién hinh: MTB, Mycobacteria
832  |hoc phan tir phat Hop 100 Test |- Loai mau bénh phém: bom, Moi trudong nuoi céy, Dich rira phé quan, M6 tuoi
hién lao va lao Dat tiéu chuén ISO 13485: 2016
khong dién hinh Hodc tuong duong
Ho4 chét dung cing Al . Al A " ,
i 2, - B9 kit real-time PCR phat hién dong thoi gen RARP, N, S ciia SARS-CoV-2,
may PCR de xét ,
a RSV A/B, Cum A, B
nghiém virus SARS- R X an o . , N . A L, .
833 . , Hop 100 Test |- Mau dau vao dich hut ty hau, ngody ty hau, rira phé quan, nudc bot
CoV-2, virus cim A, , , , .
virus cim B. virus - Tich hgp ching duong, chung ndi IC
’ Dat tiéu chuan ISO 13485: 2016
RSV <
Hoac tuong duong
v A Thanh phén: khang thé CD3 clone SK7 gin mau FITC, khang thé CD4 clone SK3
B0 hoa chat mién D \ , 2 < \
. . gan mau PE, khang thé CD45 clone 2D1 gan mau PerCP
d!Ch huynh quang 3 X . 2, . X A o . A e A K1
mau Thuoc thtr str dung dé xac dinh so luong phan tram va so lugng tuyét doi t€ bao
834 CD3/CD4/CD45 cho Lo 50 Test l}impho T (CD3) va té bao lympho T ho trg (CD3/CD4) trong mau da ly giai hong
méy dém té bao cat. :
e Pat tiéu chuin ISO 13485: 2016
dong chay <
Hoac tuong duong
Thanh phan bao gdm cac thudc thir déng goi dang dung dich: CD3, clone SK7 gin
B6 héa chat mién mau FITC; CDS8, clone SK1 gén mau PE; CD45 clone 2D1 gén mau PerCP va
dich huynh quang 4 CD4, clone SK3 gin mau APC.
235 mau H6 50 Test St dung v&i lya chon thém 1a dng BD Trucount cho phép xac dinh phan trim va sb
CD3/CD8/CD45/CD P lwong tuyét d6i (cAn dng BD Trucount) cic té bao lympho T (CD3+) va cac phan
4 cho may dém té nhom cua né nhu T h trg (CD3+ CD4+), T trc ché/doc (CD3+CD8+)
bao dong chay Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Thanh phan bao gdm thudc thir BD BBL MycoPrep chira(cong thirc trén 1L nudc
tinh khiét): 20.0g NaOH, 14.5g Trisodium Citrate, mot éng thuy tinh c6 chira
N A exe a1 0.370 g NALC nim bén trong lo; va dém Phosphate BD BBL MycoPrep chira(
B0 phan giai va khur . R . . .
. L cong thirc trén 500mL nudce tinh khiét): 2.37g Disodium Phosphate, 2.27g
tap dung cho xt ly R 150 .
836 X 4 a 2 , Hop . |Monopotassium Phosphate.
mau bénh pham xét ml/chai x . 2 I A C
o . . |-Dung dé ly giai va khir nhiém cac mau bénh pham lam sang nghi ngo c6 chira vi
nghiém Mycobacteria 10 chai 2
khuan lao.
Pat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Thanh phan méi trudng trong chai: 30 mL nude da qua xir 1y,
Canh trudng Soybean-Casein Digest 3.0%, Cao nAm men 0.25%, Amino axit
Chai ciy mau phat 30ml/chai {0.05%, Puong 0.2%, Sodium Polyanetholsulfonate (SPS) 0.05%, Vitamins
837  |hién vi sinh vathiéu | Hop x50  |0.006%, Chat oxi hoa/ Khir 0.005%, Nonionic Adsorbing Resin 13,4%, Cationic
khi nguoi lon chai/hop |Exchange Resin 0.9%, c6 b sung thém CO2.

Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

838

Chai cay mau phat
hién vi sinh vat hicu
khi tré em

40ml/chai
x 50 chai

Thanh phan méi truong trong chai: 40 mL nudc di qua xi ly, Canh truong
Soybean-Casein Digest 2.75%, Cao ndm men 0.25%, Thanh phr?m M6 Pong vat
0.10%, Sodium Pyruvate 0.10%, Dextrose 0.06%, Sucrose 0.08%, Hemin
0.0005%, Menadione

0.00005%, Sodium Polyanetholsulfonate (SPS) 0.020%, Pyridoxal HCI (Vitamin
B6) 0.001%, Nonionic Adsorbing Resin 10.0%, Cationic Exchange Resin 0.6%, c6
bd sung thém CO2.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

839

Chai cdy mau phat
hién vi sinh vét ky
khi

40ml/chai
x 50
chai/hop

Thanh phan méi trudng trong chai: 40 mL nudc da qua xir Iy

Canh truong Soybean-Casein Digest 2.75% , Cao nam men 0.2%, Thanh phan M
Pong vat 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%, Chét chong
tao bot 0.01%, Sodium Polyanetholsulfonate (SPS) 0.035%, c6 b sung thém CO2
va N2.

Dat tiéu chuan ISO 13485: 2016

Hoac tuwong duong

840

Chai cay mau tim
nam va vi khuan lao

Thung

50 chai)

Thanh phan méi truong trong chai bao gdbm: 40mL nude da qua xir Iy, Canh
truong 7H9 Middlebrook khong chira mudi phosphate 0.07%, Brain Heart Infusion
0.5%, Casein Thuy phan 0.10%, Supplement H 0.10%, Inositol 0.005%, Glycerol
0.10%, Dextrose 0.1% Sodium Polyanetholsulfonate 0.025%, Polysorbate 80
0.0025%, Pyridoxal HCI1 0.0001%, Ferric Ammonium Citrate 0.01%, Potassium
Phosphate 0.024%, Saponin 0.24%, Chat chdng tao bot 0.01%, c6 bd sung thém
CO2 va 02.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

841

Dung dich chay may
phan tich dong chay
té bao

Thung

20L

Thanh phan: c6 Sodium fluoride; - C6 vai trd van chuyén cac phan tir qua cac day
dan chit 1ong ciia may xét nghiém té bao dong chay, huéng chiing dén tam cua
dong chay.

- C6 ham luong cac phan tir va kha niang tu phat huynh quang thap dé giam tic
nghén cac dy din chét 1ong va dam bao ty 1é tin hiéu huynh quang cao hon tin
hiéu nhiéu.

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

842

Dung dich ly giai

100
ml/Hop

Thanh phan c6 chira <50.0% diethylene glycol va <10.0% formaldehyde

Dung dé ly giai hong cau sau khi nhudém céc t& bao mau ngoai vi v6i khang thé gin
mau huynh quang

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

843

Hat bead cai dat va
kiém chuén may
phén tich dong chay
té bao

50 Test (1
lo 3ml)

Thanh phan: bao gdm ndng d6 bang nhau ciia 3 loai hat beads dugc phan theo mtc
d0 phat huynh quang: hat sang (light) kich thuéc 3-pm , hat c6 d6 sang trung binh
(mid) kich thudc 3-pm va hat mo (dim) kich thuée 2-pum trong dung dich PBS bd
sung BSA va natri azide trong lo nhd giot

Hat beads cho phép phin mém BD FACSDiva™ software (v6.x) tu dong xac dinh
cac dic tinh, theo ddi va bao cao két qua trén cac thiét bi phan tich dong chay té
bao duge hd tro.

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong

844

Hoa chat cai dat may
7 mau

25 test

Thanh phan: bao gdm 25 ti nhé dong goi riéng chira cac ong co hat bead va mot
chai dung dich pha loéng thé tich 40 mL chira sodium azideStr dung dé diéu chinh
dién thé cua cac bo thu tin hiéu, cai dat bu trir quang phé va theo doi hi€u nang
thiét bi phan tich dong chay té bao hang ngay.

Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan: Mdi dng chira 110pL chat chi thi huynh quang Tris 4, 7-diphenyl-
1,10-phenanthroline ruthenium chloride pentahydrate va 4 mL canh truong
Hoa chat ding cho Middlebrook 7H9 véi cong thirc trén mdi L nude cat: 5.9 g Canh trudng
845  |phat hién vi khuan Hop 100 6ng |Middlebrook 7H9 da diéu chinh; 1.25 g Casein Peptone.
lao - Dung dé phat hién va phuc hoi vi khuan lao.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phéan: Chira 15mL chét 1am giau Middlebrook OADC véi cong thirc trén
1L nude tinh khiét: 50.0g Bovine albumin, 20.0g Dextrose, 0.03g Catalase, 0.6g
846 Hop |6 chai/hop|Oleic axit.
Hoa chat hd tro ting Dat tiéu chuan ISO 13485: 2016
nhanh sy phat trién Hoac tuong duong
ciia vi khuan
Hoa chat kiém soat Vit lidu kiém soat qua trinh nhudém khang thé, ly giai hong cau, cai dat thiét bi,
qua trinh dém cac danh gia hiéu ning va phan tich dit liéu trén hé thong may xét nghiém té bao dong
847  |dudi nhém lympho Hop 2.5 ml/Lo |chay. Gom 1 ng mau 2.5ml da biét s6 lugng té bao
cho may dém té bao Pat tiéu chuin ISO 13485: 2016
dong chay Hodac tuong duong
Ong ching véi s6 lugng té bao CD4 thap
Hoa chat kiém soat Vit liéu kiém soat qua trinh nhudém khang thé, ly giai hong cau, cai dat thiét bi,
qua trinh dém té bao danh gia hiéu ning va phan tich dit liéu trén hé thong may xét nghiém té bao dong
848  |lympho CD4 & nong Hop 2.5 ml/Lo |chay.
d6 thap cho may Gom 1 6ng mau 2.5ml da biét s6 lugng té bao
dém té bao dong chay Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan: Thanh ho4 chit bao gdm mdt vach thir nghiém chtra khang thé don
Hoa chat phat hién dong dic hiéu-MPT64 va mot vach ching chira khang thé khang loai.- Dung
249 |Vi khuén dung cho Hop 25 st [PEUYERLY sdc ky mién dich nhanh dé phat hién dinh tinh
may dinh danh vi i khang nguyén MPT64 ctia nhdém Mycobacterium tuberculosis complex.
khuén Pat tiéu chuin ISO 13485: 2016
Hodc twong duong
Thanh phéan: Hon hop khang sinh dong khé bao gdm: Polymyxin B 6,000 don vi,
Amphotericin B 600 pg, Nalidixic axit 2,400 ug, Trimethoprim 600 pg, Azlocillin
850 Hop |6 chai/hgp (600 pg.
Hén hop khang sinh Dat tiéu chuan ISO 13485: 2016
dung trong nudi ci Hoge tuong duong
g g y
vi khuan lao
Ong dém s6 Tuong T%lénh phﬁznz r’n(:)i’(‘)ng (zhlia cac haf bi Kg'én’hujzn}{ quang d?ng dong k},ld
851 |tuyét ddi cho may Hop 50 A St dl.'lflg de )iac dinh so lugng tuyét doi cac té bao bach cau trong mau.
Test/Hop [Pat tiéu chuan ISO 13485: 2016

dém té bao dong chay

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT . , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
< . i z Thanh phan bao gom: 0.5 mL dung dich myc India.
g5y |Onenho giot thude Hop | 008X b tiéf chuén Isgo 13485: 2016 ¢
thir muc An Do 0.5ml/hop .
Hoac tuong duong
Khay khang ndm d6 96 giéng voi cac dai giéng co thé thao roi dung dé xac dinh
ndng do e ché tdi thiéu (MIC) cia Amphotericin B v6i vi nam bang phwong phéap
Khay khéng sinh do VMI(L)Dlh ;ié?lzn(%ﬁﬂ:i?rzzlfgz; zginmc(“f;tsrlu\(‘;i; Ivjf l?hizg sinh dong kho theo ndng do xac
853 | Vipha loang Hop 3 kit /Hop dinh. ’ i
Amphotericin B Dai nong d6 Amphotericin B: 0.06 - 4 mcg/ml
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Khay khang ndm d6 96 giéng vdi cac dai giéng co thé thao roi dung dé xac dinh
ndng do wre ché tdi thiéu (MIC) cua Anidulafungin véi vi ndm bang phwong phap
Khay khang sinh d6 vi pha lodng theo tiéu chuin CLSI va EUCAST. Mbi giéng da dugc gin sin moi
854 [Vipha loang Hop 3 kit /Hop [truong va khang sinh dong kho theo ndng do xac dinh.
Anidulafungin Dai do néng d6 Anidulafungin 0.125 - 8 mcg/ml
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Khay khang nam do 96 giéng véi cac dai giéng c6 thé théo 101 ding dé xac dinh
ndng do trc ché tbi thiéu (MIC) ciia Caspofungin véi Vl nim bang phuorng phép vi
Khay khang sinh d6 pha lodng theo tiéu chuan CLSI va EUCAST Mbi giéng di dwoc gin sin moi
855 |Viphaloang Hop 3 kit /Hop |truong va khang sinh dong kho theo nong do xac dinh.
Caspofungin Dai ndng d6 Caspofungin 0.125 - 8 mcg/ml
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Khay khang nam dd 96 giéng v6i cac dai giéng co thé théo 10i ding dé xac dinh
ndng do trc ché tbi thiéu (MIC) ciia Fluconazole véi Vl nim bing phuorng phép vi
Khay khang sinh d6 pha lodng theo tiéu chuan CLSI va EUCAST Mbi giéng di dwoc gin sin moi
856 |Vipha loang Hop 3 kit /Hop |truong va khang sinh dong kho theo nong d6 xac dinh.
Fluconazole Dai nong d6 Fluconazole 1 - 64 meg/ml
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Khay khang ndm d6 96 giéng vai cac dai giéng co thé thao rc‘yi dfmg dé xac dinh
ndng do trc ché t6i thiéu (MIC) ciia Isavuconazole VO'l vi ndm bang phuorng phap vi
Khay khang sinh d6 pha lodng theo tiéu chuan CLSI va EUCAST Mbi giéng da dwoc gin sin moi
857 | Vipha loang Hop 3 kit /Hop |truong va khang sinh dong khé theo ndng d6 xac dinh.
Isavuconazole Dai ndng d6 Isavuconazole: 0.125 - 8 meg/ml
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Khay khéng ndm db 96 giéng véi cac dai giéng c6 thé thao roi dung dé xac dinh
ndng do e ché tdi thiéu (MIC) cua Itraconazole véi vi ndm bang phuong phap vi
Khay khang sinh d6 pha lodng theo tiéu chuan CLSI va EUCAST. Moi giéng da dugc gan sin moi
858 | Vipha loang Hop 3 kit /Hop [truong va khang sinh dong kho theo nong do xac dinh.
Itraconazole Dai nong d¢ Itraconazole: 0.125 - 8 mcg/ml

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
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Tiéu chuin ky thuat

859

Khay khang sinh d6
Vi pha loang
Micafungin

3 kit /Hop

Khay khéng ndm db 96 giéng véi cac dai giéng c6 thé thao roi dung dé xac dinh
nong do trc ché t6i thiéu (MIC) cia Micafungin v6i vi ndm bang phuong phép vi
pha lodng theo tiéu chuan CLSI va EUCAST. Mdi giéng da duoc gin sin moi
truong va khang sinh déng kho theo ndng d6 xéac dinh.

