Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit
1.1. Gi6i thiéu chung vé du 4n va géi thau

- Chit dau tu: Bénh vién Da khoa tinh Ha Tinh

- Du toén mua sim: Cung cip hoa chét, sinh phim nim 2025-2027 cho Bénh
vién Pa khoa tinh Ha Tinh

- Tén goi thau: Cung cp hoa chét, sinh pham nam 2025-2027 cho Bénh vién Da
khoa tinh Ha Tinh

- Nguédn vén: Ngudn thu sy nghiép ctia Bénh vién Da khoa tinh Ha Tinh

- Hinh thirc lira chon nha thau: P4u thau rong rii qua mang trong nudc

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui hd so.

- Thoi gian bat dau t6 chirc lwa chon nha thau: Thang 02/2026

- Loai hop dong: Tron goi

- Thoi gian thyc hién hop dong: 24 thang, ké tir ngdy hop dong c6 hiéu luc
- C6 nhiéu phan/16: C6

- Tuy chon mua thém: Ap dung, khong qua 30% s6 luong ciia hang muc tuong
ung néu trong hop dong.

1.2. Yéu cdu vé ky thugt
1.2.1. Tai liéu ching minh tinh hop l¢ ciia hang hoa

a. Bang Danh muyc hang héa du thau trong E-HSDT theo Mau NT — 01 tai muc 4
Chuong V. Yéu cu nha thau ké khai dﬁy du thong tin tai cac c¢Ot va ghi muc luc
clia tai liéu tham chiéu (chi dan dén s6 trang hodc dén folder chua tai liéu). Nha
thau phai nop dong thoi file Excel danh muc hang hoa du thau va ban scan c6 ky
dong dau hop 18.

b. Co catalog hoac tai liéu k¥ thuat ctia nha san XUAt ghi ro:

- Ky ma hiéu, nhan mac san pham (theo quy dinh ctia nha san xuét);
- Tén nha san Xuét;

- Théng sb k¥ thuat hang hoa;

- Quy céch hang hoéa (néu co);

c. Dbi voi hang hoa 1a trang thiét bi y té, cung cap céac tai lidu sau:

- Bén phén loai trang thiét b y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh hi¢n hanh.
- S0 Iuu hanh con han theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s
07/2023/ND-CP va céac quy dinh phap luat hién hanh, cu thé nhu sau:
+ Dbi voi trang thiét bi y,té' loai A, B: Phai cung cap sb cong bd (hoac Phjéu
thong tin) HO so cong bo tiéu chuén ap dung cua trang thi€t bi y t€ trén Cong
thong tin dién tir BO Y t& (dmec.moh.gov.vn).



+ Poi VOl trang thiét bi y té loai C, D: Phai cung cap gidy chimg nhan dang ky luu
hanh hogc gidy phép nhap khau con han cua B0 Y té theo quy dinh (P4i véi trang thiét
bi y té khong thudc danh muc phai cp phép nhap khau theo quy dinh tai Théng tu
30/2015/TT-BYT thi Nha thau phai cung cip T khai hang hoa nhap khau).

- S6 cong bb (hoic Phiéu thong tin) Ho so cong bd du diéu kién mua ban trang
thiet bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6
07/2023/ND-CP va cac quy dinh phéap luat hién hanh.

- S6 cong bo (hoac Phiéu thong tin) hd so cong bd du diéu kién san xudt ddi véi

trang thiét biy té san xuét trong nudc, theo quy dinh tai Nghi dinh sé 98/2021/NP-CP,
Nghi dinh s 07/2023/ND-CP va cac quy dinh phap luét hién hanh.

- Co mot trong cac ching chi ISO 9001, ISO 13485, FDA, chirng nhén luu hanh
cua B0 y t€ hoac tuong duong

- C6 gidy phép nhdp khau cua Bo y té dbi v6i cac loai hang hoa thudc didu kién
bét budc

d. P6i véi hang hoa khong phai 1a trang thiét bi y té:

Tai liéu chtrng minh déc tinh k¥ thuat cia hang hoa
To khai hang hoa nhéap khau.

Céc yéu cau khac:

w

Trong trudong hop can thiét, nha thau phai cung cip dudng link dé Chu dau tu
tra ctru, doi chi€u catalog, tai li¢u k¥ thuat ctia hang hoa;

- C4c tai liéu tai cac muc b), ¢), d) noi trén:

+ Neéu 1a ban sao phai c6 chiing thyc ctia co quan chirc nang, néu tai liéu dugc cap
truc tuyén thi phai c6 dau xac nhan ctia nha thau va nha thau chiu trach nhiém vé tinh
chinh xac ctia ngi dung

+ Néu str dung bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va
nha thau chiu trach nhiém phéap 1y vé tinh chinh xac ctia ndi dung dich thuat khi
phat hanh. Trong truong hop cé su sai khac giita ban dich va ban gbc thi Chii dau
tu s& danh gia dua vao ban goc.

1.2.2. Cam két ciia nha thau cho toan bé gdi thiu

- Cam két hang hoa cung cap phai dam bao moi 100%, con han sir dung theo
khuyén cdo ciia nha san xuét dap Gmg yéu cau E-HSMT. San xuét tir nam 2025 tro vé
sau;

- Cam két thuc hién d6i tra 1:1 khi véi truong hop sau:

+ Hang hoa kiém tra va thir nghiém khong phu hop véi dic tinh k¥ thuat da chao
thau.

+ Truong hop hang hoa bi 16i, bi hong hodc c6 cac khuyét tat ndy sinh c6 thé dan
dén nhitng bat loi trong qua trinh st dung binh thuong cua hang hoa do 16i ctia nha
thau hodc khi c6 thong bao thu hdi clia co quan c6 tham quyén.

- Cam két han dung ctia hang hoéa tai thoi diém giao hang: Han sir dung cta hang
hoa tinh ttr thoi diém cung ing dén co s¢ y t€ phai dam bao:



+ Tbi thiéu con > 18 thang ddi v6i hang hoa c6 han sir dung quy dinh cta nha san
xuat tu 36 thang trd 1€n;

+ T4i thiéu con > 12 thang dbi voi hang hoa ¢ han sir dung quy dinh cua nha san
xuat tir > 18 thang dén < 36 thang;

+ T4i thiéu con > 6 thang d6i v6i hang hoa ¢ han sir dung quy dinh ctia nha san
Xuat tr > 12 thang dén < 18 thang;

+ T4i thiéu con > 3 thang d6i v6i hang héa 6 han st dung quy dinh ctia nha san
xuat tir > 6 thang dén < 12 thang;

+ T4i thiéu con > 1 thang d6i v6i hang hoa ¢ han sir dung quy dinh ctia nha san
xuat < 6 thang;

+ Trong cac trudong hop dic biét khac, nha thau phai c¢6 bao cdo bang vin ban.
D061 v61 hang hoa khong ghi han stir dung phai dugce san xuat tr nam 2025 tré di.

- Cam két bao dam kha ning cung tng day du hang héa néu trang thau. Hang hoa
cung cip dam bao yéu cau vé chat luong va dung gia trang thau nhung khong cao hon
gia ké khai trén cong thong tin dién tr ciia B Y Té tai thoi diém mua ban theo Diéu
44 va Dicu 45 ND 98/2021/ND-CP ngay 08/11/2021.

1.2.3. Théng sé ky thudt

Yéu cdu vé ddc tinh, théng sé ky thudt quy dinh trong muc nay la toi thiéu, chi
nham muc dich mé ta va khong nham muc dich han ché nha thau. Bat ky tiéu chudn vé
ché tao, cong nghé, quy trinh san xudt cdc vit tw va thiét bi ciing nhw tham chiéu dén
nhan hiéu hang hoa, ky ma hiéu (néu cé) trong yéu cau vé tiéu chudn ky thudt chi tiét
thugc noi dung yéu cau (tiéu chi danh gia chi tzet) chi nham muc dich mé ta cdc tiéu
chudn chat luong, tinh nang kj thudt. Nha thau cé thé dwa ra cdc tiéu chudn chat
lrong, ky md hiéu, nhan hiéu hang héa khdc c6 ddc tinh, théng sé ky thudt twong
dwong hodc cao hon mién la nha thau cé thuyét minh giai trinh va chitrng minh mdt
hang di thau cé tinh nang, ddc tinh, thong so ky thudt twong dwong hodc cao hon so
VOl yéu cau quy dinh tai muc nay;,



STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

Thudc thtr xét nghiém dinh luong
Urea Nitrogen

- Muc dich str dung: Hoa chét dugc dung cho chan doan in vitro trong
qué trinh dinh lugng nito uré (san pham cudi cling ctia qua trinh chuyén
hoa nito) trong huyét thanh va huyét tuong ciia ngudi (lithium heparin)
va nudc tiéu

- Thanh phan: Thudc thir 1 (R1): NADH (> 0,69 mmol/L); Thudc thir 2
(R2): Urease (> 7,2 U/mL); GLDH (> 0,9 U/mL); a-Ketoglutarate (> 8,3
mmol/L)

Nuée tiéu: 35-1000 mg/dL (12,5-357,0 mmol/L)

4 x 1560 Tests

Thudc thtr xét nghiém dinh luong
Uric Acid

- Muc dich str dung: Hoa chit dugc dung cho chin doan in vitro trong
qué trinh dinh luong axit uric trong huyét thanh va huyét twong cua
nguoi (lithium heparin) va nude tiéu

- Thanh phan: Thudc thtr 1 (R1): N-ethyl-N-(2-hydroxy-3-sulfopropyl)-
3-methyl-aniline (21,0 mmol/L); Thudc thir 2 (R2): 4-aminophenazone
(1,52 mmol/L); peroxidase (> 1000 U/L); uricase (> 200 U/L)

- Dai do: Huyét thanh va huyét trong: 0,5-20,0 mg/dL (30-1190
pmol/L)

Nuée tiéu: 0,9-180,0 mg/dL (54-10.710 pmol/L)

4 x 1200 Tests

Chat hiéu chuan xét nghiém
Cholinesterase, GGT, LDLP, Lipase

- Muc dich sir dung: Ding cho chén doén in vitro trong hiéu chuén xét
nghiém CHE, GGT, LDLP, va Lip

- Thanh phan: Albumin huyét thanh bo (6%); chét bao quan; ndng do
chét dang dugc phan tich theo timg 16 (lipase (tuy lon); a-amylase (tuy
nguoi); gammaglutamyltransferase (than bo); LDHL (tim ga); CHE
(huyét thanh ngya))

6x25mL

Chét hiéu chuan cho xét nghiém ALT,
AST

- Muc dich st dung: Dung cho chan doan in vitro dé hiéu chuin xét
nghiém ALT, ALTPLc, AST, va ASTPLc.

- Thanh phan: Albumin huyét thanh bo (6%); chat bao quan; ndng do
chat dang dugc phan tich theo timng 16 (alanine aminotranserferase (tim
lon); aspartate aminotransferase (tim lgn))

6x15mL

Chat higu chuan cho xét nghiém
CK_L

- Muc dich sir dung: Duing cho chan doén in vitro dé hi¢u chuan xét
nghiém CK L.

- Thanh phan: Albumin huyét thanh ngudi (5%); chit bao quan; nong do
creatine kinase MM theo 16 (tim ngudi)

6 x2mL

Chat hiéu chuin xét nghiém dinh
luong HDL Cholesterol

Muc dich st dung: dung hi¢u chuén cho xét nghiém dinh lugng HDL
Cholesterol

3x1mL

Dung dich pha lodng dé pha lodng xét

- Muc dich sir dung: thudc thir dung cho chan doan in vitro trong pha

2 x 1500 mL




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
nghiém dién giai loang mau IMT ’
- Thanh phan: Chat dém Phosphate; albumin huyét thanh bo (0,01%);
chat bao quan
Dung dich rita méy xét nghiém sinh | - Muc filch st dung: dung cho chan doan in vitro trong vé sinh que tham
8 héa pha loang 2 x 1500 mL
- Thanh phan: Natri hipoclorit (5%)
- Muc dich str dung: dung cho chan doan in vitro trong rira va di€u chinh
9 Dung dich rira va bao dudng cuvet cuvet phan ing 2 % 1500 mL
cho may xét nghiém sinh hoa - Thanh phan: Tergitol 15-S-9 (5%); axit xitric (6,4%); kali socbat
(0,2%)
. ~ o - Muc dich sir dung: dung cho chan doan in vitro trong pha lodng mau
10 | Dumsdichphalodng chomiy xét | gy T 2x 1500 mL
ghie - Thanh phan: Natri clorua (160 mmol/L)
. N . . - Muc dich sir dung: ding cho chan doan in vitro trong rira 6ng hut thude
11 Dung dich “”; ilr?ﬁnh‘g‘;y xétnghiem |y o "ihide bi tron va cuvet 8 x 44.6 mL
- Thanh phan: Natri hidroxit (3,6%)
- Muc dich sir dung: dung cho chan doén in vitro trong rira 6ng hut thudc
12 Dung dich rira kim mdy xét nghiém | tht, thiét bi trén va cuvet 8 % 44.6 mL
sinh hoa - Thanh phan:Axit oxalic (3%); axit glycolic (20%); methanol (4,8%); '
carbowax
C ., o - Muc dich sir dung: dung cho chan do4n in vitro trong rira éng hit thude
13 Dung dich mzilr(]lr?lh?;y xét nghiém tht, thiét bj tron va cuvet 4 x 47 mL
- Thanh phan: Axit nitric (0,45-0,50 N)
14 Dung dich rura cuvette cho may xét - Muc dich st dung: dung cho chan doén in vitro trong rira cuvet 2 % 1500 mL
nghiém sinh hoa - Thanh phan: Natri hidroxit (3,6%)
- Muc dich sir dung: dung cho chan doan in vitro trong phong chong vi
Dune dich phu gia budne it cho mé khuén cho bé nu6e va ngén chén bong bong bam vao cuvet
15 & & tpn 'h?ém sinh%l()a Y| - Thanh phan: Ethanolamine (2,5%); hexahydro-1,3,5-tris 4 x 36 mL
ghie (betahydroxyethyl) triadine (10%); tergitol 15-S-9 (2,5%); natri hidroxit
(0,2%)
- Muc dich sir dung: Hoa chat dugc ding cho chan doan in vitro trong
) dinh luong hoat dong cia lactate dehydrogenase trong huyét thanh va
16 Thudc thu xét nghiém dinh luong huyét twong ngudi (lithium heparin) A x 448 Tests

Lactate Dehydrogenase L-P

- Thanh phan: Thudc thir 1 (R1) : Axit L-lactic (62 mmol/L); Thubc thir
2 (R2): NAD (27 mmol/L); 2-chloracetamide (0,26%)
- Dai do: 14-750 U/L




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

17

Thudc thir xét nghiém Revised
C-Reactive Protein (RCRP)

- Muc dich sir dung: Hoa chat dwgc dung cho chan doan in vitro trong
qua trinh dinh lugng ndng d6 protein phan tmg C trong huyét thanh va
huyét twong ciia nguoi (lithium heparin)

- Thanh phan: Thudc thir 1 (R1): Potassium phosphate diabasic (245
mM); polyethylene glycol 8000

(1.88%); albumin huyét thanh bo (0.5%); Thudc thir 2 (R2): hat latex
tong hop khang thé anti-CRP (dé); glycine (200 mM); sodium dodecy!
sulfate (0.014%)

- P6 6n dinh trén may: 90 ngay (CI), 45 ngay (CH)

- D6 6n dinh hiéu chuan 16: 180 ngay

- B6 6n dinh géi thube: 60 ngay

- Dai do: 0.05-25.00 mg/dL (0.5-250.0 mg/L)

- P6 nhay: Ngudng mau tring 0,01 mg/dL, ngudng phat hién 0,05
mg/dL

2000 Tests

18

Chat hiéu chuan cho xét nghiém
Revised C-Reactive Protein (RCRP
CAL)

Muc dich str dung: duoc sir dung trong chan doan in vitro dé hiéu chuan
xét nghiém Atellica® CH Revised C-Reactive Protein (RCRP) trén may
phén tich hoa hoc Atellica®.

Thanh phan: Albumin huyét thanh bo (6%) dung cho mtc chuén 1;
huyét thanh nén tir ngudi binh thudng ding cho cac mirc chuén 2-5.

10 x 1.0mL

19

Thudc thir xét nghiém dinh lugng
Inorganic Phosphorus

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro trong
qué trinh dinh luong phétpho hitu co trong huyét thanh va huyét trong
ctia ngudi (lithium heparin) va nudc tiéu

- Thanh phan: Thudc thir 1 (R1): Axit sunfuric (1,44 mol/L); Thudc thir
2 (R2): Amoni molybdate (7 mmol/L); axit sunfuric (0,72 mol/L)

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

3 x 1700 Tests

20

Thudc thtr xét nghiém dinh luong
Magnesium

- Muc dich sir dung: Hoa chat dugc ding cho chan doan in vitro trong
dinh lugng magié trong huyét thanh, huyét twong nguoi (lithium
heparin) va nudc tiéu

- Thanh phan: Thudc thir 1 (R1): Chat dém Tris (1,5 mol/L); Thude thir
2 (R2): Xylidyl blue (0,84 mmol/L)

- Dai do: Huyét thanh va huyét twong: 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)

3 x 400 Tests

21

Chat hiéu chuan xét nghiém protein
dac biét

- Muc dich sir dung: Diing cho chin doén in vitro trong hiéu chuan xét
nghiém AAG, AAT, ASO 2, C3, C4, Hapt, IgA 2, 1gG 2,IgM 2,
PreAlb va Trf

6x1mL




STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

- Thanh phan: Protein c6 ngudn gbc tir huyét thanh nguoi; natri azit
(0,09%)

22

Thudc thir xét nghiém dinh lugng
Transferrin

- Muc dich sir dung: Hoa chat dwgc dung cho chan doén in vitro trong
qué trinh dinh lugng transferrin trong huyét thanh va huyét trong nguoi
(lithium heparin, kali EDTA)

- Thanh phan: Thudc thir 1 (R1) : Polyethylene glycol (6%); natri azit
(0,09%); Thudc thir 2 (R2) : Khang thé transferrin khang nguoi (dé);
natri azit (0,09%)

- Dai do: 1-440 mg/dL (0,01-4,40 g/L)

4 x 220 Tests

23

Thudc thtr xét nghiém dinh luong
Rheumatoid Factor

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro trong
qua trinh dinh lugng yéu t6 khép dang thap trong huyét thanh ngudi

- Thanh phan: Thudc thtr 1 (R1):Chit dém axit sulfonic propane 3-N-
Morpholino (pH 7.4) (25 mmol/L); natri azit (0,09%); albumin huyét

thanh bo (1,0%); Thudc thir 2 (R2): Latex tong hop IgG (ngudi); natri
azit (0,09%)

- Dai do: 3,5-90,0 IU/mL

2 x 180 Tests

24

Thudc thir xét nghiém dinh lugng
Ethyl Alcohol

- Muc dich str dung: Hoa chat dugc dung cho xét nghiém dinh lugng
ruou etyl (ethanol) trong nudc tiéu, huyét thanh va huyét twong nguoi
(lithium heparin, kali EDTA, natri florua/kali oxalate) .

- Thanh phan: thudc thtr 1 (R1): Chét dém Tris, chat hoat dong bé mit,
chét bao quan; Thudc thir 2 (R2): MES, chét dém Tris, chit bao quén,
chit 6n dinh, NAD (18 mmol / L); alcohol dehydrogenase (ADH, men)
(>525kU /L)

- Dai do: 3.0-300.0 mg/dL (0.7-65.1 mmol/L)

4 x 300 Tests

25

Chat higu chuan xét nghiém
Microalbumin

- Muc dich sir dung: dung cho chan doan in vitro trong hiéu chuan xét
nghiém pALB 2

- Thanh phan: Albumin huyét thanh ngudi trong dung dich dém; natri
azit (0,09%)

5x2mL

26

Chat higu chuan xét nghiém xét
nghiém Protein nudc tiéu/dich ndo tuy

- Muc dich sir dung: Chat higu chuan cho xét nghiém UCFP .

- Thanh phan: Dung dich nuéc mubi ¢6 chira albumin huyét thanh ngudi
va IgG; khdi lugng phan tmg ciia 5 - clo-2-metyl-2H-isothiazol-3-one va
2 - metyl-2Hisothiazo-3-one (3: 1)

5x2x4.0mL

27

Chét hiéu chuin cho xét nghiém Acet,
ETOH va Sal

- Muc dich‘sfr dung: hiéu chgén xét nghiém Acet, ETOH va Sal
- Thanh phan: Albumin huyét thanh nguoi; ethanol; acetaminophen;
salicylate;natri azit

6 x3mL

28

Chat hiéu chuan A cho xét nghiém
dién giai

- Muc dich sir dung: thude thir ding cho chan doan in vitro trong hiéu
chuan xét nghiém Na, K va Cl

2 x 1500 mL
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- Thanh phan:Chat dém Phosphate; natri clorua (10 mmol/L); kali clorua
(0,4 mmol/L); natri bicarbonate (4,0 mmol/L); albumin huy¢t thanh bo
(0,01%)

29

Chat hiéu chuan B
+ cau muoi cho xét nghiém dién giai

- Muc dich sir dung: thude thir diing cho chan doan in vitro trong hiéu
chuén xét nghiém Na, K va Cl

- Thanh phén:Standard B: Chét dém Phosphate; natri clorua (7,0
mmol/L); kali clorua (6,0 mmol/L); lithium clorua (3,0 mmol/L);
albumin huyét thanh bo (0,01%);

Céau mudi: Kali clorua (120 mmol/L); albumin huyét thanh bo (0,01%)

Std B: 2 x 250 mL
Salt Bridge: 2 x 125 mL

30

Bo dién cuc Na, K, Cl

- Muc dich sir dung: duoc ding cho chan doén in vitro trong qua

trinh dinh luong natri, kali va clorua (Na, K, Cl) trong huyét thanh, huyét
tuong (lithium

heparin) va nudc tiéu .

- Dai do: Natri: Huyét thanh/huyét twong: 50—200 mmol/L (mEg/L);
Nude tiéu: 10-300 mmol/L (mEg/L)

Kali: Huyét thanh/huyét twong: 1—10 mmol/L (mEg/L), Nudc tiéu: 2—
300 mmol/L (mEg/L)

Clorua: Huyét thanh/huyét trong: 50-200 mmol/L (mEq/L), Nuéc tiéu:
20-330 mmol/L (mEg/L)

4 x 5000 test

31

Chét hiéu chuin xét nghiém sinh hoa
dac biét

- Muc dich sir dung: dung cho chan doan in vitro dé hiéu chuan xét
nghiém Lac, Lac 2, Lac_3, TIBC, AMY_2, va PAMY 2
- Thanh phan: Huyét thanh nguoi dong kho; hoan nguyén thanh Sml/lg

Hop (10 x S ml)

32

Thubc thir xét nghiém LDL

- Muc dich sir dung: Dinh luong LDL trong huyét thanh va huyét twong
ngudi - Khoang do: 5-400 mg/dL (0.13-10.36 mmol/L) - Thanh phan:
+ R1: MES buffer (pH 6.3 ); detergent 1; cholesterol esterase (trace);
cholesterol oxidase (trace); peroxidase (trace); 4-aminoantipyrine (4-
AA) (<0.1%) + R2: MES buffer; detergent 2; DSBmT (< 0.1%)

Hop (4 x 400 test)

33

Chét hiéu chuin xét nghiém dinh
luong LDL

- Muc dich st dung: Dung cho chan doan in vitro dé hiéu chuén xét
nghi¢ém LDL cholesterol & nguoi

- Thanh phan: Pong kho; hoan nguyén thanh 2.0 mL/lg. San pham dwa
trén huyét thanh bd duge dém kin bd sung cholesterol lipoprotein mat do
thip cua con ngudi."

Hop (3 x 2.0 ml)

34

Thubc thir xét nghiém Kém

- Muyc dich sir dung: Thur nghiém Zinc dugc st dung dé xac dinh so mau
tryc tiép ma khong khir protein ciia ndng d¢ kém (Zn) trong huyét thanh
va huyét trong.

- Thanh phﬁn: Reagent 1a dém tdt 0,2mol/LpH8,6, cac chét tao mat na
dic biét cho st va ddng. Reagent 1b (vién) chit khur: axit ascorbic.

Hop (5x20ml+ 1x 10
ml+1x11lml+1x5
ml)




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

Reagent 2: Phirc hop 5-Br-PAPS 1.1 mmol/L. Standard: k&m tiéu chuan
200 pg / dL (30,6 umol / L)
- Khoang do: 5.0 - 2000 pg/dL.

35

Thubc thir xét nghiém G6p-DH

- Muc dich str dung: Xac dinh dong hoc cia glucose-6-phosphate
dehydrogenase (G6P-DH) trong hong cau. - Thanh phan: REAGENT 1
dém trietanolamin31.7 mmol/L pH 7.6, EDTA 3.2 mmol/L. REAGENT
2 NADP 0.34 mmol/L: déng khé. REAGENT 3 glucose-6-phosphate
0.58 mmol/L: dong khd. REAGENT 4 digitonin 0.02% (w/v), sodium
azide 0.1% (W/v) - Gia tri tham chiéu: Trong hdng cau: 290 - 412
mU/10"9 hdng cau

Hop (1 x 100 ml)

36

Vit liéu kiém soat xét nghiém dong
hoc G6P-DH

- Muc dich str dung: dé xac minh hiéu suét cua xét nghiém G6P-DH.

Hop (2 x 3 x 1 ml)

37

Thudc thtr xét nghiém dinh lwong
Alanine Aminotransferase

- Muc dich sir dung: Hoé chat dwoc dung cho chin doan in vitro trong
qua trinh dinh lugng hoat tinh cia men alanine aminotransferase trong
huyét thanh va huyét twong ngudi (lithium heparin)

- Thanh phan: Thudc thir 1 (R1): L-Alanine (1,22 mol/L); LD (tim lon)
(> 2,4 kU/L); Thubc thtr 2 (R2): a-Ketoglutarate (93 mmol/L);

- Dai do: 7-1100 U/L

3 x 850 Tests

38

Thudc thir xét nghiém dinh lugng
Albumin

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro trong
qué trinh dinh luong albumin trong huyét thanh va huyét twong nguoi
(lithium heparin)

- Thanh phan: Thudc thir 1 (R1): Bromocresol green (1,0 mmol/L)

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

4 x 1700 Tests

39

Thudc thir xét nghiém dinh lugng
Amylase

-Muc dich str dung: Thube thir dung cho chan doan in vitro dé dinh
lwong hoat dong ciia amylase trong huyét thanh, huyét twong ngudi
(lithium heparin) va nudc tiéu

-Thanh phan: Thubc thtr 1 (R1): a-Glucosidase (> 4 kU/L); Thudc thir 2
(R2): Ethylidene-4-NP-G7 (22 mmol/L);

-Khoang do: 20-1500 U/L

3 x 350 Tests

40

Thudc thir xét nghiém dinh luong
Aspartate Aminotransferase

- Muyc dich sir dung: Hoé chat duoc dung cho chan doan in vitro trong
qué trinh dinh Iugng hoat tinh ctia men aspartate aminotransferase trong
huyét thanh va huyét twong ngudi (lithium heparin)

- Thanh phan: Thubc thir 1 (R1) : Axit L-aspartic (580 mmol/L); MDH
(> 0,84 kU/L); LD (tim lgn) (> 1,2 kU/L); natri azit (0,09%);

Thudc thir 2 (R2) : o-Ketoglutarate (74,4 mmol/L); natri azit (0,09%);
Thudc thir 3 (R3): Chat dém (nude cét tai phong xét nghiém)

- Dai do: 8-1000 U/L

3 x 850 Tests
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41

Thubc thir xét nghiém Calcium_2
(CA_2)

- Muyc dich sir dung: Ho chat dwgc dung cho chan doan in vitro nham
dinh luong

canxi trong huyét thanh, huyét twong (lithium heparin) va nudc tiéu

- Thanh phan: Thuéc thtr 1 (R1) : Natri axetat, pH 5,9 (271 mmol/L);
Arsenazo III (940 umol/L); Chét 6n dinh khong phan ting

- Dai do: Huyét thanh/huyét twong: 1,0-16,0 mg/dL (0,25 — 4,00
mmol/L);

Nude tiéu: 1,0-32,0 mg/dL (0,25 — 8,00 mmol/L)

4 x 2050 Tests

42

Thudc thtr xét nghiém dinh lwong
Cholesterol

- Muc dich str dung: Hoa chat duoc dung cho chan doan in vitro trong
qua trinh dinh lugng cholesterol trong huyét thanh va huyét twong nguoi
(lithium heparin)

- Thanh phan: 4-aminoantipyrine (1,25 mmol/L); phenol (30,0 mmol/L);
peroxidase (cai ngwa) (> 2,5 U/mL); cholesterol esterase (Vi khuan hinh
que) (> 1,0 U/mL);cholesterol oxidase (vi khudn) (> 0,5 U/mL); natri
azit (0,09%)

- Dai do: 25-618 mg/dL (0,65-16,01 mmol/L)

4 x 2100 Tests

43

Thudc thir xét nghiém dinh lugng
Creatine Kinase

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro trong
qué trinh dinh lugng creatine kinase trong huyét trong ngudi (lithium
heparin) hodc huyét thanh

- Thanh phan: Thudc thir 1 (R1): 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 umol/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); Thude thir 2 (R2): Chat dém (20 mmol/L; pH
8,8), Glucose (120 mmol/L), Creatin Phosphat (184 mmol/L), EDTA
(2,46 mmol/L)

- Dai do: Huyét thanh: 15-1300 U/L; Huyét twong 15-1300 U/L

3 x 332 Tests

44

Thudc thir xét nghiém dinh luong
Creatinine

- Muc dich sir dung: Hoa chat dugc ding cho chan doan in vitro trong
dinh lugng creatinin trong huyét thanh, huyét twong ngudi (lithium
heparin) va nudc tiéu.

- Thanh phan: Thudc thir 1 (R1): Natri hidroxit (0,8 mol/L); Thubc thir 2
(R2): Axit picric (25 mmol/L)

- Dai do: Huyét thanh va huyét twong: 0,15-30,00 mg/dL (13-2652
umol/L); Nude tiéu: 3,00-245,00 mg/dL (265-21.658 pmol/L)

4 x 1472 Tests

45

Thudc thir xét nghiém dinh lugng
Direct Bilirubin

- Muyc dich sir dung: Hpé chat duoc dung cho chan doan in \{itro dé dinh
luong bilirubin tryc tiép theo phuwong phap Diazo trong huyét thanh va
huyét twong (lithium heparin) nguoi .

4 x 448 Tests




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

- Thanh phan: Thude thr 1 (R1): EDTA-Na2; NaCl; sulfamic acid;
Thudc thir 2 (R2): 2,4-Dichloroaniline; HCI, EDTA-Na2; Na-Nitrite
- Dai d0:0.10-12.00 mg/dL (1.71-205.20 pmol/L)

46

Chét hiéu chuan cho xét nghiém
Bilirubin

- Muc dich st (}ung: Dung dich hiéu chuin cho xét nghiém Bilirubin truc
tiép va toan phan.

6 x 3.0ml

47

Thudc thtr xét nghiém dinh luong
HDL Cholesterol

- Muc dich str dung: Hoa chat duoc dung cho xét nghiém dinh luvgng
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 (DSBmMT) (<1 mM); accelerator (<1
mM); ascorbic oxidase (<3000 U/L); cholesterol esterase (<1500 U/L);
4-aminoantipyrine (4-AAP) (<1 mM); - Khoang do: 5.0-200.0 mg/dL
(0.13-5.18 mmol/L)"

4 x 448 Tests

48

Thubc thir xét nghiém Gamma-
Glutamyl Transferase (GGT)

- Muc dich sir dung: Hoé chat dwoc dung cho chin doan in vitro trong
dinh luong gamma-glutamyl transferase trong huyét thanh va huyét
twong nguoi (lithium heparin)

- Thanh phan: Thudc thir 1 (R1):Tris pH 8.28 (135 mmol/L);
glycylglycine (135 mmol/L); sodium azide (0.09%); Thudc thir 2 (R2):
L-y-Glutamyl-3-carboxy-4-nitroanilide pH 6.00 (22 mmol/L); sodium
azide (0.09%)

- Dai do:7-1200 U/L

4 X 448 Tests

49

Thudc thir xét nghiém dinh lugng
Glucose Hexokinase

- Muc dich sir dung: Hoa chat duoc ding cho chan doan in vitro trong
dinh luong glucose trong huyét thanh ngudi, dich nio tiy (CSF), huyét
tuong (lithium heparin, kali EDTA, kali EDTA, natri/kali oxalate) va
nudc tiéu

- Thanh phan: Thudc thir 1 (R1): ATP (12 mmol/L); NAD (9,63
mmol/L); natri azit (0,05%); Thudc thir 2 (R2): ATP (4 mmol/L); NAD
(3,21 mmol/L); natri azit (0,09%); hexokinase (vi khuan) (> 6,25 U/mL);
G6PDH (vi khuan) (> 11,25 U/mL)

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

4 x 1560 Tests

50

Thudc thir xét nghiém dinh luong Iron

- Muyc dich sir dung: Hoé chat duoc dung cho chan doan in vitro trong
qué trinh dinh luong sét trong huyét thanh va huyét twong ciia ngudi
(lithium heparin)

- Thanh phan: Thudc thir 1 (R1): Chit dém acetate (150 mmol/L);
guanidin clorua (4,5 mol/L); axit ascorbic (8,25 mmol/L); Thudc thu 2
(R2): Ferrozine (1,7 mmol/L); axit ascorbic (40 mmol/L); guanidin
clorua (4,0 mol/L)

4 x 448 Tests
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- Dai do: 2-1000 pg/dL (0,4-179,0 pmol/L)

51

Thudc thir xét nghiém dinh lugng
Total Bilirubin

- Muc dich sir dung: Hoa chat dugc dung cho chan doén in vitro nham
dinh luong bilirubin toan phan trong huyét thanh va huyét tuong nguoi.
- Thanh phan: Thudc thir 1 (R1) 23,5 mL,Dung dich dém phosphate
(50 mmol/L); NaCl (150 mmol/L). Thudc thir 2 (R2) 8,8 mL 2,4-
Dichloroaniline (5 mmol/L); HCI (130 mmol/L); Na-Nitrite

(0,5 mmol/L)

Khoang do: 0,10-25,00 mg/dL (1,71-427,50 pmol/L)

4 x 448 Tests

52

Thudc thtr xét nghiém dinh lwong
Total Protein

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro dé dinh
lwong protein toan phan trong huyét thanh va huyét twong (lithium
heparin, sodium heparin) nguoi

- Thanh phan: Thudc thir 1 (R1): Potassium sodium tartrate (236
mmol/L); NaOH (1.5 mol/L); Thudc thtr 2 (R2): Cupric sulfate (89
mmol/L)

- Dai do: 2,0-12,0 g/dL (20-120 g/L)

4 x 1850 Tests

53

Thudc thir xét nghiém dinh lugng
Triglycerides

- Muc dich str dung: dugc dung cho chan doan in vitro nham dinh luong
triglyceride trong huyét thanh va huyét twong nguoi (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 dém 7,2 (150 mmol/L); natri azit (< 0,1%); albumin huyét thanh bo
(0,1%); - Khoang do: 15-1000 mg/dL (0,17-11,30 mmol/L)

4 x 500 Tests

54

Vit lidu kiém soat mirc 1 xét nghiém
dinh lugng céc thong so hoa sinh

Mau ndi kiém cho xét nghiém hoa sinh thudng quy, mirc nong do 1 -
Thanh phan: huyét thanh nguoi, dang dong kho - Bao gdm 83 thong sb
cho xét nghiém hoa sinh, trong d6 ¢6 thong s6 LDL. Thong s6 xét
nghiém enzym va CO2 c6 tinh 6n dinh cao - Khong can dung dich dic
biét dé hoan nguyén - Thoi han sir dung 3 ndm ¢ 2-8 ° C - Sau khi hoan
nguyén c6 thé on dinh trong 30 ngay & nhiét do dong lanh va 7 ngay &
2-8 ° C v&i hau hét cac chat phan tich - Han str dung 3 nam ké tir ngay
san xuét khi bao quan ¢ 2-8° C

12 x5 ml

55

Vit liéu kiém soat muc 2 xét nghiém
dinh lugng cac thong s6 hda sinh

Mau ndi kiém cho xét nghiém hoéa sinh thudng quy, mirc nong d6 2 -
Thanh phan: huyét thanh nguoi, dang dong kho - Bao gdm 83 thong sb
cho xét nghiém hoa sinh, trong d6 ¢6 thong s6 LDL. Thong s6 xét
nghiém enzym va CO2 c6 tinh on dinh cao - Khong can dung dich dac
biét dé hoan nguyén - Thoi han st dung 3 niam & 2-8 ° C - Sau khi hoan
nguyén c6 thé on dinh trong 30 ngay & nhiét d6 dong lanh va 7 ngay &

12 x5 ml




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

2-8 ° C voi hau hét cac chat phan tich - Han sir dung 3 nam ké tr ngay
san xuat khi bdo quan ¢ 2-8° C

56

Dung dich lam mat bong dén cho may
x¢ét nghiém sinh hoa

- Muc dich sir dung: dung cho chan doan in vitro trong 1am mat hé théng
quangké
- Thanh phan: Propylene glycol (30%)

1 x 250 mL/Hop

57

Dung dich kiém tra pha loang xét
nghiém dién giai dé kiém tra pha
loang xét nghiém dién giai

- Muc dich sir dung: thudc thir ding cho chan doén in vitro dé theo dai
va diéu chinh ty 1& pha lodng cho xét nghiém IMT Na K Cl

- Thanh phan: Natri clorua (0,63%); kali clorua (0,03%); natri
bicarbonate

(0,15%); natri carbonate (0,07%)

6 x 2 ml/Hop

58

Chét hiéu chuén xét nghiém sinh hoa

- Muc dich sir dung: dung cho chan doan in vitro dé hiéu chuan xét
nghiém hoa hoc: Alb, Ca, CA_2, Chol 2, Crea 2, Crea3, DBil 2,
ECre_2, ECre3, ECreJ, GluH_3, GIuO, Iron_2, Iron3, Li, LITH_2, Mg,
Mg_2, IP, TBil_2, TP, TP_2, Trig, Trig_2, UA, UN, va UN_c

- Thanh phan: Dong kho; hoan nguyén thanh 3,0 mL/lo; Chat dang dugc
phan tich cho cac xét nghiém duoc liét ké trong Muc dich st dung; huyét
thanh bo; chét bao quan

12 x 3 mL/Hop

59

Thudc thir xét nghiém dinh lugng
Protein nudce tiéw/ dich ndo tuy

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro nham
dinh

luong protein toan phan trong nude tiéu hodc dich ndo tay ngudi

- Thanh phan: Pyrogallol red (0.20 mM) trong methanol (5%); sodium
molybdate (0.35 mM), chat hoat dong bé mat va chat bao quan

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

4 x 370 Tests/Hop

60

Thudc thir xét nghiém dinh lugng
Microalbumin

- Muc dich str dung: Hoa chat dugc dung cho chan doan in vitro trong
qua trinh dinh lugng albumin trong nudc tiéu

- Thanh phan:

+Thudc thir 1 (R1): Polyethylene glycol (6%); natri azit (0,09%);

+ Thudc thir 2 (R2): Khang thé khang albumin nguoi (dé); natri azit
(0,09%)

- Déi do:0,3-38,0 mg/dL (3—380 mg/L)

4 x 210 Tests/Hop

61

Thubc thir xét nghiém dinh luong B2-
Microglobulin

- Muc dich: duge dung cho chan doan in vitro trong dinh lugng B2-
microglobulin trong huyét thanh va huyét twong nguoi (lithium heparin,
kali EDTA)

- Thanh phan: Albumin huyét thanh bo (0,5%); chit dém Tris (pH 8,2);
Proclin 950; Vi hat latex dwoc bao phu béi khang thé p2-microglobulin
khang ngudi (dé), theo ting 16

- Dai do: 0,25-18,00 mg/L

2x200 test
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- Muc dich sir dung: Dung cho chan doan in vitro dé hiéu chuan xét
62 Chét hiéu chuan xét nghiémp2- nghiém B2-Microglobulin. 3% 1ml
Microglobulin - Thanh phan:Pong khé; hoan nguyén thanh; B2-Microglobulin nguoi;
albumin huyét thanh bo (50 mg); chat dém; natri azit (< 1,0 mg)
Muc dich sir dung: Pau con hit mau dung trén hé thong xét nghiém
63 Dau con hit mau - Bao quan: 2 - 25°C Hop 6480 chiéc
- Thanh phan: Pau co6n hiit mau bang nhwa ding mot lan
64 Cuvet pha lodng trén mday sinh héa | - Muc dich str dung: Cong phan trng trén may sinh hoa Hop (17 x 5 segments)
65 Cuvet pha loans%nchhﬁét:ay xétnghiém | _ Muc dich str dung: Cong pha loang trén may sinh hoa Hop (23 x 5 segments)
66 Cong dung mau - Muc dich sir dung: Céc nhua 1ml dung miu xét nghiém Hop 1000 chiéc
Mau ndi kiém cho xét nghiém mién dich thudng quy, mirc nong do 3 -
Thanh phan: huyét thanh nguoi, dang déng kho - Bao gdm hon 70 thong
Vit liéu kiém soat mirc 3 xét nghiém | s6 xét nghiém mién dich thudong quy phd bién. C6 cac gia tri tham chiéu
67 dinh luong cac théng s6 mién dich cho cac may phan tich tw dong phd bién - Thoi han st dung 3 nam & 2-8 12x5ml
thuong quy ° C - Sau khi hoan nguyén c6 thé 6n dinh trong 7 ngay khi bao quan & 2—
8 © C v6i hau hét cac chat phan tich - Han sir dung 3 nam ké tir ngay san
xudt khi bao quan & 2-8° C
- Muc dich str dung: Thudc thir duge dung cho chan doan in vitro trong
68 Chét hiéu chuan cho xét nghiém hiéu chuan cac xeét nghiém VB12 va Ferritin . 2% 2x5ml
Ferritin va Vitamin B12 - Thanh phan: Bt dong kho. Sau khi hoan nguyén, nong d6 vitamin B12
va ferritin cao hoac théip; HSA c6 chit dém
- Muc dich str dung: dugc dung cho chan doan in vitro nham dinh luong
thyroglobulin trong huyét thanh va huyét twong ngudi (EDTA va lithium
heparin)
- Thanh phan: Géi thudc thir chinh
-Thudc thir Lite: Khang thé khang Tg ngudi don dong & chudt, duge gén
nhan acridinium ester (khoang 1,13 pg/mL);
69 Thudc thir xét nghiém dinh luong -Pha rén: Céc vi hat thuan tir phu streptavidin dugc hinh thanh truéce Hop 100 test

Thyroglobulin

bang khang thé khang Tg ngudi don dong & chudt, dugce biotin hoa
(khoang 267 pg/mL); BSA;

-Thudc thir phu trong giéng: BSA; globulin gamma bo; chit dém;
Chat higu chuan: Sau khi hoan nguyén, thyroglobulin & ngudi; BSA;
chat

dém; chit 6n dinh; chét bao quan

- Khoang do: 0,050-150 ng/mL (0,076 — 227 pmol/L)
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- Muc dich sir dung: duoc dung cho chin doan in vitro nham dinh lugng
hormone khang Miillerian (AMH) trong huyét thanh va huyét twong
nguoi (lithium heparin)

