BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
BENH VIEN CHQ RAY Déc ldp — Tw do — Hanh Phiic

$6: 32 /BVCR-TTBYT Thénh phé Hé Chi Minh, ngay 18thdng 04 néim 2024
V/v: V& viée yéu cau bdo gia

YEU CAU BAO GIA

Kinh giri: Cac hing san xuit, nha cung cip tai Viét Nam.

Bénh vién Cho Ry ¢6 nhu ciu tiép nhan béo gid dé tham khao, X8y dung gid gobi
thau, 1am co s& td chirc Ira chon nha thau cho g6i thau thuoc ké hoach Iya chon nha thiu
cung cip “Cic thiét bi y té phuc vu chuyén khoa gom 08 loai” Nam 2024 ctia Bénh
Vién Chg Riy véi ndi dung cu thé nhir sau:

L. Théng tin ciia don vi yéu chu bio gis

1. Pon vi yéu ciu bao gia:

BENH VIEN CHQ RAY. Dia chi: 201B Nguyén Chi Thanh, Phudng 12, Quan 5,

thanh phd H) Chi Minh.

2. Thong tin lién h¢ ctia ngudi chiu trach nhiém tiép nhan béo gi:

Dio Vin Hiép - S6 dién thoai: 028.38.554.137 — 028.38.554.138 — Line: 1213.

Email: baogia.bver@gmail.com

3. Céch thirc tiép nhén bao gia:

Nhén tryc tiép tai Bénh vién Chg Ry (Phong T4 chirc — Hanh chinh), dia chi:

201B Nguyén Chi Thanh, Phudng 12, Quan 5, thanh phd Hé Chi Minh vao giy

hanh chinh cac ngay trong tuln tir thir Hai dén thir Sau.

Dia chi email: baogia.bver@email.com nhéan file mém va ban scan (c6 déng dau

gi4p lai c4c tai liéu dinh kém).

4. Thoi han tiép nhan béo gié ;

— Tir08h00 ngay J9 thing 0f nim 2024 dén truée 17h ngdy 30 thang 0A nim
2024.

Cdc bdo gid nhin dwgc sau théi diém néu trén sé khong dwoc xem xét.
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5. Thoi han hiéu luc cia béo gia :

— Téi thiéu 90 ngay, ké tir ngay 30 thang O4 ndm 2024

II. Ni dung yéu chu bio gia

STT Danh muc

MG ta yéu cdu vé tinh
ning, thong s6 k¥ thudt va
cac thong tin lién quan vé

k¥ thuat

S6 lwong/
Khéi lwong

Pon vi
tinh

1 | Bom tiém dién

theo mo ta “phu luc 01: yéu
céu tinh nang, yéu cau k¥

thudt co ban bom tiém dién”

208

Cai

Mé}{‘fég-§p02 cAm
tay .

theo mo ta “phu luc 01: yéu

‘ ; ciu tinh ning, yéu céu k¥
~ ' thuft co ban méy do SpO2

éIn tay”

89

Cai

3 | Méy hut dich

3 theo md ta “phu luc 01: yéu

ciu tinh nang, yéu cau k§
thudt co ban mdy hut dich”

59

Cai

May do huyét p
dién tir

theo mo ta “phu luc 01: yéu
cau tinh ning, yéu cau ky
thuét co ban méay do huyét
ap dién tr”

125

Cai

5 | May do huyét 4p co

theo mo ta “phu luc 01: yéu
cau tinh ning, yéu cau ky
thuét co ban may do huyét
ap co”

95

Cai

6 | May phun khi dung

theo mé ta “phu luc 01: yéu
cAu tinh ning, yéu cau k¥
thudt co ban méay phun khi

bk

dung

87

Céi

M4y theo déi bénh
nhan (6 thong sb)

theo mé ta “phu luc 01: yéu
cAu tinh ning, yéu cau k§
thuit co ban may theo doi
bénh nhan (6 thong s3)”

120

Cai

Maéy theo doi bénh
8 | nhén (st dung trong
phau thuat)

theo mé ta “phu luc 01:yéu
ciu tinh ning, yéu cau k¥
thuét co ban may theo doi
bénh nhén (sir dung trong
phau thuét)”

39

Cai

LUUY:

_ Hb so béo gia thuc hién theo “Biéu mAu 01” biéu mau bao gid va hoan thién noi
dung dép tmg theo ding cAu tric “Biéu mau 02” trong hd so yéu cau béo gid.

Khéng duoc thay ddi dinh dang hodc bo tréng, néu ¢6 diéu chinh dinh dang cta

LN



biéu mAu nay ¢4 thé bi xem 14 khong hop 1¢ d6i v6i nhimg ndi dung khong ding
dinh dang cua biéu mau. Viéc danh gid dap g yéu cau ky thuit clia bang béo
gid chi dwa vao biéu mau 01 va 02;

~ Trong ct kha néng dép tmg ciia don vi cung cép, vui 1ong ghi rd theo huéng din
¢ timg muyc va bd sung tai liéu dinh kém (néu c6). Trudng hop ¢6 hang muc nao
khéng dap tmg vui long ghi r& ly do va d xuét & “ct ghi chu” dé Bénh vién xem
X€t.

Trén trc)ng./f,{,

Noi nhén:

-Nhur trén; UV ) o

-Phong Trang thiét bj y té (dé dang tin)
-Luu HC, TTBYT.




‘ ‘ PHU LUC 01 ' ‘
Yeéu cau tinh ning, yéu cau k¥ thuét co ban cac thiet bi y t€ phuc vu chuyén khoa gom
08 loai
I. BOM TIEM PIEN
TT YEU CAU VE THIET BI
I | YEU CAU CHUNG
1 | Chét lugng hang hoa: Mai 100%
2 | Nam san xut: 2023 trd di

Pat tiéu chudn hé thong quan Iy
: ISO 13485
chat lugng:

A i G + FDA - Food and Drug Administration (M%)
Dat mét tr t
"B el + EC Certificate (Chau 4u)
ehuanehinE o SEClgmERa; |, JIS - Japanese Industrial Standards (Nhét Ban)

5 | Dién é4p sir dung: 220V, 50/60Hz.
6 | Méi truong hoat dong:
6.1 + Nhiét 6 tbi da: >30°C
62 + D0 am t6i da: > 70%

II | YEU CAU CAU HINH

1 |-MaAy chinh: 01 cai
2 | - Pin sac: 01 bd
3 | - Day ngudn: 01 day
4 |- Tai liéu huéng dan sir dung: 01 bo
5 |-S6 luong khoa/coc treo: 01 cai

II | YEU CAU TiNH NANG VA THONG SO KY THUAT

1 Cai @it duoc: thé tich cAn tiém, thoi gian tiém, luu lugng tiém.

o tdc d6 bom, ngudi ding tiy chon ché d6 bom
2 | Cho phép di€u chinh: _ . . &
nhanh hodc bom cham theo yéu cau.

