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YEU CAU BAO GIA

Kinh giri: Cac hang san xudt, nha cung cdp tai Viét Nam

~ Bénh vién Hitu nghi Viét Dtc ¢6 nhu cu tiép nhan béo gi4 dé tham khdo, x4y dung
gia goi thau, 1im co s& mua sém thiét bi y t& voi ndi dung cu thé nhu sau:

I. Thong tin ctia don vi yéu cau bio gia

1. Don vi yéu cau bao gia:

Bénh vién Hitu nghi Viét Dirc, dia chi tai: S6 40 Trang Thi, Hoan Kiém, Ha Noi.

!

2. Thong tin lién hé cia ngudi chiu trach nhiém tiép nhan bao gi:

KS. Nguyén Anh Dirc, nhén vién Phong VI-TBYT. S6 dién thoai: 035 635 4793.

3. Céch thirc tiép nhan béo gié:

- Nhaén true tiép tai dia chi: Phong VAt tu- Thiét bi y t&, canh tdoa nha B5, Bénh vién
Hitu nghi Viét Dic, dia chi tai: S6 40 Trang Thi, Hoan Kiém, Ha Nbi.

- Céc cong ty/don vi/nha cung cip bat bude phal giti bdo gia trén Hé théng mang
d4u thau quoc gia. (Cdn cir Nghl dinh s6 349/2026/ND-CP ngay 09/9/2026 sita doi, bé
sung mot so diéu ctia Nghi dinh s6 5 214/2025/ND-CP)

4, Thot han t1ep nhén bao gia:

Tt 07h30, ngay/(g thang 9 nam 2026 dén trude 16h30 ngdy J & thang g nim 2026.

Céc bédo gia nhan duge sau thdi diém néu trén s& khong dwoc xem xét (chi tiét méau

bdo gid tai phu luc 2 kém cong van nay).

5. Thoi han ¢6 hiéu lyc cua bdo gia:

Téi thidu 120 ngay, ké tir ngay 2 &thang 9 nim 2026.

I1. N§i dung yéu ciu bao gia
1. Danh muc thiét bi y té:

- Mbo ta yeu cAu vé tinh niing, S6 lrong/ P
Stt Danh muc thiét biy té thong so ky thuit va cac thong Khoi S
vi tinh
- tin lién quan veé k¥ thuat lwgng :
1. |Hé théng phau thudt ndi soi kém M6 ta cu thé tai Phu luc 01. 01 Hé
dung cu trong phiu thuat tiét nicu Bang md ta dinh kém theo théng
2. | Hé théng phau thudt ndi soi trong M6 t4 cu thé tai Phu luc 01. 01 Hé
phéu thuét 6 bung, tiét nidu Bang md ta dinh kém theo thong
3, | Hé théng phau thudt nbi soi kem M6 t& cu thé tai Phu luc 01. 01 Hé
dung cu phau thuft o b bung Bang mo ta dinh kém theo théng




Ghi chu:

Mbo ta yéu cAu vé tinh ning, SO lwong/

Stt Danh muc thiét biy té thong s6 k§ thuit va cac thong Khéi ?)(3’11

e % ¥ & vi tinh
tin lién quan vé ky thuat lwong i

4. | He théng phiu thuat ndi soi trong MG ta cu thé tai Phy luc 01. 01 Hé
phiu thuat Nhi Bang md ta dinh kém theo théng

5. | Hé théng phlu thudt ndi soi kem | Moéticu thé tai Phu luc 01. 01 H8
dung cu phiu thuat cép ctru tiéu hoa Bang mb ta dinh keém theo théng

6. | 1Ié théng phiu thudt noi soi kém | MBb ta oy thé tai Phu luc 01. 01 Hé
dung cu phiu thuft dai tryc trang Bang md ta dinh kém theo thong

7. | Hé théng phAu thudt noi soi kém | Mo ta cu thé tai Phy luc O1. 01 Hé

|| dung cu phau thuét ung budu Bang mé ta dinh kém theo théng |

» Bdo gid phai kém theo catalog san pham, tai liéu Vvé cdu hinh, théng s6 kj thudt theo

quy dinh ciia nha san xudt;

> Don vi chdo gid cd thé lya chon chdo mot hodic tdt ca trong cdc mdt hang néu trén,

» Hang hda phdi ghi ro phan gid tri thué VAT dp dung cho san phdm.

2. Dia diém cung cip, ldp dit; céc yéu cau vE van chuyén, cung cap, lap dit, bio quan

thibt bi y t&: M6 ta cu thé tai Phy luc 01. Bang md té dinh kém theo.

3. Thoi gian giao hang du kién: T6i da 120 ngay ké tir ngdy hop dbng co6 hiéu lyc

(bao gdm toan bd qua trinh ban giao, chay thir, nghi€ém thl(l hop dong).
4. Du kién vé cac diéu khoan tam ting, thanh toan hop déng:

4.1 Tam mg: Bén Mua s€ tam ng trudc t6i da 30% gia tri hop ddng trong vong 20
ngay ke tir khi hgp ddng c6 hiéu lyc va bén ban da nop béo lanh tién tam tmg bang 30% gia
tri hop dong theo hinh thirc bao dam cia ngAn hang hodc tiry theo ké hoach von duoc bo trf;

4.2 S6 14n thanh toan: 02 (hai) 1an

a) Lan 1: Bén Mua s€ tam tmg trude 30% gia tri hop ddng trong vong 20 ngay ké tir
khi hgp ddng c6 hiéu lwc va bén ban dd ndp béo lanh tién tam ung bing 30% gia tri hop

ddng theo hinh thirc bdo dam ctia ngén hang.

b) Lén 2: S tién con lai ctia hop dong s& dugc thanh toan not trong vong 90 ngay ké
tir ngdy ban giao, nghiém thu thict bi, thanh 1y hop ddng va bén ban ndp bio lanh bao hanh

béng 3% gia tri hop ddng theo hinh thire bio dam ctia ngén hang.

r

(Nha théu duoc thanh todn toan bé gid hop dong khi hoan thanh cdc nghia vu theo
hop dong. Truong hop khoi lugng cong viéc thue hién it hon khoi luong theo hop dong thi
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hai bén phdi ky két phu luc bé SUng hop dong, trong do néu ré gia hop dong moi twong ting

Vv6i khdi luong céng viée thuc té) f
5. C4c thong tin khac:
5.1. Yéu cAu Ho so bdo gid bao gbm céc tai lidu sau:
- Ding ky kinh doanh ctia don vi chao gia;

_ Tai liéu ching minh dd didu kién kinh doanh trang thiét bi y té cin cir theo Nghi
dinh 98/202’1/N1:)-(;P ngay 08 thang 11 ndm 2021 cua Chinh phu vé viéc quan
ly trang thi€t bi y t&; Nghi dinh 07/2023/ND-CP ngay 03 thang 3 nam 2023 cua

r

Chinh phu sua ddi, bd sung mot so diéu‘cﬁa nghi dinh s6 9’8/2021/I§ID-CP ngay
08 thang 11 nim 2021 cia chinh pht vé quan ly trang thiét bi y té, Nghi dinh



Dk

Xin tran trong cam on./.

