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SO Y TE KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM .

TRUNG TAM Y TE TP. HA TIEN Béc lap — Tw do — Hanh phiic
S6: 04 /YCBG-TTYT Ha Tién, ngay 30 thdng 05 nam 2024
YEU CAU BAO GIA

Kinh giri: Cac hang san xuit, nha cung cap tai Viét Nam

Can ctr luat ddu thau sé 22/2023/QHI5, ngay 23/6/2023 cla Quoc hoi quy dinh
trinh ty, thad tuc xdy dung gia goi thau mua sam hang hoa va cung cap dich vu thudc
linh vuc trang thiét b y té tai céc co s y té «cong lap; nghi dinh 24/2024/NDb-CP, ngay
27/02/2024 cua Chinh phi quy dinh mét s6 diéu va bién phap thi hanh Luét d4u thau
vé lya chon nha thau;

Trung tdm Y té thanh phd Ha Tién c6 nhu cau tiép nhén bao gia dé tham khao,
xdy dung gia goi thau, lam co s& td chire luwa chon nha thau cho géi thau vat tu y té,
héa chét, trang thiét bi thong thuong can mua sim cap bach trong khi cho két qua déu
thau tap trung cla tinh giai doan ndm 2024-2025 véi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu cau bao gia:
1. Pon vi yéu cau béo gia: Trung tdm Y té thanh phd Ha Tién, tinh Kién Giang.

Dia chi: S 65, Cach Mang Thang Tém, khu phd 111, phuong T6 Chéu, thanh
phd Ha Tién, tinh Kién Giang.

2. Théng tin lién hé cua ngudi chiu trach nhiém tiép nhan bao gia:

Ong Bui Thanh Hiép, trudng khoa Dugc - trang thiét bi - vattuy té. Pién thoat:
02973.966.122. Email: buithanhhiepbvhtkg@gmail.com :

3. Céch thirc tiép nhén béo gia:

01 Ban cung c6 ky tén va dong dau gui truc tiép hodc qua duong buu dién dén
Trung tdm Y té thanh phd Ha Tién, dia chi: S8 65, Cach Mang Thang Tam, khu phd
I1T, phudng T6 Chau, thanh phé Ha Tién, tinh Kién Giang.

01 ban file Excel gii qua email: buithanhhiepbvhtkg@gmail.com

4. Thoi han tiép nhan bao gia: Tir 8 gio 00 ngay 31 thang 05 nam 2024 dén trudce
17 gio 00 ngay 10 thang 06 ndm 2024.

Cac bao gia nhan dugc sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han ¢6 hiéu luc cua bao gia: Téi thiéu 90 ngay, ké tir ngay 31 thang 05
nam 2024.

IL. Noi dung yéu cau bao gia:

1. Danh muc vat tu y té, thong thuong can mua sim cap bach:



STT

Tén vit twy té,
trang thiet biy te
thong thuong

Tinh ning ky thuat

Tiéu
chuan

Don vi
tinh

Béng gac cudn y té

Gac cotton mau tring c6 kich thuéc
chiéu dai: 2,5m + 0, 2m, chiéu rong 9cm
+0,4cm.

Mat d6 soi: 11- 10 sgi/ cm?2.

Thoi gian chim trong nudc khong quéa 10
gidy.

Mit khéi lugng do sdy kho: < 8.5%

ISo 13485

Cudn

Bang keo chi thi
nhiét

Bang keo chi thi nhiét 1322 rong 18mm
dai 5Sm, 3M 1322

ISO 13485

Cudn

Béng keo lya 2.5cm
Xx5m

- Keo polyvinyl acetate (100%) khong dj
ung

- Polymer trong phan tan nudc, dinh tot
- DE x¢ Pat tiéu chudn ISO 13485

ISO 13485

Cubn

192

Binh dung sic nhon
6,81

Hop bang nhua mau vang, nip do. 6,8 lit

ISO 13485

Cai

25

Bom tiém 50ml
dung cho may tiém
dién tu dong

Bom tiém lam tir vat liéu Polypropylene
va chit [am tron tr cao su tong hop

+ Mau trong subt

+ Thé tich: 50ml

+ Dudng kinh bom: 30.91 mm

+ Vach chia mau den, giap dé doc
+Dau khéa Luer-lock

+ Khoéng kim

+ Dung cho may bom tiém dién

+ Khong chira Pyrogen, khong cao su
(latex), khéng DEHP, khéng, chua PVC
va khéng doc hai

+ Duoc ti€t tring va dong gdi riéng tirng
cai

+ Dugc khur tring bang ETO

+ Dat ti€u chuan: CE, ISO 13485, CFS
Chau Au

CE, ISO
13485, CFS
Chau Au

Cai

20

Bom tiém nhua
10ml

Bom tiém nhuya lién kim 10 ml, ¢& kim
23G, 25G.

Duoc san xuét tir nhua y té nguyén sinh.
Pit tong c6 khia bé gay dé hay. Vo tring
- khéng doc - khong bubt - khong gay sot
- khong DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). Pat tiéu chuin
ISO 13485

ISO 13485

Cai

4.000

Bom tiém nhya 1ml

Bom tiém nhya lién kim Iml, ¢& kim
26G x1/2.