Dai ndng d6 Micafungin 0.125 - 8 mcg/ml

Dat tiéu chuén ISO 13485: 2016

Hoac tuong duong

860

Khay khang sinh d6
Vi pha loang
Posaconazole

3 kit /Hop

Khay khang ndm db chuin 96 giéng vai cac dai giéng c6 thé thao roi dung dé xac
dinh ndng d6 wc ché tdi thiéu (MIC) ctia Posaconazole v6i vi ndm bang phuong
phap vi pha lodng theo tiéu chuédn CLSI va EUCAST.

Mai giéng di dwoc gin sdn moi trudng va khang sinh dong kho theo ndng do xac
dinh.

Dai ndng d6 Posaconazole: 0.03 - 2 mcg/ml

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

861

Khay khang sinh d6
Vi pha loang
Voriconazole

3 kit /Hop

Khay khang ndm d6 96 giéng voi cac dai giéng co thé thao roi dung dé xac dinh
ndng do wre ché tdi thiéu (MIC) cua Voriconazole v6i vi ndm bang phuong phap vi
pha lodng theo tiéu chuan CLSI va EUCAST. Mi giéng da dugc gan sin moi
truong va khang sinh dong kho theo ndng do xac dinh.

Dai do ndng do Voriconazole 0.06 - 6 mcg/ml

Pat tiéu chuin ISO 13485: 2016

Hodac tuong duong

862

Khay thir xét nghiém
dinh tinh khang thé
IgG va IgM khang vi
rat Dengue

Hop 25
test

Phat hién va phan biét khang thé IgG va IgM khang cac type virus Dengue 1,2,3 va
4. Sir dung méu huyét thanh hodc huyét trong . Cac mau bénh pham huyét tan,
nhiém mé&, mat va nhitng miu c6 chira cac yéu t6 dang thap da dugc khao sat
khong gay nhiéu cho san pham.

Do nhay > 94,6% , D dac hiéu > 96,5% so véi phuong phap ELISA.

Thanh phan vang phirc hop: Keo vang Ab khang dengue don dong chudt, keo vang
Ab chuét. Vach chiing: 1gG dé khang chudt

Gi6i han phat hién & ndng d6 pha loang < 256 1dn mau huyét thanh c6 khang thé
IgG khang Dengue.

Pat chirg nhan CE hoac FDA

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

863

Que thir xét nghiém
dinh tinh khang
nguyén Influenza A,
Influenza B

Hop

Hop 25
test

Test chan doan nhanh ciim A, B tryc tiép tir que phét miii / hong / mili-hau hodc
cac mau hat tir mili/mi-hau

Do nhay > 91.8%, Do dic hiu > 99% so v6i phuong phap nudi ciy vi riat va RT-
PCR.

San pham khong c6 phan tmg chéo vai 32 chiing virus va vi khuan gém
Adenovirus type 3, type 6, type 21, CMV, Mumps Virus Ag, Mycoplasma
pneumonia, Bordetella pertussis, Klebsiella pneumoniae, Legionella pneumophila.
Thanh phan: Vach thir “A": khang thé don dong chudt khang ciim A, Vach thir “B”
: khang thé don dong chudt khang cim B, Vach ching: khang thé dé khang
immunoglobulin chudt (0,7+0,14ug).

Gi6i han phat hién trén ching cim chuan ATCC- ciim B & ndng d6 pha lodng <
2560 lan

Pat chirmg nhan CE hoac FDA

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

864

Test nhanh chan
doan HIV thé hé 3

Hop 100
test

Phét hién tat ca cac type khang thé (IgG, IgM, IgA) dic hiéu véi virus HIV-1 gdm
type phu O va HIV-2 va phan biét trong mau huyét thanh, huyét twong va mau toan
phan.

Do nhay: 100%;

Do dic hiéu > 99.8%.

Khong c6 phan mg chéo véi cac mau thim tach mau, mau rdi loan dong méau, mau
chira yéu t6 dang thap, mau dwong tinh voi khang thé khang HCV va mau méau phu
nlt mang thai.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

865

Test nhanh chin
doan Syphilis 3.0

Hop 100
test

Phat hién tit ca cac type khang thé (IgG, IgM, IgA) khang Treponema pallidum.
Do nhay > 99.3% D¢ dic hiéu > 99.5% so véi TPHA; Mau xét nghiém: huyét
thanh, huyét twong, mau toan phan.

- Khong c6 phan tng chéo véi cac mau HIV, HBV, HCV, HTLV, EBV, CMV,
Chlamydia, cam, ky sinh tring Toxoplasma, bénh nhan ung thu, xodn khuan
Borrelia burgdoriferi IgG/IgM va Trypanosomiasis (T.cruzi I/11). Kit thir hoat dong
6n dinh it nhat 48 gio sau khi md bao bi

Dat tiéu chuén ISO 13485: 2016

Hoac tuong duong

866

Thanh thur xét
nghiém dinh tinh
khang nguyén
Streptococcus
pneumoniae

22
test’/hop

Phat hién khang nguyén Phé ciu khuan (S. pneumoniae) trong nude tiéu cua cac
bénh nhan bi viém phdi va trong dich tiy ndo (CSF) & cac bénh nhan bi viém
mang nao.

-Thanh phan:

Que liy mau Déi ching Duong tinh va Que 1dy mau Di chimg Am tinh voi Phé
cau khuén.

+ Mau nudc tiéu: Do nhay > 86%/ DJ dic hi€u > 94%/DJ chinh xac > 93% so véi
phuong phap nudi cdy mau.

+ CSF: Do nhay > 97% / D6 déc hiéu > 99%/D¢ chinh xac > 99% so voi phuong
phap nudi cdy mau.

Gidi han phét hién cia mau dich nio tay < 5x104 té bao/ml

- Ngudng phat hién

+Mau Nudc tiéu: d6 pha lodng 1:250 ctia nudce tiéu bénh nhan

+Mau CFS < 5 x 1074 té bao/ml

- Thoi gian doc két qua: 15 phut.

Pat chirg nhan CE hoac FDA

Pat tiéu chuan ISO 13485: 2016

Hodc tuong duong

867

B0 Kit cho xét
nghiém dinh lugng
Interferon gamma
chan doan nhiém
VK Lao bang
phuong phap Elisa

B0 44 Test

B9 kit IVD cho xét nghiém dinh lugng Interferon gamma chan doan nhiém VK
Lao bang phuong phap Elisa.

Thanh phan di cho 44 test bao gom:

1. Hoa chat ELISA Gom 2 dia ELISA loai 96 giéng; Dung dich pha loing Thanh
phan 1a phirc hop HRP va khang thé khang (IFN-x); phtrc hgp Enzyme-co chi,
dung dich ham; dung dich rira; dung dich co chét va dung dich chuén.

2. B§ 4 loai 6ng thu mau: Ong 1: Thanh phan 1a Heparin - Ong 2: Thanh phan 13
Heparine va khang nguyén ESAT 6 va CFP10 - Ong 3: Thanh phan 1a Heparine va
khéng nguyén ESAT 6 va CFP10 - Ong 4: Thanh phéan 1a Heparine va
Phytohaemagglutinin-P (PHA- P)

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

868

Bo kit phat hién ndm
Aspegillus fumigatus

Hop 50
Test

Hoa chét phat hién cc ching nAm Nam Aspegillus gdm A furmigatus, A.flavus,
A.species du cho 50 test bao gom:

- 1 1o hdn hop phan tng PCR danh cho loai Aspegillus (Species Mastermix)

- 1 1o Taq Polymerase

- 1 lo Bém pha loang (Dilution Buffer)

- 1 lo Ching ndi (Internal Control)

- 1 lo Chung duong dung cho loai (Species Positive Control)

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

869

B6 kit phat hién
NAm MucorGenius

Hop 25
Test

Hoa chat phat hién nim den Mucogenius da cho 25 test bao gom:
- B6 hoa chat PCR cho Phat hién Ndm den MucorGenius

- Enzyme Taq polymerase

- Dung dich dém pha loang

- Chat ndi kiém

- Ching duong MucorGenius

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

870

Maéi truong nudi ciy
sinh mau phat hi¢n
Enterobacteriacae
khang Carbapenem

5000ml

* Moi truong nudi céy chuén bi sin, dang bot kho. Sau khi thue hién qui trinh do
thach trén dia petri, thanh pham 1a méi truong thach tan dong déu, khong mau,
trong sudt.

« Moi truong phan 1ap khudn lac véi mau sic khac nhau. Phan lap dugc cac vi
khuén: Carbapenem E. coli, Carbapenem KEC(Klebsiella, Enterobacter,
Citrobacter), Carbapenem Pseudomonas, Carbapenem Acinetobacter,
Stenotrophomonas.

* D6 nhay: 100 % li€u 1am sang)

* D dac hiéu > 98.4 %(dir li€u 1am sang)

« Tong g/L: 33.0 g

« Thanh phan pha 1 lit méi trudng nudi cay co:

Agar 15.0 g, Peptone and yeastextract 17.0 g, Chromogenic mix 1.0 g. Selective
mix 0.4 g. pH 7.0 +/- 0.2

Pat chirg nhan CE hoac FDA

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

871

Hoa chat noi kiém va
hiéu chuén may dinh
danh nhanh vi
khuén, vi ndm bing
phuong phap khéi
phd

A

Hop

Hop 250
test

Thanh phén chira chiét xuét tir chung vi khuén Escherichia coli DH5 alpha. Pham
vi khbi phd duoc bao ham trong san pham 14 tr m/z 3,600 dén m/z 17,000. Dang
dong kho, bao quan ¢ nhiét do -180C tro xuéng, bén 05 thang sau khi mé nép.

Hoa chat dung dé noi kiém tra va hi¢u chuin méay dinh danh vi khuan, vi ndm bang
phuong phap khéi phd MALDI Biotyper.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

872

Kit sir Iy mau st
dung vé6i hé thong
dinh danh khi phd

Hop (2 x
50 ong,
250 tAm)

Ong vat tu thao tic mau Mycobacterium tir mdi truong 1ong st dung véi hé thong
dinh danh khi phd

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phén:
- Hoa chét xét nghiém
+ Dung dich chira hat phit khang nguyén HCV tai to hop, Gelatin. Chat bao quén:
natri azid
+ Dung dich chira khang thé don dong anti-HCV IgG danh diu ALP . Chét bao
73 Hoa chét dinh luong Hop 14 test*3 [quan: nat,ri azid 7
HCV Ab i khay |- Hoa chat hi¢u chuan
Cong dung: Str dung cho nhdm phat hién dinh tinh khéng thé khang virus viém gan
C trong huyét tuong hodc huyét thanh ngudi; hd trg cho chin doan nhiém virus
viém gan C.
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phén:
- Chira hat phu khang nguyén HAV da lam bt hoat, dung dich chira gelatin. Cht
bao quan: natri azid.
Hoéa chét dinh tinh ) 14 tesp3 |- Chira khing thé don dong anti-HAV danh diu ALP kiém. Chit bao quan: natri
874 HAVAb Hop khay azid. ‘ q
Cong dung: Str dung nham phat hién dinh tinh khang thé khang Virus viém gan A
(HAV) trong huyét trong hodc huyét thanh ngudi
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan:
- Hoa chat xét nghiém
+ Dung dich chira hat phi khang thé don dong anti-HAV IgM, Gelatin. Chat bao
quan: natri azid
+ Dung dich chira khang thé don dong anti-HAV danh diu ALP va khang nguyén
275 Hoa chat dinh tinh Hop 14 test*3 [HAV da }ém bét hoa,}t. Chét bao quan: natri azid
HAVIgM i khay |- Hoa chat hiéu chuan
Cong dung: St dung nham phat hién dinh tinh khang thé IgM khang virus viém
gan A trong huyét tuong hodc huyét thanh ngudi; hd tro cho chan doan nhiém
virus viém gan A.
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan:
- Dung dich Hat Phu Khang nguyén (Chat 1ong khi dung, 250 pL /
Immunoreaction Cartridge)
Chtra cac hat phu khang nguyén HBc tai to hop. Dung dich nay chira gelatin va s&
chuyén thanh gel & nhiét d6 tir 15 °C tré xubéng. Chét bao quan: natri azid
. Hoa chét dinh tinh Hop 14 test*3 _C];rltlﬁﬁ gdei;:h Khang thé Banh dau Enzym (Dang léng, 350 pL/ Immunoreaction
HBcAb i khay

Chira khang thé don dong (chudt) anti-human IgG dénh déu phosphatase kiém
(ALP: bé). Chat bao quan: natri azid

Cong dung: Str dung dé phat hién dinh tinh khang thé khang nguyén 15i vi riit viém
gan B (anti-HBc) trong huyét tuong hodc huyét thanh ngudi.

