SO Y TE HA GIANG CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PK QUAN BA Poc lap - Tw do - Hanh phc
S6: 387/TB-BV Qudn Bg, ngay 23 thang 8 nam 2024
THONG BAO

Cong khai thong tin vé nhu cau tham dinh gia
thiet bi y te, hoa chat, vat tw xét nghiém nam 2024-2025 cua
Bénh vién da khoa huyén Quan Ba

Cén cir luat dau thau s 22/2023/QH15 ngay 23 thang 6 nam 2023;

Cén cu nghi dinh s6 24/2024/ND — CP ngay 27 thang 02 ndm 2024 cua
chinh phua qui dinh chi tiét,mét so diéeu cua luat dau thau ve lva chon nha thau;

Can cu cong van sO 1695 /SYT-NVD ngay 16 thang 7 nam 2024 cta S&
Y té vé viéc cho chu truong mua sdm thiét bi y té, hoa chat, vat tu xét nghiém
nam 2024 -2025;

Can ctr bién ban s6 11/BB-HPKH ngay 22 thang 8 nam 2024 cua Hoi
ddng khoa hoc Bénh vién da khoa huyén Quan Ba;

Bénh vién da khoa huyén Quan Ba dang xay dung ké hoach lua chon nha
thau cung tng goi thau mua sam thiét bi y té, hoa chat, vat tu xét nghiém nim
2024 -2025 phuc vu cong tac kham, chita bénh. Dé c6 can cir xay dung ké hoach
lya chon nha thau. Bénh vién da khoa huyén Quan Ba thuc hién cong khai théng
tin vé nhu cau tham dinh gi4 thiét bj y té, hoa chat, vat tu xét nghiém phuc vu
cho cong tac dau thau nam 2024. (chi tiét theo phu luc dinh kém)

Yéu cau ho so nang lyc bao gom cAc tai ligu sau:

- Ho so phdp Iy cuia Doanh nghi¢p; ban mo ta nang luc, kinh nghi¢m; Thu
chao gia dich vu tham dinh; Danh sach cac doanh nghiép du diéu ki¢n tham
dinh gia moi nhat theo qui dinh cua Bg Tai chinh

- Thoi gian, dia chi ngp ho so: Trude 08h 00 phat ngay 29 thang 8 nam
2024

- bia chi: Bénh vién da khoa huyén Quan Ba tinh Ha Giang.

- Moi thong tin lién hé: Khoa Dugc-VTYT Bénh vién da khoa huyén
Quan Ba dién thoai: 0973.578.002

Bénh vién da khoa huyén Quan Ba xin trén trong thong bao./.

Noi nhan: GIAM POC
- Pang website bénh vién;

- Luu: Hd so mai thiu KT, KD, VT.

pAkHOA |7 /

H. QUAN BA /24

Vi Van Giang



Goi thiu mua sim
(Kem theo yéu cau bao gia §

A N 2 A Ky~ A Pon vi A Ghi
TT Tén hang hoa Thong so ky thuat tinh So lwgng chu
I. THIET BI Y TE VA VAT TU KHAC

Bong y té thim nudc 100% bong xo thién nhién. Bong trang, khong mui, mém min,

1 Béng y & thAm nuée dai, khong bi tgi va ¢6 do thAm hat rét cao. Bong giang dai, duge cudn thanh cudn chic, Kg 500
dap tng y€u cau cua nguoi st dung. Khong doc t6 va khong gay di ing, khong cé tinh
bdt, khong c6 xo mun hoa tan trong nudc va dich phu tang. Pat tiéu chuén ISO 13485
Kich thudc 10cm x 4.6m. San xuit boi bot thach cao duge pha 10ng bao pht hoan toan

Biing bé Bot ¢ 10cm X gag.thém. Kha nang thérp puérc tét, dong két t(‘)t,. 16p bdt thach cao sgch S€, tron min.
2 46m Moi cudn dugc dong gobi riéng biét trong mot tui cach nude. Thoi gian dong két nhanh: Cudn 400
’ khoang 3-5 phut.
Dat tiéu chuan ISO 13485
Kich thudc 15cm x 4.6m. San xuit bai bot thach cao dugc pha 1ong bao phii hoan toan
Bing bé Bot ¢& 15cm x gac tham. Kha nang thdm nudce tot, dong Kkét tot, 16p bt thach cao sach sg, tron min.
3 46m Moi cudn dugc dong goi riéng biét trong mot tai cach nude. Thoi gian dong két nhanh: Cudn 500
’ khoang 3-5 phut.

Dat tiéu chuan ISO 13485
San pham duoc san xuat bai 100% polyesster
Khéi luong 90g/m2

4 Bong 16t bo bot size Trang thai: mém’ min khong thAm nudc khong bi thung rich i Cubn 150

10cmx2.7m Mau sac: mau trang dong déu khong c6 vet 6 mau, bi loang ban , khong mui kho chiu .

Kich thuéc: 10cm x 2,7m
Dat tiéu chuin ISO 13485
Chét liéu gac hat nude 100% cotton va c6 do tham hat cao.
Dbic tinh:
- Kha nang hit nudc: Trung binh 1 gam gac gitt dugc tir 5 gam nudc trd 1€n;

5 Bang cuén 10cmx5m | -Do am: <8%; Cudn 7000

- D acid va d6 kiém: Dat trung tinh;
- Khéng c6 tinh bdt hoac Dextrin;
- Cac chat tan trong nudc: 0,5% ;




- Trong luong: > 23g/m2.
Dat tiéu chuan ISO 13485

Bing dinh y té cac loai

Bang vai lya taffeta méu’tréng, Trong lugng khéi phu 50 — 60g/m?. keo oxyd kém
khong dung dung moi, s6 sgi 44x19,5/cm, lyc dinh 1.8 — 5.5 N/cm. Dat ti€u chuan:

0 cic c& ISO 13485:2016; 1SO 9001:2015, 1SO 14001:2015. Cudn 2,5cm x 5m, dugc luu hanh | 00" | 3000
tai cac nuoc lién minh chau au, nguyén liéu G7
Kich thudc kho 80cm. Pong goi 1000 met/kién i
ch dugc dét tir soi1 100% cotton C(:) d6 tham hut rat cao. Trong lugng 25—27 g/m2. Tay
trang bang oxy gia, khong c6 ddc t0, da dugc giat sach. Khong chira chat gay di ing,
A khong c6 tinh bot hodc Dextrin, khong c6 xo mun hoa tan trong nuéc va dich phu tang. .
! Gac hity t& Téc d6 hit nude =< 5 gidy. Do ngam nudc >=5gr nudc/1gr gac. Chat tan trong nudc Met 25000
<0.5%. D6 pH: trung tinh. D) trang: >=80% +/- 10%. Mudi kim loai: khong qua ham
lugng cho phép. Ham lugng chét beo: khong vuot qua 0,5%.
Dat tiéu chuan ISO 13485
N Gac duoc dét tur soi 1 pO% cotton c6 d6 thAm hut rét cao. Khong cé6 doc td, da duoc giat
8 Gac Phau thuat Khong dét | sach. Khong chira chat gay di ing, khong cé tinh bot hodc D’extrin, khong ¢6 xo mun Céi 3000
7.5x 7.5cmx 6 lop hoa tan trong nudc va dich phu tang. D6 pH: trung tinh. Mudi kim loai: khong qua ham
lugng cho phép. Tiét trung bang khi EO.Gas.Pat tiéu chuan ISO 13485
Xi lanh lam tr nhua nguyén sinh, vach chia dung tich rd net. Déc to lip vira day cho
9 Bom cho dn 50ml an. Gioang mém déo tao dugc do kin khit gitra pit tong va xi lanh. Tiét trung bang khi Céi 300
Ethylene Oxide (E.O).
Pat ti€u chuan: ISO 13485
- V0 trung o
Bom ti€ém 50 ml st dung | - Pittong di chuyén de dang trong xilanh; Khong bi do ri dung dich hodc c6 bong khi .
10 R Y S Cai 150
cho bom tiém dién tai cho ti€p noi
- Khong c6 ba via tai cac goc canh
‘n . Bom tiém insulin c6 thé tich 1ml-40UL kich thudc dau kim 31G*8mm, dat tiéu chudn .
11 Bom tiém Insulin 1 ml chat lugng ISO 13458:2016, CE, FDA Cai 30.000
- Chat li¢u: Nhya y té nguyén sinh dat ti€u chuan
- Xy lanh dau con, trong sudt, nhan bong khong cong vénh, khong cé bavia. Vach chia
dung tich rd nét, dung tich 1ml ) )
12 Bom tiém 1ml - Gioang ¢6 num bom hét hanh trinh gitp ti€m hét thuoc. Cai 2.000

- Pittdng c6 khia bé gay. ) )
- VO trung - khong doc - khong buot - khong géy sot - khong DEHP
- Tiét trung bang khi Ethylene Oxide (E.O).




- Pat tiéu chuén ISO 13485: 2016

13

Bom tiém 5ml

- Chét liéu: Nhya y té nguyén sinh dat tiéu chuan

- Xy lanh déu con, trong sut, nhin bong khong cong vénh, khong co bavia. Vach chia
dung tich rd nét, dung tich 1ml

- Gioang c6 nim bom hét hanh trinh gitp tiém hét thudc.

- Pittdng c6 khia bé gay.

- V6 tring - khong doc - khong budt - khong gay sot - khdng DEHP

- Tiét trung bang khi Ethylene Oxide (E.O).

Dat tiéu chuan ISO 13485

Cai

150.000

14

Bom tiém 10ml

- Chét liéu: Nhua y té nguyén sinh dat tiéu chuan

- Xy lanh d4u con, trong sudt, nhin bong khong cong vénh, khong co bavia. Vach chia
dung tich rd nét, dung tich 1ml

- Gioang c6 num bom hét hanh trinh giup tiém hét thudc.

- Pittdng c6 khia bé gay.

- V6 tring - khong doc - khong budt - khong gay sot - khong DEHP

- Tiét tring bang khi Ethylene Oxide (E.O).

Dat tiéu chuén ISO 13485

Cai

120.000

15

Bom tiém 20ml

- Chét liéu: Nhwa y té nguyén sinh dat tiéu chuin- Xy lanh diu con, trong subt, nhin
bong khéng cong vénh, khong c6 bavia. Vach chia dung tich 1o nét, dung tich 1ml-
Gioang c6 nim bom hét hanh trinh gitp tiém hét thudc.- Pittong c6 khia bé giy.- VO
tring - khong doc - khong budt - khong gay st - khong DEHP- Tiét trung bang khi
Ethylene Oxide (E.O).- Pat tiéu chuan ISO 13485

Cai

2.000

16

Kim canh buém

Kim 2 Canh Buém G19,G23,G25 kim lam béng chét liéu crom va niken trang silicol,
san pham tiét trang bang khi EO bao bi c6 miéng gidy thoat khi 2x2 cm, ddy nbi co
duong kinh trong 1.13mm dudng kinh ngoai 2.62 mm day ndi cudng luc khong thay
d6i tinh chat vat 1y va hoa hoc khi nhiét d6 moi trudng thay doi. San pham dat tiu
chuén iso 9001: 2015, iso 13485:2016

Cai

50.000

17

Kim lay mau, lay thudc
cac so

- Pau kim vat 3 canh, sic nhon, khong g, co nip chup bao vé

- Than kim nhén, tron déu, c6 du d6 cing co khi, khong bi cong vénh, khong tap chat
bén trong, dugc phu Silicone.

- B¢ kim ¢6 mau gitip phan biét ¢& kim theo tiéu chuan qudc té

- San pham déng gbi trong tui riéng, khong co doc td va chét gy st

- Tiét trung bang khi Ethylene Oxide (E.O)

Dat tiéu chuin ISO 13485

Cai

120.000




18

Kim trich mau

Pau kim thép khong ri vat ba dau sic nhon, chi dung dugc mot lan, khong can but
chich mau. Tiét trung bang tia Gamma. Dat tiéu chuan ISO 13485

Cai

5.000

19

Kim luon dung trong y t&
cac so

- Kim lam bang thép khong gi, dau kim c6 3 mit vat, sic bén, dé lay ven va giam dau.
- Ong catheter c6 2 vach can quang lam tur chat liéu PTFE/ Teflon, FEP, PUR nhya y té
tuong thich sinh hoc ¢6 tinh dan hoi, chong xoan-gap. Pau dng catheter hinh vt nén
6m sat kim gitp dé dang lay ven, gay t6n thuong it, it dau.

- Kim ¢6 canh ¢6 cong bom thude bo sung, dé dang mé nap.

- Khoang bao méu thiét ké trong sudt gitip dé dang xac dinh liy dtng ven.

- Khir tring bang khi EO( Ethylene Oxide).

- Thoi gian luu kim t6i da 96 gio.

- 14G; @ (2,1 x 45) mm; Flow/ Rate 270ml/ min.

- 16G; @ (1,8 x 45) mm; Flow/ Rate 200ml/ min.

- 18G; @ (1,3 x 45) mm; Flow/ Rate 85ml/ min.

- 20G; @ (1,1 x 32) mm; Flow/ Rate 55ml/ min.

- 22G; @ (0,9 x 25) mm; Flow/ Rate 33ml/ min.

- 24G; @ (0,7 x 19) mm; Flow/ Rate 18ml/ min.

- 26G; @ (0,6 x 19) mm; Flow/ Rate 10ml/ min.

Cai

30.000

20

Kim choc do gay té tuy
song

Pau kim Quinke 3 mat vat dai 3 1/2" G27, séc bén
Chuoi kim trong sudt, c6 phan quang, gitip phat hién nhanh dich néo tuy chay ra
Dat tiéu chuan ISO 13485

Cai

500

21

Kim cham ctru cac loai,
cac co

Kim cham ctru v6 trung loai dung 1 lan.

Kim ddc thép y té khong gi, dan dién tot.

