Phan 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k¥ thuit

1.1. Gidi thigu chung vé‘,dy’ an/dw todn mua sdm, géi thau
- Tén go6i thau: Mua sam may chay than nhan tao.
- Tén dy todn: Mua sdm mAy chay than nhan tao.
- Pia diém: S6 274 Nguyén Trong Tuyén, Phudong Pha Nhuan, TP. H6 Chi Minh.
- Thoi gian thuc hién géi thau: 90 ngay.

- Hinh thirc lva chon nha thau: Chao hang canh tranh trong nudc (Qua mang).

- Phuong thirc lva chon nha thiu: Mot giai doan, mdt tai ho so.

- Loai hop dong: Tron goi.

- Quy mo géi thau: Cung cip hang hoa chi tiét néu tai Pham vi cung cap (webform trén
Hé théng).

1.2. Y&u cau vé ky thugt

E-HSDT phai kem file scan Catalogue (tai li¢u k§ thuat) cua hang hoa du thau,
truong hop la tiéng nude ngoai phai kém bang dich sang tiéng Viét.

Thong sé ky thuat ciia hang hoa phai tuan thu céc thong sé k§ thuat va tiéu chuan
sau day:

Yéu ciu vé thong s6 ky thuat

TEN THIET BI: MAY CHAY THAN NHAN TAO

I. YEU CAU CHUNG

- Thiét bi méi 100%, dugc san Xuat nim 2025 trd vé sau.

- Tiéu chuan san xuat: E-HSDT dinh kém tai li¢u chimg minh Hang sén xuat hogc Chi
sO hiru ctia Hang san xuat phai c6 giay chung nhéan chat lugng dat ISO 13485 con hiéu
luc con hiéu lyc trong thoi gian phat hanh E-HSMT.

- Thiét bi dap ¢ng tiéu chuan chat luong: CE hoic FDA.

- Thiét bi dap &ng stir dung nguodn dién: 220V+10%; 50/60 Hz.

- Thiét bi hoat dong duogc trong moi truong:

+ Nhiét d6: 30°C +5°C
+ Do am tbi da: 75% +10%.

Il. YEU CAU CAU HINH

- May chinh: 01 céi

- B¢ day dan/ ndi véi dich loc A va B: 01 bo

- Day dan/ két ndi nudc, thai/xa: 01 cai mdi loai
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- Gi& thanh treo dich truyén: 01 cai
- Gia do/ treo qua loc hoac mang loc: 01 cai
- Que/ cay hit hoa chit - dich: 01 céi
- Hé théng huyét ap tu dong: 01 bd
I11. TINH NANG VA THONG SO KY THUAT
1. Y8u cau vé ngudn nwéc:
Ap luc hoat dong: 1.5 —> 6.0 bar
Nhiét do: 5°C — 30°C (£ 2°C)
. Man hinh hién thj:
Man hinh > 10.0 inches
. Pin dw phong:
C6 pin du phong, Thoi gian hoat dong toi thiéu > 15 phit khi mat di¢n, dam bao duy
tri man hinh va khoi day mau.
4. Pén bao hiéu:
Mau xanh: hoat dong binh thuong
Mau vang: canh bao
Mau dé: bao dong
5. Theo dai do thanh thai truc tuyén (Kt/V):
- D6 chinh xac cua do thanh thai K: £ 6%
- Hién thi c&c thong sé:
+ Thoi gian diéu tri loc mau hiéu qua.
+ Thé tich huyét trong duoc loc sach (Kt).
+ Nong d6 Na trong huyét twong.
+ Liéu loc mau tai thoi diém hién tai.
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. Chwrong trinh kiém tra an toan:
May c6 chuong trinh kiém tra an toan trugc mdi ca loc mau

7. Khoi day mau bén ngoai (tuan hoan mau ngoai co thé):

7.1. Bom mau dgng mach:

- Téc @6 bom: 15 - > 600 ml/pht (ding day mau duong kinh 8mm)