Duogc san xuét tir nhua y té nguyén sinh.
Pit tong c6 khia bé gay dé huy. Vo trung
- khéng doc - khong budt - khong gay sot
- khéng DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). Pat tiéu chuin
ISO 13485

ISO 13485

Cai

200

L & an



Bom tiém nhua
20ml

Bom tiém nhya lién kim 20ml, ¢& kim
23G x1

Dugc san xuét tir nhua y té nguyén sinh.
Pit tong c6 khia bé gay dé hay. Vo tring
- khong doc - khong budt - khong gay sét
- khéng DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). Pat tiéu chudn
ISO 13485

[SO 13485

Cai

500

Bom tiém nhua 3ml

Bom tiém nhua lién kim 3 ml, ¢& kim
23G, 25G.

Duoc san xuat tir nhya y té nguyén sinh.
Pit tong c6 khia bé gay dé hiy. Vo6 tring
- khéng doc - khong budt - khong gay sbt
- khéng DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). DPat tiéu chuin
ISO 13485

ISO 13485

Cai

100

10

Bom tiém nhya 5ml

Bom tiém nhua lién kim 5 ml, ¢& kim
23G, 25G.

Duoc sin xuit tir nhya y t€ nguyén sinh.
Pit tong c6 khia bé gay dé hay. Vo tring
- khéng doc - khong budt - khong gay sot
- khéng DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). Pat tiéu chuin
ISO 13485

[SO 13485

Cai

6.000

11

Bom tiém nhua cho
an 50ml

Bom tiém nhya 50 ml, dau 16n dung bom
thire an.

Duoc san xuat tir nhua y té nguyén sinh.
Pit tong c6 khia bé gdy dé hay. V6 tring
- khong doc - khong budt - khong gay sét
- khéng DEHP, Tiét tring bang khi
Ethylene Oxide (E.O). Pat tiéu chuan
ISO 13485

ISO 13485

Cai

12

Bong m¢ (Bong
khong tham nudc

Dugc [am tir 100% bong tu nhién, da
duogc chai qua dé loai bo tap chat.

San xuét theo tiéu chuin Duoc Dién Viét
Nam.

Két cAu min mang va mém mai.

Khong tham nudc.

-1SO 9001:2015, ISO 13485:2016

ISO 13485

Kg

13

Bong y té thim nudc

Thanh phan 100% bong tu nhién,

Do PH: 6.5~7.5

Thoi gian hit nudc: <3s

Do hit nude: > gap 16 lan

Trong luong mét di sau khi sdy :<8%
Tinh khuéch tan cta chét da quang : dat
Ham lugng clo du : Khong phat hién
Quy céch :1kg/ bao, 12bao/ thung
Dong géi : Bao PE

Dat tiéu chuan ISO 13485

[SO 13485

Kg




14

Chi chromic catgut
s6 3/0

Déng goi bang gidy Tyvek 100% soi
HDPE bén dai, chong réch, ngan khun
hiéu qua. Chi lam tir collagen thanh mac
rudt bo (khong phai clru hoic dé), soi
chic, dé udn. Kim thép 302 phu silicon
XtraCoat

ISO 13485

Tép

24

15

Chi Thi héa hoc
1243A

quy cach va thong sé 3M 1243 A comply
3M 1243A , 3M Indicator

Iso 13485,
CE

Goi

16

Dan luu 6 bung

Ong thong dugc san xuat tir mi cao su.
san pham ding dé giai thoét dich khoi
mot khoang co thé nhét dinh, dang dé
dan luu 4p xe dan luu dudng mo sau
phau thuét noi ¢ dich thAm ra nhiéu Pa
tiét trung

ISO 13485

Cai

17

Day ndi mém duong
kinh nhé, nbi may
bom tiém dién
140cm.

Day ndi bom tiém dién véi khoa két ndi
Luer lock. Khéa bao vé: cap

connector. Ong chéng xoén. Do dai cua
day nbi la 140cm. thé tich long dng =
Iml. San pham tiét tring 100% . Dat tiéu
chuan EN ISO 13485:2016, Chung nhén
EC

Iso 13485,
CE

Cai

18

Day truyén dich 20
giot

» Day dan c4u tao tir chat liéu nhua PVC
nguyén sinh, mém déo, dai, d6 dan hbi
cao, khong gay gap khi bao quan va sir
dung. Kim nat chai lam tir nhua ABS
nguyén sinh.

* Chiéu dai day dan 150cm. Chiéu dai
téng 160cm.

* Diéu chinh dugc chinh xdc 20 giot/ml.
Buong nhé giot va dng nhod giot co thiét
ké mang loc dich va trong sudt d& quan
sat theo d&i dém giot.

Tiét tring EO va dong goi riéng cho
ting san phim.