Puong kinh: 0.16-0.45(mm), Chiéu dai: L: 13-75(mm)
Pat tiéu chuan EC va ISO 13485

Ngay san xuét - Han st dung dugc thé hién trén ting thi
Dat tiéu chuan ISO 13485

Cai

130.000

22

B¢ day truyén dich

Van kho4 diéu chinh, kim chai san xuat tir hat nhya ABS nguyén sinh.Van thoat khi c6
thiét ké mang loc khi vo khuan.Budng nho giot thé tich > 8.5ml, c6 mang loc dich <
15um. Co bau cao su tlép thudc. Dy din ciu tao tir chét liéu nhya PVC nguyén sinh,
mém déo, dai, do dan hdi cao, khong gly gap khi bao quan va su dung; Do dai day
truyén > 1700mm. Bao bi c6 miéng gidy thoat khi EO 3,5x3,5 cm dé thoat hét du
luong khi EO trong qua trinh tiét tring. DAy truyén dich kém kim hai canh budém
23Gx3/4" Dau ndi Luer lock c6 co ché xoay giup cho viée gin két v6i kim ludn chic
chén va d& thao tac khi si dung.Pat tiéu chuén CE ; TCVN 6591-4: 2008; tiéu chuin
tigt trung EN ISO 11135: 2014, EN ISO 13485

50.000




Van khoa diéu chinh, kim chai san xudt tir hat nhyra ABS nguyén sinh; Van thoét khi c6
thiét ké mang loc khi vo khuén; Buéng nho giot c6 mang loc dich. Day dén cAu tao tur
chat liéu nhwa PVC nguyén sinh, mém déo, dai, d6 dan hdi cao, khong giy gap khi bao
quan va st dung;

23 Bo déy truyén mau Pau ndi Luer lock c6 co ché xoay gitp cho viéc gan két voi kim ludn chéc chin va dé Bo 50
thao tac khi str dung.
Day dai >1500mm hoic diéu chinh theo yéu cau, lam tir chit liéu PVC y té khong chta
DEHP, khong gay sot, khong ddc hai, tiét tring bang khi EO. Kim séc, cic ¢&. Mang
loc & bau c6 kich thudc 16 loc 200um, toc dd dong chay 20 giot/ml
Day ndi bom tiém dién c6 khoa két ndi luer lock duoc 1am tir chét ligu PVC y té trong

e A suot, duong kinh trong <0.9mm, duong kinh ngoai <1.9mm, c6 khoa chin dong. Do L

24 Day noi bom tiém dién | 4.0 Lo dé}% ndi o6 0 ede <6 30175/140/150 o Tiét tring bing EO, khong gayg sét. cai 100
Pat tiéu chuan tiét trang EN ISO 11135: 2014, EN ISO 13485.
Loai khong c6 day nbi

25 Khoéa ba ngd khong ddy | - Puogc tiét trung Céi 200
- Pat tiéu chuan: 1SO 13485
Ging tay y té c6 bot chua tiét trang chuyén dung trong y té, dwoc san xuat tir cao su tu
nhién, st dung trong tham kham.
Bén trong c6 phu bot chéng dinh, trén bé mit nhén tron. Chiéu rong: XS: 76+3mm; S:
84+3mm: M: 94+3mm,; L: 105+3mm.

26 Gang cao su céc loai, cac | Trong lugng ging ¢ M: 5,4¢. Thiét ké va tinh nang: Thuan ca 2 tay, tinh mém mai, Dbi

A 01 220.000
c0 (co bot) giam tiét 1m0 hoi mang lai cam giac hoai mai vira van cho nguoi sir dung trong tham

kham y té. P day ngén tay tdi thiéu 0,12mm; Long ban tay, c0 tay t6i thiéu 0,10mm.
Do gia hoa, kéo dan: Min=18MPa, 650%. lugng bot tdi da 10mg/dm?2. Pat ti€u chuén
chat lugng: ISO 9001; ISO: 13845. EC, chiéu dai t6i thiéu: 240mm.
Dat tiéu chuan ISO 13485
Chiéu dai 280mm + 5.
- Chiéu rong: s6 6.5 (83mm % 5), 7.0 (89mm % 5), 7.5 (95mm + 5,

7 Gang tay phau thuat tiét | - C6 phii bot ngd bién tinh chdng dinh Dbi

: X £ . A s , n 0i 20.000
trung cac so - Ché tao tur latex cao su tu nhién, ¢6 mau trang kem ctia cao su tu nhién.

- Tiéu chudn: TCVN 6344:2007; ISO 10282:2014
- Tiét tring bang khi E.O. qué trinh theo tiéu chuan quéc té ISO 11135:2014
Két cAu cua thi mém mai, ong chéng xodn linh hoat duoc dong goi riéng biét. « Kich

28 Thi mau don 250ml c0: 250ml; Chung loai bao gom: tui don thich hop cho viéc lay mau toan phan cling Tai 50

nhu san xuat ché pham mau.- Pat tiéu chuan: ISO 13485




29

T1i nén ép tiét trung nhiét
d0 cao cac co

Lam tir chét liéu gidy va film y té, gidy nang 70 gsm/m2, film c6 ca loai mau xanh lam
chuin va mau xanh 14 cay khong rach.Tai ép phong tiét trang nhiét d6 cao cac cd:
75mm x 100m, 100mm x 100m, 150mm x 100m, 200mm x 100m, 250mm x 100m,
300mm x 100m, 350mm x 100mPat tiéu chuin ISO 13485

Cudn

10

30

Ti dung nudce tieu

- San xuat tir nhya y t€ PVC, khong doc hai.

- Kich ¢d 2000ml, d6 day 1.2mm, phan vach rd rang. C6 vach dung tich mdi 100ml.
bam bao kin khong 10 ri. Cé bang chia vach nghiéng cho phép theo ddi lugng nudc
tiéu cyc it (25ml) trong nhiing truong hop bénh nhan thiéu ni¢u.

- Van xa thoat day chir T, chdng trao ngugc, 6ng dau vao 90cm. C6 quai treo bing
nhua PVC.

- Than ti c6 bang ghi thong tin co ban vé& bénh nhan: Ho tén, s6 giuong, s phong.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)

1.000

31

Ong nghiém chdng dong
EDTA-K3

Chat liéu: Ong dugc 1am bang nhya y té PP, kich thudc dng 12x75mm, Nép bang nhua
LDPE mau xanh dwong. Hoa chét bén trong 1a Tripotasium Ethylenediaminetetra Acid
(EDTA K3) v6i ndng do tiéu chuan dé giit cac té bao trong mau nhét 13 tiéu cau luén &
trang thai tach roi toi da tir 6 - 8 gid. Dung trong xét nghiém huyét hoc (cong thirc mau
va xét nghiém HbA 1c..).Hoa chat bén trong ding khang déng cho 2ml mau véi vach
1dy mau 2ml riéng biét trén nhan éng.

Dat tiéu chuan EN ISO 13485, CE

25.000

32

Ong nghiém chéng dong
Natri Citrate 3,8% 2ml

Chat liéu: Ong dugc 1am bang nhya y té PP, kich thudc éng 12x75mm, Nap bang nhya
LDPE mau xanh 4. Hoéa chét bén trong 1a Sodium Citrate ndng d6 3.8%. Hoa chét bén
trong dung khang déng cho 2ml méu véi vach 1y mau 2ml riéng biét trén nhin 6ng.
Pat tiéu chuan EN ISO 13485, CE

Ong

2.000

33

Ong nghiém chdng dong
Heparin

Chat liéu: Ong dugc 1am bang nhya y té PP, kich thuéc dng 12x75mm, Nap bang nhya
LDPE mau den. Hoéa chit bén trong 1a chat khang dong Heparine Lithium. Dung dé
tach huyét trong 1am xét nghiém dién giai dd (Na, , K, , Cl, ...trir Li, ), khi mau.
Ngoai ra con st dung cho céc xét nghiém sinh hoéa dic biét 1a NH3 va dinh luong
Alcool trong mau.Hoa chat bén trong ding khang dong cho 2ml mau véi vach 1dy mau
2ml riéng biét trén nhin dng.

Dat tiéu chuan EN ISO 13485, CE

Ong

25.000

34

Ong nhiém nhya c6 nap

Ong nghiém nhya kich thudc 12x75mm, san Xuét tir nhyra PP nguyén sinh khong ddc,
dugc phep su dung trong y té. Nap mau do, khong chira hod chat.
Dat tiéu chuan EN ISO 13485, CE

5.000

35

Ong nhiém thity tinh

Kich thudc 16mm x100 mm, chét ligu thity tinh

Ong

5.000




36

Ong dat n6i khi quan co
bong so tir 2/0 dén 9/0

Chét liéu dng PVCThong sb cac c& dng: 2.5 (dudng kinh ngoai 3.6mm, chidu dai
130mm); 3.0 (dudng kinh ngoai 4.2mm, chiéu dai 160mm ); 3.5 (dwdng kinh ngoai
4.9mm, chiéu dai 180mm); 4.0 (dudng kinh ngoai 5.5mm chiéu dai 200mm); 4.5
(dudng kinh ngoai 6.2mm, chiéu dai 220mm) 5.0 (duong kinh ngoai 6.8mm, chiéu dai
240mm); 5.5 (dwdng kinh ngoai 7.5mm, chiéu dai 270mm), 6.0 (duong kinh ngoai
8.2mm, chiéu dai 280mm); 6,5 (duong kinh ngoai 8.8mm, chiéu dai 290mm).

Cai

160

37

B0 rira da day

B9 rira da day h¢ thong kin gdm 1 tdi dich vao, 1 tai dich ra, két noi voi nhau bing hé
thong day dan kin Dat ti€u chuan ISO 13485

100

38

Sonde da day

Ong thong da day cac ¢ g6m 2 loai c6 nap (gém cac ¢ 5Fr, 6Fr, 8 Fr, 10Fr) va khong
c6 nap (12Fr,14Fr,16Fr,18Fr). Day dan dugc san xuat tir chét liéu nhya PVC nguyén
sinh, mém, déo, tron giam t6n thuong niém mac. Pat tiéu chuan EN ISO 13485

Cai

300

39

Sonde dan luu 6 bung cac
sO

Sonde dan luu 6 bung cac s6. Pat tiéu chuan ISO 13485

Cai

100

40

Sonde hat nhét cac sb ¢o
van

Céc s6 5-6-8-10-12-14-16-18. San pham duoc két cau 02 phan. Khoa van va day dan.
Day dan dugc san xuét tir chét liéu nhya PVC nguyén sinh khong chira DEHP, nhwa
trong, nhén bong tranh gy t6n thuong, xay xudc niém mac, dau day hat co2 mit phu
de hat. Khoa van chia nhleu mau dé phan biét giita cac s6, c6 2 loai ¢6 nip va khong
nip. Bao bi c6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi EO trong
qua trinh ti¢t trung. Pat tiéu chuén CE, tiéu chuén tiét trung EN ISO 11135: 2014, EN
ISO 13485.

Cai

500

41

Day hut dich phau thuat

Day dan dugc san xuat tir chét liéu nhya PVC nguyén sinh. Puong kinh ngoai 6ng:
7.7/9.9/10.5 mm. Pudng kinh trong dng: 5/6.3/7.7 mm. Chiéu dai dng 2m, c6 hai dau
nbi gitp két ndi chit ché vao thiét bi. B& ngoai than dng day dan c6 rinh chbng bep,
déo dai va do dan hdi cao, chiu dugc ap luc 4m cao (-75kpa) khong bi bop méo

Dat tiéu chuin EN ISO 13485.

Cai

200

42

Ong hut dich

Chét liéu nhya PVC . Chiéu dai 27cm Pat ISO 13485

Cai

500




- Chat liéu nhya PVC y té cao cip, bao g6m day dan va gong miii
- Khong chira chat DEHP, duoc tiét trung bang khi EO

- Ong day mém, chdng vin xoan. B& mit tron nhin.

- Ong khong bi tac dong boi oxy hay thudc

43 Day thd oxy 2 nhanh - Pau tho mém, c6 2 dng thang dua vao mili mau tring trong, khong c¢6 chét tao mau Cai 1.000
- Cdc ¢0: tre so sinh, tré em va nguoi 1on )
- Déy dan c6 chi€u dai >2 m, long ong c6 khia chong gép.
- Dong goi 1 cai/ tui va tiét trung bang khi EO
- DPat tiéu chuan EN ISO 13485.
Catheter tinh mach trung Kim dan chit V; Guidewire dan duong dau chit J;dao md V‘E‘l kim nong b?mg nhua;
44 tdm 3 nong 7F, kim thang | Catheter tinh mach trung tam c6 duong kinh ngoai 7F, chi¢u dai 20cm, 3 nong, kich c& Bo 10
G16/G18/G18, dai 20cm | nong G16, G18,G18; Pau noi catheter ¢6 valve 2 chiéu; day dién cuc dé do ECG;
Kim khau ba canh céac L 1A s . .
45 od(kim khau da) Chat liéu thép. Hinh dang cong. Dat ISO 13485 cai 100
Chiéu dai: 360m _ ‘ ‘
46 Chi lanh Chét liéu 100% bépg sgi cotton, sgi chi bén mau bé mat sang bong, c6 do dai.Chi mau cuon 5
trang.Dat tiéu chuan ISO 9001, ISO 13485
S6 1 kim tam giac 3/8C, kim 30mm, kim ph silicon, soi chi dai 75cm. La chi phau
Chi khau khong tiéu thuét don soi khong ti€u tiét trung dugc lam tir polyamide 6.0 hodc 6.6; bé mat soi chi .
47 £ N X 1x ~ ; ~ . s s 4w A X A P = 4 S(_Yl 400
Nylon s6 1 muot ma gip dé dang xuyén qua cac mo. Soi chi c6 déc diém dé bude va sirc cang tot.
Tiéu chuan EN ISO 13485:2016, CE, san xuat tai Chau Au
Chi khau khéng tiéu Chi khor}g tari tong hop dAO“n so1 5072/9,. dai > 75cm, kim tam giac, 3/8 vong tron DS .
48 Nvlon s 2/0 24mm, lam bang thép khong gi phu silicon. i Soi 800
M Tiéu chuan EN ISO 13485:2016, CE, san xuat tai Chau Au
Chi khau khéng tiéu Chi khOI}g tari tong hO’p dAorn so1 s073/§),' dai > 75cm, kim tam giac, 3/8 vong tron DS '
49 Nvlon s6 3/0 24mm, lam bang thép khong gi phu silicon. A Soi 100
ylon so Tiéu chuén EN ISO 13485:2016, CE, sin xudt tai Chau Au
S6 4/0 kim tam giac 3/8C, kim 19mm, kim phu silicon, soi chi dai 75cm. La chi phau
Chi khau khong tiéu thuét don soi khong ti€u tiét tring dugc lam tir polyamide 6.0 hoéc 6.6; bé mat soi chi .
50 £ X s A R N ST e g2 X1 oA A o £ Soi 50
Nylon s0 4/0 muot ma gitp dé dang xuyén qua cac mo. Sgi chi ¢o6 dac diém de budc va stlrc cang tot.

