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

1. Gi6i thi¢u chung vé géi thau

- Chu dau tu: Bénh vién Pa khoa Hai Duong.

- Tén g6i thau: Cung g Vat tu Y té tiéu hao dung trong Tham do chirc ning
va Giai phau bénh du tru 12 thang.

- Pja diém thuc hién: Bénh vién Pa khoa Hai Duong.

- Hinh thirc d4u thau: Dau thau rong rdi, trong nude, qua mang.

- Phuong thire d4u thau: 01 giai doan 01 tdi ho so.

- Thoi gian thuc hién géi thau: 12 thang, ké tir ngay hop dong c6 hiéu luc.

- Ngudn vén: Ngudn thu vién phi, bao hiém y té va cac ngudn thu hop phap
khac cua Bénh vién.

2. Yéu cau vé k§ thuat

2.1 Tai liéu chirng minh vé tinh hop 1é ciia hang héa:

a. Tai liéu ky thuat ciia hang héa:

- Hang héa chao thau phai c6 tai liéu ching minh nguén gdc xuét X rd rang,

hop phéap, méi 100%. Nha thau phai néu rd ky, ma hiéu, nhin mac (néu c6) va xuat
xUr cua hang hoa.

- Tai liéu k¥ thuit, catalogue cia san pham do nha san xuat céng bé. Tai liéu
phai duoc thé hién bang tiéng Viét. Hang hoa nhap khau phai kém tai liéu tiéng Anh
ctia hing san xuét (Cdc tai liéu bang tiéng nudc ngodi phai dwoc dich thudt ra tiéng
Viét va Nha thau chiu trach nhiém vé tinh trung thyc cua ban dich).

- Nha thau phai danh dau (highlight) théng sb cu thé cua hang hoéa dap tng
yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Viét va Tiéng Anh (néu co).
Truong hop can thiét, Cha dau tu c6 thé yéu cau bo sung Ban phat hanh c6 xac nhan,
dong dau cua Hang san xuat hodc Hang chu sé hiru kem ban dich thuédt cong ching
cua co quan c6 tham quyén; Trong truong hop co6 su sai khéc gitra ban dich va ban
goc thi Chu dau tu s€ danh gia dua vao ban goc;

b. P6i v6i hang héa 1a thiét bi y té, cung cap cac tai liéu sau:

- Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,

Nghi dinh sb 07/2023/ND-CP, Nghi dinh sé 04/2025/ND-CP, Thong tu sb
05/2022/TT-BYT va céac quy dinh phap luat hién hanh.

- S6 luu hanh/Gidy phép nhap khau, con hiéu luc hodc dugce nhap khau theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh
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04/2025/ND-CP, Thong tu sd 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh
phap luat hién hanh cu thé:

+ Pbi vai thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan (hoic Phiéu
thong tin) HO so cong bb tiéu chuan ap dung cia thiét bi y té trén Cong thong tin
dién tir BO Y té;

+ Pdi véi thiét bi y té loai C, D: Gidy chtrng nhan ding ky luu hanh hodc gidy
phép nhap khau theo quy dinh tai Diéu 1 Nghi dinh s6 04/2025/ND-CP va cac quy
dinh phap luat hién hanh.

- S6 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) ho so cong bd du diéu
ki€n san xuat doi vdi thi€t bi y t€ sadn xuat trong nudc theo quy dinh tai Nghi dinh s6
98/2021/ND-CP va cac quy dinh phap luat hién hanh.

- Giay chimg nhan nha san xuét dap ung tiéu chuan chit luong ISO 13485
hoac tuong duong.

c. Po6i véi hang héa 1a héa chit thong thwong, hang héa khong phai la
thiet bi y té, cung cap cac tai li¢u sau:

- Gidy chtng nhan nha san xuét dap tng tiéu chuan chat luong ISO 9001 hoic
ti€u chuan chat luong ma nha san xuat cong bo ap dung hoac tuong duong (con hiéu
luc t61 thi€u dén thoi di€ém dong thau).

2.2 Cam két ctia nha thau: Nha thiu phéi cung cip ban cam két thé hién
day dua cac ngi dung cam két nhu sau:

- Cac thong tin trong E-HSDT 1a chinh xéc, hgp phép va chiu hoan toan trach
nhi¢m trude phép ludt vé cac ndi dung trén.