. Tiéu chuén ISO 13485: 2016/ EN ISO
13485: 2016

Iso 13485,
CE

Cai

1.000

Gac bung phong mé:

30cm x 30cm x 12
16p

Gac duogc dét tir sgi 100% cotton c6 do
thdm hut rét cao. Khong ¢c6 doc td, da
duoc giat sach. Khong chira chit gay di
irng, khong co tinh bot hoac Dextrin,
khong cé xo mun hoa tan trong nudc va
dich phu tang. Téc d6 hat nude =< 5
gidy. D ngam nudc >=5gr nudc/1gr
gac. Chat tan trong nude <0.5%. D6 pH:
trung tinh. B trang: >=80% +/- 10%.
Mudi kim loai: khong qué ham lugng
cho phép. Ham lugng chét béo: khong
vuot qua 0,5%. Pat tiéu chuan 1SO
13485. Tiét tring bang khi EO.Gas. Kich
thudc 30cm x30cm x 12 16p.

ISO 13485

Cai

50

20

Khoa 3 ngé c6 day
ndi 30cm

- Khéa ba nga kém day noi 25cm

- Thiét bi ¢6 thé duoc két ndi voi cac loai
kim ludn, day truyén dich, day truyén
mau

- San pham dat tiéu chuan CE, 1SO13485

ISO 13485

Cai

100

a®



21

Kim khau ( tam
giac)

Kim khau phau thut 7*17 tam giac ( goi
10 cay, hop 50 goi)

ISO 13486

Goi

10

22

Kim l4y mau bang
thép khong gi

Kim lay mau bang thép khong gi phu
silicon, 30G. Nép nhya bao vé bang
polypropylene. Dat tiéu chuin CE, ISO
13485 hodc tuong duong

[so 13485,
CE

Cai

600

23

Kim ludn tinh mach
¢O canh, cé cira, cac
loai cac c&

Kim ludn tinh mach ngoai bién cac cd
14G, 16G, 17G, 18G, 20G, 22G, 24G.

- Kim lam bang thép khong gi, dau kim
¢ 3 mit vat, sac bén, dé Iy ven va giam
dau.

- Kim c6 dng chup bao vé khi chua sir
dung.

- Ong catheter lam tir chét liéu PTFE
nhua y té twong thich sinh hoc c6 tinh
dan hoi, chdng xodn-gép. Dau bng
catheter hinh vat ndn 6m sat kim gitp dé
dang lay ven, gly ton thuong it, it dau.

- Kim c6 cong bom thude bd xung, nap
day bat ré dang.

- Khoang bao mau thiét ké trong xuat
gitip dé dang xac dinh Iy ding ven .

- Khtr triing bang khi EO( Ethylene
Oxide).

- ISO 13485:2016; EN ISO 13485:2016;
CE hoac tuong duong

Iso 13485,
CE

Cai

1.500

24

Kim nha ngan

Kim sic bén, nhon giam cam giac dau, it
gdy kich ung do da, viém tinh mach, kho
chiu cho bénh nhéan, Size 27G x 13/16"
0,04x2 Imm

CE, ISO
13485, CFS
Chéu Au

Cai

100

25

Kim tiém cac so

Kim s 26Gx1/2"; 25Gx1", 25Gx5/8";
23Gx1" 22Gx1 1/4"; 20Gx1 1/2"; 18Gx1
172"

Tiét tring bang khi EO. Pat tiéu chuin
ISO 13485

ISO 13485

Cai

2.500

26

Kim cham ctu AIK
cac cd, tiét trung
trude khi sir dung

Chat liéu: Théan lam bang thép khong gi,
can kim duoc cudn bang thép, dau kim
tron lang séc nhon, d3 duoc tiét trung
b?mg tia birc xa, dam bao an toan cho
bénh nhan; sb 1: 0.25 hogc 0.30x15mm,
s6 2: 0.25 hogc 0.30x25mm, sb 3: 0.25
hodc 0.30x30mm , s6 4: 0.25 hodc
0.30x40mm, s6 5: 0.25 hoic
0.30x50mm, s 6: 0.25 hodc
0.30x60mm, 0.25 hodc 0.30x75mm . Dat
tiéu chuan ISO13485, CE, GMP hoic
tuong duong; Dong goi tiét triing

Hop/100
cay

3.000

27

Mask x6ng khi dung
cac size

* Chat liéu: PVC y té, c6 kep miii

* Binh chira thudc 6ml, nguoi 16n day
ni oxy 2m, tré em day ndi oxy 2m, tré
em day ndi oxy 2m, so sinh ddy ndi oxy
2m

Iso 13485,
CE

Cai

100

Nesia



28

May do huyét ap
nguoi 16n

May do huyét 4p co véi vong bit lam
bang chét li¢u vai ¢6 do bén cao. H¢
thong day dan khi bang cao su cao cap
chong oxy hoé. Pdng hd 4p luc hién thi
&p xuat chuin (khéng bi léch diém
khong). Tai nghe ¢6 do khuyéch dai 16n
Dat tiéu chuén ISO 13485

ISO 13485

29

Que de ludi gb

- Kich thudce: 150mm x 20mm x 2mm.
- San pham duoc tiét tring bang khi
Ethylene Oxide (E.O)

- Dat tiéu chuan ISO 13485: 2016

ISO 13485

Cai

2.000

30

Que duong huyét
may OG CARE

Hop que thur duong : g6m 50 que

Hop kim gdm : 50 kim, duoc dong trong
cung mot hop (goi);

- Nhiét d6 bao quan : 15°C-30°C

- Han dung : >18 thang

- Str dung cong nghé cam bién sinh hoc
méi nhét

- M4u m4u : mau toan phén mao mach
tvoi - Pham vi do luong Glucose :
40~600 mg/dL.

