Phin 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k¥ thuét
1.1. Gi6i thiéu chung vé du toan mua sim, géi thiu:
- Chii d4u tu: Bénh vién da khoa Hoai Duc

- Tén ké hoach lira chon nha thau: Géi thau s6 06: Hoa chat dung cho may Arkray
HA - 8180 ndam 2026

- Tén goi thau: Mua sdm vt tu, hoa chét, sinh phém y t& nam 2026 ctia Bénh vién
da khoa Hoa1 Buc

- Tém tat cong viée chinh ctia g6i thau: Lya chon nha thau cung cip hang hoa
- Gia gbi thau: 465.333.375 VND

- Nguédn vén: Ngudn thu kham chira bénh cua don vi

- Thoi gian t6 chire Iya chon nha thau: 90 ngay

- Thoi gian bat dau t6 chirc lwa chon nha thau: Quy IV nim 2025, Quy I nam 2026
- Hinh thtrc lya chon nha thau: DAu thau rong rai (lga chon nha thau qua mang)
- Phuong thirc lwa chon nha thau: 01 giai doan — 01 tii hd so

- Loai hop ddng: Tron géi

- Thoi gian thyc hién goi thau: 365 ngay

1.2. Yéu chu vé k¥ thuét

1.2.1. Yéu ciu vé k¥ thuit chung

- Hang h6a méi 100% duge phép luu hanh theo quy dinh phap lut hién hanh, c6 xuat
Xt r0 rang, hop phéap.

- Han st dung hang hoa (Theo céng bo ciia nha san xudt): > 24 thang ddi v6i hang
hoa co han sir dung > 36 thang; > 12 thang di véi cac hang héa c6 han st dung tir 18 dén
36 thang; > 06 thang dbi voi hang hoa ¢ han st dung < 18 thang. Di v6i hang hoa khong
c6 han str dung phai san xuat tir nim 2024 trd vé sau.

- Hang hoa c6 thé co quy cach dong goi khac so véi yéu cau ciia E-HSMT nhung dam
bao téng khéi luong hang héa bang hodc 16n hon so véi khdi lwong yéu cau va dap tmg véi
cac yéu cau ki thuat, tinh chat ctia hang hoa so véi yéu ciu ctia E-HSMT.

- Hang hoa dap tng céc tiéu chi ki thuat tai Muc 2, Chuong V. Yéu cau vé ky thuat,
pht hop, twong thich, van hanh duogc trén cac thiét bi hién c6 dang sir dung va yéu cau chuyén
mon ctia Chu dau tu.

1.2.2. Tai liéu chitng minh tinh dap @ng ciia nha thiu dé kinh doanh hang hoéa
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1a thiét b y té:

- E-HSDT c6 gidy phép ban hang, gidy iy quyén ban hang ciia nha san xuat hodc ciia
dai 1y phan phdi hodc gidy chirg nhin quan hé dbi tac hodc gidy cam két hd trg ki thuat,
bao hanh cua nha san xuét hodc cia dai Iy phan phdi hodc tai liéu khac co gia tri twong
duong, cu thé:

+ Thiét bi y té san xuat trong nude: Ban ge hodc ban sao ¢ chimg thyec.

+ Thiét bi y té nhap khau: Ban da duoc hop phép hoa lanh sy hodc ban sao co
chung thuc cua ban da dugc hop phéap hoa lanh su.

- Hd so cong bd du didu kién mua ban trang thiét bi y té hodc Ho so cong bd du diéu
kién san xuat trang thiét bi y té chimg minh nha thau dép tng yéu cau du diéu kién mua
ban/san xuét trang thiét bi y té theo quy dinh tai Nghi dinh s 98/2021/ND-CP ngay
08/11/2021.

