BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

BENH VIEN DA KHOA Poc ldp - Tu do - Hanh phiic
TRUNG UONG QUANG NAM
S6: 4/+H/BV-VTTBYT Quadng Nam, ngay 3 Athdng § nim 2023

YEU CAU BAO GIA
Kinh giti: Cac hang san xuit, nha cung cap tai Viét Nam

Bénh vién Pa khoa Trung uong Quang Nam c¢6 nhu ciu tiép nh4n béo gia dé
tham khdo, x4y dung gia gdi thau, lam co s& t0 chitc lwra chon nha thau cho géi thau
Mua sim 109 danh muc vit tw y té nim 2023 v6i ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bio gia
1. Pon vi yéu cdu bo gia: Bénh vién Pa khoa Trung wong Quéang Nam
2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bio gia:

Nguyén Dtc Hanh, Truong phong Vat tu - Thiét bi y té, S§ dién thoai:
02353870390 (nhanh 1é: 1258).

3. Céch thire tiép nhén bao gia:

Nhan tryc tiép hodc giri thu chuyén phat dén dia chi: Phong VAt tu — Thiét bi
y t&, Bénh vién Pa khoa Trung wong Quang Nam.

Thoén Nam Son, x&8 Tam Hiép, huyén Nui Thanh, tinh Quang Nam

4. Thoi han tiép nhan bao gia: Tir 08h ngay .4 thing 8 nim 2023 dén trude
17h ngay A2 thang 9 ndm 2023

Céc bao gia nhan dugc sau thoi diém néu trén s& khéng dugc xem xét.

5. Thoi han c6 hiéu luc ctia béo gia: Téi thiéu 180 ngay ké tir ngay A2 thang
9 ndm 2023

I1. N§i dung yéu cau bio gia:

1. Danh muc vat tuy té:



Tiéu chuan chit g ( Nguon gac, &
Koo 7 . 2 Pic tinh k¥ thujt co bin (hofc twong xudt xir(*); Gidy chirng nhin lieu Don
STT | Sophin Tamything dwong) hanh te do ciia cde nuwdc tham chiéu | vitinh I“Ql::gndl‘r
(**)
1 béng bing nhya PVC, thé tich 1700ml,
trén béng ¢6 van diéu chinh ap lyc
60cmH20 cho ngudi 16n
i Phin1 | Ampu ngudi 1om (Bop bong), | - Day dan khi trong sudt dai 1.8m ) . Cai 100
an céc cd - 1 mask gdy mé hodc bong chira 1700ml C6 giay phép luu hanh san pham
cho ngudi 16n (hodc tuong duong)
- Pat tiéu chuan ISO 13485 hodc twong
duong
1 béng biing nhua PVC, thé tich 700ml, trén
béng co van didu chinh ap luc 60cmH20
cho ngudi lén
2 Phin 2 Ampu tré em (Bop bong), - Déy din khi trong sudt dai 1.8m ) Cai 30
céc cd - 1 mask gy mé hoic béng chira 700ml cho | C6 gidy phép luu hanh san phim
tré em (hodc tuong duong).
- Pat tiéu chuan ISO 13485 hojc tuong
duong
. . ; Ampu tré em, tré so sinh (Bop bong), cac ¢ .
3 | Phin3 fg?p“bgs ‘3)“‘(; ; ecs; sinh 250ml, 450ml, 650ml. Pat tiéu chudn ISO | C6 gidy phép hru hinh sin pham Cii 10
PIAES 13485 hofic twong duomg
Bing i din s i | gt ki
4 Phin 4 Bing dén cé nhdn poly i inh tong op- | Du‘o’c it nhét 02 nudc tham chiéu cip Miéng 5,000
Mieng gac lham hut > 500%. Dat tiéu chudn ha
ISO 13485 hodic tuong dwong giy chimg nhdn lwu hinh t do;
C6 van l‘chiéu, ¢6 1 piston, c6 co ndi oxy,
3 N tay cdm, dng gon séng. Dung tich 2500ml, AT N .
5 Phan 5 Binh tip the 4000ml. Pat tiéu chudn ISO 13485 hoiic C6 gidy phép liru hanh sin pham Cai 300
twong duong
3 Biopur eppendorf ding Dung trong tach chiét RNA, DNA. Dat tiéu Lk 3 ; ; z -
6 Phan 6 trong tich chiét RNA, DNA chudn 15O hioje trong duong Cé giay phép luu hanh san pham Cii 7,000
bap tmg mét trong cac diéu kién sau:
1. Dquc it nhdt 02 nudc tham chiéu
—_— . Ngudri I6m ( ludi sb 1,2,3) tré em ( ludi sb cip gidy chimg nhan hru hanh tu do
7 | Phin7 | DRG0 BUONKQngudr 0,1,2). at tiéu chudn ISO 13485 hodic 2, Buge it nhét 01 nude tham chiéu Bb 5
tuong durong cap g:ay ching nhan hru hanh n,r do;
San xuat hoic tai nurde tham chiéu
hodc san xuét tai Viét Nam
Chit ligu bing nhya PVC. B gém Xilanh, ?aDP img ‘t'“‘i’l: Et“(';}g cic dt!;u klcl:l sau:
¢ | Phing | Bodiéukinh1vanKarman | Fistons ong hit,chai dau bdi tron. Dong 6 | f vty !Tiu B3 200
tiét trung. Dat tidu chudn ISO 13485 holic DEMY GUMERbAn [ ML UE O °
fwong duon 2. Pugc cap giay phép luu hanh tai
& Viét Nam va san xudt tai Viét Nam
Pap (mg mdt trong cac diéu kién sau:
A « R — 1. Bucrc it nht 02 nudc tham chiéu
Gbm: ddng hd do, bang do huyét ap va qua
: e et o cap gidy chng nhén lru hanh tr do
9 | Phan9 | Bo dohuyétapké bp huyet ap, dai do: tr 20 11 300 mmHe, | 5 pyge it nhdt 01 nuée tham chiéu Bo 50
do chinh xéc: = 3 mmHg. Pat tiéu chuan
ISO 13485 hodc tuong duong cip glay chimg nhdn luu hanh h,r do;
San xudt hogc tai nudc tham chiéu
hodc san xuat tai Viét Nam
B¢ gdy té ngoai mang cimg, bing polyamid,
kim dau cong G18 dai 3 1/4" loai Perifix
hodc tuong duong.
BPap img diéu kién sau;
10 | Phdn10 | Bo gdy té ngodi mang cimg Vitligu: ABS, PA, PS, PC, PE, PEBA, PP, Ducrc it nhat 01 nudc tham chiéu cip Bo 20

SAN, thép khéng ghi, TPE, vit ligu y té Pat
tiéu chudn vdi cao su polyisoprene tng
h¢p. Dat tiéu chudn ISO 13485 hoic tuong

duong

gidy chimg nhan luu hanh ty do




STT

S6 phan

Tén mit hang

Pic tinh k¥ thujt co bin (hojc tuong
dwong)

Tiéu chuan chit lqu'ng ( Nguin gée,
xudt xi(*); Gmy chirng nhin luru
hanh ty do ciia cdc nwde tham chidu

(**)

DPon
vj tinh

S6

Iln;mg dy
kien

11

Phin 11

B6 hit dom kin tré em cac c&
6F-12F

Dugc thiét ké chuyen dung cho tré em va
i'lhl so sinh véi ddu ni chir Y ¢6 thé ndi véi
ong ndi khi quén 2.5mm, 3mm, 3.5mm.

- Kich thudc ong hiit 6F-12F

- C6 thé sir dung dén 72 giy

- Van céch ly thiét ké bio dam an toan

- San phém tiét tring,

- Pat tigu chuin ISO 13485 hodc twong
duong.

C6 gidy phép luu hanh san phim

20

12

Phén 12

B4 kit tach tidu cdu

Cé kém tui chong déng, dung tich 500ml;
Hé thong gém: Bau li tam khoang 225ml;
Kim l'IG ¢6 tay ndm va nép bao vé; 1 tii
lay mau mau toan phin 50ml, tuong thlch
v0'1 6ng miu chdn khong, 1 Tul chira tiéu
cAu 1000 ml, kém tai ldy mdu 90ml, 1 ti
huyet hmng 1000 ml, 1 tai didu hoa khi 600
ml, Day chong dong cd siin kim va bd loc
khudn, ddy dan c6 chi thj mau. Tiét tring.
Pat tiéu chudn ISO 13485 hoic tuong
duong

Dip img céc diéu kién sau:
- Duqc it nhét 02 nude tham chiéu cép
gidy chimg nhin lwu hanh ty do;

300

Phin 13

B4 loc khudn mdy théd 3 chirc
nang

Loc khudn va lam dm c6 cong do CO2. Kim
cdc s, vi dung kim cd chi thj mau phan biét
ciic c& kim. Dat tiéu chudn ISO 13485 hojc

tuong duong

C6 gidy phép luu hanh san phim

Cii

200

14

Phin 14

B Ong thd kém binh lam
4m dung 1 1an HFNC

Bo day ding 1 lan c6 dién trd nhiét lubng
trong, kém binh lam a im ding 1 lan.

