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

1. Gi6i thiéu chung vé dy an/dy toin mua sim, géi thau
- Chii dau tu: Trung tim Y té khu vuc Vin Yén

- Tén ké hoach lya chon nha thau: Mua sdm vét tu y té phuc vu cong tac kham,
chira bénh nam 2026 ctia Trung tam Y t€ khu vuc Van Yén

- Tén gbi thau: Mua sam vt tu y t& phuc vu cong tac kham, chira bénh nim
2026 cta Trung tam Y té khu vuc Vian Yén

- Gia g6i thau: 3.764.985.800 VND

- Ngudn von: Nguon thu tir dich vu kham bénh, chira bénh va cac nguodn thu
hop phap khac cua don vi.

- Hinh thirc lya chon nha thau: Pau thau rong rii trong nudc qua mang (xét
thau theo timg phan)

- Phuong thure Iura chon nha thau: Mot giai doan, mot tai hd so
- Thoi gian t6 chtrc Iwa chon nha thau: Quy 1/2026

- Thoi gian bat dau t6 chirc lya chon nha thau: Quy 1/2026

- Loai hop dong: Hop dong theo don gia cb dinh

- Thoi gian thyc hién goi thau: Tur ngdy hop dong c6 hiéu luc dén ngay
31/12/2026

- Tuy chon mua thém: < 30%
2. Yéu ciu vé ky thudt
a) Yéu cau chung

- Nha thau du diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phap luét hién hanh;

- Hang hoa méi 100%, dam bao han st dung tbi thiéu 06 thang d6i voi hang
hoa c¢6 han ding tir 02 nam tro 1én; 03 thang dbi véi hang héa co han dung tir 01 dén
02 ndm; % han dung d6i voi hang hoa c6 han ding dudi 01 nam theo nha san xuat khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cp, ngay giao hang phu hop vdi tién do thuc



hién ké hoach lya chon nha thau.

b) Yéu ciu vé ky thuat

STT

Tén hang hoa

Théng s6 k§ thuit va cac tiéu chuin

(Nha thau cé thé chao tuwong dwong hodc tét hon)

Phan 1. Bong, bing, gac, Bom, kim tiém, diy truyén, ging tay

Tiéu chuan ky thuat téi thiéu: Bong y té tham nudc 100% bong
x0 thién nhién. Bong tréng, khong mui, mém min, dai, khong bi
toi va co do tham hut rat cao. Khong doc t6 va khong gay di ting,
khong c6 tinh bot, khong c6 xo mun hoa tan trong nudc va dich

1.1 | Bong thdm nudc .
phu tang;
Quy cach: Cudn lkg;
Dat tiéu chuan ISO 13485 hoic tuong duong.
Tiéu chuan k§ thudt t0i thiéu: San pham dwoc san xuat tir 100%
béqg x0 thién nhién, c6 36 tham hﬁ‘g cao. Béng duoc cat thanh
Bong y té cit miéng | miéng nho kich thudce 2cm x 2cm dong déu ve kich thude va
12 (2x2cm) trong lugng. Dugc dong kin trong bao PE in day du thong tin vé
san pham;
Pat tiéu chuan ISO 13485; FDA hoic tuong duong
Tiéu chuan k thuat toi thiéu: Chat ligu ong, nap bing nhya, que
s o bang g0, dau cotton, chiéu dai 175mm. Dong gbi riéng ting
1.3 | Tam bong vo trung chiéc, tiét truing bang EO Gas hodc tuong duong;
Pat tiéu chuan 1SO 13485 hoic tuong dwong
Dung dich rira tay st | Thanh phan téi thiéu: Chlorhexidine digluconate 4,0 %;
1.4 | khuan trong phau » . 5
thuat Dat tiéu chuan ISO 13485 hodc twong duong
Thanh phan t6i thiéu: Glutaraldehyde 2,55 % (w/w), h¢ dém pH=
i 5-6; Hi¢u qua sau thoi gian ngam t6i thiéu 10 phut; Hi€u qua vi
Dung dich sat khuan, | sinh (phase 2, step 2): Vi khuan: EN 14561, Nam, méc : EN
1.5 | khtt trang dung cu | 14562, Mycobacterium (Truc khudn lao): EN 14563;
Glutaraldehyde Thoi gian d6 ra chau ngam: THi da 30 ngay;
Pat tiéu chuan: ISO 13485 hoic twong duong
Dung dich sét khuan, | Thanh phin ti thiéu: Ortho-Phthalaldehyde 0,55% (w/w), hé
1.6 |khu trung dung cu 4

Ortho-Phthalaldehyde

dém pH =7-9; Hi¢u qua sau thoi gian ngam t61 thiéu 5 phut; Hiéu
qua vi sinh (phase 2, step 2): Vi khuan : EN 14561, Nam, moc :




EN 14562, Mycobacterium (Truc khuan lao): EN 14563 (c6 kém
test thir);

Dat tiéu chuan: ISO 13485 hoic twong duong.

1.7

Chat sat khuan, khu
trung Cloramin B

Thanh phén tdi thiéu: Dg}ng bot, Ham lugng Clo hoat tinh: >
27% (w/w). B0 tinh khict: > 99%

1.8

Dung dich tay rira c6
hoat tinh enzyme

Tiéu chuén k¥ thuat tdi thiéu: Dung dich lam sach dung cu y té
chira thanh phan: Enzyme: Protease subtilisin 5,0 % (w/w);
Lipase 0,2% (w/w); Amylase 0,15% (w/w); Mannanase 0,05%
(w/w); Cellulase 0,05% (w/w); Chét hoat dong bé mit anionic va
non-ionic: Fatty alcohol alkoxylate...; Chat chéng an mon:
Benzotriazole; Chat diéu chinh pH: Triethanolamine; Chat tao
mau, huong li¢u...;

Pat tiéu chuan ISO 13485 hoic tuong dwong

1.9

Dung dich tay rira Clo

Thanh phan tdi thiéu: Clo > 10%

1.10

Oxy gia

Thanh phan tdi thiéu: Hydrogen Peroxide

1.11

Bo6t b6 10cm x 3,6m

Tiéu chuan ky thuat t6i thiéu: Lam tir bot thach cao lién gac
(Thach cao > 97%, gac 100% cotton). V& la glay bac chong am,
161 nhwa 4 canh, 2 canh phinh to ¢ gitra gitp thAm nudc déu va
gilr bang bot. Bot ddm bao dd ctiing, do trang, d0 min.

Thoi gian dong két khoang tir 2-4 phut. Rong >10 cm, chiéu dai
>360 cm;

Pat tiéu chuan ISO 13485 hoic tuong duong

1.12

Bot b6 15¢cm x 3,6m

Tiéu chuan k¥ thuat tdi thiéu: Lam tir bot thach cao lién gac
(Thach cao > 97%, gac 100% cotton). Vo la glay bac chong am,
161 nhya 4 canh, 2 canh phinh to ¢ gitra gitp thim nudc déu va
gilt bang bot. Bot dam bao d6 ctng, do trang, do min.

Thoi gian dong két khoang tir 2-4 phut. Rong >15 cm, chiéu dai
>360 cm;

Pat tiéu chuan ISO 13485 hoic tuong dwong

1.13

Bong 16t bo bot 10cm
X 2,7m

Tiéu chuan k¥ thuat tbi thiéu: Chat liéu bong 100% Polyester .
Kich thudc > (10cm x 2,7m);

Pat tiéu chuan ISO 13485 hoic tuong duong.

1.14

Bang cudn

Tiéu chuan k¥ thuat tdi thiéu: Chat liéu cotton, kich thude >10cm
X 5m;

Pat tiéu chuan ISO 13485 hoic tuong dwong




1.15

Bang dinh vai

Tiéu chuan k¥ thuat ti thiéu: Kich thude 5cm x 5m; Vai lya
Taffeta trang, 100 % soi cellulose acetate; Keo: gdm hén hop
keo néng chdy: Zinc dibutyl dithiocarbamate, SIS copolymer,
Zinc oxide, Lanolin stellux AIPF, Titanium dioxide, Styrenic
Block Copolymers, dau khoang trang. D nhdt 8.100-12.700 cP;

Pat tiéu chuan CE, 1SO 13485 hoic twong duong;

Puoc luu hanh tai cac nudc lién minh chau au

1.16

Bang dinh ca nhan

Tiéu chuan ky thuét t6i thiéu: Kich thudc bang: 19mm x 72mm;
Dat tiéu chuan ISO 13485

1.17

Gac hut

Tiéu chuin k¥ thuat tbi thiéu: Gac duoc dét tir soi 100% cotton
c6 do tham hat cao. Kho >0.8m; Khong c6 doc td, da duge giat
sach, khong chira chét gy di ung, khong co tinh bot hoac
Dextrin, khong c¢6 xo mun hoa tan trong nuéc va dich phu tang;
Téc @6 hit nude < 5 gidy; PO ngdm nudc > Sgr nuwdc/1gr gac;
Chét tan trong nude <0.5%. Do pH: trung tinh; Do tring: > 80%
+/- 10%; Mubi kim loai: khong qua ham lugng cho phép; Ham
lugng chat béo: khong vuot qua 0,5%;