70 Thubc thir xét nghiém dinh luong - Thanh phan: Vi hat thuan tir phu streptavidin (~0,15 mg/mL) v&i khang Hop 100 test

AMH thé don dong & chudt khang AMH nguoi, dugc biotin héa (~2 pg/mL) P
trong chit dém; natri azit (<0,1%); chat phong bé (bo); chat hoat tinh bé
mit; chét bao quan
- Khoang do: 0.030-24.0 ng/mL (0.214-171 pmol/L)
- Muc dich sir dung: duoc ding cho chan doén in vitro trong viée theo
] ddi d6 chum va d6 chinh xac ciia xét nghiém Anti-Mullerian Hormone
Vit liéu kiém soat xét nghiém dinh (AMH) o

e lvong AMH - Thanh phan: Sau khi hoan nguyén, ndng do khang nguyén AMH khac Hop 3 x2x 2 ml)
nhau (bo) trong huyét twong & ngudi da tach fibrin, natri azit (< 0,1%);
chét bao quan
- Muc dich sir dung: Thudc thir dwge dung cho chan doan in vitro trong
qué trinh dinh luong ferritin trong huyét thanh va huyét twong ngudi
(EDTA va heparin)

72 Thubc thir xét nghiém dinh luong - Thanh phan: Thubc thir Lite: Khang thé khang ferritin da dong & dé Hop 90 test

Ferritin (~0,64 ug/mL) dugc gan nhén acridinium ester trong chat dém HEPES; ;

Pha rin: 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)

73| phit quang cho aét nghiom i diey | ~ Dune dich tham gia phn img mién dieh: 2 x 1500 ml

o : - Thanh phan: Hydrogen peroxide (0.5%); nitric acid (0.1 N)
dang Acid
74 p}lii?qu%fé;hclﬁtl;éllofgf}ﬁgx rlrrlli]égnh(?iih - Dung dich tham gia phan tng mién dich: 2 x 1500 ml
j : - Thanh phan: Sodium hydroxide (< 0.25 N); surfactant
dang base

- Muyc dich sir dung: dugc dung cho chan doén in vitro nhim dinh luong
cortisol trong huyét thanh, huyét twong (EDTA va lithium heparin) va
nudc tiéu cua ngudi

- Thudc thir xét nghiém dinh luong - Thanh phan: 50 tests

Cortisol

+ Thudc thir Lite: Cortisol (~5 ng/mL) dugc gan nhan acridinium ester
trong dung dich mudi dém

+ Pha ran: Khang thé khang cortisol & tho (~1,1 pg/mL) dugc lién két
v6i khang thé khang IgG cua tho don dong ¢ chudt (~56 pg/mL)
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- Khoang do: 0,50-75,00 pg/dL (13,80-2069,25 nmol/L)

76

Thudc thir xét nghiém Insulin

- Muyc dich sir dung: ding cho chan doan in vitro nham dinh luong
insulin & huyét thanh nguoi

- Thanh phan: Géi thudc thir chinh

+ Thudc thir Lite: Khang thé khang insulin don dong & chudt (~0,24
Hg/mL)

+ Pha rén: Khang thé khang insulin don dong & chudt (~6,0 pg/mL)
duoc lién két cOng hoa tri vai cac hat thuan tir trong dung dich mubi dém
- Khoang do: 0,5-300,0 mU/L

100 tests

77

Thude thir xét nghiém ban dinh lwong
anti-CCP IgG

- Muc dich str dung: dugc dung cho chan doén in vitro trong viéc ban
dinh luong cac tu khang thé loai IgG dic hiéu cho citrullinated peptide
dang vong (CCP) trong huyét thanh hozc huyét twong cia nguoi (K2
EDTA va lithium heparin)

- Thanh phan:

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

+ Pha rén: Céc vi hat thudn tr dugc bao phu boi streptavidin dugce thuc
hién véi CCP biotinylate héa (0,2 mg/mL)

+ G6i thude thi phu: ChAt dém; chét hoat tinh bé mat; chét bao quan

+ CAL: Huyét trong ngudi da xu 1y dwong tinh véi khang thé khang
CCP; albumin huyét thanh trau bo; natri azit (< 0,1%)

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

100 tests

78

Thudc thir xét nghiém dinh lugng
Estradiol

- Muc dich sir dung: dung cho chan doén in vitro trong qua trinh dinh
luong estradiol trong huyét thanh va huyét twong nguoi (EDTA va
heparin)

- Thanh phan:

-Thube thir Lite: Khéng thé khang estradiol don dong & ciru (~22 ng/mL)
duoc ga“in nhén acridinium ester trong chét dém;

-Pha ran: Lién hop gianh estradiol (~1,7 pg/mL) két hop véi cac hat
latex tir tinh trong chat dém; albumin huyét thanh bo;

-Thudc thir phu trong giéng: Chat dém; albumin huyét thanh bo;

- Khoang do: 11,80-3000,00 pg/mL (43,31-11.010,00 pmol/L)

100 tests

79

Thubc thir xét nghiém dinh luong
hormone kich thich tao nang trimg
(FSH)

- Muc dich sir dung: dung cho chan do4n in vitro nham dinh luong
hormone kich thich tao nang tring (FSH) trong huyét thanh va huyét
tuong nguodi (EDTA va lithium heparin)

- Thanh phan: Géi thudc thir chinh :

+ Thubc thir Lite: Khéng thé khang FSH da dong & ciru (~327,2 ng/mL)

190 tests
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duoc g:fm nhan acridinium ester trong chat dém; natri azit (0,1%); chat
béo quan
+ Pha rén: Khang thé khang FSH don dong & chuét (~0,01 mg/mL) duoc
lién két cOng hoa tri voi cac hat thuan tir trong chéit dém; chit 6n dinh
protein; natri
azit (0,1%); chat bao quan
- Khoang do: 0,30-200,00 mIU/mL (1U/L)
- Muc dich str dung: dugc dung cho chan doan in vitro nham dinh luong
hormone tao hoang thé (LH) trong huyét thanh va huyét twong nguoi
(EDTA va lithium heparin)
- Thanh phan: G6i thubc thir chinh:
+ Thudc thir Lite: Khang thé khang LH don dong ¢ chudt (~0,17 pg/mL)
80 Thubc thir xét nghiém dinh luong duge , , 110 tests
hormone tao hoang thé (LH) gan nhan acridinium ester trong chat dém; natri azit (< 0,1%); chat bao
quan
+ Pha rin:Khang thé khang LH don dong & chudt (~0,05 mg/mL) duoc
lién két cOng hoa tri vai cac hat thuan tir trong chit dém;natri azit
(0,1%); chat bao quan
- Khoang do: 0,07-200,00 mIU/mL (1U/L)
- Muc dich str dung: dugc dung cho chan doan in vitro nhim dinh luong
progesterone trong huyét thanh va huyét twong nguoi (EDTA va lithium
heparin)
- Thanh phan: G6i thudc thir chinh:
+ Thubc thir Lite: Khang thé khang progesterone don dong & chudt (~20
I A ng/mL) dugc gin nhan acridinium ester trong dung dich mudi dém; natri
Thuoc thur xét nghi¢ém dinh lugng . ORI .
81 Progesterone azit (0,1%); chat bao quan o . ) 90 tests
+ Pha ran: Progesterone phai sinh (~60 ng/mL) dugc lién két cong hoa
tr v&i cac hat thuan tir trong chit dém photphat; natri azit (0,11%); chét
bdo quéan
+ Go6i thube thtr phu: Chét giai phong PRGE: Chat giai phong steroid
(2,2 ng/mL) trong dung dich mudi dém; natri azit (0,1%); chit bao quan
- Khoang do: 0,21-60,00 ng/mL (0,67-190,80 nmol/L)
- Muyc dich sir dung: dugc dung cho chan doén in vitro nhim dinh luong
Thubc thit xét nghiém dinh lugng prolaqtin trong huyét thanh va huyét twong ngudi (EDTA va lithium
82 heparin) 50 tests

Prolactin

- Thanh phan: Géi thude thir chinh Atellica IM PRL ReadyPack®
+ Thuoc thur Lite: Khang thé khang prolactin da dong ¢ dé (~0,16




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
ng/mL) dugc gan nhan acridinium ester trong chat dém; natri azit
(0,11%); chat bao quan
+ Pha ran: Khang thé khang prolactin don dong & chudt (~3,67 pg/mL)
dugc lién két cong hoa tri véi cac hat thuén tir trong chat dém; chat 6n
dinh protein; natri azit (0,11%); chit bao quan
- Khoang do: 0,30-200,00 ng/mL (6,36—4240,00 plU/mL)
- Muc dich sir dung: ding cho chan doan in vitro trong hiéu chuan xét
83 Chét hiéu chuin cho xét nghiém nghiém CpS ) ) 2% 2x1mL
peptide C - Thanh phan: Nong d6 C-peptide thap hodc cao; chat dém axit xitric;
casein; chit bio quan
- Muc dich: Dung dé pha loing mau
Dung dich pha loang xét nghi€ém - Thanh phan: Dung dich mudi dém; casein; kali thioxianat (3,89%);
84 . ; 2x10 mL
Insulin natri
azit (< 0,1%); chit bao quan
- Muc dich sir dung: duoc dung cho chin doan in vitro trong hiéu chudn
85 Chét hiéu chuan cho xét nghiém xét nghiém‘insulin ) ) ) 2% 2x1mL
Insulin - Thanh phan: Nong d6 insulin thap hodc cao; nudc muoi co chat dém;
casein; kali thioxianat (3,89%); natri azit (< 0,1%); chét bao quan
- Muc dich str dung: dugc dung cho chan doén in vitro trong hiéu chuén
86 Chét hiéu chuin cho xét nghiém cac xeét nghiém Cor va PRGE. 2% 2% 2mL
Cortisol va PRGE - Thanh phan: déng kho. Sau khi hoan nguyén, ndng do cortisol cao hoic
thip, progesterone va testosterone; huyet tuong nguoi;
- Muc dich str dung: dugc dung cho chan doén in vitro trong hiéu chuén
xét nghiém eE2
87 Chat hiéu chuan cho xét nghiém - Thanh phan: d6ng kho. Sau khi hoan nguyén, ndng do estradiol loai 2% 2% 2mL
Estradiol USP cao hodc thap, testosterone, cortisol va progesterone; huy¢t tuong
nguoi da tach fibrin, tach béng than hoat tinh; natri azit (0,1%); chét bao
quan
. - - Dung dich phu cho xét nghiém
88 Dung dich rira kim - Thélrflgh phﬁr?: 0,4 N natri l%ydroxit 2 x25mL
Cong phan ung dung trén may mién dich n
89 Cuvettes C6 chimg nhan 1SO 13485 va CE hodc twong duong 3000 pes/hop
- Muc dich sir dung: duge dung cho chan doan in vitro trong dinh luong
I A troponin I tim trong huyét thanh hoac huyét tuong ngudi (lithium
90 Thude F;hu xet' nglhl'eim d};lnh luong heparin) 100 Tests
roponin I siéu nhay - Thanh phan:

+Thudc thir Lite: Albumin huyét thanh bd (BSA) cong hop véi mot




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

khang thé don dong Fab tai to hop (& ctru) khang c¢Tnl nguoi (~0,2-0,4
ng/mL), duoc gin nhin bang acridinium ester trong chat d¢m HEPES;
+Pha rén: Cac hat latex tir dugc phu streptavidin (0,45 mg/mL)

CAL L: Chét dém HEPES; albumin huyét thanh bo (BSA);

CAL H: Sau khi hoan nguyén, huyét thanh ngudi; ¢Tnl nguoi;

- Khoang do: 2,50-25.000,00 pg/mL (ng/L)

91

Thude thir xét nghiém NT-proBNP
(PBNP)

- Muc dich str dung: xét nghiém N-terminal pro-brain natriuretic peptide
(NT-proBNP) trong huyét thanh va huyét twong ngudi

- Thanh phan:

+Thubc thir Lite: Khang thé don dong chéng PBNP F (ab ') 2 cua ciru (~
0,36 ug / mL)

+ Chat rdn: C4c hat tir tinh Streptavidin (~ 250 mg / L) trong dung dich
dém; albumin huyét thanh bo;

+ Thudc thir phu: Khang thé PBNP don dong chdng ngudi cia ctru (~ 2
Mg/ mL)

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

100 Tests

92

Thudc thir xét nghiém dinh luong
Procalcitonin

- Muc dich str dung: dugc dung cho chan doan in vitro dé dinh luong
procalcitonin (PCT) trong huyét thanh va huyét tuong ngudi (EDTA,
lithium heparin va natri heparin)

- Thanh phan:

+Thudc thir Lite: Khang thé khang PCT don dong & chudt (~0,5 pg/mL)
dugc gin nhén acridinium ester trong chat dém chta protein;

+Pha ran: Khang thé khang fluorescein don dong & chudt duge phu cac
hat

thuén tur (~0,15 mg/mL)

+ Thudc thir phy: Khang thé khang PCT don dong & chudt (~13,3
ng/mL) duoc gin nhin fluorescein trong chat dém chira protein

- Khoang do: 0,03-50,00 ng/mL

100 Tests

93

Thubc tha )gét nghiém dinh luong tu
khéng thé khang thyroglobulin

- Muyc dich sir dung: dugc dung cho chan doén in vitro nhim dinh luong
tu khang thé khang thyroglobulin trong huyét thanh, huyét twong ngudi

- Thanh phan: Géi thudc thir chinh:

+Thudc thir Lite: Thyroglobulin ¢ ngudi dwoc dan nhan bang este
acridinium (~1,2 pg/mL);

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

+ Go6i thube thir phu: Huyét thanh dé; huyét thanh chudt; natri azit

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

100 Tests
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94

Thudc thir xét nghiém ty khang thé
khéang peroxidase tuyén giap

- Muyc dich sir dung: duoc ding cho chan doan in vitro nhim dinh
lwong tu khang thé khang peroxidase tuyén giap trong huyét thanh va
huyét twong nguoi (EDTA va lithium heparin) + Thudc thir Lite : TPO
tai to hop (~90 ng/mL) phtrc hop véi khang thékhang TPO don dong &
chudt (~30 ng/mL), dwoc gin nhan bang acridinium ester trong dung
dich dém phét-phét; chét phong bé (bo va chudt); chét hoat dong bé mit;
natri azit (< 0,1%); chat bao quan.

'+ Pha rén: Céc vi hat thuan tir phu streptavidin (~0,3 mg/mL) v6i khang
thé khang TPO don dong & chudt, dugc biotin héa (~6 pg/mL) trong
dung dich dém phét-phat; chat phong bé (bo va chudt); chat hoat dong
bé mit; natri azit (< 0,1%); chat bao quan

- Khoang do: 6,6-400,0 1U/mL

100 Tests

95

Thudc thir xét nghiém dinh lugng
thyroxine tu do

- Muc dich sir dung: duoc dung cho chin doan in vitro trong qua trinh
dinh luong thyroxine ty do trong huyét thanh va huyét twong ngudi
(EDTA va heparin)

- Thanh phan: Géi thubc thir chinh

+Thudc thir Lite: T4 dugc gén nhin acridinium ester (~0,2 pg/mL) trong
chit dém natri barbital (1,03%);

+Pha ran: Khang thé tho khang T4 da dong dugc biotin hoa (~0,525
ng/mL) duoc lién két v6i avidin, avidin dwoc lién két cong hoa tri v6i
cac phan tu thuan tur trong chat dém natri barbital (1,03%);

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

50 Tests

96

Thudc thir xét nghiém hormone kich
thich tuyén giap (TSH, thyrotropin)

- Muc dich st dung: dugc dung cho chan doan in vitro dé dinh luong
hormone kich thich tuyén giap (TSH, thyrotropin) trong huyét thanh va
huyét trong ngudi (EDTA va lithium heparin)

- Thanh phan:Géi thudc thir chinh Atellica IM TSH3 UL ReadyPack®
'+ Thudc thir Lite: Albumin huyét thanh bo (BSA) két hop véi khang thé
khang TSH don dong & chudt (~0,3 pg/mL) duge gin nhan acridinium
ester trong dung dich mudi dém; Globulin gamma cua bo; IgG chudt;
BSA; huyét thanh dé; chit hoat tinh bé mat; chit bao quan

'+ Pha ran: Khang thé khang fluorescein don dong & chudt dwoc lién két
cong hoa tri voi cac hat thudn tir (~85 pg/mL) trong chat dém; chit 6n
dinh; chét hoat tinh bé mat; cac chat bao quan

'+ Thude thir phuy trong giéng: FITC lién hop vi khang thé khang TSH
don dong & chudt (~3 pg/mL) trong chét dém; chit 6n dinh; chat hoat
tinh bé mit; cac chit bao quan

'+ Chét hiéu chuin: gém chét dém; huyét thanh ngua; natri azit (< 0,1%);

130 Tests
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cac chat bao quan )
+ Dung dich pha loang tir Huy¢t thanh ngya.
'- Khoang do: 0.010-150.000 plU/mL (mIU/L)

97

Thudc thir xét nghiém dinh lugng
triiodothyronine (T3)

- Muc dich st dung: duogc dung cho chan doan in vitro nham

dinh lugng triiodothyronine (T3) trong huyét thanh va huyét tvong nguoi
(EDTA va lithium heparin)

- Thanh phan: Géi thudc thir chinh

+Thudc thir Lite: Khang thé khang T3 don dong & chudt (~60 ng/mL)
duogc gin

nhan acridinium ester trong dung dich mudi dém;

+Pha rén: Chét tuong tw T3 (~13,3 pg/mL) dugc lién két cong hoéa tri v6i
cac hat thuén tir trong chit dém HEPES;

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

120 Tests

98

Thudc thir xét nghiém‘dinh luong
hCG toan phan

- Muc dich sir dung: duoc dung cho chin doan in vitro trong qua trinh
dinh luong noi tiét t& hCG & huyét thanh

- Thanh phan: G6i thudc thir chinh:

'+Thudc thtr Lite: Khang thé dé khang hCG da dong (~0,1 pg/mL) dwoc
gén nhén acridinium ester trong dung dich mudi c6 chit dém;

+Pha ran: Khang thé khang hCG don dong & chudt (~0,02 mg/mL) dugc
lién két cong hoa tri v6i cac phan tir thuan tir trong dung dich mudi c¢6
chét dém;

- Khoang do: 2,0-1000,0 mIU/mL (1U/L)

90 Tests

99

Thudc thir xét nghiém dinh lugng
alpha-fetoprotein

- Muc dich str dung: dugc dung cho chan doan in vitro nham dinh luong
alpha-fetoprotein trong huyét thanh hodc huyét tuong ngudi (EDTA va
lithium heparin); dich 6i

- Thanh phan: Goi thudc thir chinh

+Thudc thir Lite: Khang thé tho da dong khang AFP (~0,16 pug/mL)
duoc ga“in nhén 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 v&i cac hat phan tir thuan tir trong dung dich mudi
dém

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

100 Tests

100

Thubc thir xét nghiém CA 125

- Muc dich sir dung: duge dung cho chan doan in vitro trong dinh luong
theo chudi CA 125 trong huyét thanh va huyét trong ngudi (EDTA va
lithium heparin)

- Thanh phan: Géi thudc thir chinh

+Thudc thir Lite: Khang thé khang M11 don dong & chut (~0,15

100 Tests
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pg/mL) dugc
gdn nhan acridinium ester va khang thé khang OC 125 don dong ¢ chudt
(~1,0 pg/mL) dugc gan nhan Fluorescein trong chit dém photphat;
+Pha rén: Khang thé khang Fluorescein don dong & chudt (~30 pug/mL)
dugc lién két vi cac hat thuan tir trong chat dém photphat;
- Khoang do: 2,0-600,0 U/mL
- Muc dich str dung: dugc dung cho chan doén in vitro trong qua trinh
dinh lugng khang nguyén ung thu CA 15-3 theo chudi trong huyét thanh
va huyét trong ngudi (EDTA va lithium heparin)
- Thanh phan: G6i thudc thir chinh
+Thubc thir Lite: Khang thé khang DF3 don dong & chudt (~ 2,0 pg/mL)
duoc
101 Thudc thtr xét nghiém dinh lvong CA | gén nhan acridinium ester trong dung dich mudi dém; ) 100 Tests
15-3 +Pha ran: Khang thé gitt don dong ¢ chudt (~30 ug/mL) duoc lién ket
cong hoa tri voi cac hat thuén tir trong chit dém;
+Thudc thir cong hop: Khang thé khang 115D8 don dong & chudt (~12,5
Hg/mL)
dugc gin nhin sunfocacbonat cta fluorescein trong dung dich mubi
dém;
- Khoang do: 0,5-200,0 U/mL
- Muc dich sir dung: duge dung cho chan doan in vitro trong dinh luong
theo chudi CA 19-9 trong huyét thanh ngudi va hd trg quan 1y bénh nhan
mic ung thu da day-rudt (GI)
- Thanh phan: G6i thudc thir chinh
+Thudc thir Lite: Khang thé khang CA 19-9 don dong ¢ chudt (~0,4
J4 " . . /mL
102 Thuge thir xét ng1}1$¢;n dinh lugng CA ggqo gz“in nhén acridinium ester trong chét dém; 50 Tests
i + Pha rén: Khang thé khang CA 19-9 don dong & chudt (~0,02 mg/mL)
duoc lién két cong hoa tri vdi céc vi hat thuan tu trong chét
dém;
Chét hiéu chuin: dong kho. Sau khi hoan nguyén, nong do CA 19-9 cao
hoic thdp (ngudi); huyét thanh thai bo;
- Khoang do: 1,20-700,00 U/mL
- Muyc dich str dung: dugc dung cho chan doén in vitro trong qua trinh
103 Thube thir xét nghiém dinh luong dinh lugng khang nguyén ung thu phéi trong huyét thanh va huyét twong 100 Tests

CEA

ngudi (EDTA va lithium heparin)
- Thanh phan: Géi thudc thir chinh
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+Thubc thir Lite: Khang thé khang CEA da dong & tho (~400 ng/mL)
duoc gan nhén acridinium ester trong dung dich mudi dém photphat;
+Pha ran: Khéang thé khang CEA don dong & chudt (~120 pg/mL) dugc
lién két cong hoa tri v6i cac hat thuan tir trong dung dich mudi dém
photphat;

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

104

Thudc thtr xét nghiém dinh luong
PSA

- Muc dich str dung: dugc dung cho chan doan in vitro trong qua trinh
dinh lugng khang nguyén dic hiéu tuyén tién liét trong huyét thanh
nguoi

- Thanh phan: G6i thubc thir chinh

+Thubc thir Lite: Khang thé khang PSA da dong ¢ dé (~77 ng/mL) duoc
gdn nhan acridinium ester trong dung dich mudi dém;

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

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

100 Tests

105

Vat liéu kiém soat chét» luong xét
nghiém tu khang thé khang
thyroglobulin

- Muc dich sir dung: dugc dung cho chan doan in vitro nham theo ddi do
chum va d9 chinh xdc cua xét nghiém Anti-Thyroglobin 11 (aTgll)

- Thanh phan: déng kho. Sau khi hoan nguyén, chat dém; nong do thip
va cao cua khang thyroglobin ngudi don dong & chudt; huyét thanh dé;
huyét thanh chudt; natri azit (< 0,1%); chit bao quan

2x3x1ml

106

Vat liéu kiém soat chét luong xét
nghiém Procalcitonin

- Muc dich sir dung: duge dung cho chan doan in vitro nham theo ddi do
chum va d¢ chinh xac cta xét nghiém PCT

- Thanh phan: dong kho. Sau khi hoan nguyén, cic nong do rPCT khac
nhau; huyét twong nguoi da xir 1y; chat bao quan

2x2x2mL

107

Dung dich pha loang xét nghiém
Total hcG

-Muc dich: Dung dé pha lodng mau )
-Thanh phan: Huyét thanh ngua c6 chat dém da qua xu ly nhiét; EDTA,;
natri azit (< 0,1%); cac chat bao quan

2x25mL

108

Dung dich ria dé 1am sach hé théng
mién dich

- Dung dich tay rira hé thong
- Thanh phan: Sodium hypochlorite (0.29%)
- Bao quan: 2 - 30°C

2 x 1500 mL

109

Dung dich rira trong phan ting mién
dich

- Dung dich rira dung trong phan ting mién dich

- Thanh phan: Phosphate-buffered saline; sodium azide (< 0.1%);
surfactant

- Béo quan: 2 - 30°C

1 x 3000 mL

110

Go6i hit Am

Goi tao dd am khoang chira thudc thir trén may xét nghiém mién dich

1x5go0i

111

Vat liéu kiém soat muc 1 xét nghiém

Mau ndi kiém cho xét nghiém d4u 4n tim mach, murc ndng d6 1 - Thanh
phan: huyét thanh ngudi, dang dung dich - Cé gia tri tham chiéu cho

6 x 3ml
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dinh luong cac thong s6 ddu 4n tim | BNP, NT-proBNP va hs-CRP - Han str dung 3 nam ké tir ngdy san xuat
mach khi bao quan & -20 ° C dén -70 ° C - B¢ 6n dinh sau khi mé lo 20 ngay &
2-8 ° C dbi v6i hau hét cac chit phan tich
Mau ndi kiém cho xét nghiém dau 4n tim mach, murc ndng d6 2 - Thanh
Vit liéu kiém soat muc 2 xét nghiém | phan: huyét thanh ngudi, dang dung dich - C6 gia tri tham chiéu cho
112 dinh luong cac théng s6 ddu 4n tim BNP, NT-proBNP va hs-CRP - Han st dung 3 nam ké tir ngdy san xudt 6 x 3ml
mach khi bao quan ¢ -20 ° C dén -70 ° C - B6 6n dinh sau khi mé& 1o 20 ngay &
2-8 ° C dbi v6i hau hét cac chat phén tich
Mau ndi kiém cho xét nghiém diu an tim mach, murc ndng d6 3 - Thanh
Vit liéu kiém soat mirc 3 xét nghiém | phan: huyét thanh nguoi, dang dung dich - Cé gia tri tham chiéu cho
113 dinh luong cac thong sé déu 4n tim BNP, NT-proBNP va hs-CRP - Han sir dung 3 nim ké tir ngay san xudt 6 x 3ml
mach khi bao quan & -20 ° C dén -70 ° C - P6 6n dinh sau khi mé lo 20 ngay &
2-8 ° C d6i v6i hau hét cac chit phan tich
Mau n6i kiém cho xét nghiém Troponins, mirc ndng do 1 - Thanh phén:
Vit licu kiém sodt mirc 1 xét nghiém Huyét t~h.anE1 ng}rdi, (’1ang: Iéng. - Xét nghiém troponins Chl‘l}.fén dur}g -
114 dinh Iuong troponin I, troponin T Theo ddi d6 chinh xac cua troponin hs (dp nhay cao) - 7Th01 han st 6 x 3ml
: ; ’ dung: 18 thang khi bao quan ¢ -20 ° C dén -70 ° C D% 6n dinh sau mo&
nip khi bao quan & 2-8 ° C: - Troponin I: 14 ngay - Troponin T: 25 ngay
Mau noi kiém cho xét nghiém Troponins, mirc néng d6 2 - Thanh phﬁn:
Vit liéu kiém soat mirc 2 xét nghiém Huyet tP.anP neu o, (}ang; long. - ).(ét nghiém troponins Cht}}./én dur}g i
115 dinh luong troponin I, troponin T Theo doi d chinh xdc cua troponin hs (40 nhay cao) - Thoi han su 6 x 3ml
: ; ’ dung: 18 thang khi bao quan ¢ -20 ° C dén -70 ° C Do 6n dinh sau mo
nip khi bao quan & 2-8 ° C: - Troponin I: 14 ngay - Troponin T: 25 ngay
Mau noi kiém cho xét nghiém Troponins, mirc néng d6 3 - Thanh phﬁn:
Vit ligu kiém soat mirc 3 xét nghiém Huyét t~h.anE1 ng}rdi, (’iang: long. - Xét nghiém troponins Chl‘l}./én dur}g -
116 dinh luong troponin I, troponin T Theo doi d6 chinh xac cua troponin hs (dp nhay cao) - Thoi han st 6 x 3ml
: ; ’ dung: 18 thang khi bao quan ¢ -20 ° C dén -70 ° C B¢ 6n dinh sau mo&
nap khi bao quan & 2-8 ° C: - Troponin I: 14 ngay - Troponin T: 25 ngay
Mau ndi kiém cho xét nghiém mién dich hoc, mirc nong do 1 - Thanh
phan: Huyét thanh ngui, dang 1ong. - C6 cac gié tri tham chiéu cho hau
hét xét nghiém mién dich chinh - Chira hon 30 loai protein va chét phan
17 Vat liu kiém soat mirc 1 xét nghiém | tich trong huyét thanh, bao gdm cé xét nghiém khéng thé khang CCP 6x 1ml
dinh lugng cac théng s6 mién dich (Cyclic Citrullinated Peptide) va Rheumatoid Factor - Thoi han sir dung
2 nam ké tir ngay san xut khi bao quan & -20°C dén -70 °C D6 6n dinh
sau khi mé 1o 1a 30 ngay khi bao quan & 2—8 °C ddi véi hau hét cac chat
phan tich
118 Vat lidu kiém soat mirc 2 xét nghiém | Mau ndi kiém cho xét nghiém mién dich hoc, mitc ndng do 2 - Thanh 6x1ml
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dinh luong cic thong s6 mién dich

phan: Huyét thanh ngudi, dang 1ong. - Cé cac gia trj tham chiéu cho hau
hét xét nghiém mién dich chinh - Chira hon 30 loai protein va chét phan
tich trong huyét thanh, bao gdm ca xét nghiém khang thé khang CCP
(Cyclic Citrullinated Peptide) va Rheumatoid Factor - Thoi han si dung
2 nam ké tir ngdy san xuat khi bao quan & -20°C dén -70 °C D6 6n dinh
sau khi mé 1o 1a 30 ngay khi bao quan & 2—8 °C dbi véi hau hét cac chat
phén tich

119

Vit liéu kiém soat mirc 3 xét nghiém
dinh lugng céac thong s6 mieén dich

Mau ndi kiém cho xét nghiém mién dich hoc, mirc nong d6 3 - Thanh
phan: Huyét thanh ngudi, dang long. - C6 cac gié tri tham chiéu cho hau
hét xét nghiém mién dich chinh - Chira hon 30 loai protein va chit phan
tich trong huyét thanh, bao gém ca xét nghiém khang thé khang CCP
(Cyclic Citrullinated Peptide) va Rheumatoid Factor - Thoi han sir dung
2 nam ké tir ngay san xut khi bao quan & -20°C dén -70 °C D¢ 6n dinh
sau khi mé 1o 13 30 ngay khi bao quan & 2—8 °C d6i v6i hau hét cac chit
phan tich

6x1ml

120

Vat liéu kiém soat mirc 1 xét nghiém
dinh lugng cac thong s6 dau an ung
thu

Mau ndi kiém cho xét nghiém diu an ung thu, mic nong d6 1 - Thanh
phan: huyét thanh nguoi, dang dong kho - Bao gdom 24 thong sb xét
nghiém bao gdm Cyfra 21-1, CA72-4. - C6 thé dung cho ca xét nghiém
dau 4n ung thu thudng quy va dic hiéu. - Sau khi hoan nguyén c6 thé 6n
dinh 14 ngay & 2—8 ° C v6i hau hét cac chét phan tich - Thoi han sir
dung 3 nam ké tir ngdy san xuét khi bao quan & 2-8 °C

6x2ml

121

Vat liéu kiém soat mirc 2 xét nghiém
dinh lugng cac thong so6 dau an ung
thu

Mau n6i kiém cho xét nghiém dau 4n ung thu, mirc nong do6 2 - Thanh
phan: huyét thanh nguoi, dang dong kho - Bao gdm 24 thong s xét
nghiém bao gém Cyfra 21-1, CA72-4. - C6 thé dung cho ca xét nghiém
dau 4n ung thu thuong quy va dic hiéu. - Sau khi hoan nguyén c6 thé on
dinh 14 ngay & 2—8 ° C v6i hau hét cac chét phan tich - Thoi han sir
dung 3 nam ké tir ngay san xuét khi bao quan ¢ 2-8 °C

Hop 6 10,2 mL/ lo

122

Vit lidu kiém soat mirc 3 xét nghiém
dinh luong cac thong s6 dau an ung
thu

Mau noi kiém cho xét nghiém dau 4n ung thu, mirc nong d6 3 - Thanh
phan: huyét thanh nguoi, dang dong kho - Bao gom 24 thong sb xét
nghiém bao gém Cyfra 21-1, CA72-4. - C6 thé dung cho ca xét nghiém
dau 4n ung thu thudng quy va dic hiéu. - Sau khi hoan nguyén c6 thé én
dinh 14 ngay & 2—8 ° C v6i hau hét cac chét phan tich - Thoi han sir
dung 3 nam ké tir ngdy san xuét khi bao quan ¢ 2-8 °C

6x2ml

123

Vit liéu kiém soat muc 1 xét nghiém
dinh lugong cac thong s6 mien dich
thuong quy

Mau noi kiém cho xét nghiém mién dich thuong quy, mirc nong do 1 -

Thanh phan: huyét thanh nguoi, dang dong khé - Bao gdm hon 70 thong
s6 xét nghiém mién dich thudng quy phd bién. C6 céac gia trj tham chiéu
cho cic may phan tich ty dong phd bién - Thoi han sir dung 3 nam ¢ 2-8

12 x5 ml
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° C - Sau khi hoan nguyén c6 thé 6n dinh trong 7 ngay khi bao quan ¢ 2—
8 © C voi hau hét cac chat phan tich - Han sir dung 3 nam ké tir ngay san
xuat khi bdo quan 6 ¢ 2-8°C

124

Vat liéu kiém soat mirc 2 xét nghiém
dinh Iugng cac thong so micn dich
thuong quy

Mau noi kiém cho xét nghiém mién dich thuong quy, mirc ndng d¢ 2 -
Thanh phan: huyét thanh nguoi, dang dong kho - Bao gdm hon 70 thong
s6 xét nghiém mién dich thudong quy phd bién. C6 cac gia tri tham chiéu
cho cac may phan tich tw dong phd bién - Thoi han st dung 3 nam & 2-8
° C - Sau khi hoan nguyén c6 thé 6n dinh trong 7 ngay khi bao quan & 2—
8 © C v6i hau hét cac chat phan tich - Han sir dung 3 nam ké tir ngay san
xuat khi bao quan & 62-8°C

12 x5 ml

125

Dung dich phu tro cho xét nghiém
mién dich T3/T4/Vb12

-Muc dich: Tham gia va qua trinh xét nghiém dinh luong T3, T4 va
VB12 i
'-Thanh phan: 0,4 N natri hydroxit

6 x 23.6 mL/Hop

126

Chét hiéu chuan cho xét nghiém CA
125

- Muc dich sir dung: duoc dung cho chin doan in vitro trong hiéu chudn
xét nghiém CA 12511

- Thanh phan: déng kho. Sau khi hoan nguyén, nong d6 CA 125 cao
hoac thép; albumin huyét thanh nguoi c6 chét dém; natri azit (< 0,1%);
chét bao quan

2 x 2 x2mL/Hop

127

Chét hiéu chuin xét nghiém CA 15-3

- Muc dich str dung: dugc dung cho chan doén in vitro trong hiéu chuén
xét nghiém CA 15-3

- Thanh phan: dong khé. Sau khi hoan nguyén, ndng d6 CA 15-3 cao
hoic thdp (ngudi); huyét thanh ngya; natri azit (0,1%); chit bao quan

2 x 2 x 2 mL/Hop

128

Chét hiéu chuan cho cac xét nghiém
FT3, T3, T4, TUpvaFT4

- Muc dich str dung: dugc dung cho chan doén in vitro trong hiéu chuén
cac xét nghiém: FT3, T3, T4, TUp va FT4

- Thanh phan: dong kho. dong kho. Sau khi hoan nguyén, nong do
triiodothyronine (FT3) tu do, triiodothyronine (T3), thyroxine (FT4) tu
do, thyroxine (T4), protein lién két tuyén gidp khong bio hoa va
theophylline cao hodc thap; huyét trong ngudi; natri azit (0,2%); chat
bao quan; chat 6n dinh protein

2 x 2x 5 mL/Hop

129

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

- Muc dich str dung: dugc dung cho chan doan in vitro trong hi¢u chuén
cac xét nghiém sau day: Dig, FSH, LH, PRL va ThCG

- Thanh phan: déng kho. Sau khi hoan nguyén, ndng d6 digoxin cao
hodc thép,

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 ngya

2 x2x 5mL/Hop

130

Chét hiéu chuin cac xét nghiém AFP

- Muc dich str dung: dugc dung cho chin doan in vitro khi hiéu chuin

2 x 2 x2mL/Hop
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va CEA

cac xét nghiém AFP va CEA.

- Thanh phan: déng kho. Sau khi hoan nguyén, cac nong d6 thap hoic
cao cua alphafetoprotein (¢ nguoi) va khang nguyén carcinoembryonic
(6 nguoi); chat dém BSA; natri azit (< 0,1%); chit bao quan

131

Chat hiéu chuan xét nghiém PSA

- Muc dich str dung: dugc dung cho chan doan in vitro trong hi¢u chuén
xét nghiém PSA

- Thanh phan: dong kho. Sau khi hoan nguyén, PSA (ngudi) nong do
thép hodc cao; huyét thanh dé; natri azit (< 0,1%); chét bao quan

2 x 2 x 2 mL/Hop

132

Chét kiérq chuén cho xét nghiém,tt_r
khang thé khang peroxidase tuyén
giap

- Muc dich sir dung: duge dung cho chan doan in vitro khi theo doi do
chym va d¢ chinh xac cua xét nghiém aTPOII

- Thanh phan: Huyét twong ngudi di khir fibrin 4m tinh cho khang thé
khang TPO (ngudi); natri azit (< 0,1%); chit bao quan

2 x 3 x2mL/Hop

133

Dung dich pha loang 1

-Muc dich: Dung dé pha lodng mau )
'-Thanh phan: Huy¢t thanh ngua; natri azit (0,1%); chat bdo quan

2 x 25 mL/Hop

134

Dung dich pha loang 2

"- Muc dich sir dung: Dung dich pha lodng mau cac xét nghiém mién
dich
- Bédo quén: 2-8°C

2 x 10 ml/Hop

135

Dung dich pha loang 11

-Muc dich: Dung dé pha lodng mau i
-Thanh phan: Dung dich dém Tris; huyét thanh dé&; cac chat on dinh
protein; cac chat bao quan

2 x 5 mL/Hop

136

Dung dich pha loang 13

-Muc dich: Dung dé pha loang mau ‘
'-Thanh phan: Chat dém; chat hoat tinh bé mat; natri azit (< 0,1%)

2 x 10 mL/Hop

137

Dung dich rira kim 1

-Muc dich: H¢ thong s& rira dng hut thude thir & giam bot tac dong tiém
an gifra cac lan xét nghiém.
'-Thanh phan: 0,4 N natri hydroxit

2 x 25 mL/Hop

138

Dung dich rua kim 3

-Muc dich: Dung dich rira dau do )
'-Thémh phan: Nudc mudi dém phosphat; natri azit (< 0,1%); chat hoat
tinh bé mat

2 x 25 mL/Hop

139

Thudc thir xét nghiém dinh lugng
Free Beta HCG

- Muc dich str dung: st dung chan doan trong viéc xac dinh dinh lugng
tiéu don vi beta tu do ctia gonadotropin mang dém trong huyét thanh
nguoi - Thanh phan: Goi thude thir chinh: - Thudc thir Lite: Khang thé
don dong chudt beta HCG chéng ty do danh déu acridinium ester trong
dung dich dém; albumin huyét thanh bo (BSA) - Pha ran: Khang thé don
dong chudt beta HCG chdng tu do dwoc pha vi hat thuan tir (0,75 mg /
mL) Chat hiéu chuan: dong kho. Sau khi hoan nguyén, beta HCG tu do
cua con nguoi; BSA; huyét thanh bo;

100 Tests/Hop

140

Thudc thir xét nghiém dinh lugng

- Muc dich str dung: dugc dung dé chén doén in vitro dé do dinh lugng

100 Tests/Hop
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protein-A huyét trong

protein-A huyét tuong lién quan dén thai ky trong huyét thanh nguoi -
Thanh phan: Go6i thude thir chinh: -Thudc thir Lite: Khang thé khang
PAPP-A don dong ¢ chudt dugc ga"m nhén acridinium ester; chét dém;
albumin huyét thanh bo (BSA); -Pha rén: Cac vi hat thuan tir duoc bao
phi1 boi khang thé khang PAPP-A don dong ¢ chudt (0,35 mg/mL);
Chat higu chuan: Huyét thanh ngudi; huyét thanh bo - Khoang do: 0,01—
10,00 1U/L (mIU/mL)

141

Thudc thtr xét nghiém dinh luong
CK-MB

- Muc dich str dung: ding cho chan doén in vitro trong qué trinh dinh
lwong CK-MB trong huyét thanh va huyét twong ngudi (heparin)

- Thanh phan: G6i thudc thir chinh:

-Thudc thtr Lite: Khang thé khang CK-MB don dong & chudt (~0,11
Hg/mL) dugce gdn nhan acridinium ester trong chat dém;

- Pha ran: Khang thé khang CK-BB don dong & chudt (~0,06 mg/mL)
duoc lién két cong hoa tri véi cac hat thun tir trong chat dém;

- Khoang do:0,18-300,00 ng/mL (0,002—3,75 nmol/L)

Hop 100 test

142

Chat hiéu chuan cho xét nghiém
CK-MB

- Muc dich sir dung: dung cho chan doén in vitro trong hiéu chuan xét
nghiém CKMB

- Thanh phan: déng kho. SSau khi hoan nguyén, ndng d6 cao hoic thap
cia CKMB (ngudi); huyét thanh ngwa; gentamicin sulfat;

Hop (2 x 2 x 2 ml)

143

Thudc thir xét nghiém dinh luong
25(0OH) vitamin D toan phan

- Muc dich sir dung: ding cho chan doén in vitro nham dinh lugng
25(OH)vitamin D toan phan trong huyét thanh va huyét twong nguoi
(EDTA, lithium heparin va natri heparin) - Thanh phan: Go6i thudc thir
chinh: Thuéc thir Lite: Khang thé khang 25(OH)vitamin D don dong &
chudt dugce gan nhan acridinium ester (~0,8 pg/mL) trong chat dém;
albumin huyét thanh bo; -Pha rdn: Khang thé khang fluorescein don
dong & chudt dugce phi bang cac hat thuan tir (~0,60 mg/mL) trong chat
dém; albumin huyét thanh bo; -Thudc thir phu: Vitamin D-analog tuong
hop voi fluorescein (~0,2 pg/mL) va 1-anilinonaphthalene-8-sulfonic
acid trong chat dém; G6i thudc thir phu : Chat chdng dinh trong dung
dich mudi dém; CAL: Sau khi hoan nguyén, ndng d6 25(OH)vitamin D
cao hoic thap; huyét twong ngudi 6 chit dém da khir xo; albumin huyét
thanh bo; cholesterol; - Khoang do: 4,20-150,00 ng/mL (10,50-375,00
nmol/L)

Hop 100 test

144

Vat li¢u kiém soét chat lugng xét
nghi¢m Vitamin D toan phan (VitD
QC)

-Muc dich su dung: dugc dung cho chan doén in vitro trong khi theo doi
d6 chum va d6 chinh xac cua xét nghiém VitD -Thanh phéan: dong kho.
Sau khi hoan nguyén, nong do 25(OH)vitamin D cao hodc thip; huyét
turong ngudi cd chat dém, di khir xo v6i albumin huyét thanh bo;

Hop (3 x2x2ml)
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cholesterol

145

Thudc thir xét nghiém C-Peptide

- Muyc dich sir dung: dugc dung cho chan doan in vitro nham dinh lugng
peptide C trong huyét thanh va nudc tiéu cia nguoi

