S4: 952
Thoi gian ky: 2026-08-03T10:41:39+07:00
PHU LUC 01

PHU LUC DANH MUC VAT TU CAN THIEP MACH, NUT MACH; HOA CHAT XET NGHIEM

(Kém theo Yéu cau bdo gid s6 952YBVDK2-VITTBYT ngay 03 thing 8 ndm 2026 ciia Bénh vién Da khoa sé 2 tinh Lao Cai)
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tinh S0 luwgng Ghi chu

STT Tén hang héa Théng s6 ky thuit hoic twong dwong Quy cach

Vit tu can thi€p mach (Can thiép dién quang) (30 mit hang)

Céu tao gom:

- Kim choc mach ¢& 18G hoac 20G

- Vi day dan nhya/kim loai ¢& 0.025", 0.035", dai 45cm, 151 nitinol
- Introducer sheath

Dung cu mé dudng vao - Dilator (que nong)

dong mach dui Pic diém:

- Van c¢am mau kiéu "Cross-Cut"

- Kich thuéc: ¢ 4F, 5F, 6F, 7F, 8F dai 7cm, 10cm, 16cm

- Dat tiéu chuan: ISO 13485

- Xuét xtr Viét Nam

Hop 5 cai Cai 150

Céu tao 3 16p goém: 16p trong PTFE, cudn thép khong gi, 10p ngoai nylon

- Lép phu ai nude tai dAu xa dai Scm, 15¢m, 35cm

- 03 diém danh d4u can quang: sheath, dilator va diém danh dau bang vang (gold coil)
Dung cu mé duong can  |Kich ¢:

2 |thiép mach mau - Buong kinh trong: 5Fr; 6Fr; 7Fr, 8F Hop 1 cai cai 30
(Longsheath) - Chiéu dai: 45cm, 65cm, 90cm

- Kiéu dau: Hockey-Stick, Multipurpose, RDC, LIMA, Straight
- Pat tiéu chuén: ISO 13485

- Xuét xtr G7

L5i 1a hop kim Nitinol siéu dan hoi.

- Lép ngoai 1a Polyurethane, ting tinh can quang bang 16p Tungsten.
- Lép pht ai nuée M Coat

Hinh dang dau tip: ddu thing, ddu cong (Straight, Angled)

Day dan duong phu 16p 4i |Kich thudc:

nudc M coat. - Chiéu dai day dan: 150 cm

- Chiéu dai cua ph?m déu linh hoat: 1,3,5,8 cm

- buong kinh: 0.018"", 0.025", 0.032"", 0.035", 0.038"

- Dat tidu chuén: SO 13485

- Xuét xtr Viét Nam"

Hop 5 cai cai 150




Day dan duong can thiép

Day dén can thiép mach méu ngoai bién

- Chat liéu thép khong gi, phu 16p Polytetrafluorocthylene (PTFE).

- Chu tric day dan phing dé tao thanh mot day dan c6 16 bén trong 16n hon. DY clng tang
thém gitp cung cip thém luc dé dua vao d& dang hon va tao 6n dinh tét hon trong qué trinh cai
dat va trao ddi 6ng thong

- Thiét ké dau tip dang spring coil (10 X0 xoin) .

mach mau ngoai bién - Pudng kinh 0.035", 0.038" Hop 1 céi ca 20
- Chiéu dai: 75cm, 145cm, 180cm va 260 cm.
- Loai dau tip: dau thang, dau chir J
- Chiéu dai d6 thudn dau tip (tip tapper): lcm, 4cm, 6cm, 7cm
- Tiéu chuén chat luong: CFS, CFG, ISO 13485
- Xuat xir: Chau My
- Céu tao: 3 16p
+ L&p ngoai polyurethane
+ Ldp giita 1a 16p bén don
+ Lép trong giau nylon Hop 5 céi/
Catheter chup mach - Poan xa co 16p phu ai nuéc Hydrophilic (M Coat) . Hop 3 chi Cai 30
- Kich ¢@: 4Fr, 5Fr (duong kinh trong 4Fr: 1.03mm, 5Fr:1.10mm). op > cal
-Kiéu diu: Yashiro, Mani, Simmons,...
- Pat tiéu chuan: ISO 13485
- Xuét xtt G7
- Cu tric 03 16p nylon elastomer véi 11101 dan thép khong gi (SUS).
- Bé& mit polyamide, dau tip bo tron,cau triic dong truc
- Kich thuée 5Fr duong kinh trong 0.043"(1.10mm), chiéu dai:65cm,70cm,80cm,100cm
Catheter chup mach - Kha ning chiu ap luc cao (dén 1000 psi / 6.895 kPa) Hop 5 cai Cai 70
- ba dang kiéu dau lwa chon: Renal,Cobra,Yashiro Type ,Vertebral , Simmons, RH...
- Pat tiéu chuan: ISO 13485
- Xuét xr Viét Nam
Céu tao gdm:
- L6p bén khong ddi xtmg cudng do cao
- L6p trong PTFE véi long 6ng duoc vudt thon
- L6p phit i nude hydrophilic M Coat, khdong phu trén 60cm doan gan
Vi 6ng thong can thiép KiCh. <o . A . .
; - Chi€u dai: 110cm; 130cm; 150cm; 165¢m. Hop 1 céi Cai 50

mach siéu chon loc

- C& 1.7 F: Puong kinh ngoai 1.7Fr (ddu xa) va 2.8Fr (ddu gan); duong kinh trong 0.017" (dau
xa) va 0.023" (dau gan)

- C& 1.9Fr: duong kinh ngoai 1.9Fr (du xa) va 2.8Fr (ddu gan); dudng kinh trong 0.019" (dau
xa) va 0.024" (dau gin)

- Pat tiéu chuan: ISO 13485




Vi 6ng thong can thiép

Céu trac 3 16p:

- Lop trong: phu 16p PTFE

- L6p giita: 12 16p cudn Tungsten danh ddu can quang
- L6p ngoai: phu 16p 4i nudc M coat

Kich thuée:

8 khong ddng truc - Buong kinh: 2.0F (duong kinh trong 0.49mm), 2.4Fr (duong kinh trong 0.57mm), 2.7F Hop 1 cai Cai 20
(duong kinh trong 0.65mm), 2.8F (dwong kinh trong 0.7mm)
- Chiéu dai: 110 cm, 130 cm, 150cm
- Pat tiéu chuén: ISO 13485
- Xuét xit G7
Vi dng thong loai dong truc c6 day dan di kém.
Céu triic 3 16p:
- Lop trong: phu 16p PTFE
- Lép giita: 12 16p cudn Tungsten danh dau can quang

) - L6p ngoai: phu 16p 4i nudec M Coat
9 V‘i ong thong can thiép Kich thuéec: Hop 1 céi céi 30
dong truc - Buong kinh: 2.4Fr (duong kinh trong 0.57mm), 2.7F (dudng kinh trong 0.65mm), 2.8F :

(duong kinh trong 0.7mm)
- Chiéu dai: 110 cm, 130 cm
- Day dan di kém c6 16p phu 4i nu6e hydrophilic va dau day din c¢6 16p cudn bang vang 3cm
- Pat tiéu chuén: ISO 13485
- Xuét xit G7
Céu tao bong:
- Vat liéu: polyurethane
- Chiéu dai: 10mm
- Vi tri: cach 3.5mm tir ddu vao dng thong
Céu tao vi ng thong:

10 [Vi ong théng kém bong |- Chiéu dai: 110cm; 130cm; 150cm Hop 1 cai Cai 10
- Phu ai nu6e hydrophilic & 60cm déu xa
- Gom 02 doan danh déu can quang & dau xa va dau gin cua bong dai 0.65mm
- Péau vao > 1.8Fr, dai 0.5mm
- Pat tiéu chuén: ISO 13485
- Xuét xtr G7
'Day dan hudng trong can thiép mach mau véi thiét ké dau xa 38 cm cua day dan co déy 13i
dugce boc 16p polymer can quang va dugc phu 16p hydrophilic ICE. Pau xa 2 cm cua ddy din cd
thé tao hinh dugc. Phan gan dau ciia day din dugc phu Polytetrafluoroethylene (PTFE).

11 |Vi day dan can thiép - Buong kinh: 0.014" va 0.018". Hop 1 cai Cai 100

-bo dai: 135, 165, 190cm
Xuat x@r: Chéu Au
DPat tiéu chuan ISO 13485




Thanh phan 14 cac hat nhya PVA
Kich thudc 45-1180 micron
Pong goi vo trung, lo 1cc

