SO Y TE QUANG NINH ~ CQNG HOA XA HG! CHU NGHIA VIET NAM
TTYT HUYEN VAN BON Doc Iap — T do — Hanh phiic

S6: 42/TB-TTYT Vin Don, ngay 10 thang 7 nim 2023

YU CAU BAO GIA

V/v nhu cau cung cap thong tin, phuc vy lip ké hoach mua sam vat twy te, y
dung cu, va héa chat xét nghiém phuc vu cong tac chuyén mon ciia Trung tim
Y té huyén Van Pon nam 2023-2024

Kinh gui: Cac hang san xuat, nha cung cap tai Viét Nam

Thuc hién Thong tu sb 14/2023/TT-BYT ngay 30/6/2023 cua B Y té quy
dinh trinh ty, ti tuc xay dung gid goi thiu mua sam hang hoa va cung cap dich vu
thudc linh vuc trang thiét bi y té tai cac co sy té cong lap;

Trung tdm Y t& huyén Van DC‘)H ¢6 nhu cau tiép nhin bao gid dé tham khao,
xdy dung gid goi thau, 1am co s6 t chirc lua chon nha thdu cho g6i thau Mua sim
vattuy té, y dung cu va hoa chat xét nghiém phuc vu cong tic chuyén mén cua
Trung tdm Y té huyén Van Ddn nim 2023-2024 véi noi dung cu thé nhu sau:

I. Théng tin ciia don vi yéu cau bdo gia:

1. Pon vi yéu ciu bao gié: Trung tdm Y té huyén Van Don

Dia chi: Thén 12, x4 Ha Long, huyén Van Pon, tinh Quang Ninh
2. Théong tin lién hé ctia nguoi chiu trach nhiém tiép nhan béo gié:
Ba Pham Thi Yén, chirc vu: Trudng khoa Dugce-TTB-VTYT
SPT: 0912752088

3. Céch thirc tiép nhén béo gié:

Dia chi tiép nhan: Ban bao gia giri ban mém va ban scan vé dia chi email:
khoaduoc(@trungtamytevandon.vn

Dong thoi vin ban gidy duoc ky, dong ddu hop phap va gui qua duong cong
van vé dia chi: Khoa Dugc-TTB-VTYT, thon 12, x4 Ha Long, huyén Van Don
tinh Quang Ninh

4. Thoi han tiép nhén bao gid: tir ngdy 10 thang 7 nim 2023 dén truée 17h
ngay 21 thang 7 nam 2023.



Cac bao gia nhan duoc sau thoi diém trén s€ khong dugc xem xét.

5. Thoi han ¢6 hiéu luc cta béo gia: Téi thidu 90 ngay, ké tir ngay 21 thang 7
nam 2023.

I1. Noi dung yéu cau bao gia:

1. Danh muc thiét bi y té: chi tiét tai phu luc 1

2. Bang thong tin chi tiét hang héa: theo mau tai phu luc 2 kém theo
Rét mong su hop tac ctia Quy cong ty, don vi.

Tran trong!

r

Noi nhin: - GIAM DBOC
- Nhu kinh gui; P e N

- Trang TTDT TTYT; // P

- Luu: VT, KD. _/’/ ~ TRUYN%MM -

Bui Thi Thuy



Vi ,(W y lue 1

TRU

i DAﬁi JEITHIET BIY TE
\>\  HUYE! / f
\\\ ('\H I'\n'\(\l %
STT Danh muc \“’(‘\/Tpfﬁg s6 ky thuat Sé lwong Do vi tinh
Géi 1
Nguyén liéu: 100% Cotton; Khéng dung chét tao mau trang, Kha nang
5 £, : gitr nwoce: Trung binh 5g bong gilr dwoc 2100g nwéce; Téc d6 chim < 8s;
L Rong i et iges Chét tan trong nwéc: khong qua < 0,5%; Gidi han acid- kiém: ca 2 dung <0 Kg
dich khéng cé6 mau héng; Dat tiéu chuan chét lvong ISO
o T 5 : Pung trong 6ng nhwa ¢ nap, chiéu dai que 70mm, dong goi riéng tirng T
2 T bang o Kiuan cai. Buoc tiét trang. Quy cach déng gdi: Tui 50 cai 2.000 .
) Thanh phan: NaCl 0,9%. Dung dich dung de rira vét thvong.
3 Dung dich rra vét thwong | Pat tiéu chuan: ISO 9001 hogc twong dwong 500 Chai
Quy cach dong goi: chai = 500 ml
5 P Ham lwong ethanol 70% ]
4 [ConyteTd at tiéu chuan: 1SO 9001 ho3c trong duwong 108 .
) ) Ham lwong ethanol 70% +2% (tt/tt) & =20 d6 C. Gi¢i han Methanol <
5 Conytée70° 500ppm. Dang I6ng, khéng mau, trong subt d& bay hoi. 300 Chai
Dat tiéu chudn: 1ISO 9001 ho&c tuo’ng duwong
i ] Ham lwong ethanol 90% +2% (tt/tt) & =20 d6 C. Gi¢i han Methanol <
6 Conyté90° 500ppm. Dang I6ng, khéng mau, trong subt d& bay hoi. 30 Chai
Pat tiéu chun: ISO 9001 hodc twong dwong
Chat liéu: bét lién gac, gac 100% cotton, 16i nhwa, bot thach cao =
- P 97%. Khéi lvong thach cao = 380g. Thoi gian ngém nuac < 10s. Khéi .
{ 2L e e e T lwvong gac tlr 26g - 34g. Thoi gian dong két 2-4 phut. V4 la gidy bac ol Suen
chéng dm. Kich thwdc cudn: 10cm x 2,7m
Chat liéu: bét lién gac, gac 100% cotton, I6i nhua, bot thach cao 2
. e 1l 2 85%. Khéi lvong thach cao 2 380g. Thoi gian ngém nwoc < 10s. Khéi A
g Bang gt bo 15em x.2.7m lwong gac tir 26g - 34g. Thoi gian dong két 2-4 phut. V4 la gidy bac 200 Cugn
chong am. Kich thwée cudn: 15cm x 2,7m
Chét liéu: bét lién gac, gac 100% cotton, 16i nhwa, bétthach cao 2
85%. Khéi lvong thach cao = 380g. ThO’l gian ngam nuéc < 10s. Khéi
9 Bang bot bé 20cm x 2,7m lvong gac tlr 26g - 34g. Thoi gian déng két 2-4 phut. V& la gidy bac 30 Cudn
chéng am.
Kich thwdce cudn: 20cm x 2,7m
Dat tiéu chuan: 1SO 13485 hoé&c twong dwong
10 Bang chun 3 moc Bang chun 3 méc. Chét liéu: Cotton, Gac, PBT (Poly Butylene 50 Cudn

Telephthelen)
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Kich thwée 10cm X 4,5m
Bat tieu chuan: ISO 13485 ho&gc twong dwong

1

B&ng cudn y té 10cm x
5m

Thanh phan: Gac dwoc dét tir soi 100% Cotton, mat dd 18+2 soilinch.
Trong lwong 23-29 grams/m2. Khéng chira chét gay di ¢¢ng, khéng co
tinh bét hodc Detrix, khong cé xo mun va dich phu tang. Téc d6 hat
nwdc < 5 giay, d6 ngam nuwéc = 5gr nwée/ 1 gr gac. Chét tan trong nwéce
< 0,5%. D6 pH: trung tinh. D& trdng = 80%. Ham lwong chét béo < 0,5%.
Kich thwédc 10cm x 5m. ;

500

Cubn

12

Bao boc camera dung
trong thu thuat, phau
thuat cac loai, cac c&

Tui boc Camera, Chét liéu Nylon, tti nylon 9cm x 14cm (£5%) co day
budc, dng nylon @ 18cm x 230cm (£5%) co6 day budc, dworc tiét trung

200

Cai

13

Bang dinh 5cm x 5m loai
1

Bang dinh: Chat liéu nén bang vai lua phu keo Acrylic khéng dung dung
méi. L6i nhwa lién v&i canh bdo vé. Lwc xé: 5,15kg/12mm (x1); Do
dinh: 512g/12mm (£10); sé soi: 65g/m2 (£5)

Kich thwéc 5 cm x 5m

Dat tieu chuén: ISO 13485:2016

1.000

14

Gac cau duéng kinh
40mm x2 I&p, vo trung

Thanh phan: San xuat tir soi 100% Cotton, mat d6 18+2 sgi/inch.Tay
trdng bang oxy gia, khéng chira chét gay di (rng, khoéng cé tinh bét hodc
Detrix. Téc d6 hat nwée < 5 gidy, dd ngam nwdc = 5gr nwde/ 1 gr gac.
Bo6 pH: trung tinh. B4 tréng 2 80%. Duoc tiét trung. Kich thuwéce fi 40mm
x2I16p.

10.000

Cai

15

Gac cau duéng kinh 30
mmx1 [&p, vo trung

Thanh phan: San xuéat tlr soi 100% Cotton, mat dé 18+2 sgi/inch.Tay
trdng bang oxy gia, khéng chira chét gay di (’ng, khong cé tinh bét hodc
Detrix. Téc d6 hat nwédc < 5 gidy, dd ngadm nwdc = 5gr nwde/ 1 gr gac.
Do pH: trung tinh. B4 trdng = 80%. Puoc tiét trung. Kich thwdc fi 30mm
x116p .

5.000

Cai

16

Gac phau thuat 30cm x
40cm x 8 l&ép

Thanh phan: San xuét tir sgi 100% Cotton, mat do 18+2 sci/inch.Téy
trdng bang oxy gia, khéng chira chat gay di ¢ng, khéng cé tinh bot hodc
Detrix. Téc d6 hat nwéc < 5 gidy, @6 ngdm nwdc = 5gr nwée/ 1 gr gac.
Do pH: trung tinh. D6 tréng = 80%. Puoc tiét trung. Kich thwde 30cm x
40cm x 8 16p .

3.000

Cai

17

Gac phau thuat 10cm x
10cm x 8 I&p

Thanh phan: Gac dugc dét tir sgi 100% Cotton, mat d6 18+2 soi/inch. ]
Trong lwong 23- 29 grams/m2. Ty trang bang oxy gia, khéng chira chat
gay di trng, khong co tinh bt hodc Detrix. Téc d6 hat nwde < 5 giay, do
ngam nwéc = 5gr nwde/ 1 gr gac. Do trang = 80%. DO pH: trung tinh.
Puwoc tiét trung.

Kich thwéc 10cm x 10cm x 8 I1&p.

40.000

Cai

18

Gac mét

Thanh phan: Gac dwoc dét tir soi 100% Cotton, mat o 18%2 soi/inch.
Trong lvong 23-29 grams/m2. Khéng chira chat gay di trng, khéng co

1.000

Mét
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tinh bdt hodc Detrix. Téc dd hut nwéc < 5 giay, d6 ngam nwéc = 5gr
nwde/ 1 gr gac. Chét tan trong nwéce < 0,5%. DO pH: trung tinh. DO tréng
2 80% (x 10%). Ham lwong chét béo < 0,5%. Kich thuéc: khd 0,8m.
100 mét/tép.

Pat tiéu chuén (ISO 13485, 9001) hodc twong dwong

19

Merocel - Miéng cdm mau
mai

Miéng cadm mau mai. Thanh phan: Béng Hydroxuated Poly - Vinyl
Acetate. Ba khong hoda chét, khong bot vai. Kich thwdc 8cm x 1,5cm x
2cm. Pat tiéu chuan: ISO 13485 hoac twong dwong

50

Miéng

20

Bom tiém nhwa 1ml loai 2

- Xy lanh 1ml: Buoc san xuat tir nhira Y t& nguyén sinh trong sudt

- Pit téng: Trong sudt, cd khia bé gay dé& hdy sau khi st dung

- Gio&ng: c6 nim bom hét hanh trinh gitp tiém hét thubc, tao dwoc do
kin- khit gira pit tong v&i xy lanh

- Kim lam béng thép khong gi ma Crom ho&c Niken, dwgc pha Silicon.
+ Tiét tring béng khi Ethylene Oxide (E.O).

+ V0 trung - khéng doc - khong budt - khong gay sbt - khong DEHP

2.000

Cai

21

Bom tiém nhwa 3ml loai 2

- Xy lanh 3ml: Buwoc san xuat tir nhua y t& nguyén sinh trong sudt

- Pit tong: Trong sudt, cé khia bé gay dé hly sau khi str dung

- Gioang: ¢6 nim bom hét hanh trinh gitp tiém hét thubc, tao dwoc o
kin- khit gitba pit tong v&i xy lanh

- Kim lam béng thép khéng gi ma Crom hoac Niken, dwgc phd Silicon.
+ Tiét truing bang khi Ethylene Oxide (E.O).

+ V0 trung - khéng déc - khdng buét - khéng gay sbt - khéng DEHP

10.000

Cai

22

Bom tiém nhwa 5 ml loai
2

- Xy lanh 5ml: Dau c6n ho&c dau xoén, duoc san xuat tir nhya y té
nguyén sinh trong subt

- Pit tong: Trong sudt, co khia bé gay dé huy

- Gioang: Mém déo, bé mat gioang nhan, di chuyén dé dang tao dwoc
d6 kin- khit gitra pit tong voi Xy lanh

- Kim lam bang thép khéng gi ma Crom hoac Niken. Pau kim vat 3 canh,
s&c nhon, khéng g&. Than kim nhan, tron déu, c6 da dé ctrng co khi,
khong bi cong vénh, khdng tap chéat ben trong, dwgc ph Silicon.

+ Tiét trung bang Khl Ethylene Oxide (E.O).

