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

Muc 1. Yéu cau vé kj thudt
1.1. Gidi thigu chung vé dw dn, gdi thiu
- Chu dau tu: Trung tdm Y té khu vie Chau Dic.
- Tén goi thau: Mua s&m hoa chét, vat tu y té loc than nhén tao nam 2026
- Loai hop ddng: Theo don gia c¢b dinh.
- Nguén von: Ngudn thu hoat dong su nghiép
- Hinh thirc lwa chon nha thau: Pau thdu rong rai trong nudc qua mang.
- Phuong thure lya chon nha thau: Mot giai doan, mot tai hd so.
- Thoi gian thyc hién goéi thau: 12 thang.
- Tuy chon mua thém: Khong.
- Dia cjiém thuc hién: Trung tdm Y ’té lghu vuc Chau Puec, dja chi: S 31
bién Bién Phu noi dai, Xa Ngai Giao, thanh pho H6 Chi Minh;
- Quy md goi thau: Tai Pham vi cung cip Mau s 01B (webform trén Hé
thong).
1.2. Yéu cau vé ky thudt

Yéu cau thong sd ky thuat quy dinh trong myc nay 13 t6i thiéu, chi nham
muc dich mo ta va khong nham muc dich han ché nha thau, nha thau c6 thé chao
thau nhitng hang hoa c6 thong sb ki thuat twong duong hodc tot hon phu hop
tuong thich v6i may hién c6 ma Chu dau tu dang sir ‘dung. Nha thdu c¢6 van ban
giai trinh, cung cap tai liéu dé chimg minh thong sO k¥ thuat nha thau chao 1a
trong duong hodc tot hon. Trudng hop nha thau khoéng c6 vin ban giai trinh,
cung cp tai liéu chimg minh thi don vi tur van s& danh gi4 theo dung tai liéu ky
thuat trong E-HSDT cia nha thiu d4 chao.

Bat ky thuong hiéu, ky ma hi€u, quy cach, thanh phan (néu c6) trong tiéu
chuan k¥ thuat chi tiét 1a dé minh hoa céc tiéu chuan chét lugng, tinh nang ky
thuat. Vi vay nha thau co6 thé chio cac hang héa c6 thuong hiéu, thanh phan, ky
ma hi¢u khac nhung phai dam bam tiéu chuan ky thuat, dac tinh ky thuat, tinh
ning su dung “twong duong” hodc “t6t hon” so véi yéu cau cua E-HSMT).

Noi dung yéu cau vé tinh niang, dic tinh k¥ thuat chi tiét va mirc 46 dap tmg
to1 thiu dugc thé hién tai cac bang dudi day:



STT| Danh muc hang héa | Thong so k§ thuit va cac tiéu chuan Q,uy an i
’ : cach tinh
Can 10 lit dung dich dam dac chura:
* Natri clorid > 2708.69¢g
* Kali clorid > 67.10g
* Calciclorid.2H20>99.24 g
* Magnesi clorid.6H20 > 45.75¢g
1 Dl}ng fhch Adung trong loc| * Acid acetic bang > 81.00g Can 10 lit | Lit
mau thén nhéan tao (Dich A) | « Glucose H20 > 494.99¢
« Nuéc tinh khiét vira dt > 10 lit.
Tiéu chuan chit luong: ISO 13485, co
ching chi Chau au EU (MDR).
Tuong thich véi cac may loc than model:
4008 S hién c6 tai don vi.
Tai bot Bot khd Bicarbonate dam dac On-
line 900g.
5 : Tiéu chuan chat luong: ISO 13485 va chimg | 12 ..
2| BotNatrihdrogencarbonat | v cpay Ay EC/ EU (MDR), thifthing | 1%
Tuong thich v&i cac may loc thdn model:
4008 S hién c6 tai don vi.
) , 2 ., | Hydrogen peroxide 26,53%; Acetic acid:
3 E)lcmg dich khir khuan qua 7,83%; Peracetic acid: 5%. Can5lit | Lit
i Tiéu chuan chét lugng: ISO 9001
Dung dich tay rira may than, 100g chtra: 21g
Dung dich khtr khuan thiét | citric acid 1-hydrate, 2g lactic acid, 2g malic
4 | bj loc mau thanh phan acid | acid. Can5lit | Lit
citric Tiéu chuan chat luong: ISO 13485 va ching
chi Chau Au EC/ EU (MDR).
B6 day mau 4 IN 1 bao gom:
- Day dong mach: Day chinh, du(‘mg kinh
4,5%6,8, dai > 3.200mm. 05 nhénl} noi d@y
dong mach, duc‘mg kinh 2,2*4,1, tépg chiéu
dai cac nhanh ndéi 1.050 mm. Bau dong
mach, duong kinh ngoai 19 - 25mm, dai
122mm. Day Heparin, duong kinh 1,0*2,5,
dai 600 mm. Doan day chay qua bom mau,
duong kinh 8*12mm, dai 400mm. Téng
A , . chiéu dai day dong mach (bao gom chiéu dai R
5 Bo d?y mft u ding trong day chinh, chiéu dai biu va chiéu dai doan 24‘b0/ Bo
loc mau nhan tao thung ¥

