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Phian 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé géi thau

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

- Tén goi thau: Cung tng hoa chét - vat tur y té tiéu hao sir dung ndm 2026 -
2027 phuc vu cong tac chuyén mon khoa Rang Miéng.

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

- Hinh thirc ¢au thau: Chao hang canh tranh, trong nudc, qua mang.

- Phuong thirc dau thau: 01 giai doan 01 tai hd so.

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

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

2. Yéu ciu vé k¥ thuat

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

a. Tai liéu ky thuat ctia hang hoa:

- Hang hoa chao thau phai c6 tai liéu chimg minh ngudn gbc xuat x{r rd rang,
hop phép, mai 100%. Nha thau phai néu rd ky, ma hi¢u, nhan mac (néu c6) va xuat
xUr ciia hang hoa.

- Tai liéu k¥ thuat, catalogue ctia san pham do nha san xuat cong bd. Tai lidu
phai duoc thé hién bang tiéng Viét. Hing hoa nhap khau phai kém tai lidu tiéng Anh
cua hang san xuat (Cdc tai liéu bang tiéng nuwoc ngoai phai dwoc dich thudt ra tiéng
Viét va Nha thdu chiu trach nhiém vé tinh trung thuc cua ban dich,).

- Nha thau phai danh dau (highlight) thong sd cu thé cua hang hoa dap ung
yéu cau k¥ thuat tai E-HSMT trén ca tai heu Tleng Viét va Tiéng Anh (néu co).
Truong hop can thiét, Chu dau tu c6 thé yéu cau bd sung Ban phat hanh ¢ x4c nhén,
dong dau cuia Hang san xuat hoac Hang chu s hitu kém ban dich thuat cong ching
ctia co quan c6 tham quyén; Trong truong hop co6 su sai khac gitra ban dich va ban
gdc thi Chu dau tu s€ danh gia dya vao ban goc;

b. Poi véi hang hoa 1a thiét bi y té, cung cap cac tai li¢u sau:

- Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP, Nghi dinh s6 04/2025/ND-CP, Thong tu sé
05/2022/TT-BYT va cac quy dinh phap luat hién hanh.

- S6 luu hanh/Gidy phép nhéap khau, con hiéu luc hodc duoc 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 sb 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh
phap luat hién hanh cu thé:

+ D6i véi thiét bi y té loai A, B: SO cong bd va Phiéu tiép nhan (hoic Phiéu
thong tin) HO so cong bd tiéu chuan ap dung cua thiét bi y té trén Cong thong tin
dién ti BO Y té;

+ Pdi vai thiét b y té loai C, D: Gidy chiing nhan dang ky luu hanh hoic gidy
phép nhap khau theo quy dinh tai Diéu 1 Nghi dinh sb 04/2025/ND-CP va cic quy
dinh phap luat hi¢n hanh.

- S6 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) hd so cong bd du diéu
kién san xuét d6i véi thiét biy té san xuAt trong nudc theo quy dinh tai Nghi dinh $6
98/2021/ND-CP va cac quy dinh phap luat hién hanh.

- Gidy chung nhan nha san xuat dap tng tiéu chuan chat luong ISO 13485
hodc tuong duong.

c. P6i véi hang hoa 1a héa chat thong thuwong, hang héa khong phai la
thiét bi y te, cung cap cac tai liéu sau:

- Gidy chtrng nhan nha san xuat dap mg tiéu chuan chét lugng ISO 9001 hozc
ti€u chuan chat lugng ma nha san xuat cong bo ap dung hoac twong duong (con hi¢u
lyc t61 thi€u dén thoi diém dong thau).

2.2 Cam két ciia nha thau: Nha thau phai cung cip bin cam két thé hi¢n
day du cac n¢i dung cam két nhu sau:

- Céc thong tin trong E-HSDT 1a chinh xac, hop phép 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 xuét cong bd. Trudng
hop Chii dau tu phat hién nha thau lam gia hodc 1am sai léch thong tin hodc ¢d ¥
cung cap thong tin, tai liéu khong trung thuc trong E-HSDT thi Chu dau tu s& loai
bo E-HSDT cuia nha thau va nha thau sé bi coi 1a gian l1an theo quy dinh tai khoan 4
Diéu 16 cua Luat Dau thau va bi xir 1y theo quy dinh tai khoan 1 Piéu 133 ctia Nghi
dinh 214/2025/ND-CP.

