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

Muc 1. Yéu ciu vé ky thuat

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

1.1. Gidi thi¢u chung vé dw dnldw todn mua sim, géi thiu

- Tén du toan mua sam: Cung ing Vattuy té, cong cu dung cy, khiy té, sinh
phém va hoéa chat xét nghiém phuc vu hoat dong chuyén mon nam 2026 cua Bénh
vién Pa khoa y dugc ¢6 truyén - Phuc hoi chirc ning tinh Cao Bang.

- Tén go1 thau: Goi sb 1: Vat tu y té, cong cu dung cu.

- Chu dau tu: Bénh vién Pa khoa y duoc ¢ truyén - Phuc hdi chtrc nang tinh
Cao Bang

- Dia diém thuc hién: Bénh vién Da khoa y duoc cd truyén - Phuc héi chtc nang
tinh Cao Bang. Pia chi: T6 5 - Phuong Tan Giang - Tinh Cao Bang.

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

- Phuong thirc Iyra chon nha thau: Mot giai doan 01 ti hd so

- Nguoén von: Nguoén thu sy nghiép ciia don vi.

- Thot gian bt dau t6 chire lya chon nha thau: Quy [ nam 2026.

- Loai hop dong: Pon gia c¢o dinh.

- Thoi gian thue hién géi thau: 365 ngay ké tir ngay hop ddng c6 hiéu luc.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong sb k¥ thuat ctia hang hoa va cac dich vu lién quan
ching minh hang hoa do nha thau chao tuan tha cac thong sé k¥ thuat va cac tiéu
chuan dudi day hodc c6 ciu hinh twong duong. Bat ky thuong hiéu, nhan hiéu nao néu
c6 trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan chat luong,
tinh nang k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thdu hang héa cé nguéon
goc, xudt xit, nha san xudt, thwong hi¢u phi hop véi diéu kién cung cdp nhung
phdi dim bdo yéu cdu cé thong sé ky thudt, tinh néing siv dung, tiéu chudn céng
nghé “twong dwong” hodc tét hon so v6i cac yéu cau cu thé ¢ dudi va cung cap tai
liéu chirg minh su dap tmg t6t hon ctia hang hoa chao thau so véi yéu cau ctia HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:



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

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

(3) Tuwong twong vé tinh chit co khi va thudc tinh vat Iy caa vat liéu.

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

(5) Twong duong vé cong suit; hiéu suit, yéu cau thong sb 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) 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 tuong thich voi cac trang thiét bi hién co tai
Don vi stt dung (Chi dp dung doi véi cdc mdt hang sit dung cho mdy cé tai bénh vién),
bang mot trong cac cach sau:

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

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

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

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

- Nha thau phai c6 bang dap tmg vé k¥ thuit cta hang hoa chao thau theo céac

mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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- S6 cong b6 tiéu phan phoi (néu - Tai liéu

chudn dp dung doi c0) -> Nha thau chirng minh
Vi thiét bi y té cua bén thir ba
thuéc loai A, B
- Hodic S6 gidy

chirng nhan dang
ky luu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TTBYT A4, B, C,
D

INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.

Trueong hop Nha thiu cé tinh ké khai thong tin khéng trung thire nham virot qua buée danh gic vé ky thudt sé dicoc coi la hanh vi gian ldn trong
\ddu thau theo quy dinh tai Khoan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chd'p nhdn chiu xir Iy theo quy dinh cua E-
IHSMT va phdp lugt vé dau thau

- Nha thau phai c6 bang dap ung vé ki thuat caa hang hoa chao thau so sanh
v6i yéu cau ky thuat cia E-HSMT HSMT (dinh kém file word/excel + ban ky dong
dau, scan tai E-HSDT):
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HSMT tiét dap ung thudc E-HSDT (Highlight cac ndi
tirng muc) dung lién quan t&i M6 ta hang hoa
trén Tai liéu dan chiéu)

Tiéu chi dap - Tai liéu chung minh theo hudng




‘ Quy
Yéu cau | Quy cach . . cach
. A .. | Dapungky | _ .
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hoa so' moi khio) theo thiu hang
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thau
@ | @ ®3) (4) (5) (6) )
ung  tuong dan bén trén veé “Noi ham tuong
duong hodc duong”
t6t hon - Hoic tai liéu chirng minh mot s6
tinh nang k¥ thuat cia E-HSMT
dua ra 1a tiéu chi khéng co ban
(viéc khong dap ung khong lam
anh hudng toi tinh nang su dung
cia hang hoa du thau) dé T6
chuyén gia xem xét danh gia
“Chép nhan duoc”.
Tiéu chi gay Tai liéu ching minh yéu cau k¥
han ché nha thuat chi c6 duy nhat 01 nha san
thau (khong xuét dap ung
dugc xem xét
va danh gid)

Nha thau cam két nhiing ngi dung ké khai néu trén Ia chinh xéc.

