Muc 3. Tiéu chuan danh gia vé ky thuat

Tiéu chuin danh gia vé k¥ thuat duoc danh gia theo phuong phap dat/khong

dat.
Str dung
A . s tiéu chi
NoOi dung danh gia dat
(Nha thau cé thé chdo twong dwong hodc tét hon) Kho I;g
dat
A. YEU CAU CHUNG
e Hang hoa méi 100%, san xuat tir nim 2024 tré vé sau. bapung|  Dat
e Ngudn dién sir dung phu hop véi dién ap Viét Nam. Khéng | Khéng
e (0 giao dién sir dung ngdn ngi tiéng Anh hodc tiéng Viét. dép (mg dat
B. YEU CAU KY THUAT
1. May dién phan
- Lop dién ap: Téi thiéu cap I1, loai BF Pap img| Dat
- Ché d6 hoat dong: Lién tuc '
- Tai trong lam vi€c an toan: > 6.5kg
- Toi thiéu dat tiéu chuan: EN/IEC 60601-1 va 60601-1-11,
CAN/CSA-C22.2 No.601.1 hoac tuong duong
- Phén loai theo MDD: Lop 1la Khoéng | Khong
- Dang song lam sang >26 ‘ dap img | dat
- To1 thiéu cac dang song co ban gom: Dong giao thoa, TENS
db6i xung, bat d6i xung, VMS, vi dong (microcurrent),
Diadynamic, Russian, Monophasic, Galvanic, Trabert, HVPC
Thong sb cac dong dién xung: Pap éimg| Dat
Dong Galvanic: Lién tuc '
- Ché do déu ra: Pién cuc
. T Kho Kho
- Cuong d6 dong ra:0 dén >40 mA , olng ons
dap tmg | dat

- Ché d6 dao cuc: Bat hodc tat




- Thoi gian diéu tri: 1 d&én >60 pht

Dong TENS (Péi xting hai pha)

- Ché d6 dau ra: Pién cuc

- Cuong d6 dau ra: 0 dén >140 mA

- Thoi gian pha: <30 dén >400 ps

- Tan s6: 1 d&én >200pps

- Ché db lya chon: Téi thiéu CC hodc CV
- Thoi gian diéu tri: 1 d&én >60 phit

2. May monitor

2.1 ECG Dapung | Dat

- Loai dao trinh

- Téi thiéu 3-dao trinh: T, 1, 1T

- Téi thiéu 5- dao trinh: 1, IT, 11T, aVR, aVL, aVF, V

- b6 nhay man hinh tdi thiéu gém: 2,5mm/mV (x0,25), 5 mm

/mV (x0,5), 10 mm/ mV (% 1.0), 20 mm / mV (x 2.0)

- Téc do6 quét song tbi thiéu gém: 6,25 mm/s, 12,5 mm /s, 25

mm/s, 50 mm/s

- Bang thong

Ché d6 chan doan: Khoang 0,05Hz ~ 100Hz

Ché do the~o ddi: Khoang 0,5Hz ~ 40Hz Khong | Khong

Chet: do phau thuat: Khoang 1Hz ~ 20Hz dap tmg dat

Ché d6 loc: Khoang 5SHz ~ 20Hz

- CMRR> 100dB

- Notch: Bo loc 50/60 Hz c6 thé dugc bat hodc tit

- Tré khéng dau vao chénh léch> 5 MQ

- Dai dién ap phan cuc dién cuc: =400 mV.

- Thoi gian phuc hdi co ban <3 s sau khi khir rung (¢ ché d6 theo

ddi va phau thuat)

- Tin hiéu hiéu chuan 1mV (Pinh — dinh)

- D6 chinh xac <~3%

2.2 RESP: bap tng | Dat

- Phuong phap do: Pién sinh hoc 16ng nguc . .

- Tan s6 thé: 0 - >150 bpm Khoéng | Khong
dap tng dat

- Po dao trinh ti thiéu gé)m: DPao trinh I, II




- Do tang séng tdi thiéu gém: x0,25,%x0,5,x1,%x2

- Dai tr& khang ho hap: khoang 0,5 - 5

- Tré khang co ban: khoang 500-4000

- Pat duoc: 10 diém

- Tdc @6 quét tdi thiéu gém: 6,25 mm /s, 12,5 mm /s, 25 mm /s
Pulse Rate — Nhip tim

- Pham vi: <30 ~>254 bpm

- D6 phan giai: >1bpm

- D6 chinh xé4c: <+2bpm (khong chuyén dong) < +5bpm
(chuyén dong)

- Toc d6 1am méi: 1s

2.3 TEMP — Nhiét do: baping| bDat

- B6 chinh x4c: <+0,1 ° C hoidc <+0,2 ° C ° F (khong c6 dau

do)

- Dfii do: <5 ~ >50°C (=41 ~ =122 °F) Khong | Khong

- SO kénh: >2 kénh 7 dap tmg |  dat

- b6 phan giai to1 thiéu: 0,1 ° C

- Céc thong s6 t6i thiéu gom: T1, T2 va TD

2.4 NIBP - Bj do huyét khong xam lan: Pap ung | Dat

- Phuong phap do: Phuong phap dao dong tu dong hoac tuong

duong

- Ché d6 hoat dong: Téi thiéu bﬁng tay, tu dong, lién tuc

- Pon vi do: mmHg / kPa c6 thé lua chon

- Thoi gian do dién hinh: <20 ~>40 s

- Loai do: Téi thiéu tAm thu, tAm truong,

- Pham vi do trung binh (mmHg) . .

