HUONG DAN SU DUNG

HOMOCYSTEINE
(Tén trén vo hop: HCY)

Mai code san pham: HY 4036
Pong goi: R1. Homocysteine R1 2x21.7ml
R2. Homocysteine R2 2x 4.6 ml
CAL Homocysteine Standard Level 0 1 x 3 ml
CAL Homocysteine Standard Level 1 1 x 3 ml
RX SERIES
MUC PiCH SU DUNG
Hoa chat homocysteine dung cho viéc dinh lugng trong dng nghiém in vitro xac dinh néng do homocysteine
trong huyét thanh nguoi. San pham nay phu hop cho thiét bi RX series, bao gdbm RX Daytona va RX imola.

Y NGHIA LAM SANG(1-9)

Homocysteine 1a mot phan tur gdm 20 amino acid. ang d6 homocysteine tang cao dugc tim théy ¢ nhing
bénh nhan mac homocystin ni¢u, mot rdi loan di truyén hiém gip cua cac enzyme lién quan dén chuyén hoa
homocysteine. Bénh nhan mic bénh homocystin niéu biéu hién cham phat trién than kinh, xo vira  dong mach
som va huyét khdi dong mach va tinh mach. Cac khiém khuyét di truyén it nghiém trong khac dan dén muc
d6 homocysteine ting vira phai ciing duoc tim thiy.

Hyperhomocystein mau, nong do homocysteine tang cao, c6 thé lién quan dén ting nguy co CVD. Bénh nhan
mic bénh thin man tinh c6 ty 1€ méc bénh va ti vong cao do CVD xo cing dong mach. N6ng do
homocysteine tang cao 1a mot phat hién thuong théy trong mau cua nhiing bénh nhén nay. Méac du nhiing
bénh nhén nhu vay thiéu mot sb vitamin lién quan dén chuyén hoa homocysteine, ndng do homocysteine tang
cao chii yéu 1a do suy giam homocysteine tir mau cua than. Bang ching gén day ciing cho thiy nong do
homocysteine trong mau ting cao trong say thai va di tat bam sinh. Cac loai thuéc nhu methotrexate,
carbamazepine, phenytoin, nito oxit va 6-azauridine triacetate can thiép vao chuyén hoa homocysteine va co
thé 1am tang muc do.

NGUYEN LY

Homocysteine ( dang oxy hoa) bi khur thanh homocysteine dang tu do, sau do6 phan tmg v6i Serine dugc xtc
tac boi cystathionine beta-synthase (CBS) dé tao thanh Cystatione. Lan lugt Cystathtionine bi pha v& boi
cystathionine beta-lyase (CBL) dé tao thanh homocysteine, pyruvate va ammonia. Pyruvate sau d6 dugc
chuyén dbi boi lactate dehydrogenase (LDH) thanh lactate véi nicotinamide adenine dinucleotide (NADH)
dudi dang coenzyme. Toc d6 chuyén d6i NADH thanh NAD + ty 1& thuan v6i nong do homocysteine
(AA340nm).
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THU THAP VA CHUAN BI MAU

Huyét thanh duoc khuyén dung

Pé giam thiéu sy gia ting ndng d6 homocysteine tir sy tong hop ciia cac té bao hong ciu, hdy xtr Iy mau vat
nhu sau: (9,10)

« it tit ca cic mau trén nude da sau khi thu thap va trude khi xir Iy. Huyét thanh c6 thé dong lai cham hon
va ndng do c6 thé suy giam.

« Tat ca cac mau thir ¢ thé dugc giit trén nudc da toi da 6 gio trude khi tach bang cach ly tam.

« Tach cac té bao méau khoi huyét thanh bang cach ly tam.

« Luu y: mau vat khong duoc dit trén nudc d4 ngay 1ap tirc co thé lam ting nong do homocysteine 10-20%
(10).

