Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw an/dw todn mua sim, goi thiu

- Tén du toan mua sdm: Mua sim vt tu tiéu hao, hoa chat nim 2025.

- Tén goi1 thau: Goi thau s 14: Bom, kim tiém, kim chi khau, bang gac
thanh pham va cac vat tu y té st dung trong diéu tri, cham soc ngudi bénh.

- Chu dau tu: Bénh vién Pa khoa Puc Giang

- Pia diém thuc hién: Bénh vién Da khoa Dtrc Giang. Dia chi: 54 Trudng
Lam, Phuong Viét Hung, Thanh phd Ha Noi

- Hinh thire lya chon nha thau: Pau thau rong rii, trong nudc, qua mang.

- Phuong thirc lya chon nha thau: Mot giai doan 01 tdi ho so

- Ngudn vén: Ngudn thu cia bénh vién.

- Thoi gian bat dau to chirc lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién goi thau: 365 ngay ké tir ngay hop dong c6 hiéu luc
(Giao hang nhiéu 1an trong sudt thoi gian thuc hién goi thau. Giao hang trong
vong < 03 ngay lam viéc ké tir luc nhan duoc don hang ctia bénh vién. P6i véi
truong hop cp clru can giao hang gip: hang hoa giao dén tan kho bén mua trong
vong < 12 gio ké tir khi nhan duoc don dat hang hop 1& ciia Bén mua goi bang vin
ban, thu dién ti, tin nhin so..... )

1.2. Yéu cau vé ky thuat

1.2.1. Yéu ciu chung:

- Yéu cau nha thau mé ta thong s6 k¥ thuat ctia hang hoa va céc dich vy lién
quan chimg minh hang hda do nha thau chao tuan thi cac thong s6 ki thuat va cac
tiéu chuan duéi day hodc c6 ciu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu cé trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu
chuan chat luong, tinh nang k¥ thuat yéu cau. Nha thdu cé thé lwa chon dw thau
hang héa cé nguén goc, xudt xir, nha san xudt, thwong higu phix hop véi diéu
ki¢n cung cdp nhwng phdi dam bdo yéu cau cé théng sé ky thudt, tinh ning siv
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu ciu cu
thé & dudi va cung cép tai liéu ching minh su dap tmg tot hon ctia hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong duoc quy dinh trong yéu cau k§ thuat duoc hiéu la:
(1) Pugc co quan c6 tham quyén ching nhan tuong duong tiéu chuan
(2) Tuong dwong vé chat lugng hinh anh, d chinh x4c mau sic va goc nhin.



(3) Tuong twong vé tinh chit co khi va thudc tinh vat Iy cua vat lidu.

(4) Tuong duong vé tinh ning co ban, d6 tin cdy, pham vi tng dung

(5) Tuong duong vé cong suat; hiéu suat, yéu cau thong sb dau vao; danh
muc, do chinh xéac két qua dau ra.

(6) Tuong dwong vé gia tri do; d6 chinh xac két qua do;

(7) Tuong duong vé ham lugng, ndng do, tinh chat

(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai cam két hang hoa tuong thich véi cac trang thiét bi hién co
tai Pon vi stt dung (Chi dp dung doi véi cdc mdt hang sir dung cho mdy c6 tai
bénh vién), béng mot trong cac céch sau:

+ Tai liéu k¥ thuat ciia nha san xuat hang hoa chao thau thé hién ndi dung
nay.

+ Tai liéu nghi¢m thu ctia 01 don vi st dung bat ky nao da st dung hang
héa chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tt.

+ Cam két sau 01 thang ban giao hang hoa tai Pon vi st dung, c6 két qua
ngoai kiém dap tng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu
Pon vi sir dung c6 yéu cau).

+ Hodc tai li¢u khac c6 gia tri chiing minh tuong duong.

- Nha thau phai c6 bang dap tmg vé k¥ thuat cuia hang hoa chio thau theo
cdc mau sau:
+ Bang dap g tinh phap 1y hang héa (file word/excel + ban ky déng diu, scan dinh kém

E-HSDT):
Tén thwon; Ticu
. . " Quy chuén .
mai tham . .| Tén R i Z Thong tin
i Ky ma . | Chi | cach R YT Y . chat N .
R khao n nha . j Phén loai thiét bi|So luwu hanh X , ké khai
Tén R hiéu / . s¢ | déng o N Giay phép | lugng e % een .
. (luu y tén - san - e y té theo Nghi [cia TTBYT| , % gia (neéu | Tai li€u san
TT| hang | . | i Nhan <, | hitu [géicuia|_, . ban hang (néu| ISO, > - 2
, hanghéa | | | | xuat, < . dinh 98/2021/NP-| hoic GPNK , ¢6) / niém pham
hoa % mac san| <. | (néu | hang £, co) CE,... ..
theo S0 luu 2 Xuat ) , CP (néu co) . .| yetgia
. pham i c6) |héa duw (Ghi ro i,
hanh X 2 . .z, | (néucd)
thau ngay hét
TTBYT)
han)
D @ 3) CHEOREORNC (®) ® (10) an (12) 13)
Néu r6 hang hoa
duwgc phdn logi
nao kém theo sé - Catalog,
o van ban phap ly Theo hing Ghi‘ 70 d:d‘y du D&y 202 Bf’ochu:e, /
Tén hang nhuw sau.: 3 .| toan bo qua Theo . |Huong dan su
, Theo . < .. | hoa thuc te . R . , | thong tin: ,
héa Theo | Theo | . Theo | - So cong bo tiéu trinh: Tén cu |hang héa 0. | dung, ... cua
N . N hang \ z «| (docoquan | . e ) Gidava . £
; Theo | TTBYT la | hang | hang Py hang |chuan ap dung doi Y thé Chu so hitu| thuc té Thoi oi nha san xuat.
. oa . . cd tham i gian
HSMT)| theo So luu| hoa héa hoa voi thiét bi y té + . |TTBYT-> Nha| (Ghiré P g - Tai liéu
. P A thuc B . . quyén clia . < s . < | héthiéu , .
hanh thuc té |thuc té & thuc té | thuéc loai A, B Vict N \phdn phoi (néu| ngay het p chirng minh
e o iét Nam e
TTBYT. - Hoac So giay T co) -> Nha han) ., | cuabén thir
, L cap) 3 (néu co)
chirng nhan dang thau ba
ky hew hanh d6i
véi thiét bi y té
thugc logi C, D




- Hodc Bang phdn
loai TTBYT A4, B,
C, D

Nha thau cam két nhitng ni dung ké khai néu trén la chinh xdc.

Trueong hop Nha thau c6 tinh ké khai théng tin khéng trung thwe nham vieot qua bude danh gid vé kyj thudt sé dwgc coi la hanh vi gian lgn
trong ddu thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Bau thau va Nha thau sé hoan todn chiu trach nhiém, chdp nhdn chiu xit Iy theo qu
\dinh ciia E-HSMT va phdp lugt vé déu thau

Luu y: (*): Tai bude hoan thién, ky két hop dong, d6i véi hang hoa 1a vat
tu, nha thau phai cung cdp ma vat tu phuc vu thanh toan bao hiém y té (néu co)
theo Thong tu sé 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay
04/11/2021 (dot 1) va cac Quyét dinh cap nhat, bo sung cac dot tiép theo. Trong
truong hop tén hang hoa theo khong trung v6i Thong tu sé 04/2017/TT-BYT,
Quyét dinh s6 5086/QD-BYT va cac van ban lién quan, nha thau co trach nhiém
phdi hop ciing Bén mua giai quyét va dinh chinh thong tin dé thyc hién thanh toan
BHYT.

- Nha thau phai c6 bang dap tng vé k¥ thudt ctia hang héa chao thau so
sanh v6i yéu cau k¥ thuat cia E-HSMT (dinh kém file word/excel + ban ky dong
dAu, scan tai E-HSDT):

STT | Tén Yéu ciu | Quy cich | Pap ing k¥ Quy Tai li¢u k§ thuat tham chiéu

hang | ky thuat | déng goi thuat cia cach trong E-HSDT
hoa ciia HO (tham Ho so du dong
SO’ moi khio) thau g0i ciia
thiu theo E- hang
HSMT hoa du
thau
@) ) 3) “ ) (6) Q)

1 Theo | Ténhang | Quy cach | - Tén hang Quy
HSMT | hoatheo | déng géi | hoa theo S6 cach

HSMT | theo luu hanh | dong gobi
HSMT TTBYT thyc té
- Model: ... cla
- Nha san | hang
XUét: ... hoa du
- Xuit xi: thau
- Chu s¢ hitu
(néu co): ...
M6 ta M6 ta hang Dan chiéu timg chi tiét mo ta
hang hoa héa cua E- hang hoa to6i Trang.. cua
cua E- HSDT (chi Catalog/Tai li¢u k¥ thuat/Mo6 ta
HSMT tiét dap tng hinh anh... thudéc E-HSDT
tirng muc) (Highlight cac ndi dung lién

quan téi MO ta hang hoa trén

Tai liéu dan chiéu)




STT | Tén Yéu cAu | Quy cach | Pap ing k§ Quy Tai liéu ky thuat tham chiéu
hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoi | ciia HO (tham Ho so du dong
s0' moi khao) théu g6i clia
thau theo E- hang
HSMT hoa dw
thu
) 2) 3) 4 ©) (6) (7
Tiéu chi déap - Tai liéu ching minh theo
ung tuong huéng dan bén trén vé “Noi
duong hoac ham tuwong duong”
tot hon - Hoac tai liéu chirng minh mot

s6 tinh ning ky thuat cia E-
HSMT dua ra la tiéu chi khong
co ban (viéc khong dap Ung
khong lam anh huodng téi tinh
nang st dung cta hang hoa du
thau) dé T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.

Ti€u chi gay
han ché nha
thau (khong
dugc  xem
xét va danh
gia)

Tai liéu chimg minh yéu cau k§
thuat chi co duy nhat 01 nha
san xuat dap ung

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Truong hop Nha thau cé tinh ké khai théng tin / dich tai liéu ky thudt khong ding véi Théng sé ky

thudt ma Nha san xudt cong bé nham vueot qua buede danh gid vé kj thudt sé dwoc coi la hanh vi gian
lan trong déu thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Béau thau va Nha thau sé hoan toan chiu
trach nhiém, chap nhdn chiu xit Iy theo quy dinh ciia E-HSMT va phdp ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Tén | Danh muc hang Yéu cau, dic tinh k§ thuat
phan hoa (hoac twong duong)
10
1 Bom, kim tiém, diy truyén, ging tay va vat tw y té sir dung trong chim séc nguoi
bénh
1.1 Bom tiém 1ml Xy lanh dung tich 1ml dugc san xuat tir nhya PP y té

nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong co ba via. Vach chia dung tich in 16 nét. Ddc xi
lanh nho lap vira cac c¢& kim.

- Kim 1am bang thép khong gi ma Crom. Dau kim vat 3
canh, sic nhon, khong go. Than kim dugc pha Silicon.
Doc kim c6 mau giap phan biét c¢& kim theo tiéu chuan
qudc té va duoc gan chit voi than kim khong gay 1o ri,
an toan khi sir dung. Nap chup kim bang nhya PP. Kim
cac s6 26Gx1/2", 25Gx1", 25Gx5/8"; theo yéu cau.

- Puoc tiét trung bang khi Ethylene Oxide (E.O).




Khéng doc, khong chat gay sbt, khong DEHP.
Dat tiéu chuan ISO 13485, ISO 9001, CE, TCVN
5903:1995 hodc tuong duong

1.2

Bom tiém 5ml

Xy lanh: San xuat tir nhua y t& nguyén sinh
Polypropylen (PP) trong sut, nhan bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich in rd nét.

- Kim 1am bang thép khong gi ma Crom hozc Niken.
PAau kim vat 3 canh, sic nhon, khong go. Na'ip chup kim
ché tao tir nhya PP. Than kim nhén, tron déu, dugc pha
Silicon. Pdc kim c6 mau giap phén biét c¢& kim theo
tiéu chuin qudc té. Nip chup kim khit bao v¢ dau kim
t6t, ché tao tir nhyra PP dung trong vy té.

- Kim céc sd: 25Gx1°*; 25G x 5/8°°; 23Gx1”.

- Puoc tiét trung bang khi Ethylene Oxide (E.O).
Khong doc, khong chat gay sot, khong DEHP

Pat tiéu chuan ISO 13485, ISO 9001, CE, TCVN
5903:1995 hodc tuong duong

1.3

Bom tiém 10ml

Xy lanh dung tich 10ml dugc san xuét tir nhya
Polypropylen (PP) y té nguyén sinh trong sudt, nhan
bong, khong cong vénh, khong c6 ba via. Vach chia
dung tich in rd nét, khong bi nhoe mo khi str dung.

- Kim 1am bang thép khong gi ma Crom. Pau kim vat 3
canh, sic nhon, khong go. Than kim dugc pha Silicon.
DPéc kim c6 mau gitp phan biét c¢& kim theo tiéu chuan
qudc té va duoc gan chit voi than kim khong gay 10 i,
an toan khi str dung. Nip chup kim bang nhwa PP, khit
bao vé dau kim t6t. Kim cac sb 23Gx1", 25Gx1".

- Pugec tiét tring bang khi Ethylene Oxide (E.O).
Khéng doc, khong chét gay sot, khong DEHP.

Pat tiéu chuan ISO 13485, ISO 9001, CE, TCVN
5903:1995 hodc tuong duong

1.4

Bom tiém 20ml

Duoc san xuat tir nhya y té nguyén sinh trong sudt,
nhén béng, khong cong vénh, khong c6 ba via. Vach
chia dung tich rd nét.

- Kim lam bang thép khong gi, sac nhon, vat 3 canh.
Kim ¢d 23Gx1". Doc kim c6 mau giap phan biét ¢& kim
theo tiéu chuan qudc té va dugc gan chit v6i than kim
khong gdy ro ri, an toan khi sir dung.

- Puoc tiét trung bang khi Ethylene Oxide (E.O).
Khong doc, khong chat gay s6t, khong DEHP.,

Pat tiéu chuan ISO 13485, ISO 9001, CE, TCVN
5903:1995 hodc twong duong

1.5

Bom tiém 50ml

- Xy lanh dung tich 50ml duoc san xuét tir nhua y té
nguyén sinh. Vach chia dung tich ro nét.

- Pit tong c6 khia bé gay dé huy, khong c6 ba via.

- Péc xy lanh nho, gan chic chan véi tat ca cac c& kim,
an toan khi str dung.

- Pugec tiét trung bang khi Ethylene Oxide (E.O).
Khong doc, khong chat gay sot, khong DEHP.

