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
- Cht dau tu: Bénh vién da khoa Thanh Nam

- Tén ké hoach lya chon nha thau: Mua sim vt tu y té phuc vu kham chira
bénh nam 2026 cuia Bénh vién da khoa Thanh Nam

- Tén goi thau: Mua sim vat tu y té phuc vu kham chira bénh nam 2026 cua
Bénh vién da khoa Thanh Nam

- Gia g6i thau: 6.115.424.020 VND

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

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang
- Phuong thirc lua chon nha thau: 01 giai doan - 01 tai ho so

- Thoi gian t6 chitic lwa chon nha thau: 90 ngay

- Thoi gian bat dau t6 chiic lya chon nha thau: Quy | ndm 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thue hién géi thau: 12 thang ké tir ngdy hop dong c6 hiéu luc
- Tuy chon mua thém: Khong ap dung

2. Yéu cdu 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 dbi v6i hang
hoa c6 han dung tir 02 nam tro 1én; 03 thang dbi véi hang héa co han dung tir 01 dén
02 nam; ¥ han dung d6i v6i hang hoa c¢6 han dung dudi 01 nim theo nha san xut khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cap, ngay giao hang phu hop véi tién do thuc
hién ké hoach lua chon nha thau.

b) Yéu ciu vé ky thuét



Théng s6 k§ thudt va céc tiéu chuin

STT Tén hang héa . . o
(Nha thau co thé chao twong dwong hodc tot hon)
I Phin 16 1: Vit tu sir dung trong chay than nhén tao
B0 day chay than bao gom day dong mach va day tinh mach, co
B0 day chay than nhan 1 d4u transducer. Chét li¢u tdi thiéu nhya y té, khong chira
11 : o Latex.
tao
Pat tiéu chuan ISO 13485 hoic twong duong
Gac dugc dét t6i thiéu tir sgi 100% cotton co d6 thAm hut rat
cao.
1.2 | Gac than nhan tao Tiét trung bang khi EO.Gas hoac tuong duong.
S ' Kich thudc: > (3.5cm x 4.5¢m x 80 16p).
Dat tiéu chuin ISO 13485 hoic tuong duong
13 | Kim chav than Kim ¢& 16G, loai canh xoay va thiét ké backeye, chiéu dai kim
' chay tha 25mm. Pat tiéu chuan ISO 13485 hoac twong duong
Dién tich mang 1,6 m?
Hg 50 siéu loc (ml/hr*mmHg) 15-18
The tich moi 85-96 ml
1.4 | Qua loc mau Toc do bom mau 300ml/phut: Urea >245, Creatinine >220
' Phuong phap ti¢t trung: chiéu tia Gamma/Hoi nudce hoac tuong
duong
Pat tiéu chuan ISO 13485, CE hoic twong duong
I Phin 16 2: Dung dich thim phin mau dim dic, hoa chit sir dung trong chay than
nhén tao
) ) . Thanh phén tdi thiéu: Peracetic acid: > 4% ; Hydrogen
o1 | Dungdich sat khuan peroxide: > 25%; Acetic acid: > 12% . Can>5L.
mang loc than nhan tao ] ,
Dat ti€éu chuan ISO 13485 hodc tuong duong
2.2 | Muédi chay than Thanh phén: NaCl >99%
ang dich lam sach va khur khuén may loc than nhan tao thanh
2.3 : ' tinh khiét.

than nhan tao

Pat tiéu chuan ISO 13485 hoic twong dwong.




2.4

Dung dich tham phan
mau dam dac (Acid)

Trong 1 lit dung dich dam dac chua:

+ Natri clorid

+ Kaliclorid

+ Calci clorid.2H20

+ Magnesi clorid

+ Acid acetic bang

+ Glucose.H20

+ Nudc tinh khiét vira du: 1 it

Ti 1€ pha Acid : Bicarbonat :RO tuwong ung 1: 1,225: 32,775.
Str dung tuong thich vai dich tham phan mau dam dac
(Bicarbonat) theo dung khuyén céo ciia nha san xuat.
Dat tiéu chun ISO 13485 hoic tuong duong

2.5

Dung dich tham phéan
mau dam dac
(Bicarbonat)

Trong 1 lit dung dich dam dac chua:

+ Natri bicarbonat

+ Nudc tinh khiét vira di: 1 lit.

Ti 1€ pha Acid : Bicarbonat :RO tuong timg 1: 1,225: 32,775.
Str dung twong thich v6i dich thim phan mau dam dic (Acid)
theo dting khuyén cao ctia nha san xuit.

Pat tiéu chuan ISO 13485 hoic twong duong

Phin 16 3: Bom, kim tiém, diy truyén, ging tay va vat tw y té sir dung trong chiim séc

nguoi bénh

3.1

Kim canh budm sb 23G

B0 kim canh budém, ¢ 23G Day dan béng chét liéu tdi thiéu
nhua nguyén sinh PVC, dai >30cm, khong DEHP.

