Chuong 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 thi¢u chung vé dw dn/dw todn mua sam, géi thiu

- Tén dy toan mua sidm: G6i thau vat tu sd 4: Mua sdm vat tu y té tiéu hao phuc
vu cong tac chuyén mon cua Bénh vién Pa khoa tinh Tuyén Quang.

- Tén goi thau: Goi thau vat tu s 4: Mua sam vat tu y té tiéu hao phuc vu cong
tac chuyén mon ctia Bénh vién Pa khoa tinh Tuyén Quang.

- Chi1 du tu: Bénh vién Pa khoa tinh Tuyén Quang

- Pja diém thuc hién: Bénh vién Pa khoa tinh Tuyén Quang. Dia chi: S6 44,
duong Lé Duan, phudng Minh Xuan, tinh Tuyén Quang

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

- Phuong thure lya chon nha thau: Mot giai doan 01 ti hd so

- Ngudn von: Ngudn thu dich vu sy nghiép cong.

- Thoi gian bt dau t6 chire lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron goi

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

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s k¥ thuat cia hang hoa va cac dich vu lién quan
chtrng minh hang hoéa do nha thau chao tuan thu cac thong s6 ki thuat va cac tiéu chuan
dudi day hodc c6 cdu hinh tuwong duong. Bét ky thuong hiéu, nhan hiéu nao néu c6
trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa cac tiéu chuan chat luong,
tinh ning k¥ thudt yéu cau. Nha thau cé thé lwa chon dw thiau hang héa cé nguén
goc, xudt xir, nha sdn xudt, thwong higu phit hop véi diéu kién cung cdp nhwng phdi
ddm bdo yéu cdu cé thong sé ky thugt, tinh ning s dung, tiéu chudn céng nghé
“twong dwong” hodic tét hon so voi cic yéu cau cu thé ¢ dudi va cung cap tai liu
chting minh sy dap tng tot hon ctia hang hoa chao thau so véi yéu cau cia HSMT.

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

(2) Tuwong duong vé chat lugng hinh anh, d6 chinh x4c mau sac va goc nhin.
(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.



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

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

(6) Twong 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 tuwong thich véi cac trang thiét bi hién c6 tai
Don vi st dung (Chi dp dung déi véi cac mat hang sir dung cho mdy cé tai bénh
vién), bang mot trong cac cach sau:

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

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

+ Cam két sau 01 thang ban giao hang héa tai Pon vi sir 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 liéu khac c6 gia tri ching minh tuong duong.

- Nha thau phai c6 bang dap ung vé k¥ thuat cia hang héa chao thau theo céc
mau sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng diu, scan dinh kém E-
HSDT):

. Tiéu
Tén thwong 2
. R Quy chuan R .
mai tham , .| Tén . , z Thong tin
. Ky ma . | Chia | cach X . chat R ..
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Tén R hiéu / . s¢ |dong géilPhan loai thiétbiy| X L, lwgng . even o
. (luu y tén . san N N X o ciua TTBYT | Giay phép ban (néu c6) / | Tai liéu san
TT hang | ) g hoa | A0 | LG4, | M| cua @ theo Nghidinh | o ChNK | hang méuc) | O | niem yét him
héa 8" Imacsin| ;" | (néu| hang | 9872021/ND-CP | T g CE,. | "o P
theo SO luu 2 Xuat , , (néu cd) . . | gid (néu
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1 TTBYT la |, , , héa |, , chudn ap dung doi | | 3 Chui s hitu . .. nha san xuat.
HSMT P hoa thuc| hoa hoa thuc L. x . . |cOtham quyén .| (Ghiré | Thoi gian o
theo So luu . | thue . voi thiét bi y té S TTBYT -> Nha N P - Tai liéu
. te thuc té J té . 4 cuia Viét Nam . 1.z | ngay hét |hét hi¢u luc ) .
hanh TTBYT. te thudc loai A, B ) phadn phoi (néu han) (néu c6) chirng minh
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thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TTBYT A, B, C,
D

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

Trueong hop Nha thau cé tinh ké khai thong tin khong trung thuc nham vieot qua bude danh gid vé ky thudt sé duoc coi la hanh vi gian lgn trong da
thau theo quy dinh tai Khoan 4 Didu 16 Ludt Péu thau va Nha thau sé hoan toan chiu trach nhiém, chdb nhdn chiu xir Iy theo quy dinh cua E-HSM1|
va phdp ludt vé dau thau

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

- Nha thau phai c6 bang dap Gmg vé k¥ thuat cia hang hoa chao thau so sanh voi
yéu cau k¥ thuat caa E-HSMT (dinh kém file word/excel + ban ky dong dau, scan tai

E-HSDT):
STT | Tén Yéu cdu | Quy cach | Pap ing ky Quy Tai liéu k§ thuat tham chiéu
hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoa ciia HO (tham Ho so du dong géi
so moi | khao) theo théau cia
thiu E-HSMT hang
héa du
thau
) () 3) 4 ) (6) (7

1 Theo | Ténhang | Quy cach |- Tén hang | Quy cach
HSMT | hodtheo | déng goi | hoa theo SO | dong goi
HSMT | theo luu  hanh | thycté
HSMT TTBYT cua hang
- Model: ... hoa du
- Nha san thau
XUut: ...