Noi nhin:
- Nhur trén;

-Luu: VT, VI-TBYT. f\‘[a/

04/2025/ND-CP ngay 01/01/2025 stra dbi, bd sung mot sd didu ctia nghi dinh s6
98/2021/ND-CP ngay 08 thang 11 nim 2021 ‘ctia chinh pht v& quan Iy thiét biy
t& da dugo stra dbi, bd sung mot sb didu theo nghi dinh s6 07/2023/ND-CP ngay
03 thang 3 nim 2023 cia chinh phu, Thong tur 05/2022/TT-BYT ciia B Y té
ban hanh ngay 01/8/2022 va c4c vin ban phép ludt khac lién quan con hiéu lyc;
Béo gié (theo mau dinh kém). ‘
Catalog, cAu hinh va tinh nang k¥ thuat cua thiét bi va cac tai liéu khac lién quan
dén thiét bi (Chibng nhan ISO ciia héing sx (néu c6), Gidy phép nhdp khéu/Gidy
chimg nhdn luu hanh hodc cdc tai liéu twong duwong), :
S6 dién thoai/ Email cta dai dién don vi béo gia trong treong hgp Bénh vién cin
lién lac. '
Hop ddng mua bén thiét bi twong tw (néu co).

Céc quy dinh d6i v6i bao gi:
Béo gia c6 ddy du céc ndi dung, mau biéu theo ding mAu dinh kém trong yéu
ciu bao gia.
Bé4o gia phai dugc dai dién hop phip cia don vi bdo gia ky va déng déu theo
quy dinh.

L. GIAM POC
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PHU LUC 01. BANG MO TA
(Kem theo cong van 56: (19 /VD-VTTBYT ngayl Ythdang 9 nam 2026)
M5 ta yéu cau vé tinh ning, théng so ky thuft va cic thong tin lién quan vé k¥ thuit

1. Hé théng phiu thuit ndi soi kém dyng cu trong phéu thuét tiét niéu

I YEU CAU CHUNG
_ Nim sén xudt: 2025 tr& di
_  Chét lwong:
+ Mdai 100% 7
+ Nha san xudt thiét bi chinh dat tiéu chuén quan 1y chét lugng ISO
13485
+ Thiét bi chinh dat tiéu chuin CE (European Conformity) hodc FDA
(hodc FDA 510 (k)) (Food and Drug Administration)
_ Ngudn dién: 220VAC/50Hz
_ MBai truong hoat dong:
+ Nhiét d t6i da: > 30°C
+ Do am t6i da: > 70 % :
ey ohu xuht xir: Uu tién thiét bi chinh va Bd dung cu phau thuft ndi soi
san xuat tai Nhom céc nude G7 hodc Chau Au;
I Yéu ciu ciu hinh - S6 lwong
Hé thong phiu thuit ndi soi kém dung cu trong : 01 Hé thong
phéu thuit tiét niéu kém phu kién tiéu chuén
Céu hinh t6i thiéu bao gom:
1 Hé théng phiu thuit ndi soi : : 01 Ha thong
1.1 Thiét bi chinh
‘ B0 xit Iy hinh 4nh va ngudn séng :01Bo
_  DPAu camera ' : 01 Cai
~ Ong kinh soi (30°) - 04 Cai
1.2 Vit tw tiéu hao, phu kién va thiét bi phy trg!
_ Man hinh hién thi : 01 Céi
_ May tudi dich chuyén dung kém phu kién ti€u : 01 Céi
chuén
_ Xe dy hé thong - 01 Céi
_ Ngudn cit d6t ndi soi, bao gdm: : 01 Cai
+ Thén mdy chinh ;01 Cdi
+ Ban dap chin : ‘| ~01B)
+ Dién cyc trung tinh, loai dung mot l4n. » 50 Cdi
+ DAy ndi dién cuc trung tinh - 01 Cai
+ Tay dao dién don cyc kém ddy : 01 Cdi
+ Pién cuc hinh dao : 02Cai
+ Kep ludng cuc . - 01 Cdi
+ DAy ndi ludng cuc : 01 Cdi
_ DAy dan sang : 03 Céai
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~ Hop hodc khay tiét tring va bdo quan 6ng soi - 03 Cai

~ Ban chai vé sinh, ding co rira phan ham cta dung : 20 Cét
cu

B dung cu phiu thuit ndi soi tidn liét tuyén ludng | :02 B

cue

Bo dung cu phiu thuit ndi soi tién liét tuyén don | :02Bj
cuc

Hiré’ng dén sir dung ciia hing sin xuét va ban dich : 01 Bo
tiéng Viét

I

Chi tiéu k¥ thuét co ban

Tinh ning chung i i

_ Lahé théng gdm cac thiét bi str dung trong noi soi phau thufit

- Cuong do sang didu chinh duoc: T6i da> 15 budc;

_  Cai dit duoc ché dd anh trén bd xt 1y hinh anh hodc phim bam trén dau

camera.

Pic tinh k¥ thuit

2.1

Bo xit Iy hinh dnh va nguon sang:

_ Labo xit Iy hinh anh dugce thiet k& str dung véi cic ndi soi ong climg;

_  C6 kha nang ning cép & str dung tmg dung 3D trén b xUr ly.