Kim t6i thiéu bﬁ“mg vat liéu thép khong gi, dau kim séc nhon,
vat 3 canh, khong c6 g0, c6 nap chup.

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

Pat tiéu chuan ISO 13485 hoic twong dwong

3.2

Bom cho an 50ml

Puoc san xuat tdi thiéu tir nhya y té nguyén sinh.

Vach chia dung tich rd nét.

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

Puoc tiét triung bang khi Ethylene Oxide (E.O) hoic tuong
duong.

Pat tiéu chuan ISO 13485 hoic twong duong

3.3

Bom kim tiém tiéu
duong cd 100IU/1ml

Pau kim vat 3 mat chinh xac, phu silicon, éng tiém trong sudt,
vach chia l16n dé doc

Khong chira chat di img, khong chira latex

Tiét trung bang khi EO hoic tuong duong

Pat tiéu chuan ISO 13485 hoic twong duong




3.4

Bom kim tiém tiéu
duong c¢6 401U/1ml

Dau kim vét 3 mat chinh xac, phu silicon, 6ng tiém trong sudt,
vach chia lén dé doc

Khong chira chét di tng, khong chua latex

Tiét trung béng khi EO hodc tuong duong

Pat tiéu chuan ISO 13485 hoic twong duong

3.5

Bom tiém str dung mot
lan 10ml

Puoc san xuit tdi thiéu tir nhya y té nguyén sinh.

Vach chia dung tich rd nét.

Pit tong co6 khia bé giy dé huy, khong co ba via.

Kim lam tdi thiéu bang thép khong gi.

Tiét tring bang khi Ethylene Oxide (E.O) hogc tuong dwong.
Pat tiéu chuan ISO 13485 hoic twong duong

3.6

Bom tiém str dung mot
lan 20ml

Pugc san xudt tdi thiéu tir nhua y té nguyén sinh.

Vach chia dung tich rd nét.

Pit tong c6 khia bé giy dé hity, khong co ba via.

Kim lam t4i thiéu bang thép khong gi.

Tiét tring bang khi Ethylene Oxide (E.O) hoic tuong duong.
Pat tiéu chuan ISO 13485 hoic twong duong

3.7

Bom tiém str dung mot
lan Sml

Pugc san xuat tdi thiéu tir nhya y té nguyén sinh.

Vach chia dung tich rd nét.

Pit tong c6 khia bé giy dé hity, khong co ba via.

Kim lam t4i thiéu bang thép khong gi.

Tiét tring bang khi Ethylene Oxide (E.O) hoic tuong duong.
Pat tiéu chuan ISO 13485 hoic twong duong

3.8

Ong dung huyét thanh

Chat liéu tbi thiéu nhya PP, dung tich > 2,5ml.
Pat tiéu chuan ISO 13485 hoic twong dwong

3.9

Day truyén dich lién kim
canh bu@m, ¢6 nhanh .
bom thudc sir dung 1 lan

Day dan: Dai > 1500mm, dugc 1am tdi thiéu tir nhya nguyén
sinh PVC trang silicon c¢6 d¢ dan hdi cao.

C6 cong tiém thude cao su.

Van thoat khi (van loc khi): tdi thiéu nhya nguyén sinh, cé thiét
ké mang loc khuan 0.2um v6 khuan 1am tdi thiéu tir chét lidu
vai PP khong dét.

Bau dém giot dung tich >8.5ml.

buong kinh ngoai khoang 14.2mm - 14.5mm. Dai 45mm, c0
thanh day déu: 0.9mm.

Co6 mang loc dich 15um.

Kim 2 canh buém kich thudce 23G.

Tiét tring bang khi Ethylene Oxide (E.O) hoic twong duong
Pat tiéu chuan ISO 13485 hoic twong duong

3.10

Gang kiém tra dung
trong y t€ khong bot cd S

Kich thuge:
+ D¢ day toi1 thiéu 1 16p (Vung ngdn tay: 0,11 mm + 0,02 mm,




+ Long ban tay: 0,10 mm + 0,02 mm,
+ Do day cb tay: 0.08mm
+ Chiéu dai: 240mm + 10 mm
Size S: 85mm +5 mm
Pat tiéu chuan ISO 13485 hoic twong duong

Gang kiém tra ding

Kich thuge:
+ Do day toi thiéu 1 16p (Vung ngédn tay: 0,11 mm £ 0,02 mm,
+ Long ban tay: 0,10 mm + 0,02 mm,