Ong théng miii dong cao (cannula) cd 3 size
S,M,L

Cuff day thé va diu két ndi binh lam dm.

Sir dung phii hep véi Méy tao oxy luu
lugng cao qua mili (Mudel HF 2900 (HF
2900D) +Hang san xuat: Great Group
Medical CO., LTD. Pat ti€u chuin 1SO
13485 hodc twong duong

C6 gidy phép lru hanh san pham

150

15

Phin 15

Bom kim tiém v triung 10ml

Bom tiém nhua lién kim 10ml, c& kim 23G;
25G, diu kim sic nhon, vat 3 canh co nép
déy. Pit tong c6 khia bé gay dé hiy sau khi
sir dung.

Dat tiéu chuin ISO 13485 hodc tuong
duong

bap ung mét trong céc diéu kién sau:
1. Duqc it nhit 01 nuéc tham chiéu
cip gidy chimg nhan luu hanh tr do
2. Bugc cip gidy phép lwu hanh tai
Vit Nam va sin xudt tai Viét Nam

Cai

170,000

16

Phéan 16

Bom kim tiém v0 trung 1ml

Bom tiém nhya lién kim 1ml, c& kim
26Gx1/2" giodng ¢6 nim bom hét hanh
trinh gitp tiém hét thube.

Dat ticu chudn ISO 13485 hodc twong
duong

Dép g mft trong cdc didu kién sau:
1. Du'oc it nhét 01 nwéc tham chiéu
cép gidy chimg nhén luru hanh ty do
2. Pugc cip gidy phép luu hanh tai
Viét Nam va san xudt tai Viét Nam

Cai

50,000

17

Phin 17

Bom kim tiém v9 trang 20ml

Bom tiém nhya lién kim 20ml, c& kim 23G;
25G. Pit tdng c6 khia bé gay dé hity sau khi
sir dung;

Dat tiéu chuin ISO 13485 hoiic tuong
duong

Diap irng mét trong cac didu Kién sau:
1. Buge it nhét 01 nwée tham chiéu
cip gidy chu'ng nhan lru hanh ty do
2. Buge cap gidy phep luwu hanh tai
Viét Nam va san xuét tai Viét Nam

100,000

Phén 18

Bom kim tiém v trung 3ml

Bom tiém nhua lién kim 3ml, c& kim 23G;
25G, d4u kim sic nhon, vat 3 canh co nap
day. Pit tong co6 khia bé gay dé hiy sau khi
sir dung. Dat tiéu chudn 1SO 13485 hodc
tuong duong

Pap ung mét trong cac diéu kign sau:
1. Du'o'c it nhét 01 nudc tham chiéu
cdp gidy chu‘ng nhén luu hanh tr do
2. Puye cp gidy phép luu hanh tai
Viét Nam va sin xudt tai Viét Nam

Cai

10,000

19

Phin 19

Bom kim tiém v6 triung 50ml

Bom tiém nhua dung mot lan SOmI dbc xi
lanh nho l4p vira kim tiém céc sb. Pit tong

c6 khia bé gay dé hiy sau khi sir dung. Dat
tiéu chudn ISO 13485 hoiic trong duong

bap ung méjt trong cac didu kién sau:
1. Duqc it nhét 01 nudc tham chiéu
chp gidy chlmg nhén luu hanh ty do
2. Pugc cip gidy phep luu hanh tai
Viét Nam va san xuét tai Viét Nam

Cai

7,000




STT

S6 phin

Tén mit hing

Dic tinh k¥ thudt co bin (hodic twong
dirong)

Tiéu chuan chit lu'q'ng ( Nguén géc,
xudt xir(*); Gmy chirng nhin lu'u
hanh ty do cia cdc nuwdc tham chiéu

%)

Don
vj tinh

56

lu'qng dy
kien

20

Phin 20

Bom kim tiém v{ tring 5ml

Bom tiém nhya lién kim 5ml, c& kim 23G
25G, diu kim sic nhon, vat 3 canh co nﬁp
day. Pit tong co khia bé gdy dé hiy sau khi
sir dung.

Dat tiéu chuin ISO 13485 hodc twong
duong

Dap ung mét trong cac diéu kién sau:
1. Bugc it nhat 01 nudc tham chiéu
cAp gidy chung nhén Iru hanh tr do
2. Puge cap gidy phcp lru hanh tai
Viét Nam va sin xudt tai Viét Nam

Cii

450,000

21

Phin 21

Bom tiém cho dn 50ml

Bom tiém nhya 50ml, déc xi lanh to lip
vira day cho &n vé c6 ndp ddy. Pit téng o
khia bé gdy dé hiy sau khi sir dung. Pat tiéu
chuén ISO 13485 hoidc tuong duong

bap itng mjt trong céc diéu kién sau:
1. Duqc it nhit 01 nude tham chiéu
chp gidy chung nhén luu hanh ty do
2. Pugc cap gidy phep luu hanh tai
Viét Nam va san xudt tai Viét Nam

Cai

6,000

22

Phin 22

Bom tiém dién

Bom tiém 50ml cé khoa. Dat tiéu chuén
ISO 13485 hodc tuong duong

C6 gidy phép luu hanh sin phim

Cai

10,000

23

Phdn 23

Boéng dén hdng ngoai

Pat tiéu chudn 1SO hodc tuong duong

C6 gidy phép liu hanh sin phim

Cai

20

24

Phan 24

Béng ép phau thudt so ndo

Baéng ép phdu thuat so ndo KT: 2 cm x 7 cm
x 2 16p, v6 trung, c6 day can quang. Dat
tiéu chun ISO hogc twong duong

Pap tmg mot trong cac diéu kién sau:
1. Buqc it nhdt 01 nudc tham chiéu
cip gidy chung nhén lrru hanh tir do
2. bugc cap giay phep Irru hanh tai
Viét Nam va san xudt tai Viét Nam

5,000

25

Phin 25

Bit dnh ddu vét md

Diing dé danh déu vét m trudc khi phau
thudt. Dat tiéu chuan ISO hodc tuong
duong

C6 gidy phép luu hanh sin phim

96

26

Phén 26

Cassette va IP kich thude (18
X 24 cm)

Hop du‘ng tdm nhan anh X-Quang ky thuit
s6 va tim nhan anh X-Quang k¥ thuat sb
Sir dyng phu hgp véi May doc ky thudt 56
CR hién ¢6 coa Bénh vién (May doc CR)
hing San xuét FUJI - Nhét Ban. Dat tiéu
chuan ISO 13485 hoic twong dwong

Cé gidy phép luu hanh san phim

B

27

Phdn 27

Cassette va IP kich thudc (24
x 30 cm)

Hop dung tdm nhédn 4nh X-Quang k¥ 1huat
56 va tdim nhdn anh X-Quang k¥ thuat so
Sir dung phi hgp véi May doc k¥ thudt 56
CR hién c6 ciia Bénh vién (May doc CR)
hﬁng San xudt FUJI - Nhit Ban. Pat tiéu
chudn ISO 13485 ho#c tuong duong

Cé gidy phép luu hanh san phdm

28

Phin 28

Cassette va IP kich thudc (35
X 43 cm)

Hop dyng tdm nhin anh X-Quang k¥ thuat
s va tim nhan anh X-Quang k¥ thuat s6
Sir dung phi hep véi My doc k¥ thuat sb
CR hién c6 cia Bénh vién (Méay doc CR)
hang San xuit FUJI - Nhat Ban

C6 gidy phép luu hanh sin phim

29

Phin 29

Chi thi hoa hoc dlllng cho quy
trinh tiét khudn bing khi EO

« Kich thurdce: 1,5¢m x 20cm

» Dung cho quy trinh ti¢t khuédn vei khi EO
100% hodc hén hop khi EO / HCFC (*)

+ Dap img Dat tiéu chudn FDA; ISO 13485
hodc twong duong

Pap img mot trong cac diéu kién sau:
1. Duo'c it nhdt 02 nwde tham chiéu
cip gidy chng nhan luu hanh ty do
2 Duqc it nhit 01 nude tham chiéu
cip gtay chimg nhan luu hanh tu do;
San xuat hodc tai nudc tham chidu
hoidc san xudt tai Viét Nam

Cai

30

Phén 30

Cone lpc cac cd (1 p,10
ul/100 pl/1000 pul)

Péiu nhya ¢ mang loc 0,2-10 pl/1-100
pl/100-1000 pl

- Cd mang lgc

- Tip ¢6 vach chia

- Tiét triing,

- Tuomg thich cac loai Pipet.