Dat tiéu chuan ISO 13485 hoic tuong duong

1.18

Gac phau thuat vo
trung 7,5cm x 7,5cm X
6 16p

Tiéu chuan k¥ thuat tbi thiéu: kich thuéc 7,5cm x 7,5cm x 6 16p
vo trung. Gac dugc san xuét tir vai khong dét thdm hat nhanh.
Vai dang luéi c6 16, mém, min, c6 mau tring dong nhat. Khong
c6 hoa chét tay tring, khong c6 doc t6. Khong chira chat gay di
ung, khong c6 tinh bot, khong cd xo mun hoa tan trong nudc va
dich phii tang; Téc do hut nude < 5 gidy. D6 ngdm nude > Sgr
nuée/1gr gac; Do pH: trung tinh; Do tring: > 80% +/- 10%;
Mubi kim loai: khéng qua ham lwong cho phép; Ham luogng chét
béo: khong vuot qua 0,5%; Do pH: trung tinh;

Tiét tring bang khi EO.Gas hodc tuong duong;

Duogc dong goi t6i thiéu bang 2 16p, mot 16p bang PE, mot 16p
bang bao bi gidy c6 mau chi thi tiét tring dung trong y té;

Pat tiéu chuan ISO 13485 hoic tuong dwong

1.19

Gac phau thuat vo
trung 5cm x 6¢cm x 8
16p

Tiéu chuén k¥ thuat tdi thiéu: Gac duogc dét tir soi 100% cotton
¢4 do tham hit cao. Khong c6 doc td, da duoc giat sach. Khong
chtra chat gay di ung, khong co tinh bot va Dextrin, khong c¢6 xo
mun hoa tan trong nudc va dich phu tang.

Tiét tring bang khi EO.Gas hoic tuong duong.




Puoc dong goi toi thiéu bang 2 16p, mot 16p bang PE, mot 1op
bang bao bi giay c6 mau chi thi ti€t trung dung trong y té; Kich
thudce: S5em x 6cm x 8 16p;

Pat tiéu chuan ISO 13485; FDA hoic tuong duong

1.20

Gac phﬁu thuat vo
trung 6cm x 10cm X
12 16p

Tiéu chuan k¥ thuat tdi thiéu: Gac dugc dét tir soi 100% cotton
c6 d6 thAm hit cao. Khong c6 doc td, da duoc giat sach. Khong
chutra chét gy di ung, khong c6 tinh bot va Dextrin, khong c6 xo
mun hoa tan trong nudc va dich phu tang.

Tiét trung bang khi EO.Gas hoic tuong dwong.

Puogc dong goi toi thiéu bang 2 16p, mot 16p bang PE, mot 1op
bang bao bi gidy c6 mau chi thi tiét trung dung trong y t¢; Kich
thudc: 6cm x 10cm x 12 16p;

Pat tiéu chuan ISO 13485; FDA hoic twong duong

1.21

Gac cau san khoa

Tiéu chuin k¥ thuat tbi thiéu: 100% cotton c6 dd tham hit cao;
Hinh cau, bong hut dugc boc kin bdi mét 16p gac y t€ tao thanh
cau bong, duong kinh 45mm dugc khoda gitr bang mot day;

Dong goi hodc tuong duong bang 2 16p, mot 16p bang PE, mt
16p bang bao bi gidy c6 mau chi thi dé nhan biét sdn pham da
duogc tiét trung;

Dat tiéu chuan ISO 13485 hoic tuong duong

1.22

Bom nhwa cho an
50ml

Tiéu chuan ky thuat tél thiéu: Bom duoc san xuét tir nhya y té
nguyén sinh trong sudt, nhin bong, khong cong vénh, khong co
ba via; Pdc xy lanh to lap vira day cho an; Bom c6 ¢co thiét ké 16
vong ngon tay o cudi gitip cam, kéo chic chian chong trugt; thang
chia thé tich dugc chia theo oz va cc;

San pham duoc tiét tring bang khi Ethylene Oxide (E.O) hodc
tuong duong;

Pat tiéu chuan FDA; ISO 11135; ISO 13485 hoic tuong duong

1.23

Bom tiém nhya 1ml

Tiéu chuan k¥ thuat tdi thiéu: Bom tiém dung tich 1ml dugc san
xut tir nhya y t& nguyén sinh trong sudt, nhan bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich 13 nét; Gioang co
ntm bom hét hanh trinh giup tiém hét thudc, dat khoang chét <
0.03ml, khi va dung dich tiém khong lot qua dugc gioang; Kim
lam bang thép khong gi, sic nhon, vat 3 canh. Pbc kim c6 mau
gilip phan biét ¢ kim theo tiéu chuan qudc té va dugc gan chat
v6i than kim khong gay ro ri, an toan khi st dung;

San pham dugc tiét tring bang khi Ethylene Oxide (E.O) hoic
tuong duong;




Dat tiéu chuan CE, TCVN 5903, ISO 11135, ISO 13485 hoac
tuong duong

1.24

Bom tiém nhua 5ml

Tiéu chuan k¥ thuat téi thiéu: Bom tiém dung tich 5ml, dugc san
xuat tir nhua y t& nguyén sinh trong sudt, nhin béng, khéng cong
vénh, khong c6 ba via. Vach chia dung tich rd nét; Co6 thang chia
dung tich hut t6i da dén 6ml; Pit tong c6 khia bé gay dé huy,
khong c6 ba via; Kim lam bang thép khong gi, sac nhon, vat 3
canh. Kim cac ¢& 23Gx1", 25Gx1". Déc kim c6 mau giup phan
biét cd kim theo ti€u chuén quéc té va duoc gén chat voi than
kim khong gay r0 ri, an toan khi st dung;

Pat tiéu chuan CE, TCVN 5903, ISO 11135, ISO 13485 hoic
tuong duong

1.25

Bom tiém nhya 10ml

Tiéu chuan ky thuat t6i thiéu: Bom tiém dung tich 10ml dugc san
xudt tr nhya y t& nguyén sinh trong sudt, nhian bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich r6 nét; Cé thang chia
dung tich hut tdi da dén 12ml, vach chia nho nhit <0,2ml; Pit
tong co khia bé giy dé hity, khong c6 ba via; Kim lam bang thép
khong gi, sdc nhon, vat 3 canh. Kim cac ¢& 23Gx1", 25Gx1".
Déc kim ¢6 mau gitp phan biét c¢& kim theo tiéu chuan quéc té
va duoc gin chat véi than kim khong gy ro ri, an toan khi sir
dung;

Pat tiéu chuan CE, TCVN 5903, ISO 11135, ISO 13485 hoic
tuong duong

1.26

Bom tiém nhya 20ml

Tiéu chuan k¥ thuat tdi thiéu: Bom tiém dung tich 20ml duoc san
xut tir nhya y té nguyén sinh trong sudt, nhan bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich rd nét; Pit tdng co
khia bé gdy dé hury, khong c6 ba via; Pau con 1éch tam gitp cho
viéc dudi khi d& dang, thuan tién; Kim lam bé“mg thép khong gi,
sac nhon, vét 3 canh. Ddc kim ¢6 mau gitp phan biét ¢& kim theo
tiéu chudn qudc té va dugc gin chat v6i than kim khéng gy ro
ri, an toan khi st dung;

Pat tiéu chuan CE, TCVN 5903, ISO 11135, ISO 13485 hoic
tuong duong;

1.27

Bom tiém nhua 50ml

Tiéu chuan ky thuat t6i thiéu: Bom tiém dung tich 50ml dugc san
xuét tir nhya y t& nguyén sinh trong sudt, nhin bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich rd nét; Pit tong c6
khia be gay dé huy, khong c6 ba via; Pdc xy lanh nhé, gin chic
chin vai tat ca cac c& kim, an toan khi st dung; Pau con 1éch
tam gitp cho viéc dudi khi d& dang, thuén ti€n; Bom c6 vach
chia thé tich t6i da 60ml, vach chia nho nhat < 1ml dé tién st
dung cho tré em;




Dat tiéu chuan CE, TCVN 5903, ISO 11135, ISO 13485 hoac
tuong duong

1.28

Bom tiém thudc cén
quang

Tiéu chuén ky thuat tbi thiéu: Bao gém: 01 Xi lanh 190ml; 01
Day ndi ap luc cao dai 150cm; 01 Ong lay thudc nhanh chit J;

Pat tiéu chuan ISO 13485 hoic tuong dwong

1.29

Bom tiém  nhua
Insulin 1ml céc loai

Tiéu chuan k¥ thuét tbi thiéu: Bom tiém dung tich 1ml dung dé
tiém insulin, c6 ndp chup bao vé dau kim va nip chup pit tong dé
ngan di vat vao long bom khi str dung; Pau kim c6 vat 3 canh
gitp tiém sdc nhon, khong c¢6 gd. Than kim 1am bang thép khong
gi; Kim dugc dtc lién véi vo xylanh, khong thé thao roi; Kim
tiém bao gdm céc c¢d: 30Gx8mm, 31Gx6mm, 32Gx6mm;