Mau thir 6n dinh trong 2 tuan & +2 dén + 8°C. B¢ Iuu trir 1au hon, miu thir ¢6 thé dugc luu trir & -20°C trong
t6i da 8 thang (9,11). Tranh dong bang va tan bang lap di lap lai. Tron déu cac mau thir sau khi rd dong bang
cach xody tc do thap hodc ddo nguoc nhe nhang

THANH PHAN H

CHAT

Noi dung Nong do trong xét nghiém
R1. Homocysteine R1

NADH 0.47 mM
LDH 38 KU/M
Serine 0.76 mM
Trizma Base 1-10%
Trizma Hydrochloride  1-10%
Sodium Azide <1%
Reductant

R2. Homocysteine R2

Cycling Enzymes CBS  0.748 KU/1
CBL 16.4 K U/
Sodium Azide <1%

CAL Homocysteine Standard Level 0 See Lot Specific Insert

CAL Homocysteine Standard Level 1 See Lot Specific Insert

Pyruvate + Ammonia

[Conversion of NADH to
NAD+ measured at 340 nm]

THAN TRONG VA CANH BAO AN TOAN

Chi dung trong chan doan in vitro. Khong dung pipet hit bang miéng. Thyc hién cac bién phap phong ngira
can thiét dé xir ly hoa chét trong phong xét nghiém.

Dung dich R1 va R2 chira Natri Azide. Tranh an hodc tiép xtic voi da hodc niém mac. Trong truong hop tlep
xuc voi da, rira sach khu vire bi anh hudng voi nhiéu nudc. Trong trudng hop tiép xic voi mat hodc néu nudt
phai, hdy tim kiém sy cham soc y té ngay lap tirc.

Natri Azide phan tng véi chi va dng nudc bang ddng, tao thanh cac azide c6 kha ning gy nd. Khi xur 1y cac
thude thir nhur vay xa voi mot lugng nude 16n dé ngan chan azide tich tu.

B& mit kim loai tiép xtic nén dugc lam sach béng natri hydroxit 10%.

Bang dit liéu vé strc khoe va an toan c6 san theo yéu cau.

Vui long virt bo tAt ca cac vat liéu sinh hoc va hoa hoc theo huéng dan cua dia phuong.

Cic hoa chit chi dwge sir dung béi nhan vién phong xét nghiém c6 trinh d9, trong diéu kién phong xét
nghiém thich hgp.



PO ON PINH VA CHUAN BI HOA CHAT

R1. Homocysteine R1
Hoa chat da sin sang dé st dung. Hoa chét 6n dinh dén hét han st dung khi dugc bao quan ¢ nhiét d6 +2
dén + 8 oC trong truong hop khong bi nhiém ban. Hoa chét on dinh trén may phan tich trong 28 ngay &
khoang + 100C.

R2. Homocysteine R2
Hoa chat di sén sang dé st dung. Hoéa chit 6n dinh dén hét han sir dung khi dugc bao quan ¢ nhiét 4o +2
dén + 8 oC trong truong hop khong bi nhiém ban. Hoa chét on dinh trén may phan tich trong 28 ngay &
khoang + 100C.

CAL Homocysteine Standard Level 0
Hoa chat di sin sang dé st dung. On dinh dén ngay hét han khi chua m¢ va duogc lwu trix & +2 dén +
80C. Sau khi md, tiéu chudn 6n dinh trong 60 ngay ¢ +2 dén + 80C néu duoc giit trong hop chira ban dau
va khong bi nhiém ban.

CAL Homocysteine Standard Level 1
Hoa chat di sin sang dé st dung. On dinh dén ngay hét han khi chua m¢ va duoc lwu trix & +2 dén +
80C. Sau khi ma, tiéu chuan on dinh trong 60 ngay ¢ +2 dén + 80C néu dugc giit trong hdp chira ban dau
va khong bi nhiém bén.
Khéng dwgc 1am dong hoa chit

VAT LIEU CUNG CAP
Homocysteine R1
Homocysteine R2
Homocysteine Standard Level 0
Homocysteine Standard Level 1

VAT LIEU YEU CAU NHUNG KHONG CUNG CAP

Randox Tri-Level Cardiac Controls:

(Cat. No. CQ 3100 or Cat. No. CQ 3259)

RX Series Saline (Cat. No. SA 3854)

GHI CHU:

When using Randox Tri-level Cardiac Controls (CQ 3100 or CQ 3259), values for use with the Randox
Homocysteine assay can be obtained by contacting technical.services@randox.com or by visiting
www.randox.com.