12 Ei%gut mach khong tai Chi dinh dé ntt mach cac khdi u tang sinh mach mau ngoai bién, bao gém u xo tir cung va di Hop 1 lo lo 50
dang dong tinh mach ngoai bién (AVMs)
Tiéu chuan CE, FDA. ISO 13485
Xuit xtr: Chau Au
- Hat vi cau hydrogel, phu polyme perfluoro vé co (Polyzene™-F), khong tan trong dung moi.
Hat hi PO - Kich thuéce hat: 40 pm — 1.300 pm, dugc ma héa mau theo kich thuéce.
at hinh cau nit mach , .. N
13 khong tai thude - Bong goi 2ml X 1 1o/ hop lo 50
-Tiéu chuan: 1ISO13485, EC va CFS Chau Au
- Xuét xtr: G7
- Cu tao tir PEG (Polyethylene Glycol)
- Kich ¢& hat: 100 + 25 pm (den), 200 + 50 um (vang), 400 + 50 um (xanh), dang dng tiém nap
san.
Hat vi cAu nit mach tai - Thé tich hat niit mach 2ml, dong géi trong 4ml dung dich nwéc mudi sinh 1y dém vo tring o ;
14 thube (PBS). o o . Hop 1 6ng ong 20
- Vat liéu PEG giup giam thoi gian tao thé hon dich nham t6i da héa thoi gian ton tai ¢ trang
thai hon dich (trén 2 phut)
- Dat tidu chuan: SO 13485
- Xut xtt G7
Keo dan mé enbucrilate. D& dang danh gia do day cua 16p keo dan mé str dung nho vao mau.
Thanh phan:
15 |Keo sinh hoc histoacryl  |Enbucrilate 1 6ng 0,5 ml chira 0,5 g Hop 10 1o lo 100
-Tiéu chuan: ISO 13485
Xuat xtr G7
- Vat liéu n(t mach tam thdi chét liéu gelatin dang vi hat dugc st dung dé nat mach hod chat
diéu tri ung thu gan va kiém soat chay mau.
Vit liéu ntt mach the tam |~ ich thude hat: 150-3500 pm. o g e . .
16 L j i - Hat c6 tinh dan hoi cao va d6 dinh két chac chan, tac mach va hap thu hi¢u qua trong mach 1 19/ hop lo 50

thoi chét lidu gelatin

méu sau vai tuan, khong c6 chira chat gay hai.
- bong g(')vi: lo, moi lo chira 150mg vat li¢u.
-Tiéu chuan: ISO 13485




17

Vong xoan kim loai (Coil)
gdy tac mach

Coil nit mach dugc lam tir hop kim platinum- tungsten , cudn day co6 cac soi téng hop Dacron
bao phi day dic gitip ting tao cuc mau dong , thiét ké khoa 1ong vao nhau giup ting kha ning
kiém soat, d chinh xéac khi tha va co thé thu lai coil.

- Puong kinh tir 2/6mm dén tbi da 22 mm.

- Chiéu dai: tir 2.3cm dén tdi da 60 cm.

- Hinh dang coil: 2D, Diamond, Cube.

Tiéu chuan chat luong: ISO 13485, CE

Xuét x{r: Chau Au

Hop 1 cai

cai

50

18

Vong xoan kim loai ¢& 16n

Chit liéu bang platinum.

Buong kinh sgi coil kich ¢& 16n: 0.020".
Kich ¢& téi thiéu < 3mm, t6i da > 32mm
Do dai: t6i thiéu 4 c¢& dai 60cm

Dang coil cit.

- Pat tiéu chuin: ISO 13485, FDA

Xuit xtr: G7

Hop 1 chiée

chiéc

30
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Dung cu bit di vét 3 vong
cO l6n

- Dung cu bit di vt 3 vong, chat liéu Nitinol

- Ba vong tron 1am bang Nitinol va day Platinum xon lai véi nhau
- Marker lam bang vat liéu can quang

- Thuéce lam viée: 6-45mm

- Chiéu dai: 100cm, chiéu dai bat di vt 120cm.

- Pat tiéu chuan FDA va CE. ISO 13485

- xut xr: Chau Au

Hop 2 Céi

Cai

20

Dung cu bat di vat 3 vong
cd nho

- Dung cu bét di vat 3 vong, chét liéu Nitinol

- Ba vong tron 1am bang Nitinol va day Platinum xoén lai véi nhau
- Marker 1am bang vit liéu can quang

- Thudc lam viéc: 2-8mm

- Chiéu dai: 150cm, chiéu dai bét di vat 175cm.

- Pat tiéu chuan FDA va CE. ISO 13485

- xuét xt: Chau Au

Hop 2 cai

cai

21

Dung cu dong mach dui

Céu tao gdbm cac thanh phan:

- Dung cu dong mach

- 01 sheath

- 1 dilator

- 1 day dan

Bo dong mach str dung co ché cam mau kép vi moc neo bén trong 1ong mach va collagen bén
ngoai long mach, dugc gilt baoi chi tu tiéu giap ¢6 dinh tai vi tri can dong mach.

Kich ¢o: 6Fr va 8Fr

- Pat tiéu chuan: ISO 13485

- Xuét xir G7

Hop 5 cai

cai

100
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Kim ludn tinh mach khéng
canh, khong cong

- Chét liéu can quang FEP.

- M{ii vat 3 mit cit

- Kich ¢o 16G

- Chiéu dai catheter 133mm

- Buong kinh ngoai 1,7mm

- Toc d6 dong chay: 108ml/phiit

- Pat tiéu chuéan ISO 13485 va FDA

Hop 2 cai

cai

100
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Stent duong mat

Stent duong mat 3 loai: khong phu ban phu phu toan phan
H¢ thong stent gom 2 thanh phén: stent cdy ghép va hé thong dan:
- Hai d4u stent gdom nhiéu vong nho va loe nhim giam chan thuong va chéng dich chuyén stent.
Thiét ké bén day platinol dé chdng xep va ting do 6n dinh, cau triic 6 dong. Loai ban phu, phi
toan phan: c6 vong loop thu hoi va duoc phii permalume (silicone mo) chéng ting sinh mo
trong stent. Puong kinh stent: 8-10mm. Chiéu dai stent: 40-100mm.
- Hé théng dan:
+ C6 thé thu gon dén 80% so véi khi bung.
+ Co ché dua stent dong truc.
+ Chiéu dai cua catheter 75cm, duong kinh 8-8.5F.
+ Catheter c6 4 diém can quang.
- Pat tiéu chuan: ISO 13485
Xuét xir: Chau Au

Hop 1 cai

cai

20
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Sonde dan luu dudi lon

* Duing trong thu thuat dan luu mat, than ra da, dan luu 6 4p xe va cac muc dich dan luu khéc
* Chét liéu thermoplastic polyurethane

* 86 lugng 16 trén 6ng 4 16 > 8Fr); 3 16 < 7Fr).

* Chiéu dai doan pigtail 5-10cm

* Thiét ké phan dau co6 thé un cong thanh dang pigtail, c6 khoa; tuong thich day dan duong
tdi thiéu 0.89mm.

* Cac c0: 6F, 7F, 8F, 9F, 10F, 12F, 14F, 16F

* Puong kinh pigtail doan cong 6F: 15.2+1.5 (mm); 7F: 19+1.5 (mm); 8F, 9F: 20£1.5 (mm);
10F: 22+41.5 (mm), 12F: 25+1.5 (mm); 14F: 26£1.5 (mm); 16: 28+1.5 (mm);

* Pau tip thon nhon.

* Pau kim choc ¢6 16p phan 4m nham ting do can quang

* Co phu 16p ai nudc.

* C6 nhiéu hinh dang pigtail catheter bao gdm: dau thang, dang pigtail, cong chit V, mimi
pigtail, malecot....

* Mot bo gdm: 01 6ng dan luu phit hydrophilic dang pigtail c6 khoa string lock, 01 kim dan
dudng trocar stylet, 01 kim choc trocar needle, 01 b dudi thang pigtail spit straightener

Dat tiéu chuan: ISO 13485

Hop 1 b

100
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Dan luu duong mat trong
-ngoai

-B6 dan luu duong mat qua da, hai dau, c6 khoa, duge thiét ké dé thoat dich mat trong hé théng
mat.

- Chat liéu bang polyurethane, c6 phii 16p &i nudc.

-Vi tri phﬁn thoat dich c6 chiéu dai 11cm; 14cm.

- Co cac duong kinh 8.5F, 10F, 12F, 14F

-Thiét bi dugc lam bang 6ng don véi 17 hodc 18 16 thoat dich tuy size.

- Pat céc tiéu chuan chat luong: FDA (M¥) va CE

- Xuét xtr: Chau My

Hop 1 b9

Cai

20

30

Van khoa cht Y

Str dung trong hd trg cAm méau va dwa thiét bi can thiép vao dng thong. Chét liéu lam bang nhwa
sir dung an toan trong y té, chi tiét gdm:

- Van dang chit Y: Loai truot, dwdng kinh trong 0.3cm (£ 5%); chiéu dai 90mm (£ 5%); Ap
suét > 300psi

- Déy ép luc chiéu dai > 25c¢m, dudng kinh day tir Imm dén Smm.

- Van dong mo (stopcock) c6 ky hi¢u ON/OFF

- Dung cu chén day dan: Kim dau ti, chiéu dai dai 10cm ( 5%), ¢& 20G

- Dung cu tao luc xoén (torque): Téi thiéu ludn duoc day dan 0,014".

- Dat tiéu chuén ISO 13485

Hop 1 cai

Cai

100

Hoéa chét xét nghiém sinh

hoc phan tir dung cho may Ingenius 51 méit hang

B0 xét nghiém Real-time
PCR dinh tinh chéan doan vi
khuan Bordetella (bénh Ho

ga)

* B xét nghiém khuéch dai axit nucleic dinh tinh da tic nhan dé phat hi¢n va dinh danh DNA
cua Bordetella pertussis (BP), Bordetella parapertussis (BPP) va Bordetella holmesii (BH)
trong cac mau bénh pham 1am sang.

* Thanh phan: BORD PCR Mix

* LoD: B. pertussis (12CFU/mL), B. parapertussis (11CFU/mL), B. holmesii (12CFU/mL)

* PJ nhay: 100%

* P§ dac hi¢u: B. pertussis / B. holmesii (100%), B. parapertussis (98.8%)

*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir tu dong hoan toan

*Sur dung ching ndi CPE

Pat tiéu chuan ISO 13485

96 test/ hop

Kiém chuan vi khuan
Bordetella duong tinh

* Mau chimg duong trong xét nghiém khuéch dai axit nucleic dinh tinh da tac nhan dé phat
hién va dinh danh DNA cua Bordetella pertussis, Bordetella parapertussis va Bordetella
holmesii.