- Thanh phén héa hoc : Glucose Oxides
> 0.3 1U; Potassium Ferrocyanide > (.2
ug; Other elements 68%. Tiéu chuén chét
lwong ISO 13485.

Iso 13485,
CE

31

Que duong huyét
mdy One touth

- Do bang phuong phap: Ky thuét hoa
dién cuc dugc thiét ké dic biét vai 2 dién
cuc Vang (Au) va dién cuc Palladium
(Pd).
- Sir dung men (enzyme): Glucose
Dehydrogenase (FAD-GDH) rat dic hiéu
v6i glucose (chi phan g véi glucose)
cho két qua chinh xéc vi khong bi anh
hudng béi nong do oxy va cac loai
duong nhu maltose, galactose c6 trong
mau.
- D6 chinh x4c cao dat tiéu chuidn EN
ISO 15197:2015.
- M@ hoa tu dong nhén que khong cén
hiéu chinh hay cai dt.

- Que thir ty thAm hat nhanh, d& dang
tham du luong mau.
- Loai mau mau: mao mach
- Thoi gian do: 5 gidy, mau ldy mau:
0,4uL.
- Pham vi do luong Glucose: 20 - 600
mg/dL (1,1 - 33,3 mmol/L)
- Khoang Hematocrit: 20 - 60%
- Str dung cho méay do OneTouch Ultra
Plus Flex.052

ISO 13485

20




Lam béng vat liéu nhua cao cép cuong
luc, ¢6 khéa vin % vong, day dan dai
Tai dung nude tiéu | >0.75 m, dudng kinh ngoai >6.8mm, Iso 13485,
co day treo, c6 khoa | dudng kinh van thao dich >9.22 mm; CE
tinh niing chéng trao nguoc c6 15 treo.
Dat tiéu chuan ISO 13485

32 Cai 10

33 | Vién diét khuan 2.5g | Natri Troclosene (Natri
Dichloroisocyanurate) 50%, Mai hop
chira 100 vién, méi vién 5g chia g
hoat chét
34 | Vong T380 Vong tranh thai New Choice Model T Cu | 1SO 13485 Cai 10
380A (Copper T 380A), kich thuéc chiéu
rong 32+ 0.50 mm; chiéu dai: -36+ 0.50
mm, dugc lam tir hop chit cia nhua
Polyethylene va Barium Sulphate.
Truc ngang cia Vong tranh thai ¢6 quén
day d@)ng, déng thoi duge rdp thém cac
ménh déng dé lam tang ham luong déng.
Trén khung chit T, & phan chan duoc
budc mét soi day duoc lam tir nhya PE ti
trong cao gitp cho ngudi str dung dé
dang kiém tra va thao vong dé dang hon.
Vong tranh thai Model T Cu 380A c6 tac
dung bao vé gan nhu tuyét déi trong viéc
phong tranh thai.

iso,FDA Hop 7

s
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Tong cong 34 khoan 5 ‘Q)\.,\

(Chi tiét tai Phu luc I dinh kém yéu céu bdo gié nay) ‘_\-N'-jp“s

-]
, , , JE
2. Dia diém giao hang: Trung tdim Y t€ thanh pho Ha Tién, tinh Kién (}iang.jﬂif’%f
chi: S6 65, Cach Mang Théng T4m, khu pho I1I, phuong T Chau, thanh phé Ha Tizn®
tinh Kién Giang.

3. Thoi gian giao hang du kién: t8i da 07 ngay, theo timg dot, trong vong 24
thang.

4. Gid bao gia da bao gom thué, phi, 1¢ phi (néu ¢6), chi phi van chuyén ... bén
mua khong phai tra bat ky mot chi phi nao thém.

5. Miu béo gid cia cac héng san xuit, nha cung cip theo phu luc IT dinh kém
y€u ciu bdo gia nay.

Trung tdm Y té thanh phd Ha Tién rét mong nhén dugc su quan tdm va Bang
bao gid cua quy cong ty/don vi./.

Noi nhin:

- Nhu kinh gi;

- BGD, CNTT (dang tai), KD, TCKT:
- Luu Van thu.

\,\\fs\ +«

: Nguyén Hiélu Netta



Phu luc 1

STT

Tén vit tw y té,
trang thiét biy té
thong thwong

Tinh néing ky thuat

Tiéu chuan

Pon vi tinh

S6 lwgng

Bing gac cugn y té

Gac cotton mau trang c6 kich thuéc chiéu dai:
2,5m + 0,2m, chiéu rong 9cm + 0.4cm.

Mat do sogi: 11- 10 soi/ cm2.

