Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu chu vé ky thuét

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

- Tén dy toan: Mua sdm vat tu y té nim 2026 cua Trung tdm Y té Kinh Mon;

- Tén goi thiu: Mua sfm vittuy té nim 2026,

- Chi ddu tu: Trung tdm Y t& Kinh Mén;

- Hinh thirc Iyra chon nha thau: Chao hang canh tranh, qua mang;

- Phuong thirc lya chon nha thdu: 01 giai doan, 01 tui hd so;

- Loai hop dong: Don gi4 cb dinh.

- Thoi gian thye hién g6i thau: Trong vong 12 thang ké tir ngay hop ddng ¢6 hiéu lyc.

- Pia diém cung cAp hang hoa: Trung tdm Y t& Kinh Mén; Dia chi: S 294, duong
Trén Hung Pao, phuong Kinh Mén, TP.Hai Phong.

1.2. Yéu ciu vé kj thudt:

1.2.1. Yéu ciiu chung:

- Hang héa duoc cung cdp phai 1a hang hda méi 100%, chua qua st dung, san xuét
nam 2025 tr& vé sau va phai la hang héa chinh hang.

- Nha thau phai dé xuét cu thé ky ma hiéu (nu c6), nhan hiéu, xut xi, hing san
xuit. Trudong hop nha thiu khong dé xudt cu thé ky ma hiéu (néu c6), nhan hiéu, xuét xu,
hang san xuét thi E-HSDT cua nha thau khong dugc xem xét, danh gia (nha thau khong
dwgc tham chiéu t6i cic ndi dung khac trong E-HSDT ma phai dé xuét cy thé theo mau tai
Chuong IV).

- D4i véi hang héa la thiét bi y té, nha thiu phai cung céip cac tai lidu sau day:

+ Bén phéan loai thiét biy té dugc ding tai trén H¢ théng dich vu cong truc tuyén ve
quan Iy thiét bi y té cia Bo Y té (IMDA) theo quy dinh.

+ Céc tai liéu chimg minh theo quy dinh tai Diéu 22 Nghi dinh 98/2021/ND-CP va
céc van ban sira dbi, huéng din thi hanh:

+ Gidy chtrmg nhan luu hanh/ Phiéu tiép nhan hd so cong bd tiéu chuin/ Gidy phép
nhap khau con hiéu lyc phil hgp véi hang héa duge xéc dinh 14 thiét bi y t& du thdu theo
quy dinh tai Nghi dinh 98/2021/ND-CP va cac vin ban sira dbi, huéng din thi hanh:

* Pbi voi thiét bi y té loai A, B: Phiéu tiép nhén hd so cong bé tiéu chuin (s luu
hanh) ctia co quan c6 thim quyén va tai liéu chimg minh S6 céng b tiéu chuin da dugc
cong khai trén H¢ théng dich vu cong truc tuyén vé quan ly thiét bj y té ctia BO Y té.

* Pbi voi thiét bi y té loai C, D: Gidy chimg nhan ding ky Iwu hanh (s6 luu hanh)
do Bo Y té clp.

+ Tai li€u chirng minh nhén hang héa theo quy dinh ctia phap ludt hién hanh.

+ Hudng dén sir dung thiét bi y t& (néu bing tiéng nude ngoai phai c6 ban dich tiéng
Viét kém theo).



+ Thong tin vé co s& bao hanh, didu kién va thoi gian bao hanh, trir trudng hop thiét
bi y té str dung mdt 1an theo quy dinh ctia chi s hiru thiét bj y té hodic ¢6 tai liéu chimg
minh khong c6 ché dg bao hanh.

+ Gidy phép nhap khdu ddi v6i nhitng thiét bi y té nhap khéu phai cip Gidy phép
nhap khau theo quy dinh ciia Bo Y té.

+ Tai liéu ching minh dd thuc hién ké khai gia theo quy dinh tai Thong tu sb
29/2024/TT-BYT ngay 03/11/2024 ctia BO Y té (4p dung véi trudng hop thiét biy té thude
danh muc phai ké khai gia).

- Tai ligu chimg minh dic tinh, thong s6 k§ thut ctia hang hoa du thiu: Nha thiu
phai cung cip catalogue hoic tai lidu k¥ thuat cé day dii noi dung chirng minh cac dic tinh,
thong s6 k§ thuat ciia hang héa du thau va duge dén chiéu o rang,

- i véi cac san pham yéu ciu dat tidu chuan ISO 13485 hoic twong dwong thi nha
thau phai ngp kem E-HSDT: Giéy chitng nhén con hi¢u lyc tinh dén thoi diém dong thau.

- Cam két ban giao cho chu diu tu cac gidy t& sau khi giao hang;

+ Trudng hop hang héa nhap khéu: Gidy ching nhén xudt xt (CO), Gidy chiing
nhan chét lugng san phdm ctia nha san xudt (CQ) va cic gidy to lién quan khéac theo quy
dinh déi véi hang hoa nhap khau.

+ Trudng hgp hang héa san xuét trong nude: Gidy chimg nhan xuét xudng, héa don
ban hang va gidy bao hanh ctia nha san xuét hoic dai Iy phan phdi (néu co).