- Ban phan loai thiét bi y té.
- S Ivru hanh cua trang thiét bi y té:

+ S cong bd tiéu chuan ap dung d6i vé6i thiét bi y té thudc loai A, B;

+ S gidy chimg nhan dang ky luu hanh ddi voi thiét bi y té thudc loai C, D.
1.2.3. Yéu ciu vé ky thuit:

- E-HSDT c6 Bang so sanh dap tng yéu cau ky thé hién cu thé cac thong s6 ki thuat
ctia hang héa chao thau so voi yéu cau k¥ thuat va tai liéu ching minh su phit hop cua cac
thong s ki thuat dd chao do, co thé 13: hd so, gidy td, ban v&, catalogue, tai lidu k¥ thuat
ching nhan vé dic tinh, thong ) ky thuat tiéu chuan chat luong... thé hién cu thé, chi tiét
cac thong sb ky thuat cua hang hoa chao thau dap tng yéu cau k¥ thuat sau day (Truong
hop tai liéu chirg minh la cdc tai liéu nuwée ngodi cé: con déu, chit ky, chire danh trén gidy
10, tai liéu dé thi phai c6 Hop phdp héa lanh sw theo quy dinh tai Nghi dinh s6 111/2011/NP-
CP ngay 5/12/2021):
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Yéu ciu k¥ thuit tdi thiéu

STT| Danh muc hang hé : ) , ach
amh mye hang 10a (Nha théu ¢é thé chao twong dwong hodc tét hon) Quy cdc
; . . . |- Phan tich dinh lugng HbA l¢ trong mau toan phan
Hoéa chat xét nghié h N Ho Lx4
| | Hoachatxétnghiém dinh| " s & thidu: Sodium azide: <=0.01 %; Oxidizing agent: <=0.7%: Phosphate:| - 0P (600mLx

lugng HbA 1c (Eluent 80A)

<=1%.

Tai)

Hoba chat xét nghiém dinh

- Phén tich dinh lugng HbA 1¢ trong mau toan phan

Hop (600mL x 2

2 N .
lugng HbA 1c (Eluent 80B) |- Thanh phan t61 thiéu: Sodium azide: <=0.06%; Oxidizing agent: <=3%; Phosphate: <=2%. Tai)
Hoa chat xét nghiém dinh |- Phan tich dinh lugng HbA l¢ trong mau mau toan phan Hop (600mL x 2
S : X
3 |luong HbAlc (Eluent|- Thanh phan t6i thi€u: Sodium azide: <=0.01%; Oxidizing agent: <=0.3%; Phosphate: °P ..
Thi)
80CV) <=1%.
4 Dung dich pha loing mau|- Dung dich dung dé pha lodng mau toan phan va roa duong Ong. Thing (3 can x 2L)
toan phan va rira duong 6ng | - Thanh phan tdi thiéu: Sodium azide <=0.02%, Phosphate <=0.1%, Surfactant <=0.1%. £
s | Dune dich kidm chudn |” Chét kiém chuan Level 1: 4x0.25mL
gd - Thanh phan t6i thiéu: Hemoglobin, human: 13.0-15.0g/dL; Potassium Cyanide: <0.005%. | Level 2: 4x0.25mL
- Cot duoc ché tao bang vat liéu SUS (thép khong gi) va nap xoan hai dau duoc lam tir PEEK
6 |Cot sic ky (polyether ether ketone) 1 cot
- Thanh phan tdi thiéu: Hydrophilic polymer of methacrylate esters copolymer
- Chét hiéu chuén Low:3mLx 3
7 | Dung dich hiéu chuan - Thanh phan t6i thiéu: Calibrator Low, Calibrator High: Human source hemoglobin <=0.6%,| High: 3mL x 3
Calibrator diluent: Phosphate <= 0.1%; Surfactant <=0.1%. Diluent:10mL x 3
- Dung dich rira nay duoc sir dung dé rira sach protein va chat béo tir méu bam vao cac dung
a thiét bi.
8 |Dung dich rira dam dac cu va thict bi 250 mL

- Thanh phan t6i thiéu: Chét hoat dong bé mit khong chira ion, mudi v6 co pH (25°C): 6,5 -
8,5
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- Tén hang héa, yéu cau ky thudt, quy cdch chi mang tinh tham khdo, nha thau cé thé chao twong dwong hodc tét hon.