Thoi gian chim trong nudce khong quéa 10 gidy.
Mét khéi luong do sdy kho: < 8,5%

ISo 13485

Cudn

200

Béng keo chi thi nhiét

Bang keo chi thi nhiét 1322 rong 18mm dai 5Sm,
3M 1322

ISO 13485

Cudn

Béng keo lua 2.5cm x
5m

- Keo polyvinyl acetate (100%) khéng di trng
- Polymer trong phan tan nudc, dinh tét
- D& xé Pat tiéu chuén ISO 13485

ISO 13485

Cudn

Binh dung sic nhon
6,81

Hop bang nhua mau vang, ndp do. 6,8 lit

ISO 13485

Cai

25

Bom tiém 50ml dung
cho may tiém dién tu
dong

Bom tiém lam tir vat liéu Polypropylene va chat
lam tron tir cao su tong hop

+ Mau trong subt

+ Thé tich: 50ml

+ Duong kinh bom: 30.91 mm

+ Vach chia mau den, gitp dé doc

+ Dau khéa Luer-lock

+ Khéng kim

+ Dung cho may bom tiém dién

+ Khong chira Pyrogen, khéng cao su (latex),
khéng DEHP, khong chira PVC va khéng doc hai
+ Dugc tiét tring va dong goi riéng ting cai

+ Pugc khir tring biang ETO

+ Dat tiéu chuén: CE, 1SO 13485, CFS Chéau Au

CE, ISO
13485, CFS
Chau Au

Cai

20

Bom tiém nhua 10ml

Pugc san xuit tir nhua y té nguyén sinh. Pit tong
c6 khia bé gdly dé huy. V6 trung - khong doc -
khong budt - khong gdy sbt - khong DEHP, Tiét
trung bang khi Ethylene Oxide (E.O). Dat tiéu
chuén ISO 13485

Bom tiém nhua lién kim 10 ml, ¢ kim 23G, 25G.

ISO 13485

Cai

4.000

Bom tiém nhua 1ml

Bom tiém nhuya lién kim 1ml, ¢& kim 26G x1/2.
Puogc san xuit tir nhua y té nguyén sinh. Pit tong
c6 khia bé gdy dé huy. V6 tring - khong déc -
khong buét - khong gay sét - khong DEHP, Tiét
tring bang khi Ethylene Oxide (E.O). Pat tiéu
chuén 1SO 13485

ISO 13485

Cai

200

Bom tiém nhua 20ml

Bom tiém nhuya lién kim 20ml, ¢& kim 23G x1
Duoc san xuit tir nhya y té nguyén sinh. Pit tong
c6 khia bé gy dé huy. V6 tring - khong doc -
khong buét - khong gdy sbt - khong DEHP, Tiét
trung bang khi Ethylene Oxide (E.O). Dat tiéu
chuén ISO 13485

ISO 13485

Cai

500

Bom tiém nhua 3ml

Bom tiém nhya lién kim 3 ml, c¢& kim 23G, 25G.
Dugc san xuét tir nhua y té nguyén sinh. Pit tong
c6 khia bé gy dé huy. V6 trung - khong doc -
khong bubt - khong gay sét - khong DEHP, Tiét
tring bang khi Ethylene Oxide (E.O). Dat tiéu

chuén I1SO 13485

ISO 13485

Cai

100




10

Bom tiém nhyua Sml

Bom tiém nhya lién kim S ml, ¢ kim 23G, 25G.
Duorc san xudt tir nhua y té nguyén sinh. Pit tong
c6 khia bé gay dé hay. Vo tring - khong doc -
khong budt - khong gy s6t - khong DEHP, Tiét
trang bang khi Ethylene Oxide (E.O). Dat tiéu
chuén I1SO 13485

ISO 13485

Cai

6.000

Bom tiém nhua cho
dn 50ml

Bom tiém nhua 50 ml, dau 16n dung bom thirc dn.
Puoc san xuét tir nhua y té nguyén sinh. Pit tong
c6 khia bé gdy dé hily. V6 tring - khong doc -
khong budt - khong gay sét - khong DEHP, Tiét
trung bang khi Ethylene Oxide (E.O). Dat tiéu
chuén ISO 13485

ISO 13485

Cai

12

Bong m¢d (Bong
khéng thdm nudc

Dugc lam tir 100% bong tu nhién, da duoc chai
qua dé loai bo tap chét.

San xuét theo tiéu chudn Dugc Dién Viét Nam.
Két cAu min mang va mém mai.

Khéng thdm nudc.

-1SO 9001:2015, ISO 13485:2016

ISO 13485

Kg

13

Béng y té thim nudc

Thanh phan 100% béng tu nhién,

bg PH: 6.5~7.5

Thoi gian hit nude: <3s

Do hit nuée: > gép 16 lan

Trong luong mét di sau khi sdy :<8%
Tinh khuéch tan cua chat da quang : dat
Ham lugng clo du : Khong phat hién
Quy cach :1kg/ bao, 12bao/ thuing
Dong goi : Bao PE

Dat tiéu chuan ISO 13485

ISO 13485

Kg

Chi chromic catgut s6
3/0

Déng géi bang gidy Tyvek 100% sgi HDPE bén
dai, chéng rach, ngan khuén hiéu qua. Chi lam tir
collagen thanh mac ruét bo (khéng phai ciru hodc
dé), soi chic, d& udn. Kim thép 302 phu silicon
XtraCoat

[SO 13485

Tép

24
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Chi Thj héa hoc
1243A

quy céch va thong sb 3M 1243A comply 3M
1243A , 3M Indicator

Iso 13485,
CE

Goi

16

Dén Iuu 6 bung

Ong théng dugc san xuat tir mu cao su.

san pham ding dé giai thoat dich khoi mot
khoang co thé nht dinh, ding dé dén Iuu 4p xe
dan luu duong md sau phiu thuét noi 6 dich
tham ra nhiéu D4 tiét trang

ISO 13485

Cai

& .
epemrees 3
/,/ PASE N
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D4y n6i mém duong
kinh nho, ni may
bom tiém dién 140cm.