Triong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khéng diing véi Thong sé ki thugt
ma Nha san xudt cong bo nham vieot qua buée danh gid vé ky thudt sé diroc coi la hanh vi gian ldn trong
dau thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit y? theo quy dinh ciia E-HSMT va phéap ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

Yéu ciu vé thong s6 k§ thuit (hoiic twong dwong, hoic tot

TT Tén hang hoa hon)

Puogc dét tdi thiéu tir soi 100% cotton co d6 tham hit cao, mém
mai.

- San pham mau tring, khong mdc, khong co doc t6. Khong
Biang cudn 10cm x 5 | chita chat gay di Gmg, khong c6 tinh bot hodc Dextrin, khong

m cd xo mun hoa tan trong nude va dich phu tang.

- Bo pH: Trung tinh

- Téc d6 hut nude: <5 giay.

- B ngdm nudce: >5gr nude/ 1gr gac.




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

- Kich thude: > (10cm x 5m)
- Tiéu chuan chat luong: ISO 13485 hoac twong duong

Bang keo ca nhan

Bing vai Viscose va Polyamide co gidn, khong tham nudec.
Gac thdm dich mau tring, gdm bong va phu boi 16p chdng dinh
Polyethylene khong gay dinh, gac tham hut tét. Keo oxyd kém
khong dung dung moi, khong gay kich ung da.
Kich thugce: 19mm x 72mm (+ 20%).

- Quy cach dong goi t61 thiéu: Hop 102 miéng.
- Tiéu chuan chat luong: ISO 13485 hoic twong duong

Bang keo cudn lya
2.5cm x 5m

Vai lua tring Acetate Taffeta thong thoang, dinh luong 63-
69g/m?, mat dg soi ngang 159-173 dtex, mat do soi doc 80-88
dtex nhe nhang va mém mai, dd bén kéo 5.0kg/12mm = 500g.
Phu keo Acrylic trong lugng 60g poly acrylic/m?, d¢ dinh
540g/12mm + 30g, khong chura latex va khong sot keo trén da
khi thao bang. Bang quan vao 16i nhya xanh, bo ring cua dé xé
ngang doc. Kich thudce: 2.5cm x 5m

- Tiéu chuén chit luong: ISO 13485 hoic twong duong

B day truyén dich

Van kho4 diéu chinh, kim chai san xuat tir hat nhua ABS
nguyén sinh.

Van thoat khi co thiét k& mang loc khi v6 khuan.

Buong nho giot thé tich > 14ml, c6 mang loc dich < 15pm.
Day din cdu tao tir chit liéu nhya PVC nguyén sinh, mém déo,
dai, d6 dan hoi cao, khong gy gap khi bao quan va st dung;
Do dai day truyén > 1700mm.

Day truyén dich kém kim thuong 23Gx1".

Pau nbi Luer lock c¢6 co ché xoay giup cho viéc gin két véi
kim ludn chic chan va dé thao tac khi str dung.

C6 gidy chimg nhan dat tiéu chuan CE, TCVN 6591-4: 2008,
tiéu chuan tiét tring EN ISO 11135, EN ISO 13485 hoic tuong
duong

Bom tiém 10ml

- Xy lanh dung tich 10ml duoc san xudt tir nhwa y t& nguyén
sinh trong sudt, nhin bong, khong cong vénh, khong c¢é ba via.
Vach chia dung tich rd nét.

- C6 thang chia dung tich hut tdi da dén 12ml, vach chia nho
nhét <0,2ml

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

- Kim lam bang thép khong gi, sac nhon, vat 3 canh. Kim cac
& 23Gx1", 25Gx1". Pdc kim c6 mau gitp phan biét ¢& kim
theo ti€u chuén quéc té va dugc gan chat voi than kim khong
gdy ro i, an toan khi st dung.