- Hang ho4 cung tmg dam bao dang theo E-HSDT, Quyét dinh tring thau da
dugc phé duyét va phu luc dinh kém hgp dong. Khi mat hang trang thau cé nhirng
thay doi thong tin da chao thau (Co s¢ 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 hoa cung tmg mdi 100%, du diéu kién luu hanh theo quy dinh cua
phép ludt hién hanh.

- Nha thau cam két co nang lyc thyc hién cac nghia vu bdo hanh, bao tri, duy
tu, bao dudng, stra chita, cung cip phu tung thay thé hodc cung cip cac dich vu sau
ban hang theo yéu cau cia E-HSMT.
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- Cam két thu hoi hang héa trong tru:omg hop da giao hang nhu‘ng khong dam
bao chat lugng, hodc c6 thong bao thu hdi clia co quan ¢ tham quyén ma nguyén
nhan khong do 18i cia Chil dau tu trong thoi gian < 5 ngay ké tir ngdy nhan dugc
thong bao ctia Chu dau tu.

- Nha thau cam két giao cho chu dau tu khi giao hang: Pdi voi hang hoa nhap
khau: Ban gdc hodc ban sao cong chimg Gidy ching nhan xuét xtt (CO), Gidy ching
nhan chat lugng (CQ); Ban sao to khai hai quan, van don, packing list, Gidy phép
nhap khéu theo quy dinh hién hanh va céc tai li¢u ching minh thiét bi duoc thong
quan hop phap vé&i day di thong tin vé hang hoa nhu trong hop dong. Poi véi hang
hoa san xuat tai Viét Nam: Giay ching nhan chat luong xuat xuong ddi véi cac thiét
bi san xut trong nudc; SO luu hanh néu hang hoa 1a thiét bi y té.



2.2 Yéu ciu ky thuét chi tiét
Yéu cau thong sb ki thuat quy dinh trong muc nay la t6i thiéu, nha thau cé thé chao thau nhitng hing héa co thong
s6 kj thudt twong dwong hodc 1ot hon. (Bt ky thuong hiéu, ky ma hiéu (néu c0) trong tiéu chuan k¥ thuat chi tiét 1a dé minh
hoa cac tiéu chuan chét luong, tinh nang ky thuét. Vi vay nha thau c6 thé chao cac hang héa co thuong hiéu, ky ma hiéu khac
nhung phai dam bam tiéu chuan ky thuat, dac tinh ky thuat, tinh nang st dung “twong duong” hodc * ‘tt hon” so véi yéu cau
cua E-HSMT). Nha thau cé quyén chao Quy cdch déng géi khdc, mién sao ddp ving dwoc khoi lwong siv dung toi thiéu
theo Ho so moi thiu.
- Nha thau phai c6 bang dap ung vé k¥ thuat cua hang hoa chio thau theo cac mau sau:
+ Bang dap ung tinh phap ly hang héa (file word/excel dinh kém E-HSDT):
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Ez Tén nha Tieu chud S6 luu
R . | M4 hang héa - At . i 1eu chuan hanh
Tén | Tén thwong mai - hiéu / SZI;IEHSZ’ Phén loai trang thiét bi y te GiAv phé chat lwgng 8:3; 3;;
TT | hang |(uu y trong trwong| 1 9P 418 | Nhan | =" °7 | theo Nghi dinh 98/2021/ND-| .Y PP 1 150, CE, ... | 2 Tai liéu sin phim
héa hop 12 vt tiry td) doi véi vat | . hiru (ne;u CP ban hang (Ghi ré san TTBYT
: ‘ tw y té) sin c6) X’uat ngay hét han) pham | hoic
ph im X GPNK
1 |Theo Ténhanghoa: |- D6i voi vat tu Néu rd hang hoa dugc phan | Ghird day - Catalog, Brochure, Hudng
HSMT| - Doi voi vét tury t¢ |y té la ma hang loai ndo kém theo so vin ban | du toan bod dan sir dung (néu co).
theo quy dinh tai hoa thf’o quy _ phap ly nhu sau:_ qua trinh: - Tem nhan, hinh anh thyc
Thong tu s6 dinh Ial Thong - S0 cong bo tiéu chuan ép | Tén cu the te (néu 0).
- ung do1 vo1 trang thiet b1 y te u so huu - Chung tu nhap khau tham
04/2017/TT-BYT | 05 dung dbi voi hiét bi y t¢| Chu s hi Chimg tir nhap khau th
ngay 14/4/2017; BYT ngay Theo Theo thugc loai A, B TTBYT hodc| Theohang | Theo | Theo khao (néu co).
Thong tu sO 14/4/2017: | hang hane hoa | - Hodc SO gidly chimg nhan | s0 luuhanh | hoéathycté | hang | hang |- Tailiéu chimg minh hang
242025/TT-BYT | Tpong twsé | hoa th fc & dang ky luu hanh d6i véi  |hodc GPNK -| (Ghird ngay | hoa | héa | hoada dugc ké khai gia
ngay .?30/6/2025 cua | 24/2025/TT- |thucte : trang thi€t bi y té thudc loai C,| > Nha phén hét han) thuc t€ | thuc té |trang thiét b y té trén Cong
O truong BO Y t€ va|  BYT ngay 0i (n€u co thong tin dién tir ciia BO
Bot BoYt D phdi (néu co) hong tin diér BoY
30/6/2025 cua - Hoac Bang phan loai -> Nha thau té (Néu o).

