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

Muc 1. Yéu ciu vé ky thuat

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

1.1. Gidi thigu chung vé dw dn/dw todn mua sim, géi thau

- Tén du toan mua sam: Cung cip vat tu y té phuc vu hoat dong chuyén
mon nam 2026 tai Bénh vién Pa khoa Loc Ha

- Tén goi thau: Goi s6 01: Cung cap vt tu y té phuc vu hoat dong chuyén
mon nam 2026 tai Bénh vién Pa khoa Loc Ha (Bao gom 10 phan, 132 mit hang).

- Chu dau tu: Bénh vién Da khoa Loc Ha

- Pia diém thuc hién: Bénh vién Da khoa Loc Ha. Dia chi: Thon Khanh
Yén, Xa Loc Ha, Tinh Ha Tinh

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang.

- Phuong thirc lua chon nha thau: Mot giai doan 01 tdi hd so

- Ngudn vén: Ngudn thu sy nghiép ctia don vi.

- Thoi gian bat dau to chirc lya chon nha thau: Thang 2, 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu céu vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong sb k¥ thuét ctia hang hoa va cac dich vu lién
quan chimg minh hang hoa do nha thau chao tuan thil cac thong s6 ky thuat va
cac tiéu chuan dudi day hodc ¢ cau hinh twong duong. Bét ky thuong hiéu, nhin
hiéu nao néu c6 trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu
chuan chét luong, tinh niang k¥ thuat yéu ciu. Nha thau cé thé lwa chon duw thau
héang héa cé nguon goc, xudt xir, nha san xudt, thwong hi¢u phii hop véi diéu
kién cung cdp nhwng phdi dam bdo yéu ciu cé thong sé ky thudt, tinh ning s
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so v&i cac yéu cau cu
thé ¢ dudi va cung cép tai liéu chtrng minh su dép tmg tot hon cta hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong dugc quy dinh trong yéu cau ky thuat duoc hiéu la:

(1) Pugc co quan c6 tham quyén ching nhan tuong duong tiéu chuan

(2) Tuong duong vé chat lwong hinh anh, d chinh xac mau sic va goc nhin.

(3) Tuong twong vé tinh chat co khi va thudc tinh vat Iy cua vat liéu.

(4) Tuong duong vé tinh ning co ban, d0 tin cdy, pham vi tng dung

(5) Tuong duong vé cong suat; hiéu suét, yéu cau thong sé dau vao; danh
muc, d6 chinh xac két qua dau ra.



(6) Tuong dwong vé gia tri do; d6 chinh xac két qua do;
(7) Tuong duong vé ham luong, ndng do, tinh chat
(8) Cac yéu tb tuong duong khac (néu co)

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

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

+ Tait liéu nghiém 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 héa tai Pon vi str dung, c6 két qua
ngoai kiém dap tmg 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 c¢6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo
cic mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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- Nha thau phai cd bang dap ung vé ky thuat caa hang héa chao thau so
sanh véi yéu cau k¥ thuat caa E-HSMT (dinh kém file word/excel tai E-HSDT):
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1.2.2. Yéu ciu k¥ thuit chi tiét:

Yéu cau diic tinh thong s6 k¥ thuit ciia hang héa

TT Tén hang hoa . .z
(Hoac twong dwong, hoac tot hon)
Phin 1. Béng, dung dich sit khuin, rira vét thwong
Chat liéu 100% bong xo tu nhién, khong mui, mém min, dai, khong
11 | Bong thim nudc y té bi toi, khong l?m tap Achét Téc d(?. hl'ltA’ nu‘('r‘c: th(‘fi gian chim < 5 gidy. P am
< 8%. Trung tinh. Bong dang dai, xép thanh hinh truy.
Quy cach dong goi téi thiéu: 1 kg/tdi.
1.2 | Con 70 do Thanh phan: Ethanol 70 %, khéng mau, mui dic trung.
1.3 | Con 90 do Thanh phan: Ethanol 90 %, khéng mau, mui dic trung.
Thanh phan chinh:
- T6 hop 5 Enzyme (amylase, protease, lipase, celullase va mannanase).
Dung dich khtr - pH trung tinh
1.4 | khuin c6 hoat tinh | -Chat hoat dong bé mit: <15% w/w.
enzyme D@ dang twong thich v&i nhiéu loai vat liéu, khong gay an mon kim loai.
- Pat tiéu chuan ISO 13485 hoic tuong duong; 1SO 9001 hoic tuong
duong
Ortho-Phthalaldehyde 0,55% (w/w), hé dém pH =7-9. Hiéu qua sau thoi
Dung dich khi gian ngam téj thiéuAS phut. Hiéu qué vi sinh (phase 2, step 2) Vi khuén:
15 N R EN 14561 Nam, moc: EN 14562
khuan mirc d0 cao . 2 .
Mycobacterium (Tryc khuan lao): EN 14563 Virus: EN 17111
Test thir di kém twong thich v&i san pham.
Phan 2. Bing, gac, vit liéu cAm mau, diéu tri vét thwong
o1 | BAngbOtbo T0emx |\ e 10em x 270em
2.7m
2o | BANgbOLbOISemx |0\ e 15em x 270cm
2.7m
Bong gac dap vét
2.3 | thuong vo tring 8 x | Kich thudc 8%20 cm, vo trung
20cm
Bong gac dap vét
2.4 | thuong vo trung 6 x | Soi bdng Cotton 100%, hat nude. Kich thude: 6cm x 15cm
15cm
Bang cudn 10cm x , , n 2 .
2.5 5m Kich thudc 10cm x Sm. Pat tiéu chuan ISO 13485 hoéc tuong duong
Kich thuéc: 5cm x Sm. San phém duoc dét tir soi 100% cotton c6 dd tham
Bang cudn 5cm x hat cao.
2.6 5m i - Khﬁng ¢ tinh bot hodc Dextrin.,
- Toc d hat nude < 5 gidy. Do trang: 80% (+ 10%).
- Pat tiéu chuén ISO 13485 hoic tuong duong
Vai lya Taffeta tring,
- Keo hdn hgp keo nong chay : Zinc oxide, Zinc dibutyl dithiocarbamate,
SIS copolymer, Lanolin stellux AIPF, Titanium dioxide, Styrenic Block
2.7 | Bang dinh lya 5cm Copolymers, dau khoang tring. D6 nhét

8.100-12.700 cP
- Puoc luu hanh tai cac nude lién minh
chau au, kich thudc 5cm x Sm




TT

Tén hang hoa

Yéu ciu dic tinh thong s6 k¥ thuit ctia hang héa
(Hoic twong dwong, hodc tot hon)

2.8

Gac cu au vo trung

- Chat liéu 100% cotton.

-Po am: < 8%

- Mat d6 soi: ngang 7-9 sgi/cm, doc 9-11 sgi/cm
- Trong lugng > 23g/m2

- Kich thuéc: Scm x 5cm x 6 16p

2.9

Gac dan luu

1.5 cm x 100 cm x 4 16p.
Quy cach dong goi ti thiéu: 1 cai/goi

2.10

Gac hut

Gac duoc dét tir soi 100% cotton c6 dd tham hut cao. Khoéng chua chét
gay di g, khong c6 xo mun hoa tan trong nudc va dich phu tang.

- Pat tiéu chuén ISO 9001 hoic twong dwong; 1SO 13485 hoic tuong
duong; CE, GMP hoac tuong duong

211

Gac phﬁu thuat 6
bung (40cm x 50 cm
X 4 16p) vo trung

Gac duoc dét tir soi 100% cotton ¢6 dd tham hut rét cao. Khéng c6 doc to,
da dugc giit sach. Khong chira chat gay di tmg, khong c6 tinh bot hodc
Dextrin, khong ¢6 xo mun hoa tan trong nudc va dich phi tang. Tc do
hat nuée =< 5 gidy. D6 ngdm nudc >=5gr nudc/1gr gac. Chat tan trong
nuée <0.5%. Do pH: trung tinh. DJ trang: >=80% +/- 10%. Mudi kim
loai: khong qua ham lwong cho phép. Ham luong chat béo: khong vuot
qua 0,5%. Tiét trung bang khi EO.Gas. Pugc dong goi bang 2 16p, mot
16p bang PE, mét 16p bang bao bi gidy c6 mau chi thi tiét tring dung trong
y té. Quy cach:40cm x 50cm x 4 16p

-Pat tiéu chun ISO 9001 hoic trong duong; 1SO 13485 hoic tuong
duong; Chuing nhan dang ky FDA; CE, GMP;QCVN 01:2017/BCT hoac
twong duong

212

Gac phau thuat (10 x
10cm x 12 16p can
quang)

San phém duoc dét tir soi 100% cotton ¢6 dd tham hut rat cao, khong co
doc t6. Khong chira chat gay di tng, khong c6 tinh bot hodc Dextrin,
khéng c6 xo mun hoa tan trong nude va dich phu tang. Toc d6 hut nude <
5 giay. P ngdm nudc > Sg nudc/1g gac.