Dat tiéu chudn ISO 13485 hojc twong
duong

C6 gidy phép luru hanh san phim

Cai

9,600

31

Phin 31

Piu col tring

Diu col thiét ké dé phi hgp vdi nhiéu loai
pipet. Pugc san xuit tir polypropylen - Thé
tich hat: 1-10 pl. Pat tiéu chudn ISO 13485
hoic tuvong duong

C6 gidy phép lru hanh sin phdm

Cai

10,000

Wa

-

y A




Tiéu chufin chit luq’ng ( Nguén gie, sé
i 3 Dic tinh k¥ thudt co bin (hofic twong xudt xi(*); Gidy chitng nhgn luu Pon
STT | S6 phin Tén mjt hing duwrong) hanh tir do cita cdc mede tham chidu | v tinh ]lrglr(l:gndgr
(**)
Déu col vang san xuét bing nhya PP. Dau
1 3 4 col vang 200ul phir hop véi céc loai pipet. . Cai 40.000
32 | Phan32 | Daucol vang Pat tiéu chuin 1SO 13485 hojc tuong C6 gidy phép lru hanh sén phdm & s
duong
Déu col xanh c6 khia hofic déu col xanh ) _
33 | Phin33 | DPiucol xanh khéng khia. Dat tiéu chuin 1SO 13485 hoic | C6 gidy phép luu hanh san pham Cai 8,000
trong duong
Ban cyc trung tinh choldao Pim bao bé mat tiép xic tot vdi da va din ) . )
34 | Phin34 | mb dién sir dung motlincac | dién tt. Dat tiéu chudn ISO 13485 hoic Co gidy phép luru hanh san pham Cai 10
loai, cdc c& tuong duong
bap tmg mét tmng cac didu kign sau:
1. Buo'c it nhét 02 nudc tham chiéu
Chiéu dai khodng 32c¢m hofic 40cm. Pat chp gidy chimg nhén liru hanh ty do
35 Phin 35 | Déy cua so nio tiéu chuén ISO 13485 hoic tuong duong, 2. Bugc it nhét 01 nudc tham chiéu Cai 60
chat li¢u thép khéng gi. cép giay chimg nhan luu hanh ty do;
San xuat hojc tai nudc tham chiéu
hodc san xuat tai Viét Nam
Diy di cac sb 5-8-10-12-14-16-18. Diy din
duogce san xudt tir chat liéu nhya PVC. Khéa
3 | Phin3s | DA hitdom, d';h cbkim | on che cdeo dhu gen & két ndi voi chc G giky pibp T i s piiin cii | 40,000
o ndp thiét bi phu trg. Dat tiéu chuan ISO 13485
hoic twong duong
Day truyen dinh vi dung cho bénh nhi « 60
giot/ ml + Ong nhya PYC mém + Kep lin Dap tmg mét trong cac diéu kién sau:
kiém sodt an toan vz} chinh xdc djch di qua * 1.’ Pugc it nhat 02 nuéc tham chiéu
N Ao ) . | D¢ dai Pat tiéu chuan: 150 cm * Ty chon cép gidy chimg nhén luu hanh tyr do
37 | Phin37 iazi;‘;'ye“ QEh &M ChO B |, 5 s - G hioks kg o kins = Luer kb 2. Puge it nhat 01 nudc tham chiéu Bb 1,000
hodc xoay Luer khoa - "Y" 15 chich (latex cép gmy chimg nhén luu hanh tl,l' do;
free) duge [hl:é[ ké cho tiém nhiéu lin San xudt hoic tai nudce tham chiéu
Dat tiéu chuan ISO13485 hoic tuong hodc san xudt tai Viét Nam
duong
DAy dai 180cm - C6 chirc ning dudi khi tir
dong - Kich thudc mang loc 200pm - Dign )
38 | Phdn38 | Day truyén mdu tich mang loc khoang 11cm2 - Ddu khéa C6 gidy phép luu hanh sdn phim Bo 4,500
vin xoén. Pat tiéu chudn ISO 13485 hoic
tuong dwong
39 | Phin39 | EppendorfPCR 0.1ml ?:;:;“ chuan 150 13485 hofic tuiang C6 gidy phép lru hanh sén phim cai | 2,000
2 Gidy in monitor san khoa Kich thwde: 152x150x200. Pat tiéu chuin e g 3 5 z 4
40 Phan 40 152x150%200 ISO 13485 hoiic twong dwong Cé giay phép luu hanh sin pham Tép 50
. GidvinioRiter sk oA Giéy in monitor san khoa, Kich thude: .
41 Phan 41 Y ’ 152mm x 90 mm. Pat ti€u chuan I1SO hodc C6 gidy phép lwu hanh san phim Tap 120
152mm x 90 mm
trong duong
im A
42 | Phin42 | Gongmii céc cd (+HFNC) ?Lf;:geu ETIPeIE s Ik C6 giky phép luu hanh san phim Ci 100
Dén lwu huy¢t kich thich huyét lién tuc
trong sudt qué trinh dan, c6 thé dé qua dém.
43 | Phdn43 | Hat virong bit lwu hanh Diing trong céc phwong phdp Dién Chén, C6 gidy phép lwu hanh san phim Vi 50
NhT Chidm, Luc Khi. Dat tiéu chuén chét
lugng 1SO 13485 hodc twong duong,
Hiéu qua loc 95% vdi bui/ hat vo co co kich | Pap tmg mét trong cic diéu kién sau:
) thude 0.3micromet. Dat tiéu chudn: N95 1. Pugc it nhit 01 nude tham chiéu
44 | Phin44 | Khéu trang N95 Respirator (TC NIOSH-42C FR84) hoic c4p gidy chimg nhéan luu hanh ty do Cai 5,000
FFP2 Respirator (TC EN 149-2001) hoic 2. Pugc cip gidy phép luu hanh tai
tuong duong Viét Nam va san xudt tai Viét Nam
Khéu trang 3 16p khong tiét tring, bing vai L ; R — .
KHGHEBEL L5 T T & Qi LG Bl foi. | “¢ Dm0t frong cac.dicu kign sai;
hﬁ b ha L c khi déc 1. Puge it nhat 01 nudc tham chiéu
45 | Phdn45 | Khiutrangy té i, mgda shin butxam nhep. 19 ¢ | cép gidy chimg nhan lru hanh ty do Cii 200,000

hai va vi khuan. Nep mii giir ¢ dinh khiu
trang. Dy deo thun c6 tinh dan hoi. Pat
tiéu chudn ISO 13485 hoic tuong duong.