- Do chinh xac: + 10%

- CO thé twong thich véi cac loai day mau c6 duong kinh tir 2mm - 10mm
7.2. Theo doi ap lwe dong mach:

- Khoang hién thi: <— 300 mmHg t&i > + 280 mmHg

- Do chinh xac: £ 10 mmHg
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7.3. Theo ddi &p lwe tinh mach:

- Khoang hién thi: <—60 mmHg téi > +520 mmHg

- Do chinh xac: + 10 mmHg

7.4. Theo doi ap lwc xuyén mang (TMP):

- Khoang hién thi: <— 60 mmHg ti > +500 mmHg

7.5. B9 phat hién khi:

- Phat hién khi bang séng siéu am, hoac két hop vai cam bién quang hoc kep & ddy tinh
mach

8. Bom Heparin:

Luu luong truyén: 0 - > 10 ml/gio

Bolus: t6i da 5 ml /1an

Dung xi lanh ¢& <20 mL

o

. Khdi thiiy luc (tuan hoan dich loc):
Luu lugng dich loc: 0 — 300 — 500 — 800 ml/phat
Nhiét @6 dich loc: 35°C - 39°C (= 2°C)

D6 din dién cia dich loc:

- Khoang hién thi: 12.0 - > 15.0 mS/cm

- Do chinh xac: + 0.1 mS/cm

Nong @6 Acid trong dich loc:

- Diéu chinh dugc

- May sir dung dugc dich Acetate hoac Bicarbonate.
10. Siéu loc (Ultrafiltration):

- Tbc do rat ky: 0 - <4 lit/ gior

- Do chinh xac: + 1%

11. B¢ phat hién vér mang loc mau:

- Do nhay: <0.5 ml mau/phut (HCT = 25)

- Thoi gian bao dong: <10 gidy

12. Dong dich téi wu:

- C6 ché @6 tiét kiém va giam luong dich loc

13. Hé thong theo ddi huyét &p khdng xam lan (NIBP):
- Lap trinh do mdi 05-15-30-60 pht

- Khoang hién thi:
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+ Huyét ap tam thu: 30 - > 280mmHg;
+ Huyét ap tdm truong: 10 - > 240mmHg;
+ Huyét 4p dong mach trung binh (MAP): 20 - > 255mmHg.

Do chinh x&c: ImmHg

Ghi chu:

Nhan hiéu, ma hiéu hang hda néu trong E-HSMT (néu c6) chi mang tinh tham khao va
minh hoa cho yéu cau vé ki thuat caa hang hoa, khong phai tiéu chuan danh gia, nha
thau c6 thé dy thau hang hda cua hiang khac. Truong hop nha thau du thau ¢ nhan
hiéu khac so véi E-HSMT thi nha thau phai dam bao hang hoa du thau co dac tinh k§
thuat, ¢6 tinh ning str dung trong duong hoic t6t hon véi cac hang hda yéu cau.
“Tuong duong” cd nghia la c6 dac tinh ky thuat twong tu, cd tinh nang sir dung la
trong duong vai cac hang hoa da néu trén.

Truong hop Nha thau chao hang hoa cd dic tinh, thong sé ky thuat tuong duong
hodc cao hon so v&i yéu cau cia E-HSMT thi Nha thau phai kém theo E-HSDT
ban giai trinh vé& dic tinh, théng sé k¥ thuat cua hang héa chao thau d6, nham
ching minh cho Bén moi thau thiy rang nhiing thay thé d6 van bao dam sy twong
duong co ban hoic cao hon so véi yéu cau theo quy dinh tai khoan 1.2 Myc 1
Chuong V E-HSMT, d6ng thoi kém tai lidu chizng minh (néu co).