-Co glay chting nhan dat tiéu chuan CE, TCVN 5903:1995,
tiéu chuan tiét traing EN 1SO 11135, EN 1SO 13485 hoic twong
duong.




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

Bom tiém 20ml

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

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

- Pau con 1éch tAm giup cho viée duoi khi dé dang, thuan tién
- Kim 1am bang thép khong gi, sic nhon, vat 3 canh. Kim c&
23Gx1". Pbc kim c6 mau giup phan biét ¢& kim theo tiéu
chuén quéc té va duoc gan chit voi than kim khéng gay ro i,
an toan khi st dung.

- C6 gidy chimg nhan dat tiéu chuan CE, TCVN 5903:1995,
tiéu chuan ti¢t trung EN 1SO 11135, EN 1SO 13485 hodc tuong
duong.

Bom tiém 5ml

- Xy lanh dung tich 5ml, 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 hut tdi da dén 6ml

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

- Kim lam bang thép khong gi, sac nhon, vat 3 canh. Kim cac
¢d 23Gx1", 25Gx1". Pdc kim c6 mau gitip phan biét ¢ kim
theo tiéu chuéln qudc té va dugc gan chit v6i than kim khong
gay 10 ri, an toan khi st dung.

C6 gidy ching nhan dat tiéu chuan CE, TCVN 5903:1995, tiéu
chuan tiét trung EN 1SO 11135, EN I1SO 13485 hodc tuong
duong.

Bong dén hong ngoai

Cong suét cyuc dai 220V/50Hz- 250W
- Ti€u chuan chat lugng: ISO 13485 hoac twong duong

Bong y té thAm nudc
1kg

Bong y té tham nudc 100% bong xo thién nhién (100%) cotton,
c6 do thdm hut cao. Bong tréng, khong mui, mém min, dai,
khong bi toi, khong co xo ngoai lai, khong 13n tap chat.

Tdc do hat nude: Thoi gian chim <5 gidy

Do am: <8%, D¢ acid va do kiém: Trung tinh.

- Tiéu chuan chit luong: ISO 13485 hoic twong duong

10

Bot lién loai 10cm x
2m

Puogc lam tir bot thach cao chat luong tdt, do tinh khiét cao. Vo
1a gidy bac chéng am, 18i bang nhya, vai gac 100% cotton.
Thoi gian dong két nhanh tur 2-4 phut, tao khung dinh hinh nhe
va chic chén.

- Tiéu chuén chit luong: ISO 13485 hoic twong duong

11

Bot lién loai

20cmx2m

Puoc lam tir bot thach cao chat luong tbt, do tinh khiét cao. Vo
1a gidy bac chéng 4m, 15i bang nhua, vai gac 100% cotton.
Thoi gian dong két nhanh tir 2-4 phit, tao khung dinh hinh nhe
va chac chan.

- Tiéu chuan chit luong: ISO 13485 hoic twong duong




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

12

Bot lién loai 5 cm x2m

Puoc lam tir bt thach cao cht luong tbt, do tinh khiét cao. Vo
1a gidy bac chéng 4m, 15i bang nhua, vai gac 100% cotton.
Thoi gian dong két nhanh tir 2-4 phut, tao khung dinh hinh nhe
va chac chén.

- Tiéu chuin chit luong: ISO 13485 hoic twong duong

13

Chi khong tan cac c&

- Chi khong tan tong hop don soi Polyamid hodc Polyamid, cac
loai, cac SQ. ,
- Tiéu chuan chat lugng: ISO 13485 hodc tuong duong

14

Chi tan cac co (tu ti€u)

- Chi tan tégng hop da soi Polyglactin cac loai, cac ¢
- Tiéu chuan chat lugng: ISO 13485 hodc tuong duong

15

Cdn 1 dod 10% 120ml

- Povidon iodin 10%/120ml
- Tiéu chuan chat lugng: TCCS

16

Con y té Ethanol 70 d

Con y té dat 70 do. Trong suot, khong mau, c6 mui con dic
trung
Tiéu chuan chét lugng: ISO 9001 hoic twong duong

17

Cbon y té Ethanol 90 d6

Con y té dat 90 do. Trong sudt, khong mau, c6 mui con dic
trung i )
Ti€u chuan chat lugng: ISO 9001 hodc tuong duong

18

Dau con vang

Lam bang nhwa PP, khong c6 mang loc, dau tip tron (khong
khia) hodc dau tip san (co khia). Khong vé tring

Thé tich tdi da 200ul (trong duong 0.2ml)

Pat tiéu chuan: ISO 13485 hoic twong duong

19

Pau con xanh

Lam bang nhya PP, khong c6 mang loc, dau tip tron (khong
khia) hodc dau tip san (c6 khia). Khong vé tring

Thé tich t6i da 1000ul (tuong dwong 1ml)

Pat tiéu chuan: ISO 13485 hoic tuong duo’ng

20

Day tho oxy (ngudi
16n)

- Chat liéu nhya PVCy té, bao  gom day dan va gong mii

- Ong day mem chong vin xodn. B& mit tron nhén.