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan:
- Hoa chat xét nghiém
+ Dung dich chira hat phii khang thé don dong IgM, Gelatin. Chat bao quan: natri
azid
+ Dung dich chira khang thé don dong anti-HBc¢ danh dau ALP. Chét bao quén:
natri azid
- Hoa chét hiéu chuén
Hoa chét dinh tinh A 14 test*3 J: H]?clgl\i[ calibratorTN chtra natri azid 1a chit bao quan trong huyét thanh ngudi
877 HBclgM Hop khay am tinh da dugc xur ly. o ’
+ HBclIgM CalibratorsP chira chat 6n dinh protein (bo) va chat bao quan natri azid
trong dung dich dém Tris. Vat liéu ctia HBcIgM calibrators-P duoc xir Iy tir huyét
tuong ngudi duong tinh vi anti-HBc IgM nhung di dugc 1am bét hoat.
Cong dung: Str dung nham phat hién dinh tinh khang thé IgM v6i khang nguyén 15i
virus viém gan B ( HBc IgM) trong huyét twong hodc huyét thanh ngudi; hd tro
cho chan doan nhiém virus viém gan B.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan:
- Hoa chat xét nghiém
+ Dung dich Hat phu khang thé don dong: chira 100 pg/mL céc hat phu khang thé
don dong (chudt) anti-HBe va 0,02pg/mL khang thé don dong (chudt) anti-HBe
danh ddu phosphatase kiém (ALP: bé), cac chat 6n dinh protein (bd) va cac chat 6n
dinh hoa hoc trong 0,15 M NaCl/dung dich dém Tris. Dung dich nay chira gelatin
va s& chuyén thanh gel ¢ nhiét d6 dudi 15 °C tré xudéng. Chét bao quan: natri azid
+ Dung dich Khang thé ddnh diu Enzym: chtra 20 ng/mL khang nguyén HBe tai to
hop va céac chét 6n dinh héa hoc trong 0,15 M NaCl/dung dich dém Tris. Chét bao
Hoa chét dinh tinh . 14 test*3 [quan: natri azid
878 Hop . £, 1A 2
HBeADb khay |- Hoa chat hiéu chuan
+ HBeAb calibrator-N chtra chit bao quan natri azid trong huyét thanh ngudi 4m
tinh voi HBeAb da dugc xtr ly.
+ HBeAb calibrator-P chira chat bao quéan natri azid va chit n dinh protein (bo)
trong dung dich dém Tris. Vat liéu cia HBeAb calibrator-P dugc xtr 1y tir huyét
thanh ngudi duong tinh véi anti-HBe nhung da dugc 1am bét hoat
Cong dung: St dung nham phat hién dinh tinh khang thé v6i khang nguyén e vi rit
viém gan B (anti-HBe) trong huyét twong hodc huyét thanh ngudi.
Pat tiéu chuin ISO 13485: 2016
Hodc tuwong duong
Str dung cho chan doan in vitro nham phat hién dinh tinh khang nguyén E virus
viém gan B trong huyét tuong hodc huyét thanh ngudi; hd trg cho chan doén va
kiém tra nhiém virus viém gan B.
A T Thanh phan:
879 ﬁoBizzat dinh tinh Hop 14ktﬁzt;3 -Dung dich chtra hat phu khang thé don dong Anti HBe, Gelatin. Chét bao quan.

-Dung dich chtra khang thé don dong anti-HBe d4nh ddu enzym . Chét bao quan.
- Hoéa chit hiéu chudn cho xét nghiém dinh tinh HBeAg

Dat tiéu chuin ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Thanh phan:
- Chira hat phu khang nguyén HBs, dung dich chita gelatin. Chat bao quan: natri
azid.
- Chira khang nguyén HBs danh ddu ALP kiém. Chét bao quén: natri azid.
i £ i Ngudng do: 10-1000 mIU/mL.

880 EOBEZ:;M dinh tinh Hop 141;[161253 Cong dur{g: Str dung nham phat hién dinh tinh va dinh lgong khang thé Vdj khang
nguyén bé mat Virus viém gan B (Anti -HBs) trong huyét twong hoac huyét thanh
ngudi; ding cho muc dich hd trg chan doan virus viém gan B, xac dinh hiéu qua
clia tiém ngira virus viém gan B va giam sat hiéu qua diéu tri.

Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan:
-Dung dich chtra hat phu khang thé Anti-HBs, Gelatin. Chat bao quan: natri azid
-Dung dich chtra khang thé Anti-HBs danh ddu ALP . Chat bao quan: natri azid
281 Hoa chat dinh tinh Hop 14 test*3 |.Cong dung: Str dung nham phé‘f hién dinh tinh khréng nguyén bé m~a_'1t khang virus
HBsAg i khay |viém gan B (HBsAg) trong huyét twong hodc huyét thanh nguoi; ho trg sang loc va
chan doan nhidm virus viém gan B.
Pat tiéu chuan ISO 13485: 2016
Hodac tuong duong
Giam sat tinh chinh xac cua cac tha thuat xét nghiém phan tich khang nguyén lién
282 Hoa chat d6i ching Hop 2 set *2 |quan dén 16iﬂvi rat viém gan B (HBcrAg) trén may xét nghiém mién dich tu dong
xét nghiém HBcrAg ; Io * 1,5 ml|Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dé st dung trong chuin héa may xét nghiém mién dich ty dong nham phat hién
Hoéa chét hicu chuin ) | ser %o |dinh tinh Ya dinh 1uqr}g khér:g thé voi kl}éng nguyén bé mit viém gan B (anti-HBs)
883 HBsAb Hop lo* 1.5 ml trong huyét tuong hoac huyét thanh nguoi.
T Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
bé su dung trong chuéin hoa may xét nghiém mién dich ty dong dé phat hién dinh
Hoa chét hiéu chudn A | set *2 tinhkkhéng nguye?zl.l bé mit voi vi rat viém gan B (HBsAg) trong huyét trong hoic
884 HBsAg Hop lo* 2m] huyét thanh nguoi.
j Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Str dung trong hi¢u chuin may xét nghiém mién dich ty dong nham dinh tinh va
dinh luong khang nguyén bé mit vi rat viém gan B (HBsAg) trong huyét trong
, oy 2 hodc huyét thanh nguoi
H,O 2 Cha.lE hlel.l chuan R 6 néng dd chira 0,15M NaCl trong dung dich dém Tris c6 chét 6n dinh protein
885  |xét nghiém dinh Hop 1x6x2ml R <o, , .. TN 2., o .
lrong HBsAg (bo). Chat bao qua‘n: neitrl 2%21d. Yat lﬁu }11@1{ chlfan 01A’1a >‘<et nghiém dinh lugng
HBsAg thu dugc tir phan dich dé nudi cay cia dong t€ bao u gan.
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
Dé sir dung trong chuén hoa may xét nghiém mién dich ty dong dé phat hién dinh
. Hfﬁa ch ﬁf hiéu chuin Hop | set *2 :gﬂ;;héng thé véi vi rit viém gan A (HAV) trong huyét tvong hodc huyét thanh
xét nghiém HAVAD 10* Ly ml | tieu chudn ISO 13485: 2016
Hodc tuong duong
Dé sir dung cho chuén hoamay xét nghiém mién dich tw dong nham phat hién dinh

. Hoa chét hi¢u chudn Hop | set *2 Eilol;l;h;:i tﬁs ycéhtclrllleglfﬁl?;i (rylisguyen 161 vi rat viém gan B (anti-HBc) trong huyét

xét nghiém HBcAb ’ Io* 1,5 ml :

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Nhirng chét d6i ching nay duoc thiét ké dé sir dung nhu mot chat ddi chimg chét
luong da 1am thir nghiém nham gidm st tinh chinh xac ciia céc thu thuat xét
288 Hoa chit kiém chuén Hop 2set*3 ngl}iém phan tich khang nguyén bé mit viém gan B (HBsAg) trén méay xét nghiém
HBsAg ) lo * 2,5 ml|mién dich ty dong
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh Phan: Chtra 0,15 M NaCl trong dung dich dém Tris ¢6 protein (bo) va chat
Hoa chat pha lodng 6n dinh héa hoc. Chit bao quan: natri azid.
889 [cho hé thong xét Hop 4x300ml | Cong dung: Dung dé pha loing mau trén Hé thong mién dich
nghiém mién dich Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: dang 16ng. Chira 0,2 mg/mL AMPPD la mét chat nén trong dung dich
Hoa chét phat quang dém diethanolamine véi chat 6n dinh héa hoc. Chét bao quan: natri azid
890 |cho hé thong xét Hop 6*100ml |Cong dung: ding cho phan tng enzym trong may xét nghiém mién dich ty dong
nghiém mién dich Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Thanh phan dam dic chira 342 mM NaCl trong dung dich dém Tris c¢6 chira chat
. Lo R tay ria.
291 E%i;;z r:gh(i:él; he Hop 1x1000m] CérA’lg d}lng: su dung dé .rtra hé théng may xét nghiém mién dich tu dong
mi3n dich Chat bao quan: natri azid
’ Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Str dung nham phat hién dinh tinh va dinh luong khang nguyén bé mat vi rit viém
gan B (HBsAg) trong huyét trong hodc huyét thanh nguoi
- Nguyén 1y xét nghiém: Mién dich Enzyme hoa phat quang
Thanh phan:
- 330 pg/mL hat phi khang thé don dong (chudt) antiHBs, chat 6n dinh protein (bo
va chudt), chét 6n dinh héa hoc trong dung dich dém Tris, chét bao quan: natri
Hoa chét xét nghiém . azid. 2 . . . , £ 3
892 dinh hrong HBs A'g Hop 3xl4test |- 0,75 pg/mL llchiing theé don dong (chudt) anti-HBs dgn%l dau phosphatase kiem
: i (ALP: bé), chat 6n dinh protein (bo, bé va chugt), chat on dinh hoa hoc trong dung
dich d&m MES. Chét bao quan: natri azid.
- Dung dich tién xtr Iy mau: polyoxyethylene(10)octylphenylether. Chét bao quan:
natri azid.
Ngudng do: 0,005-150 IU/mL; DB nhay > 99,8%; B¢ dac hiéu > 99,7%.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phén:
- Hoa chét xét nghiém
+ Dung dich chira hat phi khang nguyén tai to hop HIV-1,khang nguyén tai td hop
HIV-2 va khang thé don dong Anti HIV-1 p24, Gelatin. Chit bao quan: natri azid
+ Dung dich chira khang nguyén tai t6 hop HIV-1, khang nguyén tai to hop HIV-2
danh dau ALP va khang thé da dong Anti HIV-1 p24. Chat bao quan: natri azid
+ Dung dich tién xur ly: chira chét dién hoat
293 Hoa chit xét nghiém Hop 3x latest | Hoa chét hiéu chuin

HIV

Cong dung: Str dung cho chan doan in vitro nham phat hién dinh tinh khang thé
Anti HIV-1, khang thé Anti HIV-2 va khang nguyén HIV-1 P24 trong huyét twong
hodc huyét thanh ngudi; hd tro cho chan doan nhiém virus HIV khang nguyén &
nguoi.