2. Puge cép gidy phép luu hanh tai
Viét Nam va san xudt tai Viét Nam




Tiéu chuan chit hrqmg (Nguon gor:, sé
2 a Dic tinh k¥ thudt co ban (hodc tuong xudt xir(*); Gidy chirng nhin lu'u Pon
STT | S6 phin Tén mit hang duong) hanh ty do cita cdc mwdc tham chidu | vitinh ]m{:% dyr
i i€n
%)
Dung cho may phat tia Plasma lanh
- Thanh phén khi gdm Argon do tinh khiét
99,9995%
- Binh chira bing hgp kim nhém dung tich
: 8l
46 | Phinds | KM ArgonMed hodic tuong | "ys ioh khi trong binh (Khi gidi nén): C6 giy phép luu hanh san phim Binh 250
Vg khoang 1.040 lit
- Chuin két ndi: N6i nhanh co khi: NTP G
1/4 — 6 mm hodc tuong duaong
- Dat tiéu chuén ISO 13485 hoic twong
duong.
Khuén dic khc")iAnén c6 nhiéu kich thudc,
3 Khuén dic khéi nén phit hop véi nhiéu ¢&, miu mé khac nhau. s 3 3 2 : 2
4 R 15x15x5 mm Chdt lidu thép khong ri. Dat tiéu chuén ISO Crgty phip I hinirao phtes Lo 12
hoéc tuong duong.
48 | Phinds Iz(aannfgﬁm i gﬁ;gﬁi‘;’"m' Dt tidu chuanISO |, it ohep luu hanh sin phim Cii 3,000
bap g méjt trong céc didu kién sau:
K troi. kel o cdc o Dat ti2 1. Du'qc it nhdt 01 nuée tham chiéu
49 | Phin49 | Kimkhdu chumén fs . ;;;;‘hi?g t‘f;n" &u:n teu cip gidy chimg nhn lru hnh t do Cay 200
g & 2. Pugc cip gidy phép lru hinh tai
Viét Nam va sin xudt tai Viét Nam
Lo dyng phan: nhya PS, triing trong, nip
50 | Phan50 | Lo dyng méu phan miu vang, ¢6 thia iy phin bén trong. Dat C6 gidy phép luu hanh san phim Cii 5,000
tiéu chuan ISO hodc twong duong.
s1 | pna Nep g c6 dinh xwong (tay, - g o I Lo e o
an 51 chiin) Lam bang chat li¢u go. Céc c& Co gidy phép luu hanh san pham B 20
-2 . A A A
52 | Phin52 | Nhiétké dién tir g’gifﬁi”“‘f&f’g‘eé‘umg"' Dattiduchudn | o4 iy phép lru hanh san phim Cai 20
Niit chiin kim ludn an toan In-Stopper, dai
40mm, c6 mang latex trén né'p day cho phép
53 | Phin53 | Nutchan kim ludn l’(ﬂ:‘i‘;“i‘;g‘gﬂ;‘ng g't‘r:f:gl‘;’uyig on | CO gidy phép luu hanh san phim Cai 2,500
toan. Dat tidu chudn ISO 13485 hodc tirong
duong
5 Dung trong xét nghi¢m sinh hoa (khong v6
54 | Phin54 ﬁ’;’ngu‘.’J’:g“ié’Siﬁffﬁ‘éfp) trung). Dat tiéu chuin 1SO 13485 hoiic C6 gidy phép lu hanh sin phim ci | 20,000
tuong duong
Pdp img mjt trong cac diéu kién sau:
. A . -4
. Ong md khi quin 2 nung Lhong bong, co llDugc 't}?,hat Oifm;ﬁ: t!}l]e}mhchifiu
55 | Phinss Ong m& khi quan 2 nong cira s luwu ldu ngay, cac s6 4CFN, 6CFN, ;a;}a)glayft: l}?ﬁggl 4n A han th"r.; © Cai
khdng bong c6 cira sb 8CFN hojc tuong duong. Pat tiéu chuén gomgy o = e . o ot 39
1SO 13485 hoic twong duong cap giay chimg nhan luu hanh ru‘ do;
: San xuat hoiic tai nude tham chiéu
hodic san xudt tai Viét Nam
) Ong nghiém Falcon 15ml day nhon. Vit
3 Ong nghiém Falcon 15ml ligu: PolyPropylene. Dudng kinh: khoang i R F 2 5 z T
56 Phan 56 Ao 17 mm, Dai khoang 120 mm.Dat tiéu chuin C¢ giay phép luu hanh san pham Cai 2,000
ISO hofc twong duong
. . Ong thong chén khi phé quan 2 nong trai
1 Ong ndi phé quan 2 nong phii - Chat ligu polyvinyclorua (PVC) - Co . j s i o 2 g5
57 Phan 57 tri/phai 04 day hit dam di kém - Tiét khudn - Dat C6 giay phép luu hanh san pham Cai 10
tiéu chuan ISO hodc trong duong
. o Oxy léng ding trong y t€, ham lrgng >
5% | Phlgsg | Dylongtinhkhiceding 99.6%. Dat tiéu chuin 1SO 13485 hoic C6 giky pligp lvu hinh san phim Kg | 200,000

trong y té

tuong duong
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59

Phin 59

Que thir d9 cing trong nudc
chay théin nhéan tao

Que thir cho phép kiém tra ban dinh lugng
vé chisb do cirng cua nuo'c Do cing duge
sir dung d& mé ta tong ndng dj cia cic Mg
va Ca. Thé hién bing don vi ppm vi
CaCO3. Pat tiéu chuan ISO hodc tuong
duong

Dbap g mot trong cac diéu kién sau:
1. Du'crc it nhat 02 nude tham chiéu
cip gidy chimg nh{n luu hanh ty do
2. Duqc it nhdt 01 nude tham chiéu
cip gidy chimg nhan luu hanh tu do;
San xuit hoﬁc tai nudc tham chiéu
hoiic sin xuit tai Viét Nam

Test

600

60

Phin 60

Que thir ham lugng Clo trong
nudc chay than nhén tao

Dé do murc do clo thap (chloramines/clo tw
do) trong mmc cap ding dé chay lhan va
cung cho biét ndng d Clo (chét tay Clo)
tdn du trong dung dich da sir dung dé sic
rira duémg &ng sau khi khir tring thiét bj
thédm tich méau. Cé thé kiém tra nudc voi
céc ndng do: 0, 0.1, 0.5 va 3ppm . Pat tiéu
chuin ISO hodc twong duong

Dap img mét trong céac diéu kién sau:
1. Duqc it nhit 02 nude tham chiéu
chp gidy chimg nhin Iuu hinh tr do
2. Puge it nhét 01 nude tham chiéu
cip glay chimg nhan luu hanh t|,r do;
San xuat hodic tai nude tham chiéu
hodc san xudt tai Viét Nam

Test

600

61

Phin 61

Que thir hi¢u ning Acid
trong nude chay than nhin
tao

Dung dé thir “hiéu luc”; “higu nang” hodc
nong dd cia axit peracetic trong chiat khir
khuin co bén cé chira axit
peracetlc.’hydrogen pcroxadc dugc diing dé
khir khudn qua loc C6 thé kiém tra ndng 4o
Peracetic Acide tir: 400, 600 va 800 ppm.
Dat tiéu chuén ISO hoic trong duong

Pap img mot tmng cic diéu kign sau:
1. Du(;rc it nhét 02 nudc tham chiéu
cip gidy chimg nhén lwu hanh tr do
2 Buge it nhat 01 nude tham chiéu
cip glay chimg nhéan luu hanh t;r do;
Sén xudt hogc tai nudce tham chiéu
hodc san xudt tai Viét Nam

Test

600

62

Phin 62

Que thir ton dur peroxide

Diing dé kiém tra ndng do cia chat khir
khudn acid peracetic/ peroxide da dugc
giam xuéng mirc an toan sau khi rira qua
loc, mdy chay than nhan tao hodc hé théng
xir Iy nude Co thé kiém tra ndng 4§
Hydrogen Peroxide tir: 0, 1, 3, 5 va 10 ppm.
Pat tiéu chudn ISO hogc tuong duong

Pap img mot trong cdc diéu kién sau:
1. Bugc it nhét 02 nudc tham chiéu
chp gidy chimg nhin lwu hanh ty do
2 Duqc it nhit 01 nude tham chiéu
cip glay chimg nhén lru hanh ty do;
San xuit hoéc tai nudc tham chiéu
hoidc san xuit tai Viét Nam

Test

1,200

63

Phin 63

Sonde Foley 2 nhanh vo
tring sb 10

Lam béng cao su ty nhién, duo’c phu silicon
trong va ngoai ong tron ldng, ddu dng bo
tron. Dat tiéu chudn ISO hodc twong duong

C6 gidy phép luu hanh san phdm

Cai

80

64

Phdn 64

Sonde Foley 2 nhanh v6
tring sb 8

Lam béng cao su ty nhién, duge phu silicon
trong va ngoai ong, trom lang, dau Dng bo
tron. Dat tiéu chuan ISO hodc tvong duong

Dép umg mét trong céc diéu kién sau:
1. Du'crc it nhit 02 nrée tham chiéu
cép gidy cerng nhan lru hanh tw do
2. Dur,rc it nhdt 01 nuwde tham chiéu
cép gidy chimg nhan lwu hanh ty do;
San xuét hodc tai nrde tham chiéu
hodic san xudt tai Viét Nam

Cii

50

65

Phin 65

Sonde Nelaton vé tring sé
14, 16

Sonde Nelaton béng cao su., Dau thon min
ciia 6ng thong tao didu kign dé dang dua
vao niéu dao. Pat tiéu chudn ISO hodc
tuong duong

Pap img mot trong céc diéu kién sau:
1. Ducrc it nhat 02 nudc tham chiéu
cép gidy chung nhién luu hanh ty do
2 Buge it nhdt 01 nuéce tham chidu
cip glay chimg nhén lru hanh tu do;
San xuét hoic tai nude tham chiéu
hodc san xudt tai Viét Nam

Cai

1,000

66

Phén 66

Tam bong ldy miu bénh
phdm (Mau ty hiu)

Thén bing nhya, dau liy miu bing sgi tng
hop; khong chira DNase, Rnase-free, AND

ngudi, chét irc ché PCR. V6 tring. Dat tiéu

chuén ISO hoic twong duong.

C6 gidy phép lwu hanh san phim

20,000

67

Phin 67

Tim béng ldy mAu bénh
phim (Méu hau hong)

Piu bong lam hing vit liéu sgi 1ong hop,
déu ldy miu lam bang vat ligu y té, ducmg
kinh khoang 3mm, dai khodng 20mm, tong
chidu dai tir 140-150mm. Pat tiéu chuan
ISO hodc trong duong.