- Tai liéu k¥ thuat, catalogue ctia san pham 13 do nha san xuat cong bd. Truong
hop Chu dau tu phat hién nha thau lam gia hodc 1am sai 1éch thong tin hodc cb ¥
cung cp thong tin, tai liéu khong trung thuc trong E-HSDT thi Chu dau tu sé& loai
b6 E-HSDT ctia nha thau va nha thau s& bi coi la gian 1an theo quy dinh tai khoan 4
Piéu 16 ctia Luat Pau thau va bi xir Iy theo quy dinh tai khoan 1 Diéu 133 ctua Nghi
dinh 214/2025/ND-CP.

- Hang hoéa cung ung méi 100%, du diéu kién luu hanh theo quy dinh cua
phap luat hién hanh.

- Nha thau cam két ¢ nang luc thuc hién cac nghia vu bao hanh, bdo tri, duy
tu, bao dudng, stra chita, cung cap phu tung thay thé hodc cung cap cac dich vu sau
ban hang theo yéu cau ciia E-HSMT.

- Cam két thu h6i hang hoa trong tru’O’ng hop da giao hang nhu’ng khong dam
bao chat lugng, hodc co thong bao thu hdi ciia co quan c6 tham quyén ma nguyén
nhan khong do 15i ctia Chu dau tu trong thoi gian < 5 ngay ké tir ngay nhan duoc
thong bao cua Chu dau tu.
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- Nha thau cam két giao cho chil dau tu khi giao hang: D4i véi hang hoa nhap
khau: Ban gbc hodc ban sao cong chimg Gidy ching nhan xuét xir (CO), Gidy chung
nhan chat luong (CQ); Ban sao to khai hai quan, van don, packing list, Gidy phép
nhdp khau theo quy dinh hign hanh va céc tai li¢u chimg minh thiét bi dugc thong
quan hop phap v6i day du thong tin vé hang héa nhu trong hop dong. Bdi véi hang
hoa san xut tai Viét Nam: Gidy chu‘ng nhan chat lugng xuét Xuong d6i voi cac thiét
bi san xuét trong nude; S6 luu hanh néu hang hoa 1a thiét b y té.



2.2 Yéu ciu k§y thuit chi tiét
Yéu cau thong sd ki thuat quy dinh trong myc nay la t6i thiéu, nha thdu cé thé chao thau nhiing hang héa cé thong
s6 ky thudt twong dwong hodc tot hon. (Bat ky thuong hiéu, ky ma hiéu (néu co) trong tiéu chuan k¥ thuat chi tiét 1a dé minh
hoa cac tiéu chudn chat lugng, tinh nang ky thuat. Vi vay nha thau c6 thé chao cac hang hoa co thuong hi€u, ky ma hi¢u khac
nhung phai dam bam tiéu chuan ky thuat, déc tinh k¥ thut, tinh ndng sir dung “twong duong” hoéc ° ‘t6t hon” so véi yéu cau
cua E-HSMT). Nha thau c6 quyén chao Quy cich dong géi khdc, mién sao ddp irng dwoc khoi lwong sir dung toi thiéu
theo Ho so moi thu.
- Nha thau phai c6 bang dap tng vé k¥ thuét cia hang héa chio thau theo cac mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kem E-HSDT):
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E; Tén nha Tidy chud S6 luu
n . |Ma hang héa 3 4 . . 1€u chuan 3
Ten | Tén thwong mai B higu / Sgi‘l‘z‘: Phin logi trang thiétbiy té | .o . | chitlwgng g‘:lyl h;';h
TT | hang |(lyu § trong trwong| < 4P 412 | Nhan | ~'" ! | theo Nghj dinh 98/2021/Np-| " Y PP | 150, CE, ... | % Tai li¢u sin phim
hé N «o| dbi véi vat . |hitu (néu CP ban hang (Ghirg | $4M TTBYT
0a | hop la vat tu y té) £ MAC ¢6) Xuét : him | hoic
twry te) san : ngay hét han)| P :
2 X GPNK
pham
1 |Theo Tén hang hoa: |- Dai voi vat tu Néu r6 hang hoa dugc phan | Ghi rd day - Catalog, Brochure, Hudng
HSMT| - Doi véi vat tu y t& | y t€ 1a ma hang loai ndo kém theo s6 vin ban | du toan bod dan str dung (n€u co).
theo quy dinh tai | hoa theo quy _ phép 1y nhu sau:. qua trinh: - Tem nhan, hinh dnh thyc
Thong trsb | dinh tai Thong - 86 cong bo tiéu chuan ap | Tén cy thé té (néu o).
04/2017/TT-BYT 04 /Ztgls70/TT- dung d6i vai trang thiét bi y té€| Chu s¢ hitu - Chung tir nhap khau tham
ngay 14/4/2017; BYT ngay Theo Theo thudc loai A, B TTBYT hodc Theo hang | Theo | Theo khao (n€u co).
Thong tu sO 14/4/2017- hang hane hoa | - Hoac SO giay cht’mg nhan | sO luu hanh | hoathucté | hang | hang |- Tailiéu chirng minh hang
24/2025/TT-BYT Théng tu sb hoa | th lfc & dang ky luu h’élnh doi véi  |hoac GPNK - (Ghj r0 ngay | hoa ) hoa | hoada dugce k@ khai gia
ngay 30/6/2025 cia | 24/2025/TT- |thuc te : trang thi€t bi y t€ thudc loai C,| > Nha phén hét han) thuc t& | thuc té |trang thi€t bj y té trén Cong
Bo truong BO Y t€va| BYT ngay D phoi (néu o) thong tin dién tir ciia BO Y
cac van ban lién quan| 30/6/2025 cia - Hoac Bang phan loai -> Nha thau te (Néu co).
- Doi vé6i cac hang | BO truong Bo TTBYT A,B,C,D
hoa khac 1a TTBYT | Y té va cic van
14 theo K& khai gig. | ban lién quan
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- Nha thau phai c6 bang dap tung vé k¥ thuat cia hang hoa chio thau so sanh voi yéu cau ky thuat cia E-HSMT (dinh kém
file word/excel tai E-HSDT):

