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

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé kj thudt bao gom yéu cau ky thudt (mang tinh kj thudt thuan
tiiy) va cdc yéu cau khdc lién quan dén viéc cung cdp hang héa (trir gid). Yéu cau
vé kj thudt phdi dwoc néu day di, ré rang va cu thé dé lam co sé cho nha thau
ldp E-HSDT.

Trong yéu cdu vé ky thudt khéng dwoc dwa ra cdc diéu kién nham han ché
sy tham gia cua nha thau hodc nham tao loi thé cho mét hodc mot sé nha thau
gdy ra sw canh tranh khong binh dang, dong thoi ciing khéng dwa ra cdc yéu cau
qud cao dan dén lam tang gia dir thau hodc lam han ché sw tham gia cia cdc nha
thau, khong dirge néu yéu cdu vé tén, ky ma hiéu, nhan hiéu cu thé cia hang héa.

Hoé so moi thau dwoc néu nhan hiéu, catald ciia mét san phcfm cu thé de
tham khdo, minh hoa cho yéu cdu vé kj thudt ciia hang héa nhung phdi ghi kém
theo cum tir “hodc twong dwong” sau nhan hiéu, catald déng thoi phadi quy dinh
rd ni ham twong dwong véi hang héa dé vé dic tinh ky thudt, tinh nang st dung,
thiét ké cong nghé, tiéu chudn cong nghé va cdac ndi dung khdc (néu cé) dé tao
thudn loi cho nha thau trong qud trinh chudn bi E-HSDT ma khéng dwoc quy dinh
tirong dwong vé xudt xit.

Yéu cau vé ky thuat bao gom cdac néi dung co ban nhuw sau:
1.1. Gigi thiéu chung vé dw anl/dy todn mua sam, goi thau

Tén g6i thau: Mua héa chat sé 1 ndam 2025

Gid tri dy todn goi thau (369 mdt hang): 126.605.744.463 dong (Mot tram
hai mwoi sdu ty, sau tram 1é ndm triéu, bdy tram bén mwoi bén nghin, bon tram
sdu muwoi ba dong). Gid da bao gom thué va c&c chi phi khéc co lién quan.

Nguon vén: Nguon thu sw nghiép.

Hinh thirc va phwong thire lwa chon nha thau;

Hinh thirc lira chon nha thau: Pdu thau réng rdi trong nuwde, qua mang

Phuong thirc lva chon nha thau: Mot giai doan, mot tui ho so

Thoi gian t6 chirc lwa chon nha thau: 90 ngay.

Thoi gian bdt dau t6 chire lya chon nha thau: Quy II1/2025 dé dam bdo
tien dé mua sam.

Loai hop déng: Hop do”‘ng theo don gia co dinh.

Thoi gian thiee hién goi thau: 12 thang ké tir ngay ky hop dong.

Tiy chon mua thém (néu c¢é): ¢é ap dung (t6i da 30%)

1.2. Yéu ciu vé ky thugt



Yéu cau vé ky thudt bao gom yéu cau vé ky thudt chung va yéu cau vé ky
thudt chi tiet doi voi hang hoa thuoc pham vi cung cap cua goi thau, cu theé:

Tiéu chuan danh gia

STT Noi dung yéu cau Pat Khong dat Tai liéu can nop
a. Yéu ciu vé ky thuit chung
Chiing loai:
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b. | Yéu cau vé ky thuit cu thé
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hoic gidy phép nhap khau - Ban gbc hoic ban sao.
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quan co6 chuc nang dich thuét hop
phap.
- Ban sao chung thyc cua co quan
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chirc nang dich thuit.
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dong. lai day.
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KET LUAN tiéu chi dugc | o) GO bat Xy mot
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Théng sé ky thudt chi tiét va cdc tiéu chudn chi tiét (khi can thiét).
[Mé td chi tiét théng sé ky thugt]
STT Tén phan (16) Thong sb k§ thuat Tiéu chuén chit lwgng

L6 1. Dung dich sat khuin tay
thwong quy

Dung dich sat khuan tay nhanh

Con dang dung dich c6 ndng do tir 75%-85% ethanol,
isopropanol hodc n-propanol hodc két hop cac thanh phan
nay, cé thé két hop vai chlorhexidine 0,5%-1%, ¢ chat

- ISO 9001 hodc ISO 13485

(chai 400ml dén 500ml) dudng da, khong gay kho da, khéng gay kich tng da, - EN 1500
khéng mui hoac c6 mui dé chiu.
Qui céach: chai 400ml dén 500ml
Gel sat khuan tay nhanh, nong d¢ con tir 75%-85%,
ethanol, isopropanol hodc n-propanol hodc két hop cac
, Gel sét khuén tay nhanh (chai tlllanh Phal} nay,c6 thé ketAth voi ch}orhefcldm? 0,5’%- - 1SO 9001 hodc ISO 13485
400ml dén 500ml) 1%, ¢6 chat dudng da, khong gdy kho, khong gay kich | _ g\ '450
ung da, khéng gay bét dinh, tron nhon da tay, khéng mui
hoac c6 mui d& chiu.
Qui cach: chai 400ml dén 500ml
Dung dich rira tay thudng quy: sir dung cho y té
Dung dich rita tay thudng quy Thanh phéq: Alpha terpi_negl: 0.3%
3 Y , Khéng mui hoac c6 mui dé chiu, khdng gay kho da va ISO 9001 hoac ISO 13485
(can 3 lit dén 5 lit) khdna oav kich ana d
g gay kich ung da.
Qui céch: can 3 lit dén 5 lit
Dung dich rura tay thuong quy: st dung cho y té'
Dung dich rua tay thuong quy Khong mui hodc c6 mui dé chiu, khéng gy kho da va <
4 (chai 400ml dén 500ml) khong gdy kich tng da. IS0 9001 hogc ISO 13485
Qui cach: chai 400ml dén 500ml
Lo 2. Dung dich rira tay thu
thuit, phiu thuat
Gel sat khuan tay nhanh, c6 thanh phan: >70 % Ethanol
5 Gel sat khudn tay nhanh-thu va > 1,7% Propanol-2-ol (mg/g). khdng mau, khdng mui, | - ISO 9001 hoac ISO 13485

thuat (chai 400ml dén 500ml)

khong gay bét dinh, nhon da tay. Khong chira chat gay di
ung da. C6 pho diét khuan rong KEM CAC TAI LIEU

- FDA hoac CE hoac CFS




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

CHUNG MINH: diét khuan lao theo tiéu chuan EN
14348 trong 30 gidy, diét nim theo tiéu chuan EN 13624,
diét khuan theo tiéu chuan EN 13727 trong 30 gidy, diét
virus HIV, Rotavirus HIN1 trong 30 gidy theo tiéu chudn
EN 14476 va diét Coronavirus, SARS trong 30 gidy theo
tiéu chuan BGA va DVV

Qui cach: chai 400ml dén 500ml

Dung dich rua tay- thu thuét
(chai 400ml dén 500ml)

Dung dich chlorhexidine digluconate 2%, c6 chat dudng
da, khdng gay kho da, khong gay kich tng da, khdng mui
hodc c6 mui d& chiu.

Qui cach: chai 400ml dén 500ml

- ISO 9001 hodc ISO 13485
- EN 1499

Dung dich rura tay- Phiu thuat
(can 3 1it dén 5 lit)

Dung dich rira tay phau thuat. Thanh phan: Chlohexidine
4%, Glycerin,...pH=5,5. Thoi gian b4do quan dung dich
sau khi mé np > 6 thang

Dat tiéu chuin dung dich v¢ sinh tay ngoai khoa theo
yéu ciu ciia Bo Y Té: EN 12791 hoac ASTM 1115

Diét vi khuén da khang MRSA, ESBL theo EN 13727
(KEM TAI LIEU CHUNG MINH); diét vi rat HIV,
Rotavirus,HBV, HCV theo EN 14476 (KEM TAI LIEU
CHUNG MINH) va c6 kém theo test kiém dinh hiéu qua

- ISO 9001 hodc ISO 13485
- FDA hoac CE hoac CFS

- Pat tiéu chuan dung dich
v¢ sinh tay ngoai khoa theo
yéu cau cia Bo Y Té: EN
12791 hodc ASTM 1115

Lo 3. Dung dich biao dudng,
khir khuan y dung cu

Dung dich 1am sach dung cu cho
may rira ty dong

Hoat chat:

+Tripotassium Orthophosphate 15 -30% Dipotassium
Trioxosilicate 5 - 15% hoac Sodiummono (2-ethylhexyl)
sulphate (< 3%) hodc Subtilisins (0-1%), Sodium Xylene
Sulphonate : 3-8% w/w, Sodium Etasulphate : 0.5-3%
w/w, Amylase enzyme : < 0.03% wi/w

+ Enzyme, chét trc ché an mon, chat hoat dong bé mat,

- pH kiém > 10

- Tuong thich v4i may rira ty dong Belimed va Ken A/S
dang c6 tai Bénh vién.

Qui cach: > 10 lit. Can nhya mau sang c6 thé quan sat
dung dich bén trong.

- ISO 9001 hoac ISO 13485
- EU MDR
- FDA hoac CE hoac CFS

Dung dich khir khuan mic do
cao, nhanh (< 5 phut)

Thanh phan: N-Acetylcaprolactam + Hydrogen
peroxyde; khong chira acid acetic, khong gay kich ung
cho nguoi sir dung. C6 chat chdng an mon dung cu. Thoi
gian khir khuan murc d6 cao < 5 phut. Hiéu qua diét vi
khuan, diét vi rit, diét bao tir va c6 kém theo céc test
kiém dinh dat hiéu qua diét khuin EN

14561 (Pseudomonas aeruginosa,Staphylococcus hirae...)
, diét bao tir EN 17126 (Clostridium difficile, Bacillus
subtilis..), diét vi rat EN 17111 (Norovirus, Adenovirus,
..) (KEM TAI LIEU CHUNG MINH cic test kiém
dinh dat hi¢u qua diét khuin EN 14561, diét bao tir
EN 17126 va diét vi riat EN 17111) Thoi gian tai st
dung trong vong 14 ngay c6 kém test thir ndng do hang
ngay va mién phi theo can.

Qui céch: can 3 lit dén 5 lit

- ISO 9001 hodc ISO 13485
- FDA hoac CE hodc CFS

L6 4. Hoa chét co ban

10

Khéng sinh Vancomycin MIC

Ho Khéng sinh d5 NK-MIC.DS (NK-MIC Diffusion
Strip) két hop gitra phwong phéap khuéch tan va vi pha
lodng khang sinh trén mot que gia thé nho d6 co thé xac
dinh MIC ctia khang sinh d6i véi vi khudn bing phuong
phap khuéch tan khang sinh trong thach. Qui cach lo > 50
que

1SO 13485

11

Muller Hinton Il Agar

Moi truong vi sinh dang bdt, d6 pH : 7,3+£0,2 (25 °C)
nhiét d0 luu trir : 15-25°C

1SO 9001




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

12

Paraphin - Sép tinh khiét dang
hat

Chat gan, c¢b dinh té bao Paraffin

- La chat ran mau trang ¢ nhiét o phong va la chét long,
trong sudt khong mau khi nong chay.

- Thanh phan:

+ Paraffin waxes and Hydrocarbon waxes: > 99%

+ Microcrystalline wax: < 0,1 %

+ 2,6-Di-tert-butyl-p-cresol: < 0,05 %

- Nhiét do nong chay vira phai, on dinh tir 55- < 57°C
bao vé mo va dé dang tay paraffin trong quy trinh tiép
theo

- Sap tinh khiét, duoc loc dén 3 1dn < 0,25um loai bo moi
tap chét, tao lat cit 6n dinh

- Khong chira polymer

- Chét luong nhat quan va dugc kiém soat nghiém ngit
dap tng yéu cau khit khe cuia phong thi nghiém

- Thiét ké dang vay gitp cho thoi gian néng chay nhanh
hon.

- Pong goi: tai < 1 kg, ¢6 thé dong mé nhiéu lan, dé sir
dung

- Tuong thich véi may giai phau bénh cta bénh vién
(May x1r ly mo Revos)

- Xuat xir: G7

- ISO 9001 hoac ISO 13485
- (EU)2017/746 hoac CE
hoac CFS

13

Voi méy gay mé

- P6i mau trong qué trinh sir dung

- Kich thudc hat 2.5mm - 5.0mm.

- B0 cing hat >75%.

- Thanh phén: Calcium Hydroxide > 80%
- Nudc tur 12-19%

- Sodium Hydroxide khéng qué 3%

- Qui cach: Can <5kg

- 1SO 13485
- FDA hoac CE hoic EC

14

Glucose dextrose solution

vi cam hodc chanh.

Thanh phan:

Acid Citric Anhydrous (E-330): < 0,3%, chét bao quan (
E-202): <0,1%, D -Glucose: < 38%, huong cam: < 0,1%
(hodc huong chanh <0 ,1%), khong chira gluten tir loa mi
(< 10ppm ), Xudt xtr: Chau Au.

- I1SO 13485
-CFS

15

Chat thay thé Xylen khong doc
Clear-rite 3 (hoac dang tuong
duong)

La hon hgp Hydrocarbon béo Isoparafinic trong sudt,
khong mau dé xir Iy mo va nhuém mo

- Thanh phan:

+ Naphtha (petroleum), hydrotreated heavy: 57-63%

+ Naphtha (petroleum), light alkylate: 37-43%

- Loai bo chét béo tuyét doi trong xtr Iy mo

- Khur paraffin hoan toan va lam sach trong qua trinh
nhuém

- Khong lam cho miu bi cimg hay don khi ngam lau

- Sir dung duoc cho tat ca cac may xir Iy mé va may
nhudm ty dong

- Khong benzene, gan nhu khong mui

- Tuong thich véi chirc nang nhan dién va theo doi hoa
chat ty dong bang song vo tuyén (RFID) cua thiét bi dang
c6 tai bénh vién (Mdy xu 1y mo Revos), hd tro kiém soat
va t6i wu hoa viée sir dung hoa chét

- Bong gbi: can 3,8 - <5 it

- Xuét xtr: G7

- ISO 9001 hoac ISO 13485
- (EU)2017/746 hodc CE
hoac CFS

16

Chromagar agar candida pha san

MBoi trudng d6 sin trén dia petri @ 90mm. Mbi trudng
nuoi céy chon lgc phan biét dugc dung phan 1ap chon loc
va dinh danh Candida

Thanh phan : Chromopeptone (0,24g); Glucose (0,48g);
Chromogen mix (48mg); Chloramphenicol (12mg); Agar
(0,4g); Nudc cat (24ml)

1SO 13485




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

17

Cdn tuyét ddi

Cdn tinh khiét 99,5% dang long, c6 mui dic trung cua
Ethanol. Khong 1an tap chat Cong dung: Ding vé sinh
khir khudn dung cu y té trong linh vyc y té Dinh lugng
Ethanol (6 20 d9 C): 99,5 £ 2% Can con lai khi bay hoi:
<0,05% Do pH: 7,5 - 8 Chi (Pb), Thuy ngan (Hg):
Khong phat hién. Tiéu chuén co sd, Phiéu kiém nghiém.
Quy céch chai <1 lit

1SO 13485

18

bia khang sinh Amikacin

Chtra trong lo nap nhom c6 gan nit cao su ddy chat, Kich
thudc lo 50 x 21mm, phia day lo c6 chira chat chéng am.
Ho Pia khang sinh bao gom cac loai dia gidy dugc tam
khang sinh v&i ndng do theo quy dinh ding thyc hién thir
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Amikacin cta vi khudn. Qui cach lo > 50 dia

1SO 13485

19

bia khang sinh
Amoxicilin/clavulanic acid

Chtra trong lo nép nhém co ga‘in ntt cao su day chat, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chéng 4m.
Ho Dia khang sinh bao gém cac loai dia gidy dugc tim
khang sinh v&i ndng d¢ theo quy dinh dung thyc hién thir
nghiém khang sinh db phat hién sy dé khang khang sinh
Amoxicilin/clavulanic acid cta vi khuan. Qui cach lo >
50 dia

1SO 13485

20

bia khang sinh Cefepime

Chtra trong lo nap nhom c6 gan nit cao su ddy chit, Kich
thudc lo 50 x 21mm, phia day lo ¢6 chtra chat chong am.
Ho Pia khang sinh bao gdm cac loai dia gidy dugc tam
khang sinh v&i ndng do theo quy dinh dung thyc hién thir
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Cefepime cua vi khuan. Qui cach lo > 50 dia

1SO 13485

21

bia khang sinh Cefotaxim

Chtra trong lo nap nhom c6 gan nit cao su ddy chat, Kich
thude lo 50 x 21mm, phia day 1o cé chira chét chéng am.
Ho Dia khang sinh bao gém cac loai dia gidy duoc tim
khang sinh v&i ndng d6 theo quy dinh dung thyc hién thi
nghiém khang sinh db phét hién sy d& khang khang sinh
Cefotaxim cua vi khun. Qui cach lo >50 dia

I1SO 13485

22

bia khang sinh Cefoxitin

Chtra trong lo nap nhém c6 gan nit cao su ddy chat, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chéng am.
Ho Pia khang sinh bao gom cac loai dia gidy dugc tam
khang sinh v&i ndng d6 theo quy dinh ding thyc hién thir
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Cefoxitin cua vi khuan. Qui cach lo> 50 dia

1SO 13485

23

bia khang sinh Cefuroxime

Chtra trong lo ndp nhom c6 gan nit cao su ddy chit, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chong am.
Ho Dia khang sinh bao gdm cac loai dia gidy duoc tim
khang sinh v&i ndng d6 theo quy dinh dung thyc hién thi
nghiém khang sinh db phét hién sy dé khang khang sinh
Cefuroxime cua vi khun. Qui cach lo >50 dia

I1ISO 13485

24

bia khang sinh Ciprofloxacin

Chtra trong lo nip nhém c6 gan nit cao su ddy chat, Kich
thude lo 50 x 21mm, phia day 1o c6 chira chét chéng am.
Ho Dia khang sinh bao gdm cac loai dia gidy duoc tim
khang sinh v&i ndng d6 theo quy dinh dung thyc hién thi
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Ciprofloxacin cta vi khuan. Qui cach lo > 50 dia

1SO 13485

25

bia khang sinh Clindamycin

Chira trong lo nip nhom c6 gan nut cao su day chat, Kich
thude lo 50 x 21mm, phia day lo c6 chira chat chéng am.
Ho Dia khang sinh bao gom cac loai dia gidy dugc tim
khang sinh v&i ndng d6 theo quy dinh ding thuc hién thi
nghiém khéng sinh db phat hién sy dé khang khang sinh
Clindamycin cta vi khun. Qui cach lo >50 dia

1SO 13485
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Pia khang sinh Doxycycline

Chtra trong lo nip nhém c6 gan nat cao su ddy chat, Kich
thudc lo 50 x 21mm, phia day lo c6 chtra chét chéng am.
Ho Dia khang sinh bao gdm cic loai dia gidy dwoc tim

khang sinh v&i ndng d6 theo quy dinh ding thuc hién thir

I1SO 13485
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nghiém khang sinh d6 phat hién sy dé khang khang sinh
Doxycycline cta vi khuan. Qui cach lg > 50 dia

27

bia khang sinh Ertapenem

Chtra trong lo nép nhém co ga‘in ntt cao su day chat, Kich
thudc lo 50 x 21mm, phia day lo ¢ chira chat chéng 4m.
Ho Dia khang sinh bao gém cac loai dia gidy dugc tim
khang sinh v&i ndng d¢ theo quy dinh dung thyc hién thir
nghiém khang sinh db phét hién sy dé khang khang sinh
Ertapenem cua vi khuan. Qui cach lo > 50 dia

I1SO 13485
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bia khang sinh Erythromycin

Chtra trong lo nap nhom c6 gan nit cao su ddy chat, Kich
thude lo 50 x 21mm, phia day lo ¢6 chira chat chong am.
Ho Pia khang sinh bao gom cac loai dia gidy dugc tam
khang sinh v&i ndng do theo quy dinh ding thyc hién thir
nghiém khang sinh d6 phat hién su d¢ khang khang sinh
Erythromycin ctia vi khuan. Qui cach lo >50 dia

1SO 13485
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Dia khang sinh Gentamicin

Chtra trong lo nép nhém co ga‘in ntt cao su day chat, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chéng 4m.
Ho Dia khang sinh bao gém cac loai dia gidy dugc tim
khang sinh v&i ndng d6 theo quy dinh dung thyc hién thi
nghiém khang sinh db phat hién sy dé khang khang sinh
Gentamicin cua vi khuan. Qui cach lo > 50 dia

I1SO 13485
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bia khang sinh levofloxacin

Chtra trong lo ndp nhém c6 gan nut cao su ddy chat, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chéng am.
Ho Pia khang sinh bao gom cac loai dia gidy dugc tim
khang sinh v&i ndng do theo quy dinh dung thyc hién thir
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Levofloxacin cua vi khuén. Qui cach lo > 50 dia

1SO 13485
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bia khang sinh Meropenem

Chtra trong lo nap nhém c6 gan nit cao su déy chat, Kich
thudce 1o 50 x 21mm, phia ddy lo c6 chira chat chong am.
Ho Pia khang sinh bao gdm cac loai dia gidy duoc tim
khang sinh v6i ndng d6 theo quy dinh ding thuc hién thi
nghiém khang sinh db phét hién sy dé khang khang sinh
Meropenem cua vi khudn. Qui cach lo > 50 dia

I1SO 13485
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bia khang sinh Novobiocin

Chtra trong lo nap nhom c6 gan nit cao su ddy chat, Kich
thude lo 50 x 21mm, phia day lo c6 chira chét chéng Am.
Thuc hién thir nghiém phat hién dé khang Novobiocin.
Qui cach lo > 20 dia

I1SO 13485

33

bia khang sinh Oxacilin

Chtra trong lo nap nhém c6 gan nit cao su day chat, Kich
thudce 1o 50 x 21mm, phia ddy lo c6 chira chat chong am.
Ho Pia khang sinh bao gom cac loai dia gidy dugc tim
khang sinh v&i ndng do theo quy dinh ding thyc hién thir
nghiém khang sinh d6 phat hién sy dé khang khang sinh
Oxacilin cua vi khuan. Qui céch lo > 50 dia

1SO 13485
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Dia khang sinh Penicillin

Chtra trong lo ndp nhém c6 gan nit cao su ddy chat, Kich
thude lo 50 x 21mm, phia day 1o c6 chira chét chéng am.
Ho Dia khang sinh bao gdm cac loai dia gidy duoc tim
khang sinh v&i ndng do theo quy dinh ding thyc hién thi
nghiém khang sinh db phat hién sy dé khang khang sinh
Penicillin ciia vi khuan. Qui cach 1o < 50 dia

I1SO 13485
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bia khang sinh
Piperacilin/tazobactam

Chtra trong lo ndp nhém c6 gan nit cao su ddy chat, Kich
thudce 1o 50 x 21mm, phia ddy lo c6 chira chat chong am.
Ho Dia khang sinh bao gom cac loai dia gidy dugc tim
khang sinh v6i ndng d¢ theo quy dinh dung thuc hién thir
nghiém khang sinh db phét hién sy dé khang khang sinh
Piperacilin/tazobactam cuia vi khuan. Qui cach lo > 50
dia