* Thanh phan: Mau chung duong BORD Positive Control.

*Thoi gian lwu két qua: 15 ngay/lan

Pat tiéu chuan ISO 13485

3 x 160 pL/ hop




B0 xét nghiém Real-time

* By xét nghiém Real-Time PCR axit nucleic multiplex dinh tinh dé phat hién va dinh danh
DNA hé gen ciia cic tac nhan giy bénh ho hip nghi nhiém: Legionella pneumophila,
Legionella spp., Chlamydia pneumoniae, Chlamydia psittaci hodc Mycoplasma pneumoniae.

* Loai mau dugc xac nhan: Mau dich Broncho-Alveolar Lavage (BAL) / Bronchial Aspirate
(BA) tr nguoi.

* Thanh phan: RB PLUS PCR Mix 8 dng x 280 pL (twong tmg voi 96 xét nghiém)

PCR dinh tinh chan doan vi| * Gigi han Phat hién (Limit of Detection - LoD): 96 test/ hop Hop
khudn duong hé hip  |Legionella pneumophila: 69 org / mL; Mycoplasma pneumoniae: 7 org / mL; Chlamydia
pneumoniae: 48 org / mL; Legionella longbeachae: 27 org / mL; Chlamydia psittaci: 94 org /
mL
* P nhay Chan doan: véi tit ca cac muc tiéu (Lpne, Lspp, Cpne, Cpsi, Mpne): 100%.
* P¢ dic hiéu Chan doan voi tat ca cac muc tiéu (Lpne, Lspp, Cpne, Cpsi, Mpne): 100%.
Dat tiéu chuan ISO 13485
* Mau chiing duong cho xét nghiém dinh tinh khuéch dai axit nucleic dé phét hién phat hién va
dinh danh DNA hé gen cua cac tac nhan gay bénh ho hép & nhitng bénh nhan bi nghi ngo
Kidm chudn vi khudn nhi?m: Legionella pneumophila, Legionella spp., Chlamydia pneumoniae, Chlamydia psittaci . )
duong ho hép hoac‘Mycolglasma pneumoniae.. 3x 160 pL/hop | Hop
* Thanh phan: RB PLUS Positive Control
* Thoi gian luu két qua: 15 ngay/lan
Dat tiéu chuan ISO 13485
* BO xét nghiém phién ma ngugc va khuéch dai axit nucleic dinh tinh da tc nhan dé phat hién
va xéac dinh RNA ctia Virus Ciim A (FluA), Virus Ciim B (FluB), Virus hop bao hé hip (RSV)
va Metapneumovirus & ngudi (hMPV) trong cic mau 1am sang.
* Thanh phan: RV PLUS PCR Mix, RT EnzymeMix
* LoD (copies/mL):
. . . |MAu phét dich ho hap: FluA: 433; FluB: 409; RSV: 359; hMPV: 333
B¢ xét nghiém Rqal—tlme M dich rita phé quan phé BAL- 500
PCR dinh tinh chin doan |, - €11 rua phe quan phe nang BAL: 96 test/ hop Hop

virus duong ho hip

* PJ nhay:

Mau phét dich ho hip: FluA: 95.6%; FluB, hMPV: 100%; RSV: 98.4%

Mu dich rira phé quan phé nang BAL: FluA: 96.5%; FluB: 97.7%; RSV, hMPV: 100%
* Po dac hiéu: 100%

*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir tur dong hoan toan
*Str dung chung ndi CPE

Dat tiéu chuan ISO 13485




Kiém chuan virus dudng hoj

* Mau ching duong trong cac xét nghiém phién ma nguoc va khuéch dai axit nucleic dinh tinh
da tac nhan d¢ phat hién RNA cua Virus Cim A (FluA), Virus Cum B (FluB), Virus hgp bao
hoé hap (RSV) va Metapneumovirus ¢ nguoi (hMPV).

duong tinh

* Thanh phan: Mau chimg dwong CoV-2 PLUS Positive Control
*Thoi gian luu ket qua: 15 ngay/lan
Pat tiéu chuan ISO 13485

hép dwong tinh * Thanh phan: Mau chimg duong RV PLUS Positive Control 3x 160 pL/hop | Hop
* Thoi gian luu két qua: 15 ngay/lan
Dat tiéu chuan ISO 13485
* Bo xét nghiém phién ma nguoc va khuéeh dai axit nucleic dinh tinh da tac nhan dé phat hién
va xac dinh RNA cuta Severe Acute Respiratory Syndrome Coronavirus 2 (Coronavirus gay hoi
chimg ho hap cap tinh ning SARS-CoV-2, gen ORF8 va ORFlab), Vi-rat Cam A (FluA),
Vi-rat Cim B (FluB), Vi-rat Hop bao H6 hap loai A va loai B (RSV) trong cac mau bénh pham
lam sang.
B0 xét nghiém Real-time [* Thanh phan:
PCR dinh tinh chin doan |CoV-2 PLUS PCR Mix
virus SARS-CoV-2 va virugCoV-2 PLUS RT EnzymeMix 96 test/ hop Hop
cim (di bao gdm chung [* LoD (phét dich ho hip): 111 gEq/ mL (SARS-CoV-2, FluA va RSV) va 333 gEq/ mL
ndi) (FluB)
* P nhay: 100% (SARS-CoV-2, FluA) va 98.2% (FluB) va 96.3% (RSV)
* Do dac hiéu: 100% (SARS-CoV-2, FluB va RSV) va 98.9% (FluA)
*Sir dung cho miu tach chiét tir 200uL tr
* Kit da bao gdom chimg noi
Dat tiéu chuan ISO 13485
* Mau chimg duong trong cic xét nghiém phién ma nguoc va khuéch dai axit nucleic dinh tinh
. i da tac nhan dé phat hién RNA cua Severe Acute Respiratory Syndrome Coronavirus 2
Kiém chuan virus (Coronavirus gay hoi chimg ho hip cép tinh ning SARS-CoV-2, gen ORF8 va ORF1ab), Virus
SARS-CoV-2 va virus cim|cim A (FluA), Virus cim B (FluB) va Virus hop bao hé hap loai A va loai B (RSV). 3x 160 ul/hép | Hop




B0 xét nghiém Real-time

* Bo xét nghiém khuéch dai axit nucleic real time dinh tinh va phat hiém ADN cua 14 type
virus HPV nguy co cao: Phat hi¢n va dinh type cia HPV nguy co cao 16, 18, 31, 45; Phat hién
nhom HPV nguy co cao HR1 (33, 52, 58); Phat hién nhém HPV nguy co cao HR2, cac type
khong thugc nhom véc-xin (35, 39, 51, 56, 59, 66 va 68).

* Thanh phan:

9  |PCR dinh tinh chin doan vijHPV PLUS PCR Mix 96 test/ hop Hop
dinh type virus HPV * Hiéu sut: 96.7% cho HPV16-31; 88.5% cho HPV ; 93.% cho HPV HR2; 95.0% cho
HPV18-45.
*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir tu ddng hoan toan
* Kit da bao gém chirng no6i ndi sinh.
Dat tiéu chuan ISO 13485
* Mau kiém chimg duong tinh trong céc xét nghiém khuéch dai axit nucleic dinh tinh dé phat
Kiém chuan virus HPV  |hién DNA cua Virus Papilloma & ngudi 14 loai ¢6 nguy co cao.
10 | ching nguy co cao dwong |* Thanh phan: HPV PLUS Positive Control 3x 160 ul/hép | Hop
tinh * Thoi gian luu két qua: 15 ngay/lan
Dat tiéu chuan ISO 13485
* Bo xét nghiém khuéch dai thoi gian thuce axit nucleic dinh tinh dé phat hién DNA cua
Mycoplasma genitalium va dé xac dinh cac dot bién chinh lién quan dén khang Macrolide.
* Thanh phan: R/MG PCR Mix: 4 x 280 puL
B§ xét nghiém Real-time |* LoD: 247 organisms/mL
11 PCR dinh tinh chan doan |* Do nhay: 100% 48 test/ hop Hop
Mycoplasma genitalium [* D§ dac hi¢u: 100%
*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir ty dong hoan toan
*Sur dung ching ndi CPE
Pat tiéu chuan ISO 13485
* Mau chiing duong tinh trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién
Kiém chun Mycoplasma DNA cua Mycoplasma genitalium.
12 * Thanh phan: Mau ching duong R/MG Positive Control 3x 160 pL/hop | Hop

genitalium duong tinh

* Thoi gian luu két qua: 15 ngay/lan
Pat tiéu chudn ISO 13485




B0 xét nghiém Real-time

* BO xét nghiém khuéch dai axit nucleic thoi gian thyc dinh tinh da tic nhan dé phat hién DNA
ctuia Chlamydia trachomatis, Neisseria gonorrhoeae, Mycoplasma genitalium va Trichomonas
vaginalis.