3.11 | trong y té khong bot cd | + Do day cb tay: 0.08mm
M + Chiéu dai: 240mm + 10 mm
Size M: 95mm + 5 mm
Dat ti€éu chuan ISO 13485 hodc tuong duong
Kich thude:
+ Chiéu dai: Size 6Y2: 275+5mm, Size 7; 7% va 8: 282+7mm,
N + Chiéu rong 1ong ban tay: Size 6'5: 83+=5mm, Size 7:
312 Gang tay phau thuat ti¢t | 89£5mm, Size 7%2: 95x5mm, Size 8: 102+6mm;
' trung cac so + Chiéu day toi thiéu 1 16p cho cac cd: ~ 0,15+0,18mm
Co 6Y: 16,5‘g; 7,0: 18,5g; 7'2: 20,5g; 8,0: 23g.
Tiét trung bang khi E.O hodc twong duong
Dat ti€éu chuan ISO 13485 hodc tuong duong
Than kim lam t6i thiéu bé‘ng thép y té khong ri, kim thang, tron,
déo, khong c6 d6 nham bé mat, mii kim dugc tw dong danh
bong bang may, sic bén, khong gy dau. Tay cam kim duoc
Kim cham ctru tiét trang | cuon bang thép khong ri y té, lién két gilra than kim va dau kim
313 dung mot 1an sé 5 dugc c6 dinh chic ‘chan ‘doc kim tron déu va sat nhau, khong
sac canh va mau dong déu. Kim duoc dong gbi v6 trung, dung
mot lan.
Pat tiéu chuan ISO 13485 hoic twong dwong
Str dung cho viéc 1ay mau xét nghiém. San {(uét’téi thiéu tir
. . ) thép carbon khong ri, miii kim dugc vat 3 dau sac nhon. Tiét
3.14 | Kim chich mau truing.
Pat tiéu chuan ISO 13485 hoic tuong duong.
) ) ) . PAau kim toi thiéu thép khong ri vat ba dau sic nhon, dung véi
315 hKlm, chich mau duong | pyt chich mau, gitp 1ay mau khong dau. Tiét tring.
uyet , ,
Y Dat tiéu chuan chat lugng ISO 13485 hodc tuong duong
o . ) Kim ciu tao t6i thiéu thép khong ri;
Kim lay thuoc (Kim ) . )
3.16 tiém) Duoc tiét trung bang khi Ethylene Oxide (E.O) hodc twong

duong;




Kich thudc 18G;
Dat tiéu chun ISO 13485 hoic twong duong

Kim luon mach mau

Kim lam t6i thiéu bang thép khong ri, dau kim c6 3 mat vat, sic
bén, d& 14y ven va giam dau.

Ong catheter c6 vach can quang lam t6i thiéu tir chét liéu
PTFE/ Teflon/ FEP/PUR nhua y té twong thich sinh hoc c6 tinh
dan hoi, chong xodn gap. Pau b ong catheter hinh vat néon 6m sat
kim giup dé dang lay ven, giy ton thuong it, it dau.

3.17 L0 Kim c6 canh c6 cong bom thube bo xung, dé dang ma nép.
nguoi lon Khoang bao mau thiét ké trong sudt giup d& dang xac dinh ldy

dang ven.
Khir tring bang khi EO (Ethylene Oxide) hoic tuong duong.
Thoi gian luu kim t6i da >72 gio.
Kich ¢6 22G; 0 (0,9 x 25) mm; Flow/ Rate 36ml/ min.
Pat tiéu chuan ISO 13485 hoic twong duong
San xudt toi thiéu tir nhya y té PVC, khong doc hai.
Kich ¢& >2000ml khong c6 day treo, d6 day 1.2mm, phan vach
rd rang. Co vach dung tich mdi 100ml.

3.18 | Tai dung nudc ticu Van x4 thoat day chit T, chdng trao ngugc, ng dau vao 90cm.
Puogc tiét tring bang khi Ethylene Oxide (E.O) hoic tuong
duong
Dat tiéu chuan ISO 13485 hoic twong duong

Kim quang sir dung cho Két hgp’ VO'IA kin? ludn, dung trong laser ndi mach.
3.19 may Laser ndi mach DBong got tict trung
y o Ti€u chuan chat lugng: ISO13485 hodc tuong duong
Lam toi thiéy tir nhya PP, nut 1am t6i thiéu bang nhya LDPE.
4 , , . Kich thudc ong: 13 x 75mm (kich thudce ngoai), 12 x 75mm
3.20 gglnggcch; hat bi (lz‘)}llaagng (kich thudc trong). L ,
' nghiém Sérum) Bén trong co6 chira cac hat hinh bi tdm hoa chat co tac dung tach
i huyét thanh huyét trong, dung cho 5ml mau mau
Pat tiéu chuan ISO 13485 hoic twong dwong
Chat liéu tbi thiéu: Ong duoc 1am bang nhya y té PP , kich
thudc dng 12x75mm, Nip bang nhya LDPE boc cao su mau
xanh dwong phil hop cho cic may xét nghiém ty dong. Hoa chat
Ong Iru miu méu khang bén trong la Dipo'gassium WEthernediami,netetra Acid (EDTA
3.21 | dong EDTA K2 nép cao K2) voi nong do tieu chgén de gl‘fr gétc te bao trong mau nhat la
' su tiéu cau ludn ¢ trang thai tach roi toi da tir 6 - 8 gio. Dung trong

xet nghiém huyét hoc (cong thirc mau va xét nghiém HbA Ic. )-
Hoa chat bén trong ding khang dong cho 2ml mau v6i vach lay
mau 2ml riéng biét trén nhan ong.