B xu ly hinh 4nh tich hop hofic tich roi ngudn séng loai LED

_ Tudi tho béng dén: > 30.000 gid;

_ Nhiét d mau > 5.000K;

_  C6 cbng nghé quan sat hd trg phin biét td chirc: > 3 cong nghé;

_ C6 kha ning ty dong dicu chinh cuong db séng clia ngudn sang;

_ (6 kha ning xoay hinh anh;

_  Phéng dai dién t:

+ Tbi da>2x;

+ C6 tbi thidu> 5 bude (hodc mic);

_ Kha ning luu trit cai dat ngudi ding: > 20 cai dat;

_ Kha ning luu dit liéu bénh nhén: 2 5 0 bénh nhén;

_ Do phan gidi hinh anh: T6i da > (3800x 2100) didm anh (hodc tidu chuan
4K trd 1€n);

_ C6 cbng két ndi v6i by nhé ngoai;

Cdng két ndi tin hidu: co cbng 12G-SDI hoge DVI hoidc 3G-SDI hodc
twong duong (twong thich voi cOng tin hjéu két ndi ctia man hinh hién
thi);

_  C6 kha ning chyup anh va luu duogc anh hodc video

2.2

Dau camera:

~Co kha nang hién thi hinh 4nh véi do phan giai > 3800 x 2100 diém 4nh
(hogc tiéu chuén 4K trd 1&n);

- Str dung cam bién anh 4K trd 1én, loai chip > 2 chip CMOS

_ Chtrc ning phong dai k¥ thuat s6: THi da > 2x;

ai?



C6 thé didu chinh nét (focus) ngay trén dAu camera;

Tiéu cu (f): khoang 20 mm (< 2mm);

C6 cac phim chirc ndng déu camera c6 the gan chuong trinh: > 2 phim;

Trong lugng d4u camera: < 300g;

Chiéu dai day cép camera: > 300cm; j

Dau camera ngdm dugc dung dich kit khuan (CIDEX, ...) hogc tiét
trong nhiét dd thép;

2.3 Ong kinh soi

_ Ong kinh soi loai huéng nhin 30°, dmmg kinh 4.0mm (+<0.5mm), chidu
dai lam viéc > 280 mm,.

_  Hiép tiét trung duge, st dung thdu kinh hinh géy, c6 pht saphia hodc vat
liéu chbng xuéde.

3 Phu kién va thiét bi phu trg:
3.1 Man hinh hién thi:

_ LCD hodc LED hodc OLED hoic tuong duong tré 1én, man hinh chuyén
dung trong y té hodic cho phép hién thi hinh anh y t& chit lugng cao;

- E Kich thude man hinh: > 30 inch;

- D6 phan giai: > (3800 x 2100) diém 4nh hoc tiéu chudn 4K trd 1én;

- Do séng: > 700 cd/m2;

- Do twong phan: > 1000:1;

_  Géc nhin: > 170°/170° (hodc > 85°/85°/85°/85°);

_ S6 lugng mau hién thi toi da: > 1.0 ti mau (hodc > 10 bit);

_ Céng két nbi tin hidu: co cong 12G—SDI hodc DVI hodc 3G-SDI hodc
tuong dwong (twong thich vai cbng tin hiéu két ndi cua bo xir ly hinh
anh);

3id My twdéi dich chuyén dung:
_ Man hinh diéu khién va hién thi cdc thong s6 co ban sau:
T Gia trj cai dat va gia tri thyc té cla luu lugng tudi;
T Gid trj cai dat va gia tri thyc t& ciia ap luc twdi;
_ Théng sb tudi:
+ Ap luc tuéi tdi da: > 200 mmHg;
+ Luu luong tudi t6i da: > 1500 ml/phut;
3.3 Ngubn cdt dot nji soi:

Thiét bi c6 kha ning nhén dién cc dung cu duge két nbi

Cbng két ndi don cyc: > 02 chng;

Cdng két ndi ludng cuc: > 02 chng;

C6 man hinh diéu khién va hién thi;

C6 b6 nhd luu trit: TSi da > 8 GB (hoc t6i da > 300 chuong trinh);

Cé céac ché do cat, dot:

+ Cét don cuc va dbt don cuc.




Cét ludng cue va dot (cam mdu) ludng cuc;

Cit ludng cuc trong mdi trudng nudce mubi

D6t (cAm méu) ludng cyc trong moi trudng nude mudi

Béc hoi ludng cuc trong mdi truong nude mudi;

Fl |+ +]|+

Ché do cit don cuc:

e Tbida> 05 ché do cit don cuc;

e Cong suat cét tbi da (tly ché do): = 300 W;

e Dién 4p dinh tdi da (tly ché d9): > 1.5 kVp (hodc kV);

+ Ché do dbt don cuc:

e Tbida> 05 ché do ddt don cuc;

o Cong suat dbt t6i da (thy ché d9): > 250 W;

e Dién 4p dinh tdi da (tity ché d): > 5 kVp (kV);

+ Ché do cat luong cyc: f

e Toida> 03 ché do cit ludng cuc;

o Cong suat dbt tdi da (ty ché do): > 350 W;

e Dién 4ap dinh tdi da (tly ché d): = 500 Vp (V);

+ Ché do dbt ludng cuc:

o Tbida> 05 ché do cét luorng cuc;

o Cong suft dbt toi da (thy ché d6): > 350 W;

o Dién 4p dinh tdi da (tiy ché d9): = 500 Vp (V);

- Antoan:

C6 lam mat;

+
+ C6 thong bao 13i trén man hinh;
+ (06 gidm sat thay dbi cua tr khang;

+ Tuén thi cac tiéu chudn IEC 60601-1 hoic twong dwong trd 1én;

34

Day diin sdng:

_ Dudng kinh: khoang 3.0mm (£< 0.5 mm)

_ Chiéu dai: > 300 cm

_  Hiép tiét trang nhiét trt‘lng hoidc ngAm dung dich khir khuén duoc.

3:3

Hpp hodc khay dung ong soi:

~  C6 kich thude phi hop dé dung duge ong kinh soi

3.6

Xe diy hé thong:

_ Cb cénh tay treo méan hinh

_ C6>046cim

_  (C6> 4 banh xe, ¢6 phanh ham.

B§ dung cu phau thuit ndi soi tién ligt tuyen lwdng cwe

So lwgng

Céu hinh méi bg 161 thiéu gom:

4.1

V6 dit ong soi cét loai co vo trong xoay dugc, c& khoang 26
Fr (£<1Fr), c6 = 2 dudng dich vao vara dé tudi rira lién tuc.
Vé trong c6 thé xoay duge, c6 boc su cach dién hodc céch
nhiét.