c6 thé chuyén d6i linh hoat @& kep vao thanh
3 | Khoé treo: ngang va coc dimg, ma van gilt may & ding tu
thé.
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4 | Thé hién dugc: thé tich da truyén
5 | Tée do truyén tbi da: >900ml/h
6 | Téc @6 bom nhanh (Bolus) téi da: | > 1100ml/h.
7 | Sai sb tdi da: + 3%.
8 ?g:fozozifﬂj::;’dﬁzu VOl ¢4 | boml, 20ml, 50ml, 60ml
9 | Pat tiéu chuin chong nude, bui: | IP22 trd 1én
10 | Tay cim dé di chuyén. Cé
- Pin yéu
|| | Pht canh bio, bdo dong trong céc |- Hét thube
trudng hop, toi thiéu nhu: - Tc nghén dudng truyén,
- Lép ng tiém khong diing vi tri.
IV | Yéu ciu khac
uhk Thoi gian giao hang tai bé{)h vién: < 90 ngay ké tir ngay hop dong c6 hidu luc, dua
vao sir dung, 30 ngay sau tién hanh danh gia, nghiém thu.
2 |- C6 tai liéu hudng din van hanh, bao tri.
;|- Do tao nhin si vé lip dat, chay thir, van hanh, béo dudng thiét bj dén khi thanh
thao
4 | - Béo tri dinh ky trong bao hanh theo quy dinh ciia nha san xuét
g I Thiét bi nha thau cung cdp phai d4m bao tuan thii theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.
6 | - Thoi gian bao hanh: > 12 thang
I. MAY PO SPO2 CAM TAY
TT YEU CAU VE THIET BI
I | YEU CAU CHUNG
1 | Chét lugng hing hos: M5i 100%
2 | Nam san xuét: 2023 tro di
4 Dz_l:t tiéu chuén hé théng quan 1y 1SO 13485
chat lugng:




Dat mét trong cac tiéu

+ FDA - Food and Drug Administration (M¥)

4 | chudn/chimg nhéan chét luong + EC Certificate (Chau au)
SHiE + JIS - Japanese Industrial Standards (Nhit Ban)
5 | Dién ép sir dung: 220V, 50/60Hz.
6 | Mdi truong hoat dong:
6.1 | + Nhiét do tbi da: >30°C
6.2 |+ Do m i da: > 70%
II | Yéu ciu ciu hinh:
1 | Méy chinh. 01 céi
, |Cam bién do Sp0O2 dung nhiéu o1 i
lan, dang kep ngon.
3 |Pin 01 b
II | YEU CAU TiNH NANG VA THONG SO KY THUAT
- Muc dich sir dung: Str dung do néng d6 oxy trong mau cho ngudi
1 16n, tré em va tré so sinh, phl hgp st dung cho
bénh vién.
2 |- Thiét ké: Méy nho gon, dang cim tay.
3 |- Thong sb theo doi: C6 thé theo doi SpO2, nhip mach hodc nhip tim.
4 | -Hién thi: LED hozc man hinh LCD.
s | Tinh nang bao ddng cho nguoi Co
str dung.
IV | YEU CAUKHAC
1 I Thoi gian giao hang tai béxrmh vién: <90 ngay ké tir ngay hop dong c6 hiéu luc, dua
vao str dung, 30 ngay sau tién hanh danh gié, nghiém thu.
2 | - C6 tai liéu huéng dan véan hanh, bao tri.
g liir Dio tao nhén su: vé 1ip dit, chay thir, van hanh, bao dudng thiét bi dén khi thanh
thao
4 |- Bao tr dinh ky trong bao hanh theo quy dinh ctia nha san xuét
g |- Thiét bi nha thdu cung cAp phai dam bao tuan thi theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.
6 |- Thoi gian bao hanh: > 12 thang




¥/

III. MAY HUT DICH
TT YEU CAU VE THIET BI
I | YEU CAU CHUNG
1 | Chét lugng hang ho4: Méi 100%
2 | Nam san xuét: 2023 trd di
3 zagtﬁ;;uén Wethong quanly | 100 13485
1 Dat mc}t’trong cac tiéu chu'fm/chl'rng ::_- glé}é érlsi(f)ic::c;t?c(iglrgf éﬁ;lministration (M5)
nhan chét luong sau: + JIS - Japanese Industrial Standards (Nhét Ban)
5 | Dién ép sir dung: 220V, 50/60Hz.
6 | Mo6i truong hoat dong:
6.1 |+ Nhiét do tdi da: ' >30°C
6.2 | + Do 4m téi da: > 70%
II | YEU CAU CAU HIiNH
. M4y chinh dang xe ddy c6 khéa 01 i
bénh:
2 | - Binh nhya trong, chira dich: 02 cai
3 |- Day ngudn: 01 day
4 | - Tai liéu huéng dén sir dung: 01 bd
I | YEU CAU TINH NANG VA THONG SO KY THUAT
1 | Luu luong ht: > 45 lit/phit
2 | Ap luc hut t5i da > 660 mmHg
Diéu chinh 4p lic bing: nim diéu chinh.
4 | Theo dai théng s6 ap luc bing: déng hd.
5 | Chiéu cao: khodng 75-90 cm
6 | Trong lugng: | <30kg
7 | Dung tich binh chira dich: -2 2500ml
; Ch}’xc ning chéng tran dich (van i
chong tran):
9 | Do on: <60 dB




YEU CAU KHAC

- Thsi gian giao hang tai bénh vién: < 90 ngay ké tir ngay hop dong c6 hiéu luc, dua
vao st dung, 30 ngdy sau tién hanh danh gi4, nghiém thu.

2 | - C6 tai liéu hudng din van hanh, bao tri.
; |-Paotgonhinsy: v& I4p dat, chay thir, van hanh, bio dudng thiét bi dén khi thanh
thao
4 | -Bao td dinh ky trong bao hanh theo quy dinh ctia nha sén xuét
s |5 Thiét bi nha thiu cung cAp phai dim bao tuén thu theo Nghi Dinh 98/2021/ND-CP va
Nghi dinh 07/2023/ND-CP.
6 | - Thoi gian bao hanh: > 12 thang
IV. MAY PO HUYET AP BIEN TU
TT YEU CAU VE THIET BI
I | YEU CAUCHUNG
1 | Chét luong hang hoa: Méi 100%
2 | Nam san xuét: 2023 trd di
2 Dart tiéu chuén hé thong quan ly S ——
chat lugng:
A Pat mc}t’trong c4c tiéu chuin/chimg : gg%éifﬁzi;n %g}?f ét;]mirﬁstration (M)
nhan chat luong sau: + JIS - Japanese Industrial Standards (Nhat Ban)
5 | Dién ép st dung: 220V, 50/60Hz.
6 | Mbi truong hoat dong:
6.1 |+ Nhiét do ti da: >30°C
6.2 | + Do am t6i da: > 70%
I | YEU CAU CAU HINH:
1 | May chinh: 01 céai
72 | Baodo huyét ap nguoi 16n: 01 cai
3 | Pin: 04 cai
4 | Hudng dan st dung: 01 bd




II | YEU CAU TINH NANG VA THONG SO K¥ THUAT
1 |- Vitri do: Bip tay
, | Do huyét 4p: huyét 4p t6i da (tdm thu), do huyét 4p téi thidu
(tdm truong) va nhip tim.
- Chirc nang canh béo nhip tim bét
3 thudng: Co
- Chi s6 phan loai huyét 4p theo tiéu
4 | chuén WHO. 0
5 | -Man hinh: LCD hién thj két qua.
6 |- Phuong phap do: Dao dong
7 | - Pham vi do huyét 4p: tir <3 dén > 280 mmHg
8 | - D6 chinh x4c do huyét ap: +3 mmHg
9 | - Nhip tim: tir <40 dén > 180 nhip / phut
10| - D9 chinh x4c do nhip tim: + 5%
11 | - Chirc ndng bom tir dong: Co
12 | - Van xa 4p suét t dong. Cé
13 | - Chu vi vong bit: Dao dong nim trong khoang 22 ¢cm - 42 ¢cm
14 | - B4 nh6 Iuu két qua: t6i thidu 60 két qua gn nhit.
IV | YEU CAU KHAC
ik Thoi gian giao hang tai bénh vién: < 90 ngay ké tir ngay hop ddng c6 hidu lre, dua
vao sir dung, 30 ngay sau tién hanh danh gi4, nghiém thu.
2 | - C6 tai liéu huéng din van hanh, bao tri.
3 | - Do tao nhén sy: vé lap dt, chay thir, van hanh, bio dudng thiét bi dén khi thanh thao
4 | - Bao tri dinh ky trong bao hanh theo quy dinh cia nha san xuét
s - Thiét bj nha thau cung cAp phai ddm bao tudn th theo Nghi Dinh 98/2021/ND-CP va
Nghi dinh 07/2023/ND-CP.
6 | - Kiém dinh thiét bj theo quy dinh phap lugt hién hanh.
7 | - Thoi gian bao hanh: > 12 théng

"




V. MAY PO HUYET AP CO

10

THIET BI YEU CAU VE THIET BI

- Thiét bi m&i 100% san xuét nam 2023 tr& vé sau.
- Pdng hé: 01 cai
- Bao hoi (vong bit): 01 céi
- Van xa va qué bop: 01 cai

May do huyét ép | - Dong hd: pham vi do huyét 4p tir 0 dén > 300 mmHg

co - Thao tac do thu cong.