+ V6 trung - khong doc - khdng bubt - khdng gay sbt - khéng DEHP

30.000

Cai

23

Bom tiém nhwa 10ml loai
2

- Xy lanh 10ml: Dau cén hoac dau x0dn, dwoc san xuat tlr nhua y té
nguyén sinh trong sudt

- Pit tong: Trong sudt, co khia bé gay dé hiy

- Gioang: Mém déo, bé mét giosng nhan, di chuyén dé dang tao duoc
d6 kin- khit gitra pit tong voi Xy lanh

- Kim [am bang thép khéng gi ma Crom hoac Niken. Pau kim vat 3 canh,
sac nhon, khong g&. Than kim nhan, tron déu, cé du dd cirng co khi,

40.000

Cai
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khong bi cong vénh, khong tap chat bén trong, dwoc pht Silicon.
+ Tiét trlng bang khl Ethylene Oxide (E.O).
+ V0 trung - khéng déc - khong bubt - khéng gay sét - khong DEHP
- Xy lanh 20ml: Bwoc san xuét tir nhwa y té nguyén sinh trong suot
- Pit tong: Trong subt, co khia bé gay dé hay
- Gioang: Mém déo, bé mét gio&ng nhan, di chuyén dé dang tao duoc
. .| d6 kin- khit gitka pit tong voi Xy lanh
24 Ecym ticim: fugpe20mi Iogl | Kim lam bang thép khdng gi ma Crom ho&c Niken. Bau kim vat 3 canh, 3.000 Cai
sic nhon, khong g&. Than kim nhan, tron déu, c6 dd dd cieng co khi,
khong bi cong vénh, khong tap chét bén trong, dwgc phi Silicon.
+ Tiét tring bang khi Ethylene Oxide (E.O).
+ V0 tring - khdng doc - khong bubt - khéng gay sét - khong DEHP
- Dung tich: 50m|
- Xy lanh: Nhwa nguyén sinh dat tieu chuén, trong subdt, déc nhd 1&p vira
kim, st dung dwgc cho may bom tiém dien.
o5 Bom tiém nhwa 50ml loai | - Pit toéng: trong subt, Cé khia bé gay dé hay. 1500 Cai
1 - Gioang: Nguyén liéu nguyén sinh dat tiéu chuén, mém, tao dé kin khit '
gitra pit tong v&i xy lanh
- Tiét trung bang khi Ethylene Oxide (E.O)
- V6 trung - khéng déc - khéng bubt - khéng gay sbt - khéng DEHP
- Xy lanh 50ml: Nhwa nguyén sinh dat tiéu chuan, trong suét, khéng
chira DEHP, khong déc hai, khong anh hwdng toi stre khde. Co vach
chia dung tich ré rang, déc to 1&p vira day cho an.
- Pit tong: Nhwa nguyén sinh dat tiéu chuan, trong subt, khéng chira
26 Bom cho an 50ml DEHP, khdng doc hai, khong anh hwédng téi stre khde. Cé khia bé gay 500 Cai
dé& hay chéng s dung lai.
- Gioang: Nguyén liéu nguyén sinh dat tiéu chuan, mém, tao do kin khit
gitra pit tong vai xy lanh, khong gay déc, khong anh hwdng strc khée.
- San pham dwoc tiét triing bang khi Ethylene Oxide (E.O)
Chét lieu Crom-Niken. Kim nhon, vat 3 mat c6 trang I&p silicon. C6 dau
57 Kim canh buwém céac sb khoa vén xodn. Day ndi 30cm (+ 5cm), khong cé DEHP, st dung thanh 1.000 Cai
loai 2 phan chét héa déo khéng déc hai v&i ngudi nhw DEHT.Cac s tir 19G ’
dén 25G
28 Kim nha khoa C& 27G, kim vat ba mat. 100 Cai
- Kim: dwoc lam bang thép khong gi ma Crom hogc Niken.
Kim Iy thubc cac sb loai | DPAu kim vat 3 canh, sic nhon, khéng g&, c6 nép chup bao vé _
29 i - Than kim nhan, tron déu, c6 da dé cing co khi, khéng bi cong vénh, 30.000 Cai

2

khong tap chét bén trong, dwoc phu Silicone.
- Dbc kim c6 mau gitp phan biét c& kim theo tiéu chudn quéc té
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- S&n phdm déng goi trong tdi riéng, khong co doc to va chat gay sot,
khéng co chat DEHP, duorc tiét trung bang khi Ethylene Oxide (E.O).

30

Kim ludn tinh mach an
toan cac soé loai 2

Kim ludn tinh mach cé canh, cé céng tiém.Két ndi khoa ren (Luer
lock).Ong tiém chat lieu FEP, khong DEHP, chéng xo&n.D&u kim cat vat
3 canh.Chi thi mau phan biét kich c& kim

Co vach can quang

NUt chan an toan & duéi kim luén v&i mang loc Hydrophobic ngédn mau
chay ra ngoai

Thoi gian lwu kim = 96h

Céc size 14-24

Pat tiéu chuén 1SO 13485:2016, CE

7.000

Cai

31

Kim choc do tiy song cac
SO loai 1

Kim gay té tay sérjg dau kieu Quinck. Quan sat duoc dich chdy ra. Que
thong ndong cé nhiéu mau. Tai thiéu cac c& G18, G20, G22, G25, G27.

300

Cai

32

Kim cham ctu cac sbé 5

Vi nhém, can déng, co khuyén, than kim st dung thép chuyén dung,
dan dlen tét. V& trung. Diing 1 1an hosc hép séy dung nhiéu Ian. Kich
thwde : 0,30mmx50mm; 0,30mmx25mm; 0,30mmx40mm;
0,25mmx25mm; 0,25mmx50mm; 0,25mmx40mm; 0,30mmx75mm.
TCCL: EN ISO 13485:2016, EC

200.000

Cai

33

Kim cham ctru sé 07

Vi nhém, can déng, co khuyén, than kim st dung thép chuyén dung,
d&n dién tét. Vo tring. Dung 1 1an hodc hap say dung nhiéu lan. Kich
thwae : 0,30mmx50mm; 0,30mmx25mm; 0,30mmx40mm;
0,25mmx25mm; 0,25mmx50mm; O,25mmx40mm; 0,30mmx75mm.
TCCL: EN I1SO 13485:2016, EC

5.000

Cai

34

Day truyén dich c6 kim
bwdm loai 1

- Day dan: Dai = 1550mm, dwoc lam tl nhwa nguyen sinh PVC trang
silicon c6 d6 dan héi cao, khong gay gap khi bdo quan va str dung.
Chirng nhan dat khéng ¢ chét gay tan huyét. C6 céng tiém thudc chir
Y. Dau ndi kim thiét ké khoa van dé khoa chat kim (Luer lock). Van thoat
khi (van loc khi): c6 thiét ké mang loc khuan 0.2um vo khuén lam tr chét
lieu vai PP khong dét. Bau dém giot dung tich 20ml. Bwong kinh ngoai
14.2mm - 14.5mm. Dai 45mm, c6 thanh day déu: 0.9mm. C6 mang loc
dich 15um.

- Kim 2 canh buwom: 23G va cac ¢ khac theo yéu cau.

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

15.000

35

Day nbi bom tiém dién
140cm loai 1

Khong chira latex. Thé tich ton duw < 1 ml. S& dung thanh phan chat
hoa déo khéng déc hai véi nguwoi (nhw DEHT hoéc twong dwong).
Puwdng kinh trong 0,9 mm, dwdng kinh ngoai 1,9 mm. 6 dai cla day =
140cm.

2.000

Cai

36

Khoéa ba chac khéng day

Khoa ba chac khéng day ndi véi 1 khoda ren chinh va hai khoa ren
phu.Mdi tén chi hwéng dong chady.Khoa ren dang dai xoay.Than khoa

50

Cai
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bang chat liéu Polycarbonate trong sudt, tay xoay bang chat kiéu
polyethylene, xoay 360 d6 khong gi¢i han. Dat tiéu chuén ISO
13485:2016, CE.
Khoa ba chac day ndi = 25cm v&i 1 khda ren chinh va hai khoa ren
. . .| phu.Mdi tén chi hwéng dong chady.Khoéa ren dang dai xoay.Than khoéa
37 l1<hoa el b&ng chét liéu Polycarbonate trong subt, tay xoay bang chat kiéu 50 Cai
polyethylene, xoay 360 d6 khéng gi¢i han. Pat tiéu chuan ISO
13485:2016, CE
Day truyén mau dai =180cm, cé mang loc v&i kich thwéc 16 loc nhd nhat
38 Day truyén mau loai 1 175- I&n nhat 210um. Cé kim truyén khong canh ¢c& 18G, duoc tiét 100 Bo
trung.
- . R N =~ Gang kham chat liéu Latex tw nhién.Kich thwdce: cé nhiéu size. Chiéu
39 gg?? khdm benh c3C €8 | rng: 70mm - 110mm. Chigu dai 240mm (x10mm). Do day 20,08mm; 100.000 Doi
j Dat tiéu chuan ISO 13485:2016, ISO 9001:2015
40 | G&ng kham khong chira Chat liéu bang cao su tw nhién, Ham lvong bot tan < 2mg/géng tay. 5.000 D5
bét tan Chiéu dai Min: 240mm (£20)mm. )
Gang tay chét liéu cao su thién nhién, ngén tay thang, cong. St dung
trong kham san phu khoa.
- Chiéu dai gang: 490 (x10)mm.
- Chiéu rong long ban tay: Size7: 89 (x5)mm. Size 7%: 95 (+5)mm.
Gang tay san khoa cac - Lipc l'<eo:_ . -
41 o + Trwoéc lao hda: = 12.5N 300 boi
+ Sau lao héa: = 9.5N
- D6 gian dai khi atet:
+ Trwdc [8o hoa: = 700%
+ Sau a0 héa: = 550%
Pat tiéu chuén ISO 13485:2016, ISO 9001:2015
o x 2 i Nguyén liéu: ma kem latex ly tdm tw nhién. Ham lwong protein chiét suat
42 Sj?gaﬁy phauthuatcac | 500,10/ giing tay. Do dai 280mm (£10mm). D6 day = 0,1mm. Buoc 5.000 Poi
i tiét trung
. Chét lieu nhwa cirng PE (Polyetylen). Cac cd dung cho tré em 2-4.
43 | Canuyn (cannuia) Tr€ €M | puoc figt tring. Quy cach dong goi: Ti 1 céi 20 cai
Pat tieu chuan EN ISO 13485:2016, CE
Canuyn (cannula) céc o Chéat liéu nhwa ctrng PE, khong c6 doc hai. C6 cac c& tir 4 dén 8. Puoc 3
44 t 6 4 dén sb 8 doéng gdi tui PE. Buorc tiét tring 50 Cai
Pat tiéu chuan EN 1SO 13485:2016, CE
Chat liéu nhwa cieng PE, khong c6 doc hai. C& 9 tré 1én. Bwoc dong goi
45 Canuyn (cannula) c& sé 9 | tui PE. Bwoc tiét triung 5 Cai

Pat tiéu chuan (EN I1SO 13485, CE) ho3c twong dwong
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46

Sonde foley 2 dwdng sbé
12, 14,16,18,20 (loai 1)

Sonde Foley 2 nhanh. S6 12-20. Chat liéu cao su thién nhién co pht
silicon, bong 30ml, 2 nhanh, chat liéu khéng cé chat DEHP.
Dat tieu chudn EN I1SO 13485:2016, CE

1.000

Cai

47

Sonde foley 3 duwdng cac
SO

Sonde Foley 3 nhanh. S6 16-24. Chat liéu cao su thién nhién c6 phi
silicon, bong 30ml, 3 nhanh, chat liéu khong c6 DEHP.
Dat tiéu chuan EN ISO 13485:2016, CE

100

Cai

48

Ong @t noi khi quan co
béng cac sb

Ong dat ndi khi quan cé bong chen. Chét lieu: PVC. Céc c&: 3.0 (dwdng
kinh ngoai 4.2mm, dwdng kinh béng 8mm); 4.0 (dwdng kinh ngoai
5.5mm, dwdng kinh béng 11mm); 5.0 (dwdng kinh ngoai 6.8mm, dwdng
kinh béong 16 mm); 5.5 (dwdng kinh ngoai 7.5mm, dwdng kinh bong 16
mm), 6.0(dwdng kinh ngoai 8.2mm, dwéng kinh béng 22 mm); 6,5
(@weng kinh ngoai 8.8mm, dwdng kinh béng 22 mm), 7.0 (dwong kinh
ngoai 9.6mm, dwdng kinh béong 25 mm), 7.5 (dwéng kinh ngoai
10.2mm, dwdng kinh bédng 25mm), 8.0 (dwdng kinh ngoai 10.9mm,
dwdng kinh béng 27 mm). Pat tiéu chuan ISO 13485, CE hoac twong
duvong

300

Cai

49

Ong dat néi khi quan
khéng béng cac sb

Ong dat noi khi quan. Chét lieu: PVC. Cac c&: 2.5 (dwéng kinh ngoai
3.6mm); 3.0 (dwdng kinh ngoai 4.2mm); 3.5 (dwdng kinh ngoai 4.9mm);
4.0 (dwong kinh ngoai 5.5mm); 4.5 (dwdng kinh ngoai 6.2mm)
5.0(dwdng kinh ngoai 6.8mm); 5.5 (dwdng kinh ngoai

7.5mm), 6.0 (dweng kinh ngoai 8.2mm); 6,5 (dwdng kinh ngoai 8.8mm).
Pat tieu chudn EN ISO 13485, CE hodc twong dwong

50

Cai

50

Sonde da day cac sb
10,12,14,16,18

Céac sb, dai 125cm (£5%), vach dénh dau tai 45, 55, 65, 75 cm, ¢6 4 mat
phy, dau ong dwgc mai nhan c6 dwdng can quang chay doc than ong.
Chat lidu PVC mém, déo. Pat tiéu chuan ISO 13485, CE hoac twong
duwong

200

Cai

51

Sonde da day sb 6, s6 8

Cac s6 5; 6; 8; 10, dai 50cm, vach danh dau tai 20, 30 cm, ¢6 2 mat phu,
co duong cén quang chay doc than ong. Chat liéu PVC mém, déo. Dat
tieu chuan 1ISO 13485, CE hoac twong dwong

50

Cai

52

Sond hut dich cac sé (loai
2)

Sonde hut dich céc s0. Phan biét kich c& bang mau sac. Chat liéu nhura
y t& PVC Ong dai 50 cm, c6 2 mat phu. Dat tiéu chuan ISO 13485, CE
hoac twong duwong