- Tét c& cac tai liéu chirng minh sy phit hgp ctia hang hoa néu bing tiéng nude ngoai
phai dugc dich sang tiéng Viét. Nha thdu phai chju trach nhiém vé tinh chinh xac, tinh phap
Iy ctia ban dich so véi ban gbe.

- Nha thiu c¢6 cam két chju trach nhiém vé tinh chinh xac cta céc vin ban co yéu tb
nuée ngoai, vin ban va catalogue ciia nha san xuit. Trong trudong hop nghi ngd gian lan
tai liéu, Chui du tu s& yéu cdu nha thau cung cip ban gbc dé dbi chiéu (co hop phap hoéa
lanh su).

- - Nha thiu chiu trach nhiém vé tinh trung thye, chinh xac cta cac thong tin, thong
s6 k¥ thuat do nha thau cung cép. Trong trudng hop phat hién thong sé tai tai liéu nha thiu
cung cip co su khic biét so vai thong tin trén website ctia hang san xuét hodc trudng hop
can thiét khac, Chi ddu tu c6 thé yéu cdu nha thiu lam 5. Moi gian l4n vé hd so, tai liéu,
cac thong sé k¥ thut clia hang hoa cta nha thiu 1a cin ctr dé Cha dau tu dé nghi cAm tham
gia hoat dong déu thiu, tao canh bao trén Hé théng mang déu thiu qudc gia hojic chuyén
cac co quan chure ndng xur ly theo quy dinh.

- Céc tai liéu chirng minh sy phit hgp ctia hang hoa du thiu duge danh ddu vao céc
thong s6 ky thuat va céc ndi dung dé xudt dé ching minh tinh dap (ng ctia hang hoa, cac
tai licu dugc phan loai thanh tirng file riéng va ghi tén file twong (ing vai tirng tai li¢u, scan
dinh kém E-HSDT dé Chu dau tu thuén tién trong viéc kiém tra, danh gia.



1.2.2. Yéu ciiu ky thudt chi tiét:

Yéu cAu nha thiu tom tét thong sb k¥ thuét ctia hang hoa chirng minh hang héa do
nha thau chao déap mg céc ndi dung yéu ciu k§ thuat duéi day hodic dép g tét hon. Bit
ky thiwong hiéu, nhin hiéu nao néu cé trong bang yéu ciu kjj thufit déu mang tinh chiit
minh hoa cdc tiéu chudin chiit liwong, tinh ning kj thudt yéu ciu. Nha thau cé thé lya
chon dy thdu hang héa c6 ngudn gde, xuét xir, nha san xudt, thuong hiéu pht hop véi diéu
kién cung cAp nhung phai dam bao yéu cdu c6 thong sb k§ thuat, tinh nang sir dung, tiéu
chufn cong nghé “twong dwong” hogic tét hon so véi cic yéu cau cu thé & dudi va cung
cép tai liéu chiing minh sy dap ting t5t hon ctia hang héa chao thau so véi yéu cau cia E-
HSMT. “Tuong duong” c¢6 nghia la ¢6 chét lugng, tinh ning sir dung bing thong s6 moi
thAu. Nha thau ¢6 vin ban giai trinh, cung ¢ip tai liéu chimg minh hang héa nha thau chao
c6 thong sb ky thuat twong dwong hoic t6t hon. Trudng hop nha thiu khong cé vin ban
giai trinh, tai liéu chirmg minh thi don vi tu vén tién hanh danh gia theo ding tai ligu ky
thuat trong E-HSDT cuia nha thau. T4t ¢4 hang héa phai dap tmg céc yéu cdu k§ thudt tai
E-HSMT thi méi duge coi la dap ing va duge xem xét, danh gia ¢ bude tiép theo.

Yéu cau ky thudt chi tiét theo bing duwdi day:

Danh muc hang

p Yéu ciu ky thuft Ghi chu
héa

STT

Bong y té tham nude, 100% bong xo thién nhién, Bong
trfmg, kh6ng mui, mém min, dai, khong bi toi va ¢ do thAm
hat rit cao. Béng dang dai, duwge cudn thanh cudn chiic, dap
irng yéu cAu ctia ngudi sir dung. Khong doc té va khong gy
1 | Bong di tmg, khong c6 tinh bot, khong ¢6 xo mun hoa tan trong
nude va dich phu tang. Tée dd hut nude < 5 gidy. D§ acid
va do kiém: Trung tinh; Ham lugng chét béo: Khong vugt
qué 0,5%. Céc chét tan trong nuoc: < 0,5%; Do dm: < 8%:
Dat tiéu chuin ISO 13485 hoic twong dwong.

Thanh phén:

- Hoat chét: Chlorhexidine digluconate (chlorhexidine
gluconate) > 4,0 % (w/w); Poly(hexamethylene biguanide) |
hydrochloride > 0,1 % (w/w).