* Thanh phan: STI PLUS PCR Mix: 8 x 280 puL

* LoD (organisms/mL): C. trachomatis: 21; N. gonorrhoeae: 59; M. genitalium: 244; T.
vaginalis: 17

* PJ nhay:

13 PC.R .dmh Elnhﬂchan (Zoan 4 Mau nudc tiéu dau: 98% cho C. trachomatis, 97.2% cho N. gonorrhoeae, 98.7% cho M. 96 test/ hop Hop
loai vi khuan lay truyén qua| =~ . " N L
duromg tinh dyc geintaluim, Xl OOA) choAT. vaginalis. . ‘
: Mau phét c6 tir cung-am dao: 99% cho C. trachomatis, 100% cho N. gonorrhoeae va M.
genitalium, 98.4% cho T. vaginalis.
* D¢ dac hiéu: 100%
*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir tu ddng hoan toan
*Str dung chung ndi CPE
Dat tiéu chuan ISO 13485
* Mau kiém chimg duong tinh trong céc xét nghiém khuéch dai axit nucleic dinh tinh dé phat
Kidm chl}én 4 loai vi khuén| l%iref;rclhl())glgnzlsi aCf;llng}S/dia trachomatis, Neisseria gonorrhoeae, Mycoplasma genitalium va
14|14y truyén qua dufm gtinh |, Thanh phan: MAu ching duong STI PLUS Positive Control 3x 160 uL./hop | Hop
duc duong tinh * Thoi eian Tuu Kt qua: \o1A
gian luu két qua: 15 ngay/lan
Dat tiéu chuan ISO 13485
* Bo xét nghiém khuéch dai axit nucleic real time phat hién va xac dinh DNA b gen cua
Mycoplasma hominis, Ureaplasma urealyticum va Ureaplasma parvum, dugc chiét xuat tir mau
nudc tiéu dau tién ciia ngudi duge thu thap ma khong c6 chit bao quan va tim bong cd tir
cung-am dao.
* Thanh phan:
UroGen PCR Mix
B6 xét nghiém Real-time *LoD: Mycoplasmg hominis: 223 or'ganism /mL
PCR dinh tinh chin dodn 3 Ureaplasma urealyticum: 152 organism /mL . .
15 : Ureaplasma parvum: 79 organism / mL 96 test/ hop Hop

loai vi khuén lay truyén qua
duong tinh duc

*P§ nhay: Mycoplasma hominis: 98.1%

Ureaplasma urealyticum: 94.1%

Ureaplasma parvum: 93.6%

*Pg dac hiéu: Mycoplasma hominis: 97.7%

Ureaplasma urealyticum: 98.7%

Ureaplasma parvum: 98.7%

*Sir dung cho mAu tach chiét tir 200uL trén may sinh hoc phan tir ty dong hoan toan
Dat tiéu chuan ISO 13485
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Kiém chuén 3 loai vi khuén|
lay truyén qua duong tinh
duc

* Mau kiém chimg duong tinh trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat
hién DNA ctia Mycoplasma hominis, Ureaplasma urealyticum va Ureaplasma parvum.

* Thanh phan: UroGen Positive Control

* Thoi gian luu két qua: 15 ngay/lan

* Pat tiéu chuan ISO 13485

3 x 160 puL/ hop

17

B0 xét nghiém Real-time
PCR dinh tinh chan doan
Norovirus trong dudng ti€u
hoéa

* Bo xét nghiém PCR thoi gian thyc va phién ma ngugc dinh tinh da mach cho viéc phat hién
va xac dinh RNA Norovirus thudc genogroup GI va GII , dugc tach chiét xuat tir mau phéan
nguoi.

* Thanh phan:

GI-NV PCR Mix

RT EnzymeMix

* LoD: Norovirus GI: 8 TCID50 / mL (686 copies / mL)

Norovirus GII 942 TCID50 / mL (809 copies / mL)

* Po nhay: 94.4%

* P dac hiéu: 100%

*Str dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir ty dong hoan toan

*Str dung chung ndi CPE

Dat tiéu chuén ISO 13485

96 test/ hop

18

Kiém chuén Norovirus
trong duong tiéu hoa duong]
tinh

* Mau kiém chuén dwong tinh trong cic xét nghiém PCR thoi gian thuc va phién méi nguoc dé
phat hién va xac dinh RNA di truyén ctia Norovirus, két hop v6i GI Norovirus PLUS ELITe
MGB® Kit.

* Thanh phan:

GI-NV Positive Control

* Thoi gian luu két qua: 15 ngay/lan (d6i véi hé thong ELITE InGenius)

Dat tiéu chuan ISO 13485

3 x 160 puL/ hop
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B0 xét nghi€ém Real-time
PCR dinh tinh chan doan
Virus duong tiéu hda

* B xét nghiém PCR thoi gian thyc va phién ma ngugc dinh tinh da mach nham phat hién va
xac dinh DNA di truyén ctia Adenovirus (ADV) thudc cac kiéu huyét thanh F40 va F41, RNA
di truyén cta Norovirus (NV) thudc genogroups GI va GII, Rotavirus (RV) thudc nhoém A,
Astrovirus (ASV) va Sapovirus (SV), duoc chiét xut tir mau phan ngudi.

* Thanh phan:

GI-V PCR Mix

RT EnzymeMix

* LoD:

Norovirus GI 219: TCID50/mL; Norovirus GII 151: TCID50/mL; Astrovirus 690: TCID50/mL;
Adenovirus F40: 0.082 TCID50/mL; Adenovirus F41: 0.006 TCID50/mL

Rotavirus: 2.4 TCID50/mL; Sapovirus GV: 792 copies/mL; Sapovirus GI/IVIV: 1119
copies/mL

* Pg nhay: 92.7%

*Pg dac hiéu: 100%

*Sir dung cho miu tach chiét tir 200uL trén may sinh hoc phan tir ty dong hoan toan

*Sur dung chung néi CPE

Dat tiéu chuan ISO 13485

96 test/ hop

20

Kiém chuan Virus duong
tiéu héa duong tinh

* Mau kiém chuén dwong tinh trong céc xét nghiém khuéch dai axit nucleic dinh tinh dé phat
hién DNA di truyén ctia Adenovirus, ciing nhur RNA di truyén ciia Norovirus, Rotavirus,
Astrovirus, va Sapovirus, két hop v6i GI Viral PLUS ELITe MGB® Kit.

* Thanh phan:

GI-V Positive Control

* Thoi gian luu két qua: 15 ngay/lan (d6i véi hé théng ELITE InGenius)

Pat tiéu chuan ISO 13485

3 x 160 puL/ hop




* Bo x¢ét nghiém PCR thoi gian thuc dinh tinh da mach nhim phat hién va xac dinh DNA di
truyén ctia Campylobacter spp. (Cam), Clostridium difficile (con dugc goi 1a Clostridioides
difficile, Cdif), bao gdm phan biét ribotype 027, Salmonella spp. (Sal), Shigella spp. (Shi),
Yersinia enterocolitica (Yen) dugc chiét xuat tir mau phén ngudi.

* Thanh phan:

B6 xé& A . GI-B PCR Mix
0 xét nghiém Rgal—tlme * LoD-
21| PCR dinh tinh chan dodn |, 5> Cpy / mL; Cdif 172 CFU / mL; Sal 372 CFU / mL; Shi 337 CFU /mL; Yen 363 CFU | 20 ‘esU/hop | Hop
Vi Khuan duong tiéu hoa L
* PJ nhay: 96.3%
* P dac hidu: 99.3 %
*Str dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir ty dong hoan toan
*Str dung chung ndi CPE
Dat tiéu chuan ISO 13485
* Mau kiém chuan duong tinh trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat
hién DNA trong xét nghiém PCR thoi gian thuc dé phat hién va xac dinh DNA di truyén cia
i ) i Campylobacter spp., Clostridioides difficile, Salmonella spp., Shigella spp., Yersinia
99 Kiém chuan Vi khuan [enterocolitica, két hop véi GI Bacterial PLUS ELITe MGB® Kit. 3 A R
x 160 uL/ hép | Hop

duong tiéu hoa duong tinh

* Thanh phan:

GI-B Positive Control

* Thoi gian luu két qua: 15 ngay/lan (d6i véi hé thong ELITE InGenius)
Dat tiéu chuan ISO 13485




B0 xét nghiém Real-time

* Bo xét nghiém PCR thoi gian thuc dinh tinh da mach nhim phéat hién va xac dinh DNA di
truyén cua Giardia lamblia (Gla) (con goi 1a Giardia intestinalis), Cryptosporidium spp. (Cry),
Entamoeba histolytica (Ehis), Encephalitozoon spp. (Enc), Enterocytozoon bieneusi (Ent), dwoc
chiét xuit tir mau phan nguoi.

* Thanh phan:

GI-P PCR Mix

* LoD:

Gla 35 org. / mL

23 E(?R.gl‘ln? tinh d"hf“‘n df.ﬁ‘“ Cry 176 org. / mL 96 test/hop | Hop
st mﬁlg Uong MU fEis 390 org. / mL
o4 Enc 231 copies / mL
Ent 101 copies / mL
* Pg nhay: 98.7%
* D¢ dac hidu: 99.5%
*Su dung cho mau tach chiét tir 200pL trén may sinh hoc phan tu ty dong hoan toan
*Sur dung chirng néi CPE
Dat tiéu chuan ISO 13485
* Mau kiém chuén dwong tinh DNA trong xét nghiém PCR thoi gian thuc dé phat hién va xac
dinh DNA di truyén ciia Giardia lamblia (con goi 14 Giardia intestinalis), Cryptosporidium spp.,
) i Entamoeba histolytica, Encephalitozoon spp., Enterocytozoon bieneusi, két hop véi GI
Kiém chuan Ky sinh trung |Parasitic PLUS ELITe MGB® Kit. A A

24 | duomg ticu hoa duong tinh |* Thanh phan: 3x 160 uL/hop | Hop
GI-P Positive Control
* Thoi gian luu két qua: 15 ngay/lan (d6i véi hé théng ELITE InGenius)
* Pat tiéu chuan ISO 13485
*B¢ xét nghiém cho phan tmg khuéch dai axit nucleic dinh tinh da tac nhan dé phat hién gen
doc to A va B cia Clostridium difficile (C. difficile) gay doc, bao gdm dong gay dich siéu vi
NAP1/B1/027, trong DNA tach chiét tir mau phan long hodc khong tao hinh. San phiam nay
nham muyc dich hd trg chan doan C. difficile gay doc, két hop véi cac yéu té nguy co 1am sang

B0 xét nghiém Real-time Zé dl?h e h?"_' o .
25 |PCR dinh tinh chin doan ¢ 1anh phan: C. difficile PCR Mix 96 test/hop | Hop

difficile

* LoD: 10 copies / 10 pL

* PJ nhay: 100%

* D¢ dac hidu: 97.8%

*Sir dyng cho miu tach chiét tir 200uL trén may sinh hoc phan tir tw dong hoan toan
*Su dung chimg ndi CPE

Dat tiéu chuan ISO 13485
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Kiém chuan virus C.