1.000

Cai

53

Sonde nelaton cac sb

Lam bang cao su thién nhién, kich thwdc 6 - 24Fr. Dat tiéu chuan ISO
13485, CE hoac twong duwong

150

Cai

54

Voi ht dich 6 bung

Vat liéu clrng 4 mat. Ph hop dau ndi 6,35mm va 9,50 mm. Pat tiéu
chuan I1SO 13485, CE hoac twong dwong

200

Cai

55

Day th& oxy 2 dwdng so
sinh

Chéat liu nhua y t&, chiéu dai = 220cm. Day oxy 2 nhanh, chong gay
gép tac nghén, vién ong thiét ké tron. Buoc tiét trung. Cé bao chra an
toan di kém. Pat tieu chuan ISO ho&c twong duwong

100

Cai




STT Danh muc Thoéng s6 ky thuat S6 lwong Pon vi tinh
. 5 5 > Chat liéu nhya y té, chiéu dai = 220cm. Day oxy 2 nhanh, chong gay
56 Sriy Hher oicy 2 durgng tre gép téc nghén, vién 6ng thiét ké tron. Buoc tiét tring. C6 bao chtra an 50 CAi
toan di kém. Pat tiéu chuan ISO hodc twong dwong
5 > ; . Chat lieu nhwa y té, chiéu dai 2 220cm. Day oxy 2 nhanh, chong gay
57 E;‘yn;l"’d?fg’nz dUONG C3C | 1ap t4e nghén, vién éng thiét ké tron. Buoc tiét tring. C6 bao chtra an 5.000 Cai
toan di kém. Pat tiéu chuan ISO hodc twong dwong
Catheter tinh mach trung tdm 3 nong 7Fr, chieu dai 20cm, chéat liéu
Polyurethane
. 1 Bo bao gom: 1 catheter tinh mach trung tam 3 nong, day d&n dwong
58 .qumztirotrzgqg?gh Trung (dau ndi chir J) lam b&ng chét liéu nitinol c6 kich thwée 0.035"X60cm, 5 Cai
* nong 8.5Fx10cm, nut chan, kim ludn [a kim thang hoac kim Y, dao,
xylanh, cé day dién cwc dé do ECG
- Quy cach dong goéi 10 bé/hdp
59 Sond Hau Mén cac s6 Céc sb 22,24,26,28. Day dan dai 500mm duoc san xuat tir chét lieu 20 Cai
(S6 20, 22, 24, 26) nhwa PVC nguyén sinh. Pat tiéu chuan ISO 13485:2016 (TUV)
B6 gay té ngoai mang cirng. gom: kim gay té ngoai mang ctrng dau
60 B6 gay té ngoai mang cong c& G18 dai 80mm duong kinh 1,3mm. Catheter chét liéu 20 Cai
clrng polyamide, dai 1000mm, dau Catheter c6 3 16 thoat thubc.Mang loc vi
khudn. Bom tiém, kim tiém.
Sonde chir T. Lam bang cao su thién nhién, phu silicon. Bwoc s dung
61 Kehr dan mat 16, 18 dé thong tai mat. Khong co DEHP. 10 Cai
Dat tiéu chuén EN ISO 13485:2016, CE
Xoéng JJ, kep, que day, chi rut xéng. Chét liéu Polyurethane, khong phi
62 Sonde JJ Hydrophilic, cac c& tir 5Fr dén 8Fr. Dong goi vo tring riéng tirng bo. 10 Cai
Dat tiéu chuan (ISO 13485, CE) hoc twong dwong
Dang &ng, khéng 16. Chét liéu: Nhwa. Dwong kinh bén trong 5.0mm va
63 | Sonde dan Iwu 6 bung 7.0 mm, dwdng kinh ngoai 7.0 mm va 10 mm. Tiét trung béng khi EO. 100 Cai
Dat tiéu chudn EN ISO 13485 hoéc twong duwong
64 Chi thép lién kim cac c& Bat tiéu chuan CFS. 12 Soi
65 SAhI khau lien kim khéng _ | oy khong tiéu tdng hop don soi Polyamide, sb 2/0, soi chi dai 2 75cm, .
iéu don s¢i Polyamide s6 | . 5 = x - ; : iy 216 Soi
2/0. dai 75 cm kim than tam giac, do cong kim 3/8 vong tron, dai = 24mm.
oy te B Y . Chi khong tiéu téng hop don soi Polyamide s6 3/0, sgi chi dai 75cm.
66 E,h' il I|e'n I khpng < | Kim thép khong ri, dwoc pha silicone, kim than tam giac, do cong Kim .
iéu don soi Polyamide so 3/8 vona t oz ) h N 288 Soi
210. dai 75 cm g tron, dai 24mm. Bdéng gdi vo tring tirng soi. Dat tiéu ¢ uan E
' ISO 13485:2016, ISO 13485:2016, CE
Chi khau lién kim tiéu Chi tiéu tong hop tr polyglycolic acid sé 1, sgi chi dai 90cm, kim dau
67 cham da soi Polyglycolic | tron, dai 40mm, d6 cong kim 1/2 dwéng tron. 660 Soi

acid s 1/0, dai 90cm

Pat tieu chuan ISO 13485, CE hodc twong dwong

10



STT Danh muc Thong s6 ky thuat SO lwong Pon vi tinh
Chi khau lién kim tiéu Chi tiéu tong hop twr polyglycollc acid 2/0 , soi chi dai 75cm, kim dau tron
68 cham Polyglycolic acid s6 | ,dai 26mm, d6 cong clia kim 1/2 dwong tron Dat tiéu chuan ISO 13485, 192 Soi
2/0, dai 75cm CE hoac tucmg dwong
Chi khau lién kim tiéu Chi tiéu tdng hop tir polyglycolic acid 3/0 , sgi chi dai 75cm, Kim tron
69 cham da soi Polyglycolic | du tron, dai 26mm, do cong kim 1/2 vong tron. Pat tiéu chuan ISO 300 Soi
acid sb 3/0, dai 75cm 13485, CE hoac twong dwong
Chi khau lién kim tiéu Chi tiéu tdng hop tir polyglycolic acid 4/0 , sgi chi dai 75cm, Kim tron
70 cham da soi Polyglycolic | du tron, dai 22mm, do cong kim 1/2 vong tron. Pat tiéu chuén 1ISO 60 Soi
acid sb 4/0, dai 75cm 13485, CE hoac twong dwong
Chi khau li&n kim tidu Chi tiéu,chém da s,cyi.qollagen'. Chisb 4/0, soi chi dai 75cm. Kim thép
71 ham d i el khéng ri, dwgc phu silicone, kim tron dau tron, dé cong kim 1/2 vong 36 Soi
cham da s collagen 5 - p g v . . odl
Chioftic.sd.410. d3i 75em tron, _cﬂian 26n2m. Boéng gdi vob trung tirng soii.
' Dat tiéu chuan EN ISO 13485, CE
Chi khéng tan don sgi phirc hop Polypropylene + Polyethylene (95/5),
sd 7/0, chi dai 75cm, 2 kim tron 3/8 vong tron DR 10mm, cong nghé kim
79 Chi phau thuat khong tan | CV Pass, lam béng thép khoéng gi AISI 300 series (304) ph silicon, Iwc 36 Soi
téng hop don soi so 7/0 cang kéo nut that 1.86N, Dong goi RacePack (RCP): bao bén ngoai la i
mang film Polyester-Polyethyleneterephtalate, chi dwoc quén quanh
khung nhira HDPE. Tiéu chuén FDA, EC, ISO.
o b Sl 5 Chi khong tiéu tdng hop don soi Polyamide, s6 10/0, soi chi dai = 30cm.
73 c’f‘?' gt “en K kh(_)ng Kim thép khong ri, dwgc pht Silicone, than tam giac dai 6,2mm, 2 kim :
tieu don soi polyamid hi - ; ] . 60 Soi
10/0. dai 30cm inh _tpang, go cong kim 1/2 vong tr9n.
; Dat tieu chuan (ISO 13485, CE) hoac twong dwong
Chét lieu thép khong gi, tiét triung bang tia Gamma. Cac s6 10, 11, 12
74 | hudidaomd sidung mdt | 1550 51, 22, Gac ranh doc IvGi dao trong thich v6i moi loai cén dao 1.000 Cai
mo. Dat tiéu chuan ISO 13485 hoac twong dwong
Kich thwac 43x45mm (£5%). Tong dién tich bé mat 1a 1.017 mm2
(5%). Bé mat gel 401 mm2 (£5%). Bé mat két dinh 616 mm2 (£5%). Bé
” ; X day = 0,8mm. l\/lleng |6t [am bang polyethylene (ho&c chét liéu trong »
£ Bign SyeamRgHal (Gn dwong). Cam bién dwoc lam bang polymer chira cacbon va trang I&p 206 Car
Ag/AgCl (hoac chét lieu twong dwong). Khong chira chat DEHP.
Dat tiéu chuan (ISO 13485, CE) hoac twong dwong
Dién cwc dan ECG khéng chtra Latex
76 | Dién cuc tim tré so sinh ggln"f)iré”r:e:g/ggg kiaang gy ditng 60 Cai
Pat tiéu chuan 1SO 13485 hoac twong dwong
Lam tr nha PVC y té an toan déo, mém mai, trong suot, day chiu
77 Mask thé oxy nguwdi lon xoén. Day dan th& oxy dai 2m. Mat na don gian dwoc s dung cho cac 5 Cai

bénh nhan can nhiéu oxy hon so v&i qua éng théng. Kep mii cé thé
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diéu chinh dwoc. Tiét trung bang khi EO. Pat tiéu chuan 1ISO 13485
hoac twong duong

78

Mask th& oxy tré em

Lam tlr nhwa PVC y té an toan déo, mém mai, trong subt, day chiu
xoan. Day dan th& oxy dai 2m. M&t na don gidn dwoc st dung cho cac
bénh nhan can nhiéu oxy hon so v&i qua éng thong. Kep mii cé thé
diéu chinh dwoc. Tiét tring bang khi EO. Pat tiéu chuén I1SO 13485
hodc twong dwong

15

Cai

79

Mask khi dung nguoi I&n

Lam t& nhwa PVC an toan, khéng gay kich trng, bé mat mém mai, min
mang, trong subdt. Thiét ké thich hop v&i tat cd céc loai méay khi dung.
C6 dung cu chtra thudc. Day dan chinh c6 chiéu dai 2m. Mat na co day
deo. Bao gdm mét na, khi dung, éng oxy, that lwng dan héi, nhém flake
va két néi. San phdm dwoc dung dé quan ly thuée cho ngwdi bénh dwai
dang mét song mi hit vao phéi. Dat tiéu chudn 1ISO 13485 ho&c twong
dwong

60

Cai

80

Mask khi dung Tré em

Lam ti» nhwa PVC an toan, khéng gay kich &ng, bé mat mém mai, min
mang, trong subt. Thiét ké thich hop v&i tt ca cac loai may khi dung.
C6 dung cu chtra thubc. Day dan chinh cé chiéu dai 2m. Mat na co6 day
deo. Bao gébm maét na, khi dung, éng oxy, that lwng dan héi, nhém flake
va két néi. San pham duwoc dung dé quan ly thube cho ngwdi bénh dudi
dang mét swong mis hit vao phéi. Pat tiéu chudn 1ISO 13485 ho&c twong
dwong

60

Cai

81

Mask khi dung tré so sinh

Lam tir nhwa PVC an toan, khéng gay kich (rng, bé mat mém mai, min
mang, trong subt. Thiét ké thich hop v&i tt ca cac loai may khi dung.
C6 dung cu chira thuéc. Day dan chinh cé chiéu dai 2m. Mé&t na co day
deo. Bao gdm mat na, khi dung, ong OXY, that lwng dan héi, nhom flake
va két ndi. San phdm duwoc dung dé& quan ly thubc cho ngudi bénh dwdi
dang mét srong mu hit vao phdi. Pat tiéu chuén ISO 13485 hoac twong
duwong

10

Cai

82

Mask oxy co6 tui

Lam tlr nhwa PVC y témém, trong subt, day khang bi van xoén. Buoc
thiét ké cho viéc truyén khi oxy qua dwdng miéng vé&i mire do tap trung
oxy cao. Do tap trung oxy: 95%- 100% v&i dong chay oxy la 5-8l/phut. La
dung cu két néi gitra hé thong cung cép khi oxy v&i bénh nhan, gitp
lwong khi oxy dwgc cung cap day dd cho ngwoi st dung. I\/Iask kem day
deo dan hoi, co tai hit lai; day ndi dai 2m, tai trie khi 1000ml. Dau néi tiéu
chuén. Khéng Latex. Gom cac size (XL, L M, S, tiét truing bang khi EO.
Pat tiéu chuan EN ISO 13485:2016, CE.

20

Cai

83

Mask thé ambu nguwdi I&n

Co vong duwoc ma hdéa mau séc. C& sb 4-5; Vong dém co van dé bom
hoi. Thanh phan khong c6 cao su.
Bat tiéu chuan EN ISO 13485:2016, CE

10

Cai

12
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Quy cach dong goi: tui 01 cai

84

Giay tht 16 hap Bowie
Dick test sheet (00130LF)

Dang t& gidy d&i, khong chira chi, kich thwde 27,9 cm * 21,6 cm. dung
cho 16 hoi nwée hat chan khong, chu trinh tiét khuan 132-134 d6 c.

500

85

Bép bdng nguwdi lon

Lam bang chét lieu PVC

86

Bop bdng tré em

Lam bang chét ligu PVC

el Lo

87

Huyét ap ké déng ho tré
em

Ddng hd chuan cb vach chia tr 20mmHg dén 300mmHg
P6 chinh xac £ 3mmHg

\Vong bit lam béng chét liéu vai kich thwdc to

Day dan khi,qua bop bing cao su chéng oxy héa.
TCCL: ISO 13485

88

Huyét ap ké déng ho

Ddng hd chuan cb vach chia ttr 20mmHg dén 300mmHg
Dd chinh xac £ 3mmHg

\Vong bit lam bang chét liéu vai kich thwdc to

Day dan khi,qua bop bing cao su chéng oxy hoa.
TCCL: ISO 13485

15

Cai

89

Gel bédi tron

Gel boi tron tan trong nwdc, dung béi tron trong néi soi, thdm kham, boi
tron am dao. Dat tiéu chuan EN ISO 13485
Pa dwoc tiét trung. Tuyp 282g.

