Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y thuit

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

1.1. Gidi thiéu chung vé dw dnldw todn mua sim, géi thau

- Tén dy toan mua sdm: Mua siam vt tu tiéu hao, hod chat xét nghiém, test
sinh pham nam 2025-2026.

- Tén g6i thau: Goi s6 01: Goi thau vat tu tiéu hao.

- Chu dau tu: Bénh vién Pa khoa Quéc Oai

- Dia diém thuc hién: Bénh vién Da khoa Qudc Oai. Dia chi: S6 73, Thén Phu
Quéc, Xa Qudc Oai, Thanh phd Ha Nbi

- 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 hop phép cua don vi.

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy IV nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thyc hién goi thau: 365 ngay ké tir ngay hop dong co hiéu luc
(Giao hang nhiéu lan trong sut thoi gian thuc hién goi thau)

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong sd k¥ thuat cia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phit hop véi diéu kién cung
cdp nhung phdi dim bdo yéu cdu cé théng sé kj thudt, tinh ning sir dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan tuong duong tiéu chuan



(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat Iy caa vat liéu.

(4) Twong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuong duong vé cong suat; hiéu suat, yéu cau thong s6 dau vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

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

(8) Cac yéu t6 tuong duong khac (néu co)

- Nha thau phai cam két hang héa tuong thich vdi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cac mdt hang sir dung cho mdy ¢ tai bénh
vién), bang mot trong cac cach sau:

+ Tai li€u k¥ thuat cua nha san XUAt hang hoa chao thau thé hién noi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi st dung bat ky nao da st dung hang hoa
chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tdt.

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

+ Hodc tai li¢u khac co6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tng vé ky thuat cia hang hoa chao thau theo céac
mau sau:
+ Bang dap ung tinh phap ly hang hoa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):
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hanh - 86 cOng bé tiéu | Viét Nam | phdn phoi (néu | ngay hét | Thoi gian | - Tai liéu

TTBYT. chudn dp dung doi cdp) c0) -> Nha thau| han) hét hiéu | chitng minh
Véi thiét bi y @ luc ciia bén thir ba
thudc loai A, B (néu co)

- Hodic S6 gidy

chirng nhan dang
ky hueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
logi TTBYT A, B,
C,D
INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc va hoan toan chiu trach nhiém vé thong tin ké khai.
Trueong hop Nha thau cé tinh ké khai thong tin khong trung thic nham vieot qua budc danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhdn chiu xu Iy theo quy dinh cia E-
IHSMT va phdp lugt vé dau thiu

Luu y: (*): Tai buéc hoan thién, ky két hop dong, d6i voi hang hoa la vat tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh sé 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung céac dot tiép theo. Trong truong hop tén hang
hoa theo khong trung véi Thong tu sb 04/2017/TT-BYT, Quyét dinh s 5086/QD-
BYT va cac van ban lién quan, nha thau co trach nhiém phéi hop cing Bén mua giai
quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT

- Nha thau phai c6 bang dap tng vé k¥ thuat caa hang héa chao thau so sénh
véi yéu cau ky thuat cia E-HSMT (dinh kém file word/excel + ban ky déng dau,
scan tai E-HSDT):

STT| Tén Yéu cdu | Quy cach | Pap tng ky Quy Tai liéu k§ thuat tham chiéu

hang | ky thuit | dong goi thuit caa cach trong E-HSDT
ho& ciia Ho (tham Ho so dy | dong gbi
SO moi khao) théu caa
thiu theo E- hang
HSMT hoéa du
thau
Q| @ ®3) (4) (5) (6) (")

1 Theo | Ténhang | Quy céach | - Tén hang Quy
HSMT | hoadtheo | dong go6i | ho theo S6 | cach

HSMT | theo luu hanh | dong goi
HSMT TTBYT thuc té
- Model: ... | cuahang

- Nha san | hoadu
XUét: ... thau




STT| Tén | Yéucau | Quycach | Papimgky | Quy Tai li¢u k§ thuat tham chiéu
hang | ky thuat | dong goi thuit cia cach trong E-HSDT
hoa ciia Ho (tham Ho so dy | dong gbi
s0' moi khao) théu ciia
thiu theo E- hang
HSMT hoa dy
thau
o @ ®3) (4) ©) (6) ()
- Xuat xu: ...
- Chu s¢ hiru
(néu co): ...
Mo ta Mo td hang Dan chiéu timg chi tiét mo ta
hang hoa hoa cua E- hang hoa t6i Trang... cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo ta
HSMT tiét dap tmg hinh anh... thuéc E-HSDT
tirng muc) (Highlight cdc néi dung lién

quan toi M6 tda hang hoa trén Tai
liéu dan chiéu)

Ti€u chi dap
ung tuong
duong hoac
t6t hon

- Tai liéu chiing minh theo hudng
din bén trén vé “Néi ham tuwong
duong”

- Hodc tai li€u chiing minh mét
s6 tinh nang k¥ thudt ctua E-
HSMT dua ra 1a tiéu chi khong
co ban (viéc khong dap ung
khong lam anh hudng toi tinh
nang sw dung cua hang hod du
thau) & T chuyén gia xem xét
danh gia “Chap nhan dugc”.

Tiéu chi gay
han ché nha
thau (khong
duoc  xem
xét va danh

gia)

Tai liéu chimg minh yéu cau ky
thuat chi c6 duy nhét 01 nha san
xudt dap img

Nha thau cam két nhizng ngi dung ké khai néu trén |& chinh xéc va hoan toan chju trach nhiém vé théng
tin ké khai.
Trwong hop Nha thau cé tinh ké khai théng tin khdng trung thuc nham vieot qua bude dinh gid vé kj
thudt sé duroc coi & hanh vi gian ldn trong ddu thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau
va Nha thau sé hoan toan chju trach nhiém, chdp nhdn chiu xi Iy theo quy dinh ciia E-HSMT va phap

lugt vé dau thau




1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Danh muc hang Yéu cau tinh ning, thong s6 k¥ thuit co ban Yéu
hoa ciu
Gidy
phep
ban
hang
(X=
Co)
Phan 1. Bong, con, bing, gac, bom, kim tiém, va vat twr y té sir dung
trong cham so6c ngudi bénh
1.1 | Bongy té tham Nguyén liéu: sgi bong cotton 100%, hit nudc. Tiéu
nuée 1kg chuén chét luong 1SO 13485
1.2 | Bang dén cé nhan Bang ca nhén vai co gidn phu mot 16p keo lam bang
kém oxit co gac thAm hit mau tring & giira. Tiéu
chuén chét luong 1SO 13485
1.3 | Que tam bong cimg Chét liéu ong, nap, bang nhya, que bang gd, dau
ldy bénh pham tiét | cotton, chiéu dai > 175mm. Pong géi riéng ting chiée,
trung tiét trung. Tiéu chuan chit luong ISO 13485
1.4 | Con sat khuan tay | Chai 1 lit. Thanh phan: Ethanol > 80% v/v,
nhanh Isopropanol > 7.2% v/v, Chlorhexidine gluconate >
0.5% (v/v) va cac chét bao vé, dudng da, phu gia...
vura da 100%.
1.5 | Xa phong sat khuan | Chai 1 lit. Chlorhexidine Digluconate > 1% (w/w) va
tay cac chét phu gia, chit dudng da (Glycerine, Alcohol
Ethoxylates, Aloe Vera, Cocamide Diethanolamine,
Vitamin E, Cocamidopropyl Betaine, ...) vira du
100%
1.6 | Dungdichritatay | Chai 1 lit. Chlorhexidine Digluconate > 4% (w/w) va
phau thuat cac chat phu gia, chat dudng da (Glycerine, Alcohol
Ethoxylates, Alkyl Polyglycoside, Aloe Vera,
Cocamide Diethanolamine, Vitamin E,
Cocamidopropyl Betaine, Polyquatium 7...) vura du
100%
1.7 | Dung dich khtr Can > 5 lit. Thanh phan: 2% Glutaraldehyde khong
khuin muc d6 cao | can hoat hoa, pH=6
chtra Khtr khuan mirc 6 cao < 10 phut.
Glutaraldehyde 2% | Diét bao tir < 60 phut.
Tai st dung trong 30 ngay (tang kém test thur).
Tiéu chuin chét lugng 1SO 13485, CE
1.8 | Dung dich lam sach | Dung dich tiy rtra dua trén hoat tinh Enzym. Khtr

dung cu Cidezyme

khuén va lam sach dung cu. Thanh phﬁn chinh:
Protease enzyme 5%. Ti€u chuan chat lugng I1SO
13485