C6 gidy phép lwu hanh sin phim

Cii

5,000

68

Phin 68

Tui ép tiét trung dep 300mm
x 200m

Gom 2 16p: 1 16p gidy va 1 16p film. Lop
gidy ¢6 48 bén co hoc, dam béo vi khuin
khong xam nhdp sau 1 ldn tiét trang. Mang
film hai l¢p: PET day khoang 12 pm va
CPP day khoang 40 pm. Dat tiéu chudn ISO
hodc twong duong

PBap ing mét trong cac didu kién sau
1. Duqc it nh&t 01 nude tham chiéu
cap gidy chung nhén lru hanh ty do
2. Pugc cip gidy phep luu hanh tai
Viét Nam va sin xuit tai Viét Nam

Cudn

40
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Tiéu chuin ch:ﬁtjhrq’ng ( Ngubn géc, sé
¥ R Pic tinh k¥ thuit co bian (hofc twong xuit xir(*); Gidy chieng nhin luu Pon
STT | So phin Tén mit hing duong) héanh tir do cita cdc nwdc tham chiéu | vitinh hrq;'::gndq
=)
Gom 2 16p: 1 1dp giay va 1 1dp film. va DPidp ing mot tmng cdc didu kién sau:
Ery Cﬂkgo bén co h?lc 40, dla;n bio vi 1. Puge it nhat 01 mréc tham chiéu
2 Tai ép tiét tring dep 150mm uan khong x4m nhép sau 1 lan ti¢t trung. il Barheed Cud 20
o Fian 69 x 200m Mang film hai l6p: PET day khoang 12 Hm ;a%%r?z:g‘pgiga; p?}?épu;lwar:lan;lfm? i
vi CPP day khoang 40 pm. Dat tiéu chudn V.iét Nam va san xuit tai Vit R
ISO hoigc twong duong )
Chét ligu: Gidy y té ( Medical Kraft paper ) | Ddp img mt trong cac didu kién sau:
Tii én tiét tring dep 75 X mau triing, khéng mui, khong doc, khongto | 1. . Duge it nhit 01 nude tham chiéu
70 Phén 70 zgcl)ep 16t frung cep fomm sgi, 44 dugc tdy sach, va nhya plastic cép gidy chung nhén hru hanh tu do Cugn 10
m PET/PP, chiu nhiét 121 -140 d9C. Dat tiéu 2. Puge cap gidy phép luu hanh tai
chudn ISO hoic twong duong Viét Nam va san xudt tai Viét Nam
Bao gdm 03 tui, thé tich 350ml va chiéu cao
2 — bén trong tii ¢6 kich thude 160£5mm. £ ; ; . P L.
71 Phan 71 | Tii mau ba 350 ml - Pat tiéu chudn ISO 13485 hofic twong Cé gidy phép luu hanh san pham Tai 250
duong
Nhém vit tir tiéu hao va
thay thé cdc k¥ thudt
chuyén khoa
Vit trr ring ham mit
72 | Phin72 | Chéi dénh bong Dat tiéu chuan ISO 13485 hojic twang Cé gidy phép luu hanh sin phim ci 1,000
duong p p
73 | Phdn73 | Coquétkeo Sattfwchnin a0 LR hole g C6 gidy phép lru hanh san phim cdi 1,000
duong Y phep p
i gkl o s Con trdm bit éng tiy nha khoa: Gutta
74 | Phin74 E;é‘a"am biftng;oiy iha Percha (hodc twong dwong). Dat tiéu chudn | C6 gidy phép lru hanh san phim Ong 5,000
1SO 13485 hodc tuong duong
Ong ht nuéc bot nha khoa chét ligu nhya
x - ) trong, mém, déo, dé dinh vi theo hudng Ty . g ..
75 Phan 75 | Ong hat nha khoa mong mudn. Dat tiéu chuin ISO hogc tuong C6 gidy phép luu hanh san pham Cai 6,000
duong.
Dung cu nong giiia ong tay trong diéu trj
ndi nha bing tay - Chat liéu: thép khung gi.
Dung cu nong giia bog iy - Kich thuge: chiéu dai lam V|¢c tir 18 dén
76 | Phin76 | bing tay (H-File hofc tuomg | 2 faly klf;‘t‘;%"oT}‘&ealﬁr‘:‘;"}";‘}‘n’;fﬂ;g C6 gidy phép wu hanh sn phim Cay 500
dunig) v6i chu trinh tiét khudn kho hogc hoi nurde
(nhiét d cao & 132-134 d¢). Pat tiéu chuin
1SO hoic tuong duong
Dung cu nong giiia dng ity trong diéu trj
ndi nha bang tay - Chat liéu: thép khong gi.
Dung cu nong giia éne tiy - Kich thuée: chidu dai 1am viéc tir 18 dén
L i .1 3 1 A =
77 | Phin77 | bing tay (K-File hodic twong gibmn"g"k‘l.f}?‘t‘&‘%‘fb‘i’zi;gi‘;‘r‘n“'f‘;ﬂi‘;f'}‘];;‘ C6 gidy phép luu hanh sin phim Ciy 500
duong) Vi chu trinh tiét khuin kho hoge hoi nwae
(nhiét d§ cao & 132-134 d§). Dat tiéu chuan
ISO hoic tuong duong
Dung cy tao hinh v vé sinh éng tiy, Tay
g ¢ s cm béang nhura, 15i thép khéng ri. Reamer
78 | Phan7g | DUMECUIROMRNAVESI | (g waomg duong) cic o3, chidu di 06 gidy phép liru hanh sin pham Cay 500
gty 21mm. Dat tigu chuin ISO 13485 hogc
twong duong
. s ; Lentulo cac cd, chiéu dai 21/25mm.(Kim
3 l‘(zm c_iua chat han réng vio dua chat han rang vao dng tiy dai 25mm). o ; 3 ; 2 o 4
79 Phan 79 | Ong tiy (Lentulo hodc twong Dat tiéu chudn ISO 13485 hodic tuong C4 gidy phép luu hanh san pham Cay 00
duong) cac c& diromg ;
Ring khoa dugc thiét ké chéc chin khi vin
80 | Phin80 | Kimnhakhoa27G kim vo. Kim sic bén, nhon, chiéu di X | ¢ o1 oo iy hanh san phim cii | 4.000

21/30mm. Dat tidu chudn ISO 13485 hodc
tuong duong

it
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Tiéu chudn chit lwgng ( Ngudn gic,