STT | Yéu cau ky thuit ciia Ho so' moi thau | Pip tng k¥ thuit ciia HO so' dw thau | Tai li¢u k§ thuat tham chiéu trong E-HSDT
(1 (2) 3) “4)
. o MO ta hang hoa ciia E-HSDT (chi tiét Trang ... cua Catalog/Tai liéu ky thuat ...
1 Mo ta hang hoa cua E-HSMT d4p (g timg muc) thuéc E-HSDT
Chi tiét thong tin hang h6a moi thiu:
" ) . A . o z . S6
A 1s . Thong so co ban Phan loai TBYT| Tiéu chuan . Don vi
STT Tén hang hoa (A, B, C, D) chéit lugng Han st dung tinh lwgng
Dang gel bdi ngoai da, khong gay kich tng da, tan trong SO > 2/3 han sir dyng cua
1 Gel si€u am nudc. do PH trong khoang: 6.5-7.5, khong mau, khong mui, A nha san xuat tai thoi Lit 1.500
A , 13485:2016 A \
khong chira formaldehyde diém giao hang
) - Gidy in anh den trang, tuong thich cho cac may in anh siéu SO
2 Gidy in siéu am | am. Hinh anh hién thi rd nét, d6 bén hinh anh t6t A 13485:2016 Khoéng ap dung Cufn | 1.000
Kich thudc: rongl110 mm, chiéu dai gidy > 20 m. ’
Dalrlg gel boi ngoai da, khong gay kich tng da, tan trong >2/3 han st dung cita
3 Gel dién tim | "U9C: o . A IS0 nha san xudt tai thoi | Tugp | 250
; gitp bdo vé€ bé mat dau do khong bi an mon mot cdch nhanh 13485:2016 didm wiao hﬁ N
chong, khong chira formaldehyd. Quy cach: Tuyp > 250 ml & &
Gidy in dién tim 3 | Dang cudn, chiéu rong: 63mm, chiéu dai >= 30m. Gidy in ISO . .
4 cin nhiét ¢6 ké soc, dung in két qua cho méy dién tim 3 cin A 13485:2016 Khong ép dung Cuon | 200
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" ) . A . o x . S6
A 1s . Thong so co ban Phan loai TBYT| Tiéu chuan . DPon vi
STT Tén hang hoa (A, B, C, D) chéit lugng Han st dung tinh lwgng
Gidv dién tim 12 Chét liéu giéy mém mai, bé mit nhin. .
5 Y cin Gidy in c6 dong ké d6 dung cho may di€n tim 12 can dang | Khong ap dung TCCS Khoéng ap dung Cufn | 1.800
cudn kich thudc 210mm x >= 20m.
Gidy dién tim 12 | . o ea _— . . ISO A A
6 cAn Dung cho may dién tim 12 can, kich thuéc 210*295mm A 134852016 Khong ap dung Tap 1200
Gidy dién tim 12 | Dung cho may dién tim 12 can. Dang tap. ISO A A
7 can Kich thuéc 8.5 x 11 inch (215 mm x 280 mm) A 13485:2016 Khong ap dung Tap | 1000
' o Can dong, than kim sir dung thép chuyén dung, c6 do déo >2/3 han sir dung ciia
3 Kim chém ctu 50 tot dan dién tot. Dau kim tron, sic, khong c6 go, moc. B ISO nha san xudt tai thoi Cai 80.000
mm Bé mat than kim tron nhan. Kich thuée: 0,30 mm x 50mm; 13485:2016 2. ", '
AL diém giao hang
Vo trung
. o Can dong, than kim sir dung thép chuyén dung, c6 do déo >2/3 han sir dung ciia
9 Kim chdm ctru | t6t, din dién tot. Dau kim tron, sic, khong c6 gd, moc. B ISO nha san xut tai thoi Céi 25.000
75mm Bé mat than kim tron nhan. Kich thudc: 0,30 mm x 75 mm; 13485:2016 SA ! ’ ’
A diém giao hang
V6 trung
. . Giéy in nhiét, b& mit tron nhdn, kich thudc: rong 57 mm; ISO A n
10 Giay in sinh hoa day* 12mm; dai: >= 30 m A 13485:2016 Khong ap dung Cudn 100
Khuon
. x . > ; ]
Cassettes nhua | 51 e benh pham 18 to, khong ndp, ding trong dic ISO = 2/3 han su dung cua 3
11 dung cho . A . e XA A nha san xuat tai thoi Cai 20.000
2 bénh pham xét nghiém Giai phau bénh 13485:2016 A .
chuyén/ duc diém giao hang