- Thanh phan: G6i thudc thir chinh

+ Thubc thir Lite: Khang thé khang peptide C don dong & chudt (~0,29
Hg/mL)

+ Pha rén: Khang thé khang peptide C don dong & chudt (~2,3 pg/mL)
duoc lién két cOng hoa tri véi cac hat thuan tir trong chit dém photphat
- Khoang do:

+ Huyét thanh: 0,05-30,00 ng/mL

+ Nudc tiéu: 0,50-300,00 ng/mL

100 tests/Hop

146

Thudc thir xét nghiém dinh lugng
testosterone toan phan

- Muc dich sir dung: duoc dung cho chan doan in vitro trong qua trinh

dinh luong testosterone toan phan (gin két va khong gin két) trong

huyet thanh va huyét tuong ngudi

- Thanh phan: Géi thudc thtr chinh

'+ Thudc thir Lite: Hapten duoc gén nhin acridinium ester (36 pg/mL)

trong dung dich mudi dém; chat bao quan

'+ Pha rén: Hat latex phu streptavidin (0,33 g/L) trong dung dich mubi

dém; chét bao quan

'+ Goi thude thir phu: Chét giai phong: Chat giai phong steroid 0.4
ng/mL); khang thé khang testosterone don dong ¢ ctru, dugc gan biotin

(27 pg/L) trong dung dich mubi dém; chét bao quan

'+ Chat hiéu chuan: déng kho. Sau khi hoan nguyén, testosterone loai

USP ndng d6 cao hoic thap duoc pha thém vao huyét trong nguoi da

tach fibrin, taich béng than hoat tinh; natri azit (0,1%); chat bao quan;

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

100 tests/Hop

147

Vit liéu kiém soat chat luong xét
nghiém Anti-CCP IgG

- Muc dich sir dung: ding dé chan doan in vitro dé theo di do chum va
do chinh xac cua xét nghi¢m aCCP

- Thanh phan: Cac ndng d6 khac nhau ciia huyét twong ngudi phan tng
v6i CCP; chat dém; albumin huyét thanh bo; natri azit (< 0,1%)

2 x 1 x 7mL/Hop

148

Dung dich pha loang 10 dung cho
may xét nghi¢m mien dich

- Muyc dich: Ding dé pha loang mau , ’
- Thénh phan: Dung dich d&m Tris; albumin huyét thanh bo; huyét thanh
dé; huyét thanh chudt; natri azit (< 0,1%); chat bdo quan

2 x 5 mL/Hdp

149

Dung dich pha loéng 3 dung cho may
xét nghiém mién dich

-Muc dich: Dung dé pha lodng mau -Thanh phan: Huyét twong ngudi;
natri azit (0,1%)

2 x 5 mL/Hop

150

Chat hi¢u chuan cho cac xét nghiém

- Muc dich str dung: dugc dung cho chan doan in vitro trong hiu chuén
cac xét nghiém sau day: Dig, FSH, LH, PRL va ThCG

2 x 2 x 5 mL/Hop




STT Tén hang hoa Yéu ciu k§ thuat hoiic twong dwong Quy cach déng goi
Dig, FSH, LH, PRL va ThCG - Thanh phan: dong kho. Sau khi hoan nguyén, nong dé digoxin cao ]
hogc thap, hormone kich thich nang trimg (FSH), hormone kich thich thé
vang (LH), hormone tiét sita, gonadotropin kich thich t6 mang dém &
nguoi (hCG) va TSH; huyét thanh ngya; chat 6n dinh protein; natri azit
(<0,1%); chat bdo quan
151 Dung dich pha loang xét nghi€ém - Muc dich: Dung dich pha loang mau ) ) 2% 5 mL/H6
Enhanced Estradiol - Thanh phan: Chat dém; albumin huyét thanh bo; cac chat bao quan P
- Co gid tri tham chiéu cho hau hét cac may phan tich ty dong
- Cung cap mot giai phap hiéu qua cho cac phong xét nghiém tap trung
vao cac xét nghi€ém thuong quy
Mau n6i kiém cho xét nghiém mién | - Thanh phan: huyét thanh nguoi, dang long N
152 dich thudng quy, muc néng do 1 - Han sir dung 2 nam ké tir ngay san xuét khi bao quan & - 20 ° C dén - Hop 12 1o, 5 mL/lo
70°C
- Qn dinh trong 14 ngay sau khi m& nip ¢ nhiét do 2—8 °C ddi voi hau
hét cac phan tich
- C6 gia tri tham chiéu cho hau hét cac may phén tich ty dong
- Cung cap mot giai phap hiéu qua cho cac phong xét nghiém tap trung
vao cac xét nghiém thuong quy
Mu n6i kiém cho xét nghiém mién | - Thanh phan: huyét thanh nguoi, dang long R
153 dich thuong quy, mutc ndng do 2 - Han sir dung 2 nam ké tir ngdy san xudt khi bao quan & - 20 ° C dén - Hop 12 lg, 5 mL/lo
70°C
- Qn dinh trong 14 ngay sau khi m& nip & nhiét do 2—8 °C d6i voi hau
hét cac phén tich
- Co gia tri tham chiéu cho hau hét cac méay phan tich ty dong
- Cung cap mot giai phap hi¢u qua cho cac phong xét nghiém tip trung
) vao cac xét nghiém thuong quy
M?au noi kiém cho xét nghiém mién | - Thanh phan: huyét thanh nguoi, dang long A
154 dich thudng quy, mirc néng 46 3 | - Han sit dung 2 nim k& tir ngdyy san xuit khi béo quén & - 20 ° C dén - Hop 12 1o, 5 mL/lo
70°C
- On dinh trong 14 ngay sau khi m& nip & nhiét do 28 °C ddi véi hau
hét cac phan tich
Dung cho xét nghiém mién dich chuyén dung hd trg phong mo / phong
~ . : cap cuu, béph vién2 phong kham
155 Mau ndi kiém cho xét nghiém mién | - Thanh phan: huyét thanh nguoi, dang long Hop 6 lo, 5 mL/ lo

dich dac hiéu, mirc ndng do 1

- Bao gom cac thong so: 25- Hydroxy Vitamin D, Anti- Thyroglobulin
(Anti- Tg), Anti- Thyroperoxidase (Anti- TPO), C- Peptide,
Erythropoietin (EPQ), Insulin Growth Factor | (IGF- 1), Intact PTH,




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
Osteocalcin
- Han str dung 3 nam ké tir ngdy san xuét khi bao quan & - 20 ° C dén -
70°C
- D6 6n dinh sau khi mé nép 1a 30 ngay khi bao quan & & 2-8 ddi véi
hau hét cac chét phén tich
Dung cho xét nghiém mién dich chuyén dung hd tro phong mé / phong
cép ctru, bénh vién, phong kham
- Thanh phan: huyét thanh nguoi, dang long
- Bao gom cac thong so: 25- Hydroxy Vitamin D, Anti- Thyroglobulin
Mau néi kiém cho xét nghiém midn (Anti- Tg)_, Anti- Thyropero_xidase (Anti- TPO), C- Peptide,
156 P PO S Erythropoietin (EPO), Insulin Growth Factor I (IGF- I), Intact PTH, Hop 6 19, 5 mL/ lo
dich dic hi€u, mirc ndong do 2 -
Osteocalcin
- Han str dung 3 niam ké tir ngdy san xuét khi bao quan & - 20 ° C dén -
70°C
- P6 6n dinh sau khi mé nép 1a 30 ngay khi bao quan & ¢ 2-8 dbi voi
hau hét cac chét phan tich
Dung cho xét nghiém mién dich chuyén dung hd tro phong mé / phong
cép ctru, bénh vién, phong kham
- Thanh phan: huyét thanh nguoi, dang long
- Bao gbém cac thong so: 25- Hydroxy Vitamin D, Anti- Thyroglobulin
Mau noi kiém cho xét nghiém mién (Anti- Tg)_, Anti- Thyropero_xidase (Anti- TPO), C- Peptide,
157 P PO S Erythropoietin (EPO), Insulin Growth Factor | (IGF- 1), Intact PTH, Hop 6 19, 5 mL/ lo
dich dac hiéu, mirc nong do 3 .

Osteocalcin
- Han sir dung 3 nam ké tir ngay san xuét khi bao quan & - 20 ° C dén -
70°C
- D6 6n dinh sau khi mé nip 1a 30 ngay khi bao quan & & 2-8 ddi véi
hau hét cac chét phan tich
- Muc dich str dung: dugc dung cho chan doan in vitro
trong qua trinh dinh lwong hormone tuyén can giap nguyén ven trong
huyét thanh va huyét trong ngudi
- Thanh phan: Géi thudc thir chinh:

158 Thubc thir xét nghiém dinh lwong | Thudc thir Lite: Khang thé PTH khang nhan don dong & chudt dugc 190 tests

hormone tuyén can giap nguyén ven

dénh dau

bang acridinium ester (~0,6 mg/L) trong dung dich mudi dém; cac
protein co trong huyét trong chudt; albumin huyét thanh bo;

Pha rin: Khang thé PTH khang nhan don dong & chudt dugc biotin hoa
lién két v6i phan tir thuan tir phu streptavidin (~0,4 g/L) trong dung dich
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mudi dém; cac protein co trong huyét trong bo; albumin huyét thanh bo
CAL: Sau khi hoan nguyén, cdc mirc thap hodc cao cua peptit tong hop
PTH nguyén ven; huyét twong EDTA ngudi (10%);

- Khoang do: 4,6-2000,0 pg/mL (0,5-212,0 pmol/L)

159

Vat liéu kiém soat chét luong xét
nghiém hormone tuyén can giap
nguyén ven

- Muc dich sir dung: duge dung cho chan doan in vitro khi theo doi do
chum va d¢ chinh xac ctia xét nghiém PTH .

- Thanh phan: déng khé. Sau khi hoan nguyén, peptide téng hop PTH
nguyén ven ¢ cac n6ng d9 khac nhau; dung dich mubi dém; huyét tuwong
EDTA ngudi (10%); chét trc ché serine protease

3x2x1ml

160

Thude thir xét nghiém Ung thu biéu
md te bao vay

- Muc dich sir dung: dung chan doén in vitro trong phép do dinh lrong
khang nguyén ung thu biéu mé té bao vay (SCC) trong huyét trong va
huyét thanh ngudi (EDTA).

- Thanh phan:

Hop thude thir chinh Atellica IM SCC ReadyPack®a,b

Thude thir Lite 10,0 mL/hodp thude thir :Khang thé don dong khang SCC
dugc danh déu cong hoéa tri voi acridinium ester (~0,75 pg/mL) trong
dung dich dém chtra albumin huyét thanh bo; chat hoat déng bé mat;
chat bao quan.

Pha rin

17,5 mL/hop thudc thir: Khang thé don dong khang SCC (< 0,001%)
cong hoa tri vai vi hat tir tinh trong dung dich dém chira albumin huyét
thanh bo; chét hoat dong bé mat; chit bao quan

100 Tests

161

Chat hiéu chuén xét nghiém Ung thu
bieu mo te bao vay

- Muc dich sir dung: Chét hiéu chuan ung thu té bao vay Atellica® IM
(SCC CAL) chi dung chan doén in vitro trong

hiéu chuan xét nghiém Ung thu té bao vay Atellica® IM bang may phan
tich Atellica® IM.

- Thanh phan: 2,0 mL/lg Khang nguyén SCCAL1 trong dung dich dém
chira albumin huyét thanh bo, chat bao quan

2x2x2ml

162

Test nudc tiéu 11 thong sd

Que thir nudce tiéu dé xac dinh nhanh chong dinh lugng axit ascorbic,
bilirubin, mau, glucose, ketone, bach clu (Leukocytes), nitrite, gia tri
pH, protein, ti trong (Specific Gravity) va urobilinogen trong nudc tiéu
cuia nguoi.

THUOC THU

Ascorbic acid: 2,6-dichlorophenolindophenol 0.7 %

Bilirubin: diazonium salt 3.1 %

Mau: tetramethylbenzidine-dihydrochloride 2.0 %,
isopropylbenzol-hydroperoxide 21.0 %

150 Test/hdp
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Glucose: glucose oxidase 2.1 %; peroxidase 0.9 %; otolidine-
hydrochloride 5.0%

Ketones: sodium nitroprusside 2.0 %

Bach cau: carboxylic acid ester 0.4 %; diazonium salt 0.2 %

Nitrite: tetrahydrobenzo[h]quinolin-3-ol 1.5 %,; sulfanilic acid 1.9 %
pH: methyl red 2.0 %; bromothymol blue 10.0 %

Protein: tetrabromophenol blue 0.2 %

Ti trong: bromothymol blue 2.8 %

Urobilinogen: diazonium salt 3.6 %

163

Vit liéu kiém soat mirc 1 xét nghiém
ban dinh luong céc thong s6 nudc ticu

Mau n6i kiém cho xét nghiém phan tich nude tiéu, mirc ndng do 1 -
Thanh phan nuée tiéu ngudi, dang long - Co thé sir dung cho ca xet
nghiém bang que nhing nuge tiéu va may phan tich nude tiéu sir dung
kinh hién vi - On dinh 30 ngay sau khi mé nép tai 2-25 ° C - Han str
dung 2,5 nam ké tir ngdy san xuét khi bao quan & 2-8° C

Hop (12 1o x 12 ml)

164

Vit liéu kiém soat mirc 2 xét nghiém
ban dinh luong cac thong s6 nude tiéu

Mau n6i kiém cho xét nghiém phan tich nude tiéu, mirc ndng do 2 -
Thanh phan nudce tiéu nguoi, dang long - Co thé sir dung cho ca xét
nghiém bang que nhung nudc tiéu va may phan tich nude tiéu sir dung
kinh hién vi - On dinh 30 ngay sau khi mé nép tai 2-25 ° C - Han st
dung 2.5 nam ké tir ngay san xuét khi bao quan ¢ 2-8° C

Hop (12 1o x 12 ml)

165

Hoé chét rira ding cho méy phan tich
nudc ti€u ty dong

Thanh phan chinh:

Sodium hydroxide, surfactant, buffer solution.

San phdm c6 xudt xtr thudc cac nude G7

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

Chai 500 ml

166

Vat liéu kiém soat chét luong xét
nghiém nudce tieu muc 1

Dung dich kiém tra chat luong murc 1, ding cho may phan tich nudc tiéu
tu dong.

Thanh phan: ¢6 ngudn gdc dong vat, chit bao quan va chat on dinh.

San pham c6 xuét xir thugc cac nudc G7

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

Lo 8ml

167

Vit li¢u kiém soat chat luong xét
nghiém nudc tiéu muc 2

Dung dich kiém tra chat lugng muc 2, ding cho méy phan tich nudc tiéu
tu dong.

Thanh phan co nguon gbc dong vat, chit bao quan va chét 6n dinh.

San pham ¢6 xuat x{r thudc cac nude G7

Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

Lo 8ml

168

Vit ligu ki€ém sodt chat luong xét
nghiém nudc ti€u muic 3

Dung dich kiém tra chét lwong murc 3, ding cho may phan tich nudc tiéu
ty dong.

Thanh phan co nguon gbc dong vat, chit bao quan va chét én dinh

San phdm c6 xudt xir thudc cac nude G7

Lo 8ml
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Tiéu chuan chat luong ISO 13485:2016 hoic twrong duong

169

Que thir xét nghiém nudc tiéu 11
thong so0

Thanh phan chinh:

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

Leukocytes: indoxyl ester 1.4mg;diazonium salt 0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg;N-(naphthyl)-ethylenediammonium
dihydrochloride 0.45mg.

Urobilinogen: fast blue B salt 1.2mg.

Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg.

Protein: tetrabromphenol blue 0.36mg.

Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg;4-aminoantipyrine
0.08mg.

Specific Gravity: bromthymol blue 0.4mg;sodium poly methyl vinyl
acetate maleic 16mg.

Blood: cumene hydroperoxide 35.2mg;3,3',5,5'-tetramethylbenzidine
2.0mg.

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

San phdm c6 xudt xir thudc cac nude G7

Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

Hop 100 test

170

Que thir xét nghiém dinh tinh
Morphine

Que thir xét nghiém dinh tinh Morphine (MOP) trong nudc tiéu ¢ nguoi
- Ngudng phat hién: 300 ng/ml

- D6 nhay >=95 %, d6 dic hiéu >= 95.3% so v6i phuong phap sic ky
khi/ khdi phd (GC/MS) ¢ ngudng 300ng/mL.

- San pham 6n dinh & 2~8°C va 30+3°C trong 27 thang.

- Ty trong miu nudc tiéu & cac mirc do cao, thap, binh thuong duoc pha

v6i 150 ng/mL va 450 ng/mL Morphine khong lam anh huong dén két
qua cua xét nghi¢m.

- pH ctia mau nuée tiéu tir (5 - 9) va thém ndng d6 MOP 150 ng/mL va
450 ng/mL khong gy nhidu dén hiéu suit cua xét nghiém.

- Pat tiéu chuén chat lugng: ISO 13485 hodc tuong duong

50 test/hop

171

Que thu xét nghiém dinh tinh
AMP/MOP/COD/THC/Heroin

- Phét hién dinh tinh nhiéu loai ma tuy, chat chuyén hoa thudc va ruou &

ndng d6 ngudng sau trong nude tiéu: MOP 300ng/ml; AMP 500ng/ml;
THC 50ng/ml; COD 300ng/ml; HER 10ng/ml.
- Thanh phan: Chura cac hat lién két khang thé don dong chudt va cac

lién hop thude -Protein twong img. Mot khang thé dé dugc sir dung trong

mdi vach chimg.
- B§ nhay: 100%

25 test/ hop
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- b dédc hiéu: 100%

- Do chinh xac: AMP: 99.925%; COD: 99.9%; THC: 99.92%; MOP:
99.93%; 6-MAM (Heroin): 99.9%

- Phan tmg chéo: Khong phan tmg chéo véi cac hop chat & ndng do
100pg/ml: Acetophenetidin , N-Acetylprocainamide, Acetylsalicylic
acid....

- Tiéu chuén chét lwong ISO 13485:2016 hoic twong duong

172

Que thtr xét nghiém dinh tinh hCG
trong nudc ticu

- Miu bénh phdm: Mau nudc tiéu.
- bac diém hiéu suét:
+ Gidi han phat hién thap nhit 10 ng/ml
+ D94 nhay: 100.00%; Do dac hi€¢u: 100.00%; Do chinh xac: 100.00%
- Thanh phan: Xét nghiém bao gdbm méot dai mang dugc phu alpha-hCG
trén vach thir nghiém, khang thé khang chudt trén vach dbi chimg va mot
miéng dém lién hop chtra vang keo két hop vai khang thé don dong.
- Poc két qua sau 5 phut.
Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

100 test/ hop

173

Do hoat dp ALT (GPT)

Hoa chat ding cho xét nghiém dinh lwong ALT; 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; Phuong phap: Dya trén
khuyén céo ctia IFCC; Dai tuyén tinh: 3 — 500 U/L (0,05 — 8,33 pkat/L);
Budc séng: 340 nm; Loai mau: Huyét thanh, huyét tuong; DO 1ap lai:
CV < 5%; Do chum toan phﬁn: CV < 10%; Sb luong test tdi thiéu/1 mL:
6 test

4x50ml+4x25ml/ Hop

174

Do hoat 49 AST (GOT)

Hoa chat ding cho xét nghiém dinh lwong AST; 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 ; Phuong phap: Dya trén khuyén céo cta IFCC; Dai tuyén
tinh: 3 — 1000 U/L (0,05 — 16,7 pkat/L); Budc séng: 340 nm; Loai mau:
Huyét thanh, huyét tuong; DO 1ap lai: CV < 5%; D chum toan phén: CV
< 10%; S6 luong test tdi thiéu/1 mL: 10 test

4x25ml+4x25ml/ Hop

175

Dinh luong Cholesterol toan phan

Hoa chat ding cho xét nghiém dinh lugng cholesterol; 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); Cholesterol oxidase > 0,2 kU/L (3,3 pkat/L); Peroxidase > 10
kU/L (166,7 pkat/L); Phuong phéap: Enzymatic; Dai tuyén tinh: 0,5 —
18,0 mmol/L (20 — 700 mg/dL); Budc song: 540 nm; Loai mau: Huyét
thanh, huyét tuong; D6 lip lai CV < 3% Do chum toan phan: CV < 3%;

4x22.5ml/ Hop
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S6 lugng test t6i thiéu/1 mL: 22 test

176

binh lugng Creatinin

Hoa chat dung cho xét nghiém dinh lugng creatinine; Thanh phan: Natri
hidroxit 120 mmol/L; Axit picric 2,9 mmol/L; Phuong phap: Jaffé
method; Dai tuyén tinh: Huyét thanh/ huyét twong: Phwong phap A: 5 —
2200 pmol/L (0,06 — 25,0 mg/dL); Phuong phap B: 18 — 2200 pmol/L
(0,2 — 25,0 mg/dL), Nudc tiéu: 88 — 35360 pmol/L (1 — 400 mg/dL);
Budc séng: 520 nm; Loai mau: Huyét thanh, huyét twong, nudc tiéu; Do
lap lai: CV < 3%; Do chum toan phf?m: CV < 5%; Sb lugng test tbi
thiéu/1 mL: 4 test

4x51ml+4x51ml/ Hop

177

Po hoat d0 GGT (Gamma Glutamyl
Transferase)

Hoa chat ding cho xét nghiém dinh lwong GGT; Thanh phan:
Glycylglycine, pH 7,7 (37°C) 150 mmol/L; L-y-glutamyl-3-carboxy-4-
nitroanilide 6 mmol/L; Phuong phap: Dua trén khuyén céo cia IFCC;
Dai tuyén tinh: 5 - 1200 U/L (0,08 — 20,00 pkat/L); Budc song: 410 nm;
Loai mau: Huyét thanh, huyét twong; D6 1ap lai: CV < 5%; D6 chum
toan phan: CV < 10%; S6 luong test tdi thiéu/1 mL: 5 test

4x18ml+4x18ml/ Hop

178

Dinh lugng Triglycerid

Hoa chat ding cho xét nghiém dinh luong triglyceride; Thanh phan:
bém PIPES (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); Phuong phap:
Enzym; Dai tuyén tinh: 0,1 — 11,3 mmol/L (10 — 1000 mg/dL); Budc
song: 660 nm; Loai mau: Huyét thanh, huyét twong; Do lap lai: CV <
3,0%; Do chum toan phﬁn: CV <5,0%; Sb luong test tdi thiéu/1 mL: 8
test

4x20ml+4x5ml/ Hop

179

DPinh lugng Ure

Hoa chét ding cho xét nghiém dinh lugng uré; Thanh phan: "Dém Tris
100 mmol/L; NADH > 0,26 mmol/L; Tetra Natri diphosphat 10 mmol/L;
EDTA 2,65 mmol/L; 2-Oxoglutarat > 9,8 mmol/L; Urease > 17,76
kU/L; ADP > 2,6 mmol/L; GLDH > 0,16 kU/L.; Phuong phap: GLDH,
do UV dong hoc; Dai tuyén tinh: Huyét thanh, huyét twong: 5-300
mg/dL (0,8—-50,0 mmol/L) Nudc tiéu: 60-4500 mg/dL (10-750 mmol/L);
Loai mau: Huyét thanh, huyét twong, nudc tiéu; DO lap lai: CV < 5%;
Do chum toan phan CV < 10%; S6 luong test tdi thiéu/1 mL: 10 test

4x25ml+4x25ml/ Hop

180

Dinh lugng Acid Uric

Hoa chat dung cho xét nghiém dinh lugng axit uric; Thanh phén: Pém
phosphat (pH 7,5) 42 mmol/L; MADB 0,15 mmol/L; 4-Aminophenazon
0,30 mmol/L; Peroxidase > 5,9 kU/L (98 pkat/L); Uricase > 0,25 kU/L
(4,15 pkat/L); Ascorbat Oxidase > 1,56 kU/L (26 pkat/L); Phuong phép:

4x30ml+4x12.5ml/ Hop
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Uricase; Dai tuyén tinh: Huyét thanh, huyét twong: 1,5-30 mg/dL (89—
1785 umol/L), Nudc tiéu: 2—-400 mg/dL (119-23800 umol/L); Buédc

song: 660nm; Loai mau: Huyét thanh, huyét tuong, nudc tiéu; bo lap lai:
CV <3%; D6 chum toan phan: CV < 5,0%; SO lugng test toi thi€u/1 mL:

11 test

181

Hoa chét kiém chig cho xét nghiém
HbAlc

Hoa chét kiém chimg (kiém chuan) cho xét nghiém HbAlc; Thanh
phan: mau ngudi va chira huyét sic t6 binh thuong. Chat kiém chimg
(kiém chuan)mirc 2 duoc tao ra theo mot qua trinh lién két glycation hoa
trong 6ng nghiém ctia mau mau khong c6 bénh tiéu duong, c6 thé truy
nguyén.

2x1ml+2x1ml/ Hop

182

Pinh lvong HDL-C (High density
lipoprotein Cholesterol)

Hoa chat dung cho xét nghiém dinh lugng HDL-cholesterol; 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-DAQOS) 0,2 mmol/L; 4-Aminoantipyrine
0,67 mmol/L; Phuong phap: Enzymatic; Dai tuyén tinh: 0,05 - 4,65
mmol/L (2 -180 mg/dL); Loai mau: Huyét thanh, huyet tuong; Do lap
lai: CV < 3,0%; D6 chum toan phan: CV < 4,0%; S lugng test tdi
thiéu/1 mL: 4 test

4x27ml+4x9ml/ Hop

183

Hoa chét hiéu chuén cho xét nghiém
HDL

Hoa chat hiéu chuan dung cho xét nghiém dinh lvong HDL-Cholesterol;
Thanh phan: Huyét thanh nguoi dang bot dong khé chira HDL-
Cholesterol (nguoi); Gia tri chét hiéu chuan c6 thé duge truy xuét theo
phuong phap tham chiéu HDL-cholesterol cia US CDC (Centre for
Disease Control)

2x3ml/ Hop

184

Hoa chét kiém chiig cho xét nghiém
HDL/LDL-Cholesterol

Hoa chét kiém chiing cho xét nghiém HDL/LDL-Cholesterol; Thanh
phan: Huyét thanh nguoi dang déng kho co chira HDL-Cholesterol va
LDL-Cholesterol (nguoi); Chét kiém chung 2 muc; Cac gia tri ¢o thé
dugc truy xuat theo phuong phap tham chiéu HDL va LDL-cholesterol
ctua US CDC (Centre for Disease Control)

1x5ml/ Lo

185

Dinh luong Calci toan phan

Hoa chat ding cho xét nghiém dinh luong canxi toan phan; Thanh phan:
Imidazol (pH 6,9); Arsenazo III 0,02%; Phuong phép: Arsenazo III;
Dai tuyén tinh: Huyét thanh, huyét twong: 1 — 5 mmol/L (4 — 20 mg/dL);
Nuéde tleu 0,1 —10 mmol/L (0,4 — 40 mg/dL); Budc song: 660 nm;
Loai mau: Huyet thanh, huyet tuong, nudc tiéu; DO lap lai <3% /Do
chum toan phan. < 4%; Sé luong test tdi thiéu/1 mL: 33 test

4x15ml/ Hop

186

Dinh lugng Albumin trong huyét

Hoa chét dung cho xét nghi¢ém dinh lugng albumin; Thanh phén:

4x29ml/ Hop
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thanh va huyét tuong

Succinate buffer (pH 4,2) 100 mmol/L; Bromacresol green 0,2 mmol/L;
Phuong phap: Bromocresol Green; Dai tuyén tinh: 15 — 60 g/L (1,5 — 6,0
g/dL); Bué6c song: 600 nm; Loai mau: Huyét thanh, huyét twong; D6 lap
lai: CV < 3%; D6 chum toan phan: CV < 3%; S6 luong test ti thiéu/1
mL: 17 test

187

Po hoat d0 Amylase

Hoa chat ding cho xét nghiém dinh lugng a-amylase; Thanh phan: MES
(pH 6,05) 36,1 mmol/L; Canxi axetat 3,60 mmol/L; NaCl 37,2 mmol/L;
Kali thiocyanate 253 mmol/L; CNPG3 1,63 mmol/L; Phuong phap:
CNPG3; Dai tuyén tinh: Huyét thanh/ huyét twong: 10 — 2000 U/L (0,2 —
33,3 pkat/L), Nudc tiéu: 5 — 4800 U/L (0,1 — 80 pkat/L) ; Budc song:
410 nm; Loai mau: Huyét thanh, huyét trong, nudce tiéu; Do lip lai: CV
<5,0%; D6 chum toan ph?m: CV <10,0%; Sb lugng test ti thidu/1 mL:
5 test

4x10ml/ Hop

188

Dinh luong Bilirubin tryc tiép

Hoa chat dung cho xét nghiém dinh lugng bilirubin truc tiép; Thanh
phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate 0,08 mmol/L;
Phuong phap: DPD; Dai do: 0,9 — 171 umol/L (0,05 — 10 mg/dL); Budc
song: 570 nm; Loai mau: Huyét thanh, huyét tuong; DO 1ap lai: CV <
5%:; D06 chum toan phﬁn: CV <7,5%; Sb luong test tdi thiéu/1 mL: 16
test

4x20ml+4x20ml/ Hop

189

Dinh lugng Bilirubin toan phan

Hoa chat ding cho xét nghiém dinh lugng bilirubin toan phan; Thanh
phan: Cafein 2,1 mmol/L; 3,5 Dichlorophenyl diazonium
tetrafluoroborat 0,31 mmol/L; Chét hoat dong bé mat; Phuong phap:
DPD; Dii tuyén tinh: 0,5-513 umol/L (0,03-30 mg/dL); Budc song:
540nm; Loai mau: Huyét thanh, huyét tuong; DO 1ap lai: CV < 3,0%; Do
chum toan ph?m: CV < 5,0%; Sb luong test tdi thiéu/1 mL: 16 test

4x15ml+4x15ml/ Hop

190

Po hoat 36 CK-MB (Isozym MB of
Creatine kinase)

Hoa chét ding cho xét nghiém dinh lugng CK-MB; 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
30 mmol/L; ADP 2 mmol/L; N-Acetylcysteine 0,2 mmol/L; Mg-Acetate
10 mmol/L; Chéit hoat h6a 26 mmol/L; AMP 5 mmol/L; Khang thé
khang tiéu don vi CK-M; Phuong phéap: Uc ché mién dich enzym; Dai
tuyén tinh: 10 — 2000 U/L (0,17 — 33,33 pkat/L); Budc séng: 340 nm;
Loai mau: Huyét thanh, huyét twong; D6 lip lai: CV < 5%; D6 chum
toan phf?m: CV <£6,5%; S6 lugng test tdi thiéu/1 mL: 6 test

2x22ml+2x4ml+2x6ml/
Hop

191

Hoa chat hiéu chuin cho xét nghiém
CK-MB

Chét hiéu chuin dung trong xét nghiém CK-MB; Thanh phan: Huyét
thanh nguoi dong khd chura isoenzym creatine kinase-MB; Gia tri dugc

1x1ml/ Lo
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chuin hoa theo CK total IFCC Reference Method

192

Hoa chit kiém chuén mirc 1 cho xét
nghiém CK-MB

Chét'kiém chuan murc 1 dung trong xét nghiém CK-MB; Thanh phén:
Huyét thanh nguoi dong khoé chira isoenzym creatine kinase-MB; Gia tri
duoc chuan hoa theo CK total IFCC Reference Method

1x2ml/ Lo

193

Hoa chét kiém chudn mirc 2 cho xét
nghi¢ém CK-MB

Chat kiém chuan muc 2 ding trong xét nghiém CK-MB; Thanh phén:
Huyé€t thanh nguoi dong kho chira isoenzym creatine kinase-MB; Gia tri
duogc chuan hoa theo CK total IFCC Reference Method

1x2ml/ Lo

194

Pinh lugng Ferritin

Hoa chét ding cho xét nghiém dinh luong ferritin; Thanh phan: Dung
dich d¢ém Glycin (R1: pH 8,3, R2: pH 7,3) 170 mmol/L; Céc hat Latex
phi khang thé (tho) khang ferritin (nguoi); Phuong phap: Mién dich do
d0 duc; Dai tuyén tinh: 8,0 — 450 pg/L; Loai mau: Huyét thanh, huyét
tuong; Do lap lai: CV < 5,0%; D6 chum toan phan: CV < 7,0%; S6
luong test toi thiéu/l mL: 5 test

4x24ml+4x12ml/ Hop

195

Dinh luong Sit

Hoa chat dung cho xét nghiém dinh lugng sit; Thanh phan: Pém glycin
(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; Phuong phap: TPTZ; Dai tuyén tinh: 2 — 179
umol/L (10 — 1000 pg/dL); Budc song: 600 nm; Loai mau: Huyét thanh,
huyét tuong; DO 1ap lai: CV < 3,0%; Do chum toan phﬁn: CV <5,0%;
S6 luong test t6i thiéu/1 mL: 10 test

4x15ml+4x15ml/ Hop

196

Dinh lugng Protein toan phan

Hoa chat ding cho xét nghiém dinh lugng protein toan phan; Thanh
phan: Natri hydroxyd 200 mmol/L; Kali natri tartrat 32 mmol/L; Dng
sulphat 18,8 mmol/L; Kali iodid 30 mmol/L; Phuong phap: Photometric;
Dai tuyén tinh: 30120 g/L (3-12 g/dL); Buéc song: 540nm; Loai mau:
Huyét thanh, huyét tuong; DO 1ap lai: CV < 3,0%; Do chym toan phﬁn:
CV <4,0%:; Sb lugng test ti thiéu/1 mL: 10 test

4x25ml+4x25ml/ Hop

197

binh lugng CRP

Hoa chat dung cho xét nghiém dinh lugng CRP d¢ nhay cao; Thanh
phan: Glycine buffer 100 mmol/L; Latex, phii khang thé khang CRP <
0,5% w/v; Phuong phap: Mién dich do do duc; Dai tuyén tinh: Ung dung
binh thuong: 0,2—480 mg/L, Ung dung d6 nhay cao: 0,08—80 mg/L; Loai
mau: Huyét thanh, huyét twong; DO 1ap lai: CV < 6%; Do chum toan
phan: CV < 10%; S6 lugng test toi thiéu/1 mL: 3 test

4x30ml+4x30ml/ Hop

198

Hoa chét hiéu chuén cho xét nghiém
CRP c6 d6 nhay cao

Chat hiéu chuan cho xét nghiém CRP d¢ nhay cao; Thanh phén: Chét
nén huyét thanh ngudi dang 1ong c6 chira CRP ngudi; Chét hidu chuén
gdm murc 2 dén mirc 6; Cac gia tri duoc gan theo tiéu chuén IFCC bing
phuong phip mién dich do do duc

5x2ml/ Hop

199

DPinh lugng Protein

Hoa chat dung cho xét nghiém dinh luong protein toan phan trong nudc
tiéu va CSF; Thanh phan: R1: Pyrogallol d6 47 umol/L; Natri Molybdat

4x19ml+1x3ml/ Hop
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320 pmol/L; Axit succinic 50 mmol/L; Natri Benzoat 3,5 mmol/L; Natri
Oxalate 1 mmol/L; Methanol 0,8% w/v; Chat hiéu chuan: Albumin
huyet thanh ngudi 0,5 g/L; Phuong phap: D6 Pyrogallol Molybdat; Dai
tuyén tinh: 0,01-2 g/L; Budc séng: 600nm; Loai mau: Nudc tiéu, dich
ndo tiy; P9 lap lai: CV <5,0%; Do chum toan phan CV < 10,0%; S6
luong test tbi thiéu/1 mL: 5 test

200

Hoa chat hi¢u chuan cho xét nghiém
sinh hoa nudc tiéu

Chat hiéu chuan cho cac xét nghiém sinh héa nudc tiéu thuong quy;
Thanh phan: Nudc tiéu ngudi chira Amylase, Canxi, Glucose, Phospho
vo co, Urea, Axit Uric, Creatinine, Magnesi; Cac gia tri hiéu chuén duoc
xéc dinh sir dung cic quy trinh di dugc chuin hoa

6x8ml/ Hop

201

Chét hiéu chuan albumin trong nudc
tieu/dich ndo tiy

Chat hiéu chuan cho xét nghiém Albumin trong nudc tiéu/CSF; Thanh
phan: Albumin ngudi va Natri azit < 0,1 % (w/w); Chat hiéu chuan 5
murc; Céc gid tri chit hiéu chuan c6 kha ning lién két chuan véi Vat liéu
tham chiéu CRM 470 d3 duoc ching nhan bai Lién doan hoa sinh 1am
sang quoc té

5x2ml/ Hop

202

Dinh luong Albumin trong nudc tiéu
va dich ndo tuy

Hoa chat ding ‘dé dinh luong nong d6 Albumin trong nuge tiéu/dich nio
tuy; Thanh phan: BDém Phosphat 18 mmol/L; Khang thé (d€) khang

albumin ngudi; Polyethylene glycol 8000 3,6%; Natri azit < 0,1% (w/w);

Phuong phéap: Po d6 duc mién dich; Dai do: Nudc tiéu: 0,7-45 mg/dL
(7-450 mg/L); Dich ndo tuy :1-45 mg/dL (10-450 mg/L); Budc song:
380nm; Loai miu: Nudc tiéu, dich néo tuy; Do lap lai: CV < 5%; Do
chum toan phan CV < 10%; S6 lugng test tdi thiéu/1 mL: 3 test

4x32.6ml+4x4.4ml/ Hop

203

Chat kiém chimg cho xét nghiém sinh
hoéa nudc tieu

Chat kiém chimg dang 16ng dwoc san xuat tur vét liéu co ngubn géc tur
con ngudi dung cho cac xét nghiém nude tiéu. San xuét tir chat nén la
nuéce tiéu ngudi co thém amylase nudce bot cua ngudi, hCG co ngudn
g,oc tir nuwdc tiéu nguoi, albumin cliia ngudi va bo, chat bao quan va chat
on dinh

6x15mL/ Hop

204

Hoa chat hiéu chuan cho cac xét
nghiém Protein dac bi¢t nhom 1

Chat hiéu chuan cho céc xét nghiém do d6 duc mién dich; Thanh phﬁn:
Huyét thanh nguoi chira Immunoglobulin G, Immunoglobulin A,
Immunoglobulin M, Transferrin, C3, C4, Anti-Streptolysin O, Ferritin,
C-reactive protein; Chat hiéu chuin 6 mirc; - Cac gié tri hiéu chuan
dugc gan sir dung cac nguyén liéu liéu tham chiéu theo tiéu chuén IFCC
(IgG, IgA, IgM, C3, C4, Transferrin, CRP), WHO (ASO) va tiéu chuén
quoc té 1an thtr 3 cho ferritin

6x2ml/ Hop

205

Hoa chat hiéu chuan cho cac xét
nghiém sinh hoa

Hu\yet thanh hi¢u chuén cho céc xét nghiém sinh hoa thuong quy; Thanh
phan: Huyét thanh nguoi, cac enzym tir ngudi, dong vat va thyc vat:
Alkaline Phosphatase, ALT, AST, Amylase, Cholinesterase, CK-NAC,

1x5ml/ Lo
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GGT, LDH, Albumin, Creatinine, Cholesterol, Glucose, Lactate, Lipase,
Protein toan phan, Triglycerid, UIBC, Ure, Uric Acid, Bilirubin,
Phospho v co, Calci, Sat, Magnesi
Chat kiém chimg cho cdc xét nghiém sinh hoa thuong quy mirc 1; Thanh
phan: Huyét thanh ngudi dang dong kho chira hoa chat phu gia va cac
o enzyme thich hop c6 nguon goc con ngudi va dong vat: Bilirubin-Total
206 Héa chat kiém chimg muc 1 cho cac | va Direct, Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC, GGT, 1x5ml/ Lo
xét nghiém sinh hoa GLDH, LDH,; Lipase, Inorganic Phosphorus, Triglyceride, Albumin, ;
Calcium, Chloride, Cholesterol, Creatinine, Glucose, Iron,Lactate,
Lithium, Magnesium, Potassium, Sodium, Total Protein,; UIBC, Urea &
Uric Acid, IgA, 1gG, IgM, APO Al.
Chat kiém chimg cho cac xét nghiém sinh hoa thudng quy mire 2;
Thanh phan: Huyét thanh nguoi dang déng kho chira hoa chat phu gia va
o cac enzyme thich hop cé ngudn goc con nguoi va dong vat: Bilirubin-
207 Hda chat kiém chimg murc 2 cho cidc | Total va Direct, Cholinesterase, ALP, ALT, Amylase, AST, CK-NAC, 1x5ml/ Lo
xét nghiém sinh hoa GGT, GLDH, LDH, Lipase, Inorganic Phosphorus, Triglyceride, ;
Albumin, Calcium, Chloride, Cholesterol, Creatinine, Glucose, Iron,
Lactate, Lithium, Magnesium, Potassium, Sodium, Total Protein, UIBC,
Urea, Uric Acid, IgA, IgG, IgM, APO Al
Chat kiém chimg cho cac xét nghiém | San pham nay dugc thiét ké dé sir dung chan doan in vitro, trong kiém
208 . o oz N A Z . 1 x 5ml/ Lo
sinh héa muc 3 soat chat luwong cua cac xét nghiém chan doan
Chét kiém chimg cho cac xét nghiém | San phdm nay dugc thiét ké dé sir dung chan doan in vitro, trong kiém
209 . , , , J4 N , , N X . 1x5ml/ LO
sinh héa mtrc 2 soat chat luong cua cac xét nghiém chan doan
210 Dung dich rira Dung dich rira; Thanh phan: Sodium Hypochlorite 5 - 10%; 450ml/ Binh
. . Dung dich dém sir dung cho xét nghiém dinh lugng (gian tiép) nong do R
211 Dung dich dém ISE Na+, K+ va Cl-; Thanh phan: Triethanolamine 0,1 mol/L 4x2000ml/ Hop
£ 2 £ , Chat hiéu chuin mirc cao sir dung cho xét nghiém dinh luong (gian tlep)
212 Chat Chl;a; Euﬁ?églg?;nm;z cao cho ndng do natri (Nat), kali (K+) va clorua (CI-) trong huyét thanh, huyét 4x100ml/ Hop
ghiem dien g twong; Thanh phin: Na+ 160 mmol/L; K+ 6 mmol/L; CI- 120 mmol/L
213 Hoa chat tham (.3’1:11611. f:.ho xét nghiém | Chat tham chiéu dung trong xét flgh{gm dién giai; Thanh phan: Kali 2x25ml/ Hop
dién giai clorua 3,3 mol/L; Bac clorua (B&o hoa)
) . ) ) Chét hie::u ch}lén murc thép duoc st dung cho xét nghi¢m dinh luqng
214 Chat chuan huyét thanh muc thap cho | (gian tiep) nong do natri (Na+), kali (K+) va clorua (Cl-) trong huyet 4x100ml/ Hop

x¢ét nghiém dién giai

thanh, huyét tuong; Thanh phan: Na+ 130 mmol/L; K+ 3,5 mmol/L; CI-
85 mmol/L
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, , Chat hiéu chuan ndng do thap/cao sir dung cho xeét nghiém dinh lugng
Chét chuan nuéc tiéu mirc thip/cao (gian tiép) nong d6 Na+, K+ va Cl- trong nudc tiéu; Thanh phan: Na+ R
215 cho xét nghiém dién gidi (Thap) 50 mmol/L; (Cao) 200 mmol/L. K+ (Thép) 10 mmol/L; (Cao) 2x100ml+2x100ml/ Hop
100 mmol/L. Cl- (Thap) 50 mmol/L; (Cao) 180 mmol/L
Chat hiéu chuan murc trung binh sir dung cho xét nghiém dinh lugng
216 Chat chuan dién giai muc giita (gian tiép) nong d¢ Na+, K+ va Cl-; Thanh phan: Na+ 4,3 mmol/L; K+ 4x2000ml/ Hop
0,13 mmol/L; CI- 3,1 mmol/L
217 Héa chit kiém tra dién cuc Natri va | Hoa chat kiém tra dién cuc Natri va Kali; Thanh phan: Na+ 150 2x25ml/ Ho
Kali mmoL/L; K+ 5 mmol/L P
Hoa chit dién eidi cho didn cuc tham Ho4 chat dién,giéi gho dién cyc tham chiéu sir dung ChO xét nghiém dinh
218 ; gchi R lugng (gian ti€p) nong d6 Na+, K+ va Cl-; Thanh phan: Kali clorua 1 4x1000ml/ Hop
mol/L
) i Hoa S:hét hiéu chuan cho xét nghiém LDL-Cholesterol; Thanh phan:
219 Hoa chat hiéu chuan cho xét nghiém | Huyét thanh ngudi dang bot dong kho chira LDL-Cholesterol (nguoi).; x1ml/ Ho
LDL Gia tri chat hiéu chuan co6 thé dugce truy xuat theo phuong phap tham P
chiéu LDL-cholesterol cia US CDC (Centre for Disease Control)
Hoa chat ding cho xét nghiém dinh luong LDL-cholesterol; Thanh
phan: Cholesterol esterase 3,7 IU/mL; Cholesterol oxidase 3,7 I[U/mL;
Peroxidase 4,9 IU/mL; Natri azit 0,1%; Dung dich dém cta Good (pH
Dbinh lugng LDL - C (Low density 6,8) 25 mmol/L; 4-aminoantipyrine 0,8 mmol/L; Catalase 743 1U/mL; R
220 lipoprotein Cholesterol) HDAOS 0,47 mmol/L; Phuong phap: Enzymatic; Dai tuyén tinh: 0,26 - 4x27ml+4x9ml/ Hop
10,3 mmol/L (10 - 400 mg/dL); Budc séng: 600 nm; Loai mau: Huyet
thanh, huyét tuong; Do lépa lai: CV < 3,0%; B chum toan phan: CV <
4,0%; SO lugng test toi thicu/1 mL: 4 test
Hoa chét kidm chime mite 1 cho xét Vit liéu kiém soat muc 1 xét nghiém dinh lugng amoniac, ethanol, CO2.
221 It e . Thanh phan: AMMONIA/ETHANOL/CO2 CONTROL - dung dich 3x5mL/ Hop
nghi¢m Ammonia, Ethanol va CO2 . , . .
dém, chtra: amoniac. ethanol. natri hydrocarbonat.
Hoa chit kiém chime mirc 2 cho xét Vit lidu kiém soat murc 2 xét nghiém dinh lugng amoniac, ethanol, CO2.
222 It e . Thanh phan: AMMONIA/ETHANOL/CO2 CONTROL - dung dich 3x5mL/ Hop
nghi¢m Ammonia, Ethanol va CO2 . , . .
dém, chtra: amoniac. ethanol. natri hydrocarbonat.
293 Hoa chét hiéu chuin cho xét nghiém Chét hiéu chuin xét nghiém dinh lugng amoniac, ethanol, CO2; Thanh 2x5mL/ Ho
Ammonia, Ethanol va CO2 phan: Dung dich dém, chira amoniac, ethanol, natri hydrocarbonat P
) Thudc thir duoc dung cho x¢ét nghiém dinh luong ethanol trong mau
994 Hoéa chat dung cho xét nghiém huyét thanh, huyét trong va nuéce tiu ngudi. Thude thir A (2 x 20 mL): 2x20ml+2x7mL/ Hop

Ethanol

Dém PIPES 100 mmol/L, chit bao quan, pH 7,9. Thudc thae B (2 x 7
mL): Bém PIPES 50 mmol/L, NAD 15 mmol/L, alcohol dehydrogenase
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(ADH) > 18 KU/L, chat bao quan, pH 6,2. Phuong phap do quang:
ALCOHOL DEHYDROGENASE. Gi6i han phat hién: 8,11 mg/dL =
1,76 mmol/L. Gidi han tuyén tinh: 300 mg/dL = 65,1 mmol/L.