- Xuét xu: ...
- Chu s¢ hiru

(néu co): ...

Mo ta M6 tid hang Dan chiéu timg chi tiét mo ta hang
hang hoa héa cua E- hoa t6i Trang... ciia Catalog/Tai
cua E- HSDT (chi liéu ky thuat/Mo ta hinh anh...
HSMT tiét dap tng thuoc E-HSDT (Highlight cac néi




STT| Tén | Yéuciu | Quycich | Pap tingky 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 du dong géi
so moi | khao) theo théau cia
thiu E-HSMT hing

héa du
thau

) 2 3) 4 () (6) (7
tung muc) dung lién quan téi Mo ta hang hoa

trén Tai liéu dan chiéu)

Tiéu chi dap

ung  tuong
duong hoac
t6t hon

- Tai liéu chung minh theo huéng
dan bén trén vé “No6i ham twong
duong”

- Hodc tai lidu chimg minh mot s6
tinh nang ky thudt cia E-HSMT
dua ra 1a tiéu chi khong co ban
(viéc khong dap ung khong lam
anh huong toi tinh ndng st dung
ciia hang hoa dy thau) dé Tb
chuyén gia xem xét danh gia
“Chép nhan duoc”.

Tiéu chi gay
han ché nha
thiu  (khong
duoc xem xét
va danh gid)

Tai liéu ching minh yéu cau k¥
thuat chi c6 duy nhat 01 nha san
xut dap ng

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Truong hop Nha thau cé tinh ké khai thong tin / dich tai liéu kf thudt khéng diing véi Thong s6 ky thudt ma
Nha sdan xudt cong bo nham vuot qua buée danh gid vé kj thudt sé dweoc coi la hanh vi gian ldn trong ddu

thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chd'p

nhdn chiu xir Iy theo quy dinh ciia E-HSMT va phép ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Danh muc Théng s6 ky thuat Quy cach

hang hoa dong goi

1 Gac phau | Thanh phan: Vai dét hut nuéc, Thanh/sgi can quang. 5 cai/goi
thuat 6 bung | Pac tinh:

- Kha nang hut nudce: > 5 g nudc/g gac;
- Téc do hat nuée: < 8 s;




- Gidi han acid va kiém: Pat trung tinh,;

- Tinh bt va dextrin: Khong phat hi¢n;

- Quy cach: 40 x 40cm x 8 16p, c6 thanh/sgi can quang.

- Péng goi: 5 c4i/goi. San pham chira trong tai gidy ding
trong y té, duoc tiét trung béng EO-Gas.

Chung chi: San pham dat tiéu chuin ISO 13485; ISO 9001;
ISO 111335, dwoc cap ching nhan CE, cGMP, FDA hoic
tuong duong

Gac hat nuéc

Gac duoc dét tir soi 100% cotton c6 d6 thim hit cao. Mat
d6: 20x18 soi/ inch. Trong lugng 25-27 g/m2. Tay tring
bang oxy gia, khong co doc td, da duoc giat sach. Khong
chira chat gay di ing, khong c6 tinh bot hoac Dextrin,
khong c6 xo mun hoa tan trong nude va dich phu tang. Toc
do hat nude < 5 gidy. P ngam nude: 12,3gr nude/1gr gac.
Chét tan trong nudce: 0,105%. Bo am: 4,62%. Tro sulfate:
0,05% D¢ pH: trung tinh. Mudi kim loai: khong phat hién.
Ham lugng chat béo: 0,032%. Do tring: 84,3%. C6 kiém
nghiém cua trung tdm kiém nghiém.

- Pat tiéu chuén ISO 9001; ISO 13485; Chiig nhan dang
ky FDA; CE, GMP, QCVN 01:2017/BCT hoac tuong
duong

100 mét/
t&p, 1000
mét/ kién

Bong gac dap
vét thuong
(6*15)

- Gom 3 16p, trong d6: 2 16p vai khong dét hit nude, dém
gitra 1 16p bong xo tu nhién 100% cotton.

- P am (Mat khéi luong do say kho) < 8%

- Kha nang hut nudce: >10 g nudce/g bong gac;

- Téc @6 hut nude (Thoi gian chim): <5 s;

- Gi6i han acid va kiém: Dat trung tinh;

Quy céach: 6 x 15cm

Pong goi: 01 cai/goi ti€t trung c6 chi thi mau, da ti¢t trung
bang EO Gas.

bat chimg nhan ISO 13485; ISO 9001; CE, FDA, cGMP;
ISO 11135 hodc tuong duong

Gac cau san
(qua chén
san)

L6p gac hat nude (100% cotton) bén ngoai va 16p bong xo
thién nhién & gilra, hinh cau, c6 dinh kém day chét liéu
100% cotton dai 40 (£ 5)cm, rong 1(x 0,5)cm.

- D6 am (Mat khéi luong do say kho) < 8%

- Kha nang hut nude: >10 g nude/g gac;

- Téc do hit nude (Thoi gian chim): <5 s;

- Gidi han acid va kiém: Pat trung tinh;

- Tinh bot va dextrin: Khong phat hién.