2.13

Gac phau thuat (7,5
X 7,5cm x 6 16p)

Gac duoc san xuat tir vai khong dét tham hat nhanh. Vai dang luédi c6 16,
mém, min, ¢6 mau tring dong nhéit. Khong c6 hoa chat tiy tring, khong
c6 doc t6. Khong chira chit gay di tng, khong c6 tinh bot, khong c6 xo
muin hoa tan trong nue va dich phi tang. Toc d6 hiit nude > 5 gidy. Do
ngam nudc > Sgr nude/1gr gac. PO am: > 5- 6.5%. Ham lugng chit béo:
khéng vuot qua 0,5%. Do pH: trung tinh. Tiét tring bang khi EO.Gas.
Pugc dong goi bang 2 16p, mot 16p bang PE, mét 16p bang bao bi gidy co
mau chi thi tiét tring ding trong y té

-Pat tiéu chuan ISO 9001 hoic twrong duong; 1SO 13485 hoic tuong
duong; Ching nhan dang ky FDA; CE, GMP hoac tuong duong

2.14

Kep ron

San xuét tir chat liéu nhya PP nguyén sinh, do tron lang cao. C6 gidy
chung nhén dat tiéu chuén ISO 13485 hodc twong duong, ti€u chuén tiét
trung 1SO 11135 hoac twong duong

Phan 3. Bom, kim tiém, diy truyén, ging tay va vit tw y té sir dung trong chim

soc ngudi bénh

3.1

B¢ day truyén dich
kim hai canh buém

Van khoa diéu chinh, kim chai san xuat tir hat nhyra ABS nguyén sinh.
Van thoat khi c6 thiét ké mang loc khi v6 khuén.
Budng nho giot thé tich > 14ml, c6 mang loc dich < 15um.
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Tén hang hoa

Yéu ciu dic tinh thong s6 k¥ thuit ctia hang héa
(Hoic twong dwong, hodc tot hon)

Day dan céu tao tir chat liéu nhya PVC nguyén sinh, mém déo, dai, d6 dan
hdi cao, khong gy gap khi bao quan va str dung; D6 dai day truyén >
1700mm.

Bao bi c6 miéng gidy thoat khi EO 3,5x3,5 cm dé thoat hét du luong khi
EO trong qua trinh tiét trung.

Day truyén dich kém kim hai canh buém 22Gx3/4".

Pau nbi Luer lock c6 co ché xoay gitp cho viéc gin két voi kim ludn chéc
chan va dé thao téc khi sir dung.

C6 gidy chimg nhan dat tiéu chuan CE, TCVN 6591-4: 2008, tiéu chuan
tiét trung ISO 11135, ISO 13485 hoéc twong duong.

(Gidy chimg nhan cac tiéu chuén trén phai do bén thir 3 cung cip)

3.2

Bom cho An 50ml

- Xy lanh dung tich 50 ml
- Pat tiéu chuan: FDA hodc twong duong

3.3

Bom tiém 1ml

- Xy lanh dung tich 1ml dwoc san xut tir nhya y té nguyén sinh trong
sudt, nhin bong, khong cong vénh, khong co ba via. Vach chia dung tich
rd net.

- Gioang c6 nim bom hét hanh trinh gitp tiém hét thudc, dat khoang chét
< 0.03ml, khi va dung dich tiém khong lot qua dugc giodng.

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim 26Gx1/2". D¢
kim ¢6 mau giup phan biét c& kim theo tiéu chuan qudc té va dugc gin
chét véi than kim khong gy ro ri, an toan khi st dung.

- Bao bi c6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét trung

- San pham duogc tiét tring bang khi Ethylene Oxide (E.O). C6 gidy chiing
nhan dat tiéu chuan CE, TCVN 5903:1995, tiéu chuan ti¢t tring ISO
11135, 1SO 13485 hoic twong dwong (Gidy chimg nhan céc tiéu chuin
trén phai do bén thir 3 cung cép)

3.4

Bom tiém 10ml

- Xy lanh dung tich 10ml dugc san xuét tir nhya y té nguyén sinh trong
sudt, nhin bong, khong cong vénh, khong co ba via. Vach chia dung tich
rd nét.

- C6 thang chia dung tich hat t6i da dén 12ml, vach chia nhé nhét

<0,2ml

- Pit tong c6 khia bé giy dé hity, khong c6 ba via.

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim céac ¢& 23Gx1",
25Gx1". Pbc kim c¢6 mau gitp phan biét ¢& kim theo tiéu chuin quéc té
va dugc gan chit voi than kim khong gay 10 ri, an toan khi st dung.

- Bao bi c¢6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét tring

- C6 gidy ching nhan dat tiéu chudn CE, TCVN 5903:1995, tiéu chuén tiét
tring 1SO 11135, 1SO 13485 hoic tuong dwong (Gidy chimg nhan céc tiéu
chuan trén phai do bén thir 3 cung cip)

3.5

Bom tiém 20ml

- Xy lanh dung tich 20ml dugc san xuat tir nhwa y té nguyén sinh trong
sudt, nhin bong, khong cong vénh, khong co ba via. Vach chia dung tich
rd nét.

- Pit t6ng c6 khia bé giy dé huy, khong c6 ba via.
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Yéu ciu dic tinh thong s6 k¥ thuit ctia hang héa
(Hoic twong dwong, hodc tot hon)

- PBau con léch tdm giup cho viéc dudi khi dé dang, thuan tién

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim ¢& 23Gx1". Dbc
kim c6 mau gitp phan biét c¢& kim theo tiéu chudn qudc té va duoc gin
chdt véi than kim khong gy ro ri, an toan khi str dung.

- Bao bi c6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét trung

- C6 gidy ching nhan dat tiéu chuin CE, TCVN 5903:1995, tiéu chun tiét
trang ISO 11135, ISO 13485 hodc tuong duwong (Gidy chirng nhan cac tiéu
chuan trén phai do bén thir 3 cung cap)

3.6

Bom tiém 5ml

Xy lanh dung tich 5ml, dwoc san xuét tir nhya y t& nguyén sinh

trong sudt, nhin bong, khong cong vénh, khong c6 ba via. Vach chia dung
tich rd nét.

C6 thang chia dung tich hut t6i da dén 6ml

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

Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim céc ¢& 23Gx1",
25Gx1". Pbc kim ¢6 mau gitip phan biét ¢& kim theo tiéu chuan quéc té
va dugc gin chit v6i than kim khong gy 10 ri, an toan khi st dung.

- Bao bi c6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét trung

C6 gidy chimg nhan dat tiéu chuan CE, TCVN 5903:1995, tiéu chuan tiét
tring ISO 11135, ISO 13485 hoic tuong dwong (Gidy chimg nhan céc tiéu
chuin trén phai do bén thir 3 cung cip)

3.7

Bom tiém 50ml

- Xy lanh dung tich 50ml dugc san xuat tir nhwa y té nguyén sinh trong
sudt, nhin bong, khong cong vénh, khong co ba via. Vach chia dung tich
rd nét.

- Pit t6ng c6 khia bé giy dé hiy, khong c6 ba via.

- B¢ xy lanh nho, gin chéc chin vdi tit ca cac c& kim, an toan khi st
dung.