10

Tuyp

90

Gel siéu am

Gel s dung trong siéu @m, phtl hop v&i tan so siéu am dang st dung,
Khong co formaldehyde, V6 khun, khong phat hién vi khuan
Staphyloccus, Pseudomonas aeruginosa, Tdng sb vi sinh vat khi hiéu
<10 CFUJg, tong sé ndm <10 CFU/g. Khéng gay mén cdm hodc rat da,
gel trong, tan hoan toan trong nwéc, 46 PH trong khodng 6.5-7.5.

80

Lit

91

Bo dat ndi khi quan ngudi
I&n

Lam bang thép khong gi, hép séy duwoc

92

Kh&u trang tiét triing

Khau trang 3 1&p bao gom 2 I&p vai khong dét khong tham nwdc: 100%
Olefin ho3c Polypropylene, giay loc (I&p gilra), day deo, gong nhwa.
Duoc tiét tring.

20.000

Cai

93

Gidy in nhiét

Gidy in cho may huyét hoc.
Kich thwdc 58mm x 30m, dang cudn. TCCL: ISO 9001, ISO 13485, CE

200

Cubn

94

Gidy dién tim 6 can

Dung cho may dién tim 6 can ECG 1250K
Kich thwdce: 110mm x 140mm x 142sheet,
Dang tap, cé bao bi bdo vé. TCCL: ISO 9001, EN ISO 13485

700

95

Tai dwng nwéc tiéu

Lam bang vat lieu nhwa, cd khéa van % vong, day dan dai 0.75 m,
dwong kinh ngoai 6.8mm, dwong kinh van thao dich 9.2 mm; c¢ 10 treo.
C6 vach chia dung tich.

700

Cai

96

Day Garo

Lan tr cotton, co gai dinh hai dau, kich thuéc 2,5*3 cm, bat tiéu chuan
ISO 13485 hodac twong dwong

50

Cai

97

Bang keo th& nhiét hap

Chiéu dai: 50m, réng 21,8cm

20

Cubn

13
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kho
s R Lam tlr gb tw nhién, kich thwdc 150*20*2mm. Buoc tiét trung, dat tiéu .
98 beé lwdi go chuan 1SO 13485 10.000 Cai
Dung cu gitr day ron tré so sinh.Tiét trung bang khi EO, khéng doc hai,
o . khong gay kich (rng. C6 bao chira an toan di kem. Tiéu chuan ENISO s
= e P e st Sk 13485 dwoc cong nhan va thira nhan quéc té, 1ISO 9001. Chirng chi ae ca
GMP -FDA hogc twong dwong
Tdi nilon d6ng goi thube Chiéu dai 390 hoac 400 mét, kho ngang 10cm. Bé dong goi duoc 2.400
100 2 an thi v&i dung tich 100ml/tti. B6 2 cudn. Dat tiéu chuan ISO 8001:2015, 10 Cap
sac déng y CES
San xudt tir nguyén liéu gac khéng dét, théng thoang, mém mai, dam
bao bao phii moi kiéu téc. Pong géi bang tui ép tiét trung; Tiét trung
101 | Ma gidy bang khi EO. Dat tiéu chuan chat lvong 5.000 Cai
Quy céch déng goi: Tui 100 cai
TCCL: ISO 13485, 1ISO 9001
Goi 2
Phim chup X quang 35 X Phim khé laser c& 35 x 43 cm twong thich may in phim khé Laser
y 43 cm (Cho may in Fujifilm, hop 100 to, str dung cong nghé Eco Dry than thién méi trwdng, 1500 To
Fujifilm DryPix Plus va phim gém 4 |&p: I1&p bado vé, I&p nhay sang, I&p phim, I&p bao vé. Mat ’
Drypix 7000/6000/4000) do téi da 3,3
Phim chup X quang 20 Phim kho laser c& 20 x 25 cm twong thich may in phim kho Laser
5 x25 cm (Cho may in Fujifilm, hop 150 to, st dung cong nghé Eco Dry than thién méi trwdng, 20.000 To
Fujifilm DryPix Plus va phim gém 4 I&p: 16p bado vé, I6p nhay sang, I&p phim, I&p bao vé. Mat '
Drypix 7000/6000/4000) ds tbi da 3,3
Phim cé d6 phén giai cao, hinh anh quang nhiét, thang mau xam thich
hop cho s thay dbi tdng mau lién tuc cla hinh anh y té. Phim cung cép
kha n&ng ch&n doan hinh anh wu viét voi do chi tiét tot, hinh anh sac nét
va téng mau hinh anh tuyét voi. buoc thiét ké aé st dung lam phim
3 Phim chup X quang 35 x chén doéan da nang, ghi lai day g0 cac hinh anh tir nhiéu phwong thire 3.500 Te
43 cm khac nhau bao gébm chup cat I&p vi tinh, chup cdng hwédng tir, y hoc hat ’
nhan, siéu &m, chup Xquang thudng quy, chup X quang ky thuat sé. H6
tro Iop nén 7-mil polyester. Phim c6 mat dé hinh anh tdi da Dmax 3,0,
dat tieu chuén 1SO 13485, FSC, CE. Phu hop v&i may in laser Trimax
TX55.
Phim c6 d6 phan giéi cao, hinh anh quang nhiét, thang mau xam thich
. hop cho sw thay déi tdng mau lién tuc cta hinh anh y té. Phim cung cép
4 gl b 20 khapnang chéan éoan hinh &nh wu viét v&i do chi tiét tét, hinh anh sac nét 30.000 To

x25 cm

va tong mau hinh anh tuyét voi. Broc thiét ké dé st dung lam phim
chan doan da nang, ghi lai d&y @0 céc hinh anh tiv nhiéu phwong thirc

14
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khac nhau bao gdm chup cét I&p vi tinh, chup cong huéng tir, y hoc hat
nhan, siéu &m, chup Xquang thwdng quy, chup X quang ky thuat sb. H6
tro IO’p nén 7-mil polyester. Phim cé mat dé hinh anh tdi da Dmax 3,0,
dat tieu chuén ISO 13485, FSC, CE. Phu hop v&i may in laser Trimax
TX55.
Goi 3
Dung dich rira tay phiu Thanh phan toi thieu: Chlorhexidine gluconate 4%. Ché pham diét khuan
1 thudt loai 1 tay phau thuat, dang 1dng,. Quy cach dong géi: Chai 500ml. Dat tiéu 20 Chai
T chuan ISO 9001
Thanh phéan téi thiéu gom: Chlorhexidine Digluconate 2% (w/v); Sodium
Dung dich riva tay thuong lauryl Ether Sulfate; Sodium lauryl Benzene Sulfonate. Chét duéng da
2 quy 63l 1 gilr &m: Glycerine; Polyquatium 7 (merquate 550); sorbitol, hwong liéu. 100 Chai
i Quy cach déng goéi: Chai 500ml. Pat tiéu chuan ISO 9001:2015, ISO
13485:2016
Thanh phan téi thiéu gom: Chlorhexidine Digluconate 1%(w/w); Sodium
3 Dung dich rlra tay thuwong | lauryl Ether Sulfate; Sodium lauryl Benzene Sulfonate, chat dwéng da, 30 Lit
quy loai 2 gitr &m, hwong liéu. Quy cach: Chai 500ml. Dat tieu chuén ISO
9001:2015, ISO 13485:2016
Thanh phan téi thiéu gom Chlorhexidine Digluconate 0,5% (W/v);
4 Dung dich sat khuan tay Ethanol 73% (v/v) ; Chéat dwéng dm bao bé da: Glycerine, Vitamin E, 320 Chai
nhanh loai 1 Polisaccharid, Sorbitol, Vitamin B5, hwong liéu. Quy cach: Chai 500ml.
Pat tiéu chuén ISO 9001:2015, ISO 13485:2016
Thanh phan téi thiéu géom: Ethanol 80%, Isopropanol 7,2%,
5 Dung dich sat khuan tay Chlorhexidine gluconat 0,5%, chéat bao ve, dwdng da va hwong liéu.Quy 65 Chai
nhanh loai 2 céch déng goi: Chai = 500ml Dat tiéu chuan 1ISO 9001:2015, 1ISO
13485:2016
. ) z Thanh phan téi thiéu gém: Ethanol 80%, Chlorhexidine gluconate 0,5%.
6 c?fj}r?gt?clacnh sa’;ék?ouae?r;da Dang 16ng, bom dwéi dang phun swong. Dat tiéu chuan: ISO 100 Chai
g trong y te 102 9001:2015, ISO 13485:2016. Quy cach dong géi: Chai 200 ml
Dung dich 12m sach dung Thanh phan ti thiéu gébm: Protease Enzyme 2 0,5%. Khéng géay &n mon _
7 cuy té e i : dung cu. Tac dung sau 1 -3 phut. Quy cach déng goi: Chai 1000ml. Bat 100 Chai
j j tieu chuan I1ISO 13485:2016
0,55% Ortho- Phthalaldehyde, pH=7. Kh&* khuan mirc dé cao trong 5
Dung dich khir T phut. Pat tiéu chuadn EN 14561, EN 14562, EN 14476 va EN 14563.
8 tiet khuan dung cu néi soi Dung dich trong chau ngam st dung dwoc trong 14 ngay (tang kem test 30 Can
i : 2§ thir dé kiém tra hiéu qua dung dich). Thoi gian bdo quan sau khi mé& nap
trén 6 thang.
9 Hoa chat khir khuan m&c | Dung dich 1% chtra 0.15% peracetic acid; <5% phosphates, chét hoat 3 Hop