Tiéu chuan EN ISO 13485:2016, CE, san xuét tai Chau Au




51

Chi khau tu ti€u tu nhién
s0 1/0

S6 1 kim tron 1/2C, kim 40mm, kim phu silicon, soi chi dai 75cm. Chi dugc ciu tao tir
mubi Chrom va collagen tinh ché dugc 13y tir mang thanh dich ciia bo. Chi s& mat sirc
cing khong 50% sau 14 ngay cay ghép, va tu tiéu hoan toan trong vong 90 ngay.

Tiéu chuan EN ISO 13485:2016, CE, san xuét tai Chau Au

Soi

200

52

Chi khau tu ti€u tu nhién
s0 2/0

S6 2/0 kim tron 1/2C, kim 26mm, kim phu silicon, soi chi dai 75c¢m. Chi dugc cu tao
tir mudi Chrom va collagen tinh ché dugc 1ay tir mang thanh dich ciia bo. Chi s& mat
strc cang khong 50% sau 14 ngay cdy ghép, va tu tiéu hoan toan trong vong 90 ngay.
Tiéu chuan EN ISO 13485:2016, CE, san xuét tai Chau Au

Soi

360

53

Chi tiéu tong hop da soi
Polyglactin 910 s6 1/0

S6 1 kim tron 1/2C, kim 40mm, kim phu silicon, sg¢i chi dai 90cm. La loai Chi ph5u
thuét tong hop da soi tu tiéu tiét tring c6 ding Polyglactin 910, thanh phan gdm 90%
Glycolide va 10% L-lactide. B& mit soi chi dugc trang boi 1 16p tong hop cia
Polyglycolid-co-Lactide va Calcium stearate. Chi s& gidm stc cang khoang 50% sau 21
ngay cdy ghép va s€ tu tiéu hoan toan trong vong 56 dén 70 ngay.

Tiéu chuan EN ISO 13485:2016, CE, san xuét tai Chau Au

soi

600

54

Chi tiéu tong hop da soi
Polyglactin 910 s6 2/0

Chi tan tong hop da soi Polyglactin 910 dwoc boc béi 50% la Polyglactin 370 va 50%
1a Calcium Stearate s6 2/0 dai >90cm, 1 kim tron dau tam giac RB-1 Plus bang thép
Ethalloy c¢6 phu silicone cai tién, dai 30mm 3/8 vong tron. Luc cing giir vét thuong
75% sau 14 ngay, 50% sau 21 ngay, 25% sau 28 ngay. Thoi gian ty tiéu hoan toan: 56-
70 ngay. Pat tiéu chuan ISO, CE, CFS.

SOl

800

55

Chi tiéu tong hop da soi
Polyglactin 910 s6 3/0

Chi tan tong hop da sgi Polyglactin 910 dugc boc boi 50% 1a Polyglactin 370 va 50%
la Calcium Stearate s6 3/0 dai > 75cm, 1 kim tron ddu tam giac RB-1 Plus bang thép
Ethalloy c¢6 phu silicone cai tién, dai 30mm 3/8 vong tron. Luc cing giir vét thuong
75% sau 14 ngay, 50% sau 21 ngay, 25% sau 28 ngay. Thoi gian tu ti€u hoan toan: 56-
70 ngay. Pat tiéu chuan ISO, CE, CFS.

soi

240

56

Chi tiéu tong hop da soi
Polyglactin 910 s6 4/0

S6 4/0 kim tron 1/2C, kim 22mm, kim phu silicon, s¢i chi dai 75cm. La loai Chi phau
thuat tong horp da soi ty ti€u tiét trung c6 dung Polyglactin 910, thanh phan gdbm 90%
Glycolide va 10% L-lactide. B& mit soi chi dugc trang béi 1 16p tong hop cia
Polyglycolid-co-Lactide va Calcium stearate. Chi s& giam strc cang khoang 50% sau 21
ngiy ciy ghép va sé tu tiéu hoan toan trong vong 56 dén 70 ngay.

o1

50

57

Ludi dao mo sur dung mot
lan céc loai, cac c&

- Dao sic. Chét lidu thép khong gi, tiét tring, cac s6 10, 11, 12,15, 20, 21, 22. Sir dung
trong tiéu phau
Ti€u chuan chat lugng: ISO 13485

chiéc

1.000




Phim X-Quang s6 héa

Phim dugc chu tao 4 16p bao gbm: 2 16p bao vé; 1 16p nhii tuong nhay sang va 1 16p
nén polyester - HG tro 16p nén 7-mil polyester - P Pat tiéu chuan chat lugng ISO

58 25¢m x 30cm 13485. - Mat d6 hinh anh Dmax: 3.3 - Phim c6 mat d ’dlem anh ti da 650 ppi . Ching Hop 170
nhan luu hanh ty do: M¥; Phap .Tuong thich véi hé thong may in phim laser Trimax
cua hang Carestream
- Buong kinh ngoai: 32 mm
59 ) - Chiéu dai ghim: 3.8 mm (£5%)
Stng cat tri - Buong kinh trong ctia ghim: 0.28mm (£5%) Cai 5
(Hodc tuong duong) ) R
Ti€u chuan EN ISO 13485:2016, CE, san xuat tai Chau Au
2 nhanh. Day s6 8Fr, 10Fr c¢6 chiéu dai >28cm. Dy s6 24Fr, 26Fr ¢6 chiéu dai >40cm.
, .| Chét liéu cao su, do cong thich hop. Bé mit trang silicone dé lam giam phan ung, di
60 Sonde Fscgc;y_222hanh €0 mg, tron lang khong gay ton thuong, khong gay kich ting da, khong gié v, dut gay. cai 600
Tiét trung bang khi E.O, Dong goi riéng tung don vi nho nhat. Size s6 8Fr, 10Fr, 24Fr,
26Fr; c6 bong 3-5ml; 5 -15ml; 15 - 30ml. Tiéu chuan EN ISO 13485: 2016
Lk B& mit nhin va diu nhon cho phép chén khong ton thuong dé nang cao sy phu hop cia .
o1 Sonde Nelaton ¢de sO | e 1 ihan; Tieu chudn EN ISO 13485: 2016 o 200
Chi thi hoa hoc kiém soat | Chi thi hoa hoc ho hap uét. Kich thudc: 1,5 cm x 20 cm. Thanh phan: vgiéy >99%,
62 qua trinh tiét khuan bang | Lead Carbonate Hydroxide: 0.5 - 0.9. Dung cho cac chu trinh tiét khuan hoi nudc Hop 2
hoi nudc 121° C-134° C.
) Bing chi thi tiép xtc cho goi dung cu tiét khuan bang hoi nuéc 3M™ Comply™ Steam
63 C}}i thi héa hoc ki@m tra Indicator Tapes 1322 du’og thiét k§ dé co dinh cac goi giuqc boc bang vai dét chua qua Cudn 20
chat lugng tiét khuan y t€ | xtr ly va vai khong dét, gidy va gidy / nhua dung mot lan. , kich thudce 24mm x 55m. :
CN chat lugng: ISO
A A Dau c6n vang dung tich 200 ul, lam tir nhya PP, Thiét ké phu hop voi cac loai cay .
64 Bau con vang pipet trén thi truong, om khit dau cdy pipet. iu chuin EN ISO 13485 cai 2.500
i Dau con xanh dung tich 1000 ul, lam tir nhya PP, Thiét ké phu hop véi cac loai cay
65 Pau con xanh pipet trén thi truong, 6m khit dau cay pipet, thanh trong khong dinh nudc. iéu chuan Cai 1.500

EN ISO 13485
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Dé ludi gb tiét trung

Que d¢ ludi gd: G4 ty nhién, thé min, ddng nhat, khong 151, khong cong vénh. G& duoc
hap chin trude khi dua vao san xuat va siy kho, danh bong khi ra thanh pham nén dat
dd cung, nhan cao, an toan trong sir dung. Kich thudc: 150mm x 20mm x 2mm. San
pham duoc tiét tring bang khi Ethylene Oxide (E.O)

Tiéu chuan EN ISO 13485:2016, CE, sin xuat tai Chau Au

Cai

5.000

67

Mat na x6ng khi dung cac
cO

- Mit na duoc san xut tir nhwa PVC nguyén sinh, mau tréng trong, khong co chit tao
mau. C6 b khi dung.

- Day dan c6 chiéu dai >2m, long ong c6 khia chong gap duoc san xuét tir chat ligu
nhya PVC nguyén sinh, mau trang trong. Day dan c6 khia dam bao khi oxy ludn dugc
tuan hoan.

- Thanh nhém mém déo dam bao gilr kin khit mat na va miii bénh nhan.

- Day chun c6 dinh bo mit na va dau bénh nhan c6 d6 dan héi cao.

-Cacco: M, L, XL.

- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)

- Dat tiéu chuan EN ISO 13485.

Cai

200

68

Mask tho oxy So sinh,
NL+TE

- Mit na duoc san xuit tir nhya PVC nguyén sinh khong chira doc t8, mau tréng trong,
khong cé chat tao mau.

- Dy dan c6 chiéu dai >2m, long 6 dng co khia chong gap duoc san xuét tir chat liéu
nhya PVC nguyén sinh, mau trang trong. Day dan co khia dam bao khi oxy ludn duoc
tuan hoan.

- Thanh nhém mém déo dam bao gitr kin khit mat na va miii bénh nhan.

- Day chun ¢ dinh bd mit na va dau bénh nhan c6 do dan hoi cao.

-Cacco: M, L, XL.

- San pham duoc tiét tring bang khi Ethylene Oxide (E.O)

- Pat tiéu chuan EN ISO 13485.

Cai

100

69

Ambu bdng bop

gém bong, mask, tai du trit khi, day. Mask silicon loai bom hoi. dugc ti€t trung, cac cd,
st dung cho nguoi 16m, tré em
Tiéu chuan EN ISO 13485

Cai

10

70

Bong dén hong ngoai

Cong suat bong: 25W

Cai

10




2 dén 815 tron dai 15 - 63mm, day 1mm, rong 7mm, st dung Vit cimg 2.0mm, mil vit

71| Nepbantay thang 3-616 | 1" chét lieu thép y t khong gi. Tiéu chuan 1SO 13485-EC Cai 10
4 dén 1116 dai 60 - 151mm, day 3mm, rong 12mm, ¢6 xé ranh it tiép xuc, két hop 16
79 Nep khod ban nho xwong | khoa va 10 thuong gitp linh hoat trong viéc lya chon vit, khoang cach gitra cac 16 Céi 10
canh tay 12mm, su dung vit khoa dk 3.5mm , md vit hoa thi. Chat li¢u titanium nguyén chat.
Tiéu chuan ISO 13485-EC
5dén 1516 dai 95 - 275mm, day 4.5mm, rong 14mm, co xé rinh it tiép xuc, két hop 16
a2 .| khoa va 16 thuong gitp linh hoat trong viéc lua chon vit, khoang cach gitra cac 16 .
3 Nep khoa than cang chan 18mm, su dung vit khoa dk 5.0mm, mii vit luc nang. Chat lidu titanium nguyén chét. Cai 10
Chat liéu titanium mau Xam den. Ti€u chuan ISO 13485-EC
" 4dén 1215 dai 49 - 145mm, day 1.5mm, rong 11mm, khoang cach giira cac 16 12mm,
74 Nep khoa cang tay str dung vit khoa dk 3.5mm, mii vit hoa thi .Chat liéu titanium nguyén chat. Tiéu chuan Cai 20
1SO 13485-EC
Nep khoa chit S xuon 4 dén 1215 trai, phai ,dai 46 - 139mm, day 2.5mm, rong 11mm, khoang cach giira cac
75 dé’n e cag 15 12mm, sit dung vit khoa dk 3.5mm, mii vit hoa thi. Chat lidu titanium nguyén chét. Céi 12
> Havp Tiéu chuén 1SO 13485-EC
?;ﬁhﬁgoan?;ﬂgﬂm é‘:ﬁgﬁ 3~dén 715 trai, phai ,dai 109 - 169mm, day 3mm, rong 12.5mm, khoang cach gitra cac
76 , g,c 5 h”’% lie 16 12mm, su dung vit khoa dk 3.5mm, mii vit hoa thi. Chat liéu titanium nguyén chat. Cai 5
©p, €ac €0, Chal liew | Tiay chuan 1SO 13485-EC
Titanium
Nggnl;htza d;‘;tdgoégugzg 3dn 715 trai, phai ,dai 109 - 169mm, day 3mm, réng 12.5mm, khoang cach gitra (;éC
77 Y, mat ngoal, 16 12mm, str dung vit khoa dk 3.5mm, mil vit hoa thi. Chéat lidu titanium nguyén chat. Cai 5

nén ép, cac ¢, chat liéu
Titanium

Tiéu chuan 1SO 13485-EC




Nep khoa dau dudi xwong

Nep khoa xuong chay mit trong dau nep 9 15 nep co tir 5 dén 13 16 trai, phai ,dai 113