- Thoi gian giao hang tai bénh vién: <30 ngay, ké tir ngay hop déng c6
hiéu luc, dua vao sir dung, 07 ngay sau tién hanh danh gi4, nghiém thu.
- Kiém dinh thiét bj theo quy dinh phép luét hién hanh.
- Bao hanh: > 03 thang

VI. MAY PHUN KHI DUNG

TT YEU CAU VE THIET BI
1 | YEU CAU CHUNG
1 | Chét luong hang hoa: Méi 100%
2 | Nim san xuét: 2023 trd di
3 Da't tiéu chuén hé théng quan Ly 1SO 13485
chat lugng:
Dat mét trong céc ti€u + FDA - Food and Drug Administration (M¥)
4 | chudn/chimg nhan chét lugng | T EC Certificate (Ch&u &u)
— + JIS - Japanese Industrial Standards (Nhét Ban)
5 | Dién ap sir dung: 220V, 50/60Hz.
6 | Moéi trudmg hoat dong:
6.1 | + Nhiét do tdi da: >30°C
6.2 | + Do am ti da: >70%
II | YEU CAU CAU HINH:
1 | Méy chinh: 01 cai
2 | Béu xéng: 01 cai
3 | Ong ngdm miéng: 01 céi
4 | Tm loc: 05 cai
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5 | Métnatré em: 01 cai
6 | Mat na nguoi l6n: 01 cai
I | YEU CAU TINH NANG VA THONG SO KY THUAT
e Muc dich sir dung: D}‘Jng dé hé tro diéu tri cac bénh v& dudng hé
hép. Sir dung cho ca ngudi 16n va tré em
2 |- Co ché hoat dong: phun suong, dua thube vao niém mac phé quan
3 |-Doon: <60 dB
4 | -Tbc @ phun: > 0,3ml/phit
5 | - Dung tich céc thuéc: > 5ml
6 | - Kich thudc hat thude: <3,16pm
7 | - Thoi gian hoat dong lién tuc: | > 20 phut

IV | YEU CAUKHAC

- Thoi gian giao hang tai bénh vién: < 90 ngay k& tir ngay hop déng c6 hiéu Iue, dira
vao sir dung, 30 ngay sau tién hanh d4nh gi4, nghiém thu.

2 | - C6 tai liéu hudéng din vén hanh, bao tri.

- Dao tao nhén sy: vé 1ép dit, chay thir, van hanh, bao dudng thiét bj dén khi thanh
thao

4 | - Bao tri dinh ky trong bao hanh theo quy dinh ciia nha san xut

- Thiét bj nha thiu cung cip phai d4m bao tuan tht theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

6 |- Thoi gian bao hanh: > 12 thang

VII. MAY THEO DOI BENH NHAN (6 THONG SO)

TT YEU CAU VE THIET BI
1 | YEU CAU CHUNG
1 | Chét lugng hang hoa: Méi 100%
2 | Nim san xuét: 2023 tré di
3 Dat tiéu chuén hé théng quan 1y chét -
lugng:
+ FDA - Food and Drug Administration
A Dz_a:c mét trong cac tiéu chuén/chfmg nhén _%)g Certificate (Chau 4u)
chat lugng sau: + JIS - Japanese Industrial Standards
(Nhét Bén)

J e

Lo

B
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5 | Dién 4p sir dung: 220V, 50/60Hz.
6 | Mdi truong hoat dong:
6.1 |+ Nhiét do tbi da: >30°C
6.2 | + Do dm tbi da: > 70%
I | YEU CAU CAU HINH
1 |-May chinh: 01 cai
5 | - Day nbi va cap dién tim: 01 b6
- Day nbi va cap do SpO2 dang ke
3 y‘ap.xl‘v ang kep 01 bd
ngon, st dung nhiéu lan:
4 |- Cam bién do nhiét d da: 0l e
- Bao do huyét 4p cho ngudi 16m, st .
5 A 01 cai
dung nhiéu lan:
- Bao do huyét 4p cho tré em, sit dung
6 WA 43X 01 cai
nhiéu lan:
- Day nbi do huyét 4p khong xam l4n _
7 NIBP: 01 cai
- Méy in nhiét tich hop ddng bd véi may
b chinh: 01 Cé.i
9 |- Gidy in nhiét: 05 x4p/cudn
10 | - Déy ngubn: 01 cai
11 |-B& cap do huyét 4p x4m l4n IBP: 01 bd
12 | - Xe ddy may: 01 cai
13 | - Tai liéu huéng dén sir dung: 01 bd
I | YEU CAU TINH NANG VA THONG SO KY THUAT
theo doi duoc dién tim, nhip thd, huyét
&p khong xam l4n, ndng d6 oxy tron,
1| - Muc dich sir dung; N EARORENE

mau, nhiét d6. St dung dugce cho tré so
sinh, tré em va ngudi 16m.

ﬂm/
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C6 thé mé rong cac cong két ndi @& do
cac thong s6 chuyén sau vé hoi sirc, cu
the:

luong:

2 | - Chirc ning mé rong: - IBP (huyét 4p xam I4n).
- EtCO2 (CO2).
- CO (Cardiac Output)
3 | - Man hinh hién thi: > 12 inch, loai cam tmg.
g | Phan mém tinh toan lidu lugng cia "
thude.
g | Chtre ning phét hién va phan tich rdi -
loan nhip tim.
6 | Chirc ning }cét ndi v6i monitor trung Co
tdm va hé thong thong tin bénh vién.
7 | - Pin sac tich hop, thoi lugng sir dung: > 1 tiéng khi sac diy
IV | YEU CAU KHAC
| |- Thoi gian giao hang tai be{m vién: < 90 ngay k& tir ngay hop ddng c6 hidu luc, dira
vao str dung, 30 ngay sau tién hanh d4anh gia, nghiém thu.
2 |- C6 tai liéu huéng dan van hanh, bao tri.
s " Do tao nhén sy: vé lip dit, chay thir, vin hanh, bio dudng thiét bi dén khi thanh
thao
4 | - Bdo tri dinh ky trong bao hanh theo quy dinh ctia nha sin xuét
5 |- Thiét bj nha thiu cung cAp phai dim béo tuan thi theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.
6 | - Thoi gian bao hanh: > 12 thang
VII. MAY THEO DOI BENH NHAN (SU DUNG TRONG PHAU THUAT)
TT YEU CAU VE THIET BI
I | YEU CAU CHUNG
1 | Chét lugng hang hoa: Méi 100%
2 | Nim san xuét: 2023 tro di
3 Dat tiéu chudn hé théng quan 1y chét T ks
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Pat mot trong cac tiéu chun/chimg

+ FDA - Food and Drug Administration
My)