*Mau chimg dwong cho phan tng khuéch dai axit nucleic dinh tinh da tic nhan phat hién DNA
cta gen doc t6 A va B cua Clostridium difficile (C. difficile) gay doc véi C. difficile Kit. i
*Thanh phan: Mau ching dwong C. difficile Positive Control, 14 dung dich plasmid DNA 6n

2x 160 pL/

difficile duong tinh dinh. Plasmid chira ving gen dac hi¢u cho dgc t6 A va B cua C. difficile.

* Thoi gian luu két qua: 15 ngay/lan

Pat tiéu chuan ISO 13485

*B¢ xét nghiém cho phan tmg khuéch dai axit nucleic dinh tinh dé phat hién DNA ciia gen

khang carbapenem KPC, NDM, VIM, IMP, OXA-48-like* ciia Enterobacteriaceae trong DNA

tach tir mau phét tryc trang va ciy mau. San pham duoc dung dé chin doan va sang loc cac

bénh nhiém tring Enterobacteriaceae dwong tinh vi gen khang carbapenem, két hop vai dir

liéu 1am sang cua bénh nhan va cac két qua xét nghiém khac trong phong xét nghiém.

* Thanh phan: CRE PCR Mix

* LoD (CFU/mL):

B0 xét nghiém Real-time * EPD(li/I((CE frelfnd:_’rlcjgléi?'zfg 32)1: 4&9
i . . 2 . + . coli, - : A A
27| PCR dinh g‘l‘g’han dodn |, {/IM (K. pneumoniae, NCTC 13439): 399 96 test/hop | Hop

+ IMP (E. coli, NCTC 13476): 273
+ OXA-48 (E. coli, ATCC BAA-2523): 300
+ OXA-181 (K. pneumoniae, JMI 18): 179

* PJ nhay: 100%

* Po dac hiu: mau phét truc trang: 100%; mau céy mau: 96%

*Sir dung cho mAu tach chiét tir 200uL trén may sinh hoc phéan tir ty dong hoan toan

*Sur dung ching ndi CPE

Dat tiéu chuan ISO 13485

*Mau chimg dwong cho phéan tg khuéch dai axit nucleic dinh tinh phat hién DNA ctia gen

) ) khang carbapenem KPC, NDM, VIM, IMP, OXA-48-like cuia Enterobacteriaceae véi CRE Kit.
28 Kiém chuan CRE duong [*Thanh phan: Méu chimg duong CRE Positive Control, 1 dung dich plasmid én dinh. Plasmid 3x 160 uL/hop | Hop
tinh chura viing cua cac gen khang carbapenem KPC, NDM va OXA. ’ ’

* Thoi gian luu két qua: 15 ngay/lan
* Pat tiéu chuén ISO 13485
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B0 xét nghiém Real-time

PCR dinh tinh chan doan

ESBL (Tryc khudn duong
rudt khang khang sinh)

*Bo xét nghiém cho phan tmg dinh tinh khuéch dai axit nucleic real time da tic nhan dé phat
hién DNA cua gen Extended Spectrum Beta-Lactamase CTX-M-1, CTX-M-9, CTX-M-14 va
CTX-M-15* clia Enterobacteriaceae trong DNA tach chiét tir mau phét tryc trang va cy méu.
San phdm duoc ding dé chan doan va sang loc cac bénh nhiém tring enterobacteria dwong tinh
v6i gen Extended Spectrum Beta-Lactamase, két hop véi dit 1iéu 1am sang cua bénh nhan va
cac két qua xét nghiém khac trong phong xét nghiém.
* Thanh phan: ESBL PCR Mix
* LoD (CFU/mL):

+ CTX-M-1 (E. coli, DICON-091): 55

+ CTX-M-9 (E. coli, DICON-055): 29

+ CTX-M-14 (E. coli, DICON-045): 273

+ CTX-M-15 (E. coli, NCTC13400): 36
* PJ nhay: 99.5%
* P dac higu: 97.8%
*Su dung cho mau tach chiét tir 200pL trén may sinh hoc phan tu ty dong hoan toan
*Sur dung chirng néi CPE
Dat tiéu chuén ISO 13485

96 test/ hop

30

Kiém chuan ESBL duong
tinh

*Mau chimg duong cho phan tng khuéch dai axit nucleic dinh tinh phat hién DNA cuta gen
Extended Spectrum Beta-Lactamase (ESBL) CTX-M-1, CTX-M-14, CTX-M-15 va CTX-M-9
cua Enterobacteriaceae véi ESBL Kit.

*Thanh phan: ESBL Positive Control, 1a dung dich plasmid DNA 6n dinh. Plasmid chira viing
gen Extended Spectrum Beta-Lactamase (ESBL) CTX-M-15.

* Thoi gian luu két qua: 15 ngay/lan

* Pat tiéu chuén ISO 13485

3 x 160 pL/ hop
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B0 xét nghiém Real-time
PCR dinh tinh chan doén ty|
ciu vang/ tu cau vang
khéng Methicillin
(MRSA/SA)

*B¢ xét nghiém cho phan tmg khuéch dai axit nucleic dinh tinh dé phat hién Staphylococcus
aureus (SA) va Staphylococcus aureus khang methicillin (MRSA, bao gom dong mecC m&i
phat hién gan ddy) trong DNA tach chiét tir mau phét miii va ciy mau. San phim nay nhim
muc dich hd trg phong ngira va kiém soat nhidm tring MRSA va nham hd tro chin doan nhidém
trung MRSA.

* Thanh phan: MRSA/SA PCR Mix

* LoD: 20 copies/10 pL DNA

* PJ nhay: 96% cho MSSA va 99% cho MRSA

Mau phét miii: 93% cho MSSA va 98% cho MRSA

Mau cdy méau: 100%

* P dac hiéu: 100%

*Str dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir ty dong hoan toan

*Str dung chung ndi CPE

Dat tiéu chuan ISO 13485

96 test/ hop

32

Kiém chudn MRSA/SA
duong tinh

*Mau chimg dwong cho phan tng khuéch dai axit nucleic dinh tinh dé phat hién DNA cta
Staphylococcus aureus (SA) va Staphylococcus aureus khang methicillin (MRSA, bao gom
dong LGA251) voi MRSA/SA Kit.

*Thanh phan: Mau chimg duong MRSA/SA Positive Control, LGA251/SA Positive Control, 1a
dung dich plasmid 6n dinh. Mgt dung dich plasmid chira mot ving gen dac hiéu
Staphylococcus Aureus va mot ving gen mecA; dung dich plasmid con lai chita cing mot vung
gen dac hiéu Staphylococcus Aureus va mot vung gen mecC.

* Thoi gian luu két qua: 15 ngay/lan

Pat tiéu chuan ISO 13485

4x 160 pL/




B0 xét nghiém Real-time

* B xét nghiém cho phan tmg khuéch dai aixt nucleic dinh tinh da tic nhan dé phat hién va xac
dinh DNA cua Neisseria meningitidis, Streptococcus pneumoniae, Haemophilus influenzae va
Haemophilus influenzae type B trong mau lam sang. Xét nghiém da dugc xac thyc voi mau
dich ndo tay (CSF) va miu mau toan phan thu thap trong EDTA. San pham dugc ding dé chan
doan nhidm triung hé thong va hé than kinh trung wong, két hop véi dir liéu 1am sang ciia bénh
nhan va cac két qua xét nghiém khac trong phong thi nghiém.
* Thanh phan: MB PCR Mix
* LoD (vi khuin/mL):

+ CSF: N. meningitidis: 34, S. pneumoniae: 34, H. influenzae: 95 va H. influenzae type B:
66

+ Mau toan phan: N. meningitidis: 56, S. pneumoniae: 189, H. influenzae: 172 va H.
influenzae type B: 77

33 |PCR dinh tinh chin doan vi % A ) 96 test/ hop Hop
khuén viém mang nao b nhay:
+ CSF: 100% voi N. meningitidis, S. pneumoniae, H. influenzae va H. influenzae type B
+ Mau toan phan: 100% v&i N.meningitidis, S. pneumoniae va H. influenzae type B va
96.0% voi H. influenzae
* Do dac hiéu:
+ CSF: 100% voi N. meningitidis, H. influenzae va H. influenzae type B va 99.3% voi S.
pneumoniae
+ Mau toan phan: 100% véi N. meningitidis va H. influenzae type B, 97.3% cho S.
pneumoniae va 98.0% vai H. influenzae
*Sir dung cho mau tach chiét tir 200pL trén may sinh hoc phan tir ty ddng hoan toan
*Su dung ching ndi CPE
Pat tiéu chuin ISO 13485
*Mau chimg dwong tinh trong cac xét nghiém khuéch dai axit nucleic da tac nhan dinh tinh dé
phat hién va xac dinh DNA cua Neisseria meningitidis, Streptococcus pneumoniae,
) ) Haemophilus influenzae va Haemophilus influenzae loai B voi «Meningitis Bacterial Kit».
34 Kiém chuan vi khuan viém [*Thanh phan: MAu chimg dwong MB Positive Control, 1a dung dich plasmid 6n dinh. Plasmid 3x 160 uL/hop | Hop

mang nao duong tinh

chira viing cta cac gen: ctrA cho Neisseria meningitidis, lytA cho Streptococcus pneumoniae,
fucK cho Haemophilus influenzae va besB cho Haemophilus influenzae type B.