78 chay mdt trong trai/ phai | - 221mm, day 3.5mm, rong 13.5mm, khoang cach giira cac 16 16mm, su dung vit khoa Céi
cac ¢0, chat liéu titan dk 3.5mm, mii vit hoa thi. Chat li€u titanium nguyén chat. Ti€u chuéan 1SO 13485-EC
‘ 5dén 1315 trai, phai ,dai 157 - 317mm, day 5mm, rong 18mm, Dau nep ¢6 7 1 bat vit
79 Nep khoa dau dudi xuong | khoa, than nep c6 xé ranh it tiep xuc, ket hop 16 khoa va 16 thuong giap linh hoat trong Cai
dui, chat liéu titan viéc lua chgn vit, khoang cach gitra cac 10 18mm,q st dung vit khéa dk 5.0mm va 6.0-
6.5mm. Chat liéu titanium nguyén chat. Tiéu chuan 1ISO 13485-EC
Nep khoa diu dudi xuone | 2 dén 715 dai 56 - 100mm, day 2mm, rong 10mm, khoang cach giita cac 16 10mm, sir
80 P T & | dung vit khoa dk 3.5mm, mii vit hoa thi . Chét li¢u titanium nguyén chét. Tiéu chuan Cai
quay 1SO 13485-EC
Nen kho diu dudi xuone | dén 715 dai 56 - 100mm, day 2mm, rong 10mm, khoang céch gitra cac 15 10mm, sir
81 °P uay( chit T nho) & dung vit khoa dk 3.5mm, mii vit hoa thi . Chat liéu titanium nguyén chat. Tiéu chuan Cai
quay ISO 13485-EC
Neo khoa diu trén xuone | 2 dén 1216 dai 94 - 244mm, day 3mm, rong 12.5mm, Pau nep c6 9 18 bét vit khoa,
82 P canh ta € | than nep c6 x¢ ranh it ti€p xdc, khoang cach gitra cac 16 12mm, su dung vit khoa dk Céi
y 3.5mm, mi vit hoa thi. Chat liéu titanium mau xam den. Tiéu chuan ISO 13485-EC
4 dén 1415 trai, phai ,dai 119 - 283mm, day 4mm, rong 14.2mm, Dau nep c6 418 bat
Nep khoa dau trén xwong | vit khoa, khodng cach gitta cac 16 16mm, than nep c6 xé ranh it ti€p xic, ket hop 16
83 chay mét ngoai/ trdi/ phdi | khoa va 16 thuong giap linh hoat trong viéc lua chon vit, khoang cach giira cac 16 Caéi
cac loai, chat liéu titan 16mm, su dung vit khoa dk 5.0mm, mii vit luc nang. Chat liéu titanium mau Xam den.
Tiéu chuan ISO 13485-EC
Nep khoa diu trén xuong | dén 1115 trai, phai ,dai 120 - 245mm, day 5mm, rong 17.6mm, Dau nep c6 4 16 bat
84 i chc <6, tréi/ phai, hop vit khda, than nep co xé ranh it tiep xuc, ket hop 160 khoa va 16 thuong gitp linh hoat Céi

kim titanium

trong viéc lya chon vit, khodang cach gitra cac 16 18mm, st dung vit khoa dk 5.0mm va
6.0-6.5mm. Chat liéu titanium nguyén chat. Tiéu chuan ISO 13485-EC




6 dén 16 156 dai 117 - 297mm, day 5mm, rong 18mm,c6 xé ranh it tiép xuc, két hop 16
khoa va 10 thuong giap linh hoat trong viéc lya chon vit, khoang cach gitra cac 1o

8 Nep khoa than xuong dui 18mm, str dung vit khoa dk 5.0mm, md vit luc nang. Chat liéu titanium nguyén chét. Cai 10
Tiéu chuan ISO 13485-EC
., Pudng kinh than vit 2.0mm dai 5-20mm. dk mil vit 2.5mm , mii vit chit thap. Chét liéu -
86 Vit cing 2.0mm hop kim titanium. Tiéu chun SO 13485-EC cai 40
Vit khoa dudne kinh Buong kinh than vit 3.5mm ren 1.5mm dai 10-70mm.budc tang 2mm, dk mi vit 6mm
87 3.5mm & , M vit hoa thi gitp chong trugt. Chat liéu hop kim titanium . Tiéu chuan 1SO 13485- Caéi 350
' EC
Vit khéa duone kinh Buong kinh than vit 5.0mm ren 1,5mm dai 20-50mm.budc tang 2mm, 50 -120mm
88 5.0mm & budce tang Smm, dk mi vit 8mm , mi vit luc ndng. Chat liéu hop kim titanium. Tiéu Caéi 300
' chuan ISO 13485-EC
. o DK 0.4, 0.6, 0.8, 1.0mm dai 5-10 mét, thép mém déo. Chat liéu thép y té khong gi. .
89 Chithep dkedeed | rig chuin I1SO 13485-EC ca 3
9% Dinh Kitsner céc ¢, nhon | DK 0.8 dén 3.0mm, dai tir 280mm dén 300mm, mot dau nhon. Chét ligu thép y té Ci 60
mot dau. khong gi. Tiéu chuan 1SO 13485-EC
o1 Dinh Stei .~ | PK4.0mm dén 5.0mm, dai 200mm, Dinh 1 du c6 ren , doan ren dai 30mm. Chit li¢u Céi 30
1 SICImAn €ac o™ ¢ v t& khong gi. Tiéu chuén 1SO 13485-EC
92 Miii khoan cc & bK1.2,1.5,1.8,2.0,2.5,2.73.0,3.2,3.5,4.0,4.5mm, dai 115mm. Chat li€u thép y t& Céi 10

khong gi. Tiéu chuan 1SO 13485-EC




()ng sdo, Khung 2 binh

93 din Ong tron , doc than ¢ 18, Chat lidu thép y té khong gi. Tiéu chuan ISO 13485, EC Cai 6
94 Giéy dién tim dung cho may dién tim 6 can, Pat ISO 13485, CE, Cudn 80
95 Giéy in may muéc tidy Ifézg 5tl_1uorc: 57mm x 30m, dung cho may in nhiét nudc ti€u, Pat ti€u chuan: ISO Cuén 80
96 Gidy in Monitor san khoa | KT 112mm x 25m x 16 mm, ding cho may Monitor theo ddi san khoa. Cudn 100
Gidy in den trang.
Kich thuéc: 110 mm x 20 m.
97 Giay siéu am Do nhay va tuong phan phu hop véi may in. Cudn 120
Tiéu chuén chat lugng: ISO 13485
Xuat xr: Nhat Ban
KT: 32 x41mm ) .
Bé mat tiép xuc: dang Gel AQUA-TAC, tiép xtc on dinh, chat lugng truyén tin hiéu
n . . cn cao.
98 bien cye dar_l do may dién | Miéng dan: Dang Foam bén, dinh chit én dinh, d& dang dan vao ciing nhu thao ra, Cai 400
tim N . : £ A A
khong lam anh huong dén da bénh nhén.
- Hang sir dung 1 lan, da tiét trang
Tiéu chuan EN ISO 13485
2 Ry Khau trang gidy khang khuan 4 16p. Pat tiéu chudn San pham dat tiéu chuén ISO .
9 Khau trang y € 416p | 3425 150 9001, CE, FDA. Tiét triing kin bang khi EO. Quy cach: 50 cai/hop cai 20.000
100 Mil gidy da tigt trang | D0 U6t trung, quy cach: | cai/tli cai 10.000

Tiéu chuan EN ISO 13485




101

Day garo cao su

Puoc lam béng thun, chit liéu

cao su, co gidn tot, c6 bing gai dinh 2 dau. San phdm c6 thé sir dung lai nhiéu lan.
Kich thudec: 2,5cm (£0,5cm) x30cm (£2cm)

Tiéu chuan EN ISO 13485

Cai

100

102

Lam kinh

Chat ligu thuy tinh trung tinh. Trong suét. Kich thuéc 25,4*76,2mm +1mm
Tiéu chuan EN ISO 13485

100

103

Lam kinh mai

Chat liéu thuy tinh trung tinh. Trong sudt. Kich thudc 25,4*76,2mm +1mmTiéu chuin
EN ISO 13485

10

104

Nhiét ké thily ngan

Céu tao ctia nhiét ké gdm c6 bau chira thuy ngan, dng mao quan, bau chira phy, thang
chia d6. Than nhiét ké lam bang thuy tinh chiu nhiét.

Vach chia d6 rd nét, dé quan sat.

Khoang do: tir 35 @6 C - 42 6 C.

Tiéu chuan EN ISO 13485

Cai

120

105

Hop an toan

Chat lidu: Gidy Duplex khang thing. Mau sic: Mau Vang Y té. Kich thude: > 150 x
120 x 270mm. Dung tich: >5L
Tiéu chuan EN ISO 13485

Cai

500

106

Bo huyét ap

Dai do: 20 t6i 300 mmHg - B9 chinh xé4c: + 3 mmHg.
Pat ti€u chuan ISO 13485

10

107

Day dién cham

Dung cho may dién cham KWD-808 |
Tiéu chuan EN ISO 13485

108

Tui bao Camera M6 ndi
soi

Tai bao gdbm:

- Ong nylon 18 x 230cm. D4y budc 2 ly 2 x60 cm

- Tai chat ligu nilon

- Yéu cau an toan: Khong dinh bui ban, tap chét, ko rach, thing, ko kich tng da. ..
-Dugc dong goi trong bao bi gidy c6 mau chi thi tiét tring ding trong y té.

Tiéu chuan EN ISO 13485

Tui

200

109

Coc dom

Nguyén liéu: nhya PP

Mau séc: tring trong

Kich thudc: @60mm x 35mm

St dung: dung dom, nudc tiéu ctia bénh nhan
Tiéu chuan EN ISO 13485

Cai

500




Tui dyng réc thai y t& mau

Chét liéu: nhya HDPE, nhua PE. Mau sic: xanh. Kich thudc: > 40cm x 60cm, co day

110 xanh rut budc Kg 20
111 Ti dung rac thai y té mau | Chét liéu: nhua HDPE, nhya PE. Mau séc: den Kich thugce: > 40cm x 60cm, c6 day rut Kg 20
den budc
11 | Tii dung réc thai y té mau | Chat liéu: nhya HDPE, nhya PE. Mau sic: vang. Kich thudc: > 40cm x 60cm, c6 diy Kg 20
vang rat bude
113 Tai dung rac thai y té mau | Chat liéu: nhua HDPE, nhya PE. Mau séc:tréng. Kich thudc: >40cm x 60cm, co day Kg 20
trang rut bugc
Chat lugng % 02 > 99,6%
Pat tiéu chuan khi y té ;
114 Khi OXY binh (40 lit) | Ap suat nap >150atm; Binh 350
Ap xuat sir dung >135atm
Dbong binh 40 lit.
Chat lugng % 02 > 99,6%
Pat tiéu chuan khi y té ;
115 Khi OXY binh (7 lit) | Ap suit nap >150atm; Binh 50
Ap xuét st dung >135atm
Dong binh 8 lit.
Chat luong % CO2 > 99,9%
116 Khi CO2 bat tiéu ISO 9001-2015 hodc twong duong Binh 10
Dbong binh 8 lit.
I1 - HOA CHAT, VAT TU XET NGHIEM
1. Dung dich sat khuan tay
Chlorhexidine gluconate 2%, Sodium lauryl ether sunphate, Sodium lauryl Benzene
) , X Sulfonate, Coconut fatty acid, Diethanol Amide; Cocamido propyl betain, chit bao vé,
Dung dich rira tay phau ~ n .
117 thuat dudng da, huong liéu. chai 100

Quy céach dong goi: Chai 1000ml
Tiéu chuan EN ISO 13485




Dung dich rura tay sat

Chlorhexidine Digluconate 4%; Chat dudng da, giit am: Caprylyl glycol va

118 khuan thuong quy Tocophenol acetate chai 100
Chlorhexidine Digluconate 0,5% (v/v); Ethanol 80% (v/v); )
Dung dich rira tay sat Isopropyl alcohol (Isopropanol) 7.2% (v/v) va cac chat phu gia, chat dudng da
119 khuan nhanh khong can | (Glycerine, Alpha- chai 400
nudc Terpineol, Alpha-Bisabolol, Aloe Vera, Vitamin E...) vira du 100%.
Tiéu chuan EN ISO 13485
2. Hoa chit sat khuan dung cu
Dung dich khur kl}uén - ’Orthg—Phthalaldehyde 0,55% (w/w), hé¢ dém pH =7-9. - Hi€u qua sau thoi gian ngam
120 dung cu y t€ bao gbm ca | t6i thidu 5 phut. - Hiéu qua vi sinh (phase 2, step 2) - Vi khuan: EN 14561 - Nam, méc: Can 100
dung cu noi soi khong EN 14562 - Mycobacterium (Tryc khuan lao): EN 14563. - Quy cach can 5 lit. Dat tiéu
chiu nhiét, c6 chira OPA. | chuan ISO 13485
- Enzyme Protease 0,5 % (w/w).
Dung dich Enzym lam | - Chat hoat dong bé mét non-ionic: Fatty alcohol alkoxylate, C9-11 Ethoxylate...
sach dung cu y té bao - Chat chong an mon: Benzotriazole.
121 gbm ca dung cu ndi soi, | - Chat chinh pH: Acid citric, Triethanolamine. Chai 20
st dung dugc cho ”cé may | - Che}t tao mau, huong li€u...
rua khir khuan - Thé tich chai 1000 ml.
- DPat tiéu chuan ISO 9001, ISO 13485
Vian nén khir khudn cac -Vién nén khir khuan chtra 2,5g NaDCC- Vién nén khir khuan véi thanh phan chinh Ia
122 U clo khd, Sodium Dichloroisocyanurate (NaDCC) dugc pha tron vdi cac thanh phan sui Vién 1.000
bé mat cliing ; . s A
bot trudc khi dugc nén thanh dang vién nén.
Thanh phan: 90% v/v Ethanol. Trong sudt, miii Alcool, dung trong y té, tac dung sat
A A khuén, ngam rira. .
123 Con 90 d6 duoc dung 1SO: 13485 Chai 100
Quy cach dong goi: Chai 500ml
. C6 kha nang diét t&i 99,9% vi khuén phé rong, nam, nha bao va virus, khir trung, sat
124 Cloramin B khuén. Pat tiéu chuin 1SO Kg 25
Vbi s6 da "Dung dé hap \ A s \ Y ne
195 thu khi CO2 trong phong T}lanh phan chinh 1a NaOH va Ca(OH)2 giup hap thu CO2. Vi soda dang hat. Quy Kg 10
A R cach >4.5kg/can.
chong doc
126 Than hoat Bo6t min mau den, tai 1kg Tai 10
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Dau parafin dong nhat

Dau parafin Khong chira tap chat, 1a dung dich 16ng tron, khong mau, khong mui

Lit

khong tap chat
128 Parafin tén Par?ﬁn tl‘le ran, dang sdp mau trang, khong mui, khong vi. Kg 50
Khoéng hoa tan trong nudc
129 DAu soi kinh Dung dich dau soi kinh hién vi, trong sudt, khong mau, chai 500ml Lo 3
130 Xvlen Thanh ph:?m: Xylene: 99.11%, dugc dung dé xir Iy mé trong cac mau mé hoc va té bao lit 2
y hoc. Thuoc thir dugc bao quan ¢ khoang 15-300C
131 Nudc Javen Chat 16ng, 13 dung dich tdy rira. Can 10 lit Lit 20
132 Foocmol 34-36% Nong do: 34-36% dang dung dich. Péng goéi 500ml/ chai Dat tiéu chuan ISO Chai 4
3. Gel ndi soi, siéu am
Gel siéu 4m phu hop tan sb siéu am dang str dung, phi hop dién cuc may dién tim, dién
133 Gel siéu am nao. 7 can 10
Tiéu chuan EN ISO 13485
Gel bdi tron merufa lube hoa tan dugc trong nude, dung phd bién trong boi tron &m
134 Gel noi soi dao, khérp phu khoa, thut rita &m dao, ndi soi tryc trang, dai trang Tup 100
Tiéu chuan EN ISO 13485
4. Huyét thanh miu
135 Huyét thanh mau anti A, | Mdi by gom 3 lo khéng thé don dong Anti A, anti B, anti AB, mdi lo t6i thiéu 10ml. bs 50

anti B, anti AB

Tiéu chuan EN ISO 13485

5. Sinh phim y té
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Test thir nhanh phat hién
khang nguyén virus viém
gan B

Chi dinh: Xét nghiém chin doan In-vitro dinh tinh phat hién khang nguyén HBsAg
trong huyét thanh hodc huyét trong ciia ngudi. Hoat chat chinh: Cip khang thé khang
HBsAg. bat TCCL ISO 13485.