D4y ndi bom tiém dién véi khoa két ndi Luer
lock. Khoa bao vé: cap connector.Ong chéng
xoan. Do dai cua day ndi la 140cm. thé tich long
ong = Iml. San pham tiét tring 100% . Dat tiéu
chudn EN ISO 13485:2016, Chung nhan EC

Iso 13485,
CE

Cai

10
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D4y truyén dich 20
giot

+ D4y dan cAu tao tir chat liéu nhua PVC nguyén
sinh, mém déo, dai, d6 dan hdi cao, khong gay
gdp khi bao quan va st dung. Kim nat chai lam tir
nhua ABS nguyén sinh.

« Chiéu dai day dén 150cm. Chiéu dai téng
160cm.

« Diéu chinh dugc chinh xac 20 giot/ml. Budng
nho giot va dng nhé giot c6 thiét ké mang loc
dich va trong suét d& quan sat theo doi dém giot.
Tiét trung EO va dong goi riéng cho ting san
pham.

. Tiéu chuan ISO 13485: 2016/ EN ISO 13485:
2016

Iso 13485,
CE

Cai

1.000
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Gac bung phong mé:
30cm x 30cm x 12 16p

Gac duoc dét tir soi 100% cotton ¢ do thdm hut
rét cao. Khong c6 doc td, da duogc giat sach.
Khéng chira chat gay di ing, khong c6 tinh bot
hodc Dextrin, khong c6 xo mun hoa tan trong
nudce va dich phu tang. Téc d6 hit nude =< 5
gidy. D6 ngadm nudc >=5gr nudce/1gr gac. Chét
tan trong nude <0.5%. B pH: trung tinh. B
tring: >=80% +/- 10%. Mubi kim loai: khong qua
ham lugng cho phép. Ham Iugng chét béo: khong
vuot qua 0,5%. Pat tiéu chuén ISO 13485, Tiét
tring bang khi EO.Gas. Kich thudc 30cm x30cm
x 12 16p.

[SO 13485

Cai

50
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Khéa 3 ngi co day
A
noi 30cm

- Khéa ba nga kém day ndi 25cm

- Thiét b c6 thé dugc két ndi véi cac loai kim
ludn, day truyén dich, day truyén méau

- San phém dat tiéu chuan CE, 1SO13485

ISO 13485

Cai

100

21

Kim khéu ( tam giac)

Kim khau phau thuat 7*17 tam giac ( gbi 10 cay,
hop 50 goi)

ISO 13486

Goi

10
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Kim iy mau bang
thép khong gi

Kim ldy mau bang thép khéng gi phu silicon,
30G. Nép nhua bao vé bang polypropylene. Dat
tiéu chuin CE, ISO 13485 hoic tuong duong

Iso 13485,
CE

Cai

600
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Kim lu6n tinh mach
¢6 canh, co cira, cac
loai cac ¢

Kim Iudn tinh mach ngoai bién cac c& 14G, 16G,
17G, 18G, 20G, 22G, 24G.

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

- Kim c¢6 6ng chup bao vé khi chua sir dung.

- Ong catheter lam tir chat liéu PTFE nhua y té
tuong thich sinh hoc c6 tinh dan hdi, chdng xoin-
gap. Dau dng catheter hinh vat nén 6m sat kim
gitip d& dang l4y ven, gdy tén thuong it, it dau.

- Kim ¢6 cong bom thudc bd xung, nip day bat ré
dang.

- Khoang bao mau thiét ké trong xuat gitp dé
dang xac dinh ldy ding ven .

- Khir triing bang khi EO( Ethylene Oxide).

- ISO 13485:2016; EN ISO 13485:2016; CE
hodc tuong duong

Iso 13485,
CE

Cai

1.500

24

Kim nha ngén

Kim sic bén, nhon giam cam giac dau, it gdy kich
rng do da, viém tinh mach, kho chiu cho bénh
nhén, Size 27G x 13/16" 0,04x21mm

CE, ISO
13485, CFS
Chau Au

Cai

100
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Kim tiém cac sb

Kim s 26Gx1/2"; 25Gx1", 25Gx5/8"; 23Gx1";
22Gx1 1/4";20Gx1 1/2"; 18Gx1 1/2"

Tiét trung bang khi EO. Dat tiéu chuan 1SO
13485

ISO 13485

Cai

2.500
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Kim cham ctru AIK
céc ¢, tiét tring
trude khi sir dung