do6 cao loai 2

dong bé mat khéng ion, >30% chét tay trdng gbc oxy, Hop 2kg
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STT Danh muc Thong so ky thuéat SO lwong Pon vi tinh
. P 5 z ; Thanh han t6i thieu gom: lutaraldehyde 2% + pH 6, la dung dich pha
?Pa Chat‘kh,u’ khu§n MUC 1 s&n khc?ng can hoat h%a Tﬁm gian nggm khe khpuan murc dogcao <p10
® cao va tiét khuan dung
10 cu phau thuat noi soi phut_§u dun;g trong vong 30 ngay. § 20 Can
(Glutaranlde'hydé 22%) Dat tiéu chuan: (IS_O 9001, ISO 13485) hoac twong dwong
Quy céch déng goi: Can =5 lit
y 55:99 S&"L‘lr'j'lg aslavnaglgglng (T;hMéghl ggé% Giycolc Aci 8%, chai 750 ml, 2 chail bo, dat chteng chi 1 o
bd nhirng vét me 6, ri sét
Thanh phan t6i thiéu gom: Dichloroisocyanurate (Troclosen Sodium).
12 Vién nén kh khuan loai 1 | Vién nén, dang sti tan trong nwéc tao dung dich ¢6 4o pH acid. Quy 3.500 Vién
cach dong gbi: Hop 100 vién. Pat tiéu chuan EN ISO 13485:2016, GMP
Bot tinh thé Chloramin B 25%. Dung dé pha dung dich sat khuan.
13 Chloramin B Quy céach dong goi: < 35kg/Thung. Dat tieu chuén ISO 9001:2015, ISO 350 Kg
13485:2016
Dung dich tay r&ra va diét | Thanh phan téi thiéu gdm: 0,14% Didecyldimethylammonium chloride +
14 khuan bé mat thiét bi y té | 0,096% Polyhexamethylene biguanide hydrochloride. 30 Chai
loai 1 Quy cach déng goi: Chai 750ml. Dat tiéu chuan ISO 13485:2016, EC
Goi 4
1 Kéo cat chi Lam bang thép khéng gl hap say dwoc 35 Cai
2 Kéo thang dau tu 16cm Lam bang thép khéng gl hap say duoc 75 Cai
3 Kéo dau nhon Lam bang thép khéng gx hép say dwoc 51 Cai
4 Kim kep Kim Lam bang thép khéng gi, hap say duwoc 60 Cai
5 | Panhcongknong mau | | am bing thép knong gi, hép sy duoc 80 cai
6 Phau tich co mau Lam bang thép khéng gl hap say duwoc 2 Cai
7 kéo thang Lam bang thép khong gi, hap say dugc 1 Cai
8 53055’“8;[ £hil ceng dau aho Lam b&ng thép khong gi, hdp say duoc 70 Cai
9 Khay tiém 22 x 32cm Chét liéu: inox 100 Cai
10 | Khay qua dau Chét ligu: inox 140 Cai
11 Bat Nox nhd Chét liéu: inox 200 Cai
12 | Kéo dau nhon - tu Lam bang thép khong gi, hap say dwoc 20 Cai
13 Eﬁg:gﬁgu“}i‘égong Lam béng thép khéng gi, hap sy duoc 30 Cai
14 | Kep s&ng md Lam bang thép khong gi, hdp say dwoc 20 Cai
15 Eﬁg:gcﬁq”é"u”}%”;ﬁng Lam bang thép khong gi, hap s&y duoc 30 Cai
16 | Kim sinh thiét da day Vi dwong cat tdi ku clia kim sinh thigt cho phép ngudi st dung lay 2 Cai
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STT Danh muc - Thoéng s6 ky thuat So6 lwong Don vi tinh
mau sinh thiét tdi da moét cach an toan va dé dang. Thiét ké da dang:
kim sinh thiét cd kim ho&c khéng kim; ngam hinh oval ho&c hinh tron.
Chiéu dai lam viéc 160cm-230cm, twong thich véi kénh [am viéc téi
thiéu 2,8mm. Kim sinh thiét dwdng mdi: Kim sinh thiét c6 kim ho&c
khéng klm duwoc phan biét bang mau d6 va mau vang; ngam hinh oval
hodc hinh ngam ca sau. Khép ndi dau kim dang dinh tan, chac chén khi
sinh thiét. Chiéu dai lam viéc 160cm, dwong kinh 1,8mm twong thich véi
kénh [am viéc 2,0mm. Chiéu dai lam viéc 230cm, dw(yng Kinh 2,3mm,
twong thich v&i kénh lam viéc tdi thiéu 2,8mm.
Vai dwong cat tbi wu cla kim sinh thiét cho  phép nguoi st dung lay
mau sinh thiét téi da mot cach an toan va dé dang. Thiét ké da dang:
kim sinh thiét cé kim ho&c khéng kim; ngam hinh oval hodc hinh tron.
Chiéu dai lam viéc 160cm-230cm, twong thich véi kénh lam viéc téi
17 Kifi sink thidt dal tran thiéu 2,8mm. Kim sinh thiét dwong mai: Kim sinh thiét co kim ho&c , Cai
: g khong kim; dugc phan biét bang mau dé va mau vang; ngam hinh oval
hodc hinh ngam ca sau. Khop ndi dau kim dang dinh tan, ch&c chan khi
sinh thiét. Chiéu dai lam viéc 160cm, dwong kinh 1,8mm twong thich voi
kénh lam viéc 2,0mm. Chieu dai lam viéc 230cm, duc‘yng kinh 2,3mm,
_ ' twong thich véi kénh lam viéc tdi thiéu 2,8mm.
18 fggr:‘] thang khong mau || ) bang thép khong gi, hap séy dwoc 40 Cai
19 panh thdng c6 mau 18cm | Lam bang thép khong gl hap say duoc 25 Cai
20 Panh thang khéng mau Lam bang thép khong gi, hap say duoc 3 Cai
21 ?gsrt:\mh khong méu Lam bang thép khong gdfi, hép séy duoc 150 Cai
22 532:1 thang khéng mau ||+ p3ng thép khong g, hép sy duoc 10 Cai
23 Hop dwng bdng con Chét liéu: inox 45 Cai
24 Cén dao md Lam bang thép khéng gi, hap say duoc 30 Cai
Goi 5
1 Oxy ldng Ham lwong Oxy = 99,5%. Khéng mau, khéng mui, khéng vi, khéng doc. 25.000 Kg
p g Ham Iwgng Oxy = 99,5%. Khéng mau, khéng mui, khéng vi, khdng doc. -
2 jxGhagphinbiie Quy céch déng goi: Binh 10 lit (+ 5%) 2 Sl
: ; Ham lwong Oxy = 99,5%. Khong mau, khéng mui, khdng vi, khdng déc. -
2 | Ehiexy b4l Quy cach déng goi: Binh 40 it ( 5%) . 2y
. I Ham lwong carbonic = 99%. Ap lwc binh = 140 Bar. Quy cach dong goi: ;
4 Khi carbonic binh 40l Binh 40 lit (= 5%) 4 Binh
Goi 6
1 Que thr xét nghiém nuwéc Thanh phan chinh: Ascorbic Acid: 2,6-dichloro-phenol-indophenol 250 Hop
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STT Danh muc Thoéng s6 ky thuéat So lwong Pon vi tinh
tieu 11 thong s6 0.5mg. Leukocytes: indoxyl ester 1.4mg; diazonium salt 0.7mg. Ketone:
sodium nitroprusside 30.0mg. Nitrite: sulfanilamide 0.65mg; N-
(naphthyl)-ethylenediammoniumdihydrochloride 0.45mg. Urobilinogen:
fast blue B salt 1.2mg. Bilirubin: 2,4-dichlorobenzenediazonium 14.3mg.
Protein: tetrabromphenol blue 0.36mg. Glucose: glucose oxidase 6.2mg;
peroxidase 2.8mg; 4-aminoantipyrine 0.08mg. Specific Gravity:
bromthymol blue 0.4mg; sodium poly methyl vinyl acetate maleic 16mag.
Blood: cumene hydroperoxide 35.2mg; 3,3',5,5'-tetramethylbenzidine
2.0mg; bromxylenol blue 3.3mg.
Ong mau lang ESR tube
(EjSR tube: 100 dng moi hop.
§ - ng thay tinh 8x120mm chiéu xa v&i nat cao su butyl. Chira toi 1,6ml -
g Qng mau lehg mau toan phan trong éng. Ong chira 0,28ml natri citrat 3,2% va san 40 ng
sang dé sl dung.
Tiéu chuan chét lwong 1SO 13485:2016
3 Cong dwng mau bénh Céng dung méu bénh pham Sample cup 4 Ti
pham sinh hoa Tiéu chuan chat lvong ISO 13485:2016
Chatliu - 100% nhua y t& PP nguyén sinh, Kich thudc:12x75mm. Nap
4 Ong heparin mau den co soc k&, co vach dinh mirc lay bénh phdm. Dat tiéu chuan ky 24.000 Ong
thuat ISO
Chéat liéu: 100% nhwa y t& PP nguyén sinh, Kich thwéc:12x75mm; nap
5 Ong EDTA nép nhua boc nhwa mau xanh, bén trong cé phli chat chéng déng. Trong ong 2.400 Ong
nghiém c6 chét khang dong EDTA véi ndng d6 dung tiéu chuan.
6 Ong EDTA nap cao su Than éng: kich thwdc 12x75mm, lam bang nhwa PP hodc PET 28.800 Ong
Chtra hoa chat EDTA (Ethylene diamin tetracetic acid)
. Ong NatriGitrate 3,8% Ert\at liéu 100% nhua y t:é'.; co n&p. Trang Natricitrat. Chét chéng dong 5 400 6ng
6ng van duc, khéng doi mau.
Thanh phan chinh:
8 B& hoa chét phan (rng Latex: Céc hat latex dwoc phi bang streptolysin O, pH 8.2, chét bdo 5 Hop
ASO (Aslo) quan. Kiém soat dwong tinh: Huyét thanh ngudi co ASO > 200 [U/mL, i
| Chét bao quan. Kiém soat am tinh: Huyét thanh dong vat, chat bao quan
£ a1 L s Dong té bao Anti A BRMA-1 sé phat hién khang nguyén A.
g | Jhuocthirxeinghiem | AntiA co mau xanh lam 10 lo
’ Tiéu chuan chat lwgng 1ISO 13485:2016
P 5 -4 Dong té bao Anti AB ES-4 / ES-15 sé phat hién khang nguyén A, Ax
10 | fhuoc i xetnglEMm | hoac B. Anti AB khong c6 mau 10 lo
; Tiéu chuan chat lwong ISO 13485:2016
11 Thuoc thr xét nghiém Dong té bao Anti B LB-2 sé phat hién khang nguyén B. Anti c6 mau 10 lo
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STT Danh muc Théng so6 ky thuat S6 lwong Pon vi tinh
dinh nhém mau B vang
Tieu chudn chét lvong 1ISO 13485:2016
Dung dich cé chira nong do protein thé}p va IgM don dong clia ngudi va
£ . i IgG khang D. Thudc thtr nay sé trwec tiep ngwng két cac té bao Rh D
12 '(Ij'huoc tk et nghigm dwong tinh, bao gdm phén lén cac bién thé (nhwng khong phai DVI) va 3 lo
inh nhém mau D e p
ty I& D yéu (Du) cao.
Tiéu chudn chéat lvong ISO 13485:2016
13 Thudc nhudm Giemsa Thuc hién xét nghiém soi nhuém Giemsa Chai
44 | ThueemAuGmAanh Thanh phan cda thuéc nhusm Ziehl Neelsen 2 Chai
methylen
. 2 . Thuc hién xét nghiém soi nhuém Gram. Bao gom 04 dung dich thuéc .
b B thige nhuem Grem nhudm thanh phéan l& Crystal Violet, Lugol, Alcohol va Safranine. 2 Bo
B hoa eiat nkusm Zishl Thure hién xét nghiém soi nhuém Ziehl Neelsen tim trwc khuan khang
16 Nealsar : acid. Bao gdm 03 dung dich thudc nhuém thanh phan la Carbon 4 B6
Fuchsin, Alcohol acid va Methylen Blue.
Khay thtr HBsAg Rapid Test Kit
Xét nghiém mién dich tang cwdng keo vang dé xac dinh khang nguyén
bé mat HBV (HBsAg) trong mau toan phan, huyét trong hoc huyét
thanh clia ngurdi. Knang thé khang HBsAg duoc cb dinh trong ving thir
nghiém trén mang nitrocellulose. M&u thtr phan (rng v&i chét lién hop cé
mau (lién hop vang khang thé anti-HBsAg);
17 Thanh thfr xét nghiém Thanh ph%n: 25 Test/hop (Khay, Que) 1.200 Test
khang thé HbsAg Thiét bj kiém tra: 25 khay/que (1 Test/tui x 25 tui) '
Chét pha loang m&u: 1 chai
Ong nhd giot: 25 dng nhd giot diing mét lan
Hwéng dan dong goéi: 1 hwang dan st dung
Do nhay: Téng 99.69%
D6 dac hieu: Tdng 99.38%
Yéu td gay nhiéu: Téng 98.46%
~M&u pham: Huyét thanh, huyét tvong, mau toan phan
- Do nhay 99,8%
Kit th& nhanh phat hién -Po dac hieu 100%
18 khang thé khang virus - Phét hién cac type khang thé 1gG, IgA,...dac hiéu v&i HIV-1 va HIV-2 1.500 Que
HIV 1&2 - Cong hop vang HIV-Ag tai t& hop;
- Anti-human IgG-Fc McAb;
- Anti-HIV McAb.
Que tht/Khay thir xét -Poé nhay 100% ,
19 | nghiém khang thé khang | - D6 d&c hiéu = 99,75%, Cho két qua nhanh trong vong 15 phat, D6 6n 50 Que
HIV dinh clia két qué xét nghiém t&i 60 phat
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20

Test nhanh chan doan
viéem gan C

- Mau pham huyét thanh, huyét twvong, mau toan phan

- Phat hién khang thé khang HCV trong huyét thanh, huyét tvong, mau
toan phan nguwdi

- D6 nhay 99%

- Do dac hiéu 100%

-Vung céng hop: Khang thé don dong khang 1gG ngwdi (0.16 pg);

- Vach két qua: Khang nguyén HCV-210 (0.2 pg);

- Vach chirng: 1IgG ngwoi (0.88 ug).

700

Test

21

Test nhanh chan doan
giang mai

Test nhanh chan doan giang mai
Tiéu chuan chat lvgng iso hodc twong dwong

100

Test

22

Test nhanh chan doan
bénh viém duwdng rudt do
Rotavirus

Khay thtr Rotavirus Rapid Test Kit

D6 nhay: 99.38%

Do dac hiéu: 99.33%

D6 chinh xac: 99.35%

Thanh phén chinh: Xét nghiém chira mét dai mang duoc pht khang thé
chéng vi-rut rota trén vach thi nghiém, khang thé& chéng chuét ctia dé
trén vach ddi  chirng va mot miéng thuéc nhudém chtra vang keo két hop
v&i khang thé chéng vi-rut rota.

Thanh phan: 20 test/ hop

Thiét bi kiém tra: 20 bang th& nghiém don I& (1 Test/ tai x 20 tdi)

Dung dich dém: 20 chai st dung mot l&n, méi chai 6 1,5 ml dung dich
dem chiét

Hwéng dan déng goi: 1 hudng dan st dung

Tiéu chuén chéat lwong ISO 13485:2016

150

Test

23

Kit thr nhanh phat hién
khang thé IgM khang
virus viém gan A

- D6 nhay twong dbi tong thé d@bi v&i nhiém trung tién phat va thir phat
cla Test thr nhanh HAV IgG / IgM la 95,6% va dé d&c hiéu tvong géi
la> 99.9% va do chinh xac twong dbi & 99,1%.

- D6 nhay twong d6i: (25+40)/ (28+40) =95.6% (95%CI*: 87.6%~99.1%);

- Tinh d3c hiéu twong d6i:248/248>99.9% (95%CI*: 98.8%~100.0%);
- D6 chinh xac: (25+40+248)/ (28+40+248) =99.1% (95%CI*:
97.2%~99.8%).

*95% Khodng tin cay

150

Test

24

Test nhanh chan doan
chlamydia

Khay thir Chlamydia Rapid Test Kit. Khang the dac hiéu v&i khang
nguyén Chlamydia dwgc phu 1én ving vach th&r nghiém. Dung dich
khang nguyén dwoc chiét xuéat sé& phan rng v&i mot khang thé chong lai
Chlamydia dwoc pht 1én cac hat. Hén hop nay di chuyén Ién trén é
phén (rng v&i khang thé khang Chlamydia trén mang va tao ra mét vach
mau trong vung tht nghiém. .
Thanh phan: 25 test/hop

100

Test
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Thiét bi xét nghiém: 25 khay xét nghiém (1 xét nghiém/tui x 25 tui)
Pém A: 1 chai chira déy dung dich @ém A

Pém B: 1 chai chira day dung dich gém B

Bo suwru tap tam bdng: 25 miéng gac cd tlr cung nir vo tring
Hwdng dan dong goi: 1 hwéng dan s dung

25

Test nhanh chan doan sbt
xuat huyéet

Khay thtr xét nghiém phat hién dinh tinh khang nguyen Dengue NS1
trong huyét thanh/huyét twong/mau toan phan cla nguoi

D6 nhay: 99.04%

Do dac hiéu: 99.32%

D6 chinh xac: 99.21%

Thanh phan chinh:

- Vach thr nghiém: dwoc phl khang nguyén khang sbt xuét huyét NS1
- Vach ddi chirng: khang thé dé khang chudt

- Vung cong hop: cé chira keo vang két hop v&i khang nguyén chéng
sét xuét huyet

Dong goéi 25 Test bao gém:

- Khay th: 25 khay

-Pém:2lo

- Ong nhd giot: 25 éng nho giot ding 1 lan

Tiéu chuan chét lvong 1ISO 13485:2016

300

Test

26

Test cum Inflienza A, B

Khay thtr Influenza A/B Rapid test it

Két qua lam sang cum A:

Do nhay: 97,44%

Do dac hiéu: 99,47%

Po chinh xac: 98,87%

Két qua lam sang cum B:

Do nhay: 96,97%

D6 dac hiéu: 99.21%

D6 chinh xac: 98,53%

Thanh phan chinh:

Xét nghiém mién dich tang cwong keo vang dé xéac dinh vi rat cim A va
B trong mau tam bong clia ngwoi. Khang thé chdng cum A va khang thé
chéng cim B dwoc co dinh trong ving thir nghiém trén mang
nitrocellulose. Trong qua trinh xét nghiém, mau thr dwoc phép phan
rng v&i lién hop c6 mau (khang thé chéng cum A va/hodc lién hop vang
keo khang thé chéng cum B); hén hop sau do di chuyén sac ky trén
mang bang hoat déng mao dan. Mau dwong tinh vé&i cum A va/hoac
cum B tao ra mot dai mau riéng biét trong viing thtr nghiém, dwoc hinh
thanh b&i phire hop lién hop cé mau khang nguyén khang thé cu thé.