225

Pinh lugng Transferrin

Hoa chét ding cho xét nghiém dinh lugng transferrin; Thanh phan: Dung
dich dém Tris (pH 7,2) 30 mmol/L; Polyethylen glycol 6000 0,8% w/v;
Khang thé (dé) khang transferrin; Phuong phéap: Po d6 duc mién dich;
Dai tuyén tinh: 0,75-7,5 g/L (75-750 mg/dL); Loai mau: Huyét thanh,
huyét twong; DO 1ap lai: CV < 3,0%; Do chym toan phﬁn: CV <5,0%;
S6 luong test toi thiéu/l1 mL: 13 test

4x7ml+4x8ml/ Hop

226

Pinh lugng Phospho v6 co

Hoa chét ding cho xét nghiém dinh lugng photpho vé co; Thanh phan:
Sulphuric acid 200 mmol/L; Ammoniumheptamolybdate 0,35 mmol/L;
Glycine 50 mmol/L; Phuong phap: Do quang UV; Dai tuyén tinh:
Huyét thanh 0,32—6,4 mmol/L (1-20 mg/dL); Nudc tiéu: 3 — 113
mmol/L (9,3 — 350 mg/dL); Loai mau: Huyét thanh, huyét twong, nudc
tiéu; Do lap lai: CV < 3%; D6 chum toan phan: CV < 5%; Sb luong test
t6i thiéu/l1 mL: 16 test

4x15ml+4x15ml/ Hop

227

binh lugng Mg

Hoa chat ding cho xét nghiém dinh luong magié; Thanh phan: Acid €-
Amino-n Caproic 450 mmol/L; Tris 100 mmol/L; Acid
Glycoletherdiamine-N,N,N’,N” tetraacetic 0,12 mmol/L; Xanh Xylidyl
0,18 mmol/L; Phuong phap: Xanh Xylidyl; Dai tuyén tinh: Huyét thanh,
huyét trong: 0,2-3,3 mmol/L (0,5-8,0 mg/dL); Nuéc tiéu 0,2 - 7,8
mmol/L (0,5 - 18,9 mg/dL); Budc song: 520nm; Loai mau: Huyét thanh,
huyét tuong, nudc tiéu; Do lap lai CV < 3,0%, ; B6 chum toan phﬁn (6\Y
<5,0%; SO lugng test ti thiu/1 mL: 5 test

4x40ml/ Hop

228

Dung dich rira hé théng may sinh hoa

Dung dich rira hé thong may sinh hoa; Thanh phan: Sodium Hydroxide 1
- 2%; Genapol X080 1 - 2%; Sulfonic acids, C14-17-sec-alkane, muoi
natri 1 - 5%.

1x5l/ Can

229

binh luong HbAlc

Hoa chét ding cho xét nghiém dinh lugng HbA lc; Thanh phan: +
Thubc thir HbAlc R1 Antibody: Khang thé khang HbA lc ¢ nguoi (ciru)
> 0,5 mg/mL; d&m MES 0,025 mol/L, d&m TRIS 0,015 mol/L; + Thubc
thir HbA1lc R2 Polyhapten: HbAlc Polyhapten > 8 ng/mL; dém MES
0,025 mol/L, dém TRIS 0,015 mol/L; + Hemoglobin toan phan R1: dém
photphat, pH 7,4: 0,02 mol/L; Phuong phap: THb: Do mau Alc: Uc ché
mién dich do d6 duc; Dai tuyén tinh: THb: 3,7-13,0 mmol/L (6—21g/dL)
va HbAlc: 0,19 mmol/L (0,3 g/dL) d&én ndng d6 chit hiéu chuan 6,
%HbAlc: 4 — 15% HbAlc (NGSP); Budc song: THb: 570 nm HbAlc:
340 nm; Loai miu: Méu toan ph?m; Do lap lai: CV <4%; Do chum toan

2X37.5mL+2x75
mL+2x345mL+5x
2 mL/ Hop
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phan: CV < 4%; S6 lugng test toi thiéu/l1 mL: 2 test

230

binh lugng Glucose

Hoa chat 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 >
1,58 kKU/L ; Phuong phap: Enzymatic (hexokinase method); Dai tuyén
tinh: Huyét thanh/ huyét teong / dich ndo tuy: 0,6 — 45,0 mmol/L, Nudc
tiéu: 0,2 — 45 mmol/L; Budc song: 340 nm; Loai mau: Huyét thanh,
huyét twong, nudc tiéu va dich ndo tuy; Do l1ap lai: CV < 3%; Do chum
toan phan: CV < 5%; S6 luong test ti thidu/l mL: 13 test

4x25ml+4x12.5ml/ Hop

231

Xy lanh hoa chat, rira trong

Pugc 1am bang nhya, kim loai. Ding cho dng tiém rira bén trong dau do
thudc thtr va dau do mau. Chiéu dai 12,1cm (+/-6,1mm), chiéu rong
3,5cm (+/-1,8mm), duong kinh trén cung 2,4cm (+/-1,2mm), dudng kinh
dudi cung 2,2cm (+/-1,1mm)

1 Céi

232

DPinh lugng RF (Rheumatoid Factor)

Hoa chat dung cho xét nghiém dinh lugng RF; Thanh phan: Glycine
buffer (pH 8,0) 170 mmol/L; Latex phu IgG nguoi < 0,5%; Phuong
phap: Do d6 duc mién dich; Dai tuyén tinh: 10-120 IU/mL; Loai mau:
Huyét thanh, huyét tuong; DO 1ap lai: CV <10,0% Do chum toan ph?m:
CV < 10,0%:; Sb lugng test tdi thiéu/1 mL: 6 test

4x24ml+4x8ml/ Hop

233

Hoa chét hiéu chuén cho xét nghiém
RF

Chat hiéu chuan dung cho xét nghiém RF; Thanh phan: Chat nén huyét
thanh nguoi dang 16ng chita RF ngudi; Chat hiéu chuan 5 mirc; Cac gia
trj cta chat hiéu chuin dugc gan sir dung cac nguyén liéu tham chiéu
theo tiéu chuén qudc t& WHO

Sx1ml/ Hop

234

Hoa chat kiém chimg mtc 1 cho cac
xét nghiém do d6 duc mien dich

Hoa chat kiém chimg murc 1 cho cac xét nghiém do d6 duc mién dich;
Thanh phan: Huyét thanh nguoi chita a-1 acidglycoprotein; Ferritin;o-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; 3-2 microglobulin;
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin; B6 thé 3 (C3); Prealbumin; B thé 4 (C4); Yéu té dang
thép; Protein phan (g C (CRP); Transferrin

1x2ml/ Lo

235

Hoa chét kiém chimg mirc 2 cho cac
xét nghiém do d6 duc mien dich

Hoa chat kiém chtmg mirc 2 cho cac xét nghiém do do duc mién dich;
Thanh phan: Huyét thanh nguoi chira a-1 acidglycoprotein; Ferritin;o-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; -2 microglobulin;
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin; B6 thé 3 (C3); Prealbumin; B6 thé 4 (C4); Yéu td dang
thip; Protein phan ung C (CRP); Transferrin

1x2ml/ Lo

236

Hoa chat kiém chirng muc 3 cho céac
xét nghiém mién dich do d¢ duc

Ho4 chat [(iém chl:rng muc 3 cho cac xét nghiém do d6 duc mién dich;
Thanh phan: Huyét thanh ngudi chira a-1 acidglycoprotein; Ferritin;o-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; B-2 microglobulin;

1x2ml/ Lo




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin; B6 thé 3 (C3); Prealbumin; B6 thé 4 (C4); Yéu t6 dang
thap; Protein phan iing C (CRP); Transferrin
Chat kiém chimg duoc san xuat tir mot vét lidu kiém soat 6n dinh chat
L 1:R , . A long dugc diéu ché tir huyét thanh ngudi, dung cho cac xét nghiém sinh
237 Chat Ei’;ntlr(c:;uni gll:?ii)éit:ég;lzm sinh hoéa trong n}ﬁu dich ndo tuy. Mtrc do qhét phan tich dugc (jiéu chinh véi 6x3.5mL/ Hop
& : Y cac hoa ché} tinh khiét khac nhau. Chat bao quan va chat 6n dinh duoc
thém vao dé duy tri tinh toan ven cla san pham.
) ) H‘oé chét’ hiéu chuan cho xét nghiém CRP thuong; Thanh phﬁn: Chﬁtq
238 Hoa chat hiu chuan cho xét nghiém | nén huy€t thanh nguoi dang long ¢6 chira CRP nguoi; Chat hi¢u chuan sxoml/ Ho
CRP thuong gom murc 2 dén muc 6; Cac gia tri dugc gan theo tiéu chuan IFCC bang P
phuong phap mién dich do d6 duc
Hoa chit kiém chime cho xét nehiém Chat kiém chimg cho xét nghiém CRP Latex; Thanh phan: Chat nén
239 CRIé’g ghic huyét thanh nguoi dang long c6 chira cac luong khac nhau cia CRP 2x3ml+2x3ml/ Hop
nguoi; Chat kiém ching 2 muic; Tham chiéu theo CRM470
240 Béng dén Halogen, 12V 20W Bé)ng dpn quang }ql()C,. nguodn sang, cho dén trac quang, 12Vde 20W. Lam 1 Céi
bang kim loai, thily tinh, nhya.
241 Dién cyc Natri D\1_¢.n cuc Natri, Chat li¢u: nhya va kim loai, Chi€u rong: 1,5 cm, chicu 1 Céi
dai: 3,8 cm
242 Dién cyc Kali D\l_e'n cuc Kali, Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu 1 Céi
dai: 3,8 cm
243 Dién cye Clo D\l_e'n cuc Clo, Chat liéu: nhya va kim loai, Chiéu rong: 1,5 cm, chiéu 1 Cai
dai: 3,8 cm
244 Dién cue tham chiéu bién cgf thz‘gn chiéu, Chat li¢u: nhya va kim loai, Puong kinh than: 1,6 | Chiée
cm, chiéu dai: 5,8 cm
Thude thur xét nghiém dinh luong Zn (K&ém); Thanh phan: Bém
) bicarbonat, (pH 9,4) 200 mmol/L, 5-Br-PAPS 0,02 mmol/L, Natri citrat
Hoéa chat xét nghiém Zinc, st dung 170 mmol/L, Dimethylglyoxim 4 mmol/L, chat tiy rira 1%; Phuong R
245 cho méy hé mé phép: 5-Br-PAPS; Loai mau: huyét thanh, huyét twong, nudc tiéu; Dai Sx25mL(125mL)’ Hop
do: 2,9 - 500 p.g/dL (0,444 - 76,5 pmol/L); BJ lap lai: CV <2 %; Do
chum toan phan: CV.<2 %
% 2 . S Chat higu chuan xét nghiém dinh lugng Zn (K&m); Thanh phan: Chat
24 ., v v A . v 2
6 Chat chuan cho xét nghi¢m Zinc chuan k&m (trong dung méi nudce) 200 pg/dL (30,6 pmol/L) 1x3mL/Lo
247 QC cho xét nghiém sinh hoa thuong | Vat liéu kiém soat murc binh thuong xét nghiém dinh luong 38 thong s6 1x5mL/ Lo
quy muc binh thuong sinh hoa; Thanh phan: Huyét thanh ngudi ;
Vit lidu kiém soat murc bat thudng xét nghiém dinh luong 37 thong so
248 QC cho xét nghiém sinh hoa thuong d e 8 XCETSIE ¢l one & 1x5mL/ Lo

sinh hoa; Thanh phan: Huyét thanh ngudi




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

quy muc bénh ly

249

Dung dich rira may hang ngay

Dung dich rira dugc dung cho quy trinh lam sach cdc méy xét nghiém
mien dich dong Access;Thanh phan chinh: Acid hitu co

1 gallon/ Binh

250

binh lugng AFP

Thudc thir xét nghiém dinh luong AFP trong huyét thanh ngudi trén may
x6t nghiém mién dich tu dong; Phuong phéap: enzym mién dich hai vi tri
gin (“sandwich”); Dai do: x4p xi 0,5-3000 ng/mL [0,41-2478 IU/mL];
Thanh phan chinh: Cac hat thuan tir phu khang thé (don dong, chudt)
khang AFP duoc phén tan trong dung dich mudi dém TRIS, c6 chét hoat
dong bé mat, chit nén albumin huyét thanh bo (BSA), natri azid,
ProClin, chit cong hop phosphatase kiém (bo) - khang thé (don dong,
chuot) khang AFP dugc pha lodng trong dung dich mubi dém phosphat,
protein (dé, tho, chudt)

2x50test/ Hop

251

Chét chudn AFP

Chat hiéu chuan xét nghiém dinh lugng AFP trén may xét nghiém mién
dich ty ddng; Thanh phﬁn chinh: Pém nén albumin huyét thanh bo
(BSA) ¢6 chét hoat dong bé mat, natri azid, ProClin, AFP & cic mtc
néng d6 0 ng/mL, xép xi2,5;5;25;100; 500 va 3000 ng/mL

7x2.5mL/ Hop

252

binh lugng total PSA

Thudc thir xét nghiém dinh luong PSA toan phan trong huyét thanh
ngudi trén may xét nghiém mién dich ty dong; Phuong phap: enzym
mién dich hai vi tri gén (“sandwich”); Dai do: xép xi 0,008-150 ng/mL
v6i hiéu chudn Hybritech hodc xap xi 0,008—121 ng/mL véi hiéu chuin
WHO; Thanh phﬁn chinh: Cac hat thuén tir pht khang thé (chudt, don
dong) khang PSA dugc phan tan trong dung dich mudi dém TRIS, ¢6
chat hoat dong bé mat, albumin huyét thanh bd (BSA), natri azid,
ProClin, chit cong hop phosphatase kiém (bo) voi khang thé (chudt, don
dong) khang PSA dugc pha lodng trong dung dich mudi dém phosphat,
protein (chudt)

2x50test/ Hop

253

Dbinh lugng CA 125

Thudc thir xét nghiém dinh luong CA 125 trong huyét thanh va huyét
twong nguoi trén may xét nghiém mién dich ty dong; Phuong phap:
enzym mién dich hai vi tri gin (“sandwich™); Dai do: xap xi 0,5 U/mL -
5000 U/mL; Thanh phan chinh: Céc hat thuan tir phii khang thé (dé)
khang biotin, khang thé (don dong, chudt, gin biotin) khang khang
nguyén CA 125, albumin huyét thanh bo, natri azid, ProClin, chit cong
hop phosphatase kiém (bo) - khang thé (don dong, chudt) khang khang
nguyén CA 125, dung dich dém protein (bo, dé, chudt)

2x50test/ HOp

254

Chét chuin CA 125

Chat hiéu chuan xét nghiém dinh lugng CA 125 trén may xét nghiém
mién dich ty dong; Thanh phan chinh: Albumin huyét thgnh bo (BSA)
dém, natri azid, ProClin, Khang nguyén CA 125 & cac nong do xap xi

6x2.5mL/ Hop
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25, 100, 500, 2000 va 5000 U/mL

255

Pinh lugng CA 15-3

Thude thir xét nghiém dinh lugng CA 15-3 trong huyét thanh va huyét
tuong ngudi (chong dong bang heparin) trén may xét nghiém mién dich
tu dong; Phuong phap: enzym mién dich hai vi tri gan (“sandwich™); Dai
do: xap xi 0,5-1000 U/mL; Thanh phan chinh: Cac hat thuan tir phit
khang thé (dé) khang biotin, khang thé (chudt, don dong, gén biotin)
khéang khang nguyén CA 15-3, albumin huyét thanh b, natri azid,
ProClin, chat cong hgp phosphatase kiém (bo) - khang thé (chudt, don
dong) kh&ng khang nguyén CA 15-3, dung dich dém protein (bo, dé,
chuot)

2x50test/ Hop

256

Chét chuin CA 15-3

Chat hiéu chuan xét nghiém dinh lugng CA 15-3 trén may xét nghiém
mién dich tu dong; Thanh phan chinh: Albumin huyét thanh bo (BSA),
natri azid, ProClin, Khang nguyén CA 15-3 & cac nong do xap xi 10, 50,
100, 500 va 1000 U/mL trong BSA dém

6x1.5mL/ Hop

257

DPinh lugng CEA

Thude thir xét nghiém dinh lugng CEA trong huyét thanh nguoi trén
may xét nghiém mién dich ty dong; Phuong phap: mién dich enzym hai
vi tri gén, kiéu “sandwich”; Dai do: x4p xi 0,1-1000 ng/mL; Thanh phan
chinh: Pha rdn céc hat thun tir phu MAb (chudt) khang CEA, duoc phéan
tan trong dung dich dém TRIS, albumin huyét thanh bd (BSA), natri azit,
ProClin, chit cong hgp MAD (chudt) khang CEA gén phosphatase kiém
(bo), duoc pha lodng trong dung dich dém phosphat, protein (chudt, bo)

2x50test/ Hop

258

Dung dich rira may hang ngay

Dung dich rira ding cho may xét nghiém mién dich va méy xét nghigm
té bao dong chay; Thanh phan chinh: KOH 1 — 5%

1L/ Binh

259

Chat chuan Thyroglobulin Antibody
I

Chat hiéu chuan xét nghiém dinh lugng khang thé khang thyroglobulin
trén may xét nghiém mién dich tw dong; Thanh phan chinh: Huyét thanh
nguoi, natri azit, ProClin, khang thé thyroglobulin & cac mirc nong d6 0
IU/mL, xép xi 50, 250, 500, 1000 va 2500 1U/mL

1x4mL+5x2.5mL/ Hop

260

Pinh lugng Total T3

Thudc thir xét nghiém dinh lugng T3 trong huyét thanh va huyét tuong
ngudi trén may xét nghiém mién dich ty dong; Phuong phap: mién dich
enzym li€n két canh tranh; Dai do: xép xi 0,1 dén 8 ng/mL (0,2-12,3
nmol/L); Thanh phan chinh: Chat cong hogp khang thé (don dong, chudt)
khéng T3 - phosphatase kiém (bo), cac hat thudn tir phu streptavidin
trong dung dich dém TRIS c6 protein (chim va chudt), chat hoat dong bé
mit, natri azid, ProClin, chat tuong ty T3 duogc lién két véi biotin trong
dung dich dém TRIS c6 protein (chim), dung dich natri hydroxid 0,4N
(NaOH) c6 8-Anilino-1-Napthalenesulfonic Acid (ANS), dung dich acid
hydrochloric (HCI) 0,4N

2x50test/ Hop
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261

Chét chuin Total T3

Chat hiéu chuan xét nghiém dinh luong T3 trén may xét nghiém mién
dich ty dong; Thanh phan chinh: Huyét thanh ngudi, natri azid,
Cosmocil, Triiodothyronine & cac mirc ndng d6 0 ng/mL, x4p xi 0,5, 1,
2, 4 va 8 ng/mL

6x4mL/ Hop

262

DPinh lugng total phCG

Thudc thir xét nghiém dinh lugng PhCG toan phan trong huyét thanh va
huyét twong ngudi trén may xét nghiém mién dich ty dong; Phuong
phap: mién dich enzym (kiéu “sandwich”), hai budc lién tiép; Dai do:
xap xi 0,5-1350 mIU/mL [IU/L]; Thanh phan chinh: Cac hat thuén tir
phi phirc hop khang thé (dé) khang IgG chudt - khang thé (don dong,
chu6t) khang BhCG phan tan trong mubi dém TRIS, chét hoat dong bé
mit, albumin huyét thanh bo (BSA), natri azit, ProClin, protein (dé,
chudt va tai to hop) dugc pha lodng trong mudi dém citrat, khang thé
(tho) khang BhCG gin phosphatase kiém (tai to hop) dugc pha lodng
trong mudi dém MES, protein (thd)

2x50test/ Hop

263

Chat chuin Total hCG (5th 1S)

Chat hiéu chuan xét nghiém dinh lugng PhCG toan phan trén may xét
nghiém mién dich tw dong; Thanh phﬁn chinh: Pém nén albumin huyét
thanh bo (BSA), chét hoat dong bé& mat, natri azit, ProClin, hCG & céc
mirc ndng d6 0 mIU/mL, x4p xi 6, 35, 195, 620 va 1350 mIU/mL

6x4mL/ Hop

264

DPinh lugng hsTnl

Thudc thir xét nghiém dinh luong Troponin I tim trong huyét thanh hodc
huyét tuong nguoi trén may xét nghiém mién dich ty dong; Phuong
phap: mién dich enzym hai bude lién tiép (“sandwich™); Dai do: xap xi
2,3-27027 pg/mL; Thanh phﬁn chinh: Céc hat thuan tr dugc bao phu
bang khang thé (don dong, chudt) khang cTnl ctia nguoi duoc phén tan
trong dung dich mubi dém TRIS, c6 chat hoat dong bé mat, albumin
huyét thanh bo (BSA), natri azid, ProClin, chat cong hop gitra khang thé
(don dong, ciru) khang c¢Tnl ciia ngudi voi phosphatase kiém dugc pha
lodng trong dung dich mudi dém ACES, protein (bo, clru, chudt)

2x50test/ Hop

265

Chét chuin hsTnl

Chat hiéu chuan xét nghiém dinh lugng Troponin I tim trén may xét
nghiém mién dich ty dong; Thanh phﬁn chinh: Pém nén albumin huyét
thanh bo (BSA) v6i chit hoat dong bé mat, natri azid, ProClin, phtrc hop
troponin tai t6 hop ¢ cac muc néng do c¢Tnl xép xi 30,7; 144; 567; 2293;
9280 va 27027 pg/mL

3x1.5mL+ 4x1mL/ Hop

266

Giéng phan tmg cho dong may DxI

Giéng phan tmg ding cho may xét nghiém mién dich ty dong DxI; Chét
liéu Polypropylene; Dung tich t6i da 1 mL

1000 pcs/ Tai

267

Dung dich rita dong may DxI

San pham duoc ding véi Hé thong xét nghiém mién dich Access va
thudc thtr xét nghiém mien dich Access dac hiéu; Thanh phan chinh:
Dung dich mu6i d&m TRIS, chat hoat tinh bé mat, natri azit va khoi

10L/ Hop
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lwong phan (rmg: 5-chloro-2-methyl-4-isothiazolin-3-one va 2-methyl-4-
isothiazolin-3-one (3:1)

268

Chat chuan TSH (3rd IS)

Chat hiéu chuan xét nghiém dinh lugng TSH trén may xét nghiém mién
dich ty dong; Thanh phén chinh: Chét nén albumin huyét thanh bo
(BSA) dém co chét hoat dong bé mit, natri azit, ProClin, hTSH & cac
mirc ndng d6 0 uIU/mL, x4p xi 0,05; 0,3; 3; 15 va 50 pIU/mL

6x2.5mL/ Hop

269

Dinh lugng Thyroglobulin

Thubc thir xét nghiém dinh luong thyroglobulin trong huyét thanh va
huyét twong nguoi trén may xét nghiém mién dich ty dong; Phuong
phap: enzym mién dich mot budc dong thoi (kiéu “sandwich”); Dai do:
xap xi 0,1-500 ng/mL; Thanh phan chinh: Céc hat thuan tir phu
streptavidin, phén tan trong dém TRIS chira protein (bo), natri azide,
ProClin, cht cong hop khang thé (don dong, chudt) khang thyroglobulin
- phosphatase kiém (bo), dém TRIS chira protein (bd, chudt), cac khang
thé (don dong, chudt, gin biotin) khang thyroglobulin, d¢ém HEPES chira
protein (bo va chudt)

2x50test/ Hop

270

Chat chudn Thyroglobulin

Chat hiéu chuan xét nghiém dinh luong thyroglobulin trén may xét
nghiém mién dich ty dong; Thanh phﬁn chinh: Bém HEPES, albumin
huyét thanh bo (BSA), natri azid, ProClin, thyroglobulin & cac mirc ndng
d6 0 ng/mL, x4p xi 1, 10, 100, 250 va 500 ng/mL

6x2mL/ Hop

271

Pinh lugng TPO Ab

Thudc thir xét nghiém dinh luong khang thé khang TPO trong huyét
thanh va huyét trong nguoi trén may xét nghiém mién dich ty dong;
Phuong phap: enzym mién dich hai buéc theo chudi (“sandwich”); Dai
do: xap xi 0,25-1000 TU/mL; Thanh phan chinh: Cac hat thuén tir phu
streptavidin va duoc lién két voi TPO tai td hop (ngudi) duoc gin biotin,
duogc phan tan trong dung dich d¢m ACES c6 protein (bd), natri azid,
ProClin, chat cong hop photphatase kiém (bo) - protein A tai to hop
trong dung dich dém protein bo

2x50test/ Hop

272

Chat chuan TPO Antibody

Chat higu chuan xét nghiém dinh lugng khéng thé khang TPO trén may
xét nghiém mién dich ty dong; Thanh phﬁn chinh: Dung dich dém
protein (bo), natri azid, ProClin, khang thé huyét thanh TPO (tho) trong
dung dich dém protein (bo) & cac nong do xap xi 5, 20, 75, 300 va 1000
IU/mL

6x2mL/ Hop

273

Dung dich kiém tra may

Dung dich kiém tra h¢ thong dung cho H¢ thong xét nghiém mién dich
Access trong quy trinh kiém tra bao tri hé thong hang tuan; Thanh phan
chinh: Phosphatase kiém, albumin huyét thanh bo (BSA), ProClin, natri
azit

6x4mL/ Hop

274

Co chat phat quang

San phém dugc dung voi hé théng xét nghiém mién dich Access va

4x130mL/ Hop
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thudc thir xét nghiém mién dich Access dac higu; Thanh phan chinh:
Lumi-Phos 530 (dung dich dém chtra dioxetane Lumigen PPD, chat
huynh quang va chat hoat tinh bé mat)

275

Chat kiém chimg cho cac xét nghiém
tim mach mic 1,2,3

Vit liéu kiém soat 9 ddu an tim mach; VAt liéu kiém soat 6n dinh dang
1ong duoc ché tao tir huyét thanh ngudi, ndng d6 cac cht phan tich duoc
diéu chinh bang nhiéu loai héa chat va ché phim tinh khiét tir protein tai
td hop, md nguoi hodc dich co thé

6 x 3 ml/ Hop

276

Vit liéu kiém soat xét nghiém dinh
luong 54 thong s6 xét nghiém micn
dich 3 mirc nong do thap, trung binh,
cao

Vit liéu kiém soat 54 thong $6 xét nghiém mién dich bao gém chét chi
diém khdi u, thube didu trj va cac xét nghiém mién dich thong thuong;
San phdm dwoc cung cip ¢ dang dong kho; Thanh phan: 100% huyét
thanh nguoi; Chira cac thong sb chi diém khéi u thuong quy: AFP,
CA15-3, CA19-9, CA-125, CEA, PSA, Free-PSA

12x5ml/ Hop

277

DPinh lugng ferritin

Thude thir xét nghiém dinh luong ferritin trong. huyét thanh va huyét
tuong (heparln) nguoi trén may xeét nghiém mién dich tu dong; Phuong
phap: mién dich enzyme hai vi tri (kiéu “sandwich”); Dai do: x4p xi 0,2—
1500 ng/mL [ug/L]; Thanh phan chinh: Céc hat thuan tir phu phirc hop
khang thé dé khang IgG cuia chudt - khang thé (don dong, chudt) khang
ferritin dugc phan tan trong dung dich mudi dém TRIS, c6 chit hoat
dong bé mat, albumin huyét thanh bo (BSA), natri azid, ProClin, chét
cong hop khang thé dé khang ferritin - phosphatase kiém (bo) trong dung
dich mudi dém TRIS, protein (dé, chudt)

2x50test/ Hop

278

Chét chuin Ferritin

Chat hiéu chuan xét nghiém dinh lugng ferritin trén may xét nghiém
mién dich tu ddng; Thanh phan chinh: Chét nén albumin huyét thanh bo
(BSA) dém c6 chat hoat dong bé mat, natri azid, ProClin va ferritin & cac
mirc ndng d6 0 ng/mL, xép xi 10, 50, 200, 500, 1500 ng/mL

6x4mL/ Hop

279

Chat chuan Hybritech PSA

Chat higu chuén xét nghiém dinh luong PSA toan phan trén may xet
nghiém mién dich tu dong; Thanh phan chinh: Albumin huyet thanh bo
(BSA) dém, natri azid, ProClin, PSA nguoi ¢ cac nong do xap xi 0,5, 2,
10, 75 va 150 ng/mL dbi v6i higu chuan ciia Hybritech (hodc 0,4, 1,7, 8,
58 va 121 ng/mL ddi véi hiéu chuén cia WHO) trong BSA dém

6x2.5mL/ Hop

280

binh lugng Cortisol

Thudc thir xét nghiém dinh luong cortisol trong huyet tuong (chong
déng biang heparin, EDTA), huyét thanh va nuge tidu ngudi trén may xét
nghiém mién dich tw dong; Phuong phap: mién dich enzyme gén canh
tranh; Dai do: x4p xi 0,4-60 ug/dL [11-1655 nmol/L]; Thanh phén
chinh: Chét cong hop cortisol — phosphatase kiém (bo) va cac hat thuan
tir phu khang thé (d®) khang IgG tho trong dung dich mudi dém TRIS,
chat hoat dong bé mit, nén albumin huyét thanh bo (BSA), natri azit,

2x50test/ Hop
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khang huyét thanh (tho) khang cortisol trong dung dich mudi dém TRIS

281

Chét chuin Cortisol

Cht hiéu chuan xét nghiém dinh lugng cortisol trén mdy xét nghi¢m
micn dich tur dong; Thanh phén chinh: Huyét thanh ngudi, natri azit,
ProClin, cortisol & cac mirc ndng do 0 pg/dL, xap xi 2, 5, 10, 25 va 60
pg/dL

6x4mL/ Hop

282

Pinh lugng Ultrasensitive Insulin

Thudc thir xét nghiém dinh luong insulin trong mau huyét thanh va
huyét trong (EDTA) ngudi trén may xét nghiém mién dich tu dong;
Phuong phap: mién dich enzym (kiéu “sandwich’) mot budc dong thoi;
Dai do: xép xi 0,03—300 plU/mL [0,21-2100 pmol/L]; Thanh phan
chinh: Hat thuén tir phu khang thé (chudt, don dong) khang insulin, dém
TRIS, albumin huyét thanh bo (BSA), natri azide, ProClin, khang thé
(chudt, don dong) khang insulin cong hop véi phosphatase kiém (bo),
IgG (chudt) trong d&m HEPES

2x50test/ Hop

283

Chét chudn Ultrasensitive Insulin

Chat hiéu chuan xét nghiém dinh lugng insulin trén may xét nghiém
mién dich tu ddng; Thanh phan chinh: Dém HEPES, albumin huyét
thanh bo (BSA), natri azide, ProClin va insulin & cac mic ndng d6 0
uIU/mL xap xi 1, 10, 50, 150 va 300 pIU/mL

6x2mL/ Hop

284

DPinh luong C-Peptide

Thudc thir xét nghlem dinh luvong C-Peptide trong huyet thanh, huyét
twong hodc nudc tiéu ngum trén may xét nghiém mien dich ty dong,
Phuong phap: enzym mién dich mét budce (“sandwich”); Dai do: xap xi
0,01-30 ng/mL [0,003-10 nmol/L] d6i v6i huyét thanh va huyét tuong,
xap xi 0,1-300 ng/mL [0,03—100 nmol/L] dbi v&i nude tiéu pha lodng
v6i ty 16 1/10; Thanh phan chinh: Cac hat thuan tir phu khang thé (don
dong, chudt) khang C-peptide nguoi trong dung dich mudi dém TRIS,
chét hoat dong bé mat, albumin huyét thanh bo (BSA), natri azit, ProClin
300, lién hop photphataza kiém - khang thé (don dong, chudt) khang C-
peptide nguoi, protein (chugt)

2x50 test/ Hop

285

Chat chuan C-Peptide

Chat higu chuan xét nghiém dinh lugng C-Peptide trén may xét nghiém
mién dich ty dong; Thanh phan chinh: Pém albumin huyét thanh bo
(BSA), chat hoat dong be mat, natri azit, ProClin 300, C-peptide & cac
mirc nong d6 0 ng/ml, xap xi 0,05; 0,24: 1,2; 6 va 30 ng/mL

6x2ml/ Hop

286

DPinh lugng Sensitive Estradiol

Thudc thir xét nghiém dinh luong estradiol trong huyét thanh va huyét
twong nguoi trén may xét nghiém mién dich ty dong; Phuong phap:
mién dich enzym gin canh tranh; Dai do: x4p xi 15-5200 pg/mL [55,1—
19089 pmol/L]; Thanh phan chinh: Céc hat thuan tir dugc phu
streptavidin, biotin va chét trong tu estradiol két hop véi biotin trong
dung dich dém Tris c6 cac protein (cd), chét hoat dong bé mat,

2x50test/ Hop




STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

Cosmocil, chét‘ccf)ng hop khang thé (don dong, ctru) khang estradiol -
phosphatase kiém trong dung dich dém MES c6 céc protein (dé, chim)

287

Chét chuin Sensitive Estradiol

Chat hiéu chuan xét nghiém dinh luong estradiol trén may xét nghiém
mién dich ty dong; Thanh phan chinh: Huyét thanh ngudi, ProClin 300,
estradiol & cac mirc ndng d 0 pg/mL, xap xi 11, 32, 292, 885 va 5200
pg/mL (40,4, 117; 1072; 3249 va 19089 pmol/L)

4mL+5x2mL/ Hop

288

Dung dich pha loing mau cho xét
nghiém Sensitive Estradiol

Dung dich pha lodng duing cho xét nghiém Access Sensitive Estradiol dé
pha lodng cic mau bénh pham cta bénh nhan c6 ndng do chat phan tich
16n hon néng dd chat phan tich dac hi¢u c6 trong chét hiéu chuan S5;
Thanh phan chinh: Huyét thanh ngudi, ProClin 300, chira 0 pg/mL
(pmol/L) estradiol

1x4mL/ Hop

289

Pinh lugng hFSH

Thude thir xét nghiém dinh lugng FSH trong huyét thanh va huyét trong
nguoi trén may xét nghiém mién dich ty dong; Phuong phap: mién dich
enzym hai bude lién tiép (kiéu “sandwich”); Dai do: xap xi 0,2—-200
mIU/mL (IU/L); Thanh phéan chinh: Cac hat thuan tir phu phirc hop
khang thé dé khang IgG chudt - khang thé (don dong, chudt) khang
hFSH dugc phan tan trong dung dich mubi dém TRIS c6 albumin huyét
thanh bo (BSA), chét hoat dong bé mat, natri azid, ProClin, chat cong
hop khang thé dé khang hFSH - phosphatase kiém (bo) trong dung dich
mudi dém TRIS cé protein (b, chudt, dé)

2x50test/ Hop

290

Chét chudn hFSH

Chat hiéu chuan xét nghiém dinh lugng FSH trén may xét nghiém mién
dich tu dong; Thanh phan chinh: Chét nén albumin huyét thanh bo
(BSA) dém co chét hoat dong bé mat, natri azid, ProClin, hFSH & cac
mirc ndng d6 0 mIU/mL, xap xi 1, 10, 50, 100 va 200 mIU/mL

6x4mL/ Hop

291

Pinh lugng hLH

Thudc thir xét nghiém dinh lugng LH trong huyét thanh va huyét tuong
ngudi trén may xét nghiém mién dich ty dong; Phuong phap: mién dich
enzym hai bude lién tiép (“sandwich™); Dai do: xap xi 0,2—250 mIU/mL
[IU/L]; Thanh phan chinh: Cac hat thuan tir phit phirc hop khang thé (dé)
khang IgG chudt - khang thé (don dong, chudt) khang hLH dugc phan
tan trong dung dich mudi dém TRIS c6 albumin huyét thanh bo (BSA),
chét hoat dong bé mat, natri azid, ProClin, protein (ctia chudt, dé€), chét
cong hop khang thé (dé) khang hLH - phosphatase kiém trong dung dich
mubi dém TRIS c6 BSA

2x50test/ Hop

292

Chét chudn hLH

Chat hiéu chuan xét nghiém dinh lugng LH trén may xét nghiém mién
dich ty dong; Thanh phén chinh: Chét nén dém albumin huyét thanh bo
(BSA) c6 chét hoat dong bé mat, natri azid, ProClin, hLH & cac muc
ndng d6 0 mIU/mL, x4p xi 2, 10, 25, 100 va 250 mIU/mL (IU/L)

6x4mL/ Hop




STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

293

DPinh lugng Progesterone

Thudc thir xét nghiém dinh lugng progesterone trong huyét thanh ngudi
trén méy xét nghiém mién dich ty dong; Phuong phap: mién dich
enzyme lién két canh tranh; Dai do: x4p xi 0,1-40 ng/mL [0,32-127,2
nmol/L]; Thanh phan chinh: chét cong hop progesterone - phosphatase
kiém (bo) va céac hat thuan tir phu khang thé (dé) khang IgG cua tho
trong dung dich mudi dém TRIS, c¢6 albumin huyét thanh bo (BSA),
natri azid, Cosmocil, protein (dé€, tho) trong dung dich dém acetate,
khéng huyét thanh (tho) khang progesterone trong dung dich dém acetate

2x50test/ Hop

294

Chat chuan Progesterone

Chat hiéu chuan xét nghiém dinh luong progesterone trén may xét
nghiém mién dich ty dong; Thanh phin chinh: huyét thanh ngudi, natri
azid, Cosmocil, progesterone & cac muc ndong d6 0 ng/mL, xap xi 1, 4,
10, 20 va 40 ng/mL

4mL+5x2.5mL/ Hop

295

Dung dich pha lodng mau cho xét
nghiém Progesterone

Dung dich pha lodng dung cho xét nghiém Access Progesterone nham
muc dich pha lodng cac mau bénh phidm bénh nhan chira ndng do chat
phan tich 16n hon ndéng d6 chat hiéu chuin Access Progesterone
Calibrator S5 dic hiéu; Thanh phan chinh: Huyét thanh ngudi, natri azit,
Cosmocil, chira 0 ng/mL progesterone

Ix4mL/ Hop

296

Chét chudn AMH

Chat hiéu chuan xét nghiém dinh lugng AMH trén méay xét nghiém mién
dich ty dong; Thanh phﬁn chinh: Bém HEPES, albumin huyét thanh bo
(BSA), ProClin, chit bao quan, AMH & cac muc ndng do 0 ng/mL, xéap
xi 0,16; 0,6; 4; 10 va 24 ng/mL

6x2mL/ Hop

297

Chat kiém tra xét nghiém AMH

Vit liéu kiém soat xét nghiém dinh lugng AMH trén may xét nghiém
mién dich tu dong; Thanh phan chinh: AMH (ngudi) tai td hop & cac
ndng d6 xap xi 1 ng/mL, 5 ng/mL, 15 ng/mL, huyét twong nguoi (d3 qua
xu 1y), ProClin 300

3x2x2mL/ Hop

298

Dinh lugng Prolactin

Thudc thir xét nghiém dinh lugng prolactin trong huyét tuong (chong
dong bang heparin) va huyét thanh nguoi trén may xét nghiém mién dich
tu dong; Phuong phap: mién dich enzyme mot budc dong thoi (kiéu
“sandwich”); Dai do: x4p xi 0,25 — 200 ng/mL [pg/L]; Thanh phan
chinh: Hat thuén tir phii phirc hop khang thé (dé) khang IgG chudt —
khéng thé (chudt don dong) khang Prolactin, mudi dém TRIS, albumin
huyét thanh bo (BSA), chét hoat dong bé mat, natri azide, ProClin, chét
cong hop khang thé (dé) khang Prolactin — phosphatase kiém (bo),
protein (dé)