Chét liéu: Than lam bang thép khong gi, can kim
dugc cudn bing thép, dau kim tron lang séc
nhon, d& duogc tiét tring bang tia birc xa, dam bao
an toan cho bénh nhan; sé 1: 0.25 hoic
0.30x15mm, s 2: 0.25 hozc 0.30x25mm, s 3:
0.25 hodc 0.30x30mm , s6 4: 0.25 hoic
0.30x40mm, s 5: 0.25 hodc 0.30x50mm, sb 6:
0.25 hodc 0.30x60mm, 0.25 hodc 0.30x75mm .
Pat tiéu chuan 1SO13485, CE, GMP hoic tuong
duong; DPong goi tiét trung

Hop/100 cay

Cay

3.000
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Mask x6ng khi dung
cac size

* Chét liéu: PVC y té, c6 kep mii

* Binh chira thubc 6ml, nguoi 16m day ndi oxy
2m, tré em day nbi oxy 2m, tré em ddy ndi oxy
2m, so sinh déy ndi oxy 2m

Iso 13485,
CE

Cai

100

28

My do huyét ap
ngudi l6n

Méy do huyét 4p co véi vong bit 1am bang chat
liéu vai c6 do bén cao. Hé thdng déy dan khi
bang cao su cao cip chdng oxy hod. Ddng hd ap
luc hién thi 4p xudt chudn (khong bi léch diém
khong). Tai nghe c6 d¢ khuyéch dai I6n Dat tiéu
chuéan ISO 13485

[SO 13485

29

Que d& ludi gd

- Kich thuéc: 150mm x 20mm x 2mm.

- San pham dugc tiét trung bang khi Ethylene
Oxide (E.O)

- Pat tiéu chuin ISO 13485:2016

[SO 13485

Cai

2.000

30

Que dudng huyét may
OG CARE

Hop que thir duong : gdm 50 que

Hop kim gdm : 50 kim, dugc déng trong cling
mot hop (g6i);

- Nhiét d6 bao quan : 15°C-30°C

- Han dung : >18 thang

- Str dung cong nghé cam bién sinh hoc mé&i nhat
- MAu mau : mau toan phin mao mach tuoi -
Pham vi do luong Glucose : 40~600 mg/dL.

- Thanh phan héa hoc : Glucose Oxides > 0.3 1U;
Potassium Ferrocyanide > 0.2 ug; Other elements
68%. Tiéu chudn chat lugng ISO 13485.

Iso 13485,
CE




31 |Que duong huyét may
One touth

- Po bang phuong phap: Ky thuat héa dién cuc
duoc thiét ké dac biét vai 2 dién cuc Vang (Au)
va dién cuc Palladium (Pd).

- St dung men (enzyme): Glucose
Dehydrogenase (FAD-GDH) rét dic hiéu véi
glucose (chi phan tmg véi glucose) cho két qua
chinh xac vi khong bi anh hudng boi ndng do oxy
va céc loai duong nhu maltose, galactose cd
trong mau.

- P6 chinh x4c cao dat tiéu chuin EN ISO
15197:2015.

- Mi héa tu dong nhan que khong can hiéu chinh
hay cai dit.

- Que thir ty thdm hat nhanh, d& dang thim du
luong mau.

- Loai miu mau: mao mach

- Thoi gian do: 5 gidy, mau ldy mau: 0,4pL.

- Pham vi do luong Glucose: 20 - 600 mg/dL (1,1
- 33,3 mmol/L)

- Khoang Hematocrit: 20 - 60%

- Str dung cho may do OneTouch Ultra Plus
Flex.052

ISO 13485

20

32

Tui dung nudc tiéu c6
day treo, c6 khoa

Lam bfmg vt liéu nhua cao cdp cuong luc, c6
khéa vin % vong, day dan dai >0.75 m, duong
kinh ngoai >6.8mm, duong kinh van thao dich
>9.22 mm; tinh ning chéng trao nguoc c6 18 treo.
Dat tiéu chuan 1SO 13485

Iso 13485,
CE

Cai

10

33
Vién diét khuan 2.5g

Natri Troclosene (Natri Dichloroisocyanurate)
50%, Mdi hop chira 100 vién, mdi vién 5g chira
2,5g hoat chat

iso,FDA

34 |Vong T380

Vong tranh thai New Choice Model T Cu 380A
(Copper T 380A), kich thudc chiéu rong 32+
0.50 mm; chiéu dai: -36+ 0.50 mm, duoc lam tir
hop chét ctia nhua Polyethylene va Barium
Sulphate.

Truc ngang ctia Vong tranh thai c6 quan day
ddng, ddng thoi duoc rap thém cac manh dong dé
lam ting ham luong dong.

Trén khung chir T, & phén chan dugc budc mot
s¢i day dugc lam tir nhya PE ti trong cao gitp
cho nguoi sir dung d& dang kiém tra va thao vong
dé dang hon.

Vong tranh thai Model T Cu 380A c6 tac dung
bao vé gan nhu tuyét doi trong viéc phong tranh
thai.

ISO 13485

Cai

e T }4
\‘hn '4‘

Tong cong 34 khoin




PHUC LUC II

BAO GIA (1)

Kinh giri: TRUNG TAM Y TE THANH PHO HA TIEN.