- Yéu cau thong sé ky thudt trén la t6i thiéu, chi nham muc dich mé ta va khéng nham muc dich han ché nha thau. Bat ky thuwong hiéu,
ky ma hiéu, nhan hiéu, catald ciia mét san pham cu thé, danh tir riéng (néu cé) trong bang yéu cau kj thudt chi tiét chi mang tinh tham khdo,
minh hoa cho cdc tiéu chudn chat lwong, tinh ning ky thudt ciia hang héa, nha thau cé thé lya chon du thau hang héa cé nguon goc, xudt xi,
nha san xudt, thuwong hiéu, ma hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung phai dam bdo yéu cdu tiéu chuan ky thudt, ddc tinh kj
thudt, tinh nang sir dung “twong dwong” hodc “wu viét” hon han so véi yéu cau toi thiéu.

Nb6i ham “twong dwong” duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:

(1) Pugc co quan cé tham quyén chimg nhdn tiong dwong tiéu chudn

(2) Twong dwong vé mdt ky thudt, tinh ndang sir dung, tiéu chudn céng nghé

(3) Twong dwong vé chat lwong hinh dnh, d chinh xdc mau scc va goc nhin.

(4) Tuong tuong vé tinh chat co khi va thudc tinh vt ly cua vat liéu.

(5) Twong dweong vé tinh ning co ban, do tin cdy, pham vi iing dung

(6) Twong dirong vé cong sudt; hiéu sudt, yéu cau thong sé dau vao, danh muc, @6 chinh xdc két qua dau ra.
(7) Twong dweong vé gid tri do; d chinh xdc két qua do

(8) Twong dwong vé ham lwong, nong do, tinh chdt

(9) Cdc yéu té tuwong dwong khdc

Nha thau cé thé chao hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chitng minh sw twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Pé chirmg minh sw twong dwong nha thau phdi cé bang so sanh chi tiét vé théng sé ky thudt, déic tinh sit dung ciing cdc tdi
lidu ky thudt kém theo dé chirng minh.

1.3. Cac yéu cau khac:

- E-HSDT dinh kém file Excel/file Word Bang so sanh dap tmg yéu cu k¥ thuat thé hién cac ndi dung dap Gng k¥ thuit cia E-HSDT
s0 v6i yéu cau ciia E-HSMT va tdi thiéu cac thong tin sau cua hang hoa chao thau (Nha thau chiu trach nhiém vé tinh chinh xdc giita file
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Excel/file Word va file scan nha thau cung cdp):

Danh
STT muc
hang héa

Yéu ciu cia E-HSMT

Pip tng ciia nha thiu

Yéu ciu k§
thuat

Quy

cach

Théng s k§
thuit chao
thau

Quy

cach

Model/ky
ma hiéu

Hing san xuét va
Hang chi sé hiru
(trwomg hop chi s&
hiru khéng phai
hing san xuit)

Xuat
X

don vi
tinh

S6
lwgng

S6 hru
hanh
caa
hang
hoa

Cac tiéu
chuin
dap ung
(Iso
13485;
CE;
FDA...)

Ma VTYT
dung chung
theo 5086
(néu c6)

Tén
thwong
mai theo
QDb 5086
(Néu co)

Muc 2. Ban vé:Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

- Viéc kiém tra, thir nghiém hang hoéa trudc khi ban giao duoc tién hanh tai dia diém ban giao hang hoa.