méu bénh pham
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" ) . A . o x . So
STT Tén hang hoa Thong s6 coban Ph&: l];)?lCTg;{T Illl(;i lcllrl:::; Han sir dung Dt‘;’:hV! lugng
Dung dé chuén bi cdc mAu md hoc t€ bao cho kinh hién vi > 2/3 han sit dune cia
P quang hoc. Phuong tién gan két tong hop cho cac ché pham ISO = &/5 ah St Gng cu .
12 Keo gan A ey A . nha san xuat tai thoi Chai 20
mo hoc va té bao hoc. 13485:2016 didm giao hing
Quy cach: Chai > 100 ml.
Céc dung mau FOPTPNIR , .. , > 2/3 han str dung ctia
13 | (Ongnghiém g:};a;gelu béng nhya PS, kich thuéc: 16 x 38 mm, dung tich |y o0 o qune TCCS nha san xudt tai thoi | Cai | 40.000
sample cup) ’ ’ diém giao hang
Cong thire tdng quat 1a: CnH2n+2 v6i n>20
Dau parafin, dung dich 16ng tron, khong mau, khong mui.
bic diém: > 2/3 han st dung cua
14 Dau tring + C6 thé Hoa tan trong ether (ETE), chloroform, benzen,| Khong ap dung TCCS nha san xuét tai thoi Chai 6
xang. diém giao hang
+ Khong tan trong nudc va ethanol.
Quy cach: Chai > 500 ml.
Déu soi kinh hién vi c6 ban chit dau. Chi sé khuc xa
(n/20D) 1.515 - 1.517. Mat d6 bang 1.0245 - 1.0265 g/cm3. > 2/3 han st dung cua
15 Dausoi kinh | Ty trong 1L=1.02KG. Khong ap dung TCCS nha san xuat tai thoi Chai 4
D06 nhét (20 @6 C) : 100-120mPas. diém giao hang
Quy cach: Chai > 500 ml.
Bao gom 04 dung dich thuoc nhudm thanh phéan la Crystal , ,
16 | Dungdich nhugm Violet chai 250ml, Lugol chai 250ml, Decolor (alcohol- A ISO Eni/j sl;}lannxilgtd é?%h(i‘)l-lia Chai 35
; ; acetone) chai 250ml va Safranine chai 250ml. 13485:2016 diém giao hat ng
B 4 chai x 250ml ¢6 voi bom tién dung
. . xr 2A 2 s Ta o > 2/3 han st dung cua
17 Paraplﬁgft tinh gzggcgjgl}lﬁi ﬁgong chay Ia tr 34-57°C. A TCCS nha san xudt tai thoi | Tai | 100