cac van ban lién quan
- B6i véi cac hang
héa khac 1a TTBYT

la theo K¢é khai gia.

B0 truong Bo
Y t€ va cac van
ban lién quan

TTBYT A, B, C, D
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- Nha thau phai c6 bang dap tng vé k¥ thuat cua hang hoa chao thau so sanh véi yéu cau ky thuat cia E-HSMT (dinh kém
file word/excel tai E-HSDT):

STT | Yéu cau ky thuat ciia H0 so moi thau | Pap ting ky thuat ciia Ho so dw thau | Tai liéu k§ thuit tham chiéu trong E-HSDT
(1) (2) 3) 4)
o o M0 ta hang hoa ctiia E-HSDT (chi tiét Trang ... cua Catalog/Tai li¢u k¥ thuat ...
1 Mo ta hang hoa cia E-HSMT dép mg timg muc) thudc E-HSDT

Chi tiét thong tin hang héa moi thau:

ST A1 . FE , < A £ o A . Tiéu chuin ., .o So
T Tén hang hoa Cau hinh, tinh nang: tltong s0 ky thuat co ban chéit lwomg Han sir dung Don vi tinh lwong
. . - Vat li¢u tram bit cac 10 hong trén rang, dung trong ISO13485: > 2/3 han str dung ghi Tuyp/
Composites han . . \ N o . NS , A
1 rine loai nano tram rang, tram phong ngura, dicu tri tuy rang 2016 hoac trén bao bi cua hang hoa, Ong/ 100
£ 108 - Thanh phan: Composite dang 1éng véi hat don nano | tuong duong tinh tir lac giao hang Nhdng
. : > > .
Chét két dinh dimg o g . 1SO13485: 1 =2/3 han str dung ghi Lo/Tuyp/
2 - Phuyc hoi rang truc tiép composite. 2016 hoac trén bao bi cua hang hoa, g 10
trong nha khoa o ev1s o 1% Chai
tuong duong tinh tir lic giao hang
Miii khoan dugc 1am tir chat li¢u thép khong gi. ISO13485: > 2/3 han str dung ghi X
~- Z, o \ L, o < ~ v a \ P Chiéc/ 300
3 | Mui khoan cat rang | - Dung khoan cat rang. 2016 hoac trén bao bi cua hang hoa, Miii/C4i
Chiéu dai miii khoan > 19 mm. tuong duong tinh tir lic giao hang
) - Dung cu d¢ nong, diia ong tiy. ISO13485: > 2/3 han str dung ghi
4 | Nong, Diia ong tiy | - Chat liéu thép khong gi hodc tuong duong 2016 hoac trén bao bi cua hang hoa, Vi 30
- Dung trong nha khoa. tuong duong tinh tir lic giao hang
oo | Chatlicuniti (niken-titanium) hodc twong duong. | g6y13405. | > /3 han sir dung ghi
Tram diéu tri noi - Chiéu dai cta tram tir khoang 20mm dén 30 mm 8 N PR , .
5 \ 2016 hoac trén bao bi cua hang hoa, Vi/Hop 10
nha déo (=1mm) tuong duon tinh ttr lac giao han;
- Dung trong nha khoa & & & &
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ST Tén hang hoa Céu hinh, tinh ning, thong sé k¥ thuit co ban Tle;u chudn Han sir dung Pon vi tinh S0
T chat lwgng lwgng
Vatlicu thep khong gi hodc twong duong ISO13485: | > 2/3 hansir dung ghi N
- Chiéu dai tir 20mm dén < 25mm - . NS . Hop 4 cay/
6 | Lentulo . in an 1A L 2016 hoac trén bao bi cua hang hoa, o . 10
- Chiu dugc nhiét do cao khi hap khir trung. trone duon tinh tir lic oiao han Hop 4 cai
- Dung trong nha khoa & & & £
Xi miang thiy tinh | Chi dinh diing trém tham mg, tram 16t, che phitcti, | SO 13483 | =2/3 hansir dung ghi Lo/Ong/
7 han. odn tin Sir dune trone nha khoa 2016 hoac trén bao bi cua hang hoa, Tuyp/ 6