2x50test/ HOp

299

Chét chuan Prolactin

Chét hiéu chudn xét nghiém dinh luong prolactin trén may xét nghiém
mién dich tur dong; Thén}l phan chinh: Bém nén albumin huyét thanh bo
(BSA), chat hoat dong bé mat, natri azid, ProClin, Prolactin & cdc muc

4mL+5x2.5mL/ Hop




STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

ndng d6 0 ng/mL, xap xi 2, 10, 20, 100 va 200 ng/mL

300

Chét chuin Testosterone

Chat hiéu chuan xét nghiém dinh lugng testosterone trén may xét
nghiém mién dich tw dong; Thanh phan chinh: Dém nén albumin huyét
thanh bo (BSA), ProClin, natri azid, testosterone & cac mirc ndng do 0,5;
1,5; 4; 8 hodc 16 ng/mL

6x2.5mL/ Hop

301

Chat kiém chimg cho céc xét nghiém
mién dich mtrc 1 (c6 gia tri cho ca cac
xét nghiém chi t0 khoi u)

Vit liéu kiém soat 71 théng sé mién dich; Vat liéu kiém soat 6n dinh
dang 16ng dugc ché tao tir huyét thanh ngudi, ndng d6 cac chit phan tich
dugc didu chinh bang nhidu loai héa chét va ché pham tinh khiét tir mo
ngudi hodc dich co thé

1 x5ml/Lo

302

Chat kiém chimg cho céc xét nghiém
mién dich mic 2 (cé gia tri cho ca cac
x¢ét nghiém chi to khoi u)

Vit liéu kiém soat 71 théng s6 mién dich; Vat lidu kiém soat 6n dinh
dang 16ng dugc ché tao tir huyét thanh ngudi, ndng do cac chit phan tich
duogc diéu chinh bang nhiéu loai hoa chat va ché pham tinh khiét tir mé
ngudi hoic dich co thé

1x5ml/ Lo

303

Chét kiém chimg cho cac xét nghiém
mién dich mic 3 (cé gia tri cho ca cac
xét nghiém chi to khoi u)

Vit liéu kiém soat 71 thong s6 mién dich; Vat liéu kiém soat 6n dinh
dang 16ng dugc ché tao tir huyét thanh ngudi, ndng do cac chat phan tich
dugc didu chinh bang nhiéu loai hoa chét va ché pham tinh khiét tir mo
nguoi hodc dich co thé

1x5ml/ Lo

304

Pinh lugng PCT

Thudc thir xét nghiém dinh lugng procalcitonin (PCT) trong huyét thanh
va huyét trong ngudi trén may xét nghiém mién dich tw dong; Phuong
phap: mién dich enzym hai budc lién tiép (“sandwich™); Dai do: x4p xi
0,01-100 ng/mL; Thanh phan chinh: C4c hat thuan tir phit khang thé don
dong (chudt) khang procalcitonin nguoi trong dung dich dém TRIS c¢6
chét hoat dong bé mat, protein (bo), natri azid, ProClin 300, Natri
Hydroxid, chat cong hop giita phosphatase kiém tai td hop v6i khang thé
(chuot) khang procalcitonin trong dung dich d¢m MOPS

2x 50 test/ Hop

305

Chét chuidn PCT

Chat higu chuan xét nghiém dinh lugng procalcitonin (PCT) trén may
xét nghiém mién dich tu dong; Thanh phan chinh: Bot dong kho chira
dém HEPES, protein (bo), natri azit, ProClin 300, procalcitonin ngudi tai
t6 hop voi cac mirc ndng do xap xi 0,8; 5; 10; 25; 50 va 100 ng/mL

(ng/L)

7x2ml/ Hop

306

DPinh lugng 25(0OH) vitamin D (DxI)
(toan phan)

Thudc thir xét nghiém dinh lugng 25- -hydroxyvitamin D trong huyét
thanh va huyét tuong ngudi trén mdy xeét nghiém mién dich tw dong;
Phuong phéap: mién dich enzyme gén canh tranh, hai budc; Dai do: xdp
xi 4,5-210 ng/mL (xép xi 11-525 nmol/L); Thanh phin chinh: Cac hat
thudn tir phi khang thé (ctru, don dong) khang 25(OH) Vitamin D dugc
phan tan trong dung dich mubi dém TRIS, IgG dé, albumin huyét thanh
bo (BSA), natri azid, ProClin, acid formic, Poly (vinyl alcohol), chat

2x50test/ Hop




STT

Tén hang hda

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

cong hop chit twong tu vitamin D - phosphatase kiém, dém ACES

307

Chét chuan 25(OH) Vitamin D (DxI)
(toan phan)

Chat hiéu chuan xét nghiém dinh lugng 25-hydroxyvitamin D trén may
xét nghiém mién dich ty dong; Thanh phan chinh: Huyét thanh ngudi,
natri azit, ProClin, vitamin D 25(OH) vé6i nong do xap xi 6, 17, 37, 87 va
210 ng/mL

6x1.4mL/ Hop

308

Thudc thir xét nghiém dinh lugng
AMH

Thudc thir xét nghiém dinh luong AMH trong huyét thanh va huyét
twong nguoi trén may xét nghiém mién dich ty dong; Phuong phap:
mién dich enzyme mot bude dong thoi (kiéu “Sandwich”); Dai do: xip
xi 0,02-24 ng/mL [0,14-171 pmol/L]; Thanh phan chinh: Cac hat thuan
tir phit khang thé don dong khang AMH, dém TRIS, chét hoat dong bé
mit, protein (chudt, bo), natri azid, ProClin 300, chat cong hop
phosphatase kiém — khang thé khang AMH, dém MES

2 x 50 test/ Hop

309

DPinh lugng PAPP-A

Thudc thir xét nghiém dinh luong PAPP-A trong huyét thanh ngudi trén
may xét nghiém mién dich ty dong; Phuong phap: enzym mién dich hai
vi tri gn (“sandwich™); Dai do: x4p xi 1-5000 ng/mL; Thanh phan
chinh: Cac hat thuan tir phu khang thé (chudt, don dong) khang PAPP-A,
BSA, chét nén dém TRIS, natri azid, ProClin, chét cong hop
phosphatase kiém (bo) - khang thé (don dong, chudt) khang PAPP-A,
chét nén dém phosphatase, protein (chudt, bo, dé)

2x50test/ Hop

310

Chét chudn PAPP-A

Chat hiéu chuan xét nghiém dinh lugng PAPP-A trén may xét nghiém
mién dich ty dong; Thanh phﬁn chinh: Chét nén dém BSA, natri azid,
ProClin, PAPP-A nguén géc tr ngudi 6 cac muc néng do xéip xi 50, 150,
500, 2500 va 5000 ng/mL

6x1mL/ Hop

311

Chat kiém tra xét nghiém PAPP-A

Vit liéu kiém soat xét nghiém dinh lugng PAPP-A trén may xét nghiém
mién dich tu dong; Thanh phan chinh: PAPP-A tu nhién & nguoi c6
nong d6 xap xi 300, 1000, 3000 ng/mL, chat nén dém BSA, natri azid,
ProClin

6x2.5mL/ Hop

312

DPinh lugng Unconjugated Estriol

Thudc thir xét nghiém dinh lugng estriol khong lién hop trong huyét
thanh ngudi trén méay xét nghiém mién dich tw dong; Phuong phap:
enzym mién dich gin canh tranh; Dai do: xap xi 0,017-6,9 ng/mL
[0,059—24 nmol/L]; Thanh phan chinh: Céc hat thuan tir pht khang thé
IgG (dé) khang thé duge phan tan trong mudi dém TRIS, chat hoat dong
bé mat, albumin huyét thanh bo (BSA), natri azid, Cosmocil, khang thé
(tho) khang estriol, chat cong hop estriol-phosphatase kiém (bo), mudi
dém HEPES

2x50test/ Hop

313

Chét chuin Unconjugated Estriol

Chat hi¢u chuén xét nghiém dinh lugng estriol khong lién hop trén may
xét nghiém mién dich ty dong; Thanh phan chinh: Huyét thanh nguoi,

AmL+6x2.5mL/ Hop




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

NaN3, Cosmocil, estriol khong lién hop ¢ cac mire noéng do 0 ng/mL,
xap xi 0,07; 0,17; 0,34; 0,86; 3,4 va 6,9 ng/mL

314

Pinh lugng Vitamin B12

Thude thir xét nghiém dinh lugng vitamin B12 trong 1 mau huyét thanh va
huyét tuong nguoi (heparin) trén may xét nghiém mién dich ty dong;
Phuong phéap: mién dich enzym gan canh tranh; Dai do: x4p xi 50-1500
pg/mL [37-1107 pmol/L]; Thanh phan chinh: Hat thuan tir phii phitc hop
khang thé (dé) khang IgG chudt - khang thé (chudt, don dong) khang yéu
t6 noi tai, mudi dém TRIS, chét hoat dong bé mat, albumin huyét thanh
bo (BSA), natri azid va ProClin, Dém borat, cobinamid, Chat cong hop
yéu t6 noi tai (Ion) — phosphatase kiém (bo), Dung dich natri hydroxid
(NaOH) 0,5N ¢6 0,005% kali xyanua (KCN), Dung dich acid acetic
0,02% c¢ dithiothreitol (DTT)

2x50test/ Hop

315

Chét chuin Vitamin B12

Chat hiéu chuan xét nghiém dinh luong Vitamin B12 trén may xét
nghiém mién dich tw d6ng; Thanh phan chinh: Dém nén albumin huyét
thanh nguoi (HSA), natri azid, ProClin va vitamin B12 ¢ cac mirc ndng
dd 0 pg/mL, xap xi 100, 250, 500, 900 va 1500 pg/mL

6x4mL/ Hop

316

DPinh lugng Folate

Thudc thir xét nghiém dinh luong acid folic trong huyét thanh va huyét
turong ngudi (heparin) hodc cac té bao hdng cu trén may xét nghiém
mién dich tu dong; Phuong phap: thu thé lién két canh tranh; Dai do: xép
xi 1-24,8 ng/mL [2,27-56,2 nmol/L]; Thanh phén chinh: Protein gén két
khéng thé (don dong, chudt) khang folate, cac hat thudn tir phu khang thé
dé khang IgG cua chudt, dung dich dém, albumin huyét thanh nguoi
(HSA), ProClin, Ascorbate, HCI, chat cong hop acid folic - phosphatase
kiém (bo), K3PO4

2x50test/ Hop

317

Chét chudn Folate

Chét hiéu chuan xét nghiém dinh lugng acid folic trén may xét nghiém
mién dich ty dong; Thanh phﬁn chinh: Nén dém chira albumin huyét
thanh nguoi (HSA), chét hoat dong bé mit, natri azid, ProClin, folate &
cac muc ndng do 0 ng/mL, xap xi 1,2; 3,1; 6,2; 12,4 va 24,8 ng/mL

6x4mL/ Hop

318

Pinh luong IL-6 (Interleukin 6)

Thudc thir xét nghiém dinh lugng IL-6 trong huyét thanh va huyét tuong
(heparin) ngudi trén may xét nghiém mién dich tw dong; Phuong phép:
enzym mién dich mot budc dong thoi (“sandwich™); Dai do: xap xi 0,5~
1500 pg/mL; Thanh phan chinh: C4c hat thuan tir phu khang thé (dé)
khang IgG (chudt), khang thé (chudt, don dong) khang IL-6 (nguoi),
albumin huyét thanh bo (BSA), chit hoat dong bé mit, natri azid,
ProClin, dung dich mudi dém TRIS, protein (lgn, dé, bo, chudt), chét
cong hop khang thé (dé) khang IL-6 (ngudi) gén phosphatase kiém (bo)

2x50test/ Hop

319

Chét chuin 1L-6

Chat hiéu chuin xét nghiém dinh lugng IL-6 trén may xét nghiém mién

4mL+5x2.5mL/ Hop




STT Tén hang hoa Yéu chu k¥ thuit hodic twong duwong Quy cach déng goi
dich ty dong; Thanh phan chinh: Dém nén albumin huyét thanh bo
(BSA), NaN3, ProClin, IL-6 (nguo1i) tai té hop ¢ cac mirc nong do 0, xap
xi2,5;25; 250; 750 va 1500 pg/mL
Vat li¢u kiém soat xét nghiém dinh luong IL-6 trén may xét nghiém
A1k , . ) mién dich ty dong; Thanh phén chinh: Dém nén mubi phosphat (PBS) N
320 Chat kiém tra xét nghiém I1.-6 v6i huyét thanh lon, IL-6 tai tb hop & ngudi ¢6 ndng do 8 pg/mL, xép xi 3x2x2.5mL/ Hop
300 pg/mL, 800 pg/mL, NaN3, ProClin
Chét kiém chimg cho céc xét nghiém | Vat ligu kiém soat 74 thong s6 mién dich trong d6 c6 Anti-Tg, Anti-TPO
321 mién dich muc 1 ((;(') gi,ai tri cho ca cac | va SHBG; Vit ‘liéu kiém soé‘g on dinh dang long giuoc che tao tor hl‘lyét 1x5ml Lo
xét nghiém chi to khoi u va TgAb, thanh ngudi, nong do cac chat phan tich duoc di€u chinh bang nhicu loai :
TPO Ab) hoéa chat va ché pham tinh khi€t tr mé ngudi hodc dich co thé
Chét kiém chimg cho céc xét nghiém | Vat li¢u kiém soat 74 thong s mién dich trong d6 c6 Anti-Tg, Anti-TPO
322 mién dich muc 2 (gé gi,é tri cho ca cac | va SHBG; Vit ‘liéu kiém soé‘g on dinh dang 16ng fiuqc ché tao tur hgyét 1x5ml/Lo
xét nghiém chi to khoi u va TgAb, thanh ngudi, nong d6 cac chat phan tich dugc di€u chinh bang nhicu loai :
TPO Ab) hoa chat va ché pham tinh khiét tr m6é ngudi hodc dich co thé
Chat kiém chimg cho cac xét nghiém | Vit lidu kiém soat 74 thong sé mién dich trong d6 ¢ Anti-Tg, Anti-TPO
323 mién dich mirc 3 (9(’) gi'él tri cho ca cac | va SHBG; Vit ‘liéu kiém soat on dinh dang long giuoc che tao tur hl}yét 1x5ml Lo
xét nghiém chi to khoi u va TgAb, thanh ngudi, nong do cac chat phan tich duoc di€u chinh bang nhiéu loai :
TPO Ab) hoa chat va ché pham tinh khiét tir mé ngudi hoac dich co thé
324 g}[a; kﬁ?é?ncr};?gf(iiigs?f 31;:3322 Vit liéu kiém soét 6 thong sb xét nghiém sang loc trude sinh: Alpha- 3% 1 ml/ Ho
ghie L gl fetoprotein, Free Beta hCG, Free Estriol, HCG, Inhibin A va PAPP-A P
sinh murc 1
325 )((:él,l[a; kﬁfgnci?gfcﬁiigsgl; 31:51?“(;2(; Vit liéu kiém soét 6 thong sd xét nghiém sang loc trude sinh: Alpha- 3% 1 ml/ Ho
ghie L g1 fetoprotein, Free Beta hCG, Free Estriol, HCG, Inhibin A va PAPP-A °P
sinh murc 2
326 f,l}[ar: kﬁief?n cr?l??fcﬁarﬁgsgl; 31 chf[)nc;gc Vit liéu kiém soat 6 thong sd xét nghiém sang loc trude sinh: Alpha- 3x 1 ml/ Ho
cthghie o e gloc ¢ fetoprotein, Free Beta hCG, Free Estriol, HCG, Inhibin A va PAPP-A op
sinh murc 3
Pugc lam bang cao su. Puong kinh bén trong: 1,29 mm (+/- 5%), chiéu
327 Day bom nhu dong 1.29MM ID dai 17,9 inch (+/- 5%).Dugc st dung cho dich 1ong tir dau kim hut t6i 1Tai
bom nhu dong dén bo phan phoi dich.
Pugc lam bang cao su. Pudng kinh bén trong: 2,79 mm (+/- 5%). Bugc
328 Day bom nhu dong 2.79MM ID su dung cho dich thai tir binh chan khong qua bom nhu dong dén binh 1Tai

thai
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329

Day bom

Dung dé bom dung dich tay, rira hodc dung dich ISE. Lam bang vt liéu
nhwa va cao su. Tong chiéu dai 10,7 cm (+/- 0,2 cm), chiéu dai cao su:
8,8 cm (+/- 0,2 cm), duong kinh 0,5 cm (+/- 0,1 cm).

2 cai/ Tai

330

Pinh lugng CA 19-9

Thudc thir xét nghiém dinh lugng CA 19-9 trong huyét thanh va huyét
tuong ngudi trén may xét nghiém mién dich tu dong; Phuong phap:
enzym mién dich hai vi tri gin (“sandwich™); Dai do: x4p xi 0,8—2000
U/mL; Thanh phan chinh: Céc hat thuan tir phu khang thé (dé, da dong)
khang biotin, albumin huyét thanh bo, natri azid, ProClin, chat cong hop
phosphatase kiém (bo) - khang thé (chudt, don dong) khang khang
nguyén CA 19-9, chit cong hop biotin - khang thé (chudt, don dong)
khang khang nguyén CA 19-9, dung dich dém proteln (bo, dé, chuot)

2x50test/ Hop

331

DPinh lugng TSH (3rd IS)

Thudc thir xét nghiém dinh luong TSH trong huyét twong hoic huyét
thanh nguoi trén may xét nghiém mién dich tu dong; Phuong phap: mién
dich enzyme 2 vi tri gin kiéu “sandwich”; Dai do: xap xi 0,005 — 50,0
ulU/mL [mIU/L]; Thanh phan chinh: Céc hat thuén tir phit khang thé
(chuot, don dong) khang TSH nguoi, mudi dém TRIS, chét hoat dong bé
mit, albumin huyét thanh bo (BSA), natri azide, ProClin, khang thé
(chuét, don dong) khang TSH cong hop vé6i phosphatase kiém, mubi
dém ACES, protein (chudt)

2x100test/ Hop

332

Dinh luong Thyroglobulin Ab

Thubc thir xét nghiém dinh luong khang thé khang thyroglobulin trong
huyét thanh va huyét tuong nguoi trén may xét nghiém micn dich ty
ddng; Phuong phap: mién dich enzyme hai budc lién tiép (kiéu
“sandwich”); Dai do: xap xi 0,9-2500 TU/mL; Thanh phan chinh: Cac
hat thuan tir phu streptavidin va duoc lién két véi thyroglobulin c6 gin
biotin & nguoi, dugc phan tan trong dung dich dém TRIS c¢6 protein (bo),
natri azit, ProClin, lién hgp photphataza kiém - thyroglobulin ¢ ngudi
(bo)

2x50test/ Hop

333

B hoa chét chay xét nghiém HbAlc
trén may sac ky 16ng hiéu nang cao

Hoa chét san sang cho sir dung trén may Premier Hb9210. Thanh phan:
Dung dich Buffer A: Nudc 90-100%, Methanol: 0-0.5%, dd Ammonia:
0.5-1%; Dung dich Buffer B: Nudc 90-100%, Methanol: 0-0.5%, dd
Ammonia: 0-0.5%; Dung dich Diluent: Nudc 90-100%, TRITON X100:
0-0.5%, Sodium azide: 0-0.5%; Dung dich Wash: Nudc 90-100%,
Ethanol: 1-10%, Methanol: 0-0.5%, Sodium azide: 0-0.5%; Co6t phan
tich: Polymer gel: 90-100%

500 tests/ BO

334

Hoa chét kiém ching cho xét nghiém
HbAlc

duoc str dung dé kiém soat hiéu nang cﬁa‘ xét nghiém dinh lugng
Glycated Hemoglobin. - Bot dong kho, can hoan nguyeén trude khi sir
dung. Thanh phan: Mau toan phan

2x500ul/ Hop
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335

Hoa chat hiéu chuan cho xét nghiém
HbAlc

Puoc sir dung dé hiéu chuan cua xét nghiém dinh lvong HbATc theo
nguyén li ai luc (affinity) - Bot dong kho, can hoan nguyén trude khi st
dung Thanh phan: Méu toan phan

2x500ul/ Hop

336

Dinh lugng Free T4

Thudc thir xét nghiém dinh lugng T4 tu do trong huyét thanh va huyét
twong nguoi (heparin) trén may xét nghiém mién dich tu dong; Phuong
phép: micn dich enzyme 2 budc; Dai do: xap xi 0,25-6,0 ng/dL [3,2-77,2
pmol/L]; Thanh phan chinh: Cac hat thuan tir phii streptavidin, mubi
dém TRIS, chét hoat dong bé mat, NaN3, ProClin, chit cong hop
phosphatase kiém (bd) — Triiodothyronin, khang thé (don dong, chudt)
khang Thyroxin — T4 gin biotin, protein (chim va chudt)

2x50test/ Hop

337

DPinh lugng Testosterone

Thude thir xét nghiém dinh luong testosterone trong huyét thanh va
huyét twong ngudi trén may xét nghiém mién dich ty dong; Phuong
phap: mién dich enzym gin canh tranh; Dai do: x4p xi 0,1 — 16
ng/mL[0,35-55,5 nmol/L]; Thanh phan chinh: C4c hat thun tir phu
khang thé dé khang IgG chudt, chat cong hop testosterone — phosphatase
kiém véi albumin huyét thanh bo (BSA), natri azit, ProClin, dung dich
xtr Iy méu, khang thé don dong khang testosterone (chudt), protein
(BSA, chudt, dé)

2x50test/ Hop

338

Hoéa chat hiéu chuan cho cac xét
nghiém Protein

Chat hiéu chuan cho cac xét nghiém protein; Thanh phan: Huyét thanh
c6 chtra cac protein tir nguoi: a-1 acidglycoprotein; a-1 antitrypsin; -2
microglobulin; Ceruloplasmin; Haptoglobin; Chét hiéu chuén 5 muc;
Céc gia tri ctia chét hiéu chuin dugc gan sir dung cac nguyén liéu tham
chiéu theo tiéu chuén IFCC (o-1 acidglycoprotein, o-1 antitrypsin,
Ceruloplasmin, Haptoglobin) va WHO (B-2 microglobulin)

5x2ml/ Hop

339

Chét chuin CA 19-9

Chét hiéu chuan xét nghiém dinh lugng CA 19-9 trén may xét nghiém
mién dich ty dong; Thanh phé‘m chinh: Albumin huyét thanh bo (BSA)
dém, natri azid, ProClin, khang nguyén CA 19-9 ¢ cc nong do xap xi
30, 90, 300, 900 va 2000 U/mL

6x2.5mL/ Hop

340

Chét chudn CEA

Chat hiéu chuan xét nghiém dinh lugng CEA trén méay xét nghiém mién
dich ty dong; Thanh phé‘m chinh: Dung dich dém phosphat, protein (bo),
natri azit, ProClin, Khang nguyén carcinoembryonic (nguoi) ¢ cac muc
ndng d6 x4p xi 1, 10, 100, 500, 1000 ng/mL

6x2.5mL/ Hop

341

Chét chuin Free T4

Chat hiéu chuan xét nghiém dinh lugng T4 ty do trén may xét nghiém
mién dich tu dong; Thanh phén chinh: Huyét thanh nguoi, natri azit,
ProClin, thyroxine & cac mirc ndng d6 0 ng/dL, xap xi 0,5, 1,0, 2,0, 3,0
va 6,0 ng/dL

6x2.5mL/ Hop

342

NT-proBNP

Xét nghiém dinh luvong doan dau N cua peptide natri lgi ni€u loai ndo

Hop/ 60 test
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trong huyét thanh hoat huyét twong ctia nguoi (lithium va natri heparin)
bang k§ thuat ELFA (xét nghiém huynh quang lién két enzyme)

Bo kit gém: 60 thanh hoa chit PBN2, 60 diu con pha rén PBN2, 2 x 2ml
chét chuén S1, 2 x 2ml chét chuén S2, 1 x 2ml chat chung C1, 1 x 2ml
chat chimg C2, 1 x 2ml dung dich pha lodng mau.

Hop 60 test. Pat tiéu chuan ISO hoic twong dwong

343

Dung dich kiém tra chit lugng mau

Héa chat dung cho xét nghiém ban dinh luong mirc d6 nhiém md/do
duc, vang da va v& hong cau (LIH); Thanh phan: Natri chlorid 0,9%;
Phuong phap: Photometric; Dai do: Lipemia: < 0,015 dén > 0,2000 OD,
Icterus: < 2,5 d&én > 40 mg/dL, Hemolysis: < 50 dén > 500 mg/dL; Po &
6 Budc song ; Loai mau: Huyét thanh, huyét twong

16x48mL/ Hop

344

Pinh lugng Vancomycin

Hoa chat dung cho xét nghiém dinh lugng vancomycin; Thanh phan:
Thude thir 1 - Enzym: Vancomycin danh dau bdi G6PDH vi khuén (0,21
U/mL); chat dém HEPES; albumin huyét thanh bo; Thubc thir 2 - Khang
thé/co chat: Khang thé chudt don dong véi vancomycin (27 pg/mL);
albumin huyét thanh bo; G6P (44 mM); NAD (36 mM); Phuong phép:
Mién dich enzyme ddng nhit; Dai do: 2,0-50 pg/mL (1,3-34 pmol/L);
Loai mau: Huyét thanh, huyét twong; DO lap lai: CV <2,8%; P9 chum
toan phz‘?ln: CV < 3,8%: Sb luong test tdi thiéu/1 mL: 3 test

2x32ml+2x16ml/ Hop

345

Hoa chét hiéu chuén cho xét nghiém
Vancomycin

Chat hiéu chuan dung cho xét nghiém Vancomycin; Thanh phan: )
Vancom}fcin, dung dich dém, natri azit 0,09%, pH 5,0.; Chat hiéu chuan
6 mirc nong d6 Vancomycin: 0, 5, 10, 20, 30, 50 ug/mL

1x5ml+5x2ml/ Hop

346

Do hoat d6 CK (Creatine kinase)

Hoa chat ding cho xét nghiém dinh lvgng CK; Thanh phan: 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;
Activator 26 mmol/L; Mg2+ 10 mmol/L; Diadenosine pentaphosphate
0,01 mmol/L; HK > 4,0 kU/L; G6P-DH > 2,8 kU/L; Phuong phap: Dya
trén khuyén cao ciia IFCC; Dai myén tinh: 10 — 2000 U/L (0,17 - 33,33
ukat/L); Budc song: 340 nm; Loai mau: Huyét thanh, huyét trong; DO
lap lai: CV < 5%; D6 chum toan phin: CV < 10%; S6 lugng test tdi
thiéu/1 mL: 6 test

4x22ml+4x4ml+4xeml/
Hop

347

Chit kiém chimg cho cac xét nghiém
mién dich mirc 1

Vit liéu klem soat 56 thong s0 mién dich bao gom cac thong s kha nang
sinh san, tuyén giap, thiéu méau, noi tiét va di img; Vit ligu kiém soat 6n
dinh dang 16ng dugc ché tao tir huyét thanh ngudi, ndng do cc chat
phan tich dwoc diéu chinh bing nhiéu loai hoa chit va ché phdm tinh
khiét tir md nguoi hodc dich co thé

6 x 5 ml/ Hop
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Chét kiém chimg cho cac xét nghiém
mién dich muc 2

Vit liéu k1em soat 56 thong s6 mién dich bao gdm cac thong s6 kha nang
sinh san, tuyén giap, thiéu mau, noi tiét va di ung; Vat liéu kiém soat 6n
dinh dang 16ng dugc ché tao tir huyét thanh ngudi, nong do cac chit
phan tich dugc diéu chinh bang nhiéu loai hoa chit va ché pham tinh
khiét tir md nguoi hodc dich co thé

6 x 5 ml/ Hop

349

Chat kiém chimg cho cac xét nghiém
mién dich mtrc 3

Vit liéu k1em soat 56 thong s0 mién dich bao gom cac thong s kha nang
sinh san, tuyén giap, thiéu méau, noi tiét va di img; Vit liéu kiém soat on
dinh dang 16ng dugc ché tao tir huyét thanh ngudi, ndng do cac chat
phan tich dwoc didu chinh bang nhiéu loai hoa chat va ché phdm tinh
khiét tir m6 ngudi hodc dich co thé

6 x 5 ml/ Hop

350

Hoa chat kiém chimg muc 1 cho cac
xét nghiém do d¢ duc micn dich

Hoa chat kiém chimg muc 1 cho cac xét nghiém do d6 duc mién dich;
Thanh phan: Huyét thanh nguoi chtra a-1 acidglycoprotein; Ferritin;o-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; -2 microglobulin;
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin B6 thé 3 (C3); Prealbumin; B6 thé 4 (C4); Yéu t6 dang
thip; Protein phan émg C (CRP); Transferrin

1x2ml/ Lo

351

Hoa chat kiém chirng mtc 2 cho céac
xét nghiém do d6 duc mién dich

Hoa chat kiém chimg mire 2 cho cac xét nghiém do do duc mién dich;
Thanh phan: Huyét thanh nguoi chita a-1 acidglycoprotein; Ferritin;o-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; -2 microglobulin;
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin; B6 thé 3 (C3); Prealbumin; Bé thé 4 (C4); Yéu té dang
thip; Protein phan g C (CRP); Transferrin

1x2ml/ Lo

352

Hoa chat kiém chimng mtc 3 cho cac
xét nghiém mién dich do do duc

Ho4 chat kiém ching muc 3 cho céc xét nghiém do d6 duc mién dich;
Thanh phan: Huyét thanh nguoi chira o-1 acidglycoprotein; Ferritin;a-1
antitrypsin; Haptoglobin; Anti-Streptolysin O; 3-2 microglobulin;
Globulin mién dich A; Globulin mién dich M; Globulin mién dich G;
Ceruloplasmin; B thé 3 (C3); Prealbumin; B thé 4 (C4); Yéu té dang
thép; Protein phan (g C (CRP); Transferrin

1x2ml/ Lo

353

Hoa chét ding cho xét nghiém beta-2
Microglobulin

Thubc thir ding cho xét nghiém dinh lugng p2-microglobulin trong mau
huyét thanh hodc nudc tiéu ngudi. Thanh phan: Thude thir A: Dém
amoni clorid 200 mmol/L, natri azid 0,95 g/L, pH 8,2. Thubc thir B: Hon
dich chira cac hat latex dugc phu khang thé khang B2-microglobulin
nguoi, natri azid 0,95g/L. Phuong phap do d6 duc. Gidi han phat hién:
0,20 mg/L (mAu huyét thanh); 0,07 mg/L (mau nudc tiéu). Gidi han
tuyén tinh: 30 mg/L (mau huyét thanh); 3,5 mg/L (mau nudc tiéu).

1x40mL + 1x10mL/ Hop

354

Chat chuan cho xét nghiém beta2-
MICROGLOBULIN

Chét hiéu chuan xét nghiém dinh lugng beta2-Microglobulin; Thanh
phan: Huyét thanh ngudi (dang bot dong kho)

IxImL/ Hop
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Chét kiém chimg dung cho xét
nghiém beta2-Microglobulin

Vat liéu kiém soat xét nghiém dinh lugng beta2-Microglobulin; Thanh
phan: Thudc thir chira beta2-microglobulin, albumin bo, glycin va chat
bao quan

2x1mL/ Hop

356

Dinh lugng Albumin trong nudéc tiéu
va dich ndo tuy

Hoa chét ding dé dinh lugng ndng o Albumin trong nudc tiéu/dich nio
tiy; Thanh phan: Dém Phosphat 18 mmol/L; Khang thé (dé) khang
albumin nguoi; Polyethylene glycol 8000 3,6%; Natri azit < 0,1% (w/w);
Phuong phép: Po d6 duc mién dich; Dai do: Nudc tiéu: 0,7-45 mg/dL
(7-450 mg/L); Dich ndo tuy :1-45 mg/dL (10-450 mg/L); Budc séng:
380nm; Loai mau: Nudc tiéu, dich néo tuy; Do 1ap lai: CV <5%; Do
chum toan phan: CV < 10%; S lugng test ti thiéu/1 mL: 3 test

4x32.6ml+4x4.4ml/ Hop

357

Chét hiéu chuan albumin trong nuéc
tieu/dich ndo tiy

Chat hiéu chuan cho xét nghiém Albumin trong nuéc tiéu/CSF; Thanh
phan: Albumin ngudi va Natri azit < 0,1 % (w/w); Chat hiéu chuén 5
murc; Céc gid tri chit hiéu chuan c6 kha ning lién két chuan véi Vat liéu
tham chiéu CRM 470 d3 duoc chimg nhén bai Lién doan hoa sinh 1am
sang quoc té

5x2ml/ Hop

358

Chét chuin iPTH

Chét hiéu chuan xét nghiém dinh lugng iPTH trén may xét nghiém mién
dich tu dong; Thanh phan chinh: Dém nén protein (b0), ProClin, dém
PBS, albumin huyét thanh bo (BSA), chét hoat dong bé mat, natri azide,
chira PTH (khang nguyén tong hop) & cac ndng do twong tng xap xi 10,
60, 300, 1500 va 3500 pg/mL

2x4mL+6x1mL/ Hop

359

Pinh lugng iPTH

Thudc thir xét nghiém dinh luong iPTH trong huyét trong va huyét
thanh ngudi trén may xét nghiém mién dich ty dong; Phuong phap: mién
dich enzyme hai vi tri gén (kiéu “sandwich”); Dai do: xap xi 1-3500
pg/mL [0,1-371 pmol/L]; Thanh phan chinh: Hat thuén tir phii khang thé
(dé) khang PTH duoc phén tan trong mudi dém TRIS, albumin huyét
thanh bo (BSA), chét hoat dong bé mit, natri azide, ProClin, dung dich
khoa ACE, protein (chudt, dé), khang thé (chudt, don dong) khang PTH
cong hop phosphatase kiém

2x50test/ Hop

360

Hoa chat xét nghiém dinh luong
G6PDH

B6 thude thir, chat hiéu chuan xét nghiém dinh lugng G6PDH; Thanh
phan: Thudc thir A chtra Saponin 0,6%; Thudc thir B chira Dung dich
dém Tris 0,1 mmol/L, NADP 1 mmol/L, maleimide 3 mmol/L, pH 7,4;
Thudc thir C chtra Dung dich dém Tris 0,1 mmol/L, glucose-6-phosphate
3 mmol/L, pH 7,5; Chat hiéu chuan S chira Tris 20 mmol/L, Glucose-6-
phosphate dehydrogenase (G6PDH); Phuong phap: GLUCOSE-6-
PHOSPHATE; Loai miu: Mau méu; Dai do: 133 - 4000 U/L; Giéi han
phat hién: 49,9 U/L; B¢ 1ap lai: CV <2,5%; DB chum toan phén: Cv<
4%

4x60mL + 1x60mL +
1x15mL + 1x1mL/ Hop
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361

Chét kiém chuén xét nghiém dinh
lvong G6PDH

Vat }iéu kiém soat xét nghiém dinh lugng G6PDH; Thanh ph?m: Lo chtra
huyét thanh déong khé c6 GO6PDH

2x0,5mL/ Hop

362

Hat nhua Mixbed loc nudce

Hat hinh cau, kich thuéc 0.3 ¢én 1.2 mm

25 lit/tai

363

Cbc dyng mau dung cho may xét
nghiém mién dich

Cbc dyng mau ding cho may xét nghiém mién dich

1000pcs/ Tui

364

Hoa chit xét nghiém dung cho sang
loc so sinh: bénh suy giap bam sinh

* Hoa chat xét nghiém chi tiéu TSH dung cho sang loc so sinh bénh suy
giap bam sinh;

* Str dung cho miu mau kho trén gidy thAm chuyén dung;

* Ap dung k¥ thuat mién dich huynh quang phan lap theo thoi gian;

* PO nhay <2 pU/mL mau.;

* Nong do triglycerides < 5000 mg/L va bilirubin < 20 mg/dL c6 trong
mau khong gay nhiéu téi phép do hTSH;

* Tuén theo tiéu chudn ISO 13485 hoic twong dwong

960 test/kit

365

B xét nghiém dinh luong 17a-OH-
progesterone (17-OHP) (dung cho
sang loc so sinh)

* Hoa chat xét nghiém chi tiéu 17a-OHP ding cho sang loc so sinh bénh
tang san thugng than bam sinh;

* Str dung cho mau méau kho trén gidy thAm chuyén dung;

* Co thé st dung trén may Victor2 D;

* Gi6i han mau tring (LoB) < 0.41 ng/mL huyét thanh khi st dung quy
trinh 4 3h va < 0.46 ng/mL khi dung quy trinh u qua dém,;

* Ap dung k¥ thuat mién dich huynh quang phén lap theo thoi gian;

* Tuén theo tiéu chuan ISO 13485 hoic twong duong

960 test/kit

366

B0 xét nghiém dinh lugng enzyme
glucose-6-phosphate dehydrogenase
(G6PD) (dung cho sang loc so sinh)

* Hoéa chat xét nghiém chi tiéu G6PD dung cho sang loc so sinh;

* Str dung cho mau méau kho trén gidy tham chuyén dung;

* (3161 han phat hién (LoD) = 0.4 U/g Hb;

* PO dac hi¢u phan tich: Néng d6 hemoglobin thtr nghiém < 250 g/L
khong gy nhidu dén xét nghiém G6PD;

* P¢ tuyén tinh cua xét nghiém co gia tri toi khoang 7.8 U/g Hb;

* Ap dung k¥ thuat huynh quang;

* Tuén theo tiéu chuén ISO 13485 hoic tuong duong

960 test/kit

367

B¢ xét dinh lugng phenylalanine
(dung cho sang loc so sinh)

* Hoéa chat xét nghiém chi tiéu phenylalanine ding cho sang loc so sinh;
* Sir dung cho mau mau kho trén gidy tham chuyén dung;

* Ap dung k¥ thuat huynh quang;

* Po dac hiéu phan tich: Nong do hemoglobin > 150 g/L t6i < 200 g/L
khong gay nhiéu t&i xét nghiém

* P tuyén tinh cta xét nghiém co gia tri ti khoang 908 umol/L (15
mg/dL);

960 test/kit
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* Tuan theo tiéu chuan ISO 13485 hoic twong duong

368

B9 xét nghiém ban dinh lugng
enzyme galactose-1-phosphate
uridyltransferase (GALT) (dung cho
sang loc so sinh)

* Hoa chat xét nghiém chi tiéu GALT dung cho sang loc so sinh;

* Str dung cho mau mau kho trén gidy thAm chuyén dung;

* Ap dung k¥ thuat huynh quang;

* Po dac hiéu phan tich: Nong do hemoglobin trong khoang 120 - 194
/L khong anh huong dén phép do hoat do cua GALT.

* Khoang tuyén tinh ciia xét nghiém c6 gié tri toi khoang 11 U/g Hb;
*Gidi han phat hién 1.6 U/g Hb

* Tuén theo tiéu chudn ISO 13485 hoic twong duong

960 test/kit

369

B xét nghiém dinh luong
immunoreactive trypsin(ogen) (IRT)
(dung cho sang loc so sinh)

* Hoa chat xét nghiém chi tiéu IRT dung cho sang loc so sinh;

* Str dung cho mau mau kho trén gidy thAm chuyén dung;

* Giéi han mau tring (LoB)= 0.43 ng/mL mau;

* PJ tuyén tinh cua xét nghiém c6 gia tri tir 15 ng/mL t6i 620 ng/mL
mau,

* Ap dung k¥ thuat mién dich huynh quang phan 1ap theo thoi gian;
* Tuén theo tiéu chuan ISO 13485 hoic twong duong

960 test/kit

370

B0 xét nghiém dinh luong enzyme
biotinidase (dung cho sang loc so
sinh)

* Hoa chat xét nghiém chi tiéu Biotinidase dung cho sang loc so sinh
* Sir dung cho mau mau kho trén gidy tham chuyén dung;

* Gi6i han mau tring (LoB)= 12 U;

* Gi6i1 han phat hién (LoD) =16 U;

* P¢ didc hiéu phan tich: Nong do hemoglobin 200 mg/dL khong gay
nhiéu t6i xét nghiém;

* P¢ tuyén tinh ctia xét nghiém c6 gié tri tir 16 U t6i 390 U;

* Ap dung k¥ thuat huynh quang;

* Tuén theo tiéu chuan ISO 13485 hoic twong duong

960 test/kit

371

Phiéu 1ay mau mau kho

* Phiéu ldy mau mau kho Revvity 226 cung cap mot bé mit dong nhat
dé thu méu giot mau, dugc lam tu chét liéu 100% cotton va tuan theo
tiéu chuan NBSO01-Ed7 ctia CLSI.

* Thoi gian thu 100uL mau mau: 5 — 30 gidy

* Puong kinh diém méu kho: 15— 17mm

* Co dinh dang tiéng Viét;

* Sur dung thanh ma vach

* Pat tiéu chuin ISO 13485 hodc tuong duong

100 to5/g6i

372

Kim chich mdu dung dé lay mau lam
sang loc so sinh

Thiét bi ldy mau da tich hop dao, dau dao dugc phu silicone, c6 vo nhya
bao vé, khong can but gan, vo tring

Kich thuéce: 2.0mm x 1.5mm (17G x 2.0mm)

Tiéu chuan ISO 13485 hoidc twong dwong

200 cai/hop
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373

Khay tring 96 giéng day chir V

Giéng day chit V c6 tong thé tich 320 uL

Thé tich 1am viéc duoc khuyén nghi tir 75 d¢én 200 pL
Pugc khir tring bang btic xa gamma

Poéng goi tung cai

50 céi/thung

374

Maéng nhua day chit V dung héa chét

- Méang dung héa chat thich hop cho tét ca pipet don kénh va da kénh.
Téi da c6 thé sir dung véi pipet d6 rong 12 kénh

- Bay chit V, da tiét tring

- Chét lidu: polystyrene, thé tich: 100ml

- Pat ching nhan ISO 13485 hoac tuong duong

1 Cai/ Goi

375

Pau tip 1ml

- Pau ¢6n 1000 pL trong sudt, mau xanh, 1am bang nhya polypropylene
(PP)

- Phu hop véi hau hét tit ca cac loai pipet nhu: eppendorf, Thermo,
Sartorius, Gilson, Brand, Biohit,Finnpippette, Rainin...Véi bé mat bén
trong nhén va kich thudc chinh xéac, n6 c6 thé két hop chinh xac véi
pipet don kénh/da kénh dé thuc hién thao tac hat

- Khong chira: DNAse, RNase va pyrogen

- Bong goéi: 1000 Cai/ Thi

- Pat tiéu chuin ISO 13485 hoic tuong dwong

1000 Cai/ Tui

376

Dau tip 200ul

- Thé tich hut: 1 - 200 pL
- Vit liéu: Polypropylene, mau vang

1000 cai/tai

377

Ong facon 50 ml

Chat liéu nhya PP, nép nhya PE, dung tich 50ml. Pugc sir dung cung véi
may ly tdm dé tach thudc thir, tach chat rén ra khoi chit 16ng va chat ran
ling dong & phan dudi ciia dng ly tim. Chiu dugc lyc ly tim 6000
vong/phut.

50 chiéc/tai, 800c /thung

378

éng Fancol 15ml

Chét liéu nhua PP, nép nhya PE, dung tich 15ml. Pugc sir dung cung véi
maéy ly tim dé tach thudc thir, tich chat rin ra khoi chat long va chat ran
ling dong & phan dudi ciia ong ly tim. Chiu dugc luc ly tam 6000
vong/phat.