4 ) + EC Certificate (Chéu 4u)
nhén chat lugng sau: + JIS - Japanese Industrial Standards
(Nhat Ban)
5 | Dién ap su dung: 220V, 50/60Hz.
6 | Méi trudong hoat dong:
6.1 |+ Nhiét d6 tdi da: >30°C
6.2 | +Dj &m tdi da: >70%
I | YEU CAU CAU HINH
1 |-May chinh: 01 cai
2 | - Day nbi va cap dién tim: 01 bd
- D4y nbi va cap do SpO2 dang k
3 dy noi va cap -‘o p ang kep 01 b5
ng6n, st dung nhiéu lan:
4 |- Cam bién do nhiét d da: 01 ci
- Bao do huyét 4p cho ngui 16m, st .
5 ok i 01 cai
dung nhiéu lan:
-B ét 4p cho tré em, sir d
6 .E‘IO d‘o huyét &p cho tré em, sir dung 01 céi
nhiéu lan:
7 | B cap do huyét 4p xam 14n IBP: 01 bd
8 | Bo do EtCO2: 01 bd
- Day nbi do huyét 4p khéng xam l4n .
9 01 cai
NIBP:
- Méy in nhiét tich hop dong bo v6i may B
10 st 01 cai
12 |- Déy ngudn: 01 céi
13 | - Tai liéu huong dén sir dung: 01 bd
14 | - Xe ddy may: 01 cai
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YEU CAU TINH NANG VA THONG SO KY THUAT

Theo ddi duge dién tim, nhip thd, huyét
&p khong xam l4n, ndng d6 oxy trong

- Muc dich sir dung: ) . )
mau, nhiét 0. St dung dugc cho tré so
sinh, tré em va nguoi 16n.

C6 thé mé rong cac cong két ndi dé do
céc thong sé chuyén sau vé hdi sirc, cu

- Chirc nang md rong: thé:

- IBP (huyét ap x4m l4n)
- EtCO2 (C02).
- Man hinh hién thi; > 12 inch, loai cam tmg.
- Ph’?m mém tinh ton liéu hrong ciia o
-thuoc.

- Chtic ning f)hét hién va phéan tich rdi &

loan nhip tim.

- Chirc ning két ndi v6i monitor trung Co

tAm va hé thdng thong tin bénh vién.

- Chirc néng do dugc cac thong sé huyét
dong: PPV, SVV, CO hoic cung lugng | Co6

tim udce tinh.

- Chirc nang do duoc chi sé dién ndo sb Co
héa.

- Chirc nang do d¢ gidn co Co

- Pin sac tich hop, thoi lugng sir dung: >1 tiéng khi sac ciéy

YEU CAU KHAC

- Thoi gian giao hang tai bénh vién: < 90 ngay ké tir ngay hop déng c6 hiéu luc,
dua vao sir dung, 30 ngay sau tién hanh d4nh gi4, nghiém thu.

- C6 tai liéu huéng dan van hanh, bao tri.

- P20 tao nhén su: vé 1p dat, chay thir, vAn hanh, bao dudng thiét bi dén khi thanh
thao

- Bao tri dinh ky trong bao hanh theo quy dinh ctia nha san xuét

- Thiét bi nha thau cung cAp phéi dam bao tuén thi theo Nghi Dinh 98/2021/ND-
CP va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang

%
fbui

[
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Biéu miu 01
Miu bio gia

Ap dung d6i véi goi thiu mua sim trang thiét biy t&; géi thiu mua sim linh kién, phu
kién, vét tir thay thé sir dung cho trang thiét bi y té

BAO GIA®
Kinh giri: ... [ghi rd tén cia Chu dédu tw yéu cdu bdo gid]
Trén co s& yéu cau béo gia sb /BVCR-TTBYT ngay ctia Bénh vién Cho
Ray, ching t6i ... [ghi tén, dia chi cia hang sin xudt, nha cung cdp; truomg hop nhiéu hing san
xudt, nha cung cap cung tham gia trong mot bdo gid (goi chung la lién danh) thi ghi ro tén, dia

chi ciia cdc thanh vién lién danh] bdo gia cho cac thiét bi y té nhu sau:

1. Béo gia cho céc thiét bi y té va dich vu lién quan

Chi phi | Thué,
Ky, ma, cho cac | phi, 1€ |, .
Danh myc [nhén hiéu,l . |Nim | < S6 I:;E) dich vu| phi Eg:gg
STT| thiétbiy | model, | oy | sin | lwong/khdi g lién | (néu
té@ hang sian 4t lwgng™ uan® | ¢6)19
o i X e (v 9 '™ v
| (VND) |(VND)
1 B 208
dién
.1 May do
2 |SpO2 cam 89
tay
May hut
; 59
? dich
Méy do
4 huyét ap 125
dién tir
May do
5 huyét ap 95
co
May phun
6 ki dong 87
May theo
doi bénh
: 120
7 lihan (6
théng sO)
May theo
5 x 39
¢ ddi bénh
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nhan (st
dung trong
hiu thuat)

Dinh kém:

—  Biéu mdu 02: yéu cdu tinh ning, yéu cdu kj thudt co ban cdc thiét bi y té phuc vu chuyén

khoa gom 08 loai

- Cdc tai ligu chumg minh Vé tinh ning, thong s6 ky thudt va cdc tai liéu lién quan cia thiét

biyté

2. Béo gid nay c6 hiéu lyc trong vong: .... ngay, ké tir ngdy ... thang ... nam ... [ghi cu thé s6 ngay
nhumg khong nhé hon 90 ngay], ké tir ngay ... thang... nam . .. [ghingay .. thang .ndm... két thiic
nhdn bdo gid phi hop vdi thong tin tai khodn 4 Muc I - Yéu cdu bdo gid].

3. Chiing ti cam két:

- Khéng dang trong qué trinh thuc hién thi tuc giai thé hogic bi thu hdi Gidy chimg nhan ding ky
doanh nghiép hodc Gidy chimg nhén déng ky h¢ kinh doanh hodc cac tai liéu trong dwong khéc;
khong thudc trurdng hop mét kha ning thanh toén theo quy dinh ctia phép luat vé& doanh nghiép.

- Gia tri cua céc thiét bi y té néu trong béo gia 12 phit hop, khong vi pham quy dinh ctia phép luat
vé canh tranh, ban ph4 gié.

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

...... , ngay.... thang....nam....
Pai dién hop phap ciia hing san xuit, nha
cung cip®?
(Ky tén, déng dau (néu cd))

Ghi chu:

(1) Hang san xudt, nha cung cdp dién ddy di cde thong tin dé bdo gid theo Mau nay. Ti mo'ng
hop yéu cdau giri bdo gid trén Hé thong mang ddu thdu quéc gia, hang san xudt, nha cung cdp
dang nhdp vao Hé thong mang diu thau quoc gia bang tai khodn cua nha thau dé g bdo gid va
cdc tai liéu lién quan cho Chi ddu tur theo huong dan trén H¢ thong mang ddu thdu quoc gia.
Trong truomg hop nay, hing san xudt, nha cung cdp khong phdi ky tén, dong ddu theo yéu cdu
tai ghi chu 12.

(2) Hang san xudt, nha cung cdp ghi ching loai thiét bi y té theo diing yéu cdu ghi tai cét “Danh
muc thiét bi y t¢” trong Yéu cau bdo gid.

(3) Hang sén xudt, nha cung cdp ghi cu thé tén 8o, ky hiéu, ma hiéu, model, hang san xudt cia
thiét bi y té tuwong ting véi chung loai thiét bi y té ghi tai cét “Danh muc thiét bi y té”.