Puogc tiét tring bang khi Ethylene Oxide (E.O) hoic twong
duong;

Dat tiéu chuan ISO 13485 hoic tuong duong

1.30

Kim ludén mach mau
cac co

Tiéu chuéan ky thuat t6i thiéu: Kim ludn tinh mach c6 canh, c6
ctra chich, 4 duong can quang; Catheter FEP khang xoan chan
buic xa dic biét, dé truyén véi luu lu()’ng t6i wu, san xudt tir
nguyén li€u sinh hoc twong thich cao gitp thoi gian luu kim 1én
dén 96 gid; Canh linh hoat gitip ¢d dinh dé dang va an toan; Kim:
3 mat vat, 1am tur thép khong gi, sdc bén, phu 1 16p silicon; Nép
bao vé kim: 6ng hinh try, 1am tir nhya polypropylene; Khong di
ung, ddm bao an toan cho bénh nhan; Chudi kim 6m sat than
kim d& dang thao tac; Ctra chich thudc véi van silicon mét chiéu
chét lugng cao tranh xi ri dich; Chu6i kim trong sudt dé dang cho
viéc quan sat; Mat cat backcut gitp tiép can tinh mach tron tru,
nhe nhang; Sur dung 1 lan;

Tiét trung khi EO hodc tuong duong;
Pat tiéu chuan: ISO, CE, FSC Chéau Au hoic trong duong;

Thong s6 ki thuat: Size kim - luu luong chay: 16G: 1.7x45mm -
200ml/min, 18G: 1.3x45mm - 90ml/min, 20G: 1.1x32mm -
61ml/min, 22G: 0.9x25mm - 36ml/min, 24G: 0.7x19mm -
23ml/min;

1.31

lay

Kim léy mau,
thudc cac co

Tiéu chuin k¥ thuat tbi thiéu: Kim cac ¢d, Vi dung kim c6 chi thi
mau phan biét cac cd kim.

Pat tiéu chuan CE, tiéu chuén tiét trung EN ISO 11135 hodc
tuong duong

1.32

Kim tiém nha khoa
CaC Cc&

Tiéu chudn k§ thudt t0i thiéu: Kim tiém nha khoa dung trong gay
té nha khoa, vat li¢u dung trong y té. Kim dugc lam bang thép




khong gi, vét canh sic bén, giam dau. Kich ¢& kim 27G, 30G.
Dong vi riéng ting chiéc.

Tiét trung bang EO gas hoic twong duong;

Pat tiéu chuan ISO 13485 hoic tuong duong

1.33

Kim choc do tiry sdng
Cac co

Tiéu chuan k¥ thuat tdi thiéu: Miii kim véat hinh kim cuong sic
bén, cho phép lyc ddm nho, t6i thiéu chan thuong va nguy co tu
mau dudi mang cing.

C6 khoang tréng gitra que thong nong va thanh kim; Ddc kim
trong sudt, ¢6 lang kinh phan quang cho phép phat hién nhanh
dich ndo tiy chay ra;

Pat tiéu chuan ISO 13485 hoic tuong dwong

1.34

Kim gy t& dam roi
than kinh cac c&

Tiéu chuén k¥ thuat tdi thiéu: Pau kim ¢6 gbc vat 30 do, thiét ké
gitip dé dang quan st vi tri mili kim dudi siéu am; Kim dugc phui
16p cach dién gitp ddm bdo an toan trong khi tién hanh tha thuat;
C6 vach danh dau céc khoang lcm trén than kim, hd tro xac dinh
d6 sau khi choc do; Chudi kim trong sudt ¢ cac ranh chéng truot
gitip d& cam khi chich va quan sat dugc dong chay khi bom
thudc; Day truyén thudc gan ¢ dinh véi chudi kim, chiéu dai
khoang 30cm

Day cép dién, chiéu dai >60cm; C& kim 21G, dai 100mm; C&
kim 22G, dai 50mm;

Tiét tring bang khi E.O hoic twong dwong;
Pat tiéu chuan ISO 13485 hoic tuong dwong

1.35

Kim cham ctru cac ¢

Tiéu chuin k¥ thuat tbi thiéu: Chat liéu thép khong gi, sdc nhon,
Tiét trung;
Pat tiéu chuan ISO 13485 hoic tuong dwong

1.36

Day truyén dich kim
co canh

Tiéu chuin k¥ thuat tbi thiéu: Van khoa diéu chinh, kim chai san
xuat tir hat nhua ABS nguyén sinh. Van thoat khi c6 thiét ké
mang loc khi v6 khuan. Budng nho giot thé tich > 14ml, c6 mang
loc dich < 15um. Day dan cdu tao tir chét liéu nhya PVC nguyén
sinh, mém déo, dai, d6 dan h01 cao, khong gy gép khi bao quan
va stir dung; Do dai day truyén > 1700mm. Day truyén dich kém
kim hai canh buém 22Gx3/4". Dau ndi Luer lock c6 co ché xoay
gitip cho viéc gan két voi kim ludn chéc chan va dé thao tac khi
su dung.

Pat tiéu chuan CE, tiéu chun tiét trang EN ISO 11135, ISO
13485 hodc tuong duong

1.37

Day truyén mau

Tiéu chuan k§ thuat t6i thiéu: Van khoa diéu chinh, kim chai san
xuat tir hat nhya ABS nguyén sinh; Van thoat khi c6 thiét ké




mang loc khi v6 khudn; Budng nho giot c6 mang loc dich. Day
dan ciu tao tir chat liéu nhwa PVC nguyén sinh, mém déo, dai, do
dan hoi cao, khong gay gap khi bao quan va str dung; Dau nbi
Luer lock c¢6 co ché xoay gitp cho viéc gin két voi kim ludn
chic chan va dé thao tac khi str dung; Day dai >1800mm lam tir
chét liéu PVC y té, khong gay sot, khong doc hai,

tiét trung béng khi EO hogc tuong duong; Kim co 18Gx1 1/2".
Mang loc ¢ bau co6 kich thudc 16 loc 200um, toc do dong chay 20
giot/ml;

Pat tiéu chuan ISO 13485 hoic tuong duong

1.38

Day noi bom tiém
dién

Tiéu chuan k¥ thuat tdi thiéu: Pong goi kin timg chiéc, vo tring,
¢6 danh dau vi tri mé, d& ma, ¢6 han st dung ghi trén bao bi.
Mém déo, trong subt, chéng x04n; Puong kinh trong < 0,9 mm;
Duong kinh ngoai <1,9mm; Chiéu dai day 150cm; Tbc do >
0,9ml/phut; ap lyc > 2 bar; DPau ndi Luer Lock, chiu ap luc cao,
chéng 10 ri; ¢6 khoa ap luc duong chdng trao nguoc dich (co
khoa bim chin dong);

Pat tiéu chuan ISO 11135; ISO 13485 hoic tuong duong

1.39

Khoa ba chac truyén

Tiéu chuan k¥ thuat tbi thiéu: Khoa ba nga gdm 2 dau két ndi co
nép van khoa dong mo dugce va khoa luer-lock; Co day ndi dai >
10cm mém déo lam tir nhya nguyén sinh trong sudt, khong chira
doc td, co khoa chan dong; Chac ba ¢ nong tron nh5n dam bao

dich co day dong chay, goc xoay 360 do; Khéa khong ho, thong t6t, d6 nhay
t6t, d& diéu chinh;
Pat tiéu chuan EN ISO 13485, EN ISO 11135 hoic twong duong
< < .| Tiéu chuan k§ thuat ti thiéu: Gang kiém tra ding trong y té cac
Gang tay chdm soc, | . \ X, o A S-S+
Y . A c0 S, M, L. San xuat tir cao su thién nhién, c6 phu bot chong
1.40 | dieu tri nguoi bénh

cac co

dinh, khéng gay kich ung da; Do day t6i thiéu 1 16p 0,08mm.
Chiéu dai >240mm;

Gang v0 trung dung

Tiéu chuan k¥ thuat tbi thiéu: Gang dai dung dé kham san khoa
(gang kham san), khi chua ti¢t trung dai >500 mm san xuat tir

141 Eﬁng tha thudt san | .o gy thién nhién pha bot chéng dinh, sir dung mét lan;
oa .
Dat tiéu chuan ISO 13485 hodc tuong duong.
Gang vo trung ding | Tiéu chuén k¥ thuat toi thiéu: Gang tay dwoc san xuét tir cao su
1.42 | trong thu thuat, phau | thién nhién, tiét tring bang khi EO hogc twong duong, ¢6 bot.

thuat cac co

Pat tiéu chuan ISO 13485 hoic tuong dwong.

Phén 2. Tii, lo, 6ng, day, chac, catheter, Kim, chi, dao phﬁu thuat, phim X-quang.