Pat tiéu chuan ISO 13485, ISO 9001, CE, TCVN
5903:1995 hodc tuong duong




1.6 Bom an 50ml - Bom cho dn 50ml duoc san xuét tir nhya y té nguyén
sinh trong sudt, nhin bong, khong cong vénh, khong 6
ba via.

- Pbc xy lanh to 13p vira ddy cho in va c6 nip day.

- Bom ¢6 vach chia thé tich t6i da 60ml, vach chia nho
nhit 1ml dé tién st dung cho tré em

- Buogc tiét trung bang khi Ethylene Oxide (E.O).

Pat tiéu chuan ISO 13485, ISO 9001, Ching nhan CE
hodc FDA hodc tuong duong

1.7 Kim ludn tinh mach | Kim ludn tinh mach khong c6 canh. Chit liéu Catheter:
ETFE (Ethylen Tetra Flour Ethylen), ¢ chira chat can
quang, luu Catheter dugc > 72h
- C6 tdi thiéu cac cd:

+ 14G (d¢ dai catheter 65mm + <5%),
+ 16G (d¢ dai catheter S0mm £ <5%),
+ 18G (d¢ dai catheter S0mm + <5%),
+ 20G (d¢ dai catheter S0mm £ <5%),
+ 22G (d0 dai catheter 25mm £ <5%),
+ 24G (d¢ dai catheter 20mm + <5%)).
Téc d6 dong chay ddi véi cac kich cd:
+ Co 14G < 300ml/phut

+ C0o 16G < 190ml/phut

+ Co 18G < 90ml/phut

+ C06 20G < 55ml/phut

+ Co 22G <35ml/phut

+ C0 24G < 15ml/phut.

Tiét tring, dong goi don chiéc

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

1.8 Kim ludn tinh mach | Kim ludn tinh mach c6 canh c6 ctra.

c6 canh Cé i thiéu cac sb: 16G, 18G, 20G, 22G, 24G.
Catheter 1am tir FEP hodc PTFE, luu kim > 72 gi¢. Ctra
tiém thudc c6 van silicon mot chidu. Kim vit 3 mat,
duoc lam tur thep khong gi, phu 1 10’p silicon.
Chudi kim trong sudt, dé dang cho viéc quan sat. DA tiét
trung.
Dat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

1.9 Kim lay méau, ldy | Kim cac s6 18G, 20G, 23G. Kim céu tao tir thép khong

thude gi, sang bong, sdc nhon, vat 3 canh, ¢6 nép day bao v¢.
Vi dung kim c6 chi thi mau phan biét cac ¢ kim.
Khong chira doc td DEHP. Tiét tring bang khi EO.
Khong gay sot, khong doc t6.
Pat tiéu chuan ISO 13485 hoic twong dwong
1.10 Kim canh buém | B kim 2 canh buém. Cé cac s6 23Gx3/4", 25Gx3/4".

Day dan béng chét liéu nhya nguyén sinh PVC, dai >
30cm, duong kinh trong > 1,5mm, khong DEHP.

Kim bang vat liéu thép khong gi, dau kim vat 3 canh,
khong c6 go, c6 nap chup. Co dau két ndi Luer lock.
Dat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong




1.11 Kim choc do, gay té | - Kim théng va éng théng lam tir thép khong gi.
tiy séng cac cd - D¢ kim trong dé dang phat hién dich nao tity chay ra.
- Tiét trung: Ethylene oxide.
- Khong chira cac thanh phan gay hai nhu PVC, latex,
phthalates.
- Chiéu dai > 90mm. D c4c cd: 18, 20, 22, 23, 25, 26,
27G
- Pat tiéu chuan ISO 13485, Ching nhan CE hodc FDA
hodc tuong duong
1.12 Day truyén dich | Day dan: Dai > 1550mm, duoc 1am tir nhya nguyén
sinh PVC ¢ do dan hoi cao, khong giy gap khi bao
quan va st dung. Chimg nhén dat khong c6 chat gy tan
huyét. Khong doc t6, khong gy sot, khong DEHP
- B6 phan diéu chinh dong chay: Nhya nguyén sinh
ABS dat tiéu chuan.
- Pau ndi kim: Nhya nguyén sinh dat ti€u chuén, ¢6
thiét ké khoa van dé khoa chat kim (Luer lock).
- Kim xuyén nut chai: lam tir nhya ABS hoac nhya
nguyén sinh khéc dat tiéu chuén, sic, nhon.
- Van thoét khi ¢6 thiét ké mang loc khi v6 khuan.
- Bau dém giot c6 mang loc dich < 15um.
- Kim: 21G-23G
- San pham dugc tiét trung bang khi Ethylene Oxide
(E.O)
Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc twong duong
1.13 Day truyén mau | Ong day chat liéu PVC. Chiéu dai day: > 150cm, co
khoa
Mang loc 200 micron
Kim thép khong gi, size: 18G x 1 1/2”’
D3 tiét trung. Khong doc hai, khong chtra chat gay sot,
khong chira DEHP, khong chura latex
Pat tiéu chuan ISO 13485 hoic twong duong
1.14 Day ndi bom tiém | Chét liéu PVC y té trong sudt, khong doc td. Kich thudc
dién I.D 1.0mm, O.D 2.0mm. Chiéu dai > 140cm. D4 tiét
tring, khong chira chat gay sét.
Pat tiéu chuan ISO 13485 hoic twong duong
1.15 Khoéa 3 chac c6 ddy | Lam bang chét liéu Polycarbonate, Polyethylne, ABS
nbi dung trong y té kém day ndi 1am bang PVC > 10cm,
khong giy doc, khong gay sot. Khoa xoay 360 d6. Pa
ti¢t trung.
Pat tiéu chuan ISO 13485 hoic twong dwong
1.16 Khoa ba chac Khoa 3 chac loai khong ¢ diy ndi v6i khod, chdng nirt
gdy, 1o ri khi truyén. Chiu dugc ap lyc > 45 psi, khong
c6 chat DEHP
- San pham dugc tiét trung timg cai bang EO
- Pat tiéu chuan chét luong ISO 13485 hoic tuong
duong
1.17 Day thd oxy 2 | Day thé oxy chat liéu PVC y té, dng ddy mém, chong
nhanh van xo4n, bé mat tron nhin, khong bi anh hudng boi

oxy hay thudc trong diéu kién str dung binh thuong. Dai




>2m. Pau thé mém, 2 éng thing dua vao mii. D3 tiét
trung. i
Pat ti€u chuan ISO 13485 hodc tuong duong

1.18

Gang kham

Gang tay cao su tu nhién, c6 bdt, mau tréng hodc khong
mau.

Co cac co S, M.

Do day (mm): Long ban tay: > 0,08mm. Dau ngon tay:
> 0,08mm. Luc kéo dut trude 1do hoa: min 18MPa hodc
> 7,0 N. Do dan dai khi dut trude 1do hoéa min 650%.
Ham lugng bot < 10mg/dm?>.

Pat tiéu chuan ISO 13485 hoic twong duong

1.19

Ging phau thuat
tiét trung

San xuét tir cao su thién nhién. Do day 0,15 - 0,2mm,
Chiéu dai 280mm = 5,

Chiéu rong 10ng ban tay:

+ Size 6.5: 83+5mm

+ Size 7: 89+5mm

+ Size 7.5: 95+5mm.

Cuong lyc khi dut: Trude khi 1o hoa: > 12,5N, Sau lao
héa: > 9,5N.

D¢ gian dut: Trude lao hoa: > 700%, Sau lao hoa: >
550%.

Luong bot: < 80mg/doi.

Mirc d6 nhiém tinh dién < 100V.

Tiét trung bang khi EO hodc tia Gamma. Phén biét ging
tay trai, phai.

Pat tiéu chuan ISO 13485, TCVN 6344 (ISO 10282)
hodc tuong duong

1.20

Thi dung nudc tieu

Tui dyng nudc tiéu dung tich > 2000ml, dwoc lam tir
PVC. Van xa 1 chiéu chit T.

Day dan 90cm + 5 ¢6 van chdng trao nguoc va nip day.
C6 vach chia dung tich. Tiét tring bang khi E.O.

Dat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

1.21

Day truyén dich c6
dau xody

Day truyén dich c¢6 cong tiém “Y” ¢6 khoa an toan.
Dung cho dan truyén trong luc, 20 giot/ml.

Chiéu dai day > 150cm, khong chira DEHP, khong chira
Latex, mém, chong X04n

Mang loc chat 1ong 15 micro trong budng nho giot
Duong kinh trong > 3mm, duong kinh ngoai > 4,1mm
Tiét trung bang khi EO.

Pat tiéu chuan ISO 13485 hoic twong duong

1.22

Day ndi chiu ap luc

Day ndi str dung trong bom tiém thudc can quang, co
khoa két ndi luer lock dugc 1am tir chat liéu PVC y té
trong sudt, duong kinh trong > 3mm, dudng kinh ngoai
> 4,1 mm, c6 khoa bam chin dong trong trudng hop
khan cap va ngan mau trao nguoc. Do dai cia day ndi >
75cm. Chiu ap luc > 4 bar

D3 tiét trung, khong gay sbt, khong doc td.

- Pat tiéu chudn ISO 11135, ISO 13485 hoic tuong
duong




1.23

Tui Camera boc
dau do siéu am

Kich thudc (18%x230)cm=3

Di tiét trung. Dat tiéu chuan ISO 13485 hodc tuong
duong

1.24

Lo lay mau vo
trung

Lo mau nudc tiéu bang nhya PP tinh khiét 100%, dung
tich 50-60ml, Nap mau do6. Sir dung nhuya trung tinh
khong phan tmg vé6i cac loai hoa chat bén trong. D3 tiét
tring. Pat tiéu chuan ISO 13485 hoic tuong duong

1.25

Kim choc do gay té
dam roi than kinh

Kim G21 dai > 100mm, Kim G22 dai > 50mm.

- C6 vach danh dau mdi lem trén than kim giup ude
lwong chiéu dai than kim dang nam trong co thé bénh
nhan, c6 danh du 1 vong tron tai 5cm va 2 vong tron
tai 10cm, mat vat kim 30°.

- Théan kim phu 1 16p pha 18 trong sudt giup ludt nhe
nhang qua cac 16p mo.

- C6 day nbi bom thude

- Tuong thich v&i may kich thich than kinh Stimuplex
hoac tuong duong

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

1.26

B truyén giam dau
dung mot lan cé
PCA

Binh chtra thudc dung tich 275ml, ¢6 vach chia.

- Bo diéu chinh tdc do: 2;4:6;8 ml/h, c6 khoa diéu
chinh;

- Liéu tang cudng 0.5-1ml/lan, thoi gian khéa 15 phut.
- Cong nap thudc st dung van 1 chiéu

- Chét liéu lam binh chira khong chira Latex va DEHP
- C6 kep treo di kém

- Bong goi tiét trung

Pat tiéu chuan ISO 13485 hoic twong duong

1.27

T1i nylon v khuan

Kich thudc thi > (60 x 90)9mi10.
ba ti¢t trung. Dat ti€éu chuan ISO 13485 hodc tuong
duong

1.28

Tui hau mén nhan
tao

Tui thiét ké tim rira dugc hang ngay, dé mém, c6 than
hoat tinh (carbon) khtr mui.

- Kich thuédc tai: (14.5x29)cm + 0.5, thé tich chia >
385ml.

- Bé dan c6 2 vong bam dinh gdm: dé hydrocoloid tron
duong kinh 8.0-8.5¢m, d6 day dé 5.0-5.5mm,

vong cdt 12 - 70mm va vong dan bang kep y té bo
ngoai. Pat tiéu chuin ISO 13485 hoic twong duong

1.29

Kim khau da cac
loai

Chét liéu: thép khong gi. Pat tiéu chuan ISO 13485
hodc tuong duong

1.30

Tai bop ap luc cao
500ml

Bao do ap luc két cAu bén, thé tich 500ml, déng hd do
ap luc d& quan sat, c6 thong sb tir 0 mmHg, 175 mmHg
va 300 mmHg. C6 mdc treo tién 191 cho céc chiéu cao
khéc nhau, méc thi dung bén chéc. C6 van khoa
stopcock. Tiéu chuan ISO 13485, Chimg nhan CE hoic
FDA hodc tuong duong.

1.31

Kim chich mau

Dau kim thép khong gi. Size: 28G. Da tiét trung.
Pat ti€u chuan ISO 13485 hodc tuong duong.

1.32

Thi camera

San pham duoc lam bang nylon, c6 day bang cotton
Kich thudc: Thi nylon 9x14cm; Ong nylon 18x230cm;




Day budc 2mm
Puoc tiét tn‘l»ng bang khi EO.
Pat ti€u chuan ISO 13485 hoac tuong duong.

1.33

Kim choc hut tay
xuong

Co t6i thiéu 03 kich thudc trong khoang 14-18G. Chiéu
dai: 25-55cm. Co thé diéu chinh dugc d6 dai kim

Pat tiéu chuin ISO 13485, Chung nhan CE hoac FDA
hodc tuong duong.

1.34

Tai dung mau don

Tai méau dung dé thu thdp mau véi thé tich 250ml, c6
chira 35ml chat chéng déng CPDA-1, bao quan méau
toan phan trong 35 ngay.

Kim 1y méau kich thudc 16G dugc tiét tring, 1 day lay
mau toan phan dai 1100 +50mm, trén day c6 14 doan
ma. Thiét ké thi mau bo tron.

Pat tiéu chuin ISO 13485, Chung nhan CE hoac FDA
hodc twong duong

1.35

Kim sinh thiét tay
xuong

Kim sinh thiét va choc hat tiy xwong c6 bang tay cim
hinh chit T. Than kim c6 vach chia (mdi vach 1cm),
duong kinh co cac ¢d: 8G, 11G, 13G, chiéu dai 65-
150mm.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc twong duong

1.36

Gang kién} tra dung
trong y té (khong
bot)

San xuat tir cao su thién nhién.

Kich thudc

- Chiéu dai: > 220mm

- B¢ day > 0.08mm

- Chiéu rong long ban tay: C6 tbi thiéu 04 size trong cac
size sau:

Size 6: 82 + Smm.

Size 6.5: 83 + Smm.

Size 7.0: 89 + 5mm;

Size 7.5: 95 + Smm;

Size 8.0: 102 + 6mm

(hodc 4 size ?(S, S,M, L)

Dat tiéu chuan ISO 13485 hodc tuong duong.

1.37

T ép giﬁng may
tié'g khuan nhiét do
thap (10cmx70m)

Gom 1 16p Tyvek chuan 2FS va 1 16p Film PET/PE
60pum. Dung trong quy trinh tiét khuan bang EO,
Plasma (H202), FORM. Kich thudéc 100mm x 70m.
Pat tiéu chuan ISO 13485 hoic twong dwong.