(4) Hang san xudt, nha cung cdp ghi cu thé md HS cia timg thiét bi y 1é.
(3), (6) Hang san xudt, nha cung cdp ghi cu thé nim sdn xudt, xudt xik cia thiét bi y 16,

(7) Hang san xuc‘i't, nha cung cdp ghi cu thé sé legng, khoi lwong theo ding s6 lwong, khdi luong
néu trong Yéu cdu bao gid.

(8) Hang san xudt, nha cung cdp ghi cu thé gid tri cia dom gid twong iimg vdi timg thiét bi y té.
(9) Hang san xudt, nha cung cdp ghi cu thé gid tr dé thuc hién cdc dich vu lién quan nhu lap

dat, van chuyén, bdo quan cho timg thiét bj y té hodc toan bg thiét bi y 1é; chi tinh chi phi cho
cdc dich vu lién quan trong nuéc.

(10) Hang san xudt, nha cung cap ghi cu thé gid tri thue phi, Ié phi (néu cd) cho timg thiét biy

1€ hodic toan b thiét bi y 1é. Poi voi cde thiét biy té nhdp khdu, hiing san xudt, nha cung cap

phdi tinh todn cdc chi phi nhap khdu, hdi quan, bao hiém va cdc chi phi khdc ngoai lianh thé Viét
Nam dé phdn bé vao don gid cua thiét bi y té. )J/ I/L‘V

L
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(11) Hang san xudt, nha cung cap ghi gid tri bdo gid cho ting thiét bi y té. Gid tri ghi tai cot nay
dugc hiéu la toan bg chi phi cia timg thiét bi 'y té (bao gom thué, phi, I¢ phi va dich vu lién quan
(néu c6)) theo ding yéu cdu néu frong Yéu cdu bdo gid.

Hang san xuat nha cung cdp ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, 1¢ phiva
thanh tién bang dong Viét Nam (VND). Truomg hop ghi bang dong tién meée ngoai, Chii dau tw
5€ quy doi vé dong Viét Nam dé xem xét theo ty gid quy doi ciia Ngdn hang Ngoai thuong Viét
Nam (VCB) céng bé tai thoi diém ngay két thic nhan bdo gid.

(12) Nguwoi dai dién theo phdp ludt hodc nguo‘: dwgc nguoi dai dién theo phap lugt uy quyén
phai ky tén, déng dau (néu cd). Truong hop iy quyén, phai giri kém theo g:ay uy quyén ky bdo
gid. Trieomg hop lién danh tham gia bdo gid, dai dién hop phdp cia tdt ca cdc thanh vién lién
danh phai ky tén, déng ddu (néu cé) vao bdo gid.

Truomg hop dp dung cdch thirc giri bdo gid trén Heé thong mang déu thdu quoc gia, hdng san
xudt, nha cung cdp ddng nhdp vao H¢ thong mang ddu thau quoc gia bang tai khodn nha thau
clia minh dé giri bdo gid. Truomg hop lién danh, cdc thanh vién thong nhat cie mét dai dién thay
mdt lién danh ngp bdo gid trén Hé rhong Trong truong hop nay, thanh vién dai dién lién danh
truy cdp vao Hé thong mang ddu thdu quéc gia bang chimg thir s6 cdp cho nha thdu cia minh dé
giri bdo gid. Viéc dién cdc thong tin va ndp Bdo gid thuc hién theo hudng dén tai Mdu Bdo gid
va huéng ddn trén Hé thong mang ddu thau quéc gia.
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BIEU MAU 02

YEU CAU TINH NANG, YEU CAU KY THUAT CO BAN BOM TIEM DIEN

Ni dung yéu ciu ciia Bénh vién Ghi chi
vi tri trang,
: Kha ning dap irng ciia | tai liu dinh
- YEU CAU TINH NANG, YEU CAU KY dom vi cung cip kém (néu
THUAT CO BAN BOM TIEM DIEN (b0 sung thong tin) cé) dong
dau xac
nhin
Bd sung thong sb ki
) . thuat dap uing hodc ghi
I | YEU CAU CHUNG "cam ket hodc khong"
v6i trudng hop khéng cé
thoéng s6
1 | Chiét lugng hang hoa Méi 100%
2 | Nim san xuit 2023 trd di
g [Pathclchiaheihong ISO 13485
quan ly chat luong
+ FDA - Food
and Drug
Administration
Dat mdt trong céc tiéu (l\gg —
2 . A + ertificate
4 chl:lan/chung nhan (Chéu 4u)
chat lugng sau: + JIS - Japanese
Industrial
Standards (Nhét
Ban)
5 | Dién ap str dung: 220V, 50/60Hz.
6 | - Mbi trudng hoat dong:
6.1 | + Nhiét do t6i da: >30°C
6.2 | + Do am i da: >70%
II | YEU CAU CAU HINH Cam két hoic khong
1 | May chinh: 01 cai
2 | Pin sac: 01 bd
3 | Day ngudn: 01 day
Tai liéu huéng dan sir )
4 01 bo
dung:
*S6 lugng khéa/coc .
5 01 cai
treo:

£k
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B4 sung thong sb ky

YEU CAU TINH NANG VA THONG s¢ | (huétddp img hodc ghi
I KV THUAT ¢6 hodc khong" voi
% trudng hop khéng c6
théng s6
thé tich can tiém,
1 | Cai dat duoc: thoi gian tiém,
luu lugng tiém.
tbc do bom,
nguoi dung thy
s o chon ché d6 bom
2 | Cho phép diéu chinh:
nhanh hodc bom
chém theo yéu
cau.
c6 thé chuyén déi
linh hoat dé kep
. vao thanh ngang
3 | Kho4 treo: . ) X
va coc ding, ma
vin git may &
dung tu thé.
4 | Thé hién duoc: thé tich da truyén
5 | Tc d6 truyén téi da: | >900ml/h
Téc d6 bom nhanh
6 .. > 1100ml/h.
(Bolus) to1 da:
7 | Sai sb t6i da: + 3%.
May tuong thich tbi
E v . 10ml, 20ml,
8 |thi€u vdéi céc loai Ong
o . 50ml, 60ml
tiém théng dung:
Pat tiéu chuén chéng L
9 ) . IP22 tr¢ 1én
nudéece, bui:
10 | Tay cam dé di chuyén. | C6
- Pin yéu
Phat canh bdo, bao » 4
. . . - Hét thude
11 | dong trong cac trudng y )
hop, t6i thiéu nhur: - e ‘ngh =
dudng truyén,




21

- Lip 6ng tiém

khoéng ding vi tri.

YEU CAU KHAC

B sung sb lidu dép tmg
hoic ghi "cam két hoiic
khong" véi truong hop

khéng c6 sb liéu

- Thoi gian giao hang tai bénh vién: <90
ngay ké tir ngdy hop ddng c6 hidu Iyc, dua
vao sir dung, 30 ngay sau tién hanh ddnh
gia, nghiém thu.

- C6 tai liéu huéng din vén hanh, bao tri.

- Pao tao nhén su: vé lép dat, chay thrr,
van hanh, bio dudng thiét bi dén khi thanh
thao

- Béo tri dinh ky trong bao hanh theo quy
dinh ctia nha san xut

- Thiét bj nha thau cung cdp phai dam bao
tudn tha theo Nghi Pinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang

Pk

F

. .