- Bao bi c6 miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét trung

- Péau con 1éch tam gitp cho viée dudi khi d& dang, thuan tién

- Bom c6 vach chia thé tich t6i da 60ml, vach chia nho nhit < 1ml dé tién
st dung cho tré em

- C6 gidy ching nhan dat tiéu chuin CE, TCVN 5903:1995, tiéu chuén tiét
trang 1SO 11135, 1SO 13485 hoic tuong duwong (Gidy chirng nhan cac tiéu
chuan trén phai do bén thir 3 cung cip)

3.8

Kim canh budém

B6 kim 2 cdnh buém, cac c& 22Gx3/4", 23Gx3/4", 25Gx3/4". Day din
béang chit liéu nhya nguyén sinh PVC, dai >30cm, duong kinh trong
1.5mm, duong kinh ngoai 2.5mm, khong DEHP. Kim bang vt liéu thép
khong gi, diu kim sic nhon, vat 3 canh, khong co go, ¢6 nip chup. Co dau
két ndi Luer lock. Bao bi c6 miéng gidy thoat

khi EO 2,8x2,8 cm dé thoat hét du luvong khi EO trong qua trinh tiét tring.
C6 gidy chimg nhan dat tiéu chuén CE, tiéu chun tiét tring 1SO 11135,
ISO 13485 hoic tuong duong (Gidy ching nhan cac tiéu chuan trén phai
do bén thir 3 cung cip)
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3.9

Kim cham ctru cac
sO

Kim cham ctru vo tring cac s6 loai dung 1 1an. Kim déc thép y té
khong gi, dan dién tot.

3.10

Kim choc do tuy
song cac so

Kim dugc 1am tir thép khong ri. Pau kim Quincke 3 mit vat Poc kim
Polypropylene (PP) trong sudt d& quan sat dich ndo tay C& 18G- 27G
chiéu dai kim 90mm

Pat tiéu chuan ISO 13485, CFS hoic twong duong

3.11

Kim ludn tinh mach
an toan

- Kim ludn tinh mach an toan c¢é canh ¢ cong. Cé dau bit an toan bang
nhwa 6m lay dau kim khi rat ra, cong nghé khong ding keo

- Cathether Vat liéu FEP-Teflon, cac c& 16G-26G, phén biét qua cac mau.
Tiét trung tirng cay, dong goi riéng

3.12

Kim lay thudc

Kim cac s6 18Gx1 1/2", 20Gx1 1/2", 23Gx1", Vi dung kim c6 chi thi mau
phan biét cac ¢& kim. C6 gidy ching nhan dat tiéu chuan CE, tiéu chuan
tiét trung ISO 11135 hoac twong duong

(Gidy chimg nhan cac tiéu chuén trén phai do bén thir 3 cung cip)

3.13

Khoa ba nga c6 day
din

Khda ba ngd gom 2 dau két ndi c¢6 nap van khoa dong mé duoc va khoa
luer-lock.

- C6 day ndi dai 10cm hodc 25¢cm, mém déo 1am tir nhya nguyén sinh
trong sudt, khong chira doc td, c6 khoa chian dong.

- Chac ba c6 nong tron nhan, dam bao dong chay, goc xoay 360 do.

- Khoa khong ho, thong tdt, do nhay t6t, d& diéu chinh

- C6 gidy ching nhén dat tiéu chuin 1SO 13485, tiéu chuén tiét trung 1SO
11135 hodc twong duong

3.14

Gang kiém tra ding
trong y té

Gang kiém tra ding trong y té cac c& S, M.

- San xudt tir cao su thién nhién, c6 phii bot. Chong dinh, khong gay kich
ung da

- Do day tbi thiéu 1 16p 0,08mm; Chiéu dai 240mm.

3.15

Ging phau thuat tiét
tring

San xuat tir cao su thién nhién; Day trung binh 0,15+20mm, Chiéu dai
trung binh 280mm, Chiéu rong long ban tay: Size 61/2: 83+5mm, Size 7:
89+5mm, Size 71/2: 95£5mm. Cuong luc khi @it trude khi 1do hoéa: min
12,5N, sau lao héa: min 9,5N. D$ gian dut trude 1ao hoa: min 700%, sau
130 héa: min 550%. Luong bdt: max 80mg/doi. Lugng protein: max
200pg/dm2, muc d6 nhiém tinh dién dudi 100V.

3.16

Tai Pung Nudc
Tiéu

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

- Kich ¢& 2000ml, 6 day 1.2mm, phan vach rd rang. C6 vach dung tich
moi 100ml. Pam bao kin khong ro ri. C6 bang chia vach nghiéng cho
phép theo dbi luong nude tiéu cuc it (25ml) trong nhitng trudng hop bénh
nhan thiéu niéu.

- Van xa thoat day chit T, chdng trao nguoc, ng dau vao 90cm. C6 quai
treo bang nhya PVC.

- Than tai c6 bang ghi thong tin co ban vé bénh nhan: Ho tén, sb giuong,
s6 phong.

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

- C6 gidy ching nhan dat tiéu chuan 1SO 13485, tiéu chuan tiét trung 1SO
11135 hoc tvong duwong (Gidy chirng nhdn cac tiéu chuén trén phai do
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bén thir 3 cung cip)
- Pat tiéu chuén FDA hoic twrong duong

Phin 4. Ong thong, ng din lru, 6ng ndi, day ndi, chac ndi, catheter

4.1

Ong dit noi khi
quan tiéu chuan (c6
boéng) cac cd

- Pung kich ¢& theo yéu cau. C6 bong va ¢ can quang, ong co dau ndi
tiéu chuan 15mm.

- Chét liéu nhya tot mém déo, tron lang, khong dé gy vd, khong kich tng
da. Pau dng nhin, mém mai, khong gy chan thuong niém mac khi dit.
Bong mém, khong dé v, than 6ng c6 d6 cong thich hop, c¢6 vach chia do
dai 1cm .

- Tiét trung bang khi EO. Khong chtra chit DHEP, déng géi riéng ting
don vi nho nhat.

- Han st dung 5 nam.

- Tiéu chuan ISO 13485; CE hoic tuong dwong

4.2

Ong ndi khi quan 1o
X0 cac so c6 bong

+ Ong 1am bang chat liéu nhwa PVC, khong chat DEHP
+ Bong cuff voi thé tich 16n, ap luc nho

+ Ong v6i day xodn kim loai chay doc than

+ Céc cd tir 3.5 dén 8.5

4.3

Ong thong tiéu foley
1 nhanh, phu
silicone cac s6

Ong thong tiéu foley 1 nhanh, phi silicone cac s6
Dugc san xut tir 100% vat liéu PVC khong gay di ung da.

44

Ong thong tiéu foley
2 nhéanh, phu
silicone cac s6

So: 6fr, 8fr, 10fr, 12fr, 14fr, 16fr, 18fr, 20fr, 22fr, 24fr, 26fr, 28fr, 30fr
San pham dugc 1am tir cao su y té, pha 100% silicone, 16 murphy ddi dién
nhau ding cho viéc x4 bong, 6ng mém, bé mit 6ng tron lang dé ludn. Tur
s6 12fr dén s6 30fr c6 dung tich bong tir 10 -30ml/cc, chiéu dai day 41cm.
Tir s6 06fr -10fr ¢6 dung tich bong 5-10ml/cc, chiéu dai ddy 28cm. Phéu
thoat nudc 4cm. chidu dai dau dng tip 24mm. Béng tron déu, van mém
bom béng 1 chiéu va dugec ma hoa mau cho timg sb khac nhau. Thoi gian
lwu gitr trong co thé bénh nhén t6i da 7 ngay. San pham duoc tiét tring
bang khi EO, khong doc, khong sbt, khong gay kich tmg khi sir dung.
Pong goi riéng 1¢ timg cai bang gidy tham tach y té. Tiéu chuan chét
lugng: CE, ISO 13485 hodc tuong duong

4.5

Ong thong da day

Ong thong da day céc c¢& gom 2 loai c6 nip (gdm cac c& 5Fr, 6Fr, 8 Fr,
10Fr) va khong c6 nip (12Fr,14Fr,16Fr,18Fr). Day dan dugc san xuat tir
chét li¢u nhya PVC nguyén sinh, mém, déo, tron giam ton thuong ni€m
mac. C6 gidy chimg nhan dat tiéu chuan tiét tring 1SO 11135, 1SO 13485
hoic twong duong (Gidy chimg nhén céc tiéu chuan trén phai do bén thir 3
cung cip)

4.6

Day noi bom tiém
dién

- Pong g6i kin timg chiéc, vo trung, co danh dau vi tri mé, dé mé, c¢6 han
str dung ghi trén bao bi. Mém déo, trong sudt, chéng xoin.