: 01 Caéi

o Aed



3.0mm (< 0.5mm)

- 4.2 Nong dat tiu chudn, ding cho vo dat c& khoang 24/26 Fr : 01 Cai
(£<1Fr)
43 | Vo dat bng soi cit kém nong dit, c& khoang 24 Fr (+<1Fr), | :01 Céi
¢6 van trung tm va hai dudng dich vao va ra, chiéu dai >
200 mm.
4.4 DPau bit c6 kénh dit 6ng soi, str dung vdi vo dit co khoang : 01 Cai
24/26 Fr (=<1Fr)
4.5 B\@ tay cat u bang quang, tién liét tuyén 111(”7‘ng cuc, loai ct 01 Cai
bang co ché kep ngdn tay
4.6 Pién cuc cit ludng cuc hinh vong, cO khoang 24/26 Fr | :05 Cai
(£<1Fr),
- 4.7 Dién cuc cAm mau ludng cuc hinh mii nhon, c¢& khoang 05 Céai.
24/26 Fr (+<1Fr) _
4.8 Dién cyc bay hoi ludng cuc hinh ban nguyét hodc hinh ciu, | @05 Cai
c& khoang 24/26 Fr (+<1Fr)
4.9 Dién cyc bay hoi boc nhan ludng cuc, hinh ban ciu, c& : 05 Cai
khoéng 24/26 Fr (+=1Fr)
4.10 Day cao tAn ludng cuc, chiéu dai > 300cm : 05 Céi
211 | Xilanh hut manh cét, dung tich khoang 150 ml (&= 20mml), | :01 Cai
<6 di kém véi mot khép ndi véi vo dat ong soi
4.12 Nong niéu dao, ¢ khoang 21 Fr (#<1Fr) ' : 01 Cai
4.13 Nong niéu dao, ¢ khoang 22.5 Fr (£<1Fr) : 01 Cai
4.14 Nong niéu dao, c& khoang 24 Fr (£<1Fr) : 01 Céi
4.15 Nong niéu dao, c& khoang 25.5 Fr (+<1Fr) : 01 Cai
416 | Nong niéu dao, c& khodng 27 Fr (£<1Fr) : 01 Caéi
417 | Hop tiét tring va bdo quan dung cu, c6 duc 18, nép trong : 01 Cai
subt, co tham silicone, ¢ 1/1 hodc kich thude khoang: 510 x
230 x 60 mm (< 20mm cac chiéu) ,
5 B¢ dung cu phéu thuft ndi soi tidn liét tuyén don cuc S6 lwgng
' Céku hinh m&i bé tdi thiéu gom:
57 | Vo dat dng soi cat, ot khoang 26Fr (£<1F1), ¢6 2 dudng dich | :01Cai
vio va ra dé tudi rira lién tuc. VO trong ¢6 thé xoay dugc, co
boc st (ceramic) cach dién hogc cach nhiét.
52 | Vo dat éng soi cat kem dau bit, c& khoang 24Fr (£<1Fr), | :01Cai
chidu dai > 200 mm, ¢6 > 2 dudng dich vao vara.
5.3 DPau bit c6 kénh dit éng soi, st dung voi vo dat co khoang : 01 Cai
i 24/26 Fr (£<1Fr).
5.4 B0 tay cit u bang quang, tién liét tuyén don cuc, loai tay cat : 01 Cai
béng cach kep ngén tay
55 | Dién cuc cit don cyc hinh vong. | : 05 Cai
5.6 DPién cuc cAm mau don cuc hinh miii nhon : 05 Cai
3.7 Dién cuc cam mau don cyc hinh cAu, duong kinh khoang : 05 Cai




5.8 Dién cyc don cyc hinh banh xe, dudng kinh khoang 5.0mm : 05 Cai
(< 1.0mm)

5.9 Pién cuc cit don cuc hinh vong, c& khoing 24/26 Fr : 10 Cai
(£<1Fr), loai ding mdt lan

5.10 Dién cuc cAm méu don cuc hinh cau, duong kinh khoang 3.0 : 10 Cai
mm (+< 0.5mm), c& khoang 24/26 Fr (+<1Fr), loai ding mdt
lan

5.11 | Day cao tin don cyc, dai>300cm - : 02 Cai

572 | Xilanh hit manh cét, dung tich khoang 150ml (£<20ml), c6 | : 01 Cai
di kém v6i mot khép ndi véi vo dit éng soi.

5.13 Nong niéu dao, c¢& khoang 21 Fr (+<1Fr) : 01 Cai

5.14 Nong niéu dao, c¢& khoang 22.5 Fr (&<1Fr) : 01 Cai

3,15 Nong niéu dao, c¢& khoang 24 Fr (+=<1Fr) : 01 Cai

5.16 | Nongniéu dao, c& khoang 25.5 Fr (£=1Fr) : 01 Cai

5.17 | Nong niéu dao, c¢& khoang 27 Fr (+=<1Fr) ' : 01 Cai

5.18 Hop tiét tring va béo quan dung cy, c6 duc 18, c6 ndp, c6 : 01 Cai
tham silicone, C& 1/1 hodc kich thudce khoang: 510 x 230 x

) 60 mm (+<20mm céc chiéu);
v Yéu chu khac

Thiét bi dugc ban giao, lap dat va huéng dan st dung thanh thao tai
Bénh vién Hitu nghi Viét Duc ;

C6 ddi ngii k§ su, k§ thudt vién dugc dao tao lam dich vu k¥ thuét sau
ban hang ;

Cam két cung cip ddy du ching chi chét lugng (CQ), xuét xt (CO), cac
tai liéu ching m1nh hang hoa nhap khéu hop phép (d6i v6i hang héa
nhép khdu) hodc gify chiing nhan xult xudng dbi véi hang hoa san xuét
tai Viét Nam; céc tai 11eu khéc tuong duong ching mmh tu: cach hop 1€
ctia hang hoa (cdc gzay t0, tai liéu dé chitng minh nguén goc, xudt xit, ky
md hiéu, nhan mdc, s6 hiéu, chat lwong, tinh trang hang héa...), tai liéu
huong d4n stir dung va bao quéan thiét bi ctia hang san xuft kém ban dich
tiéng Viét khi ban giao ;

Cam két c6 khi ning cung cap gidy phép ban hang hodc gidy uy quyén
ban hang ctia nha san xudt hoao cia dai ly phin phbi hoic gidy chimg
nhén quan hé d6i tac hodc gidy cam két hd trg k§ thudt, bao hanh cia
nha san xudt hodc ctia dai ly phén ph01 hoic tai liéu khéc c6 gid tri tuong
dwong trong trudng hop duge xem xet tring thiu va ky hop ddng;

C6 céc tai lieu chimg minh hang héa dugc phép luu hanh hop phép tai
Viét Nam theo quy dinh tai Nghl dinh 98/2021/ND-CP ngay 08 thang 11
ndm 2021 cua Chinh pht vé viée quan ly trang thiét bi y té ; Nghl dinh
07/2023/ND CP ngay 03 thing 3 nam 2023 ctia Chinh phu sta dbi, b
sung mét s6 didu ctia nghi dmh s6 98/2021/ND-CP ngay 08 thang 11
nam 2021 cua chinh phi vé quan ly trang thiét bi y té, Nghi dinh




04/2025/ND-CP ngdy 01/01/2025 sira dbi, bo sung mot s6 didu cua nghi
dinh s 98/2021/ND-CP ngay 08 thang 11 nam 2021 ctia chinh phi vé
quan ly thiét biy té d3 duoc sia dbi, bd sung mot sb diéu theo nghi dinh
<& 07/2023/ND-CP ngay 03 thing 3 nim 2023 ciia chinh phu, Thong tu
05/2022/TT-BYT cua Bo Y t& ban hanh ngay 01/8/2022 va cac vin ban
phép luét khéc lién quan con hiéu luc.