100 chiéc/tai, 2000¢
/thung

379

Nudc cat 3 lan

Nudc cat 3 lan

20 lit/can

380

Kit tach DNA (hat tir)

Thanh phan gom:

- Hat tir tinh: 1x3.5 mL

- Dung dich ly giai: Mubi Guanidine 1x7mL

- Dung dich rra 1 (Pam dic): Mudi Guanidine 1x9mL
- Dung dich rtra 2: H20 1x11mL

- Dung dich rua giai: Tris, EDTA 1x3.5mL

- Paraffin I6ng: 1x1.1mL

- Proteinase K: 1x700uL

32 test/ hop




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
- Pia giéng sau 96 giéng: 2
- Tip Combs: 4
Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong
Thanh phan:
Extraction Plate:
- Line 1/7: Mudi Guanidin: 2 cai
- Line 2/8: Mudi Guanidin: 2 cai
381 Kit tach RNA (hat tur) - Line 3/4/9/10: Tris, NaCl: 2 chiéc 32 test/ hop
- Line 5/11: Hat tir tinh: 2 chiéc
- Line 6/12: Tris, EDTA: 2 chiéc
Tip Comb: 4 chiéc
Tiéu chuin chat luong ISO 13485:2016 hoic twrong duong
Thude thir va thanh phan:
- Noi kiém: Trinh tu DNA néi kiém: 1x350puL
- Hon hop phan tng: Tris-HCI, KC1, MgCI12, dNTP, mdi, ddu do huynh
quang: 1x680uL
- Hon hop enzyme: Taq polymerase, Uracil-N-Glycosylase (UNG):
1x18uL
Kit dinh luong virut viém gan B - K@ém soat duong tinh cao: Huyég thanh HBV bé‘g hoat: 1x0.5mL
382 ‘ : (HBV) - Kiém soat duong tinh thap: Huyet thanh HBV bat hoat: 1x0.5mL 32 test/ hop
- Doi chitng am tinh: Huyét thanh khong HBV bat hoat: 1x0.5mL
- HBV Calibrator 1,2,3,4: 4 1o x0.5mL
Gidi han phat hién 1a 20 TU/mL; Khoang tuyén tinh 1a 50 IU/mL - 5.0 x
1078 1U/mL.
Do chinh xac: 100%; Do nhay: 100%.
Kiéu gen: HBV A-H.
Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong
Thudc thir va thanh phan:
- Noi kiém: Hat giéng virus co trinh ty gen ndi kiém: 1x350 uL
- Hon hop phan tng: Tris-HCI, KCI, MgCI2, dNTP, BSA: 1x630 pL
- Hon hop enzyme: Taq polymerase va enzyme sao chép nguoc: 1x49
383 Kit dinh lugng virut viém gan C puL 32 test/ hop

(HCV)

- Du do: Primer, dau do huynh quang: 1x21 uL

- Kiém soat duong tinh cao: Hat giong virus ¢o trinh ty HCV: 1x1 mL
- Kiém soat duong tinh thap: Céc hat giong virus c6 trinh ty HCV: 1x1
mL

- P6i ching 4m tinh: Huyét thanh khong HCV bét hoat: 1x1 mL
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- HCV Calibrator 1,2,3,4: 4 1o x1 mL

Gidi han phat hién 14 30 IU/mL. Khoang tuyén tinh 1a tir 50 IU/mL -
1.0x1078 IU/mL.

Do chinh xac: 100%.

Tiéu chuén chat lwong ISO 13485:2016 hoidc twong dwong

384

Kit dinh lwong ung thu ¢b tir cung
(HPV)

Thanh phan gom:

- Ly giai axit nucleic: NaCl 0.2M, 50mM Tris-HCI(pH 8.0), 1% 2-
Mercaptoetanol, 5%Chelex-100: (1x1.8ml)

- Hon hop phan tmg HPV 18HR 1: Tris-HCI,(NH4)2S04 KCI, MgCI2,
dATP, dTTP, dCTP, dGTP, dUTP, enzyme UNG, Taq polymerase va
khang thé: (1x1.2ml)

- HPV 18HR Reaction Mix 2: Mdi va dau do huynh quang HPV 16,18,
26,31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 68, 73 va 82, mdi va
dau do huynh quang B-globin: (1x70 pl)

- Béi chtng dwong tinh HPV 18HR: DNA tai t hop HPV 16/18/52
dugc pha lodng bang DNA bd gen ngudi: 1x100 pL

- HPV 18HR Déi chimg 4m tinh: DNA bd gen ngudi: 1x100 pL

Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

32 test/ hop

385

Kit dinh lugng vi khuan lao (TB)

Thanh phan gom:

- Ly giai axit nucleic: 0.5%Triton-100, 5%Chelex-100: 1x1.8 mL

- Noi kiém: Trinh tu DNA n6i kiém: 1x150 pL

- Hon hop phan tmg: Tris-HCI, KCI, MgCI2, dNTP, mdi, dau do huynh
quang: 1x1.2 mL

- Hon hop enzyme: Taq Polymerase va khang thé: 1x14 puL

- Kiém soat duong tinh: Vi khuin khong hoat dong vdi trinh ty dich:
1x100 pL

- P6i ching 4m tinh: dém TE: 1x100 uL

Gi6i han phat hién: 10 vi khuan trén mdi mL. Tét ca cac lan lap lai déu
dugc phat hién 100% va két qua co do tai 1ap tot. Gia tri CV 1a <5%.
Kiéu gen: Mycobacteria Bénh lao, Mycobacteria Bovis, Mycobacteria
Microti va Mycobacteria Africanum.

Do nhay va do dac hiéu:

Ty 1€ trung khop duong = 99.43%

Ty 1& tring khép 4m = 100%

Téng ty 1¢ tring khop = 99.61%

Khoéng tin céy 95%.

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

32 test/ hop
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386

Test nhanh chuan doan Chén tay
miéng

Dinh tinh phat hién khéng thé IgM khang EV71 trong huyét thanh, huyét
tuong hodc mau toan phan.

-Phan loai trang thiét bi y té thugc loai C

- B§ nhay: 96.8% ; Do déc hiéu: 99.4%

Thanh phan Kit thur:

1. Khang thé EV71 (EV71 antibody): 20 ug/ml;

2. Khéng nguyén EV71 (EV71 antigen): 0.175 mg/ml;

3. Khang thé khang chudi p-IgM ngudi (Anti-human IgM pi-chain
antibody): 1.5 mg/ml

4. Khang thé da dong khang IgG chudt (Anti-mouse polyclonal
antibody): 2.0 mg/ml

- Khong phan g chéo voi HBV-IgM, HIV-1gG, HCV-1gG

Hop 25 test

387

Kit thir nhanh phat hién khang nguyén
Clamydia

Phat hién dinh tinh, truc tiép khang nguyén Chlamydia trachomatis.

- Mau pham: Djch ¢ tir cung nit gidi, dich niéu dao, nude tiéu nam gidi
- Nguong phat hién: 5x10°4 IFU/ml

- B nhay: 93.58% ; D¢ déc hi¢u: 99.08%

Thanh phan kit thir:

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;

3. Khang thé da dong dé khang IgG chudt (Anti-mouse 19G polyclonal
antibody goat): 2.25 mg/ml.

- Khong phéan tng chéo véi: Streptococcus, Herpes sinplex virus,
Mycoplasma hominis.....

Tiéu chuén chat lwong ISO 13485:2016 hoidc twong duong

Hop 25 test

388

Thude thir xét nghiém dinh tinh va
ban dinh lugng Anti Streptolysin O
(ASO)

Thanh phan chinh:

Latex: Cac hat latex dwoc phu bang streptolysin O, pH 8.2
Kiém soat duong tinh: Huyét thanh ngudi c6 ASO > 200 IU/mL
Kiém soat am tinh: Huyét thanh dong vat

Hop 100 test

389

Thubc thir xét nghiém dinh tinh va
ban dinh lwong Rheumatoid Factors
(RF)

Thanh phan chinh:

Latex: Cac hat latex dugc phi gamma-globulin, pH 8.2
Kiém soat duong tinh: Huyét thanh ngudi ¢6 RF > 30 IU/mL
Kiém soat am tinh: Huyét thanh dong vat

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

Hop 100 test

390

B6 dung cu thu mau xét nghiém HPV

St dung cho viéc ldy mau va van chuyén cdc mau té bao cb tir cung dé
xét nghiém HPV. Cung cap gom:

20 test/ Hop
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- Que thu mau HPV: Pau ldy mdu dugc 1am bang PE, tay cam mau va
ong day duoc lam bang PP )

- Mdi truong van chuyén mau trong sudt, khong mau, pH dung dich 6.8
+0.2

391

Chai cay mau nguoi 16n

Chai moi truong phat hién vi khuan hiéu khi va ki khi tiiy tién (vi khuan
va nAm men) ttr mau va dich vo khuén cta co thé,

- Chu tao bang polycarbonate, nip mau xanh

- Chtra 30ml moi truong va > 1.6g hat polyme hép phu

-Thanh phan: t& 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% wi/v), trace elements (>0.0005% w/v) va amino
acid phirc hop va cac chét carbohydrate trong nudce tinh khiét. Cac chai
chira khi truong N2, 02, va CO2, trong chan khéng.

- C6 kha nang trung hoa cac khang sinh: penicillins, glycylcyclines,
polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin,
ceftaroline, aminoglycosides, fluoroguinolones, lincosamides,
glycopeptides, va oxazolidinones,

- Sir dung v&i hé thong cdy mau BacT/ALERT,

- Pat tiéu chuén chit lugng ISO 9001, ISO 13485, FDA My... hoic
tuong duong

(30 ml/chai x100
chai)/hop

392

Chai cay mau tré em

Chai méi truong phat hién vi sinh vat hiéu khi va ky khi tiy tién (vi
khuin va nAm men) tir mau

- Chai ciu tao bang polycarbonate, nip mau vang

- Chira 30ml mdi trudng va >1.6g hat polyme hép phu

- Thanh phan: t6 hop ciia 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). Chai chira
khi truong N2, 02, va CO2, trong chan khong

- C6 kha nang trung hoa cac khang sinh: penicillins, glycylcyclines,
polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin,
ceftaroline, aminoglycosides, fluoroguinolones, lincosamides,
glycopeptides, va oxazolidinones

- Sir dung v&i hé thdng cdy mau BacT/ALERT

- Pat tiéu chuéan chét luong ISO 9001, ISO 13485, FDA My... hodc
tuong duong

(30 ml/chai x100
chai)/hop

393

B0 dung cu chuan may cay méau

B0 dung cu chuin may céy mau BacT/ALERT

Hop 01 b6
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394

Thé dinh danh vi khuan gram am

Thé dinh danh Gram 4m sir dung v6i may VITEK 2 dé dinh danh truc
khuan Gram am |én men va khong 1én men

Thé gdm 47 thir nghiém sinh hoa

Pat tiéu chuin ISO hoic twong dwong

Hop 20 thé

395

Th¢ dinh danh vi khuin gram duong

Thé dinh danh Gram dwong st dung véi may VITEK 2 dé dinh danh cac
vi sinh vat Gram duong

Thé gdm 43 thir nghiém sinh hoa

Pat tiéu chuin ISO hoic twong dwong

Hop 20 thé

396

Thé dinh danh ndm men

Thé dinh danh nim men sir dung véi may VITEK 2 dé dinh danh nam
Men va céc vi sinh vat twong tw nam men

Hop 20 thé

397

Thé dinh danh vi khuin kho moc

Th¢ dinh danh Neisseria-Haemophilus st dung véi may VITEK 2 dé
dinh danh vi khuén khé moc

Thé gdm 30 thir nghiém sinh hoa

Dat tiéu chuan ISO hoic twong duong

Hop 20 thé

398

Thé khéng sinh d6 gram am

Thé khang sinh d6 Gram 4m VITEK® 2 dugc st dung voi Hé thong
VITEK® 2. Moi thé AST chira cac khang sinh dugc chon c6 nong do )
khéc nhau, cac thuoc nay da dugc lam khé cung v4i moi truong nudi cay
vi sinh.

Hop 20 thé

399

Thé khéng sinh d6 gram duong

Thé 1am khang sinh d6 Gram dwong ding véi may VITEK 2

M01 the chira cac khang sinh chon loc ¢ cac nong d¢ khac nhau, dugc
sdy kho v6i méi truong nudi cdy vi sinh

Pat tiéu chuin ISO hoic twong dwong

Hop 20 thé

400

Thé khang sinh db Streptococcus

Thé lam khang sinh d6 Streptococcus ding v6i may VITEK 2

MBOi thé chira cac khang sinh chon loc & cac néng d0 khac nhau, duoc
sdy kho voi méi trudong nudi cdy vi sinh

Pat tiéu chuin ISO hoic twong dwong

Hop 20 thé

401

Thé khang sinh d6 nim

Thé lam khang sinh d6 ndm dung véi may VITEK 2

Moi thé chira cac khang nam chon loc & cac néng d6 khac nhau, duogc
sdy kho v6i moi truong nudi cdy vi sinh

Pat tiéu chuin ISO hoic twong dwong

Hop 20 thé

402

Ong nghiém dinh danh

Ong nghiém bang nhya trong (polystyrene) 12 mm x 75 mm dung mot
lan st dung véi may VITEK 2

Hop 2000 dng

403

Nuéc mudi ding cho dinh danh

Nuéc mudi 0.45% ding véi may VITEK 2, pH: 4.5 - 7, dat tiéu chuan
CE-IVD (in vitro diagnostic)

Hop 20 chai x 500 ml

404

B¢ nhuom gram

B6 nhudm dung dé thuc hién xét nghiérp nhudém vi sinh vat theo phuong
phap Gram. Bao gém 04 dung dich thu6c nhudm thanh phan la Crystal
Violet chai 250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai

B0 4 chai 250ml
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250ml va Safranin chai 250ml.
- Bao quan: Nhiét do phong thi nghiém
- Pong gbi: B 4 chai x 250ml

405

B6 nhudém Ziehl Neelsen

B6 nhudm Ziehl Neelsen dung dé thyc hién xét nghiém nhudm soi. Bao
gdm 03 dung dich thudc nhudém thanh phan 1a Carbol Fuchsin chai
250ml, Alcohol acid (Hydrochloric acid in ethanol) chai 250ml va
Methylene Blue chai 250ml.

- Bao quan: Nhiét d¢ phong thi nghiém

- Pong gbi: B 3 chai x 250ml ¢6 voi bom tién dung

Bo6 3 chai 250ml

406

MBoi truong nudi cdy vi sinh vat
(MELAB Columbia Agar + 5% Sheep
Blood)

Dia thach d6 sin chita méi truong st dung dé nuéi cdy va thir tinh chét
tan mau cuia cac loai vi sinh vat kho tinh va khong kho tinh, khong chira
cac chat phu gia hay chit bao quan. Pap ung: "Yéu ciu kiém soat chét
lwong tdi thiéu cho nha san xuat ddi véi méi trudng nudi cdy d6 san",
theo tiéu chuan ciia CLSI. Dia 90mm.

Bao goi bang mang ban thim Cellophane c6 tinh ning chéng 4m gitp
dam bao chat luong trong qué trinh bao quéan, d& dang phan huy bao vé
moi truong.

Thanh phan: Special peptone, Starch, Sodium chloride, Defibrinated
Sheep blood, Agar, pH: 7.3£0.2 ¢ 25°C

Dong goi: 10 dia/Hop

Hop 10 dia

407

Mbi truong nudi cy vi sinh vat
(MELAB Chocolate Sheep Blood
Agar + MultiVitox)

Dia thach d6 sin co bd sung cac chat kich thich tang truong dugc st
dung dé nuoi céy cac loai vi sinh vat kho moc, dac biét 1a Neisseria spp.
va Haemophilus, khong chira cac chét phu gia hay chat bao quan.

Dap tng: "Yéu cau kiém soat chat luong tdi thiéu cho nha san xuat ddi
v6i moi truong nudi ciy dd sin", theo tidu chuan cia CLSI.

Dia 90mm.

Bao goi bang mang ban tham Cellophane c6 tinh nang chéng am gitp
dam bao chét luong trong qua trinh bao quéan, dé dang phan huy bao vé
moi trudng.

Thanh phan: Special peptone, Starch, Sodium chloride, Defibrinated
sheep blood, Agar, Multivitox (bao gdm Vitamin B12, L-glutamine,
Adenine, Guanine, p-Aminobenzoic acid, L-cystine, NAD (Coenzyme
1), Cocarboxylase, Ferric nitrate, Thiamine, Cysteine hydrochloride),
pH: 7.3+0.2 6 25°C

Poéng goéi: 10 dia/Hop

Hop 10 dia

408

Maéi trudng nudi cdy vi sinh vat
(MELAB Chromogenic UTI Agar)

Pia thach d6 s&n mau tréng duc chtra méi truong tao mau dugce st dung
de dinh danh so b¢ va phan bit tat ca cac vi sinh vat chinh la nguyén

Hop 10 dia
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nhén giy nén bénh nhiém trung duong tiét niéu (UTI). Pia 90mm.

Bao gobi bang mang ban tham Cellophane c6 tinh ning chéng am giup
dam béao chat luong trong qué trinh bao quéan, d& dang phan huy bao vé
moi truong.

Thanh phan: Peptone, Chromogenic mix, tryptophane, Agar, pH: 6.8
+0.2 6 25°C;

Pong goi: 10 dNa/Hop

409

MBoi truong nudi cdy vi sinh vat
(MELAB MacConkey Agar)

Dia thach d6 san chira méi truong phan lap va phan biét cho phat hién
cac vi khuén Enterobacteriaceae trong cac mau bénh pham ¢6 ngudn gbe
1am sang. Pap tmg: "Yéu cau kiém so4t chat lugng téi thiéu cho nha san
xuat d6i véi moi truong nudi cay db san", theo tiéu chuan cia CLSI. Pia
90mm.

Bao goi bang mang ban thim Cellophane c6 tinh ning chéng 4m gitp
dam bao chat luong trong qué trinh bao quan, d& dang phan huy bao vé
moi truong.

Thanh phén: Peptone, lactose, Bile salts, Sodium chloride, Neutral red,
Crystal Violet, Agar, pH: 7.1+0.2 & 25°C

Pong géi: 10 d"a/Hop

Hop 10 dia

410

Maéi trudng nudi cdy vi sinh vat
(MELAB Sabouraud Dextrose Agar)

Dia thach d6 sin chira mdi truong c6 pH thap thuong dung dé nudi cay
va phan biét cac loai nAm khéc nhau, ndm méc, ndm men. bia 90mm.
Bao goi bang mang ban tham Cellophane c6 tinh ning chéng am gitp
dam bao chat luong trong qué trinh bao quéan, d& dang phan huy bao vé
mdi truong.

Thanh phan: Mycological peptone, Glucose (dextrose), Agar, pH: 5.6 +
0.2 625°C

Pong goéi: 10 dia/Hop

Hop 10 dia

411

Mbi truong nudi cdy vi sinh vat
(MELAB Mueller Hinton Agar)

Mai truong duge khuyén nghi dé thuc hién khang sinh do trén vi khuan
hiéu khi, dé moc bang phuong phap Kirby-Bauer theo tiéu chuan CLSI
va EUCAST. bia 90mm.M6i truong day 4-5mm, khong dong nudc,
khong co bot, khong bi nhiém. Péng goi chan khong bang mang béan
thAm Cellophane tir cellulose gitip chdng 4m, ngan dong nuéc, giir chat
luong va than thién véi moi trudng.

Thanh phan: Casein hydrolysate, Beef dehydrated infusion from, Starch,
Sodium chloride, Agar, Nudc cét vira du. pH: 7.3+0.2 & 25°C

bong goi: 10 dia/Hop

San pham dugc san xuét trong phong sach dat tiéu chuén ISO Class 1000
hoéc tuong duong

Hop 10 dia
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412

Ertapenem ETP 10 mcg

Khoanh gidy Ertapenem nong do 10pg

San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, dd 4m va néng d6 duoc thir nghiém bé‘mg cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so v&i
ndng do tiéu chuin

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nham xéac dinh loai khang sinh va n6ng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhdm dam bao do 6n dinh lau dai cia san pham va dé dang luu trix

5 x 50 khoanh/hop

413

Khoanh gidy dugc tdm Bacitracin

Khoanh gidy dugc tim Bacitracin c6 néng do 10U

San pham dap tmg cac quy dinh cia Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay dbi theo 16, d6 4m va nong do duogc thir nghiém bang cach sir
dung thong s6 ki thuét vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy ¢6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat bang ma chi va sb nhdm x4c dinh loai khang sinh va nong do
- Mbi éng dugc han kin riéng, cing v6i tai hit am dé duy tri ¢ 4m <
2%, nhim dam bao d6 6n dinh 1au dai cia san phdm va d& dang luu trit

5 x 50 khoanh/hop

414

Imipenem IPM 10 mcg

Khoanh gidy Imipenem nong do 10ug

San pham dap ung cic quy dinh ctia Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duogc thtr nghiém béng cach st
dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so voi
ndng do tiéu chuin

- Khoanh gidy ¢6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chir va sb nhdm xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cing véi tai hiat 4m dé duy tri do 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5 x 50 khoanh/hop

415

Meropenem MRP 10 mcg

Khoanh gidy Meropenem nong d6 10ug

San phdm d4p tng cac quy dinh caa Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va ndng d6 dugc thir nghiém bing cach st
dung thong s ki thuat vé ndng d¢ khang sinh tir 90% dén 125% so vai
ndng do tiéu chuin

- Khoanh giy ¢6 dudng kinh 6mm. Céc khoanh gidy dugc danh dau trén

5x50 Khoanh/ Hop
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ca hai mit bang ma chir va sb nham xac dinh loai khéng sinh va néng do
- Moi ong duoc han kin riéng, cung véi tui hut am dé duy tri d6 am <
2%, nham dam bdo d6 on dinh 1au dai ciia san pham va dé dang luu trit

416

Cefoxitin CX 30 mcg

Khoanh gidy Cefoxitin ndng d6 30ug

San phdm dap tng cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duoc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mit bang ma chir va sb nham xéac dinh loai khang sinh va ndng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhim dam bao d6 on dinh lau dai clia san phdm va dé dang luu trir

5x50 Khoanh/ Hop

417

Azithromycin AZM 15 mcg

Khoanh gidy Azithromycin nong d6 15ug

San pham dap tmg cac quy dinh cua Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Sy thay ddi theo 16, d6 4m va néng d6 duogc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nhdm xéac dinh loai khang sinh va n6ng do
- Mbi dng duge han kin riéng, cting véi tai hit am dé duy tri d6 am <
2%, nhdm dam bao do 6n dinh lau dai cua san phém va dé dang luu trit

5x50 Khoanh/ Hop

418

Clarithromycin CLR 15 mcg

Khoanh gidy Clarithromycin nong d6 15ug

San pham dap ung cic quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duogc thir nghiém bé‘mg cach sur
dung thong s ki thuat vé nong d¢ khang sinh tir 90% dén 125% so voi
ndng do tiéu chudn

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chir va sb nhdm xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cung véi tai hiut am dé duy tri d6 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

419

Ampicillin AMP 10mcg

Khoanh gidy Ampicillin nong d6 10pg

San phdm dap ung cac quy dinh caa Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va néng d6 dugc thr nghiém bé“mg cach sur

5 x 50 khoanh/hdp
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dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so voi
ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy dugc danh déu trén
ca hai mat bé’mg mi chit va s6 nham xac dinh loai khang sinh va néng do
- Mdi 6ng duge han kin riéng, ciing véi tii hit am dé duy tri ¢ 4m <
2%, nhim dam bao d6 6n dinh lau dai cia san phdm va dé dang luu trir

420

Colistin CL 10 mcg (Methane
Sulphonate)

Khoanh gidy Colistin nong do 10ug

San phdm dap tmg cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay dbi theo 16, d6 4m va nong d6 duogc thir nghiém bang cach sir
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so voi
ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mit bang ma chir va sb nhim xéac dinh loai khang sinh va néng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhim dam bao do 6n dinh 1au dai ciia san phim va dé dang luu trit

5x50 Khoanh/ Hop

421

Erythromycin E 15 mcg

Khoanh gidy Erythromycin nong d6 15ug

San phdm dap tng cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Sy thay ddi theo 16, do 4m va néng d6 dugc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuan

- Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy dugc danh déu trén
ca hai mat béng ma chit va sd nham xéc dinh loai khéng sinh va n6ng do
- Mbi dng duge han kin riéng, cing véi tai hit am dé duy tri d6 am <
2%, nhdm dam bao do 6n dinh 1au dai cta san phém va dé dang luu trit

5x50 Khoanh/ Hop

422

Penicillin-G P 10 units

Khoanh gidy Penicillin G nong d6 10 unit

San pham dap ung cac quy dinh ctia Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, 46 4m va ndng d6 dugc thir nghiém bing cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dwoc danh déu trén
ca hai mat bang ma chit va sb nham xac dinh loai khang sinh va nng do
- Mdi 6ng duge han kin riéng, ciing véi tii hut am dé duy tri ¢ 4m <
2%, nham dam bao d¢ 6n dinh ldu dai ciia san pham va dé dang luu trit

5x50 Khoanh/ Hop

423

Amikacin AK 30 mcg

Khoanh gidy Amikacin néng d6 30pg

5x50 Khoanh/ Hop
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San pham dap tng cac quy dinh cua Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duoc thir nghiém bé‘mg cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuin

- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy dugc danh déu trén
ca hai mat béng mi chit va s nham xéac dinh loai khang sinh va n6ng do
- Mbi éng dugc han kin riéng, cing v6i tai hit am dé duy tri d6 4m <
2%, nham dam bao d6 6n dinh 1au dai cia san pham va d& dang luu trix

424

Vancomycin VA 30 mcg

Khoanh gidy Vancomycin nong d6 30ug

San pham dap tmg cac quy dinh cia Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Sy thay dbi theo 16, d6 4m va ndng do dugc thir nghiém bang cach sur
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuan

- Khoanh gidy ¢6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nhdm xéac dinh loai khéng sinh va néng do
- Mbi éng dugc han kin riéng, cing v6i tai hit am dé duy tri ¢ 4m <
2%, nhim dam bao d6 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

425

Fosfomycin FO 200 mcg

Khoanh gidy Fosfomycin/ trometamol nong d6 200ug

San phdm dap tmg cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, dd 4m va néng d6 duogc thtr nghiém béng cach st
dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so voi
ndng do tiéu chuan

- Khoanh gidy ¢6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bé‘mg mi chi va s6 nham xac dinh loai khang sinh va n(“)ng do
- Mbi éng dugc han kin riéng, cing véi tai hiat am dé duy tri do 4m <
2%, nhim dam bao d6 6n dinh 1au dai cia san phdm va d& dang luu trir

5x50 Khoanh/ Hop

426

Clindamycin CD 2 mcg

Khoanh giéy Clindamycin néng do 2ug

San phdm dap ung cac quy dinh caa Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va ndng d6 dugc thir nghiém bing cach st
dung thong sb ki thuat vé ndng do khang sinh tir 90% dén 125% so voi
nong do tidu chuan

- Khoanh gidy ¢6 dudng kinh 6mm. Céc khoanh gidy dugc danh dau trén
ca hai mat bé“mg mi chir va s6 nham x4c dinh loai khang sinh va nf“)ng do

5x50 Khoanh/ Hop
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- M&i ong dugc han kin riéng, cung voi thi hut am dé duy tri do am <
2%, nham dam bdo do on dinh lau dai ciia sdn pham va dé dang luu triv

427

Ciprofloxacin CIP 5 mcg

Khoanh giay Ciprofloxacin nong d6 5pg

San phdm dap tng cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duoc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy ¢6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mit bang ma chir va sé nhiam xac dinh loai khang sinh va ndng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhim dam bao d6 6n dinh lau dai clia san phdm va dé dang luu trir

5x50 Khoanh/ Hop

428

Cefuroxime CXM 30 mcg

Khoanh gidy Cefuroxime sodium nong d6 30ug

San pham dap tmg cac quy dinh cia Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, dd 4m va néng d6 duogc thtr nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuén

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng mi chit va s nhdm xéac dinh loai khang sinh va n6ng do
- Mbi éng dugc han kin riéng, cting v6i tai hit am dé duy tri ¢ 4m <
2%, nhdm dam bao do 6n dinh lau dai cua san phém va dé dang luu trit

5x50 Khoanh/ Hop

429

Levofloxacin LE 5 mcg

Khoanh gidy Levofloxacin nong d6 5pug

San pham dap ung cic quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duogc thtr nghiém bé‘mg cach st
dung thong s ki thuat vé ndng d¢ khang sinh tir 90% dén 125% so voi
ndng do tiéu chuin

- Khoanh gidy ¢6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang ma chir va sb nhdm xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cing véi tai hut am dé duy tri d6 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

430

Ceftazidime CAZ 30 mcg

Khoanh gidy Ceftazidime nong do 30ug

San phdm dap ung cac quy dinh caa Chi thi EC 98/79/EC va dwoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va néng d6 duoc thir nghiém bé“mg cach sur
dung thong s6 ki thuét vé ndng d6 khang sinh tir 90% dén 125% so véi

5x50 Khoanh/ Hop
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ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
c4 hai mat bang ma chi va sb nham xac dinh loai khang sinh va ndng do
- Mdi 6ng duge han kin riéng, ciing véi thi hit am dé duy tri ¢ 4m <
2%, nhim dam bao d6 6n dinh lau dai cia san phdm va dé dang luu trir

431

Ceftriaxone CTR 30 mcg

Khoanh gidy Ceftriaxone nong d6 30ug

San phdm dap tmg cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va néng d6 duoc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so vai
ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mit bang ma chir va sb nhim xéac dinh loai khang sinh va néng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhdm dam bao do 6n dinh lau dai cia san pham va dé dang luu trix

5x50 Khoanh/ Hop

432

Cefotaxime CTX 30 mcg

Khoanh gidy Cefotaxime nong do 30ug

San phdm dap tng cac quy dinh cta Chi thi EC 98/79/EC va dugc dan
dau hop quy lién quan UKCA

Sy thay ddi theo 16, do 4m va néng d6 dugc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy dugc danh déu trén
ca hai mat béng ma chit va sd nham xéc dinh loai khang sinh va n6ng do
- Mbi dng duge han kin riéng, cting véi tai hit am dé duy tri d6 am <
2%, nhdm dam bao do 6n dinh lau dai cua san phém va dé dang luu trit

5x50 Khoanh/ Hop

433

Amoxyclav AMC 30 mcg
(Amoxycillin/Clavulanic acid)
(20/10mcg)

Khoanh gidy Amoxycillin/clavulanic acid nong d6 30ug

San pham dap ung cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va ndng d6 dugc thir nghiém bing cach st
dung thong s6 ki thut vé ndng d6 khang sinh tir 90% dén 125% so voi
ndng do tiéu chudn

- Khoanh gidy c6 duong kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat bang mi chit va sb nham xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cing v6i tai hiat 4m dé duy tri do 4m <
2%, nham dam bao d¢ 6n dinh ldu dai ciia san pham va dé dang luu trit

5x50 Khoanh/ Hop

434

Gentamicin GEN 10 mcg

Khoanh gidy Gentamicin nong d6 10pg
San pham dap ing cac quy dinh cia Chi thi EC 98/79/EC va dugc dan

5x50 Khoanh/ Hop




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

dau hop quy lién quan UKCA

Sy thay dbi theo 16, d6 4m va nong d6 duogc thir nghiém bang cach sir
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuin

- Khoanh gidy ¢6 duong kinh 6mm. Céc khoanh gidy dugc danh dau trén
c4 hai mat bang ma chir va sb nham xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cting v6i tai hit am dé duy tri do6 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trir

435

Tobramycin TOB 10 mcg

Khoanh gidy Tobramycin ndng d6 10ug

San pham dap tmg cac quy dinh cia Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay dbi theo 16, d6 4m va nong d6 duogc thir nghiém bang cach sir
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mat béng ma chit va s nhdm xéac dinh loai khang sinh va n6ng do
- Mbi éng dugc han kin riéng, cing voi tai hit 4m dé duy tri d6 4m <
2%, nhim dam bao d6 6n dinh 1au dai cia san phdm va d& dang luu trir

5x50 Khoanh/ Hop

436

Ofloxacin OF 5 mcg

Khoanh gidy dugc tim Oxacillin ¢6 nong d6 1ug

San phdm dap tng cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 duogc thtr nghiém béng cach sur
dung thong s6 ki thuat vé nong do khang sinh tir 90% dén 125% so voi
ndng do tiéu chuan

- Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy dugc danh déu trén
ca hai mat béng mi chir va s6 nham xac dinh loai khéng sinh va néng do
- Mdi 6ng duge han kin riéng, ciing véi tii hit am dé duy tri ¢ 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

437

Ampicillin/Sulbactam A/S 10/10 mcg

Khoanh gidy Ampicillin/Sulbactam nong d6 20pg

San phdm d4p tng cac quy dinh caa Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va ndng d6 dugc thir nghiém bing cach st
dung thong s6 ki thut vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy ¢6 duong kinh 6mm. Céc khoanh gidy dugc danh dau trén
ca hai mat bé“mg mi chi va s6 nham xac dinh loai khang sinh va nf“)ng do
- Mdi 6ng dugc han kin riéng, ciing véi tii hit am dé duy tri do dm <

5x50 Khoanh/ Hop
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2%, nham dam bao do on dinh lau dai cta san pham va dé dang luu trir

438

Clindamycin CD 10 mcg

Khoanh giay Clindamycin nong do 2ug

San pham dap tmg cac quy dinh cua Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, dd 4m va néng d6 dugc thir nghiém béng cach sur
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy ¢6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va s nham xéac dinh loai khang sinh va n6ng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nhim dam bao do on dinh lau dai clia san phdm va dé dang luu trir

5x50 Khoanh/ Hop

439

Piperacillin/ Tazobactam PIT
100/10mcg

Khoanh gidy Piperacillin/tazobactam nong do 110pg

San pham dap tmg cac quy dinh cia Chi thi EC 98/79/EC va duogc dan
dau hop quy lién quan UKCA

Su thay dbi theo 16, d6 4m va nong d6 duogc thir nghiém bang cach sir
dung thong sb ki thuat vé ndng d¢ khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy ¢6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng mi chit va s nham xéac dinh loai khang sinh va n6ng do
- Mbi éng dugc han kin riéng, cting v6i tai hit am dé duy tri d6 4m <
2%, nhim dam bao do 6n dinh 1au dai ciia san phim va dé dang luu trit

5x50 Khoanh/ Hop

440

Cefotaxime CTX 5 mcg

Khoanh gidy Cefotaxime ndng do 5pg

San pham dap ung cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, do 4m va néng d6 dugc thir nghiém bé“lng cach st
dung thong s ki thuat vé ndng d khang sinh tir 90% dén 125% so voi
ndng do tiéu chuin

- Khoanh gidy ¢6 duong kinh 6mm. Céc khoanh gidy dugc danh dau trén
ca hai mat bang ma chir va sb nhdm xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cing véi tai hiat 4m dé duy tri do 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

441

Chloramphenicol C 30 mcg

Khoanh gidy Chloramphenicol nong do 30ug

San phdm dap tng cac quy dinh caa Chi thi EC 98/79/EC va duoc dan
du hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va ndng d6 dugc thir nghiém bang cach sir
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuin

5x50 Khoanh/ Hop
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- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mit bang ma chit va sb nham xéac dinh loai khang sinh va néng do
- Mdi 6ng duge han kin riéng, ciing véi tii hit am dé duy tri ¢ 4m <
2%, nhim dam bao d6 6n dinh lau dai cia san phdm va dé dang luu trir

442

Gentamicin 30mcg

Khoanh gidy Gentamicin ndng d6 30ug

San phdm dap tmg cac quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, dd 4m va néng d6 duoc thir nghiém béng cach st
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuan

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dugc danh dau trén
ca hai mit bang ma chit va sb nhim xéac dinh loai khang sinh va néng do
- Mbi 6ng dugc han kin riéng, cung véi tai hit am dé duy tri d6 4m <
2%, nham dam bao do 6n dinh lau dai cta san pham va dé dang luu trit

5x50 Khoanh/ Hop

443

Doripenem 10ug

Khoanh gidy Doripenem nong d6 10pug

San pham dap ung cic quy dinh cta Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Sy thay ddi theo 16, do 4m va néng d6 dugc thir nghiém béng cach s
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy duoc danh dau trén
ca hai mat béng ma chit va sd nham xéc dinh loai khang sinh va n6ng do
- Mbi dng duge han kin riéng, cting véi tai hit am dé duy tri d6 am <
2%, nhdm dam bao do 6n dinh lau dai cua san phém va dé dang luu trit

5x50 Khoanh/ Hop

444

Doxycycline Hydrochloride 10ug

Khoanh gidy Doxycycline nong do 30ug

San pham dap ung cac quy dinh ctia Chi thi EC 98/79/EC va duoc dan
dau hop quy lién quan UKCA

Su thay ddi theo 16, d6 4m va néng d6 duogc thir nghiém bé‘mg cach sur
dung thong s6 ki thuat vé ndng d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chudn

- Khoanh gidy c6 dudng kinh 6mm. Cac khoanh gidy dwoc danh dau trén
ca hai mat bang ma chir va sb nhdm xac dinh loai khang sinh va ndng do
- Mbi éng dugc han kin riéng, cing véi tai hiat 4m dé duy tri do6 4m <
2%, nhim dam bao do 6n dinh 1au dai cia san phdm va d& dang luu trit

5x50 Khoanh/ Hop

445

Co-Trimoxazole COT 25 mcg

Khoanh gidy Trimethoprim/Sulfamethoxazole 1:19 ndng d6 25ug
Séan pham dap ung cac quy dinh cua Chi thi EC 98/79/EC va dugc dan
dau hop quy lién quan UKCA

5x50 Khoanh/ Hop
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Sy thay doi theo 16, d6 4m va nong d6 duogc thir nghiém bang cach sir
dung thong s6 ki thuat vé nong d6 khang sinh tir 90% dén 125% so véi
ndng do tiéu chuin
- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy dugc danh déu trén
c4 hai mat bang ma chir va sb nham xac dinh loai khang sinh va ndng do
- Mdi 6ng duge han kin riéng, ciing véi tii hit am dé duy tri do 4m <
2%, nhim dam bao d6 6n dinh 1au dai cia san phdm va dé dang luu trir
Maoi truong thtr nghiém nhay cam khang sinh
Thanh phan (g/1): Beef, dehydrated infusion from 300.0, Casein
hydrolysate 17.5, Starch 1.5, Agar 17.0
446 Maéi trudng 1am khang sinh d6 pH: 7.3 £0.1 tai 25°C Hop 500g
Béo quan: 10-30°C
bong goi: Hop/500g
- Pap ung tiéu chuan IVD hoic twong duong
Mot moi trudong chon loc phan biét dac biét gitra coliforms va cac vi
khuén khong 1én men lactose véi su trc ché cua vi khuan Gram duong.
Moi truong chon loc phan biét Thanh phan (g/1): Peptone 20.0, Lactose 10.0, Bile salts No.3 1.5,
447 coliforms va cac vi khuén khong 1én | Sodium chloride 5.0, Neutral red 0.03, Crystal violet 0.001, Agar 15.0 500 g/hop
men lactose vdi su re ché cia vi pH: 7.1 £0.2 tai 25°C ;
khuan Gram duong Béo quéan: 10-30°C
Pong goi: Hop/500g
- Pép (g tiéu chuin IVD hodc tuong duong
Maéi trudng thach mau 1a méi truong da niang duoc ding dé tang sinh cac
vi khuan gay bénh va khong gy bénh.
Thanh phan (g/1): 'Lab-lemco’ powder 10.0, Peptone Neutralised 10.0,
448 Mbi truong pha ché thach mau ;c_)'d I;”g ih(:.oznde 5.0, agar 15.0 500 g/hdp
Bao quén: 10-30°C
Pong goi: Hop/500g
- Pap tmg tiéu chuén IVD hodc trong dwong
Maéi trudng dinh dudng cao ding cho nudi cdy streptococci, Neisseria va
nhitng vi khuin kho moc khac.
Moi truong ndo tim nudi cdy vi sinh Thanh phan (g/1): Brain infusion solids 12.5 , Beef heart infusion solids
449 5.0, Proteose peptone 10.0 , Glucose 2.0, Sodium chloride 5.0 , 500 g/hop

vat kho moc

Disodium phosphate 2.5
pH: 7.4 £0.2 tai 25°C
Bao quén: 10 - 30°C
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bong goi: Hop/500g
- Pap ing ti€u chuan IVD hoac tuong duong

450

Moi truong tao mau cay ti€u

Mot méi truong nudi cdy sinh mau dé dinh danh va phan biét tat ca cac
vi sinh vat chinh gy nhiém tring duong tiét niéu (UTIs).

Thanh phan (g/l): Peptone 15.0, Chromogenic mix 26.3 , Agar 15.0
pH: 6.8 £ 0.2 tai 25°C

Bao quén: 10-30°C

Pong goi: Hop/400g

- Pap tmg tiéu chuén IVD hodc twong dwong

400 g/hop

451

M0i truong nudi ciy ndm

Mbi truong pH axit dé phan 1ap ndm da, cac loai nam va nim men khac
- Thanh phan (g/1): Mycological peptone 10.0, Glucose (dextrose) 40.0,
Agar 15.0

-pH 5.6 £0.2 tai 25°C

- Bong gobi: Hop/500¢g

- Pap tng tiéu chuan IVD hoic twong duong

500 g/hop

452

Moi truong chon loc phan biét dé
phéan lap Candida

Maéi trudng phan biét chon loc nham gitp phan l4p nhanh va dinh danh
cac chung Candida c6 y nghia lam sang.

Thanh phan (g/l): Peptone 4.0 , Chromogenic mix 13.6 , Agar 13.6

pH: 6.0 0.2 tai 25°C

Béo quan: 10 - 30°C

Pong goi: Hop/500g

- Pap tmg tiéu chuén IVD hoic twong dwong

500 g/hop

453

Moi trudng chon loc phan biét dé
phén lap Salmonella va Shigella

Maéi trudng chon loc phan biét dung dé phan 1ap Salmonella va cac
chung Shigella tir bénh pham 1dm sang va thuc pham

- Thanh phan (g/1): 'Lab-Lemco’ powder 5, Peptone 5, lactose 10, Bile
salts 8.5, Sodium citrate 10, Sodium thiosulphate 8.5, Ferric citrate 1,
Brilliant green 0.00033, Neutral red 0.025, agar 15

bong goi: Hop/500g

Hang hoa la san pham IVD hojc tuong duong

500 g/hop

454

Moi truong phan 1ap chon loc Vibrios
gay bénh

- Mdi truong phan 1ap chon loc cac Vibrio gdy bénh

- Thanh phan (g/1): 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

- pH 8.6 £ 0.2 tai 25°C

- Bong goi: Hop/500¢g

- Pap tmng tiéu chuén IVD hodc twong dwong

500 g/hop
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455

Mau ctru

Mau ctru v6 trung khir soi huyét, khong st dung chat chong dong, hong
cau do tuoi, ti 16 hdng cau >50% dung bo sung pha ché cac loai moi
truong nudi ciy

bong goi: 100mL/chai

San pham dugc san xuét trong phong sach dat tiéu chuén ISO Class 1000
hoéc tuong duong

Chai 100mL

456

Khay thir xét nghiém dinh tinh khang
nguyén Rotavirus

- Phat hién khang nguyén Rotavirus nhém A trong mau phan ctia nguoi.
- Do nhay: 100%; D¢ dac hiéu: 100% so véi PCR va ELISA; danh gia
trén 238 mau lam sang

- B§ chinh xac 100%, d6 tai lap 100%

- Gi6i han phat hién Rotavirus nhom A xap xi 2 x 1076 ~ 1.15 x 1076
PFU/mI

- Khong phat hién trén méu tring

- Vach hién thi mau tim trén mang cua khay thtr chua sir dung sé bién
mat sau khi st dung

- Pong goi ting test trong tii nhém riéng biét, c6 goi hut 4m cho ting
test

- Chitng hoang dan khong anh huéng dén két qua xét nghiém. Khong bi
nhidu boi cac miu m& mau, tan huyét, BSA, Mucin, Mau toan phan.
Tiéu chuin chat lugng ISO 13485; CE; IVD; EU FSC hoac tuong duong
Phan loai B

Hop 25 test

457

Khay thir xét nghiém dinh tinh khang
nguyén vi rat hop bao ho hap (RSV)

- Phét hién dinh tinh khéang nguyén RSV c6 trong tim bong ty hau hodc
dich rtra / dich hut ty hau tir bénh nhan cé triéu chtig nhiém tring
dudng ho hap do vi rut.