- Chu déu tu c6 thé yéu cau Nha thau tién hanh kiém tra ngoai hop ddng nhung can thiét dé khing dinh hang hoéa d6 c6 dic tinh ky
thuat, hiéu sudt dap ing yéu ciu cua hop ddng, véi didu kién 1a cac chi phi hop 1y dé tién hanh thtr nghiém, kiém tra d6 dugc cong thém vao
gid hop dong. Truong hop thir nghiém, kiém tra lam cham tién d6 san xuat va/hodc tién do thuc hién cac nghia vy khac cia Nha thau theo
hop ddng, Chu dau tu s& xem xét diéu chinh ngay giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khac bi 4nh hudng.

- Chu dau tu c6 quyén tir chdi bat ky hang hoa, bd phan hang hoa nao khong dap (mg yéu cau trong cac budi kiém tra, thir nghiém
hoic khong phit hop véi dic tinh ki thuat theo hop dong. Nha thau phai thay thé bang hang hoa, b phan hang hoa khac hoic tién hanh nhitng
diéu chinh can thiét dé phu hop v6i cac dic tinh k¥ thuat theo hop ddng va phai chiu tat ca chi phi lién quan dén viéc thay thé hoidc diéu chinh
nay. Sau d6 Nha thau phai tién hanh kiém tra, thir nghiém lai va chiu tit ca chi phi phat sinh, dong thoi thong béo cho Chu dau tu theo quy

dinh.
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- Chu dau tu s€ tién hanh kiém tra giam sat, toi thi€u theo cac ndi dung sau:

1. Kiém tra cac ching tir ciia hang hoa: (trong truong hop ban giao hang héa lan dau; nhitng lan tiép theo nha thau cé thé khéng can
cung cdp néu hang héa ban giao van thuéc 16 hang héa da giao), cu thé:

+ Céac ching tir nhap khau bao gdm: T khai hai quan, Bill van tai, Packing list hang hoa, invoice: 02 ban sao ctia don vi nhap khau.

+ Gidy chuing nhan xuat x (CO) do Phong thuong mai va cong nghi€p hodc co quan c6 tham quyén ctia nudc sadn xuat hodc nudc
xuat khau cap: 02 ban sao c6 chirng thuc va dich thuat c6 chung thuc. Néu la nudc xuat khau cap phai ghi rd nude san xuat

+ Gidy ching nhan chat luong hang hoa cua nha san xuét hodc dai 1y Gy quyén hop phap cho 16 hang giao cho bén mua (CQ) hoic
Gidy chung nhan phan tich (CoA C/A): Ban gbc hodc 02 ban sao ¢ ching thuc va dich thuat ¢6 ching thuc.

+ Néu hang hoa san xuat trong nudc hodc gia cong trong nudc hodc hang thuong mai xuat xi tai Viét Nam: Nha thau cung cap phiéu
xuat xuong hodc gidy ching nhan ngudn gdc xuat xir va chirng nhan chat lugng hang hda ctia nha san xuat: (ban goc hodc ban sao y cong
ching).

* Poi v6i thiét bi y té thudc loai A, B phai c6 S cong bd tiéu chuan 4p dung d6i véi thiét bi y té con hiéu lyc do co quan c6 thim
quyén cép.

* Poi voi thiét bi y té thudc loai C, D phai ¢6 S6 luu hanh d6i véi thiét bi y té con hiéu luc do B Y té cap va Ban phén loai thiét bi y
té.

+ Céac ching tu khac c6 lién quan...
Céc van ban trén (néu 1a tiéng nudc ngoai) phai kém ban dich cong ching sang tiéng Viét;

2. Kiém tra tinh trang van chuyén, dong géi nguyén ven, dong bo cua hang héa tai dia diém giao hang. Néu phat hién hu hong thi 1ap
bién ban hién truong bao cao chu dau tu.

3. Kiém tra chat lwong va sb luong hang hoa trude khi ban giao

4. Kiém tra va ban giao cho bén sir dung: catalog, hudng din sir dung, ho so k¥ thudt, ching tir lién quan.
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