- Hé chét dudng da, dudng 4m: Glycerine, PEG-7
Dung dich rira Glyceryl Cocoate, Propylene glycol,... '

tay phau thuét - Chét hoat dong bé mit: Cocamidopropylamine Oxide,
Lauramine Oxide, Cocamide Diethanolamine,
Caprylyl/Decyl glucoside. )

- Chat di€u chinh pH, chat lam déc, chat tao mau, huong
lidu.

Pat tidu chudn ISO 13485 hodc tuwong dwong.

Thanh phén:

- Hoat chét: Ethanol > 50 % (w/w), Isopropanol > 28 %
(w/w), Ortho-Phenylphenol > 0,15 % (w/w).

Dung dich rira - Hé dudng 4m: Glycerine, Cyclopentasiloxane,

tay thi thuét Caprylic/Capric triglyceride, Dipropylene glycol,
Glycerin, Glycereth-26,...

- Chét tao gel: Acrylates/C10-30 Alkyl Acrylate.

- Chét diéu chinh pH.




- Huong liéu, nude tinh khiét.
- Ham lugng Methanol: <2000 mg/l
Dat tiéu chuan ISO 13485 hodc tuong duong.

Dung dich rtra
tay nhanh

Thanh phén:

- Hoat chit: Ethanol > 70% (w/w), Isopropanol > 2,5%
(w/w), Chlorhexidine digluconate (chlorhexidine
gluconate) > 0,5% (w/w).

- Hé dudng 4m: Glycerine, Caprylic/Capric triglyceride,
Cyclopentasiloxane, Glycereth-26, Olive Oil PEG-7
Esters, Dipropylene glycol,..

- Chét tao mau, huong liéu.

- Nudc tinh khiét.

- Ham lugng Methanol: <2000 mg/l

Pat tiéu chudn ISO 13485 hoiic twong duong.

Dung dich khtr
khuan mic do
cao

Thanh phan: Glutaraldehyde > 2%, dung dich dém pH= 5-
6

Hiéu qua sau thoi gian ngam tdi thidu 10 phut.

Hi¢u qua vi sinh (phase 2, step 2)

Vi khuén: EN 14561

Ném, mdc: EN 14562

Mycobacterium (Truc khuén lao): EN 14563

Thoi gian d6 ra chiu ngam: Tdi da 30 ngay

Dat tiéu chuén ISO 13485 hoic tuong duong,

Dung dich khir
khuan dung cu

Thanh phan Glutaraldehyde > 2,5 % (w/w), chét chong an
mon, chit dém phosphate, nudc tinh khiét.

H¢ dgm pH= 5-6.

Hiéu qua sau thoi gian ngam tdi thidu 10 phut.

Higu qua vi sinh (phase 2, step 2)

Vi khuan: EN 14561

Nam, mébc: EN 14562

Mycobacterium (Truc khudn lao): EN 14563

Thoi gian d ra chiu ngdm: T6i da 30 ngay

Test thir di kem tuong thich véi san phdm, ndng dod hoat
chét c6 tac dung t6i thidu: > 1,5%(w/w).

Dat tiéu chuén ISO 13485 hoic tuong duong,

Vién khtr khudn
2,5g

Vién nén khir khudn - dang vién sti - hoa tan nhanh trong
nudc tao dung dich acid hypochlorous (HOCI) cho tac
dung diét khuén t8i wu nht. Dang hypoclorous acid khong
phan ly cé tac dung diét cac mam bénh do tac dung clorine
héa mang protein va hé thong enzyme.

Dung dich tiy
rira dung cu cé
hoat tinh
Enzyme

Thanh phan:

- Enzyme: Protease subtilisin > 5,0 % (w/w)

- Chét hoat dong bé mit anionic va non-ionic: Fatty
alcohol alkoxylate...

- Chét chbng an mon: Benzotriazole.

- Chat diéu chinh pH: Triethanolamine.

- Chét khéa ion kim loai nang.

- Chét tao mau, chét pha bot, chét bao quan nhom
Isothiazolinone, huong liéu.

- Dung mdi: Glycerin, Nudc tinh khiét. ,
pH trung tinh: 7-8 (& 20°C); dé dang twong thich vi nhiéu




loai vat li¢u, khong gy dn mon kim loai
Bat tiéu chuan ISO 13485 hodc tuong duong.

Béng keo lya

Vai lya Taffeta trang, lam bang s¢i cellulose acetate tir cac
nude G7. '

- Keo Zinc oxide va céc thanh phén: Zinc dibutyl
dithiocarbamate, SIS copolymer, Lanolin stellux AIPF,
Titanium dioxide, Styrenic Block Copolymers, dau
khoang tréng.

- Kich thuédce cudn: 2,5¢cm x 9,1m.

Pat tidu chuén ISO 13485 hoic twong dwong.

10

Gac hat y té
(gac mét)

Gac duge dét tir sgi 100% cotton ¢ dd thim hut cao.
Khdng c6 doc t6, da duge giit sach. Khong chira chit gay
di rng, khong c6 tinh bot hodc Dextrin, khong c¢6 xo mun
hoa tan trong nuée va dich phu tang. Tde dd hut nude <5
gifly. P ngdm nudce > Sgr nuwée/1gr gac. Chét tan trong
nude < 0,5%. Po pH: trung tinh. Do tring: > 80% +/-
10%. Mubi kim loai: khong qua ham lugng cho phép.
Ham lugng chét béo: khéng vugt qua 0,5%.