Pat tiéu chuan ISO 13485 hoic twong dwong




3.22

Ong luu mau mau khéng
dong EDTA K2 nap
nhua

Ong lam t6i thiéu bang nhwa PP (polypropylene). Nép lam tbi
thiéu bang nhya LDPE mau xanh duong

Ong c6 chira hoa chat khang déng E.D.T.A ( ethylene diain
tetra acetic) ti I¢ 10% dugc bom dudi dang hat suong trén
thanh dng du dé khang dong cho 2ml méu.

Pat tiéu chuan ISO 13485 hoic tuong duong

3.23

Ong lvu mau mau khang
dong Heparin

Chat liéu tdi thiéu: Ong dugc 1am bang nhya y té PP, kich
thude dng 12x75mm, Nip bang nhya LDPE mau den. Hoa
chit bén trong 1a chat khang dong Heparine Lithium. Dung dé
tach huyét twong lam xét nghiém dién giai @6 (Na-, K,
Cl-...trr Li+), khi mau. Ngoai ra con st dung cho céc xét
nghiém sinh hoa dac biét 1a NH3 va dinh lugng Alcool trong
mau.Hoa chat bén trong dung khang dong cho 2ml mau véi
vach 1dy mau 2ml riéng biét trén nhan 6ng.

Pat tiéu chuan ISO 13485 hoic twong duong

3.24

Ong nghiém nhya PP ¢6
nat

Lam t4i thiéu tir nhwa PP, c6 déng nit, trén dng khong co nhan.
Kich thudc ong:

+ 12 x 75mm (kich thudc trong),

+ 13 x 75mm (kich thudc ngoai),
Pung t6i da >5ml mau
Pat tiéu chuan ISO 13485 hoic twong duong

3.25

Kim ludn mach mau tré
em

Kim lam t6i thiéu bang thép khong ri, dau kim vat, sic bén, dé
lay ven va giam dau.

Ong catheter ¢6 vach can quang lam t6i thiéu tir chat liéu
PTFE/ Teflon/FEP/ PUR nhya y té twong thich sinh hoc ¢ tinh
dan hoi, chong xoan gap. Dau 6 ong catheter hinh vat non om sat
kim giup dé dang lay ven, gy ton thuong it, it dau.

Khoang bdo mau thiét ké trong sudt giup dé dang xac dinh lay
ding ven.

Khir tring bang khi EO (Ethylene Oxide) hoic twong duong.
Thoi gian luu kim t6i da >72 gio. Kich ¢& 24G; @ (0,7mm x
19mm), d¢ day thanh catheter: 0,085 mm; Flow/ Rate 20ml/
min.

Pat tiéu chuan ISO 13485 hoic twong dwong

3.26

Ong nghiém thay tinh
xét nghiém mau

Chét li¢u tOi thiéu: Thiy tinh
Kich thugc: size @12mm — chiéu dai 80mm — d6 day 0.6mm .
Dat ti€éu chuan ISO 13485 hodc tuong duong

3.27

Ong nghiém thuy tinh
x€t nghiém nudc ticu

Chit ligu t6i thiéu: Thiy tinh
Kich thugc: size @16mm — chiéu dai 160mm — d6 day 0.6mm .
Dat ti€u chuan ISO 13485 hodc tuong duong




Phin 16 4: Cac vat tw khac

4.1

Béang cudn 9cm x 2,5m

San phém duoc dét tdi thiéu tir sgi 100% cotton c6 dd tham hut
rat cao, khong c6 doc to.

Khéng chira chat gdy di tmg, khong c6 tinh bot hodc Dextrin.
Pat tiéu chuan ISO 13485 hoic twong duong

4.2

Béang cudn 10cm x 5m

San phém duoc dét tdi thiéu tir sgi 100% cotton c6 dd tham hut
rat cao, khong c6 doc to.

Khéng chira chit gdy di tmg, khong c6 tinh bot hodc Dextrin.
Pat tiéu chuan ISO 13485 hoic twong duong

4.3

Béang dinh cudn vai lya y
té

Bing vai lua mau trang.

Keo: Oxyd kém khong dung dung moi.

Kich thude: Sem x >5m.