1.9 | Dungdich tim sat | Thanh phan chinh: Chlorhexidine Digluconate 4%,
khuén trude phiu chat lam mém va am da
thuat
1.10 | Con 70 d6 Moi 50ml chira: Ethanol 96% 36,35ml
1.11 | Tinh thé Iod Hoa chat Iodine lo 250g
1.12 | Bang bot bo loai Kich thuge 15¢cm x 270cm. San xuit bai bot thach cao
15cm x 2.7m dugc pha long bao phu hoan toan gac thAm. Kha ning
thAm nudc t6t, dong két tdt, 16p bot thach cao sach s&,
tron min. Mdi cudn duoc dong goi riéng biét trong
mot thi cach nude. Thoi gian déng két nhanh: khoang
3-5 phut. Tiéu chudn chét lugng 1SO 13485
1.13 | Bang bot bo loai Kich thudc 20cm x 270cm
20cm x 2.7m San xuit boi bot thach cao duoc pha long bao phu
hoan toan gac tham. Kha ning tham nudc tét, dong két
t6t, 16p bot thach cao sach s&, tron min. Mdi cudn
dugc dong gobi riéng biét trong mot ti cach nudce.
Thoi gian dong két nhanh: khoang 3-5 phut. Tiéu
chuén chét luong 1SO 13485
1.14 | Bang cudn 10cm x | Bang sach, mau tréng, kich thuéc 10cmx5m. Tiéu
5m chuan chét luong 1SO 13485
1.15 | Bing keo lya Scm x | Vai lya Taffeta trang, lam bang soi cellulose acetate
5m - Keo hon hop nong chay: Zinc oxide, Zinc dibutyl
dithiocarbamate, SIS copolymer, Lanolin stellux
AIPF, Titanium dioxide, Styrenic Block Copolymers,
dau khoang tring. Do nhdt 8.100-12.700 cP.
Tiéu chuan CE. Puoc luu hanh tai cac nude lién minh
Chau Au, kich thudc Scm x 5m.
Tiéu chuin chét lugng ISO 13485
1.16 | Gac hat y té kho Gac duoc dét tir sgi 100% cotton c6 do tham hut rat
0,8m cao. Khong c6 hoa chét tay tring, khong co doc tb, da
dugc gidt sach. Khong chira chat gay di tng, khong c6
tinh bot hodc Dextrin, khong c6 xo mun hoa tan trong
nudc va dich phu tang. B pH: trung tinh. Mubi kim
loai: khong qua ham luong cho phép. Tiéu chuan chét
lugng 1SO 13485
1.17 | Gac ph?lu thuat Gac duoc dét tir soi 100% cotton c6 do tham hit rat
10cm x 10cm x 8 cao. Khong co doc td, da duoc gidt sach. Khong chira
16p vo tring (goi 10 | chét gay di tmg, khong co tinh bot hodc Dextrin,
miéng) khong c6 xo mun hoa tan trong nude va dich phu tang.
Do pH: trung tinh. Mudi kim loai: khong qua ham
lugng cho phép. Kich thudc: 10cm x 10cm x 8 16p vo
trung (g6i 10 miéng). Tiéu chuan chat luong 1SO
13485
1.18 | Gac than nhan tao Gac théan nhan tao 3,5cm x 4,5cm x 80 16p vo trung.

3,5cm x 4,5¢cm x 80
16p vO trung

Tiéu chuan chat lugng 1SO 13485




1.19

Gac phau thuat o
bung 30cm x 40cm
x 6 16p vo trung

Gac ph?mv thuat 6 bung 30cm x 40cm x 6 16p vo triung.
Ti€u chuan chat luong 1SO 13485

1.20

Gac dan luu 1.5 x
100cm x 4 16p

Kich thude 1,5x100cmx4 16p, vo trung. Tiéu chuan
chat luong 1SO 13485

1.21

Béng ron

Thanh phan 2 khoan gém: Bing ron :1 cai + gac dap
ron Semx Sem x 12 16p: 1 cai

Cong dung : Pugc dung dé bing dip bén ngoai, quanh
ving rén tré so sinh.

Hinh thirc: Bang ron ¢6 dang ho 2 dau : Chiéu dai
bang ron : 10cm (+ lem ), Chiéu ngang bang ron :
7cm (+ lem)San pham c6 mau trang nga cla soi,
khéng dinh bui ban dam bao vé sinh. Khéng mui,
khong dugce nhudém mau. Soi dét dong déu, min, dan
hoi.

San pham dugc tiét tung bang khi Eo.gas

Tiéu chuén chét lugng 1SO 13485

1.22

Bom tiém st dung
mot 1an Sml

Xy lanh dung tich 5ml, duoc san xuat tir nhya y té
nguyén sinh trong sudt, nhin bong, khéng cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

- C6 thang chia dung tich hiit tdi da dén 6ml

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

- Kim 1am bang thép khong gi, sic nhon, vat 3 canh.
Kim cac ¢& 23Gx1", 25Gx1". Pbc kim ¢6 mau gitp
phan biét ¢& kim theo tiéu chuan qudc té va dugc gin
chdt v6i than kim khong gy 10 ri, an toan khi str dung.
Pat TCVN 5903:1995, tiéu chuan tiét tring 1SO
11135, 1SO 13485, tiéu chuan CE

1.23

Bom tiém sur dung
mot 1an 10ml

Xy lanh dung tich 10ml duoc san xuat tir nhya y té
nguyén sinh trong sudt, nhin béng, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

- C6 thang chia dung tich hut t6i da dén 12ml, vach
chia nhé nhat <0,2ml

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

- Kim lam bang thép khong gi, sic nhon, vat 3 canh.
Kim cac ¢& 23Gx1", 25Gx1". Pbc kim c6 mau giup
phan biét ¢& kim theo tiéu chuan qudc té va dugc gin
chat v&i than kim khong gdy ro ri, an toan khi str dung.
Pat TCVN 5903:1995, tiéu chuén tiét tring ISO
11135, 1SO 13485, tiéu chuan CE

1.24

Bom tiém st dung
mot lan 20ml

Xy lanh dung tich 20ml duoc san xuat tir nhya y té
nguyén sinh trong sudt, nhin bong, khéng cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

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

- Pau c6n léch tAm gitp cho viéc dudi khi dé dang,
thuan tién




- Kim 1am bang thép khong gi, sdc nhon, vat 3 canh.
Kim ¢& 23Gx1". Boc kim c6 mau giap phan biét cd
kim theo tiéu chuin qudc té va duoc gan chit véi than
kim khong gdy ro ri, an toan khi stir dung.