- Buong kinh trong <0,9 mm

- Buong kinh ngoai <1,9mm

- Chiéu dai day c6 du cac co 30,75,140,150cm

- Téc do > 0,9ml/phut; ap luc > 2 bar

- Pau ndi Luer Lock, chiu ap luc cao, chéng 1o ri; ¢ khoa ap luc duong
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chéng trao nguoc dich (c6 khoa bam chin dong)

- C6 gidy ching nhan dat tiéu chuan tiét tring 1SO 11135, ISO 13485
hoic twong duong (Gidy chimg nhén céc tiéu chuan trén phai do bén thir 3
cung cap)

4.7

Day thd Oxy

- Chét liéu nhya PVC y té, bao gdm day dan va gong miii

- Ong day mém, chéng vin xodn. Bé mit tron nhin.

- Pau thd mém, ¢6 2 dng thing dua vao mii mau tring trong, khong ¢
chét tao mau

- Ong day dan chinh c6 chiéu dai >2000mm, dudng kinh ngoai

>5mm, 1ong éng co khia chéng gap.

- Ong day nhanh c6 chidu dai >500mm.

- Cac c0: tré so sinh, tré em va ngudi lon

- Pong g6i 1 cai/ ti va tiét trang bang khi EO

- C6 gidy chimng nhan dat tiéu chuan 1SO 13485, 1SO 11135 (Gidy chiing
nhan céc tiéu chudn trén phai do bén thir 3 cung cip)

4.8

Day hut dom nhot

Céc s6 5-6-8-10-12-14-16-18. San pham dugc két cau 02 phan. Khoa van
va day dan. Day dan duogc san xuét tir chat liéu nhwa PVC nguyén sinh
khong chira DEHP, nhwa trong, nhin bong tranh gy ton thuong, xiy xudc
niém mac, dau day hut c6 2 mit phy dé hut. D4y c6 d6 dai > 55c¢m. Khoa
van chia nhiéu mau dé phan biét giita cac sd, c6 2 loai c6 nap va khong
nap. Bao bi co miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lwong
khi EO trong qua trinh tiét trung.

C6 gidy chimg nhan dat tiéu chuan CE, tiéu chuan tiét tring 1SO 11135,
ISO 13485 hoic twong dwong (Gidy chimg nhan cac tiéu chuan trén phai
do bén thir 3 cung cap)

Phan 5. Kim khéu, chi khiu, dao phiu thuat

5.1

Chi tiéu tu nhién sb
1/0

-Chi khau ph?iu thuat tu tiéu tu nhién don soi, tan cham, s6 1, dai 75cm.
Chat liéu collagen tinh khiét, mau nau.Chi giir vét khau tot trong vong 14-
21 ngay, tan hoan toan sau 90 ngay.

- Kim tron 1/2¢ dai 40mm, bang thép khong gi AISI 300 series (300) phu
silicon.

- Tiéu chuin chét lugng: ISO 13485, CE hodc twong dwong

5.2

Chi tiéu ty nhién sd
2/0

Chi khau phau thuat ty tiéu ty nhién don soi, tan cham, s6 1, dai 75cm.
Chat liéu collagen tinh khiét, mau nau.Chi giir vét khau tét trong vong 14-
21 ngay, tan hoan toan sau 90 ngay.

- Kim tron 1/2¢ dai 40mm, bang thép khong gi AISI 300 series (300) phu
silicon.

- Tiéu chuin chét lugng: ISO 13485, CE hoic twong dwong

5.3

Chi nylon khong
tiéu s6 10/0

Chi khong tan tong hop don sgi Polyamid 6/66, s6 10/0, dai 30cm, kim
thép 300 phi silicon. Péng goi 2 16p: Tiéu chuan EU-MDR hoic twong
duong.

5.4

Chi phau thuat
khong tan tong hop
don soi 6 5/0

Chi khong tan téng hop don soi ciu tao Polyaminde 6 s 5/0 dai 75¢m.
Kim tam giac 3/8 vong tron dai 16mm. Kim phu silicone.
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Chi phau thuat o 2 Lz ) z ..
55 | khong tan téng hop Cl'n khong .t,an tong hop dfrn S?)’.l cau tao P.olyamqln(.lej 6 s0 6/0 dai 75cm.
.z Kim tam gi4c 3/8 vong tron dai 12mm. Kim phu silicone.
don so1 50 6/0
56 Chi phau thuf_it Chi khong tan tong hop don s¢i cau tao Polyaminde 6 s6 7/0 dai 75cm.
khong tiéu so 7/0 Kim tam giac 3/8 vong tron dai 12mm. Kim phu silicone
5.7 Chi khong tan’ tong | Chi khong tan tong hop don sgi cau tao Polyaminde 6 s6 2/0 dai 75cm.
hop don soi s6 2/0 Kim tam gi4c 3/8 vong tron dai 24mm. Kim phu silicone
58 Chi khong tan’ tong | Chi khong tan tong hop don soi cau tao Polyaminde 6 s6 3/0 dai 75cm.
' hop don soi s6 3/0 Kim tam giac 3/8 vong tron dai 24mm. Kim phu silicone.
5.9 Chi @6ng tiéu don | Chi khong tan tong hop don soi cdu tao Polyaminde 6 s6 4/0 dai 75cm.
' s0i 50 4/0 Kim tam giac 3/8 vong tron dai 19mm. Kim phu silicone.
, Chat liéu Polypropylene s6 2/0 dai >90cm, 2 kim tron dau cit, phu silicon,
Chi polypropylen . A Az s
5.10 Khong tiéu 6 2/0 C}&l 25mm, 1/2 vong tron. B4 bén kéo kim > 2500MPa. Ti€u chuan Chau
Au (CE)- 1SO 13485 hoac tuong duong
, Chat liéu Polypropylene s6 3/0 dai >90cm, 2 kim tron dau cat, phu silicon,
Chi polypropylen y N L a
511 Khong tiéu <63/0 c}al 25mm, 1/2 vong tron. Do bén kéo kim > 2500MPa. Ti€u chuan Chau
Au (CE)- 1SO 13485 hoac tuong duong
, Chat liéu Polypropylene sb 4/0 dai >90cm, 2 kim tron dau cat, phu silicon,
Chi polypropylen . A A LA A A s
512 khong tiéu <6 4/0 c}al 25mm, 1/2 vong tron. DS bén kéo kim > 2500MPa. Ti€u chuan Chau
Au (CE)- 1SO 13485 hoac tuong duong
Thanh phan Polyglactine 910, Copolymer lam bang 90% Glycolide va
5 13 Chi tiéu tong hop s6 | 10% L-lactide, dai 90cm, kim 1/2, kim tron, vong kim 40mm, kim pha
1/0 silicone, ti¢t truing EO, kim bang thép khong gi.
Tiéu chuan Chau Au (CE)- ISO 13485 hoic tuong duong
Thanh phan Polyglactine 910, Copolymer lam bang 90% Glycolide va
5 14 Chi tiéu tong hop s6 | 10% L-lactide, dai 75cm, kim 1/2, kim tron, vong kim 26mm, kim pha
2/0 silicone, ti¢t truing EO, kim bang thép khong gi.
Tiéu chuan Chau Au (CE)- ISO 13485 hoic tuong duong
Thanh phan Polyglactine 910, Copolymer lam bang 90% Glycolide va
£ 15 Chi tiéu tong hop s6 | 10% L-lactide, dai 75cm, kim 1/2, kim tron, vong kim 26mm, kim pha
3/0 silicone, ti¢t truing EO, kim bang thép khong gi.
Tiéu chuén Chau Au (CE)- ISO 13485 hoic tuong duong
Thanh phan Polyglactine 910, Copolymer lam bang 90% Glycolide va
£ 16 Chi tiéu tong hop s6 | 10% L-lactide, dai 75cm, kim 1/2, kim tron, vong kim 22mm, kim phi
4/0 silicone, ti¢t truing EO, kim bang thép khong gi.
Tiéu chuén Chau Au (CE)- ISO 13485 hoic tuong duong
Thanh phan Polyglactine 910, Copolymer lam bang 90% Glycolide va
5 17 | Chitiéu tong hop s6 | 10% L-lactide, dai 75¢cm, kim 1/2, kim tron, vong kim 22mm, kim pha
6/0 silicone, ti¢t truing EO, kim bang thép khong gi.
Tiéu chuan Chau Au (CE)- ISO 13485 hoic tuong duong
5.18 | Ludi dao mo cc s | Pau nhon, bau, thiang, cong cac sb, chat liéu bang thép khong gi
Dau 3 gidc ndi v6i day dai 3m. Tay dao cu tao nhu cdy viét véi mot dau
5.19 | Tay dao dién dé 14p dau dao md, trén than tay dao c6 hai niit bAm tuong

g v6i hai ché d6 cat (CUT) va cam mau don cuc (COAQG).
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Phan 6. Vit li¢u thay thé, vit lidu cdy ghép nhan tao va mot s6 vat tu sir dung trong phau

thuit Phaco

6.1

Thiy tinh thé nhan
tao don tiéu, mém,
mot manh

Thity tinh thé mém, don tiéu cy, 1 manh, phi cau.