Quy cach: vién cau Fi 45mm

1 qua/ goi




Pong goi: 01 cai/goi tiét trung c6 chi thi mau, da ti¢t trung
bang EO Gas.

Pat chiing nhan ISO 13485; ISO 9001; CE, FDA, cGMP;
ISO 11135 hoac tuong duong

Gac than
nhan tao

Thanh phan: Vi dét hiit nudc.

bac tinh:

- Kha nang hut nudce: > 5 g nude/g gac;

- Téc do hat nuée: < 8 s;

- Gidi han acid va kiém: Pat trung tinh,;

- Tinh bt va dextrin: Khong phat hi¢n;

- Quy cach: 3,5 x 4,5cm x 80 16p.

- Péng goi: 30 cai/godi. San pham chira trong tai gidy dung
trong y té, duoc tiét tring bang EO-Gas.

Chtng chi: San pham dat tiéu chuan ISO 13485; ISO 9001;
ISO 11135, duoc cap ching nhan CE, cGMP, FDA hoic
tuong duong

30 cai/ goi

Bong tiém

San phém duoc san xuét tir 100% bong xo thién nhién, co
d6 thdm hut cao. Bong duoc cit thanh miéng nho kich
thudc 2cm x 2cm dong déu vé kich thude va trong luong.
Tbc d6 chim: 7 gidy. PO am: < 8%; Do acid va d6 kiém:
Trung tinh; Ham luong chat béo: Khong vuot qué 0,5%.
Pugc dong kin trong bao PE in diy di thong tin vé san
pham. Quy cach: 10g/ goi

Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chung
nhéan dang ky FDA; CE, GMP hoac twong duong

10g/ goi

Gac mat

Thanh phan: Vai khong dét hut nuée; Bong hat nude 100%
cotton.

bac tinh:

- Quy cach: 5 x 7cm.

- Gom 3 16p: 1 16p bong & giira 2 16p gac (vai khong dét
hut nude).

- Tbe do hat nudc: <8 s;

- Kha nang hut nuéce: > 10 g nude/g bong;

- Ham lugng chét tan trong nuée: < 0,5 g/100g;

- Gi6i han acid va kiém: Dat trung tinh;

- Do am: < 8%

Pong goi: 1 cai/goi - 5 cai/tai. Mdi san pham dugc dong
trong bao tiét trung dung trong y té c6 chi thi mau, sau d6
dong 5 bao vao bao nylon. Tiét tring bang khi EO-Gas.
Chtng chi: San pham dat tiéu chuan ISO 13485; ISO 9001;

1 cai/goi




ISO 11135, duoc cép chtirng nhan CE, cGMP, FDA hoac
tuong duong

Bong y té

Bong y té thim nudc 100% bong xo thién nhién. Bong
tréng, khong mui, mém min, dai, khong bi toi va c6 do
thAm hut rat cao. Bong dang dai, dugc cudn thanh cudn
chic, dap g yéu cau cta ngudi sir dung. Khong doc td va
khong gay di tng, khong c6 tinh bot, khong ¢6 xo mun hoa
tan trong nude va dich phu tang. Tdc do chim: 7 gidy. Do
acid va do kiém: Trung tinh; Ham luong chit béo: Khong
vuot qua 0,5%. Cac chét tan trong nudce: < 0,5%; DBo am: <
8%; Quy cach:1 kg/ goi

Pat tiéu chuan ISO 9001; ISO 13485; Chung nhan dang ky
FDA; CE, GMP hoic tuong duong

lkg/ goi

Gel béi tron

Thanh phan gom: Purified water, Glycerin, Propylene
glycol, Aloe Vera extract, Hydroxypropyl methylcellulose,
PEG-40 Hydrogenated Castor Oil, Disodium
ethylenediamin tetraacetate, Ethylhexylglycerin (and)
Phenoxyethanol (0,5%)

pH: 5,5-7

Téng s6 vi sinh vat hiéu khi <1000 CFU/g

Téng s6 nam <100 CFU/g

Hop 1 tuyp

10

Bing hap kho

Keo héa chat hap thy nhiét, cao su kho ty nhién; kich thudc
tdi thiéu: 19mm x 50m

48 cudn/
thung

11

Dau parafin

Théanh phan: parafin: 5ml, dang dau v6 khuan.

Hop 50 6ng
X 5ml

12

Con 90 do

Dung dich trong, khong mau, c6 mui con dic trung. Ham
luong Etanol ¢ 20°C: 90,3% (tt/tt), thé hién & phiéu két qua
kiém nghiém.

13

Dau xa

C6 mau hoi vang, c6 mui thom dic trung. C6 két qua giam
dinh Cintronellal 2,3%; Geraniol 1,8%.

14

Que test ti¢t
trung hot
nudce class 5
hodc tuong
duong

Cong dung: Kiém tra chat lugng tiét tring véi phuong
phap tiét trung hoi nudce

- Kich c¢& t6i thiéu: 20mm*140mm

- Chét li¢u: Gidy y té + chi bao chi thi hoi nudc, khong doc
hai, khong chira chi hodc kim loai nang.