- Pau thd mém, c¢6 2 6ng thang dua vao mili mau tring trong,
khong co6 chit tao mau

- Ong day dan chinh c6 chiéu dai >2000mm, duong kinh ngoai
>5mm, 1ong ng c6 khia chong gap.

- Ong day nhanh c6 chiéu dai >500mm.

- Céc c0: tré so sinh, tré em va nguoi 16n

- Pong gbi 1 cai/ thi va tiét tring bang khi EO

- C6 gidy chung nhan dat tiéu chuin EN ISO 13485, EN ISO
11135 hodc twong duong

21

Diéu ngai

Thanh phﬁn:‘Ngéi nhung déc ché, huong liéu dugc thao, tinh
duoc bi truyén. Sdn pham chay lau, nong bén, khong rdt tan.




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

22

bién cuc oxy (chuyén
dung cho budng oxy
cao ap)

(Chuyén dung cho budng oxy cao ap)

Chét liéu: Bén ngoai bang nhya, bén trong bang sat, ndi véi cac
day mach dién.

bién ap cao nhét: 30KV Dién ap lam viéc: 0-10KV

Vit liéu: chiu nhiét chiu 4p lyc 16n nhat 20KV

23

Dung dich sat khuan
tay nhanh

Hoat chét: Ethanol 73,5% (w/w), Isopropanol 2,5% (w/w),
Chlorhexidine digluconate 0,5% (w/w).

H¢ dudng 4m, chat tao mau, huong liéu.

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

24

Gac cau

San xuat tir gac hut nudc 100% cotton ¢ do tham hit cao. Soi
san chic, déng déu, tréng, min, mém mai. Khoéng c6 doc td, da
duoc gidt sach, khong chira chat gay di Gmg, khong c6 tinh bot
hodc Dextrin, khong c6 xo' mun hoa tan trong nude va dich phu
tang. Kich thude: Fi30 x 2 16p, vo trung. Buoc dong goi bang
2 16p, mot 16p PE, mot 16p bang bao bi gidy. Tiét tring bang
khi EO.Gas.

Tiéu chuan chét lugng: ISO 13485 hodc twong duong

25

Gac Phau thuat 10x12
16p

Gac phau thuat 10cm x 10cm x 12 16p. Gac duge dét tir soi.
100% cotton c6 do tham hut rat cao. Soi san chac trang, mém
mai. Dung trong y té, dung dap vét thuong, vét mo cam mau.
Khong c6 doc t6, khong chira chét gay di ing, khong c6 tinh
bot hodc Dextrin, khong c¢6 xo mun hoa tan trong nudc va dich
phii tang. Tiét tring bang khi EO.Gas

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

26

Ging kiém tra dung
trong y té

Pugc san xuat tir cao su thién nhién va pht bot chong dinh.
Gang dung 1 1an, ding duoc cho ca tay trai va tay phai. Chiéu
dai t6i thiéu 240mm. Mirc d¢ bot ti da (mit trong chiéc ging):
10mg/dm2

Luc kéo dt t6i thiéu: Trudc gia hoa: >7,0N. Sau gia hod:
>6,0N.

Do gian dit t6i thiéu: Trudce gia hoa: 650%. Sau gia hoa: 500%
Tiéu chuan chat lugng: ISO 13485 hoic twong duong

27

Ging phau thuat tiét
trung cac so

San xuat tir cao su tu nhién, c6 ly tdm nham loai trir cac tap
chat, doc t6, c6 phu bot chng dinh, khdng gay kich ung da.
Ham lugng Protein <200ug/ dm2. Mirc do nhiém tinh dién
<100V. Luong bdt boi tron (mit trong chiée ging): max 80mg/
d6i. C6 cac c& 6.5-7.0-7.5- 8.0. Bé day min 0.18mm, chiéu dai
min 280mm, chiéu rong long ban tay size 6.5: 83+5mm, 7:
89+5mm, 7.5: 95+5mm.