1.38

Ti ép dep
(20cmx200m)

Gom 1 16p gidy y té va 16p film trong sudt PET/PP day
52um. Str dung trong tiét khuén béng STEAM, EO,
FORM. Kich thudc 200mm x 200m. Tich hgp chi thi
hoa hoc trén tui.

Pat tiéu chuan ISO 13485, ISO 11607 hoic twong
duong.

1.39

Ti ép dep
(25cmx200m)

Gom 1 16p gidy y té va 16p film trong sudt PET/PP day
52um. Str dung trong tiét khuén béng STEAM, EO,
FORM. Kich thudc 250mm x 200m. Tich hop chi thi
hoa hoc trén tui.

Pat tiéu chuan ISO 13485, ISO 11607 hoic twong
duong




1.40 Tai ép det ding | Gom 1 16p Tyvek chudn 2FS va 1 16p Film PET/PE
may tiét khuan 60pum. Dung trong quy trinh tiét khuan bang EO,
nhiét d6 thap Plasma (H202), FORM. Kich thu¢c 250mm x 70m.
(25¢cmx70m) Pat tiéu chuan ISO 13485 hoic twong duong
1.41 Ti ép det dung Gom 1 16p Tyvek chudn 2FS va 1 16p Film PET/PE
may tiét tring nhiét | 60pm. Dung trong quy trinh tiét khuan bang EO,
do6 thap Plasma (H202), FORM. Kich thuéc 300mm x 70m.
(30cmx70m) Dat tiéu chuin ISO 13485 hoic twong duong
1.42 Tai ép tiét khuan | Gom 1 16p Tyvek chuan 2FS va 1 16p Film PET/PE
nhiét d6 thap 60um. Dung trong quy trinh tiét khuan bang EO,
(20cmx70m) Plasma (H202), FORM. Kich thudc 200mm x 70m.
Dat tiéu chuin ISO 13485 hoic twong duong
1.43 Tai ép tiét khuan | Gom 1 16p Tyvek chuan 2FS va 1 16p Film PET/PE
nhiét d6 thap 60um. Dung trong quy trinh tiét khuan bang EO,
(35cmx70m) Plasma (H202), FORM. Kich thudc 350mm x 70m.
Pat tiéu chuan ISO 13485 hoic twong dwong
1.44 Tui ép dung may | Gom 1 16p Tyvek chuan 2FS va 1 16p Film PET/PE
tiét khuan nhiét 46 | 60pum. Dung trong quy trinh tiét khuan bang EO,
thap (15cmx70m) | Plasma (H202), FORM. Kich thuéc 150mm x 70m.
Pat tiéu chuan ISO 13485 hoic twong dwong
1.45 Kim choc do than | Cau tao:
- Chuéi kim (Hub): PC
- Kim: Thép khoéng gi, c6 vach chia duoc sir dung trong
cac thu thuat can thiép bang X-quang va tiét niéu, nhu
kim choc do, dé xam nhap qua da va dat day dan. Kich
co: 18G dai 10-15-20-25cm
- V6 bao vé: LDPE
Ong thong thich hop day dan dudng 0.038"
Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong
1.46 Ti chuom cao su | Tai chudom ndéng/lanh: Chét liéu cao su hodc Polyester
Fiber + PVC
1.47 Kim dién co dong | Chat liéu kim: Thép khong gi, cam bién: Ag, chat cach
tam dién: Epoxy- Kich ¢¢ kim: dai 37-50mm, duong kinh
kim 0.45-0.5mm, s6 26G, mili kim vat 13 d9, dién tich
ghi 0.07mm?
ba tiét trung
Pat tiéu chuan ISO 13485, Chung chi CE hoic FDA
hodc tuong duong
1.48 Gang tay dai kiém | Giang tay y té tiét tring, san xuat tir cao su thién nhién
soat tir cung C6 phu bot chéng dinh. Dai > 450mm. Phan biét tay
trai, tay phai. Da tiét trung.
Pat tiéu chuin ISO 13485 hoic tuong duong.
1.49 Kim ludn tinh mach | - C6 dau bao vé bang kim loai dang 16 xo gdm 2 canh

an toan tré em, so
sinh

tay don bt chéo

- Kim ¢6 24G

- Pau kim 3 mat vat

- Catheter nhwra c6 dudng can quang ngam, chat liéu
FEP-teflon hodc tuong duong, Dudng kinh: 0.7mm (sai
sO <+5%), 6 dai: 19mm (sai s6 < £5%)

- Co ché trao mau 2 lan

- Mang ky nuéc chdng mau tran khi thiét 1ap duong




truyén

- Kim ludn c6 canh, khdng cira, toc d chay > 22ml/
phut

- Thé tich mdi: < 0.084ml

Pat tiéu chuin ISO 13485, Chung nhan CE hoac FDA
hodc tuong duong

1.50

Kim sinh thiét mo
mém Starcut (hoic
tuong duong) (cé
kim dan duong, cac
c0)

Kim ciu tao gdm 3 bd phan: 01 kim dan dudng; 01 kim
sinh thiét; 01 khoa an toan. Tay cAm bang nhya. Than
kim béng thép khong gi, co danh diu chiéu sdu tham
nhap (m01 vach lem). Kim c6 kénh hat dich (tuy chon).
C6 2 nic cho chirc niang ldy mau: 11mm va 22mm.
Puong kinh kim: 14/16/18/20G. Chiéu dai kim:
90/130/160/220mm. Pong goi tiét trung theo tiéu chuan
ctia nha san xuét.

Pat tiéu chuan ISO 13485 hoic twong duong

1.51

Buodng tiém truyén
cay dudi da
Titanium

Buodng tiém hoa chat cay duéi da vo ngoai dugc lam tir
Polysulphone va budng chtra bén trong bang Titanium,
chiu dugc ap luc cao > 325 psi.

C6 3 16 khau ¢ dinh budng truyén vimng chic

Kich thudc budng: 30x22mm, cao 10.6mm, duong kinh
mang 9.5mm.

Trong lugng < 4g. Thé tich 0.25ml.

Puong kinh ngoai éng thong 6.5F - 8.5F. Chiéu dai éng
thong > 800mm.

Chat liéu dng thong bang Silicone hoic Polyurethane.
Phu kién di kém: 1 kim choc bué)ng tmyén dau théng, 1
kim choc mach mau, 1 day dan chit J, 1 dung cu mé
duong, 1 dng thong tao duong ham, 1 xy lanh, 1 kim
choc budng tiém.

Dat tiéu chuan ISO 13485, Chung nhan CE hoic FDA
hodc tuong duong

1.52

Kim cay chi

- Kim céy chi ding mét 1an bao gém than kim, 15i kim
duoc lam tir soi thép y té khong gi. Gia 16t 161, Gia do
kim va Ong bao vé dugc lam tir nhya PP chuyén dung
trong y té.

- Than kim ¢6 cac vach chia.

- Gia d& kim, dng bao vé khong mau. Kich ¢ duong
kinh: 0,7mm, 0,8mm, 0,9mm.

1.53

Kim cham cutru cac
cO

Kim cham ctru v6 trung. Than kim lam tir thép khong
gi, can thép. Kich thudc: duong kinh kim 0.30 mm, do
dai kim tir 13mm dén 75 mm.

Pat tiéu chuan chat luong ISO 13485 hoic twong
duong.

1.54

Tai dong thuoc sac

- B0 tui bao g@)m: 01 cudn mat trudc va 01 cuon mat
sau.

- Chiéu rong: > 10cm.

- Chiéu dai: > 360m.

I

Kim khiu, chi khau, dao phiu thuit

2.1

Lu6i dao mo

Chét liéu thép khong gi, mdi ludi duge dong trong 1 tii
nhom, tiét trung. Cac s6 10, 11, 12,15, 20, 21, 22. Cac
ranh doc ludi dao twong thich voi cdn dao mo ti€u




chuén fitment s6 3 va sb 4. Pat tiéu chuan ISO 13485
hodc tuong duong.

2.2

Chi Nylon 5/0

Chi khong tiéu don soi tong hop Polyamide (nylon) sb
5/0, dai > 75cm, kim tam giac 3/8c, dai 16mm. Kim lam
bang hop kim 300 series duoc phu silicone. Chi dugc
lam tir 100% Polyamide 6-6.6 (PA). Tiét trung.

Tiéu chuan ISO 13485, Chimg nhan CE, FDA hoic
tuong duong.

23

Chi Nylon s6 6/0

Chi khong tiéu don soi tong hop Polyamide (nylon) sb
6/0, dai > 75cm, kim tam giac 3/8c, dai 12-13mm, lam
bang hop kim 300 series duoc phu silicone. Chi dugc
lam tir 100% Polyamide 6-6.6 (PA). Tiét trung.

Tiéu chuan ISO 13485, Chimg nhan CE hodc FDA hoic
tuong duong.

24

Chi Nylon 2/0

Chi khong tiéu don soi tong hop Polyamide (nylon) sb
2/0, dai > 75c¢m, kim tam giac 3/8c, dai 26mm, lam
bang hop kim 300 series dugc phu silicone. Chi dugc
lam tr 100% Polyamide 6-6.6 (PA). Tiét trung.

Tiéu chuan ISO 13485, Chimg nhan CE hodc FDA hoic
tuong duong.

2.5

Chi Nylon 3/0

Chi khong tiéu don soi tong hop Polyamide (nylon) sb
3/0, dai > 75cm, kim tam giac 3/8c, dai 24-26mm, lam
bang hop kim 300 series dugc phu silicone. Chi dugc
lam tr 100% Polyamide 6-6.6 (PA). Tiét trung.

Tiéu chuan ISO 13485, Chimg nhan FDA hoic tuong
duong

2.6

Chi Nylon 4/0

Chi khong tiéu don soi tong hop Polyamide (nylon) sb
4/0, dai > 75cm, kim tam giac 3/8c, dai 18-19mm, kim
1am bang hop kim 300 series duoc phi silicone. Chi
dugc lam tir 100% Polyamide 6-6.6 (PA). Tiét trung.
Tiéu chuén ISO 13485, Chung nhan FDA hodc tuong
duong

2.7

Ludi dao cat tiéu
ban

Ludi dao cat loai lowprofile, Lam bang thép khong gi,
kich thudc 80x8x0.25mm, goc nghiéng > 35 do,

Cat duoc tt ca cac loai md (mo cling, mé mém, cat
lanh, cét mong), do sac ludi dao 6n dinh. St dung dugc
cho tat ca cac loai may cit tiéu ban.

Dat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong.

Hop > 50 cai

2.8

Chi Nylon s6 10/0

Chi khau mat soi don Nylon 10-0 mau den, dai 30 cm.
Hai kim tiét dién hinh thang chiéu dai > 6 mm, duong
kinh > 0,14 mm, d6 cong 3/8. Kim lam bang thép cting
b6 s¢i, miii kim mai theo cong nghé canh mai ngang
(Crosslapped Edge).

Tiéu chuan ISO 13485, Chimg nhan CE, FDA hoic
tuong duong.

2.9

Chi tiéu ’
Polyglactine 910 s6
3/0

Chi tiéu Polyglactine 910 s 3/0, chi dai > 75cm. Kim
tron, d6 cong 1/2 vong tron, kim 1am bang hop kim 300
series, dai 26mm, phu silicone. La loai chi tu tiéu téng
hop da soi, tiét tring, thanh phan gom 90% Glycolide
va 10% L-lactide. B& mat soi chi duoc trang boi mot




16p tong hop cua Poly(glycolid-co-Lactide) va Calcium
stearate. Chi mét strc cing va ty tiéu do hién tugng thiy
phan. Sau hai tuan cdy ghép sirc cing cia chi con 60-
75% va sau bon tuan con 25%. Chi s& ty tiéu hoan toan
trong vong 54 dén 72 ngay.

Tiéu chuén ISO 13485; Churng nhan FDA hodc tuong
duong.

2.10

Chi thép

Chét liéu thép khong gi, duong kinh:
0,3/0,4/0,5/0,6/0,7/0,8/0,9/1,0mm, dai > 10m.
DPat ti€u chuan ISO 13485 hoac tuong duong.

2.11

Chi Nylon s6 1

Chi khong tiéu don soi tong hop Polyamide (nylon) s6
1. Chi dai > 75c¢m, kim tam gidc 3/8¢, dai 30-40 mm,
lam bang hop kim 300 series, phi silicone. Chi dugc
lam tir 100% Polyamide 6-6.6 (PA).

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong.

2.12

Chi Polypropylene
s0 4/0

Chi khong tiéu don soi Polypropylene s6 4/0, dai >
90cm. 2 kim tron 1/2 vong tron dai 17-26mm, kim lam
bang hop kim 300 series, phu silicone.

Dat tiéu chuan ISO 13485; Churng nhan FDA hoac
tuong duong.

2.13

Chi Polypropylene
s0 5/0

Chi khong tiéu don soi Polypropylene s6 5/0, dai >
90cm. 2 kim tron 1/2 vong tron dai 17mm, kim lam
bang hop kim 300 series, phu silicone.

Pat tiéu chuan ISO 13485; Chung nhan FDA hoic

tuong duong.

2.14

Chi Polypropylene
s0 6/0

Chi khong tiéu don soi Polypropylene s6 6/0, dai >
60cm. 2 kim tron 3/8-1/2 vong tron dai 10-13mm, kim
lam bang hop kim 300 series, phu silicone.

Pat tiéu chuan ISO 13485; Chimg nhan FDA hodc
tuong duong.

2.15

Chi Polypropylene
s0 7/0

Chi khau khong tiéu don s¢i, mau xanh, chat liéu
Polypropylene s6 7/0, dai > 60cm, 2 kim tron, dai 9-
10mm, kim cong 3/8 vong tron, loai kim
SURGALLOY (chat lidu gdm 12% Chrome, 9%
Nickel, 2% Cu, 0.9% Ti, Molybdenum, Fe vira du), kim
dugc bao phu véi cong ngh¢ NuCoat va phu silicon.
Pat tiéu chuan ISO 13485; Chimg nhan FDA hodc
tuong duong.

2.16

Chi Glyconate sO
3/0

Chi tan t6ng hop don soi s6 3/0.

Thanh phéan: 72-75% Glycolic, 14-25% Caprolacton,
chi dai > 70cm, kim tron 1/2 vong tron dai 22-26mm,
kim 1am bang hop kim AISI 300 series, phu silicon. St
cang kéo giam 50% sau 14 ngay, tan hoan toan sau tur
60 - 90 ngay.

