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

1. Gi6i thiéu chung vé goi thau

- Chi1 d4u tu: Trung tim Y té Ninh Giang.

- Tén goi thau: Vat tu chay than.

- bia diém thuc hién: Trung tdm Y té Ninh Giang.

- Hinh thirc d4u thau: Dau thau rong rii, trong nude, qua mang.
- Phuong thirc d4u thau: 01 giai doan 01 ti hd so.

- Thoi gian thuc hién géi thau: 24 thang, ké tir ngay hop dong c6 hiéu luc.
- Ngudn vén: Ngudn thu vién phi va bao hiém y té tai don vi.
2. Yéu cau vé ky thuit

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

a. Tai liéu ky thuat caa hang hoa:

- Hang hoa chao thau phai 6 tai liéu ching minh ngudn gdc xuit x 1 rang,
hop phap, méi 100%. Nha thau phai néu rd ky, ma hiéu, nhin mac (néu c6) va xuat
xUr cua hang hoa.

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

- Nha thau phai danh dau (highlight) théng sb cu thé cua hang hoéa dép tng
yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Viét va Tiéng Anh (néu co).
Truong hop can thiét, Chu dau tu c6 thé yéu cau bd sung Ban phat hanh c6 xac nhan,
dong diu ciia Hang san xuat hodc Hang chu s hitu kém ban dich thuat cong ching
ctia co quan ¢ thdm quyén; Trong truong hop c6 su sai khac giita ban dich va ban
gbc thi Chu dau tu s& danh gia dua vao ban gdc;

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 s 07/2023/ND-CP, Nghi dinh s6 04/2025/ND-CP, Thong tu s
05/2022/TT-BYT va cac quy dinh phap luat hién hanh.

- S6 luu hanh/Gidy phép nhap khéau, con hiéu luc hodc duge nhap khau theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh
04/2025/ND-CP, Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh
phap luat hién hanh cuy thé:
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+ Dbi véi thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan (hodc Phiéu
thong tin) HO so cong bd tiéu chuan ap dung cua 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 dang ky luu hanh hoic gidy
phép nhap khau theo quy dinh tai Diéu 1 Nghi dinh s6 04/2025/ND-CP va céc quy
dinh phap luat hién hanh.

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

- Giay chirmg nhan nha san xuat dap ung tiéu chuan chat luong ISO 13485
hodc tuong duong.

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

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

2.2 Cam két ciia nha thiu: Nha thau phai cung cap ban cam két thé hién
day dua cac ndi dung cam két nhu sau:

- Céc thong tin trong E-HSDT Ia chinh x4ac, hop phap va chiu hoan toan trach
nhiém trudc phap luat 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 lam sai léch thong tin hodc cb
cung cip thong tin, tai liéu khong trung thyc trong E-HSDT thi Chu dau tu s& loai
bo E-HSDT ctia nha thau va nha thau sé& bi coi 14 gian 1an theo quy dinh tai khoan 4
Piéu 16 cta Luat Pau thau va bi xtr 1y theo quy dinh tai khoan 1 Piéu 133 cua Nghi
dinh 214/2025/ND-CP.

- Hang ho4 cung timg dam bao dung theo E-HSDT, Quyét dinh tring thau da
duoc phé duyé¢t va phu luc dinh kém hop dong. Khi mét hang tring thau c6 nhiing
thay do6i1 thong tin da chao thau (Co sé san xuat, s6 dang ky, quy cach san pham, ...)
thi phai thong bao cho Chu dau tu bang van ban dé Chu dau tu xem xét.

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

- Nha thau cam két co nang lyc thuc hién cac nghia vu bao hanh, bao tri, duy
tu, bao dudng, sura chira, cung cap phu tung thay thé hodc cung cap cac dich vu sau
ban hang theo yéu cau cia E-HSMT.

- Cam két thu hoi hang hoa trong trudng hop da giao hang nhung khong dam
bao chat lugng, hoac c6 thong bao thu hoi cua co quan cd tham quyén ma nguyén
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nhan khong do 16i ctia Chu dau tu trong thoi gian < 5 ngay ké tir ngay nhan duoc
thong bao cua Chu dau tu.