- Chi thi d6i mau rd rang tir xanh sang den (t6i) khi tiét
trung hoi nuéce

- Piéu kién tiét tring: & 121°C: tiét tring trong 20 phut; &
134°C: ti¢t trung trong 7 phut

Dat tiéu chuan ISO 13485, CE hoic tuong duong

Hop 200
que




15

Ti tiét trung
nhiét d6 thap

Tai ép tiét trung kich thudc téi thiéu 300mmx70m

- C4u tao: Gidy y té cao cap Dupont Tyvek 4058B va phim
trong sudt (PET/PE) d6 day 65um

- Phuong phép khtr tring Plasma: Chuyén tir tim sang
héng.

- Nhi¢t do khtr trung: 50-55°C

- D& dang sir dung véi tit ca loai cac may han nhiét

- Pat tiéu chuén ISO 13485, CE hoic trong duong

G6i 1 cudn

16

Tai tiét trang
nhiét d6 thap

Kich thudc 200mmx70m

- C4u tao: Gidy y té cao cap Dupont Tyvek 4058B va phim
trong sudt (PET/PE) d6 day 65um

- Phuong phép khtr tring Plasma: Chuyén tir tim sang
héng.

- Nhi¢t do khtr trung: 50-55°C

- D& dang sir dung voi tat ca loai cac may han nhiét

- Pat tiéu chuan ISO 13485, CE hoic twong duong

8 cudn/
thung

17

Ti tigt trung
nhiét d6 thap

Kich thugc 100mmx70m

- CAu tao: Gidy y té cao cap Dupont Tyvek 4058B va phim
trong sudt (PET/PE) d6 day 65um

- Phuong phap khir tring Plasma: Chuyén tir tim sang
héng.

- Nhi¢t do khtr trung: 50 -55°C

- D& dang sir dung voi tat ca loai cac may han nhiét

- Pat tiéu chuan ISO 13485, CE hoic twong duong

12 cudn/
thung; goi
1 cudn

18

Tui tiét trung
nhiét do cao

Chat liéu: Giéy y té, mau tréng, khong mui, khong ddc,
khong to soi, da dugc téy sach, va nhya plastic PET/PP.
C6 2 cach tiét trung: Hoi nudc (tir xanh lam dén xam den),
EO (Tir Hong dén vang nau)

Strc manh han nhiét: > 0,13KN/M

Kich thuée chi thi hoa chat khir tring: > 100mm?

Kich thudc 350mmx200m

19

Tui tiét trung
nhiét do cao

Chat liéu: Gidy y té, mau trang, khong mui, khong doc,
khong to soi, da dugc téy sach, va nhya plastic PET/PP.
C6 2 cach tiét trung: Hoi nudc (tir xanh lam dén xam den),
EO (Tir Hong dén vang nau)

Sttc manh han nhiét: > 0,13KN/M

Kich thudc chi thi hoa chét khir tring: > 100mm?

Kich thudc 300mmx200m

20

Tui tiét trung
nhiét do cao

Chat liéu: Gidy y té, mau trang, khong mui, khong doc,
khong to soi, da dugc téy sach, va nhya plastic PET/PP.
C6 2 cach tiét trung: Hoi nudc (tir xanh lam dén xam den),




EO (Tir Hong dén vang niu)

Strc manh han nhiét: > 0,13KN/M

Kich thudc chi thi hoa chat khir trang: > 100mm?
Kich thuéc 200mmx200m

21 Tai ép tiét | - Cau tao: Gidy y té chat luong cao khong mui, khong doc | Goi 1 cudn;
trang cudn | - C6 2 cach tiét trung: Hoi nudce (tir xanh lam dén xam den 4 cudn/
phong 121°C-134°C), EO 127 thung
- Nhiéu kich ¢, d& lya chon
Kich thudc 300mmx100m
22 Que test tiét | - Cong dung: Kiém tra chét luong tiét tring v6i phuong 200 que
trung Plasma | phap ti€t trung Plasma (test)/hop
- Kich ¢4 t6i thiéu:100mm* 15mm
- Chat liéu: Gidy y té
- Chi thi hoa hoc nén nuéc, khong doc hai, khong chira chi
hodc kim loai ning
- Chi thi d6i nau rd rang tir d6 sang vang khi tiét tring
Plasma
Dat tiéu chuan ISO 13485 hodc twong duong
23 Phim ring | Phim x-quang dung trong nha khoa, c6 dinh kém tui thudc 50 tim /
3x4 cm rira phim trén mdi phim. Hop
24 Gidy in Kich thuéc san pham 150mm x 100mm x 150 sheet. Hop 5 tap
monitor san | Pat tiéu chuan: ISO 13485 hoic twong duong
khoa
25 | Bang dinh d6 | Bang keo chi thi nhiét hap wét Hop 10
tin cdy kho | Khu trung hoi nude tir Vang sang den cudn
uot
26 | Tui ép phong | Kich thudc 250mmx70m Goi 1 cudn;
tiét trung kich | - Céu tao: Gidy y té cao cép va phim trong suét (PET/PE) 4 cudn/
co do day 65um thung
250mm*70m | - Phuong phap khir tring Plasma: Chuyén tir tim sang
hong.
- Nhiét do khtr trung: 50-55°C
- D& dang str dung véi tit ca loai cac may han nhiét
- Pat tiéu chuan ISO 13485, CE hoic twong duong
27 | Mask tho oxy | - Lam tir nhga PVC, an toan déo, mém mai, trong sudt 100 cai/
- Mét na oxy gém mat na cé kep miii c6 thé diéu chinh thung

duoc va day thun deo dan hoi, day ndi c6 chiéu dai 2m,
dng day chdng vin xodn

- Mit na dugc st dung cho cac bénh nhan can nhiéu OXy
hon so véi qua dng thong. Téc dd dong chay cho mit na
oxy la tir 4 dén 8 LPM(4-8L/min).