- Chit liéu Acrylic Hydrophobic;

- Loc anh sang xanh (UY) va tia cyc tim (UV);

- Puong kinh optic 6.0 mm, chiéu dai thiy tinh thé 13.0 mm;

- Optic thiét ké ria vudng 360 d¢;

- Cang chir C/L, gbc cang 0 do;

- Chi s6 khuc xa: 1.524;

- P9 sau tién phong ACD: 5.28 mm;

- Chi s6 ABBE: 47; - Hing s6 A: 118.4;

- Chi s6 cau sai (SA) ciia Optic 1a: -0.20pm;

- Dai cong suét tir -10.0 D dén +40.0D

- Kich thuée vét md 2.2mm

- Thuy tinh thé duogc cai dit sin trong injector lién cartridge Tiéu chuén:
EC; 1SO 13485; 2FSC (FSC Anh va FSC Ireland) hoac tuong duong

6.2

Thuy tinh thé nhan
tao mém, don tiéu
cu, khong ngam
nudc, 2 cang loc tia
UV, loc anh sang
xanh mau (Lip sin)

- Thuy tinh thé nhan tao mém, don tiéu cu, 1 manh, Optic thiét ké phi cau
- Chét liéu viing quang hoc: Hydrophobic Acrylic

- Khéng nhudém vang, loc tia cuc tim (UV);

- Chi s6 khiic xa: 1.548

- Pic diém cang: 2 cang, Cang chit C cai tién

- Chiéu dai thuy tinh thé: 13mm, dudng kinh ving quang hoc: 6,0mm

- Dai cong suét dap ung: tir +6,0 D dén +30,0 D

- Kich thuéc vét mé: 2.2mm

- Chi s céu sai (SA) cua Optic 1a: -0,16pm;

Tiéu chuén chat luong ISO 13485; CE; 2FSC (FSC Puc va FSC Uc) hoic
twong duong

6.3

Dao choc tién phong
15 do

Dao phau thuat nhan khoa st dung 1 lan.

- Hinh dang, c4u tric va thanh phan:

+ Dao duoc trang bj nip day an toan.

+ Vat liéu chinh: Tay cim: Polycarbonate; Ludi dao: Thép khong gi. Nip:
Polycarbonate.

- Cong nghé mai hai mat vat, dao théng.

- Ludi dao siéu mong 1am giam dang ké luc xuyén thau va gop phan ti
tao biéu bi

- Bé mat min nhu satin cho hiéu tng chéng choi

- Do sic nét tot. PO sdc bén cao

- Vét rach dam ban dau: Vat kép 15°, thing 1.00 mm Tiéu chuén chat
lugng ISO 13485, FDA hodc tuong duong

6.4

Dao nao mdng va
tao vat cing mac

Dao phau thuat nhan khoa sir dung 1 lan.
Ludi dao: Thép khong gi

6.5

Dao phau thuat nhin
khoa

Dao phau thuat nhin khoa sir dung 1 lan.- Hinh dang, cAu trac va thanh
phﬁn:-i— Dao duoc trang bi na'ip day an toan.+ Vat li¢u chinh: Tay cam:
Polycarbonate; Ludi dao: Thép khong gi. Nip: Polycarbonate.- Cong nghé
mai hai mit vat, gap goc.- Ludi dao siéu mong lam giam dang ké luc
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xuyén thau va gop phﬁn tai tao bi€u bi.- BEé mat min nhu satin cho hiéu
g chdng choi- P9 sic nét tot dé tham nhap va rat ra mot cach dé dang.-
Dao giac mac trong sudt co chi bao do sau. Rach duong cit ham. Tiéu
chuan chat lugng ISO 13485, FDA hoic twong duong
Thanh phan:
- Dich nhdy phau thuat Hydroxypropyl Methylcellulose
- Nong do: 2% w/v
6.6 Chat nhiy phau - P9 nhot 5250-8750 mPas
thuat Phaco -pH=6.8-7.6
- Dich nhay dugc dong goi san trong xi lanh (PFS) 2.0ml
- Kim hoi chuyén dung kich thuéc 23G
Tiéu chuan chat luong ISO 13485 hoic twong duong
Thanh phan: Trypan Blue Ophthalmic Solution 0.06% D pH tir 6,8-7,4
6.7 | Thudc nhudém bao Tiéu chuén chat luong ISO 13485 hoic twong duong
Quy cach dong goi téi thiéu: Lo 1ml
Phin 7. Vit tu y té sir dung trong mot so chuyén khoa
La loai phim khé Laser kich thudc 20x25 cm, twong thich voi may in
71 Phim kho Dryview. Hinh anh dat t6i da 650 ppi (pixels per inch) v6i may in
20cmx25cm DryView 5950.
Phim phu nén day 7-mil polyester.
La loai phim khé Laser kich thudc 25x30 cm, twong thich voi may in
79 Phim kho Dryview Hinh anh dat t6i da 650 ppi (pixels per inch) v&i may in
25cmx30cm DryView 5950
Phim phu nén day 7-mil polyester
Dung cu khau cit
73 ndi ty dong str dung | Dung cu khau cat ndi tw dong sir ‘dung trong k¥ thuat cat tri Longo duong
' trong ky thuat kinh 32, 34mm, c6 32-34 ghim bang titanium
Longo
Gel boi tron merufa lube hoa tan dugc trong nude, dung phd bién
7.4 | Gel boi tron trong boi tron am dao, kham phu khoa, thut rira am dao, ndi soi tryc trang,
dai trang. Quy cach dong géi tdi thiéu: Tuyp 829
Phan 8. Vit tu y té sir dung trong chin do4n, diéu tri khac
Bang keo thir nhiét Chiéu dai: 56m, rong 1,9(3m. Dung cho chi thi nhiét uét vach chi thi ddi
8.1 hép wot i mau khi nhié:c do tiét khuan dat 121-134°C.
Pat ti€u chuan ISO 13485 hoac tuong duong
Tai camera duoc lam tir dng nylon.
Khong dinh bui ban, tap chat, khong rach thing
8.2 | Tuicamera Mau sic dong déu, c6 do trong, bé mat min, c6 do déo dai. San pham vo
trung: duoc tiét trang bang khi EO Gas
San phim dong trong bao bi gidy tiét trung chuyén dung trong y té.
8.3 | Pau con xanh Dau c6n xanh dung tich 1000 ul, lam tir nhya PP, khong kim loai
8.4 | Pau con vang Dau c6n vang dung tich 200 ul, lam tir nhya PP, khong kim loai.
85 | Pé ludi gb Vit lidu: go da tiét trung; Pong goi roi, moi cai dong trong 1 bao bi.