HIEU CHUAN i .
Randox Homocysteine Standard Level 0 and 1 dugc khuyén dung cho hi€u chuan. Nén chay 2 lan trong 5
ngay hodc sau khi thay 16/19 hoa chat mai theo quy trinh kiém tra chat luong.

TIEU CHUAN
Homocysteine Standards are traceable to NIST Homocysteine Standard Reference Material 1955.

KIEM TRA CHAT LUQNG

Randox Tri-Level Cardiac Controls dugc khuyén nghi dé kiém soat chat lugng. Hai cép d6 kiém soat nén
duogc thtr nghiém it nhat mot 1an mot ngay. Cac gia tri thu duoc phai nam trong mot pham vi dugc chi dinh.
Néu cac gia tri nay nam ngoai pham vi va ldp lai khong bao gém 131, can thuc hién cac bude sau:

1. Kiém tra cai dat dung cu va ngudn sang.

2. Kiém tra d0 sach cua tit ca cac thiét bi dang st dung.

3. Kiém tra nuéc, chit giy 6 nhidm, tirc 1 sy phat trién cta vi khuin co thé déng gop vao két qua khong
chinh xac.

4. Kiém tra nhiét 46 phan ung.

5. Kiém tra han st dung ctia bd va ndi dung.

6. Lién hé voi Dich vu K§ thuét ciia Phong xét nghiém Randox, Bic Ireland +44 (0) 28 9445 1070.

Yéu cau kiém soat chat lugng phai duge xac dinh phii hop véi quy dinh ciia chinh pht hodc yéu cau kiém
dinh

TUONG TAC 9 , ‘
Cac chat phan tich sau day da dugc ki€m tra dén mac dugc chi dinh ¢ nong d6 Homocysteine la 15.0 umol/l
va 35.0 umol/l va dugc phat hién 1a khong can thiép



15.0 pmol/l 35.0 pmol
Haemoglobin 1000 mg/dl 1000 mg/c

Total Bilirubin 60 mg/dl 60 mg/dl
Conjugate Bilirut 60 mg/dl 60 mg/dl
Triglycerides 1200 mg/dl 1200 mg/«
Intralipid® 1200 mg/dl 1200 mg/c
KHOANG THAM CHIEU(12)

5 —20 pmol/l

Mdi phong xét nghiém nén thiét 1ap pham vi tham chiéu riéng dé phan anh tudi, giéi tinh, ché d¢ an uéng va
vi tri dia ly cta dan so.

DPAC PIEM HIEU SUAT PAC BIET
Dir li€u hi€u suat sau day duoc lay tir may phan tich RX daytona ¢ + 370C.

GIOI HAN PO
Phuong phéap nay gidi han do 1én t6i 47.9 pmol/L.

DONHAY ,
Nong do toi thi€u co6 thé phat hién cia Homocysteine v6i do chinh xac chap nhén duoc dugc xéac dinh 1a 1.74
pmol/l.

PO CHUM

Within run precision
Level 1 Level2 Level3

Mean (pmol/l) 5.11 22.2 379
SD 0.37 0.88 1.30
CV (%) 7.32 3.97 3.42
n 160 160 159

Total precision
Level 1 Level2 Level3

Mean (pmol/l) 5.11 22.2 379
SD 0.48 1.50 2.05
CV (%) 9.32 6.77 5.40
n 160 160 159
TUONG QUAN

Phuong phap (Y) duoc so sanh twong quan véi phuong phap khac (X) va thu dugc phuong trinh tuyén tinh
sau:

Y=107X-0.15

va hé€ so twong quan r = 0.98

60 mau bénh nhan dugc phan tich trong khoang tir 1.74 -

40.92 umol/l.

Pé biét thong tin chi tiét vé san pham va dwoc tro gitip, xin lién hé voi nha phdn phéi cia hang tai Viét Nam:
Cong ty Cé phin Gidi phdp Y té GS

Dién thoagi: 024.35772266

Email: gsmed.trang@gmail.com