- Tiét trung bang khi EO

- Gom cac size: XL, L, M, S

- Quy cach: 100 cai/ thung

- San phém duoc san xuét boi co s6 ¢o ching nhan h¢
thong quan 1y chat luong theo tiéu chuan ISO 13485, CE,
FDA hodc tuong duong

28 Day garo « San phdm dugc 1am bang thun, chat liéu cao su co gidn 10 cai/ goi
t6t. Co bang gai dinh 2 dau, miéng bang gai bén chic, d&
thao tac. San pham c6 thé str dung lai nhiéu lan.
« Luc kéo dut (d6 bén kéo): > 100 N
« Do dan dai twong dbi: >75%
* Kha nang bam dinh cua bang gai: > 5 N
« P bén miéng dan > 100 lan
» Mat d6 duong may: > 3 miii / lcm
* Kich thuédce: 2,5¢cm (£ 0,5cm) x 30cm (+ 2cm)
* Quy céach dong goi: 10 cai/ géi. Day garo dugc dong
trong nylon c6 thong tin san phim
29 | Nhiét ké thity | Pugc lam tir thiy tinh trong sudt, bén trong ¢ vach chia
ngan dd va dai thuy ngan. Nhiét do do dugc ti da 35-42°C.
30 | Ong hit nuéc | Puoc 1am bang nhya PVC tong hop khong doc hai Ti 100 cai
bot
31 Natri Dung dé pha dung dich dién phan 250g/ Chai
Salysilate 5%
32 | Tam bong vo | Chi¢u liéu 6ng, nép, béng nhua, que béng gS, déu cotton, 100
trung chiéu dai 175mm dén 180mm. Dong gbi riéng timg chiéc, chiée/tai
tiét trung bang EO Gas.
33 Mo vit nhya | - Nhua nguyén sinh dat tiéu chuan, trong sudt. 01 cai/ tii
- GOm hai phan dugc ndi v6i nhau boi cac khép va co khoa
- Do cing cao, tron, nhin khong gy t6n thuong niém mac.
- San pham dugc tiét tring bang khi Ethylene Oxide (E.O)"
34 | Ong thiy tinh | Lam bang thuy tinh. Kich thuéc: 18mm x 18cm Thing
1,8 x 18 cm 5000 cai
35 | Ong thuy tinh | Lam bang thuy tinh. Kich thuéc 16mm x 10cm Thing
1,6 x 10 cm 5000 cai
36 Pianhya | Chét liéu nhya PS tinh khiét 100%, trong sudt, duong kinh | 10 cai / thi
Petri 90mm, khong chia ngan. Dung trong nudi cay té bao. Tiét
tring bang khi EO.
37 | Pipet nhya vo | - Chat liéu: Nhua Polystyrene nguyén chat 01 cai/ thi/

khuan 5ml

- Thé tich: 5ml
- Chiéu dai: 388 + 3mm
- Quy cach dong goi: 1 cai/tui

500 cai/
hop




38 Péncon | Pén con Hop 1 cai

39 Gidy dinh | Gidy dinh nhom mau dau giuong, khong bi thAm, bi ngdm | Tai 1000
nhém mau tai gidy
giudong bénh

40 Art -line bd | Céu tao gém: Hop 1 bd

dan truyén | - 01 cam bién do ap luc;
(Bo dit Art - | - Dy truyén chiu ap luc gdm 2 ddy dai 100cm va dai
line do huyét | 20cm, 02 khoa 3 ngd, 02 nip day;
ap dong mach | - Chét liéu PC hodc PVC hoidc tuong duong, khong chira
lién tuc diy | Latex. Dai do: tir -30 dén 300 mmHg, Bao vé qua ap: tir -
dn) 400 dén 4000 mmHg;
41 Vo6i Soda | Ché pham héa hoc c6 thanh phan chinh 13 hon hop canxi Can 5L
Hydroxit (Ca(OH)2) va natri Hydroxit (NaOH) (4,5kg)
42 Huyétap | Mirc do: 20 - 300mmHg, Hop 1 cai
dong hd c6 | Po chinh xac: Huyét ap: £3mmHg
dan tem kiém | Bo san pham day du gom:
dinh 01 Pong hd
01 Bao do kém day dan khi
01 Qua bop bong kém theo vale
01 Tai nhya dung may
01 Hop gidy.
Tiéu chuan chat lugng: ISO 13485 hoic twong duong
43 | Ong nghe tim | Ong nghe tim phoi FT-801 Hop 1 céi
phoi Bao gém chudng nghe va mang nghe Ong chit Y nhya
P.V.C.