- B4 nhay tuong quan: 100% (95%CT*: 96.19% - 100%)

- B§ dac hiéu twong quan: 100% (95%CT*: 99.18% - 100%)

- D6 chinh xac twong quan: 100% (95%CT*: 99.32% - 100%)

Tiéu chuan EN ISO 13485

test

5.000

137

Test tha nhanh phat hién
khang thé virus viém gan
C

Chi dinh: Xét nghiém chan doan In-vitro dinh tinh phat hién khéngthé khang HCV
trong huyét thanh hodc huyét tuong ciia nguoi.

Hoat chit chinh: Cac khang nguyén HCV tai to hop.

Han dung: 24 thang

Hiéu qua chan doan:

- B¢ nhay tuong quan: 99.05% (95%CI*: 97.24% - 99.68%)

- b6 dac hiéu tuong quan: 99.46% (95%CI*: 98.61% - 99.79%)
- B chinh xac twong quan: 99.33% (95%CI*: 98.63% - 99.68%)
*95%CI: Khodang tin cay 95%

Hop 50 test

Tiéu chuan EN ISO 13485

test

100

138

Binh tinh phat hién khang
thé khang virus HIV

Phat hién dinh tinh khang thé khang HIV-1 va HIV-2 trong mau huyét thanh/huyét
tuong nguoi.

- b6 nhay twong quan: >99.9% (96.8% - 100%)

- B dac hiéu twong quan: 99.0% (97.1% - 99.8%)

- B9 chinh xac twong quan: 99.3% (97.9% - 99.8%)

Dat tiéu chuan: ISO 13485

test

5.000

139

Test thir nhanh tiéu duong

Men que thir:GOD, cong nghé "No coding"Khoang do: 0.6-33.3 mmol/L (10-
600mg/dL)Loai miu pham: Mau mao mach (ddu ngon tay, gan ban tay, trén canh tay)
Phu hop voi moi di tuong st dung bao gdm cé tré so sinhCho phép bu thém mau lan 2
trong vong 3 gidybdi tuong sir dung (HCT) 25- 60 %Thoi gian do: 4 gidyLuong miu
méu: 0.4uLGia trj YSI tham chiéu dugc do tir miu mau mao mach ly tir dau ngon tay
v6i khoang gia tri mau pham tir 2.3 dén 31.9 mmol/L (40.9 d&én 574 mg/dL), cho két
qua: - Pat 100% nam trong khoang +0.83 mmol/L (£15 mg/dL) v&i ndng do dudong
huyét < 5.55 mmol/L(100 mg/dL) - Pat 99,6% nam trong khoang +15% véi nong do
duong huyét > 5.55 mmol/L (100 mg/dL)Piéu kién 1am viéc: 5 - 45°C; 10 - 90%
RHTiéu chuin: ISO 13485:2016, ISO 15197, CE, FDA

test

5.000




Dinh tinh phat hién Morphine trong nudc tiéu clia nguoi.

Hoat chit chinh: Khang thé khang MOP, cong hgp MOP-BSA.; Khéng thé dé khang
IgG tho.

Ngudng phat hién (cut off) 300 ng/ml.

- Bg nhay tuong quan 100%,

140 Tes,tvlnha";ll? Xt I;]%h“-’m - o dic hidu twong quan 100%, test 200
orphin % chan - B9 chinh xac twong quan 100%.
- D¢ chinh x4c ngiu nhién lip 100%
Khong bi gay nhidu boi cac chit sau tai ndng d6 100 pg/mL: 4-Acetamidophenol, N-
Acetylprocainamide, Ampicillin, Aspartame.
Doc két qua tai 5 phit
D6 6n dinh: on dinh trong diéu kién bao quan 2-
30°C
Han sir dung: 24 thang ké tir ngay san xuét
* Pat tiéu chuan ISO 13485:2016
* Ching nhan CE theo Chi thj thiét bi y té IVD sd
98/79/EC
* Pai dién duogc uy quyén tai Cong dong Chau Au
- Méu pham: Nudc tiéu
- Ngudng phat hién:
Test thir nhanh phat hién | MDMA: 500ng/mL, MET: 1000
141 MOP/MDMA/MET/THC | ng/mL, MOP: 300 ng/mL, THC: 50 ng/mL test 2.300
trong nuoc tiéu 4 chan | - Cac thong s6 ky thuat:
Do nhay tuong ddi: MDMA: 100%,
MET: 96,8%, MOP: 96,8%, THC: 96,8%
Do dic hiéu tuong ddi: KET: 98,6%, MDMA: 100%,
MET: 100%, MOP: 97,9%, THC: 98,3%
b9 tin cay: MDMA: 100%, MET:
97,3%, MOP: 97,3%, THC: 97,5%
- Do 6n dinh: 6n dinh trong diéu kién bao quan 2-
30°C
Han sir dung: 24 thang ké tir ngay san xuét
6. Hoa chit dung trong vi sinh, hos sinh
B6 thudc nhuém Gram (| B6 nhudém Gram dung dé thyc hién xét nghiém nhudm soi. Bao gf”)m 04 dung dich
142 Fucshin + Lugol 3%+ tim | thudc nhudm thanh phan 1a Crystal Violet chai 250ml, Lugol chai 250ml, Decolor Bo 2

Gentian)

(alcohol- acetone) chai 250ml va Safranine chai 250ml. 1ISO 13485
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B6 nhuém Lao

B0 nhu¢m Ziehl Neelsen dl‘}ng dé thuc hién xét nghiém nhudm soi. Bao gdm 03 dung
dich thu6c nhudm thanh phan la Carbol Fuchsin chai 250ml, Alcohol acid
(Hydrochloric acid in ethanol) chai 250ml va Methylene Blue chai 250ml . 1ISO 13485

15

7. Hoa chét cho may xét nghiém Huyét hoc

144

Dung dich pha loang miu

hoa chat pha loang ding cho may huyét hoc
Thanh phan:

Organic buffer < 0,1 %

Sodium salts < 1,0 %

Natrium azide < 0,05 %

Quy céch: 10 lit

60

145

Dung dich rua

Ho4 chét rira thuong quy dung cho may huyét hoc
Thanh phan:

Organic buffer < 0,5 %

Sodium salts < 2,0 %

Proteolytic enzyme < 0,5%

Preservative < 0,05 %

Quy céach: 1 it

20

146

Dung dich ly giai

Hoa chat ly giai hong cau, giai phong HGB.
Thanh phan:

Ammonium salts < 3,0 %

Potassium cyanide < 0,05 %

Quy céach: 1 lit

40

147

Dung dich rira dam déc

Dung dich rira dam déc, dung trong cac truong hop déc biét.
Sodium hypochlorite < 4.0% vira da 500ml

Dat tiéu chuén Iso 13485

Quy céch: 0.5 lit

8. Hoa chit cho may huyét hoc 3 thanh phan

148

Nbi kiém cho may huyét
hoc 3 thanh phan, 3 muc
thap - Trung - Cao

Dung dé chuén cho may phan tich huyét hoc 3 thanh phan Thanh phan

149

Dung dich pha loang miu

Pugc ding dé dém va xéac dinh kich ¢& té bao trong may phan tich huyét hoc 3 thanh
phan.Thanh phan: + Sodium chloride: 3.0 - 5.5 g/L+ Sodium sulphate anhydrous: 7.5 -
11.5 g/L+ Buffering agents: 1.0 - 3.0 g/L+ Anti fungal & Anti bacterial agent: 0.8 - 2.5
g/LHop (1 x 20L)

20
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Dung dich rira rira may
dinh ki

- C6 chure néng phan giai té bao phuc vu dém sb lugng va chénh I¢ch té bao bach cau
va do luong huyét sic to trong may phan tich huyét hoc 3 thanh phan.

Thanh phan:

+ Quaternary ammonium salts: < 50 g/L

+ Non-ionic surfactant: < 15 g/L

+ 2-Propanol: 0.1 - 1.5 mL/L

Hop (2 x 500mL)

15

151

Dung dich ly giai mau

- C6 chire nang 1am sach dinh ky dau 1y mau trong may phan tich huyét hoc 3 thanh
phan.

Thanh phan:

+ Surfactant: > 2.0g/L

+ Sodium hypochlorite: > 100 g/L

+ Sodium chloride: > 100 g/L

Hop (4 x 50mL)

15
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Dung dich rira dng

C6 chtrc ning 1am sach duong ng cia may phan tich huyét hoc 3 thanh phan.
Thanh phan:

+ Sodium chloride: 3.0 - 5.5 g/L

+ Sodium sulphate anhydrous: 7.5 - 11.5 g/L

+ Buffering agents: 1.0 - 3.0 g/L

+ Non ionic surfactant: 5.0 - 8.0 g/L

+ Anti fungal& Anti bacterial agent: 0.8 - 2.5 g/L

Hop (1 x 1000mL)

10

9. Héa chit chay trén may sinh héa 400

153

Hoa chit xét nghiém dinh
lugng Albumin

Hoa chit xét nghiém dinh lugng Albumin trén may sinh hoa; quy cach: R: 4 x 250 mL
+ Std: 1x2mL; dai do: 1,6-6 g/dL

Thanh phan gom:

Hoa chat: R

- Succinate buffer, pH 4.20

- Bromocresol green: 0.2 mmol/L

- Surfactant

Chét chuan: Std

-Albumin: 3.5 g/dL (35 g/L)

- Sodium azide: < 0.1% khdi lugng/ khdi lugng

10
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Hoa chit xét nghiém dinh
lwong ALT/GPT

Hoa chit xét nghiém dinh luong ALT/GPT trén may sinh hoa; quy cach: R1: 5x100ml
+ R2: 1x127ml; dai do: 10-450 U/LThanh phan gdm:Hoéa chét 1: R1-Tris buffer, pH
7.50-L-alanine: 680 mmol/L-LDH: >2000 U/L-Sodium azide: <0.1% khéi lugng/khdi
luongHoba chat 2: R2-Alpha-ketoglutarate: 97 mmol/L-NADH: 1,1 mmol/L-Sodium
azide: <0.1% khéi lwong/khdi lwgng

10
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Hoa chat xét nghiém dinh
lugng Amylase

Hoa chit xét nghiém dinh lugng Amylase trén may sinh hoa; quy cach: 6 x 50 ml; dai
do: 20-1500 U/L

Thanh phan gom:

- Good's buffer, pH 6.15

- CNP-G; : 2,27 mmol/L

- Sodium azide: <0,1% khdi lugng/khdi lugng

- Cing chtra calcium va mudi chloride, cing nhu potassium thiocyanate cho hiéu suét
to1 uu

156

Hoa chat xét nghiém dinh
luong AST/GOT

Hoa chat xét nghiém dinh lwong AST/GOT trén may sinh hoa; quy cach: R1: 5x100mL
+ R2: 1x127mL; dai do: 10-450 U/L

Thanh phan gom:

Hoéa chat 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: >2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1% khéi lugng/khdi luong
Hoéa chit 2: R2

-Alpha-ketoglutarate: 78 mmol/L

-NADH: 1.1 mmol/L

-Sodium azide: <0.1% khéi lugng/khdi luong

10
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Hoa chét xét nghiém dinh
luong Bilirubin Direct

Hoa chat xét nghiém dinh luong Bilirubin Direct trén may sinh héa; quy cach: R1:
1x100mL + R2: 1x25mL; dai do: 0.08-10.55 mg/dL

Thanh phan gom:

Hoa chat 1: RI.

-Sulfanilic acid: 29 mmol/L

Héa chit 2: R2

-Sodium nitrite: 11 mmol/L

158

Hoa chit xét nghiém dinh
lugng Bilirubin Total

Hoa chat xét nghiém dinh lwong Bilirubin Total nguoi trén may sinh hoa; quy cach:
R1:2x100mL + R2: 1x50mL; dai do: 0.25-25 mg/dL

Hoba chét 1: R1.