3.000

Test
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STT Danh muc Thoéng so6 ky thuat Sé lwong Pon vi tinh
Thanh phan: 25 Test/hop
Thiét bi kiém tra: 25 test khay (1 test/tai x 25 tui)
B& dém: 25 chai st dung mot l&n
MZu bénh pham l4y mau tdm bong: 25 miéng gac mii hong vo tring, st
dung mét lan
Hwéng dan déng goi: 1 hwdng dan s dung
Tiéu chuan chét lvong 1ISO 13485:2016
Khay thtr FOB Rapid Test Kit
Do nhay: 99.49%
Do dac hiéu: 100%
Do chinh xac: 99.84%
Thanh phéan chinh:
. 5 5 Xét nghiém dang kep khang thé kép dé phat hién co chon loc Mau an
27 lgignﬁﬁ;: tmihetig can trong phén & nong d6 50 ng/ml tr& 1én hoac 6 pg/g phan. 100 Test
Thanh phan: 20 test/hép
Thiét bi xét nghiém: 20 khay xét nghiém (1 xét nghiém/ tui x 20 tui)
Dung dich dém: 20 chai st dung mét l&n, mdi chai c6 1,5 mL dung dich
dém chiét
Hwdng dan déng goi: 1 hwdng dan st dung
Tiéu chuan chét lwong 1ISO 13485:2016
Khay th(r H.Pylori Ag Rapid Test Kit
Do nhay: 99.33%
Do dac hiéu: 99.61%
Do chinh xac: 99.46%
Thanh phan chinh:
Test nhanh chan doan Xét nghiém chira mét dai mang duoc pht khang thé H.Pylori trén vach
28 viém da day Helicobacter | xét nghiém, khang thé chdng chudt trén vach doi chirng va mot miéng 500 Test
Pylori thudc nhudm co chira keo vang két hop vaéi H.Pylori se.
Thanh phan 20 test/ hop
Thiét bi xét nghiém: 20 Test khay (1 Test/ tai x 20 tui)
Bo dém: 20 chai dung mét lan v&i dung dich 1,5 ml
Hwdng dan déng goi: 1 hwéng dan s dung
Tiéu chudn chét lwvong 1ISO 13485:2016
St dung phwong phap sac ki mién dich phat hién dinh tinh ma tay cé
3 trong mau nwéc tiéu v&i ngwdng phat hién (cut-off)
Que th& ma tay tong hop | MET: Methaphetamine
23 4 chan AMP: Amphetamine 2180 L
THC: Marijuana
MOP: Morphine
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STT Danh muc Théng s6 ky thuat So6 lwong Pon vi tinh
Khay thir xét nghiém dinh tinh Morphine
Do nhay: 97.33%
Po6 dac hiéu: 98.45%
Po chinh xac: 98.04%
30 Khay thir xét nghiém dinh | Thanh phan chinh: 150 Test
tinh Morphine - Vach th&r nghiém: dwoc pht 1&p lién hop MOP khang MOP
- Vach chirng: dwoc phi khang thé don dong IgY ga
-Vung cong hop: chira keo vang két hop v&i khang thé don dong khang
Hemoglobin va IgY cla ga
Tiéu chuan chat lwong 1ISO 13485:2016
Khay th&r xét nghiém dinh tinh Amphetamine (AMP)
Do nhay: 97.3%
D6 dac hiéu: 99.18%
Test chan doan ma tdy Do chinh xac: 98.47%
31 ba MET Thanh phan chinh: 150 Test
(Methamphetamine) trong | - Vach th&r nghiém: dvoc pht I&p lién hop AMP khang AMP
nwéc tiéu - Vach chirng: dwoc phu khang thé don dong IgY ga
- Viung cong hop: chira keo vang két hop v&i khang thé don dong khang
Hemoglobin va IgY cla ga
Tiéu chuan chét lwong ISO 13485:2016
Khay thir xét nghiém dinh tinh Amphetamine (AMP)
Do nhay: 97.3%
Po dac hiéu: 99.18%
Test chan doan nhanh Ma | D6 chinh xac: 98.47%
4 | Ty Téng Hop AMP Thanh phan chinh: 150 Test
(Amphetamine) trong - Vach thtr nghiém: dwoc phd 16p lién hop AMP khang AMP
nwoe tiéu - Vach chirng: dwoc phd khang thé don dong IgY ga
- Vung cong hop: chira keo vang két hop voi khang thé don dong khang
Hemoglobin va IgY clia ga
Tiéu chudn chét lwong ISO 13485:2016
Khay thtr xét nghiém dinh tinh Can sa (Marijuana)
Do nhay: 97.33%
Po6 dac hiéu: 98.35%
. ; D6 chinh xac: 97.96%
53 | JestUil meE iy Thanh phan chinh: 150 Test

Marijuana

- Vach thr nghiém: dwoc phi 16p lién hop THC khang THC

- Vach chirng: dwoc phd khang thé don dong IgY ga

- Vung cdng hop: chira keo vang két hop véi khang thé don dong khang
Hemoglobin va IgY clia ga
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STT Danh muc Théng s6 ky thuat So lwong Pon vi tinh
Pat tiéu chuan 1ISO 13485:2016
34 r?;g nghiém nhwa khong | ~p 4t ey 1am béing nhwa clng. Pat tiéu chudn chét lvong ISO 16.000 Ong
- Phu hop st dung cho bdo quan tir -80°C to +121°C
35 Ong eppendort (1,5m) - Khéng chira DNase, RNase, DNA ngwi, chét tre ché PCR, Kim loai 5 Tai
va Pyrogen
- Pat tiéu chuén ISO 13485 hoac twong dwong
36 | Lamkinh Lam Kinh diing trong y té 40 Hop
37 Pau coén vang Dau con vang hut va dwng mau bénh pham 5 Tui
38 | Pau con xanh Dau con xanh hat mau 4 Tui
< TUi mau dung d& thu thap, Iy triy, truyén va van chuyén mau.
39 | Tui dwng mau « Két cAu ctia tdi mém mai, 6ng chdng xoan linh hoat dwoc dong goi 20 Goi
rieng biét.
Géi 7
. Ky i 8 Hoa chat dung cho xét nghiém Albumin ; dai do: 15-60 g/L ; phwong
1 | Hoa gga;%t”nfirfho Xét | Jnap: Bromocresol Green (BCG), buoc song 600/800 nM . Thanh phén: 3 Hop
gnie Succinate buffer (pH 4.2) 100 mmol/L; Bromocresol green 0,2 mmol/L
Hoa chét diing cho xét Hoa chéat dung cho xét Qghiém ALT ; dai do: 3-500U/L ; phwong phap
2 nghiém ALT dwa trén khuyén nghi cda IFCC. Thanh phan: L-Alanine 500 mmol/L; 2- 47 Hop
j Oxoglutarate 12 mmol/L; LDH = 1.8 KU/L; NADH 0.20 mmol/L;
Hoa chat dung cho xét nghiém AST ; dai do: 3-1000 U/L ; Phwong phap
3 Hoa chét dung cho xét duwa trén khuyén nghi clia IFCC. Thanh phan: L-aspartate 240 mmol/L; 49 Ho
nghiém AST 2-Oxoglutarate 12 mmol/L; LDH = 0.9 kU/L; MDH 2 0.6 kU/L; NADH P
0.20 mmol/L,;
. 2o s : Hoa chat dung cho xét nghiém Calci ; dai do: 1-5 mmol/L ; phwong
4 rljogéc:fég;i?g choxét | s’ Arsenazo 3, budc séng 660/700 nM . Thanh phan:Imidazole (pH 10 Hop
ghie 6,9) , Arsenazo Il 0,02% 0,02%, Triton X-100
Hoa chat dung cho xét nghiém Cholesterol ; dai do: 0.5-18 mmol/L ;
5 Hoa chat dung cho xét phuong phap: CHO-POD; buwéc song 540/600 nM. Thanh phan:4- 7 Hop
nghiém Cholesterol Aminoantipyrine 0,31 mmol/L; Phenol 5,2 mmol/L; Cholesterol esterase i
> 0,2 kU/L (3,3 pkat/L); Cholesterol oxidase 2 0,2 KU/L (3,3 pkat/L);
Hoa chéat dung cho xét nghiém CK-MB ; dai do: 10-2000 U/L ; phwong
phap: Enzymatic immuno-inhibition (&rc ché mién dich enzym), Bwéc
6 Hoa chéat dung cho xét séng 340 (nm). Thanh phan: Dung dich dém Imidazole (pH 6.7) 100 7 Hop
nghiém CK-MB mmol/L; Diadenosine-pentaphosphate 0.01 mmol/L; Glucose 20 mmol/L; 2
G6P-DH = 2.8 kU/L; Creatine phosphate 30 mmol/L;N-Acetylcysteine
0.2 mmol/L; Khang thé khang tiéu don vi CK-M thay dai;
. Hoéa chat dung cho xét Hoa chat dung cho xét nghiém Creatinine ; dai do: 5-2200 ymol/L ; 12 Hop

nghiém Creatinine

phwong phap: Kinetic Jaffe, bwdc sdng 520/800 nM. Thanh phan: Natri
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hydroxide 120 mmol/L; Axit picric 2,9 mmol/L.
; T . Hoa chat diing cho xét nghiém Bilirubin trwe tiep ; dai do: 0—-171 pymol/L ;
8 :‘Oﬁggaéﬁllr‘ggﬁ‘fuéetfe phuong phap: DPD, buroc song 570 nM. Thanh phan: 3,5 2 Hop
ghis : P Dichloropheny! diazonium tetrafluoroborate 0.08 mmol/L
: 2. s : Hoa chat dung cho xét nghiém GGT ; dai do: 5-1200 U/L ; phwong phap
9 :oﬁé":fé‘é“{‘g choXét | 4.2 tran khuyén nghi cia IFCC. Thanh phan: Glycylglycine pH 7,7 2 Hop
ghie (37°C) 150 mmol/L;L-y-glutamyl-3-carboxy-4-nitroanilide 6 mmol/L
Hoéa chat dung cho xét nghiém Glucose ; dai do: 0.6-45 mmol/L ;
10 Hoa chét dung cho xét phwong phap: Hexokinase, bwéc song 340 nM. Thanh phan: Dém 11 Ho
nghiém Glucose PIPES (pH 7,6) 24,0 mmol/L, ATP 2 2,0 mmol/L, Hexokinase = 0,59 2P
kU/L, G6P-DH = 1,58 kU/L
Hoa chat dung cho xét nghiém HDL-Cholesterol ; dai do: 0.05-4.65
mmol/L ; phwong phap: Enzymatic colour). Thanh phan: Khang thé
11 Hoa chat dung cho xét khang B-lipoprotein & ngudi ndng dé thay doi; Cholesterol esterase 11 4
nghiém HDL-Cholesterol (CHE) 0,8 IU/mL; Cholesterol oxidase (CHO) 4,4 IU/mL,; Peroxidase P
(POD) 1,7 IU/mL; Ascorbate Oxidase 2 |U/mL;F-DAOS 0,2 mmol/L; 4-
Aminoantipyrine 0,67 mmol/L
Hoa chat dung cho xét nghiém Sat ; dai do: 2-179 umol/L ; phwong
12 Hoa chét dung cho xét phap: TPTZ, budc séng 600/800 nM. Thanh phén: Glycine buffer (pH 3 Hop
nghiém Sat 1.7) 215 mmol/L; L-ascorbic acid 4.7 mmol/L; 2,4,6-Tri(2-pyridyl)-5- i
triazine 0.5 mmol/L
Hoéa chat dung cho xét nghiém LDL-Cholesterol ; dai do: 0.26-10.3
13 Hoéa chat dung cho xét mmol/L ; phwong phap: Enzymatic colour . Thanh phan: Cholesterol 1 Hop
nghiém LDL-Cholesterol esterase 3,7 IU/mL; Cholesterol oxidase 3,7 [U/mL; 4-aminoantipyrine &
0,8 mmol/L,;
Héa chat dung cho xét nghiém Lipase ; dai do: 3-600 U/L ; phwong
phap: Kinetic colour (do mau déng hoc). Thanh phan: 1,2-Diglyceride
14 Hoéa chéat dung cho xét substrate 0.04 mmol/L; Monoglyceride lipase > 400 U/L; Glycerol kinase 1 Hop
nghiém Lipase > 100 U/L: POD > 500 U/L;4-Aminophenazone 0.25 mmol/L; TAPS (pH i
8.7) 50 mmol/L; TOOS 1.0 mol/L; Chét hiéu chuan: Huyét thanh ngu i
chtra lipase lon.
Hoa chat dung cho xét nghiém Magnesium ; dai do: 0.2-3.3 mmol/L;
15 Hoa chét dung cho xét phwong phap: Xylidyl Blue, budc song 520/800 nm. Thanh phén: e- 1 Hop
nghiém Magnesium Amino-n Caproic Acid 450 mmol/L; Glycoletherdiamine-N,N,N’, N’ :
tetraacetic acid 0.12 mmol/L; Xylidyl blue 0.18 mmol/L.
Hoa chét ding cho xét Hoéa chat dung cho xét nghiém Total Bilirubin ; dai do: 0-513 pmol/L ;
16 nghiem Total Bilirubin phwong phap: DPD, buéc séng 540 nM. Thanh phan: Caffeine 2.1 2 Hop
j mmol/L: 3,5-dichlorophenyldiazonium tetrafluoroborate 0.31 mmol/L
17 Hoéa chat dung cho xét Héa chat dung cho xét nghiém Protein toan phan ; dai do: 30-120 g/L ; 2 Hop
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nghiém Total Protein phwong phap: Biuret. Thanh phan: Sodium hydroxide 200 mmol/L;
Potassium sodium tartrate 32 mmol/L; Copper sulphate 18.8 mmol/L;
Potassium iodide 30 mmol/L.
Hoa chat duing cho xét nghiém Triglyceride ; dai do: 0.1-11.3 mmol/L;
phwong phap: GPO-POD; budc séng 660/800 nM. Thanh phan:4-
18 Hoa chéat dung cho xét Aminoantipyrine 0.5 mmol/L; Lipases 1.5 KU/L (25 ukat/L); Glycerol 6 Hop
nghiém Triglyceride kinase 0.5 KU/L (8.3 pkat/L); Peroxidase 0.98 kKU/L (16.3 pkat/L); ;
Ascorbate oxidase 1.48 kU/L (24.6 pkat/L); Glycerol-3-phosphate
oxidase 1.48 KU/L (24.6 pkat/L);
; £ 5 : Hoa chat diing cho xét nghiém Urea/Urea nitrogen ; dai do: 0.8-50
19 :’;;g;ab?;:/%'?:; Xel mmol/L ; phwong phap: Urease/GLDH . Thanh phan: NADH 2 0.26 6 Hop
=S mmol/L; 2-Oxoglutarate = 9.8 mmol/L ;Urease 2 17.76 kU/L; GLDH = :
nitrogen
0.16 kU/L
Hoa chat dung cho xét nghiém Uric Acid ; dai do: 89-1785 umol/L ;
20 Hoa chét dung cho xét phwong phap: Enzymatic colour. Thanh phan:Phosphate Buffer (pH 7.5) 5 Ho
nghiém Uric Acid 42 mmol/L; MADB 0.15 mmol/L;4-Aminophenazone 0.30 mmol/L; 2P
Uricase = 0.25 kU/L (4.15 pkat/L);
. g 2 Hoa chat dung cho xét nghiém a-Amylase ; dai do: 10-2000 U/L ;
21 :‘oﬁl g;a;_d:nqglggg xét | Jhirong phap: CNPG3. Thanh phan: Calcium acetate 3.60 mmollL; 5 Hop
ghie y Potassium thiocyanate 253 mmol/L; CNPG3 1.63 mmol/L
Hoa chét diing cho xét Hoa chat dung cho xét nghiém CRP Latex ; dai go: 0.2-480 mg/L ;
22 nghiém CRP Latex phwong phap: Immunoturbidimetric . Thanh phan: Glycine buffer 100 5 Hop
j mmol/L; Latex, phii khéng thé khang CRP < 0.5% w/v
o5 | HO2 chét chuan cho xét Hoa chat hiéu chuan cho xét nghiém LDL.. Thanh phan:Huyét thanh 4 Hop
nghiém LDL ngwdi dang bét déng kho chira LDL-Cholesterol (ngudi). ;
o4 Hoa chat chuan cho xét Chat hiéu chuan cho xét nghiém CK-MB. Thanh phan: Huyét thanh 4 s
nghiém CK-MB ngudi dong kho chira creatine kinase-MB isoenzyme j
Héa chit chudn cho xét Chét hiéu chuan cho xét nghiem CRP @6 nhay cao. Thanh phan: Chat
25 i nén huyét thanh ngudi dang 16ng co chira céac lvong khac nhau cla 1 Hop
nghiém CRP hs 1=
CRP nguoi
Hoa chét kiém tra cho Chat kiem chirng cho cac xét nghiém sinh héa thwdong quy mie 1.
26 | cac xét nghiém sinh héa | Thanh phan bao gom: Huyét thanh ngudi dang dong kho chira héa chét 12 Lo
murc 1 phu gia va cac enzyme thich hop c6 ngudn gbc con ngwdi va dong vat.
Hoa chat kiém tra cho Chat kiem chirng cho cac xét nghiém sinh hoa thwdng quy murc 2.
27 cac xét nghiém sinh héa Thanh phan: Huyét thanh ngwdi dong kho co hoa chét phu gia va enzym 12 Lo
muc 2 thich hop c6 ngudn géc tlr ngudi va dong vat.
Héa chit kiém tra cho xét Héa chat kiem chirng cho xét nghiém HDL/LDL-Cholesterol. Thanh
28 phan: Huyét thanh nguoi dang dong kho co6 chira HDL-Cholessterol va 1 Lo