1SO 13485
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bia khang sinh Amoxicilin

Chtra trong lo nip nhém c6 gan nit cao su ddy chit, Kich
thudc lo 50 x 21mm, phia day lo c6 chtra chét chéng am.
Ho Dia khang sinh bao gdm cic loai dia gidy dwoc tim

khang sinh v&i ndng d6 theo quy dinh ding thuc hién thir

1SO 13485
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nghiém khang sinh d6 phét hién sy dé khang khang sinh
Amoxicilin ciia vi khuan.
Chtra trong lo nép nhém co ga‘in ntt cao su day chat, Kich
thudce 1o 50 x 21mm, phia ddy lo c6 chura chét chéng am.
. , . . . Ho Bia khang sinh bao gom cac loai dia giay dugc tam
37 | Piakhing sinh Linezolid khang sinh Vgi nong dégtheo quy dinh dfl%lg};huc hién thir 150 13485
nghiém khang sinh db phét hién sy dé khang khang sinh
Linezolid cta vi khuén.
Chat gan, c6 dinh té bao
- Thanh phan:
Formaldehyde: 3,5-4%
Nudc: 94-95%
Methyl alcohol:1,2%
[ Sodium phosphate dibasic: < 1%
[ Sodium phosphate, monobasic: < 1%
- Cong thirc AFIP pha sin gitp giam tiép xtic véi
Toggn?:l%iqggg trong subt khong mau - ISO 9001 hodic ISO 13485
38 | Formol dém trung tinh 10% PO ’ - (EU)2017/746 hoac CE
- pH 6n dinh 6,8-7,2 ) . hodc CFS
- Chat lugng dugc kiém soat nghiém ngat dam bao nong :
d¢ formalin lu6n 1a 10%
- On dinh & nhiét dong lanh
- Tuong thich v6i chiic ndng nhan di¢n va theo doi hoa
chat ty dong bang song vo tuyén (RFID) cua thiét bi dang
c6 tai bénh vién (May xtr Iy mé Revos), hd trg kiém soat
va t6i wu hoa viée sir dung hoa chét
- Pong goi: can 3,8 - <5 it
- Xuét xi: G7
Gel trong sudt, mau tra“ing hay xanh nhat, bao v¢ dau do
39 | Gel Siéu am/ultrasonic gel siéu 4m khoi sy an mon, giup loai bo bot khi giita dau do | 1SO 13485
va co thé. Qui cach: binh <5 lit
Dung dé nhudm té bao méau ngoai vi va té bao u xo tity
xuong. - 1ISO 9001 hodc ISO 13485
40 | Giemsa Thanh Phan: Eosin-methylene blue according to Giemsa | - (EU)2017/746 hoic CE
7,0 g/L, methanol 50%; Glycerol 50%.Qui cach: chai hoac CFS
<1000ml, xuét xtr: Chau Au
Dung dé tao mdi truong ky khi cho viéc nudi cay vi sinh
ky khi.
, - A , Tao moi truong ky khi trong vong 2,5 gio vai <1% Ox
41 | Géi tao mdi truong ky khi Vo o130 Carboﬁ diyoxi e tmlglg 5 4gg 5 & Y 1150 13485
Qui cach: Hop > 20 tti
Xuét xir: G7 i
. Dang bot min, khong mau, tinh khiét dung trong phong
42 | L-cystein thi nghiém. Qui céch: chai > 25¢ 150 13485
Dung dé phan lap nim men va nam soi; phan biét
Candida albicans, C.tropicalis va C.krusei.
Thanh phan méi trudng bao gdm: (cong thic tinh trén 1
43 | Mai truong Chromagar Candida | lit) Chromopeptone 10,2g, Glucose 20,0g, Chromogen 1SO 13485
Mix 2,0g, Chloramphenicol 0,5g, Agar 15,0g.
Nhiét 6 bao quan: 2-25 °C
Xuat xtr: G7
Moi truong d6 san trén dia petri @ 90mm. Mbi truong
thyc hién khang sinh dd vi khuan d& moc
Thuyec hién khang sinh d6 bang dia khang sinh hodc bang
Moi truomg Muller Hinton Agar que MIC trén vi khuén d& moc. Pia thach tron co O
44 90mm thyc hién khang sinh d6 cho 7 dia khang sinh hoac | 1SO 13485

pha san

2 que MIC

Thanh phin Beef extract (48mg); Acid hydrolysate of
Casein (0,429); Starch (36mg); Agar (0,4g); Nudc cit
(24mL).
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45

Thioglycolate Medium

Mbi truong d6 san- mdi truong chuyén cho va bao
quan mu vi khuan ky khi (Thioglycolate), dung chuyén
cho va bao quan mau thtr dung trong xét nghiém nudi cay
vi khuan ky khi.

Moi trudng dang 1ong, d6 san trong type 3-5 ml, san
sang st dung.

Thanh phan tbi thiéu gdm: Peptone, Dextrose, Yeast
Extract, Sodium Thioglycolate, chi thi oxi hoa khur.

Chung vi khuan phat trién duoc: Bacteroides
spp/Clostridium spp hodc tuwong duong.

1SO 13485

46

Thudc nhudm té bao EA 50

Khong cin hoic tap chat. Dung dich mau cam trong sudt.
Nhuém mau : bao twong bat tir xanh 14 dén xanh duong.
Qui céach: chai 500ml.

- ISO 9001 hodc ISO 13485
- (EU)2017/746 hoac CE
hoac CFS

47

Trimethoprim/Sulfamethoxazole

Chtra trong lo nap nhém c6 gan nit cao su ddy chat, Kich
thudc 1o 50 x 21mm, phia day lo ¢ chira chat chéng 4m.
Ho Dia khang sinh bao gém cac loai dia gidy dugc tim
khang sinh v&i ndng d¢ theo quy dinh dung thyc hién thir
nghiém khang sinh db phat hién sy dé khang khang sinh
Trimethoprim/Sulfamethoxazole ctia vi khuan. Qui cach
lo >50 dia

1SO 13485

48

Huyét thanh mau anti D-
blended monoclonal, human
IgM/IgG

Clone P3X61+P3X21223B10+P3X290+P3X35, type
IgM + 1gG, sodium azide < 0,1% wi/v, sodium arsenite
0,02% va bovine albumin

Do dic hiu: 100%

Xuét xit G7.

ISO 13485 hoac CE

49

Dung dich Lugol 3%

Dung dich Lugol 3%. Thanh Phﬁn: lod, Kali Iodid. Dung
trong san phu khoa (b6i truc ti€p hoac pha loang dé vé
sinh). Qui céch chai 500ml

ISO 9001 hoac ISO 13485
hodc FDA hoic CE

50

Oxy gia dam dac

Hydrogen peroxid (H202) 50%, tinh khiét. Qui cach: can
30-35 kg

ISO 9001 hoac ISO 13485
hodc FDA hoic CE

51

Vién ngam sat trung chira Natri
Dichloroisocyanutrale (hay
Trodosene sodium) 50%.

Diét khudn nhanh, pho tac dung rong, co tac dung dbi véi
tat ca cac loai vi khudn sinh dudng, ndm, virus va nha
bao.

Str dung dé khir khuin bé mit, d6 vai, do thuy tinh va
céc thiét bi phong md, phong sanh, phong bénh, cac labo
xét nghiém ciing nhu trong khtr khuan bénh vién noi
chung. Qui cach: Hop <100 vién

ISO 13485 hodc FDA hoic
CE hoidc Cong bd hop chuén
EC hoéc CFS (hoac tuong
duong)

52

Keo sinh thiét lanh

Dung dich cat lanh
- Thanh phan:
[ Polyvinyl alcohol: 10-15%
L1 Polyethylene glycol: 2-5%
Potassium formate: 1-3%.
Methy Acetate: < 1%
Potassium carbonate: < 1%
Water: 80-85%
- Gel cét lanh trong sudt hd trg cit mo cho qua trinh cét
lanh
- Tao lién két viing chic v6i dung cu gitr mau.
- Bi loai b trong qua trinh nhudm.
- Dong lanh nhanh, 1at cat phang va tan trong nudc hoan
toan ma khong c6 can ba
Pong goi: chai: <120 ml.

- 1SO 13485
- ’FDA hoég CE hodc Cong
b6 hop chuan EC hoac CFS

53

Muc danh dau mo

Muc danh ddu mo, mau xanh duong, Banh dau bo phau
thuat

- Thanh phan:

+ Water: 58-65%

+ Acrylic Acid-Styrene Copolymer Ammonium Salt: 20-
25%

+ Phthalocyanine blue: 15-22%

+ Acrylic Acid: < 1%

- 1SO 13485
- ’FDA hoag CE hoac Cong
bd hop chuan EC hodc CFS
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+ Dipropylene Glycol: < 1%

+ Ammonia: < 1%

+ ProClin 300: <1%

- Xac dinh cac phéan doan ndi tiép ciia mé 16n

- Duy trinh dinh hudng mé dung din cho phau thuat

- Xac dinh nhiéu phan ctia mé duge xir 1y trong cting
cassette

- Duy tri mau sc trong suot thot gian xtr ly mo, st dung
dugce trén miu tuoi va mau c¢b dinh Formol

- Xuat xir: G7

Lé 5. Hoa chit cho xét nghi¢m
di truyén

54

Loading Dye 6X

Str dung tai DNA 2 mau khi dién di. Kh6ng anh hudng
den viéc bat anh sang UV cua DNA. Nong d6 6X

1SO 13485

55

Boric acid, for electrophoresis

Hoa chat dang bot, cong thirc phan tir H3BO3, D6 tinh
sach: >99.5%, str dung cho sinh hoc phéan tir va dién di,
khong chira hoat tinh ciia DNase, RNase va protease

I1SO 13485

56

B0 kit xét nghiém gen FMR1
nhiém sac thé X dé gay

- Bo chan doan IVD khao sat sb lan 1ap doan CGG cua
vung 5-UTR cua gen fragile X mental retardation-1
(FMR1 ) bang phwong phap PCR két hop dién di mao
quan tmg dung trong hd trg chan doan hodi ching nhidm
sdc thé X dé giy.

- Tuong thich hé thdng giai trinh ty ABI 3500 cua bénh
vién dang c6 tai khoa.

1.1SO 13485
2. CE-IVD hoac FDA

57

B0 kit ly trich DNA 250 assay

B6 kit ly trich DNA b gen (gDNA) st dung cong nghé
mang silica du6i dang cot ly tdm, khong sir dung phenol—
chloroform hoic cac bude két tiia bang con ton thoi gian.
San pham c6 thé sir dung cho PCR, Southern blotting,
giai trinh ty, gén nhan acid nucleic, lai phan tir
(hybridization).

Str dung cho céc loai mau véi lugng dau vao cho mdi
mau: Tay xuong: <200 pL; Tam bong niém mac mleng
1 que; Buffy coat: 200 uL; Giot méau kho: thay dbi tuy
mau; Nudc tiéu: <4.5 mL; Mau toan phan: <500 uL.

Thé tich gDNA rira giai (Elution Volume) dén 200 pL.
DNA tinh sach c6 kich thudce 16n hon 30 kb, Hiéu suét
thu DNA dén <65 pg, 200 L mau nguoi dau vao co thé
thu dugc 2-10 pg DNA.

Thoi gian thyc hién: 20 phut (sau khi dong nhat mau),
didu kién van chuyén: & nhiét 46 phong.

I1ISO 13485

Lo 6. Dung dich, khin lau khi
khuan bé mit

58

Dung dich khir khuan, nim dung
de lau san trong phong IVF

Dung dich khir khuén, khir nAm ding cho lau san cho cac
phong thii thuat ciia IVF. C6 bang chung da duoc st
dung trong phong lab IVF. Hoat chét khong chira con,
khong sinh VOC.

ISO 9001 hoac ISO 13485
hodc FDA hoic CE

Lé 7. Héa chit cho xét nghiém
di truyén

59

Amniomax Complete

Méi trudng nudi cay té bao dich 6i ngudi da duge bd
sung day du Fetal Bovine Serum (FBS), gentamicin va L-
glutamine.

Dang dung dich 1X, sin sang st dung khi r dong.

MBoi trudng sau khi rd dong c6 thé duoc bao quan & 2—
8°C trong 10 ngay.

1. 1SO 13485
2. CE-IVD hoic FDA

60

Pém cuc am

Pém dién cuc am dé sir dung trén may ABI 3500 cua
bénh vién dang c6 tai khoa.

Pugc dong sin trong khay dang 1X dé duy tri ngudn ion
cho qué trinh dién di.

1SO 13485

61

bém cuc duong

DPém dién cyc duong dé sir dung trén may ABI 3500 cua
bénh vién dang c6 tai khoa.

I1SO 13485
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Pugc dong san trong khay dang 1X dé duy tri ngudn ion
cho qua trinh dién di.

62

DNA Ladder 1kb

Thang DNA c6 kich thudc tdi thiéu 13 band tir 100 -
15000bp thich hgp cho dién di agarose 1%

1SO 13485

63

Dung dich Demecolcine

Dung dich Demecolcine gom dung dich N-desacetyl-N-
methylocolchicine nong d6 10 pg/ml trong dém Hanks'
Balanced Salt Solution (HBBS). Dung trong quy trinh
thu hoach té bao nudi cdy trong xét nghiém karyotype.

1. 1SO 13485
2. CE-IVD hodc FDA

64

Dung dich nuéi ciy té bao
Karyomax

Méi trudng chuyén biét dé nudi ciy té bao lympho mau
ngoai vi d duogc bo sung Fetal Bovine Serum (FBS), L-
glutamine va phytohemagglutinin (PHA).

Dang dung dich 1X, sin sang dé st dung sau khi ra dong.
MGoi truong sau khi rd dong c6 thé dugc bao quan & 2-8 °
C trong 14 ngay.

Thanh phan: Glycine, L-Arginine, L-Asparagine, Biotin,
Choline chloride, D-Calcium pantothenate, Phenol Red ...

1. 1SO 13485
2. CE-IVD hoac FDA

65

Enzym cit giéi han MSE I

Enzyme Msel dé cat chudi DNA tai vi tri nucleotide
T/TAA, nong d6 10.000units/ml, cung cap kém theo
dung dich dém va tai nhuom DNA (loading dye).

I1SO 13485

66

FCS

Huyét thanh thai bo (fetal calf serum hodc fetal bovine
serum) dung cho nudi cay t€ bao. Ba dugc tiét trung va
kiém tra mycoplasma, virus.

1.1SO 13485
2. CE-1VD hoac FDA

67

Gel Polymer POP 7, 384 sample

Dan chit trong dién di mao quan dé phén tich doan DNA
va gidi trinh tw DNA.

Tuong thich v6i may ABI 3500 cia bénh vién dang co
tai khoa.

1SO 13485

68

Hoa chat dién di dinh lugng
Hemoglobin

Dung dé tach huyét sic t6 binh thuong va phat hién cac
bién thé huyét sac t6 bang k¥ thuat dién di mao quan
trong dung dich kiém. Tuong thich véi h¢ thong
MINICAP ctia bénh vién dang c6 tai khoa.

1SO 13485

69

Hoéa chit Hi-Di

Dung dich formamide chuyén dung trong dién di mao
quan dé phan tach doan DNA va giai trinh tu DNA.
Tuong thich v6i hé thong giai trinh ty ABI 3500 ciia
bénh vién dang ¢o tai khoa.

I1SO 13485

70

Hoéa chat hiéu chuan kénh mau
D

Str dung trén hé may ABI 3500 cta bénh vién dang co tai
khoa
Hiéu chuan 4 kénh mau: FAM, HEX, NED, ROX

I1SO 13485

71

Héa chét hiéu chuin kénh mau
G5

Str dung trén hé may ABI 3500 cta bénh vién dang co tai
khoa
Hiéu chuin 5 kénh mau: FAM, LIZ, NED, PET, VIC

1SO 13485

72

Hoa chat hiéu chuan tmg dung
giai trinh ty

Str dung trén hé may ABI 3500 cia bénh vién dang co tai
khoa

Hiéu chuan mau huynh quang cho giai trinh tu Sanger:
ROX, Rhodamine 110, Rhodamine 6G, TAMRA

1SO 13485
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Hoa chat rira hé thdng may 3500

Str dung dé rira hé thong may ABI 3500 cua bénh vién
dang co tai khoa

1SO 13485

74

Kit khuéch dai bd Gene

Yéu cau c6 do bao phu toan bg bd gen, sai 1éch alen tdi
thiéu.

San pham khuéch dai phu hop véi cac timg dung nhu: giai
trinh tu gen thé hé méi (NGS) hoic lai so sanh gen trén
nén tang array (aCGH).

- Tao diéu kién & nhe nhang d&é DNA it phan méanh

- Phu hop v&i quy trinh phan tich hinh anh bing may
Agilent SureScan scanner

- Trung binh chiéu dai san pham khuéch dai trén 10 kb

- Quy trinh khuéch dai khong qua 150 phut

1.1SO 13485

2. FDA hodac CE hodc Cong
b6 hop chuin EC hoidc CFS
hodc twong duong

75

Kit phat hién Toxoplasma
gondii bang cdng nghé Real-
time PCR

- B xét nghiém IVD dinh tinh Toxoplasma gondii bang
k¥ thuat Real-time PCR.

- Nguf‘)n MAu: mau ngoai vi, mau sinh thiét, dich ndo tay,
dich bi.

CE-IVD
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Kit phét hién va phan tich cac
thé di boi trén nhiém séc thé 13,
18,21, X va Y bang k¥ thuat
QF-PCR, tiéu chuén CE-IVD

- Bo xét nghiém IVD dinh tinh 26 marker chan doan cac
di boi nhiém sic thé 13, 18, 21, X va Y, bang ky thuat
QF-PCR.

- Mau dau vao: DNA bd gen nguoi tir mau toan phan,
dich 6i.

- Tuong thich cac hé thng giai trinh tw ABI 3500 ctia
bénh vién dang c6 tai khoa.

CE-IVD

77

Kit sang loc cac marker STS
AZF vung AZFa, AZFb va
AZFc

- B0 xét nghiém IVD dinh tinh 08 marker mat doan
AZFa, AZFb, AZFc

- Phan tich cac marker trén AZFa, AZFb, AZFc, bao gom
08 marker (sY86, sY84, sY127, sY134, sY254, sY 255,
sY14 va ZFV/ZFX); 13 marker (sY82, sY83, sY1065,
sY88, sY105, sY121, sY1192, sY153, sY1191, sY1291,
sY160,ZFXY vasY14).

- Miu dau vao: DNA bd gen nguoi tach chiét tir mau
toan phan

- Dong may giai trinh tu tuong thich: ABI Genetic
Analyzer ( 3130, 3500, 3730)

- C6 cung cap kém kit Devyser AZF Extension

1. 1SO 13485
2. CE-IVD hoac FDA

78

Kit tach chiét DNA genome,
DNA/RNA virus bang céng
nghé cot loc, tiéu chuan CE-IVD

Bo kit tach chiét va tinh sach acid nucleic tong s6 bang
cong nghé cot ly tim c6 do tinh khiét cao, bao gdm DNA
bd gen ngudi, DNA & RNA virus, DNA vi khuan. San
pham c6 thé sir dung cho qPCR, tong hop cDNA,
microarray, khuéch dai dang nhiét vong (LAMP).

Str dung cho céc loai mau véi luong dau vao cho mdi
mau: Tbi da 200 pl cho huyét thanh, huyét tuong, cac
dich co thé khong chira té bao khac, nudc tiéu, tim bdng
(kho, da on dinh), dich ndi tir huyén dich phén, vi khuén
nudi cay, dich tiét khi quan, dich rira phé quan (BAL),
dam, dich nbi tir nudi cay té bao; Tbi da 100 pul cho méau
tuoi hoac dong lanh (chong dong bang EDTA/citrate); va
Téi da 10 mg cho mau mé.

Thé tich rira giai: 100 — 200 pl; Hiéu suat thu nhan cho
Mau toan phan: trung binh ~1 ug DNA v&i do tinh sach
A260:A280=18-2.1

- 1SO 13485 va
- CE-IVD
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Thang chuan xéac dinh kich
thudc doan DNA 500 ROX

- Thang kich thuéc DNA ¢6 gin mau huynh quang ROX,
khoang kich thudc tir 35bp dén 500bp

- Dung trong dién di mao quan phan tach doan DNA

- Tuong thich v4i may giai trinh ty ABI 3500 cua bénh
vién dang c¢ tai khoa

I1SO 13485

80

B kit phat hién 5 tac nhan virus
gay viém mang ndo

- B9 kit IVD real-time PCR phat hién 5 tac nhan virus
gay viém mang ndo: Adenovirus (AdV), Enterovirus
(HEV), Human parechovirus(HPeV), Mumps virus
(MV), Parvovirus B19 (B19V).

- Tuong thich v6i may CFX 96 cua bénh vién dang c6 tai
khoa

1. 1SO 13485
2. CE-IVD hoic FDA
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Bo lfit phat hién 6 tac nhan vi
khuan gay viém mang ndo

- B9 kit IVD real-time PCR phat hién 6 tac nhén vi khuan
gay viém mang ndo: Escherichia coli K1 (E.coli K1),
GroupB Streptococcus (GBS), Haemophilus influenzae
(HI), Listeria monocytogenes (LM), Neisseria
meningitidis (NM), Streptococcus pneumoniae (SP).

'- Tuong thich véi may CFX 96 cua bénh vién dang c6
tai khoa

1. 1SO 13485
2. CE-IVD hoic FDA
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BG kit phat hién 7 tdc nhan virus
gay viém mang ndo

- B xét nghiém IVD phét hién 7 tdc nhan virus gay viém
mang nao: Cytomegalovirus (CMV), Epstein-Barr
virus(EBV), Herpes simplex virus type 1 (HSV1), Herpes
simplex virus type 2 (HSV2), Human herpes virus 6
(HHV 6), Human herpes virus 7 (HHV 7), Varicella-
zoster virus (VZV).

1. 1SO 13485
2. CE-IVD hoiic FDA
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- Str dung phuong phap real-time PCR tuong thich véi
may CFX 96 cua bénh vién dang c6 tai khoa.

83

Kit phat hién Rubella bang cong
nghé Real-time PCR

- B xét nghiém IVD dinh tinh Rubella bang k¥ thuat
Real-time PCR.

- Ngudn méu: Huyét twong mau ngoai vi hodc cudng
rén, nude bot, mau phét vom hong, dich 6i.

- Tuong thich véi may CFX 96 cua bénh vién dang co
tai khoa.