-Sulfanilic acid: 29 mmol/L

-Cetrimide: 29 mmol/L

Hoa chat 2: R2

-Sodium nitrite: 11 mmol/L




Hoa chat xét nghiém dinh

Hoa chat xét nghiém dinh lugng Cholesterol trén may sjnh hoa; quy cach: R: 4 x 250
ml + Std: 1x5 ml; dai do: 20 - 600 mg/dLThanh phan gom:Hoa chat: R- Good's buffer,
pH 6.7- Phenol: 24 mmol/L- Cholesterol esterase: > 180 U/L- Cholesterol oxidase : >

159 lrone Cholesterol 200 U/L- Peroxidase : > 1000 U/L- 4-aminoantipyrine: 0.5 mmol/L- Sodium azide: < Hop
ong 0.1% khoi luong/khoi lugng Ciing chura surfactants (chat hoat dong beé mat) va
magnesium salts (mudi magie) cho hiéu suat tdi vu.Chat chuan: Std- Cholesterol:
200mg/dL
Hoa chat xét nghiém dinh Iugng CK NAC trén may sinh hoa; quy cach: R1: 2x50mL +
R2: 1x26mL; dai do: 10-1714 U/L
Thanh phan gom:
Hoéa chat 1: R1
- Imidazole buffer, pH 6.10 (20°C)
- D-Glucose: 25 mmol/L
- NADP: 2.5 mmol/L
. I A - Hexokinase: > 6800U/L
160 Hoa (l:hat Xeéﬁgggg dinh | _ 5o dium azide: < 0.1% khéi lwong/khéi luong Hop
uong Hoa chét 2: R2
- Imidazole buffer, pH 8.9 (20°C)
- Creatine phosphate: 250 mmol/L
- ADP : 15.2 mmol/L
- G-6-PDH: > 8800 U/L
- Sodium azide: < 0.1% khéi luong/khdi lwong
Ciing chira cac mudi magie, N-Acetyl-Cysteine, EDTA, Diadenosine pentaphosphate
vd AMP cho hiéu suét i uu
Hoa chit xét nghiém dinh lugng CK-MB trén méy sinh hda; quy cach: R1: 2x50mL +
R2: 1x26mL; dai do: 10-600 U/LThanh phan gém:Hoa chat 1: R1- Imidazole buffer,
pH 6.1 (20°C)- D-Glucose: 25 mmol/L- NADP: 2,5 mmol/L- Hexokinase : > 6800
161 | Hoa chét xét nghiém dinh | U/L- Sodium azide: <0.1% khoi lwong/khdi lugngNong do khang thé Anti-CK-M c6 Ho
lvong CK-MB trong R1 du dé urc ché 2000 U/L CK-M ¢ 37°C Hoa chat 2: R2- Imidazole buffer, pH P
8.9 (20°C)- Creatinine phosphate: 250 mmol/L- ADP: 15,2 mmol/L- G-6-PDH: >
8800 U/L- Sodium azide: <0.1% khdi lwong/khéi lugngCiing chira cac mu01 magie, N-
acetyl-L-cystein, EDTA, Diadenosine pentaphosphate va AMP cho hiéu suét t6i uu
Ho4 chit kiém chuén, kiém tra chat lugng xét nghiém CK-MB; quy cach: 4 x 3 mL/hop
162 Chat hiéu chuan xét Thanh phan: Hop

nghiém dinh lugng CK

San pham déng kho dugc chuin bj tir huyét thanh ngudi va CK-MB ngudi
Sodium azide: <0.1% khoi lugng/khoi lugng
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Hoa chat xét nghiém dinh
lugng Creatinine

Hoa chit xét nghiém dinh lugng Creatinine mau huyét thanh ngudi trén méy sinh héa;
quy cach: R1: 1x125ml + R2: 1x125ml + Std: 1x5ml; dai do: 0.5-15 mg/dL

Thanh phan gom:

Hoéa chét 1: R1

- Picric acid 8.73 mmol/L

Hoéa chat 2: R2

- Sodium hydroxide: 312.5 mmol/L

- Diodium phosphate 12.5 mmol/L

Chét chuan: Std

- Creatinine: 2 mg/dL

10
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Hoa chat xét nghiém dinh
luong Glucose

Hoa chat xét nghiém dinh luong Glucose trén may sinh hoa; quy cach: R: 4 x 250 ml +
Std: 1x5ml; dai do: 20-400 mg/dL

Thanh phan gom:

Hoa chat: R

- Phosphate buffer, pH 7.4

- Phenol: 10 mmol/L

- 4-aminoantipyrin: 0.3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: <0.1% khéi luong/khdi luong
Chét chuén Std

- D-glucose: 100 mg/dL

10
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Hoa chit xét nghiém dinh
luong Cholesterol HDL

Hoa chat xét nghiém dinh lugng Cholesterol HDL trén méy sinh hoa; quy cach: R1:
2x90ml + R2: 1x60ml; dai do: 5 - 200 mg/dLThanh phan gom:Ho4 chat 1: R1-Buffer,
pH 6.85-N-(2-Hydroxy-3-sulfoppropyl)-3,5-dimethoxyaniline sodium salt (HDAQS):
> 0.5 mmol/L-Peroxidase: > 8000 U/L-Ciing chira cac hop chét phdt pho v6 co va hiru
coHoa chat 2: R2-Buffer, pH 8.15-Cholesterol Oxidase: > 2000 U/L-Cholesterol
Esterase: > 180 U/L-Peroxidase: > 15000 U/L-4-aminoantipyrine: > 2 mmol/L-
Surfactant: 0.6 %-Sodium azide: < 0.1 % (p/p)Ciing chira ascorbate oxidase cho hi¢u
suét tdi uu




Hoa chat xét nghiém dinh
lugng Cholesterol LDL

Hoa chat xét nghiém dinh luong Cholesterol LDL trén may sinh hoa; quy cach: R1:
R1: 4x21ml + R2: 2x14ml; dai do: 15 - 600 mg/dL

Thanh phan gom:

Hoa chat 1: R1

-Buffer, pH 6.85

-N-(2-Hydroxy-3-sulfopropyl)-3,5-dimethoxyaniline sodium salt (HDAOS): > 0.5
mmol/L

-Peroxidase: > 5000 U/L

-Céc hop chit phét pho v6 co va hitu co

-Surfactant: 1%

Hoa chét 2: R2

-Buffer, pH 8.15

-Cholesterol Oxidase: >2000 U/L

-Cholesterol Esterase: > 2000 U/L

-Peroxidase: > 20000 U/L

-4-aminoantipyrine (4-AA): > 2 mmol/L

-Surfactant: 0.025 %

-Sodium azide: < 0.1 % (p/p)

Ciing chira ascorbate oxidase dé ¢ hiéu suét ti uu
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Hoa chét xét nghiém dinh
lugng Total Protein

Hoa chat xét nghiém dinh luong Protein toan phan trén may sinh hoa; ; quy cach: R:
4x250mL + Std: 1x5mL; dai do: 0.2-12 g/dL

Thanh phan gom:

Hoa chat: R

-Copper sulfate: 6 mmol/L

-Sodium hydroxide: 490 mmol/L

Ciing chira iodide va mudi tartrate cho hiéu suét t6i uu

Chat chuan: Std

-Albumin 6 g/ dL

-Sodium azide: <0.1% (Khdi lugng/khdi luong)

10
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Hoa chét xét nghiém dinh
lugng Triglycerides

*Hoa chat xét nghiém dinh lugng Triglycerides trén may xét nghiém hoa sinh* Dai do
30-1000 mg/dL*Quy cach: R 4x250mL + Std 1x5mL*Thanh phan: Hoa chit R- Good's
buffer, pH 7.0- P- chlorophenol: 2.7 mmol/L- ATP: 3.15 mmol/L- Amino- 4-
antipyrine: 0.31 mmol/L- Lipoprotein lipase: > 2000 U/L- Glycerol kinase: > 500 U/L-
Glycerol- 3- phosphate oxidase: > 4000 U/L- Peroxidase: > 500 U/L- Sodium azide:
<0.1% (khdi lugng/khdi lugng)Ciing chira mudi magie, FAD va surfactants cho hiéu
suét ti wuChat chuan: Std- Glycerol (twong tu triglycerides) 200 mg/dL- Sodium
azide: <0.1% (khi luong/khdi luong)
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Hoa chat xét nghiém dinh
lugng Urea

Hoa chat xét nghiém dinh lugng Urea trén may sinh hoa
Quy cach R1: 5x100mL + R2: 1x127mL + Std: 1x5mL;
Dai do: huyét thanh/huyét twong 10-300 mg/dL , nude tiéu 200-6000 mg/dL
Thanh phan gom:

Hoéa chat 1: R1

-Tris buffer, pH 7.60 (37°C)

-Anpha-Ketoglutarate: 9 mmol/L

-Urease: >8100 U/L

-GIDH: >1350 U/L

-Sodium azide: <0.1% (khéi lugng/ khéi lugng)

Hoa chat 2: R2

-NADH: 1.3 mmol/L

-Sodium azide: <0.1% (khdi lugng/ khéi lugng)

Chét chuén:

- Urea: 50 mg/dL (8.33 mmol/L)

10
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Hoa chit xét nghiém dinh
luong acid Uric

*Hoéa chat xét nghiém dinh luong acid Uric trén may xét nghiém hoéa sinh.
*Dai do: Huyét thanh/huyét twong: 1.5-25 mg/dL; Nudc tiéu: 5-250 mg/dL
* Quy cach: 6x100ml + Std: 1x5ml

*Thanh phan:

Hoa chat R:

- Buffer, pH 7.0

- EHSPT: 0.72 mmol/L

- Amino- 4- antipyrine: 0.37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1% (khi lugng/khéi lugng)

Chét chuan Std:

- Uric acid: 6 mg/dL

- Sodium azide: <0.5% (khoi lugng/khdi luong)
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Hoa chét kiém chuan muc
bat thuong cho céac xét
nghiém thuong quy

Ho4 chit kiém chuén cho két qua xét nghiém binh thudng cho cac xét nghiém hoa sinh
liét ke trong bang gia tri di keém; Quy cach: 10 x 5 ml/hopThanh phén: - Huyét thanh
nguoi dong kho co st dung céac chat phu gia hoa hoc/ sinh hoc.

Lo

24
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Hoa chét kiém chun muc
thuong cho cac xét
nghiém thuong quy

Ho4 chat kiém chuéan cho két qua xét nghiém bt thudng cho cac xét nghiém hoa sinh
liét ké trong bang gia tri di kém;

Quy cach: 10 x 5 ml/hop

Thanh phan:

- Huyét thanh ngudi dong kho c6 sir dung cac chat phu gia hoa hoc/ sinh hoc.

Lo

24




Hoa chat chuan cho cac

Ho4 chét hiéu chuan cho cac xét nghiém héa sinh liét ké trong trong bang gia tri di
kem;
Quy céach: 4 x 3 ml/hdp

173 xét nghiém thuong quy | Thanh phan: Lo 12
- Huyét thanh nguoi dong kh@ cO st dupg cac chat phuy gia hoa hoc/ sinh hoc.
- Sodium azide < 0.1% (khoi lugng/khdi luong)
*Dung dich rtra, 1am sach kim hiit bénh pham/ hoa chat, mixer va cuvettes ciia may xét
Dung dich tinh acid dung | nghiém sinh hoa tu dong
174 d€ rira cho mdy phén tich | * Quy cach: 2 lit/can . ) ‘ Lo 12
sinh héa ty dong *Thanh phan: KOH, chat hogt gi(f)ng bé mat khong ion, chat hoat dong beé mat
polyanionic, chat dém va chat 6n dinh.
. Dung dich ding dé rira kim va cuvette ciia may xét nghiém hoéa sinh.
Dung dich tinh kiém dung | Quy cach: SOL:1x 1L
175 dé rira cho may phéan tich | Thanh phan: ) ) Lo 12
sinh héa ty dong - Sodium azide < 0.1 % (khoi lugng/ khoi lugng)
- Cling chura chat hoat dong bé mat.
Bong dén 12-20W dung
176 cho may xét nghiém sinh | Bong dén 20W dung cho may xét nghiém sinh hoa Cai 2
hoa
177 Cuvette cho may sinh héa | Cuvet dung cho may xét nghiém sinh hoéa Mindray hop 1
10. Héa chit chay trén may sinh héa 430
) Dé xdc dinh dinh lugng néng do ALB trong huyét thanh va huyét tuong trén hé thong
178 Hoa chat xet nghiém dinh | do quang trong chan doan in vitro.Phuong phap do: Bromcresol Green MethodDai Ho 30
lwong Albumin tuyén tinh: 3-60g/LThanh phan gom:Hoa chat R: - Citrate buffer: 30 mmol/L - P
Bromocresol green: 0.26 mmol/L - Surfactant: 1.5 g/L
Dé x4c dinh dinh lugng hoat tinh Alanine Aminotransferase trong huyét thanh va huyét
tuong trén hé thong do quang trong chan doan in vitro.
Phuong phap do: IFCC Method ma khong c6 hoat hoa pyridoxal phosphate
Dai tuyén tinh: 4-1000 U/L
Thanh phan gom:
o e ..o | Hoachat RI:
179 Hoa chat xét nghi¢m dinh | °_ Tris-buffer: 150 mmol/L Hop 24

luong ALT/GPT

- L-Alanine: 750 mmol/L

- LDH >1200 U/L

- NADH: 0.4 mmol/L

Hoa chit R2:

- a-Oxoglutarate: 90 mmol/L
- NADH: 0.9 mmol/L
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Hoa chat xét nghiém dinh
lugng Amylase

Thudc thir ao-AMY duing dé xac dinh dinh lugng hoat tinh cua a-Amylase (1,4-a-D-
glucanohydrolases) trong huyét thanh, huyét tuong hodc nude tiéu trén hé thong do
guang.

Phuong phap do: IFCC Method

Dai tuyén tinh: 5-1500 U/L

Thanh phan gom:

Hoa chat R1:

- Tris buffer: 50 mmol/L

- Magnesium sulphate: 10 mmol/L

- a-Glucosidase: 4500 U/L

Hoa chit R2:

- Tris buffer: 50 mmol/L

- E-pNP-G7: 5.5 mmol/L
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Hoa chat xét nghiém dinh
luong AST/GOT

Thuoc thir AST dung dé xac dinh dinh lugng hoat 46 AST trong huyét thanh hodc
huyét tuong trén hé thong do quang trong chan doan in vitro.Phwong phap do: IFCC
method ma khong c6 hoat hoa pyridoxal phosphateDai tuyén tinh: 4-800 U/LThanh
phan gom:Hoa chat R1: - Tris Buffer: 100 mmol/L - L-aspartate: 300 mmol/L - LDH
>900 U/L - MDH > 600 U/L - NADH: 0.4 mmol/LHéa chit R2: - a-oxoglutarate: 60
mmol/L - NADH: 0.9 mmol/L

24
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Hoa chét xét nghiém dinh
lugng Bilirubin Direct

Dé xéc dinh dinh lugng nong do Bil-D trong huyét thanh, huyét twong nguoi trén hé
thong do quang trong chan doan in vitro.