Dat tiéu chuan ISO 13485 hoic twong duong

4.4

Binh Oxy y té 10 lit

Oxygen > 99,5% (tt/tt) ,

Tap chat: H20 < 60 mg/l,

C0O2 <0,03% (tt/tt),

CO < 5/triéu (tt/tt);

Tiéu chuan chat lugng: ISO 9001 hoic twrong duong

4.5

Bong dén hong ngoai

Cong suat: 220V-250W

Dui den: Pui xoay

Mau sic: Mau Do

Chat Liéu t6i thiéu: thay tinh

Pat tiéu chuan ISO 9001 hoic twong duong

4.6

B¢ stc rua da day

Lam t4i thiéu tir ma cao su tu nhién.
Kich c¢6: 22mm va 28mm.
Dat ti€éu chuan ISO 13485 hodc tuong duong

4.7

Gac phau thuat vo tring

Kich thudc: 10cm x 10cm x 8 16p; Gac dugce dét tbi thiéu tir soi
100% cotton c6 d6 tham hut rat cao.

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

4.8

Bong y té thim nudc

Bong so tu nhién, bong mau tring.
Chét tan trong ether < 5%

Chat tan trong nudc < 5%

D6 am < 8%

Tro Sulfat <4%

Kha nang hut nude > 100g

Tbc d6 chim < 8s

Chat hoat dong bé mit <2




Gi61 han Acid kiém (pH) : khong mau
Dat ti€éu chuan ISO 13485 hodc twong duong

Lam tr bot thach cao (Thach cao > 97%, gac 100% cotton).

49 | Botbo 15cm x 4,6m Bot dam béo_y do cung, do tréng, d6 min.
Dat tiéu chuan ISO 13485 hodc tuong duong
Lk Khong doc hai, linh hoat va khong gay kich ing
4.10 | Canuynmayo cicsO | p sl chudn SO 13485 hodic tuong duong
Ham lugng Clo hoat d(f)pg: 25 -27%,
Ham luong NaQH du to1 da 0,8%.
4.11 | Cloramin B Ham lugng Pb tQi da 0.02%,
Ham luong As toi da 0.001 mg/l
Dat tiéu chuan ISO 9001 hodc tuong duong
A A Cdn 90 do, trong sudt khong mau
4.12 | Con 90 40 Pat tiéu chuan ISO 13485 hoic twong duong
Chi phau thuat khong Cl_n SO g/O, dai >75 cm, kim tam giac 3/8c, dai 26mm.
4.13 tiéu s 2/0 co kim Kimthep
Dat ti€éu chuan ISO13485 hoac tuong duong
K A A Chi s6 3/0, dai >75 cm, kim tam giac 3/8c, dai 26mm.
4.14 | I PRAU DU KRORE i 16 thidu Tam ti thép
Dat ti€éu chuan ISO 13485 hodc tuong duong
K A ipa Chi s 4/0, dai >75 cm, kim tam giac 3/8c, dai 18mm.
4.15 | i PAU (DU KRORE ki 15 thiéu Lam ti thép
U Dat tiéu chuin ISO 13485 hoic trong duong
L x NP Chi s6 5/0, dai >75 cm, kim tam giac 3/8c, dai 16mm.
4.16 | I PRAL (DU KRORE ki 15 hiéu Lam ti thep
U so © Dat ti€éu chuan ISO 13485 hodc tuong duong
Chi tan tong hop da soi | Chi s6 2/0, dai >75 cm, kim tron 1/2¢, dai 26mm
4.17 | Polyglactin 910 2/0 c6 Kim t6i thi€u lam tr thép
Kim Dat tiéu chuan ISO 13485 hoac twong duong
Chi tan tong hop da soi | Chi s6 3/0, dai >75 cm, kim tron 1/2¢, dai 26mm.
4.18 | Polyglactin 910 3/0 co Kim t6i thi€u lam tir thep
kim Dat tiéu chuan ISO 13485 hodc tuong duong
Kim khau da tron: i
4.19 | Kim khau ph?lu thuat Chat liéu: Bugc lam toi thiéu bang thép Cacbon, dau kim nhan,

sat nhon. q ,
Cong dung: dung dé khau vét thuong.




Kich thuge: Kim tam giac 1/2 - 7x17.
Dat ti€éu chuan ISO 13485 hodc twong duong

4.20

Chi khau tiéu don soi, s6
2

Chi tan nhanh ty nhién plain catgut s6 2, dai >75 cm, kim tron
1/2¢, dai 40 mm. Kim thép 302 phu silicon. Chi lam t6i thiéu tir
collagen tinh khiét, soi chic, mém d& udn. Pong goi bang gidy
tiét trung. Pat tiéu chuan ISO 13485 hodc twong duwong

4.21

Choi rira ong nghiém

b6 dai long chéi phu hop dé rira cac loai 6ng nghiém c6 dudng
kinh nhé dén trung binh, d& dang vé sinh cac loai dng nghiém
c6 nhidu kich thudc khéac nhau.