1. 1SO 13485
2. CE-IVD hodc FDA

84

Agarose dién di DNA

Agarose gia tri dién hoa thap (low electroendosmosis
value- LE agarose)

Di dugc kiém tra chat luong va ching nhan khong chia
hoat tinh cia DNase va RNase

Str dung cho sinh hoc phéan tur

Dang bot tring

1SO 13485

85

DNA Ladder 100 bp

Thang kich thudc ti thiéu 1a 10 band tir 100bp - 1500bp,
thich hop cho dién di trén agarose 2%

I1SO 13485
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B0 kit tinh sach san phém PCR
PureLink™ PCR Purification,
kit 250 test

B6 kit tinh sach san phdm sau phan tmg PCR hoat dong
dua trén su gén chon loc ciia DNA sgi d6i (dsDNA) 1én
mang nén silica trong diéu kién c6 mudi hon loan
(chaotropic). Chi can tron san pham PCR véi dém gan
két va nap vao cot ly tim c6 mang silica, dsSDNA s& gén
1én mang silica trong cot. Loai bo tap bang cach rira ky
v6i Wash Buffer. Dé thu DNA tinh sach, rira giai (elute)
dsDNA bang Elution Buffer mudi thap hodc nudc.
Khong can diéu chinh pH mau phirc tap, quy trinh tién
loi va nhanh, hoan tat trong 10 phiit.

B0 Kit bao gém dém dé tinh sach c6 chon loc cac phéan
doan <300bp va 100bp — 12kb dsDNA.

San pham PCR sau tinh sach thich hgp cho giai trinh tir
DNA, cit enzyme, gén nhén acid nucleic va cloning.

1SO 13485
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DNA Sequencing clean up kit
ZR DNA Sequencing clean up
kit 200 test

Bo kit tinh sach san pham DNA sau giai trinh tu Sanger
don gian va nhanh trong 10 phat dé loai bo cac tap chét
sau phan (mg giai trinh ty nhu: thudc nhuom huynh
quang chua gan, mubi ton du, ddNTP, primer va enzyme.
Thé tich rira giai 6-20 pL, hiéu suat thu DNA:T4i da 5

Hg.

I1SO 13485
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DNTP set 4x250 mcl

* ANTPs chat lugng cao str dung cho pha hdn hop phan
g PCR tim dot bién gen.

* Po tinh sach: > 99% (duogc do béng HPLC)

* Nong do cung cap: 100mM trong nuée pH 7.5

* Thanh phan:

- dATP (100mM): 1 x 250ul

- dGTP (100mM): 1 x 250ul

- dCTP (100mM): 1 x 250l

- dTTP (100mM): 1 x 250ul

1SO 13485
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Tris-EDTA pH 8.0 cho sinh hoc
phén tu

- Dung dich dém d6 tinh khiét mtrc d6 phan tir
(molecular grade), da dugc vo trung,

- Khong chira hoat tinh cua DNase, RNase va protease,
khong nhiém DNA, RNA, protein.

- Thanh phan: Tris-EDTA & d6 pH 8.0

1SO 13485
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Trizma Base

- Thanh phan: Trizma Base, cong thirc phan tir
C4H11NOs.

- B¢ tinh sach: >99,9%.Khong chira hoat tinh cta
DNase, RNase va protease, st dung cho sinh hoc phan tr

1SO 13485

91

Thudc nhuém GelRed

Thudc nhudém DNA sau dién di trén gel Agarose hodc gel
Acrylamide. Khong chura Ethidium bromide dgc hai.

1SO 13485

92

560 size Orange DNA

Thang kich thuéc DNA nhuém huynh quang mau Orange
khoang kich thudc tir 73bp dén 555bp.

Tuong thich v6i may giai trinh tw ABI 3500 cua bénh
vién dang c6 tai khoa.

I1SO 13485




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Lo 8. Héa chit hé tro sinh sin
Thanh ph?m: 100% Parafin Oil, tiét trung, duoc loc rira tur
. nguyén liéu thd. Nguyén liéu tho (dau thd) lam ra dau
93 Dau Parafilm 100% Ovoil duoc kiém tra ph6i chudt 1 t€ bao (MEA test) , test MEA | 1. 1SO 13485
100ml hodc twong duong phai c6 nhudm va dém so té bao c6 bén trong phoi 2. FDA hoéac CE
blastocyst d¢é tang chat lugng
Qui cach: >100ml/lp
Thanh phan:Pém Bicarbonate, Albumin huyét thanh
) nguoi, Gentamicin ¢6 thém 8 acid amin thiét yéu cho sy
Méi truong nudi cay phdingay | phat trién cua phdi: Isoleusine, Leucine, Lysine, 1,150 13485
94 | 1denngay 3 - G1V5plus30ml | Methionine, Phenylalanine, Threonine, Tryptophan , 2 FDA hoic CE
hodc twong duong Valine, c6 test MEA phai ¢6 nhuom va dém s6 té bao co ’ ;
bén trong phoi blastocyst dé tang chat luong
Qui cach: Lo >30ml
Thanh phan:Dém Bicarbonate, Albumin huyét thanh
nguoi, Gentamicin c6 thém 8 acid amin thiét yéu cho su
Mai truong nudi cdy phoingay | phat trién cua phoi: Isoleusine, Leucine, Lysine, 1.1S0 13485
95 | 3dénngay 5 -G 2V5plus30ml | Methionine, Phenylalanine, Threonine, Tryptqphan , 2 FDA hoiic CE
hoéc twong duong Valine, c6 test MEA phai ¢6 nhuém va dém s6 t€ bao c6 ’ ;
bén trong phoi blastocyst dé tang chat luong
Qui cach: Lo >30ml
U A .. . MBoi truong phan loai dung trong k¥ thuat Density
% 31[1?]1 tﬁ‘gﬁglffli‘}?uﬁ‘)gﬂ ttmng Gradient, néng do Silica 45% va 90% , ¢ chira 1. 10 13485
g trong ky thug y Magnesium sulphate, Bicarbonate va HEPES. Qui cach: 2. FDA hoac CE
Gradition .
lo >30ml x2/kit
Str dung phuong phap ra dong trung, phoi sau thity tinh
A ~ an . hoéa. Thanh phan chinh: HEPES, Ethylene Glycol,
97 M(fl truong ra dong Kitazato Dimethyl Sulfoxide, Trehalose, Hydroxypropyl 1150 134§5
hodc twong duong R Al 2. FDA hoac CE
Cellulose, Acid Béo, Gentamicin;
Qui cach >4 x 4ml/kit
Thanh phén chinh: Water, Hyaluronidase, NaCl, KCL,
M6i truong tach trimg CaCl2, NaH2PO, MgS04, Na-pyruvate, Insulin, Glucose
. . 1.1SO 13485
98 | Hyaluronidase 10 ml hodc twong | monohydrate, Na-lactateNaHCO3, human serum 9
. 2. FDA hoac CE
duong albumin, HEPES.
Qui cach: lo >10ml
e 2 , , . | Thanh phﬁn chinh: Water, NaCl, KCL, CaCl2, NaH2PO,
Moi trudng tao am, rira tring va
99 | tinh trung Ferticult Flusing 5 x MgSO4, . 1.1S0 13485
b Na-pyruvate, Insulin, Na-lactate, NaHCO3, human 2. FDA hoac CE
50ml hodc trong duong !
serum albumin, HEPES.
Thanh phan: MOPS, dém bicarbonate
Mbi truong thao tac tring, phoi Albumin huyét thanh nguoi, Gentamicin, c6 test MEA
o e NS SV S A N 1. 1SO 13485
100 | G-Gamete plus 30ml hodc twong | phai c6 nhudm va dém so t€ bao c6 bén trong phoi <
. R 2. FDA hoac CE
duong blastocyst dé tang chat luong
Qui cach: 1o <30ml
MOi truong nudi cay c6 du chat dinh dudng gitp phoi
phat trién tir giai doan thu tinh dén giai doan phdi nang,
101 | Méi trusne nui cAv lien tuc c6 chira chat chong oxy hoa Acetyl-L-Carnitine, Alpha- 1. 1SO 13485
& yHent Lipoic Acidand N-Acetyl-L-Cysteine. ¢ test MEA phai | 2. FDA hogc CE
€0 nhugm va dém so t€ bao c6 bén trong phoi blastocyst
dé tang chat lugng. Qui cach lg > 30ml
Mbi truone choc hit trém Thanh phan chinh : Water, NaCl, KCL, CaCl2, Na2HPO,
102 FerticuItAigs iration 5 x 1(g)0ml MgSO04, Na-pyruvate, Insulin, Glucosemonohydrate, 1.1SO 13485
o gwn Heparine, HEPES. 2. FDA hoic CE
j & & Qui cach: 1o <100ml
Thanh phan:Hyaluronan, Phenylalanine,Potassium
i chloride,Proline,Pyridoxine,Recombinant Human
103 Méi truong chuyén phoi Albumin, Riboflavin,Serine,Sodium bicarbonate,Sodium | 1. ISO 13485

Embryoglue hoic twong duong

chloride, tri-Sodium citrate, Sodium dihydrogen
phosphate, Sodium lactate, Sodium pyruvate,
Thiamine, Threonine, Tryptophan, Tyrosine, Valine; cé

2. FDA hoac CE
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test MEA phai ¢ nhuém va dém s té bao ¢6 bén trong
phoi blastocyst dé ting chit lugng. Qui cach: lo <10 ml
Moéi truong dau khoang dé thao | Thanh phan chinh : Dau khoang nhe dugc loc va kiém tra 1150 13485
104 | tac Mineral Oil 100ml hodc chuyén dung cho IVF 2 FDA hoiic CE
twong duong Qui cach: <o 100ml ) j
Thanh ph?m chinh: Water, Glycerine, NaCl, KCI,
Moi truong dong lanh tinh tring | MgSO4, NaH2PO, Sucrose, Glycine, Glucose 1. 1SO 13485
105 | Sperm Freeze 5x20ml hoac monohydrate, HEPES, NaHCO3, lactate, Human serum ' <
. 2. FDA hoac CE
tuong duong albumin.
Qui céch: 1o <20 ml
Str dung phuong phap dong trimg, phoi thuy tinh hoa.
e s R U Thanh phan: HEPES, Ethylene Glycol, Dimethyl
106 M?I truong dong phoi Kitazato Sulfoin()je, Trehalose, Hygroxypro}p/)yl CeIIquse},] Acid 1150 134855
hodc twong duong , S 2. FDA hoéc CE
Beo, Gentamicin;
Qui cach 4x1.5ml/kit
Thanh phan chinh : Alanyl-Glutamine, Calcium chloride
dihydrate,Citrate, EDTA, Fructose,
Gentamicin,Glucose,Glycine, Human serum albumin*,L-
Ay x . Alanine,L-Asparagine H20,L-AspartateL -Glutamate,L-
107 i\(l/o; ;ﬁi:%gol};(; Egézh:lugzg G- ProIine,L-Serine,Ma}gnesium §u|phate_z 1. 1SO 13485
duong ; hepta_hydrate_,Potas_smm chloride,Sodium 2. FDA hoac CE
chloride,Sodium dihydrogen orthophosphate 1-hydrate,
Sodium hydrogen carbonate,Sodium lactate,Sodium
pyruvate, Taurine.
Qui cach: Lo < 60ml
La moi truong 1am cham lai sy di chuyén cua tinh tring
Mbi truong lam chim tinh tring | ngudi, tir d6 ¢ thé bt tinh trang dé tiém vao bao twong 1 1SO 13485
108 | dung trong k¥ thuat ICSI (PVP tring khi thue hién ky thuét ICSI trong ho trg sinh san. 2 FDA hodc CE
Clinical hodc twong duong) Pa duoc kiém tra vé doc tinh doi vai phoi, dam bao an ’ ;
toan st dung trén trimg va phdi ngudi. Qui cach: lo 0.2ml
Moi truong loc rira tinh trung Thanh phan: Water, CaCl2.2HO2, NaHCO3, Na-pyruvat, 1.1S0 13485
109 | cho IUI (Sil Select 2 x 50ml HEPES, Silannised silica, nong d¢ Silica 45% va 90% . 2 FDA hoiic CE
hodc tuong duong) Qui cach: 2 chai 50ml/kit hodc tuong duong ) j
Ld 9. Héa chit kiém chuin
) Chuong trinh ngoai kiém Sang loc trude sinh, dap tmg 6
Hoa chat chuong trinh ngoai thong s0 hodc twong duong. Phu hop dé tham gia chuwong <
110 kiém Sang Loc Trudc Sinh trinh ngoai kiém Riqas duoc trién khai tai cac Trung tAm ISO 13485 hodc CFS
kiém chuan.
. SIS Dang dong kho. Thanh phan 100% tir ngudi. bap tmg du
111 El(;gccgﬁhng;im sang loc 06 thong s6 bao gdm ca PAP-A va Inhibin A. On dinh ISO 13485 hoac CFS
sau khi hoan nguyén 7 ngay ¢ 2-8°C (2-8 d6 C)
. SIS Dang dong kho. Thanh phan 100% tir nguoi. Pap tng du
112 ?n?gccgfrfhng é‘clezm sang loc 06 thong s6 bao gdm ca PAP-A va Inhibin A. On dinh ISO 13485 hoic CFS
sau khi hoan nguyén 7 ngay G 2-8°C (2-8d6 ©)
. SIS S Dang dong khé. Thanh phan 100% tir ngudi. bap ung du
113 ﬁg:?ﬁhnﬁﬁ%m sang loc 06 thong s6 bao gdm ca PAP-A va Inhibin A. On dinh ISO 13485 hodc CFS
sau khi hoan nguyén 7 ngay & 2-8°C (2-8 d6 C)
Chuong trinh ngoai kiém Khi méau déap tng 11 thong sb
Hoa chét chuong trinh ngoai | K1 mdu, Glucose va Dién gidi . C6 chu ky bt dau thing | | o1 1346
114 . X . 1-12 hang nam. Phu hop dé tham gia chuong trinh ngoai
kiém Khi mau .z . -2 Co Y 2.CFS
kiém Riqas dugc trién khai tai cac Trung tdm kiém
chuin.
Chuong trinh ngoai kiém Protein dic hiéu d4p g 26
115 Hoa chat churong trinh ngoai thong s0 hodc twong duong. Phu hop dé tham gia chwong | 1. 1SO 13485
kiém Protein dac hi¢u trinh ngoai kiém Riqas duogc trién khai tai cac Trung tim | 2. CFS
kiém chuan.
Chuong trinh ngoai kiém Dich nio tuy dap timg 7 thong
116 Hoa chat churong trinh ngoai s0 hodc tuong duong. Phu hop dé tham gia chuong trinh | 1. 1SO 13485
kieém Dich nao tay ngoai kiém Riqas dugc trién khai tai cac Trung tim kiém | 2. CFS

chuan.
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Hoa chét chuong trinh ngoai
kiém HIV/Viém gan

Chuong trinh ngoai kiém HIV/Viém gan. Dap tng 16
thong sb hodc tuong dwong. Phu hop dé tham gia chuong
trinh ngoai kiém Riqas duoc trién khai tai cac Trung tim
kiém chuan.

1. 1SO 13485
2.CFS

118

Hoa chét chuong trinh ngoai
kiém Mién dich dic biét 1

Chuong trinh mién dich dic biét 1 dap Gng 10 thong sd
hoidc tuong duong. Phi hop dé tham gia chuong trinh
ngoai kiém Riqas duogc trién khai tai cic Trung tdm kiém
chuan.

-

. 1SO 13485
2.CFS

119

Hoa chat chuong trinh ngoai
kieém Syphillis (CTNK Giang
Mai)

Chuong trinh ngoai kiém Giang mai. Gom 1 théng s0.
Phu hop d€ tham gia chuong trinh ngoai kiém Riqas
duogc trién khai tai cac Trung tdm kiém chuan.

1. 1SO 13485
2.CFS

120

Hoa chat chuong trinh ngoai
kiém TORCH

Chuong trinh ngoai kiém ToRCH. Pap tng 15 thong s6
hodc twong duong. Phu hop dé tham gia chuwong trinh
ngoai kiém Riqgas dugc trién khai tai cic Trung tim kiém
chuén.

1. 1SO 13485
2.CFS

121

Hoa chit chuong trinh ngoai
kiém dong mau 16 thong so

Chuong trinh ngoai kiém Péng méau  dap ing 16 thong s0
bao gom 5 thong sO co ban va cac yéu t dong mau . Co
chu ky bat dau thang 1-12 hang nam. Phu hop dé tham
gia chuong trinh ngoai kiém Riqas dugc trién khai tai cac
Trung tim kiém chuan.

[EY

. 1SO 13485
2.CFS
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Hoa chat ndi kiém bd md mirc 2

Hoa chét ndi kiém bd m& mirc 2: Dang dong kho. Thanh
phan 100% tir nguoi, khong bao gom thanh phan ¢6
ngudn gdc tir dong vat, phu hop véi khuyén nghi
1SO15189. Pap tmg 7 thong sb. Bao quan 2-8 °C. On
dinh sau khi hoan nguyén 7 ngay 2-8°C, 28 ngay ¢ -
20°C. Khong chira Sodium Azid - chit gdy can tro
phuong phap do thanh thai (Clearance method) dé xéac
dinh HDL va LDL cua cdc may phan tich.

1. 1SO 13485
2.CFS

123

Hoéa chat n6i kiém bo m& muc 3

Hoa chat ndi kiém bo m& muc 3: Dang dong kh6. Thanh
phan 100% tir nguoi, khong bao gom thanh phan ¢6
ngudn gde tir dong vat, phit hop véi khuyén nghi )
ISO15189. Pap tng 7 thong so. Bao quan 2-8 °C. On
dinh sau khi hoan nguyén 7 ngay 2-8°C, 28 ngay ¢ -
20°C. Khong chtra Sodium Azid - chét gdy can tro
phuong phap do thanh thai (Clearance method) dé xéac
dinh HDL va LDL cua cidc may phan tich.

[EY

. 1SO 13485
2.CFS
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Héa chét ndi kiém sinh hoa
ngudng binh thuong

Dang dong kho. Thanh phan tir huyet thanh nguoi, khong
bao goém céc thanh phan c6 ngudn gbc tir dong vat, phu
hop voi khuyén nghi ISO15189 . Péap g trén 65 thong
s6 bao gdm D-3-Hydroxybutyrate, Folate hodc tuong
duong. DO bén mé nép t6i thiéu 7 ngay 2-8°C hodc 28
ngdy & -20°C . Thé tich dong g6i i thiéu 100ml

1. 1SO 13485
2.CFS

125

Hoa chat ndi ki€m sinh hoa
ngudng cao

Dang dong kho. Thanh phan tir huyet thanh nguoi, khong
bao gém céc thanh phan c6 ngudn gbc tir dong vat, phu
hop véi khuyén nghi ISO15189. Dap tng trén 65 thong
s6 bao gdm D-3-Hydroxybutyrate, Folate hodc tuong
duong. D6 bén mé nép t6i thiéu 7 ngay 2-8 °C hoic 28
ngdy & -20 °C.Thé tich déng g6i tdi thiéu 100ml

[EY

. 1SO 13485
2.CFS
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Noi kiém protein dic hiéu mirc
1

Dang long dung lién. Thanh phan 100% huyét thanh
nguoi, khong bao gdom thanh phan c6 nguén goc tir dong
vét, phu hop voi khuyén nghi ISO15189. DBap tng 25
thong s, bao gdm ca thong sd o- Fetoprotein (AFP),
chudi nhe (lamda va kappa) dang toan phan va ty do. Do
bén sau khi mg nép 30 ngay 2-8°C

1. 1SO 13485
2.CFS

127

Noi kiém protein dac hi¢u muc
2

Dang long dung l1en Thanh phan 100% huyet thanh
ngudi, khong bao gdm thanh phan c¢6 ngudn gdc tir dong
vat, phu hop voi khuyén nghi ISO15189. Bap tmg 25
thong so, bao gdm ca thong sb a- Fetoproteln (AFP),
chudi nhe (lamda va kappa) dang toan phan va tu do. Do
bén sau khi mé nép 30 ngay 2-8°C

[EY

. 1SO 13485
2.CFS
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Hoa chét chuong trinh ngoai
kiem AMH

Chwong trinh ngoai kiém AMH bao gom 1 théng so 1a
Anti-Miillerian Hormone (AMH). C6 chu ky bat dau
thang 1 hang ndm. Phu hop dé tham gia chuong trinh
ngoai kiém Riqas dugc trién khal tal c4c Trung tim kiém
chuin. Dang dong kho, c6 ngudn gbc tir ngudi, bao quan
0 nhiét d6 2-8 °C . Tfin suét phan tich: hang théang

1. 1SO 13485
2.CFS

Ld 10. Xét nghiém test nhanh

129

Cards dinh nhom mau hé ABO
tai givong

Thanh phan:

- 2 O chtta mau hodc thyuc hién autocontrol

- 2 O Anti-A: chira khang thé don dong IgM va dém
Tris, hiéu gid > 1:256, mac d6 phan ung > 3+

- 2 O Anti-B: chira khang thé don dong IgM va dém
Tris, hiéu gia > 1:256, mac d6 phan ung > 3+

Do dac hiéu: 100%, d6 nhay: 100%, dd chinh xac: 100%
Sodium azide: 0,9 gram/ ml

Nhiét d6 bao quan: 2-25°C

Xuét xtr G7

C6 huéng dan sir dung, 6 ghi két qua hoa hop gilra bénh
nhan va tii méu, két luan dugc truyén mau ngay trén card

1SO 13485, CE
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Test nhanh chén doan khang thé
sot xuat huyét IgG/IgM

Do nhay IgM 97,4 %, do nhay IgG >98,6%, do dac hi¢u
>99%, thoi gian doc sau 15 phit. Gom: card, ng dan
10ul, dung dich dém

Thanh phan: recombinant Dengue virus antigen
(0,18+0,036 pg), mouse monoclonal anti-human IgG
(0,32+0,064 pg), mouse monoclonal anti-human IgM
(0,64+0,128 pg), anti-Dengue complex antibody
(0,8+£0,16 pg)

1SO 13485, CE

131

Test nhanh chan doan khang
nguyén sot xuat huyet NS1 Ag

Do nhay >97,9%, do dac hiéu >99%, do chinh xac >98,6
%, thoi gian 15-20 phat

Thanh phan gdm card va dropper: Dengue NS1
Monoclonal Antibody-1 (0,14+0,028g); Dengue NS1
Monoclonal Antibody- 2 (0,32+0,0641.9); Goat anti-
mouse inmunoglobulin G (0,8+£0,169)

1SO 13485, CE

132

Test st rét

Xét nghiém sac ky mién dich, theo nguyén Iy dong chay
mot chidu, dinh tinh phat hién dong thoi va phan biét
khang nguyén céac ching vi rat gay bénh sbt rét
P.falciparum va P.vivax trong mau toan phan.
- Hiéu qua 1am sang Pf:

+ D6 nhay: 92,4%

+ Do dac hiéu: 98,8%
- Hiéu qua lam sang Pv:

+ D9 nhay: 90,5%

+ Do dac hiéu: 98,7%

EN 1SO 13485:2016
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TPHA

Hoa chét xét nghiém dinh tinh, ban dinh lugng TPHA 1a
xét nghiém ngung két hat thu dong dé phat hién dinh tinh
va ban dinh luong khang thé IgG va IgM khang
Treponema pallidum trong huyét thanh ngudi, huyét
tuong EDTA hoic CSF va dé xac dinh mirc d6 chuan do
clia mau.

Thanh phan:

Test cells: Hong cau gia cam dugc phii khang nguyén
cua T. pallidum

Control Cells: Hong cau gia cAm

Positive Control: khang huyét thanh tho Titre 1/1280
Negative Control: Huyét thanh thé binh thuong

Sample Diluent

Bao quan ¢ 2-8°C.