- Nguyén 1y xét nghiém: Mién dich Enzyme héa phat quang (CLEIA)

Ngudng do: don vi C.O.1L.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Mau ndi kiém cho
cac xét nghiém Kiém chuan cho xét nghiém Anti-HBc, Anti-HCV, Anti-HIV, HBsAg,
894 |HBcAb, HCVAD, Lo 4ml [Dat tiéu chuan ISO 13485: 2016
Anti-HIV 1/2, Hodac tuwong duong
HBsAg.
Mau ndi kiém cho xét nghiém cac bénh truyén nhiém. Vat liéu kiém soat dwong
Mau néi kiém cho tinh xét nghiém dinh tinh khang nguyén Hepatitis B e (HBeAg). Phu hop su dung
895 [xét nghiém cac bénh Lo 5ml [trén hé théng may xét nghiém mién dich tw dong
truyén nhiém Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Mau ndi kiém cho cac xét nghiém truyén nhiém am tinh.
Mau néi kiém cho Mau khéng c6 gi tri tham chiéu.
896  |xét nghiém cac bénh Hop 1 x 5ml |Puoc san xuat tir huyét thanh nguoi.
truyén nhiém 4m tinh Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
X Atz Mau néi kiém cho xét nghiém cac bénh truyén nhiém HAV ab, HbsAb, Nhém B
Mau ndi kiém cho x . L, . 4
, A 1A Mau khéng c6 gia tri tham chiéu
x¢ét nghiém cac bénh . R £ ; ‘.
897 A . Hop 1 x 5Sml |Pugc san xuat tir huyet thanh nguoi
truyén nhicm HAV N 2
ab, HbsAb Da‘itleu chuan ISO 13485: 2016
Hoac tuong duong
Mau noi kiém cho xét nghiém cac bénh truyén nhiém HAV IGM, HBcIGM, Nhom
Mau néi kiém cho A, 1x5ml
x¢ét nghiém cac bénh R Mau khong c6 gia tri tham chicu
898 truyén nhiém HAV Hop IxSml Puoc san xuét tir huyét thanh nguoi
IGM, HBcIGM Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Mau ndi kiém cho xét nghiém cac bénh truyén nhiém HBeAb
Mau néi kiém cho Mau khéng c6 gié tri tham chiéu
899  |xét nghiém cac bénh Hop 1 x 5ml |Puoc san xuat tir huyét thanh nguoi
truyén nhiém HBeAb Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Thanh phan:
- Dung dich hat phu khang thé (Chét long khi dung, 230 pL/ Immunoreaction
Cartridge) Chira cac hat phi1 khang thé don dong anti-HBcrAg (HB44, HB61 va
HB114) (chudt). Dung dich nay chira gelatin va s& chuyén thanh gel & nhiét do tir
15 °C tré xudng. Chat bao quan: natri azid.
- Dung dich khang thé danh ddu Enzym (Dang long, 350 pL/Immunoreaction
Thubc thir xét Cartridge). Chira khang thé don dong anti-HBcrAg (HB91) (chudt) danh dau
900 [nghiém HBcrAg Hop 3x14 test |phosphatase Kiém (ALP: bé) va khang thé don dong anti-HBcrAg (HB110)
dinh lugng (chudt) danh diu phosphatase Kiém (ALP: bé&). Chét bao quan: natri azid.
Cong dung: Dé sir dung nham phat hién dinh luong khang nguyén lién quan dén
16i vi rat Viém gan B (HBcrAg) trong huyét twong hoic huyét thanh nguoi.
- Nguyén 1y xét nghiém: Mién dich Enzyme héa phat quang (CLEIA)
Ngudng do: 3,0-7,0 LogU/mL
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
MBbi truong canh Mbi truong canh thang Mueller Hinton ¢6 didu chinh cation va bd sung dém TES
thang khang sinh db (CAMHBT)
Mueller Hinton co R Hop/100x | Thanh phan: Dung dich chira cac ion canxi, ion magie, canh thanh Mueller Hinton
901 P . \ Hop s 1A
diéu chinh cation va Sml va dém TES

bd sung dém TES
(CAMHBT)

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT phim tinh cach Tiéu chuin ky thuat
dong goi
Mo truomg canh Maoi trudong canh thang Mue‘ller Hinton c6 diéu chinh cation va b6 sung dém TES
thang Mueller dung cho kh oy khéng sinh 46 . . . .
902 |Hinton c6 didu chinh Hop Hop/100x [Thanh phan: Dung dich chira cac ion canxi, ion magie, canh thanh Mueller Hinton
cation va bd sung . Hml - va dém TES»
dém TES Dat tiéu chuan ISO 13485: 2016
; Hodc tuong duong
Méi truong canh thang thyuc hién khang nim db
MBoi truong canh Hop Thanh phan: Chira L-glutamine, Dextrose, RPMI 1640 Powder, va MOPS Free
903 |thang thl:,I’C hiff:n Hop 10xi Iml Acid 7
khang nam do Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Thanh phéan: Bao gdm 04 dung dich thuéc nhudém thanh phan 1a Crystal Violet
B thude nhudm Bb 4 chai chai 250ml, Lugol cyai 250ml, Decolor (alcohol-acetone) chai 250ml va Safranine
904 Gfam ; Bo 2 50ml chai 250ml. meg dé thyc hién xét nghi€ém nhudm soi.
Pat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Thanh phan: Bao gom 03 dung dich thudc nhudém thanh phan 1a Carbo Fuchsin
B thube nhudm B5 3 chai chai 250r.n1, Alcohol acid W(Hydroc.:hloric aciq in ethanol) chai 250ml va Methylen
905 Zi‘ehl—Neelsen. Bo 2 s0ml Blue chai 259m1. Dung dé thyc hién xét nghiém nhudm soi.
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
B xét nghiém chan
doan nhanh in vitro Xét nghiém nhanh duya trén cong nghé sic ky mién dich, phat hién dong thoi ca
phat hién khang thé R R khang thé khang Aspergillus IgG va IgM trong huyét thanh nguoi .
906 khang Aspergillus Hop  (hop 20 test Do nhay > 90.9% D9 dic hi¢u > 96.3%
trong huyét thanh Pat tiéu chuan ISO 13485: 2016
nguoi Hodc tuong duong
B0 dung cu dya trén cong nghé mang vadi cac hat nano vang dang keo.
Bo xét nghiém chan Pugc sir dung nhiam muc dich phat hién cac B-lactamase nhom 1 (CTX-M-15-like)
doan nhanh in vitro , nhom 8 (CTX-M- 8 like) va nhom 9 (CTX-M-14-like) tir khuan lac vi khuan
907 B-lactamase CTX-M- Hop 20 eqerobacterigoeae phat trién trén dia thach.
14 va CTX-M-15 : test/hop |Keét quéd co thé quan st trong 15 phut
trong nudi ciy vi Do nhay > 98% D¢ dic higu > 99%
khuén Dat tidu chuan ISO 13485: 2016
Hodc tuong duong
Xét nghiém dinh tinh DNA cua virus dau mua khi.
Thubc thir dong kho.
Thanh phén:
B xét nghiém dinh - De}i 8 gi?ng Mm}keypox virus
908 |tinh DNA cta virus | Test |Bo/96 test| DM hoan nguyén .
dau mia khi - Chiing duong Monkeypox virus
: - Chung am

- Nuéc khong chira RNAse/DNAse
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
Xét nghiém nay dugc su dung dé dinh danh va phén biét RNA virus hodc DNA bd
gen dac hi€u cua virus viém ndo do ve (TBEV), Rickettsia spp., Babesia microti,
B0 xét nghiém dinh Babesia divergens, Ehrlichia chafeensis, Ehrlichia muris, Borrelia burgdorferi
tinh DNA/RNA cua sensu lato (s.1.), Borrelia miyamotoi va/hoac Borrelia hermsii, Anaplasma
909 |1 virus, 2 ky sinh Test B§/48 test [phagocitophylum va/hoidc Coxiella burnetii trong mau, huyét thanh, mau mé va
trung va 8 vi khuan nudi ciy vi sinh vat tir ve, sinh thiét da, dich ndo tay (CSF) va dich hoat dich.
gdy bénh ve truyén Thudc thir dong kho.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
B0 xét nghiém dinh Xét nghi€ém dinh tinh RNA va phan biét dac hiéu cac phan nhom cim A
tinh RNA cuia (HIN1)pdm09, H3N2, H5N1 va H7NO trong cic mau bénh phadm duong ho hip.
910 |Influenza A (HIN1) Test B9/96 test [Thude thir dong kho.
pdm09, H3N2, Dat tiéu chuan ISO 13485: 2016
H5NI1 va H7N9 Hodc tuong duong
B0 xét nghiém dinh Xét nghiém xac dinh dic hiéu cac type huyét thanh cta virus sot xuit huyét trong
tinh va phan biét cac mau lam sang.
911 |RNA cua cac chung Test | Bo/48 test [Thude thir dong kho.
huyét thanh cua virut Dat tiéu chuan ISO 13485: 2016
Dengue Hodac tuong duong
Xét nghiém ding dé phat hién dinh tinh hodc ban dinh lugng polysaccharide dang
nang cua phtrc hgp loai Cryptococcus (Cryptococcus neoformans va Cryptococcus
B xét nghiém A g:iltti.i) trozlg h7uyét thanh,huyét twong, mau toan phan (tinh mach va dau ngén tay)
912 |khang nguyén Hop Hop 50 VaAdgch naoAtu}v/. o \ - o
Cryptococeal test Do nhay, d¢ dac hiéu trén mau huyét thanh va dich nao tay: 100%
Pat chirg nhan CE hoac FDA
Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
N " Xét nghiém sic ky mién dich dé phat hién dinh tinh Aspergillus galactomannan
B xét nghiém , % £ g , L, J A
nhanh dinh tinh A troIlg Ca.,(; mgu :huyet :[hanh Va‘d1ch ru’a‘yphe’qua,n phée nang. (20 thé dA’oc '[I'}IC quan
. R Hop 50 |hodc thiét bi ho trg sit dung dén LED 6 budce song 525nm dé doc ket qua.
913 |khang Hép R A X £ o
nguyén Aspergillus test D? nlvlay j[fen rrAlau h:uyet thA’anh >99%
oalactomannan Do dac hiéu }ren mau huyét thanh > 97%
Pat ti€u chuan ISO 13485: 2016
Hodc tuong duong
Xét nghi€m phat hién va phan biét cu thé céc loai virus Zika, Dengue va/hoac
Chikungunya trong cac mau 1am sang
RNA duoce chiét xuat tir mau bénh phém, khuéch dai béng RT-PCR va phat hién
bang dau do nhudém huynh quang dic hiéu cho virus Zika, Dengue va
Chikungunya.
Thudc thir dong kho.
914 Test  |Bo/96 test| anh phan:

B0 xét nghiém phat
hién va phan biét cu
thé RNA ctia virus
Zika, Dengue
va/hoac Chikungunya

- Dai 8 giéng Zika, Dengue & Chikungunya

- Bém hoan nguyén

- Ching duong Zika, Dengue & Chikungunya
- Ching am

- Nudc khong chira RNAse/DNAse

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT . , cach Tiéu chuin ky thuat
pham tinh . . :
dong goi
B0 xét ngiém dinh
tinh va phan biét
DNA Cua.‘ DNA cua Xét nghi€m phat hién va phan biét dac hi¢u DNA cua Plasmodium falciparum,
Plasmodium . . . . . o« .
. Plasmodium vivax, Plasmodium ovale, Plasmodium malariae va/hoac Plasmodium
falciparum, knowlesi trong mau mau toan phan
915 |Plasmodium vivax, Test Bo/48 test A o g . phan.
Plasmodium ovale Thuodce thir dong kho.
um ovaie, Pat tiéu chuan ISO 13485: 2016
Plasmodium 3
. Hoac tuong duong
malariae,
Plasmodium
knowlesi
N L x Pau phan phoi dung mot 1an giap dinh lugng nhanh va chinh xac hau hét cac dia
bau chia mau cho R - , s n £ R
9016  |mav ohan phéi 6 Hop 100 |96 gieng, sur gung v&i may phan phoi ty dong.
y phanp P cii  |Pat tiéu chun ISO 13485: 2016
huyén dich <
Hoac tuong duong
- Khay 96 giéng duoc sir dung trong chan doan khéang nim dd Isavuconazole bang
phuong phép vi pha loang.
- St dung chét chi thi mau alamarBlue
- Thanh phéan khang nim (dai ndng d6 - pg/ml):
917 Khay khang ndm d6 H6 Hop 10 |Anidulafungin (0.015-8), Micafungin (0.008-8), Caspofungin (0.008-8),
voi isavuconazole P khay |Isavuconazole (0.008 -8), Posaconazole (0.008-8), Voriconazole (0.008-8),
Itraconazole (0.015-16), Fluconazole (0.12-256), Amphoterlcm B (0.12- 8)
- Bao quan: 15 -25°C, tranh 4nh sang mit troi va cac ngudn nhiét truc tiép
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
- Khay 96 giéng duoc sir dung trong chan doan vi khuan Gram 4m
- Thanh phan khang sinh:
, . N Imipenem, Ceftazidime/avibactam, Colistin, Ceftolozane / Tazobactam 4,
Khay khang sinh do6 R . . .\ . . oo
. 3 2 R Hop/10 |Ciprofloxacin, Aztreonam, Meropenem, Cefoxitin, Cefepime, Piperacillin /
918 [danh cho vi khuan Hop A s . . .
. khay |Tazobactam liéu c0 dinh 4, Ceftazidime, Gentamicin, Ertapenem, Tigecyline,
Gram am s . .
Temocillin, Trimethoprim / Sulfamethoxazole.
Pat tiéu chuin ISO 13485: 2016
Hodac tuong duong
- Khay 96 giéng duoc sir dung trong chan doan khang sinh do vi khuanGram 4m
bang phuong phap vi pha lodng.
- Thanh phﬁn khang sinh: Amikacin, Aztreonam, Cefepime, Cefiderocol,
Khay khang sinh d6 Ceftazidime/Avibactam Constant 4, Ceftolozane/Tazobactam Constant 4. Colistin,
cho vi khuin Gram R Hop 10 |Eravacycline, Fosfomycintglucose-6-phosphate, Imipenem,
919 |. . Hop .
am voi beta-lactam khay [Imipenem/Relebactam Constant 4, Meropenem, Meropenem/Vaborbactam
méi va Cefiderocol Constant 8, Piperacillin/Tazobactam Constant 4, Positive Control. Tigecycline,
Tobramycin
Dat tiéu chuin ISO 13485: 2016
Hodc tuong duong
- Khay 96 giéng duoc str dung trong chan doan khang sinh db cac vi khuan Gram
duong
- Thanh phén khéng sinh:
Khay khéng sinh d& A Ch}oramphemcol, Daptomycin, Gent'amlc%n,.Lmezohd,. R}f&lmpm, .
920 |danh cho vi khuin H6 Hop/10  [Trimethoprim/sulfamethoxazole, Quinupristin/Dalfopristin, Tetracycline,
: °P khay |Erythromycin, Oxacillin + 2% NaCl, Ampicillin, Penicillin, Vancomycin,

Gram duong dé moc

Levofloxacin, Tigecycline, Moxifloxacin, Clindamycin, Streptomycin,
Ciprofloxacin, Nitrofurantoin, D test 1, D test 2, Cefoxitin screen.