Pat tiéu chuan ISO 13485, Ching nhan CE, FDA hoic
tuong duong.

2.17

Chi Glyconate sd
4/0

Chi tan tong hop don s¢i s6 4/0. Thanh phan: 72-75%
Glycolic, 14-25% Caprolacton, chi dai > 70cm, kim
tron 1/2 vong tron dai 22mm, kim lam bang hop kim
AISI 300 series, phu silicon. Strc cang kéo giam 50%
sau 14 ngay, tan hoan toan sau tir 60 - 90 ngay.




Dat tiéu chuan ISO 13485, Chimg nhan CE, FDA hoic
tuong duong.

2.18

Tay dao han mach
mau

Tay dao han mach ding trong mo ndi soi, ham phu
nano chéng dinh, dau cong, chiéu dai than dao > 37cm,
duong kinh than dao Smm, quay 350 d9.

Str dung cho may Valleylab LS10 c6 tai Bénh vién.
Pat tiéu chuan ISO 13485, Chtrng nhan CE, FDA hoac
tuong duong.

2.19

Tay dao han mach
mau dung cho mo
mo

Tay dao han mach ding trong md md, ham phu nano
chéng dinh, dau cong, chiéu dai than dao > 23cm,
duong kinh than dao Smm, quay 350 d9.

Str dung cho may Valleylab LS10 c6 tai Bénh vién.
Pat tiéu chuan ISO 13485, Chtrng nhan CE, FDA hoac
tuong duong

2.20

Tay dao di¢n

Dung cho may dot dién, may cat dot.

Tay dao cit d6t 2 nit bAm, 3 chu, st dung 1 1an. Pong
g01 vo trung.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

2.21

Pién cuc cat tién
ligt tuyén

Lam bang thép khong ri, dung dé cat u tién liét tuyén,
khong luu tromg co thé. Pau c¢6 hinh dang vong, rinh
cit ¢ 24, 27, g6c 30 do; loai 1 chan, tuong thich véi
may cua hang KarlStorz.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc twong duong

2.22

Chi tiéu
Polyglycolic acid
s0 2/0

Chi tiéu tong hop da soi polyglycolic acid sb 2/0, chi
dai > 70cm. Kim lam bang hop kim 300 series, kim tron
1/2¢, dai 26mm. Tiét trung. Chi duogc ciu tao bai 100%
polyglycolic Acid (PGA), dugc phu Polycaprolactone
va calcium stearate. Chi méat strc cang va tu tiéu do hién
tugng thuy phan. Sau 14 ngay strc cdng cua chi con 60-
84% va sau 28 ngay strc cang con 23-25%. Chi s€ tu
tiéu hoan toan trong vong 60 dén 90 ngay.

Dat tiéu chuan ISO 13485, Chung nhan CE, FDA hoic
tuong duong

2.23

Chi tiéu Polyglactin
9106 7/0

Chi tan t6ng hop da sgi Polyglactin 910 s6 7/0. Pugc
boc boi 50% Polyglactin 370 va 50% Calcium Stearate.
Chi dai >30cm, 2 kim tron thiét dién hinh thang bang
hop kim thép, phu silicone, dai 6.5-8mm 3/8-1/2 vong
tron. Luc cing giit 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 13485, Chimg nhan FDA hoic
tuong duong

2.24

Chi Polypropylene
s0 3/0

Chi khong tiéu don soi Polypropylene s6 3/0, dai >
90cm. 2 kim tron 1/2 vong tron dai 26mm, kim lam
bang hop kim 300 series, phu silicone. Pat tiéu chuan
ISO 13485; Ching nhan FDA

2.25

Chi tiéu ’
Polyglactine 910 s6
4/0

Chi tiéu Polyglactine 910 s 4/0, chi dai > 75cm. Kim
tron, d6 cong 1/2 vong tron, kim 1am bang hop kim 300
series, dai 20mm, phu silicone. La loai chi tu ti€u téng
hop da soi, tiét trung, thanh phan gdm 90% Glycolide




va 10% L-lactide. B& mat soi chi duoc trang boi mot
16p tong hop cua Poly(glycolid-co-Lactide) va Calcium
stearate. Chi mét strc cang va tu tiéu do hién tuong thiy
phan. Sau hai tuan sirc cing ctia chi con 60-75% va sau
bbn tuan con 25%. Chi sé& ty tiéu hoan toan trong vong
56 dén 70 ngay.

Tiéu chuan ISO 13485; Ching nhan CE; FDA hoac
tuong duong

2.26

Chi tiéu
Polyglycolic acid
sO 1

Chi tiéu tong hop da soi Polyglycolic acid (PGA) s6 1
dai > 90 cm, kim tron 1/2¢, dai 40 mm, kim lam bang
hop kim 300 series dugc phu silicone. Chi dugc cAu tao
b1 100% polyglycolic Acid (PGA), dugce phu
Polycaprolactone va calcium stearate. Chi duy tri dugc
suc cang 65-84% sau 2 tu?m, 23-25% sau 4 tuan va tu
tiéu hoan toan trong vong 60 dén 90 ngay. DA tiét trung.
Pat tiéu chuan ISO 13485, Chung nhan FDA hoac
tuong duong.

2.27

Chi tiéu Polyglactin
91050 6/0

Chi tan tong hop da soi Polyglactin 910 s6 6/0, vo
tring, thanh phan 90% glycolide va 10% L-lactide, chi
dai > 70cm, kim tron 1/2 vong tron dai 13mm, kim lam
bang hop kim 300 series, phu silicon. Duy tri sitc cang:
60-75% sau 2 tuﬁn, 25% sau 4 tuﬁn, tan hoan toan sau
56 dén 72 ngay.

Pat tiéu chuan ISO 13485, Ching nhan FDA, CE hoic
tuong duong.

2.28

Chi tiéu ’
Polyglactine 910 s6
5/0

Chi tiéu Polyglactine 910 s6 5/0, chi dai > 75cm. Kim
tron, do cong 1/2 vong tron, kim 1am bang hop kim 300
series, dai 17mm, phu silicone. La loai chi tu tiéu téng
hop da soi, tiét tring, thanh phan gdm 90% Glycolide
va 10% L-lactide. B& mat soi chi duoc trang boi mot
16p tong hop cia Poly(glycolid-co-Lactide) va Calcium
stearate. Chi mét strc cang va tu tiéu do hién tuong thiy
phan. Sau hai tuan sirc cing ciia chi con 60-75% va sau
bén tudn con 25%. Chi sé ty tidu hoan toan trong vong
56 dén 70 ngay.

Tiéu chuén ISO 13485, Chtrng nhan FDA hodc tuong
duong

2.29

Chi tiéu
Polyglycolic acid
s0 3/0

Chi tiéu tong hop da soi polyglycolic acid s6 3/0, chi
dai > 75cm. Kim lam bang hop kim 300 series, kim tron
1/2¢, dai 26mm. Tiét tring. Chi dugc ciu tao boi 100%
polyglycolic Acid (PGA), dugc phu Polycaprolactone
va calcium stearate. Chi mét sirc cang va tu tiéu do hién
tuong thuy phan. Sau 14 ngay suc cang cua chi con 60-
84% va sau 28 ngay suc cang con 23-25%. Chi s€ tu
tiéu hoan toan trong vong 60 dén 90 ngay.

Pat tiéu chuan ISO 13485, Chting nhan FDA hodc
tuong duong

2.30

Chi lanh

Chat liéu 100% béng soi cotton. Chiéu dai > 360cm.
Pat ti€u chuan ISO 13485 hodc tuong duong

2.31

Chi tiéu nhanh s
2/0

Chi tiéu nhanh tong hop da s¢i s6 2/0, chi dai > 90cm.
Kim tron, dau cat (tam giac), dai 36-37mm, do cong 1/2




vong tron, 1am bang hop kim 300 series, phu silicone.
Tiét trung. Thanh phan: > 90% glycolide.

Stre cang kéo giam 50-55% sau 1 tuan, < 20% sau 14
ngay, tan hoan toan sau 42 ngay.

Pat tiéu chuan ISO 13485. Chimg nhan FDA, CE hoic
tuong duong.

2.32

Chi tiéu
Polyglycolic acid
s0 4/0

Chi tiéu tong hop da soi polyglycolic acid s6 4/0, chi
dai > 75 cm. Kim 1am bang hop kim 300 series, kim
tron 1/2¢, dai 20-22 mm. Tiét trang. Chi duoc cdu tao
b1 100% polyglycolic Acid (PGA), dugc phu
Polycaprolactone va calcium stearate. Chi mat stic cing
va tu tiéu do hién tugng thuy phan. Sau 14 ngay suc
cang cua chi con 60-84%. Chi s€ tu tiéu hoan toan trong
vong 60 dén 90 ngay.

Pat tiéu chuan ISO 13485, Chimg nhan FDA hoic
tuong duong

2.33

Tay dao siéu am
khong day dung
cho mo noi soi

Tay dao siéu 4m dung trong mo ndi soi, dau cong, chiéu
dai than dao > 39cm, dudng kinh than dao Smm. Su
dung cho dao si€u am khong day Sonicision hoac tuwong
duong.

Pat tiéu chuan ISO 13485, Chimg nhan CE, FDA hoic
tuong duong

2.34

Chi catgut cromic
5/0

Chi phau thuét ty tiéu Catgut Chromic s 5/0, dai >
75¢cm, vo tring, dugc san xuat bang collagen c6 thanh
phan > 97% collagen nguyén chat.

Kim tam giac 3/8-1/2 vong tron, chat lidu thép khong
gi, dai 12-16mm.

Pat tiéu chuan ISO 13485 hoic twong dwong.

2.35

Chi catgut cromic
4/0

Chi phau thuat ty tiéu Catgut Chromic s6 4/0, dai >
75cm, vo6 trung, dugc san Xuét béng collagen co6 thanh
phan > 97% collagen nguyén chat. Kim tam giac 1/2
vong tron, chét lidu thép khong gi, dai 17-26mm. Pat
tiéu chuan ISO 13485 hoic tuong dwong.

Bong, bing, gac thanh phim

3.1

Gac phau thuat

Gac duoc dét tur so1 100% cotton. Khong 16t bong.

Téc d6 hit nude < 5 gidy. PO ngdm nudce > 5gr
nudc/1gr gac. Ham luong cht tan trong nudc: < 0,5%.
Quy céch: 10 x 10cm x 8 16p, c6 s¢i can quang, vO
tring. Bao bi dong goi ¢ rinh , ring cua, hodc vét khia
min & mot dau tai..., dam bao do kin khi, vo trung
nhung van c6 thé dé dang xé mo bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan dang
ky FDA va CE hoac tuong duong.

Dong gdbi 10 cai/goi

3.2

Gac bong

Gac duoc dét tir so1 100% cotton. P9 ngdm nude > Sgr
nude/lgr gac. Toe d6 hut nude < 5 gidy. Ham lugng
chat tan trong nudc: < 0,5%.

Quy céch: 15cm*15 cm, 6 16p, khong 16t bong, vo
tring. Bao bi dong goi ¢ rinh , ring cua, hodc vét khia
min & mot du tai..., dam bao do kin khi, vo trung
nhung van c6 thé dé dang xé mo bang tay.




Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan dang
ky FDA va CE hoac tuong duong.
Pong goi 10 céi/ goi

3.3

Gac than (Cuc cheén
cam mau)

Gac duoc dét tir sgi 100% cotton. Toc do hut nuéde < 5
gidy. Ham lugng chit tan trong nude: < 0,5%. D6 ngam
nudc > Sgr nude/1gr gac.

Quy cach: 3,5cm*4,5 cm, 80 16p, vO trung, gac cudn
chit tay, trong luong tdi thiéu Sgam/cai. Bao bi dong
g01 c6 ranh , rang cua, hodc vét khia min & mot dau
tai..., dam bao d6 kin khi, vo tring nhung van c6 thé d&
dang xé mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Churng nhan dang
ky FDA va CE hodc tuong duong.

Dong g6i 30 cai/ goi

3.4

Gac truyén

Gac dugc dét tir soi 100% cottton. Toc do hut nude: <
5s. B§ ngam nudc > Sgr nude/1gr gac.

Quy cach: 3cm*3 cm, 2 16p c6 16t bong, vo trung. Bao
bi dong goi c6 ranh , rang cua, hoac vét khia min & mot
dau tai..., dam bao do6 kin khi, vo tring nhung van c6
thé dé dang xé mo bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan ding
ky FDA va CE hoac tuong duong.

Pong goi 10 cai/ goi

3.5

Gac cau (rira vét
thuong)

Gac dugc dét tir soi 100% cotton. Toc d6 hut nuée < 5
gidy. Ham luong cht tan trong nudc: < 0,5%. Kha ning
hut nudce: > 5 g nudc/g gac.

Quy cach: Fi 30*2 16p, vo trung. Bao bi dong gbi co
ranh, rang cua, hodc vét khia min & mot dau tai..., dam
bao d6 kin khi, v6 tring nhung van c6 thé dé dang xé
mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan ding
ky FDA va CE hoac tuong duong.

Pong goi 10 cai/ goi

3.6

Gac phau thuét 6
bung

Gac dugc dét tur sgi 100% cotton. B ngdm nude > Sgr
nudce/1gr gac. Tée do hut nudc: < 8 gidy.

Quy céch: 30cm*40cm, 6 16p. C6 s¢i can quang, vO
tring. Bao bi dong goi ¢6 rinh , ring cua, hodc vét khia
min & mot dau tai..., dam bao do kin khi, vo trung
nhung van c6 thé dé dang xé mo bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan dang
ky FDA va CE hoac tuong duong.

Dong gdbi 5 cai/goi

3.7

Gac tiéu phau
khong bong

Vi dét hat nudc 100% cotton. B ngdm nudc > Sgr
nude/lgr gac. Tdc d6 hit nude: < 5s;

Quy céch: 6*8 cm, 6 16p, khong bong, vo trung. Bao bi
doéng gbi co6 ranh , rang cua, hodc vét khia min & mot
dau tai..., dam bao do kin khi, vo trung nhung van c6
thé d& dang xé mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Ching nhan ding
ky FDA va CE hodc tuong duong.

Pong gbi 10 cai/goi




3.8

Gac tiéu phau co
bong

San pham duoc lam tir 2 16p vai khong dét hut nudce bén
ngoai, va 1 16p dém bong tu nhién tinh ché (100%
cotton) & gitra. Toc d6 hit nudce < 5 gidy. Chét tan trong
nude < 0.5%. Quy cach: 8*15 cm, vo trung. Bao bi
doéng gobi co ranh, rang cua, hodc vét khia min & mot
dau tai..., dam bao d6 kin khi, vo tring nhung van c6
thé d& dang xé mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Churng nhan dang
ky FDA va CE hodc tuong duong.