- Nha thau cam két giao cho chu dau tu khi giao hang: Déi v6i hang hoa nhap
khau: Ban gdc hodc ban sao cong chimg Gidy ching nhan xuat xir (CO), Gidy chung
nhan chat luong (CQ); Ban sao to khai hai quan, van don, packing list, Gidy phép
nhap khau theo quy dinh hién hanh va cac tai liéu chimg minh thiét bi dugc thong
quan hop phap véi dy du thong tin vé hang héa nhu trong hop dong. Di voi hang
hoa san xudt tai Viét Nam: Gidy chimg nhén chat luong xuit xudng ddi véi cac thiét
bi san xuat trong nude; SO luu hanh néu hang hoa 1a thiét bi y té.



theo Ho so' moi thau.

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 déng géi khdc, mién sao ddp irng dwoc khoi lwong sir dung toi thiéu
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- Nha thau phai c6 bang dap tng vé k¥ thuét cia hang héa chio thau theo cic mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kem E-HSDT):

Ky " . J
mﬁ Tén nha Titu chud So luu
n . |Ma hang héa 3 At i i ieu chuan hanh
Tén | Tén thwong mai N hiéu / saclilzusz(;, Phan logi trang thietbiyte | .. . | chatlwgng g‘g} ::;;
TT | hang |(lyu § trong trwong| < 4P 412 | Nhan | ~'" 7 | theo Nghj dinh 98/2021/Np-| " Y PP | 150, CE, ... | 7% Tai liéu san phim
. . 2| dbi voi Vat . |hitu (néu ban hang Ghire | $4n TTBYT
héa | hop 1a vat tu y ) & | mAC | Nudt Cp (Chiro | him | hoie
tiry té) san ) ngay het han) p N
2 X GPNK
pham
1 |Theo Tén hang hoa: |- D61 vai vat tu Néu rd hang hoa duoc phan | Ghi rd day - Catalog, Brochure, Huéng
HSMT| -Doivéivattuyte |y t€la ma hang loai nao kém theo s vin ban | du toan bo dan sir dung (néu co).
theo quy dinh tai héa theo quy hap 19 nhu sau: A trinh:
Thong tu sb dinh tai Thong phap ty ’ qA " - Tem nhan, hinh anh thuc
04/2017/TT-BYT ngay|  twsd - S6 cong bb tidu chuan ap g;n cu Itll}e i & (néu co).
14/4/2017; Thong tu | 04/2017/TT- | 1y dung déi véi trang thiét bj y t&| Sy sohuu | Theo hang |y, Th ot han Khi
$624/2025/TT-BYT | BYTngay | oo 0| Theo |o7 80 VOIHang Y T TBYT hode| hoa thue & | wasl | 29 |- Chimg tir nhap khau tham
. . hang |, . , thudc loai A, B \ : v hang hang X X
ngay 30/6/2025 ctia Bo|  14/4/2017, hoa hang héa s6 luu hanh | (Ghird ngdy | hoa hoa khéao (néu co).
truéng BO Y t€ va cac | Thong tu s . & | -Hoic S4 gidy ch 4 < % . . N . .
mczngb >0 e € va cae 24 /gggs}rTs; thuc te thyc € Hoa,c S0 glay cthg’phan hodc GPNK -|  héthan) | thyc té | thuc té | - Tai liéu chitng minh hang
Vvan ban fien quan T dang ky luu hanh doi véi trang | < Nha phan hoa di duoc ke khai i
- Boi véi cac hang hdéa| BYT ngay thiét bi v t thuée loai C. D . p oa a’ uocC ? a1 glaa
khac 1a TTBYT la theo| 30/6/2025 cua fetbryfetitocfoatt L Iphoi (néu o) trang thiét bi y té trén Céng
Bo truong Bo ->Nha thau thong tin dién tir cia B0 Y

K& khai gia.