YEU CAU TINH NANG, YEU CAU KY THUAT CO BAN
MAY PO SPO2 CAM TAY

22

Noéi dung yéu cau ciia Bénh vién

YEU CAU TINH NANG, YEU CAU KY

Kha niing dap img cia

Ghi chu
vi tri trang,
tai liéu dinh

2 ; : : don vi cung cap kém (néu
STT ¥EIYJAT CO BAN MAY PO SPO2 CAM (b sung thong tin) c6) dong
dau xac
nhin
B sung thong sb k¥
R R thuat da’kp img hodc ghi
I | YEU CAU CHUNG "cam ket hodc khong"
v6i truong hop khong c6
thong so
1 | Chét lugng hang hoa Méi 100%
2 | Nim sin xuét 2023 tro di
3 Daj; tiéu chPan hé thorig ISO 13485
quén ly chat lugng
+ FDA - Food
and Drug
Administration
DPat mét trong cac tiéu (Ngg o
2 ; 5 + ertificate
4 chl’lan/ chimg nhén (Chau 4u)
chat lugng sau: + JIS - Japanese
Industrial
Standards (Nhéat
Bén)
5 | Dién 4p sir dung: 220V, 50/60Hz.
6 | - Mdi trudng hoat dong:
6.1 | + Nhiét d6 tdi da: >30°C
6.2 | + Do dm tdi da: >70%
I | YEU CAU CAU HINH Cam két hoac khong
1 | May chinh: 01 cai
Cam bién do Sp0O2
2 | ding nhiéu ln, dang 01 cai
kep ngén.
3 |Pin 01 bd
Bb sung théng s k¥
YEU CAU TiNH NANG VA THONG s | thudt dép img hodc ghi
111 < z co hoac khong" vaéi
KY THUAT " 2 ;
truong hop khong c6
thong so

\ W
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- Muc dich sir dung: | Str dung do ndng
dd oxy trong méu
cho nguoi 16n, tré
em va tré so sinh,
phu hop sir dung

cho bénh vién.

- Thiét ké: M4y nho gon,
dang cim tay.

- Thong sb theo d6i: | C6 thé theo di
SpO2, nhip mach

hodc nhip tim.
- Hién thi: LED hodc man
hinh LCD.
- Tinh nang béo dong cé

cho nguoi sir dung.

YEU CAU KHAC

Bb sung sé liéu dép tmg
hodc ghi "cam két hodc
khong" vdi trudong hop

khéng c6 s6 liéu

- Thoi gian giao hang tai bénh vién: <90
ngay ké tir ngay hop dong c6 hiéu luc, dua
vao sir dung, 30 ngay sau tién hanh dénh
gi4, nghiém thu.

- C6 tai liéu huéng din vén hanh, bao tri.

- Pao tao nhan sy: vé 18p dit, chay thir,
van hanh, bao dudng thiét bi dén khi thanh
thao

- Béo tri dinh ky trong bao hanh theo quy
dinh ctia nha san xuét

- Thiét bi nha thau cung cip phai dam bao
tuan thu theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang

P

T

i m—— S NE g i
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YEU CAU TINH NANG, YEU CAU KY THUAT CO BAN MAY HUT DICH

Noi dung yéu cau ciia Bénh vién

Kha ning dap ing cia

Ghi chi
vi tri trang,
tai liéu dinh

G YEU CAU TINH NANG, YEU CAU KY don vi cung cap kém (néu
THUAT CO BAN MAY HUT DICH (bb sung théng tin) c6) dong
diu xac
nhin
B4 sung thong sb k¥
A . thuét dap (mg hodc ghi
I | YEU CAU CHUNG "cam ket hodic khong"
véi trudng hop khong c6
thong s6
1 | Chét lugng hang ho4 Méi 100%
2 | Nim sin xuat 2023 trd di
3 DE_l,t tle:u chguan h¢ thong ISO 13485
quan ly chat lugng
+ FDA - Food
and Drug
Administration
Pat m{t trong céc tiéu (Ngg .
2 . " + ertificate
4 ch1’1311/chung nhén (Chéu 4u)
chat lugng sau: + JIS - Japanese
Industrial
Standards (Nhat
Ban)
5 | Dién 4p sur dung: 220V, 50/60Hz.
6 | - Mbi trudng hoat ddng:
6.1 | + Nhiét d¢ tdi da: >30°C
6.2 | + Do am t6i da: >70%
I | YEU CAU CAU HINH Cam két hodc khong
May chinh dang xe .
1 b o et B 01 cai
day co6 khoéa banh:
- Binh nhura trong, ,
2 L 02 cai
chtra dich:
3 | - Day ngudn: 01 day
- Tai liéu hudéng dan .
4 01 bo

stir dung:

piler
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B& sung thong sb k¥
YEU CAU TINH NANG VA THONG s | huét ddp img hodc ghi
s " c6 hodc khong" voi

KY THUAT \ P .

¥ truedng hop khong cé

théng sb
Luu lugng hut: > 45 lit/phut
Ap luc hit téi da > 660 mmHg
Diéu chinh 4p lyc ke
3 nim diéu chinh.
bang:
Theo dbi thong sb ap 4 5
. dong ho.
luc bang:
Chiéu cao: khoang 75-90 cm
Trong lugng: <30kg
| Dung tich binh chira
. > 2500ml
dich:
Chtrc ning chéng tran 8
; 6
dich (van chong tran):
D6 on: <60 dB
Bb sung sb liéu dap tmg

YEU CAU KHAC hodc ghi "cam ket hodc

khong" vdi trudong hop
khong co s0 liu

- Thoi gian giao hang tai bénh vién: < 90
ngay ké tir ngay hop dong c6 hiéu huc, dura
vao str dung, 30 ngay sau tién hanh dénh
gia, nghiém thu.

- C6 tai liéu huéng dan van hanh, bao tri.

- P30 tao nhan su: v& lp dit, chay thi,
vén hanh, bao dudng thiét bi dén khi thanh
thao

- Béo tri dinh ky trong bao hanh theo quy
dinh ctia nha san xut

- Thiét bj nha thau cung cdp phai dam bao
tuan thi theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

ax Wy

.

od
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- Thdi gian bao hanh: > 12 théng




YEU CAU TINH NANG, YEU CAU KY THUAT CO BAN
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MAY PO HUYET AP PIEN TU

Néi dung yéu ciu ciia Bénh vién Ghi cha
vi tri trang,
YEU CAU TINH NANG, YEU CAUKY | M4 nans f:l‘:g"c’ggpc“a ta;;:ﬁ“(fé:h
STT ;?-E[;ATT[?O BAN MAY PO HUYET AP (bé sung théng tin) c6) déng
. dau xac
nhin
B4 sung thong s6 k§
A . thuat dap tng hoic ghi
I | YEU CAU CHUNG "cam két hodic khong"
vai trudng hop khong co
théng so
1 | Chét luong hang hoé Mdi 100%
2 | Nim san xuét 2023 tré di
3 Da’t tlB’U ch;aan h¢ thong ISO 13485
quan ly chat luong
+ FDA - Food
and Drug
Administration
Dat mdt trong céc tiéu (1\/]1358 o
3 " % + ertificate
4 chlrlan/chung nhén (Chéu 4u)
chat lugng sau: +JIS - Japanese
Industrial
Standards (Nhat
Bén)
5 | Dién 4p sir dung: 220V, 50/60Hz.
6 | - Mbi truong hoat dong:
6.1 | + Nhiét do tdi da: >30°C
6.2 | + P am tdi da: >70%
II | YEU CAU CAU HINH Cam két hoic khéng
1 | May chinh: 01 cai
Bao do huyét 4p ngudi .
2 ) 01 cai
16m:
3 | Pin: 04 cai
4 | Huéng dén st dung: 01 bd
B4 sung thong s6 k¥
YEU CAU TINH NANG VA THONG s | thuét dép img hogc ghi
I p z "c6 hodc khong" vai
KY THUAT < iy i
E trudmg hop khrong co
théng s6