nghiém HDL/LDL

LDL-Cholesterol (nguwdi)
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o9 | Ho2 chat Kiem tra cho xét | Chat kism chuan mirc 1 cho xét nghiém CK-MB. Thanh phan: Huyét ] Lo
nghiém CK-MB murc 1 thanh nguwdi dong khé chira creatine kinase-MB isoenzyme. j
30 Hoa chat kidm tra cho xét | Chat kiém chudn mirc 2 cho xét nghiém CK-MB. Thanh phan:Huyét 1 Lo
nghiém CK-MB murc 2 thanh ngudi dong khd chira creatine kinase-MB isoenzyme. j
31 Dung dich r&ra Dung dich r&ra. Thanh phan: hypochlorite 1 Binh
Dung dich rira hé thdng. Thanh phan bao gom: Baypur CX 100; Sodium
32 Dung dich r&ra hé théng Hydroxide 1 - 2%; Genapol X080 1 - 2%; Sulfonic acids, C14-17-sec- 8 Can
alkane, mudi natri 1 - 5%
33 Bong den Halogen Bbng dén Halogen 12V 20W 4 Cai
34 Day bom Day bom nhu déng bang cao su va nhwa, dai 10.5cm 2 Tui
Hoa chat hidu chuan cho | Huyét thanh hiéu chuan
35 | cac xét nghiém sinh héa | Thanh phan: Huyét thanh ngudi co hoa chét phu gia enzym thich hop tir 8 Lo
thwdng quy ngwdi, ddng vat va thuc vat
36 Huyét thanh kiém tra Dang dung dich, thanh phén: Dung dich @&m chtra: Amoniac, Ethanol, 5 Hop
Ethanol mac 1 Natri Hydrocacbonat i
37 Huyét thanh kiém tra Dang dung dich, thanh phan: Dung dich dém chira: Amoniac, Ethanol, 5 Hop
Ethanol mirc 2 Natri Hydrocacbonat i
38 Hoa chéat dung cho xét Dai do: 8.11 mg/dL - 300 mg/dL, phwong phap do: ALCOHOL 3 Hop
nghiém Ethanol DEHYDROGENASE i
Hoa chat hiéu chuan cho . . 5 : . . R :
39 xét nghiém Ammonia, Stir;%slur;gt?ilzi;,dtgir;?bzizr;. dung dich dém, chivra: dém amoniac, 5 Hop
Ethanol va CO2 :
Go6i 8
Hoa chét st dung cho - Héa ;hét st dung cho may xét nghiém khi méu ( Loai 1) dung cho may
1 may xét nghiém khi mau ( iy M, a " . 4 Hop
Loai 1) i -Cac gpl so xgt nghiém: pH, PCO2, PO2, Hct, Na, K, Cl, iCa, Glu, Lac. 3
j - Pat tiéu chuan 1ISO 13485.
_Pién cwc tham chiéu dung cho may khi mau
2 pién cuc tham chiéu - Hop 1 chiéc 4 Hop
- Dat tiéu chuan: ISO 13485.
. PR z ~Hoa chat kiém chuan ngoai dung cho may khi mau 3
3 | Hoéachatkiemchuan | ot tigy chudn:, ISO 13485. - Hop
Az : ~Co chira chat chdng déng heparin; dung tich 1mi 3
4 | BemdiEmliRpREy - Dat tiéu chuan 1SO 13485 z hop
5 Bo day bom st dung cho | - Bo day bom st dung dung cho may khi mau 3 tai
may xét nghiém khi mau - Pat tiéu chuan: SO 134853.
6 Céng l4y mAu cho may - Cdng lay mau cho may st dung ding cho may khi mau 7 Tui

- Pat tiéu chuén: ISO 13485.
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Gdi 9

Hoa chat dong mau APTT

Thanh phan chinh:

R1: Ellagic Acid 0.3% , BSA 0.1% , 0.2% Sodium Azide , Buffer 3%
R2: CaCl2 0.025 M

Tiéu chuén chét lvong 1ISO 13485:2016

Hop

Hoa chat déng mau PT

Thanh phan chinh:

Recombinant hTF, BSA 0.5% CaCl2 0.025 M, Buffers 3%,0.2% Sodium
Azide, Stabilizers

Tiéu chuan chét lwong ISO 13485:2016

Hoa chét dong mau FIB

Thanh phan chinh:

R1: Bovine Thrombin (Approximately 100 NIH Units/mi), BSA 0.5%, pH
7.2 + 0.2 Buffers 5%,0.2% Sodium Azide, Stabilizers

R2: Imidazole Buffer Solution (IBS): Imidazole buffer in saline solution,
pH 7.2 + 0.2, with 0.2% Sodium Azide as preservative

Tiéu chuan chét lvong 1ISO 13485:2016

Hop

Hoa chét dong mau TT

Thanh phan chinh:

Bovine Thrombin (Approximately 10 NIH Units/mi), BSA 0.5%, pH
7.2+0.2 Buffers 3%,0.2% Sodium Azide, Stabilizers

Tiéu chuan chét lwong 1ISO 13485:2016

Hoa chat kiém tra dong
mau

Vat lieu kiem soat NCP
Tiéu chuan chat lwong 1ISO 13485:2016

Dung dich rra dung cho
may déng mau

Thanh phan chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuan chét lwong 1ISO 13485:2016

Lo

Dung dich rira pha loang
dung cho cac may xét
nghiém déng mau

Thanh phan chinh:
Sodium Hypochlorite
Tiéu chuan chat lwvong 1ISO 13485:2016

Chai

Chét thir xét nghiém D-
Dimer

Thanh phan chinh:

Kit thudc thir gém cac thanh phan R1 (chat dém), R2 (Latex), chat
chuén va chét kiém tra mirc 1, mirc 2.

Latex v&i thanh phan khang thé don dong chudt gom:
Polystyrene latex (ndng d6 12 mmol/L)

Natri benzoat (néng d& 0,01 mmol/L).

Tris (ndng d6 30mmol/L).Tiéu chuén chét lvong ISO 13485:2016

Cong phan &ng xét
nghiém déng mau

Coéng dwng mau bénh pham Testing cuvette
Tiéu chuan chat lvong ISO 13485:2016

6.000

Chiéc

Gdi 10

Hoa chat pha lo&ng diing

Thanh phan chinh:

78

Thung
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cho may dién huyét hoc Sodium chloride < 0.9%
Potassium chloride < 0.06%
Buffer < 0.3%
Preservative < 0.1%
Tiéu chuan chat lwong 1ISO 13485:2016
Thanh phan chinh:
Dung dich ly gidi hdng Detergent < 1.5%
9 cau cho may xét nghiém | Buffer <2.0% 48 Chai
huyét hoc loai 3 thanh Preservative < 1.5%
phan Dye < 1.0%
Tiéu chuan chét lvong 1ISO 13485:2016
. 2 a Thanh phan chinh:
Oung dny 9110 | Detergent <0.5% |
3 huyét hoc loai 5 thanh Buffer < 9'6% 42 Chal
phan i i Preservative <0.7%
Tiéu chuan chat lwvong ISO 13485:2016
Thanh phan chinh:
Dung dich ly gidi Detergent <4.0% .
4 Hemoglobin trong mau Buffer < 1.0% %2 g
Tiéu chuan chét lwong ISO 13485:2016
Hoa chét kiém tra chét Thcrif pram ety P e o
5 P 365k TR et Mau déng vat c6 va khde manh (lon), chat bao quan va chat 6n dinh té 14 Tuy
yng xét nghiém huyé b3o yp
hge Tiéu chudn chét lwong 1SO 13485: 2016
Thanh phan chinh:
6 Hoa chét rira dau kim hat | Sodium hypochlorite < 8.0% 18 "
cho may huyét hoc Sodium hydrate <2.0% j
Tiéu chudn chét lwvong 1SO 13485:2016
Goi 11
Thanh phan chinh:
Sodium chloride < 0.9%
. P . = Potassium chloride < 0.1% r
1 Hoéa chat pha loang mau Buffer < 0.3% 8 Thung
Preservative < 0.1%
Tiéu chuan chat lwong 1ISO 13485:2016
Thanh phan chinh:
5 Dung dich ly gidi hong Detergent < 2.0% 10 Chai

cau

Buffer < 1.0%
Tiéu chudn chat lwong 1ISO 13485:2016
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Dung dich rira may

Thanh phan chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuan chét lwong ISO 13485:2016

Lo

Mau chuan cho may
huyét hoc

Thanh phan chinh:

Healthy mammal blood (pig), preservatives and cell stabilizers.

Tiéu chuan chét lwong I1ISO 13485:2016

Hoéa chét pha loang

Thanh phén chinh:

Sodium chloride < 0.9%

Potassium chloride < 0.06%

Buffer < 0.3%

Preservative < 0.1%

Tiéu chuan chéat lwong 1SO 13485:2016

Thang

Hoa chét ly gidi hdng cau

Thanh phéan chinh:
Detergent < 4.0%
Tiéu chuan chat lwong 1ISO 13485:2016

chai

Nwd&c riva thedng quy
dung cho may huyét hoc

Thanh phan chinh:

Detergent < 0.5%

Sodium chloride < 1.0%

Buffer < 0.3%

Preservative < 0.2%

Tiéu chuan chét lwong ISO 13485:2016

can

Nwéc rira dam dac dung
cho may huyét hoc

Thanh phan chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tieéu chuan chét lwong ISO 13485:2016

can

Mau chuan cho may
huyét hoc

Thanh phan chinh:

Healthy mammal blood (pig), preservatives and cell stabilizers.