Pat tiéu chuin ISO 13485 hoic twong duong.

11

Sonde da day

- Déy dan dugce san xuét tir chat lidu nhyra PVC nguyén
sinh, mém, déo, tron giam ton thuong niém mac.

- Cac ¢& 5,6,8,10,12,14,16,18. Mau theo ¢& s6 d& nhin
biét.

- C6 néip va khong nip.

- Tiét tring bing khi E.O

Pat tiéu chudn ISO 13485 hoic twong duong.

12

Day thé oxy

- Lam tir nhya PVC, an toan tiét khuén, khong doc hai.

- Ddy mém. Thanh trong long 6ng diy c¢é hinh sao cé tac
dung chdng khong bi téc nghén khi oxy khi dng day bi dé
bep hay bi gdy gap. Mot dau gin phéu, mét ddu gin co 2

nhanh. Chidu dai ddy thé oxy > 1.5m.

- Tiét tring bang khi EO.

Dat tidu chudn ISO 13485 hoiic tuong duong.

13

Ong théng tiéu

- Than ng mém mai

- Pugec tiét tring va dong goi ri€ng timg tui.
-Céccd: 8,10, 12, 14, 16

Pat tiéu chuén ISO 13485 hoic tuong duong.

14

Ong x6ng ni¢u
quan

Stent ¢6 hai ddu udn, dirge sir dung dé thoat dich tam thoi
tir khiic ndi bé than - nidu quan dén bang quang. Mdi san
phdm duge bao quan trong tii 01 Nilon tiét tring, sir dyng
I lan.

Gdm: 1 éng xong dudng kinh 3~8Fr dai > 26¢m, 01 que
ddy, 01 chi rut. '

Dat tiéu chufin ISO 13485 hoc tuong duong.

15

Ong ndi khi
quan

- Chét liéu: nhya PVC trong sudt.

- Khong chira cao su, khong chira DEHP.

- Tiét tring bang khi EO.

Pat tiéu chuén ISO 13485 hoic twong duong.

16

Duyng cu chong
can ludi

- Puge lam bing nhya PE/ PVCy t& khong doc hai hodic
tuong dwong. Cong 90 d3, diu ndi tiéu chuan 15mm, c6
dudmg can quang xuyén sudt chidu dai 6ng.

- Cac ¢&: 60mm, 70mm, 80mm, 90mm, 100mm.




- Tiét trung bang khi EO.
Dat ti€u chuan ISO 13485 hodc tuong duong.

17

Sonde hut nhét

Céc 56 5-6-8-10-12-14-16-18. San pham duoc két céu 02
phin. Khéa van va day dan. Dy dan dugc san xudt tir chét
liéu nhya PVC nguyén sinh khéng chira DEHP, nhua
trong, nhiin béng tranh gy ton thuong, x4y xudc niém
mac, diu day hat c6 2 mat phy dé hut. Day c6 do dai >
55cm. Khoa van chia nhiéu mau dé phan bit gitra cac s,
c6 2 loai ¢6 ndp va khong nap Bao bi ¢c6 miéng gidy thoat
khi EO 2,8x2,8 cm dé thoat hét du lugng khi EO trong qua
trinh ti€t trung.

Dat tiéu chudn ISO 13485 hoic tuong duong.

18

Ong théng hau
mon

Pugec lam tir nhwa PVC khong doc hai, khong gdy kich
ting. Phan biét kich c¢& theo mau sic. Pugc tiét tring bing
khi EO

Pat tiéu chudn ISO 13485 hoic tuong duong.

19

Ong théng tidu
3 nhanh

- Chét liéu 100% cao su thién nhién mém, co pht dau
silicon tron nhin giam kich tng.

- Loai 3 nhanh.

- Céc c& 16-24 duge phén biét theo mau sic.

- Dung tich béng: 3ce-5cc, Sce-10cc, 15¢e-30ce

- L4 thong tiéu 16n va tron

- Trang silicon trong long éng

- Tiét triing bang khi EO

Dat tiéu chudn ISO 13485 hoic tvong dwong.

20

Ong thong tiéu
2 nhanh

- Chét liéu 100% cao su thién nhién, ¢6 phu silicon tron
nhin giam kich tmg.

- Loai 2 nhanh

- Céc & 6-26 dugc phan biét theo mau séc.

- L& thong tiéu 16n va tron

- Tréng silicon trong long éng

- Tiét tring bing khi EO

Dat tiéu chudn ISO 13485 hoiic tuong dwong

21

Ong dn luu

Chit liéu nhya PVC hoic twrong dwuong, mau tlang tu
nhién, dé dang quan sat bén trong. Ong day mém déo, ¢6
tinh dan héi cao gitip thuan tién khi thao tac. Dung dé thai
dich. Dugc tiét tring bing khi EO. Ong dén lwu c6 16 va
khéng 13.

Pat tiéu chuén ISO 13485 hodic tuong duong.