Yeéu cAu vé bio hanh :

+ Thoi han bao hanh : > 365 ngay (khong bao gdm vat tu tiéu hao thir
may) ké tir ngdy ban giao va nghiém thu hang hoa

+ Dia diém béo hanh : tai Bénh vién Hiry nghi Viét buc

+ Thoi han sira chita, thay thé : < 14 ngay (k& tir ngay phét sinh 161)

+ Thoi han ¢6 mit tai don vi sit dung 48 kidm tra : < 48 gidr (ké tir khi
c6 thong bao) ;

Cam két cung cép vat tu tiéu hao, phu kién thay thé trong thoi gian it
nhét 05 nim sau ban hang. C6 bidu gi4 vat tu tiéu hao, phu kién thay thé
va thiét bi phu tro;

C6 k& hoach béo tri trong thoi gian bao hanh. Bao tri, bdo dudng thiét bi
mién phi trong subt thoi gian bao hanh ; '

Thoi gian thye hign : < 120 ngay ké tir ngay hop dbng c6 hiéu luc ;



2. Hé théng phAu thuft ndi soi trong phiu thuit 6 bung, tiét nigu

YEU CAU CHUNG

_ Nim san xuét: 2025 tré di

_  Chét luong:

+ Mdéi 100%

 NDha san xuat thiét bi chinh dat tiéu chudn quan 1y chat lugng ISO
13485

+ Thiét bi chinh dat ti€u chudn CE (European Conformity) hodc FDA
(hodic FDA 510 (k)) (Food and Drug Administration)

_ Ngubdn dién: 220VAC/50Hz

- MBbi truong hoat dong:

+ Nhiét do tdi da: > 30°C

+ Do 4m tbi da: > 70 %

— Yeéu cau xuat xtr: Ul tién thiét bi chinh sdn xuét tai Nhom cac nude G7
hodc Chéu Au;

II

Yéu ciu cau hinh _ S6 lwgng

Hé thong phiu thuit ndi soi trong phiu thut 6 bung, : 01 Hé thong
tiét niéu kém phu kién tiéu chuén

Cdu hinh téi thiéu bao gom:

B e s ew 4 b

Thiét bi chinh

_ B xit Iy hinh anh va nguén sang 01 Bo

-  DPAau camera : 01 Cai

_ Ong kinh soi (30°) : 02 Cai

Phu kién va thiét bi phu tro:

| = Man hinh hién thi 01 Cai

_  Méy bom khi CO2 kém phy kién tiéu chuén : 01 Céi

_ Méy tudi dich chuyén dung kém phu kién tiéu chudn 101 Céi

_ Day dn sang : 04 Cai

_ Hop hoic khay tiét tring va bdo quan dng soi : 02 Céai

_ Xe dAy hé théng : 01 Cai

Huéng din siv dung clia hing sin xut va ban dich : 01 B9
tiéng Viét

11X

Chi tiéu k¥ thuit co ban

Tinh ning chung

_ Lahé théng gom céc thiét bi stt dung trong noi soi phéu thudt

- Cuong do sang didu chinh duoc: T6i da> 15 bude;

- Cai dat dugc ché do anh trén bd x Iy hinh anh hodc phim bAm trén dau

camera.

Pic tinh k§ thuit

2.1

Bo xit Iy hinh dnh va nguon sang:

_ Labd xur Iy hinh anh duoc thiét ké st dung voi cac ndi soi bng cling

- C6 kha ndng ning cAp dé str dung Gng dung 3D trén bd xu ly.
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_ B¢ xit 1y hinh anh tich hop hodc tach rdi nguon sang loai LED
_ Tubi tho béng dén: > 30.000 gid; ‘

_ Nhiét d6 mau > 5.000K;

- C6 cbng nghé quan sat hd trg phan biét td chtre: > 3 cong nghé;

_ -C6 kha ning tw déng diéu chinh cudng do sang cuia ngudn sang;

_  C6 kha niang xoay hinh anh;

- Phong dai dién tir:

+ Tbi da>2x;

+ C6 tbi thiéu > 5 budce (hodc mic);

_  Kha ning luu trit cai dit ngudi ding: > 20 cai dét;

_ Kha ning luu dit liéu bénh nhén: > 50 bénh nhan;

~ P phan giai hinh anh: T6i da > (3800x 2100) diém anh (hoge tiéu chuin
4K trd 18n);

_- 06 cong két ndi v6i bd nhé ngoal,

~ Cbng két ndi tin hiu: c6 cbng 12G—SDI hodc DVI hodc 3G-SDI hodc
twong duong (twong thich véi cbng tin hiéu két ndi ctia man hinh hién
thi);

_ (6 kha ning chup anh va luu dugc anh hodc video

2.2 Dau camera:
| C6 kha ning hién thi hinh anh v6i d6 phén giai > 3800 x 2100 diém anh
(hodc tiéu chuén 4K tro 1én);
St dung cam bién anh 4K trd 1én, loai chip > 2 chip CMOS
_  Churc ning phong dai k¥ thudt s6: THi da > 2x;
~ Cé céc phim chirc ndng dAu camera c6 thé gén chuong trinh: > 2 phim;
_C6 thé didu chinh nét (focus) ngay trén d4u camera;
— Tiéu cu (f): khoang 20 mm (< 2mm);
- Trong luong d4u camera: < 300g;
_ Chiéu dai day cap camera: > 300cm;
_  DAu camera ngdm dugc dung dich khir khuédn (CIDEX, ...) hodc tiét tring
nhiét @6 thap;
2.3 Ong kinh soi: . |
e Ong kinh soi loai huéng nhin 30°, duong kinh 10mm (£<0.5mm), chiéu
dai lam viéc > 280 mm,
_  Hép tiét tring dugc, sir dung thdu kinh hinh gly, c6 phi saphla hodc vat
liéu chbng xuée.
3 Phu kién va thiét bi phu tro: ’
3.1 | Man hinh hién thi