PR
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1 |- Vitri do: Bip tay
- Po huyét ép: huyét ap i da
(tdm thu), do
2 huyét ap t6i thiu
(tAm truong) va
nhip tim.
- Chirc nang canh bao .
3 g Co
nhip tim bat thudng:
- Chi s6 phén loai
4 | huyét 4p theo tiéu Cé
chudn WHO.
5 |-Mnhinh: LCD hién thi két
qua.
6 | - Phuong phép do: Dao dong
. L Pham vi do huyét ap: | tir <3 dén > 280
mmHg
- B6 chinh xac do
8 5 +3 mmHg
huyét ap:
L tlr <40 dén > 180
9 | - Nhip tim: . ]
nhip / phut
- Do chinh xéc do
10 T +5%
nhip tim:
- Chirc ning bom tur .
11 ) Cé
dong:
- Van x4 4p suét tir ,
12 | Cé
dong.
- Chu vi vong bit: Dao ddng ndm
13 trong khoang 22
cm - 42 cm
a |2 Bo nhé hru két qua: | téi thidu 60 két
qua gan nhét.
B sung sb liéu dép img
1v. | YBU CAU KHAC hodc ghi "cam két hoic

khong" véi trudmg hop
khong c6 so liéu
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- Thoi gian giao hang tai bénh vién: <90
ngay ké tir ngay hop ddng c6 hidu luc, dua
vao sir dung, 30 ngay sau tién hanh danh
gia, nghiém thu.

- C6 tai liéu huéng din van hanh, bao tri.

- Pao tao nhan su: vé lap dit, chay thir,
van hanh, bao dudng thiét bi dén khi thanh
thao

- Béo tri dinh ky trong bao hanh theo quy
dinh ctia nha san xuét

- Thiét bi nha thau cung cip phai dam bao
tuan tha theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

- Kiém dinh thiét bj theo quy dinh phap
luat hién hanh.

- Thoi gian bao hanh: > 12 thang

Ad
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YEU CAU TiNH NANG, YEU CAU KY THUAT CO BAN

MAY PO HUYET AP CO
Néi dung yéu ciu ciia Bénh vién Ghi chd
vi tri trang,
Khié ning dip img cia | ti liéu dinh
A i F . don vi cung cap kém (néu
STT | YEU CAU VE MAY PO HUYET AP CO (b4 sung thong tin) c6) d6ng
diu xic
nhin
B4 sung thong sb k¥
thudt dap img hodc ghi
"cam ket hoac khong"
voi trudong hop khéng c6
théng s6

Thiét bi m6i 100% san xuat nam 2023 tror
VE sau.

2 | Donghd: 01 cai

3 | Bao hoi (vong bit): 01 céi

Van x4 va qua bop: 01 céi

Ddng hd: pham vi do huyét ap tir 0 dén >
300 mmHg

Thao tac do thu cong.

Thoi gian giao hang tai bénh vién: <30
7 ngay, ké tir ngay hop ddng c6 hiéu luc,
dua vao sir dung, 07 ngay sau tién hanh
danh gia, nghiém thu

Kiém dinh thiét bj theo quy dinh phap luat
hién hanh.

9 | Béao hanh: > 03 thang




YEU CAU TiNH NANG, YEU CAU K¥ THUAT CO BAN
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MAY PHUN KHi DUNG

Noi dung yéu cau ciia Bénh vién

YEU CAU TiINH NANG, YEU CAU KY

Kha ning dap g ciia

Ghi cha
vi tri trang,
tai liéu dinh

. - = . dom vi cung cip kém (néu
diu xic
nhin
Bb sung théng sb ki
) thuat dap ‘mg hoic ghi
I | YEU CAU CHUNG "cam két hoc khong"
v6i trudmg hop khéng co
thong so
1 | Chat lvong hang hod Méi 100%
2 | Nim san xudt 2023 trd di
g | | PartCirehyin b thong ISO 13485
quan ly chat lugng
+ FDA - Food
and Drug
Administration
Dat mét trong cac tiéu (Ngg —
2 x . + ertificate
4 chl'lan/chlmg nhin (Chau 4u)
chat luong sau: + JIS - Japanese
Industrial
Standards (Nhat
Ban)
5 | Dién 4p str dung: 220V, 50/60Hz.
6 | - Mdi trudng hoat dong:
6.1 | + Nhiét do tdi da: >30°C
6.2 | + Dj am tdi da: >70%
I | YEU CAU CAU HINH Cam két hoc khéng
1 | May chinh: 01 cai
2 | Bau x6ng: 01 céi
3 | Ong ngm miéng: 01 cai
4 | Tam loc: 05 céi
5 | Mét na tré em: 01 cai
6 | Mit na nguoi 1én:

01 cai

L A
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dinh cta nha san xuat

B4 sung thong sb ky
YRU CAU TINH NANG VA THONG 5O | (uét ddp img hodc ghi
I s X c6 hoac khong" véi
KY THUAT i B g
. trrong hop khong ¢
thong sb
- Muc dich sir dung: | Ding dé hd tro
diéu tri cac bénh
1 vé dudng ho hip.
Str dung cho ca
ngudi 16n va tré
em
- Co ché hoat dong: phun suong, dua
2 thudc vao niém
mac phé quan
3 |-Poom: <60 dB
4 |- Tbc & phun: > 0,3ml/phut
5 | - Dung tich cbc thubc: | > 5ml
- Kich thudc hat
6 P <3,16um
thuoc:
- Thoi gian hoat déng )
T | > 20 phut
lién tuc:
Bé sung sb liéu dép img
A x ‘ hoic ghi "cam két hoac
IV. | YEU CAU KHAC khong" véi tru:c'mg hop
khong co so li€u
- Thoi gian giao hang tai bénh vién: <90
i ngay ké tir ngay hop ddng c6 hiéu luc, dua
vao sir dung, 30 ngady sau tién hanh danh
gia, nghiém thu.
2 | - Cé tai liéu hudng dan van hanh, bao tri.
- Pao tao nhén su: vé lfip dat, chay thur,
3 | van hanh, bao dudng thiét bi dén khi thanh
thao
i | Bao tri dinh ky trong bao hanh theo quy
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- Thiét bi nha thiu cung c4p phai dam bao
tuén thu theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang
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MAY THEO DOI BENH NHAN (6 THONG SO)

Néi dung yéu cau ciia Bénh vién

YEU CAU TINH NANG, YEU CAU KY

Kha niing dap img cia

Ghi chu
vi tri trang,
tai liéu dinh

b . ; ! : d . A N A
STT | THUAT CO BAN MAY THEO DOIBENH | &'C 2658 BB ';f)')"d(:[f“
NHAN (6 THONG S0) g ey
nhan
B6 sung thong s k¥
A . thuat dap img hoéc ghi
I | YEU CAU CHUNG "cam két hoic khong"
v0i trudng hop khdng c6
thong so
1 | Chét luong hang hoé Méi 100%
2 | Nam sin xuft 2023 trd di
3 Da? tIC}l ch‘uan h¢ thong ISO 13485
quan ly chat luong
+ FDA - Food
and Drug
Administration
Dat mot trong céc tiéu (N]I;% P
2 . 5 + ertificate
4 ch1rlan/ch1mg nhan (Chau 4u)
chat luong sau: + JIS - Japanese
Industrial
Standards (Nhat
Bén)
5 | Dién &p sir dung: 220V, 50/60Hz.
6 | - MGi trudong hoat dong:
6.1 | + Nhiét d6 tdi da: >30°C
6.2 | + Do dm t6i da: >70%
I | YEU CAU CAU HINH Cam két hoic khong
1 | - May chinh: 01 cai
- Day néi va c4p dién
2 | d % 01 bd
tim:
- Day nbi va cap do
3 | SpO2 dang kep ngén, 01 bd
sir dung nhiéu lan:
- Cam bién do nhiét .
4 . 01 cai
do da:
5 | - Bao do huyét 4p cho 01 cai
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nguoi 16n, st dung
nhiéu lan:

- Bao do huyét &p cho
6 | tré em, sir dung nhidu 01 cai
lan:
- Day nbi do huyét ap .
7 . .k 01 cai
khéng xam lan NIBP:
- May in nhiét tich
8 | hop ddng bd v6i may 01 cai
chinh:
9 | - Gidy in nhiét: 05 xép/cudn
10 |- Déy ngudn: 01 cai
- B§ cép do huyét &
|~ O SRR 01 bd
x4m lan IBP:
12 | - Xe diy may: 01 cai
- Tai liéu huéng din )
13 ) 01 bo
str dung:
| B4 sung thong sb k¥
YRU CAU TINH NANG VA THONG s | thust dap ung hosc ghi
III S 2 "c6 hodc khong" véi
KY THUAT . e
truong hop khéng c6
théng s6
theo doi dugc
dién tim, nhip
thd, huyét ap
khéng xam 14n,
. néng do oxy
1 | - Muc dich str dung: ) n
trong mau, nhiét
d6. Sir dung duoc
cho tré so sinh,
tré em va nguoi
16m.
C6 thé mé rong
cac cong két nbi
2 | - Chirc néng mo rng: -

de€ do cac théng
s6 chuyén sau vé

kqw.,t_.

=~ di

s v |
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hoi strc, cu thé:

- IBP (huyét 4p
xAm l4n).
- EtCO2 (CO2).
- CO (Cardiac
Output)
T B e e
cam Ung.
- Phén mém tinh toan |
liéu luong cuia thube. co
- Chirc nang phat hién
vaphan tich rbiloan | C6
nhip tim.
- Chirc néng két néi
voi mon%tor trung tdm Co
va hé thong théng tin
bénh vién.
- Pin sac tich hop, thoi | > 1 tiéng khi sac
luong str dung: day
B sung s6 liéu dap img
YEU CAU KHAC hoac ghi "cam két hodc

khéng" vdi truomg hop
khong c6 s0 liéu

- Thoi gian giao hang tai bénh vién: <90
ngay ké tir ngay hop ddng c6 hiéu luc, dua
vao sir dung, 30 ngay sau tién hanh danh
gia, nghiém thu.

- C6 tai lidu huéng din van hanh, bao tri.

- Pao tao nhén su: vé 1ap dit, chay thi,
véan hanh, bao dudng thiét bj dén khi thanh
thao

- Bao tri dinh ky trong bao hanh theo quy
dinh ctia nha san xuét

- Thiét bi nha thdu cung cip phai dam bao
tuén thu theo Nghi Pinh 98/2021/ND-CP
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va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang
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YEU CAU TiNH NANG, YEU CAU KY THUAT CO BAN MAY THEO DOI
BENH NHAN (SU DUNG TRONG PHAU THUAT)

Noi dung yéu cau cia Bénh vién

YEU CAU TINH NANG, YEU CAU KY

Kha ning dap ing cia
A

Ghi chi
vi tri trang,
tai liéu dinh

71 | THUAT CO BAN MAY THEO DOI BENH don vi cung cap kém (néu
NHAN (SU DUNG TRONG PHAU (bd sung théng tin) c6) dong
THUAT) diu xac

nhéan
B4 sung thong sb k¥
A . thuét déP g hoéc ghi
I | YEU CAU CHUNG "cam ket hodc khong"
vGi truong hop khong 6
thong so
1 | Chét luong hang hoa Méi 100%
2 | Nim san xuét 2023 trd di
g | Dty by tng 1SO 13485
quan ly chat lugng
+ FDA - Food
and Drug
Administration
Dat mét trong céc tiéu (l\gg o
2 . N 5 ertificate
4 chl:la.n/chung nhén (Chéu u)
chat luong sau: + JIS - Japanese
Industrial
Standards (Nhét
Ban)
5 | Dién é&p str dung: 220V, 50/60Hz.
6 | - Mdi trudong hoat dong:
6.1 | + Nhiét d¢ tdi da: >30°C
6.2 | + D6 ém t6i da: >70%
II | YEU CAU CAU HINH Cam két hoic khéng
1 |- May chinh: 01 cai
- Day ndi va cép dién
1 PO 0110
tim:
- Day nbi va cap do
3 | SpO2 dang kep ngdén, |01 bd
str dung nhiéu 14n:
- Cam bién do nhiét B
4 . 01 cai
do da:
5 | - Bao do huyét ap cho | 01 céi

7
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ngudi 16n, sir dung
nhiéu lan:

- Bao do huyét 4p cho
6 | tré em, sir dung nhiéu | 01 cai
lan:
B0 cép do huyét 4
7 | PO COIIER 6 be
xam lan IBP:
8 | B do EtCO2: 01 bo
- Day ndi do huyét ap .
9 . o 01 cai
khong xadm lan NIBP:
- May in nhiét tich
10 | hop ddng bd véimay | 01 cai
chinh:
11 |- Gidy in nhiét: 01 xap.
12 | - D4y ngudn: 01 cai
- Tai lidu hudéng din
13 01 bd
st dung:
14 |- Xe diy may: 01 cai
Bé sung thong s6 k¥
YEU CAU TINH NANG VA THONG sO | thuét dép img hodc ghi
I KY THUAT "¢6 hodc khong" vdi
¢ truomg hop khéng c6
thong so
Theo ddi dugce
dién tim, nhip
thd, huyét 4p
khéng xam l4n,
ndng do o
1 | - Muc dich str dung: ; n Xy n
trong mau, nhiét
d6. Str dung dugc
cho tré so sinh,
tré em va nguoi
16n.
C6 thé mé rong
2 | - Chitc ning m& rong: | cac cong két ndi

dé do céc thong




40

sO chuyén sdu vé
héi stre, cu thé:

- IBP (huyét ap
x4m l4n)
- EtCO2 (CO2).
S A ks > 12 inch, loai
3 | - Man hinh hién thi: L
cam Ung.
- Phin mém tinh toan |
4 e , £ Cé
lieu lugng ctia thudc.
- Chtre nang phat hién
5 |vaphantichréiloan |C6
nhip tim.
- Chtrc nang két ndi
v&1 monitor trung tam ;
6 I - Cé
va hé¢ thong thong tin
bénh vién.
- Chirc nang do dugc
céc thong s6 huyét
7 | dong: PPV, SVV,CO |[Co
hodc cung lugng tim
udc tinh.
- Chirc nang do duoc .
8 ool e 2o |0
chi s6 dién ndo so0 hoa.
- Chtrc ning do d6 )
9 . Co
gian co
w | Pin sac tich hop, thoi | > 1 tiéng khi sac
luong str dung: day
Bé sung sb liéu dap img
v. | YEU CAU KHAC hozc ghi "cam két hodc

khong" vdi truong hop
khéng c6 s0 liéu

- Thoi gian giao hang tai bénh vién: <90

ngay ké tir ngay hop ddng c6 hidu luc, dua
vao sir dung, 30 ngay sau tién hanh danh

gia, nghiém thu.
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- C6 tai liéu huéng dan van hanh, bao tri.

- Pao tao nhéan su: vé lép dat, chay thu,
vén hanh, bao dudng thiét bi dén khi thanh
thao

- Béo tri dinh ky trong bao hanh theo quy
dinh ciia nha san xuét

- Thiét bi nha thiu cung cAp phai dam béo
tuén thu theo Nghi Dinh 98/2021/ND-CP
va Nghi dinh 07/2023/ND-CP.

- Thoi gian bao hanh: > 12 thang

s ¢4