Pat mot trong cac tiéu chuin: 1SO 13485; CE; FDA hodc tuong duong.
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8.6 l?ién cuc dan dung 1 Kich thude 35mm x 41mm. Bé mat tiép xuc: dang Gel AQUA- TAC.
' lan trong do dién tim | Miéng dan: Dang Foam.
Mit na dugc san xuét tir nhua PVC nguyén sinh khong chira doc td, mau
trang trong, khong c6 chit tao mau.
- Day dan c6 chiéu dai >2.1m, 1ong 6ng c6 khia chdng gap dugc san xut
tir chat lidu nhwra PVC nguyén sinh, mau tring trong. Day dan c6 khia dam
bao khi oxy luén duoc tuan hoan.
87 | Mt na tho Oxy - Thanh nhén? mém déo dam bao giﬁ: kin khit mat na va mﬁi‘l_)énh nhan.
T - Day chun c0 dinh bd mat na va dau bénh nhén c6 d¢ dan hoi cao.
-Cacco:S,M, L, XL.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)
- C6 gidy ching nhan dat tiéu chuan 1SO 13485, 1SO 11135 hoic twong
duong (Gidy ching nhén cac tiéu chuin trén phai do bén thir 3 cung cip)
- Pat tiéu chuén FDA hoic twrong duong
- Mit na thé oxy c6 tii bao gém: Day dan, mat na nep miii, mang silicone,
day chun, ddu ndi tai khi, tai khi, dau ndi day dan.
. , , - Mit na va day dan duoc san xuét tir nhya PVC nguyén sinh mau tring
Mit na tho oxy co Aoz R W NI
8.8 i trong, khong ¢6 chat tao mau. Day dan co6 chiéu dai >2.1 m, long ong co
khia chong gép
-Cacco:S,M, L, XL.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)
- Mit na duoc san xuét tir nhwa PVC nguyén sinh, mau tréng trong, khong
c6 chit tao mau. C6 bo khi dung.
- Dy dan c6 chiéu dai >2.1m, 1ong dng co khia chéng gap duoc san xuét
tir chat liéu nhiya PVC nguyén sinh, mau tring trong. Day dan co khia dam
M3t na xong khi bao khi oxy luc‘)n‘duqc tuan hoan.
8.9 du'ng ) - Thanh nh()n} meém déo dam bao gi& kin khit mat na va mﬁi‘bénh nhan.
- Day chun c6 dinh b mat na va dau bénh nhan c6 d6 dan hoi cao.
-Cacco:S,M, L, XL.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)
- C6 gidy ching nhan dat tiéu chuan 1SO 13485, 1SO 11135 hoic twong
duong (Gidy chimg nhan cac tiéu chuan trén phai do bén thr 3 cung cép)
Filter loc khuan dung cho may do chirc ning hd hip KOKO, lap vao bd
cam bién ciia may do chirc ning ho hap.
- Filter loc khuan duoc thiét ké c6 dau ngam. Nguoi do chirc ning ho hap
c6 thé ngam tryc tiép dé thoi.
- Puong kinh trong dau cim vao may (I.D): 45.5 mm
Loc do chirc nang - Buong kinh ngoéj dau cdm vao may (0.D): 48.0 mm
8.10 ; - Hiéu qua loc khuan: 99,99%

hé6 hip

- B6 loc: Mang tinh dién PP

- Céc bd loc duoc thiét ké dé ngan chan vi khuén/virus lay nhiém chéo
- Tiét trung bang khi EO

- Quy cach déong goi t6i thiéu: 100 cai/thing; dong goi timg cai riéng 1¢.
- Han st dung 5 nam.

- Tiéu chuin ISO 13485; EC hoic tuong duong




Yéu ciu dic tinh thong s6 k¥ thuit ctia hang héa

TT Tén hang hoa .
g (Hoac twong dwong, hoiic tot hon)
Phin 9: Vit tu nha khoa
Vit liéu tra a . . 5
o1 b,f ; “’umram T8 | Vat ligu tram ring bit éng tiy Zinc Oxyde, Quy céch déng g6i téi thiéu:
. it Ong tuy
. Lo>110
ZincOxyde 0=""8
Téng cudng phong thich Fluoride
.. . - B0 trong mo tuyét voi giup cai thién tham my
Xi mang trdm rang . . L, A
9.2 - Tang cuong tai khang hoa tir bén trong
Glass lonomer . \ e e ta
- bong cirng nhanh nhung du thoi gian [am viéc cua vat liéu
- Quy cach dong goi t6i thicu: 1 chai bt 15g/1 chai nudc 8g (6.4ml)
L. L La loai vat liéu Glass lonomer phong thich flouride manh dugc phat trién
Xi mang trdm rang 210 A 1 x el L
9.3 Glass lonomer deé bao v¢€ nhitng bé mat c6 nguy co sau rang cao.
Quy cach dong goi t6i thiéu: Hop/15g+8ml
La paste khong thau xa, khong tai hap thu ding dé bit 6ng tuy, chira thanh
9.4 | Chét han ong tiy phan khong anh huong dén mo, khong gay sung, co
tinh sat tring va diét khuén, tram va bit vinh vién dng tiy.
9.5 | Gel Diét tuy Dung diét tiy trong nha khoa
9.6 | Gel bdi tron dng tiy | Quy cach dong goi t6i thidu: Tuyp 7 gam
. An toan vdi tiy rang va mo nudu.
9.7 | Chathant . ~
at han fam Tiét kiém thoi gian thao tc, nhanh dong, d6 cimg phu hop va d& théo g5.
Bot Calcium Hydroxide sat tring duing trong chita tri ong tuy, 1y
9.8 | Calcium Hydroxide | tudng trong tram tiy tam, che tuy, bao v¢ tiy, cach ly tuy trong truong
hop rang sau nang.
99 | Dung dich bom rira | Dung diét khuan chira NaOCl 3%. Quy cach dong goi tbi thiéu: Chai
| éng tiy NaOC1 3% | 480ml
Pugc dung véi vat liéu tram ring. Dung lam diu con dau ring nhe va dé
9.10 | Dung dich Eugenol | tao hop chit giam dau cho ring vé6i oxide k&m. Thanh phan chinh: Dau
Eugenol. Quy cach déng g6i tbi thiéu: Lo > 30ml
9.11 Tram gai lay tay cic | Chat liéu bang thép khong ri, dung dé iy tuy ring, cé cic gai dan
' sO hoi, can cam chic chan. Quy cach dong goi tbi thiéu: Pong goi vi 12 Cai
Vat liéu tram bit & , .
¢ % ie_:u (rgr}q lh’OILg Cone chinh Gutta Percha dung tram bit Ong tuy trong di€u tri ndi nha theo
uy rang (Con chin .
9.12 u};ta egrcha oint kich thude cta bo san pham Protaper, sit dung nhanh chong, chinh xéc.
gutta percha pol Quy céch déng g6i t6i thidu: Hop 60 cai
Protaper) cac so
H - File (Tram tay Chat liéfu t,hélg khéflg gi, céAn n’hu’a, do thuénl 2%. ?anh cfét féc Ve‘l’{bé njét
9.13 . L duogc xtr ly bang cong nghé trang guong phang min Kha nang chong an
ndi nha) cac so .\ anad ..
mon va d0 bén cao. Dai 21mm, 25mm.
K - File (Tram tay Chat liéu thép khong gi, d9 thudén 2%. Tram diia K c6 nhimng vong xoan
9.14 | ndi nha) sb 08 # nho va duoc ding dé diia cac thanh cua 6ng tay. lam rong dng tay. S6 08
21mm #21mm
K - File (Tram ta . .
. ( p y Chat liéu thép khong gi, d6 thudn 2%. Tram diia K ¢6 nhitng vong xoan
9.15 | ndinha)so 10 -40 # L . 2 e . . X s e A Z ,
21mm nho va dugc dung d€ diia cac thanh cia ong tuy. lam rong Ong tuy
K - File (Tram ta . .
.. ( J y Chat liéu thép khong gi, d6 thuén 2%. Tram diia K c6 nhiing vong xodn
9.16 | ndinha)so 10 -40

#25mm

nho va duoc ding dé diia cac thanh cia 6ng tay. lam rong dng tay




TT

Tén hang hoa

Yéu ciu dic tinh thong s6 k¥ thuit ctia hang héa
(Hoic twong dwong, hodc tot hon)

9.17

Vit liéu composite
dac

Composite dic - vat liéu tram bit cac 16 hong trén ring, dung trong tram
ring, tram phong ngira, diéu tri tiy ring.

- Composite da ning, 4p dung dugc cho tt ca cic xoang tram va phuc hdi
truc tiép nhu inlays, onlays, khiém khuyét men, phuc héi canh cin rang
cua...