2.1

Tai dung mau don

Tiéu chuan k¥ thuat tdi thiéu: Gom 1 tai dung tich 250ml; Tai
chtra 35ml dung dich chong dong va bao quan CPDA-1;

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.2

Tai dung nudce tieu

Tiéu chuan k¥ thudt tbi thiéu: San xuét tir nhya y té PVC, khong
ddc hai; Kich ¢d 2000ml, do day 1.2mm, phan vach ro rang; Co
vach dung tich mdi 100ml; Pam bao kin khong ro ri. C6 bang
chia vach nghiéng cho phép theo ddi lwong nude tiéu cyc it
(25ml) trong nhitng truong hop bénh nhan thiéu niéu; Van xa
thoat day chir T, chéng trao nguoc, dng dau vao 90cm; Co quai
treo bang nhwa PVC; _Than tai c6 bang ghi thong tin co ban vé
bénh nhan: Ho tén, sé giwong, s phong;

Tiét tring bang khi Ethylene Oxide (E.O) hoic twong dwong;

Pat tiéu chuan ISO 13485, tiéu chuan tiét trang ISO 11135 hodc
tuong duong

2.3

Ong nghiém chéng
dong EDTA

Ong nghiém tbi thiéu nhya PP, nguyén sinh, c6 do nhan va tron
lang cao chéng sy bam dinh mau, kich thudc @13 x 75 (mm)
hodc @12 x 75 (mm), dung tich t6i da 6 ml, nip nhua mau xanh
duong.

* Bén trong chtra chat khang dong Ethylenediaminetetraacetic
Acid Dipotassium Salt Dihydrate (EDTA K2), chi ¢c6 mét vach
chi thé tich 2ml trén nhin 6ng.

Chiu dugc lyc quay ly tim gia toc >6.000 vong/phut trong thoi
gian >10 pht, dat do an toan, dat d6 kin than va nip 6ng
nghiém, dat do vo khuén.

* Pat tiéu chuan ISO 13485 hoic tuong duong

24

Ong nghiém chéng
dong chan khong
EDTA

Chat liéu tdi thiéu: nhya PET. Kich thuge 13*75 mm. Ong
nghi¢m da dugc hut chan khong véi thé tich mau dén 2.0 ml, vo
trang.

Nap day ong nghiém: nap nhya mau tim, nat cao su bén trong
nap dugc 1am tdi thiéu tir cao su va Silicon D. Ong duoc phun

phu K2-EDTA trén mat trong thanh 6 6ng, chiu dugc luc quay ly
tam gia toc 3.500 - 4.500 vong/phut trong thoi gian >10 phut.

Pat tiéu chuan ISO 13485 hoic tuong duong

25

Ong nghiém citrate

Tiéu chuan k¥ thuat ti thiéu: Ong nghiém nhya PP, kich thudc
@13 x 75 (mm), dung tich t6i da 6 ml, nap nhya; Bén trong chira
chat khang dong Trisodium Citrate Dihydrate 3.8% , chi c6 mot
vach chi thé tich 2ml trén nhén 6ng;

Chiju duoc luc quay ly tim gia toc >6.000 vong/phut trong thoi
gian >10 phut, dat do an toan, dat do kin than va nap ong




nghiém, dat 6 vo khudn (c6 phiéu két qua thir nghiém cta don
vi kiém ching);

Dung xét nghiém lién quan dén yéu t6 dong méau va toc do ling
mau;

Pat tiéu chuan ISO 13485 hoic twong dwong

2.6

Ong nghiém Heparin

Tiéu chuan k¥ thuat tbi thiéu: Ong nghiém nhua PP, nguyén sinh,
c6 d6 nhan va tron lang cao chéng su bam dinh mau, kich thudc
@13 x 75 (mm) hodc @12 x 75 (mm), dung tich téi da 6 ml, nap
nhya; Bén trong chtra chat khang dong Lithium Heparin, chi c6
mdt vach chi thé tich 2ml trén nhan 6ng;

Chiu dugc lyc quay ly tim gia tbc >6.000 vong/phut trong thoi
gian >10 phut, dat d6 an toan, dat d6 kin than va nép 6ng
nghiém, dat do vo khuan (c6 phiéu két qua thir nghiém cta don
vi kiém chung);

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.7

Ong nghiém mién

dich

Tiéu chuan k¥ thuat tdi thiéu: Ong nghiém nhya PP, nguyén sinh,
c6 6 nhén va tron lang cao chong sy bam dinh mau, kich thudc
@13 x 75 (mm) hodc @12 x 75 (mm), dung tich tdi da 6 ml, nip
nhya mau do; Bén trong chira hat nhya PS (Polystyrene), giup
tién trinh dong mau dién tién nhanh tir khoang 3 - 5 phut, c6 3
vach chi thé tich trén nhan ong;

Chiu dugc lyc quay ly tim gia tdc >6.000 vong/phut trong thoi
gian >10 phut, dat do an toan, dat d6 kin than va nap 6ng
nghiém, dat do vo khuén (c6 phiéu két qua thtr nghiém cua don
vi kiém chung);

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.8

Ong méu lang

Tiéu chuan k§ thuat t6i thiéu: Nap cao su va than bang thity tinh
kich thude: 8 x 120mm; Thé tich ldy mau: 1.28ml; Hoa chét bén
trong: 0,32ml Sodium Citrate 3.2%; Co6 vach thé tich trén than
6ng cho dung tich 14y mau chinh xac;

Pat tiéu chuan ISO 13485 hoic tuong dwong.

29

Ong nghiém thuy tinh
16mm x 100mm

Tiéu chuan k¥ thuat t6i thiéu: Pugc lam bang thuy tinh, kich
thudc @16mm x 100mm

2.10

Ong nghiém thuy tinh
12mm x 100mm

Tiéu chuan k¥ thuat t6i thiéu: Pugc lam bang thuy tinh, kich
thudc 912mm x 100mm

211

Ong nd1 khi quan st
dung mot 1an cac cd

Tiéu chuéan ky thuat t6i thiéu: San xuat tir nhwa PVC y té trong
sudt; Co bong chen va khong c6 bong; Co duong can quang tia




X: chay doc thén 6 dng, giup d& dang nhan biét duoc vi tri ciia dng;
C6 sdn mét Murphy;

Dat tiéu chuan ISO 13485 hoic tuong duong.

2.12

Sonde thong tiéu 1
nhanh cac cG&

Tiéu chuan k¥ thuat tbi thiéu: Sonde nelaton thong tiéu 1 nhanh
cac c¢d , dugc lam bang chat li¢u cao su phu silicon;

Pat tiéu chuan ISO 13485 hoic tuong duong

2.13

Sonde théng tiéu 2
nhénh cac c&

Tiéu chuén ky thuat t6i thiéu: Ong thong tiéu 2 nhanh céc cd.
Chat li¢u cao su tu nhién, c6 phu silicon tron nhan, giam kich
ung va tuong thich véi co thé bénh nhén,;

Tiét tring bang khi EO hodc twong duong;
Pat tiéu chuan ISO 13485 hoic tuong dwong.

2.14

Sonde théng tiéu 3
nhanh cac c&

Tiéu chuan k¥ thuat tbi thiéu: Ong thong tiéu 3 nhanh cac cd.
Chat li€u cao su ty nhién, c6 phu silicon tron nhan, gidm kich
ung va tuong thich véi co thé bénh nhén;

Tiét tring bang khi EO hodc twong duong;
Pat tiéu chuan ISO 13485 hoic tuong dwong.

2.15

Sonde hdau moén cac co

Tiéu chuan k¥ thuat tdi thiéu: Ong thong hdu mon céc sb. Day
dan dai >400mm duogc san xuét tir chat liéu nhya PVC y té
nguyén sinh, mém déo; Trén day c6 02 cip 16 hinh bau duc dbi
xung nhau, mot dau day duoc loe hinh phéu, dau con lai duoc bo
tron khong gay ton thuong cho nguoi sir dung;

Tiét trung bang khi EO hodc twong dwong;

Dat tiéu chuan: ISO 13485, Tiéu chuan tiét tring EN ISO 11135
hodac twong duong

2.16

Thong (sonde) cho an
cac co

Tiéu Chuén ky thuat t6i thiéu: Ong thong da day cac ¢ g(‘)m 2
loai c6 nip (gdm céc c& 5Fr, 6Fr, 8 Fr, 10Fr) va khong c6 nap
(12Fr,14Fr,16Fr,18Fr); Day dan duoc san xudt tir cht liéu nhya
PVC nguyén sinh, mém, déo, tron giam ton thuong niém mac;

Tiét trang bang khi EO hodc twong duong;

Pat tiéu chuan: ISO 13485, Tiéu chuan tiét tring EN ISO 11135
hodc tuong duong

217

Ong hut thai s6 5

Tiéu chuan k¥ thuét ti thiéu: Ong hit thai dung 1 lan;
Pat tiéu chuan ISO 13485 hoic tuong dwong

2.18

Ong hut thai s6 6

Tiéu chuan k¥ thuét ti thiéu: Ong hit thai dung 1 lan;




Dat ti€u chuan ISO 13485 hoic tuwong duong

2.19

Thong (sonde) hat
nhot cac ¢o

Tiéu chuan k¥ thuat tbi thiéu: San pham duogc két ciu 02 phan;
Khoa van va day din; Day dan duoc san xudt tir chit liéu nhya
PVC nguyén sinh khong chira DEHP, nhya trong, nhan bong
tranh gay t6n thuong, xay xudc niém mac, dau day hit c6 2 mat
phu dé hat; Day c6 do dai > 55cm; Khoa van chia nhiéu mau dé
phan biét giita cac sd, ¢6 2 loai co nip va khong nip. Bao bi ¢6
miéng gidy thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét trung;

Pat tiéu chuan ISO 13485, Tiéu chuén tiét trung 1SO 11135
hodc tuong duong

2.20

Son dan luu 6 bung
cac co

Tiéu chuén k¥ thuat tbi thiéu: Chat liéu cao su hoic PVC;
Pat tiéu chuan ISO 13485 hoic tuong dwong.