Test cells, Control cells, Sample Diluent va Controls
chtra sodium azide (< 0,1% w/v)

Gidi han phat hién duy kién 14 <0,1 IU/mL so véi IS dau

- I1SO 13485
-CFS
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Théng s6 k§ thuit

Tiéu chuén chét lugng

tién cia WHO ddi voi IgG huyét twong ngudi mic bénh
giang mai ma NIBSC code:05/122.

Do nhay 100%, do dac hiéu: 99,92%

Xuét xtr G7, tiéu chuén IVDR

C6 kém phién

Lo 11. Xét nghiém thir duwong

huyét

134

Test thir duémg’ huyét, han sur
dung sau mo nap >18 thang

nn

"Cong nghé "" khong ma hoa
FAD

Chi do dudng glucose trong mau, khong do céc loai
duong khac

Khong bi anh huong boi nong do Oxy

Luong mau thur < 0,6pL

thir dugc o nhiing vi tri khac nhau nhu long ban tay,
C'fmg tay

theo doi néng d6 duong trong mau dong mach, mau mao
mach, mau tinh mach va mau tré so sinh

C6 két qua sau 5s

C6 thé thém mau trong vong 30s néu mau mau chwa du.
Do chinh xac >99%

Gi61 han Hematocrit: 0%-70%.

Han dung: Sau khi mo nép sir dung duoc dén hét ngay
ghi trén hop (bao quéan theo hudng din ciia nha san xuat);
Xuit xtt G7

,Cong ngh¢ men GDH-

1SO 13485, CFS

Lo 12. Héa chit xét nghiém
nhudm mau té bao tw dong
Papanicolau

Nha thiu cho muon thiét b khi tring
thau héa chat

135

B0 hoa chit nhudm tu dong
Papanicolaur gom:
Hematoxylin, EA50, OG6,
Bluing buffer, Mounting
medium, Cover glasses

B hoa chat nhuém mé té bao bang Hematoxylin va
Eosin trén hé thdng nhudém va dan lamen tu dong, cong
suét 240 lam/ gid bao gdm: Hematoxylin (1 lit dung du
cho 3.000 test) dang 16ng, mau tim, 4p sudt hoa hoi 2,3
kPa; EAS50 (1 lit); OG6 (1 lit); Bluing Buffer (1 lit ding
du cho 3.000 test) dang long, khong mau, khong mui, ap
sut hoa hoi 2,3 kPa; Mounting Medium (473 ml ding du
cho 6.000 test) c6 dd nhét thap, kho nhanh, twong thich
v6i cac dung dich c6 xylene hoac khong c6 xylene, dang
16ng, khong mau; Cover Glasses (s6 lugng cung cép theo
hoa chat dii dung cho 3.000 test): kich thude 24 x 50 mm,
khong bo goc, dung dé dan cac mau mé duc khéi, mau
cit lanh, mau té bao dugce thiét ké voi kich thude va do
day phu hop dé dung dugc trén cac dong may dan lamen
tu dong. Gia nhudm (1 cai/ 3.000 test) thiét ké dam bao
chi c6 phan lam dugc nhiing vao trong hoa chit (phan gia
nhudém khong nhing vao hoa chit) dé giup loai bé rui ro
nhiém chéo héa chat. XUAT XU: G7

- 1SO 13485
- FDA hoac CE hoac CFS

Lé 13. Héa chit xét nghiém
nhuém mau mé tw déng
Hematoxylin & Eosin

Nha thiu cho muon thiét bi khi tring
thau hoa chat

136

B hoa chit nhudém ty dong

H&E gém: Hematoxylin, Eosin,

Bluing buffer, Mounting
medium, Cover glasses

Bo hoa chat nhuém mé té bao bang Hematoxylin va
Eosin trén hé théng nhudm va dan lamen ty dong, cong
suat 240 lam/ gio bao gom: Hematoxylin (1 lit ding du
cho 3.000 test) dang 16ng, mau tim, ap suét hoa hoi 2,3
kPa; Eosin (1 lit dung du cho 3.000 test) dang 16ng, mau
do, khong mui, pH 7.5; Bluing Buffer (1 lit dung du cho
3.000 test) dang 1ong, khong mau, khong mui, 4p sudt
héa hoi 2,3 kPa; Mounting Medium (473 ml dung da cho
6.000 test) c6 do nhot thip, kho nhanh, trong thich véi
cac dung dich c6 xylene hodc khong co6 xylene, dang
long, khong mau; Cover Glasses (s6 luong cung cap theo
hoa chit du dung cho 3.000 test): kich thudc 24 x 50 mm,

- 1SO 13485
- FDA hoac CE hoac CFS
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Tiéu chuén chét lugng

khong bo goc, dung dé dan cac mau mé duc khdi, mau
cit lanh, mau té bao duoc thiét ké véi kich thude va do
day phu hop dé dung dugc trén cac dong may dan lamen
tu dong. Gia nhudm (1 cai/ 3.000 test) thiét ké dam bao
chi ¢6 phan lam dugc nhing vao trong hoa chat (phan gia
nhudém khong nhing vao hoa chit) dé giup loai bo rui ro
nhiém chéo héa chat. XUAT XU G7

Lo 14. Héa chit xét nghiém
nhuém héa mé mién dich
hoan toan ty dong bing
phwong phap mién dich sinh
mau Nau - DAB (PAU THAU
TRON LO)

Nha thiu cho mwon thiét bi khi tring
thau hoa chat

137

Khang thé don dong CD56

Mot dng khang thé don dong khang CD56 (MRQ-42)
chira thude thir pha san du cho 50 xét nghiém. Pha loang
trong dém Tris, pH 7,3-7,7, vdi 1% BSA va <0,1% Natri
Azide.

Vit chu: tho

L&p khang thé: IgG1

Nguén: dich ndi

- 1SO 13485

138

Khang thé don dong CEA

Mot ong khang thé don dong khang CEA (CEA31) chia
thudc thir pha sén du cho 50 xét nghiém.

Pha loang trong dém Tris, pH 7,3-7,7, v6i 1% BSA va
<0,1% Natri Azide.

Vit chu: chudt

L6p khang thé: 1gG1

Ngudn: dich ndi

- I1SO 13485
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Khéng thé don dong ER

Khang thé CONFIRM anti-ER (SP1) chira lwong thudc
thtr ¢t cho 50 xét nghiém. Mot 6ng thudc the 5 mL
khang thé CONFIRM anti-ER (SP1) chira khoang 5 pg
khang thé don dong tir thé khang truc tiép khang nguyén
ER cia nguoi.

Khang thé duoc pha loang trong Tris-HCI ¢6 chtra
protein van chuyén va 0,10% ProClin 300, mét chat bao
quan.

Nong d6 khang thé dic hiéu khoang 1 pg/mL.

- 1SO 13485

140

Khang thé don dong NSE

Mot dng khang thé don dong khang NSE (MRQ-55)
chtra thudce thir pha sén du cho 50 xét nghiém.

Pha lodng trong dém Tris, pH 7,3-7,7, v6i 1% BSA va
<0,1% Natri Azide.

Vit chu: chudt

L&p khang thé: 1gG2b

Nguon: dich ndi

- 1SO 13485

141

Khang thé don dong P53

Khang thé CONFIRM anti-p53 (DO-7) chira lwong thude
thir du cho 50 xét nghiém.

Mot éng thude thir 5 mL khang thé CONFIRM anti-p53
(DO-7) chira khoang 2,5 ug khang thé don dong tir chudt.
Khang thé duoc pha lodng trong dung dich mudi dém
phosphate ¢ chira protein van chuyén va 0,05% ProClin
300 lam chat bao quan.

Nong d¢ khang thé dic hi¢u khoang 0,5 pg/mL

- I1SO 13485
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Khéang thé don dong PLAP

Mot 6ng khang thé don dong khang PLAP (NB10) chira
thudc thir pha sin di cho 50 xét nghiém.

Pha loang trong d&m Tris, pH 7,3-7,7, v&i BSA 1% va
Natri Azide <0,1%.

Vat chu: chudt

L&p khang thé: IgG/k

Ngudn: dich ¢ trudng

- 1SO 13485

143

Khang thé don dong SMA

Mot ong khang thé don dong khang SMA (1A4) chira
thudce thr pha san du cho 50 xét nghiém.

- 1SO 13485




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
Natri Azide <0,1%.
Vit cha: chudt
L6p khang thé: 1gG/k
Ngudn: dich ndi
Mot dng khang thé don dong khang WT1 (6F-H2) chira
thudc thir pha sin di cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, v6i BSA 1% va
144 | Khang thé don dong WT1 Natri Azide <0,1%. - 1SO 13485
Vit chu: chuot
Lé6p khang thé: 1gG1/k
Nguén: dich ndi
Mot ong khang thé don dong khang p57 (Kp10) chira
thudc thir pha sin dii cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
145 | Khang thé don dong P57 Natri Azide <0,1%. - 1SO 13485
Vit cha: chudt
L&p khang thé: 1gG2b/k
Ngudn: dich ndi
Mot 6ng khang thé don dong khang SALL 4 (6E3) chia
thudc thir pha sin da cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
146 | Khang thé don dong SALL 4 Natri Azide <0,1%. - 1SO 13485
Vit chu: chudt
L6p khang thé: 1gG1
Nguén: dich ndi
Mot dng khang thé don dong khang NAPSIN A (MRQ-
60) chira thudc thir pha sin du cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
147 | Khang thé don dong NAPSIN A | Natri Azide <0,1%. - 1SO 13485
Vit chu: chudt
L&p khang thé: 1gG1/k
Nguén: dich ndi
Mot dng khang thé don dong khang CDX-2 (EPR2764Y)
chtra thude thir pha sén du cho 50 xét nghiém.
Pha lodng trong dém Tris, pH 7,3-7,7, voi BSA 1% va
148 | Khang thé don dong CDX-2 Natri Azide <0,1%. - 1SO 13485
Vit chu: tho
L6p khang thé: IgG
Ngudn: dich ndi
Mot 6ng khang thé don dong khang CD31 (JC70) chira
thudc thir pha sin dii cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, vdi BSA 1% va
149 | Khang thé don dong CD31 Natri Azide <0,1%. - 1SO 13485
Vit chu: chudt
L6p khang thé: 1gG1/k
Nguon: dich ndi
Mot dng khang thé don dong khang Podoplanin (D2-40)
chtra thude thir pha sén du cho 50 xét nghiém.
Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
150 | Khang thé don dong D2-40 Natri Azide <0,1%. - 1SO 13485
Vit chi: chudt
Lé6p khang thé: 1gG1
Ngudn: dich ndi
Khang thé CONFIRM anti-MART-1/melan A (A103)
chira lugng thudc thir du cho 50 xét nghiém.
151 | Khang thé don dong MELAN A Mot ong thuoc thu 5 mL khang thé CONFIRM anti- - 1SO 13485

MART-1/melan A (A103) chita khoang 17 pg khang thé
don dong tur chudt.
Khéng thé dugc pha lodng trong Tris-HCI 0,05 M cd




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
chtra 2% protein van chuyén va 0,10% ProClin 300, mot
chit bao quan.
Nong d6 khang thé dic hi¢u khoang 3,4 pg/mL
Mot 6ng khang thé don dong khang Caldesmon (E89)
chira thude thir pha sin du cho 50 xét nghiém.
, 2 \ Pha loang trong dém Tris, pH 7,3-7,7, voi BSA 1% va
152 | Khang the don dong Netri Avide <0.1%. - 1SO 13485
CALDESMON Ay L
Vit chu: tho
L6p khang thé: IgG
Nguén: dich ndi
Khang thé VENTANA anti-Cyclin D1 (SP4-R) chtra
luong thude thir di cho 50 xét nghiém.
Mot ong thude thir 5 mL khang thé VENTANA anti-
. 2 \ Cyclin D1 (SP4-R) chira khoang 0,5 pg khang thé don
153 | Shane the don dong CYCLIN' 1 4506 ti tho. - 1SO 13485
Khang thé dugc pha loang trong Tris-HCl c6 chua
protein van chuyén va 0,10% ProClin 300 lam chat bao
quan.
Nong d¢ khang thé dac hiéu khoang 0,1 pg/mL
Khang thé VENTANA PTEN (SP218) chira luong thude
thtr da cho 50 xét nghiém.
Mot ong thude thir 5 mL khang thé VENTANA PTEN
, 2 . (SP218) chtra khoang 15 pg khang thé don dong tir thé.
154 | Khing thé don dong PTEN Khang thé duoc phf loinzgtrong iglung dich mu(%)i dém - 1S0 13485
Tris, EDTA, Brij-35 véi protein van chuyén va mot chat
bao quan la natri azide.
Nong d6 khang thé dic hiéu khoang 3 pg/mL
Dung dich phi1 pha san dung cho phong xét nghiém véi
155 Dung dich chdng bay hoi thudc | vai trod 14 16p bao vé gilta cdc thudc thir tan trong nude va - 1SO 13485
thir trén tiéu ban- LCS khong khi. Thanh phan chira mot hydrocarbon no, ty
trong thip va dau khoéng.
NhA’an n na vac’h chqyen dung Sticker dan lam dung cho may nhuém mé té bao trén
156 | chong tham nudc, Kit pack, I
am, non-1vVD
Ebar
157 | Ribbon, Ebar printer Ruy bing myc in ‘be‘“m~g wax (sap) va resin (nhua), da phu
murc in va cudn vao 101, non-1VD
Lé 15. Héa chit nhudm gram | Nha thau cho mwon thiét bi khi tring
(PAU THAU TRON LO) thiu héa chit
Dung dich nhudm loai A (c6 Dung dich san dung cé néng d6 Safranine <1%;
158 | chura Isopropanol/Methanol with | Isopropyl Alcohol 55-65%; Methyl alcohol 35-45%, ISO 13485, CE hoac FDA
Safranine) cong nghé nhudém phun Aerospray
Dung dich nhudm loai B (c6 Dung dich san dung, c6 nong d6 Iodine <1%; Potassium <
159 chira lodine) lodide <1%, cong nghé nhuém phun Aerospray SO 13485, CE hodc FDA
160 Du’ng dich nhu'(f)m loai C (co DAung dicl} san fh‘mg, c¢6 nong do Crystal Violet 0,1-0,2%, ISO 13485, CE hoic FDA
chua Crystal Vlglet) cong ngh¢ nhudm phun Aerospray
Lo 16. Héa chat xét nghiém Y P
HbALC tl{ dong (D AU THAU tl\llll%zlll t[lll(:;‘:cc[:lé‘{)t mugn thiét bi khi trung
TRON LO)
*Hoa chat xét nghiém ding dé dinh lugng hemoglobin
Alc & mau toan phan cua nguoi bang sic ky 1ong hiéu
nang cao (HPLC)
*Bo Thudc thir bao gom cac vat tu cho xét nghiém:
) ) - Dung Dich Bém
Hoa chat xét nghiém HbAlc sac | - Dung Dich Rtra/Pha Loang.
161 ky 16ng hi¢u nang cao - Hoa chat Phan Tich. 150 13485

- B6 Chét Hiéu Chuan/Chét Pha Lodng 3 mirc: Cac lo
chét hiéu chuin c6 chta dich mau tan cua héng cau
nguoi & dang dong kho véi gentamicin, tobramycin va
EDTA lam chét bao quan. Lo pha lodng cht hiéu chuén
chtra nude khir ion chira chét bao quan natri azit <0,05%
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Tiéu chuén chét lugng

- Chat Mdi Méau Toan Phan. Mdi lo chira dich méu tan
ctia hong cau ngudi ¢ dang dong kho véi gentamicin,
tobramycin va EDTA 1am chat bao quan.

* Pham vi bao céo:

- % HbA1c theo NGSP: 3,9 - 18,8

- mmol/mol HbAlc theo IFCC: 19 -182

162

Hoa chit kiém chuidn HbAlc

* Hoéa chét kiém soét chat luong dwoc sir dung trong xéac
dinh dinh luong HbAlc. Hai muc d9

Thanh phan:

- San pham dang dong khé duoc chuan bi tir mau toan
phan ngudi.

1SO 13485

Lo 17. Héa chit xét nghiém
mién dich Enzyme héa phat
quang (PAU THAU TRQN
LO)

Nha thiu cho mwon thiét bi khi tring
thau hoéa chat
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Hoa chat xét nghiém HBsAg

1.Cong dung: Str dung cho chan do4n in vitro nham phat
hién dinh tinh khang nguyén bé mat vi rat viém gan B
(HBsAg) trong huyét twong hodc huyét thanh nguoi; hd
trg sang loc va chan doan nhiém vi rat viém gan B.

2. Thanh phan:

-Dung dich hat phu khang thé:, Chit bao quan

-Dung dich Khang thé Panh dau Enzyme: Chira khang
thé anti-HBs ), danh diu phosphatase kiém, Chat bao
quan

-D§ nhiéu trung binh < 10%.

1. 1SO 13485

2. FDA hoéc CE hodc Cong
bd hop chuén EC hoic CFS
hoéc twong duong
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Hoa chat xét nghiém HBeAg

1.Cong dung: Str dung cho chan doan in vitro nham phat
hién dinh tinh khang nguyén E virus viém gan B trong
huyét twong hodc huyét thanh nguoi; hd trg cho chan
doan va kiém tra nhiém virus viém gan B.

2. Thanh phan:

-Dung dich chtra hat phu khang thé don dong Anti HBe,
Gelatin. Chat bao quén:

-Dung dich chtra khang thé don dong anti-HBe danh dau
enzym . Chit bao quan:

3.Déc tinh cong nang:

Do chinh xac < 5%.

1.1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hodc trong duong
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Hoa chét xét nghiém Syphilis
TP

1.Cong dung: Str dung cho chan doan in vitro nham phat
hién dinh tinh khang thé Treponema Pallidum (TP) trong
huyét tuong hoac huyét thanh nguoi.

2. Thanh phan:

-Dung dich chtra hat phu khang nguyén Tp15-17 tai to
hop, khang nguyén TpN47 tai to hop, Gelatin. Chéat bao
quan

-Dung dich chtra khang nguyén Tp15-17 tai t& hop danh

dau ALP, khang nguyén TpN47 tai tb hop danh diu ALP.

Chat bao quan:
3. bac tinh cong nang:
D§ nhiéu trung binh <20%.

1.1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hodc trong duong
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Hoa chat xét nghiém HCV Ab

1.Cong dung: Str dung cho chan doan in vitro nham phat
hién dinh tinh khéng thé khang vi rat viém gan C trong
huyét twong hodc huyét thanh ngudi; hd trg cho chan
doan nhiém vi rat viém gan C.

2. Thanh phan:

- Dung dich chura hat phi khang nguyén: Chua cac hat
phii khang nguyén HCV tai t6 hop. Dung dich nay chira
gelatin . Chét bao quan

- Dung dich Khang thé Panh déu Enzyme: Chtra khang
thé don dong (chudt) anti-human IgG danh dau
phosphatase kiém (ALP: bé). Chét bao quan: natri azid.

3. P9 nhiéu trung binh < 10%.

1. 1SO 13485

2. FDA hodac CE hodc Cong
b6 hop chun EC hoidc CFS
hodc trong duong
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4. Péng g6i kém theo: Hoa chat hidu chuan cho xét
nghiém phat hién dinh tinh Anti-HCV 2 mtc nong d6

167

Hoa chat xét nghiém AMH

1. Cong dung: Dung trong chan doan in vitro dinh lwgng
hormone khang Miillerian (AMH) trong huyét thanh hoc
huyét trong ngudi.

2. Thanh phan:

- Dung dich hat phu khang thé

chira cac hat phu khang thé don dong khang AMH, céc
chat 6n dinh protein (bod) trong dung dich dém. Dung
dich nay chua gelatin

- Dung dich khang thé enzyme

Chira lién hop khang thé don dong khang AMH dénh
dau phosphatase kiém (ALP), cac chat 6n dinh protein
(b0) va cac chat 6n dinh trong dung dich dém

3. Gi6i han do: 0,024-25,000 ng/mL

Do chinh xac <2,1%

1.1S0 13485

2. FDA hodac CE hoac Coéng
bd hop chuan EC hodc CFS
hodc tuong duong
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Hoa chat xét nghiém LH

1. Cong dung: Dung trong chan doan in vitro dinh lwgng
hormone hoang thé (LH) trong huyét thanh hodc huyét
tuong.

2. Thanh phan:

- Dung dich hat phii khang thé

Chutra cac hat phu khang thé don dong (chudt) anti-LH,
céc chit 6n dinh protein (bo va chudt) va cac chat on
dinh hoa hoc . Dung dich nay chira gelatin, Chat bao
quan:

- Dung dich khang thé lién két enzyme

Chtra khang thé don dong (chudt) anti-LH danh du
phosphatase kiém (ALP: bé), cac chit on dinh protein (bo
va bé) va cac chét 6n dinh hoa hoc, Chét bao quan:

3. Giéi han do: 0,1-250 mIU/mL

Do chinh xac <4,9%

Do nhiéu trung binh < 20%

Tuyén tinh trong khoang 14,4-250 mlU/mL

1. 1SO 13485

2. FDA hodac CE hodc Cong
bd hop chuan EC hodc CFS
hodc trong duong
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Hoa chat xét nghiém FSH

1. Cong dung: Dé st dung cho chan doan in vitro dinh
luong hormone kich thich nang (FSH) trong huyét thanh
hodc huyét twong.

2. Thanh phan:

- Dung dich hat phi khang thé

Chura céc hat phu khang thé don dong (chudt) anti-FSH,
c4c chit 6n dinh protein (bo va chudt) va cac chit 6n
dinh hoa hoc Dung dich nay chtra gelatin . Chét bao
quan:

- Dung dich khang thé lién két enzyme

Chtra khang thé don dong (chudt) anti-FSH danh dau
phosphatase kiém (ALP: bé), chat on dinh protein (bo va
bé) va cac chat 6n dinh hoa hoc . Chit bao quan

3. Gi6i han do: 0,1-250 mlU/mL

Tuyén tinh trong khoang 25,8-250 mlU/mL

Do chinh xac <5,0%

1.1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hodc twong duong
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Hoa chat xét nghiém Prolaction

1. Cong dung: Str dung cho chan doén in vitro nham dinh
lwong Prolactin trong huyét thanh hodc huyét twong
2. Thanh phan:

- Dung dich hat phu khang thé: cac hat phu khang thé
don dong (chudt) antiprolactin, cac chit én dinh protein
(bd va chudt) va cac chit én dinh hoéa hoc. Dung dich nay
chira gelatin . Chat bao quan

- Dung dich khang thé danh dau enzyme: Chira khang
thé don dong (chudt) anti-prolactin danh diu phosphatase
kiém (ALP: bé), cac chit on dinh protein (bo va bé) va
Chat bao quan

1.1SO 13485

2. FDA hodac CE hodc Cong
b6 hop chuin EC hoic CFS
hodc twong duong
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Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

3. Gidi han do: 0,1-400 ng/mL

Do chinh xac <4,9%

Do nhiéu trung binh <20%

Tuyén tinh trong khoang 24,8-400 ng/mL
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Hoa chét xét nghiém E2-111

1. Cong dung: Dé st dung cho chan doan in vitro dinh
luong estradiol (E2) trong huyét ‘tuong hodc huyét thanh.
S6 do E2 c6 thé dugc sir dung dé danh gia chirc ning
budng trimg, giam sat liéu phap diéu tri vo sinh va xac
dinh thoi gian rung trung trong qua trinh thu tinh in vitro.
2. Thanh phan:

- Dung dich hat phii khang thé

Chura cac hat phu khang thé don dong (ctru)anti- E2, cac
chat 6n dinh protein (bo, ctru va chudt) va cac chat 6n
dinh hoa hoc Dung dich nay chtra gelatin . Chét bao
quan:

- Dung dich khang nguyén lién két enzyme

Chira d4nh d4u phosphatase kiém (ALP: bé), cc chit 6n
dinh protein (bo va bé) va cac chit 6n dinh hoa hoc ,Chét
bao quan:

3. Gidi han do:19-2.000 pg/mL

Do chinh xac <4%

Do nhiéu trung binh < 10%

Tuyén tinh trong khoang 15,0-1.948,6 pg/mL.