r's
STT | S6 phin Tén mjt bing Diic tinh k¥ thuit co bin (hoic twrong xuit xie(*); Gidy chirng nhin lueu Pon I So d
* duong) hanh tr do cita cdc muwdc tham chieu | vjtinh W% v
(**) kién
. : . C-File céc ¢@ chiéu dai 25mm (Kim tham
5 Kim thdm do (C-File h . A 2  w ; ; 1
81 Phan 81 m‘ﬁ":‘g d:m 0)( Uisiigg do). Pat tiéu chuan ISO 13485 hodc tuong Co giay phép luu hanh sin pham Cay 500
& duong
82 Phin 82 ll:;l\%:nc;at xuong (cdt ring ?5;21? chuan ISO 13485 hoac trong Cé gi:iy phép lru hanh sén phém cdy 200
~ Iy a r
83 Phin 83 t]‘;'luulnkglr;(;a?ﬁz})la khoa( tron, ?f;:geu chuan ISO 13485 hodc twong €6 giby s Yon ikt 68 phém a2y 200
Tay cam bang nhura, 1i thép khong ri, dai ,
84 Phin 84 | Mii nong tiy cic c& 18-25mm. Pat tiéu chuan ISO 13485 hodc Cé gidy phép luu hanh sin phim Cay 720
twong duong
Vat ligu ndi nha bing thép khang gi, mém,
3 " o ; déo dai, 46 nham cao, chju nhiét cao, d& tiét _ y i g i "
85 Phan 85 | Tram gai trang/vang/xanh khuzfm, il i, ihibu Kichioo, Dat it C¢ giay phép luu hanh san pham Cay 2,000
chuan ISO 13485 hodc twong duong
Vit tur 1gc miu
. Pap (g du cac diéu kign sau:
Pat tiéu chudn ISO 13485 hodc tuong - Puge it nhat 02 nuge trong s0 cac
36 B¢ ddy loc méu thén nhan duong. Phi hop voi may loc mau HDF nuée tham chiéu cdp gidy chimg nhan Bj 600
tao HDF- Online online 50088 thugc hang Fresenius cia Birc | luu hanh tr do; °
hién ¢6 tai bénh vién. -San xuét tai nude tham chiéu hosic
. sdn xuat tai Viét Nam.
Phan 86 Qua loc, mang loc méu dinh ky (thannhan | o0 o
ta0 HDF- Online); Dién tich mang; 1,8m2. - | © D‘; . %t e o I
Qua lge, mang loc mau dinh Nguyén liu: Polyethersulfone. Pat ticu nudcqtham chidu cp gik cﬁim nhan
87 ky (thin nhan tao HDF- chuén ISO 13485 hodc trong dirong. Phi o DBy Chumg s Bo 600
Online) hgp vi may lgc mau HDF online 5008S Sén xuét]':ai n’m,m titia elid Hioug
thudc hang Fresenius cia Puc hién ¢ tai § o e s
benk vign san xuat tai Viét Nam.
Bé déy loc mau than nhan tao, ¢6 3 diu do:
. , N N ap luc tinh mach (PV), ap lvc dong mgch‘ . )
88 | Phingy | BOdaylocmauthinnhan | b "y s mang (PBE), day truyén | C6 gidy phép luu hanh san phim Bo 4200
g0 3 :
dich. Pat tiéu chuan ISO 13485 hodc trong
duong.
Bé mat qua lge duge xir ly va gin \ e . L .
poeivleemin doy i mang g+ | DI MEDOLITRE et
va gan lép heparin. Mang loc duge pha i Q : : ;
B qua loc mau lién tuc cé trude 16p heparin giam thiéu dong mang. Sir | 2P 81Y chrirag i hruchank fudo
89 | Phingg | —p u3'0C Y E e PRAGEE FUDEARE: 2. Duge it nhét 01 nude tham chiéu Bj 10
gin Heparin dyung phi hgp may Model/Hang: T
Prismaflex/Gambro hi¢n cd tai bénh vién. S:i‘:l iug’t hoacgl i nali'ldc it ch;tr‘au ?
Pat tiéu chuan ISO 13485 hodc twong 2 T
Hirdiia hoic sin xuat tai Viét Nam
Qua loc trao ddi huyét rong két néi sn véi
bg day dén, sir dung dugc voi may m n o e ;
Prismaflex/Gambro hién c6 tai bénh vign ]D“3f;cgi:“:;;:%ggnfgc"tf:n}‘j;‘i s
- The tich mau cua ca bd qua loc: 127 ml bk hi hén luew hanh tu d
. _ . £10% cap gidy chimg nhan luu hanh ty do )
90 Phan 89 | B qua siéu loc huyet tuong - Diéi tich milng hidu dung: 0,35 m2 2.’ Dugc it nhat 01 nudc tham chiéu Bo 8
O ligi kg 1o daﬁ s;;ri ,rc”mg’ cap gidy chimg nhén leu hanh tu; do;
po[ypmp)'!]ene = ’ San xuat hodc tai nuéc tham chicu
- A . Y
- Dat tiéu chudin 1SO 13485 hoc twong hodic sin xudt tai Viét Nam
duong
B qué loc méu lién tuc kém day mau cho
ngudi Iom, str dung pha hgp may
Model/Hang: Prismaflex/Gambro hién c6 .
tai bénh vién Pap g mdt trong cac diéu kién sau:
Chit liéu: 1. Buge it nhét 02 nuée tham chiéu
B6 qui siéu | wu di - Sgiloc : Acrylonitrile va sodium cdp giay chimg nhin luu hanh ty do
91 | Phinogo | D7 Guasieulocmaudung methallyl sulfonate copolymer 2. Buge it nhat 01 nude tham chiéu B) 120

cho ngudi lén

- V& va diu qua loc; Polycarbonate

- Vach ddu qua loc: Polyurethane

- Ong din: PVC

- Cartridge: PETG

- Pat tiéu chudn ISO 13485 hodc tuong
duong

cdp gidy chimg nhan luu hanh ty do;
San xuit hodc tai nude tham chiéu
hodc san xudt tai Viét Nam




Tiéu chuin chit lrgng ( Nguén géc,

; Sb
B oad - DPic tinh ky thuiit co ban (hodc twong xudt xie(*); Gidy chieng nhin lwu Pon
ST | Suphin Ten mgt baug dwong) hanh vr do ciia cdc nuwde tham chiéu | vitinh Iu'gn}g Ay
e kién
(**)
Qua lpc mau lién tuc kém bé déy din. Pép (mg mét trong cdc didu kién sau:
- Dién tich mang hi¢u dung: 0,6 m2 1. Puoc it nhat 02 nudc tham chiéu
oo v - Tbe dd mau: 50 -180 ml / phat cdp gidy cht’mg nhan luu hanh ty do
92 Phén 91 ?ﬁoq;g ::u logmigding - Sir dung phl hgp may Model/Hang: 2: Du'r,)'c it nhét 01 nudce tham chidu Bo 10
Prismaﬂex;’qubro hién ¢6 tai bénh vién cap glay chimg nhan luu hanh tur do;
- Dat ti€u chuan [SO 13485 hodc tuong San xuit hnéc tai nude tham chiéu
duong hodc san xudt tai Viét Nam
Kim ddng tinh mach 16G, kich ¢&: 1,5mm
3 . N N x25mm x300mm, cinh budm xoay dugc, c6 .z . R . z »
93 Phan 92 | Kim loc thin nhéan tao 16G khidicii, diu nbi Luer-lock. Dt tiéu chukn Co giay phép luu hanh san pham Cai 50,000
[SO 13485 hodc tuong duong
Mang lgc dich thian nhan tao Diasafe Plus .
hodc trong duong ) Bép ing mot trong cdc dicu kién sau:
Di¢n tich mang khoang 2,2m2. Chat li¢u l. Duqc it nhét 02 nudc tham chiéu
) mang Polysulfone, chat ligu v6 qua loc cip gidy chu'ng nhan lwu hanh tr do
94 Phan 93 | Mang loc dich thdn nhén tao Polypropylen, chat li¢u dau qua loc 2. E)uo'c it nhét 01 nudc tham chidu Qua 12
Polyurethane. Tac dung tao dich loc mau cdp glay chimg nhén lwu hanh tr do;
siéu sach. ONLINE tao dich bu cho phuong | San xuat h()ac tai nudc tham chiéu
phap HF va HDF. Pat tiéu chuan 1SO hodc san xudt tai Viét Nam
13485 hojc twong duong
Vit liéu vé: PC
- Vit ligu hap phu: Resin trung tinh phé
rong ban chat la chat dong tring hop
Styrene divinyl Benzen dugc Crosslinking 2
lan.
- Vit ligu mang boc hat hép phu: Collodion
- Phuong thirc khir tring: Tia Gamma
1 5 % - Ngudn nhiét: Khong pyrogen Lz . . . 3 .
95 Phan 94 | Qua loc hap phu ; Thf"_: tich hp phy: khodng 130mil Co giay phép luu hanh san pham Bo 650
- The tich khoang mau khoang 114ml
- Dién tich hap phu: 52.000m2
- Luu lrgng méu toi da: tir 200 - 250ml/
ph,ﬂt
-Ap sudt chju dung: < 1000kPa
- Dat tiéu chudn ISO 13485 hoic tuong
duong
Dién tich mang: 1,6m2. - Nguxén lidu: i
96 | Phin95 | Qua loc thin 1.6m2 Polyethersulfone. Pat tiéu chudn ISO 13485 | C6 gidy phép liru hianh san phim B 3,200
hodc tuong duong
Dép img du cac diéu kign sau:
. Dign tich mang: 1,6m2. - Nguyén li¢u: I;lgg?ﬁ;;n:::e?lzcguci;m:fu? c;fl:an
97 | Phin96 | Qualoc than 1.6m2 Polyethersulfone. at tiéu chuan ISO 13485 | | O W €0 BERTERES Bo 1,000
hofc twong dwong - San xult tai nurde tham chiéu hofic
san xudt tai Vigt Nam,
3 . i Dién tich bé mat ¢&: 0.8m? hodc 0.9 m*. Pat o ; g o g 5
98 Phan 97 | Qua loc than tré em tiéu chuin ISO13485 hoic twong duong Co giay phép lwu hanh san pham Bé 120
Pugc diing dé thu thap dich thai trong khi Pap img mot trong céc diéu kién sau:
thue hién CRRT. Pugc trang b1 diu ndi 1. Du'crc it nhat 02 nude tham chidu
female Luer & bén trong tii va ong dé lam cap gidy chimg nhan luu hanh ty do
99 Phin 98 | Tui dung dich thai 5 lit noi dan lru.Chit lidu: PVC, Thé tich: 5L, 2. Buqc it nhat 01 nudce tham chiéu Cai 20
Sur dung phu hop may Model/Hiqg: chp gidy chimg nhén luu hanh tw do;
Prismaflex/Gambro. Pat tiéu chuin 1SO San xudt hodc tai nudc tham chiéu
hodc twong duong hodic san xuat tai Viét Nam
Ong din lwu 4p luc dm 400ml. Vit lidu
G dBn Twdn lue ncic PVC/ Stainless Steel. Pudng kinh dng hut .
100 | Phin 99 g ph & 0.32cm. Chiéu dai trocar khoang 12.7cm | C6 gidy phép luru hanh san phidm Cai 240

loai, cic c&

Pat tiéu chuan ISO 13485 hojc tuong
duong.