Tiéu chuén chét lwong 1SO 13485:2016

10

Dung dich rtra may

Thanh phan chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuan chét lwvong I1SO 13485:2016

Lo

Goi 12

Hoa chét xét nghiém dién
gidi ab

Thanh phan chinh:

Ammonium molybdate 0.4 mmol/l
Sulphuric acid 100 mmol/l

Hydrochloric acid 100 mmol/l

Tiéu chuén chét lwvong 1ISO 13485:2016
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. £,z z Thanh phan chinh:
Hoa chatkiem trachat | o) "\iacl NaAc, CaCl2, LiCl, pH buffer, surface active agent, )
2 lwgng xét nghiém dién . 6 Hép
30 46 p(gservat:lve agent.
9 Tiéu chuan chat lvong ISO 13485:2016
Thanh phan chinh:
3 Dung dich rlra may Sodium hypochlorite (NaClO) 0.4% - 0.5% 6 Hop
Tiéu chuan chéat lwong 1ISO 13485:2016
Thanh phan chinh:
; . - Enzyme: Pepsin. 5
4 Dung dich rira dam dac Dilutor: KCl, NaCl, Hydrochloride acid. g Hop
Tiéu chuan chat lwvong 1ISO 13485:2016
. bién cuc K electrode .z
| iemeek Tieu chudn chét lvong ISO 13485:2016 2 Chice
a Dién cwc Na electrode 3
€ | Piencepola Tieu chuan chit lvong ISO 13485:2016 2 Hop
.- bién cwc Cl electrode .
7 | BigncucCl Tiéu chuan chét lvong ISO 13485:2016 < Hop
o Dién cwc Ca electrode 2
B | disnoncte Tieu chuan chit luong ISO 13485:2016 z Hop
., Pién cwc pH electrode .
9 | Bencueph Tiu chuan chét lvong ISO 13485:2016 2 Rop
. .z bién cuwc Ref electrode s
14 Dién cyc tham chicu Tiéu chuan chat lwvong 1ISO 13485:2016 2 nop
5 Day bom Tubing pump b
1 | Bey bam Tieu chuan chat lvong ISO 13485:2016 { o
Thanh phan chinh:
12 Dung dich thém dién cwc | KCI, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface active agent, 5 Ho
Na/K/Cl/Ca/pH preservative agent. P
Tiéu chuép chat lwvgng ISO 13485:2016
Dung dich nap dién cwc Thanh phianishieh s 5
13 chuan : : 7 : KCl, NaCl, NaAc, CaCl2, dung dich d&m pH va chat bao quan 2 Hop
Tiéu chuan chat lvong 1ISO 13485:2016
Go6i 13
Hoa chéat dinh lwong chat > .
1 chi diém Ung thu 125 Khoéng do 0.6-5000 U/mL 3 Hoép
Hoa chat dinh lwong chat . .
2 chi diém’Ung thir 153 Khoang do 1.00-300 U/mL 3 Hop
3 | Hoachatdinh luong Chat | oang do 0.600-1000 U/mL 4 Hop

chi diém Ung thw 19-9
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Hoéa chat xét nghiém dinh 5 e
4 lrong Cyfra Khoang do 0.100-500 ng/mL 3 Hop
Hoa chat xét nghiém dinh N .
5] lrong CA 72-4 Khoéng do 0.500-250 U/mL 3 Hop
6 Hoéa chét xét nghiém dinh | Khoéng do: 5 Ho
lwgng AFP 0.500-1000 IU/mL ho&c 0.605-1210 ng/mL 2P
Hoéa chéat dinh lwong 5 5
7 Caleain Khoang do 0.5-2000 pg/mL 1 Hop
8 Hoa chat xét nghiém dinh | Khoang do 8 Ho
lwong CEA 0.200-1000 ng/mL P
Hoa chat xét nghiém dinh > 2
9 lrong Ferritin Khoéng do 0.500-2000 pg/L (ng/mL) 2 Hop
Hoa chat xét nghiém dinh = X
10 lwong beta HCG t do Khoang do 0.1-190 IU/L 1 Hop
Hoa chat xét nghiém dinh . .
11 lrong T4 tw do Khoang do 0.5-100 pmol/L 8 Hép
Hoéa chat xét nghiém dinh i, F
12 lrong beta HCG Khoang do 0.100-10000 mlU/mL 12 Hoép
Hoa chat xét nghiém dinh . ¥
13 lrong PAPP-A Khoéng do 4-10000 mIU/L 1 Hoép
Hoa chat xét nghiém dinh . i}
14 lrong PSA toan ohan Khoang do 0.006-100 ng/mL . 5 Hoép
Hoa chat xét nghiém dinh
15 lwegng hormone tuyén Khodng do 0.3-10 nmol/L ho&c 0.195-6.51 ng/mL 8 Hép
giap T3 toan phan.
Haéa chat xét nghiém dinh
16 lwong Troponin T d6 nhay | Khodng do 3-10000 ng/L ho&c pg/mL 11 Hop
cao
Haéa chat xét nghiém dinh R .
17 lrong nbng 46 TSH Khoang do 0.005-100 plU/mL 8 Hoép
: P - N&ng do clia CA 125 ngudi trong hén hop huyét thanh ngwa
18 d?:ﬁtlu‘fgﬁancfﬁg%h'em (CA125 Il Cal1) 14 0 U/mL; CA125 Il Cal2 chtra khodng 500 U/mL 1 Hop
R g CA 125 ngwoi trong hén hop huyet thanh ngudi; chat bdo quan.
19 Chéat chuan xét nghiém CA 15-3 (nguwi) v&i 2 khoang nong doé (khoang 15 U/mL va 1 Ho
dinh lwvong CA 15-3 khoang 100 U/mL) trong ma tran huyét thanh nguoi P
20 Chat chuan xét nghiém CA 19-9 (ngwi) véi 2 khoang nong dé (khoang 20 U/mL va khoang 1 Ho
dinh lwvong CA 19-9 250 U/mL) trong huyét thanh nguwoi; chét bdo quan. P
21 Chéat chuan xét nghiém Cytokeratin (ngwoi, tr dong t& bao MCF-7) v¢&i 2 khodng nong 46 1 Hép
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dinh lwvong Cyfra (khodng 0 ng/mL va khoéng 50 ng/mL) trong huyét thanh nguoi.
29 Chéat chuan xét nghiém CA 72-4 (ngwdi) v&i hai khoang nong ao (khoang 1 U/mL va khoang 70 1 HG
dinh lwvong CA 72-4 U/mL) trong huyét thanh ngudi; chét bdo quan. 2P
P . R AFP (nguwdi, tir canh cay té bao) véi 2 khoang néng do (khoang 5 IU/mL
Chat chuan xét nghiém 4
23 dinh lwong AFP 2(9)3(;{6 ng/mL va khoang 50 IU/mL ho&c 60 ng/mL) trong huyét thanh 2 Hoép
Chét chuan xét nghiém Calcitonin (téng hop) vai hai khoang ndng do trong "
24 o 1 Hép
Calcitonin huyét thanh ngwa.
o5 Chat chuan xét nghiém CEA (ngudi, tir canh cay té bao) véi 2 khoéng nong (oo 5 Ho
dinh lwvgng CEA (khodng 5 ng/mL va khodng 50 ng/mL) trong hén hop dém/protein. P
P P % Ferritin (ngwi, gan) véi hai khoang nong dé (khoang
Chat chuan xét nghiém .
26 dinh leong Ferritin 18554]& hodc ng/mL va khodng 300 pg/L hodc ng/mL) trong huyét thanh 1 Hép
57 d?;ﬁﬁgﬁanb;?; ?_%‘g?:}, Free BhCG (tai td hop, biéu hién & té bao HEKa)) v&i 2 khodng néng do 1 Ho
do N9 i (khoang 1 IU/L va khoang 64 [U/L) trong hén hop huyét thanh ngwoi. P
£ 2L s L-thyroxine v&i 2 khoang néng dé (khoang 10 pmol/L hogc 0.78 ng/dL
28 Qhat chuanxaEnghicon va khodng 45 pmol/L hogc 3.5 ng/dL) trong hén hop dém/protein 2 Hop
dinh lwong T4 tw do
(albumin huyét thanh bo).
P 2. o Kich t& sinh duc mang dém clia ngui (tlr nwdc tieu) véi 2 khoang néng
29 Qhat chuanxet nghich (o[} (khoang 1.5 mlU/mL va khoang 2000 mIU/mL) trong hén hop dém 2 Hoép
dinh lwong beta HCG
] huyét thanh nguwoi.
30 Chat chuan xét nghiém PAPP-A (tir nhau thai ngwoi) véi 2 khodng nong do (khodng 75 mIU/L 1 Ho
dinh lwong PAPP-A va khoang 2500 mIU/L) trong h&n hop huyét thanh ngwoi. P
Chét chuan xét nghiém
31 dinh lrong PSA toan PSA (ngwdi) v&i hai khoang ndng d6 (khoang 0 ng/mL va khoang 5 Hop
ohan 60 ng/mL) trong huyét thanh nguoi
37 Chét chuan xét nghiém T3 véi 2 khoang néng do (khoang 1.25 nmol/L hodc 0.8 ng/mL va 5 Ho
dinh lwong T3 toan phan | khodng 8.5 nmol/L hodc 5.5 ng/mlL) trong hén hop huyét thanh nguoi. P
Chat chuan xét nghiém Troponin T (tai t& hop, ngwdi) véi hai khodng néng do (khoang
33 dinh lwong Troponin T @ | 18 ng/L hodc pg/mL va khoang 4200 ng/L hoac pg/mL) trong huyét 2 Hop
nhay cao thanh ngu0’|
Ghdt chusin st ngki&m Néng do clia TSH Cal1 trong hdn hop huyét thanh ngwa khoang
34 : ghie 0 pIU/mL; TSH Cal2 chira khoang 1.5 plU/mL TSH (ngwdi) trong hén 2 Hép
dinh lwong TSH
hop huyét thanh ngwoi
. -z 2 Troponin T (tai td hop, ngwoi) v&i hai khoang néng @6 (khoang 30 ng/L
Dung dich kiém tra chat
35 lrong xét nghiém dinh hodc pg/mL va khoang 2500 ng/L hoac pg/mL) va troponin | (tai t6 hop, y Hop

lwong Troponin T

nguoi) voi hai khodng ndng do (khoang 0.75 pg/L hodc ng/mL va
khoang 18 pg/L hodc ng/mL) trong hén hop huyét thanh nguoi.
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Dung dich kiém tra chat
36 lwong chung clia cac xét | Huyét thanh chirng dong kho 18y tir huyét thanh nguoi 2 Hop
nghiém chi diém ung thw.
- IB‘Q{QS g#cl?nzlir:otggia;t huyét thanh chirng aong ko Iy tir huyét thanh nguoi vdi hai khoang ) i
o2 ™ nong dé
nghiém mién dich
Dung dich kiem trachat | =, chirng huyét thanh dong kho I&y ttr hén hop huyét thanh ngudi voi
38 lrong xét nghiém beta 3 khoang néng do i 1 Hop
HCG tw do va PAPP-A -
Dung dich pha loang
39 | chung cho cac xét nghiém | H8n hop protein; chat bdo quan < 0.1 % 1 Hop
mién dich
40 Cup phan (ing dung cho | 4, dwng hén hop phan trng 18 Hép
may E411 j j ) :
41 gi“nf;’y” hatmauding | pau con hut méu. 18 Hop
Natri hydroxide 3 mol/L
42 Dung dich rtra dién cuc Dung dich natri hypochlorite (< 2 % clo hoat tinh) 1 Hoép
Phu gia
Dung dich rira hé théng
43 dung cho may E411 KOH 176 mmol/L (twong rng v&i pH 13.2); chét tdy < 1 %. 24 Hop
(Cleancell)
Hoa chét pha loang
44 | chung cho cac xét nghiém | Bém huyét thanh ngwa; chat bdo quan 1 Hop
mién dich
Dung dich phdn rng hé 5 . ; | i
45 théng dung cho may ?%rq g/h'osrspféq 300 [nr.noll_/lLé t8r|propylam1ne 180 mmol/L; chat tay o5 Hop
E411(Procell < 0.1 %; chat bdo quan; pH 6.8.
46 Hoéa chat rivra hé thong Chét phu gia cho binh chira nwéc cat cho may phan tich mién dich 20 Hop
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Phu luc 2:
BAO GIA
Kinh giri: Trung tim Y té huyén Van Don

Trén co s yéu cau bao gia ctia Trung tdm Y t€ huyén Van Don, chiing t6i.... ( ghi tén, dia chi ciia hdng sén xuat, nha cung cap;
truong hop nhiéu héng san xuét, nha cung cap cung tham gia trong mot bao gié (goi chung 1 lién danh) thi ghi 13 ho tén, dia chi
cua cac thanh vién lién danh) béo gia cho cac thiét bi y t€ nhu sau:

1. Béo gid cho céc thiét bi y t& va dich vu lién quan

STT |Danhmuc | Ky, mi, |[MaHS |Nim | Xudtxi | SO Pongia | Chiphi |Thué, | Thanh
thié¢tbiyté | nhan san xuat lwgng (VND) chocac |phi,l¢ |tién

hi€u, dichvu | phi (néu | (VIND)
model, lien c0)
hing san quan (VND)
xuat (VND)

1 | Thiétbi A

2 Thiét b1 B

n

( Gui kem theo cdc tai liéu chitng minh vé tinh ndng, théng so ky thudt va cdc tai liéu lién quan cua thiét bi y té)
2. Bao gia nay c6 hiéu luc trong vong: ... ngay, ké tr ngdy...thang...nam...
3. Chung t6i cam két:

- Khéng dang trong qua strinf thue hién th tuc giai thé hozc bi thu hdi Gidy chimg nhan dang ky doanh nghi€p hoac Gidy
ching nhan dér}g ky ho kinh doanh hodc céc tai liéu tuong duong khac; khong thudce truong hop mat khé nang thanh toan theo quy dinh
cua phap luét vé doanh nghiép.

- Gié tri ctia céc thiét bi y té néu trong béo gi4 13 phit hop, khéng vi pham quy dinh ctia phap luat vé canh tranh, ban ph4 gié.
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- Nhiing thong tin néu trong bao gia trung thuec.
..., NGAY...thang...nam
Dai dién hop phép cta hang san xuét, nha cung cap

(ky tén, déng dau(néu cb))
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