44 | Qualoc tach | Mang loc tach huyét twong dién tich hiéu dung 0,45 m2, 20 qué/
huyét twong | chit lidu polyethersulfone, duong kinh trong soi mang 300 thung
st dung cho | micromet, day soi mang 100 micromet, kich thudc 16 mang
may loc mau | < 0,5 micromet, tiét trung Ethylene oxide, thé tich ngan

lién tuc mau 50 ml, thé tich ngan huyét twong 125 ml, tc d6 mau
Diapact | toi da 200ml/ phit, téc do huyét twong = 30% tdc d6 mau,
TMP tbi da 80mmHg

45 Bo day dan | B¢ day tach huyét tuong PEX cho may loc mau Diapact 1 b/ hop

mau cho liu | CRRT, mét bd gom:

phap taich | Day dong mach, day tinh mach; Bo chuyén ddi dién ap qua
huyét twong | loc tach huyét twong, Day dan dich thay thé, Day dan dau
stt dung cho | ra huyét twong

may loc mau
lién tuc
Diapact




46 Ti thai SL | Puoc dung dé thu thap dich thai trong khi thyc hi¢n CRRT | 40 cai/ hop
Puoc trang bi dau ndi female Luer ¢ bén trong tai va éng
16n (@ 8 mm) dé 1am noi dan luu.
Chét liéu: PVC, khong c6 DEHP, khong c6 Latex
Thé tich: 5L
47 Ong ly tim | Chat liéu nhya PP nguyén sinh, dung tich mau 1.5ml. Puoc | Tui 500
Eppendorf | sir dung cung vdi may ly tdm trong cac thi nghiém vi sinh chiéc
1.5ml trong sinh hoc phan tir. Chiu duoc luc ly tam 13,000 RPM,
nhiét dg (-196) - 120 d6 C (dun so6i dugc).
48 Test nhanh | Phat hién nhanh H.hylori c6 trong bénh pham hodc trén Hop 50 6ng
phat hién vi | méi trudong nudi cay.
khuin HP
(Helicobacter
pylori)
49 | Quedeludi | Dugc lam tir gb ty nhién, G dugc sdy kho, danh bong. Hop 100
g0 Kich thuéc 150mm x 20mm x 2mm. Mdi que duoc dong cai
vao 01 thi, va duogc tiét trung béng khi EO.
50 | BOtbo thach | Lam tir bot thach cao > 97%. Gac 100% Cotton. Khoi Cudn
cao cac ¢ | luong cia thach cao 400g/m2 — 420g/m2, Khi luong gac
28g/m2 - 29g/m2. Thoi gian ngdm nudc 4s - 5s, Vo 1a gidy
bac chéng am, 16i nhua 4 canh, 2 canh phinh to ¢ gitra Thoi
gian dong két tir 2-4 phut, rong 10cm, chiéu dai > 270cm
Lam tir bot thach cao > 97%. Gac 100% Cotton. Khéi
lwong ca thach cao 400g/m2 - 420g/m2, Khéi lugng gac
28g/m2 - 29g/m2. Thoi gian ngdm nudc 4s - 5s, Vo6 1a gidy
bac chéng am, 13i nhua 4 canh, 2 canh phinh to ¢ gitra Thoi
gian dong két tir 2-4 phut, rong > 15c¢m, chiéu dai > 270cm
Lam tir bot thach cao > 97%. Gac 100% Cotton. Khdi
luong cua thach cao 400g/m2 - 420g/m2, Khéi luong gac
28g/m2 - 29g/m2. Thoi gian ngdm nudc 4s - 5s, Vo 1a gidy
bac chéng am, 16i nhua 4 canh, 2 canh phinh to ¢ gitra Thot
gian dong két tir 2-4 phut, rong > 20cm, chiéu dai > 270cm
51 | Bonglétbot | Lam tir bong 100% polyester, chat liéu bong khong tham Cudn
bo nuéce, khong gay kich tmg khi sir dung, rong > 15c¢m, chiéu
dai >270cm
52 | Cathete tinh | Catheter dong tinh mach rén cho tré so sinh dung:
mach rén - Tinh mach rén: Nudi dudng, truyén dich, truyén thude.

LAy mau tinh mach, truyén méu va cac ché phdm mau.

- bong mach ron: Léy mau mau dong mach. Do éap luc
dong mach, do pH va phan tich khi mau. Truyén dich va
thude.




Pong goi:

- 01 catheter chéat liéu PVC

+ Dai > 37cm, ¢ 3.5 Fr

+ Téc d6 dong truyén dich > 6ml/ phut

53

Que bet lay
mau

Cay c6 dang thanh dep, céc goc canh tron lang > 180 x 18
X 2mm

54

Lugol

- Thanh phan: Lugol 3%
- Pat tiéu chuan ISO 13485 hoic twong duwong

Chai 500ml

55

Gac 10x10cm

« Gac dugce dét tir sgi 100% cotton c¢6 dd tham hut rét cao.
Soi sin chic, déng déu, tra‘ing, min, mém mai.

Khong chura chat giy di tng, khong c6 tinh bot va Dextrin,
khong c6 xo mun hoa tan trong nude va dich phu tang.

* Kich thudce: 10x10cm x 12 16p.

* Quy cach: 10 cai/géi. Puoc dong gbi bang 2 16p, mot 16p
bang PE, mot 16p bang bao bi gidy c6 mau chi thi tiét tring
dung trong y té.