diém giao hang
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" ) . A . o x . S6
A 1s . Thong so co ban Phan loai TBYT| Tiéu chuan . DPon vi
SIT Tén hang hoa (A, B, C, D) chit lrgng Han sir dung tinh lugng
Dune dich nhuém Bao Gom Eosin G or Y, 70%-80% ethanol; ethyl alcohol va SO >2/3 han sfr’ dung cia
18 B ha M 1> 0.5% - <1% acetic acid. A 134852016 | Mhasanxudttaithei | Chai | 12
Quy céch: chai > 500ml. ’ di€ém giao hang
Dung dich nhudém | Dang 16ng, dung dé nhudém té bao Hematoxylin. ISO = 2<3 l}an Su; dur.lg qqa .
19 . , . A nha san xuat tai thoi Chai 12
Hematoxylin Quy cach: chai > 500ml. 13485:2016 2 \
diém giao hang
. ] A o £ A \ . > 2/3 han st dung cua
20 | Céntuyetdéi | COn Ethanol 99,5%. Trong sudt, khong mau, ¢o mui dac | oy 500 45 Gung 150 nha san xudt tai thoi | Lit | 130
trung. Dung trong Y t€ 13485:2016 2 \
diém giao hang
Dung dich thube Thupc bd hoa chat nhuém (PAS). Dung dich thuoc thi 1SO > 2/‘3 I}an st dur.lg cua ’
21 thir Schiff Schiff. A 13485:2016 nha san xuat tai thoi lit 4
Quy cach dong chai < 500ml ' diém giao hang
Dung dich Acid Thudc bd hoa chat nhudm (PAS). Dung dich Acid Periodic 1SO > 2/‘3 l}an su dur}g c‘u.a ’
22 Periodic 1% 1%. A 13485:2016 nha san xuat tai thoi lit 4
° | Quy cach dong chai < 500ml ' diém giao hang
. . an . n e >2/3 han st dung cua
23 | Acid Sufuric ddm | Acid Sufuric dam dac. Khong ap dung | ISO 9001 nha sdn xuit tai thdi | Chai 8
dac Quy cach: Chai > 500ml 2 .
diem giao hang
o e e g > 2/3 han st dung cua
Acid Nitric Acid Nitric (HNO3) A N AN .
24 (HNO3) Quy cach: Chai > 500ml Khoéng ap dung ISO 9001 nhg.s;an X}lat ta‘l thoi Chai 2
iém giao hang
JORTI £ A . oy > 2/3 han str dung cua
25 | Pipet nhya 3mi | Chatliu nhuay €€ LDPE, mém mai, ¢ vach chia t 0.5ml. | pps o 40 qune | TCCS nha san xudt tai thoi | C4& | 500

Chiéu dai 160mm, dung tich 14y mau 3ml.

diém giao hang




126

" ) . A . o x . S6
A 1s . Thong so co ban Phan loai TBYT| Tiéu chuan . DPon vi
STT Tén hang hoa (A, B, C, D) chéit lugng Han st dung tinh lwgng
Cassette chuyén , Lx . A i AL tia , > 2/3 han st dung cua
26 | dic bénh pham c6 | 1 1ich hop cho cdc mau sinh thiet 1on, vat lieu POM, thich | pp s 4 qung TCCS nha san xuét tai thoi | Cai | 1.000
. hop cho may danh dau cassette tu dong. Co nap, loai 10 to. 2 \
nap diém giao hang
Cassette chuyén , X At AL 1in , > 2/3 han str dung cua
27 | dac bénh phélm co Thich hop ,cho’cac mau sinh thigt lfm’ Vat, h%u POM’;thlc}l Khéng ap dung TCCS nha san xuét tai thoi Cai 500
< .1 hop cho may danh dau cassette tu dong. Co6 nép, loai 10 nho. 2 .
nap loai nho diém giao hang
D6 pha lodng khuyén nghi 1:10 hodc 1:15 trong dung dich
dem 1SO
S , ,
Dung dich nhuom | Sorensen phosphate. o 134852016, | = 2/3 hanst dung cua ,
28 . PH 6,5-6,8 Khong ap dung < nha san xuat tai thoi lit 16
(Giemsa mg) o CE hoac 2 \
Methanol:<50% FDA diém giao hang
Glycerol: <25%
Ethylene Glycol: <25%
Dung dé dong goi thude dong y
X1 A A , . A T . - \ , .
Tti nilon dong goi that heli. Mang phtic hop PET chiu nhiét. Pong goi theo o 1SO > 2/‘3 l}an s dqu cua Cap
29 thube Pon cdp 2 cudn. Khoéng ap dung 13485 nha san xuat tai thoi (02 20
€Y | Kich thuée: réng > 10 em; dai > 400 mét. diém giao hang cudn)

Trong lugng 1 cap hai cudn: > 9 kg