Y té va cac van

ban lién quan

- Hodc Bang phan loai
TTBYT A,B,C,D

té (Néu c0).
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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 | Pap vwng ky thuat cia Ho so dy thau | Tai liéu ky thuit tham chiéu trong E-HSDT
(1) (2) 3) “4)
e o MO ta hang hoa ciia E-HSDT (chi tiét Trang ... cua Catalog/Tai liéu k¥ thuat ...
1 Mo ta hang hoa cia E-HSMT dép (g timg muc) thuéc E-HSDT

Chi tiét thong tin hang h6a moi thiu:

STT | Tén hang héa Théng s6 ki thuét Quy cach
dong goi

* Kim (AVF canula)

- Kim: thép khong gi SUS 304 tiéu chuan y té

- Chiéu dai kim: 25mm

- Buong kinh trong kim: 1,45mm

- Buong kinh ngoai kim: 1,60mm

- Pau kim 3 mat vat hinh chit V, mit sau c6 khe mét

- Thanh kim siéu méng phu silicone

*Day gan v6i kim (AVF Tube)

- Day nbéi mém mai, bang nguyén liéu Polyvinylchloride tiéu chuén y té, khong

chira PYROGENIC va khong LATEX

- Chiéu dai day ndi: 300mm

- Buong kinh trong day: 3,5mm

- Puong kinh ngoai day: 5,5mm

- Pau ndi véi ddy mau trong sudt 1am tir Polycarbonate d& quan sat

- Canh budm xoay hinh thoi. Trén canh c6 g& chéng truot anti-slip va c& kim in ndi

- Pau nbi Luerlock

- Kep dang Robert Clamp mém mai, chic chin

- Tiét trung ETO/Gamma

- Pat tiéu chuan ISO 13485:2016, EC

bVT SL

Kim chay than
nhan tao 16G

50 cai/hop

500 cai/thing | <41 | 28000
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STT

Tén hang héa

Thong s6 ki thuit

Quy cach
dong goi

bVT

SL

Bo day chay
than nhan tao

- Day duogc lam bang nguyén liéu Polyvinylchloride tiéu chuan y té, khong
Pyrogenic, khong Latex.

- Tong chiéu dai day: day tinh mach 2725mm, diy dong mach 3685mm. Thé tich
moi: 153ml

- Bau mau c6 cong tiém thude linh hoat. Kich thuéc bau: 4.7x 7.0x 25mm.

- C6 thi Pilow ¢ ddy dong mach, gitip phat hién thiéu mau dong mach.

- Kich ¢& day phan tiép xtic bom mau ( dudng kinh trong x dudng kinh ngoai x
chiéu dai): 8,0 x 12,0 x 410mm

- Phu hop voi hau hét cac méay chay than

- Pat tiéu chuan EC, ISO 13485:2016

24 B/Thing

2.500

Phin loc khi

- Phin loc khi kiém soat 4p luc gitp ngan ngira nhiém chéo trén duong dich.
- Mang loc ngén vi khuan, vi rat véi b loc trong 0.1 microns.
- Boéng goi riéng tung chiéc.

100 c4i/Hop

Cai

100

Qua loc than
Medium  flux
1.5 m2 (soi
Cellulose
Triacetate)

Qua kho.
Nguyén li€u: mang loc lam ty soi thién nhién Cellulose triacetate .
- Dién tich: 1,5 m2.
- Thé tich mi: <90 ml.
- Hé s6 siéu loc: 17-19 (mL/gio/mmHg).
- b6 day thanh soi: 15 pum.
- V6 qua lgc: Polypropylene
- B9 thanh thai (Qb: 300ml/min):
Ure: 260- 270 ml/min
Creatinine : 227-237 ml/min
Phosphate: 190-201 ml/min
Vitamin B12: <125 ml/min
- Tiét trung: Tia Gamma
- Pat tiéu chudn ISO 13485:2016, EC
Xuat xt/ving 1anh thd: Nhom nude G7

24
Qua/Thung

Qua

2.500
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STT | Tén hang hoa Théng s ki thuat Quyecach | pyup | gp,
dong goi
Chét long
Thanh phan: Hydrogen Peroxide 19%
Acid peracetic 4,5%
Acid Acetic: 15%
5 Acid rira qué loc | Thanh phan phu khéc: 61,5% can SL Can 68

- Tinh nang;: lam sach va khtr khuén
-pH<1.0

- Can 5 lit

- Pat tiéu chuan ISO 13485.