* Thoi gian lwu két qua: 15 ngay/lan

Dat tiéu chuan ISO 13485
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B0 xét nghiém Real-time
PCR dinh tinh chan doan
virus viém mang nio

*Bo xét nghiém Real-Time PCR axit nucleic multiplex dinh tinh dugc thiét ké dé phat hién va
dinh danh DNA h¢ gen ctia HSV1 (Herpes Simplex Virus 1), HSV2 (Herpes Simplex Virus 2),
VZV (Varicella-Zoster Virus) va HHV6 (Human Herpesvirus 6).

o Loai mau dugc xac nhan: Mau dich Nao Tuy (Cerebrospinal fluid - CSF) tir nguoi.

o Thanh phan: B¢ kit chira dii thudc thir cho 96 xét nghiém.

* VE1 PCR Mix (Hdn hop thubc thir PCR Real-Time): 8 éng x 280 pL.

o Gi¢i han Phat hién (Limit of Detection - LoD) cho mau CSF: HSV1: 7 IU / mL; HSV2: 6
IU/mL; VZV: 113 1U / mL; HHV6: 56 TU / mL

o P9 nhay Chin doan: HSV1: 98.8%; HSV2: 100%; VZV: 96.5%; HHV6 A va B: 98.6%

o P§ dic hiéu Chan doan: dbi véi tit ca cac muc tiéu (HSV1, HSV2, VZV, HHV6): 100%.
Dat tiéu chuan ISO 13485

96 test/ hop

36

Kiém chuan virus viém
mang nao duong tinh

* Mau chimg duong DNA trong cic xét nghiém PCR Real-Time axit nucleic multiplex dinh
tinh. San pham nay nham phat hién va dinh danh DNA hé gen cua HSV1 (Herpes Simplex
Virus 1), HSV2 (Herpes Simplex Virus 2), VZV (Varicella-Zoster Virus) va HHV6 (Human
Herpesvirus 6).

e San phém duogc xac nhan st dung Kkét hop vai Viral Essential 1 ELITe MGB® Kit

« Thanh phan: MAu ching duong VE1 Positive Control 1a dung dich plasmid DNA 6n dinh
trong dung dich 6n dinh chira cac ving gen sau: gen gpD cho HSV1, gen gpG cho HSV2, gen
Major DNA binding protein (ORF 29) cho VZV, va gen U67 (ORF 13R) cho HHV6.

+ SO lugng xét nghiém: San pham chira du thude thir cho 12 phién phan tich

« Thoi gian luu két qua: 15 ngay.

Pat tiéu chuan ISO 13485

3 x 160 puL/ hop




B0 xét nghiém Real-time

*B0 xét nghiém phan tich PCR Real-Time va phién ma nguoc axit nucleic multiplex dinh tinh
dé phat hién va dinh danh RNA hé gen cua Enterovirus (EV) va Parechovirus (HPeV), cing véi
DNA hé gen ciia Adenovirus (ADV).

o Loai mau dugc xac nhan: Mau dich Nao Tuy (Cerebrospinal fluid - CSF) tir nguoi.

o Thanh phan: B¢ kit chira dii thudc thir cho 96 xét nghiém.

o Gidi han Phat hién (Limit of Detection - LoD) cho mau CSF:

37 P(\Z/II{ rlj‘lsgr:/}ilé'[rllillllllzlrllagnn(iﬁ(())an . ADV: 747 [U/mL. 96 test/ hop Hop
= EV: 486 copies/mL.
= HPeV: 230 copies/mL.
o Do nhay Chin doan: dbi véi tat ca cac muc tiéu (ADV, EV, HPeV): 100%.
o P dic hiéu Chén doan: dbi véi tat ca cac muc tiéu (ADV, EV, HPeV): 100%.
Dat tiéu chuan ISO 13485
*Mau chimg duong DNA trong cac xét nghiém PCR Real-Time va phién mi nguoc axit nucleic
multiplex dinh tinh phat hién va dinh danh RNA hé gen cta Enterovirus (EV) va Parechovirus
(HPeV), ciing voi DNA hé gen ciia Adenovirus (ADV), va duoc ding két hop voi Viral
Essential 2 ELITe MGB® Kit.
Kidm chudn virus viem |° Thanh phan: M?tu chimg dwong VE2 Positive Control 1a dung dich plasmid DNA 6n dinh
38 trong dung dich 6n dinh chtra cac vung sau: 3x 160 pL/ hop | Hop

mang nao duong tinh

o Vung 5’UTR cho Enterovirus va Parechovirus.

o Gen protein Hexon cho Adenovirus.
« S6 luong xét nghiém: San pham chira du thude thir cho 12 phién phan tich
« Thoi gian luu két qua: hét han sau 15 ngay
Dat tiéu chuén ISO 13485




B0 xét nghiém Real-time

*Bo xét nghiém chéan doan in vitro sir dung lam xét nghiém khuéch dai axit nucleic dinh tinh dé
phan biét alen cua ba locus sau trong cac mau DNA gen ngudi duoc tach chiét tir cAc mau bénh
pham: yéu t6 déng mau V cho da hinh don nucleotide (SNP) G1691A (Leiden); yéu t6 dong
mau II, SNP G20210A; 5,10-methylenetetrahydrofolate reductase (MTHFR), SNP C677T, tir
mAu mau toan phan trong EDTA. San pham dugc dung dé hd tro danh gia nguy co huyét khbi
tinh mach sau, cung véi dir liéu 1am sang cua bénh nhan va cac két qua x¢ét nghiém khac trong
phong thi nghiém.

39 Pf)lsu‘:lgl;;;ngﬂinrfgu&?a *Thanh phan: 52M PCR Mix , 96 test/ hop Hop 3
*LoD: 70ng DNA b¢ gen nguoi (hay 20,000 phan tit DNA dich)/20ul DNA tach chiét/phan
ung
*Quy cach: 8 dng x 280 pL
*Sir dung cho mau tach chiét tir 200uL trén may sinh hoc phéan tir ty dong hoan toan
*Sur dung chung ndi CPE
Dat tiéu chuan ISO 13485
*Mau chimg duong DNA cho phan tng dinh tinh khuéch dai axit nucleic xac dinh allel trén
locus ciia: yéu t6 dong méau V cho da hinh don nucleotide (SNP) G1691A (Leiden); yéu té dong
mau II, SNP G20210A va 5,10-methylenetetrahydrofolate reductase (MTHFR) cho SNP

Kiém chuén alen ciia 3 |C677T.
40 loccus trong DNA ngudi [*Thanh phan: 52M Positive Control, 1a dung dich plasmid 6n dinh. Plasmid chta 2 allels 3x 160 ul/hép | Hop 3
duong tinh khuéch dai ctia 3 gen: Yéu t6 V, Yéu t6 II va MTHFR va ban khuéch dai ctia ving gen ma hoa
beta Globin sir dung nhur mau chimg noi cho sy phtt hgp mau.
*Thoi gian luu két qua: 15 ngay/lan
Pat tiéu chuan ISO 13485
Chit noi kiém dé theo doi qua trinh tach chiét va khuéch dai DNA va RNA dung cho may sinh
Chimng néi dung cho mdy |hoc phéan tir ty dong hoan toan.
41 sinh hoc phan tir ty dong [Hoa chat 1a dung dich plasmid 6n dinh chira hai DNA plasmid va RNA bd gen cua phage MS2,| 48 test/ hop Hop 195
hoan toan dugc chia thanh bén dng va sin sang dé sir dung.
Dat tiéu chuan ISO 13485
Chirc ning: La vt tu tiéu hao, duoc st dung két hop vai thube thir PCR real time dé thuc hién
Cassette phan tmg PCR  [c4c phan (mg PCR real time. Puoc thiét ké chuyén biét dudi dang Cassette phan tng. Mdi
42 ding cho may sinh hoc |cassette bao gdm mot dng va nip PCR. 192 test/ Hop 111

phan tr tu dong hoan toan

Tinh tuong thich: Str dung trén cac hé thdng may sinh hoc phan tir ty dong hoan toan.
Dat tiéu chuan ISO 13485




Hoa chit tach chiét miu
200 puL dung cho may sinh

Chtre nang: 1a mot khay sén sang dé sir dung c6 chira hoa chat dé chiét xudt va tinh ché axit
nucleic (NA).