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

28

Gel siéu am

Gel trong, dong chat, khong c6 vat la. Tan hoan toan trong
nudc. Khong gay kich ing trén da
- b6 PH: 4,0-8,0.




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

- Gi61 han kim loai ndng: < 10 Pmm

- G161 han arsen: < 10pmm

- Formaldehyd: khong c6

- Quy cach déng goi toi thiéu: can 5 lit

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

29

Gidy ghi di¢n tam do
12 can

Gidy dién tim 12 can. Kich thuc 210x140x200 to
Ti€u chuan chat lugng: ISO 13485 hoac tuong duong

30

Gidy ghi dién tdm d0 6
can

Kich thudc: 110mm x 140mm x 142 to, loai ¢6 dong ké, dang
tap.
Tiéu chuén chét lugng: ISO 13485 hodc twong duong

31

Giay in may nudc tiéu

Kich thude: 57mm x 30m x 12mm
Tiéu chuan chat lugng: ISO 13485 hoac tuong duong

32

Giay in siéu am den
trang

Dang cudn, chiéu rong 110mm, chiéu dai 20m. Dung luong:
Khoang 215 ban in cho mdi cudn.

Gidy in danh cho may in y té Sony. Kha ning chdng nude cao.
Ban in chat lugng va d6 bong cao. Tai thiét 1ap thang xam va
bé mat gidy chong tich dién. Gidy c6 do cong bé, tinh nang xé
gidy dé dang.

Tiéu chudn chét lugng: ISO 13485 hoac tuong duong

33

Khau trang y té 3 16p
(1 céi/tai)

Khau trang gidy khang khuan 4 16p gom 03 16p vai khong dét
3S va ¢ gitra la cac 16p loc khang khuan, quai deo mém khong
gay kich tng da. Hiéu suét loc > 90%. C6 gidy ching nhan dat
tiéu chuan: FDA, EN 1SO 13485; EN 1SO 11135, 1SO 9001,

CE hodc tuong duong.

34

Kim ciy chi (chi lién
kim tu ti€u/chi phau
thuat tu tiéu)

Kim cy chi (chi lién kim) cac loai, cac c&

- Kich thudce kim : tir 22G - 30G

- Chiéu dai kim : 15mm - 45mm

- Chiéu dai chi : 12mm - 80mm

- Buong kinh chi : 6/0

- Kim nhon, soi chi don. S¢i chi xodn nhe quanh than kim

35

Kim cham cuu vo
trung sir dung mot lan

Kim cham ctru vo tring dung mét 1an, Than kim dugc ché tao
bang soi thép y té khong gi loai 06 Cr19Ni10 (SUS 304). Can
kim dugc cudn bang soi thép y té khong gi, cac vong quin tron
déu va khit, khong co khoang cach, Cong nghé tiét tring
E.O.G.

Tiéu chuan chat lugng: ISO 13485, CE, FDA hoic tuong
duong.

36

Kim lay thudc cac sb
18G, 20G, 23G

Kim cac s6 18Gx1 1/2",20Gx1 1/2",23Gx1", Vi dyng kim c6
chi thi mau phan biét cac c¢& kim. Co gidy chimg nhan dat tiéu
chuén CE, tiéu chuén tiét trang EN 1SO 11135 hoic twong
duong.
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37

Kim ludn tinh mach
khéng canh, khdng
cura

« Kim ludn tinh mach, khong canh, khong cira, 2 duong can
quang.

* Catheter khang X0&n 6ng, chén birc xa dic biét dé dé truyén
v6i luu lwong toi vu.

« Kim lam tir thép khong gi, phu 1 16p silicon, sic bén véi ba
mat vat.

« Catheter san xudt tir nguyén liéu sinh hoc twong thich cao
gitip thoi gian lvu kim dai hon, ¢6 kha ning luu kim dén 96h.
« Chuoi kim 6m sat than kim dé dang thao téc.

« D& sir dung.