221

Ong (sonde) thd 6-xy
02 gong cac c&

Tiéu chuan k¥ thuat tbi thicu: Chat liéu nhya PVCy té, bao gom
day dan va gong muii; Ong day | mém, chong vin xoan. Bé mat
tron nhin; Pau thé mém, co6 2 éng thang dua vao mii mau tring
trong, khong cé chét tao mau; Céc ¢d: tré so sinh, tré em va
ngudi 16m; Day dan co chiéu dai > 2.3 m, long éng c6 khia chdng
gap;

Dong gbi 1 cai/tai va tiét tring bang khi EO hodc twong duong;

Co6 gidy chirg nhan dat tiéu chuan ISO 13485, ISO 11135 hoic
tuong duong

2.22

Catheter tinh mach 2
nong loc mau thén
nhéan tao

Tiéu chuén k§ thuat t6i thiéu: Ciu tao 2 nong, dung cho loc mau
than nhan tao thong thuong;

Pat tiéu chuan ISO 13485 hoic twong duong.

2.23

Catheter tinh mach
trung tdm 3 nong

Tiéu chuan ky thuat t6i thiéu: Catheter tinh mach trung tam 3
duong 7Fr x 20 cm; Pau két ndi chéng 10 i, khang khuén;
Catheter 1am tir chat liéu Polyurethane, khong c6 latex, chéng
xoian, chong tao huyét khdi; Pau catheter mém, dé dang xam
nhap, giam thiéu tac hai 1én mach mau; Than catheter c6 vach
danh dau do dai, c6 dudng can quang, co thé xac dinh bang tia
X-quang;

Pat tiéu chuan ISO 13485 hoic tuong duong

2.24

Chi khau khong tiéu
3/0

Tiéu chuan k¥ thuat t6i thiéu: Chi khong tan tong hop
Nylon/Polyamide so6 3/0, dai >75 cm, kim tam giac 3/8c, dai 26
mm. Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde.




Dong g(’)iﬂbéng gidy tiét trung 80gsm (100 micron) do bén cao,
ngan khuan hi¢u qua, mii vudt nhon UltraGlyde;

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.25

Chi khau khong ti€u
4/0

Tiéu chuan k¥ thuat t6i thiéu: Chi khong tan tong hop
Nylon/Polyamide so6 4/0, dai >75 cm, kim tam giac 3/8c, dai 18
mm; Kim thép 302 phu silicon XtraCoat, mii kim UltraGlyde;
Dong g(’)i»béng gidy tiét trung 80gsm (100 micron) do bén cao,
ngan khuan hi¢u qua, mii vudt nhon UltraGlyde;

Pat tiéu chuan ISO 13485 hoic twong dwong

2.26

Chi khau khong tiéu
5/0

Tiéu chuan ky thuat t6i thiéu: Chi khong tan téng hop
Nylon/Polyamide s6 5/0, dai >75 cm, kim tam giac 3/8c, dai 16
mm; Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde;

Dong goi 7b2°1ng gidy tiét trung 80gsm (100 micron) do bén cao,
ngan khuan hiéu qud, miii vuot nhon UltraGlyde;

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.27

Chi khau tu tiéu s6 2/0

Tiéu chuan k¥ thuat t6i thiéu: Chi tan chdm tu nhién chromic
catgut s6 2/0, dai >75 cm, kim tron 1/2c, dai 26 mm; Kim thép
302 phu silicon XtraCoat, miii kim UltraGlyde; Chi lam tur
collagen tinh khiét, soi chiac, mém dé udn;

Dong goi Vbalmg gidy tiét trang 80gsm (100 micron) d¢ bén cao,
ngan khuan hi¢u qua XtraCoat;

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.28

Chi phau thuat tu tiéu
s0 4/0

Tiéu chuin k¥ thuat tbi thiéu: Chi tan cham tu nhién chromic
catgut s0 4/0, dai >75 cm, kim tam gidc 3/8c, dai 16 mm. Chi lam
tur collagen tinh khiét, soi chac, mém dé€ uon;

Dong goi bang gidy tiét tring 80gsm (100 micron) do ben cao,
ngan khuén hiéu qua; Kim thép 302 phu silicon, miii vudt nhon
Ultraglyde;

Pat tiéu chuan ISO 13485 hoic tuong dwong

2.29

Chi khau ty tiéu tong
hop da s¢i s6 1

Tiéu chuan k¥ thuat tbi thiéu: Chi tiéu tong hop da soi
Polyglactin 910 6 1 dai >90cm, duoc boc bai 50% la
Polyglactin 370 va 50% la Calcium Stearate. 1 kim tron dau tron
CT, dai 40mm, 1/2 vong tron. Puong kinh kim < 1.016mm giup
giam chdy mau chan kim. Kim dugc phu béi 16p silicone cai
tién, viing kep kim phang co ranh chay doc bén trong va ngoai
than kim giap gitr chat kim khi thao tac. Kim bang hop kim
Ethalloy ¢6 ham lugng Niken tir 6,3%-9,5%, ham lugng crom tir
11,5%-12,5%, ham luong molyden tir 3%-4%, ham luong tong




hop tantalum va titan khong qua 2,01 %, dem lai do bén kéo kim >
2750 Mpa (dugc chung nhan boi to6 chuce doc 1ap).

Luc cing giit vét thuong khoang 75% sau 14 ngay, khoang 50%
sau 21 ngay, khoang 25% sau 28 ngay. Thoi gian ty tiéu hoan
toan: 56-70 ngay;

Pat tiéu chuan CE hoic tuong duong

2.30

Chi khau ty tiéu tong
hop da soi s6 2/0

Tiéu chuan k¥ thuat ti thiéu: Chi tiéu tong hop da soi
Polyglactin 910 s6 2/0 dai >75cm, duge boc boi 50% 1a
Polyglactin 370 va 50% la Calcium Stearate. 1 kim tron dau hinh
thoi SH Plus, dai 26mm 1/2 vong tron. Puong kinh kim <
0.661mm gilip giam chay mau chan kim. Kim dugc phu boi 16p
silicone cai tién, Vung kep kim phang cé ranh chay doc bén trong
va ngoai than kim gitip gitr chat kim khi thao tac. Kim bang hop
kim Ethalloy c6 ham lugng Niken tir 6,3%-9,5%, ham lugng
crom tur 11,5%-12,5%, ham lugng molyden tir 3%-4%, ham
luong téng hop tantalum va titan khong qué 2,1%, dem lai do
bén kéo kim > 2750 Mpa (dugc chimg nhéan béi t6 chirc doc 1ap).

Luc cing giit vét thuong khoang 75% sau 14 ngay, khoang 50%
sau 21 ngay, khoang 25% sau 28 ngay. Thoi gian tu tiéu hoan
toan: 56-70 ngay;

Pat tiéu chuan CE hoic tuong duong

2.31

Chi khau ty tiéu tong
hop da s¢1 s6 3/0

Tiéu chuan k¥ thuat tdi thiéu: Chi tiéu tong hop da sgi
Polyglactin 910 s6 3/0 dai 75cm, dugc boc bai 50% la
Polyglactin 370 va 50% la Calcium Stearate. 1 kim tron dau hinh
thoi SH Plus, dai 26mm 1/2 vong tron. Puong kinh kim <
0.5588mm giup giam chay mau chén kim. Kim dugc phu boi 16p
silicone cai tién, ving kep kim phang c6 rinh chay doc bén trong
va ngoai than kim giup gitr chat kim khi thao tac. Kim bang hop
kim Ethalloy c6 ham luong Niken tir 6,3%-9,5%, ham luong
crom tur 11,5%-12,5%, ham lugng molyden tir 3%-4%, ham
luong tong hop tantalum va titan khong qué 2,1%, dem lai d6
bén kéo kim > 2750 Mpa (dugc ching nhan béi t6 chirc doc 1ap).