22

Bo thong rtra da
day kin

Bo rira da day hé thong kin gdm 01 tai dich véao, 01 tai
dichra )
K&t noi véi nhau bang hé thong diy dan kin.

23

Ong hit thai

- San xuét bang nhya PVC

- Ong nhua trong, mém déo. Pau hat tron lang khong ba
via

- Céc sb

- Tiét tring bing khi E.O

Dat tidu chudn ISO 13485 hoiic tuong duong.

24

Ong hat nuée
bot

Kich thude: ng @6,5 mm - chiéu dai > 140 mm. Ong
nhua trong, c¢é day kim loai dugce che kin trong thanh ong,.
Dat tiéu chuin ISO 13485 hoic tuong duong.




25

Mit na thé oxy
cé thi

- Lam tir nhya PVC, mém, trong sudt, day khdng bi vin
x0dn,

- Puoc thiét ké cho viée truyén khi oxy qua duong miéng
voi mire d tap trung oxy cao. P9 tp trung oxy: 95%-
100% v6i dong chay oxy 1a 5-8 lit/phut.

- Mask gdm ddy deo dan hdi, c6 ‘tai hit lai; day ndi dai >
2m, tai trt khi > 1000ml. Dau ndi tiéu chun.

- Gdm cac cd: XL, L, M, S

- Tiét trung béng khi EO.

Pat tiéu chuén ISO 13485 hodc tuong duong,

26

Mait na oxy

- Lam tir nhya PVC, mém mai, trong sudt.

Lam tr nhwa PVC nguyén sinh an toan déo, mém, trong
subt

- Mt na oxy gdm mit na c6 kep miii ¢6 thé diéu chinh
dugce va day thun deo dan hdi, day nbi co chidu dai > 2m,
bng day chdng van X04n

- Téc db dong chay cho mit na oxy la tir 4-8 lit/phit

- Tiét tring bang khi EO

- Gom céc ed: XL, L, M, S

Pat tiéu chuén ISO 13485 hoiic tuong duong.

27

Mait na khi dung

- Lam tr nhua PVC, khong gdy kich tmg, bé mit mém
mai, min mang, {rong suét

- Thiét k& thich hop vai tit ca céc loai may khi dung.

- C6 dung cu chira thude. Day dén chinh c6 chiéu dai >

2m,

- Miit na ¢6 day deo dan hdi. Biu dyng thubc 6ml. Téc do

phun suong tir 0.60ml - 0.70ml/phut. Giot phun suong tir

0.010ml - 0.014ml/giot.

- Bao gom mit na, cde thude, day ndi, thét lung dan hdi,

kep mili (nhém flake) c6 thé didu chinh va 6ng nbi.

- San phdm dugc ding dé quan ly thudc cho ngudi bénh

duéi dang swrong mu hit vao phdi.

- Gbm cc ¢3: S, M, L, XL

- Tiét trang bang khi EO.

Dat tiéu chuin ISO 13485 hoic twong duong.

28

Khéa 3 chac
khong day

- Lam bang chat Polycarbonate, Polyethylene ABS chit
lwong cao ding trong y té, khong gay doc, gy st.

- Chac 3 nong trong tron nhfin dam bao dong chay; dé
théo l4p, khong ri nuwée. C6 kha niing chiu mit, gdy, cho ap
suét 1&n téi > 4 bars (60psi).

- Ddu ndi khoa ren (xoay Luer lock) v6i mdt khoa chinh
va hai khoa phy, giip két ndi chat ch& va nhanh chong.

- Nhya trong sudt nhin béng. Nip vin khoa thiét ké dic
biét ¢6 gd cam nhin déng mé duge, gitp xdc nhén vi tri
khoa, khéa ba chac véi khoa co thé xoay 360 do.

- San phdm duge tiét tring timg céi bang EO.

Pat tiéu chudn ISO 13485 hoiic tuong dwong.

29

Khoa ba chac c¢6
day 25cm

- Lam bang chét Polycarbonate, Polyethylene, ABS chit
lugng cao dung trong y té, khong gay doc, gay sdt.

- Kém day ndi 1am bang PVC 25cm, mém, ¢6 kha nang
chiu nit gily, chiu dugce ap luc cao > 4 bars (60psi).

- PAu ndi khod ren (xoay Luer lock) véi mot khoa chinh




va hai khéa phu, gitp két ndi chit ché va nhanh chéng.

- Chac ba nong tron nhén, miii tén chi huéng dong chay.
- Xoay 360 do khong gidi han.

- Khir triing bang khi EO.

Pat tiéu chudn ISO 13485 hodc tuong duong.

30

Ong nudi an
danh cho tré em,
so sinh

- Day dan dwoc san xuét tir chat li¢u nhyra PVC nguyén
sinh, mém, déo, tron giam tdn thwong niém mac.

- Céc ¢ 5,6,8,10. Mau theo c& s6 dé nhén biét.

- Tiét tring bing khi E.O

Pat tiéu chuén ISO 13485 hoic tuong duong.