_ TLoai LCD hoiic LED hogc OLED hodc twong duong tr¢ 1én, man hinh
chuyén dung trong y té hodc cho phép hién thi hinh anh y té chit lugng
cao;

_ Kich thudc man hinh: > 30 inch

Do phan giai: > (3800 x 2100) diém anh (hodc tiéu chuén 4K tré 1én);




- Do sang: > 700 cd/m2

_  Pb twong phan: > 1000:1

— Gée nhin: > 170°/170° (hodc > 85°/85°/85°/85°)

_ S8 lugng mau hién thi t6i da > 1.0 ti mau (hogc > 10 bit)

— Cbng két nbi tin hidu: c6 cdng 12G-SDI hoge DVI hofic 3G-SDI hoge
trong duong (twong thich véi cbng tin hiéu két ndi cta b xir Iy hinh
anh);

3.2 Mdy bom CO2:
~C6 hién thi c4c thong tin ciia ché d§ bom khi va céc thong s0 bom khi cai
dat va thuc té.
(b tinh nang diéu chinh ty dong luu lugng bom
_ (6 bao dong khi xay ra qua ap
_ Thong s6 bom:
+ Luu luong bom tdi da: > 40 lit/phtt
| + Ap lyc bom tbi da > 25 mmlg
3.3 | My twéi dich chuyén dung:
— Man hinh didu khién va hin thi cac thong s6 co ban sau:
T Gié tri cai dat va gid tri thyc té ca luu lugng tudi
+ Gi4 trj cai dat va gié tri thue té cha ap luc tudi
_ Théng sb tudi:
+ Ap luc tudi tbi da: > 200 mmHg;
] + Luu lugng tudi toi da: > 1500 ml/phit;
3.4 Day din sdng: :
_ DPuong kinh: khoang 4.0mm (+< 1.0 mm)
_  Chiéu dai: > 300 cm
_  Hép tiét trang nhiét tring hodc ngim dung dich khir khuan duge.
3.5 | Hop hodic khay dung ong soi
~ C6 kich thudc phi hop dé dung duge dng kinh soi
3.6 | Xeddy hé thong
_ (6 cénh tay treo man hinh
_ C6>046cim |
_  (C6 >4 banh xe, ¢ phanh hém.
v Yéu cau khac

_  Thiét bi dugce ban giao, lép dat va hudng dan str dung thanh thao tai Bénh
vién Hitu nghi Viét buc ;

~ C6 doi ngil k§ su, k§ thuat vién duge dao tao lam dich vu k¥ thuét sau

béan hang ;




Cam két cung cép day du chimg chi chét }uqng (CQ), xuit xtt (CO), céc
tai liéu chimg minh hang héa nhap khéu hop phép (d6i v6i hang héa nhdp
khéu) hodc gify chiung nhén xult xudng dbi voi hang hoa san xuét tai
Viét Nam; céc tai ligu khac twong duong chimg minh tu cach hgp 1€ cia
hang hoa (cdc gidy 10, tai liéu dé chitng minh nguon goc, xudt xit, ky ma
higu, nhan mdc, s8 hiu, chdt lugng, tinh trang hang héa...), tai liéu
huéng din stt dung va bao quan thiét bi cia hang sin xuht kém ban dich
tiéng Viét khi ban giao ;

Cam két c6 kha ndng cung cap gidy phép ban hang hodc gidy ty quyén
ban hang cta nha san xuit hoic cia dai ly phén phf‘)i hoic gifly chiing
nhéin quan hé dbi téc hodc gidy cam két hd tro k¥ thuét, bao hanh ctia nha
<4n xuht hodc cla dai 1y phan phéi hogc tai liéu khic cb gia tri twong
dwong trong trudng hgp dugc xem xét trung thau va ky hop dong;

C6 cac tai liéu ching minh hang hoa dugc phép luu hanh hop phap tai
Viét Nam theo quy dinh tai Nghi dinh 98/2021/ND-CP ngay 08 thang 11
nim 2021 ciia Chinh phu vé& viée quén ly trang thiét bi y t& ; Nghi dinh
07/2023/ND-CP ngdy 03 thang 3 nam 2023 cia Chinh ph stra ddi, bd
sung mot sb didu ctia nghi dinh s6 98/2021/ND-CP ngdy 08 théang 11 nim
2021 ciia chinh phit v& quén Iy trang thiét bi y té, Nghi dinh 04/2025/ND-
CP ngdy 01/01/2025 sira doi, bd sung mot s6 diéu ciia nghi dinh s6
08/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia chinh phu v& quéan 1y
thiét bj y t& da duoc stra ddi, b sung mot s didu theo nghi dinh so
07/2023/ND-CP ngdy 03 thang 3 nam 2023 cla chinh pht, Thong
05/2022/TT-BYT ciua Bo Y t& ban hanh ngay 01/8/2022 va céc vin ban

phap luat khéc lién quan con hiéu luc.

Yéu cAu vé bao hanh :

+ Thoi han béo hanh : > 365 ngdy (khéng bao gom vét tur tiéu hao thu
méy) ké tir ngdy ban giao va nghiém thu hang héa

+ Dija diém béo hanh : tai Bénh vién Hiru nghi Viét Pic ;

+ Thoi han sita chita, thay thé : < 14 ngay (icd tir ngdy phét sinh 161)

+ Thoi han c6 mit tai don vi st dung dé kiém tra ; <48 gidy (k& tix khi 6
thong bao) ; ‘

Cam két cung cép vit tu tiéu hao, phu kién thay thé trong thoi gian it nhét
05 nim sau ban hang. C6 bidu gia vat tu tiéu hao, phu kién thay thé va
thiét bi phu trg ;

Co k& hoach bao trl trong thdi gian bdo hanh. Béo tr, bao dudng thiét bi
mién phi trong subt thoi gian bao hanh ;

Thoi gian thyc hién : < 120 ngay ké tir ngay hop ddng c6 hiéu luc ;