- Thanh phéan chinh: hat Hybrid NANO c6 d6 bén cao, clig chic, nhiéu
mau

- Ty 1¢ hat Hybrid NANO 75%

- Dang dic, mau Al; A2; A3; A3,5; A4 - Tiéu chuan chat luong ISO
13485 hodc twong duong

9.18

Vit liéu composite
long

- Composite 16ng - vat liéu tram bit cac 16 hong trén rang, dung trong tram
ring, tram phong ngira, diéu tri tiy ring.

- Thanh phéan chinh: hat Hybrid NANO c6 d6 bén cao, cling chic, nhiéu
mau

- Ty 1€ hat Hybrid NANO > 65%

- Dang long, mau Al; A2; A3; A3,5; A4

- Tiéu chuan chét lugng ISO 13485 hodc tuong dwong

9.19

Etching

Thanh phan 37% acid phosphoric. Dat tiéu chuan ISO 13485 hodc tuwong
duong

9.20

Bonding (keo dan
cuia compsite)

Dung duge trén men ring va nga ring, da niang, dé sir dung it gy é budt
sau khi tram

Két nbi chit ché gitra rang va vat liéu tram

Pam bao do khit sat dong nhat cia miéng tram

9.21

Chéi quét Bond
(Tam bond)

- Dung dé 1dy mo nga sau, tily rang va xi mang tram tam Composite khong
dinh, cac c6 .

-Cayco 2 dau, mot dau hudng vé bén trai, mot dau hudng vé bén phai.

- Tiéu chuan chét lugng: ISO 13485 hodc tuong duong

9.22

Que han composite
chéng dinh

- Dung dé ldy mé nga su, tuy rang va xi mang tram tam Composite khong
dinh, cac c6 .

- Cay ¢6 2 dau, mot dau hudng vé bén trai, mot diu huéng vé bén phai.

- Tiéu chudn chét lugng: ISO 13485 hoic twong duong

9.23

Lentulo s6 25 chiéu
dai 21mm

Dung cu dua chit tram bit vao ng tay dung dé quay thudc tram bit dng
tay trong diéu tri ndi nha, quay cement gin chdt/cui gi, cao su long khi
lay déu.

- Chat liéu: thép khong gi

+ Puong kinh dau tip:0.25, 0.30, 0.35, 0.4mm

+ Chiéu dai: 21mm, 25mm

- D6 thudn 2%

- Hién thi mau tuong (mg tir s6 nho nhét t6i s6 16n nhét, phu hop véi kich
c¢& da dang cta dng tiy: 25-d0; 30- xanh duong, 35-xanh |4, 40- den,

- Hinh dang: 10 xo

- Quy cach dong goi tdi thiéu: 4 cai/hdp

- Dung cho tay khoan khuyu

9.24

Téach ké Matrix -
Bands

La mot loai dai kim loai dung trong nha khoa dé tach k& rang trong qué
trinh niéng ring, hd trg gin khau niéng hoic tao hinh ring tram.
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9.25

Con giay cac so

Size: 15 dén 80.

Cone gidy c6 do thudn tiéu chuin 2%.

Cone giéy thAm hat nhanh, hiéu qua, can thiét trong qua trinh diéu tri noi
nha.

Tham hut hoan toan dén hét chiéu dai éng tay

Trén thin cone c¢6 vach thudc do giup dé xac dinh duoc chiéu dai

lam viéc, v6i cac chiéu dai: 16mm,18mm,19mm,20mm,2 lmm,24mm.
Quy cach dong goi t6i thiéu: Hop/200 cay.

9.26

Leén cac so

Lén ngang c6 tac dung tao ap lyc va khoang trong dé 1én chit cone vao
trong dng tuy.

Cén san pham phan mau theo tiéu chuan ISO hodc twong dwong.

C6 kha ning chdng an mon va do bén cao D& vé sinh trong qua trinh str
dung.

San pham can thiét cho qua trinh tram bit 6ng tity trong diéu tri ndi nha.
Thép soi Hard Fiber gitip bé mit ludi cét sic bén, bong loang va ngin
chdn vét nirt vi k&."

9.27

Miii lay cao rang

La mot loai cong cu dugce sir dung trong nha khoa dé loai bo voi va cac
can bam trén bé mat rang. No co thé duoc st dung bﬁng tay hodc dugc
gin vao may cao voi, va dugc thiét ké dé cé thé thay thé khi can thiét. Miii
thudng dugc 1am bang thép khong gi, va c6 nhiéu hinh dang va kich thudc
khac nhau dé phu hop véi cac loai rang khac nhau va cac vi tri trén ring

9.28

Ong hat nudce bot

Ong hat nude bot s dung 1 lan. Nhya PVC khong doc hai. Co 2 mau:
Trang duc va tring trong. Kich thudc: 6.5mm, dai: 140mm. Ong nhya
trong, co diy kim loai duoc che kin trong thanh dng.

Quy cach dong goi toi thiéu: Goi/100 céi.

9.29

Guong nha khoa

Khung vién bang thép inox khong gi, mit gwong sang bong

9.30

Can guong nha khoa

Lam bang thép khong gi, c6 thé hip say duoc. Dat tiéu chuan ISO 13485
hodc tuong duong

9.31

Dau tra tay khoan

Dung boi tron cho cac loai tay khoan, mo to
K§ ma hiéu: Diu xit bdi tron tay khoan nha khoa
Hang san xuét: Dau xit boi tron tay khoan nha khoa

9.32

Vit liéu tram bit 6ng
tiy dang bot va
nudc, tuong duong
Mineral trioxide
aggragate (MTA)

Vat liéu tram bit 6ng tiy dang bdt va nudce, dung trong diéu tri tuy rang
gitip 1am sach va diét khuan

- Thanh phéan: Mineral trioxide aggragate (MTA), Hydroxyapatile

- Dang: b6t va nude

- Quy céach dong goi tdi thidu: Hop 4 gbi bot (0.5g/1 goi) va 4 nhong nude
(0.5ml/nhong)

Tiéu chuan san xuét ISO hoic twong dwong

9.33

Miii khoan nha khoa

Miii khoan nha khoa

- Kim loai co ban: Thép khong gi (bao gdm niken va crom)
- Miii khoan: Tinh thé kim cuong gén véi kim loai co ban
- Chuoi: Thép khong gi

9.34

SO danh bong

So danh béng rang gitp danh béng, 1am sach ring sau diéu tri viém nha
chu
- Thanh phén: Flouride Ion (> 1.23%) (dang Natri Flouride trong hdn hop
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phot phat), Purmice, Natri saccharine, Glycerine, sodium benzoate, huong
liéu.
- Trong lugng: 2g/cai
- Quy cach dong goi tdi thiéu: 200 cai/hop
Cong dung danh bong cao voi, lam sach bé mat rang khi stra soan gén/dén
9.35 | Chdi danh boéng véi cac vat lidu khac. Chdi cude, soi mém co do bén cao, ¢ thé héip tai sur
dung nhiéu lan.
Phan 10. Cac loai vat tw y té khac
, . - Cong suat: 12V-20W
10.1 ?;\I;%ziml{alogen - Béng dén st dung cho may xét nghi€m sinh hoa ty dong AU480 - Dién
ap: 12V - Cong suat: 20W
10.2 Bong dén halogen - Bong dén Halogen 12V—§OW ’
12V- 50W - St dung cho may sinh hién vi kham mat
103 Boéng dén Halogen Biézn ap: 15V Cong Suat: 150W
15V- 150W Tuoi tho: 50H, st dung cho may ndi soi tiéu hoa
10.4 | Céc dung dom Nguyén liéu: nhwa PP Mau sic: tring trong. Kich thudc: @60mm x 35mm
Gidy dién tim 3 can (soc cam) , gidy nhay nhiét d duogc trang phu chat
105 Giéy in dién tim nhay nhiét va in m¢t mét, kich thudc: 63mm x 30m
Pat tiéu chuan ISO 13485 hoic twong duong
e Gidy dién tim 6 can 110mm x 140mm-200 to. Pat tiéu chuan 1SO, CE
10.6 | Gidy in dién tim .
hodc tuong duong
10.7 | Gidy in 152 mm x 90mm , > 150 s}leet (dung dugc cho may ANALOGIC USA3).
Pat mdt trong cac tiéu chuan ISO, CE hodc tuong duong
Kich thudc cuén 110mm(w) * 20m
* Mat do quang hoc nén (0.D) Tbi da 0.08
10.8 | Monitor san khoa * Mat d6 cao (Dmax) 2,1
* Do sang toi thiéu 90%
* Trong lugng co ban : 68,4g/m2
10.9 Hop dyng kim sdc Hop dung kim sic nhon
nhon
"Chat liéu: Ong duoc 1am bang nhuya y té PP, kich thudc 6ng 12x75mm,
Nip bang nhya LDPE mau den. Hoa chét bén trong 1a chat khang dong
Heparine Lithium. Dung dé tich huyét twong lam xét nghiém dién giai d6
(Na,, K,, Cl,...trtr Li,), khi mau. Ngoai ra con stt dung cho cac xét
10.10 Ong nghiém chira ngfrliém sinh hoa dac biét 1a NH3 va dinh lugng Alcool tr’ong r~néu.Hc')a
Heparin Lithium chat bén trong dung khang dong cho 2ml méu véi vach lay mau 2ml riéng
biét trén nhan ong.
Ong nghiém khong bi nit v, ro ri khi ly tim véi te dd 6000 vong/phuat
(c6 PKN cua don vi thir 3)
Pat tiéu chuan 1SO 13485, CE hoic tuong duwong
Chat liéu: Ong dugc 1am bang nhua y té PP, kich thu6c dng 12x75mm,
Niép bang nhya LDPE mau xanh duong. Hoa chit bén trong 1a
10.11 | Ong nghiém EDTA | Tripotasium Ethylenediaminetetra Acid (EDTA K3) v6i ndng dd tiéu