« Tiét trung bang khi EO. Gas.

Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chimg
nhan ding ky FDA; CE, GMP hoac tuong duong

56

Nep Crame

Lam tir ban ngp hgp kim nhdm, cac thanh nep nhd, vai
cotton, vai dét kim, vai khong dét, vai c6 16 thoang khi va
khoa velcro. Ban nep hop kim nhom dai tir gan ban tay toi
gz‘in néach, ¢6 thé ubn duoc theo tu thé diéu tri, cac thanh
nep nho gitp ting cudng tinh ¢ dinh. San pham cd dinh
1/3 duéi canh tay, xuong cang tay va khép khuyu. Gom
tdi thiéu cac ¢& XS, S, M, L, XL, XXL.

57

Bau x6ng
mili

Lam bang nhya PVC y té, kep mili mém c6 thé diéu chinh
cho phti hop. Dy oxy dai < 2m. Bao gdm: Mit na, dau n6i
mit na, diy oxy, dau ndi ddy oxy, bau dung thudc, nip
trén, nap giita, kep miii, day deo dan hoi.

58

Bau xong
hong

Lam bang nhya PVC y té, kep mili mém c6 thé diéu chinh
cho phu hop. Day oxy dai < 2m. Bao gdbm: Mit na, dau ndi
mit na, dy oxy, dau nbi day oxy, bau dung thudc, nip
trén, nap giita, kep miii, day deo dan hoi.

59

Ong thuy tinh

Chat liéu thay tinh trung tinh
Chiéu dai 6ng > 80mm
Chiéu rong miéng > 12mm

60

Kim sinh
thiét da day

Str dung can thiép trong ndi soi 6ng mém

Ngam hinh oval

Chiéu dai lam viéc 180cm-230mm

Puong kinh 1am vi¢c 1,8mm va 2,4mm; tuong thich véi

Tai 1 cai




kénh 6ng soi 2,0mm va 2,8mm
Pat chimg nhan: CE, ISO hoac tuong duong

61

Test duong
huyét

Cong ngh¢: Cam bién sinh hoc/Pién hoa, duong oxidase
(GOD)

MB&i que thir chira cac thanh phan phan (g hoa hoc sau:
Glucose oxidase < 25 IU, Chat trung gian (Mediator) < 300
ne.

Thoi gian do: 10 giay

Luong mau toi thiéu: 0,5 pL

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

Tiéu chuén: ISO 13485, CE, FDA hoic tuong duong
Diéu kién lam viéc: 5 - 45°C; 10 - 90% RH

Phan loai TTBYT: C

62

Kim gay té
dam rbi

Kim gay té dam roi than kinh

-Vat liéu than kim: thép khong gi

- Vat liéu day két n6i: ABS, két n6i ma thiéc

- L6p phii polymer NanoLine siéu mong, bé mit tron min
- Piém déanh d4u dd sau trén kim cach nhau 10mm

- Pau kim phan am: vé6i 2 goc nghiéng trén dau kim hd tro
hién thi dau kim rd dudi siéu 4m

- C6 day bom thudc, day két ndi may kich thich than kinh.
Chubi kim (Hub) tiéu chuan ISO 80369-7 Luer

- Kich ¢621G x 100mm, 22G x 50mm

- Pong goi tiét khuan EO. Str dung 1 1an. Khong chira
latex, khong chira PHT

Tiéu chuan ISO, chimg nhan hop chuin Chau Au hodc
tuong duong

63

parafil lit

Dau parafin 1ong khong mau, trong sudt, khong mui, khong
vi va la chit 1ong duéi dang dau, nd ¢ thé dugc hoa tan
trong ether, chloroform, xing va benzen nhung khong thé
hoa tan trong nude va ethanol.

64

Kim cham
cou

Kim duoc lam tir thép khong gi, sac nhon. Can kim duoc
cudn tir cac soi thép khong gi c6 mau dong nhét

- Bong goi: 10 cai/thi

- Kich thudc kim:

+ Puong kinh: 0,16 - 0,45mm

+ Chiéu dai: 13-100mm.

10 cai/tai

65

Dung dich xa
phong rira tay
sat khuan

- Thanh phan: Chlorhexidine Digluconate 2% (w/w) va cac
chat phu gia, chit dudng da (Glycerine, Alcohol
Ethoxylates, Aloe Vera, Cocamide Diethanolamine,




Vitamin E, Cocamidopropyl Betaine, Polyquatium 7, ...)
vira da 100%.