* Nguyén li¢u FEP

« Tiét tring bang khi EO

TCCL: ISO, CE, FSC Chau Au hoic tuong duong

« Thong s6 ki thuat: Size kim - luu luong chay

10291: 16G: 1.7x45mm - 200ml/min

10293: 18G: 1.3x45mm - 90ml/min

10295: 20G: 1.1x32mm - 61ml/min

10296: 22G: 0.9x25mm - 36ml/min

10297: 24G: 0.7x19mm - 23ml/min

38

Kim quang dan laser
ndi mach

San ph'fim duoc 1am tir chat liéu ETFE nén mém, déo va c6 thé
gilt dugc song song véi mach mau, it c6 kha ning lam ton
thwong tinh mach hon so véi kim lam bang thép. S¢i quang
loai don mode, duong kinh 0,5mm, chiéu dai 41mm. Kim chui
chiéu dai 25mm, mau tim dam lam béng nhua. Nép bao vé
dang hinh try, dai 60mm, nap 6ng nhra trong sudt. Pong goi
trong hop. gidy, duoc khir trung bang buic xa dé dam bao khong
¢6 vi khuan va chét gay sot.

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

39

Mii phau thuét khong
vo trung

Se}anhém lam tir vai khong dét Polypropylen cao cap, co thiét
ke 16 nho thoang khi, dam bao sy thong thoang.
Ti€u chuan chat lugng: ISO 13485 hodc tuong duong

40

Mask (mat na) thd
chuyén dung cho
budng oxy cao ap

- Chat ligu: Nhya PVC.
- Mask th¢ gom: 01 chup mask va 01 day chun
Chuyén dung cho budng oxy cao ap

41

Ong dung miu huyét
thanh c6 nap 2ml

Ong nghiém nhya kich thude 12x75mm, san xuét tir nhya PP
nguyén sinh khong doc, duoc phép sir dung trong y té. Nap
mau do, khong chira hoa chit.

Pat tiéu chuan EN 1SO 13485, CE hoic tuong duong

42

Ong nghiém liy méau
K2 EDTA nap nhya

Chat liéu: Ong dugc 1am bang nhya y té PP , kich thudc ong
12x75mm, Nip bang nhya LDPE mau xanh duong. Hoa chat
bén trong Ia Dipotassium Ethylenediaminetetra Acid (EDTA
K2) voi ndng do tiéu chuan dé giir cac té bao trong mau nhat 1a
tiéu cau ludn & trang thai tach roi toi da tir 6 - 8 gid. Dung
trong xét nghiém huyét hoc (cong thirc mau va xét nghiém




TT

Tén hang hoa

Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
hon)

HbA lc..).Hba chét bén trong dung khang dong cho 2ml mau
v6i vach 1dy miu 2ml riéng biét trén nhan éng.

Ong nghiém khong bi nit v, ro ri khi ly tdm véi toe d6 6000
vong/phat

Dat tiéu chuan EN ISO 13485, CE hoic tuong duong

43

Ong nghiém ldy mau
Lithium Heparin nap
nhua

Chat liéu: Ong duoc 1am bang nhya y té PP, kich thudc 6ng
12x75mm, Nip bang nhya LDPE mau den. Hoa chit bén trong
1a chat khang d6ng Heparine Lithium. Dung dé tach huyét
turong 1am xét nghiém dién giai 46 (Na,, K,, Cl,...trir Li,), khi
mau. Ngoai ra con st dung cho cac xét nghi¢ém sinh héa dac
biét 1a NH3 va dinh lugng Alcool trong méu.Hoéa chit bén
trong ding khang dong cho 2ml mau véi vach lay mau 2ml
riéng biét trén nhan ong.

Ong nghiém khong bi ntt v, 1o ri khi ly tim véi toe d6 6000
vong/phat

Dat tiéu chuan EN ISO 13485, CE hoic tuong duong

44

Ong nghiém thay tinh
D16 x 160

Thiy tinh trong sudt, khong vach chia, 6ng tron.

Kich thudc (mm): 16 x 160 x 0.6

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong hoic
tuong duong

45

Phim dung cho chup
X- quang y té
(20x25cm)

Kich c6: 20x25cm

Phim dung cho chup X-Quang y té. Quy cach dong goi tbi
thiéu: 100 phim/ hop.

Str dung cho cac dong may in nhiét Fujifilm

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

46

Séap Parafin

San pham dang sap mau trang, khong mui, khong vi, khong
hoa tan trong nudce
Ti€u chuan chat lugng: ISO 9001 hodc twong duong

47

Vién nén khtr khuan

Thanh Phan ham lugng hoat chat:

* 50% W/W :Natri dichloroisocyanurate (NADCC)/Troclosene
Sodium.