Trén co sé yéu cu bao gia cia Trung tm Y té thanh phd Ha Tién, ching toi [ghi tén, dia chi ciia hing san xudt, nha cung cdp;
truong hop nhiéu hdng san xuadt, nha cung cap ciing tham gia trong mét bdo gid (goi chung la lién danh) thi ghi ré tén, dia chi ciia cdc
thanh vién lién danh] bao gia cho cac vét tu y té, hoa chat va trang thiét bi y t€ thong thudng dung trong hoat dong thuong xuyén nhu

1. B4o gia cho cac vat tu y té, héa chét va trang thiét bj y té thong thudng can mua sim cép bach :

A £ A .. | Chi phicho | Thué, phi,
ASIVSNUEY 1€, dttn Ky, ma, nhan Néim san | Xudt xit |S6 lwgng | D°" 8 | csc dichvu | 16 phi(néu | Thanh tidn
STT | chét, trang thiét biy t& | hiéu, hangsan | MaHS 4) | -5 San NE | (vNp) | CAcdiehve | P
thong thwomg (2) ’ <ut 3) xuat (5) 6) 7 @) lién quan c0) (VND) (NVD) (11)
g g (VND) (9) (10)
_
2
3
N |sssemes

Téng cong

(Giri kém theo cdc tai liéu chitng minh vé tinh ndng, thong sé ky thudt va cdc tai liéu lién quan ciia cdc vdt ey té, héa chdt va trang thiét bi y té théng thirong)

2. Béo gia nay co6 hiéu luc trong vong
nam....[ghi ngdy....thdng ...ndm két thic nhan bao gia phi hop vai thong tin tai khoan 4 Muc I - Yéu ciu bao gia).

3. Chiing t6i cam két:

........ ngay, ké tir ngdy......thang....nam.....[ghi cu thé s ngay nhung khong nhd hon 90 ngay], ké tir ngdy.... thang....

Khong dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hdi Gidy chirng nhan ding ky doanh nghiép hodc Gidy ching nhan dang ky ho kinh doanh hoac
céc tai liéu tuong duong khac; khong thudc truong hop mat kha ning thanh toan theo quy dinh ciia phap luat vé doanh nghiép.




Gia tri cua cac vat tu y t€, hoa chét va trang thiét bi y t€ thong thuong néu trong bao gia 1a phu hgp, khéng vi pham quy dinh cua phap luét vé canh tranh, ban
pha gia.
Nhitng thong tin néu trong bao gia la trung thyc.

...... , ngay......thang.....nam........
Dai dién hop phap ciia hiing san xuit, nha cung cip (12
(Ky tén, dong ddu (néu cé))

Ghi chu:

(1) Hang san xudt, nha cung cdp dién ddy di cdc théng tin dé bdo gid theo Mdu nay.

(2) Hang san xudt, nha cung cdp ghi chimg loai vt tw y té, hoa chat va trang thiét bi y té thong thuong theo ding yéu cdu ghi tai ¢t "Danh muc thiét bi y 16"
trong Yéu cau bdo gid..

(3) Héng san xudt, nhé cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hdng san xudt cia vt tr y té, héa chat va trang thiét bi y té thong thuong twong

vmg v6i chung loai héa chdt xét nghiém, vét twy 16 diing trong xét nghiém ghi tai cét "Danh muc vdt tw y 1é, héa chdt va trang thiét bi y té thong thuong".

(4) Héng san xudt, nha cung cdp ghi cu thé mé HS cia timg vt twy té, hoa chat va trang thiét bi y té thong thuong.

(5), (6) Hang san xudt, nha cung cap ghi cu thé nam san xudt, xudt xir cua vét tw y té, héa chdt va trang thiét bj y té thong thuong. .
(7) Héng san xudt, nha cung cdp ghi cu thé sé lugng theo diing s6 lwomg néu trong Yéu cdu bdo gid.

(8) Héng san xudt, nha cung cdp ghi cu thé gid tri cia don gid twong itmg véi timg vt iy té, hoa chdt va trang thiét bi y té thong thuong. ’ ‘,A
(9) Hang san x:&w nha cung m&ﬁ\ ghi cu thé cdc chi phi N‘N.mm quan; chi :H:\Q chi phi cho cdc dich vu lién quan trong nude. At
(10) Hang san xuat, nha cung cdp ghi cu thé gid tri thué, phi, 1é phi (néu cd). ad ¥

(11) Hang san xudt, nha cung cdp ghi gid tri bdo gid cho timg vdt tw'y té, héa chdt va trang thiét bi y té thong thiong. Gid tri tai ¢dt nay duwoc hiéu la tocm s
chi phi ciia timg Vit twy té, héa chdt va trang thiét bi y té thong thuong (bao gom thué, phi, Ié phi va dich vu lién quan (néu cd) theo ding yéu cau néu trong

Yéu cdau bdo gid.

(12) Nguoi dai dién theo phdp ludt hodc nguoi duoc nguoi dai dién theo phdp ludt wy quyén phai ky tén, dong ddau (néu cé). Trieong hop uy quyén, phai giri kém
theo gidy 1ty quyén ky bdo gid. Truong hop lién danh béo gid, dai dién hop phdp cua tdt ca cde thanh vién lién danh phai ky tén, dong ddu (néu cé) vao bdo gia.