Pat TCVN 5903:1995, tiéu chuan tiét tring ISO
11135, 1SO 13485, tiéu chuan CE

1.25

Bom tiém st dung
mot lan 1ml

Xy lanh dung tich 1ml duoc san xuét tir nhya y té
nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich ro nét.

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

- Kim lam béng thép khong gi, sic nhon, vat 3 canh.
Kim 26Gx1/2". Béc kim ¢6 mau gitip phan biét c&
kim theo tiéu chuan qudc té va duoc gan chat voi than
kim khong gay ro ri, an toan khi str dung.

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

Dat TCVN 5903:1995, tiéu chuan tiét tring ISO
11135, 1SO 13485, tiéu chuan CE

1.26

Bom tiém st dung
mot 1an 3ml

Xy lanh dung tich 3ml dugc san xuét tir nhua y té
nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

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

- Kim 1am bang thép khong gi, sic nhon, vat 3 canh.
Kim cac ¢& 23Gx1", 25Gx1". Pbc kim c6 mau giup
phan biét c& kim theo tiéu chuan qudc té va dugc gan
chdt v6i than kim khong gy ro ri, an toan khi str dung.
- San pham dugc tiét tring bang khi Ethylene Oxide
(E.O).

Pat TCVN 5903:1995, tiéu chuan tiét tring ISO
11135, 1SO 13485, tiéu chuan CE

1.27

Bom tiém str dung
mot 1an 50ml dau
nhd

Xy lanh dung tich 50ml dugc san xuat tir nhya y té
nguyén sinh trong sudt, nhan bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

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

- DBéc xy lanh nho, gan chic chin véi tat ca cac cd
kim, an toan khi str dung.

- Dﬁu con 1éch tam gitip cho viée dudi khi d& dang,
thuan tién

- Bom c6 vach chia thé tich téi da 60ml, vach chia nho
nhét < 1ml dé tién str dung cho tré em

Pat TCVN 5903:1995, tiéu chun tiét tring ISO
11135, 1SO 13485, tiéu chuan CE

1.28

Bom tiém 50ml dau
to

Xy lanh dung tich 50ml dugc san xuat tir nhya y té
nguyén sinh trong suot, nhan bong, khong cong vénh,




khéng c6 ba via.

- Pbc xy lanh to lép vira day cho an.

- Bom ¢6 ¢6 thiét ké 16 ‘vong ngon tay ¢ cubi giup
cam, kéo chic chin chong trugt. Thang chia thé tich
dugc chia theo oz va cc.

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

- Tiéu chuan chit luongFDA do co quan Quan 1y Thyc
pham va Thudc Hoa Ky (FDA) cong bd

C6 gidy chimg nhan Tiéu chuén chat luong 1SO
11135, ISO 13485

1.29 | Kim canh bém 25 | Nhua nguyén sinh dat tiéu chuén, c6 nip bao vé. Day
G dan: Nhua nguyén sinh dat tiéu chuan, mém déo, do
dan hoi cao, khong giy gap khi bao quan va sir dung.
Day dai > 300mm. Tiéu chuan chét lugng 1SO 13485
1.30 | Kim tiém lay thuc | Kim cac s6 18Gx1 1/2", 20Gx1 1/2", 23Gx1", Vi dung
cac co kim c6 chi thi mau phan biét cac ¢d kim.
Tiéu chuan chat lugng ISO 13485, tiéu chuan tiét
trl]ng EN ISO 11135: 2014
1.31 | Kim tiém Iu6n tinh | Chat liéu Catheter: FEP. Kim: thép khong gi. Kim
mach céc sd trang bang silicon C6 canh, c6 céng bom thude. Vo
trang. Tiéu chuan chat luong 1SO 13485
1.32 | Kim ludn tinh mach | C6 dau bao vé bang kim loai. Pau kim 3 mat vat. Tao
an toan (c6 canh, c6 | d6 bén ti da. Cathether nhwa Cé 4 duong can quang
ctra) (s6 20G, 22G) | ngam. vat liéu FEP-Teflon. Tiéu chudn chit luong 1SO
13485
1.33 | Kim ludn tinh mach | C6 dau bao vé bang kim loai. Pau kim 3 mat vat. Tao
an toan khéng cé d6 bén t6i da. Cathether nhya C6 4 dudng can quang
cong tiém thudc (s6 | ngam. vat liéu FEP-Teflon. Tiéu chudn chit luong 1SO
24G) 13485
1.34 | Kim choc do, gay Kim duoc 1am bang thép khong gi. Dai khoang 88mm
té tay Séng cac co cac c& G18; G20; G22; G25; G27. Tiéu chuén chat
lugng 1SO 13485
1.35 | Kim cham ctru s6 Kim cham ctru vo tring bao gom 2 phan: than kim va
10 can kim, chét liéu 1am tir thép khong gi. Kich thudc:
0.30x75mm. Tiéu chuan chét lugng ISO 13485
1.36 | Kim chdm ctru s 5 | Kim cham ctru vo tring bao gom 2 phan: than kim va
can kim, chat liéu lam tir thép khong gi. Kich thudc:
0.25x75mm hogc 0.30x25mm. Tiéu chuan chat lugng
ISO 13485
1.37 | Day truyén dich Chét liéu day duoc lam tir nhya PVC dung trong y té,

dai > 1700mm. Kim dugc lam tir chat liéu thép khong
gi, dau kim vat 3 canh. C& kim 21G x 14", 22G x
1%", 23G x 1¥2" va céc ¢& khac theo yéu cau. B phan
diéu chinh luu luong dich: dugc lam tir nhya PVC
duing trong y té, con lin linh hoat d& dang diéu chinh




) lgqng giot. San phém duogc tiét trung 100%. Tiéu
chuan chat lugng 1SO 13485

1.38

Day truyén méau

Van khoa diéu chinh, kim chai san xut tir hat nhua
nguyén sinh; Van thoat khi c6 thiét ké mang loc khi vo
khuan; Budng nho giot c6 mang loc dich. Day dan cau
tao tir chat liéu nhia PVC nguyén sinh, mém déo, dai,
d6 dan hoi cao, khong gy gp khi bao quan va st
dung. Dau ndi Luer lock ¢6 co ché xoay giup cho viéc
gin két v6i kim ludn chic chin va dé thao tac khi st
dung.

Day dai >1800mm hodc diéu chinh theo yéu cau, lam
tir chét liéu PVC vy té khong chira DEHP, khong giy
s6t, khong doc hai, tiét trang bang khi EO. Kim sic
G18. Mang loc & bau c6 kich thude 16 loc 200um, tdc
d6 dong chay 20 giot/ml. Tiéu chuan chat luong 1SO
13485

1.39

Gang tay kham

Gang tay duoc san xuat tir nguyén lidu cao su ty nhién
Chiéu rong c¢d: Chiéu rong c&: XS:76+3mm, S:
84+3mm, M:94+3mm,L:105+3mm, XL: 113+3mm
Chiéu dai: T6i thiéu 240mm D¢ day ngon tay: 0,14 +
0,03mm. B¢ day long ban tay : 0,11 + 0,03mm. BDam
bao khong rach, khong thung. Tiéu chuan chat luong
ISO 13485

1.40

Gang tay tiét trung

Ging tay dugc san xuét tir cao su thién nhién chat
luong cao (dé ly tam loai trur cac yéu t6 tap chat, doc
td, tac nhan gay di ung...) tiét trung bang khi EO.
Gang loai c6 phu bot, bé mit nhin hodc nham. Tiéu
chuan chét luong 1SO 13485

141

Gang dai san tiét
tring

San xuat tir latex cao su ty nhién. Mau trang tu nhién
ctia cao su. C6 phii bot chdng dinh. Tiét tring bang khi
E.O. Kich thudc: Bé day: min 0,15mm. Chiéu dai: 490
+ 10 mm. Chiéu rong long ban tay: Size 6.5: 83 +
Smm, Size 7: 89 £ Smm, Size7"2: 95 + Smm. Co ly
tinh: Luc kéo dut Trude 1ao hoa: min 12,5N, Luc kéo
dut Sau 130 hoa: min 9,5N. D6 dan dai khi dut: Trudc
l&o0 héa: min 700%, Sau 18a hoa: min 550%. Tiéu
chuén chét luong 1SO 13485

1.42

Tai dyng nudc tiéu

Séan xuat tir nhua y té PVC, khong doc hai.