* Sodium Bicarbonate: 24%

* Adipic Acid: 21%

* Sodium Sulphate: 5%

Do pH trung tinh

Kha nang phan ra <7 phut trong 500ml dung dich

- D§ cimg >49N

-Trong luong vién: 3,25g /vién

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

48

Bo tiéu phau ngoai
khoa

Chat liéu: Thép khong gi. Bo 24 chi tiét

Tiéu chuan hé thong quan 1y chat lugng clia nha san xuat thiét
bi: ISO 13485, ISO 9001, CE hodc tuong duong

Nam san xuét thiét bi: 2025 tré vé sau. Méi 100%
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49

Bo trung phiu ngoai
khoa

Chat liéu: Thép khong gi. Bo 27 chi tiét

Tiéu chuan hé théng quan 1y chét luong clia nha san xuét thiét
bi: ISO 13485, ISO 9001, CE hodc tuong duong

Nim san xuét thiét bi: 2025 trd vé sau. M&i 100%

50

Dén hong ngoai

Cong suat: 220V/60W —250W

Dién thé: Tuy thudc vao bong dén. C6 chirc ning Dimmer ting
giam do noéng, tng dung chiéu sau hoidc rong, ting hiéu qua
diu tri

Day ngudn: 2m8 - 3m

Chiéu cao: tir Im — 1,7m

C6 dinh vi xoay linh dong dén gan 360 4o

Puoi dén E27 sir dung nhiéu loai bong dén.

D6 bén cao

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

51

Hop dung bong con

Chat liéu: thep khong gi
Ti€u chuan chat lugng: ISO 13485 hodc tuwong duong

52

Huyét ap + 6ng nghe

Pong hd chuan vach chia tir 20-300mmHg, d6 chinh xac +/-
3mmHg, qua bop lam bang chit liéu cao su chéng oxy hoa co
d6 bén cao, dong ho ap luc hién thi ap suat chuan.

Ong nghe c6 do tmyén am chat lugng cao, bo khuéch dai am
thanh bang chat liéu Aluminium, dng dan bang chat liéu cao su
da nhiét d61 hoa, nghe ém, khong dau tai.

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

53

Ludidao 11, 21

Ludi dao dugc lam tir thép carbon hoac thép khong gi. Céc c&
11,21. Puoc dong gbi trong thi gidy bac riéng 18, tiét tring
bang tia gamma.

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

54

May dién cham

Céc loai song xung: song lién tuc, day dac, tung hoi, lan tan,
tan sb tho

Tan suét diéu chinh: (10+/-3) dén (50+/-10) lan/ phit.
Nguén dién DC9V hoidc 220V/110V

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

55

Xe tiém 2 tang

Chat liéu : Inox 304/ inox 201/ inox 430

- Kich thudce: Dai x Rong x Cao (650x450x800mm) (+5%)

- Khung xe bang hop 20x20x0.8mm

- Mit xe bang inox tdm gap hinh chir nhat dugc dap lién thanh
khay

-Toan by mat xe dugc bao quanh boi 4 lan can hdp
10x10x0.8mm cao 50mm.

- Xe ¢6 4 banh ®65, 2 banh c¢6 khdéa ham, 2 banh tron

- Toan bo xe dugc han theo cong nghé han Tig va dugc danh
béng dat tiéu chuan




Yéu ciu vé thong sé k¥ thuit (hoiic twong dwong, hoic tot
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- Xe c6 thé lap ghép hodc thao roi
Tiéu chuan chat lugng: ISO 13485 hoic twong duong

TT Tén hang hoa

Chat liéu : Inox 304/ inox 201/ inox 430

- Kich thuédce: Dai x Rong x Cao (650x450x900mm) (+5%)

- Khung xe bing hop 20x20x0.8mm

- Mit xe bang inox tim gip hinh chit nhat duoc dap lién thanh
Khay

-Toan by mat xe dugc bao quanh boi 4 lan can hdp
10x10x0.8mm cao 50mm.