1.1SO 13485

2. FDA hoéc CE hoac Cong
bd hop chuan EC hodc CFS
hodc twong duong
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Hoa chét xét nghiém
Progesterone-N

1. Cong dung: Sir dung cho chan doan in vitro dinh lugng
progesterone trong huyét thanh hodc huyét twong nguoi.
2. Thanh phan:

- Dung dich hat phu Progesterone

Chtra cac hat phu progesterone, cac chit on dinh protein
(bd) va céc chat 6n dinh héa hoc. Dung dich nay chira
gelatin va Chit bao quan

- Dung dich khang thé lién két enzyme

Chtra khang thé don dong (chudt) anti-progesterone
danh diu phosphatase kiém (ALP: bé), chit 6n dinh
protein (bo, bé va chudt) va cac chét 6n dinh hoa ho,
Chat bao quan

3. Gidi han do: 0,25 - 40 ng/mL

Tuyén tinh trong khoang 0,25 - 25,63 ng/mL

1. 1SO 13485

2. FDA hoéc CE hodc Cong
bd hop chuén EC hodc CFS
hoéc twong duong
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Hoa chat xét nghiém
Testosterone

1. Cong dung: str dung cho chan doan in vitro dé dinh
luong testosterone trong huyét trong hodc huyét thanh.

2. Thanh phan:

- Dung dich hat phu Testosterone: cac hat phu
testosterone, nhitng chit 6n dinh protein (bd) va chat 6n
dinh hoa hoc . Dung dich nay chira gelatin va Chét bao
quan

- Dung dich khang thé danh dau enzyme: khang thé don
dong (chudt) anti-testosterone danh diu phosphatase
kiém (ALP: bé), cac chit n dinh protein (bo, bé va
chudt) va cac chat 6n dinh hoa hoc . Chit bao quan:

3. Gidi han do:0,15-16 ng/mL

Do chinh xac < 8,0%

Do nhiéu trung binh <20%

Tuyén tinh trong khoang 1,34-16 ng/ mL.

1. 1SO 13485

2. FDA hoac CE hodc Cong
bd hop chuan EC hodc CFS
hoéc twong duong
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Hoa chét xét nghiém BHCG

1. Cong dung: Sir dung cho chan doan in vitro nham dinh
lwong beta human chorionic gonadotropin toan phan
(BHCG) trong huyét twong hodc huyét thanh

2. Thanh phan:

- Dung dich hat phu khang thé: Chtra cac hat phu khang
thé don dong(chudt) anti-BHCG, cac chat on dinh protein
(bo va chudt) va cac chét 6n dinh hoa hoc Dung dich nay
chira gelatin va Chét bao quan

1.1S0 13485

2. FDA hoac CE hodc Cong
bd hop chuan EC hodc CFS
hodc twong duong




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

- Dung dich khang thé lién két enzyme: Chira khang thé
don dong (chudt) anti-BHCG danh diu phosphatase kiém
(ALP: bg), cac chéton dinh protein (bo va bé) va cac chét
6n dinh hoa hoc. Chét bao quan:

3. Gi6i han do: 1,5-1.000 mIU/mL

4. Do chinh xac: <5,0%
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Hoa chét xét nghiém HIV
Ag/Ab

1. Cong dung: Sir dung cho chan doan in vitro nham phat
hién dinh tinh khang thé Anti HIV-1, khang thé Anti
HIV-2 va khang nguyén HIV-1 P24 trong huyét tuong
hodc huyét thanh nguoi; hd trg cho chan doan nhidm
virus HIV khang nguyén & nguoi.

2. Thanh phan:

- Dung dich chira hat phu khang nguyén tai to hop HIV-
1, khang nguyén tai t6 hgp HIV-2 va khang thé don dong
Anti HIV-1 p24, gelatin. Chat bao quan: natri azid

- Dung dich chira khang nguyén tai t6 hop HIV-1, khang
nguyén tai to hop HIV-2 danh ddu ALP va khang thé da
dong Anti HIV-1 p24. Chit bao quan: natri azid

- Dung dich tién xur ly: chura chét dién hoat

3. bac tinh cong nang:

Do nhiéu trung binh < 10%.

1.1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hodc twong duong
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Hoa chét xét nghiém dinh lugng

HBsAg-Quant

1. Cong dung: Sir dung cho chan doan in vitro nham phat
hién dinh tinh va dinh lugng khang nguyén bé mat
Hepatitis B virus (HBsAg) trong huyét twong hodc huyét
thanh ngudi; ding cho muc dich sang loc va chan doan
nhiém vi rdt viém gan B

2. Thanh phan:

- Céc hat phu khang thé don dong anti-HBs, céc chit n
dinh protein, cac chét 6n dinh hoa hoc trong dung dich
dém Tris. Gelatin. Chat bao quan: natri azid.

- Khang thé don dong anti-HBs danh ddu ALP, chét 6n
dinh protein, cac chét 6n dinh hoa hoc trong dung dich
dém MES. Chét bao quan: natri azid.

- Polyoxyethylene(10)octylphenylether 14 chét tiy ria
trong dung dich dém Tris. Chat bao quan: natri azid.

3. Nguodng do: 5,0-150.000,0 mIU/mL; B chinh xac <
4%.

1.1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hoéc twong duong
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Hoa chat xét nghiém PCT

1. Cong dung: Pugc stir dung dé dinh luong procalcitonin
(PCT) trong huyét thanh va huyét twong nguoi.

2. Thanh phan:

- Dung dich hat phi khang thé: Chtra cac hat phu khang
thé don dong anti-PCTva khang thé don dong anti-
calcitonin, cac chit 6n dinh protein va cac chét 6n dinh
hoa hoc trong dung dich dém Tris, gelatin. Chat bao
quan: natri azid.

- Dung dich khang thé lién két enzyme: Chira khéng thé
don dong anti-katacalcin danh déu ALP, chit 6n dinh
protein va chit 6n dinh hoa hoc trong dung dich dém
MES. Chat bao quan: natri azid.

3. Gi6i han do: 0,02-100 ng/mL; Tuyén tinh trong diy
0,02 - 85,10 ng/mL

1. 1SO 13485

2. FDA hodc CE hoac Cong
bd hop chuan EC hodc CFS
hoéc twong duong
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Hoa chat xét nghiém CEA

1. Cong dung: Dé st dung cho chan doan in vitro dé dinh
lwong khang nguyén ung thu (CEA) trong huyét twong
hodc huyét thanh.

2. Thanh phan:

- Dung dich hat phi khéng thé: Chtra céc hat phu khang
thé don dong anti-CEA, cac chét 6n dinh protein va cac
chét 6n dinh hoa hoc trong dung dich dém Tris, gelatin.
Chat bao quan: natri azid.

- Dung dich khang thé danh dau enzyme: Chira khang

1.1SO 13485

2. FDA hoéc CE hodc Cong
bd hop chuan EC hodc CFS
hodc twong duong




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
thé don dong anti-CEA danh ddu ALP, chét 6n dinh
protein va cac chit 6n dinh héa hoc trong dung dich dém
MES. Chét bao quan: natri azid.
3. Gidi han do: 0,5-200 ng/mL; DB$ chinh xac < 3,2%;
D6 nhiéu trung binh < 20%; Tuyén tinh trong diy 4,2-
200 ng/mL.
1. Cong dung: Dé st dung cho chan doan in vitro nham
dinh lugng ferritin trong huyét twong hodc huyét thanh.
2. Thanh phan:
- Dung dich hat phii khang thé: chira cac hat phu khang
thé don dong anti-ferritin, cac chat 6n dinh protein va cac
chat 6n dinh hoa hoc trong dung dich dém Tris, gelatin. 1150 134? > 5 (A
179 | Hoéa chat xét nghiém Ferritin Chat bao quan: natri azid. ZZFDA hoaﬂc CE hOa,C Cong
. , X1a 1A 4 , 2 bo hop chuan EC hoac CFS
- Dung dich khéng thé lién két enzyme: chira khang thé hodic trone duon
don dong anti-ferritin danh ddu ALP, c4c chét én dinh : g duong
protein va cac chit 6n dinh héa hoc trong dung dich dém
MES. Chét bao quan: natri azid.
3. Gidi han do: 0,2-1.000 ng/mL; P9 nhiéu trung binh <
20%; Tuyén tinh trong khoang 10 -1.000 ng/mL
1. Cong dung: Dung dé dinh lugng 25- hydroxyvitamin
D (25-OH vitamin D) trong huyét tuong hoic huyét
thanh nguoi dugc st dung trong danh gia du lugng
vitamin D.
2. Thanh phan:
- Dung dich hat phu khang thé: Chtra anti-25-OH
vitamin D céc hat phu khang thé don dong, cac chit 6n 1. 1SO 13485
180 Hoba chat xét nghiém 25-OH dinh protein va cac chﬁt on dinh héa hoc trong dung dich 2.’FDA hoaip CE hodc Cong
Vitamin D dém Tris, gelatin. Chat bao quan: natri azid. b6 hop chuan EC hoac CFS
- Dung dich khang thé lién két enzyme: Chira khang thé | hodc tuong dwong
don dong tai t6 hop anti- (25-OH vitamin D/anti-25-OH
vitamin D phirc hop mién dich khang thé don dong) danh
déu ALP, chit 6n dinh protein va cac chét 6n dinh hoa
hoc trong dung dich dém MES. Chit bao quan: natri azid.
3. Gi6i han do: 4,0-150,0 ng/mL; D6 nhiéu trung binh <
10%
R . Lo1ia A, A 1. 1SO 13485
Héa chét hiéu chuan xét nghiém L Cor}g dung:: I.loa chat hi¢u chuan xét nghiém HBsAg 2. FDA hoac CE hodc Cong
181 HBSA 2. Thanh phan: bé hop chudn EC hodc CFS
g Z1. . L 0 hop chuan odc
- Chat bao quan: natri azid. <
hodc tuong duong
1. Cong dung: st dung chan doan in vitro trong hiéu
chuin AMH 1. 1S0O 13485
182 Hoa chét hidu chudn xét nghiém | 2. Thanh phén: 2. FDA hogc CE hodc Cong
AMH - 3 nong do bo hop chuan EC hodc CFS
Chira AMH ngudi tai to hop (Cal 2, 3) trong dung dich hodc trong duong
dém c6 chit 6n dinh protein (bo).
1. Cong dung: sir dung chan doan in vitro trong hiéu
chuan LH 1. 1SO 13485
183 Héa chét hiéu chuan xét nghiém | 2. Thémh phﬁn: 2. FDA hoéfz CE hodc Cong
LH - 2 ndng do b6 hop chuan EC hoac CFS
Chtra hormone kich thich hoang thé (LH) c6 chit 6n hodc twong duong
dinh protein (bo). Chét bao quén:
1. Cong dung: s dung chan don in vitro trong hiéu
chuin FSH 1. 1SO 13485
184 | Hoa chét hi¢u chuén xét nghiém | 2. Thanh phan: 2. FDA hoic CE hogic Cong
FSH - 2 nong do bd hop chuan EC hodc CFS
Chira hormone kich thich nang (FSH c6 chét 6n dinh hodc tuong duong
protein (bd). Chit bao quan
- Hoa chét hidu chuén xét nghiém 1. Cong dung: s dung chan do4n in vitro trong hiéu 1,150 13485
chuan Prolactin

Prolactin

2. Thanh phan:

2. FDA hoac CE hodc Cong




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Chtra NaCl trong dung dich dém, c6 chit 6n dinh protein | bd hop chuan EC hoidc CFS
(bod). Chit bao quan 7 hodc tuong duong
o 7 | ihfé:)nn% 2d_lll?lg st dung chan doan in vitro trong hiéu 1.1S0 13485
Hoéa chat hiéu chuan xét nghiém . 3 2. FDA hodc CE hodc Cong
186 1 gp-n 2. Thanh phan: - b hop chuin EC hodc CFS
Chtra Na}Cl trong dung dich dém,c6 chat 6n dinh protein hoﬁc. twone duon :
(bd). Chét bao quan : g &
1. Cong dung: sir dung chan doan in vitro trong hiéu
chuan Progesterone 1. 1SO 13485
1g7 | Hoa chat hi¢u chuan xét nghi¢ém | 2. Thanh phan: 2. FDA hoic CE hogic Cong
Progesterone-N - 3 nong do bd hop chuan EC hoac CFS
- ¢6 chéat én dinh protein (bo) va chét én dinh héa hoc. hodc tuong duong
Chat bao quan
o 7 | (lzl.u?;nn% ;181,:(1)1;%e ign(iung chan doan in vitro trong hi¢u 1,150 13485
Hoéa chat hiéu chuan xét nghiém . o 2. FDA hodc CE hodc Cong
188 2. Thanh phan: 1 2 <
Testosterone - 6 néng do bo hop chuan EC hoac CFS
- Chét béo.quén hoédc twong duong
o 7 | il.u?éf)nn% Slucné sir dung chan doan in vitro trong hiéu 1.1S0 13485
189 Hoa chat hiéu chuan xét nghiém 2. Thanh phan: 2. FDA hoac CE hoac Cong
BHCG - 2 ndng d¢ ‘ b6 hop chuan EC hoac CFS
- C6 chat 6n dinh protein (bd). Chét bao quan hodic twong duong
' q gu(;g?g dung: Héa chét chuan hoa xét nghiém HBsAg- 1,150 13485
190 H(’)a chat hi¢u chuan xét nghiém > Thanh phﬁn' 2. FDA hoép CE hodc Cong
dinh lugng HBsAg-Quant - Chura NaCl trong dung dich dém Tris c6 chét 6n dinh bovhop chuan EC hogc CFS
. PP . . hoéc twong duong
protein. Chat bado quan: natri azid.
1. Cong dung: Hoa chat hiéu chuan xét nghiém PCT 1. 1SO 13485
191 Hoa chit hiéu chudn xét nghiém | 2. Thanh phan: Chit chuin dong khé chira procalcitonin 2. FDA hogc CE hodc Cong
PCT (PCT) trong dung dich NaCl trong dung dich dém Tris b6 hop chuan EC hoac CFS
v6i chit 6n dinh protein. Chit bao quan: ProClin 300 hodc tuong duong
1. Cong dung: Hoa chat hiéu chuan xét nghiém CEA 1.1SO 13485
192 Hoa chét hiéu chudn xét nghiém | 2. Thanh phan: ) o 2. FDA hogc CE hodc Cong
CEA Chtra NaCl trong chat dém Tris c6 chat 6n dinh protein b6 hop chuan EC hoac CFS
(bd). Chét bao quan: natri azid. hodc tuong duong
1. Cong dung: Hoa chat hiéu chuin xét nghiém Ferritin 1. 1SO 13485
193 H(')a_c_hét hiéu chuén xét nghiém | 2. Thanh phﬁn: o 2. FDA hoéfz CE hodc Cong
Ferritin Chtra NaCl trong dung dich dém Tris c6 chat 6n dinh b6 hop chuan EC hoac CFS
protein. Chét bao quéan: natri azid hodc tuong duong
| . o ) \l/lt(zli(r)nnl%] (gmg. Hoa chat hi¢u chuan xét nghi¢m 25-OH 1,150 134?5 o
194 Hoa chat .hl¢u.chuan xét nghiém 2. Thanh phan: 2. FDA hoac CE hoac Cong
25-OH Vitamin D o o . . bo hop chuan EC hodc CFS
Chura calcifediol trong NaCl trong dung dich dém hodic tuone duon
HEPES c6 chat 6n dinh protein. Chat bdo quan: natri azid : £ g
Nhirng chat dbi ching nay dugc thiét ké dé s dung nhu | 1. 1SO 13485
195 Héa chét kiém chuén xét mot chét dbi ching chét luong da lam thir nghiém nham 2.’FDA hoaic CE hodc Cong
nghiém HBsAg giam sat tinh chinh xac cua cac thu thuat xét nghiém bo hop chuan EC hodc CFS
phan tich khang nguyén bé mit viém gan B (HBsAQ) hodc tuong duong
N Lo as1sR PO . 1. 1SO 13485
, Lo1:2 ., 1. Cong dung: Chat ndi kiém chuan cta xét nghi¢m PCT. o < oA
196 Hoa. N hat kiém chudn xét 2. Thanh phan: chira NaCl trong dung dich dém Tris c6 2';FDA ho:;tlc CE hoa? Cong
nghi¢m PCT A, A 4 . L1a . . bo hop chuan EC hoac CFS
chat on dinh protein. Chat bao quan: ProClin 300. <
hodc tuong duong
Nhimng chét d6i ching nay dugc thiét ké dé sir dung nhu | 1. 1SO 13485
197 Hoa chét kiém chuan xét mot chat d6i ching chit lugng da lam thir nghiém nham 2. FDA hogc CE hodc Cong
nghiém AMH giam sat tinh chinh xac cua cac thu thuat xét nghiém bo hop chuan EC hoac CFS
AMH hodc tuong duong
Héa chat l(ié;n chuan xét Mau vat liéu ddi chung cho cac xét nghiém, muic néng do 1.1S0 13485
198 | nghiém dau an TSH, FT3, FT4, 1: TSH, FT3, FT4, T3, T4, BHCG, Estradiol, '

T3, T4, BHCG, Estradiol,

Progesteron, Testosteron, LH, FSH, CEA, Ferritin,...

2. FDA hodc CE hodc Cong




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Progesteron, Testosteron, LH, bd hop chuan EC hodc CFS
FSH, CEA, Ferritin: muc 1 hodc twong duong
Hoa chat lfié;n chuan xét ; ) . 1150 13485
nghiém dau an TSH, FT3, FT4, Mau vét liu doi chiing cho céac xét nghiém, mirc nong do 2' FDA hoiic CE hoic Con
199 | T3, T4, BHCG, Estradiol, 2: TSH, FT3, FT4, T3, T4, BHCG, Estradiol, b;‘S h chuén EC hoéc CFég
Progesteron, Testosteron, LH, Progesteron, Testosteron, LH, FSH, CEA, Ferritin,... hoﬁcoitrl)rong duong :
FSH, CEA, Ferritin: muc 2 )
Hoa chat kié;n chuan xét ; ) i 1.1SO 13485
nghiém dau an TSH, FT3, FT4, | Mau vat li¢u doi chiing cho cac xét nghi¢ém, mirc nong 46 2' FDA hodc CE hoic Cén
200 | T3, T4, BHCG, Estradiol, 3: TSH, FT3, FT4, T3, T4, BHCG, Estradiol, bé hon chuén EC hodc CFS
Progesteron, Testosteron, LH, Progesteron, Testosteron, LH, FSH, CEA, Ferritin,... hoéc. tllar ong dwong ;
FSH, CEA, Ferritin: mac 3 ;
Mau ndi kiém cho xét nghiém Anti- Treponema pallidum
(Syphilis)
Hoa chét kiém chuan xét - Thanh phan: Huyét thanh nguoi, dang long 1150 134? S < A
201 | nghiém Anti- Treponema - Han str dung 3 ndm ké tur ngay san xuét khi bao quan & 2.,(FDA hoalc CE hoaf: Cong
- . o bo hop chuan EC hoac CFS
pallidum (Syphilis) 02-8°C hodic tuone d
- Xac dinh khang thé khang Treponema pallidum odc tuong duong
- On dinh 60 ngay sau mé nép khi bao quan ¢ 2-8 °C
- Thudc thir dam bao chat lugng khong phan tmg cho cac
xét nghiém sau: Anti-Hbe, Anti-HBs, Anti-HCV, Anti-
HIV-1, Anti-HIV-2, HBeAg, HBsAg, HIV-1 Ag
- Thanh phan: Huyét thanh nguoi, dang long
- Thudc thir dam bao chat lwong khong phan tmg 1.1S0 13485
202 Hoa chét kiém chl}én xet - Pugc phan tich cho xét nghiém khang thé khang 2. FDA hoac CE hoac Cong
nghiém bénh truyén nhiém Human Immunodeficiency Virus loai 1 (anti HIV-1), b6 hop chuan EC hoac CFS
khang thé khang Human Immunodeficiency Virus loai 2 | hodc twong duong
(anti HIV-2), khang nguyén ctia Human
Immunodeﬁ01ency Virus loai 1 (HIV-1 AQ),... - Han sir
dung 3 nam ké tir ngay san xuat khi bao quan ¢ 6 2-8° C
- On dinh 60 ngay sau mg nip khi bao quan & 2-8 °C
Str dung 1am chét d6i ching phan tmg chua thir nghiém
Vi cac quy trinh xét nghiém trong dng nghiém dé xac 1.1S0 13485
, L, 1R s dinh vé& mat dinh lugng Khang nguyén Viém Gan B ' < < A
Hoa chat kiém chuan xét 2. FDA hoac CE hodc Cong
203 | ghiém HBeA (HBeAg) L , .| b6 hop chuan EC hodic CFS
ghie g - Thanh phan: Pugc diéu ché tir huyet twong hodc huyét hod op d ;
thanh da x&r Iy & nguoi phan ung véi Khang nguyén HBe ogc trong duong
- On dinh 60 ngay sau mo nép khi bao quan & 2-8 °C
A A 1R , , Puoc phéan tich cho xét nghiém khang nguyén cua
V,a‘l t hw. }( tem San d“‘m,g tinh Humaﬁ Immunodeﬁcienci Virus loaig 1 (gH%,V-l AQ) 1. 1SO 13485
xét nghi¢m dinh tinh khang - han: Huyét thanh ngudi, dang 16n 2. FDA hodc CE hodc Con
204 | nguyén vi rit gdy suy giam hé Thanh phan: Huyet thanh ngudi, dang long % oac oac Long
midn dich & ngudi loai 1 (HIV- - Hano st dung 2 ndm ké tir ngdy san xuat khi bao quan ¢ bovho“p chuan EC hodc CFS
1) & 2-8° C - On dinh 60 ngay sau mé nép khi bao quan & hodc tuong duong
2-8°C
. N i 1. 1SO 13485
Pau con hit mau bénh pham A s x 2 2. FDA hodc CE hogc Cong
205 | jing cho may xét nghiém Bau con hit mau bénh pham. bb hop chuan EC hodc CFS
hodc twong duong
1. 1SO 13485
Dung dich co chat ding cho 1a mét loai thude thir phd bién duge dung cho phan tng 2. FDA hoéc CE hodc Cong
206 L < A 1 2 <
may xét nghiém enzym. bo hop chuan EC hoac CFS
hodc tuong duong
N 1.1SO 13485
Dung dich rira mién dich dun, , PO , 2. FDA hoac CE hodc Con
207 | ho miy xét nghiém ® | Sirdung dé rita hé thong may b5 hop chudn EC hosic CFS
hodc tuong duong
1. 1SO 13485
208 Cartridge pha loang dung cho Str dung dé pha loang miu, kiém tra co chit va chat 2. FDA hodc CE hogc Cong
may xét nghiém luong nuéec. bo hgp chuan EC hodc CFS