Kich ¢ 2000ml khong c6 day treo, dd day > 1.2mm,
phan vach 1 rang. C6 vach dung tich mbi 100ml.
Pam béo kin khong ro ri. Pugc tiét tring. Tiéu chuan
chat luong 1SO 13485

1.43

Canyn Mayo

Ong thong duong thd duge lam tir nhya cimg PE,
khong c6 doc t6, va khong gay kich tmg. Co cac cb tur
4.0 d&én 12.0 cm. Pau canuyn c6 mau sic khac nhau




gitip phan biét cac c¢&. Puoc tiét trung. Tiéu chuan chat
lugng 1SO 13485

1.44

Canuyn m¢ khi
quan c6 cop cac co

Chat li¢u nhya y té, d tiét trang, khong gy di img.
Kich thudc khoang Smm-10mm. Tiéu chuan chat
lugng 1SO 13485

1.45

Canuyn m¢ khi
quan 2 nong

Ong m¢ khi quan bang PVC nhay cam nhiét, cong 105
do, luu dén 29 ngay. Bong nhung mém, d6 day
0.06mm, duong kinh 16n (cac so trén 7 c6 duong kinh
boéng > 30mm). Van bom béng va canh c6 in ID dng
va duong kinh bong- Thanh chén dau tron, ¢ chdt
khoa dé giam dich chuyén- 2 nong trong thanh méng
(ID ndng chénh 1mm sovéi ID 6ng), cai thién thong
khi.- Cac ¢5 6.0, 7.0, 7.5, 8.0, 8.5, 9.0, 10.0, OD tir 9.2
- 14.0mm, chiéu dai 6ng tir 64.5 - 87.5mm, dudng
kinh bong tir 20-30mm- Phu kién: day ¢d dinh 2 canh,
chdi vé sinh nong trong. Tiéu chuan chat lugng 1SO
13485

1.46

Ong ndi khi quan
c6 bong, c6 cop cac
sO

Puoc san xuét tir nhya PVC khong doc, trong sudt,
mém mai va tron phang. Co bong/ khong bong

Bong thé tich cao tao ra do kin ctia mang ndi khi quan
tét Pugc thiét ké dé sir dung trong qua trinh thong hoi
ngan va dai va quy trinh phau thuat thuong 18

C6 san mat gidu khuat, chi dong goi trong tui phong
rOp riéng. DA tiét tring. Tiéu chuan chét lugng 1SO
13485

1.47

Ong (sonde) thé 6-
xy 02 gong cac
loai, cac co

Pong goi kin, timg cai, vo triung, co danh dau vi tri
mé, dé xé, c6 han str dung. Pugc 1am tir nhya PVC y
té khong mui, khong c6 DEHP. Day dan dai khoang
2m. Thiét ké 2 gong mili dé ¢ dinh va duy tri cac
duong dan oxy khong bi tudt khéi ngudi bénh nhan,
khong hé. Khoang cach va do dai dau gong tir 4 dén
5mm, phan ndi 2 dau gong c6 d6 cong, mém, 6n vio
vach ngoai mui, khong dugc thang cimg. Chdt khoa
cua day chac nhé, mém nén c6 khoa cai dé dé dong
mé va cb dinh chic chan dé diéu chinh theo kich
thude vong dau. Pam bao lugng oxy can thiét dua vao
phdi bang cac duong miii. Dau ndi dng c6 thé két hop
v6i cac binh 1am am khéc nhau. Dudi ap suat 100Kpa-
200K pa san pham khong bi ro ri. V6i cudng d6 nén: tir
0.4 dén 0.6MPa két ndi ctia day dan khong bi nut. Tiéu
chuén chét luong 1SO 13485

1.48

Sonde Nelaton

San pham nay cha yéu duge 1am bang cao su thién
nhién. San pham bao gdm dau ndi phéu thoat nudc,
truc, bong, van, dau ndi phéu bom hoi, dau ndi phéu
tudi, v.v..bugc khtr trung bé‘mg ethylene oxide, san
pham v6 tring. Tiéu chudn chat luong 1SO 13485




1.49

Sond Foley 2 nhanh
cac so

Sonde Foley 2 nhanh s 6-10 Fr

Khong chira DEHP gay ung thu.

Séan xuét tir 100% cao su tu nhién ,Phu Silicon

C6 béng dung tich 5cc-30cc, bong cang déu.

LJ thong tiéu tiéu 16n va tron

Trang silicon trong 1ong 6ng

Tiét trung bang EO. Tiéu chuin chit luong 1SO 13485

1.50

Ong (sonde) da day

Day dan thirc in khong mau, trong sudt, mot dau duoc
bo tron, ddu con lai duoc gén véi mot dau ndi béng
nhwa déo. Trén than 6ng co 4 vach chudn cach déu
nhau mot khoang 1a 100mm, vach th nhét cach dau
bo 450mm va c6 duc 4 18 hinh bau duc duc xen k& hai
bén thanh éng, mdi 16 cach nhau 20-25mm véi 15 thir
nhat cach dau bo 30-35mm. Chiéu dai 500mm (ddi véi
cac ¢& 5, 6, 8, 10), 1250mm (ddi voi cac c& 12Fr,
14Fr, 16Fr, 18Fr). Tiéu chuan cht luong 1SO 13485

1.51

Ong dan luu

Chat liéu nhya PVC, mém déo st dl_mgv dé dafm luu 6
bung cac cd. Pugc tiét trung. Ti€u chuan chat lugng
ISO 13485

1.52

Sonde ni¢u quan
(Sonde JJ)

Puoc sir dung dit bén trong niéu quan dé dan nudc
tiéu tir than xudng bang quang c6 thé dat qua da hodc
qua ndi soi bang quang, ¢ tir 4Fr dén 10Fr, dai
khoang 120-300 mm, dugc phu Hydrophilic. Tiéu
chuan chét luong 1SO 13485

1.53

Day hut dom, dich
cac loai, cac co

Pugc san xuat tir nhya PVC khong doc hai, khong
chira DEHP day mém, ¢ chiéu dai > 500 mm. Mot
dau day duoc gan phéu, dau con lai duoc bo tron. Co
02 15 hinh bau dyc nam d6i xtng hai bén thanh dng
day, cach dau bo mot khoang 1an lugt 13 10 mm,
20mm. Mbi day duoc dong vao 01 thi va dugc tiét
trung. Tiéu chuan chat lugng 1SO 13485

1.54

Day ndi bom tiém
dién (140cm)

Dai 140cm, duong kinh day > 0,9mm. Da tiét trung,
bao gbi dam bao khong hd. Dy mém, dau ndi khit
theo tiéu chuan pht hop véi loai may bénh vién dang
dung. Pugc tiét trung. Tiéu chuan chat lugng 1SO
13485