- Déi huyét 4p tAm thu: Nguoi 16n <40 - 3270, Tré em <40 - | <nong | Khong
dap tng dat

>200, So sinh <40 - >135

- Dai 4p suét tim truong: Ngudi 16n <10 - >210, Tré em <10 -
>150, So sinh <10 - >95

- Pham vi 4p lyc trung binh: Nguoi 16n <20 - >230, Tré em
<20 - >165, So sinh <20 - >105

- PBo luong @6 chinh xac

- Sai s trung binh t6i da: < +5 mmHg




- P9 léch chuén tbi da: < 8 mmHg

- B0 phan giai: THi thiéu 1| mmHg

- Khoang thoi gian ti thiéu gom: 1, 3, 4, 5, 10, 15, 30, 60, 90,
120, 180, 240, 480 phut

- Bao vé qua ap: Tbi thiéu phan mém va phan cing, bao vé an
toan kép

- Dai 4p suét Cuff: 0 - >280 mmHg

2.5 SpO2 - B¢ do oxy bao hoa trong mau:

- Pham vi do: 0-100%

- P06 chia: <1%

- b6 chinh xac: <£2% (70-100%, Ngudi 16n / Tré em); <+3%
(70-100%, Tré so sinh); 0-69%, khong xac dinh

Téc do 1am mai: 1 gidy

bap tng

Dat

Khong
dap tng

Khong
dat

3. Dao mo dién

Cat thuan: khoang 300W/300Q

Cit hon hop 1: khoang 230W/300Q
Cit hon hop 2: Khoang 180W/300Q
Cat hon hop 3: khoang 120W/300Q).
Pong tiép xuc: khoang 100W/300Q
bong phun: khoang 8O0W/300Q

bong ludng cuc: khoang 80W/100Q2
Tan s6 lam viéc: Khoang 400, 500KHz
Bao vé toi thiéu Class 1, Type CF

bap uing

Pat

Khong
dap ang

Khong
dat

4. May dién cham

CAu hinh:

Cap AC/DC: >1 cai;

Day dan: >6 day;

Kep kim loai: >6 cap;

Miéng dém dinh: >6 cap.

Thong s6 k¥ thuat:

Nguén dién: DCOV/AC220V/AC110V
Ning luong dau vao: 10VA max;

bap tng

Pat

Khong
dap tng

Khong
dat




Song xung dau ra: song xung 2 chiéu khong ddi xing;

Sb xung dau ra: >6 kénh;

Nang luong dau ra: 0,3VA max;

Tan s6 xung: c6 thé diéu chinh trong khoang 1-100Hz;
Tan s6 xung dau ra: séng lién tuc, séng gian doan, séng xa

5. Noi hap 150 lit tron mdt cira

- Budng hap khdi hinh tru tron nam ngang, duoc ché tao t6i baping| bDat

thiéu bang vat liéu inox SUS 304. Puoc 1am >2 16p, 16p Jecket
bén ngoai vao 16p chira dd bén trong

- Dung tich budng hap >150 lit

- Loai cira quay tay md ngang mot ctra. VAt liéu ché tao cira toi
thiéu bang inox SUS 304

- Biéu khién bang bd vi xtr 1y trung tAm, tur dong hoan toan tir
ltc bit dau dén khi két thuc.

C6 >5 chuong hép cai dit sin phu hop véi timg loai vat hip
khac nhau va 1 chuong trinh hap tu chon do ngudi sir dung cai
dat. ’ Khéng | Khéong
- Nhiét d6 hap:< 105°C —> 134°C (£ 10C) dap tmg | dat

- Ap luc hap: <1,05 —>2,2 kg/cm?2 (£ 0,1 kg/cm?2)

- Thoi gian hap: Khoang 0 — 180 phit

- Thoi gian sdy: Khoang 0 — 180 phiit

- b6 hat chan: Khoéng - (0,5 — 0,9) kg/cm?2

- Ngudn dién 3 pha, 220 VAC -50Hz

- Cong suat >12 KW

- Lam kho vat hap bang hé thong hit chan khong.

- Co thé chay bﬁlng dién tu tao hoi trong may hoac bﬁng hoi
nudc ap lyc cao tir bén ngoai.

E-HSDT duoc danh gia 1a dap ung yéu cau vé ki thuat khi c6 tat ca cac tiéu
chi duogc danh gia 1a dat.