Than chéi khong ri sét. Phan cubi dudi chdi thiét ké dang moc
treo gitip dé dang bao quan, treo chdi.

4.22

Dau Parafin

Dang long khéng mau, trong sudt, khong mui, khong vi. Co thé
hoa tan trong ether, cloroform, xang va benzen nhung khong
the hoa tan trong nudc va ethanol. Str dung dé sat khuan dung
cuyte

4.23

Day gar6

C6 d6 co gidn tot, cac goc canh khong duoc sic, cing gy tray
xude da, di ng lam sung rat trong qua trinh stir dung. Pat ti€u
chuan ISO 13485 hoac twong duong

4.24

Day hit dich (nhét) cac
sO

Day dan dugc san xuét t6i thiéu tir chat li¢u nhya PVC nguyén
sinh.

Cacsb5,6,8,10,12,14,16,18.

Pat tiéu chuan ISO 13485 hoic twong duong

4.25

Day may dién cham

Str dung tuong thich vi may dién cham DC0699-021, 1592-
ET-TK21, SDZ II cta bénh vién.

Pat tiéu chuan ISO 13485 hoic twong dwong

4.26

Day thé oxy nguoi 16n

Day dan dugc san xuat tdi thiéu tir chat liéu nhwa PVC nguyén
sinh, khong chira DEHP.

Tiét trung béng khi Ethylene Oxide (E.O) hoac tuong duong
Dat tiéu chuan ISO 13485 hodc twong duong

4.27

Day tho oxy tré em

Day dan dugc san xuat tdi thiéu tir chat liéu nhwa PVC nguyén
sinh, khong chira DEHP.

Tiét trung b%ng khi Ethylene Oxide (E.O) hoac tuong duong
Dat tiéu chuan ISO 13485 hodc tuong duong

4.28

Dung dich khir khuan
muc dd cao 1

Dung dich khtr khuan murc d6 cao, thanh phan ORTHO
PHTHALADEHYDE 0,55% ,pH 7.2 - 7.8

Thoi gian ngdm khir khuan mirc d6 cao cho dung cu 1a khoang
5 phut, tai st dung trong vong khoang 14 ngay. Thoi gian bao




quan dung dich trong can 1a >75 ngay tinh tir khi m& nap.
Khéng giy an mon dung cu, twong thich véi nhiéu loai dung cu
va vat lidu (ké ca Polystyrene, Cyanoacrylate), c6 que thir, dung
duoc >75 ngay sau khi mé nép binh.

Diét dugc hau hét cac loai vi khuan, vi rat, Truc khuan lao
(Mycobacterium bovis).

Pat tiéu chuan ISO 13485 hoic twong duong

Can >5 lit. Dung dich trong sudt mau xanh, thanh phan:
Glutaraldehylen 2%, pH=6. Khur khuan muc d6 cao, ti¢t khuan
lanh dung cu ndi soi va cac dung cu khong chiu nhiét.

4,29 | Dung dich khir khuan q ,
' muc do cao 2 Thoi gian ngam khtr khuan 1a khoang 10 phut, tai sir dung toi
da 1a >30 ngay.
Pat tiéu chuan ISO 13485 hoic twong duong
Dung dich ngam téy rira dung cu hoat tinh enzyme, hiéu qua
Dung dich tdy rtra dung nhanh sau <1 phut. pH trung tinh khong gy d&n mon dung cu;
4.30 cu'y té hoat tinh enzyme | Tuong thich voi nhicu loai dung cu;
Pat tiéu chuan ISO 13485 hoic twong duong
Chét liéu t6i thiéu: Polypropylene, phit hop véi cac loai
Micropipet thong thuong.
431 | Diu con vang D,au con ¢6 th¥et ke. om klP d‘a.u cay micropipet, dam bao luc
hut cua cay micropipet, d6 dai > 4cm.
The tich khoang 200ul (+5%)
DPat ti€éu chuan ISO 13485 hodc tuong duong
Chét liéu t6i thiéu: Polypropylene, phi hop véi cac loai
Micropipet thong thuong.
432 | PAu con xanh D,au con ¢6 th¥et ke. om klP d‘qu cay micropipet, ddm bao luc
hut cua cay micropipet, d6 dai > 4cm.
Thé tich khoang 1000ul (+5%)
Dat tiéu chuan ISO 13485 hoac tuong duong
Hinh dang gidng giot nudc, kich thude 35 mm, tong bé mit san
Dién cuc tim nén xép pham 1017 mm?, viing chat gen 401 mm?, vung dan 616 mm?,
4.33 ngudi 16n ving phan tir nhdy 78,5 mm?, d§ day san pham 0,8 mm.
Pat tiéu chuan FDA, ISO 13485 hoic twong duong
o Gac duogc dét téi thiéu tir sgi 100% cotton.
4.34 | Gac hut y té kho 0,8m Khong chira chat gy di trng, khong c6 tinh bot hodc Dextrin,

Pat tiéu chuan ISO 13485 hoic twong duong




4.35

Gel siéu am

Gel boi tron gde nudc duge dung trong siéu 4m chan doan y
khoa W
Dat tiéu chuan ISO 13485 hoic tuong duong

4.36

Giay in dién tim 3 can

Kich thudc: 63mm x 30m. St dung tuong thich véi may di¢n
tim ECG-3150,ECG-1150 ctia bénh vién .