- Xe ¢6 4 banh ®65, 2 banh c6 khoa ham, 2 banh tron

- Toan bd xe dugc han theo cong nghé han Tig va dugc danh
bong dat tiéu chuan

- Xe c6 thé lap ghép hodc thao roi

Tiéu chuén chét lugng: ISO 13485 hodc twong duong

56 | Xe tiém 3 tang

1.3. Cac yéu cau khac
* Nha thau phdi ngp cing véi E-HSDT cdc tai liéu sau day:
Dai véi toan bd hang héa:

- C6 Catalog hodc tai liéu k¥ thuat khac cua Nha san xuét co dﬁy da ndi dung
chtrng minh cac dic tinh, théng sb ki thuat di véi cac hang hoa chao thau (Néu 1a
ngdn nglt nudc ngodi phai co ban dich sang tiéng Viét) c6 day du nodi dung ching
minh thong s k¥ thuat dbi voi cac hang hoa tham du thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh xac giita ban gbc va ban dich). Pong
thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang héa dap ing yéu
ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Déi v6i hang hoa 12 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic tuong
duong hodc CE hodc FDA hoac tuong duong cia nha san xuét con hiéu luc véi cac
mat hang tham duy.

- S6 luu hanh con hiéu luc bao gdm S6 cong bb tiéu chuan ap dung ddi véi
Thiét bi y té thudc loai A, B do S& Y té cip hodc S6 gidy chting nhan ding ky luu
hanh d6i v6i Thiét bi y té thudc loai C, D do Bo Y té cap 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 cua



Chinh phu. Déi véi truong hop S6 luu hanh hét hiéu luc, d& nghi Nha thau giai trinh
kha ndng cung tng hang hoa.

Luuy:

- Trong truong hop Nha thau ching 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 phu tro dimg cho y té) thi Nha thau khong can nop S6 luu hanh va Két qua
phan loai Thiét bi y t& cho hang héa do.

- Nha thau phai cam két hang hoa chao thau di dugc ké khai gia (P6i v6i hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s 29/2024/TT-BYT ngay
03/11/2024 ctia BO Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia ké
khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh 85/2024/NP-CP ngay
10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/NB-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 cac tai liéu chimg minh kha ning cung tng hang héa c6 nguon
goc ré rang va hop 18, nham dam bao dap ing yéu cau vé nang luc k¥ thuat theo quy
dinh vé “Piéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau sd
22/2023/QH15. Truong hop Nha thau khong thé cung cap tai lidu chirng minh, Nha
thau s& khong du diéu kién xét tring thau theo hudng dan tai Khoan 19 Diéu 140 Nghi
dinh sb 214/2025/ND-CP.

Ddi voi yéu cau lip dat, giao hang, tudi tho cua hang héa:

1. Cam két tat ca hang hoéa cung cap méi 100%, san xuat tir nam 2025 tro di
chua qua str dung, 6 ngudn géc Xuat xa rd rang, con nguyén dai, nguyén kién theo

quy cach dong goi ciia nha san Xuat.

2. Tai budc ddi chiéu tai liéu, nha thau cung cip hang hoa dé Bén mua tién hanh
X&c nhan gia tri st dung ctia phuwong phéap trong Quan ly chat lugng xét nghiém theo
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cua Bo Y té; trong truong hop thir
nghiém hang hoa thyc té khong dap ung diing tinh nang k¥ thuat da chao tai E-HSDT
va yéu cau ky thuat caa E-HSMT thi duoc hiéu nha thau khong dap ung danh gia vé
k¥ thuat. Trong truong hop nha thau khong déng y cung cap hang hoa thir nghiém tai
budc dbi chiéu tai liéu, hang hoa cung cap theo Hop ddng sau khi Bén mua thir nghiém
khong dap tmg duoc Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cua Bo Y té, nha



thau s& bi cham dut hop ddng va Bén mua sé& ra Quyét dinh xt Iy vi pham va ding tai
lén Hé thdng mang dau thau Quéc gia.

3. Cam két cung cip hang héa trong thoi gian 3 ngay 1am viéc ké tur ldc nhan
duoc don hang ctia Pon vi, d6i véi truong hop giao hang géap, dot xuat: trong vong 48
gio.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém céc hang hoa dugc
yéu cau s& duoc to chirc tai Bénh vién Pa khoa y dugc cd truyén - Phuc héi chtc nang
tinh Cao Bang; Pia chi: T6 5 - Phuong Tan Giang - Tinh Cao Bang. Hang hda nha
thau cung cép trude khi duge nghiém thu s€ duge bén moi thau kiém. Bat cu hang hoa
nao khdng dam bao chat luong theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc
nghiém thu.