day bom mau): > 3.722 mm.

- Day tinh mach: Day chinh, duong kinh
4,5%6,8, dai > 2.700mm. 02 nhanh ndi day
tinh mach, duong kinh 3,5%5,5 (01 nhanh)
va 2,2*4,1 (01 nhanh), téng chiéu dai cac
nhanh ndi 600 mm. Bau tinh mach, duong
kinh ngoai 19 - 30mm, dai 130 mm. Tong
chiéu dai day tinh mach (bao gém chiéu dai
day chinh va chiéu dai bau): > 2.830 mm.

- 2 transducer protector




- 2 két ndi tai tuan hoan

- Déy truyén dich: 1.500 mm

- TGi nudc thai thé tich 2.000 ml
- Thé tich moi 157 ml

- Gac nhan tao 3,5cmx4,5cmx4016p: 02 cai
- Khin chong thim, 45cmx60cm: 1 cai

- Gac 16t doc kim 3,5cmx5cmx4 16p: 2 cai 250 bd/

6 | B6 FAV loc than - Gac ph?lu thuat khong dét 7,5cmx7,5¢cmx6 thl‘mg Bo
16p: 4 cai.
Tiéu chudn: FDA, CE, GMP, ISO
13485:2016, ISO 9001:2015
Kim budm Théan nhéan tao kich thude 16G, co
;| Kim buém ding trong loc | vt 10 sau, tréng silicone. 500 ci/ |
mau nhén tao Tuong thich v&i cac may loc thdn model: | thung

4008 S hién c6 tai don vi.

Dién tich mang 1.6 m?

Chét liéu mang: Polysulfone

Heé s6 siéu loc (mau ngudi véi thong sd

Hct 32%, protein 6%): > 16 ml/gio x mmHg
Thé tich moi: < 96 ml

D¢ day thanh (um): 40

Duong kinh trong (um): 200 12 qua/ Qua
Ap xut xuyén mang téi da (mmHg): > 600 thung
Véi luu lugng mau 300mL/phut thi d thanh

thai Urea (247), Creatinine (220), Phosphate
(186), B12 (113)

Tiét trung: Hoi nudc trong long soi (inline
steam)

Tiéu chuan: EC, ISO 13485:2016

8 | Qua loc mau nhan tao

Thir ndng d6 cua axit peracetic trong dung | Lo 100

9 | Que thur Peracetic acid dich st khuan qua loc Que Que
Thir nong do cua peroxide con t6n du sau Lo 100

10 | Que thtr Peroxide khi khir khuan bang cac chat khir khuan cé Que Que
peroxide

Ghi chu: Trong yéu cau vé ky thudt, néu c¢é cum tir “twong dwong” dwoc mo ta sau
cdc yéu cdu vé kj thudt cua hang hod thi dwoc hiéu twong dwong vé dic tinh ky thudt,
tiéu chudn cong nghé, néu cé cum tir “tuwong dwong” dirgc mo ta sau cdc yéu cau vé chirc
ndng ciia hang hod thi dwoc hiéu twong dwrong vé tinh nang sir dung.

1.3. Cac yéu ciu khac:

- Hang hoéa dy thau thuéc pham vi cung cép ciia goi thélu phai ghi day du cac
thong tin sau: Tén thuong mai; ky mé hiéu/Nhan mac san pham, quy cach (theo quy
dinh ctua nha san xuat); Hang san xuat; Xuat xt (tén quoc gia).