Phuong phéap do: DSA Method

Dai tuyén tinh:1-260 umol/L

Thanh phan gom:

Hoa chat R1:

- Hydrochloric acid : 170 mmol/L

- Sulfanilic acid : 29 mmol/L

Hoa chit R2:

- Sodium nitrite: 72 mmol/L
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Hoa chét xét nghiém dinh
lugng Bilirubin Total

Pé xac dinh dinh lugng ndng do Bil-T trong huyét thanh, huyét twong ngudi trén hé
thdng do quang trong chin doan in vitro.
Phuong phap do: DSA Method

Dai tuyén tinh:1.7-600 pmol/L

Thanh phan gom:

Hoa chat R1:

- Hydrochloric acid : 100 mmol/L

- Sulfanilic acid : 5 mmol/L

- Surfactant: 1%

Hoa chit R2:

- Sodium nitrite: 72 mmol/L




Héa chét hiéu chuén xéac
dinh dinh luong chat phan

*Hoa chat hiéu chuin xac dinh dinh luong chét phan tich men tim trén h¢ théng do
Mindray BS.

184 tich men tim trén hé théng *Thanh phan: £ 2 x Hop
may sinh héé CK-MB Calibratpr la mot chat hi@u chuég dong kho dya trén huyét thanh. Hoat tinh
cua cac thanh phan chat hi¢u chuan cy thé theo ting 16.
Chét kiém soat dong kho Clﬁlgherllll Mlllll‘fl Colrlltrf)l (leYel 1),dlﬁqc. su dl:mgAtrolil’Igﬁll(iéTn sc?ét fhit luqr{g illéthghén
185 dua trén huyé t thanh tic pa oct ongt qonvg bang cac .Aglarr3 sat d‘(,) C 1’ xaq Ava d? ¢ um cua he thong Hop
noudi do Mlndray BS va kha nang Zcet .I_A}ghlen,l cua phonAg xét n%hlcm l?m sangCIln‘(?hem
Multi Control (level 1) la chat kiém soat dong kho dya trén huyét thanh nguoi
*Hoéa chét hiéu chuan xac dinh dinh lugng cac chét phan tich hoa hoc thuong quy trén
Hoa chat hiéu chuan dinh | hé théng do Mindray BS.
186 luong cac chat phan tich | *Thanh phan: Hop
héa hoc thuong quy Multi Sera Calibrator 1a mot chét hiéu chuan dong kho dua trén huyét thanh nguoi.
N6ng d6 hoac hoat do cua cac thanh phén chét hiéu chun 1a cy thé theo tung 10.
Dung dich rira, diing lam ZDung d’ich‘ rfra’, dl‘{ng lam sach dinh ki may xét nghiém sinh hoéa tu dong
187 sach dinh ki my xét Quy cach: 2 livhop , : \ Can
. , - *Thanh phan: KOH, chat hoat dong bé mat khong ion, chat hoat dong bé mat
nghiém sinh héa ty dong L Y I
polyanionic, chat dém va chat 6n dinh.
Dé xac dinh dinh lugng nong d6 TC trong huyét thanh va huyét tuong nguoi trén hé
thong do quang trong chan doan in vitro.
Phuong phap do:CHOD-POD Method
Dai tuyén tinh: 0.1-20.0 mmol/L
Thanh phan gom:
188 Hoa chit xét nghiém dinh | - Hoa chit R: Hop
luong Cholesterol Phosphate buffer 100 mmol/L ¥
Phenol 5 mmol/L
4-Aminoantipyrine 0.3 mmol/L
Cholesterol esterase >150 KU/L
Cholesterol oxidase >100 KU/L
Peroxidase 5 KU/L
Pé xac dinh dinh lugng nong do CK trong huyét thanh hoic huyét twong ngudi trén hé
thong do quang trong chan doan in vitroPhwong phap do: IFCC MethodDai tuyén tinh:
189 | Hoa chat xét nghiém dinh | 5-1000 U/LThanh phan gdm:Hoéa chéat R1: - Imidazole buffer : 100 mmol/L - Glucose : Hop

lugng CK NAC

20 mmol/L - N-acetylcysteine(NAC) : 0.2 mmol/L - Magnesium acetate 10 mmol/L -
EDTA: 2 mmol/L - NADP: 2 mmol/L - AMP: 5 mmol/L - HK >4 U/mLHoéa chat R2: -
Creatine phosphate: 30 mmol/L - ADP 2 mmol/L - G-6-PDH >2.8 U/mL
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Hoa chat xét nghiém dinh
luong CK-MB

Pé xac dinh dinh lugng hoat tinh CK-MB trong huyét thanh hodc huyét tuong nguoi
trén hé théng do quang trong chan doan in vitro

Phuong phép do: IFCC Method

Dai tuyén tinh:5-600 U/L

Thanh phan gom:

Hoa chat R1:

- Imidazole buffer 100 mmol/L

- Glucose 20 mmol/L

- N-acetylcysteine(NAC) 0.2 mmol/L

- Magnesium acetate 10 mmol/L

- EDTA 2 mmol/L

- NADP 2 mmol/L

- AMP 5 mmol/L

- HK >4 U/mL

- Goat Anti-Human polyclonal antibody 2000 U/LCK-MM
Hoa chit R2:

- Creatine phosphate 30 mmol/L

- ADP 2 mmol/L

- G-6-PDH >2.8 U/mLL
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Hoa chét kiém chuén,
kiém tra chat lugng xét
nghi¢m CK-MB

*Hoba chét hiéu chudn xac dinh dinh lugng cht phan tich men tim trén hé thong do
Mindray BS.

*Thanh phan:

CK-MB Calibrator 1a mot chat hiéu chuin dong khé dwa trén huyét thanh. Hoat tinh
ctia cic thanh phan chét hiéu chuén cu thé theo ting 16.
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Hoa chit xét nghiém dinh
luong Creatinine

Dé xac dinh dinh lugng ndng do creatinine trong huyét thanh, huyét twong va nudc tiéu

trén hé théng do quang trong chan doan in vitro.Phuong phap do: Sarcosine Oxidase
MethodDai tuyén tinh:10-7000 pmol/LThanh phan gém:Hoéa chat R1:- CRTase >
40KU/L - Sarcosine Oxidase >7KU/L - Ascorbic acid oxidase 2KU/L - Catalase
>100KU/L - ESPMT 0.47mMHoa chat R2 : - Creatininase >400KU/L - Peroxidase
>50KU/L - 4-aminoantipyrine 2.95 mmol/L

24




Hoa chat xét nghiém dinh
lugng Glucose

Dé xac dinh dinh lugng nong do Glu trong huyét thanh va huyét twong trén hé thong do
quang trong chan doan in vitro

Phuong phap: Glucose oxidase-Peroxidase (GOD-POD) method
Dai tuyén tinh: 0.3-25 mmol/L

Thanh phan gom:

Hoa chat R1:

Phosphate buffer 100 mmol/L

Ascorbate oxidase 4700 U/L

Glucose oxidase 4000 U/L

Hoa chat R2:

Phosphate buffer 100 mmol/L

Peroxidase 6700 U/L

4-Aminoantipyrine 0.7 mmol/L

p-Hydroxybenzoic acid sodium 1.3 mmol/L

24
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Hoa chét xét nghiém dinh
luong Cholesterol HDL

Pé xéc dinh dinh lugng nong d6 HDL-C trong huyét thanh trén hé thong do quang
trong chan doan in vitro.
Phuong phap do: Direct Method
Dai tuyén tinh: 0.05-6.0 mmol/L
Thanh phan gom:

- Hoa chat R1:

Good’s buffer 100 mmol/L
Cholesterol esterase 600 U/L
Cholesterol oxidase 380 U/L
Catalase 600 KU/L

HDAOS 0.42 mmol/L

- Héa chat R2:

Good’s buffer 100 mmol/L
4-aminoantipyrine 1.0 mmol/L
Peroxidase >2.8 U/mL
Surfactant <2%

195

Hoa chét xét nghiém dinh
lugng Cholesterol LDL

Dé x4c dinh dinh lugng nong d6 LDL-Cholesterol (LDL-C) trong huyét thanh, huyét
tuong nguoi trén hé thong do quang trong chan doan in vitroPhwong phap do: Direct
MethodDai tuyén tinh: 0.05-20 mmol/LThanh phan gdm:- Hoa chit R1:Good’s buffer
50 mmol/LCholesterol esterase 600 U/LCholesterol oxidase 500 U/LCatalase 600
KU/LTOOS 2 mmol/L- Hoa chit R2:Good’s buffer 50 mmol/L4-aminoantipyrine 4
mmol/LPeroxidase 4 U/mL
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Hoa chét hi¢u chuan xéc
dinh dinh luong chat phan
tich Lipid

*Hoa chat hiéu chuin x4c dinh dinh luong chét phan tich lipid trén hé théng do
Mindray BS.

*Thanh phan:

Lipids Calibrator (Chét chuén lipid) 1a mot chat hiéu chuan dong kho duya trén huyét
thanh ngudi. Nong do cua cac thanh phan chat hidu chuan cu thé theo timg 16.
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Hoa chét xét nghiém dinh
lugng Total Protein

Dé xac dinh dinh lugng nong do TP trong huyét thanh va huyét twong ngudi trén hé
thdng do quang trong chan doan in vitro

Phuong phéap do: Biuret Method

Dai tuyén tinh: 2-120g/L

Thanh phan gom:

- Hoa chét R:

Sodium-potassium tartrate 32 mmol/L

Sodium hydroxide 200 mmol/L

Potassium iodide 30 mmol/L

Cupric sulfate 12 mmol/L

22
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Hoa chit xét nghiém dinh
lugng Triglycerides

bé xac dinh dinh lugng nong d6 TG trong huyét thanh va huyét twong nguoi trén hé
thdng do quang trong chin doan in vitro
Phuong phap do:GPO-POD Method
Dai tuyén tinh: 0.1-12.5 mmol/L
Thanh phan gom:

- Hoa chét R:

Phosphate buffer 50 mmol/L
4-Chlorophenol 5 mmol/L
ATP 2 mmol/L

Mg2+: 4.5 mmol/L

Glycerokinase >0.4 U/mL
Peroxidase >0.5 U/mL
Lipoprotein lipase >1.3 U/mL
4-Aminoantipyrine 0.25 mmol/L
Glycerol-3-phosphate-oxidase >1.5 U/mL

13
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Hoa chit xét nghiém dinh
lugng Urea

Dé xac dinh dinh lugng nong ¢ Urea trong huyét thanh, huyét twong va nude tiéu
ngudi trén hé théng do quang trong chan doan in vitroPhuong phap do:Urease-GLDH,
UV MethodDai tuyén tinh:0.9-40.0 mmol/LThanh phan gdom:- Hoa chat R1:Tris buffer
120 mmol/LADP 750 mmol/LUrease >40 KU/LGLDH >0.4 KU/L- Hoa chét R2:
NADH 1.2 mmol/La-Oxoglutarate 25 mmol/L

24
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Hoa chit xét nghiém dinh
luong acid Uric

Bé xac dinh dinh luong noéng do uric acid trong huyét thanh, huyét twong hodc nudc
tiéu nguoi trén hé thong do quang trong chan doan in vitro
Phuong phap do: Uricase-Peroxidase Method




Dai tuyén tinh: 20.8-1500 pmol/L
Thanh phan gom:

- Hba chit R1:

Phosphate buffer 70 mmol/L
Peroxidase 5000 U/L
Ascorbate oxidase 3000 U/L
TOOS 0.72 mmol/L

- Hoa chat R2:

Phosphate buffer 70 mmol/L
Peroxidase 10000 U/L
4-Aminoantipyrine 1.7 mmol/L
Uricase 750 U/L

201 Cuvette cho may sinh héa | Cuvet dung cho may xét nghiém sinh hoa Mindray hop 1
10. Hoa chit vt tw dung cho may dong mau
Dung dé xac dinh Prothrombin Time (PT) bang phuong phap thu c6ng hodc tu dong.
PT-SI ¢6 thé dugc st dung dé xét nghiém cac yéu td dong mau trong cac con duong
Hoa chét xét nghiém dor‘lg maukngokal s1n’h va con duong chung. A

202 Prothrombin Time (PT) Thanh phan gom co: o Hop 28
- Hoa chat Thromboplastin (dang dong kho) chira Chiét xuat ndo thé > 10%, Sodium
azide < 0,01%
- bém CaCl2 chira Sodium azide < 0,01%
St dung chat hoat hoa axit Ellagic, dung dé x4c dinh thoi gian Thromboplastin mot
phan hoat hoa (aPTT) bang phuong phap thii cong va tu dong.

B0 hoa chit xét nghiém Thanh phan gom cb: :
203 : ¥ - Hoa chét 1 (6x4ml): Hoa chat aPTT-EL: Cephalin ndo tho < 1.0%, ellagic acid, Hop 15
aPTT : . _

sodium azide < 0,01%;
- Hoa chét 2 (6x4ml): Dung dich CaCl2 0,02 mol/l, sodium azide < 0,01%, mudi va
chat 6n dinh.
Dung xac dinh Fibrinogen trong huyét twong bang phuong phap thu cong va tw dong.
Thanh phan gom co:
- Hoa chit Fibrinogen dang dong kho 5x2ml, thanh phan: thrombin nguoi 80 - 100

204 Hoa chét xét nghiém IU/ml, sodium azide < 0,01%. Hop 20

Fibrinogen

- Dung dich dém Imidazole Buffer;d Saline 1x100mL, pH 7.4 £ 0.2, thanh phﬁn:
imidazole 0,05mol/l, dm va chat 6n dinh.