- Cung cép bao gdm chiing am, chimg duong

- Pong gbi timg test trong i nhom riéng biét, c6 gbi hiit am cho timg
test

- Bd nhay: 92.45%; D¢ dac hi¢u: 98.44% so voi RT-PCR danh gia trén
181 miu bénh phdm

- D6 chinh xac 100% ddi véi RSV A va RSV B

- Gi6i han phat hién: 1.78 x 10°4 TCID50/ml dbi v6i RSV A va 1.35 x
1073 TCID50/ml véi RSV B.

- Khong c6 phan tmg gay nhiéu véi Ibuprofen, Acetaminophen,
Hemoglobin, Bilirubin, Ciprofloxacin, Promethazine

Tiéu chuan chat luong ISO 13485; CE; IVD; EU FSC hodc twong dwong
Phan loai C

Hop 25 test

458

Khay thur xét nghiém dinh tinh khang

- Phét hién nhim cum tir miu tim béng mili, tim bong ty hiu hodc mau

Hop 25 test
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nguyén vi rat cm A, cim B

hut/rira dich ty hau, x4c dinh su ton tai cia vi rat cim typ A va typ B.

- B¢ nhay 1am sang: 93.05% so v6i PCR danh gia trén 454 mau lam sang
- Bo dic hiéu 1am sang: 99.52% so v6i PCR danh gia trén 454 mau lam
sang

- Gi6i han phat hién: 2.50 x 10"3 TCID50/mL véi Cim A (HIN1), 1.55
x 1073 TCID50/mL v&i Cum A (H3N2); 1.30 x 10°3 TCID50/mL véi
Cim B (Pai Loan).

- Cung cép kém chtng am, chimg dwong

- Chimg hoang dan khong c6 anh huéng dén két qua xét nghiém.

- Phat hién cac chung: 19 type phu HIN1 bao gdm HIN1pdm; 15 type
phu H3N2; H2N2; H3N8; H5N1; H5N3; H7N3; H7NO;

- Phat hién 17 type phu virus Cum B.

'~ Khong c6 phan tmg chéo véi 61 mau vi sinh vat.

- Thanh phan chinh: trén mang: T1 cap: mAb anti-influenza B; T2_cap:
mADb anti-influenza A; C_cap: mAb anti-Chicken IgY; Pém vang:
T1_det: mAD anti-influenza B-gold; T2_det: mAb anti-influenza A-gold;
C_det: Chicken IgY-gold

Tiéu chuin chét luong ISO 13485; CE; IVD; EU FSC hoac tuong duong
Phan loai C

459

Khay thir xét nghiém dinh tinh khang
nguyén NS1 cua vi rat Dengue

- Phat hién cac khang nguyén NS1 cua vi rat Dengue trong huyét thanh,
huyét trong hodc mau mau toan phan ngudi

- B nhay tuong quan: 92,42 % (183/198) so voi RT-PCR

- B¢ dac hiéu tuong quan: 98,7% (222/225) so v6i RT-PCR

- B chinh xac 100%

- Gidi han phat hién (Déi véi Den-1, 2, 3, 4) la: 3,9 ng/ml

- C6 thé phat hién dugc tat ca 4 type Dengue bao gom: Dengue type 1, |1,
", v

- Khong phan tng chéo vai Flavivirus, Bénh s6t rét, CMV, EBV,
Varicella zoster virus, Parvovirus B19

- Khong c6 phan tmg gay nhidu véi EDTA, Heparin, Sodium citrate,
Hemoglobin, Human Albumin, Ribavirin, Doxycycline hydrate, Aspirin,
Ciprofloxacin, Quinine, Ibuprofen, Acetaminophen.

- Ching hoang dan, miu m& mau va miu c6 chira yéu t6 dang thap
khong anh huong dén két qua xét nghiém

Tiéu chuan chat luong ISO 13485; CE; IVD; EU FSC, FSC Uc hoic
tuong duong

Phan loai C

Hop 25 test




STT

Tén hang héa

Yéu chu k§ thuit hodc twong dwong

Quy cach dong géi

460

Khay thir xét nghiém dinh tinh khang
the IgM, IgG khang vi rat Dengue

- Phat hién dinh tinh va phén biét cac khang thé IgM/IgG chéng lai vi rat
sot xuat huyét trong huyét thanh, huyét twong hodic mau mau toan phan
nguoi

- Do nhay tuong quan: 97.4 % (d6i v6i Dengue IgM); 97.2% (d6i véi
Dengue IgG) so véi ELISA, danh gia trén tong s6 437 mau lam sang

- P9 dic hiéu tuong quan: 96.6% (d6i voi Dengue IgM); 96.2% (dbi voi
Dengue IgG) so voi ELISA, danh gia trén tong s6 437 miu 1am sang

- Do chinh xac 100%

- Gidi han phat hién 3,9 ug/ml véi Dengue IgM/IgG

- C6 thé phat hién duoc tat ca 4 type Dengue bao gom: Dengue type I, 1,
", v

- Khong phan g chéo voi Flavivirus, Bénh sbt rét, CMV, EBV,
Varicella zoster virus, Parvovirus B19

- Khay thir dugce déng géi timg tai riéng 18, c6 gbi hut am. Bo kit cung
cép bao gdm khay thir xét nghiém, dung dich dém, 6ng ldy mau ding 1
lan.

Tiéu chudn chat lugng ISO 13485; CE; IVD; EU FSC, FSC Uc hoic
tuong duong

Phéan loai C

Hop 25 test

461

Khay thir xét nghiém dinh tinh khang
thé khang giang mai

- Xét nghiém mién dich sic ky nhanh dé phat hién dinh tinh khang thé
khang giang mai tir huyét thanh, huyét trong hodc méu toan phan ngudi.
- b6 nhay: 100% (56/56), do dac hi¢u 99.1% (443/447) so v6i TPHA

- Khong phéan tng chéo véi HBV, HIV-1, HCV

- Béo quén: 2-40 d6 C

- Vach thir phit Syphilis tai tb hop p17; Vach chung: khang thé don
dong khang Syphilis p17

- Phan loai D

- Pat tiéu chuén ISO 13485, CE-IVD hoic tuong duong

Hop 25 test

462

Khay thir xét nghiém dinh tinh tat ca
céc khang thé dic hi¢u véi HIV-1 bao
gom nhém phy O va HIV-2

- Phat hién dinh tinh tit ca cac khang thé dic hiéu véi HIV-1 bao gdbm
nhoém phu O va HIV-2 trong mAu huyét thanh, huyét twong hoic mau
toan phan mao mach va tinh mach nguoi.

- D6 nhay 100% (200/200), d6 ddc higu 100% (1750/1750) d6i voi HIV-
1vaHIV-2

- By xét nghiém bao gdm khay thir ( trong timg thi riéng 1¢), dng mao
dan, dung méi xét nghiém, kim chich, bong con

- Thanh phan chinh: Vach thir T1: protein tai to hop gp41 ciia HIV-1 va
HIV-1 phan nhém O; Vach thu T2: gp36 cua HIV-2

Hop 25 test
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- Bdo quan: 2-40 d6 C

- Nam trong danh sach WHO PQ.

- Pat ISO 13485 hodc twong duong
- Phan loai D

463

Khay thtr xét nghiém dinh tinh cac
khéng thé dac hiéu do6i véi HCV

- Phét hién dinh tinh cac khang thé dic hiéu dbi véi HCV trong huyét
thanh, huyét tuong hodc mau toan phan nguoi.

- Do nhay: 100%, Do dac hi¢u: 97.67%

- Khéng bi anh huéng boi: mau toan phan cta phu nit mang thai

- Bao quan: 2-40 d6 C

- Nam trong danh sach WHO PQ

- Kit thtr 6n dinh 13 tun ¢ nhiét d6 55+1°C

- Thanh phan chinh: Vach thir: Khang thé don dong khang IgG; Pém

lién hop: Khang nguyén HCV NS3/NS4/NS5/13i tai to hop - keo vang
- C6 thé phat hién khang thé khang HCV genotype5

- PBat ISO 13485 hodc tuong duong

- Phan loai D

Hop 25 test

464

Khay thtr xét nghiém dinh tinh khang
nguyén bé mat virus viém gan
B(HBsAQ)

Phat hién dinh tinh khang nguyén bé mat virus viém gan B( HBsAg) ¢
mit trong huyét thanh, huyét trong hodc mau toan phan. Khong can
dung dich dém (lg Buffer).

Do nhay: 100% (43/43), d6 dac hiéu: 100% (162/162) so véi CLIA. On
dinh 8 tudn tai 55 +/-10C . D¢ chinh xac 100%. Bao quan: 2-40 d6 C
Khong phéan tng chéo véi: HIV, HCV

Khong c6 phan g gy nhidu v6i: mau toan phan ciia phu nit mang
thai,mau c6 ndng do protein phan tng C ting cao.

-Thanh phan chinh: Vach thir: khang thé don dong khang HBs; Vach
chimg: khang thé don dong khang IgY-ga

Ham lugng:

- Gi6i han phat hién: phat hién dwoc HBsAg tir ndng d6 0.01562 pg/ml
- PBat ISO 13485 hodc tuong duong

- Phan loai D

Hop 25 test

465

Kit xét nghi¢m Elisa phat hién Giun
luon rudt Strongyloides stercoralis

Xét nghiém mién dich dinh tinh dé phat hién khang thé khang
Strongyloides

Loai mau: huyét thanh/huyét trong

Tbng thoi gian G 20 phut & nhiét do phong

Doc két qua ¢ budc song 450/620-650 nm

Do nhay: 100%

b déc hiéu: 100%

Hop 96 test
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466

Kit xét nghiém Elisa phat hién Giun
diia cho Toxocara

Xét nghiém mién dich enzyme ban dinh luong dé phat hién cac khang
thé voi Toxocara

Loai mau: huyét thanh/huyét trong

Téng thoi gian G 20 phat & nhiét dd phong

Doc két qua & budc song 450/620-650 nm

Do nhay: 87.5%

Do déc hiéu: 93.3%

Hop 96 test

467

Kit xét nghiém Elisa phat hién San 1a
gan 16n Fasciola

Xét nghiém ding dé sang loc dinh tinh khang thé IgG trong huyét thanh
cua Fasciola

Loai miu: huyét thanh

Tong thoi gian & 20 phut & nhiét d6 phong

Doc két qua ¢ budc song 450/620-650 nm

Do nhay: 100%

Do déc hiéu: 100%

Hop 96 test

468

Kit xét nghiém Elisa phat hién San
dai heo Cysticercosis

Xét nghiém ding dé sang loc dinh tinh khang thé IgG trong huyét thanh
dbi v6i Taenia solium

Loai mau: huyét thanh

Tbng thoi gian G 20 phut & nhiét do phong

Doc két qua & bude song 450/620-650 nm

Do nhay: 88%

Do déc hiéu: 96%

Hop 96 test

469

Kit xét nghiém Elisa phat hién San
dai ch6 Echinococcus

Xét nghiém ding dé sang loc dinh tinh khang thé IgG trong huyét thanh
cua Echinococcus sp

Loai mau: huyét thanh

Tong thoi gian G 20 phut & nhiét d6 phong

Doc két qua ¢ budc song 450/620-650 nm

Do nhay: 97.9%

Do dac hiéu: 91.7%

Do 6n dinh: tir 2-8°C trong 12 thang

Hop 96 test

470

Kit xét nghi¢m Elisa phat hi¢n Séan 14
gan nhé Clonorchis

Xét nghiém mién dich enzym ban dinh lugng dé phat hién cac khang thé
v6i Clonorchis

Loai mau: huyét thanh/ huyét tuong

Tbng thoi gian G 50 phut & nhiét do phong

Doc két qua & bude song 450/620-650 nm

Do nhay: 100%

Do dac hiéu: 92%

Do 6n dinh: tir 2-8°C trong 12 thang

Hop 96 test
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471

Test nhanh chin doin HIV

Phat hién tat ca cac type khang thé (IgG, IgM, IgA) dic hiéu voi virus
HIV-1 gdm type phu O va HIV-2 bang su hinh thanh vach rd rang (3
vach) va phan biét trong mau huyét thanh, huyét trong va mau toan
phan.

- Nhay véi IgM trong giai doan nhiém bénh sém
- B§ nhay: 100%; D¢ dac hiéu: 99.8%.

- 1 test thir bao gdm: Phirc hgp vang: Khang nguyén HIV-1 gp41, p24,
HIV-2 gp36 tai td hop — chit keo vang (1,0 + 0,2 pg); Vach thu 1:
Khang nguyén HIV -1 tai td hop (gp41, p24) (0,625 + 0,125 pg); Vach
thir 2: Khang nguyén HIV -2 tai to hop (gp36) (0,5+0,1ug); Vach chimg:
Huyét thanh dé c6 khang thé HIV (0,75 + 0,15 pug).

- Thoi gian tra két qua: 10 — 20 pht
- Thé tich mau sir dung: huyét thanh/huyét twong: 10 uL; mau toan
phan: 20ul
- Nhiét 6 bao quan: 1 —30 °C
- Khong c6 phan tig chéo voi cac mau thim tich méau, mau rdi loan
d6ng mau, mau dwong tinh véi khang thé khang HCV va mau mau phu
n{t mang thai.

- L6 10 test thir duge dong trong ti gidy bac riéng biét
- Puoc ban hanh trong Huéng din Quan Ly, Diéu tri va chim soc
HIV/AIDS ctia BYT hién hanh.

- Puoc dénh gia boi USAID, duoc ban hanh trong Khuyén céo phwong
cach xét nghiém chan doan HIV qudc gia nim 2020 cta Vién vé sinh
dich té trung wong.

- Thudc Danh muc xét nghi€ém nhanh theo Chinh sach dam bao chét
lwong ciia Quy toan cau

Hop 100 Test

472

Khay thu xét nghiém dinh tinh khéng
thé khang HIV

Phat hién tat ca cac type khang thé (IgG, IgM, IgA) dic hiéu véi virus
HIV-1 gdm type phu O va HIV-2 bang sy hinh thanh vach rd rang (3
vach) va phan biét trong mau huyét thanh, huyét twong va mau toan
phan.

- Nhay véi IgM trong giai doan nhiém bénh sém

- D6 nhay: 100%; D¢ dac hi¢u: 99.8%.

- 1 test thir bao gom: Phirc hgp vang: Khang nguyén HIV-1 gp41, p24,
HIV-2 gp36 tai t6 hop — chat keo vang (1,0 + 0,2 pg); Vach thir 1:
Khang nguyén HIV -1 tai to hop (gp41, p24) (0,625 £ 0,125 ug); Vach
thir 2: Khang nguyén HIV -2 tii to hop (gp36) (0,5+0,1pg); Vach ching:
Huyét thanh dé c6 khang thé HIV (0,75 £ 0,15 ug).

Hop 100 Test
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- Thoi gian tra két qua: 10 — 20 pht
- Thé tich mau sir dung: huyét thanh/huyét twong: 10 uL; mau toan
phan: 20ul
- Nhiét d6 bao quan: 1 —30 °C
- Khéng c¢6 phan tmg chéo véi cac mau thdm tich mau, mau rdi loan
d6ng mau, mau duong tinh véi khang thé khang HCV va mau mau phy
nit mang thai.

- L6 10 test thir duge dong trong ti gidy bac riéng biét
- Puoc ban hanh trong Huéng dan Quan Ly, Piéu tri va cham soc
HIV/AIDS ctia BYT hién hanh.

- Puoc danh gia boi USAID, dugc ban hanh trong Khuyén cdo phuong
cach xét nghiém chan doan HIV quéc gia nam 2020 cua Vién vé sinh
dich té trung wong.

- Thudc Danh muyc xét nghiém nhanh theo Chinh sach dam bao chat
luong ciia Quy toan cau
- Phat hién dinh tinh khang nguyén HBsAg trong mau huyét thanh, huyét
trong ngudi, pht hop dé st dung trén miu phu nir mang thai.

- D6 nhay: 100% (Khoang tin cdy 96.2 - 100%); P dac hi¢u: 100%
(Khoang tin cdy 97.9 - 100%)

- Thanh phan:

+ Phirc hop vang: Khang thé don dong chudt khang HBs- keo vang
(0.026 £0.008 pg),

keo vang - IgY ga (0.032 +0.009 pg)

+ Vach thir: Hon hop khang thé don dong chudt khang HBs (0.44
+0.088 pg) ]

473 Khay thit xét nghiém dinh tinh HbsAg + Vach chung: Khang thé don dong chudt khang ga IgY (0.48 + 0.096 Hop 30 Test

Hg)

- Thoi gian tra két qua: 20 phit

- Thé tich mAu str dung: huyét thanh/huyét twong: 100 pL; Khong can
sir dung dung dich dich dém cho mau mau huyét thanh, huyét trong.
- Nhiét d6 bao quan: 1 — 30 °C

- Khong cé phan ung chéo véi cac mau HCV, HAV, CMV, EBV,
Parvovirus, HIV, VZV, Syphilis, Rubella, HTLV va HSV.

- Kit thir 6n dinh it nhat 20 tuan khi dé & nhiét do 55°C

- Ngudng phat hién: 2 IU/ml

- Thir nghiém chat gay nhidu: 17 loai chat c6 kha nang gay nhiéu
(Rheumatoid factor, Bilirubin, Hemoglobin, Triglycerides,
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Metronidazole, Mefloquine, Quinine,Primaquine, Pyrimethamine,
Ritonavir, Tenofovir disoproxil fumarate, Entecavir, Isoniazid (INH),
Aspirin, Paracetamol, Biotin, Caffeine) khéng gay nhiéu cho san pham.
- Pat ti€u chuan: ISO hodc tuong duong
- Phat hién khang thé dic hiéu khang HCV trong mau huyét thanh, huyét
tuong, mau toan phan nguoi. Bugc thiét ké d¢ sir dung trong quan thé c6
ty 1¢ nhicm HCV cao hodc nhiing ngudi ¢6 tién str phoi nhiem/hanh vi
nhiém HCV bao gom ca phy nit mang thai.
- D6 nhay: 100%; DB dac hi¢u: 99.4% (so vdi xét nghiém xac nhan su
dung RT-PCR) )
- 1 test thir bao gdm: Phirc hop vang: Protein A — chat keo vang
(1,0£0,2 pg), vach thir: Khang nguyén HCV tai to hop (161, NS3, NS4,
Khay thtr xét nghiém dinh tinh khang | NS5) (1,5+0,3 pg), vach chirng: Globulin mién dich dé khdng nguoi n
ara thé khang HCV (2.0£04pg) Hop 100 Test
- Thoi gian tra ket qua: 5 — 20 phat
- Thé tich mau str dyng: 10ul
- Nhiét d6 bao quan: 1 — 30 °C : i
- Khong c6 phan tng chéo véi cac mau Khang thé HBs, CMV, HIV,
Giang mai, Xoan khuan Borrelia burgdorferi, EBV, HTLV, Ky sinh
trung Toxoplasma, Chlamydia, HBsAg, Cim, Trypanosoma cruzi I /11
- Kit thur On dinh it nhat 4 tuan khi d€ ¢ nhiét do 55+1°C
- Pat ti€u chuan: ISO hodc tuong duong
475 Test thir ndng d6 trc ché tdi thiéu Thanh nhya méng chtra khang sinh Vancomycin ndng d6 0,016-256 Hép 30 thanh
(MIC) khéng sinh Vancomycin pg/ml, dong ting thanh riéng ré P
476 Test thir ndng do trc ché tbi thiéu Thanh nhya méng chira khang sinh Ceftazidime nong d6 0,016-256 Hép 30 thanh
(MIC) khéng sinh Ceftazidime pg/ml, dong ting thanh riéng ré P
Test thi nong do ue Che (0i thieu Thanh nhya mong chtra khang sinh Amoxicillin/clavulanic ndng do n
art (MIC) khang sinh 0,016-256 pg/ml, dong timg thanh riéng ré Hop 30 thanh
Amoxicillin/clavulanic acid (2/1) ’ Hg/mi, dong tung &
478 Test thir ndng do we ché tbi thiéu Thanh nhya méng chita khang sinh Imipenem néng d¢ 0,002-32 pg/ml, Hép 30 thanh
(MIC) khéng sinh Imipenem dong tung thanh riéng ré P
Test thir ndng do tre ché tdi thiéu ‘, i N R
479 (MIC) khang sinh Meropenem Thanh nhya méng chtra khang sinh Meropenem néng d6 0,002-32 pg/mi Hop 30 thanh
480 Test thir ndng d6 trc ché tdi thiéu Thanh nhya méng chira khang sinh Trimethoprim/sulphamethoxazole Hép 30 thanh

(MIC) khang sinh

nong d6 0,002-32 pg/ml, dong timg thanh riéng ré
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rimethoprim/sulfamethoxazole (1/19

- Dung dich acid Periodic 1%, dang long, trong, khong mau, khong mui

- b6 hoa tan: Hoa tan trong nudc.
481 Acid Periodic - Thanh phan gom cé: Chai 500ml

- Nuédce: >98%

- Periodic Acid: <2%

- Dung dich nhuém hematoxyline harris, khong c¢6 thanh phan mudi thuy

. ngan clorit, 6 mau tim dam, d6 pH: 2.3-2.5 .

482 Hematoxylin - Thanh phan gom cé: Nudc; Hematoxylin; Muoi nhom; Select Glycols; chai 1000ml

Select Acid; Select Preservative'

Khong chira Xylol, khong chtra toluen va cac hydrocacbon thom khac,

Khoéng doc hai, Khong bi anh hudng béj nhiét, anh sang, d6 am va tia
483 Mounting medium UV, Khong bi oxy hda, phai mau hodc 0 vang theo thoi gian va khong 500 ml/ chai

gdy hiéu ing loang mau, Bao quan khong gidi han cac ché pham mo hoc

va t€ bao hoc. Chai 500ml

Hop chat parafin tinh khiét va polyme nhua

- Khéng chira dimethyl sulfoxide (DMSO) |

- Cat ém ai, giam thi€u luc nén va pha vd t€ bao

. £ - P9 day cat giam xubng con 2 um . N

484 Parafin hat tinh khiét - Hinh dang hat ngoc trai tién loi ‘ Tai 2kg, thung 10kg

- Dai nhiét d¢ rong tir 56°C dén 58°C cho ban lua chon. Ihénh phan:

Paraffin Wax 95-97%, polymer 3-5%. Ty trong tuong doi (¢ 15) 0,83-

0,86 g/cm3
485 Kit khang thé Cytokeratin 7 Khéng thé 1, 1o 0,1ml, ti 1¢ pha loang 1:100- 1:500 Lo 0,1ml
486 Kit khang thé TTF-1 Khang thé 1, 1o 0,1ml, ti 1 pha lodng 1:100- 1:500 Lo 0,1ml
487 Estrogen Receptor Khang thé 1, o 0,1ml, ti 1& pha loang 1:50-1:200 Lo 0,1ml
488 ProgesterolReceptor Khang thé 1, 1o 0,1ml, ti 1¢ pha loang 1:25-1:100 Lo 0,1ml
489 Kit khang thé Ki-67 Khang thé 1, 1o 0,1ml, ti 1& pha lodng 1:100- 1:500 Lo 0,1ml
490 Kit khang thé Cytokeratin 19 Khéng thé 1, 1o 0,1ml, ti 1& pha lodng 1:100-1:500 Lo 0,2ml
491 Kit khang thé CD117 Khang thé 1, 1o 0,1ml, ti 1 pha loang 1:100- 1:500 Lo 0,1ml
492 Kit khang thé Synaptophysin Khéng thé 1, 1o 0,1ml, ti 1¢ pha loang 1:100- 1:500 Lo 0,1ml
493 Kit khéng thé PSA Khéng thé 1, 1o 0,1ml, ti 1¢ pha loang 1:50-1:200 Lo 0,1ml
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494 Kit khang thé Cytokeratin 5&6 Khéng thé 1, 1o 0,1ml, ti 1¢ pha lodng 1:50-1:200 Lo 0,1ml
495 Kit khang thé myosin Khéng thé 1, 1o 0,1ml, ti 1¢ pha lodng 1:100-1:500 Lo 0,1ml
496 Kit khang thé Vimentin Khang thé 1, 1o 0,1ml, ti 1¢ pha lo&ng 1:100- 1:500 Lo 0,1ml
497 Kit khang thé LCA (CD45) Khang thé 1, 1o 0,1ml, ti 1¢ pha loang 1:100- 1:500 Lo 0,1ml
498 Kit khang thé CD5 Khang thé 1, 1o 0,1ml, ti 1& pha lodng 1:25-1:100 Lo 0,1ml
499 Kit khang thé CD10 Khang thé 1, 1o 0,1ml, ti 1& pha lodng 1:10- 1:50 Lo 0,1ml
500 Kit khang thé CD79a Khang thé 1, 1o 0,1ml, ti I¢ pha loang 1:100- 1:500 Lo 0,1ml
501 Kit khang thé Cyclin D1 Khéng thé 1, 1o 0,1ml, ti 1¢ pha loang 1:100- 1:500 Lo 0,1ml
502 Kit khang thé Bcl6 Khang thé 1, 1o 0,1ml, ti 1¢ pha lo&ng 1:100- 1:500 Lo 0,1ml
503 Trilogy 20x conc 200 ml Dung dich bdc 16 khang nguyén, lo 200ml, ¢6 dic 20 lan Lo 200ml
504 HRP HiDef 2-StepKiF;0Iymer Detection B6 khang thé hai va khuéch dai, bo gdm 2 lo 50ml thuc hién 500 test B6 2 1o 50ml
505 DAB Kit 3ml DAB/50mI Buffer | Bo dung dich hién thi mau, bo gom 2 lo 3ml & 50ml thyc hién 500 test B6 2 lo 3ml/50ml
506 TBS IHC Wash Buffer+ Tween, 20X | 1 o dich dém rira hoa md midn dich, lo 200ml, ¢6 déc 20 lin Lo 200ml

conc 200ml
507 Dung dich .deAph? loa.ng khang the 1 Dung dich dé pha loang khang thé 1, lo 200ml Lo 200ml
loai ¢6 dac Diamond

508 Peroxide block Dung dich khir men ndi sinh, 19 200ml Lo 200ml
- Ung dung: dung khir calxi trong xuong.

509 Dung dich khtr Canxi — Decalcifier | - Dung dich dang long khong mau, d6 PH<2 Chai 1000 ml
- Thanh phan gom c6: Acid Nitrit 5% va Nudc
Hon hop dic biét ctia isoparaffinic va hydrocarbon béo thay thé cho cac

. chat 1am sach thom phti hop cho céc img dung cho mo bénh hoc va té

510 Clear rite3 bao hoc. Khong cé goc benzene, rat it mui. Thanh phan: Hydrotreated Can 5000m|
heavy 57-63%; Naphtha, light alkylate: 37-43%
Formol 10% pha san trong dung dich dém c6 pH 6.8 -7.2, sir dung cho
co dinh be::nh phém tuoi.

511 Formaldehyte Thanh phan gom c6: Sodium phosphate dibasic 1.5%, Sodium phosphate Can 5000ml

monabasic 0.4%, Methanol 1.2%, Formaldehyde 3.7%, Water 93.2%.
Ty trong 1,00-1,03g/ml, tan trong nudc
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512

Giém sa me

Nhudm Giemsa duoc sir dung chu yéu trong nhuém mau va phét té bao
tiy xuong.

Do pha lodng khuyén nghi 1:10 hodc 1:15 trong dung dich dém Sorensen
phosphatepH 6,5-6,8

Methanol:<50%

Glycerol: < 25%

Ethylene Glycol: <25%

chai 1000ml

513

Toluen (xylen)

Xylene 1a tac nhan lam sach, dugc dung dé xu 1y mé va nhudém cac mau
mo hoc va té bao hoc. Xylen c6 kha ning khtr parafin va 1am sach sau
khi khir nudc trong qua trinh nhudém. Xylene c6 thé dugc st dung voi ca
bo xur Iy mé mo va dong. No cling tuong thich véi quy trinh nhuém tha
cong va nhuém mau tu dong

- Tinh chat vat Iy:

- Dung dich long, khong mau, mui Hydrocarbon

- Cong thuc phan tu: 0,740 dn 0,76 5 15,6 ° C

- Diém s6i va Pham vi s6i: 137 C - 140 C

- Trong luong riéng / Mat d6 twong ddi: 0.865- 0.875

- Téc d6 bay hoi: 0,8 (BuAc = 1)

- B nhot: <0,9 mm2 /s

- Nhiét d6 tu bdc chay: 463 C

- Thanh phan gom c6:

- Xylenes (0-, m-, p- isomers): 80-95%

- Ethylbenzene: 5-20%

Can 3800ml

514

chat xir 1y té bao

Hon hop dic biét cua isoparaffinic va hydrocarbon béo thay thé cho cac
chat 1am sach thom phut hop cho cac g dung cho mé bénh hoc va té
bao hoc. Khong c6 gbe benzene, rét it muii. Thanh phan: Hydrotreated
heavy 57-63%; Naphtha, light alkylate: 37-43%

Can 5000ml

515

Kit khang thé P63

Thanh phan: p63; dong: EP174. Khang thé don dong tho, pha loang
trong dung dich d&m 7.5 c6 chira BSA va natri azide 1am chat bao quan;
dang dam dic, ty 1€ pha loang 1:50-1:200; déng g6i: 0,1mL

Lo 0,1ml

516

Kit khang thé CD3

Kh:c'mg thé CD3 dung dich dang dam dac, dung trong nhuém héa mo
mién dich. )
Thanh phan: CD3, trong dung dich 6n dinh protein

Lo 0,1ml

517

Kit khang thé MUM 1

Khéang thé 1 dung cho xét nghiém héa mé mién dich. Clone EP190,
Khang thé dugc pha loang trong Nudc mudi dém photphat, pH 7,2,
v6il% BSA va <0,1% Natri Azide

Lo 0,1ml

518

Schiff reagent

- Ung dung: Str dung trong phan tmg tiéu chuén Acid-Schiff (PAS) cho

Chai 500ml
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chat nhay trung tinh, glycogen, mang day va thanh t& bao nam. Mot két
qua duong tinh tao ra mau do6 / d6 hong sang.

- Tinh chat

- Dung dich nhu¢m Schiff dang 16ng, trong, khong mau hodc vang nhe,
mui dédc trung, tan trong nudc

- Thanh phan gdm cé:

- Nudc 98%; Hydrochloric Acid: <5%; Potassium Metabisulfite: < 4;
C.1. Basic red 9 monohydrochloride <1%

- Qui cach: Chai 500ml

519

Cassette nhura chuyén bénh pham co
nap

Thiét ké mot manh va chot cai cho phép thao tac bang mot tay thuin tién
va giup dong lai nip chic chén trong qué trinh ché bién

- Lam bang vat liéu P.O.M (Poly Acetal), 100% chéng lai phan timg hoa
hoc cua dung mo6i mo hoc

- V6i cac 16 hinh chir nhat c¢6 kich thude 5,0mm x 1,0mm (loai 15 to)

- Vi hai khu vuc ghi nhan 16n trén cadc mat ciia bang cassette va mot
mat ghi nghiéng phia trudc

- B& mit viét trudc 45 © C ¢ thé thich tmg véi hiu hét cac nhan bang
cassette.

- Tiéu chuén ISO 13485 hoic twong duong

Thung 1000 cai

520

Dao cat ti€éu ban

Bing thép khong gi, Dung trong cit mo bénh pham da diic nén. Do sic
bén va do bén duoc tang 1én bdi cong nghé hién dai. Kich thude
80x8x0,25cm goc cat 35 do

Hop 50 cai

521

Kit khang thé Her2/Neu

Khang thé Her2/Neu dung dich dang dam dic, dung trong nhuoém hoa
mo mién dich. i
Thanh phan: HER2 neu, trong dung dich 6n dinh protein

Lo 0,1ml

522

Cloramin B (dang bdt)

Chat bt mau trang. Thanh phan: Sodium benzensulfochlorami (Sodium
N-chlorobenzenesulfonamide).

Thung 25kg

523

Dung dich pha loang

Dung lam chét pha lodng cho méay phén tich huyét hoc

Trang thai vat li: chat long

Mau: khong

Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate anhydrous 0.97%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mé nép: 60 ngay

Pat tiéu chuin ISO13485,CE hodc tuong duong

18L/ Can
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524

Dung dich ni kiém mic thip ding
cho mdy xét nghiém huyét hoc 5
thanh phan bach cau

Dung dé kiém chuan xét nghiém huyét hoc 5 thanh phan bach cau
Trang thai vat li: chat 1ong

Mau: d6 sam

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach ciu mod phong va tiéu ciu cia dong
vat co vu

Nhiét do bao quan: 2 dén 8°C

Do 6n dinh sau khi mé nép: 14 ngay

Dat tiéu chuan 1ISO13485,CE hoic twong duong

Lo 3ml

525

Dung dich noi kiém mirc cao dung
cho may xét nghiém huyét hoc 5
thanh phan bach cau

Dung dé kiém chuan xét nghiém huyét hoc 5 thanh phan bach cau
Trang thai vat li: chat 1ong

Mau: dé sdm

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach ciu mé phong va tiéu cau cia dong
vat c6 vl

Nhiét do bao quan: 2 dén 8°C

D6 6n dinh sau khi mé nép: 14 ngay

Pat tiéu chuin ISO13485,CE hodc tuong duong

Lo 3ml

526

Dung dich ndi kiém mirc thuong dung
cho may xét nghiém hu}(ét hoc 5
thanh phan bach cau

Dung dé kiém chuéan xét nghiém huyét hoc 5 thanh phan bach cau
Trang thai vat li: chat long

Mau: dé sdm

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau mo phong va tiéu cau ctia dong
vat co vu

Nhiét d6 bao quan: 2 dén 8°C

D6 6n dinh sau khi mé nép: 14 ngay

Dat tiéu chuin ISO13485,CE hoic tuong duong

3mL/Lo

527

Dung dich rira cho may xét nghiém
huyét hoc 5 thanh phan Bach cau

Dung 1am chét rira cho may phan tich huyét hoc
Trang thai vat 1y: chat long

Mau: xanh duong

Mui: nhe

Do pH: 8.0 dén 8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.069%

2L/ Can
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Nhiét do béo quan: 1 dén 30°C
Do 6n dinh sau khi mé nap: 90 ngay
Pat tiéu chuan ISO13485,CE hoac tuong duong

528

Dung dich r’L"ra dam dac cho rpéy xét
nghiém huyét hoc 5 thanh phan Bach
cau

Dung lam chét rira cho may phan tich huyét hoc

Trang thai vat 1y: chat long

Mau: vang hoac vang-xanh I4

Mui: kho chiu (clo)

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypochlorite: 6.1%, Sodium hydroxide <0.5%
Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi mé nép: chi dung 1 lan

Dat tiéu chuan 1ISO13485,CE hoic twong duong

3 x 15mL/ Hop

529

Dung dich ly giai mang hdng cu dé
do Hemoglobin

Dung lam chat ly giai cho may phan tich huyét hoc

Trang thai vat Iy: Chat 1ong

Mau: khéng

Mui: nhe

Do pH: 7.0 dén 7.6

Tinh tan: tan trong nudc

Thanh phan: Dodecyltrimethylammonium chloride: < 3.0%,
Cetrimonium chloride: < 0.1%, Citric acid monohydrate: < 2.0%
Nhiét do bao quan: 1 dén 30°C

Do 6n dinh sau khi mé nép: 90 ngay

Pat tiéu chuin 1SO13485,CE hoic tuong duong

250ml/ Can

530

Dung dich ly gidi mang hong cau cho
may xet nghiém huyét hoc 5 thanh
phan bach cau

Dung lam chét ly giai cho may phan tich huyét hoc
Trang thai vat ly: Chat long

Mau: khéng

Mui: khéng

Do pH: 8.0 dén 8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.11%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mé nép: 90 ngay

Dat tiéu chuin ISO13485,CE hodc tuong duong

250ml/ Can

531

Hoa chit dung cho may phén tich
huyét hoc dé hiéu chuan may

Dung dé hiéu chuan may phan tich huyét hoc
Do 6n dinh sau khi mo nap: 7 ngay o
Thanh phan: Hong cau nguoi, bach cau bi kich thich va tiéu cau cia

Lo 2 ml
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dong vat cé vu

Nhiét d6 bao quan: 2 dén 8°C

D6 6n dinh sau khi mé nép: 7 ngay

Dat tiéu chuin ISO13485,CE hodc tuong duong

532

Phin loc cho may huyét hoc

Mat do: 0.9 g/cm3

Dan hdi kéo: 1400 MPa
Do bén kéo: 33 MPa

Hé s6 ubn: 1400 MPa
Do bén udn: 40 Mpa
Nhiét d6 bién dang: 85°C

Hop 10 chiée

533

Cong phan tmg dung trén hé thong
may dong mau ty dong bang phuong
phép do quang

Céng phan tng dung trén hé thong may dong mau tu dong bang phuong
phéap do quang.

+Pong goi: Hop 2400 cuvette (600 dai x 4 cong) Thanh phan: nhya
polystyrene

+ Chung nhan chit luong CE, ISO (13485) hoic tuong dwong

Hop (2400 cuvettes)

534

Hoa chat XN do thoi gian TT danh
cho may phan tich dong mau

Hoa chat ding dé xét nghiém thoi gian ThrombinTime (TT) trong mau
huyét trong ngudi. Dang bot kho va long.

+ Thanh phan ti thiéu chira thrombin c6 ngudn gde tir bo, canxi clorua,
dém.

+ Do 6n dinh sir dung sau khi hoan nguyén (hodc mé nép): hoa chét
Thrombin tdi thiéu tir 15 ngay nhiét do 2-8 do C, tdi thiéu tir 1 ngay
nhiét do 15 do C trén may.

+ Chimg nhan chét lugng CE, ISO (13485) hoic twong dwong

4x2mL+1x9mL

535

Chat chuan dung cho cac XN trén
may phén tich déng mau

Hoa chat ding dé hiéu chuan cho xét nghiém déng mau nhu PT,
Fibrinogen, cac loai yéu t6, yéu t6 Von Willebrand, Antithrombin,
Plasminogen, Plasmin Inhibitor, Protein S, Protein C. Dang dong khé.

+ Thanh phén tdi thiéu: chira huyét twong ngudi. Thoi gian 6n dinh: tdi
thiéu tir 24 gi0o 0 nhiét do 2-8 do C vdi xét nghiém PT, APTT,
Fibrinogen, TT, Antithrombin, Plasminogen, Plasmin Inhibitor, Protein
C va Protein S, t6i thiéu tir 8 gior & nhiét d6 2-8 d6 C véi cac xét nghiém
yéu t6

+ Chirng nhan chét luong CE, 1SO (13485) hoic twong dwong

Hop (10x1mL)

536

Chat kiém chimg mtrc binh thudng
ding cho cac XN trén may phan tich
dong mau

Hoa chat ding dé kiém chuan cho xét nghiém dong mau nhu PT, APTT,
TT, Fibrinogen, cac loai yéu té, yéu 5 Von Willebrand, Antithrombin,
Plasminogen, Plasmin Inhibitor, Protein S, Protein C, Hepatocomplex &
dai do binh thuong. Dang Bot kho.

+ Thanh phén tdi thiéu chtra huyét twong nguoi. Thoi gian 6n dinh tbi

Hop (10xImL)
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thiéu 24 gio vi xét nghiém PT, APTT, Fibrinogen, TT hofc t0i thiéu tir
8 tieng voi xét nghiém Hepatocomplex.
+ Chiing nhén chat lvgng CE, ISO (13485) hodc tuong duong

537

Hoa chét ding dé pha loang trén hé
thong phan tich dong mau

Hoa chét ding dé pha loang xét nghiém chuan may trén may xét nghiém
dong mau. Dang Long.

+ Thanh phén tdi thiéu ¢ chira natri cloride va natri azide.

+ Poéng goi: Hop 100mL

+ Chimg nhan chét luong CE, ISO (13485) hoic twong dwong

Hop (1x100mL)

538

Héa chit dung dich dung dé lam sach
trén h¢ thong may dong mau tu ddng

Hoa chat dung dich ding dé lam sach trén hé thong may déng mau tw
dong.

+ Thanh phan t6i thiéu chira acid chlohydric 100 mmol/L.

+Dong goi: Hop 500mL

+ Chung nhan chat lugng CE, ISO (13485) hoic tuong duong

Hop (1x500mL)

539

Héanchét dung dich dung dé lam sach
va tay nhiém trén h¢ thong may dong
mau ty dong

Hoa chat dung dich dung dé 1am sach va tdy nhiém trén hé thong may
dong mau ty dong.

+ Thanh phan t4i thiéu chira dung dich natri hypoclorit.

+ Dong goi: Hop 80mL

+ Chirng nhan chét luong CE, ISO (13485) hoic twong dwong

Hop (1x80mL)

540

Hoa chat dung dich dung dé xuc rira
trén hé thong phan tich dong mau tu
dong

Hoa chat dung dich dung dé xuc rira trén hé thong phén tich déng mau tu
dong.

+ Thanh phan tdi thiéu chira 2-Methyl-4-isothiazolin-3-one
hydrochloride (MIT HCI).

+ Dong goi: Hop/ Binh 4L

+ Chung nhén chat lugng CE, 1SO (13485) hodc tuong duong

Binh (1x4000mL)

541

Hoa chat ding dé XN dinh luong D-
Dimer, theo phuong phap mien dich
latex trén may phéan tich dong mau

Hoa chat ding dé xét nghiém dinh lugng D-Dimer theo phuong phép
mién dich d6 duc thyc hién trén may xét nghiém dong mau, loai trir kha
ning méc thuyén tic huyét khéi tinh mach (VTE). Ngudng xét nghiém
t6i thiéu tir 500 ng/mL, d¢ nhay ti thiéu tir 99.99%, do dac hiéu trung
binh dat tir 40%, d6 tuyén tinh t5i thiéu thuc 215 - 128000ng/mL (ché
d6 auto rerun) va gia tri tién lugng am tinh (NPV) dat 100%. Hoa chét
kém theo chit dém (hodc chét pha lodng) va chit chuén. Dang Long.

+ Do 6n dinh sir dung sau khi hoan nguyén (hoic mé nép): hoa chét
Latex tdi thiéu tir 30 ngay nhiét do 2-8 do C, tdi thiéu tir 7 ngay nhiét do
15 36 C trén may.

+ Chirng nhan chét lvong CE, ISO (13485) hoic twong dwong

Hop
(3x4mL+3x6mL+2x1mL
)

542

Chat kiém chimg ding cho XN dinh
luong D-Dimer (dv: FEU ng/mL) trén

Hoa chét ding dé kiém chuén cho xét nghiém dinh lvong D-Dimer, gdm
2 murc ndéng do ngudng va nong do bat thudng, thuc hién trén may xét

Hop (5xImL+5x1mL)
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may phan tich déng mau

nghiém dong mau. Dang Long.