Tai liéu ching minh ¢ thé 1a ho so, gidy to, ban v&, catalogue, sb liéu... duoc mo
ta chi tiét theo tirng khoan muc vé dic tinh ki thuat, tinh ning st dung co ban cua
hang héa, qua d6 chang minh su dap tng co ban cia hang hda so véi cac yéu cau
cia E-HSMT va mot bang ké nhitng diém sai khac va ngoai 18 (néu cd) so véi quy
dinh tai khoan 1.2 Muc 1 Chuong V E-HSMT.

1.3. Céc yéu cau khac:

a) Yéu cau vé Kha ning bao hanh, cung cap phu tung thay thé hoic cung cap

cac dich vu sau ban hang khac (Nha thau phdi cam két hodc ky hgp dong nguyén
tic véi don vi ¢6 di khd nang thuc hién nghia vu bao hanh, bdo tri, duy tu, bdo
dwéng, sira chira, cung cdp phy ting thay thé hogc cung cap cac dich v sau ban
hang theo yéu cau cia E-HSMT cu thé nhw sau (E-HSDT phdi kém tai lidu chiing
minh: Cam két ciia nha thau hodc hop dong nguyén tac)):

- Bao hanh hang héa: > 24 thang, ké tir ngdy nghiém thu dwa vao st dung va theo

quy dinh ctia nha san xuat.

Bao tri: Trong thoi gian bao hanh, nha thau phai bao tri dinh ky t6i thiéu 06
thang/01 1an (2 lan/nam) va theo quy dinh cta nha san xuat.

Cu ca'l‘n bC)~ ho tro ky thuat co mat trong vong 48 gid (02 ngay) ké tir khi nhan duoc
yéu cau ho trg k¥ thuat caa cua chu dau tu trong thoi han bao hanh.




b) Yéu ciu vé cam két (Nha thau phdi cam két cac néi dung sau (E-HSDT phdi kém
file scan ban cam két)):

- Dao tao, chuyén giao cdng nghé, cung cap tai liéu (Anh va Viét), ban ép plastic quy
trinh van hanh may va huéng din sir dung cho don vi thu hudng dén khi thanh
thao.

- Thu hoi hang hoéa trong trudng hop di giao nhung khéng dam bao chat lugng hodc
c6 théng bao thu hdi cta co quan c6 thim quyén ma nguyén nhan khong do 13i cia
Chi dau tu.

- Cam két chiu tat ca chi phi van chuyén, lap dit, chay thir, dao tao, huéng dan nguoi
st dung van hanh thiét bi, huéng dan bao quan va bao dudng cho don vi sir dung.

- Cam két thoi gian cung cip phu tung thay thé, vat tu tiéu hao > 08 nim, ké tir ngay
nghiém thu ban giao.

- Céc hang hoa du thau la thiét bi y té phai dugc phép luu hanh trén thi truong hoic
duoc phép nhap khau theo quy dinh ciia Nghi dinh 98/2021/NB-CP va cic vin ban
phap luat khac c6 lién quan con hiéu luc.

- Cung cép tai liéu khi giao hang:

+ Ddi vai hang hoéa nhap khau: Cung cap Gidy ching nhan xuat x& caa hang hoa
(CO) hoic To khai hai quan; Gidy chiang nhan chat lwong cia hang hoéa (CQ)
hoac tai liéu khéac c6 gia tri twong duong va Gidy phép luu hanh theo quy dinh
(néu co);

+ D4i v6i hang hoa san xuat trong nudc: Cung cap Gidy chiing nhan chét luong
xuat xuong hozc tai liéu khac co gia tri tuong duong va Gidy phép luu hanh
theo quy dinh (néu co);

+ Cung cip Gidy chitng nhan kiém dinh chat lwong ciia hang héa theo quy dinh
cua Bo Y té (néu o) cho Chii dau tur khi ban giao nghiém thu.

Muc 2. Ban vé: Khong c6 ban vé.

Muc 3. Kiém tra va thir nghi¢ém

Céc kiém tra va thir nghiém can tién hanh gdm c6: Theo danh muyc chi tiét hang
hoa thudc goi thau do Chu dau tu yéu cau (néu co).