Cong nghé phan 1ap axit nucleic (NA) dwa trén cac hat tir tinh va duoc thiét ké dé chuan bi tu
dong DNA gen tinh khiét cao (ngudi, vi khuan, virus, ndm va ky sinh tring) va RNA gen virus
tir cac mau 1am sang sau day cua con ngudi: mau toan phan dwoc thu thap trong EDTA hoic
citrate, huyét thanh, huyét tuong thu dugc trong EDTA hoac citrate, nudc tiéu, dich ndo tay,
dich 6i, dich khoang, cac mau ho hip (Rira phé quan phé quan / Bronchoral cho hut, dom va

43 A N . |dich miii hong), dich miii hong swab), tim bong, nudc bot, tim bong am dao ¢ tir cung, tim 48 test/ hop Hop 245
hoc phan tir ty dong hoan |, % 2 n . . e % L. RN X
todn bogg ton thupng niém mac, gac truc trang, phén, nudi cay mau, sinh thiét va hiat d19h da day.
Moi hop chiét xuat gom: dung dich ly giai, giai phap PK, hat tir, cac bd dém lién két, bd dém
rira va nudc cat. i ) 3
Quy trinh dugc toi wu hoa dé ¢ 1ap axit nucleic tir khoi lugng mau 200 pL.
Tinh tuwong thich: Thiét ké chuyén biét dé st dung trén cac hé thong may sinh hoc phan ti ty
dong hoan toan.
Pat tiéu chuan ISO 13485
) Chtre nang: La bo vat tu tiéu hao bang nhwra dé tach chiét axit nucleic tir cac mau sinh hoc.
BO vat tu tiéu hao tach chie{ Thanh phan: 48 6ng dung mAu, 4 x 12 dau tip (Tip cassettes) va 50 dng dung sau tach chiét
44 dung cho may sinh hoc  |kém nap dung tich 0,5 mL. ) 48 test/ hop Hép 275
phén tir ty dong hoan toan [Tinh tuong thich: Str dung cho cac h¢ thong may sinh hoc phén tir tr dong hoan toan.
Pat tiéu chuan ISO 13485
Hop dung chét thai dung |, . Lo s o A n o
45 | cho méy sinh hoc phan ti Hop fi}rng cliat thai dung cho may sinh hoc phan tr ty dong hoan toan. 20 c4i/ hop chi 20
A R R Pat ti€éu chuan ISO 13485
tu dong hoan toan
Pau con c6 loc loai 300pL] )
cho b tach chiét dung cho [DPau con c6 loc loai 300uL cho b tach chiét dung cho may sinh hoc phan tir tu dong hoan toan. A R
46 " nay sinh hoc phan tir fr |Dat tiéu chuan ISO 13485 960 tip/hop | Hop 5
dong hoan toan
47 | Lo trir dong 2.0mL c6 n.'?ip OnAg n%hmm‘nho co pAap VE:}I’I, t{le tich lz}m \;wc: ? m‘l, day hinh noén c6 chan de, co6 khia, trong 1000 lo/ hép Lo 16000
sudt, nap: mau ty nhién, nap da dugc lap san, vo trung.
. \ .. |*Dung dich bao quan, van chuyén va khang khudn danh cho mau bénh phdm phu khoa. Dung
Dung dich bao quan, van |z P TR N , . S
2y, » |dé chuan bi lam kinh t€ bao hoc hoac dung trong xét nghiém virus HPV hodc cac bénh lay
chuyén va khang khuan A o R R
48 . X n 2 |truyén qua duong tinh duc. 1 x20mL/hop | Hop 10
danh cho mau bénh pham \ A
* Thanh phan: Methanol 35-55%
phu khoa PreservCyt

Dat tiéu chuan ISO 13485




*Hoa chét dung trong phong thi nghiém, h trg trong quy trinh xir Iy mau sinh hoc (phén, phan
tuoi). Dung trong cac Kit PCR dé chan doan cac vi sinh vét giy nhiém khuan duong tiéu hoa.

49 Dung dich X [y mau phan *Thanh phan: chtra lithium chloride (1-10%) va sodium dodecyl sulfate (1-10%), hd trg trong | 1 x 140mL/ hop | Hop 10
InhibitEX X L x

quy trinh xtr vﬂly mau sinh hoc.
Dat tiéu chuan ISO 13485
*B¢ thu thdp mau ding dé hoa tan va pha 16ng mau; bao quan axit nucleic va khang nguyén ctia
vi khuén, virus, Chlamydia; duy tri kha néng song cua vi khuan hiéu khi, ky khi va vi khuan
khé nudi cay; san pham khong chira DNase va RNase. Dung cho viéc thu thdp cac mau sinh

50 B6 thu thap miu cSwab Elggng grlr(ih phét ho hap, dich phét tryc trang, dich phét tir cung-am dao,.. 400 6ng / hép C)ng 400
-1 éhg polypropylene co nap van hinh con, chira 1ml méi truong Liquid Amies
-1 que lay mau déau soi nylon
Pat tiéu chuan ISO 13485
*Bo thu thap, van chuyén, bao quan mau 14m sang, 6n dinh RNA/DNA trong thoi gian dai.

B6 thu thap, vén chuyén, Dung cho cdc mau sinh pham: dich phét miii, ho hap, dich phét truc trang

51 bao gan mau lam sang *Thanh phan: C . 500 6ng/ hop Ong 1500

- 1ml dung dich bao quan trong Ong nap van kich thudc 12x80mm :
eNAT™ A X A \

- 1 que lay mau thong thuong
Dat tiéu chuan ISO 13485

11 |Danh muc hoa chit ding cho May BS-800 27 mit hang
Dé xac dinh dinh lugng ndng do PA trong huyét thanh ngudi.
Phuong phap do: Turbidimetry Method
Dai tuyeén tinh: 10-800 mg/L
Thanh phan gom:

) . |-HoéachatRI:
1 Héa chat dinh lugng nong |Tris-HCL buffer 50 mmol/L R1:2*38 Hop 2

do PA

Sodium chloride 100 mmol/L
PEG <2 % (m/v)

- Hoa chat R2:

Tris-HCL buffer 50 mmol/L
Anti-human PA antibody (goat)
Dat tiéu chuan ISO 13485

mL+R2:2*15 mL




Hoa chit dinh lugng nong
do MALB

Dé xac dinh dinh luong ndng 46 MALB trong nudc tiéu.
Phuong phap do: Immunoturbidimetric Assay Method
Dai tuyén tinh: 4~300 mg/L

Thanh phan gom:

- Hba chat R1:

Tris buffer 25 mmol/L

Preservative 0.5 g/L

- Hoa chit R2:

Tris buffer 20 mmo/L

goat anti-human MALB antibody 500 mg/L
Preservative 1 g/L

- Cal: Human MALB

Dat tiéu chuan ISO 13485

R1:3*50
mL+R2:3*11
mL+Cal:5*1 mL

Hoa chét dinh lugng ndng
do CysC

Dé xac dinh dinh luong ndng d¢ CysC trong huyét thanh hodc huyét twong ngudi.
Phuong phap do: Latex Immunoturbidimetric Method
Dai tuyén tinh: 0.1~8 mg/L

Thanh phan gdm:

Hoa chét R1:

- Buffer: 100 mmol/L

- NaCl: 100 mmol/L

Hoa chit R 2

- Buffer: 50 mmol/L

- Suspension of CysC antibody coated latex

Dat tiéu chuan ISO 13485

R1:2*40
mL+R2:2*12 mL

Hoba chat dinh lugng FUN

Dé xéc dinh dinh lugng nong d6 Fructosamine trong huyét thanh, huyét twong chéng dong bang
heparin trén hé théng do quang trong chin doan 1am sang in vitro Phuong phép do:
Colorimetric Assay Dai tuyén tinh:5-1000 pmol/L Thanh phan gdm: Hoa chit R1: -Carbonate
buffer 100 mmol/L - Uricase >400 U/L - Sodium cholate 3.0 mmol/L - Surfactant appropriate
Hoa chit R 2 - Phosphate buffer 20 mmol/L - NBT 3.0 mmol/L Calibrator:
1-Deoxy-1-morpholino-D-Fructose Control: kiém chuén déng khé dua trén huyét thanh nguoi
Dat tiéu chuan ISO 13485

R1:4*40
mL+R2:2*20
mL+Calibrator:1*
15
mL+Control:1*1
mL




HbAlc

Dé xac dinh dinh lvong ndng d6 HbA l¢ trong mau toan phan ngudi trén hé thdng do quang
trong chan doén in vitro

Phuong phap do: Enzymatic Assay Method

Dai tuyén tinh: 3%-16%

Thanh phan gom:

Hoa chat R (Hb)/R1 (HbAlc)/R1: Tris buffer 2.7 mmol/L
Hoéa chat R1/R2:

- Peroxidase 1500 U/L

- Fructosyl peptide oxidase 1500 U/L

Pretreatment Solution: Hemolysin 5 g/L

Calibrator

Quality control

Dat tiéu chuén ISO 13485

R(Hb):2*40
mL+R1(HbALc):
2*40
mL+R2(HbALc):
2*15
mL+Pretreatment
Solution:2*150
mL

Hoa chét dinh lugng ndng

do CRP

Dé xac dinh dinh luong ndng do CRP trong huyét thanh.
Phuong phap do: Turbidimetry Method
Dai tuyén tinh:2-250 mg/L

Thanh phan gdm:

Hoa chét R1:

- Tris buffer 100 mmol/L

- PEG 0.26 mmol/L

- Surfactant <2 % (m/v)

Hoéa chit R2

- Tris buffer 100 mmol/L

- Anti-human CRP antibody (goat)
Dat tiéu chuan ISO 13485

R1:2*35
mL+R2:2*10 mL

Hoa chét dinh lugng ndng

do RF

Pé xac dinh dinh luong ndng d6 RF trong huyét thanh.
Phuong phap do: Immunoturbidimetric Method
Dai tuyén tinh: 10-500 TU/mL

Thanh phan gom:

- Hoa chat R1:

Buffer 50 mmol/L

NaCl appropriate

Polyethylene glycol 3%

- Hoa chit R2:

Buffer 50 mmol/L

Denatured IgG appropriate

Chét chuan: RF solution

Pat tiéu chuin ISO 13485

R1:2*40
mL+R2:2*11 mL




Hoa chét dinh lugng ndng
d6 Magie

Dé xac dinh dinh luong ndng d6 Magie trong huyét thanh, huyét twong, nude tiéu.
Phuong phap do: Xylidyl Blue Method

Dai tuyén tinh: 0.1-4.16 mg/dL

Thanh phan gom:

- Hoba chat R:

Ethanolamine 49 mmol/L

EGTA 0.13 mmol/L

Xylidyl blue 0.09 mmol/L

Surfactant 2% (m/v)

Pat tiéu chuan ISO 13485

R:4*45 mL

Hoa chit dinh lugng nong
d0 Phosphorus

Dé xac dinh dinh lugng ndng d¢ P trong huyét thanh va huyét trong, nudc tiéu ngudi.
Phuong phap do:Phosphomolybdate Method

Dai tuyén tinh: 0.3 4.0mmol/L

Thanh phan gdm:

- Hoa chit R

Ammonium molybdate 0.3 mmol/L

Sulphuric acid 0.5 mol/L

Surfactant <2% (m/v)

Dat tiéu chuan ISO 13485

R:4*45 mL

10

Hoa chét dinh lugng ndng
do UIBC

Dé xac dinh dinh luong ndng d9 UIBC trong huyét thanh nguoi hodc huyét twong nguoi.