Pong g6i 1 cai/ goi

3.9

Gac cau cu (san)

San xudt tir gac va bong hut nudc 100% cotton. Hinh
cAu, Bong hut duogc boc kin bdi mot 16p gac'y té tao
thanh cau bong. Téc d hat nude < 5 gidy. PO ngam
nude > 100gr nude/5gr bong. Chat tan trong nudc <
0.5%. Quy cach: Fi 45, vo trung. Bao bi dong goi co
ranh, rang cua, hoac vét khia min & mot dau tai..., ddm
bao do6 kin khi, v tring nhung van c6 thé dé dang xé
mo bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan ding
ky FDA va CE hoac tuong duong.

Dong gdi 1 cai/goi

3.10

Bong gac dap vét
thuong

Gom 2 16p vai khong dét hut nude, dém giira 1 16p
bong xo tu nhién 100% cotton. Tbc @6 hat nude < 5
gidy. Chit tan trong nudc < 0.5%. Quy cach:10cm*10
cm, vO trung. Bao bi dong gobi c6 ranh , rang cua, hodc
vét khia min & mot dau tai..., ddm bao do6 kin khi, vo
tring nhung van co thé dé dang xé mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan dang
ky FDA va CE hoac tuong duong.

Dong gdi 1 cai/goi

3.11

Bong vién rira vét
thuong

San pham duogc san xuét tir bong xo, 100% cotton.
Bong se thanh vién, dong déu, bé mit vién gon dugc
quan chit khong bung toi soi béng ra. Thoi gian chim <
8 giay.

Do 4m: < 8 %, v6 trung. Quy céach : Fi 3.5 x 4cm. Bao
bi dong goi cb ranh , rdng cua, hoac vét khia min & mot
dau tai..., dam bao do6 kin khi, vo tring nhung van c6
thé d& dang xé m¢ bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan ding
ky FDA va CE hoac tuong duong.

Pong gb6i 100 gam/goi

3.12

Bong tiém

San pham duoc san xuat tir bong xo, 100% cotton.
Bong duoc cat thanh miéng nho kich thude 2cm x 2cm,
Thoi gian chim < 8 gidy. Do 4m: < 8 %; vo tring. Bao
bi dong goi ¢o ranh , ring cua, hoic vét khia min & mot
dau tai..., dam bao do kin khi, vo tring nhung van c6
thé dé dang xé mo bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Chiing nhan ding
ky FDA va CE hoac tuong duong.

Dong gbi 100 gam/goi

3.13

Gac Meche phau
thuat

San xuat tr vai dét hat nude 100% cotton. Tdc do hut
nudc < 5 gidy. P§ ngdm nudc > Sgr nude/lgr gac. Chat




tan trong nudc < 0.5%. Quy céach: 3.5 x 75cm x 6 16p,
vO trung, c6 soi can quang. Bao bi dong goi co6 ranh ,
rang cua, hodc vét khia min & mot dau tai..., ddm bao
d6 kin khi, vo tring nhung van c6 thé dé dang xé mé
béng tay. Pat tiéu chuan ISO 9001; ISO 13485; Chiing
nhan dang ky FDA va CE hoac tuong duong.

Pong goi 3 cai/goi

3.14

Gac phau thuat
khong dét
7.5%7.5cm

Gac dugc san xuét tir vai khong dét tham hat
nhanh.Tc d6 hut nude < 5 gidy. PO ngdm nude > Sgr
nudc/1gr gac. Quy cach: 7.5x7.5cm x 6 16p , vO trung,
Co soi can quang. Bao bi dong goi cd ranh, rang cua,
hogc vét khia min & mot dau tdi..., ddm bao d6 kin khi,
v6 tring nhung van c6 thé dé dang xé mé bang tay.

Pat tiéu chuan ISO 9001; ISO 13485; Churng nhan dang
ky FDA va CE hodc tuong duong.
Pong g6i 10 cai/goi.

Bo tim phoi nhin tao ECMO trong hoi sirc cip ctru

4.1

Phoi nhan tao cap
clru

Dién tich mang loc > 2,5m?.

Vit liéu mang loc: Polymethylpentene. Dién tich trao
ddi nhiét: > 0,22m?2. B phan trao ddi nhiét: thép khong
gi. Tong thé tich moi mau: > 620ml .

Ap luc hoat ddng toi da 1000 mmHg (133 kPa). Chiéu
dai day dan > 1,7m. Luu luong tdi da: 71/phut.

Pat tiéu chuan ISO 13485 hoic twong dwong.

4.2

Canuyn dong mach

Canuyn dong mach. Puong kinh: 16.5Fr.

Chiéu dai 15cm. Cong két ndi thang 3/8" dau khoa. Bo
dung cu mé dudng di kém bao gdm: kim ludn 18G, day
dan duong 80 cm duodng kinh 0.035", bom tiém 10ml,
predilator 8Fr/12Fr dai 15¢m, dao mo dung 1 lan. Tiéu
chuén ISO 13485 hodc twong duong.

43

Canuyn tinh mach

Canuyn tinh mach. Puong kinh: 21Fr.

Chiéu dai 50 cm. Cong két ndi thang 3/8" dau khoa. Bo
dung cu mé dudng di kém bao gdm: kim ludn 18G, day
dan duong 150cm duong kinh 0.035", bom tiém 10ml,
predilator 8Fr/12Fr dai 15¢m, dao md dung 1 lan. Tiéu
chuén ISO 13485 hodc twong duong.

Loc mau, loc mang bung

5.1

B qua loc mau lién
tuc dung cho tré so
sinh va nhii nhi

Qua loc mau lién tuc kem bd day dan cho bénh nhi véi
can nang > 8kg

Chat ligu:

- Mang loc: Polyarylethersulfone (soi rong PAES)
-Vova dau qua loc: Polycarbonate

- Ong dan: PVC

- Cartrige: PETG

Céc thong sb khac:

- Thé tich mau trong bd qua loc (£ 10 %): 60ml

- Dién tich mang hi€u dung: 0,2 m2

- Buong kinh trong cua soi loc (khi u6t): 215 pm
- b6 day thanh soi loc: 50 um

- Toc @6 dong mau tbi thiéu: 20 ml/phut

- Téc d6 dong mau tdi da: 100 ml/phut

- Thé tich mdi mau (chi ¢ qua loc): 17ml




- TMP t6i da: 500mmHg/67 kPa
Pat ti€u chuan ISO 13485 hodc tuong duong

5.2 B0 qua loc mau lién | Qua loc mau lién tuc kem bd day dan.
tuc dung cho tré Chit liéu:
nho - Soi loc AN69 HF: Acrylonitrile va sodium methallyl

sulfonate copolymer
- V6 va dau qua loc: Polycarbonate
- Ong dén: PVC
- Cartridge: PETG
Tiét trung: EtO (ethylene oxide)
Thong s6 hoat dong cua qua loc
- Ap lyc mau t6i da (mmHg/kPa): 500/66,6
- Thé tich mau (£ 10 %): 93 ml
- Dién tich mang hi€u dung: 0,6 m2
- Buong kinh trong cua sgi loc (khi u6t): 240pum
- b6 day thanh soi loc: 50um
- Téc d6 mau: 50 -180 ml/phut
- Can nang bénh nhan tdi thiéu: 11kg
Tiéu chuan ISO 13485 hoic tuong duong

53 Catheter ¢c& 8 FG | Catheter 2 nong dung trong loc mau
Chét liéu: thermosensitive PUR
Kich thudc: (OD): 8FChiéu dai: 150 mm
Dong goi: 1 catheter, 1 Kim ludn, 1 day ludn J-tip 0.035
x 700 mm, 2 nip ddy tiém truyén, 1 nong mach 8F x
150 mm, 1 gac
Pat tiéu chuan ISO 13485 hoic twong dwong

5.4 Catheter cd 6,5 FG | Catheter 2 nong dung trong loc mau
Chét liéu: thermosensitive PUR
Kich thudc (OD): 6.5F
Chiéu dai: 75 mm
Pong goi: 1 catheter, 1 Kim ludn, 1 day ludn J-tip 0.028
X 500 mm, 2 nap day tiém truyén , 1 nong mach 7F x
150 mm, 1 gac
Pat tiéu chuan ISO 13485 hoic twong dwong

55 Tai lam am mau | Tai lam 4m méau gdm 1 tai, 2 bo 6ng day va cac dau ndi

cho may lam am | luer theo tiéu chuan ISO 594 d6i v6i san pham hinh
mau nén. Puoc tiét tring bang oxit etylen (ETO), v tring

khong c6 doc td, khong lam tir cao su tu nhién. Thé tich
moi cta tai: 27 mL +/- 10%. C6 thé sir dung tdi da 72
gio.
Pat tiéu chuan ISO 13485 hoic twong duong

5.6 Bd qua loc mau lién | Qua loc kém bd day dan c6 3 chuc nang: loai bo

tuc Oxiris

Cytokine, loai bé ndi doc td, loc mau lién tuc (loai bo
dich va doc t6 Uré huyét)

Chét ligu:

- Mang loc cau tao 3 16p:

+ Soi rong AN69 (Acrylonitrile va sodium methallyl
sulfonate copolymer)

+ Polyethylenelmine (PEI)

+ B& mit soi loc duoc gén heparin (4500+/-1500
[U/m2) - V6 va dau qua loc: Polycarbonate

- Véch dau qua loc: Polyurethane




- Ong dan: PVC

- Cartridge: PETG

Tiét trung: EtO (ethylene oxide)

Thong sb k¥ thuét cua qua loc

- TMP t6i da* (mmHg/kPa): 450/60

- Ap lyc mau t6i da (mmHg/kPa): 500/66,6

- Thé tich méau trong qua loc (£10%): 193 ml
- Dién tich mang: 1,5m2

- Buong kinh trong cua sgi loc (khi u6t): 240pum
- b6 day thanh soi loc: 50um

- Téc @6 mau: 100 - 450 ml/phit

- Can nang bénh nhan t6i thiéu: 30 kg.

Pat tiéu chuan ISO 13485 hoic tuong duong.

5.7

B6 qua loc mau lién
tuc cho nguoi 16n

Qua loc mau lién tuc kém bo day dan:

Chét ligu:

- Soi loc AN69 HF: Acrylonitrile va sodium methallyl
sulfonate copolymer

-Vova dau qua loc: Polycarbonate

- Ong dan: PVC

- Cartridge: PETG

Phuong phap tiét trung: EtO (ethylene oxide)
Thong sb k¥ thuat cua qua loc:

- Ap lyc mau t6i da (mmHg/kPa): 500/66,6

- Thé tich mau trong qua loc (£10%): 152 ml

- Di¢n tich mang hi¢u dung: 0,9m2

- Puong kinh trong cta soi loc (khi uét): 240pum
- B§ day thanh soi loc: S50um

- Téc @6 méau: 75 - 400 ml/phat

- Thé tich m6i mau (chi & qua loc): 66 ml +£10%
- Can ndng bénh nhan tbi thiéu: 30 kg.

Pat tiéu chuan ISO 13485 hoic twong duong

Vit tu

st dung trong xét ng

hiém

6.1

Ang cay 1pl

Que cay nhua 1pl dugce san Xuat bang chat liéu nhua
dung trong y té, chat liéu mém déo dé dang ldy mau cay
vi sinh ma khong anh huong dén moi truong nudi céy.
Dau que cdy vi sinh tron, khong bavia, Iy tuong cho céc
quy trinh cdy vi sinh, léy mau dat 6 chinh x4c cao.
Pong goi kin, khong thim nude ngan chian hoi am 6
nhiém. Vo tring bang tia gamma.

Pat tieu chuén ISO 13485 hoic tuong duong

6.2

Ang cay 10pl

Que cay nhya 10pl dugce san xuat bang nhya dung trong
y té, chat liéu mém déo dé dang 1y mau cay vi sinh ma
khong anh huong dén moi truong nudi cdy. Pau que
cay vi sinh tron, khong bavia, 1y tuéng cho cac quy
trinh cdy vi sinh, ldy miu dat d6 chinh xac cao. Pong
g6i kin, khéng thdm nude ngin chin hoi 4m 6 nhiém.
V6 tring bang tia gamma.

Pat tiéu chuan ISO 13485 hoic twong duong

6.3

Dau con 1000pl

Dau c6n xanh dung tich 1000ul, lam tr nhwa PP, khong
kim loai, khong DNAse, RNAse. Thiét ké phu hop véi
cac loai cay pipet trén thi truong, 6m khit dau cay pipet,




thanh trong khong dinh nudc, ddm bao dung tich chinh
xac.
Pat tiéu chuan ISO 13485 hoic tuong duong.

6.4

Dau con 200l

Dau con vang dung tich 200pul, lam tu nhwa PP, khong
kim loai, khong DNAse, RNAse. Thiét ké phu hop voi
cac loai cay pipet trén thi truong, 6m khit dau cay pipet,
thanh trong khong dinh nudc, ddm bao dung tich chinh
Xac.

Pat tiéu chuan ISO 13485 hoic tuong duong.

6.5

Dau soi kinh hién
Vi

Cong thirc: C14H1202. Chiét suat bang 1,515-1,517.
Ty trong: 1L = 1,02kg+0,005.

D6 nhét (20 d6 C): 100-120mPas.

Chai > 500ml

6.6

Dau tip 10pu1 ¢6 loc

Dau tip 1am bang nhua Polypropylen trong sudt co
mang loc. Puoc khir tring bang khi EO hoic Gamma.
bam bao khong chira cac ndi doc td, enzyme
DNAse/RNAse va cac chét gdy trc ché phan timg PCR.
Hop > 96 tip.

Pat tiéu chuan ISO 13485 hoic tuong duong.

6.7

Dau tip 100ul c6
loc

Dau tip 1am bang nhua Polypropylen trong sudt co
mang loc. Puoc khir tring bang khi EO hoic Gamma.
bam bao khong chira cac ndi doc td, enzyme
DNAse/RNAse va cac chét gdy trc ché phan timg PCR.
Hop > 96 tip.

Pat tiéu chuan ISO 13485 hoic twong duong

6.8

Dau tip 1000pl co
loc

Dau tip 1am bang nhua Polypropylen trong sudt co
mang loc. Puoc khir tring bang khi EO hoic Gamma.
Dbam bao khong chura cac ndi doc té, enzyme
DNAse/RNAse va cac chét gdy trc ché phan timg PCR.
Hop > 96 tip.

Pat tiéu chuan ISO 13485 hoic tuong duong.