31

Day hut dich
phau thuat

Day dan dugc san xuit tur cht liéu nhua PVC nguyén
sinh. Duong kinh ngoai dng: 7.7/9.9/10.5 ‘mm. Pudng
kinh trong ong; 5/6.3/7.7 mm. Chiéu dai & ong 2m, c0 hai
dau noi gitip két ndi chit ché vao thiét bj. BE ngoai than
ong day dén c6 ranh chdng bep, déo dai va d dan hdi cao,
chiu dugce dp luc am cao (-75kpa) khong bi bop méo

Pat tidu chudn ISO 13485 hoiic tuong duong.

32

Gel si€u 4m

Gel str dung trong siéu 4m, phtt hop véi tan s6 siéu am
dang sir dung. Khong c6 formaldehyde, khong phat hi¢n vi
khuan Staphyloccus, Pseudomonas aeruginosa, Khéng gy
man cam hotc rat da, gel trong, tan hoan toan trong nudc,
d¢ PH trong khoang 6.5-7.5.

Can > 05 lit

Dat tigu chudn ISO 13485 hoic twong duong.

33

Giay in siéu am

- Dang cudn, chidu rong 110mm, chiéu dai 20m.

- Dung lugng > 200 ban in cho mdi cudn

- Gidy dung trong y té, dang dé in hinh anh sidu 4m den
tréng

34

Gel dién tim

Gel dién tim phu hop dién cuc may dién tim, dién nio,
khong chira formaldehyde, v khuan, khéng man cam da,
khong gay rat da.

Chai > 250ml

Dat tiéu chudn ISO 13485 hoiic twong duong.

33

Giay in dién tim
3 can

- Dang cudn, chiéu dai 30m, c6 bao bi bao vé.

- Kich thuée: 63mm x 30m x 16mm, chét liéu bing gidy
in nhiét diing trong y t& va loai c6 ké soc luéi do, tuong
thich v&i méy dién tim 3 cin.

36

Qiéy dién tim 6
can (khong dong
ké)

- Dang tap, c6 bao bi bao vé.

- Kich thude 110mm x 140mm x 143 t& (tdp > 143 t0),
chét liéu bing gidy in nhiét, loai khong c6 dong ke, tuong
thich véi méy dién tim 6 can.

37/

Ong nghiém
chong dong
Heparin

- Chét liéu: Ong dugc lam bing nhwa y t& PP, nip bang
nhya LDPE. Héa chit: Pugc bom hoéa chét chdng dong
Lithium Heparin duéi dang hat swong. Kich thuge éng >
12x75mm, c6 vach dinh mirc liy mau, chiu dugc luc quay
ly tdm > 6000 vong/phit trong vong 5 - 10 phit, nhan mau
den.

Dat tiéu chuan ISO 13485 hoiic twong duong.

38

(‘)n'g nghi¢ém
chong dong
EDTA

Chét lidu: Ong duge lam bang nhua y t& PP, ndp bing
nhya LDPE. Kich thudc éng > 12x75mm. Hoéa chit bén
trong la Ethylenediaminetetra Acid (EDTA K2) véi nong
d¢ tiéu chudn dé giir céc té bao trong méu nht la tidu ciu




ludn & trang théi tach roi ti da tir 6 - 8 gio. Hoa chit bén
trong dung khéng dong cho Iml hodic 2ml méu voi vach
ldy mau 1ml hoic 2ml ri€ng biét trén nhén 6 6ng. Chiu duge
lyc quay ly tAm gia téc > 6.000 vong/phit trong thoi gian
tir 5 - 10 phut.

Pat tidu chudn ISO 13485 hoiic twong duong.

39

Ong nghiém
chéng dong
EDTA nép cao
su

Chét lidu: Ong duoc lam bz"mg nhyay té PP, nép €ao su
boc nhya LDPE. Hoa chit bén trong 12
Ethylenediaminetetra Acid (EDTA) dugc phun duéi dang
hat suong. Kich thude dng > 12x75mm, chiu duge lye
quay ly tdm gia tdc > 6.000 vong/phut trong thoi gian tir 5
- 10 phit, nhdn mau xanh duong.

Dat tiéu chuin ISO 13485 hoic twong duong

40

Oqg nghiém
chong dong

Chét liéu: Ong duoc lam bang nhya y té PP, nap bang
nhya LDPE. Kich thuéc > 12x75mm. Hoa chét bén trong
1a Trisodium Citrate 3.8%, hoa chat bén trong dung khéng
dong cho 2ml mau véi vach Jdy mAu 2ml mau trén nhén
dng. Chiu duoc lyc quay ly tim > 6.000 vong/phut trong
thoi gian tir S - 10 phut.

Dat tiéu chudn ISO 13485 hoic twong dwong,

41

Tuyp 14y mau
dong

Chét liéu: Ong duge lam bang nhya y té PP, nap bang

nhwa LDPE. Néip nhya LDPE day kin thanh 6ng va dugce

gitr chat boi khe tron giira 3 vong ring & thanh trong cua
nap va I5i lot long trong cua ong, dung cac hat bi nhya dé
tach nhanh huyet thanh. Kich thuoe 6ng = 12x75mm, cé
vach dinh mirc lay mau, chiu duoc lye quay ly tdm > 6000
vong/phit trong vong 5 - 10 phut, nhdn mau do.