chuédn dé giir cac té bao trong méau nhét 13 tiéu cu ludn & trang thai tach
roi toi da tir 6 - 8 gio. Dung trong xét nghiém huyét hoc (cong thirc mau
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va xét nghiém HbAlc..).Hoa chat bén trong dung khang dong cho 2ml
mau v6i vach 1dy mau 2ml riéng biét trén nhan 6ng.

Ong nghiém khong bi nit v&, ro ri khi ly tdm véi tbe do 6000 vong/phut
(c6 PKN cua don vi thir 3)

Dat tiéu chuén 1SO 13485, CE

()ng duoc lam béng nhya y té PP, kich thudc 6ng 12x75mm, Nép bfmg

nhya LDPE mau do;
- Thanh phan: Clot activator dang phun suong siy kho gitp qua trinh dong
Ong nghiém lay mau dién ra nhanh hon. Ding dé tach huyét thanh sir dung trong xét
10.12 | mau ndp do (khong | nghiém sinh hoa, mién dich
hoa chét) - Ong nghiém khong bi ntt v&, 1o ri khi ly tAm véi tdc do 6000 vong/phut
(c6 PKN cua don vi thit 3)

- C6 vach dinh san 2ml
- Pat tiéu chuén 1SO 13485, CE hoic twong duong

Cac mau: den, xanh, vang, tréng. Kich thudc 80cm x 80cm hodc kich
10.13 | Tui réc thai y té thudc: 70cm x 110cm, dat tiéu chuan theo quy dinh tai Thong tu
20/2021/TT-BYT ngay 26/11/2021 ciia B truéng Bo truong BO Y té

L aen s Tép kich thudc 210mm x 295mm. Gidy in nhiét c6 ké 6 mau do. Pat tiéu
Giay dién tim 12

10.14
kénh

chuan ISO 9001 hoic twong duong. Quy cach dong géi tdi thiéu: Tép 150
to.

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tdi ligu sau day:
Ddi véi toan bod hang hoa:

- Co6 Catalog hoac tai liéu ky thuat khac cua Nha san xuat co déy du noi1
dung chimg minh cac dic tinh, thong sb k¥ thuat di v6i cac hang héa chao thau
(Néu 1a ngdn ngir nude ngodi phai cé ban dich sang tiéng Viét) co ddy du nodi dung
ching minh thong s6 k¥ thuat d6i v6i cac hang hoa tham dy thau theo yéu cau
ctia E-HSMT va chiu trach nhiém vé noi dung va tinh chinh x4c gitta ban goc va
ban dich). Pdng thoi, nha thau cin danh diu (Highlight) thong s6 cu thé cia
hang hoa dap ng yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh
va Tiéng Viét.

- Co file word dinh kém duong link tra ctu tai licu k¥ thuat cia hang hoa
dugc cong bd trén Website chinh thirc cua Hang san xuat/ Hang chu so hitu.

Pbi voi hang hoa 1a Thiét bi y té: Nop thém céc tai liéu sau.

- C6 gidy chimg nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hoidc FDA hoic tuong duong ctia nha san xuat con hiéu luc véi cac mit hang
tham du.

- S6 luu hanh con hiéu lyc bao gdm Sé cong bé tiéu chuan ap dung ddi véi
thiét bi y té thudc loai A, B do S&' Y té cp hodc Sé gidy ching nhan ding ky luu




hanh d6i véi thiét bi y té thudc loai C, D do BO Y té cip va Két qua phan loai thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi
dinh s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay
01/01/2025 cta Chinh phu.

Luuy:

- Trong truong hop Nha thau chimg minh hang hoéa 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 ding cho y té) thi Nha thau khong can ndp 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 di duoc ké khai gia (Dbi véi
hang hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT
ngay 03/11/2024 ctiia B6 Y té) hoidc niém yét gia Thiét bi y té theo Khoan 9 & 10,
Piéu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém d6i chiéu tai lidu hodc hoan thién hop
d6ng: Nha thau phai nop cac tai liéu ching minh kha ning cung vng hang héa
¢6 ngudn goc rd rang va hop 1é, nhim dam bao dap tng yéu cau vé ning luc ki
thuat theo quy dinh vé “Biéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s 22/2023/QH15. Truong hop Nha thau khong thé cung cap tai liéu ching
minh, Nha thau s& khong du diéu kién xét tring thau theo huéng dan tai Khoan
19 Biéu 140 Nghi dinh s6 214/2025/ND-CP.

Ddi vé&i yéu cau lap dat, giao hang, tudi tho cia hang héa:

1. Cam két tat ca hang hoa cung cip méi 100%, san xuat tir nam 2025 tré
di chua qua st dung, c6 nguon goc Xuat xi rd rang, con nguyén dai, nguyén kién

theo quy cach dong géi ciia nha san xuat.

2. Tai budc dbi chiéu tai lidu, nha thau cung cap hang héa dé Bén mua tién
hanh X&c nhan gia tri st dung ctia phuong phap trong Quan Iy chat luong xét
nghiém theo Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cua Bo Y té; trong
truong hop thir nghiém hang héa thuc té khong dap tng dung tinh ning ki thuat
da chao tai E-HSDT va yéu cau ky thuat cia E-HSMT thi duoc hiéu nha thau
khéng dap Gng danh gia vé ki thuat. Trong truong hop nha thau khong dong y
cung cap hang hoa tha nghiém tai bude ddi chiéu tai liéu, hang hoa cung cap theo
Hop dong sau khi Bén mua thir nghiém khong dap tmg duoc Quyét dinh s6
2429/QD-BYT ngay 12/06/2017 ciia Bo Y té, nha thau sé& bi cham dut hop dong
va Bén mua s& ra Quyét dinh xir Iy vi pham va dang tai [én Hé théng mang dau
thau Qudc gia.



3. Cam két cung cap hang hoa trong thoi gian 3 ngay lam viéc ké tur Ic
nhan duoc don hang cua Pon vi, ddi véi truong hop giao hang gap, dot xuat: trong
vong 48 gio.

Muc 2. Ban vé: Khong co

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duogc yéu ciu sé duge t6 chire tai Bénh vién Pa khoa Loc Ha; Pia chi: Thén Khéanh
Yén, Xa Loc Ha, Tinh Ha Tinh. Hang hoéa nha thau cung cép trudc khi duoc
nghiém thu s& dugc bén moi thau kiém. Bat ¢t hang hoa nao khong dam bao chat
luong theo yéu cu cua E-HSMT va E-HSDT sé& khong dugc nghiém thu.