Luc cing giit vét thwong khoang 75% sau 14 ngay, khoang 50%
sau 21 ngay, khoang 25% sau 28 ngay. Thoi gian tu ti€u hoan
toan: 56-70 ngay;

Pat tiéu chuan CE hoic twong dwong

2.32

Chi khau ty tiéu tong
hop don sgi s6 4/0

Tiéu chuan ky thuat t6i thiéu: Chi tiéu tong hop da soi
Polyglactin 910 sb 4/0 dai 75cm, dugc boc bai 50% la
Polyglactin 370 va 50% la Calcium Stearate. 1 kim tron dau hinh
thoi SH-2 Plus, dai 20mm 1/2 vong tron. Puong kinh kim <
0.458mm. Kim duoc phu bai 16p silicone cai tién, ving kep kim




phang giup gitr chit kim khi thao tac. Kim bang hop kim
Ethalloy c6 ham lugng Niken tir 6,3%-9,5%, ham lugng crom tir
11,5%-12,5%, ham lugng molyden tir 3%-4%, ham lugng téng
hop tantalum va titan khong qua 2,1%, dem lai do bén kéo kim >
2750 Mpa (duoc ching nhédn béi to chirc doc 1ap).

Luc cing giit vét thwong khoang 75% sau 14 ngay, khoang 50%
sau 21 ngay, khoang 25% sau 28 ngay. Thoi gian tu tiéu hoan
toan: 56-70 ngay;

Pat tiéu chuan CE hoic twong dwong

Tiéu chuan k¥ thuét tbi thiéu: Pudng kinh:
0,3/0,4/0,5/0,6/0,7/0,8/0,9/1,0 mm dai >10m/cudn.

2:33 | Chi thép cic s0 Chét ligu t6i thiéu thép khong gi;
Pat tiéu chuan ISO 13485 hoic tuong dwong
Tiéu chuél} ky thuat t6i thiéu: Tay dao md dién dung 1 1an véi 7
ludi dao bang thép khong gi, duong kinh 2.4mm, ludi dao c6 thé
o thao roi. Chi€u dai dién cyc: khoang 70mm. Chi€u dai cap: 3m
234 | Tay dao mo dign Chiéu dai tay cam: 155mm. Loai chan cam: 3 chén tron (3 x
@4Amm);
Pat tiéu chuan ISO 13485 hoic tuong dwong.
235 Ludi dao md st dung | Ti€u chuan k¥ thuat toi thiéu: Chat liéu thép khong gi;
' mot lan cac ¢ Pat tiéu chuan ISO 13485 hoic tuong duong.
Lu6i diéu tri thoat vi | Tiéu chuan ky thuat tdi thiéu: Chat liéu Polypropylene. Kich
2.36 | Polypropylene 10 x 15 | thudc 10 x 15 cm;
cm Pat tiéu chuan ISO 13485 hoic tuong duong
Tiéu chuan k¥ thuat tdi thiéu: Phim kho k¥ thuat sb cong nghé in
Phim kho X-quang in | laser. Kich thudc: 35cm x 43cm. Sur dung tuong thich voi may
231 | Laser (35cm x 43cm) | in phim: Drypix 6000 (Fujifilm);
Pat tiéu chuan ISO 13485 hoic tuong duong;
Tiéu chuan k¥ thuat tdi thiéu: Phim kho k¥ thuat sb cong nghé in
Phim khd X-quang in | laser. Kich thudc: 20cm x 25¢m. Sur dung tuong thich voi may
238 | | aser (20cm x 25cm) | in phim: Drypix 6000 (Fujifilm);
Pat tiéu chuan ISO 13485 hoic tuong duong;
[11 | Phin 3. Vit tw thin nhén tao, Nep, vit, mdt s6 vt twr y té khac
31 Day loc mau than | Tigy chuén k¥ thuat tbi thiéu: BO day chay than nhan tao c6 cau

nhan tao

tao san pham goém 2 phan (Pong mach va Tinh mach) ¢ kém




trgmsducer protector. Ong day qducyc ’létm béng vat liéu PVC, dau
noi nhua PP, PE theo ti€u chuan y té, khong chira DEHP;

Pat tiéu chuan ISO 13485 hoic tvong dwong

3.2

Kim chay than nhan
tao cacco

Tiéu chuan k¥ thuét ti thiéu: Kim AVF 16G*1. Chiéu dai day
>30cm, 1am bang nhya PVC khéng chira chat phu gia DEHP,
dng day c6 ID 3.5mm, OD 5.5mm, mit trong day tron lang ngin
chan méu dong ty. Canh budém mém, dé cAm, dé dan bang dinh,
xoay duogc 360°% Kich thudc kim 16G dai 25mm dugc lam tir
thép y té khong gi SUS 304, thanh moéng, dau kim sic nhon dugc
phu silicone, mit sau ¢ dau kim c6 16 backeye dé tranh lam ton
thuong mo, dung chung cho dong mach va tinh mach;

Dat tiéu chuan ISO 13485 hoic tuong duong

3.3

Qua loc dich than
nhan tao

Tiéu chuan k¥ thuat t6i thicu: Qhét liéu mang loc: Poly sulfone;
Dién tich mang loc: 2,2m2; Chat li€u vo: Polypropylene;

Pat tiéu chuan ISO 13485 hoic tuong dwong

3.4

Qua loc than nhan tao
1

Tiéu chuan k¥ thuat t6i thiéu: Hé sb siéu loc: 13 mL/h x mmHg;
D¢ thanh thai (luu lugng mau 300mL/min): Urea : 243,
Creatinine: 215, Phosphate: 175, Vitamin B12: 100; TMP max
(mmHg): 600; KoA Urea: 746 ml/phut; Dién tich mang: 1,3 m?;
bo déy thanh/duong kinh s¢i: 40/200 pm; Thé tich moi: 78 mL;
Chat liéu mang: Polysulfone; Chat liéu vo: Polycarbonate; Chat
liu dau qua loc: Polyurethane;

Phuong phép tiét trung: Hoi nude Inline/HD hodc tuong duong;

3.5

Nep ban rong 10 15
léch

Tiéu chuan ky thuat t0i thiéu: Chat ligu thép khong gi; Day
5,0mm; rdng 16,0mm; C6 10 16;

Pat tiéu chuan ISO 13485, CE hoic tuong duong.

3.6

Nep ban rong 9 16 1éch

Tiéu chuan k¥ thuat tdi thiéu:~Chét liéu thép khong gi; Day
5,0mm; rong 16,0mm; Co6 9 10;

Pat tiéu chuan ISO 13485, CE hoic twong duong

3.7

Nep ban nho 6 16

Tiéu chuan k thuat t0i thiéu: Chat liéu thép khong gi; Day
2,5mm; rong 9,5mm; C6 6 10;

Pat tiéu chuan ISO 13485, CE hoic tuong duong

3.8

Nep ban nhé 7 15

Tiéu chuan k¥ thuat tdi thiéuN: Chat liéu thép khong gi; Day
2,5mm; rong 9,5mm; C6 7 10;

Pat tiéu chuan ISO 13485, CE hoic twong duong




Tiéu chuén ky thuat t6i thiéu: Chat liéu thép khong gi ; Day

39 | NSPehTTDANNROVILY | Simm: rong 11.0mm; Co 3/4/5/6/7/8 16
' Dat ti€u chuan ASTM-F543; ISO 13485; CE hodc tuong duong
Nep khoa dau trén mat | Tiéu chuén k¥ thuat toi thiéu: Chét liéu thép khong gi; Day
3.10 | ngoai xwong chay bén | 4.0mm; rong 16,0mm; C6 3/5/7/9/11/13 16 phai;
phai Pat tiéu chudn ISO 13485; CE hoic tuong duong;
Nep khoa diu trén mat | Tiéu chuan k thudt t6i thiéu: Chét ligu thép khong gi; Day
3.11 | ngoai xwong chay bén | 4,0mm; rong 16,0mm; C6 3/5/7/9/11/13 10 trai;
trai Dat tiéu chuan ISO 13485; CE hojc twong dwong
o Tiéu chudn k§ thudt t0i thiéu: Chat liéu thép khong gi; Day
3.12 IJ?PtCh_U L vit 4.5mm | 5 5mm: rong 15,7mm; C6 4/5/6/7/8/9/10 15 trai;
en tral )
Dat ti€u chuan ISO 13485; CE hoic tuong duong
. ) Tiéu chuan k¥ thuat tdi thiéu: Chat liéu thép khong gi; Day
3.13 be?P Chl{t_f L vit 4.5mm | 5 5mm; rong 15,7mm; C6 4/5/6/7/8/9/10 16 phai;
én phai .
P Dat ti€u chuan ISO 13485; CE hodac tuwong duong
Tiéu chuan k¥ thuat t6i thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 3.5 dai | 16mm; Duong kinh mi vit: 6,0mm; Buong kinh 161 vit: 2,5mm;
3.14 16mm Puong kinh than ren: 3,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat t6i thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 3.5 dai | 18mm; Duong kinh mi vit: 6,0mm; Buong kinh 161 vit: 2,5mm;
3.15 18mm Duong kinh than ren: 3,5mm;
Pat tiéu chuin ASTM-F543; 1SO 13485; CE hodc tuong duong
Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 3.5 dai | 20mm; Duong kinh mi vit: 6,0mm; Buong kinh 161 vit: 2,5mm;
3.16 20mm Duong kinh than ren: 3,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuén k¥ thuét tdi thiéu: Chét liéu thép khong gi; Dai
Vis clng phi 3.5 dai | 22mm; Dudng kinh mii vit: 6,0mm; Pudng kinh 161 vit: 2,5mm;
317 ) D A k’ h h" . .
22mm uong kinh than ren: 3,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
o : . | Tiéu chuén k¥ thuét tdi thiu: Chét liéu thép khong gi; Dai
3.18 Vis clng phi 3.5 dai 24mm; Puong kinh mii vit: 6,0mm; Puong kinh 161 vit: 2,5mm;