6.9

Pau tip 2001 c6
loc

Dau tip lam bang nhya Polypropylen trong su6t co
mang loc. Puoc khir tring bang khi EO hoic Gamma.
Dbam bao khong chura cac ndi doc té, enzyme
DNAse/RNAse va cac chét gdy trc ché phan timg PCR.
Hop > 96 tip.

Pat tiéu chuan ISO 13485 hoic twong duong

6.10

Lam kinh (dau mai)

Nguyén vt liéu: Kinh soda véi dat chuan.

Do day: 1.0-1.2mm. Kich thude: 25.4 x 76.2mm (17 x
3”) £1mm.

Pat tiéu chun ISO 13485 hoic tuong duong.

6.11

Lamen (22x22)mm

Lam bang thiy tinh siéu trong sudt (borosilicate), co
dic tinh quang hoc 1y tudng, on dinh, cau triic phan tir,
d6 phang dong nhat va kich thudc dong nhat. Ung dung
duoc dé xuat: dung trong mo hoc, té bao hoc, phan tich
nude tiéu va vi sinh

Kich thudc (22x22)mm. Hop > 100 cai.

Pat tiéu chuan ISO 13485 hoic tuong duong.

6.12

Ong chong dong
chan khong EDTA
K3

Chat liéu: Pugc lam bﬁng nhyay té PET, kich thudc
dng 13x75mm. Nép bang nhua LDPE boc cao su mau
tim phtt hop cho cac may xét nghiém tu dong Hoa chat
bén trong 6ng: Tripotassium Ethylenediaminetetra Acid




(EDTA K3) v6i nong d6 tiéu chuan dé giir cac té bao
trong méu nhat 13 tiéu cau ludn & trang thai tach roi toi
da tir 6 - 8 gio. Dung trong xét nghiém huyét hoc (cong
thirc mau va xét nghiém HbA1c). Hoa chét bén trong
dung khang déng cho 2ml mau véi vach lay mau 2ml
riéng bi€t trén nhan ong.

Ong nghiém khong bi nit v, ro ri khi ly tdm véi toe do
> 6000 vong/phut

Pat tiéu chuan ISO 13485, Chimg nhan CE hoic tuong
duong.

6.13

Ong dung nudc tieu
cO nap

Chat liéu: Ong duge lam bang nhya y té PS, kich thudc
16x100mm, ndp trang, mdi 100%.
Dat ti€u chuan ISO 9001; ISO 13485 hoac tuong duong

6.14

Ong Eppendorf
1,5ml

Chét liéu nhwa PP nguyén sinh, dung tich mau 1.5ml.
Pugc sir dung cung véi may ly tdm trong cac thi
nghiém vi sinh trong sinh hoc phan tr. Chiu duoc luc ly
tam > 13.000, nhiét d6 (-196) - 120 do C (dun so6i
duoc).

Pat tiéu chuan ISO 13485 hoic tuong duong.

6.15

Ong Eppendorf
2.0ml

Chét liéu nhwra PP nguyén sinh, dung tich mau 2ml.
Pugc sir dung cung véi may ly tdm trong cac thi
nghiém vi sinh trong sinh hoc phan tr. Chiu duoc luc ly
tam > 13.000 RPM, nhiét do (-196) - 120 d6 C (dun sobi
dugc). Pat tiéu chuan ISO 13485 hoic twong duong.

6.16

Ong nghiém
Heparin

Chét liéu: Ong duoc 1am bang nhya y té PP, kich thudc
dng 12x75mm, Nép bang nhira LDPE mau den. Hoa
chat bén trong: chat khang dong Heparine Lithium.
Dung dé tach huyét twong 1am xét nghiém dién giai do
(Na+, K+, Cl+...trur Li+), khi mé&u. Ngoai ra con su dung
cho cac xét nghiém sinh hoa dac biét 1a NH3 va dinh
luong Alcool trong mau. Hoa chat bén trong ding
khang dong cho 2ml méau véi vach 1dy mau 2ml riéng
biét trén nhan ong.

Ong nghiém khong bi nirt v, ro ri khi ly tam véi toe do
> 6000 vong/phut

Pat tiéu chuan ISO 13485, Chtng nhan CE hodc tuong
duong

6.17

Ong nghiém Natri
citrate 3,8%

Chat liéu: Ong dugc 1am bang nhya y té PP, kich thudc
6ng 12x75mm, Nap bang nhya LDPE mau xanh 1a. Hoa
chat bén trong: Sodium Citrate ndng d¢ 3.8%. Hoa chit
bén trong dung khang dong cho 2ml mau véi vach lay
mﬁu 2ml riéng biét trén nhan 6ng.

Ong nghiém khong bi ntt v, ro ri khi ly tim véi toe do
> 6000 vong/phut

Pat tiéu chuan EN ISO 13485,Chung nhan CE hoac
tuong duong

6.18

Ong nghiém serum

Chat liéu: Ong duoc lam bang nhuya y té PP, nap bang
nhwa LDPE méi 100%, dung dé tach huyét thanh. Nap
nhya day kin thanh dng. Kich thudc dng 12x75mm, c6
vach dinh murc léy mau, chiu dugc luc quay ly tam >
6000 vong/phut.

Dat tiéu ISO 13485. Chung nhan CE hoic twong duong




6.19

Ong nhya 5ml ¢6
nap

Chat liéu: Ong dugc lam bang nhua y té PS, kich thudc
12 -13x75mm, nip tring, m&i 100%.

Pat tiéu chuan ISO 9001; ISO 13485; CE (IVDR) hoic
tuong duong

6.20

Ong PCR 0.2ml

Ong lam bang nhwa PP, ¢6 nap déy lién than
- Khong chia vach

- Quy cach: tai > 1000 chiéc.

Dat tiéu chuin ISO 13485 hoic tuong duong.

6.21

Pipet nhya 3ml

Chat liéu nhua y té LDPE, mém mai, cc')’ Vac}~1 chia tur
0.5ml. Chiéu dai 155mm+5, dung tich lay mau 3ml.
Dat tiéu chuan ISO 13485 hodc tuong duong.

6.22

Tam bong mém lay
dich ty hau

Chét liéu can bang nhua PP/ABS, dau bong nylon
flocked, Chiéu dai 155mm=5, c6 khac bé. Pong gbi
riéng timg chiéc. Tiét tring bang EO Gas. Puoc st
dung dé lay dich ty hau trong cac xét nghiém tim virus.
Dat tiéu chuén ISO 13485 hodc tuong du’ong

6.23

Tam bong vo trung
lay bénh pham

Chigu li¢u O ong, nap, bang nhya, que bang gd, dau
cotton, chiéu dai 175mm=5. Péng goi riéng tung chiéc,
tiét trung bang EO Gas. Pugc st dung dé thu thap, luu
tri, truyen mau vat. Puoc su: dung rong ra1 trong nha
khoa, da liéu, phy khoa, tiét niéu va cac mau bénh pham
khac. Pat tiéu chuin ISO 13485 hoic twong duong.

B0 din

h nhom mau

7.1

Anti B

Str dung phuong phap ngung két hé ABO dé dinh nhom
mau. Phat hién khang nguyén B trén bé mit hong cau.
D dac hiéu 100%. Do chinh xac 100%.

Lo > 10ml.

Pat tiéu chuan ISO 13485 hoic twong dwong.

7.2

Anti A

Str dung phuong phap ngung két hé ABO dé dinh nhom
mau. Phat hién khang nguyén A trén bé mit hong cau.
D dac hiéu 100%. Do chinh xac 100%.

Lo > 10ml.

Pat tiéu chuan ISO 13485 hoic twong dwong.

7.3

Anti AB

Str dung phuong phép ngung két hé ABO dé dinh nhom
méu. Phat hién khang nguyén A va B trén bé mit hong
cau. Do dic hiéu 100%. Do chinh xac 100%.

Lo > 10ml.

Pat tiéu chuan ISO13485 hoic twong duong.

7.4

Anti D (IgM + 1gG)

Dinh tinh phat hién type Rho (D) trong mau mau ngudi.
Do dac hi¢u 100%. B9 chinh xac 100%.

Lo > 10ml.

Pat tiéu chuin ISO 13485 hoic tuong duong.

Hong cau miu

8.1

Hong ciu mAu phat
hién khang thé
nhom mau A1 B

B6 hong cau mau 3-5% dung dé phat hién cac khang
thé nhém mau ABO & trong huyét thanh/huyét tuong
nguoi (dinh nhom mau phuong phap huyet thanh
mau/phuong phap dinh nhém mau tryc tiép/gian tiép).
C4 2 loai Rh 4m tinh (D-, C-, E-)

Thanh phan gom 2 lo: 1 Io Héng caumiu Al, 1 1o
Hong cau mau B (2 x 10ml)




8.2 Hong cau mau sang | Thudc thir dinh tinh phat hién cac khang thé bat thudng
loc khang thé bat | hé héng cau. Thanh phén: 31001,02,03 néng do
thudng hé hdng cau | 0.8% (3 x 10ml)
9 Mt na (mask) cac loai, cac c&

9.1 Mask thé oxy - Mit na duoc san xuét tir nhua PVC nguyén sinh
khong chira doc t6, mau trang trong hodc xanh 14
- Day dan c6 chiéu dai >2 m, Day dan c6 khia dam bao
khi oxy luén dugc tuan hoan.
- Thanh nhém mém déo dam bao gilr kin khit mat na va
miii bénh nhan.
- Day chun ¢ dinh bo mit na va diu bénh nhan c6 do
dan hdi cao.
-Cacco: S,M, L, XL.
- San pham duogc tiét tring bang khi Ethylene Oxide
(E.O).
Pat tiéu chuan ISO 13485 hoic twong dwong.

9.2 Mask khi dung - Mit na duoc san xuat tir nhua PVC nguyén sinh, mau
trang trong hodc xanh 14, C6 bo khi dung.
- Day dan c6 chiéu dai > 2m
- Thanh nhém mém déo dam bao gitr kin khit mat na va
mii bénh nhan.
- Day chun ¢ dinh b mit na va dau bénh nhan c6 do
dan hdi cao.
-Cacco: S, M, L, XL.
- San pham duogc tiét tring bang khi Ethylene Oxide
(E.O).
Pat tiéu chuan ISO 13485 hoic tuong duong.

9.3 Day ¢ dinh Mask Day deo dau silicone duoc thiét ké dé ¢ dinh mat na
gdy mé trén mit bénh nhan trong qua trinh hoi stc.
Gom bon day véi khoang cach nho giira cac 16 dé cd
dinh chit trén bénh nhan c6 kich thude khac nhau. Thiét
ké bon day gitp hd tro tét mat na va phan b ap luc
déu. Co hai kich thudc cua day deo dau bang silicone,
danh cho nguoi 16n va danh cho tré em.
Pat tiéu chuan ISO 13485 hoic twong duong

9.4 Mask bop bong C6 cac cd tir 0-5. C6 vong nhidu mau sic dé phan biét
cac kich c¢&. Phin dém 6m st mit c6 van 1 chiéu diéu
chinh duoc.
Pat tiéu chuin ISO 13485 hoic tuong duong.

9.5 Ambu bop béng | Bao g@)m: Thi trir khi oxy, mat na PVC va 6ng dan oxy,

nguoi lon, tré¢ em | khong chira latex.

- Ngudi 16n: Van gidi han ap suat: 60cmH20, Thé tich
hdi stre: > 1650ml Thé tich thi chira: > 2000ml; Dau ndi
bénh nhan: ¢$22 / 15mm
- Tré em: Van gidi han ap suit: 40cmH20; Thé tich hoi
stc: > 600ml; Thé tich ti chita: >1600ml; Dau ndi
bénh nhan: ¢$22/15mm
Pat tiéu chuan ISO 13485 hoic twong dwong.

9.6 Ong ndi oxy Chét liéu PVC y té, chiéu dai > 2.000mm

(Oxygen
connecting tube)

Thanh trong 1ong dng day c¢6 hinh sao, c6 tic dung

chdng khong bi tic nghén khi oxy khi dng day bj dé bep




hay bi gdy gép, hai ddu diy dugc gin phéu. Méi day
dugc dong vao 01 thi

10

Phin lgc vi khuan cac loai, ¢

ac co

10.1

Filter dung cho may
huat dich

Hi¢u qua loc_y vi khuan, loc vi rit: > 99,999%
Dat ti€u chuan ISO 13485 hodc tuong duong

10.2

Filter loc khuan
dung cho may do
chtrc nang ho hap

DPuoc lam tir Polymer y té, voi dau ndi tiéu chuén. Vat
lidu loc khuan 1a sgi polypropylene tinh dién chat lwong
cao, la vat liéu ki nuoc, khong tdt cho su phat trién cua
nam, vi khuan va virus. Pudng kinh trong va duong
kinh ngoai dau cim vao may, dudng kinh ngoai dng
ngam cho bénh nhan tuong thich véi tung loai méay
khac nhau.

Pat tiéu chuan ISO 13485 hoic twong duong

10.3

Filter loc méy tho
(Phin lgc khuan loai
3 chirc nang)

Filter loc khuan 3 chtrc nang (Filter loc khuan va lam
am). Hi€u qua loc vi khuan, loc vi rt > 99,999%.
Dat ti€u chuan ISO 13485 hoac tuong duong

11

Clip (kep) cim mau

11.1

Clip kep mach mau
Polymer céc c&

Clip kep mach mau polymer Hemolok, khong tiéu,
khong dan dién, khong anh hudng dén CT, MRI hoic
X-ray

Co ché khéa dau clip an toan v6i vau tron ngdm ham
chéc chin, gap mé linh hoat, gai doc than clip chong
truot khi tiép xtic voi mach mau,

Co ché kep lanh, khong toa nhiét, khong gay hai cac mo
xung quanh. C6 t6i thiéu 02 ¢& trong cac ¢cd M, ML, L,
XL.

Pat tiéu chuan ISO 13485; Chung nhan FDA hoic
tuong duong.

11.2

Clip cAm mau titan

Clip kep mach mau chét liéu titan hinh chit V, thiét ké
rénh hinh trai tim gitp clip giit chac chin trén ham kep
tranh hién tuong roi clip khi kep. Cau tao vi gitp ngudi
dung d& dang lay clip. Téi thiéu c¢6 ¢& M, L: chiéu rong
5.33mm, chiéu cao 7.51mm, chiéu dai clip khi dong
9.27mm.

Pat tiéu chuan ISO 13485; Chung nhan FDA hoic
tuong duong.