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong
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STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
- Khay 96 giéng dugc sir dung trong chan doan khang sinh d6 véi colistin
. _ [V A 7 A A <\ e > X 7. , .
Khay khéng sinh d& ) K}'la}.l duogc thiét ké c6 thé thuc hién cung luc > 8 mau/khay vai khang sinh
i, . R Hop/10 |Colistin.
921 [vd6i khang sinh Hop \ N L Y R oy \
Colistin khay |- Thanh phan khang sinh (dai nong d¢ - pg/ml): Colistin (0.12-128) x 8 hang
oHs Pat tiéu chuén 1SO 13485: 2016
Hodc tuong duong
Méi truong thuong dung dé thuc hién thao tac khang sinh dd trong 1am sang, dugc
A .2 dé xuét boi CLSI cho kiém tra sy nhay cam v6i khang sinh d6i véi Haemophilus
Mbi trudng kiém tra . -
\ . species. Pia 90mm.
su nhay cam vai . R X A . .
922 , . L . Hoép 10 dia |Thanh phan: Acid Digest of Casein, Beef Extract, Starch, Yeast Extract, Hematin,
khéng sinh doi vaoi
Haemonhil . NAD, Agar, pH 7.3 £ 0.2
CIOPALITLS species Pat tiéu chun ISO 13485: 2016
Hoac tuong duong
Méi truong phan lap vi khuan ky khi. Méi truong chira cac yéu tb ting truong:
e R yeast extract (cao nim men), hemin va vitamin K3 va thém mau ctru, Chét khur (L-
Méi truong phan lap R . .
923 Khudn kv khi Hop 10 dia |cystine) va dextrose, pH 7.3
viKuan &y Pat tiéu chuén ISO 13485: 2016
Hodac tuong duong
Thanh phan: Peptone and yeast extract, Salts, Chromogenic mix, Growth factors
Moi truong tao mau mix, Selective mix, Agar; pH: 7.3+0.2 & 25°C;
924 phan 1ap va phan Ho 10 dia Pia thach dung sin chira méi truong sinh mau duge st dung dé phan 1ap va phan
biét Streptococcus P biét Streptococcus nhom B. Bia 90mm. Bao goi bang mang ban tham Cellophane.
nhom B Pat tiéu chuin ISO 13485: 2016
Hoac tuong duong
Thanh phan: Nu6c khir khoang vé tring.
Hop/100x Méi trudng pha loding céac vi sinh vat dugce phén 1ap tir cac mau 1am sang dé thir
925  |Nudc khir khoang Hop .F'S)ml nghiém d6 nhay cam khang sinh.
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
B0 dung cu xét nghiém EIA phat hién khang nguyén Histoplasma Galactomannna
trong nudc tiéu bao gdm:
- Khay vi thé 96 giéng
Sinh pham mién - Dung dich Wash Buffer , dung dich cong hop, dung dich dimg phéan tmg, co chét
dich emzyme phat Hop 96 tao mau
926  |hién Histoplasma Test .tle::)st - Chitng 4m, chimg duong, tiéu chudn
Galactomannna Poc két qua voi dau doc budc song kép, voi do hép thu doc ¢ budc song 450 nm
trong nudc tiéu va 620/630 nm
Chung nhan CE hoic FDA véi miu nude tiéu
Dat tiéu chuén ISO 13485: 2016
Hodc tuong duong
Test nhanh phat hién va phéan biét 5 loai enzym carbapenemase (enzyme khang
Test nhanh phét hién Ceirbapenem). Phan biét 5 nhom bao gom KPC, OXA, VIM, IMP va NDM.
carbapenemases Hop 20 D6 nhay: = 98%
927 P Hop P20 1pg dac higu: > 99%
OXA-23, OXA- test Dbat chung nhan CE hodac FDA
40/58 va NDM aenme I : '

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh
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Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Xét nghiém sic ky midn dich mot budc phat hién dinh tinh cac khang nguyén
Xét nghi€ém dinh Rotavirus va Adenovirus.
tinh phat hién Ho 20 Két qua co6 thé dién giai truc quan hodc st dung may doc sic ky mién dich.
928 [Rotavirus, Hop ('ip A Do nhay: Rotavirus > 99.9%, Adenovirus> 99,9%, Norovirus > 90%
Adenovirus va es Do dac hiéu: Rotavirus > 99.9%, Adenovirus > 99,9%, Norovirus > 97%
Norovirus Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Phat hién dinh tinh (1—3)-B-D-glucan trong huyét thanh cta bénh nhan c6 cac
triéu chimg som nhiém tring ndm xam lan.
Xét nghiém so mau dya trén protease zymogen.
Xét nghiém dinh Hop 15 |Thanh phan:
929 |tinh B-D-Glucan Hop 61;1 10 6ng thude thir Fungitell dic hiéu (1—3)-B-D-glucan dang dong kho
trong huyét thanh & 5 éng chat chudn glucan Fungitell. Xét nghiém dugc thyc hién trong vong 01 gio
bat chung nhan CE hoiac FDA
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Xét nghiém GDH- Xe.t:nghl?m sac ‘ky mlejn dich dmh gnh m9t bl.l’(YC sﬂu dungi de hf) tro clrlan. (Aioaq
. oy n R nhiém trung dudng rudt do Clostridium difficile gdy ra bang cach phat hién dinh
Toxins phat hién . Hop 20 |, . e . . . ..
930 . e Hop tinh glutamate dehydrogenase (GDH) va C. difficile toxin A va B trong phan nguoi
GDH va C. difficile test i 2
. K Pat tiéu chuan ISO 13485: 2016
toxin AvaB -
Hoac tuong duong
Xét nghiém axit nucleic da mdi phat hién va xac dinh axit nucleic cua virus va vi
B xét nghiém ban khuén dudng ho hip, cac gen khang khang sinh dwoc lwa chon trong cic mau dom
dinh lugng DNA cua hodc cac miu dich phé quan phé nang..
031 |13V khuén va dinh Test 30 test €0 thé phat hién 34 tac nhan gy bénh gém Vi khuan, Virus va gen khang khang
tinh DNA/RNA cua sinh
3 vi khuén, 9 vi rit, Do nhay > 96.3%
7 gen khang thude Do dac hiéu >97.3%
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Xét nghiém axit nucleic da mdi phat hién va xac dinh dong thoi axit nucleic cua
Hoa chit, chét thir virus VE:. vi @uan va nafn vr)nenitrt_rc ‘tlep ~tu: mau benh pl}am.(}wh.r}ao tuy (CF~S) thu
\ L e duogc bang cach choc do tuy song tir nhitng ngudi cd dau hiéu viém mang nao
dung cho may dinh s Ao
932 |danh vi khudn Test 30 test va/hode viem ndo.
o . C6 thé phat hién 14 tac nhan gy bénh gdm Vi khuan, Virus va ndm men
Meningitis/Encephali .
tis (ME) Panel Do nhay = 94%
Do dac hiéu >99.8%
Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Duing trong quy trinh phuc hdi va phat hién vi khudn mycobacteria.
Thanh phén:
- 6 1o Chét 1am giau + 6 1o hdn hop khang sinh déng khé - Gom lo chtra 15mL
chit 1am giau Middlebrook OADC véi cong thirc trén 1L nude tinh khiét: 50.0g
933 Hop Hop 12 lo [Bovine albumin, 20.0g Dextrose, 1.1g Polyoxyethylene stearate, 0.03g Catalase,

Moi truong dinh
dudng cho 6ng nudi
ciy vi khuan lao

0.6g Oleic axit; va lo chira hon hgp khang sinh dong kho: Polymyxin B 6,000 don
vi, Amphotericin B 600 pg, Nalidixic axit 2,400 pg, Trimethoprim 600 pg,
Azlocillin 600 pg.Dat tidu chuan ISO 13485: 2016

Hodac tuwong duong
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STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
- Dung trong quy trinh phuc hdi va phat hién vi khuan mycobacteria.
-Mbi dng chtra 110puL cht chi thi huynh quang Tris 4, 7-diphenyl-1,10-
£ N R phenanthroline ruthenium chloride pentahydrate va 7mL canh truong
934 Ongfum cayvi Hop HQP 100 Middlebrook 7H9: 5.9g; Casein Peptone 1.25g.
khuan lao ong \ s o
- Bdo quan ¢ 2 - 250C.
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
Khay thir xét nghiém séc ky mién dich, dinh tinh phat hién va phéan biét khéng
nguyén vi rit cim A va cam B tir dich miii, dich hdu hong va dich ty hau
Ngudng phat hién Cim A < 6,88%10"2 TCID50/mL. Ciim B < 1,88%10"2
TCID50/mL
Hiéu qua chan doan Cam A:
- D6 nhay: 100%.
- B0 dac hiéu >99,2%
Khay thir xét nghiém - B0 chinh xAc > 99,3%
dinh tinh cac khang A A H1¢11 qua chan doan Cim B:
935 n;guyén virus clim Hop [Hop 25test|- P nhay tuong quan: 100%.
AB - B§ dic hiéu > 99,6%
- Bd chinh xac > 99,6%
Khong phan tng chéo véi: coronavirus-229E, coronavirus-NL63, coronavirus-
0C43, coronavirus-HKU 1, parainfluenza, Enterovirus, Streptococcus pneumoniae,
Mycoplasma pneumoniae, MERS-coronavirus, SARS-coronavirus, virus
adenovirus va virus hop bao hd hip ¢ nguoi.
Pat ching nhan CE hoiac FDA
Dat tiéu chuén ISO 13485: 2016
Hoac tuong duong
, £ . Hoéa chat tinh thé Sodium Hydroxide dung dé pha dung dich kiém.
93¢ |[16a chat Sodium Hop lkg  |Pat tiéu chuén ISO 13485: 2016
Hydroxide 3
Hodc tuong duong
Khoanh gidy khang - Khoanh g%e::\y klrléng‘ sinh fiuqc sir dung trong ki thuat khuéch tan dia.
sinh dd cho vi khuin - Khoanh gi\y co du'o;ng kinh 6mm. . A
937 |(KGKS Hop 5x.50 - Khoaflh gla}i duoc tarzl Cefoperazone/ Sulbactam c6 nong do 105ug
Cefoperazone- Discs [Pat chung nban CE hoac FDA
Pat ti€u chuan ISO 13485: 2016
sulbactam 75/30) -
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
938 khér}g sinh dd cho vi Hép 5x50 |- Khoanh gidy dugc tim Nitrofurantoin c6 ndng do 300 g
khuan ( KGKS i Discs [Pat chung nhan CE hodc FDA
Nitrofurantoin) Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm
939 khér}g sinh d6 cho vi Hép 5x50 |- Khoanh gidy dugc tim Gentamicin ¢6 ndng do 10 pg
khuan (KGKS i Discs [Pat chung nhan CE hodc FDA
Gentamicin 10ug) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm
940 khén}g sinh do cho vi Hop 5x50 |- Khoanh gidy dugc tim Gentamicin c6 ndng d6 120 ug
khuan (KGKS ’ Discs [Pat chung nhan CE hodc FDA

Gentamicin 120pg)

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm.
941 khang sinh d6 cho vi H6 5x50 |- Khoanh gidy dugc tim Amikacin c6 ndng do 30pug
khuén (KGKS P Discs [Pat chung nhan CE hoac FDA
Amikacin) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
) - iy khang si trong ki thuat khuéch tan dia.
Khoanh gidy lam Khoanh gf}y klrlang‘ sinh ,duqc su dung trong ki thudt khuéch tan dia
Khane sinh 4 cho vi - Khoanh giay c6 duong kinh 6mm
;g R 5x50 |- Khoanh gidy dugc tim Amoxycillin/Clavulanic acid c¢6 nong do 20/10 pg
942  |khuan (KGKS Hop . , A <
A icillin+Clavul Discs [Pat chung nhan CE hoac FDA
moxleriiTAavuia Pat tiéu chuin ISO 13485: 2016
nic acid) <
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
943 khang sinh dd cho vi Hé 5x50 |- Khoanh giéy dugc tim Ampicillin c6 néng do 10 pg
khuén (KGKS P Discs  |DPat chiing nhan CE hodc FDA
Ampicillin) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
. - idy khang sinh ) ki thuat khuéch tén dfa.
Khoanh gidy lam Khoanh gfy klrlang‘ sin fiuqc su dung trong ki thuat khuéch tan dia
, . N . - Khoanh giay c¢6 duong kinh 6mm
khéng sinh d6 cho vi % z L LA A
944 |khun (KGKS Ho 5x50 |- Khoanh giay dugc tam Ampicillin/Sulbactam cé nong d6 20 pg
Agai i op Discs  |Dat chimg nhan CE hoic FDA
pie Pat tiéu chun ISO 13485: 2016
sulbactam) .
Hoac tuong duong
- Khoanh gidy khang sinh duoc sir dung trong ki thuét khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
945 khang sinh d cho vi H6 5x50 |- Khoanh gidy dugc tim Azithromycin c6 ndng do 15 pg
khuan (KGKS P Discs [Pat chung nhan CE hoac FDA
Azithromycin) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh giéy khang sinh dugc sir dung trong ki thuat khuéch tan dfa.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
946 khang sinh dd cho vi Ho 5x50 |- Khoanh giéy dugc tim Aztreonam c6 ndng do 30 ne
khuan (KGKS P Discs [Pat chung nhan CE hoac FDA
Aztreonam) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
-Khoanh gidy khang sinh dwoc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm
947 khang sinh dd cho vi Ho 5x50 |- Khoanh gidy dugc tim Cefepime c6 nong do 30 pg
khuén (KGKS P Discs [Pat chung nhan CE hodc FDA
Cefepime) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc str dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
948 khang sinh dd cho vi Ho 5x50 |- Khoanh gidy dugc tim Cefixime c6 ndng d6 5 pg
khuén (KGKS P Discs [Pat chung nhan CE hodc FDA
Cefixime 5ug) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
B _ R r d \ kr h 6
Khoanh giay 1am Khoanh gfy co uo;ng [ omm , A R
, . N . - Khoanh gidy dugc tdm Cefotaxime c6 nong do 30pg
khang sinh d6 cho vi R 5x50 x. 4 N L A \ e i1y R 22 P
949 2 Hop . - Moi ong dugc han kin riéng, cung véi tii hut am dé duy tri d6 am <2%
khuan (KGKS Discs ; . -
. Pat chiing nhan CE hoac FDA
Cefotaxim)

Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c¢6 duong kinh 6mm
950 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Cefoxitin c6 ndng do 30 pg
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Cefoxitin) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
-Khoanh gidy khang sinh duoc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
951 khér}g sinh db cho vi Hop 5x50 |- Khoanh gidy duogc tim Ceftaroline c6 ndng do 30 pg
khuan (KGKS j Discs  |DPat chiing nhan CE hodc FDA
Ceftaroline 30ug ) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
952 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy duogc tdm Ceftazidime c6 ndng do 30 pg
khuan (KGKS j Discs  |DPat chiing nhan CE hodc FDA
Ceftazidime) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Khoanh gidy lam - Khoanh g%éy klrléng‘ sinh fiuqc sir dung trong ki thuat khuéch tan dia.
khang sinh d& cho vi - Khoanh g:ay co du;orng kinh 6mm ' . A
953 |khun (KGKS Hop 5x.50 Khoanh giay (Aiuqc tam Ceftazidime-avibactam c6 nong d6 30/20ug
Ceftazidime- i Discs  [Pat chiing n}}an CE hoac FDA
. Pat tiéu chuan ISO 13485: 2016
avibactam 30/20 ) -
Hoac tuong duong
Khoanh gidy lam - Khoanh g%éy klrléng‘ sinh fiuqc sir dung trong ki thuat khuéch tan dia.
khang sinh d& cho vi - Khoanh gfy co du’o;ng kinh 6mm . )
954 |khun (KGKS Hop 5x.50 - Khoarrlh gla}i duoc tarzl Ceftolozane-tazobactam nong d¢ 40ug
ceftolozane- Discs |DPat chng n}:an CE hoac FDA
tazobactam 40pg ) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh duoc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm
955 khét}g sinh d6 cho vi Hop 5x50 |- Khoanh giéy dugc tim Ceftriaxone c6 ndng do 30 ug
khuan (KGKS i Discs [Pat chung nhan CE hoac FDA
Ceftriaxone) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm
956 khér}g sinh d6 cho vi Hép 5x50 |- Khoanh gidy dugc tim Cefuroxime c6 ndng do 30 pg
khuan (KGKS i Discs [Pat chung nhan CE hodc FDA
Cefuroxime) Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
957 khér}g sinh dd cho vi Hép 5x50 |- Khoanh gidy dugc tim Cephazolin c6 ndng do 30 pg
khuan (KGKS i Discs [Pat chung nhan CE hodc FDA
Cephazolin 30pg ) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm
953 khén}g sinh do cho vi Hop 5x50 |- Khoanh gidy dugc tam Ciprofloxacin c¢6 nong do 5 ug
khuan (KGKS ’ Discs [Pat chung nhan CE hodc FDA
Ciprofloxacin) Pat tidu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm.
959 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Clindamycin c6 ndng d6 2 pg
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Clindamycin) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
960 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Colistin c6 ndng d6 10pg
khuan (KGKS ; Discs  |DPat chiing nhan CE hodc FDA
Colistin) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh giy ¢6 dudng kinh 6mm
961 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Doxycycline c6 ndng d6 30 pg
khuan (KGKS ; Discs  |DPat chiing nhan CE hodc FDA
Doxycylin) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
962 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Ertapenem c6 ndng do 10 pg
khuan (KGKS ) Discs  |Pat chirng nhan CE hoac FDA
Ertapenem 10pg ) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
963 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Erythromycin c6 ndng do 15 pg
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Erythromycin) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh gidy ¢6 duong kinh 6mm
964 khét}g sinh d cho vi Hop 5x50 |- Khoanh gidy dugc tim Fosfomycin /trometamol c6 ndng d6 200 pg
khuan (KGKS ; Discs [Pat chung nhan CE hoac FDA
Fosfomycin 200ug) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
965 khér}g sinh d6 cho vi Hép 5x50 |- Khoanh gidy dugc tim Imipenem c6 ndng d6 10pug
khuan (KGKS i Discs [Pat chung nhan CE hodc FDA
Imipenem) Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Khoanh gidy lam - Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
khéang sinh d6 cho vi - Khoanh gidy ¢6 dwong kinh 6mm
966 khuan (KGKS Hép 5x50  |Khoanh gidy dugc tim Imipenem-relebactam ndng d6 35pug
Imipenem- i Discs [Pat chung nhan CE hodc FDA
relebactam I/R 35ug Dat tiéu chuan ISO 13485: 2016
) Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm.
967 khén}g sinh do cho vi Hop 5x50 |- Khoanh gidy dugc tam Levofloxacin cé ndng d6 Spg
khuan (KGKS ’ Discs [Pat chung nhan CE hodc FDA
Levofloxacin) Dat tiéu chuan ISO 13485: 2016

Hodac tuong duong
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Quy

STT , cach Tiéu chuin ky thuat
pham tinh ) L.
dong goi
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
968 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tdm Linezolid c6 ndng do 30 pg
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Linezolid) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
969 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Meropenem c6 ndng d6 10 pg
khuan (KGKS ; Discs  |DPat chiing nhan CE hodc FDA
Meropenem 10pg ) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
970 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Minocycline c6 ndng d6 30 pg
khuan (KGKS ; Discs  |DPat chiing nhan CE hodc FDA
Minocycline ) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
971 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Moxifloxacin c¢6 nong do 5 pg
khuan (KGKS ) Discs  |Pat chirng nhan CE hoac FDA
Moxifloxacin) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm.
972 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Optochin c6 ndng do 5ug
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Optochin 5ug) Dat tiéu chun ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia
Khoanh gidy lam - Khoanh gidy ¢6 duong kinh 6mm
973 khét}g sinh d cho vi Hop 5x50 |- Khoanh gidy dugc tim Penicillin G c6 ndng do 10ug
khuan (KGKS ; Discs [Pat chung nhan CE hoac FDA
Penicillin 10UT) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Khoanh giy lam - Khoanh g%e::\y klrléng‘ sinh fiuqc sir dung trong ki thuat khuéch tan dia
khéang sinh d6 cho vi - Khoanh gﬁ}y oo duor;ng kl.nh 6mm . A R
974 |khun (KGKS Hép 5x.50 - Khoaflh gla)i duogc tarzl Piperacillin/tazobactam c6 nong d6 110 pg
Piperacillin/Tazobact Discs |Dat clklung n}:e_m CE hodc FDA
Pat ti€u chuan ISO 13485: 2016
am) «
Hodc tuong duong
- Khoanh gidy khang sinh dugc str dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dwong kinh 6mm
975 khér}g sinh dd cho vi Hép 5x50 |- Khoanh gidy dugc tim Rifampicin c6 ndng d6 Sug
khuan (KGKS i Discs [Pat chung nhan CE hodc FDA
Rifampicin) Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy c6 duong kinh 6mm
976 khén}g sinh do cho vi Hop 5x50 |- Khoanh gidy dugc tam Teicoplanin c6 ndong d6 30 pg.
khuan (KGKS ’ Discs [Pat chung nhan CE hodc FDA
Teicoplanin) Pat tidu chuan ISO 13485: 2016

Hodac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , .
dong goi
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm
977 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Tetracycline c6 ndng d6 30 pg.
khuan (KGKS ) Discs [Pat chung nhan CE hoac FDA
Tetracycline) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
- Khoanh gidy khang sinh dugc sir dung trong ki thuat khuéch tan dia.
Khoanh gidy lam - Khoanh gidy ¢6 dudng kinh 6mm.
978 khér}g sinh db cho vi Hop 5x50 |- Khoanh gidy dugc tim Tobramycin c6 ndng do 10 pg.
khuan (KGKS ; Discs  |DPat chiing nhan CE hodc FDA
Tobramycin ) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Khoanh gidy lam - Khoanh g%éy klrléng‘ sinh fiuqc sir dung trong ki thuat khuéch tan dia.
khéng sinh db cho vi - Khoanh gidy ¢6 duong kinh 6mm - o
2 R 5x50 |- Khoanh giay dugc tam Trimethoprim/sulphamethoxazole c6 nong d¢ 25 pg.
979  |khuan (KGKS Hop . , . -
Trimethoprime- Discs |DPat c'Izu‘ng n?an CE hoac FDA
Pat ti€u chuan ISO 13485: 2016
sulfamethoxazol)) -
Hoac tuong duong
- Khoanh gidy khang sinh duoc sir dung trong ki thuét khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm
980 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tim Vancomycin c6 ndng do 30 pg.
khuan (KGKS ; Discs  |Pat chirng nhan CE hoac FDA
Vancomycin) Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong
- Khoanh gidy khang sinh duoc sir dung trong ki thuét khuéch tan dia.
Khoanh giéy lam - Khoanh giéy c6 duong kinh 6mm.
081 khér}g sinh dd cho vi Hop 5x50 |- Khoanh gidy dugc tdm Tigecycline c6 ndng do 15 pg
khuan KGKS j Discs [Pat chung nhan CE hoac FDA
Tigecycline) Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong
Khay thur xét nghiém dinh tinh khang nguyén vi rit cim A, cum B 1a xét nghiém
sdc ky mién dich in vitro nhdm dinh tinh phat hién khang nguyén nucleoprotein tir
cum A (bao gém phan nhém HIN1) va cim B trong mau dich ty hau, dich mii,
dich hong hoac dich hut mili.
Dbi v6i mau dich ty hau/dich mii:
Cum A
D0 nhay > 99.50%
b dac hiéu >100.00%
Test nhanh chan Hop20 |CumB
982 doan Virus Cum A/ B TEST khay thtr D¢ nhay > 99.23%
b6 dac hiéu > 100.00%
Nong d6 phat hién: Flu A HIN1 < 1.8x104 TCID, Flu A H2N2 < 3.0x104
TCID50, Flu H3N2 < 3.0x104 TCID50, Flu HSN1< 6.0x104 TCID50, Flu A
H7N3< 6.0x104 TCID50.
Phat hién duoc tat ca 9 chung cam B
Pat chirng nhén CE hoac FDA
Dat tiéu chuan ISO 13485: 2016
Hodac tuong duong
T?a’nh Xic f?nh.lfong Thanh tam khang sinh Amikacin nong do 0,016-256 pg/ml.
d trc che toi thiéu Pat chiing nhan CE hoac FDA
983 |khang sinh Hop 30 thanh | ° i :

Amikacin néng do
0,016-256 pg/ml

Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong
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dong goi
Thanh xé4c dinh ndng
d6 e ché tdi thiéu Thanh tim khang sinh Amoxicillin/clavulanic ndng d6 0,016-256 pg/ml.
khang sinh R Pat chirmg nhan CE hoac FDA
984 | Amoxicillin/clavulan | 0P| 30thanh 15 ¢ tieu chudn 1SO 13485: 2016
ic ndng d6 0,016- Hodc tuong duong
256 pg/ml
Thanh xdc dinh nong Thanh tm khang sinh Ampicillin ndng d¢ 0,016-256 pg/ml.
d0 rc che to1 thiéu , N -
985  |khane sinh H6 30 thanh bat chung nhan CE hoidc FDA
gsmn op A 1 Pat tiéu chuin 1SO 13485: 2016
Ampicillin nong do Hodic twone duon
0,016-256 pg/ml : g cuong
Thanh xé4c dinh ndng
d6 wc ché tdi thiéu Thanh tim khang sinh Ampicillin-Sulbactam ndng d¢ 0,016-256 pg/ml.
khang sinh N bat chung nhan CE hoiac FDA
986 | Ampicillin/sulbactam| 0P| 30thanh 1y ieu chudn 1SO 13485: 2016
ndng d6 0,016-256 Hoac tuong duong
pg/ml
Tfla,nh Xa;c (Ai'mh.rxlong Thanh tdm khang sinh Azithromycin ndng d6 0,016-256 pg/ml.
d0 Urc cheé to1 thiéu , N .
987 |khane sinh H6 30 thanh Pat ching nhan CE hoiac FDA
onesm op "M 1Pat tiu chuin 1SO 13485: 2016
Azithromycin nong Hodc trone duon
6 0,016-256 pg/ml : g duong
Tfla,nh Xa;c (Ai'mh.rxlong Thanh tdm khang sinh Aztreonam ndng d6 0,016-256 pg/ml.
d0 Urc cheé to1 thiéu , N .
988  |khane sinh H6 30 thanh Pat chiing nhén CE hoac FDA
amesm op " |Dat tieu chuén 1SO 13485: 2016
Aztreonam nong do Hodic twone duon
0,016-256 pg/ml ; g cuong
Thanh xac dinh nong
d6 trc ché t6i thiéu Thanh tam khang sinh Benzylpenicillin nong d¢ 0.002 -32 pg/ml.
khang sinh . Pat chiing nhén CE hoac FDA
989 | Benzylpenicillin Hop | 30thanh 1o il chuan ISO 13485: 2016
ndng do 0,002-32 Hodc tuong duong
png/ml
Thanh xdc dinh nong Thanh tim khéng sinh Cefepime ndng do 0,016-256 pg/ml.
d0 trc che toi thiéu , N .
990 |khang sinh Cefepime | Hop | 30 thanh |03 chung nhan CE hoge FDA
Long S LETepTne ) Hop A |pat tiéu chudn ISO 13485: 2016
nong do 0,016-256 <
Hodc tuong duong
pg/ml
Thanh xdc dinh nong Thanh tdm khéng sinh Cefixime ndng d¢ 0,016-256 pg/ml.
d0 trc che toi thiéu , N .
, . . . Pat chirng nhén CE hoac FDA
991 |khang sinh Cefixime Hop 30 thanh o 2
N R Pat ti€éu chuan ISO 13485: 2016
nong do 0,016-256 <
Hodc tuong duong
pg/ml
T?a’nh Xic f?nh.lfong Thanh tam khang sinh Cefotaxime nong d6 0.002-32 pg/ml.
do e che toi thieu Pat ching nhan CE hoge FDA
992 |khang sinh Hop | 30 thanh |-° g1 ;