24mm

buong kinh than ren: 3,5mm;




Dat ti€u chuan ASTM-F543; ISO 13485; CE hodc tuong duong

Vis cung phi 3.5 dai

Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
26mm; Puong kinh mii vit: 6,0mm; Puong kinh 161 vit: 2,5mm;

3.19 26mm Duong kinh than ren: 3,5mm;
Pat tiéu chudn ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 14mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
3.20 14mm Duong kinh than ren: 4,5mm;
Pat tiéu chudn ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 16mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
3.21 16mm Duong kinh than ren: 4,5mm;
Pat tiéu chuin ASTM-F543; 1SO 13485; CE hodc tuong duong
Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 18mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
8.22 18mm Duong kinh than ren: 4,5mm;
Pat tiéu chuin ASTM-F543; 1SO 13485; CE hodc tuong duong
Tiéu chuan k¥ thuat t6i thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 20mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
3.23 20mm Duong kinh than ren: 4,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat t6i thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 22mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
3.24 22mm Duong kinh than ren: 4,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat t6i thiéu: Chat liéu thép khong gi; Dai
Vis ctng phi 4.5 dai | 24mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;
3.25 24mm Duong kinh than ren: 4,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong
Tiéu chuan k¥ thuat tbi thiéu: Chat liéu thép khong gi; Dai
396 Vis ctng phi 4.5 dai | 26mm; Duong kinh mi vit: 8,0mm; Buong kinh 161 vit: 3,5mm;

26mm

Duong kinh than ren: 4,5mm;
Pat tiéu chuan ASTM-F543; 1SO 13485; CE hoic twong duong




Vis cung phi 4.5 dai

Tiéu chuan k¥ thuat i thiéu: Chét liéu thép khong gi; Dai
28mm; Puong kinh mii vit: 8,0mm; Puong kinh 161 vit: 3,5mm;

3.27 28mm Dudng kinh than ren: 4,5mm;
Pat tiéu chuian ASTM-F543; 1SO 13485; CE hoac twong duong
, Tiéu chuan k¥ thuat toi thiéu: Chat liéu thép khong gi;
3.28 | Vit x0p cac co . .
Dat ti€éu chuan ISO 13485, CE hoac tuong duong
, . | Tiéu chuan k¥ thudt t6i thiéu: Chat liéu thép khong gi; Pudng
3.29 i)glh kisner  Phi | yinh: 1.5mm; Chiéu dai: 310mm;
omm ,
Dat ti€u chuan ASTM-F543; ISO 13485; CE hodc tuong duong
_ _ .| Tiéu chudn k§ thudt t0i thiéu: Chat liéu thép khong gi; Pudng
330 ?glh kisner  Phi | 1inp: 1 8mm; Chiéu dai: 310mm;
.omm ,
Dat ti€u chuan ASTM-F543; ISO 13485; CE hoac tuong duong
) ) | Tiéu chuan k¥ thudt t6i thiéu: Chét lidu thép khong gi; Pudng
331 ?glh kisner  Phi | \inh: 2.0mm; Chidu dai: 310mm;
umm .
Dat tiéu chuan ASTM-F543; ISO 13485; CE hodc tuong duong
DBuong kinh: 2.2mm
33 Pinh  kisner  Phi | Chiéu dai: 310mm
| 2.2mm Chat lidu t6i thidu thép khong gi
Dat tiéu chuan ASTM-F543; ISO 13485; CE hodc tuong duong
Tiéu chudn k§ thudt t0i thiéu: Chat ligu thép khong gi; Pudng
333 Pinh  kisner  Phi | kinh: 2.5mm; Chiéu dai: 310mm;
| 2.5mm Pat tiéu chudn ASTM-F543; 1SO 13485:2016; CE hoic twong
duong
Tiéu chudn k§ thudt t0i thiéu: Lam tr vai ludi ctmg, vai ludi co
3.34 | Dai thit lung cac ¢y | 9ian, khoa velcro va thanh nep dan hoi;
Pat tiéu chuan ISO 13485 hoic tuong dwong.
Tiéu chun k¥ thuat ti thiéu: Lam tir chét liéu mat mat do cao
Pat tiéu chuan ISO 13485 hoic tuong dwong.
Tiéu chudn k¥ thudt t0i thiu: Vai cotton, vai khong dét, vai ¢6 16
. thoang khi. Khoa Velcro, nep hop kim nhom. Chiéu dai 40 -
3.36 | Nep go1

70cm. Gém cac ¢ XS, S, M, L, XL;
Dat tiéu chuan ISO 13485 hoic tuong duong.




3.37

Pau c6n 0,2ml

Tiéu chuan k¥ thuat tdi thiéu: Dung tich 200 pl, 1am tir nhya PP;
Khong chl'ra DNA, DNAse, RNAse, Pyrogenic, chat irc ché PCR,
ndi doce to, kim loai; Khong dinh nudc;

Pat tiéu chuan ISO 13485 hoic tuong duong

3.38

DPau con 1ml

Tiéu chuan k¥ thuat tdi thiéu: Dung tich 1000 pl, 1am tir nhya
PP; Khong chﬁrg DNA, DNAse, RNAse, Pyrogenic, chat trc ché
PCR, noi dgc t0, kim loai; Khong dinh nudc;

Pat tiéu chuan ISO 13485 hoic tuong duong

3.39

TUi camera

Tiéu chuén k§ thuat t6i thiéu: Ong nylon 18 x 230 cm. Dy budc
2,2mm x60 cm; Tai nylon 9 x 14 cm. Day budc 2,2mm x 30cm;
Mau sic dong déu, c6 do trong, bé mit min c¢6 d6 déo dai; Day
cotton mau tréng, c6 d6 bén cao; Yéu cau an toan: Khong dinh
bui ban, tap chét, ko rach, thung, ko kich tng da...; Pugc dong
g6i trong bao bi gidy c6 mau chi thi tiét tring dung trong y té;
Tiét trung bang khi EO.Gas hoic tuong duong;

Dat tiéu chuan ISO 13485 hoic tuong duong

3.40

Dé ludi go sur dung 1
lan céc c&

Tiéu chuin k¥ thuat tbi thiéu: Chat liéu g5 tu nhién; duoc boc
mang nilon. Kich thudc dai x rdng x day: 150mm x 20mm x 2
mm:;

Dat tiéu chuan ISO 13485 hoic tuong duong.

341

Miéng dan dién cuc
tim

Tiéu chuin k¥ thuat tbi thiéu: KT: 50mm, dang hinh tron;
Pat tiéu chuan ISO 13485 hoic tuong dwong

3.42

Miéng dan xung dién

Tiéu chuan k¥ thuat tdi thiéu: Tuong thich voi may dién cham
KWD-808I

3.43

Kep ron nhua tiét
trung

Tiéu chuén k¥ thuat ti thiéu: San xuét tir chat liéu nhya PP
nguyén sinh, d§ tron lang cao;

Pat tiéu chuan ISO 13485, tiéu chuan tiét tring ISO 11135 hodc
tuong duong

3.44

Clip kep mach mau
cac co

Tiéu chuan k¥ thuat tdi thiéu: Chét lidu: Polymer khong tiéu,
tuong thich sinh hoc cao, khong hap thy, khong can quang,
khong gy nhiéu CT, MRI hodc X-quang; Thiét ké: hinh canh
cung c¢6 pham vi tac dung 16n va lyc ddng déu; Chdt an toan gitp
cam nhan va phan hoi xtc giac va thinh giac; Ban 1& diéu chinh
d6 dan hoi mot cach linh hoat; Cac go tich hop ngan ngira kep bi
trugt va kep bi dich chuyén ra khoi mach mau, dam bao thit chat
an toan; Kich thudc mach mau kep: 3-10mm; 5-13mm; 7-16mm;




Dat tiéu chuan ISO 13485 hodc tuong duong.