hodc tuong duong




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
1.1S0O 13485
209 Loc CO2 ( soda lime) dung cho | Sir dung dé ngan chin sy hu hong ciia dung dich 2. FDA hogc CE hodc Cong
may xét nghiém Substrate Solution. bo hop chuan EC hoac CFS
hodc twong duong
1. Cong dung: Dung dé pha lodng mau cho mono- 1. 1SO 13485
910 | Dung dich pha loang mau bénh | cartridge 2. FDA hogc CE hogc Cong
pham 2. Thanh phan: Chira NaCl trong dung dich dém Tris c6 | bo hop chuan EC hoac CFS
protein va chat 6n dinh hoa hoc. Chét bao quan hoac tuong duong
Dung dich pha loing mau bénh . x . ; 1150 13485
2 . X A Dung dé pha loang mau Estradiol ( E2) trén H¢ thong 2. FDA hodac CE hoac Cong
211 | pham dung cho xét nghi¢m X . % 2 <
Estradiol mien dich don ( monocartridge) bovhqp chuan EC hoac CFS
hoac tuong duong
Dung dich pha loing mau bénh . x . L | 1150 13485
PN . N Dung d¢ pha lodng mau Testosterone trén H¢ thong micn | 2. FDA hodc CE hodc Cong
212 | pham dung cho xét nghi¢m dich don ( monocartridge) b6 hop chuan EC hodc CFS
Testosterone ich don ( monocartridge hO“ op chua odc
odc tuong duong
Dung dich pha loing mau bénh L < x N TrA x 1.150 13485 .
213 ham dine cho xét nehidm Dung dé pha loang mau Progesterone trénH¢ thong mién | 2. FDA hodc CE hodc Cong
phiam cung cho xet nghie h don ( monocartridge) b6 hop chuan EC hoac CFS
Progesterone dic & op :
hodc tuong duong
L6 18. Hoa chit sir dung cho
hé thong xét nghiém mién dich
tu dong hoan toan, cong nghé¢ | Nha thiu cho mwon thiét b khi tring
mién dich vi hat héa phat thiu héa chit
quang (PAU THAU TRON
LO)
; x Coc dyng mau 1a mét vat chira dung mot 1an véi thé tich
214 | Coc dyng mau. 1400 uLg(microlit) ¢6 vach chia dégthé tich 150 13485
215 | Cong phin tmg. ;/j; nc;n(ré 13{1}15 r(rili(_é';1 1?; trong d6 phan ung vi hat hoa phat 1SO 13485
216 | Dung dich pha loding xét nghiem | Dung dich duoc sir dung dé thyc hién pha loang bang tay | |51 1345
cho cac mau thuc hién véi cac xét nghiém mién dich
M?{u chuan duogc st dung dé hiéu chuan may phan tich
. 1k 2 . mién dich khi thyc hién xét nghiém dinh tinh phat hién
217 | Hod chat chuan Anti HCV khang thé khang virus viém gan C (HCV) trong huyét 15O 13485
thanh va huyét trong ngudi.
Hoa chat chuén dé dinh lugng va dinh tinh beta human
218 | Hoa chét chuin BHCG chorionic gonadotropin (B-hCG) trong huyét thanh va 1SO 13485
huyét tuong.
. X z Hoa chat chuan d¢ dinh lugng khang nguyén dugc xac
219 | Hod chat chuan CA 123 dinh boi OC 125 trong huyét%[hanh %él }%uiét tuong. 150 13485
Hoa chat chuan xét nghiém dé dinh Iugng khang nguyén
220 | Hoa chét chuan CEA ung thu biéu mé phoi (CEA) trong huyét thanh va huyét | 1SO 13485
tuong.
Hoa chat chuén xét nghiém dé dinh tinh va ban dinh
221 | Hoa chét chuan CMV IgG luong cac khang thé IgG khang Cytomegalovirus trong 1SO 13485
huyét thanh va huyét twong.
Hoa chat chuén xét nghiém mién dich phét hién dinh tinh
222 | Hoa chét chudn CMV IgM khang thé IgM khang Cytomegalovirus trong huyét thanh | 1SO 13485
va huyét trong.
223 | Hoa chét chuan Ferritin HOé. (.:hét chugn Xft nghiém‘miéngdich dé dinh lrgng 1SO 13485
ferritin trong huyét thanh va huyét tuong.
Ho4 chat chudn xét nghiém mién dich dé dinh luong
224 | Hoa chét chuin Free T3 triiodothyronine tu do (Free T3) trong huyét thanh va 1SO 13485
huyét twong.
Ho4 chét chudn xét nghiém mién dich dé dinh luong
225 | Hoé chét chuén Free T4 thyroxine tu do (Free T4) trong huyét thanh va huyét 1SO 13485

tuong.




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

226

Ho4 chit chuin HBeAg

Hoa chét chuén xét nghiém mién dich dé dinh tinh khéang
nguyén e virus viém gan B (HBeAg) trong huyét thanh
va huy¢t tuong.

1SO 13485

227

Ho4 chét chudn HBsAg

Hoa chét chuén xét nghiém mién dich dinh tinh khang
nguyén bé mat virus viém gan B (HBsAg) trong mau
huyét thanh va huyét tuong.

1SO 13485

228

Ho4 chit chuin HEA4.

Hoé chét chuan dé dinh luong khang nguyén HE4 trong
huyét thanh.

1SO 13485

229

Hoa chat chuan HIV Ag/Ab

Hoa chét chuén xét nghiém mién dich dé phat hién dinh
tinh ddng thoi khang nguyén HIV p24 va cac khang thé
khang virus gy suy giam mién dich & nguoi loai 1
va/hodc loai 2 (HIV-1/HIV-2) trong huyét thanh va huyét
tuong.

1SO 13485

230

Hoa chat chuan Rubella IgG

Hoa chat chuan dé dinh lugng va phat hién dinh tinh cac
khang thé IgG khang virus rubella trong huyét thanh va
huyét tuong.

1SO 13485

231

Ho4 chét chuén Rubella IgM

Hoé chét chudn dé phat hién dinh tinh khang thé IgM
khéng virus rubella trong huyét thanh va huyét tuong.

I1SO 13485

232

Hoé chét chuén Syphilis

Hod chat chuan xét nghiém mién dich dé phat hién dinh
tinh khang thé khang Treponema pallidum (TP) trong
huyét thanh va huyét tuong.

I1SO 13485

233

Ho4 chét chuan TOXO IgG

Hoé chét chuan dinh lugng khang thé IgG khang
Toxoplasma gondii trong huyét thanh va huyét tuong.

I1SO 13485

234

Hoé chét chudn TOXO IgM

Ho4 chét chuan phat hién dinh tinh khang thé IgM khéng
Toxoplasma gondii trong huyét thanh va huyét tuong.

I1SO 13485

235

Ho4 chét chuin TSH

Hoa chét chuan xét nghiém mién dich d¢ dinh luong
hormon kich thich tuyén giap (TSH) trong huyét thanh va
huyét tuong.

1SO 13485

236

Ho4 chit chudn AFP

Hoa chét chuan dé dinh luong alpha-fetoprotein (AFP).

1SO 13485

237

Hoa chat hiéu chimg AFP

Hoa chat hiéu ching dé dinh lwong alpha-fetoprotein
(AFP).

1SO 13485

238

Hoa chat hiéu chimg Anti HCV

Hoa chat higu chimg dé phét hién dinh tinh khang thé
khang virus viém gan C (anti-HCV) trong huyét thanh va
huy¢ét tuong.

1SO 13485

239

Hoa chat hiéu chimg BHCG

Hoa chat hiéu ching dung cho xét nghiém beta human
chorionic gonadotropin (B-hCG) trong huyét thanh va
huyét tuong.

I1SO 13485

240

Ho4 chét hiéu chimg CA 125

Hod chat hi¢u chimg 1a vt li¢u kiém soat dé dinh lugng
khang nguyén dugc xac dinh boi OC 125 trong huyet
thanh va huyét tuong.

I1ISO 13485

241

Ho4 chét hiéu chimg CEA

Ho4 chét hiéu chimg dé dinh luong khang nguyén ung
thu phoi (CEA) trong huyét thanh va huyét tuong.

I1ISO 13485

242

Ho4 chét hiéu chimg CMV IgG

Hoa chét higu chimg 1a vat ligu kiém soét dé dinh tinh va
ban dinh luong cac khang thé IgG khang
Cytomegalovirus trong huy¢t thanh va huyét tuong.

I1SO 13485

243

Hoa chat hiéu chimg CMV IgM

Hoa chat hiéu ching phat hién dinh tinh khang thé IgM
khang Cytomegalovirus trong huyét thanh va huyét
tuong.

1SO 13485

244

Ho4 chét hiéu chimg Ferritin

Ho4 chat hiéu ching dé dinh lwong ferritin trong huyét
thanh va huyét tuong.

1SO 13485

245

Ho4 chét hiéu chimg HBeAg

Hoé chét hiéu chimg dé dinh tinh khang nguyén e viém
gan B (HBeAg) trong huyét thanh va huyét tuong.

1SO 13485

246

Ho4 chét hidu chimg HBsAg

Hoa chat hiéu cl}l'mg xét nghiém mién dich dinh tinh
khNémg ng}lyén be mat ViI:LIS viém gan B (HBsAg) trong
mau huyét thanh va huyét tuong.

1SO 13485

247

Ho4 chét hiéu chimg HE4

Ho4 chét hi¢u ching dé dinh luong khang nguyén HE4
trong huyét thanh.

I1SO 13485

248

Ho4 chat hiéu chimg HIV
Ag/Ab

Hod chat hi¢u chimg dé phat hién dinh tinh dong thoi
khang nguyén HIV p24 va cac khang thé khang virus giy

I1SO 13485




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

suy giam mién dich & nguoi loai 1 va/hoic loai 2 (HIV-
1/HIV-2) trong huyét thanh va huyét twong.

Hoa chat dé khang dinh sy ton

Xét nghiém mién dich vi hat hoa phat quang dé khang

249 | tai ciia khang nguyén bé mat dinh sy hién dién ctuia khang nguyén bé mat viém gan B 1SO 13485
viém gan B (HBsAQ). (HBsAg) trong huyét thanh va huyét tuong.
250 Hoa chét dinh lugng alpha- Xét nghiém mién dich vi hat ho4 phat quang dé dinh 1SO 13485
fetoprotein (AFP). luong alpha-fetoprotein (AFP).
251 | Hoéa chét dinh Jugng Ferritin, Xeét nghiér.n.mién dich V} hat hoa Phét q}lang dé dinh 1SO 13485
lugng ferritin trong huyét thanh va huyét tuong.
Hoa chét dinh lugng hormon Xét nghiém mién dich vi hat ho4 phat quang dé dinh
252 kich thich tuyén giap ¢ nguoi luong hormon kich thich tuyén giap & ngudi (thyroid 1SO 13485
(thyroid stimulating hormone - stimulating hormone - TSH) trong huyét thanh va huyét
TSH). tuong.
Hoa chat dinh lugng khang nguyén duogc xac dinh boi
Hoa chat dinh lugng khang 0OC 125
253 | nguyén dugc xac dinh boi OC Xét nghiém mién dich vi hat hoa phat quang dé dinh 1SO 13485
125. lugng khang nguyén dugc xac dinh bdi OC 125 trong
huyét thanh va huyét trong.
o5y | Hoa chat dinh lugng khang Xét nghiém mién dich vi hat hod phat quang dé dinh 1SO 13485
nguyén HE4. lugng khang nguyén HE4 trong huyét thanh.
Hoa chét dinh luong khang Xét nghiém mién dich vi hat hoa phat quang dé dinh
255 | nguyén ung thu phoi luong khang nguyén ung thu biéu mé phdi (CEA) trong 1SO 13485
carcinoembryonic (CEA). huyét thanh va huyét tuong ngudi.
. X, g . 2 Xét nghiém mién dich vi hat hod phat quang dinh luong
256 Fg(g ;EZ;[]S!?};;;Y%%;?anna}li?l khang thé IgG khang Toxoplasma gondii trong huyét 1SO 13485
thanh va huyét tuong.
. L, 4 Xét nghiém mién dich vi hat hoa phat quang dé dinh
257 Hoa Cha.lt d;_n h luong luong procalcitonin (PCT) trong huyét thanh va huyét 1SO 13485
procalcitonin (PCT). tuong
. L, 4 . Xét nghiém mién dich vi hat hoa phat quang dé dinh
258 Hoa chat dinh lugng Thyroxine luong thyroxine tu do (Free T4) trong huyét thanh va 1SO 13485
tu do (Free T4). £
huyét tuong.
Hoa chat dinh luong Xét nghiém mién dich vi hat hoa phat quang dé dinh
259 | Triiodothyronine ty do (Free luong triiodothyronine ty do (Free T3) trong huyét thanh | 1SO 13485
T3). va huyét trong.
Hoa chat dinh lurgng va dinh tinh beta human chorionic
Hoa chat dinh lugng va dinh gonadotropin (B-hCG)
260 | tinh beta human chorionic Xét nghiém mién dich vi hat hoa phat quang dé dinh 1SO 13485
gonadotropin (B-hCG). lugng va dinh tinh beta human chorionic gonadotropin
(B-hCG) trong huyét thanh va huyét twong.
Hoa chat dinh lugng va phat Xét nghiém mién dich vi hat hoa phat quang dé dinh
261 | hién dinh tinh cac khang thé IgG | luong va phat hién dinh tinh cac khang thé IgG khang 1SO 13485
khéng virus rubella. virus rubella trong huyét thanh va huyét twong.
Hoa chat dinh tinh dong thoi Xeét nghiém mién dich vi hat hoa phat quang dé phat hién
khang nguyén HIV p24 va céc dinh tinh dong thoi khang nguyén HIV p24 va cdc khang
262 | khang thé khang virus giy suy thé khang virus gay suy giam mién dich & ngudi loai 1 1SO 13485
giam mién dich & nguoi loai 1 va/hodc loai 2 (HIV-1/HIV-2) trong huyét thanh va huyét
va/hodc loai 2 (HIV-1/HIV-2). tuong.
Hoa chat dinh tinh khang nguyén bé mit viém gan B
Hoa chat dinh tinh khang (HBsAQ)
263 | nguyén bé mit viém gan B Xét nghiém mién dich vi hat hoa phat quang dinh tinh 1SO 13485
(HBsAg). khang nguyén bé mit viém gan B (HBsAg) trong mau
huyét thanh va huyét twong.
Hoa chit dinh tinh khang Xé’t nghiémAmién fiiCh Vl hat hoa phat quang dé dinh tl;nh
264 nguyén e viém gan B (HBeAg) khang nguyén e virus viém gan B (HBeAg) trong huyet 1SO 13485
" | thanh va huyet tuong.
, SO . 2 Xét nghiém mién dich vi hat hoa phat quang phat hién
265 | Hoachatdinh tinh khing the 1 4o i b hano thé TeM khéng Toxoplasma gondii trong | 1SO 13485

IgM khéang Toxoplasma gondii.

huyét thanh va huyét tuong.




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Hoa chét dinh tinh khang thé Xét nghiém mién dich vi hat hoa phat quang dé phat hién
266 | khang Treponema Pallidum dinh tinh khéng thé khang Treponema pallidum (TP) 1SO 13485
(TP) trong huyét thanh va huyét twong.
Hoa chét dinh tinh khang thé Xét nghiém mién dich vi hat hoa phat quang dé phat hién
267 | khang virus viém gan C (anti- dinh tinh khang thé khang virus viém gan C (anti-HCV) 1SO 13485
HCV). trong huyét thanh va huyét twong.
Héa chat dinh tinh va ban dinh Xét nghiém mién dich vi hat hoa phat quang dé dinh tinh
268 | lugng cac khang thé IgG khang | va ban dinh lugng cac khang thé IgG khang ISO 13485
Cytomegalovirus. Cytomegalovirus trong huyét thanh va huyét twong.
Hoa chat ding dé pha loang thu
269 | COng mau cho xét nghiém Hoa chit dung dé pha lodng bang tay mau cho xét 1SO 13485
HBsAg Qualitative Il nghiém HBsAg Qualitative IT Confirmatory.
Confirmatory.
L A, 1a , Hoa chat hiéu chung xét nghiém mién dich d€ dinh lugn,
270 | Hod chathi¢u chimg Rubella v dinh tinh cac khégng thégIgG khéng virus rubella trongg ISO 13485
19G £ N £
huy¢t thanh va huyét tuong.
Vit liéu kiém soat dugc sir dung dé udce tinh d6 chinh xac
L 1A, 1a , cua xét nghiém va phat hién d6 1éch cua may phan tich
271 F‘I’\jl‘ chat hicu ching Rubella | 1 iz dich khi thuc hign dinh tinh cac khang thé IgM 1SO 13485
g khéang virus Rubella trong huyét thanh va huyét tvong
nguoi.
Hoé chat hiéu ching xét nghiém mién dich dé phat hién
272 | Hoa chét hiéu chimg Syphilis dinh tinh khang thé khang Treponema pallidum (TP) 1SO 13485
trong huyét thanh va huyét twong.
C A, 1a , Hoa chat hiéu chung dinh lugng khang thé IgG khan
273 | Hoa chat hi¢u chimg TOXO IgG Toxoplasma gondii%rong huyé'tg thanhgva hu}%ét tu'ongf 150 13485
Hod chat hiéu chimg 13 vat liéu kiém soat dé dinh luong
L A pea , hormon kich thich tuyén gidp ¢ ngudi (thyroid
274 | Hod chat hi¢u chimg TSH stimulating hormone}i TSgH)ptrong huyét t};lanh va huyét 150 13485
tuong.
Hoa chat hiéu ching dinh tinh phat hién khang thé IgM
275 | Ho4 chét hidu chingTOXO IgM | khang Toxoplasma gondii trong huyét thanh va huyét 1SO 13485
tuong.
276 Hoa chat kich hoat phan tmg Dung dich chtra dung dich natri hydroxit 0,35N tao ra 1SO 13485
CMIA phan ing hoa phat quang cung cap gia tri cudi cung
Hoa chat phat hién dinh tinh Xét nghiém mién dich vi hat hoa phat quang phat hién
277 | khang thé IgM khang dinh tinh khang thé IgM khang Cytomegalovirus trong ISO 13485
Cytomegalovirus. huyét thanh va huyét twrong.
Hoa chat phat hién dinh tinh Xét nghiém mién dich vi hat hoa phat quang dé phat hién
278 | khang thé IgM khang virus dinh tinh khéng thé IgM khang virus rubella trong huyét | 1SO 13485
rubella. thanh va huyét tuong.
, Fo X a1 1 Chtra dung dich hydrogen peroxide 1,32% dung dé tach
p79 | Hoachattién xurly kichhoat | s nhu%)m acridiniu kboi conjugate duogc lien két véi | 150 13485
phan ung CMIA , .
phtre hop vi hat
Dung dich dudng kim dugc st dung nhu mot budc trong
280 Nudc rira kim, dung cho may quy trinh bao dudng. Sau khi kim hut mau dugc vé sinh, 1SO 13485
x¢ét nghiém mién dich st dung dung dich nay d€ bao v¢ kim ngan khéng cho
céc phan khong didc hiéu bam vao kim.
Nue rira sir dung trén may xét Dung dich rira c6 chira muéi,dém phosphate va cac ghét
281 it X o khang khuan dung cho hé thong may xét nghiém mién 1SO 13485
nghiém mien dich. dich.
282 Hoa chat chuan dinh luong Hoé’chét chuan dé dinh luong procalcitonin (PCT) trong 1SO 13485
procalcitonin huyét thanh va huyét tuong.
283 Hoa chat hiéu ching dinh luong | Hoa chét hi¢u chung khi dinh luong procalcitonin (PCT) 1SO 13485
procalcitonin trong hl}yét thanh va huxét twong. i
. L 1A , Ho4 chat hi¢u chung (kiém tra chat lugng) dé theo doi do
2g4 | Hoachathieu chimg chung cho | (o ia Cac quy trinh xét nghiem Trijodothyronine, | 1SO 13485

cac xét nghiém FT3, FT4, TSH,

Free (FT3) va Thyroxine, Free (FT4)




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
Hoa chét dinh lugng khéng Xét nghiém mién dich vi hat ho4 phat quang dé dinh
285 | nguyén bé mat virus viém gan B | luong khang nguyén bé mat virus viém gan B (HBsAg) 1SO 13485
(HBsAQ) trong huyét thanh va huyét twong ngudi. i
. £ A o Hoa chat chuan xét nghiém dinh lugng khang nguyén bé
286 ﬁg&;;hat chuan dinh lwong mat virus viém gan B (HBsAg) trong huyét thanh va 1SO 13485
g huyét tuong. i
, SO , . Hoa chat hi¢u ching xét nghiém mién dich dé dinh luong
287 Hoa chat hi¢u chimg dinh luong khéang nguyén bé mat virus viém gan B (HBsAg) trong 1SO 13485
HBsAg £ N £
huyét thanh va huyét tuong.
Lo 19. Héa chit xét nghiém
mién dich tw dong danh gia Nha thiu cho mwon thiét bi khi tring
chitc ning budng trimg (PAU | thiu héa chat
THAU TRON LO)
2gg | Chat chuan ciahdachatdinh | oy e oy i hoa chét dinh Tuong AMH. SO 13485
luong AMH
L, 1iR .\ 1 L 4 dugc dung d¢ kiém tra chat luong xét nghiém AMH trén
289 1(1:1’1(1;;[ kiém tra cuia hoa chat dinh may xét nghiém mién dich véi ba mirc ndng do trong 1SO 13485
ong huy¢t trong nguoi.
200 | Co chét phat quang l"ll"héml} ph?i?: Qung dich dém c6 chat huynh quang va chat 1SO 13485
oat tinh bé mat.
291 | cup dung mau thé tich 0.5ml Ciip dung mau thé tich 0,5ml. ISO 13485, CFS
2gp | Dungdichriadingchomdy | 1y o gich muéi dem, 1SO 13485
mién dich
Dung dich rira may hang ngay
293 (chtra cac chét hoat dong bé Dung dich chtra ca:w chét hoat dong bé mit Anionic va 1SO 13485
mat Anionic va Nonionic trong | Nonionic trong kiém tan.
kiém tan.)
294 | Dungdichriamdyhang ngdy | o ik chia acid va chét y rira. 1SO 13485
(chira acid 16ng va chat tay rua)
205 | Giéng phin tmg CPét' liéu Poly,propylene; Dung tich t6i da 1 mL Hop 1SO 13485
gom: 16x98 cai
goa cltlat du:ih’ ll;fqug ?N{P{ Hoa chét xét’ nghiém mién dich enzym mot budc Qé dinh
296 | ~-ye tons dana gla i luong noi tiét 6 anti-Miillerian (AMH) trong huyét thanh | 1SO 13485
budng trirng, diéu tri vo sinh \ X .
hidm mudn va huye¢t tuong nguoi.
L0 20. Xét nghiém thir thai Y I T
dinh rong (PAU THAU tll\gll: ltll(;:udc]l%;) muon thiét bi khi tring
TRON LO)
Xét nghiém dinh lugng B-hCG trong huyét thanh/huyét
tuong/nude tiéu.
_Dang cassette kich thudc 6mm. - 1SO 13485
297 | Xét nghiém dinh lugng B-hCG _Bao quan 4°C - 30°C . -CE
_Thanh phan gém khay cassette test p-hCG, pippet nhya | - CFS
dung mot lan, dung dich pha lodng
Xuit xir G7
Chat chuin am tinh cho mau str dung huyét thanh va - 1SO 13485
298 | Dung dich chuén 4m nudc tiéu -CE
Xuét xir G7 - CFS
Chat chuan duong tinh cho mau sir dung huyét thanh va - 1SO 13485
299 | Dung dich chuan duong nudc tiéu -CE
Xuit xit G7 - CFS
L6 21. Hoa chat dinh danh
nhanh vi khuén va lam khang | Nha thiu cho mwon thiét bi khi tring
sinh d6 tw dong (DAU THAU | thiu héa chit
TRON LO)
- Thé dinh danh vi khuin Gram am dgoc sur dl_mg trén hé
y 4 . 2 thong may dinh danh va khang sinh d6 tu dong dé dinh .
300 | The dinh danh vi khuén Gram danhgtu dgng o true khudn éram e meﬁ v khong | |- 150 9001 hodc ISO 13485

am

I1én men.
- Thé cén cur vao cac phuong phép hda sinh da dugc

2. CE hoic FDA




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

thiét 1ap va da phat trién méi cac co chat tinh toan viéc sir
dung ngudn cacbon, hoat tinh enzym va tinh khang. Co
47 xét nghiém hoéa sinh va mot giéng ddi chimg am.