Phuong phap do:Colorimetric Method
Dai tuyén tinh: 3.0~100 pmol/L
Thanh phan gdm:

- Hoa chit R1:

Tris buffer 200 mmol/L

Ferrous ammonium sulfate 12 umol/L
Thiourea 30 mmol/L

Preservative 0.5 g/L

- Hba chat R2:

Tris buffer 200 mmol/L

Ferrozine 2 mmol/L

ascorbic acid 25 mmol/L

Preservative 1 g/L

- Cal: Ammonium iron(II) sulfate hexahydrate 89.5 umol/L
Pat tiéu chuan ISO 13485

R1:4*54
mL+R2:4*16
mL+Cal:1*1 mL




11

Hoa chét dinh lugng ndng
do G6PD

Pé xéc dinh dinh luong G6PD & hdng cau nguoi.
Phuong phap do: UV Enzymatic Method
Dai tuyén tinh: 35~3000 U/L

Thanh phan gdm:

Hoa chét R1:

- Tris buffer 200 mmol/L

- Sodium Chloride 5 g/L

- Preservative 0.5 g/L

Hoéa chat R 2

- Tris buffer 200 mmol/L

- Glucose-6-phosphate 10 mmol/L

- NADP 10 mmol/L

- Preservative 1 g/L

Pat tiéu chuan ISO 13485

R1:2*40
mL+R2:2*12 mL

12

Hoa chét dinh luong ndng
do TPUC

bé xac dinh dinh lugng néng d6 TPUC trong nudc tiéu va dich tiy ndo nguoi.
Phuong phap do: Pyrogallol Red-Molybdate Method
Dai tuyén tinh: 20-2000 mg/L

Thanh phan gdm:

- Hoa chat R:

Glycine buffer 50 mmol/L

Pyrogallol red 60 pmol/L

Molybdate 40 pmol/L

Surfactant 0.5 g/L

- Calibrator: Total protein solution

Dat tiéu chuan ISO 13485

R:2*40
mL+Calibrator:1*|
1mL

13

Chat chiing Total Protein in
Urine/CSF

TPUC Control duoc sir dung trong kiém soat chét luong Protein téng trong nudc tiéu/CSF
(TPUC)

TPUC Control 14 chét kiém chuin 16ng dya trén dung dich protein téng sb

Pat tiéu chuan ISO 13485

L:1x1 ml H:1x1
ml

14

Chéat chimg HbA 1¢c mirc P

HbA ¢ Control P dugce st dung trong kiém soat chat lwong bang cach giam sat d6 chinh xac va
d06 chum cta hé théng do.

HbA Ic Control P 1a chit kiém chuan dong kho dwa trén méu nguoi

Dat tiéu chuan ISO 13485

4x1mL

15

Chat chirng HbA 1c mic N

HbA ¢ Control N duoc sir dung trong kiém soat chét lugng bang cach giam sat do chinh xéac va
d0 chum cua hé théng do.

HbA Ic Control N 14 chat kiém chuén dong kho dua trén mau ngudi

Dat tiéu chuan ISO 13485

4x1mL




G6PD Coptrol dugc sir dung dé kiém chuin ch'f“it luwong Glucose-6-Phosphate Dehydrogenase
(G6PD) bang cach giam sat do chum cua h¢ thong do.

16 Chat chimg G6PD G6PD Control 1a chat hiéu chuan long duya trén Glucose-6-Phosphate Dehydrogenase 1X2 levels<1'mL| - Hop
Pat ti€u chuan ISO 13485
MALB Control duoc sir dung trong kiém soat chat luong Microalbumin bang cach giam sat do
x , . . |chum ctia hé théng do. ‘ , n
17| Chat ching Microalbumin MALB Control la chat 1ong kiém chuan dua trén albumin cia con ngudi. Ix1levelxI mL |~ Hop
Dat tiéu chuan ISO 13485
ClinChem Multi Control (level 1) duoc sir dung trong kiém soat chat lugng chat phan tich hoa
Chét chimg mirc thép héa ho? thwong tl}u(mg Pangﬁ cach‘glam’sat dg Fhln}l xdc va d6 chum cuta hé thong do Mindray BS va .
18 chit sinh hoa kha nang xét nghiém cia phong xét nghiém 1am sang 6x5 mL Hop
ClinChem Multi Control (level 1) 1a chat kiém soat dong kho dya trén huyét thanh nguoi
Pat tiéu chuan ISO 13485
ClinChem Multi Control (level 2) dugc sir dung trong kiém soat chit lugng chét phan tich hoa
L 1. . . |hoc thong thuong bang cach giam sat d§ chinh xac va ¢ chum cia hé thong do Mindray BS va
Chat chirng mirc cao hoa . . o~ o \ . A Ao A
19 cht sinh hoa kha nang xét nghiém cua phong xet nghiém 1am sang ) 6x5 mL Hop
ClinChem Multi Control (level 2) 1a chat kiém soat déng kho dwa trén huyet thanh ngudi
Pat tiéu chuan ISO 13485
ASO/CRP/RF Triple Control dugc st dung trong phan tich bénh thap khop dé kiém soat chét
Lo luong theo ddi do chinh x4c va d6 chum cua hé thong do. L: 3x1 mL; H: R
20 |Chat chimg CRP, ASO, RF ASO/CRP/RF Triple Control la chat kiém chuén 1ong dua trén dung dich ASO, RF va CRP 3x1 mL Hop
Pat tiéu chuan ISO 13485
Cystatin C Control duoc st dung dé kiém soat chit luong cystatin C (CysC) bang cach giam sat
e , d0 chum va do chinh xac cua hé théng do. L:3x1 mL; H: N
21 Chat chimg CysC Cystatin C Control la chat kiém chuén 1ong dua trén dung dich cystatin C. 3x1mL Hop
Pat tiéu chuan ISO 13485
*Hoba chat kiém chuén cho xet nghiém dinh luong FUN trong bénh phidm bang cach giam sat do
chinh xdc va d6 chum cua may phén tich héa sinh.
) *Thanh phan: i i . )
22 | Chat chung Fructosamine |FUN Control 1a chat kiém chuén 16ng dwa trén dung dich fructosamine véi nong d6 cu thé va 3*1 mL Hop

khac nhau, va 0.095% sodium azide lam chét bao quan. Cac gia tri kiém chuén control 1a cu thé
theo 16 v6i cac kiéu may phu hop dugce liét ke trong bang gia tri.
Pat tiéu chuan ISO 13485




Chét chuan C3; C4; CRP;

Specific Proteins Calibrator dwoc sir dung dé hiéu chuén xac dinh dinh lwong chit phan tich
proteins dac hi¢u trén hé thong do.

23 IgA; 1gG; IgM Specific Proteins Calibrator 1a chat hiéu chuan 1ong dya trén huyét thanh nguoi. 51 mL Hop
Pat tiéu chuan ISO 13485
Prealbumin Calibrator dugc str dung dé hiéu chuén xac dinh dinh lugng prealbumin trén hé
z 2 . |théng do. R
24 Chat chuan Prealbumin Prealbumin Calibrator 1a mgt chat hiéu chuin déng kho dua trén huyét thanh cta nguoi. 31 mL Hop
DPat tiéu chuan ISO 13485
MALB Calibrator dugc st dung dé hiéu chuén x4c dinh dinh lugng albumin trong nudc tiéu
£ P ._|trén hé thdng do. | R
25 |Chat chuan Micro Albumin MALB Calil?rator 12 mot chét hiéu chuin long dya trén albumin ctia con nguoi 1x5 levelsx1 mL | Hop
Pat tiéu chuan ISO 13485
HbA 1c¢ Calibrator dugc str dung dé hiéu chuén xac dinh dinh lvong Hemoglobin Alc trén hé
X Z thong do. A
26 Chat chuan HbAle 1,5 0 Calibrator 12 chét bt dong kho dya trén mau ngudi 2x1 mL Hop
Pat ti€u chuan ISO 13485
Cystatin C Calibrator duoc str dung dé hiéu chuan xac dinh dinh lugng cystatin C (CysC) trén
27 Chét chuén Cysc  [1¢ thong do. 5x05mL | Hop

Cystatin C Calibrator la mot chit hiéu chuan 16ng dya trén dung dich cystatin C.
Dat tiéu chuan ISO 13485

Téng: I+ IT + ITI = 108 khoan
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