Cefotaxime nong do
0.002-32 pg/ml

Dat tiéu chuan ISO 13485: 2016
Hodac tuwong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Tfla’nh xaﬁc ?%nh.?ong Thanh tam khéng sinh Ceftazidime nong d¢ 0,016-256 ug/ml.
d0 trc ché toi thiéu , N N
993 |khang sinh Hop | 30 thanh |P2t chimg nhan CE hodc FDA
g | P Pat tiéu chuin ISO 13485: 2016
Ceftazidime nong d¢ Hodic tuone duon
0,016-256 pg/ml : g duong
Tila’nh Xic (}.lnh.I;lOIlg Thanh tam khéng sinh Ceftriaxone nong d6 0,002-32 ug/ml.
d0 trc che toi thiéu , N N
994  |khang sinh Hop | 30 thanh |D8tchume nhan CEhodc FDA
8 A . °P Dat tiéu chuan ISO 13485: 2016
Ceftriaxone nong do Hodic tuone duon
0,002-32 pg/ml : g cuong
Tfla’nh xa‘c ?}nh'?ong Thanh tam khang sinh Ciprofloxacin nong do 0,002-32 pug/ml.
do rc che to1 thiéu , N -
995  |khane sinh H6 30 thanh bat chung nhan CE hoiac FDA
ang s P M 'pat tieu chuan ISO 13485: 2016
Ciprofloxacin nong Hodic trone duon
6 0,002-32 pg/ml : g duong
Tfla,nh Xa;c (Ai'mh.rxlong Thanh tim khang sinh Clindamycin néng d6 0,016-256 pg/ml.
do Urc che to1 thiéu , N -
996  |khane sinh H6 30 thanh Pat ching nhan CE hoiac FDA
s op M 1Pat tiu chuin 1SO 13485: 2016
Clindamycin nong Hodic tuone duon
6 0,016-256 pg/ml ~ g auong
TPa,nh xaAc (Ai'mh.rxlong Thanh tim khang sinh Daptomycin nong do 0,016-256 pg/ml.
d0 Urc cheé to1 thiéu , N _
997  |khane sinh H6 30 thanh Pat ching nhan CE hoiac FDA
mesm | TP "M 1Pat tiu chuin 1SO 13485: 2016
Daptomycin nong d6 Hodic twone duon
0,016-256 pg/ml : g auong
TPa,nh XE;C (Ki.mh.rxlong Thanh tam khang sinh Doxycyline ndng d6 0,016-256 pg/ml.
d0 Urc che to1 thiéu , N _
998  |khane sinh H6 30 thanh Pat chiing nhén CE hoac FDA
mesmo op M 1Pat tieu chuin 1SO 13485: 2016
Doxycyline nong do Hodic tuone duon
0,016-256 pg/ml : g duong
TPa,nh XE;C (Ki.mh.rxlong Thanh tam khang sinh Erythromycin ndng d6 0,016-256 pg/ml.
d0 Urc che to1 thiéu , N _
999  |khane sinh H6 30 thanh Pat chiing nhén CE hoac FDA
mesmr op M 1Pat tieu chuin 1SO 13485: 2016
Erythromycin nong Hodic tuone duon
0 0,016-256 pg/ml ; g cuong
Tfla’nh Xa;c i’i.lnh'I;lOng Thanh tam khéng sinh Fosfomycin ndng d6 0,032-512 pg/ml.
d0 trc ché to6i thiéu , N -
1000 |khang sinh Hop | 30 thanh |D2t chumg nhan CE hodc FDA
gsmn - op Pat tiéu chuin ISO 13485: 2016
Fosfomycin nong d¢ Hodic trone duon
0,032-512 pg/ml : g cuong
Tfla’nh Xa;c i’i.lnh'I;lOng Thanh tam khang sinh Gentamicin ndng d6 0,016-256 pg/ml.
do e ché toi thiu Dbat chung nhan CE hodac FDA
1001 |khang sinh Hop | 30 thanh |-° £ ;

Gentamicin n<‘3ng do
0,016-256 pg/ml

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT , cach Tiéu chuin ky thuat
pham tinh , . )
dong goi
Tila’nh xa;c f?nh.lfong Thanh tam khang sinh Imipenem ndng d6 0,002-32 pg/ml.
d0 trc che toi thiéu , N -
1002 |khéng sinh Hop | 30 thanh |D8tchume nhan CE hodc FDA
. & A R °P Dat tiéu chuan ISO 13485: 2016
Imipenem nong do Hodic tuone duon
0,002-32 pg/ml ; g cuong
Tfla’nh xa‘c (A’i'mh'rglong Thanh tim khang sinh Levofloxacin ndng d6 0.002 -32 pg/ml.
do rc che to1 thiéu , N _
1003 |khane sinh H6 30 thanh bat chung nhan CE hoiac FDA
gsmn op M 1pat tieu chuan ISO 13485: 2016
Levofloxacin nong Hodic tuone duon
6 0.002 -32 pg/ml : g duong
Thanh xdc dinh nong Thanh tim khang sinh Linezolid néng d 0,016-256 pg/ml.
do rc che to1 thiéu , N _
, . . . R bat chung nhan CE hoiac FDA
1004 [khang sinh Linezolid Hop 30 thanh n 2
X N Pat tiéu chuan ISO 13485: 2016
nong d6 0,016-256 <
Hoac tuong duong
pg/ml
T?a’nh Xa;C ii%nh.lgong Thanh tim khang sinh Meropenem ndéng d¢ 0.002 -32 pg/ml.
d0 trc che toi thiéu , N B
1005 |khéng sinh Hop | 30 thanh |D8tchume nhan CEhodc FDA
g N P Pat tiéu chudn ISO 13485: 2016
Meropenem nong do Hosic trone duon
0,002-32 pg/ml : g cuong
Thanh x4c dinh nd , ;
R a,n xaAc (Aim .r;ong Thanh chtra khang sinh Meropenem-vaborbactam nong d6 0.016 -256ug/ml, dong
do Urc cheé to1 thiéu . n ~
L tung thanh riéng ré.
khéng sinh R , A =
1006 Merobenem- Hop 30 thanh [Pat chirng nhan CE hoac FDA
P \ Pat tiéu chudn ISO 13485: 2016
vaborbactam nong Hodic tuone duon
5 0,016-256 pg/ml : g duong
Tfla’nh xa:: (;I.mh.lllong Thanh tam khéng sinh Metronidazol nong d6 0,016-256 pg/ml.
d0 trc che toi thiéu , N -
1007 |khéng sinh Hop | 30 thanh |D2t chume nhan CE hodc FDA
&5 \ P Pat tiéu chun ISO 13485: 2016
Metronidazole nong Hosic tuone duon
46 0,016-256 pg/ml ; g cuong
Tfla’nh Xa;c (j.mh'lllong Thanh tam khéng sinh Minocycline ndng d6 0,016-256 pg/ml.
d0 trc ché to6i thiéu , N -
1008 |khéng sinh Hop | 30 thanh |D2t chume nhan CE hodc FDA
angsind op Pat tiéu chuin ISO 13485: 2016
Minocycline nong Hodic tuone duon
6 0,016-256 pg/ml ; g cuong
Tfla’nh Xa;c (j.mh'lllong Thanh tam khéang sinh Piperacillin/Tazobactam nong d6 0.016 -256pg/ml va
d0 trc cheé toi thieu N N
Khéne sinh Tazobactam nong do 4ug/ml.
1009 Pi rga lin/Tazobact Hop 30 thanh [Pat chung nhan CE hoic FDA
PETACITINg - dz05ac Pat tiéu chuin ISO 13485: 2016
am nong 6 0,016- Hodc tuong duon
256 pg/ml j & &
Tfla’nh xaﬁc ?.mh.I;long Thanh tam khéng sinh Teicoplanin nong d¢ 0,016-256 ug/ml.
do e ché toi thicu Dbat chung nhan CE hodc FDA
1010 [khang sinh Hop | 30 thanh || gnk ;

Teicoplanin ndng do
0,016-256 pg/ml

Pat tiéu chuan ISO 13485: 2016
Hodc tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT g cich Tiéu chuin k§ thuat
pham tinh , . )
dong goi
Tfla’nh xaﬁc ?.mh.l;long Thanh tim khéang sinh Tetracycline nong d6 0,016-256 pg/ml.
d0 trc ché toi thiéu , N .
1011 |khéng sinh Hop | 30 thanh |D2t chimg nhan CE hodc FDA
gsmr o | TP Pat tiéu chuan ISO 13485: 2016
Tetracycline nong d¢ Hodic tuone duon
0,016-256 pg/ml ; £ cuong
Tfla’nh xa‘c (}}nh'r;long Thanh tim khang sinh Tobramycin nong d6 0,016-256 pg/ml.
do rc che to1 thiéu , N .
1012 |khane sinh H6 30 thanh bat chung nhan CE hoiac FDA
gsmh op A 1 Pat tiéu chuan 1SO 13485: 2016
Tobramycin nong d6 Hodc trone duon
0,016-256 pg/ml ; g duong
Thanh xé4c dinh ndng
d6 wc ché tdi thiéu Thanh tim khang sinh Trimethoprim/sulphamethoxazole nong d6 0,002-32 pg/ml.
khang sinh N bat chung nhan CE hoiac FDA
1013 Trimethoprim/sulpha Hop 30 thanh Dat tiéu chuan ISO 13485: 2016
methoxazole nong Hodc tuong duong
d6 0,002-32 pg/ml
Tfla,nh xaAc (Ai'mh.rxlong Thanh tdm khang sinh Vancomycin ndng d6 0,016-256 pg/ml.
d0 Urc cheé to1 thiéu , N .
1014 |khang sinh Ho 30 thanh |28t chung nhan CE hodc FDA
mesmA - op "M 1Pat tiu chuin 1SO 13485: 2016
Vancomycin nong Hodc trone duon
6 0,016-256 pg/ml : g cuong
Test nhanh phat hién dinh tinh khang nguyén virus SARS-CoV-2, Cam cim A va
Cam cum B trong mau dich miii trudec.
- Thoi gian phat hién: 15-20 phut
Sars-CoV-2:
- b6 nhay > 94.59%
- D§ dac hiéu>99.11%
20 Cum A:
1015 Hop . |- Do nhay >97.06%
test/hop e 1a
- B0 dac hiéu > 99.55%
Khay thir xét nghiém Cum B:
dinh tinh khang - b6 nhay > 95%
nguyén SARS-CoV- - Do dac hiéu >99.11%
2, Pat chiing nhén CE hoac FDA
Influenza A, Dat tiéu chuén ISO 13485: 2016
Influenza B Hodc tuong duong
1A Test nhanh phat hi¢n va phan bi¢t 6 loai khang nguyén Influenzae A, Influenzae B,
T hanh phat h . .
‘estnA an Ap at o RSV, SARS-CoV-2, Adenovirus Streptococcus group A trong bénh pham dich ho
va phén biét 6 loai A, ‘.
khang nguyén hap cua nguoi
Influenzae A, i;;]g; églan phat hién:: 20-25 phut
1016 [nfluenzac B, RSV, Hop 201 g chinh xdc > 99%
SARS-CoV-2, test’/hop -
Adenovirus - Do nhay = 90%
Streptococcus grou - Do ddc hicu: = 99%.
A trgn beh irgmp Pat chimg nhan CE hoic FDA
 TONE DS P Pat tidu chuin ISO 13485: 2016
dich ho hap

Hoac tuong duong




STT

Tén hoa chit, sinh
phim

Pon vi
tinh

Quy
cach
dong goi

Tiéu chuin ky thuat

1017

Dung dich nhuém
Giemsa

Chai

Chai 1 it

Thanh phén:

+ Eosin, C.I. 45380 >2,5 g/LL

+ Methylene blue-Azures, C.I. 52015 >4,5 g/L.
+ Methanol 50 %

+ Glycerol 50 %

Do pH: 6.8-7.2 ( O nhiét 6 20 do C)

Dat tiéu chuin ISO 13485: 2016

Hoac tuong duong

1018

B6 hoa cht nhudom
PAS

B0 3 chai
x 500ml

B6 hoa chét gdbm co:

+ Dung dich nhuém Schiff: Thanh phan gdm cé: Nudc 98%; Hydrochloric Acid:
<5%; Potassium Metabisulfite: < 4; C.I. Basic red 9 monohydrochloride <1%

+ Dung dich Acid Periodic 1%: Thanh phan gdm c6: Nu6c: >98%, Periodic Acid:
<2%

+ Dung dich nhuém Hematoxylin harris: Thanh phan gém c6: Nudc, Hematoxylin,
Mubi Aluminum.