LN



3. He théng phiu thuft ndi soi kem dung cu phiu thuit 6 bung

I | YRUCAUCHUNG N
_ Nim san xut: 2025 trg di
_ Chét luong:
4+ Moéi 100%
+ Nha san xuét thiét bi chinh dat tiéu chuén quéan Iy chét lugng ISO
13485
+ Thiét bi chinh dat tiéu chuin CE (Euzopean Conformity) hodc FDA
(hodc FDA 510 (k)) (Food and Drug Administration)
_ Ngudn dién: 220VAC/50Hz
_ M6i trudng hoat dong:
+ Nhiét do tbi da: >30°C
+ Do Am tdi da: > 70 %
_ Yéu ciu xuét xir: Uu tién thiét bi chinh san xuét tai Nhém céc nuée G7
hoidc Chéu Au;
I Yéu ciu cAu hinh S6 lwgng
H¢ thong phAu thuft ndi soi kém phu kién tieu | : 01 Hé thong
chuén
Céu hinh 16i thiéu bao gom:
1 Thiét bi chinh ;
_ B0 xit Iy hinh anh va ngudn sing 01 Bo
_  DAu camera : 01 Céi
_ Ong kinh soi (30°) : 03 Céi
S 2 VAt tw tiéu hao, phu kién va thiét bi phu trg
_ Man hinh hién thi : 01 Céi
_ May bom khi CO2 kém phy kién tiéu chuén : 01 Céi
_ May tuéi dich chuyén dung kém phu kién tiéu chuén : 01 Céi
_ Xedéy hé thong : 01 Cai
~ Hop hoic khay tiét tring va bao quéan ng soi : 02 Cai
_ Déy dén sang : 04 Cai
3 leo’ng dAn sit dung cia hing san xuit va ban dich : 01 B9
tiéng Viét ,
I Chi tiéu k¥ thudt co ban
1 Tinh ning chung
_ Lahé thong gdm cac thiét bi st dung trong noi soi phau thuét
—  Cuodng d0 sang didu chinh duge: Téi da> 15 budbe;
~ Cai dit dugc ché @6 anh trén b xt 1y hinh anh hodc phim bAm trén diu
camera.
2 Pic tinh ky thuat
2.1 Bé xit Iy hinh dnh va nguon sang

~  Labd xt ly hinh dnh dugc thiét ké st dung v6i céc ndi soi dng clng

_ C6kha nang ning cép dé st dung tmg dung 3D trén bd xur ly.

-



B6 xtt Iy hinh anh tich hop hodc tich roi ngudn séng loai LED

Tudi tho béng deén: > 30.000 giv;

Nhiét do mau > 5.000K; '

C6 cong nghé quan sat hd trg phan biét td chire: >3 cong nghg;

Co6 kha néng ty dong diéu chinh cuong do sang cua nguodn sang;

C6 kha ning xoay hinh anh;

Phéng dai dign tir:

+ T6i da> 2x;

+ (6 tdi thiéu > 5 buéc (hodc mirc);

Kha nang luu trit cai dt nguoi ding: > 20 cai dat;

Khé nang luu dit liéu bénh nhén: = 50 bénh nhén;

D6 phan giai hinh anh: Tbi da > (3800x 2100) diém anh (hoc tiéu chuén
4K trd 1én);

C6 cong két ndi voi bo nho ngoéti

Cong két nbi tin hiéu: co cdng 12G-SDI, hodc DVI hodc 3G-SDI hodc
trong duong (twong thich véi cong tin hiéu két n6i ctia man hinh hién
thi);

C6 kha ning chup anh va luu dugc anh hogc video

* 2.2

Pau camera:

C6 kha ning hién thi hinh anh v6i d6 phan gii > 3800 x 2100 diém anh
(hodc tiéu chudn 4K trd 18n);

St dung cam bién anh 4K tr& 1én, loai > 2 chip CMOS hoédc tuong
duong; '

Chtre ning phéng dai k¥ thudt sb: T6i da > 2x;

C6 cac phim chirc ning dau camera c6 the gan chuong trinh: > 2 phim;

C6 thé diéu chinh nét (focus) ngay trén dau camera,

Tiéu cy (f): khodng 20 mm (< 2mm);

Trong lugng dAu camera: < 300g;

Chiéu dai day cap camera: > 300cm;

Pau camera ngim dugce dung dich khir khuén (CIDEX, ...) hodc tiét
tring nhiét do thép;

2.3

Ong kinh soi:

Ong kinh soi loai huéng nhin 30°, duong kinh 10mm (£<0.5mm), chidu
dai lam viéc > 280 mm.

Hép tiét tring dugc, st dung thAu kinh hinh gdy, c6 phu saphia hodc vét
lieu chdng xude.

Phu kién va thiét bi phu trg:

3.1

Man hinh hién thi:

Loai LCD hoic LED hodc OLED hodgc tuong duong trd 1én, man hinh
chuyén dung trong y té hodc cho phép hién thi hinh anh y té chit luong

cao;

Kich thuéc man hinh: > 30 inch;

e ———



~ Do phan giai: > (3800 x 2100) diém anh (hodc tiéu chuén 4K trd 1€n);

- Do sang: > 700 cd/m2;

- Do twong phan: > 1000:1

~ Goe nhin: > 170°/170° (hodc > 85°/85°/85°/85°);

_ S6 lugng mau hién thi t&i da > 1.0 ti mau (hogic > 10 bit);

_ Cbng két ndi tin hidu: c6 cbng 12G-SDI hoge DVI hodc 3G-SDI hodc
twong duong (twong thich vdi cbng tin higu két nbi cia bo xt Iy hinh

anh);
3.2 My bom CO2
_ C6 hién thi c4c thong tin ctia ché dd bom khi va cac thong s6 bom khi
cai dit va thuce té:
_  C6 tinh niing didu chinh ty dong lwu luong bom;
_ C6 bao ddng khi x4y ra qua ap;
_ Théng sb bom:
+ Luu lugng bom tbi da: > 40 lit/phut;
+ Ap luc bom t6i da > 25 mmHg;
3.3 My twdi dich chuyén dung ;
~ Man hinh didu khién va hién thi c4c thong s6 co ban sau:
+ Gia tri cai dat va gid tri thyc té cia luu lugng tudi;
+ Gia tri cai dat va gia tri thuc t& cta ap luc twdi;
_ Thong sb tudi:
+ Ap luc tuéi tdi da: > 200 mmHg ;
+ Luu lugng tudi toi da: > 1500 ml/phit
3.4 | Daydin sing
_ Duong kinh: khoang 4.0mm (< 1.0 mm)
_ Chiéu dai: > 300 cm
_  Hép tiét tring hodc ngdm dung dich khir khudn dugc.
3.5 Hp hodc khay dung ong soi
~ C6 kich thuéc pht hop dé dung duge dng kinh soi
3.6 | Xediy héthong
_ (6 cénh tay treo man hinh
_ C6>04 6 cém
_ C6 >4 banh xe, c6 phanh ham.
v Yéu ciu khic
1 Thiét bi duge ban giao, lap dit va hudéng dan str dung thanh thao tai Bénh
vién Hitu nghi Viét Dac ;
2 C6 doi ngil k¥ su, k¥ thuét vién duge dao tao lam dich vu k¥ thudt sau ban

hang ;