3.45

Miat na (mask) khi
dung cac c&

Tiéu chuén k¥ thuat tdi thiéu: Puoc san xuét tir nhua PVC
nguyén sinh, mau tréng trong, khong co chét tao mau; Co bd khi
dung; Day dan c6 chiéu dai > 2.1m, long dng c6 khia chong gap
duoc san xuat tir cht liéu nhwa PVC nguyén sinh, mau tring
trong, Day dan c6 khia dam bao khi oxy luén dugc tuan hoan;
Thanh nhém mém déo dam bao gitr kin khit mat na va miii bénh
nhan; Day chun ¢ dinh b mit na va dau bénh nhan c6 do dan
hdi cao; Céc ¢&: M, L, XL;

Puoc tiét tring bang khi Ethylene Oxide (E.O) hodc tuong
duong;

Pat tiéu chuan ISO 13485, ISO 11135 hodc tuong duong

3.46

Mait na (mask) tho oxy
cac co

Tiéu chuan k¥ thuat t6i thiéu: Pugc san xuét tir nhya PVC
nguyén sinh khong chira doc t6, mau tring trong, khong co chat
tao mau; Day dan c6 chiéu dai > 2m, 1ong dng c6 khia chong gap
dugc san xuat tir chat liéu nhwa PVC nguyén sinh, mau trang
trong, Day dan c6 khia dam bao khi oxy ludn dugc tuan hoan;
Thanh nhém mém déo dam bao gitr kin khit mat na va miii bénh
nhan; Day chun c¢b dinh bd mit na va dau bénh nhan c6 d6 dan
hdi cao; Cac ¢&: M, L, XL;

Puoc tiét tring bang khi Ethylene Oxide (E.O) hodc tuong
duong;

Pat tiéu chuan ISO 13485, ISO 11135 hoic tuong duong

3.47

Day garo chun

Tiéu chuin k¥ thuat tbi thiéu: Pugc lam béng thun, chét liéu cao
su co gidn tot. ¢6 bang gai dinh 2 d4u, miéng bang gai bén chic,
dé thao tac; Luc kéo dut (46 bén kéo): > 100 N; Do dén dai
tuong déi: > 75%:;

Pat tiéu chuan ISO 13485 hoic tuong dwong

3.48

Bo bop bong Am bu
nguoi lon

Tiéu chuin k¥ thuat tbi thiéu: Bop bong ambu, mét na, day dan
khi, tai chtra khi. C& nguoi 16n; Chét liéu bong PVC, thé tich
bong > 1630ml; Thé tich khi bom 800ml; Van gidi han ap suét:
60cmH20; Khang cy hit vao < 5cmH20 (tai S0L/phut), khang
cu tho ra < 5emH20 (tai 50L/phut); Thé tich ti du trir 2000ml;

Pat tiéu chuan ISO 13485 hoic tuong dwong

3.49

B¢ bop bong Am bu
tré em

Tiéu chuan k¥ thuat tdi thiéu: Bop bong ambu, mét na, day dan
khi, tai chtra khi. C& tré em; Chét liéu bong PVC, the tich bong >
680ml; Thé tich khi bom 350ml; Van giéi han ap suat:
40cmH20; Khang cu hit vao < 5cmH20 (tai 50L/phtt), khang




cu thora< SvcmH2O (tai S0L/phut); Thé tich tai dy trir >1600ml;
Dat ti€u chuan ISO 13485 hodc tuong duong

Vong deo tay nhan

Tiéu chuan k¥ thuat téi thiéu: Lam tir nhwa PVC, khong doc hai,
khong kich tng da, chong nudc, chong am, chong nam moc; Co

3:50 gf;g (rrllgll;gil lgﬁl)lh “4C 1 chd ghi thong tin bénh nhén; Vong ngudi 16n: 250mm x 25mm
ung (+ Smm) c6 12 13 va nit bim chét
Vone deo tav nhan | Tic% chuan ky thuat toi thiéu: Lam tir nhya PVC, khong doc hai,
351 | dan & newdi bgnh chc khong kich tmg da, chong nudce, chong am, chong nam moc; Co
' i & (Tfé em) i cho ghi thong tin bénh nhén; Vong tré em: 170mm x 17mm (+
U Smm), 6 12 18 va nat bdm chét
. « . _ | Tiéu chuan ky thuat tdi thiéu: Vai khong dét polypropylen. Vo
352 mjung phau thuat vo tring;
Dat tiéu chuan ISO 13485 hoic tuong duong
) ‘A A ~ Ay At 1 iR T ol > .
353 | Gidy dién tim 63mm g(l)i; ck}éuan k¥ thuat toi thiéu: Kich thude: 63mm x > 20m, ¢
3.54 | Gidy dién tim 210mm | Tiéu chuan k¥ thuat tdi thiéu: Kich thudc 210mm x > 20m
N Tiéu chuén k§ thuét t6i thiu: Chét lidu gidy. Duong kinh 30mm,
3.55 | Ong thoi giay dai 75mm + gmm glay &
Tiéu chuan ky thuat ti thiéu: Khau trang gidy khang khuan 4 16p
gom: 03 16p vai khong dét 3S va ¢ gitra la cac 16p loc khang
i ) khuan, quai deo mém khong gay kich tmg da. Hi¢u suat loc >
356 Khau trang y té 4 16p | 90%.
tict trung Tiét tring timg céi bang khi EO hodc twong dwong: khong doc,
khong gay kich ung da. Bong goi 01 cai/tai.
Pat tiéu chuan ISO 13485 hoic tuong dwong
357 Bing chi thi nhiét hap | Ti€u chuan ky thuat t6i thiéu: Kich thude: 24mm x > 55m;
| ot Dat tiéu chuan ISO 13485 hoic tuong duong
2cg | Bang chi thi nhigt hp | Tiéu chudn k¥ thuat toi thieu: Bang chi thi siy kho;
' khd Pat tiéu chuan ISO 13485 hoic tuong dwong
Tiéu chuan k¥ thuat ti thiéu: Bao gdm 1 bac gidy va 1 vién hoa
3.59 | Chi thi nhiét héa hoc | hoc nhay cam v6i hoi nudce va nhiét do;

Pat tiéu chuan ISO 13485 hoic tuong duong




Tiéu chuén ky thuat t6i thiéu: Chat liéu bang thuy tinh. Kich c&

3.60 | Lamen 22%40mMmm

Tiéu chuan k¥ thuat ti thiéu: Pugc 1am tir mii cao su (latex cao
3.61 | Bao cao su su thién nhién);
Pat tiéu chuan ISO 13485 hoic tuong dwong

\Vong cao su bo thit | Ti€u chuén k¥ thuat ti thiéu: Pau that tinh mach thuc quan;

362 | 9 ' 7
tinh mach thuc quan | Pyt tisu chudn ISO 13485 hodc tuong dwong

Niép chup dau day soi v ) i ) .
3.63 | dai trang may Fuji | Ti€u chuan ky thudt toi thiéu: Nap chup dau day soi.
fiml

Bong dén dat noi khi | Tiéu chuan ky thuat ti thiéu: Ding cho bd dat ndi khi quan;

3.64 , ,
quan Dat ti€u chuan ISO 13485 hoic tuong duong

3. Cac yéu cau khac
- NOp ban cam két va thyc hién theo yéu cau cua chu dau tu cac ndi dung sau:

+ Nha thau di diéu kién cung cdp va hang héa dwege phép lwu hanh trén thi trieong
theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoa va dich vu lién quan co xuat xir ro rang, hop phap;

+ Hang héa cung cdp méi 100%, dam bdo han sir dung toi thiéu 06 thang doi voi
hang héa cé han ding tir 02 nam tré lén; 03 thang doi véi hang héa cé han ding tir 01 dén
02 ndm; % han ding doi véi hang héa cé han ding dwedi 01 nam theo nha san xudt khi ban
giao hang héa;

+ Cung cdp hang madu trong truong hop cé yéu cau cia Chii dau tw;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trii ciia bén mua
(bang E-mail hodc dién thoai trong trieong hop khan cdp); Riéng déi véi hang héa tring
thau ding dot xudt, khdn cdp... bat bude giao hang tai kho bén mua khéng qua 24 gio;

+ Thu hoi hang hod trong triong hop hang hod da giao nhwng khéng dam bdo chat
lwong, hodc khong sw dung dwoc voi trang thiét bi hién cé cia don vi thu hwong, hodc co
théng bdo thu héi cia co quan cé tham quyén ma nguyén nhan khéng do 16i cia chii dau
tue,

+ Co nang lyc tu thuc hién cdc nghia vu bao hanh, bao tri, duy tu, bdao duong, sua
chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau bdn hang theo yéu cau
ciia E-HSMT hodc ky hop dong nguyén tac véi don vi c6 dit kha ndng thuc hién nghia vu




bado hanh, bdo tri, duy tu, bdo diedng, sira chita, cung cdp phu ting thay thé hodc cung cdp
cdc dich vu sau ban hang theo yéu cau ciia E-HSMT;

+ Théng bdo bang van ban dén chii dau tw trong truong hop hang héa cé bat ky
thay doi tir nha sdn xudt.

- Nha thau chuan bi 1 b E-HSDT ban gc dé Chu dau tu luu trit khi duoc
moi doi chiéu tai lidu.