8 & g trong tuong duong tinh tir lic giao hang Hop
q o ISO13485: > 2/3 han str dung ghi )
8 | Tram gai San pham dung dé lay tuy rang. 2016 hoac trén bao bi cua hang hoa, Cai/Chiéc 200
tuong duong tinh tir lic giao hang
T \ , 1 e ISO13485: > 2/3 han str dung ghi
9 | Chét han tam t\ﬁ Ei‘fl“arl?ét@‘?’ f‘gﬁ% :?um flf theo dothode tram | o' ac | trén bao bi cia hang héa, | Lo/Chai 4
i &4 Y Tang. tuong duong tinh tir lic giao hang
7 . ISO13485: > 2/3 han str dung ghi )
10 | Choi cude Str dung trong nha khoa; c6 d6 bén cao. 2016 hoac trén bao bi cua hang hoa, Cai/Chiéc 150
tuong duong tinh tir lc giao hang
X 2 X LA , . ISO13485: > 2/3 han str dung ghi
11 | Ccdénhbong | Chatdanh bong ho trgloai bo vOi réng, mang bdm, 2016 hodc | trén bao bi ctia hanghoa, | Hop200cée | 1
cac vet 0 va cac doc to trén bé mat rang. C1 et -
tuong duong tinh tir lic giao hang
Dang gel v6i thanh phan chinh H3PO4: >36% giap ISO13485: > 2/3 han str dung ghi _
12 | Acid Etching khir khoang hiéu qua bé mat men sau nga dé stra 2016 hoac trén bao bi cua hang hoa, Ong/Tuyp 10
soan cho qué trinh trdm rang, phuc rang. tuong duong tinh tir lic giao hang
Bugc chi dinh bit kin’chiéu dai ong tuy, do do sau ISO13485: > 2/3 han str dung ghi
13 | Gutta Percha ong tuy chinh xéc nhat. 2016 hoac trén bao bi cua hang hoa, | Hop 120 cai 1
Str dung trong nha khoa tuong duong tinh tir lc giao hang
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ST Tén hang hoa Céu hinh, tinh ning, thong sé k¥ thuit co ban Tle;u chudn Han sir dung Pon vi tinh S0
T chat lwgng lwgng
Cay lén ngang s6 15 dén 35. Lén 6ng tily dung trong | 1SO13485: > 2/3 han st dung ghi
14 | Cay Ién 6ng tity chuyén khoa rang ham mdt. 2016 hoac trén bao bi cua hang hoa, Cai/Chiéc 30
tuong duong tinh tir lc giao hang
Xi mang han ong tity vinh vién, gom nhiéu thanh 1SO13485: > 2/3 han sir dung ghi
15 | Costisomol phﬁn. 2016 hoac trén bao bi cua hang hoa, | Hop > 23 g/ 1
Str dung trong nha khoa tuong duong tinh tir lc giao hang Lo > 23g
5 e , A ISO13485: > 2/3 han str dung ghi
16 | Ong hit nude bot ggﬁi‘r‘f rt‘r‘f)ff t;‘ﬂanﬁrjas‘r dung 1 lan. 2016 hodc | trén bao bi ctia hang hoa, | Géi 100 cai 3
g trong tuong duong tinh tir lic giao hang
Vit lidy tam bie | DU trong diéu tri ndi nha gitp tang lién ket véiong | 1SO13485: > 2/3 han sir dung ghi
17 éﬁg tl"iy tiy tot hon khi lam bit ong tiy. 2016 hoac trén bao bi cua hang hoa, Lo/1 cap 5
Str dung trong nha khoa tuong duong tinh tir lic giao hang
Ludi dao mo dugc 1am bang thép carbon khong gi, ISO13485: > 2/3 han str dung ghi
18 | Ludi dao mo bao gdm céc size : 10,11,12,15,20,21,22,23. 2016 hogc | trén bao bi cia hang hoa, | Cai/Chiéc 100
Str dung trong nha khoa tuong duong tinh tir lic giao hang
Tém béong nha o ISO13485: > 2/3 han str dung ghi -
19 Can nhya PP, dau bang bong tron nho. 2016 hoac trén bao bi cua hang hoa, Cai/Chiéc 400
khoa o v1s 1S
tuong duong tinh tir lic giao hang