Vit tr sir dung chay
ECMO

i< 2

T o

o



STT

S6 phin

Tén mit hang

Pic tinh ky thujt co ban (hofc twong
dwong)

Tiéu chudn chét  lrgng ( Ngudn goc,
xudt xi(*); Gidy chimg nhin lu'u
hanh ty do cia cdc nwdéc tham chiéu

(**)

Pon
vj tinh

sé
lu'qng du
kien

101

Phin 100

Cannula tinh mach canh/
dong mach ddi ngudi lén va
Introducer, céc c&

Cannula dong mach/tinh mach dut ding
trong tudn hoan ngodi co thé- Chit ligu
chinh PVC va Silicon,- C& 15-17-19- 21-
23-25 Fr (5.0 - 8.3mm) véi chidu dai dau tip
50-60 cm, chiéu dai thng cdng khoang 64-
75 cm, thanh mong 0.48mm. Piu ndi 3/8
(0. 950m) Ca-nuyn dgng mach dui cé vong
lo xo chong xofn, thanh méng cho dong
chiy cao, ddu tip thich hop cho sir dung ky
thuat Seldinger.- Pat tiéu chuédn ISO 13485
hogc tuong du’o‘ng

- Tuong thich véi HE THONG TRAO POI
OXY NGOAI CO THE (MAY ECMO)
(Model: Bio-Console 560BC1 Speed
Controllers, Hing: Medtronic Perfusion
Systems)

DPap ng mdt trong cac diéu kién sau:
1. Ducfc it nhat 02 nudc tham chiéu
cip gidy chu'ng nhén lru hanh ty do
2 Du'qc it nhat 01 nudc tham chiéu
cép gidy chimg nhan lru hanh ty do;
San xuat hodc tai nudc tham chiéu
hodc san xuit tai Viét Nam

Cai

40

102

Phén 101

Canuyn ddng mach cho
ngudi lom size 15,17,19
tuong thich may ECMO

Théan Cannula dugc lam bﬁng chit liéu
Polyurethane.

- Kich thude > 15Fr,17Fr, 19Fr

- Chidu dai khoang 15¢cm dén 38cm.
Dat tiéu chudn ISO 13485 hodc twong
duong

- Tuong thich véi HE THONG TRAO poI
OXY NGOAI CO THE (MAY ECMO)
(Model: Bio-Console S60BC1 Speed
Controllers, Hang: Medtronic Perfusion
Systems)

Bép img mot trong cdc diéu kién sau:
1. Du'orc it nhit 02 nuéce tham chiéu
cép gity chng nhan luu hanh ty do
2. Duqc it nhat 01 nude tham chiéu
cip g1ay chimg nhén lwu hanh tr do;
San xuat hoﬁc tai nude tham chiéu
hodc san xuit tai Viét Nam

Cai

40

103

Phin 102

Ca-nuyn tinh mach dii nhidu
ting va b Introducer, cic cd

Cannula dng mach ding trong tudn hoan
ngoai co thé- Chét lidu chinh PVC va
Silicon khéng chira DEHP- Céc c& 08-10-
12-14 Fr (2.7-4 7mm} véi chiéu dai ddu tlp
10-11.5 cm, chiéu dai cannula 22.9cm, cong
két ndi day dan 1/4 635mm) Cannulae
dong mach dui tré em co6 vong lo xo chong
xofin, thanh méng cho dong chay cao, dau
tip thich ho'p cho sir dung k¥ thudt Seldinger
- Tiét khun- Dat tiéu chudn ISO 13485
hoic twong duong

Tuong thich véi HE THONG TRAO BOI
OXY NGOAI CO THE (MAY ECMO)
(Model: Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic Perfusion
Systems)

Dép img mdt trong cac diéu kién sau:
1. Duqrc it nhit 02 nwéc tham chiéu
chp giay chu’ng nhén lru hanh tr do
2 Buge it nhit 01 nudc tham chiéu
cép glay chimg nhan lru hanh tu do;
San xudt hoac tai nude tham chiéu
ho#c san xudt tai Viét Nam

40

104

Phin 103

B¢ day phdi nhdn tao tudn
hoén ngoai co thé cic ci

Thiét ké phit hgp voi nhidu loai phdi nhin
tao va vdi ting hang cén, c6 ban v&€ kém
theo. By day phiu thudt va bd day may
dong goi rleng Sir dung day nhua chuyén
dung cho tudn hoan ngoai co the éng PVC
cap y té khong ddc hai, d4u ndi, van mot
chiéu, bd cach ly ap suat, kep, voi chan b
loc bé qua sang trudce, nép ..... , Tiét trung.
Pat chuin ISO 13485 va CE

Tuong thich véi HE THONG TRAO BOI
OXY NGOAI CO THE (MAY ECMO)
(Model: Bio-Console 560BC1 Speed
Controllers, Hang: Medtronic Perfusion
Systems)

bdp img mjt trong cac didu kién sau:
1. Duqc it nhit 02 nudc tham chiéu
chp gidy chu-ng nhén luwu hanh tr do
2 Buge it nhét 01 nude tham chiéu
cap glay chimg nhén luu hanh tu do;
San xudt hoﬁc tai nudc tham chiéu
hodc san xudt tai Viét Nam

Cii

20




Tiéu chuiin chét lwq‘ng ( Nguon gor:, sé
4 Dic tinh ky thudt co bin (hofic tuon xudt xir(*); Gidy ching nhin leu Pon
STT | S6phin e gERig ! Y duong) { ¢ hanh tir do ciia cdc mede tham chiéu | vj tinh 1.:%?"@
(**)
Phii chit chdng déng mau Bialine
- Thoi gian sir dung 1én dén 30 ngay khi
ding v6i b phdi HLS hoic PLS
- Bo gom cannula dung cu dt, day hd trg
cb dinh éng, miéng dén cb dinh bang nhya
- Céc ¢ dudmg kinh tir 19Fr dén 29Fr,
chiéu dai 38cm hay 55cm Bép img mot trong cdc diéu kign sau:
- Chét liéu cia cac chi tiét: Cannula: 1. Buge it nhit 02 nude tham chiéu
> polyurethane (PUR), thép khong ri. Dyng cAp gidy chung nhan luu hanh ty do
105 | Phan 104 C\an“m.a flitbemely BOMO.S cu dit: polypropylene (PP), khong chira 2 Du'orc it nhét 01 nudc tham chiéu Cai 15
nong cac & phthalate, polyvinyl chloride (PVC-P) déo | cép gidy chimg nhn lru hanh ty do;
vai BaS04, khong chira DEHP San xuét hofic tai nude tham chidu
- Tuong thich voi HE THONG TRAO POl | hoiic san xudt tai Viét Nam
OXY NGOAI CO THE (MAY ECMO)
(Model: Bio-Console 560BC1 Speed
Controllers, Hing: Medtronic Perfusion
Systems)
- Tiét khudn
- Dat tiéu chuén ISO/CE
Phii chdt chéng dong mau Bioline
- Thoi gian sir dung 1én dén 30 ngay khi
dung voi by phéi HLS ho#ic PLS
- Bo gom cannula, dung cu dat, day hd trg
cb dinh, mleng dan cb dinh bing nhyra
- Céc c& duwimg kinh tir 15Fr dén 23Fr, Pép img m{t trong céc diéu kién sau:
chiéu dai 15cm hay 23cm 1. Prge it nhdt 02 nude tham chiéu
- Chét ligu ciia cac chi tiét: Cannula: cAp gidy chimg nhin lru hanh tr do
106 | Phan 105 | Canuyn dong mach ECMO polyurethane (PUR), thép khéng ri. Dung 2. Buge it nhit 01 nude tham chiéu Cai 15
cy dit: polypropylene (PP), khong chira c4p gidy chimg nhén luu hanh tu do;
phthalate, polyvinyl chloride (PVC-Tuang San xudt hodc tai nudc tham chiéu
thich véi HE THONG TRAO POI OXY hoc sin xudt tai Viét Nam
NGOAI CO THE (MAY ECMO) (Model:
Bio-Console 560BC1 Speed Controllers,
Hiang: Medtronic Perfusion Systems)
- Tiét khuén
- Dat tiéu chuén ISO/CE
B phdi nhan tao vai thé tich binh chira
méu 4,500ml, ¢ van diéu tiét ap lyc
am."duong va vach canh béo thé tich thip B i mbt tron cie dida ks .
nhat Luu lugng mdu trao ddi 1- 7 Lit/phat. TR ), JONG TanCIRE K Pl
1. Puge it nhat 02 nudc tham chieu
Phéi nhdn tao cho bnh nhan | AP 1¥C trao dbi mude téi da 30psi. Didn tich | L "oies chimo nhan hwu hanh t do
107 | Phdn 106 | trén 40 kg cé tich hop loc bé it mang tra ddi khi 2,52 Tuong 2. Puoe it nhat 01 nudc tham chiéu Cii 5
dong mach tich vl HE TH.C)NG’TRAO DOl OXY Cép gidy chimg nhén luu hanh ty do;
g NGOAI CO THE (MAY ECMO) (Model: ‘ i A b
Bio-Console 560BCI Speed Controllers, | San Xuat hofic tai nucc tham chicu
; pecd =0 ’ hodic san xuat tai Viét Nam
Hang: Medtronic Perfusion Systems) dang
str dung tai bénh vién. Dat tiéu chuan ISO
13485 hodc twong duong
Phdi nhan tao diing cho ngudi lén >40kg,
bé& mit bén trong phu hop chit sinh hoc
Trillium géc hydrophylic cé tic dung chéng
dbéng mau
Cé 3 mang loc, van diéu tiét ap lic am/ Dap tmg mjt trong céc diéu kién sau:
durong, lru lrgng miu trao déi 1-7lit/phut, 1, Buge it nhét 02 nudc tham chiéu
- " ap lyc trao ddi nudc toi da 30psi, dién tich cap giay chimg nhén luu hanh ty do
108 | Phin 107 Phoi nhan tho ding cho bé mat mang trao ddi khi 2.5rﬁ2, thé tich 2 DIIQ’C it nhét 01 nude tham chiéu Cai 5