Dat tiéu chuén ISO 13485 hoc twong duong.

42

Ti lay mau don

Tui méu don dung tich luu trir 250ml.

Kim ldy méu c& 16G, c¢6 nép day.

Nhin tai c6 barcode theo chuin ISBT 128

Déng gbi 2 16p gdm c6 tii nhém bao ngoai; 3-5 bo/tui
nhdm; tai mau chua st dyng ¢6 thé luu trir dén 15 ngay
sau khi béc tii nhom.

Chiéu dai ddy 1y méu 950mm, c6 13 mé sd.

Ong déay c6 duomg kinh ngoai 4.5 mm, dudng kinh trong
3.0 mm

Tai chira 35 ml dung dich chéng déng CPDA-1, ding daé
thu thép méu toan phan Dung dich CPDA-1 giup bao
quan mau toan phin 1én dén 35 ngay ¢ 4°C +2°C.

Béo quan dugc trong nhiét do tir 0 dén30d6 C; do A

90%.

43

T0i nude tiéu

- Chét liéu: Pugc 1am bﬁng vét liéu nhua PVC déo dai va
kin. Van xa mot chiéu kéo-ddy (van théng), khong 1o ri.

- C6 gén phu kién khoa tui, day dan dai > 90cm c¢6 van
chong trao ngugc va co nép ddy dudng kinh ngoai cia day
din > 6.5mm, dudng kinh van théo dich > 9.2 mm.

- C6 13 treo thi va va bang ghi thdng tin bénh nhén.

- Dung tich Ti 2000 ml, ¢6 vach chia thé tich mdi 100ml.
- Kich thudce thi dai > 28 cm, rdng > 20 cm; d§ day la >
1.2mm.




- Duge tiét tring béng khi EO.
Dat tiéu chuan ISO 13485 hodc twong duong.

44

DPau con vang

Dau con vang dung tich 200 ul, lam tir nhya PP, khong
kim loai, khong DNAse, RNAse.
Dat tiéu chuan ISO 13485 hodc tuong duong.

45

Pau con xanh

Pau con xanh dung tich 1000 ul, Iam tir nhya PP, khong
kim loai, kh{)ng DNAse, RNAse.
Dat tiéu chuan ISO 13485 hoéc twong duong.

46

Giay in dién tim
A z )
6 can (c6 dong

keé)

- Dang tép, c6 bao bi bao vé.
- Kich thude 110mm x 140mm x 142 t& (tdp > 142 t0),
loai co dong ké, tuong thich véi may dién tim 6 can.

47

Lam kinh tron

Kich thugc: > 25.4mm x 76.2mm. Day 1.0 - 1.2mm.

48

Gel bdi tron

Chét bdi tron, tan trong nude, da duge tidt tring dé bdi
tron trong ndi soi, noi soi da day, ndi soi dai trang, thim
kham va boi tron 4m dao. Khong géy di tng, khong chira
chét ddu va chit nhon, khong c6 mui hoi, khong giy doc
hai. Trong lugng > 82g/ tuyp.

Pat tiéu chudn ISO 13485 hoac tuong duorng

49

Loc khuan, loc
virus

- Loc vi rat, vi khun; [am 4m va lam dm khong khi tir
may tho dén benh nhan

- C6 cong 1y mAu khi

- Loai phin lgc: Phin lgc tinh dién

- Su khang (tai 30LPM): > 60PA

- Khéng gian chét: 30-35ml

- Thé tich: 250-1500ml

- Hi¢u qua loc vi khudn (BFE): > 99,99%

- Hiéu qua lgc virus (VFE): > 99,99%

- Tiét triing bang khi EO.

50

| Ong ndi day

may tho khong
gap goc

- Chat ligu bing nhua dung trong y t&, trong su6t

- Diing cho céc loai may tho

- Xoay 360° khong gidi han. Péu 1101 xoay da chirc ning,
linh hoat, dé klem tra 6ng hit hogc 0 bng soi phé quan

- Coug lay mau ¢6 nip day ¢ dinh

- Pau ndi: 22M/15F, 22F

- Kich thuée: Chiéu dai > 15¢m c6 thé co gidin

- Puge tiét tring bing khi EO

51

Ludi dao mod cac
SO

Chat liéu thép khong gi. Tiét tring bang tia gamma.
Dat tiéu chuan ISO 13485 hoic tuong duong.

52

Que thur ding
cho May do
duong huyét

Cong nghé: Cam bién sinh hoe/Pién hoa, duong oxidase
(GOD)

Mdi que thir chira céc thanh phan phan tmg héa hoc sau:
Glucose oxidase < 25 U, Chét trung gian (Mediator) <
300 pg.