- Chat chuén: Fibrinogen huyét twong tham chiéu (dang dong kho) 2x1mL, thanh phan:

huyét twong nguoi, sodium azide < 0,01%.
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Hoba chat kiém chuan murc
thap

Hoa chét kiém chuin, dung dé theo d&i hiéu suit cac xét nghiém déng mau thudng quy
muc bat thuong. Hop 6x1ml gdm c6: nguoi, sodium azide < 0.01% , dang dong kho

206

Héa chét chuin muc cao

Hoa chat kiém chuan, dung dé theo ddi hiéu sudt cac xét nghiém dong mau thuong quy
mirc bat thuong.
Hop 6x1ml gébm c6: nguoi, sodium azide < 0.01% , dang dong kho

207

Hoa chit chuan mirc trung
binh

Hoa chat kiém chudn, ding dé theo dbi hiéu suat cac xét nghiém doéng mau thuong quy
mure binh thuong.
Hop 6x1ml gom c6: nguoi, sodium azide < 0.01% , dang dong kho

208

Cuvette dung cho may xét
nghiém dong mau

Cuvet dung cho may xét nghiém dong mau ty ddng HumaClot Pro

10

209

Dung dich rira may

Dung dé 1am sach thudng xuyén tram rira, 6ng thai, kim hut va bom chat thai ctia may
phén tich d6ng mau HumaClot Pro, lam giam nguy co 1y nhiém vét liéu sinh hoc.
Quy cach: 5 x 15 ml. Thanh phan: Aqueous Solution

20
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Hoéa chat hiéu chuan

Héa chét hiéu chuan, duoc sir dung dé hiéu chuén cac xét nghiém dé phan tich
Prothrombin Time (PT) va Antithrombin.

Hop 4x1ml (dang dong kho) Calibrator chira: Mau gop huyét tuong nguoi, sodium
azide < 0.01%

211

Dung dich rira kim

Dung dé lam sach kim hiit nhdm ngan ngira nhiém chéo trén may HumaClot Pro.
Quy cach: 5x 15 ml.

Thanh phan :

- Buffered Salt Solution

- Imidazole 0.1mol/I

- HCI 0.12mol/I

- Detergent 0.02%

20

11. Ho4 chét, vat tw tiéu hao ding cho may dién gisi

212

Dung dich Standard A
800ml, Standard B 180ml,
Wash solution 80ml, binh

thai

St dung dé xéac dinh dinh luong Natri (Na +), Kali (K +) va Clorua (Cl-) trong huyét
thanh, huyét tuong, mau toan phan va nude tiéu ngudi bang May xét nghiém dién
giai.*Thanh phan: Standard A Solution, 800mL: 140.0 mmol/L Na+; 4.0 mmol/L K+;
125.0 mmol/L Cl—; Buffer; Chét bao quan; Wetting AgentStandard B Solution,
180mL: 35.0 mmol/L Na+; 16.0 mmol/L K+; 41.0 mmol/L Cl—; Buffer; Chit bao
quan; Wetting AgentWash Solution, 80mL0.1 mol/L Ammonium bifluorideWaste
Container

15




bién cuc Na, chtra duong

213 ong thuy tinh dic biét bién cuc Na dung cho may xét nghiém dién giai hang Medica/My Cai
nhay voi ion Na
Djén cuc K, chira dudng
214 ong nhua, ionophores bién cuc K dung cho may xét nghiém dién giai hang Medica/M¥y Cai
trung tinh
Dién cuc Cl, chtra duong
215 ong nhya, dac biét nhay | Dién cuc Cl dung cho may xét nghiém dién giai hang Medica/My Cai
véi Cl
Dung dich lam sach hang ngay dé loai bo cac cin protein trén cac may xét nghiém dién
giai, khi mau hang Medica/My (Khong c6 Ammonium Biflouride)
216 Dung dich rira may Thanh phén 1 hop gom: ) Hop
- Daily Cleaner Diluent- Pha lodng rira hang ngay: 1 lo 90 ml, HCI (0,1N) va muoi
- Daily Cleaner Powder - Chat rira hang ngay dang bét: 6 lo, pepsin 0.5g
. ) . * : g 2130 Tia . n . + o
., Dung dich t4i tao dién cuc gglimg dich dugc stir dung d€ 1am hi¢u quéa hon cho dién cuc natri (Na +) cho may dién Ho
Natr *Thanh phan: Ammonium Bifluoride 0.1mol/L, nuéc khir ion hoa. '
A a Hop gdm: 1 dudng dng bom va 1 dudng dng mau. Dung cho may dién giai EasyLyte .
218 B¢ day bom Na/K, Na/K/Cl va Na/K/Li Chige
219 Dung dich lam diy dién | Dung dich ngam dién cuc, lo 125 mL chira KCI, dung cho méay xét nghiém dién giai Lo
cuc, chua KCL hang Medica/M¥y :
220 Dién cuc tham chiéu Pién cyuc tham chiéu ding cho may dién giai Na/K, Na/K/Cl va Na/K/Li Cai
221 Dién cuc quy chiéu Ca | Pién cyc Ca ding cho may xét nghiém dién giai haing Medica/My Cai

12. Ho4 chit vat tw ding cho may mién dich
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Thudc thir xét nghiém
dinh luong HbAlc

*Hoba chat xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh lugng HbAlc
(Hemoglobin Alc) trong méu toan phan ciia nguoi.

*Thanh phan:

- Phan cartridge chira mot que xét nghiém, mang c6 khéng

HbAlc nguodi ¢ vach xét nghiém, trong khi IgG cia thd dugc

c6 dinh & vach kiém soat.

- Phan dém phat hién chira lién hop huynh quang khang HbA 1¢ ngudi, lién hop huynh
quang IgG khéang tho, albumin huyét thanh bo (BSA) nhu mét chat on dinh va sodium
aizde 1am chat bao quéan trong nudc mudi dém phosphat (PBS).

- Phan dém tan huyét chira tween 20 va sodium azide lam

chat bao quan trong nudc mudi dém phosphat (PBS).

*Dai lam viéc:

- NGSP (%): 4-15 %

- IFCC (mmol/mol): 20.2-140.4 mmol/mol

- eAG (mg/dL): 68.1-383.8 mg/dL

70
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Thudc thir xét nghiém
dinh luong TSH

*Hoéa chat xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh luong Hormone
kich thich tuyén giap (TSH) trong méu toan phan/huyét thanh/huyét twong ngudi.
*Thanh phan gom:

- Phén cartridge chira mot dai xét nghiém, mang c¢6 khang TSH ngudi ¢ vach xét
nghiém, trong khi IgY ciia ga ¢ vach kiém soat.

- Phén phat hién (detector) c6 chira chat lién hop huynh quang khang TSH nguoi, chét
lién hop huynh quang khang IgY ga, albumin huyét thanh bo (BSA) lam chat 6n dinh
va sodium azide trong nuéc mudi dém phosphat (PBS) lam chat bao quén.

*Dai lam viéc:

Mau huyét thanh/ huyét tuong: 0.09-80.0 pIU/mL

MAu mau toan phan: 0.4- 80.0 wlU/mL

10
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Thudc thir xét nghiém
dinh luong T4

*Hoa chat xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh luong Thyroxine
téng sb (T4 toan phan) trong huyét thanh/huyét twong ngudi

*Thanh phan

- Phén cartridge chira mang duogc goi 1a dai xét nghiém c6 lién

hop T4-BSA & vach xét nghiém va streptavidin & vach kiém

Soat.

- Phan phat hién c6 mot hat chira chat lién hop huynh quang

khang T4 ngudi, chét lién hop huynh quang biotin-BSA, albumin huyét thanh bd
(BSA) lam chat 6n dinh va sodium

azide 1am chét bao quan trong nuéc mudi dém phosphat (PBS).

- Phan dung dich pha lodng chira ANS, tween 20, albumin huyét thanh bo (BSA) lam
chat 6n dinh va sodium azide 1am chit bao quan trong nudc mudi dém phosphat (PBS).
*Dai lam viéc: 10.23 - 300.0 nmol/L

10
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Thudc thir xét nghiém
dinh lugng T3

*Hoba chat xét nghiém mién dich huynh quang (FIA) dé xéac dinh dinh luong
Triiodothyronine tong (T3 toan phan) trong huyét thanh/huyét tuong nguoi.*Thanh
phan:- Phan cartridge chira mang dugc goi 1a dai xét nghiém cochat lién hop T3-BSA &
vach xét nghiém va IgY ga ¢ vachkiém soat.- Phan phat hién c6 mot hat chia lién hop
huynh quangkhang T3 ngudi, lién hgp huynh quang khang IgY ga, albumin huyét
thanh bo (BSA) lam chat 6n dinh va sodium azide 1am chét bao quan trong dung dich
dém natri phosphat.- Phan dung dich pha lodng chita ANS, tween 20, albuminhuyét
thanh bo (BSA) lam chat 6n dinh va sodium azide lamchat bao quéan trong dung dich
natri hydroxit (NaOH).*Dai lam viéc: 0.77-7.7 nmol/L

10
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Thudc thir xét nghiém
dinh luong B-HCG toan
phan

*Hoéa chét xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh luong
gonadotrophin mang dém ¢ nguoi (Total phCG) trong mau toan phan/huyét
thanh/huyét tuong nguoi.

*Thanh phan:

- Phén cartridge chira mang dugc goi la dai xét nghiém co

gonadotropin khang mang dém & ngudi va chét lién hop peptit IgG-hCG cua chudt &
vach xét nghiém, va streptavidin ¢ vach kiém soat.

- Phéan phat hién c6 chtra chét lién hop huynh quang gonadotropin khang mang dém
ngudi, chat lién hop huynh quang biotin-BSA, albumin huyét thanh bd (BSA) nhu mot
chit 6n dinh va sodium azide 1am chét bao quan trong nudc mudi dém photphat (PBS).
- Phan dung dich pha lodng chira albumin huyét thanh bd (BSA) 1am chét 6n dinh,
tween 20 1am chat tdy rira va sodium azide lam chat bao quan trong nudc mudi dém
photphat.

*Dai do: 5-50,000 mIU/mL

15
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Thudc thir xét nghiém
dinh lugng CRP

*Hoa chat xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh lugng Protein
phan tmg C - C-Reactive Protein (CRP) trong mau toan phan/huyét thanh/huyét twong
cua nguoi.

*Thanh phan:

- Phén cartridge chira mang duogc goi 1a dai xét nghiém c6 CRP don dong khang ngudi
cta chut ¢ vach xét nghiém, protein phan ung C cua nguoi ¢ vach khang nguyén va
streptavidin & vach kiém soat.

- Phéan phat hién detector c6 mot hat chtra chit lién hop huynh quang CRP khang ngudi
don dong tir chudt, CRP khang nguoi don dong tir chudt, chét lién hop huynh quang
Biotin-BSA, albumin huyét thanh bo (BSA) va sucrose lam chat 6n dinh va sodium
azide lam chét bao quan trong dém mudi photphat (PBS)

- Phan dung dich pha loang phat hién c6 chira chat chéng tao bot va tween 20 1a chit
rira, sodium azide 1am chit bao quéan trong mudi dém photphat (PBS).

*Dai lam viéc: 0.5-200 mg/L.

10
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Thudc thir dinh lwong
CEA

*Hoba chat xét nghiém mién dich huynh quang (FIA) dé xéac dinh dinh lugng CEA trong
méu toan phan/ huyét thanh/huyét tuong ciia nguoi

*Thanh phan:

- Phan cartridge chira mang dugc goi 1a dai xét nghiém c6 anti CEA ¢ vach xét nghiém
va IgG tho & vach kiém soat.

- Phan phat hién detector c6 mot hat chira lién hop huynh quang khang CEA, lién hop
huynh quang IgG chdng tho, albumin huyét thanh bo (BSA) lam chit 6n dinh va
sodium azide lam chat bao quan trong nudc mudi dém phosphat (PBS).

- Phén chét pha loang chira tween20 lam chét rira, sodium chloride 1am chét 6n dinh va
sodium azide lam chat bao quéan trong Tris-HCI.

*Dai lam viéc: 1-500 ng/mL.

10
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Thudc tht dinh luong
AFP

*Hoéa chét xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh luong Alpha
Feto Protein (AFP) trong mau toan phan/huyét thanh/huyét twong ciia nguoi.

*Thanh phan:

- Phan cartridge c6 chita mang dugc goi 1a dai xét nghiém c6 khang AFP ngudi ¢ vach
xét nghiém va IgG cua tho ¢ vach kiém soat.

- Phén detector c6 hat chira lién hop huynh quang khang AFP ngudi, lién hop huynh
quang khang IgG tho, albumin huyét thanh bo (BSA) lam chat 6n dinh va sodium azide
1am chét bao quan trong nudc mudi dém phosphat (PBS).

*Pham vi lam viéc: 5-350 ng/mL.

10
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Thudc thir dinh luong
PSA

*Hoéa chat xét nghiém mlen dich huynh quang (FIA) dé xac dinh dinh lugng Khang
nguyén dac hi¢u cua tuyen tién liét (Prostate Specific Antigen-PSA) trong mau toan
phan/huyét thanh/huyét twong nguoi. *Thanh phan:- Phan cartridge chira mot dai xét
nghiém, mang c6 chira khang PSA ngudi & vach thir, trong khi streptavidin ¢ vach d6i
chimg.- Phan phat hién c¢é chira chit lién hop huynh quang khang PSA ngudi, chit lién
hop huynh quang-biotin-BSA, albumin huyét thanh bo (BSA) lam chat 6n dinh va
sodium azide trong nuwéc mudi dém photphat (PBS) lam chét bao quan.*Pham vi hoat
dong cua AFIAS PSA la: 0.5-100 ng/mL.

10

13. Que thir nudre tiéu
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Que thir nuée tiéu 10
thong sO tuong thich

Tuong thich véi may Aution AE-4020. Dat tiéu chuan ISO 13485

100
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Que thir nuée tiéu 11
thong s6

Tuong thich véi may nude tiéu Mindrar UA-600T. Pat tiéu chuan ISO 13485

100

Téng s6: 232 mit hang
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