12

Giay in dnh cic loai

12.1

Giay in anh si€u am

Dung cho cac dong may in ctia hang Sony
Dung luong: Khoang 215 ban in cho mdi cudn.
Kich thudc 110 mm x 20 m

Quy cach: Hop/10 cudn

Pat tiéu chuan ISO 13485 hoic twong duong

12.2

Giay dién tim 6 can

Kich thudc: 110mm x 140mm x 143 to, gidy khong c6
dongke.
Dat tiéu chuan ISO 13485 hodc tuong duong

12.3

Giay in monitor san
khoa

Kich thuge: 150mm x 100mm x 150 to, gidy c6 ké
xanh. Pat tiéu chuan ISO 13485 hodc tuong duong

12.4

Gidy in nhiét 57mm

Kich thudc: 57mm x 30mm, dung cho mdy in nhiét.

13

Bo do huyét ap

13.1

Bao do huyét ap

Dung dé thay thé trong may do huyét ap co.
Chi€u dai: 52cm+2
- Chiéu rong: 14cm=1




- Chat li¢u: Vai kaki mau xanh réu, trong 1a tai hoi dtc
lién véi 2 Oong hoi (chat li€u cao su).
- 1 dau ong ndi véi dong ho, 1 dau ong noi vai qua bop

13.2 May do huyét 4p | BO bao gom:

ddng hd - 01 Pdng hd No.500V: thé hién ap suit va huyét ap
chuén. Huyét 4p c6 vach chia tir 20 - 300 mmHg.
- 01 Bao do kém day: hay con goi l1a vong bit dugc lam
bang chét vai co d6 bén cao.
- 01 Qua bop bong keém theo vale: qua bop duoc san
xuét bang chat liéu cao su tu nhién vé6i kha ning chéng
oxy hoa.
- 01 Tai nhya dung mdy: gitip bao quan may va dé dang
mang di ra bén ngoai.
- 01 Ong nghe No.FT-801: c6 d6 khuéch dai 16n duogc
lam bang aluminum, dugc thiét ké v6i do chinh xac
giup dé dang str dung va vira vin voi tai.
- 02 Hop gidy chura cac bd phan trén hd trg bao quan
khi van chuyén.
- Trong luong: 430g+10
- Pat tiéu chudn ISO 13485 hoic twong duong.

13.3 Tai nghe tim phoi | 01 bd phan mit nghe 1am bang nhém, dugc thiét ké
hinh tron: gdbm chudng va mang nghe, dugc thiét ké hai
mat
- 01 Ong nghe hai tai lam bang dong thau, ddu dng nghe
¢6 boc nut nhya
- 01 Day chir Y 1am bang nhya PVC
- Trong lugng: 130g+2
- Pat tiéu chuan ISO 13485 hoic twong duong

13.4 Qua bop huyét 4p | Qua bop c6 van cho may do huyét ap co
ALPK2/ALKATO hodc tuong duong

14 | Vong deo tay ngudi bénh
14.1 Vong tay dinh dang | 1. Kich thuéec:
bénh nhén (dung | Nguoi 16n: (260 x 27) mm=£1%. Vung in: (100 x 27)
may in) mm=+1%

Tré em: (180 x 20)mm=*1%, Vung in: (70 x 20)mm+1%
(Nha thau cung cdp ca 02 kich thuéc theo yéu cdu giao
hang ciia Chii ddu tir)
- Mau sic: Hong hodc Xanh
- >100 vong/ cudn
2. May in:
Nha thau dit kém may in vong deo tay ngay khi hop
ddng co6 hiéu luc, tdi thiéu 25 cai.

14.2 Vong deo tay nguoi | Cong dung: Ghi lai thong tin nhén dang quan trong cta

bénh

bénh nhan, budc vao cb tay bénh nhan, theo doi 24/24
dam bao nhan dang bénh nhan nhanh chéng va chinh
xac moi luc

Cht ligu: PVC

Mau sic: xanh duong, hong, tring, mau khac tuy chon
Kiéu dang: keo dan, viét 1én, thé chén, tré so sinh

Dung cho: Nguoi 16n & Tré so sinh

Kich thudc: Nguoi lon: 242*25mm, Tré em 172*25 mm




15

Béng mém tip thé

15.1

Bong mém silicon
tap tho 11

Chét liéu silicone. Dung tich bong 1000ml

15.2

Boéng mém silicon
tap tho 21

Chét liéu silicone. Dung tich béng 2000ml

15.3

Bong mém silicon
tap thd 31

Chét liéu silicone. Dung tich bong 3000ml

16

Sonde

cac loai

16.1

Sonde Foley 2
nhénh

Chat liéu cao su tu nhién phu silicon. Cé cac co 12-
26Fr. Chiéu dai 390+10mm. Thé tich bong chén: 30cc.
C6 chét siéu boi tron giup giam dau va kich tmg niéu
dao cho Bénh nhan. Van mém.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

16.2

Sonde da day céc
sO

Ong thong da day cac c¢& 5Fr-18Fr. Day dan duoc san
xuét tir chat liéu nhya PVC nguyén sinh, mém, déo,
tron giam ton thwong niém mac.

Pat tiéu chuan ISO 13485 hoic twong dwong

16.3

Sonde Foley 3 chac

Nguyén lidu: Cao su khong doc t6 duogc trang silicon.
CAu tao 3 nhanh. Téc d6 dong chay cao dé tdi da hoa
kha ning tudi, thoat nude. D6 mo cua long dng bén
trong cho phép theo ddi su thoat nude ciia 6ng thong.
Kich thudc dau tip ngin: 21-24mm giam kich thich
bang quang, chiéu dai tong thé: 400mm, chiéu dai phéu:
40mm, dung tich bong chén: 30ml. Van cing.

Tiét trung bang chiéu xa Gamma.

Tiéu chuan ISO 13485, Chtng nhan CE hodc FDA hodc
tuong duong

16.4

Sonde dan luu
silicon cac c&

Chiéu dai 400mm (£5%)

Puong kinh bén trong dng: 5,0mm va 7,0mm.
DPuong kinh bén ngoai ong: 7,0mm va 10,0mm.
ba duoc tiét trung.

Pat tiéu chuan ISO 13485 hoic twong dwong

16.5

Sonde Nelaton

Puoc lam bé“mg chét liéu cao su thién nhién mém dung
trong y t&, co6 mau do, c6 phu silicon, tron déu. Co thiet
ke 1 nhanh. Pa tiét trung

16.6

Sonde hau mon cac
co

Day dan dai > 400mm. Pugc san xuét tir chat liéu nhua
PVC nguyén sinh, ddy mém, trén day c6 02 cip 156 hinh
bau duc d6i xtrng nhau, mdot dau day dugc loe hinh
phéu, dau con lai dugc bo tron khong gy ton thuong
cho nguoi sir dung.

- Céc s6: 22,24,26,28.

- San pham dugc tiét trung.

Pat tiéu chuan ISO 13485 hoic twong duong

16.7

Sonde hut nhat cac
c0 (co van kiém
soat)

Céc s0 5-6-8-10-12-14-16-18. San pham gém 02 phan:
Khoa van va day dan. Day din san xuét tir chat liéu
nhya PVC nguyén sinh khong chira DEHP, nhya trong,
dau day hat c6 2 mat phu dé hat. Day c6 do dai > 55cm.
Khoa van chia nhiéu mau dé phan biét giira cac sd, c6
nap.

Dat tiéu chuén tiét trang ISO 11135, ISO 13485; Chung
nhan CE hoac FDA hodc tuong duong




16.8

Sonde hat nhét cac
cO

Chat liéu PVC y té cao cap, dau ndi c6 thé diéu khlen
bang ngon tay. Ong nhya mém dai > 50cm, dau cudi
ong tron nhan 62 16 khong ddi ximg de tang hi€u qua
may hat. Cac s6 khac nhau c6 mau co ndi khac nhau.

C6 céc s 5-6-8-10-12-14-16-18. D tiét trung.

Tiéu chuén ISO 13485, Chung nhan CE hoac FDA hoac
tuong duong

16.9

Sonde Petze

Puogc lam tir mu cao su tu nhién, bao g6m 6ng thong,
phéu thoat nudc, phéu thdi, phéu rira, bong va van. Kich
c& tir 14 Fr dén 36 Fr. Chiéu dai éng: 400 + 10 mm.

Téc d6 dong chay > 100 ml/phit v6i cac sb tir 16Fr. Str
dung mot 14n, tiét trung béng khi EO.

Dat tiéu chuan ISO 13485, Ching nhan CE hodc FDA
hodc tuong duong

16.10

Sonde chit T

Lam bang cao su tu nhién, ma Silicon. Puoc sir dung dé
thong tai mat. Bo phan két ndi co6 dudng kinh 16n hon
cac bo phan khac. Kich c¢d: Fr10-Fr26. Bong goi thi
Blister Bag.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

16.11

Sonde JJ

Stent c6 hai dau cong dit trong niéu quan, cé 16p phit
Polyurethane khang tia buc xa, dugc st dung dé thoai
dich tam thoi tir khuc néi bé than - niéu quan dén bang
quang, chiéu dai 26cm=1, duong kinh cac co 3F, 4F,
5F, 6F, 6.5F, 7F, 8F. M&i san pham dugc bao quan
trong tGi 01 Nilon tiét tring. Luu trong co thé 1én dén 6
thang.

Pat tiéu chuan ISO 13485 hoic twong dwong

17

DAy cap, diu do huyét 4p xAm nhip (dome) cac loai, cac c&

17.1

Bo do huyét ap_
dong mach xam lan

B¢ do huyet ap dong mach xam lan duoc lam tir vat lidu
Polymer y te cao cap, c6 kha nang tuong thich sinh hoc
tién tién, cau triic san phadm dam bao an toan. Chip
nhay, truyén dir liéu chinh xac. Phi hop véi tat ca cac
loai cab

- Pién 4p kich thich cam bién: 1 ~ 6V;

- Tan sb dién ap kich thich: 5 KHz;

- Tro khang dau vao cam bién: 300Q ~ 400Q;

- Tré khang dau ra clia cam bién: 285Q ~ 315Q;

- Dung sai qué ap: -400 mmHg ~ +6462,5 mmHg

Pat tiéu chuan: ISO 13485, Chirng nhan CE hodc twong
duong.

17.2

Kim dét dong mach
do Huyet ap xam
lan

Chat liéu: Catheter Polyurethane nhay nhiét, éng boc
ngoai dau tip chong xoan (anti kinking sleeve)Kich
thudce: 18G dai 8/12¢m hodc 20G dai 4.5/8cm. Toc dd
dong 18Ga x 8cm -66.2ml/phut; 18Ga x 12cm -
53.3ml/phut hodc 20G x 4.5cm - 23ml/phtt, 20G x 8cm
- 18ml/phut

Bo gom:

- Catheter

- Guide wire 0.035"x 50cm hoac 0.021"x 20cm

- Kim din thang 18Ga x 7cm hodc 20Ga x 4cm

- Bom tiém 5cc hodc 2.5¢cc




bong goi tiét trung EO. Khong latex
Pat ti€u chuan ISO 13485 hodc tuong duong.

18

Ong thong

18.1

Canuyn m¢ khi
quan

Puoc 1am bang nhura PVC khong doc. Co bong, cong
90 d6. Puong mo tia X chay doc chiéu dai éng. Khong
0 cao su. Su dung 1 lan. C6 céc s6 tir 5.0 dén 9.0.

Pat tiéu chuan ISO 13485 hoic tuong duong.

18.2

Canuyn mayor

Ong thong duong tho dugc lam tir nhya cing PE,
khong c6 doc t6, va khong gay kich mg. C6 cac ¢b tur
4.0 dén 12.0 cm. Pau canuyn c6 mau sic khac nhau
gitip phan biét cac ¢&. Puoc tiét trung bang khi ETO
phtt hop véi tiéu chuan ISO 11135.

Pat tiéu chuan ISO 13485, EC hoic tuong duong.

18.3

Ong noi khi quan

Puoc lam tir nhya PVC cao cap, véi bong co dung
luong cao d6 nén thap, bong 14i, van c6 dau bom cho
khoa luer, dau ndi tiéu chuin 15mm, dudng mo tia X
chay doc chiéu dai dng. C6 cac cd: tir 2.5 — 10.0. Tiét
trung.

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong.

18.4

Ong noi khi quan
co 1o xo

Ong ndi khi quan trong sudt bang PVC, khong chia
DEHP. Co Stylet di kém

Ong ¢6 10 xo bang thép khong ri, chdng gap, co can
quang hién thi duéi tia X. C6 bong loai thé tich 16, ap
luc thap

Céc size tr 3.0 - 10.0

Dong goi tiét trung EO

Pat tiéu chuan ISO 13485 hoic twong dwong.

19

Day m

ay thé cac loai

19.1

Déy may tho dung
1 lan

B6 day méay thd mot 1an ding cho ngudi 16n dai >
1.8m, duong kinh 22mm, gdm 2 by nudc, cut ndi chir
Y ¢6 cong trich khi 14y mau. Sir dung duoc cho ca may
mé va may tho.

- B§ day lam tur vat liéu PE, khong chtra cao su, khong
chtra PVC hoac DEHP.

- Tré khang duong thd vao/thd ra:

+ tai muc 60L/phut < 1.8mbar

+ tai 30L/phut < 0.5mbar

+ tai 15L/phut < 0.2mbar

+ tai SL/phat <0.1mbar

+ tai 2.5L/phut <0.1mbar.

- B9 gian no tai 60mbar <2.5mL/mbar; tai 30mbar
<2.6mL/mbar.

- Murc do hé khi tai 60mbar <50mL/phut.

Pat tiéu chuin ISO 13485 hoic tuong duong..

19.2

Day may thd
Silicon nguoi 16n

Puogc lam bé‘mg~ Silicon, cau hinh bao gom: 4 doan day
dai 60cm, 02 bﬁy nudc, 01 doan day dai 45 cm, 01 cut
chit Y, 02 cut thang 22M-22M.

19.3

Day may tho
Silicon tré em

Duogc lam béng~ Silicon, cau hinh bao gom: 4 doan day
dai 60cm, 02 béy nuoc, 01 doan day dai 45 cm, 01 cut
chit Y, 02 cut thang 15M-22M.

20

Dan luu ap lwe Am




20.1

Dan luu kin ap luc
am loai 400ml

Bao gém Binh ap luc 3 16 xo dung tich 400ml, day
PVC, két ndi chir Y, day xa va trocar. Binh ap luc 3 1o
xo duoc thiét ké chdng xep tdi thiéu.

- San pham dugc dong go1 2 16p gitip dam bao vo khuan
khi dung trong phong mo6.

- Pat tiéu chuan chét luong ISO 13485, CE hoic twong
duong.

20.2

Dan luu kin ap luc
am loai 200ml

Bao gém Binh ap lyc 3 16 xo dung tich 200ml, day
PVC, két ndi chir Y, day xa va trocar. Binh ap lyc 3 16
xo dugc thiét ké chdng xep t6i thiéu.