1.55

Day néi oxi

Puoc san xuét tir nhya PVC y té, ddy mém, c6 chiéu
dai > 2.000mm, thanh trong long éng day c6 hinh sao,
c6 tac dung chdng khong bi tac nghén khi oxy khi 6ng
day bi dé bep hay bi giy gap, hai dau day duoc gin
phéu. Mdi day dugc dong vao 01 tai. Tiéu chuan chat
lugng 1SO 13485

1.56

Ong hut thai dung 1
lan cac so

Béng nhyay té vo trung. Gom cac kich ¢&: 4, 5, 6, 7,
8mm

1.57

Mask thd oxy
khong tii céc cd

Mait na thé oxy st dung 01 lﬁr}. Chat liéu nhuq y té,
100% khong chira cao su. Chong gay gap, chiéu dai co




thé diéu chinh. Mau theo yéu cau. Khong chira DEHP.
Ti€u chuan chat lugng 1SO 13485

1.58

Mask tho oxi ¢6 tui
cac co

- Lam tir nhya PVC, mém, trong suot, day khong bi
van X0&n

- Puoc thiét ké cho viéc truyén khi oxy qua duong
miéng voi muc do tap trung oxy cao. Do tap trung
oxy: >95% vai dong chay oxy la 5-8l/phut

- Mask gdm ddy deo dan hoi, c6 tai hit lai; day ndi dai
2m, thi trit khi 1000ml. Dau néi tiéu chuan.

- GOom céc size : XL, L, M, S

- Tiét trung bang khi EO

1.59

Mask thé may
khong xam nhap

Mask dung cho may th¢ khong x4m nhép. Tiéu chudn
chat lugng 1SO 13485

1.60

Bao cao su

San xuat tur cao su thién nhién, c6 phun tron dau
silicon boi tron. Dai khong nho hon 170mm, rong
52mm, sai sO 2mm

1.61

Macrocel cam méau
mui

Thanh phan: Puoc 1am bang chat liéu Hydroxylated
Poly-Vinyl Acetate dugc ép chat va dong kho. Co tac
dung ngin mau mili chay hiéu. Mdi géi duoc nén,
dong kho va dong goi tiét trung riéng biét. Kich thude
8cm x 1,5cm x 2cm.

1.62

Ba chac

- Chat lidu bang polycarbonate , khong doc, khong
DEHP, khong chat gy sot. Chac 3 nong trong tron
nhin dam bao dong chay; d& thao lip, khong ri nude.
Nip van khoa thiét ké dic biét c6 g cam nhan déng
mao dugc, gitp xac nhan vi tri khoa, khoa ba chac voi
khoa c6 thé xoay 360 do.

- Pugc tiét tring. Tiéu chuan chit lugng 1SO 13485

1.63

Catheter tinh mach
trung tdm 2 nong

Catheter v6i 02 nong kich thudc 18G. Thanh phan 01
bd dam bao céc chi tiét co ban sau:

Nong Catheter: 01 cdi loai 2 nong ¢& 7 Fr, dai 20 cm;
Kim dan dudng thang hodc chit Y ¢& 18G: 01 cai
Syring 5 ml: 01 céi - Kim nong: 01 céi; - Dao m6: 01
céi - Kep Catheter: 2 cai

Canh Catheter: 02 cai roi va 01 cai gan trén Catheter;-
Day dan hudng Nitinol c¢6 vanh danh dau, dau chit J
linh hoat: 01 cai

Nip Catheter: 02 cai

Pugc tiét tring. Tiéu chuan chét lugng 1SO 13485

1.64

Catheter tinh mach
trung tdm 1 nong

Thanh phéan cung cap 01 bo:

Nong Catheter: 01 cai loai 1 nong c& 16G hoac 14G
Kim din dudng thing hodc chit Y ¢& 18G: 01 cai
Syring 5 ml: 01 cai - Kim nong: 01 cai

Dao mo: 01 céi - Kep Catheter: 01 céi

Canh Catheter: 02 cai roi va 01 cai gan trén Catheter
Day din hudng Nitinol c¢6 vanh danh déu, dau chit J




linh hoat: 01 cai. Nap Catheter: 01 cai. Buogc tiét
trang. Tiéu chuan chit lugng 1SO 13485

1.65

Catheter tinh mach
than nhan tao

Catheter tinh mach trung tam 2 nong khong chira
DEHP; dai khoang 20 cm, thé tich mé1 khoang 1.4 ml,
chét liéu polyurethan , c6 day nbi do ECG; c6 chét can
quang, c6 6ng dan duong (duong kinh 0. 89 mm x dai
50cm), 6ng théng 18G c6 van (1.3mm), 6ng nong
khoang 12F, c6 day dan nbi may dién tim, c6 dao md,
xylanh 5ml. Tiéu chuén chét luong 1SO 13485

1.66

Chi nhan khoa
nylon 10/0

Chi khau mit soi don Nylon 10-0 mau den, dai > 30
cm. Hai kim tiét dién hinh thang chiéu dai 6 mm,
duong kinh 0,14mm, d6 cong 3/8.

Kim lam bang thép ctng bo soi, mili kim mai theo
cong ngh¢ canh mai ngang

Tiéu chuin chat lugng 1SO 13485, CE, FDA

1.67

Chi khong tiéu s6
3/0; 4/0

Chi khong tan tong hop Nylon/Polyamide 56 3/0 va
4/0, dai > 75 cm, kim tam gidc 3/8¢, dai =18 mm. Kim
thép phu silicon. Pong géi bang glay tiét trung, do bén
cao, ngan khuan hiéu qua. Tiéu chuan chit luong 1SO
13485

1.68

Chi tiéu nhanh
rapid s6 2/0

Chi tan nhanh tong hop da soi (Polyglactin 910) s6
2/0, dai = 90 cm, kim tron 1/2¢, dai 236 mm. Tiéu
chuan chat lugng 1SO 13485

1.69

Chi tiéu tong hop
s0 1/0

Chi tan tong hop da sgi polyglactin 910, phi
Poly(glycolide-co-L-lactide) (30/70) va Calcium
Stearate, sO 1, dai > 90 cm, (duy tri sirc cang > 65%
sau 14 ngay, tan hoan toan 56-70 ngay), kim tron 1/2c,
dai > 40 mm. Kim thép phu silicon. (Ching nhan FDA
tuong duong Vicryl, khong doc tinh, khong gay kich
ung). Tiéu chuén chat luong 1SO 13485

1.70

Chi tiéu tong hop
s0 3/0

Chi tan tong hop da soi polyglactin 910, phu
Poly(glycolide-co-L-lactide) (30/70) va Calcium
Stearate, s6 3/0, dai > 75 cm, (duy tri stc cang > 65%
sau 14 ngay, tan hoan toan 56-70 ngay), kim tron 1/2c,
dai >26 mm. Kim thép phu silicon. Tiéu chudn chat
luong 1SO 13485

1.71

Lu6i dao mo bau

Dung trong y té. Bang thép khong gi, sir dung 1 lan,
vo trung. Tiéu chuan chat luong 1SO 13485

1.72

Ludi dao mo nhon

Dung trong y té. Bang thép khong gi, sir dung 1 lan,
V0 trung. Tiéu chuin chét lugng ISO 13485

1.73

Dao nhan khoa

Chat liéu ludi dao 1am bang thép cing bo soi khong ri,
mai theo cong nghé canh mai ngang. Kich thudc ludi
dao ngang: 2,3 mm, canh mai ngang, hai mat vat, gap
goc. Tiéu chudn chét lugng 1SO 13485, CE, FDA