- Thé dinh danh vi khuin Gram 4m la thé ding mét lan.

- Bdo quén thé hoa chit trong 16p 16t kin ciia bao bi &
nhiét do tr 2-8°C

- Xuét xi: G7

301

Thé dinh danh vi khuin Gram
duong

- Thé dinh danh vi khuan Gram duong dugc st dung
trén hé thong may dinh danh va khang sinh d6 ty dong dé
dinh danh ty dong cac vi khuan Gram duong

- Thé can cir vao cac phuong phap hoa sinh da duoc
thiét 1ap va co chat da phat trién moi. Co 43 xet nghiém
hoéa sinh danh gi4 viéc st dung ngudn cacbon, cac hoat
dong enzym va tinh khang.

- Thé dinh danh vi khuan Gram duong 1a thé ding mot
lan.

- Béo quén thé hoa chit trong 16p 16t kin ciia bao bi &
nhiét 46 tir 2-8°C

- Xuét xir: G7

1. ISO 9001 hodc ISO 13485
2. CE hodc FDA

302

Thé dinh danh ndm

- Thé dinh danh nam st dung v&i hé théng méy dinh
danh va khang sinh dd tu dong dé dinh danh tu dong hau
het cac nam c6 y nghia 1am sang hodc vi sinh vat giong
nam.

- Thé cén ctr vao cac phuong phap hoa sinh dé dugc
thiét 1ap va co chat da phat trién moi. Co 46 xet nghiém
hoéa sinh danh gia viéc st dung ngudn cacbon, ngudn
nitrogen, cac hoat dong enzym.

- Thé dinh danh nam la thé ding mot lan.

- Bao quan thé hoa chét trong bao bi déng goi ban du
cua chung ¢ 2°C téi 8°C

- Xuat xir: G7

1. ISO 9001 hodc ISO 13485
2. CE hodc FDA

303

Thé dinh danh Neisseria va
Haemophilus

- Thé dung dé dinh danh vi khuan
Neisseria/Haemophilus va cac vi khuan kho moc khéac
trén hé thong may dinh danh va khang sinh d6 tu dong

- Thé can ctr vao cac phuong phap hoa sinh da dugc
thiét 1ap va cac co chat da phat trién méi tinh toan viéc sir
dung ngudn cacbon, hoat tinh enzym. C6 30 xét nghiém
hoa sinh

- Thé dinh danh vi khuan Neisseria/Haemophilus va cac
vi khuén khé moc 13 thé ding mét lan.

- Bao quan thé hoa chét trong bao bi déng goi ban du
cua chung ¢ 2°C téi 8°C

- Xuét xtr: G7

1. 1SO 9001 hodc ISO 13485
2. CE hodc FDA

304

Thé dinh danh vi khuan ky khi
va Corynebacteria

- Thé dinh danh vi khuan ki khi va Corynebacteria diing
dé dinh danh ty dong hau hét cac vi khuan ky khi va
Corynebacterium c6 y nghia 1am sang trén hé thong may
dinh danh va khang sinh d6 tuy dong.

- Thé dinh danh vi khuén ki khi va Corynebacteria 1a thé
ding mot lan.

- Thé can ctr vao cac phuong phap hoa sinh da dugc
thiét 1ap va da phat trién méi cac co chat. Co 36 xét
nghiém hoa sinh do viéc st dung nguén cacbon va hoat
dong cta enzym.

- Bao quan thé hoa chét trong bao bi déng goi ban du
cua chiing ¢ 2°C t6i 8°C

- Xuét xtr: G7

1. ISO 9001 hodc ISO 13485
2. CE hoac FDA

305

Thé khang sinh d6 Gram am cac
loai

- Thé khang sinh dd Gram am céc loai dugc st dung trén
hé thong méay dinh danh va khang sinh do tur dong trong
phong xét nghiém lam sang nhu mét xét nghiém in vitro
dé x4c dinh tinh nhay cdm cua tryc khuin Gram am hiéu

1. ISO 9001 hodc ISO 13485
2.CE
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khi.

- Bao quan thé hoa chét trong bao bi dong goi ban dau
cua chung ¢ 2°C t6i 8°C

- Xuat xu: G7

306

Thé khang sinh @6 Gram duong
cac loai

- Thé khang sinh d6 Gram dwong céc loai duoc sir dung
trén hé thong may dinh danh va khang sinh d6 ty dong
trong phong xét nghiém 1am sang nhu mot xét nghiém in
vitro dé xac dinh tinh nhay cam cua Staphylococcus spp.,
Enterococcus spp., va S. agalactiae.

- Bao quan thé héa chét trong bao bi dong goi ban dau
cua chung ¢ 2°C téi 8°C

- Xuét xir: G7

1. ISO 9001 hoac ISO 13485
2.CE

307

Thé khang sinh d6 nim

- Thé khang sinh dd Nam men duoc sir dung trén hé
thdng may dinh danh va khang sinh d6 tu dong trong
phong xét nghiém lam sang nhu mot thir nghiém in vitro
dé xac dinh tinh nhay cam ctia nAm men.

- Thanh phan khang sinh trong thé hoa chét:
Amphotericin B, Caspofungin, Fluconazole, Flucytosine,
Micafungin, VoriconazoleSDD.

- Bao quan thé héa chét trong bao bi dong goi ban dau
cua chung ¢ nhiét do tir 2-8°C

- Xuét xir: G7

1. ISO 9001 hodc ISO 13485
2.CE

308

Dung dich pha miu saline sol
0.45% dung cho may dinh danh
vi khuan

- Dung dich nudéc mudi 0,45% vo khuan dugce st dung
dé chuan bj thii cong huyén dich vi sinh vat, trude khi
tién hanh dinh danh va thir nghiém tinh nhay cam khang
sinh trén céc thiét bi tu dong.

- Thanh phan: Sodium Chloride 0,4% - 0,5%.

- Tiéu chudn dong g6i: Thung/ 20 chai x 500ml

- Xuét xtr: G7

1. 1SO 13485
2.CE

309

Tuyp nhya trong 12 x 75 mm
(dung cho may dinh danh vi
khuan)

- Ong nhya PS (Polystyrene) dé pha lodng mau xét
nghiém sir dung trén hé thong dinh danh khang sinh do tyr
dong.

- Chét liéu: Nhua; Thé tich: 4 - 6 mL

- Béo quén: nhiét d¢ phong

- Xuét xtr: G7

1. 1SO 9001
2.CE

L6 22. Héa chit sir dung cho
may xét nghiém Real-time
PCR hoan toan tw dong (PAU
THAU TRON LO)

Nha thiu cho mwon thiét bi khi tring
thau hoa chat

310

Thudc thir xét nghiém dinh tinh
va phéan biét RNA HIV-1 va
HIV-2

- Phuong phap xét nghiém: Realtime PCR
- P9 nhay: D6 nhay phan tich trén mau huyét trong
chéng dong bang EDTA la 12.6 cp/mL (HIV-1M) va
27.9 cp/mL (HIV-2)
Do nhay phan tich trén mau huyét thanh la 12.1 cp/mL
(HIV-1M) va 23.4 cp/mL (HIV-2)
Do nhay phan tich trén mau DBS la 255 cp/mL (HIV-
1M) va 984 cp/mL (HIV-2)
- B9 dac hiéu: >99.9% (d0 tin cdy 95% mdt phia: 99.5%)
(huyét trong chéng dong bang EDTA/huyét thanh)
>99.9% (dd tin cdy 95% mot phia: 99.5%) (DBS)

1. 1SO 13485
2. CFS hoac CE

311

Thubc thir xét nghiém dinh
luong DNA HBV

- Phuong phéap xét nghiém: Real-time PCR

- Gi61 han phat hién: Phat hié¢n DNA HBV ¢ n@)ng do3
TU/mL véi ty 1& dich > 95% cho thé tich xir Iy mau 500
uL va & ndng d6 17.5 TU/mL véi ty 1& dich > 95% cho
thé tich xtr Iy mau 200 pL trong huyét trong chdng dong
bang EDTA. Ddi vi huyét thanh, nghién ctru chimg
minh ring xét nghiém nay phat hién DNA HBV 6 nong
d6 3 TU/mL véi ty 1& dich > 95% cho thé tich xtr ly mau
500 pL va & ndng do 15 IU/mL véi ty 1¢ dich > 95% cho
thé tich xir Iy mau 200 pl.

1. 1SO 13485
2. CFS hoac CE




STT Tén ph?m (16) Théong s6 k§ thuat Tiéu chuén chét lugng
- Do nhay: P9 nhay phan tich: 2.7 lU/mL (500 uL huyét
tuong chong dong bang EDTA), 15.5 IU/mL (200 pL
huyet tuong chong dong bang EDTA), 2.4 [U/mL (500
pL huyét thanh) va 12.5 IU/mL (200 pL huyét thanh)
- B¢ dac hiéu: B dac hiéu >99.9% (gidi han tin cay
95%: 2 99.5%).
Vit liéu kiém soat &m tinh xét i
nghiém phat hién / dinh tinh / - Vat liéu kiém soat am tinh xét nghiém phat hién / dinh 1,150 13485
312 | dinh luong RNA HIV-1, RNA tinh / dinh luvgng RNA HIV-1, RNA HIV-2, RNA HCV, 2' CES hodic CE
HIV-2, RNA HCV, DNA HBV, | DNA HBV, DNA cytomegalovirus ' :
DNA cytomegalovirus
Vit lidu kiém soat duong tinh N . e a et
313 | xét nghiém dinh tinh va phan - Vj.lt hﬁu kiém soat ducpg tinh xét nghiém dinh tinh va 1.1SO 131‘:85
biét RNA HIV-1 va HIV-2 phan biét RNA HIV-1 va HIV-2 2. CFS hoac CE
Vit ligu kiém soat duong tinh 7
x¢ét nghiém dinh tinh va dinh - Vat liéu kiém soat duong tinh xét nghiém dinh tinh va 1150 13485
314 | luong RNA HIV-1, dinh lugng | dinh lugng RNA HIV-1, dinh lugng DNA HBV, dinh 2' CFS hoic CE
DNA HBV, dinh tinh va dinh | tinh va dinh luong RNA HCV ' 0ac
lugng RNA HCV
- . " - . n 1. 1SO 13485
315 | Hat bi tir 480 xét nghiém - Hat bi tir 480 xét nghiém 2. CFS hoiic CE
- Pau tip thé tich: 1000 L. Vat liéu: Polypropylene — PP.
PAu tip it miu va thuée thir Pugc sir dung trong chan doan in vitro dé hut mau va 1,150 13485
316 1000 ul. thudc thir dang 1ong, cho cac xét nghiém sinh hoc va hoa 5 CES hoic CE
H hoc. Khéng c6 Pyrogen, RNAse, DNAse, chat tic ché ' :
PCR, DNA va ATP cia nguoi.
- Pau tip thé tich: 300 pl. Vat ligu: Polypropylene — PP.
PAu tip it miu va thuée thir Pugc sir dung trong chan doan in vitro dé hut mau va 1,150 13485
317 300 Ul thudc thir dang 1ong, cho cac xét nghiém sinh hoc va hoa 5 CFS hoic CE
H hoc. Khong cé Pyrogen, RNAse, DNAse, chat trc ché ’ ;
PCR, DNA va ATP cuia nguoi.
L, x L - Pia da giéng duoc st dung cho qué trinh xir Iy mau . 1. 1SO 13485
318 | Biaxirly mau 24 vi tri Dia ¢6 24 vi tri (3x8) 2. CFS hodc CE
o L - Pia phan tmg 24 vi tri . Dé tranh bdc hoi trong qua trinh | 1. 1SO 13485
319 | Dfa phan {mg 24 vi tri luan nhiét, cic giéng déu dugce han. 2. CFS hoac CE
R S . R ST, o 1. 1SO 13485
320 | Dia chat thai 1ong 24 vi tri - Dia chat thai 16ng 24 vi tri 2. CFS hoiic CE
Hoa chat ly giai 4 binh x 875 A e s 1.1SO 13485
321 mL - Hoa chat ly giai 4 binh x 875 mL 2. CFS hodc CE
, Xy oo 1A A , Xy oo 1A X 1.1S0 13485
322 | Hoa chat rira hé thong 4200 mL | - Hoa chat rua hé thong 4200 mL 2. CFS hoiic CE
Hoa chit pha loang mau4 binh | ., T IN 1.1S0 13485
323 % 875 mL Hoa chat pha loang mau 4 binh x 875 mL 2. CFS hoiic CE
- Phuong phap xét nghiém: Xét nghiém real-time PCR
dinh tinh va ty dong ) .
- Thoi gian xét nghiém (phut): < 3.5 gid véi két qua dau
tién
) -bod d;_“lc hi¢u: Do dac hiéu phén tich: Mot danh muc 151
Thuoc thir xét nghiém dinh tinh | vi khuan, nam va virus, bao gom nhing loai thuong thay 1.1S0 13485
324 | DNA Chlamydia trachomatis va | trong duong niéu-sinh duc cia nam va nit, 17 dai dién ' <
o .2, \ N ;. LT 2. CFS hoac CE
DNA Neisseria gonorrhoeae cua cac chung khong phai gonorrhoeae Neisseria va cac
vi sinh vét khong lién quan phat sinh loai, duoc kiém tra
voi xét nghiém nay dé danh gia d6 déc hiéu phan tich.
Két qua cho thay khong c6 vi sinh vat nao trong ddy lam
nhiéu kha niang phat hién CT va NG hoac tao ra két qua
] duong tinh gid trong chat nén am tinh véi CT/NG.
Vat ligu kiém sodt duong tinh - Vit liéu kiém soat dwong tinh xét nghiém dinh tinh
325 | Xt nghiém dinh tinh DNA DNA C.hlamydia trachomatis va DNA Neisseria 1150 13485

Chlamydia trachomatis va DNA
Neisseria gonorrhoeae

gonorrhoeae

2. CFS hoac CE
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- Phuong phéap xét nghiém: Xét nghiém real-time PCR
dinh tinh va ty dong
Vit liéu kiém soat &m tinh xét
406 | nghiém dinh tinh Chlamydia - Pugc str dung 1a vat lidu kiém soat dé thim dinh tinh 1.1S0 13485
trachomatis va Neisseria hop 1€ cua cac mé chay cua cac bd kit muyc tiéu dac hiéu. | 2. CFS hoac CE
gonorrhoeae
- Buoc st dung dé lay va van chuyén cc mau thir dich
A 1A X £ .. | phét cua nguoi bénh va 1a moi truong bao quan va van
207 fghli‘éﬁaghﬁa;ﬁg‘ tffceﬁocg‘;t’f:t chuyén én dinh acid nucleic cho céc mau thir ciia ngudi | 1. 1SO 13485
va Néisseria gonorrhoeae bénh dé lam xét nghiém PCR _ 2. CFS hoac CE
- Phuong phap xét nghiém: Ky thuat Real-time PCR
hoic khuéch dai acid nucleic
spg | BO kit iy miu nuce tiéu cho xét %(l’nlj(‘:nlgaypg;“x‘:t";;ﬁ‘;y}gyxfgu‘fﬁeeﬁg;/ESCR 1.1SO 13485
nghiém CT/NG hoiic khuach dai acid nuel ; : 2. CFS hoac CE
odc khuéch dai acid nucleic
o - Chdi ldy mau té bao tir cung 1 1SO 13485
329 | Choi lay mau té bao tir cung - Phuong phéap xét nghiém: Ky thuit Real-time PCR ' <
< % S ; YO 2. CFS hoac CE
hoac khuéch dai acid nucleic hoac té bao hoc
B bdo quan va van chuyén mu | - Hii thu, van chuyén va bao quan mau té bao dé sir dung 1.1S0 13485
330 I trong xét nghiém phan tir va/hodc trong chudn bj tiéu ban <
té bao 2. CFS hoac CE
mau té bao hoc
331 Dung dich chudn bj mau cho xét | - Pugc sir dung dé hoan nguyén mau cobas Plasma 1. 1SO 13485
nghiém PCR Separation Card hoac mau mau khé (Dried Blood Spot). 2. CFS hoac CE
L6 23. Héa chiat khang nim dd | Nha thau cho mwgn thiét b khi tring
(PAU THAU TRON LO) thiu héa chit
- Sir dung cho chan doén in-vitro de kiém tra dinh luong
tinh nhay cam véi thudc khang ndm cua céc loai nim
men gdp trén 1am sang va Cryptococcus spp
Thude thir xét nghiém tinh nhay - Thanh phan b9 thir nghi¢m bao gom: n . g
332 | cam vdi thudc khang nam cia + 4&5 & rn-01h(.i~a thuﬁ hlgl _cho 2 thl.r dn‘(i”hfl e, €0 chira 1SO 13485
nAm men va Cryptococeus spp. caf: ang_sm : Amphotericin B, Anidula ungln,
Micafungin, Fluconazole, Posaconazole, Voriconazole
+ Gidy bac niém phong
- Bao quan ¢ nhiét d6 15-25°C.
- Xuét xir: G7
-Bo thude thir KSD bao gom:
IVD chét chi thi dimg cho xét + Ong chi thi KSD AST-Indicator chtta 4,4 mL dung
nghiém tlnh nhay cam v&i thude dlc}} resazurin. .
333 & Y + Ong dung dich Methylene blue chira 4,4 mL dung dich | 1SO 13485
khang ndm ciia nAm men va
Cryptococeus spp Methylene blue.
- Béo quén ¢ nhiét 6 2-8°C.
- Xuét xt: G7
IVD moi truong dung cho xét - M&i 6ng chtra 11.5 mL, thanh phan canh truong bao
434 | nghiém tinh nhay cam véi thudc | gdm : RPMI-1640, MOPS, Glucose. 1SO 13485
khang nam ctia nam men va - Béo quan ¢ nhiét ¢ 2-25°C.
Cryptococcus spp. - Xuit xt: G7
L6 24. Hoa chit xét nghiém
mién dich huyét hoc tw dong Nha thiu cho muon thiét bi khi tring
cong nghé gelcard dang dia thiu héa chit
(PAU THAU TRON LO)
Gel trung tinh st dung trén may | HOp nhya 70ml, Neutral gel trong d€m PBS, nap kiém
335 gel ty dong dau con, NaN3 < 0,1% 150 13485, CE
o R Hop nhya 70ml, nap kiém dau con
336 | ¢ AHIC;’ dgAgla str dung trén Thanh phén: anti-IgG (thd) va anti-C3d (cell line F139 | 1SO 13485, CE
may gel tw dong 4B4), NaN3 < 0,1%
Dung dich LISS str dung trén Hop nhya 70ml chira dung dich LISS da dugc dicu chinh,
337 may gel tu dong NaN3 < 0,1%, ndp kiém dau con 15013485, CE
33g | Dia chiamau s dung trénmdy | po. 1 (be dung trén may ISO 13485, CE

gel ty dong
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339 | Ongnhohuyetthanhstrdung | b0 50 ono trén may 1SO 13485, CE
trén may gel tu d(_)‘ng -
340 | Khayphalodng hong cdumau | b 1y a00 Ging trén may ISO 13485, CE
st dung trén may gel tu dong
Huyét thanh mau Anti-A, cell line Birma 1, NaN3 <
341 | Huyét thanh miu A 0,1% ISO 13485, CE
Cart’rigde chtra thudc thir (180 test) kém dau con
£ x Huyét thanh mau Anti-B, cell line LB-2, NaN3 < 0,1%
342 | Huyet thanh mau B Cartrigde chira thudc thit (180 test) kém diu con IS0 13485, CE
"Huyét thanh mau Anti-D (IgM), cell line TH-28, NaN3
343 | Huyét thanh mau D <0,1% 1SO 13485, CE
Cartrigde chtra thude thir (180 test) kém déu con”
Cartrigde chira thudc thir hong cau mau Al, B (180 test)
Hoéng ciu mau A1,B sir dung kemdaucon . "
344 rén may gel tu d(‘);lg ; Thanh phén: huyén phu dung dich LISS da dugc dicu 1SO 13485, CE
T chinh véi EDTA nong d6 0,5%, c6 nong do 1,6 - 2,0%,
Trimethoprim va sulfamethoxazole
Cartrigde chira thudc thir hong cau mau O (180 test) kém
A A% , dau con
345 | flone cau mau %}’H’HI SUdung | “rpanh phan: huyén pht dung dich LISS da duoc didu | 1SO 13485, CE
on may get w dong chinh v6i EDTA ndng d6 0,5%, c6 ndng do 1,6 - 2,0%,
Trimethoprim va sulfamethoxazole
Chat chuan xac nhan str dung Cartrigde chung kiém dinh (180 test) kém dau con,
346 | {1en méy gel tu dong NaN3<0,1% IS0 13485, CE
Hoa chét ndi kiém dinh nhom Cac mau noi kiém xét nghiém dinh nhém mau ABO-RH1
347 | mau ABO-RHI va dinh kiéu hoac dinh nhom RH-K, kit gém 4 1o nhdm mau A, B, AB | I1SO 13485, CE
hinh RH-K va O, mdi lo 4ml
L6 25. Hoéa chit xét nghiém 14
genotype HPV nguy co cao
gdy ung thw cb tir cung, xac Nha thiu cho muen thiét b khi tring
dinh 6 type riéng bi¢t bang thiu héa chat : :
phwong phiap Realtime PCR
hé thong tw déng (PAU THAU
TRON LO)
Bo thudc thir dung trén thiét bi xét nghiém HPV.
Bao gém:
+ Ong PCR G1 chura: oligonucleotides, mau do huynh
Hoa chét cho xét nghiém dinh %Eaélii,h d\I/\éII"l;iIéISnVé DNA Polymerase v6i cac thanh phan
348 type HPV dl;mg cho may dm h + Ong PCR G2 chira: oligonucleotides, mau do huynh 1150 13485 <
danh vi khuan CT/GC va virus < R A 2. CE-IVD hoac FDA
HPV quang, dNTPS va DNA Polymerase véi cac thanh phan
on dinh va dém.
+ Ong PCR G3 chira: oligonucleotides, mau do huynh
quang, dNTPS va DNA Polymerase v&i cac thanh phan
6n dinh va dém.
Bugc dung cho quy trinh tach chiét DNA tir mau khi str
349 | Hoa chat tich chict ADN cho du&ifféa}ffgt?g I;gktlif::ngallllgévéhé}ztﬁ;a\']lal;cuitt lién két 1.1S0 13485
xét nghiém dinh tinh HPV ., N A C e A R 2. CE-IVD hoac FDA
dém rira, dém tach, dém trung hoa véi chat bao quan, va
Idung dich rira trung hoa
350 Ong tach chiét ADN cho xét Duoc dung cho quy trinh tach chiét DNA tir mau khi st | 1. 1SO 13485
nghiém dinh tinh HPV dung v6i hé thong dinh danh vi khuén vi riit 2. CE-IVD hoac FDA
- B ching 4m va chimg dwong dung dé kiém soét chat
luong xét nghiém HPV cho hé théng dinh danh vi khuén
. £, 1R 2 1s vi rat
351 i‘ﬁl Cg?j;ﬁ;ﬂﬁ;;g %ﬁl\l} ‘t’i‘; - Bo chitng 6 thé ding cho ndi kiém 1. 1SO 13485

may BD Viper LT

- Chig dwong ding dé kiém soat hoé chit.