+ Thanh phan t6i thiéu chira D-Dimer c6 ngudn gdc tir fibrin ngudi.
Thoi gian 6n dinh: t6i thiéu tir 30 ngay nhiét d¢ 2-8 d9, t6i thiéu tir 24
gi0 nhi¢t do 15 do trén may.

+ Chimg nhan chét lugng CE, ISO (13485) hoic twong dwong

543

Hoa chat do thoi gian APTT danh cho
may phan tich dong mau

Hoa chat dung dé xét nghiém thoi gian APTT

+ Dong gdi kém theo Calcium Chloride. Dang Long.

+ Thanh phan t6i thiéu chira silica keo, phospholipid tong hop, dém va
chat bao quan.

+ P06 6n dinh sir dung sau khi hoan nguyén (hodc mé nép) tbi thiéu tir 30
ngay nhiét d6 2-8 do C, tbi thiéu tir 10 ngay nhiét do 15 d6 C trén may.
+ Chung nhan chit luong CE, ISO (13485) hoic tuong dwong

:Hop
(5x10mL+5x10mL)

544

Xét nghiém dinh lugng yéu t6 VIII
trén may phan tich dong mau

Hoa chat dung dé xét nghiém xac dinh hoat d¢ cua yéu t6 VIII trong mau
huyét twong trén hé théng may d6ng mau tu dong béng phwong phap do
quang co kha nang phat hién cac yéu to tién phan tich (bao gom tan
huyét, mau vang, mau duyc, thé tich mau va cuc dong vi thé). Dang Bot
dong kho.

+ Thanh phan chira huyét trong ngudi da duge 1am nghéo yéu td VIIL
Thoi gian 6n dinh: t5i thidu tir 24 gio ¢ 2 - 8 d6 C, tbi thiéu tir 24 gio &
15 d6 C trén may.

+ Chimg nhan chét lvgng CE, ISO (13485) hoic twong dwong

Hop (10x1mL)

545

Chét kiém chtg mtc bat thuong
thap dung cho cac XN trén may phan
tich dong mau

Hoa chat ding dé kiém chuan cho xét nghiém déng mau nhu PT, APTT,
TT, Fibrinogen, Antithrombin, Protein S, Protein C, Hepatocomplex &
dai do bat thuong thap. Dang Bot kho.

+ Thanh phan t6i thiéu chira huyét twong nguoi. Thoi gian 6n dinh: tbi
thiéu 24 gio v6i xét nghiém PT, APTT, Fibrinogen, TT hodc tdi thiéu tir
8 tiéng vai xét nghiém Hepatocomplex.

+ Chiing nhan chét luong CE, ISO (13485) hoic tuong duong

Hop (10x1mL)

546

Hoa chat do thoi gian PT danh cho
may phan tich dong mau

Hoa chét dé xac dinh thoi gian prothrombin (PT) va dinh lugng
fibrinogen trong huyét twong ngudi trén may xét nghiém dong mau tu
dong. Hoa chét v&i do nhay ISI trung binh dat 1,00. D¢ tuyén tinh voi
Fibrinogen t6i thiéu thudc 60 - 700 mg/dL. Dang Bot kho va chit bao
quan va dém.

+ Thanh phan tdi thiéu chira: yéu t6 mé ngudi tai td hop, phospholipid
téng hop, canxi clorua.

+ P 6n dinh sir dung sau khi hoan nguyén (hodc mé nép) téi thiéu tir 10
ngdy & nhiét d6 2-8 6 C va tdi thiéu tir 10 ngay & 15 d6 C trén méy.

Hop (5x20mL+5x20mL)
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+ Chirng nhén chét lugng CE, 1SO (13485)
Hoéa chat dung dé xét nghiém dinh lugng Fibrinogen-Clauss. Dang Bot
kho.
B 5 ) + 2 A A <R a . . A A \ ) A A ’ A
Hoa chit dung & XN dinh luong jl;hanh phan toi ‘thlAe.u chira: thrombin ngudn goc bo. DJ tuyen tinh toi
o , thiéu 35 mg/dL va t6i da 1000 mg/dL. R
547 Fibrinogen, theo phuong phap Clauss 5 dn dinh st khi hos a0 (hodic mé néo) 61 thidy o Hop (10x2mL)
rén méy phan tich dong mau + ]?Q on'dm su dung sau khi hoan nguyén ( odc mo ndp) toi thiéu tur 3
ngay nhiét do 2-8 do C, toi thi€u tir 3 ngay nhiét d 15 d6 C trén may.
+ Doéng goi: Hop 20mL
+ Chitng nhén chat lugng CE, ISO (13485) hodc tuong duong
Téc dyung: ngdn ngtra vi khuén hoac nl}iém ban khac vao h¢ thong pipet Hop (10 1o x 100 ml)
548 Dung dich rira dung cho may phan ctia dung cu va d€ loai bo nguy co nhiém chéo mau.
tich nhom méu tu dong Dung dich dém déang truong, dong goi 10 1o x 100 ml.
Chat bao quan: < 2% NaN3.
Kha nang thuc hién xét nghiém: Cho phép dong thoi dinh nhdém mau Hop (4 khay x 12 thé xét
xuoi va ngugc va xac dinh RhD nghiém)
\ o ca A1 Thanh phan: chira khang thé don dong A (dong A5),B (dong
The xét nghiem dinh tinh he nhom | | \y306/686(1 B-2)) va D (dong LHM 59/20 (LDM3)/175-2) trong ma
549 méu ABO/Rh phuong phap hong cau A A NS hira chirme 4 x inh
miu va huyét thanh miu tran gel. Dong thoi c6 giéng Ctl chtra chiing am. 2 giéng gel trung tinh.
Do nhay: 100% vdi Anti A, B. 99.72% vdi Anti D
b6 déac hiéu: 100% voi Anti A,B,D
Chat bao quan: < 0.1% NaN3
Kl}é nang thyc hién xét nghiém: xét nghiém sang loc va xac dinh khang
Thé xét nghiém dinh tinh xét nghiém t/};e,cézt nghiém tuong thich, IAT va DAT. C6 kha nang khat hién IGG
, COO{HbS glan tl,e P~ trye t}ep, P har} Thanh phan: ¢6 6 vi éng chira AHG da gia véi anti IGG tho va anti C3d 4 khay x 12 thé xét
550 ung hoa hop, phan ung chéo va phan \ \ ‘A
g sang loc va dinh danh khang thé don dong (dong C139-9), x nghiém
i P Co thé phan ung véi cac chuoi nhe Kappa (k) va Lambda (1) cia phan tir
nhom méau .
IgA va IgM.
Chat bao quan: <0.1% NaN3
Kha nang thyc hién xét nghiém: cho phép thur nghiém 6 mau véica2
loai xét nghiém DAT va IAT,tam soat va dinh danh khang thé, tuong
Thé xét nghiém dinh tinh xét nghiém | thich mau.
551 Coombs gian tiép - truc tiép, phan Thanh phan: 6 vi 6ng chtra anti-human globulin anti-IgG nguén goc tu Hop (4 khay x 12 thé xét

{mg hoa hop va dinh danh khang thé,
phan ung chéo

tho khong dic hiéu v6i chudi ning nén ciing c6 thé phan tmg vé6i chudi
nhe Kappa va Lambda cua phan tir IgA va [gM.

Loai mau: ¢6 thé 1am dugec miu mau trong chat chéng dong citrate,
EDTA hoic CPD-A hoic trong 6ng khong c6 chit chong dong.

nghi¢m)
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Nhi,ét d6 bao quan: 18-250C
Chat bao quan: < 0.1% NaN3 .
Kha nang thyc hién xét nghiém: tam soat va dinh danh khang thé, xet
nghiém tinh twong thich cia mau va dinh nhém theo ki€u ngugc, phat

- Thé xét nghiém dinh tinh khang thé, Ilnen cac khang theé ¢ 40C va 18-250C nhu khang thé M , N, P1, Le (a,b), 4 khay x 12 thé xét

kha ning tuong thich va nhém mau Thiéu mau tan hu}{ét lién quan dén khang thé lanh. nghi¢m

Thanh phén: 6 vi ong chira dich gel trung tinh.
Chat bao quan: < 0.1% NaN3
Thénh phﬁ.l’}: Chtra dung dich lyc Ion thap d}‘mg de chué,n bi dich treo té
bao hong cau cua nguoi cho xét nghiém mien dich huyét hoc, 1a dung )

553 Dung dich pha lodng mau dung cho | dich LISS dé di€u chinh, dugc dung trong gia chira 60 x 700 pl. Hop (10 racks x 60 giéng

may phan tich nhém mau tu ddng Cé thé sur d}mg theo céach thu cong hoac trén cac thict bi chuyén dung, x 700 pL)
khay 60 giéng.
Chat bao quan: khang sinh trimethoprim va sulfamethoxazole.
Khé nang thyc hién xét nghiém: phat hién sy xuat hiq‘;n cua khang thé
. don dong A va B Thanh phan: Tat ca cac thue thir t€ bao thr nghiém

554 Hong cau mau A1, B d€u c6 nguodn goc tir nguoi, trong moi treong huyén phu dém ¢ murc Hop (2 1o x 10ml)
0,8% (% 0,1%).
Chat bao quan: khang sinh trimethoprim va sulfamethoxazole.
Kha néng thuc hién xét nghiém:c6 kha nang sang loc khang thé bat
thuong kiéu hinh GP.MUR. Vi ca phan rng trong moi truong nude

Hdng cdu mau dung cho sang loc mudi va IAT. R

5% khang thé bat thudng Thanh phan: Tat ca cac thudc thir té bao thir nghiém déu c6 ngudn gbe tir Hop (3 lo x 10ml)
nguoi, trong moéi truong huyeén phu dém ¢ mice 0,8% (x 0,1%).
Chat bao quan: khang sinh trimethoprim va sulfamethoxazole.

556 Hoéa chat tao Sg:gm %};0 phan tich & Thanh phén: Chét bao quan, dém, chét hoat dong bé mat Can 20L

Hoa chat tao dong cho phén tich cac . A z A A s A

557 thanh phan bach ciu Thanh phan: Propylen glycol 4.06 mol/L, chat hoat dong bé mat Hop (4 10x2725ml)

558 Hoa chit rira hé théng - :l"hanl: ph?n: Natri hydroxide, 2-(2-ethoxyethoxy)ethanol, chat hoat Hop (2 lox1620ml)
dong be mat
Thanh phan: .

i A N . X i . . . . Hop (2 1o x 650ml/2 1o
559 Hoéa chat phén tich thanh phan bach | + Perox 1: natri dodecyl sulfate, sorbitol, natri clorid, formaldehyde, x575ml/2 lo x585ml/2 lo

cau

BRIJ-35, dém
+Perox 2: 4-cloro-1-naphthol, diethylene glycol

x2725ml)
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+ Perox 3: chat 6n dinh, hydrogen peroxide, i
+ Perox sheath: Propylene glycol, chat hoat ddng bé mat
Thanh phan: Hop (1 lo x 75ml/2 o x
+ Defoamer: dung dich silicone 2700ml/2 1o x 1100ml/2
Héa chét phan tich hone cAu. tidu ciu + RBC/PLT: Natri dodecyl sulfate, dinatri EDTA dihydrate, tetranatri lo x 1100ml)
560 . bgch A oo kgnh B EDTA dihydrate, natri clorid, glutaraldehyde, dém , ‘
; + Baso: acid hydroclorid, Phthalic acid, chat bao quan, chat hoat dong bé
mat
+ CN-free HGB: Dimethyl laurylamide oxide
, £ N ' - Thanh phan: oxazine 750, dém, N-tetradecyl-N,N-dimethyl-3- Hop (1 1o x820ml)
561 Hoa chat do Hong cau ludi ammonio-1-propane sulfonate, N,N-dimethylformamide
Hoa chat kiém c}}uén cho xét nghiém | - Thanh ph?}n: Té bao hdng cau va bach ciu ciia ngudi, tiéu c:élu mod Hop (4 lox4ml)
562 huyét hoc (bao gom ca thong s0 hong | phong va hong cau ludi m6 phong trong moi truong chira chat bao quan
cau ludi) mie binh thuong - B¢ 6n dinh sau khi mé nép: 14 ngay
Héa’chét kié‘m chuan cho xét nghiém | - Thanh phén: Té bao hong cau va bach cau ciia ngudi, tiéu céu mo Hop (4 lox4ml)
563 huyét hoc gom ca thong s6 hong cau | phong va hong cau lu6i m6 phong trong moi truong chira chat bao quan
luéi) muce bat thuong 1 - B¢ 6n dinh sau khi mé nap: 14 ngay
Hoa chat kié‘m chuan cho xeét nghiém | - Thanh phan: Té bao hdng cau va bach cau cta nguoi, tiéu c:?lu md
564 huyét hoc gom ca thong s6 hong cau | phong va hong cau lu6i m6 phong trong mdi truong chira chat bao quan Hop (4 lox4ml)
ludi) murc bat thuong 2 - D6 6n dinh sau khi mé& nap: 14 ngay
565 Hoa chét phan tich dich ndo tiy - Than}1 pha?: Fvormaldehyde, Glutaraldehyde, dung dich dém va chat Hop (1 1o x 8 ml)
hoat dong bé mat
566 Hoa chat klen} chufln cﬂho xét nghiém | - T’hanhAphaqn: Te7ba0 hong cau va bach cau cua nguoi trong méi truong Hop (2 1o x 3 ml)
dich ndo tay chira chat bao quan
M: Vi hat phu streptavidin.
RO: Bém MES; Nonylphenol, ethoxylate hoa .
R1: Khang thé don dong khang p24 danh dau biotin, khang nguyén tai to
567 Thuoc thir xét nghiém khang nguyén | hop déc hiéu HIV-1/2 danh dau biotin (E. coli), peptide dic hiéu 100 test
va khang thé khang HIV HIV-1/2 danh dau biotin; d¢m TRIS. )
R2: Khang thé don dong khang p24 , khang nguyén tai t6 hop déc hiéu
HIV-1/2, peptide dac hi€éu HIV-1/2 danh dau phic hop ruthenium; dém
TRIS
PO . n . Huyét thanh chimg dong kho lay tir huyét thanh nguoi. Mau chimg nong
568 Vat ligu kiem sodt xét nghi¢m khang d6 1, 2 va 3 dugc ding dé kiém tra d6 chinh xac cua cc xét nghiém HIV 6x2.0ml

nguyén va khang thé khang HIV

combi PT va HIV Duo.
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569 Dung tich tao phan trng may xét DBém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chit tay 6 x 380 ml
nghiém mién dich < 0.1 %; chat bao quén; pH 6.8.
M: Vi hat phu streptavidin. )
570 Thudc thir xét nghiém khang thé R1: Khang nguyén dac hi¢u HCV- da biotin hoa, chat d¢¢m HEPES. ) 100 Test
khang HCV R2: Khang nguyén dac hiéu HCV danh dau phic hop ruthenium, chat
dém HEPES
Vit liéu kiém soat xét nghiém khang Huyqet thaPh Ch}II}g san sang de s dung lay tur huy‘et tha?h nguoi 6 ca
571 thé khane HCV khoang nong d¢ &m va duong. Mau ching duoc dung dé kiém tra do 16 x 1.3 ml
& ding cua xét nghiém mién dich Anti-HCV II.
M: Vi hat phu streptavidin.
Lo n R1: Hai khang thé don dong dic hiéu khang HBsAg ; dém phosphate.
572 Thude thi xét nghigm HBsAg R2: Khang thé don dong khang HBsAg , khang thé da dong khang 100 test
HBsAg danh dau phirc hgp ruthenium; dém phosphate
i Huyét thanh ching san sang dé sir dung lay tir huyét thanh nguoi ¢ ca
573 Vit liéu kiém soat xét nghiém HBsAg | khoang nong d6 am va duong. Mau chiing dugc dung d¢ kiém tra do 16 x 1.3 ml
ding cia xét nghiém mién dich HBsAg II va HBsAg II Auto Confirm.
574 Dung dich rira may mién dich KOH 176 mmol/L (twong tmg v&i pH 13.2); chat tiy < 1 %. 6 x 380 ml
575 Dung dich fua dagl da.c may xet Chat phu gia cho binh chira nuéc cat cho méay phéan tich mién dich 500 ml
nghiém mién dich
DA o Natri hydroxide 3 mol/L
576 Dung dich v¢ sinh dién cuc chonloc |y o ich natri hypochlorite (< 2 % clo hoat tinh) 5 x 100 ml
ion, coc pha lodng va ong .
Phu gia
577 AssayTip DPuoc st dung nhu 13 vat tu tiéu hao trén may phéan tich mién dich 30 x 120 cai
578 AssayCup Puoc st dung nhu 14 vat tu tiéu hao trén may phan tich mién dich 60 x 60 cai
579 STA Cuvette 6x1000 Cuvette bang nhya ding mot lan, c6 bi lam bang thép khong gi bén trong Thung/ 6 x 1000 cai
- Hoa chat dung dé xac dinh thoi gian thromboplastin hoat hoa ting phan
(APT"I:) trong huyet tuong, chira cephalin tir mo6 nao tho, dong kho; dung Hop/ 6 x 5 ml dong kho
580 Hoa chét xét nghiém APTT dich dém kaolin (Smg/ml), lo Sml. . . +6 x 5 ml dung dich
ghie - Xet nghiém phat hién diém dong (Clotting) theo co ché tir (co hoc) dé dem gd
han ché nhiéu ket qua khi do mau bénh 1y HIL. -
- Tiéu chuan chat lugng ISO 13485:2016 hodc twong duong
Hoa chét xét nghiém PT trén may dong mau ty dong. o Hop/ 12 x 10 ml dong
581 Hoa chat xét nghiém PT - Thuoc thur 1: Chira thromboplastin dong khoé dugce chiet xuat tir ndo kho + 12 x 10 ml dung

thd. Ngoai ra con chira mét chét trc ché heparin déc hidu.

dich dém
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- Thudc thir 2: Dung mdi hoa tan c6 chira canxi.

Xét nghiém phat hién diém dong (Clotting) theo co ché tir (co hoc) dé
han ché nhiéu két qua khi do mau bénh Iy HIL.

Khong bi anh hudng véi hemoglobin (1én dén 2 g/L), bilirubin lién hop
(1én dén 342 pmol/L), bilirubin khong liénhop (1én dén 342 pmol/L) va
triglycerid (1én dén 37 mmol/ L).

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

582

Hoa chat xét nghiém Fibrinogen

Hoa chét dinh lugng nong do Fibrinogen trong huyét twong ngudi bang
phuong phap Clauss.

- Hoa chit chira thrombin ngudi di citrat hoa c6 chira canxi (khoang 100
NIH units/ml) va c6 chira mot chét e ché dic hiéu heparin inhibitor cho
phép phan tich fibrinogen trong mau huyét tuong cé heparin.

- Gi6i han do: 0.4 - 12.0 (g/l)

- Két qua Fib khong bi nhidu béi cac thong s HIL nhu véi hemoglobin
(1én dén 2 g/L), bilirubin lién hop, bilirubin khéng lién hop (1én dén 0.2
g/L) va triglycerid (1én dén 22.9 g/L).

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

Hop/ 12 x 4 ml

583

Hoa chét xét nghiém TT

Hoa chat xét nghiém thoi gian Thrombin

- Thanh phan: Chtra thrombin citrat canxi (ngudi), khoang 1.5 NIH
unit/ml, dang déng kho.

Tiéu chuén chat luong ISO 13485:2016 hodc tuong duong

Hop/ 12 x 2 ml

584

Hoa chit dém cho xét nghiém
Fibrinogen

Dung dich dém dung pha lodng cho thudc thir va mau bénh nhan trong
cac xét nghiém dong mau. pH khoang 7.35.
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong

Hop/ 24 x 15 ml

585

Hoa chit dém cho xét nghiém APTT

Dung cho céc xét nghiém déng mau APTT hay cho cac phén tich céc
yéu té dong mau con dudng noi sinh.

- Thanh phan: Dung dich l6ng Canxi Clorua 0.025 M. chtra chat bao
quan natri Azide ( < 1g/L).

Tiéu chuén chat lwong ISO 13485:2016 hoic twong dwong

Hop/ 24 x 15 ml

586

Dung dich rira dau kim

Dung dich khtr nhiém méy dong méu, chira kali hydroxide (KOH < 1
%).
Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

Hop/ 24 x 15ml

587

Dung dich rua pha lodng dong mau

Dung dich rira pha sn. Thanh phan chinh chira chat diét nAm ho ether
glycol pha loéng trong dung moi nude.
Tiéu chuén chat luong ISO 13485:2016 hoic twong dwong

Thung/ 6 x 2500 ml

588

Hoa chét kiém tra chét luong dong
mau murc binh thuong va bat thuong

Huyét twong nguoi binh thuong va bat binh thuong c6 citrated dang
dong kho; gom hai mirc nong do khac nhau cua cac chi so6 dong mau

Hop/ 12 x 2 x 2ml
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thuong quy: PT, aPTT, TT, Fibrinogen, Antithrombin.
Tiéu chuan chat luong ISO 13485:2016 hoic turong duong

589

Chat thtr xét nghiém D-Dimer

Thanh phan:

+ Thubc thir 1: Dung dich dém chura tac nhan ngan chan di khang thé,
doéng goi 6 1o x 5 ml/ hop.

+ Thubc thtr 2: dung dich huyén phu vi hat latex dugc phit boi hai khang
thé don dong khac nhau khang D-dimer nguoi, dong goi 6 lo x 6 ml/
hop.

Hop/ 6 x 5 ml dung dich
dém + 6 x 6 ml latex

590

Chat hiéu chuan xét nghiém D- Dimer

Cung cap huyet tuong binh thuong va bat thudng cho cac xét nghiém
kiém chuan theo phuong phap mién dich d6 duc nhu D-Dimer, VWF va
protein S Free.

Hop/ 12x2x 1 ml

591

Thudc thtr xét nghiém dinh tinh nhém
mau hé Rh

La hon hop cua khang thé don dong IgM va IgG (dong
P3x61+NaTH119+LOR15C9)
Tiéu chuan chat lugng ISO 13485:2016 hodc tuong duong

Lo 10ml

592

Thudc thir xét nghiém dinh tinh hoa
hop, nghiém phap Coombs va khang
nguyén du

Phét hién bién thé ciia khang nguyén D (Rho). Thudc thir 1a mot hon hop
can bang cua Globulin ¢6 d tinh khict cao gdbm Anti-IgG va Anti-C3d.
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong

Lo 10ml

593

Huyét thanh dinh nhém mau A

Khang thé don dong Anti A (dong 11HS5)
Tiéu chuan chat lugng ISO 13485:2016 hodc twong duong

Lo 10ml

594

Huyét thanh dinh nhém mau B

Khang thé don dong Anti B (dong 6F9)
Tiéu chuan chat lugng ISO 13485:2016 hodc tuong duong

Lo 10ml

595

Huyét thanh dinh
nhém méau O

Khang thé don dong Anti A,B (dong 11H5 + 6F9 + ES-15)
Ti€u chuan chat lugng ISO 13485:2016 hodc twong duong

Lo 10ml

596

Test nhanh chin doan HbsAg

Phat hién dinh tinh khang nguyén bé mat viém gan B( HBsAg) c6 mat
trong huyét thanh, huyét tuong hodc mau toan phan. Khong can dung
dich dém (1o Buffer). v

Do nhay: 100%, d6 ddc higu: 100% so véi CLIA. On dinh 8 tuén tai 55
+/-1°C . B§ chinh xac 100%. Béo quan: 2-400C

Khong phéan ung chéo vadi: Chikungunya, Zika, S.pneumoniae,
S.pyogenese, Legionella pneumoniae, Malaria Plasmodium falciparum,
Malaria Plasmodium vivax, Influenza A (HIN1, H3N2), Influenza B,
E.coli (k99), Salmonella typhi, Rotavirus typ I, II, Il1, IV

Ham luong:

- Khang thé don dong khang HBs: 0,75 + 0,15ug

- Khang thé don dong khang IgY ga: 0,6 £0,12g

- Khang thé don dong khang HBs- gén keo vang: 0,08+ 0,16ug

Hop 25 test
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- 1gY ga- gin keo vang: 0,015 + 0,003pg

- Gidi han phat hién: phat hién dugc HBsAg ching ADR va ching
AYW tir nong d6 0.01562 pg/ml, va ching ADW tir ndng d6 0.03125
pg/mi

- Pat ISO 13485 hodc twong duong

- Phan loai D

597

Giém sa me

Nhuém Giemsa dugc st dung chil yéu trong nhuém méu va phét té bao
tiy xuong.

Do pha lodng khuyén nghi 1:10 hodc 1:15 trong dung dich dém Sorensen
phosphatepH 6,5-6,8

Methanol:<50%

Glycerol: < 25%

Ethylene Glycol: < 25%

chai 1000ml

598

Dung dich pha lodng dung cho xét
nghiém huyét hoc

Dung dich pha lodng (dém déang truong), dugc st dung két hop véi tac
nhan ly giai trong xét nghiém dé dém va dinh ¢& cac t& bao mau trén hé
thdng phan tich té bao ty dong.

+ Thanh phan ti thiéu: Imidazole, khong chtra cyanide

+ Do 6n dinh: tdi thiéu 60 ngdy

+ Chirng nhan chét lugng ISO (13485) hoic tuong duong

Hop (10L)

599

Dung dich ly giai dung cho xét
nghiém huyét hoc

Dung dich ly giai hong cau duoc dung cho xét nghiém dinh lugng
hemoglobin, xac dinh s6 lugng NRBC, dém va dinh ¢& bach ciu trén cac
méy xét nghiém té bao tw dong.

+ Thanh phan t6i thiéu: Quaternary Ammonium Salts, Sodium Sulfite

+ Do 6n dinh sau mo ndp: t6i thiéu 60 ngay

+ Chung nhan chit luong ISO (13485) hoac tuong duong

Hop (5L)

600

H()a‘chét ding dé chuan bj m?lu (y
giai hong cau va bao v¢ bach cau) cho
xét nghiém huyét hoc

Hoa chat ly giai hong cau va bao v€¢ bach cau tao mau dé thyc hién xét
nghiém phan tich cong thirc bach cau (téi thiéu 5 thanh phan) bang cong
nghé tich hop céc phuong phap do (thé tich, o dan dién, tan xa da kénh)
trén hé théng mdy phén tich té bao tu - dong.

+ Thanh phan gdm hoa chét ly giai hdng cau va hoa chit on dinh bach
cau, t01 thiéu chira acid formic, sodium carbonate

+ Do 6n dinh sau mo ndp: t6i thiéu 60 ngay

+ Chirng nhan chét luong ISO (13485) hoic tuong duong

Hop (1900mL+850mL)

601

Dung dich rira dung cho mdy phén
tich huyeét hoc

Dung dich rtra dugc st dung dé 1am sach cac bd phan tiép x4c voi mau
mau trong hé théng phén tich té bao ty dong.

+ Thanh phan téi thiéu: Dung dich chira enzym ly giai protein, khong
chira azide va formaldehyde.

Hop (10L)
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+ P06 6n dinh sau mo nap: toi thiéu 3 thang
+ Chung nhén chat lugng ISO (13485) hodc tuong duong

602

Chat kiém chuén may ding hiéu
chinh thong s6 VCS trén may phan
tich huyét hoc

Chat kiém chuén duoc sir dung dé theo ddi gia tri phép do cac thong sd
vé thé tich, d6 dan, tan xa anh sang trén hé thong phén tich té bao tu
dong.

+ Thanh phan t6i thiéu: chira cac hat nhya polystyrene trong chat dém
chtta chét hoat dong bé mat

+ Do 6n dinh sau mo ndp: t6i thiéu 30 ngay

+ Chimg nhan chét lugng FDA, ISO (13485) hoic tuong duong

Lo (Ix4mL)

603

Chét chuan may dung trén may phén
tich huyét hoc

Chat hiéu chuan dung dé xéac dinh cac hé s6 hiéu chuan cho hé thong
phan tich té bao tu dong.

+ Thanh phan t6i thiéu: gom hong cau nguoi (da xur ly, 6 on dinh) va cac
thanh phan c6 kich thudc tiéu cau trong chét dang trurong, hong cau cb
dinh dugc thém vao moé phong bach cau.

+ P06 6n dinh sau md nép: toi thiéu 1 gio

+ Dong goi: Hop 3,3mL

+ Chirng nhan chét lugng FDA, ISO (13485) hoic tuong duong

Hop (1x3,3mL)

604

Chat kiém chuén ding trén may phan
tich huyét hoc

Chat kiém chuén duoc sir dung dé giam sat hiéu ning cua may xét
nghiém huyét hoc ty dong.

+ Thanh phan ti thiéu: chira cac té bao hong cau ngudi duoc 6n dinh
trong moi trudng ding truong, thanh phéan c6 kich thudc tiéu cau da
duoc 6n dinh va h6ng clu ¢b dinh dé mo phong cac té bao bach cu va
cac té bao hong cau cd nhan.

+ D¢ 6n dinh sau mo nap t6i thiéu 16 ngay

+ Pong gbi: Hop nhidu bd véi 3 mirc ndng do

+ Chiing nhan chét lugng FDA, ISO (13485) hodc twong duong

Hop (12x3,5mL
(4x3,5mL Level | +
4x3,5mL Level Il +
4x3,5mL Level 111))

605

Chat kiém chuén ding trén may phan
tich huyét hoc (c6 ho trg chan doan
som Nhiém Khuan Huyét)

Chat kiém chuén duoc str dung dé giam sat hiéu nang cia may xét
nghiém huyét hoc ty dong (c6 hd tro chén doan sém Nhiém Khuin
Huyét).

+ Thanh phan t6i thiéu: chira cac té bao h6ng cau nguoi dugc 6n dinh
trong moi trudng dang truong, thanh phén ¢6 kich thude tiéu cau da
dugc 6n dinh va hong cdu ¢b dinh dé mé phong cac té bao bach ciu va
céc t& bao hdng cau ¢ nhan.

+ Do 6n dinh sau mé ndp: t6i thiéu 16 ngay

+ Pong goi: Hop nhiéu bo véi 3 mirc ndng do

+ Chirmg nhan chét lugng FDA, ISO (13485) hoic twong duong

Hop (12x3,5mL
(4x3,5mL Level | +
4x3,5mL Level Il +
4x3,5mL Level I11))

606

Hoa chét dién di huyét sic t6 ding

B6 hoa chat phén tach cac hemoglobin binh thuong (A, A2 va F) & cac

Hop/ 2 x 250ml, 1 x




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
cho may dién di mao quan mau mau ngudi va phat hién cc bién thé hemoglobin chinh (S, C,Eva 225ml, 1 x 25ml
D) thong qua cong ngh¢ dién di mao quan trong dung dich dém kiém
(pH 9,4) trén h¢ thong 2 dau di
_Khong nhiéu véi triglycerid <15.57 g/dL, bilirubin < 27.7 mg/dL, hay
473 umol/L.
Hoa chit kiém chudn dién di huyé | Chat kiém chuan Hb A2 binh thuong de kiém sodt chat lugng dinh luong | 1o 5 10 gane kho (5 x
607 EAVO . huy¢t sac to A2 va dé doi chimg sy di chuyén cua huyét séc to trong quy
sac t6 muc binh thuong O 1.6ml sau pha)
trinh dién di.
608 Hoa chét kiém chuan dién di huyét | Chat kiém chuén cho Hb A2 bét thuong dugc st dung dé kiém soat chat | Hop/ 1 lo dong kho (1 x
sac to murc bat thuong lugng dinh luong huyét sac to A2 ¢ nguoi bang quy trinh dién di. 1.6ml sau pha)
609 Ong va ndp dung héa chit kiém chun qO;lil va nap dé chiét tich mau kiém chuén trong xét nghiém dién di mao Hop/ 20 éng
610 Dung dich khit khuén Dl{ng dich caAt gift nude cAat hoic nuée kht ion dung d¢ stc rita mao Hop/ 1 x 5ml
quan trong hé thong tu dong dién di mao quan.
611 Dung dich ria kim glé(:la dcihat v¢ sinh dau dé mau trén thiét bi tw dong di€n di mao quan 2 Hop/ 1 x 25ml
Bo gom: 1 vién PYtest
. Capsule Urea 14C
B6 thu thap miu thé Bénh nhan dé Bo gom: 1 vién PY‘test‘Capsule (NP;2 14ACON‘H2) chua UreaA’14C },0 (NH2 14CON H'2) 1‘ pCi
612 1A N . uCi (37 kBp); natri huynh quang, bdt ngd, duong sucrose; 1 ong hit; 1 (37 kBp); natri huynh
phat hién HP da day - Pytest Kit . PO P
bong bong, 2 cdc gidy quang, bot ngd, dudng
sucrose; 1 6ng’h1'1t; ’1
bong bong, 2 coc gidy
613 Dung dich bit giit hoi tho (Breath Dung dich 0,5M Benzethonim hydroxide in methanol, 0.9 w/v chai 0,5 lit dung duoc
Collection Fluid — BCF Solution 1) | thymolphthalein cho 200 test
Benzene, cac dan xuat C10-13-ankyl (60-80%); Alkylphenol
614 Dung dich chdp sang (Scintillation Polyglycolether (20-40%); triethyl phosphate (<2,5%), Phosphoric acid, | Can 1 lit dung dugc 100
Fluid — SF Solution 2) 2-ethylhexyl ester (<2,5%); 2,5-Diphenyloxazole (<2,5%); 1,4-Bis-(2 test
methylstyryl)-benzene (<2,5%)
. £, . A s Cartridge IQM do khi mau, dién giai 9 thong sb. Do cac thong so:
615 Hoa Ii}r:?tn?:udglligl\/f };;ir;g gggg tich pH. PCO2. pO2. Het. Na+. K+. Ca++. Glucose va Lactate. 150 test/ hop
Ti€u chuan chat lugng ISO 13485:2016 hodc tuwong duong
Gel str dung trong siéu am, phu hop v6i tan so6 si€u 4m dang st dung.
616 Gel siéu &m Khoéng c6 formaldehyde, v khuan. Gel trong, tan hoan toan trong nudc. Can 5 lit
Do PH trong khoang 6,5-7,5
617 Test nhanh vi khuin Helicobacter | Test nhanh vi khuan HP kho dang gidy bao quan & nhiét do thuong 18- 40 test/ hop




STT Tén hang hoa Yéu ciu k§ thuit hojc twong dwong Quy cach dong goi
Polyri (test HP da day) 30 d6 C, Phat hién vi khuan HP nhanh cho ra két qua trong vong 1-3
phut , B nhay > 90% Do dac hiéu cao 100%
Dung dich pha loang cac mau nude tiéu dé tao thanh dong chay vo boc,
ding dé dém va phén loai té bao trong may phan tich cin ling nudc tiéu
tu dong.
- Thanh phan chinh: Téi thiéu bao gdm

+ Natri azide 0.05 - 0.1%

+ Este polyoxyetylen lauryl 0.1 - 1%

+ Natri clorua 0.3 - 3%

+ Trometamol 0.01 - 0.2%
Dung dich lay nét duoc st dung dé xac dinh vi tri mét phang tiéu cy cua
hé théng hinh anh kinh hién vi trén thiét bi may phan tich cin ling nudc
tiéu tuy dong.
- Thanh phan chinh: Téi thiéu c6 Mau chudt, PBS
Dung dé thyc hién kiém soat xét nghiém dé dam bao do chinh xac cua

618 Dung dich pha lodng nuéc tiéu 15 1it

619 Dung dich lay nét 125ml

Vit liéu kiém soat xét nghiém cin

620 lne nuée tidu déi chime duon may phan tich cin lang nude tiéu ty dong. 125ml
& g quong Thanh phan chinh: Téi thiéu cé Méau chudt, PBS
e 1ia 1R o iAo Dung d¢ thue hién kiém soat xét nghiém dé dam bao do chinh xac cua
Vit liéu kiém soat xét nghiém can 2 AL, M L2 o
621 line nuée tidu déi chime Am may phan tich can lang nudc ti€u ty dong. 125ml
& & Thanh phan chinh: Téi thiéu cé Méu chudt, PBS
A 2, A 12 Dung dé thyc hién hi€u chuan thict bi xét nghiém dé dam bao do chinh
Chat hiéu chuan xét nghiém can lang L, . NS LR o
622 : x4c cia may phan tich can lang nudc ti€u tu dong. 60ml

nuoc ticu - Thanh phan chinh: Téi thiéu c6 Méu chudt, PBS

San phém duogc st dung dé 1am sach triét dé hé théng duong dan chat
623 Dung dich rira hé thong long cua thiét bi, ké ca duong dan té bao dong chay 100ml
- Thanh phan chinh: T4i thiéu c¢6 Natri hypoclorit 0.01 - 0.5%

Luuy

Bit ky thuong hi¢u, mé hi¢u (néu cb) trong bang pham vi cung cap néu trén dé minh hoa cac tiéu chuén chat luong, tinh nang ky
thuat yéu céu, nha thau co thé lya chon du thau hang hoa c6 ngudn gdc, xuat xtr, nha san xuét, thwong hiéu, ma hiéu phu hop voi diéu kién
cung cap nhung phai dam bao yéu cau c6 tiéu chuan ky thuat, dic tinh k¥ thuat, tinh nang sir dung “twong duong”.

Nha thau phai cung cap catalog, tai liéu k¥ thuat do hing san xut phat hanh (Néu 14 ngén ngit nudc ngoai phai c6 ban dich sang tiéng
Viét) c6 day du ndi dung chirmg minh thong sb k¥ thuat dbi v6i cac hang hoa tham du thau theo yéu cu ciia E-HSMT va chiu trach nhiém
vé ndi dung va tinh chinh xac gitta ban gbc va ban dich.



Muc 2. Bin vé: Khong yéu ciu
Muc 3. Kiém tra va thir nghiém
Kiém tra va van hanh thtr thiét bi truée khi nghiém thu. Kiém dinh trong truong hop c6 yéu ciu cia chu dau tu hodc co quan c6
tham quyén va tuan theo cac van ban quy dinh ctia phap luat hién hanh.
Muc 4: Miu Bang danh muc hang héa dw thau
- Nha thau ké khai day du theo mau dudi ddy va cung cap file dinh dang excel kém E-HSDT cung ban in ky dong dau, hop 18.

- MAu duéi day dung dé phuc vy danh gia vé k¥ thuat hang hoa chao thau ctia nha thiu. Yéu ciu nha thau phai dién day du va chinh
xéac. Nha thau ty chiu trach nhiém vé hau qua hodc su bat loi néu khong lam ding theo quy dinh. Viéc nha thau c6 tinh ké khai thong tin
khong ding v6i thong so k¥ thuat ma nha san xuat da cong bé nham muc dich vuot qua budce danh gia vé k¥ thuat dugc coi 1a hanh vi gian
1an trong d4u thau quy dinh tai khoan 4 Piéu 16 Luat PAu thau va sé& bi xtt Iy theo quy dinh cta Phép lut.



BANG DU LIEU DU THAU VE MAT KY THUAT

(Danh cho hod chat xét nghiém)
Tén Nha thau: T
(File mém dinh kem E-HSDT)

Tén nha thau: ....... biachi: ......
Email: ...... S6 dién thoai nguoi phu trach thau: ......
Pic tinh L:ang
STT Ma moi Ma Tén héa ky thuit Mai san Phén loai S6 PK luu Héng san | Nuwdrc sian Pic tinh May chay xét Quy cach Pon vi S6 lwong hié
thiu phin16 | chit dw thiu | theo E- phim TBBYT hanh/GP NK xuét xuét Ky thuit nghiém dong goi tinh dur thiu tcro'f]“
HSMT g
HSDT
(1) (2) 3) 4) (5) (6) (7) (8) 9) (10) (11) (12) (13) (14) (15) (16)

Nha thau lru vio file excel mau 16B nay ngp cung E-HSDT

Ghi chu:
- Céc ¢ét (1), (2), (3), (5)Nha thau nhdp cdc ngi dung nay theo E- HSMT
- Cac cot (4), (6), (7), (8), (9), (10), (11), (12), (13), (14), (15) : Ghi cu thé theo hang hoa dw thau.
- Cot (16): Nha thau phdi néu ré dap ung ky thudt cia hang hoa duoc tham chiéu tai s6 trang cu thé trong HSDT (véu cau nha thau khoanh tron ma
hang héa da ké khai tai trang tham chiéu nay). Trong trwong hop trang tham chiéu khéng cé néi dung ky thudt theo yéu cdu thi sé bi coi la khéng dap

ung.
* Nha thau phdi dién day du va chinh xdc. Nha thau tw chiu trach nhié¢m vé hdu qud hodc sw bat lgi néu khong tudn theo quy dinh

PAI DIEN HQP PHAP CUA NHA THAU

1.2.5. Huéng dén trinh bay cdc file trong E-HSDT ding tdi trén Hé thong:

(Ky, dong ddu va ghi ré ho tén)

Céc file dir li¢u cua hang héa dinh kém E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:




1. Folder 1. Tinh hop 1€:
- File Bao dam dy thau + tai liéu ching minh tinh hop 18 ctia nguoi ky thu bao lanh.

2. Folder 2. Nang luc — kinh nghiém:
- File 1: Gidy chimg nhan tu cach phap nhan cta nha thau
- File 2: Chimg nhan du diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao céo tai chinh nam ___ (vi du: 2022)

- File 3.2. Bdo cao tai chinh nam ___ (vi du: 2023)

- File 3.3. Bdo cao tai chinhnam __ (vi du: 2024)

- File 4. Xac nhan thyc hién nghia vu thué

- File 5. Hop d6ng tuong tu 1 (bao gdm hop ddng, bién ban nghiém thu/thanh Iy/héa don GTGT...) (Néu c6 nhiéu hop dong dé
chtrng minh ning lic — kinh nghiém cta nha thau thi dit tén File 5.1. Hop dong s6 1; File 5.2 Hop dong s6 2.....)

... va cac tai liéu lién quan khac (néu co)
3. Folder 3. Ky thuat:

- Pinh danh myc hang hoa du thau theo miu:

File 1. Bang danh muc hang hoa du thau
File 2. Bang danh muc hang hoa du thau
- Tai liéu chirng minh vé k¥ thuat ctia hang hoa dugc luu trong cac folder, mdi folder s& bao gdm 01 hodc cac mat hang du thau co
cung hang san xuat hoac cung tai li¢u phép 1y, trong moi folder dé nghi nha thau tach riéng cac file tai li¢u va danh so thir tu
Folder 3.1. STT ___ (STT mdt hang trong danh muc hang héa duw thau ciia nha thau vi du: STT 1, 2, 3):
+ File 1. Ban két qua phan loai TTBYT



+ File 2. S6 luu hanh (bao gém: Phiéu tiép nhdn/Phiéu théng tin ho so cong bé tiéu chudn dp dung, gidy chimg nhdn ddng ky
lueu hanh, gidy phép nhdp khau, to khai hdi quan, v.v...)

+ File 3. Chung nhan chét luong (bao gom: ISO 13485, ISO 9001, CE...)
+ File 4. Tai liéu k¥ thuat (bao gom: ban goc va bdn dich catalog, datasheet, brochure... do nha san xudt phdt hanh).
+ Céc tai lidu lién quan khéac (néu co).
(twong tw Folder 3.2, Folder 3.3... cho cac hang héa cé STT tiép theo)
Vidu:
Céch dat tén Folder k¥ thuat:

Folder 3.1. 5TT 34, 237

Folder 3.2. STT 159
Céch sap sip xép tai liéu trong folder k¥ thuat:
| File 1. Bang két qua phan loai TTBYT

| File 2. 56 Iuu hanh
File 3. Chifng nhan chat lvgng

File 4. Tai liéu ky thuat