- San phdm dugc dong g01 2 16p gitip dam bao vo khuin
khi dung trong phong mo6.

- Pat tiéu chuén chét lugng ISO 13485, CE hodc tuong
duong.

21

Dung dich sit khuan, khir tring dung cu céc loai

21.1

Dung dich rira va
khtr nhiem dung cu

Thanh phan: N,N-Didecyl-N-Methyl-
poly(oxyethyl)ammonium propionate, Chlorhexidine
digluconate, hon hop 3 enzym: 0.5%-2% Protease,
0.1%-0.5% Lipase, 0.1%-0.5% Amylase, chat hoat
dong bé mit

Thoi gian tiép xuc: tir 5 phut

Diét virus ¢6 vo boc theo tiéu chuan EN 17111 hodc
tuong duong

bat ISO 13485, Ching nhan CE hoac FDA hoac tuong
duong

21.2

Dung dich rtra dung
cy

Hon hop 5 enzyme 1%-3% protease, 0.1%-0.5% lipase,
0.1%-0.5% amylase, 0.1%-0.5% mannanase, 0.1%-
0.5% cellulase.

Nong d6 sir dung: tir 0.1% (mady rira)

pH =6.8-7.3

Thot gian: tu 5 phut

Pat tiéu chuan ISO 11930, 15883 hodc twong dwong

21.3

Dung dich khtr
khuén mirc do cao
Ortho-
Phthalaldehyde

Thanh phan: > 0,55% Ortho- Phthalaldehyde, pH=7-8,
dung dich sin sang sir dung (khong can hoat hoa).
Khtr khuan mirc d6 cao < 5 phut.

Diét bao tir vi khuan < 30 phaut.

Tai str dung trong 14 ngay (kém test thir dé kiém tra
nong d6 OPA).

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

214

Dung dich khir
khuan murc d6 cao
acid peracetic

Thanh phan: acid peracetic > 1000 ppm (dugc tao ra tir
acetylcaprolactam), khong chira acid acetic

Khir khudn murc do cao, diét khuan, ném, virus, bao ti
vi khuan < 5 phut.

Tai st dung trong vong 14 ngay (kém test thir)

Pat tiéu chuan ISO 13485, Ching nhan CE hoic FDA
hodc tuong duong

21.5

Dung dich xit khtr
khuan bé mat va
dung cu

Thanh phan: 0,05-0,1% Didecyldimethyl ammonium
chloride, 22,57-30% Ethanol va 1 s6 thanh phan khac.
Khtr khuén nhanh cac bé mat. Hiéu qua diét khuén, diét
nam theo EN 13697. Diét virus (PRV, BVDV, HSV
1...) tu 1 phat. Chai > 1.000ml.




Dat tiéu chuan ISO 13485, Chung nhan CE hoic FDA
hodc tuong duong

21.6

Dung dich
surfanios hoac
tuong duong

Thanh phan: 2,5-3,0% Didecyldimethylammonium
chloride, 5,1-6,0% N,N Bis (3Aminopropyl )
dodecylamine va mot s6 thanh phan khac

Str dung: Lam sach khir khuén san nha, bé mat, tuong
thich tt véi cac cht ligu bé mit.

Dat tiéu chuan EN 16615 hodc tuong duong

Diét virus theo tiéu chuan EN 14476 hoic EN 13727;
EN 13624 hoac tuong duong

Nong do pha: 0.25%

Thoi gian tiép xuc: tir 15 phit

22

Chi thi

kiém soat nhieém khuan

22.1

Gidy (goi) thir chat
lugng tiét khuan
hoi nudce

- Muc dich: Gitip x4c dinh quy trinh hap tiét tring ¢
dat chat luong hay khong.

- CAu tao:

+ Mot to chi thi héa hoc khdng chira chi nhay cam véi
hoi nudc dugce dat bén trong cia goi

+ Cham tron mau vang trén nhin dén bén ngoai 1a chi
thi tiép xuc

- Dung cho 10 hoi nudc hut chan khong 132—-134°C
trong thoi gian 3.5 - 4 phit dé kiém tra chat luong 10
hap hang ngay

- Chi bao s& khong thay dbi truc quan trong vong 24
thang khi duoc bao quan & cac diéu kién theo hudng
dan

- Thanh phan:

+ Gidy 85-95%, Chat lam day 4-10%, xdp
polyurethane/polyether 0.1 -1.5%

+ Muc in khong chura chi

- Pat tiéu chuan FDA, ISO 13485 hoic twong duong

22.2

Chi thi héa hoc
dung cho may
plasma

- Kiém soét chat lwong goi dung cu ddi voi cac may va
chu trinh tiét khuan Hydrogen Peroxid

- Giam sat doc 1ap ba théng s6 quan trong: thoi gian,
nhiét do va nong d6 VH202

- Kich thudc: 1,9cm x 5,1cm

- Cong nghé muc dich chuyén, mau cua chi thi s& dich
chuyén dan tir xanh duong sang hong doc theo dai chi
thi.

- Mitrc do dich chuyén phu thudc vao thoi gian tiép xuc,
nhiét d6 va ndng do cua hoi hydrogen peroxide.

- Chi thi hoa hoc da thong s6, nhom 4

- Pat tiéu chuan FDA, ISO 13485 hoic twong duong.

223

Bang keo chi thi
nhiét hap udt

Kich thudce: 2,5¢cm+0,5 x 55m+5

- Str dung cho goi dung cu tiét khudn bang hoi nuéc
trong cac quy trinh tiét khuan hoi nuéc 250°F/121°C,
270°F/132°C, 273°F/134°C va 275°F/135°C

- Vach chi thi héa chat s& d6i mau sau qué trinh tiét
khuan

- Chi bao s& khong thay ddi truc quan trong vong 6
thang khi dugc bao quan ¢ cac diéu kién theo hudng
dan.




- Thanh phan: Gidy crepe bio hoa 40-50%, Chat két
dinh 10-20%, Acrylic Polymer 2-5%, Muc chi thi hoi
nudc 0.5-2%.

Pat tiéu chuin ching nhan FDA, ISO 13485 hoac
tuong duong

22.4

Chi thi sinh hoc hoi
nudc

Chi thi sinh hoc kiém tra chat lvong nhanh chdng qua
trinh ti¢t khuan hoi nudc.

- Cho két qua trong 24 phut khi duoc 0 trong thiét bi
3M Attest Auto-reader 490/490M

- Dung kiém tra chat luong chu trinh tiét khudn 16 chan
khong tir 132°C dén 135°C

- Chi thi hoa hoc trén dinh nip s& chuyén tir mau hong
sang mau nau hodc nau dam khi tiép xtc véi hoi nude
trong qué trinh tiét khuan

- Thanh phan: Ong nhwa 50-60%, Nap Polypropylene
20-25%, Dung dich moi truong tang truong 10-15%,
Ong thuy tinh Borosilicate 5-10%, Chat hd trg quy trinh
<5%, Nhan <2%, Vai khong dét Nylon <2%, Bao tu
Geobacillus stearothemophilius 0.01-0.05%

Dat tiéu chuan FDA, ISO 13485 hoic tuong duong

22.5

Chi thi sinh hoc
plasma

Chi thi sinh hoc kiém tra chat lugng qua trinh tiét khudn
bang hydrogen peroxide.

- Cho két qua trong 24 phut khi dugc 1 trong thiét bi
3M Attest Auto-reader 490/490M

- Cu tao:

+ Bao tir Geobacillus stearothermophilus

+ Ong chtra moi trudng sinh trudng

+ Soc chi thi hoa hoc trén dinh nép s€ chuyén mau khi
tiép xtic véi hydrogen perocxide trong qua trinh tiét
khuan

- Kiém soat chat luong goi dung cu ctia cac may va chu
trinh tiét khuan Hydrogen Peroxide

- Soc chi thi hoa hoc trén dinh nép s& chuyén tir mau
xanh duong sang mau hong khi tiép xtc véi hydrogen
perocxide trong qu4 trinh tiét khuan.

- Thanh phan: Peptone Phytone 1-2%, Dai bao tir
Geobacillus Stearothermophilus <0.01%, Nudc >95%,
Moi trudng nudi cly <5%

- Pat tiéu chuan FDA, ISO 13485 hoic twong duong

22.6

Chi thi hoéa hoc
dung cho may tiét
khuan dung cu y té

Chi thi héa hoc hoi nudc nhom 5 st dung dé giam sat
chat lugng tiét khuan bén trong mdi goi dung cu

Giam sat tat ca 3 bién quan trong ciia qua trinh tiét
khuén: thoi gian, nhiét ¢ va hoi nudc.

- Bao gdm mot bic gidy va mot vién hoa chat nhay cam
véi hoi nude va nhiét do, tit ca duoc bao boc trong 1
16p gidy/mang phim/ 14 kim loai.

- Cong nghé di chuyén muc in phia trudce, vién hoa chit
chay va chuyén thanh mau t6i sim chay doc theo béc
gidy

- Kich thuéce: 5.1cm x 1.9cm

- Hiéu suét tuong quan véi mot chi thi sinh hoc




- La chi thi tich hop loai 5 dugc phan loai theo ISO
11140-1.
Dat tiéu chuan FDA, ISO 13485 hoac tuong duong

23 | Héa chat danh tan gi, bdi tron y dung cu

23.1 Dung dich tan gi v6 | Thanh phan: Glycolic Acid 8%, Ethoxylated Alcohol
co 5%, chai > 750ml.
Pat tiéu chuan ISO 13485 hoic twong duong
23.2 Dung dich bdi tron | Thanh phan: Petroleum hydrocacbons 5G, Can > 3.785
vachéng anmon | L.
dung cu y té Dat tiéu chun ISO 13485 hoic twong duong
233 Dung dich tan gi | Thanh phan: Triethanolamine 8%, Ethoxylated Alcohol
hitu co 5%, chai > 750 ml.

Pat tiéu chuan ISO 13485 hoic twong duong

24 | Dung dich rira tay sat khuin ding trong kham bénh, thuc hién phiu thuét, thi
thuit, xét nghiém céc loai

24.1 Dung dich rira tay | Dung dich rira tay phau thuat: Diét vi khuan, nim.
phau thuat Thanh phan: Chlorhexidine digluconate 4%

Dat tiéu chuin dung trong vé sinh tay ngoai khoa theo
yéu cau cia WHO: EN 12791 hodc twong duong.

24.2 Dung dich sat Dung dich sat khuan tay nhanh. Thanh phan: Ethanol,
khuan tay nhanh | Isopropyl alcohol (Isopropanol).

25 | Héa chat ding cho may tiét tring nhiét d6 thip Plasma

25.1 Hoa chat H202 Thanh phan: Chira hydrogen 50%, dang long, twong
thich v&i may tiét trung nhiét d¢ thap Plasma Tuttnauer.
Lo >150ml

1.3. Céc yéu cau khac
* Nha thdu phdi ngp cung véi E-HSDT cdc tai liéu sau ddy:
Pbi véi toan bd hang hoa:

- Co Catalog hodc tai liéu k¥ thuat khac ciia Nha san xuat c6 day da noi
dung chimg minh cac dic tinh, thong s6 k¥ thuat di véi cac hang hoa chio thau
(Néu 13 ngdn ngir nude ngoai phai c6 ban dich sang tiéng Viét) c6 day di ndi dung
chtng minh thong s6 k thuat d6i véi cac hang hda tham du thau theo yéu cau ciia
E-HSMT va chiu trach nhiém vé ndi dung va tinh chinh xé4c giita ban gdc va ban
dich). Pong thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang
héa dap @ng yéu ciu k¥ thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng
Viét.

Dbi v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhén dat tiéu chuan quéan 1y chat lugng ISO 13485 hoic
CE hoac FDA hodc tuong duong cia nha san xuét con hiéu lyc véi cac mit hang
tham du.

- S Tuu hanh con hiéu luc bao gdm Sb cong bd tiéu chuan ap dung dbi véi
Thiét bi y té thudc loai A, B do S¢'Y té cap hoic S6 gidy ching nhan ding ky luu
hanh d6i v&i Thiét bi y té thudc loai C, D do B9 Y té cép va Két qua phan loai



Thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-CP ngay 08/11/2021,
Nghi dinh s& 07/2023/NB-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 ctia Chinh phi.. Déi v6i trudng hop S6 luu hanh hét hiéu luc, dé
nghi Nha thau giai trinh kha ning cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thau chimg minh hang hoa chao thau khong phai
1a Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y
té hodic thiét bi phu tro dimg cho y té) thi Nha thau khong can nop S6 luu hanh va
Két qua phan loai Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (D6i véi
hang hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctiia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10,
Piéu 1, Nghi dinh 07/2023/NB-CP ngay 03/03/2023 va cam két gia ban khong
cao hon gid ké khai hoac gia niém yét theo Khoan 1, Diéu 18, Nghi dinh $6
85/2024/NP-CPngay 10/07/2024 & Diém 7, Khoan 18, DPiéu 1, Nghi dinh
07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai nop cac tai liéu chimg minh kha ning cung trng hang héa
¢6 nguon goc rd rang va hop 18, nham dam bao dap tmg yéu cau vé ning luc k¥
thuat theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Diéu 66 Luat dau
thau s6 22/2023/QH15. Trudng hop Nha thau khong thé cung cip tai liéu ching
minh, Nha thau s& khong du diéu kién xét trang thau theo hudng dan tai Khoan
19 Piéu 140 Nghi dinh s6 214/2025/ND-CP.

Ddi v6i véu cau lip dat, giao hang, tudi tho ciia hang héa:

- Cam két tat ca hang hoa cung cap mdi 100%, chua qua sir dung, c6 ngudn
gbc xuat x1r rd rang, con nguyén dai, nguyén kién theo quy cach dong goi ctia nha
san xuat.

- Giao hang nhiéu 1an trong subt thdi gian thue hién goi thau. Giao hang
trong vong < 03 ngay lam viéc ké tir lic nhan dugc don hang cua bénh vién. Doi
v6i trudng hop cap ctru can giao hang gip: hang hoa giao dén tin kho bén mua
trong vong < 12 gio ké tir khi nhan duoc don dit hang hop 18 ctia Bén mua goi
b?mg van ban, thu dién ti, tin nhin sd.....

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém céac hang hoa
duoc yéu cu s& dugc to chuc tai Bénh vién Pa khoa Duc Giang; Dia chi: 54
Truong Lam, Phuong Viét Hung, Thanh phé Ha Noi. Hang hoa nha thau cung
cép truoc khi dugc nghiém thu s€ dugc bén moi thau kiém. Bét clr hang hoa nao



khong dam bao chét lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong dugc
nghiém thu.