- Pat tiéu chuan: ISO 13485; ISO 9001 hodc tuong duong
- Puoc kiém nghiém kha ning tiéu diét nhanh 6 ching
khuén: Staphylococcus aureus, Pseudomonas aeruginosa,
Shigella flexneri, Bacillus subtilis, Candida albicans,
Mycobacter tuberculosis > 99,99% trong vong 30 gidy

66 Dung dich | Thanh phan: 2% Glutaraldehyde khong can hoat hoa, pH=6
khtr khuan | Khir khudn muc d6 cao: 10 phit.
dung cu Pat tiéu chuan EN 14561, EN 14562, EN 14563, EN
17111 hodc tuong duong
Tai st dung trong 30 ngay (tang kém test thur).
67 Gang tay 1.Géng tay dugc san xudt tir cao su thién nhién c6 phu bot.
phau thuat | - Péng goi trong tii dang Peel down
ti¢t trung « Phan biét tay trai va tay phai. P9 co gidn va mém mai cao
* San phém duoc san xuét tai nha may co6 ti€u chuén: ISO
13485, ISO 11135 hoac tuong duong
2. Thong s6 k¥ thuat:
- Chiéu dai gang tay tdi thiéu 285 mm
- Chiéu rong: $6 6,5: 83+5mm; s6 7,0: 89+5mm; sb 7,5:
95+5mm; s6 8,0: 102+5mm.
- Do day (mm): Ngén tay: 0,28; Long ban tay: 0,17; C6
tay: 0,10
- Luc kéo dut trung binh trude 130 hoa: 13,5N hoic tot hon
- Luc kéo dut trung binh sau 130 hoa: 12,6N hoac tdt hon
- Luc kéo tai 300% d6 gian: 1,27N hodc tdt hon
68 Ban chai Than ban chai duoc san xuat tir nhua cung, dau long ban
phau thuat | chai mém. Kich thudc 10cm x 4cm
69 | Parafin cong | Chét ran, dang banh mau trang, khéng mui, khong vi.
nghiép ran
70 Polymer Dang bot mau tring
71 Kep ron Séan xuat tir chat liéu nhya PP nguyén sinh, dg tron lang
cao. Co gidy chimg nhén dat tiéu chuan ISO 13485, tiéu
chuan tiét tring ISO 11135 hoic twong duong
72 | Xbp cAm mau | - Lam bang chat liéu PVA an toan va mém mai; d6 thim

hut cao, c6 day

- Duy tri moi truong 4m udt va thic ddy qué trinh lanh vét
thuong

- Khong chira chit xo va khong chira latex, khong géy tac
dung phu.




- Tiéu chuan: CE, FDA hoic tuong duong
- Kich thudc: 80%x20x15mm

1.3. Cac yéu cau khac
* Nha thau phdi ngp cing véi E-HSDT cdc tai ligu sau ddy:
Dbi véi toan bo hang hoa:

- C6 Catalog hoic tai liéu k¥ thuat khac ciia Nha san xudt c6 day du ndi dung
chtirng minh cac dic tinh, thong sé k¥ thuat d6i véi cac hang hoéa chao thau (Néu 1a
ngdn ngit nuwdc ngoai phai co ban dich sang tiéng Viét) c6 day du ndi dung chirmg minh
thong s k¥ thuat ddi véi cac hang hoa tham dy thau theo yéu cau cia E-HSMT va chiu
trach nhiém vé ndi dung va tinh chinh xéc giita ban gbc va ban dich). Pong thoi, nha
thau cAn danh dau (Highlight) thong so cu thé clia hang héa dap vng yéu ciu k¥
thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

D4i v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

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

- S6 Iuu hanh con hiéu lyc bao gom S6 cong bé tiéu chuan ap dung ddi vai Thiét
bi y té thudc loai A, B do S¢' Y té cp hoic Sb gidy chimg nhan dang ky luu hanh dbi
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 s 98/2021/ND-CP ngay 08/11/2021, Nghi dinh s
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 SO luu hanh hét hiéu lyc, d& nghi Nha thau giai trinh
kha nang cung trng hang hoa.

Luuy:

- Trong trudng hop Nha thau chimg minh hang hda chao thau khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro ding cho y té) thi Nha thau khong can ndp S6 luu hanh va Két qua phan
loai Thiét bi y t& cho hang hoa d6.

- Nha thau phai cam két hang héa chao thau da duoc ké khai gia (P6i v6i hang
hoa bit budc ké khai gia theo quy dinh tai Thong tu sb 29/2024/TT-BYT ngay
03/11/2024 cia 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 s 85/2024/ND-CPngay
10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay 03/03/2023.



- Nha thiu c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop dong:
Nha thau phai ndp cac tai liéu chimg minh kha niing cung @&ng hang héa cé ngudn
gbc ré rang va hop 18, nham dam bao dap tng yéu cu vé nang luc ki thuat theo quy
dinh vé “Piéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat ddu thau s
22/2023/QH15. Truong hop Nha thau khong thé cung cip tai liéu ching minh, Nha
thau s& khong du diéu kién xét tring thau theo hudng din tai Khoan 19 Diéu 140 Nghi
dinh s6 214/2025/ND-CP.

Dbi véi yéu cau lap dit, giao hang, tudi tho ciia hang hoa: Cam két tit ca hang

hoa cung cip méi 100%, chua qua sir dung, c6 ngudn gdc xuat x{ rd rang, con nguyén
dai, nguyén kién theo quy cach dong géi ciia nha san xuat.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa duoc
yéu cau s& duoc to chirc tai Bénh vién Pa khoa tinh Tuyén Quang; Dia chi: S6 44,
duong Lé Duan, phuong Minh Xuén, tinh Tuyén Quang. Hang hoa nha thau cung cap
trude khi duoc nghiém thu s& dugce bén moi thau kiém. Bat cir hang hoa nao khong
dam bao chat luong theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.