Dat tiéu chun ISO 13485 hoic tuong duong

4.37

Giay in di¢n tim 6 can

Kigh thude: 110mm x 140mm x >142 to
Giay c6 dong ké. St dung tuong thich voi may di¢n tim 6 kénh
ECG1250K.

Dat tiéu chuan ISO 13485 hoic twong duong

4.38

Gidy in nhiét

Kich thudc: 57mm x >30m x 12mm.
Pat tiéu chuan ISO 13485 hoic twong duong

4.39

Giay in si€u am

Dung cho cac dong may in cuia hang Sony UP X897MD, UP
D897MD, UP X898MD , UP D898MD.

Dung lugng: Khoang 215 ban in cho mdi cudn gidy in. Kich
thude 110mm x >20 m.

Dat tiéu chuan ISO 13485 hoic tuong duong

4.40

Gidy loc

Gidy loc sir dung trong thi nghiém, kich thuéc: ®11 cm

441

Javen

C6 mau hoi xanh, c6 mui dac trung

4.42

Lam kinh

Kich co: 1.05- 1.2mm, 25.4 x 76.2mm
Dat tiéu chuan ISO 13485 hoac tuong duong

4.43

Lamen

Lam tdi thiéu bang thuy tinh borosilicate chiu hoa chat, hoan
toan khong mau, phu hgp cho kinh hién vi huynh quang,

Kich thudc 22mmx22mm.

Pat tiéu chuan ISO 13485 hoic twong dwong.

4.44

Lud1 dao mo cac ¢

Chat liéu tbi thiéu thép khong ri, tiét tring bang tia Gamma
hodc tuong duong.

Cac s6 10, 11, 12,15, 20, 21, 22.

Tuong thich v6i moi loai can dao mé

Dat ti€éu chuan ISO 13485 hodc tuong duong

4.45

Mat na xong khi dung

Téi thiéu nhya PVC nguyén sinh
C6 b0 khi dung.
Day dan c6 chiéu dai >2m




Tiét trang bang khi Ethylene Oxide (E.O) hoic twong dwong
Dat ti€u chuan ISO 13485 hodc tuong duong

Oxygen > 99,5% (tvtt)
Tap chat: H20 < 60 mg/l,
4.46 | Oxy dugc dung binh 40L | CO2 <0,03% (tt/tt),
CO < 5/tri€u (tt/tt);
Ti€u chuan chat lugng: ISO 9001 hodc tuong duong
) Chét liéu téi, thiéu:wnhua mém, dé udn cong nhung khong bi gap
447 Ong noi khi quan c6 giup han ché gay ton thuong khi quan ctia bénh nhan c6 bong
' bong cac so chén (cuffed)
Dat tiéu chuan ISO 13485 hodc tuong duong
Nguyén liéu:‘téi th‘iéu 100% cao su tién luu hoa véi catheter
5 duoc xur 1y bang dau silicon y té.
448 gf?a%]fsl (g(lgﬁ F;ﬁgﬁ 2 tidy 2 Kich thuge dau tip ngén:» 21 - 24mm giam kich thich bang
' nhanh) g g quang, chiéu dai tong thé: >400mm, chiéu dai phéu: >40mm,
dung tich bong chén: >30ml.
Dat ti€u chuan ISO 13485 hodc tuong duong
4.49 Ovng thE)I ay do chire Kich thugc 30mm x 70mm
nang ho hap
A A .. .« | Kichcd: 6FG, 8FG, 10FG, 12FG, 14FG, 16FG
4.50 | Ong thong da day cdc 0 | b i chudn 1SO 13485 hodc twong dwrong
Phim kho laser c& khoang 20x25cm tuong thich may in phim
451 Phim X quang khd 20 x | kho DryPix Smart tai don vi, sir dung cong ngh¢ than thién moi
~* | 25¢cm truong.
Pat tiéu chuan chat lugng ISO 13485 hoic twong duong
Phim kho laser c& khoang 25x30cm twong thich may in phim
5 Phim X quang khd 25 x | kho DryPix Smart tai don vi, sir dung cong ngh¢ than thién moi
452 | 30em truong.
Dat tiéu chuan chat lugng ISO 13485 hoic tuong duong
Lam t6i thiéu tir gd tu nhién, thd min, dong nhat, khong 15i,
s X khong cong vénh.
4.53 | Que d¢ ludi go Tiét trung bflqng khi Ethylene Oxide (E.O) hoac twong duong
Dat tiéu chuan ISO 13485 hodc tuong duong
L Que lay mau bénh pham dugc lam t6i thiéu tir gb thong d trich
4.54 Que go tiét trung lay nhya, dung dé lay té bao va niém dich c¢6 tir cung. Da tiét trung.

bénh pham

Pat tiéu chuan chét luong ISO 13485 hoic twong duong




4.55

Que tdm bong Iy mau
bénh pham

Chat liéu dng, nip, que bang nhya hodc g dau cotton, chiéu dai
> 175mm.