ngudi lim

4000ml. Twong thich véi HE THONG
TRAO DOl OXY NGOAI CO THE (MAY
ECMO) (Model: Bio-Console 560BC1
Speed Controllers, Hing: Medtronic
Perfusion Systems) dang sir dung tai b¢nh
vién.Dat tidu chudn ISO 13485 hoic tuong
duong

cap g]ay chimg nhén lwu hanh :1; do;
Séan xudt hoéc tai nuréc tham chiéu
hodc san xudt tai Viét Nam




Tiéu chuin chit lwgng ( Nguin géc, sé
Eon iR e Dic tinh ky thuit co ban (hodic twong xuidt xir(*); Gidy chirng nhin luu. Pon
SET | Buplid Fénmyt biog dwong) hanh tw do ciia cde nuwd'c tham chiéu | vjtinh ]"i?egndl‘r
(%)
Phéi nhin tao dung cho tré em <20kg, bé
mit bén trong phii hgp chit sinh hoc
Balance gbc hydrophylic ¢6 tic dung chéng
dong mau . 5 A s W .
B§ tim phéi nhan tgo diing trong tuin hoan ?ag;;“fﬁmgt‘%‘;gnfgc‘ﬁf;nf‘C"il"]. ésfl‘“
] ngodi co thé, dién tich mang trao dbi cz-‘ap I —————
108 | Pignioh | Totakinbodong ciome: | [L07m2, hewlugngmiy trae 401 0.1 >2 2. Dug it nhit 01 nude tham chidu Cii 5
em livphat. Twong thich voi HE THONG cAp pidy chimg nhan lru hanh ty do;
TRAG BOI OX_Y NGOA[ CO THE (MAY San xudt hoac tai nudc tham chiéu
ECMO) (Model: Bio-Console 560BC1 hiodic sin xuttai Viet Nam
Speed Controllers, Hang: Medtronic > g
Perfusion Systems_) dang sir dung tai bénh
vién. Bat ti€u chuan ISO 13485 hoic twong
duong
. r
Ghi chu:

(*) Ngubn géc xuit xir: Dya vao théng tin ghi trén mét trong cdc gidy 1o sau day:
a) Gidy phép nhdp khdu;
b) S6 leu hanh (bao gom ca gidy chirng nhan dang ky luu hanh),

¢) Gidy chitng nhdn lwu hanh tw do va gidy chimg nhdn dat tiéu chudn quan Iy chat
lwrong 1SO 134835,

(*%) Nwéc tham chiéu: Gom cdc nuée khu vie Chdu Au; Myp; Nhdt ban; Thinh
vuong chung Uc; Canada

- Cdc nuée khu vue Chéu Au bao gé‘m: Céng hoa Ao; Céng hoa Ba Lan; Céng hoa
Bé6 Pao Nha; Céng hoa Bulgaria; Céng hoa Croatia; Cong hoa Estonia; Céng hoa
Hungary; Céng hoa Hy Lap; Céng hoa Ireland; Céng hoa Latvia; Céng hoa lién
bang Dirc; Céng hoa Litva; Céng hoa Malta;, Céng hoa Phan Lan; Céng hoa
Phap,; Cong hoa Romania;, Cong hoa Séc; Cong hoa Sip; Coéng hoa Slovakia; Cong
hoa Slovenia; Céng hoa Tdy Ban Nha; Céng hoa Y: Pai céng quoc Luxembourg;
Lién bang Thuy Sy, Vwong qudc Anh; Virong quéc Bi; Viong quéc Pan Mach;
Vieong quéc Ha Lan; Viong quéc Thuy Pién.

V7




Ghi chii: Déi véi cde mdt hang khéng phdi la vdt tw'y té nha thau van Bdo gid theo
madu Bdo gid (dinh kém théng bdo).

2. Pia diém cung cép, lép dat; cac yéu clu vé van chuyén, cung cép, lap dat,
bdo quan vat tu y té:

- Phong V4t tu — Thiét bi y té, Bénh vién Pa khoa Trung wong Quéang Nam.

- Thén Nam Son, x4 Tam Hiép, huyén Nui Thanh, tinh Quang Nam.

3. Thoi gian giao hang du kién: 07 ngay.

4. Du kién céc diéu khoan tam tmg, thanh toan hop ddng: Thoi gian thanh
toan tdi thiéu 120 ngay keé tir ngay bén ban xuét hoa don va cé bién ban nghiém thu
cho timg 1an nhép hang.

5. CAc thong tin khac (néu cé%
/

Noi nhdn:
- Nhu trén;
- Luu: VT, VI-TBYT




BAO GIA
Kinh giri: Bénh vién Da khoa Trung wong Quing Nam

Trén co s& yéu cu bao gia ctia Bénh vién Da khoa Trung uong Quang Nam, chiing t6i .... [Ghi tén, dia chi cia
héing san sudt, nha cung cdp; truong hop nhiéu héing san xudt, nha cung cap cing tham gia trong mot bdo gia (goi
chung 1 lién danh) thi ghi ré tén, dia chi ciia cdc thanh vién lién danh] béo gia cho cic vét tu y té sau:

1. Bdo gia cho cac vt tu y té va dich vu lién quan:

PR . & £ Pon gia
Ky, ma, o Chirng nhan chat lwgng - X
Daoh | @ panhigu, | Ma | Y™ | xuét |(CO, CQ, CE,ISO, Bon | g | Dabragem | o,
STT | muc thiet : sdn . - " vi thue phi, cic oA
= gl model, hing | HS £ X FDA,...), chirng nhan luu | |, lwgng - R tién
biy té sAn xut xuat hanh tu do tinh phi va I¢ phi

lién quan)

[—y

(Gizi kém theo cdc tai liéu chitng minh vé cdu hinh, tinh néng kj thudt va cdc tai liéu lién quan ciia vit tw y té)
2. Bo gia nay c6 hiéu luc trong vong ... ngay, ké tir ngdy .... thang 9 nam 2023.
3. Chung t6i cam két:

- Khong dang trong qua trinh thuc hién thi tuc giai thé hoic bj thu hdi Gidy chimg nhén ding ky doanh nghiép
hoic Gidy chimg nhan ding ky ho kinh doanh hoic cac tai liéu twong duong khac; khong thudc truong hop mét kha
ning thanh toén theo quy dinh ctia phap luat vé doanh nghiép.

- Gia tri clia céc thiét bi y té néu trén trong bao gia 1a phit hop, khéng vi pham quy dinh cta phap luat vé canh
tranh, ban pha gia.

- Nhitng thong tin néu trong béo gia la trung thuec.



s NEAY ves THENEG s ndm 2023
Dai dién hgp phap ciia hang sdn xuit, nha cung cfip

(Ky tén, dong ddu (néu c6))

-