- Ching 4m dung dé kiém soét 1ay nhiém hoa chit va
ngoai nhiém tir méi trudng

- Chirng dwong bao gdm: 14,430 copy cia HPV 16

2. CE-IVD hoic FDA
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plasmid, 8,325 copy HPV 18 plasmid, 8,418 copy HPV
56 plasmid, 3,885 copy DNA cua beta globin nguoi
- Chirng am chua carrier nucleic acid
Ong pha lodng mau cho xét nghiém sinh hoc phén tir trén
may dinh danh vi khuan vi rat
35, | Hoa chit pha lodng miu té bao - Moi Ong chira: dung dich Tris/Sodium Chloride, chét 1.1S0 13485
nhung dich HPV dién hoat va chat bao quan. 2. CE-IVD hoac FDA
- Mau bénh pham chuyén vio trong dng pha lodng c6 thé
Iuu trit duoc 15 ngay tai 2-30°C hoac 90 ngay tai -20°C
Bo phu kién PCR cua mdy dinh | po 1 yisn ohi ding voi hé théng dinh danh vi khudn | 1. 1SO 13485
353 | danh vi khuan CT/GC va virus N <
HPV virat 2. CE-IVD hoiac FDA
- E;;rggl ﬁﬁ;itlighlzae?cc}l?c; ¢ | Thé tai khoan chira chia khod mé két qua dinh type HPV | 1. 1SO 13485
N cho may dinh danh vi khuan vi rtit 2. CE-IVD hoac FDA
va virus HPV
355 ch?é fr‘i’ényg ;ﬁfhtgz;ghsiriﬁgl“g Tii dung dau tip thai dung trong méy dinh danh vi khuin | 1SO 13485
Pau tip pipet xét nghiém HPV
356 | dung cho may dinh danh vi Dau tip pipette xét nghiém HPV phu hop véi may 1SO 13485
khuan
357 Tui dung rac thai thé long cua Tui dung hoa chat dé trung hoa rac thai thé 1ong phu hop 1SO 13485
may dinh danh vi khuén véi may dinh danh vi khuan
Lo thu thdp mau c6 chira dung dich bao quan gdc con,
. X 12 C X dugc dung dé van chuyén, bao quan va tao moi trudng 1150 134? > < A
Hoa chat bao quan mau t€ bao . Ao X 2 : 2. FDA hoéc CE hodc Cong
358 PO khéang khuan cho mau bénh pham phu khoa. 1 2 <
co tu cung x. , . PO b6 hop chuan EC hodc CFS
Moi lo chira 10ml dung dich bao gom: Ethanol , hodic trone duon
Methanol , 2-Propanol , Formaldehyde. : & &
o i 1. 1SO 13485
[ S R S S Dung cu lay mau té bao co tir cung, vo6 trung, chi st dun 2. FDA hoac CE hodc Con
359 | Choi lay mau t€ bao co tir cung 1 léng Y & g & bé hop chuan EC hoc CFég
hodc tuong duong
L6 26. Hoa chat mién dich
sang lgc trudc sinh 3 thing Nha thiu cho mugn thiét b khi tring
dau (Phwong phap mién dich thau héa chat
huynh quang) - PAU THAU
TRON LO)
- Hoa chat xét nghiém chi tiéu Free hCGp dung cho sang
360 Hoa chat xét nghiém chi tiéu loc trudc sinh (double test - thai ky I hoac triple test - thai | 1. 1ISO 13485
free beta HCG ky 1I); 2. CE-IVD hoac FDA
- Sir dung mau huyét thanh va phuong phap TRF
Ezligflit;‘f‘:;ggc}ﬁf‘:ézg‘lgzu - Hoa chil xét nghiém chi tiéu PAPP-A 0UNg chOSaNg | 1 |5 13405
361 | {1 \t6c sinh (double test — thai ky | 19€ rudc sinh (double test - thai ky I); 2. CE-IVD hoic FDA
N - Str dung mau huyét thanh va phuong phap TRF ' :
Hoa chét xét nghiém chi ticu -.Eléaﬂché.tAxé‘E ngh’iém ?hi tié}l PLGF fiflng cho s:c‘lng.loc
362 | PLGF diing cho sang loc tin tién san gidt tr quy 1 cua thai 'ky‘va .sang loc trude sinh 1. 1SO 13485 )
sin gidt tir quy 1-2-3 ctia thai ky nguy co Dovx:n (Q:uad teit-thal ky I); 2. CE-IVD hodc FDA
- St dung trén mau huyét thanh;
Lo 27. Linh Kkién, vat tw tiéu
hao sir dung cho cac loai xét
nghiém
Dau con 6 loc, tiét triung thé tich tdi da 200pL, RNase-
363 ?éu céq 200 pL c6 miéng hut /DNase-free, Nonpyrogenic, khong bam dinh, phu hop 1SO 13485
rong (wide—bore) pipette dang st dung
Miéng hut rong dé hit hat DNB, matrix
Puoc lam ‘p?mg thuy tinh borosilicate khong mau, c6 chat
aga | Lamen (cover glass) kich thue L‘;znf (;f‘lg’gﬁ gg‘%lci‘;ﬁg S‘i’é‘;ugé’r‘lagtﬁcizggg Phu 1509001 hogc ISO 13485

24x50mm

- Ki’ch thudce: 24x50mm; d6 day: 0,16mm — 0,19mrr]
- Cau tao: thuy tinh borosilicate D 263™ M (hodc tot

- FDA hoac CE hoac CFS




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuén chét lugng

hon)

- Chi s6 khuc xa: ne (A = 546,1nm): 1,5255 +0,0015; nD
(A =589,3 nm): 1,5230

- Chi s6 Abbe (quang sai): < 55

- Hé sb truyén anh sang (d=0,15mm): 91,7 + 0,3%.

365

bia PCR 96 giéng 0,2mL, day
trong c6 thé tach thanh day 8
giéng

bia PCR 96qgiéng thé tich 0.2 mL, ddy trong, thanh
mong, co the tach thanh day 8 giéng, sir dung dugc trén
may tach chict DNA tu dong

1. 1SO 13485

2. FDA hodc CE hodc Cong
bd hop chuan EC hodc CFS
hoac tuong duong

366

Bo kit tach chiét DNA tir mau
mau kho trén giay tham dung
trong sang loc so sinh

- Cong nghé tinh sach nucleic acid bang hat tir trén may
tu dong

- DNA sau tinh sach ¢6 thé ding cho cac ung dung khac
vé sau sit dung céac xét nghiém dinh tinh, ban dinh luong
va dinh lugng dya trén PCR, real-time PCR.

- Miu dau vao: Mau phap y (vét mau, chAm mau kho,
nang 16ng, tinh trung, thudc 14, keo nhai, mong)

- Thong lugng: ti da 24 test/luot, tuy chon chay 1¢ theo
cosb 1

- Thoi gian tach chiét: < 55 phat

- P lap lai, d6 tai 1ap: hé s6 bién thién cua nong do
nucleic acid sau tach < 5%

- Hoa chét dugc chiét san vao dng tach chiét

- Bo hoa chét khong bi giéi han cho bét ky bénh, diéu
kién hay cac chan doan song hanh nao khac

- San pham cudi thu dugc: > 90 pL

- BO ho4 chét ding dugc cho moi quin thé

1.1SO 13485
2. CE-1VD hoac FDA

367

Bo kit dung cho tach chiét DNA
tr mau mo

- Cong nghé tinh sach nucleic acid bang hat tir trén may
ty dong

- San phiam DNA tinh sach dung duoc cho cac tmg dung
nhu PCR, qPCR, Southern blot,...

- MAu diu vao: < 50 mg mau md, twong duong 2 x 1075 -
1076 té bao

- Thong luong: tdi da 24 test/luot, tuy chon chay 1é theo
cosd 1

- Thoi gian tach chiét: < 80 phit

- Luong san pham dién hinh: >2 pg

- Ty s6 A260/A280 dién hinh: >1,7

- Do 1ap lai, d6 tai 1ap: hé s6 bién thién cua nong do
nucleic acid sau tach <10%

- Ho4 chét dugc chiét sin vao dng tach chiét

- B hoa chét khong bi gidi han cho bt ky bénh, diéu
kién hay cac chan doan song hanh nao khac

- San pham cudi thu duge: > 130 pL

- Bo ho4 chat dung duoc cho moi qué”ln thé

1. 1SO 13485
2. CE-IVD hoac FDA

368

Thudc nhudm axit nucleic
huynh quang EvaGreen dung
trong realtime PCR nong do
25uM

Str dung trong cac k¥ thudt PCR dinh lugng (qPCR),
phan tich bién tinh nhiét d6 cao (HRM), khuéch dai dang
nhiét nhu LAMP.

Nong do: 20X (25 uM)

Dang: Dung dich mau xanh nhat

Budrc song kich thich: ~500 nm (khi lién két véi DNA soi
doi)

Budc song phat xa: ~530 nm (khi lién két voi DNA soi
doi)

D6 6n dinh: On dinh khi dun & 95-100°C trong 48 gio;
chiu dugc nhidu chu ky dong—tan

Doc tinh sinh hoc: Khong doc té bao, khong gy dot bién
Béo quéan: -10°C dén -35°C (khuyén nghi: -20°C)

Ung dung: gPCR, HRM, digital PCR, LAMP, tHDA,
DNA gel staining

1SO 9001




STT

Tén phan (1)

Théng s6 k§ thuit

Tiéu chuin chit lwgng

Twong thich thiét bi: Hé thong qPCR ding kénh SYBR®
Green/FAM (bd loc 470-530 nm)

L6 28. Hoa chit xét nghiém
dong mau tu dong sir dung
phwong phap do tir

Nha thau cho mwon thiét bi khi tring
thau hoa chat

369 | Xét nghiém Fibrin monomers

Hoa chat dinh lugng Fibrin monomer (FM) huyét twong
bang phuong phap mién dich d6 duc.

- Thanh phan: Gém 2 loai thubc thir, dung dich dém
(thudc thir 1) va dung dich huyén phu vi hat latex dugc
pht boi cac khang thé don dong chudt khang don phan
fibrin nguoi (thude thir 2)

- Két qua khong bi nhidu boi hemoglobin (1én dén 5 g/l),
bilirubin (1én dén 200 mg/1), heparins khong phan doan
(1én dén 1 TU/ml), heparins trong lugng phén tir thap (1én
dén 2 anti-Xa IU/ml).

- Xuét xi: G7

1. 1SO 13485

2. FDA hodac CE hoac Cong
bd hop chuan EC hodc CFS
hoéc tuong duong

1.3. Céc yéu ciu khdc

- Nha thau phai thyc hién cam két theo MAu ban cam két dinh kém.

- Cam két vé thu hoi hang hoa khong du tiéu chuan chat lugng hodc khi c6 quyét dinh
clia co quan ¢ tham quyén

- S6 lwong cung cap: S6 luong hang hoa do Nha thau cung cip theo yéu ciu timg dot

cua bén mua

> Nha thau ké khai ddy du thong tin theo bang sau va dinh kém trong Ho so du
thau ban gdc ¢ dai dién hop phap ciia nha thau ky tén va dong dau
BANG SO 1. BANG MO TA, SO SANH PAC TiNH, THONG SO KY THUAT

STT

Noi dung yéu ciu cia E- Noi dung E-HSDT

HSMT

Tai liéu tham chieu

................... , ngay.........thang..........nam 2025
Pai dién hop phap ciia nha thau

[Ghi tén, chirc danh, ky tén va dong dd'u]




> Nha thau phai cung cip bang du thau ctia hang héa (gom file excel va ban scan c6 dong dau va chit ky ctia nguoi dai dién hop
phap ctia Cong ty) day dii thong tin nhu sau:
BANG SO 2. BANG KE KHAI CHI TIET HANG HOA DU THAU

Yéu ciu E-HSMT Pap rng yéu cau trong E-HSDT
Ma vat tw
Yé é th
N euA . yte .eo Chiing Nuwée | Héng
cauve | Tén quy dinh . P . A, < .
R Danh . N Quy RN loai So luu . . san / Pon Khoi Pac Panh
Tén Pon . dic hang 3 tai Quyét R Phan Nam < , . , . A
ST A muc . Khoi . i céch ) (Model | hanh ) ) xuat/ | Nwéc vi luwgng tinh | giave
7| PhA g | Y| weng | TP POR G dinh /Ky | hosess | 1M | S pisng lchi | tinh | dw | thong | kg
10 | "9 tinh | ™™ | thong | du "¢ | 5086/QD- Y : TTBYT | xudt | 209 | v mong o ky
hoa £y~ X goi N ma GPNK san i} thau so ky | thuat
S0ky | thau BYTngay | | iouy xubt | hd thuit | Dat/
thuat 04/11/2021 | " ah " 2
(néu c6) Khong
dat
O] @ 3) 4) ®) (6) (7 (8) 9) (10) (11) (12) (13) (14) (15) | (16) (17) (18) | (19)

Chung t6i cam doan nhitng ndi dung ké khai trén 1a dung sy that. Ching toi xin hoan toan chiu trach nhiém vé thong tin di ké khai.

Pai dién hop phap ciia nha thiu

[Ghi tén, chirc danh, ky tén va dong ddu




GIAY CAM KET

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc Lap — Tw Do — Hanh Phic
Thanh phé H6 Chi Minh, ngay thang  nam_2025

GIAY CAM KET

Kinh gui: BENH VIEN TU DU

o Sau khi nghién ctru E-HSMT va cac tai liéu dinh kem E-HSMT Goi th?lu Mua hoa
chat s0 1 nam 2025 do Bénh vién Tur Dii phat hanh; ching t6i, [Ghi tén nha thau], cam két
ndi dung nhu sau:

1. Hach toan tai chinh doc lap;
2. Cam két khong dang trong thoi gian bi cAm tham dy thau;

3. Cam két céc tai liéu trong E-HSDT nay déu chinh xac, hop phap; Nha thau phai
dich toan bd tai liéu géc su dung tiéng nudc ngoai sang tiéng Viét Nam (nha thau chiu trach nhiém
vé tinh chinh x4c ctia ban dich). Truong hop Chu dau tu phat hién nha thau dich sai, ty mirc d9,
Chu dau tu c6 thé loai E-HSDT cua nha thau.

4. Chép thuan cho Chu dau tu thyc hién hop dong theo sd lugng st dung thuc té tai
bénh vién;

5. Trong vong 06 thang ké tir thoi diém dong thau, néu nha thau co gia tring thau mit
hang d6 tai don vi khac thap hon hodc thi trudng cé su diéu chinh giam vé gia thi nha thau s& diéu
chinh lai gia mat hang trang thau do;

6. Hang hoa cung cap phai dam bao day du s lugng, chit lugng, ky thuét, quy cach.
Hang hoa duoc van chuyén dén tan kho cta bénh vién hoic dia diém theo y€u cau cua bénh vién.
Hang hoa duoc bao quan va van chuyén theo ding quy dinh ciia nha san xuét, dam bao chat lugng
theo céc tinh ning k¥ thuét ctia hang ho4 tai thoi diém giao nhan véi bénh vién.

7. Cam két thu hoi san pham da giao trong truong hop hang khong dam bao chat luong
hoac co thong bao thu hoi ctia co quan c6 thim quyén ma nguyén nhan khong do 101 cua bénh
vién; sin sang thay thé hang hoa khi  khong dam bao chat luong; khic phuc hau qua vé su ¢b gy
ra cho ngudi bénh do nguyén nhan 18i k¥ thuat caa san pham;

) 8. Cam két toan bo cac hang héa phai moi 100%, c6 ngudn gde 1 rang va hop phap,
tat ca déu dugc ki€ém nghiém chat lugng.
9. Thoi han giao hang :
- Giao hang trong vong 24 gio ké tir khi nhan dugc yéu cau giao hang cua Phong Vat tu

Thiét bi Y té. Néu trong vong 72 gid ké tir khi nhan duoc yéu cau giao hang, nha thau khéng giao
hang s& bi 14p bién ban va xem xét danh gia nang luc trong dot thau ké tiép;

- P6i v6i hang nhap khau: Giao hang trong vong 24 gio ké tir khi hang da nhap khau vé
kho. Néu trong vong 6 tuan ké tir khi nhan duoc yéu cau giao hang, nha thau khong giao hang s&
bi 1ap bién ban va xem xét danh gia ning luc trong dot thau ké tiép.

10. Han st dung con lai ciia hang hoa tinh tir thoi diém giao hang:



- P6i v6i san pham c6 han str dung tinh tir ngdy san xuét tir 2 nim trd 1én, khi giao hang
phai con han stir dung toi thiéu 12 thang.

- Béi voi san pham c6 han su dung tinh tir ngay san xuét tir 01 nam dén dudi 02 nam khi
giao hang con han dung toi thieu 06 thang.

- Dbi voi san pham c6 han sir dung tinh tir ngdy san xuét tir 3 thang - <1 nam khi giao hang
phai con han str dung >= 1,5 thang

- B6i véi san phdm c6 han st dung tinh tir ngdy san xuat < 3 thang thi khi giao hang phai
con han sir dung >=1/3 han str dung tinh tir ngay sén xuat

11. Cam két cung cép cac tai liéu gbc dé phuc vu viéc xac minh trong vong 24 gid ké
tir khi nhéan yéu cau cua Chu dau tu;

12.  Dbi v6i mit hang trang thau c6 cho muon thiét bi, nha thau phai thuc hién dung
thoi han giao va dap ung céc yéu cau sau:

- Pdi véi thiét bi nhap khau, nha thau phai cung cip ching tir trude khi ban giao thiét bi

gom:
+Bén sao y cong chung: gidy ching nhan chat lugng (CQ), gidy chig nhan xuét xtr (CO).

+ Ban sao y cong ty bao gom: to khai hai quan, hoa don (invoice), gidy phép nhap khau
cuaBo Y Té.

+ Ban chinh gidy giam dinh chat lugng hoic gidy ching nhan kiém dinh cta don vi c¢6
chure nang theo quy dinh.

- P6i v6i thiét bi san xuat trong nudc, nha thau phai cung cip ching tir truée khi ban giao
thiét bi gdm:

+ Ban sao y cong chtng: gidy chirng nhan chat luong (CQ) hoic cac tiéu chuan chat luong
(1SO 13485, 1SO 9001,...).

+ Ban sao y céng ching: Thong tin HO so cong bd di didu kién san xuat trang thiét bi y
te, giay chiig nhan dang ky luu hanh, Phiéu tiép nhan Ho so cong bo du diéu kién mua ban trang
thiét bi y té.

+ Gidy chimg nhan xuat xuong hodc Ban chinh gidy giam dinh chat lugng theo quy dinh.

- Tai liéu huéng dan sir dung thiét bi

- Ky két hop déng muon thiét bi va thiét bi cho muon c6 tinh trang madi 100% hoac con
tinh trang st dung tot (d61 vai thiét bi nhdp khau: phai dat tham dinh phuong phap theo tiéu chuan
ISO 15189 do khoa st dung danh gi).

- Bén A sirdung thiét bi do Bén B cung cap va khong phai chi tra bat ky chi phi nao

ve thay theé vat tu ti€u hao, linh kién lién quan dén thiét bi trong suot thoi gian thyc hién hop dong.

- Déi voi thjét bi 1an dau cho muon tai Bén A, trong thoi gian nghiém thu may thi Bén B
s€ cung cap hoa chat va vat tu tiéu hao mién phi dé chay kiém tra may.

- Bén B bao hanh bao dudng may mién phi bao gom:

+ Kiém tra va béo tri dinh ky 03 thang mot 14n nhiam bao dam van hanh may lién tuc va lau
dai, it xay ra su cd, hu hong.



+ Chi tra toan bo chi phi trong viéc stra chita may va thay thé phy tung trong sudt thoi gian
cho muon may.

+ Hiéu chuan, kiém dinh, kiém chuin chat lugng xét nghiém theo qui dinh.
- Khi ¢6 nhu cau d61 may méi, phai cé y kién cua Hi dong khoa hoc cong nghé bénh vién.

13. Cam két chua timg xay ra truong hop c6 quyét dinh tring t}léu nhung khong tién
hanh hoan thién, ky két hop dong va khong hoan thanh thuc hién cac hop dong tuong tu trudc do.

14, Thoi gian thanh toan: Bét dau dugc tinh tir khi Bénh vién nhan duoc hang hoa day
dua, dugc kiém tra dat chat lugng , nha théu cung cap day dﬁ‘héa don, chung tir hop 1€ va thoi han
thanh toan khong qua 90 ngay da bao gom thoi gian xur Iy ho so thanh toan.

15. Hinh thtrc thanh toan: thanh toan bang chuyén khoan;

Chuing t6i cam két s& thuc hién dy du cic ndi dung trén trong sudt thoi gian danh gid E-
HSDT va thyc hién hop dong.

Dai dién hop phap cua nha thau

[Ghi tén, chire danh, ky tén va dong dau]
Muc 2. Ban vé: Khong c¢6 ban vé
Muc 3. Kiém tra va thir nghiém:

Céc kiém tra va thir nghiém can tién hanh gom co: [ghi danh séch cdc kiém tra va thir nghiém
Theo E-BKC 21.1 ctia Chuong VII Dicu kién cu thé hgp dong