Dong goi riéng timg chiéc, tiét trung bang EO Gas hodc tuong
duong.

Dugc st dung dé thu thap, luu trit, truyén mau Vat.

Puogc sir dung rong rii trong nha khoa, da liéu, phu khoa, tiét
niéu va cac mau bénh pham khac.

4.56

Sap (Paraffin ran)

Thanh phan gdm c6 hop chét cua parafin va polymers. Khoéng
c6 dimethyl sulfoxide (DMSO). Nhi¢t do nong chay tir 52 dén
62 do C.

4.57

Nilon boc nén (Mang
boc thyc pham)

Kich thudc t6i thiéu: 45cm * >400m;

Chat liéu ti thiéu PVC c6 d6 déo, mong nhe véi mau sdc trong
suot, kha nang bam dinh tot, hoan toan 6m sat be mat, khong bi
co dim, dan hoi tot.

4.58

Sonde nelaton

Téi thiéu bang nhya y té, diu ho véi 2 18.
Ong dai khoang 40cm (£5%)
Dat ti€éu chuan ISO 13485 hodc tuong duong

4.59

Test thir duong méu 1

Dung cho may Onetouch Ultra Plus Flex MMOL. Pat tiéu
chuan ISO 13485 hoac tuong duong

4.60

Test thir duong mau 2

Dung cho may Safe Accu. Pat tiéu chuan ISO 13485 hoic
tuong duong

4.61

Thong hdu mon céac cd

Céc s0: 22,24,26,28.
Tiét trung bang khi Ethylene Oxide (E.O) hodc twong duong
Dat ti€éu chuan ISO 13485 hodc tuong duong

4.62

Vién nén khur khuan

Thanh phan t6i thiéu: Natri Dichloroisocyanutrale khan 50%,
cac thanh phan khéac 50%

4.63

Vién nén tan cham xu 1y
nudc 200g

Cong thue héa hoc: C3CI3N303 hoac [CINCO]3

Ham luong Clo khoang 90% (TCCA 90%)

Hinh thai: Dang vién trang, c6 mui ddc trung, tan cham trong
nudc

4.64

Bing thun y té

Puoc lam t6i thiéu tir soi cotton se tron hodc polyester két hop
véi soi cao su tu nhién. Sgi manh, mém, dan hoi tdt. Dung dé
c¢b dinh cac khép xuong, bong gan. ...

» D9 bén kéo theo chiéu dai cudn: > 400 N

« Do dan dai tai thoi diém lyc 16n nhat: > 400%

« Bing mau trang dén tring nga, khong 13n céc soi khac va cac




tap chat ciing, vai mém min, ¢6 do dan hoi cao. Bang thoang
mat, dé chiu.

« Khéng c6 doc t6, khong chira chit gdy di ing.

« C6 3 moc cai bang nhom hodc thép khong ri dé ¢ dinh bang.
Kich thudce: 10cm x >5,5m kéo dan

Dat tiéu chun ISO 13485 hoic twong duong

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

+ Nha thau di diéu kién cung cdp va hang héa dwoc phép luu hanh trén thi truong
theo quy dinh phap ludt hién hanh;

+ Tdt 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 t6i thiéu 06 thang doi véi
hang héa c¢é han ding tir 02 ndm tré 1én; 03 thang déi véi hang héa c¢é 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 hoa;

+ Cung cdp hang madu trong truong hop cé yéu cau cia Chi dau ti;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trix 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 budc giao hang tai kho bén mua khéng qud 24 gio;

+ Thu héi hang hod trong trieong hop hang hod da giao nhung khéng dam bdo chdt
lwong, hodc khong swr 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
tu,

+ Co6 nang luc tu thuc hién cac nghia vu bao hanh, bado tri, duy tu, bao duong, siwa
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 ndang thwc hién nghia vu
bdo hanh, bdo tri, duy tu, bdo dudng, sira chita, cung cdp phu tung thay thé hodc cung cdp
cdc dich vu sau ban hang theo yéu cau ciia E-HSMT;

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

- Nha thau chuan bi 1 bo E-HSDT ban goc dé Chu dau tu luu trir khi duoc
moi ddi chiéu tai liéu.