- Néu E-HSMT quy dinh hang héa c6 xuét xir theo nhom nuée, ving lanh thd
theo quy dinh tai khoan 2 Piéu 44 cua Luat Dau thau. Trong truong hop nay, nha thau
phai chao hang hoa theo ding yéu cau vé xuat x& hodc xuat xir Viét Nam, ké ca trong




truong hop xuat xt theo nhom nudc, ving lanh thé ma Chi dau tu yéu cau khong co
Viét Nam. Nha thau chao hang hoa khong c6 xuat xur theo yéu cau cia E-HSMT hodc
khong phai xuat xur Viét Nam thi s€ bi loai.

- Truong hop nha thau ké khai hang hoa duoc huong vu dii khi nha thau ching
minh dugc hang héa d6 co chi phi san xuét trong nudc theo ty 18 ké khai, nha thau
phai cung cip day du hd so dé chimg minh chi phi san xuét trong nudc: Chi phi
nguyen vat liéu trong nudce (hoa don, hop c’[ong mua ban nguyén li€u...), chi phi nhan
cong trong nuoc (ching tir vé tién cong, tién luong va cac khoan phu cap co tinh chat
luong, bao hiém y té, bao hiém xa hoi, kinh phi cong doan cua cong nhan tryc tiép san
xuat...), cac chi phi khac (phi van chuyén, phi dong goi,...). Néu E- HSDT cua nha
thau khong cung cip day du ho so, ching tir thi nha thau khong duoc xem xét hudng
uu dai.

- C6 bang keé khai cac thong sO, tinh ning, k¥ thuat ciia hang hoa theo tai liéu ky
thudt chimg minh (bao gom: Catalogue hodc bang dir liéu ky thuét (datasheet) hodc
huéng din st dung hodc cac tuyén bd hodc xac nhén cua nha san xuét, tiéu chuan 4 ap
dung hoic céc tai liéu lién quan khac do nha san xuat phat hanh). Tai liéu bang tiéng
nudc ngoai phai co ban dich sang tiéng Viét Nam va nha thau chiu trach nhiém phap
Iy vé tinh chinh x4c ctia ndi dung dich thuat khi phat hanh. Trong trudng hop c6 su sai
khac gifra ban dich va ban gbc thi T6 chuyén gia sé& danh gia dya vao ban gbc (Nha
thau phai ding cong cu danh déau (highlight) vao cdc ndi dung cu thé chirng minh
hang hoa dap ung ky thudt tqi catalogue hodc tai liéu ky thudt).

- Tai liéu scan phai la ban gbc hodc ban sao cong ching va Nha thau phai chuén
bi sin cac tai liéu goc cua cac tai liéu di dang tai 1én Hé thong mang déu thau qudc
gia dé dbi chiéu véi tai liéu dinh kém E-HSDT (khi Chu dau tu ¢6 yéu cau).

- Truong hop quy cach dong goi hang hoa cta nha san >§uat co k}lOl lugng, dung
tich, thé tich .. khac it hon so v&i quy cach néu trén, nha thau c6 thé chao quy cach
dong goi 1on hon hodc bang so vdi quy cach dong goi trong E-HSMT.

- Nha thau phai trung thyc khi ké khai tinh dap tng, bat cir ndi dung cb tinh ké
khai sai 1éch so voi cac tinh nang, thong s, tiéu chuan coéng bd cta nha san xuat dé
nham vuot qua budc danh gia vé k¥ thuat duge coi 1a hanh vi gian lan trong dau thau
quy dinh tai Khoan 4 Piéu 16 Luat Dau thau va s& bi xtr Iy theo quy dinh ctia Phép luat.

1.4. Cam két ciia nha thau cho toan b géi thiu:

Nha thau phai cung cip ban cam két ¢6 ky, dong dau hop 1¢ thé hién day du cac
ndi dung cam két nhu sau:

- Cam két Ngudn gdc hang hoa hop phap theo quy dinh ctia phap luat hién hanh.

- Cam két hang hoa dugc giao méi 100%, chua qua st dyng, duoc bao quan
trong kho va bao quan trong qua trinh vén chuyén dap tng yéu cau cila nha san xuat,
dam bao chat lugng cho dén khi hang duoc giao téi kho va khong dugc hu hao trong
qua trinh van chuyén, néu san pham giao khong dat chat lwong, nha thau doi san pham
méi 100% trong vong ti da khong qua 48 gio.