1.74

Tai do mau

Tai do lugng mau sau sinh, chat liéu nylon/PE trong,
c6 vach chia, dung tich 2.000ml, ti¢t trung, déng goi




ting cai. Tiéu chuan chat luong ISO 13485/tiéu chuan
TCCS

1.75 | Bién cuc tim Kich thudc khoang 50mm, dang hinh tron. Bé mat tiép
xtc 6n dinh, chét lugong truyén tin hiéu cao. Miéng
dan: Dang Foam bén, dinh chit on dinh, d& dang dan
vao ciing nhu thao ra, khong 1am anh huéng dén da
bénh nhan. Tiéu chuan chit luong: ISO 13485

Phin 2. Vit tw y té thin nhan tao
2.1 | Qua loc mau cho - Chét liéu mang: Purema Polyethersulfone
may chay than nhan | - Chét liéu v6 qua: Polycarbonate/ Polyurethane
tao - Heé sd siéu loc: > 16 ml/h/mmHg
- Dién tich mang: > 1,5 m2
- Phuong phap khtr trung an toan
- Véi tée 6 bom méu 300ml/min thi hé s6 loc:
+ Urea: > 258ml/phut
+ Creatinine: > 23 1ml/phut
+ Phosphate: > 202ml/phtt
+ Vitamin B12: < 119ml/phut
- Do day ciia mang: 35um
- Budng kinh trong: 200pum
- H¢ so tmyen tai: > 930 ml/phut
- Thé tich méi: < 85ml
- Tiéu chuan chat lugng: ISO 13485 va CE
- Xuét xtr: Nhom céac nude thude EU hodc G7
2.2 | Day loc mau cho - Day méu chay than gom 2 phan chinh: Pong mach
may chay than nhan | va Tinh mach, c6 kém 2 bg bao vé cam bién.
tao - Thé tich lam day >156 ml. Lam bang nhya y té mém
PVC, dau két ndi va cac thanh phén khac: PVC, PE,
PP, PC, ABS va céac nguyén li¢u y khoa.
- Day tinh mach véi bau tinh mach dai khoéng
130mm. Day dong mach véi bom méu (duong kinh
trong 8mm x dudng kinh ngoai 12mm x chiéu dai
350mm), bau dong mach dai khoang 130mm.
- Tiét trung bang ETO.
- Tiéu chuan chat lugng: ISO 13485; EC
2.3 | Kim chay than Kim ¢& 16G. Bao gom loai canh xoay.
nhan tao cac ¢ Thiét ké backeye. Chiéu dai kim 25mm.
Thanh kim méng cho phép luu lugng mau tbi da.
Khong chira DEHP.
2.4 | Dung dich rira, khir | Thanh phan chinh bao gom:
trung qua loc than | - Hydrogen Peroxide: 26,53% w/w
nhan tao - Acetic Acid: 7,83% w/w
- Peracetic Acid: 5,00% w/w
2.5 | Que thir ham lugng | C6 thé kiém tra nudc voi cac ndng do toi thiéu: 0, 0.1,

clo trong nudc chay
than nhan tao

0.5 va 3ppm ’
Thoi gian nhiing va doc két qua: 30 gidy




2.6 | Que thtr do cting C6 thé kiém tra nude véi cac néng dd tdi thiéu: 0, 10,
trong nudc chay 25, 50 va 120ppm
than nhan tao Khong str dung dé kiém tra nudc co do cung > 120
ppm.
Thoi gian nhung: 1 gidy
Thoi gian doc két qua: 10 gidy
2.7 | Que thir ton du C6 thé kiém tra ndng d6 Hydrogen Peroxide tir: 0, 1,
Peroxide trong chay | 3, 5 va 10 ppm
than nhan tao Khéng dung Que thir dé kiém tra ndng do Hydrogen
Peroxide 16n hon 20 ppm
Thoi gian nhung: 2 gidy
Thoi gian doc két qua: 15 gidy
2.8 | Que thtr hi¢unang | Co thé kiém tra né)ng d0 Peracetic Acide tur: 400, 600
Peracetic acid trong | va 800 ppm.
chay than nhan tao | Thoi gian nhing: 1 gidy.
Thoi gian doc két qua: 10 gidy
2.9 | Acid Citric Ham lugng acid citric tir > 99,5%
2.10 | Dung dich Javen Javen 10-12%, c6 mau hoi vang, c6 mui ddc trung
dam dac
2.11 | Dung dich tham Thanh phan 1 can 10 lit dd tham phan méau dam dic
phan mau dam dac | Acid dic chua:
(Acid) (Can 10 lit) | « Natri clorid: 1614,0 g
* Kali clorid: 54,91 g
* Calciclorid.2H20: 97,45 g
* Magnesi clorid.6H20: 37,44 ¢
* Acid acetic bang: 88,47 g
» Nuée tinh khiét vira dir: 10 lit
* Tuong thich ty 1€ pha
Tiéu chuan chat lugng: ISO 13485 va EC
2.12 | Dung dich thim Thanh phan 1 can 10 lit dd tham phan mau dam dic
phan mau dam dac | bicarbonate chura:
(Bicarbonat) (Can | * Natri clorid: 305,8 g
10 lit) + Natri Bicarbonate: 659,4 g
Dinatri Edetat.2H20 1,0g
» Nuéc tinh khiét vira dir: 10 lit
Tét ca cac thanh phan va nudc tinh khiét déu dap tmg
tiéu chuan ciia Duoc dién Chau Au (EP)
* Tuong thich ty 1€ pha v&i dd dam dac acid
Gi6i han A1< 0,01 mg/l trong dung dich sin sang str
dung
pH: 7,5-8,3
Tiéu chuén chét lugng: ISO 13485, EC
Phin 3. Vit tw y té dinh nep vit cac loai
3.1 | Vit xuong cting 3.5 | Buong kinh than vit 3.5mm dai 12-70mm.budc ting

2mm, dk ma vit 6mm. Chat liéu thép khong gi. Tiéu
chuan chat lugng I1SO 13485




3.2

Vit xuong ctrng 2.0

DBuong kinh than vit 2.0mm dai 5-20mm. bude tang
2mm, dk m vit 2.5mm. Chat li¢u theép khong gi. Tiéu
chuan chat lugng 1SO 13485