Thoi gian do: < 10 gidy

Lugng mau téi thidu: 0,5 pl

Loai mau xét nghiém: Mau tuoi toan phén tir mao mach
Pham vi HCT: 25 - 60%

Khoang do dudng huyét: 1.1 - 33.3mmol/L. (20 -
600mg/dL)

Gia tri YSI tham chiéu duoge do tir mau mau mao mach lay
tir déu ngdn tay voi khoang gia tri mau phém tir 1.9 dén




28.2 mmol/L (34.3 dén 507 mg/dL), cho két qua:

- Pat 100% nam trong khoang +15% v&i ndng do dudng
huyét < 5.55 mmol/L(100 mg/dL)

- Pat 99,6% nim trong khoang +15% véi ndng do duong
huyét > 5.55 mmol/L (100 mg/dL)

Dat tiéu chuén ISO 13485 hoiic tuong duong.

Miéng dan dién | Dung cho mdy di€én xung, tri li€u chdm séc sirc khoe, kich

i xung nho thudc: > (4em x 6em).

Miéng dan dién | Ding cho méy dién xung, tri li¢u cham séc sirc khoe, kich
54 :

xung to thude: > (6em x 9cm).

Bo nhudm dung dé thye hién xét nghidm nhudm soi. Bao
gdm 03 dung dich thudc nhudém thanh phan la Carbol

55 | BY nhudm lao Fuchsin chai 250ml, Alcohol acid (Hydrochloric acid in
ethanol) chai 250ml va Methylene Blue chai 250ml.

B 3 chai.
56 | Gidy in nhiét Gidy in nhiét dang cudn, kich thude: 50mm x 20m
57 | Gidy in sinh hod | Gidy in nhiét dang cudn, kich thudc: 57mm x 30m
58 Ong nghiém Chat liéu nhya PS, kich thude 16x38mm, dung tich 2.5-
Samplecup 3ml.
Ong nghiém Chat liéu: Ong dugce lam bang nhya y t€ PS, kich thudc >
59 A .
nhya cd ndp 12x75mm, ndp trang.

60 | Ong thdi gidy Chét li¢u oidy, duong kinh 24mm x 75mm

*Luwuy:

- Nha thau phai cung cip ddy di Catalogue hoiic céc tai lidu c6 lién quan cua todn
bd hang héa du thau do hing san xudt hodic don vi phan phbi ctia hang san xuét tai Viét
Nam phat hanh dé'chl’mg minh hang hoa dy thiu dép ung cic yéu cau k§ thuat theo E-
HSMT. Tét ca tai liéu cung cip phai bang tiéng Viét, trong trudng hop bing tiéng nuéc
ngoai nha thiu phai dinh kém ban dich tiéng Viét va chiu trach nhiém vé tinh chinh xac
cha tai lidu cung cép. Truong hop E-HSDT thiéu cac ban dich tiéng Viét, nha thau phai
chiu trach nhiém bd sung, 1am 1 trong qua trinh danh gia E-HSDT.

- Céc thong sb ky thuét cia hang héa & trén chi nhdm mo ta thong sb, yéu cau ky
thuét téi thidu hang héa dy thau phai dap img ma khong nhim dinh hwéng mét loai hang
hoa, mot hang san xuét cy thé ndo. Nha thau c6 thé chao thau hang héa c6 thong s6 ky
thudt, tinh ning, c6ng dung trong duong hodc cao hon, dam bao twong thich véi thiét bi
hién c6 tai Bénh vién.




1.3. Cdc yéu ciu khdc
- T4t ca hang héa cung cip phai la hang hoa dugc phép Iuu hanh hop phép tai Viét
Nam;
- Di v6i hang hoa ¢ han sir dung phai dam bao con tbi thiéu 2/3 han sir dung cua hang
héa theo quy dinh ctia nha san xuat ké tir ngdy ban giao, nghiém thu.
- Thei gian thue hién géi thau va tién do cung cip hang hoa:
+ Thoi gian thyuc hién go6i thiu la 12 thang ké tir ngay hop déng cé hiéu lye.
+ Tién do cung cép hang hoa: Hang hoa dugc cung cdp thanh ting dot trong vong
48 gitr ké tir khi nhén dugc yéu ciu ctia Chi dau tu. Trudng hop phat sinh nhu cdu khin
cAp nha thdu cam két cung cép hang hoa trong vong 24 gid ké tir khi nhan dugc yéu ciu
ctia Cha déu tu.
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Muc 2. Ban vé

Khong cd ban vé.

Muyec 3. Kiém tra, thiv nghiém:

+ Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao t&i dia diém quy dinh.

+ Céch thire tién hanh kiém tra: Hai bén tién hanh kiém tra hang hoa cin cir theo
yéu cau cua hop ddng di ky két va cac tai lidu ¢d lién quan.

+ Moi chi phi lién quan dén viéc kiém tra, thir nghiém, nghiém thu do Nha thiu
thanh toan.

~_*+ Nhimng hang hoa khéng dat yéu cau Yé kiém tra, thir nghi¢m Nha thau phai thay

the bang nhitng hang hoa khac dap ing yéu cau trong thaoi gian yéu cau. Trudng hgp nha
thau khong c6 kha nang thay,thé céc hang hoa khong phit hop, chu dau tu cd quyén td chirc
vie thay the do néu can thiet. Moi rui ro va cdc chi phi phat sinh lién quan dén vigc thay
thé do nha thau chiu.