- Cam két hang hoéa 1a thiét bi y té khi luu hanh trén thi trudng phai dép tng du
diéu kién vé luu hanh theo quy dinh tai Nghi dinh sé 98/2021/NP-CP, Nghi dinh s6
07/2023/ND-CP va cac quy dinh phap luat hi¢n hanh.



- Cam két thu hoi hang hoa di giao va chiu trach nhiém boi thuong thiét hai cho
bénh nhan va Chu du tu néu san pham khong dam bao chat luong gy nén thi€t hai
hodc ¢6 thong bao thu héi ctia co quan co thAm quyén (ma khong do 16i cua chu dau
tu). Nha thau c6 trach nhiém hoan tra tién hoic thay thé bang 16 san xuat khac dam
bao chat luong.

- Cam két hang hoa co nhén hodc c6 kém theo nhén phy véi day du cac thong tin
theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP va cac
quy dinh phap luat lién quan hién hanh.

- Cam két cung cap huéng din st dung cua hang hoa bang tiéng Viét.

- Cam két vé thoi han giao hang Hang hoa s€ duoc cung cap lam nhiéu dot trong
qua trinh thyc hién hop ddng, mdi dot trong vong 48 gio ké tir khi nhan duoc yéu cau
giao hang cua Chu dau tu. Thu hoi va ddi tra néu hang héa bi 16i do nha san xuét va
161 do qua trinh van chuyén dén kho ctia Trung tdm Y t€ khu vuc Chéau Duc.

- Cam két Hang hoa cung cap khong anh huong, tac dong dén moi truong hoac
néu anh hudng, tac dong dén mai truong c6 dé xuat bién phéap dé giai quyét.

- Cam két sb liéu trong bao cao tai chinh Ia trung thuc va ding voi s6 liéu da ké
khai véi Co quan thug;

- Cam két sin sang cung ,Cé,lpv cac cong cu (token) va phéi hop véi Co quan chl'Ig
nang trong truong hop can thiét dé doi chiéu cac so6 liéu da ke khai trén HE thong thué
dién tr va so liéu ké khai tai E-HSDT;

- Cam ‘ké’t san sang cung cap ban gbc cac tai liéu dé dbi chiéu khi c6 yéu cau cia
Bén moi thau: Hop dong twong tu, Bién ban nghiém thu thanh ly, sao k& ngan hang
ching minh giao dich ctia hgp dong tuong tu va céc tai li¢u khac c6 lién quan;

- Cam két cung cap chung tir hang hoa khi giao hang: Dbi véi hang hoa nhép
khau: To khai hai quan, Chtng nhan Xuét xa (CO), Chung nhén Chat luong (CQ
hoic COA), To khai hai quan, Invoice, PL, Van don, ... i v6i hang hoa san xuat

trong nude: Phiéu ‘Xuét kho va Chtrng nhan Chét lugng (CQ hodac COA) ctia nha san
xuat, ... theo yéu cau cua Chu dau tu.

- Cam két cung_ cap hang miu dé ching minh chat lugng, su twong thich hang
hoa véi thiét bi chu dau tu dang str dung (néu Chu dau tu yéu cau).

- Cam két chiu hoan toan trach nhiém phap ly vé tinh hop 18, trung thuc, chinh
X4c cua tat ca tai liu cung cap trong E-HSDT.

Muc 2. Bian vé: Khong cé ban vé
Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang hoéa duoc cung cip dé
dam bao hang hda do6 c6 dac tinh k¥ thuat phu hop vadi yéu cau cua hop dong. Thoi
gian, dia diém va cach thuc tién hanh ki€ém tra, thir nghi¢m:

- Pja diém: Tai don vi str dung.

- Thoi gian: Do céc bén thda thuan;

- Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cau cuia hop dong;
- Chi phi t6 chirc thyc hién: do nha thau chi tra.



Truong hop hang hoa khong phu hop véi déc tinh ky thuét theo hop déng thi Chu
dau tu co quyén tur chéi va Nha thau phai c6 trach nhiém thay thé hodc tién hanh nhimg
diéu chinh can thiét dé dap tmg dung cac yéu cau vé dic tinh k¥ thuat. Truong hop Nha
thau khong c6 kha nang thay thé hay diéu chinh cac hang hoa khong phu hop, Chu dau
tur ¢6 quyén to chire viée thay thé hay diéu chinh néu thay can thiét, moi rdi ro va chi phi
lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thir nghiém hang héa cta Chu dau
tu khong dan dén mién trir nghia vu khéc theo hop c’[éng ctia Nha thau.