3.3 | Vit xuong cung Duong kinh than vit 4.5mm dai 20-70mm.budc ting
4.5, cac loai 2mm, dk mil vit 6mm.Chét liéu thép khong gi. Tiéu
chuin chit luong 1SO 13485, EC
3.4 | Vit khoa titanium Puong kinh than vit 5.0mm dai 20-50mm.budc tang
5.0 mm 2mm, 50 -100mm budc tang Smm, dk ma vit
8mm.Chat liéu hop kim titanium. Tiéu chuan chat
lugng 1SO 13485
3.5 | Vit khoa titanium Puong kinh than vit 6.0mm ren 1.5mm dai 20-
6.0 mm 100mm.budc tang Smm, duong kinh mii vit 8mm.
Chat liéu hop kim titanium. Tiéu chuan chat luong
ISO 13485
3.6 | Nep mat xich 4 dén 1215, nep trai ,phai dai 46 - 142m, day 2.5mm,
xuong don (trai, rong 10mm, khoang cach gitra cac 16 12mm, sir dung
phai) vit cing dudng kinh 3.5mm. Chat liéu thép khong gi.
Tiéu chuin chat lugng 1SO 13485
3.7 | Nep mat xich thang | 4 dén 14 15 dai 46 - 166mm, day 2.5mm, rong 11mm,
khoang cach giira cac 16 12mm, st dung vit cimg
duong kinh 3,5mm. Chat liéu thép khong gi. Tiéu
chuén chét luong 1SO 13485
3.8 | Nep ngon tay thang | 2 dén 6 16 dai 11 - 34mm, day Imm, rong Smm, sir
dung vit cimg 2.0mm, mil vit 4 canh. Chét liéu thép
khong gi. Tiéu chuan chat luong 1SO 13485
3.9 | Nep 6p xuong chay | 4 dén 14 16 dai 80 - 240mm, day 4mm, rong 13.5mm,
khoang cach giira cac 16 16mm, str dung vit cimg
duong kinh 4.5mm. Chat liéu thép khong gi. Tiéu
chuan chét luong 1SO 13485
3.10 | Nep khoa dau dudi | Nep khoa dau dudi xuong chay mat ngoai dau nep co
xuong chay TITAN | 415, nep o tir 5 dén 13 15 trai, phai ,dai 105 -
233mm, day 3.5mm, rong 16mm, khoang cach gita
cac 16 16mm, sir dung vit khoa dk 5.0mm. Chét liéu
titanium. Tiéu chudn chat luong 1SO 13485
3.11 | Nep khoa dau trén | Nep khoa dau trén xuwong dui 4 dén 11 15 trai, phai ,dai
xuong dui 120 - 246mm, day 5mm, rong 17.6mm, khoang cach
gitra cac 16 18mm. Pau nep c6 4 16 bét vit khoa. Than
nep c6 xé ranh it tiép xuc, két hop 16 khoa va 16
thuong giap linh hoat trong viéc lua chon vit, st dung
vit khoa dk 5.0mm va 6.0mm. Chét liéu titanium. Tiéu
chuan chét luong 1SO 13485
3.12 | Nep khoa dau dudi | Nep khoa dau dudi xuwong dui 5 dén 13 16 trai, phai
xuong dui ,dai 157 - 317mm, day 5mm, rong 18mm, khoang cach

gitra cac 16 20mm. Pau nep c6 7 18 bat vit khéa. Than
nep co xé ranh it ti€p xuc, két hop 16 khoa va 16
thuong giup linh hoat trong viéc lya chon vit, sir dung




vit |§héa dk 5.0mm va 6.0mm. Chat liéu titanium. Tiéu
chuan chat lugng 1SO 13485

3.13 | Tudc no vit hoa thi | St dung cho cac loai dau mil vit. Chat liéu thép khong
35 gi. Tiéu chudn chét luong 1SO 13485
3.14 | Ne¢p khoa than 6 dén 16 15 dai 117 - 297mm, day 5mm, rong
xuong dui ban rong | 18mm,c6 xé ranh it tiép xuc, két hop 16 khoa va 16
thuong giap linh hoat trong viéc lua chon vit, khoang
cach giira cac 16 18mm, st dung vit khéa 5.0mm. Chét
lidu titanium. Tiéu chuan chat lugng 1SO 13485
3.15 | N¢p khoa than 4 dén 1115 dai 60 - 151mm, day 3mm, rong 12mm, c6
xuong canh tay x¢ ranh it tiép xuc, két hop 16 khoa va 15 thuong gitp
linh hoat trong viéc lua chon vit, khoang cach gitra cac
16 13mm, st dung vit khéa 3.5mm. Chét liéu titanium.
Tiéu chuén chat lugng 1SO 13485
3.16 | Nep khoa dau trén | 2 dén 12 15 dai 94 - 244mm, day 2.5mm, rong
xuong canh tay 12.5mm, Dau nep c6 9 15 bit vit khda, than nep co xé
ranh it tiép xtc, khoang cach gitra cac 16 15mm, sir
dung vit khéa 3.5mm.Chat liéu titanium. Tiéu chuan
chat lugng 1SO 13485
3.17 | Nep khoa dau dudi | 3 d&én 7 16 dai 56 - 100mm, day 2mm, rong 10mm,
Xurong quay khoang cach giira cac 16 11mm, sir dung vit khoa
3.5mm, Chét liéu titanium. Tiéu chuin chét luong 1ISO
13485
3.18 | Ne¢p khoa xuong Loai l6n va nho dai 58mm va 73mm, day 1.5mm, rong
got 8mm, st dung vit khoa HC3.5mm.Chat liéu titanium.
Tiéu chuan chét lugng 1SO 13485
Phin 4. Vit tw y té sir dung trong mot sé chuyén khoa, chan doan, diéu
tri khac
4.1 | Phim dung cho Kich ¢d: 20X25cm. Phim dung cho chyp X-Quang y
chup X-quang y t& | t&. Tuong thich véi may in phim kho Drypix series.
(Phim kho laser Mat d6 quang tbi da: 3.3. Do day cia 16p nén phim:
20x25cm) 170pm. Tiéu chuan chét lugng ISO 13485, ISO 9001,
CE. Xuat x&: nhém céc nén kinh té 16n G7
4.2 | Phim dung cho Kich c&: 35x43cm. Phim dung cho chyup X-Quang y
chup X-quang y t¢ | té. Twong thich v&i may in phim kho Drypix series.
(Phim kho laser Mat d6 quang t6i da: 3.3. D¢ day cta 16p nén phim:
35x43cm) 170pum. Tiéu chuan chat luong ISO 13485, ISO 9001,
CE. Xuit x{r: nhém céc nén kinh té 16n G7.
4.3 | Thi camera tiét Day cotton mau trang. Tiéu chudn chat luong 1SO
trung 13485.
4.4 | Mask khi dung Céc ¢ M,L,XL. Day dan chinh c6 chiéu dai 2 m.
Tiéu chuan chat lugng 1SO 13485
4.5 | Filter ngdm do Hiéu qua vi khuédn 99,9999%

chtrc nang ho hip

* Mirc d6 thoat 4m cao
* VO trung hodc sach




4.6

Giay dién tim 6 can

Kich thuéc: 110mm*140mm*200 to. Tiéu chuin chat
lugng 1SO 13485

4.7 | Gidy in monitor san | Kich thudc: 152mm x 150mm x 200sh. Tiéu chuin
khoa chat luong 1SO 13485
4.8 | Gidy in nhiét 50mm | Kich thudc: 50mm x 30m
X 30m
4.9 | Gidy in nhiét 58mm | Kich thudc: 58mm*30m. Tiéu chuan chat lugng 1SO
X 30m 13485
4.10 | Giay siéu am Kich thudc: 110mm*20m. Tiéu chuan chat lugng ISO
13485
4.11 | Gidy in anh mau Gidy in anh mau c& A4, mit bong muc uét
(Gidy in phun)
4.12 | Gel siéu @m Gel trong sudt, khong mau. pH 6,5 +0,75. Tiéu chuan
chét lugng 1SO 13485
4.13 | Ong nghiém EDTA | Kich thudc 12x75(mm). Nap xanh dwong. Tiéu chuan
K2 2ml chat luong 1SO 13485
4.14 | Ong nghiém Kich thudc 12x75(mm) Nap mau den. Tiéu chuan chat
Heparin lithium lugng 1SO 13485
2ml
4.15 Ong nghiém Citrate f)ng duoc lam béng nhya y té PP, kich thuéc
3,2% 2ml 12x75mm. Nap mau xanh 1. Tiéu chuan chat luong
ISO 13485
4.16 | Ong nghiém nhya | Ong nghiém nhya c6 nap. Tiéu chudn chét lugng 1SO
¢6 nip 13485
4.17 | Ong nghiém Ong nghiém EDTA nap cao su, mau sic xanh duong.
K2EDTA, nlit cao | Chat liéu 6ng PET, PP kich thudc 6ng 12x75mm. Tiéu
su, 2 mL, tiét triang | chuan chit lugng 1SO 13485
4.18 | B¢ ludi bang gd Puoc lam tir gd ty nhién, tiét trung bang khi EO. Kinh
thude 150mm x 20mm 2mm. Tiéu chuan chat lwong
ISO 13485
4.19 | Nhiét ké thuy ngan Chat liéu thuy tinh trong sudt, c6 vach chia do va dai
kep nach ALPOK2 | thity ngan. Tiéu chuan chét lugng 1SO 13485
4.20 | Ambu bdng bop Bo dung cu bao gdm thi chira oxy, mit na va diy dan
oxy lam bang nhua PVC, khong Latex.
4.21 | Huyét 4p + tai nghe | May do huyét ap co kém tai nghe
nguoi lon Pong ho chuan co vach chia tir khoang 20 ~300mmHg
Do chinh x4c + 3mmHg
Tiéu chuan chat lugng 1SO 13485
4.22 | May do huyét ap C6 vach béo tinh trang huyét p sau khi do va canh
dién tu bao loan nhip tim. Khoang do huyét ap: 0 — 300
mmHg. Khoang do nhip tim: 40 — 180 nhip / phut. Dat
tiéu chuan ISO 13485
4.23 | Tai nghe kham Tai nghe kham bénh tré em, nguoi 16n
bénh tré em, nguoi
16n
4.24 | Try cam panh Tru cam panh chét liéu inox