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

1019

Dung dich formalin
dém trung tinh 10%

Lit

5L

Thanh phan: Formaldehyde Solution 4% p/v
bém pH 7,0. On dinh béng metanol

Pat ching nhan CE hoiac FDA

Dat tiéu chuin ISO 13485: 2016

Hoac tuong duong

1020

Hoa chat thay thé
xylen

Can

5L

Chét thay thé Xylen 12 mot dung méi isoparaffin H c6 thé dugc sir dung dé xur Iy
mo trong cac mau mé va té bao hoc

Isoparaffin H > 99%

Pat ching nhan CE hoiac FDA

Dat tiéu chuan ISO 13485: 2016.

Hodc tuong duong

1021

Keo gin lamen -
Mounting medium

Chai

Chai
118ml

Hoa chat ding dé gin pha 1én mé bénh pham; dang 16ng, khong mau, mui thom
- Thanh phan gom c6: Toluene; Acrylate Polymer

Pat tiéu chuin ISO 13485: 2016

Hodc tuong duong

1022

Paraffin hat tinh
khiét

Tuai

Tui 1kg

Tinh chét vat ly: paraffin dang rin, c6 mau tréng, khong mui,

Thanh phan gdm cé: Sap paraffin tinh khiét va sap Hydrocarbon, Benzen, ethenyl-,
polymer v6i 1-methylethenyl) benzen, hydro hoa.

Diém nong chay 54-57°C

Pat chiing nhén CE hoac FDA

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong

1023

Dung dich nhu¢m
Hematoxylin harris

Chai

Chai
1000ml

Duing dé nhu¢m nhén trong md hoc té bao.
Thanh phén:

Haematoxylin: 0.5%;

Aluminium Sulphate: 6%;

Ethylene glycol: 15%.

Dat tiéu chuan ISO 13485: 2016

Pat chirng nhén CE hoac FDA

Dat tiéu chuan ISO 13485: 2016

Hoac tuong duong

1024

Dung dich nhuém
Eosin Y

Chai

Chai
500ml

Eosin Y dung dich nhuém cé chira con

- Thanh phéan gom co:

- Ethyl Alcohol <75%; Nudc <25%; Isopropyl Alcohol <5%; Methyl Alcohol
<5%; Acetic Acid <5%

Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Quy

grp | Ténhod chat sinh | Donvi | Lo Tiéu chuin k§ thujt
pham tinh ) L.
dong goi
San phém duogc st dung trong viéc cat lanh mau mo.
’ chai 118 Thanh p}l?m chura Pc?lyethylene glycol < 5%.
1025 |Gel cat lanh Chai ml Tinh chat vaF ly: chat 16ng khong mau
DPat ti€u chuan ISO 13485: 2016
Hoac tuong duong
Chai Thanh pl{ﬁn: Acid Nitric (HNO3) dam déc 65% - 68%.
1026 [Acid nitric Chai 500m] Tiéu chuan chat lugng: ISO 13485:2016

Hoac tuong duong




PHU LUC 1: DANH MUC HOA CHAT SINH PHAM MOI CHAO GIA
G6i thau: Cung cap héa chit sinh pham khong dwoc phan loai la trang thiét biy té
(Kém Céng van s6 1439/NPTW-KD ngay 02/12/2025 ciia Bénh vién Bénh Nhiét d6i Trung wong)

A LA, . . Quy
grp |Tenhoachat,sinh | Donvi | L Tiéu chuin k§ thuat
pham tinh , .
dong goi
xzniéocxlétmlcron Mang loc kich thudc 1 micron
1 n Y ) A Tui 10unit/tai |Dat tiéu chuan ISO 13485: 2016.
nghiém thanh phan 5
L, L LA Hodc tuong duong.
huyét sac to
5 Pau con TIPTRAY Ho 960  |Pau con hut mau va hoa chat (thé tich 320p1)
box e -line P |chiée/ Hop|Dat tidu chudn ISO 13485: 2016
Hodc tuong duong
Cong dung hoa . C LA , X, 1 (o ,
I , n .. |Coéng cd thé tich 4ml dung hoa chat dung cho may dong mau
3 |chatdungchomdy | Hop | 100cdl |p e opian 1SO 13485: 2016
dong mau <
Hodac tuong duong
Thanh phan gom:
Boéng dén ha-lo- - Béng dén halogen, cong sudt 50W, ngudn dién 12V sa dung cho
4  |gen dung cho may Cai 1 cai  |may sinh hoad do quang véi 12 budc song: 340, 376, 415, 450, 480,
sinh hoa 505, 546, 570, 600, 660, 700, 800 nm
Hodac tuong duong
Puogc lam tir nhya, thiy tinh, kim loai, dai 8,9 cm (+/- 0,1cm).
Puong kinh than kim loai piston: 5,0 mm (+/- 0,2 mm)
5 Xy;lanh hut hoa Chide I céi/hop ]?ung (fle hut chinh xac thé hda chat, twong thich v&i may phan tich
chat sinh hoa.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong
Lam tir kim loai, phu lop chéng dinh, dai 19,5c¢cm (+/- 0,2cm),
S, . Lk £ ...~ |Pudng kinh phan than chinh: 3,5 mm (+/- 0,2 mm)
6 |Kim hathod chat Chiée I céi/hop Kim ht twong thich véi may phan tich sinh hoéa.
Dat tiéu chuan ISO 13485: 2016.
Hodac tuong duong
Lam béng cao su va nhya, chiéu dai téng 10,7 cm, (+/- 2mm), chiéu
dai phan cao su 8,8 cm (+/- 2mm), dudng kinh 5 mm (+/- 1 mm)
7  |Day bom nhu dong Tui 2 cai/tti |Day bom tuong thich vdi may phan tich sinh hoa.
Dat tiéu chuan ISO 13485: 2016.
Hoac tuong duong
Bong den Halogen, 12V, 20W
2 Bong den 12V, chi 1 céi/hop Bong den tuong thich vi may phan tich sinh hoa.

20W

Pat tiéu chuan ISO 13485: 2016
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT 2 ; cich Tiéu chuin k§ thuat
pham tinh X . )
dong goi
A <\ . . 5 17 A ’ N\ +/-
Kim hat bénh Cau tao‘tu: klrxn lcr)al,‘phuqlo*p;choAng dm}Xl, dai 1‘9,5le (+ 0;2 cn}),
him dine cho Puoc dung dé hut va nha mau bénh pham, Puong kinh phan than
9 fné & nghiém Cai 1 cai/hop |chinh: 2,4 mm (+/- 0,2 mm) tuong thich v&i may phan tich sinh hoa.
1Ay XeLRgNIe Pat tiéu chuén ISO 13485: 2016.
sinh hoa _
Hoac twong duong
Xy-lanh hat bénh DI:IQ'C lalrn ‘Eu nh'ua, tl}uy t1;n1}, knn:loal, d‘al 8,9’ cm ( A/ Oflcm),'
him dine cho Dung dé ht chinh xéc thé tich mau, Puong kinh than kim loai
10 Elé <t nghiém Cai 1 cai/hop |piston: 2,0 mm (+/- 0,2 mm) tuong thich véi may phan tich sinh hoa.
oy e e Dat tiéu chuan ISO 13485: 2016.
sinh hoa <
Hoac tuong duong
Thanh kiém soat A ) B QOI tao d0 am khoang chtra thudc thir trén may xét nghiém mién
11 .2 Hop Hop 5 goi |dich
do am <
Hodc tuong duong
12 |Nhan dan ma vach Hop HQ;Z 1 |- N{lan ma vach 2 inch x 1 inch
cuon |Hoac tuong duong
Diay 6ng nhwa phan . |Thanh phan gom:
, . s . 120day | .. <« . . N i
13 |tng dung trén may Hop in Day ong nhya phan ung dung trén may luan nhiét.
luan nhiét g Hodc tuong duong
Hoa chit chong 4m
st dung voi hé . Thanh phan: Nhom silicat Aluminosilicate
14 N j H
thong dinh danh P >00¢ Hodc tuong duong
khdi phd
Kit str Iy mfu str Hop (2 x Ong Vaf 'tu Athac: tac mau Mycobacterium tir moi truong 16ng st
S 1A A R z dung véi hé thong VITEK MS
15 |dung véi hé thong Hop 50 Ong, i 2
; L. 2 £ Pat tiéu chuan ISO 13485: 2016
dinh danh khoi pho 250 tam) -
Hoac tuong duong
Ong nghiém pha Thanh phan: Ong nghiém bang nhya trong (polystyrene) 12 mm x
lodng mau 2000 75 mm ding mdt 1an st dung véi may dinh danh va lam khang sinh
16 |polystyrene cho Thung Sne/thin do tu dong
méy dinh danh va SIS 1hat tisu chudn 1SO 13485: 2016
lam khang sinh d6 Hoic tuong duong
.. L Tui tao khi trudng ky khi ding véi hop 0, thanh phan gém than
17 Tui tao khi truong Hop 10 tai  [hoat, sodium ascorbat (natri ascorbate), chat hiru co va vo co khac

ky khi

Pat tiéu chuan ISO 9001
Hoac tuong duong




Tén hoa chit, sinh

Pon vi

Quy

STT < , cach Tiéu chuin k¥ thuit
pham tinh , L.
dong goi
Thanh phan gom than hoat, sodium ascorbat (natri ascorbate), chat
Ti tao khi truong . hfn.l cova v co khé.c 2 .
18 vihi éu Khi Hop 10 tdi  |Tui tao khi tl:u’(‘mg vi hiéu khi dung véi hop 1.
Pat tiéu chuéan ISO 9001
Hoac tuong duong
Dung dich rira may Thanh phan: Hypochlorous acid, sodium salt, Sodium hydroxide
19  |phan tich dong Thung 5L Pat tiéu chuan ISO 13485: 2016
chay té bao Hodc tuong duong
Dung dich tit may DﬁPg cho;béo’tri n'naiy F/.%CSCan.to Z. . .
20 |phan tich té bao Thing 5L Than’hA phan So chua Axit benzoic, muoi natri (theo ti 1€ 1:1)
. \ Pat ti€u chuan ISO 13485: 2016
dong chay <
Hoac tuong duong
Diy 6ng chita mau
bang nhya ding Thanh phan gom:
21  |cho may tach chiét Hop 120 cai |Day dng chira miu bang nhua dung cho may tach chiét acid nucleic.
acid nucleic (thé Hoac tuong duong
tich 16n)
Miéng dan day dia 50 ming Thz‘%nh phan gom:
22 |dung trén may luan Hop dan Miéng dan day dia dung trén may ludn nhiét.
nhiét Hodc tuong duong
Miéng dan day dia Thanh phan gom:
23 |dung trén may tach Hop  [100 Miéng[Miéng dan day dia ding trén may tach chiét
chiét cong suét cao Hoac tuong duong
Pau con dung 1 1an cho dong may xét nghiém mién dich tu dong
Diu con hit miu A 96tips x Phuong :phép xét ngl}iém: Mién dich Enzyme hoa phat quang,12
24 cong sudt 1on Hop 12 khay, moi kh;ly 96 dau con.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Dau con dung 1 1an cho dong may xét nghiém mién dich tu dong,
By c6n hitt miu ) 96 tips x Phuong :phép xét ngl:iém: Mién dich Enzyme hoa phat quang, 10
25 cong sudt nho Hop 10 khay, moi kh;ly 96 dau con.
Dat tiéu chuan ISO 13485: 2016
Hoac tuong duong
Giéng pha lodng Thanh phan: polypropylene.
2% xé? nghiém cho h¢ Hop 14 test*3 |Cong dung: St fiung dung dé pha lodng miu khi vuot ngudng
thong xét nghiém i khay |[do.Dat ti€u chuéan ISO 13485: 2016
mién dich Hoic twong duong
. R ) Thanh phﬁn: Ca(OH)2: 80-85%, NaOH:1-5%, KOH: 1-5%
Ong loc khong khi R , IO < . , .
cho hé théng méy A ) Cogng dung: Sur dung d€ ngan chan sy hu hong cta dung dich co
27 xét nghiém midn Hop 6x20ng |chat. 7
. i Dat tiéu chuan ISO 13485: 2016
dich .
Hodc tuong duong
Cbn sir dung trong y té, dung sat khudn.
A . Thanh phan: Ethanol ham luong tir 69% dén 71% (& 20°C)
28 |Con70do Can 201 I pat tieu chudn ISO 13485: 2016
Hoac tuong duong
Thanh phan: Ethanol ham luong tir 88% dén 92% (& 20°C)
29 |Con 90 do Chai | 1000ml |Dat tiéu chuan ISO 13485: 2016

Hodc tuong duong




Quy

gpr |Tenhod chat sinh | Donvi |- Tiéu chuin ky thuat
pham tinh X . )
dong goi

Thanh phan: Ethanol ham lugng tir 95% dén 97% (¢ 20°C)

30 [Con 96 do Chai | 1000ml |Dat tiéu chuan ISO 13485: 2016
Hodc tuong duong

\ , > An- 3 > [ 2 o
31 |Cdn tuyét déi Chai 1000ml Thanh phan: Ethanol ham luwong > 99,5% (& 20°C)

Dat tiéu chuén ISO 13485: 2016 Hoic twong duong