4.25 | Hoba chat diét khuan | Ham luong Clo hoat tinh
Chloramin B

4.26 | Duong glucose (goi | Thanh phan glucose, quy cach: 500g
500 gam)

4.27 | Dau Parafin (Chai | Chat 16ng khong mau, trong sut, khong mui, khong vi
500ml)

4.28 | Dau parafin vo Dau parafin 10ng v6 khuan dang dng 5ml.
khuan (6ng 5ml)

4.29 C‘éc innox dé bong, | Coc inox dé bong, con
con

4.30 | M gidy Pi tiét trang bang E.0.GAS. Thanh phan: Gac khong

dét khong tham. Tiéu chuin chat lugng 1SO 13485

4.31 | Bang keo thir nhiét | Bing chi thi tiép xtic cho goi dung cu tiét khuan bang
hép udt hoi nudc 24mm x 55m

4.32 | Dung dich tiét Dung dich ti¢t trung st dung trong may ti¢t trung
khuan sir dung Plasma
trong may tiét
khudn Plasma

4.33 | Miii nong tiy K- Miii nong tiy K-Files céc cd dung trong nha khoa
Files céc co

4.34 | Mui rlia tay H-Files | Mii riia tiy H-Files cac ¢& dung trong nha khoa
cac co

4.35 | Miii khoan rang cac | Miii khoan rang cac c& dung trong nha khoa
cd

4.36 | Kim nha khoa Kim tiém thudc té dung trong nha khoa. C& kim: 27G.

Dat tiéu chuan ISO

4.37 | Ong hit nuéc bot Ong hut nude bot dung trong nha khoa
nha khoa

4.38 | Dau tay khoan Dau tay khoan ding trong nha khoa

4.39 | Composite long nha | Composite long nha khoa dugc dung trong nha khoa
khoa

4.40 | Composite dac nha | Composite dac nha khoa dugc dung trong nha khoa
khoa

4.41 | Chét han tam Chat han tam Ceivitron duoc dung trong nha khoa
Ceivitron

4.42 | Gel Boi té nudu Té boi dung trong nha khoa Precaine 30g
rang dung trong
nha khoa

4.43 | Dung dich CPC Dung dich CPC dugc dung trong nha khoa

4.44 | B hut dom kin B hut dom kin 16p vo bang TPU dé bao vé 6ng thong

4.45 | TAm trai nylon tiét | Tiét trung bang khi EO.Gas. Kich thudc 100x130cm.
trung kich thudc Tiéu chuan chét lugng 1SO 13485
100 x 130 cm

4.46 | Khi oxy (5 lit/ binh) | Ham luong (% thé tich) > 99,5%

4.47 | Khi oxy (10 lit/ Ham luong (% thé tich) > 99,5%

Binh)




4.48 | Khi oxy (40 lit/ Ham luong (% thé tich) > 99,5%

Binh)

4.49 | Khi CO2 (10 lit/ Thanh phan: Cacbon dioxit, ham lwong (% thé tich) >
Binh) 99.5%

4.50 | Khi CO2 (40 lit/ Thanh phan: Cacbon dioxit, ham lwong (% thé tich) >
Binh) 99.5%

451 | Khi oxy hoa longy | Ham lugng (% thé tich) > 99,5%
teé chat luong
>99,5%

1.3. Cac yéu cau khac

* Yéu cdu gidy phép bdn hang: Nha thau dinh kém gidy phép ban hang hodc
tai liéu twong dirong cho cdc mdt hang c6 tong gid tri dw todn ciia mdt hang do trong
Ké hoach lya chon nha thau > 100.000.000 VND.

* Nha thau phdi nop cing véi E-HSDT cac tai liéu sau day:

Dbi voi toan bd hang héa:

- C6 Catalog hoic tai liéu k¥ thuat khac ctia Nha san xuét co ddy du ndi dung
chting minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoéa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh thong s k§ thuat d6i v6i cac hang hoa tham du thau theo yéu cau caa E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh x4c giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thut tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chimg nhan dat tiéu chuin quan 1y chat luong ISO 13485 hoic CE
hodc FDA hoic twong duong ctia nha san xut con hiéu luc véi cac mit hang tham
du.

- S6 luu hanh con hiéu luc bao gdm Sb cong bb tiéu chuan ap dung ddi voi
Thiét bi y té thudc loai A, B do S¢ Y té cap hodc SO gidy chimg nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
biy té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
56 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

Luuy:

- Trong truong hop Nha thau chimg minh hang héa chao thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc



thiét bi phy tro ding cho y té) thi Nha thau khong can nop S6 luu hanh va Két qua
phan loai Thiét bi y t& cho hang héa d6.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (Déi véi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sé 29/2024/TT-BYT ngay
03/11/2024 ctia 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 gia
ké khai hodc gia niém yét theo Khoan 1, Diéu 18, Nghi dinh sb 85/2024/ND-CP
ngay 10/07/2024 & Piém 7, Khoan 18, Pidu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai ndp céc tai liéu ching minh kha ning cung wng hang héa c6
ngudn goc ré rang va hop 1&, nham dam bao dap ting yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau sd
22/2023/QH15. Trudong hop Nha thau khong thé cung cap tai lidu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Piéu 140
Nghi dinh sb 214/2025/ND-CP.

Dbi vai yéu cau lap dat, giao hang, tudi tho caa hang hoa:

- Cam két tat ca hang héa cung cap méi 100%, chua qua st dung, c6 nguon
g6C Xuat X rd rang, con nguyén dai, nguyén kién theo quy cach déng géi cua nha
San Xuat,

- Giao hang trong vong 03 ngay lam viéc ké tir ngay nhan dugc don hang /
y&u cau cua Chu dau tu. Giao hang trong vong 12 gio trong trudng hop cap cau hoic
cac tinh hudng khan cap dot xuat.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa

dugc yéu cau sé& duge to chire tai Bénh vién Pa khoa Quéc Oai; Pia chi: S 73, Thon
Phti Qudc, Xa Qudc Oai, Thanh phdé Ha Noi. Hang hoa nha thau cung cép trude khi
dugc nghiém thu s€ dugc bén moi thau kiém. Bét ct hang hoa nao khong dam bao
chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.