Cam két cung cip dy di ching chi chit lvgng (CQ), xuét xtr (CO), céc tai
liéu chirmg minh hang hoa nhap khéu horp phap (d6i v6i hang hoa nhap
khdu) hodc gidy ching nhin xut xuong dbi voi hang hoa san xuét tai Viét
Nam; céc ta1 ligu khac tu(mg duong chitng minh tu cach hop 1¢ cia hang
héa (cac g1ay to, tai liu dé ching minh nghon gbe, xuét xt, ky ma hiéu,
nhéin mac, sb hiéu, chit lugng, tinh trang hang hoa...), tai liéu hudéng din
st dung va bao quan thiét bi ctia hing san xuét kém ban dich tiéng Viét khi
ban giao ;

Cam két c6 kha ning cung cdp gidy phép ban hang hodc glay iy quyén ban
hang cta nha sin xuét hodc ctia dai ly phan ph01 hodic gidy ching nhan
quan hé dbi tic hodc gify cam két hd trg k§ thuat, bao hanh cla nha san
xuét hodc ciia dai ly phén phdi hodc tai lidu khic c6 gia tri twong duong
trong truomg hop duge xem xét tring thiu va ky hop dong;

C6 cac tai lidu ching minh hang héa duge phép luu hanh hop phap tai Viét
Nam theo quy dinh tai Ngh1 dinh 98/2021/ND-CP ngay 08 thang 11 ndm
2021 cta Chinh phu vé viéc quan ly trang thiét bi y té : Nghi dinh
07/2023/ND CP ngay 03 thang 3 nam 2023 cua Chinh phu stra d01 b sung
mdt sb didu cia ngh1 dinh s6 98/2021/ND- CP ngay 08 thang 11 ndm 2021
ciia chinh pht vé quan 1y trang thiét bi y té, Nghl dinh 04/2025/ND- CP
ngay 01/01/2025 sua dbi, bd sung mot s6 didu cua ngh1 dinh sb
98/2021/ND-CP ngay 08 thang 11 nam 2021 cua chinh phu ve quan ly thiét
biy té di duge stra d6i, bd sung mot s6 didu theo nghi dinh s6 07/2023/ND-

CP ngay 03 thang 3 nim 2023 cua chinh phii, Théng tu 05/2022/TT-BYT
ctia BO Y t& ban hanh ngdy 01/8/2022 va cac van ban phap luét khac lién
quan con hiéu luc.

Yéu ciu vé bao hanh :
+ Thoi han bdo hanh : > 365 ngay (khong bao gbm vat tu tiéu hao thir
méy) ké tr ngdy ban giao va nghiém thu hang hoa
+ Pia diém bao hanh : tai Bénh vién Hitu nghi Viét Bt ;
+ Thoi han stra chita, thay thé: <14 ngay (ké tir ngdy phét sinh 161)
+ Thoi han c6 mat tai don vi st dung 8 kidm tra : < 48 gid (ké tir khi
c6 thong bao)

Cam két cung cip vat tu tiéu hao, phu kién thay thé trong thoi gian it nhét
05 ndm sau ban hang. C6 biéu gia vat tu tiéu hao, phu kién thay thé va thiét
bi phu trg ;

Co k& hoach bao tri trong thoi gian bao hanh. Bao trl, bao dudng thiét bi
mién phi trong sudt thoi gian bao hanh ;

Thoi gian thye hién : < 120 ngay k& tir ngay hop dong c6 hiéu luc ;
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4. Hé théng phiu thujt ni soi trong phiu thuit Nhi

I YEU CAU CHUNG
_ Nim san xuat: 2025 tro di
_  Chat lrong; |
+ Mébi 100%
+ Nha san xuit thiét bi chinh dat ti€u chuén quan ly chat hrcrng ISO
13485
+ Thiét bi chinh dat tiéu chuan CE (European Conformity) hodc FDA
(hoiic FDA 510 (k)) (Food and Drug Administration)
_ Ngudn dién: 220VAC/50Hz
- Mbi trudong hoat dong:
+ Nhiét do toi da: >30°C . '
+ Do am t6i da: >70 %
 Yéu cau xuit xir: Uu tién thiét bi chinh san xuét tai Nhém céc nude G7
" hodc Chéu Au
0 Yéu chu cau hinh S6 lwgng
Hé théng phiu thuit ndi soi trong phiu thuit Nhi : 01 He
kém phu kién tiéu chuin ' théng
Céu hinh t6i thiéu bao gom:
1 Thiét bi chinh
_ B6 xit Iy hinh 4nh va ngudn séng - 01 B6
_  DAu camera : 01 Céi
_ Ong kinh soi (30°) : 02 Céi
2 Phuy kién va thiét bi phu tro: '
_ Man hinh hién thi : 01 Cai
- Mady bom khi CO2 kém phu klen tiéu chuan : 01 Cai
My tudi dich chuyén dung kém phu kién tiéu chuén : 01 Céi
_ Xe déy hé théng - 01 Céi
_ DAy dén sng : 04 Cai
_  Hop (hoic khay) tiét tring va bao quan dng soi : 02 Céi
3 Huéng dan siv dung ciia hing sin xuit va ban dich :01Bo -
tiéng Viét
x Chi tiéu k¥ thuét co ban
i | Tinh ning chung
_ Lahs théng gbm céc thiét bi st dung trong ndi soi phAu thuét
- Cuong do sang diéu chinh dwoc: Téi da >'15 budc;
_ Cai dit duoc ché d6 anh trén b xit Iy hinh anh hodc phim b4m trén dau
' camera.
2 Pic tinh k¥ thuat
2.1 B¢ xit Iy hinh danh va nguon sding

- Labd xt Iy hinh anh duoc thiét ké str dung v6i céc ndi soi dng cing

_ Bo xur ly hinh &nh tich hgp hogc tach ro1 ngudn sang loai LED



- C6 kha néng ning chp dé sir dung tmg dung 3D trén b xtr 1y.

_ Tudi tho béng deén: >30.000 giod;

_ Nhiét ¢ mau > 5.000K;

_ C6 cong nghé quan sat ho trg phan biét td chirc: > 3 cong nghé;

_ C6 kha ning tu dong diéu chinh cudng d0 sang ciia nguon sang;

_ C6 kha ning xoay hinh anh;

_ Phong dai dién tir:

+ Tbida>2x;

+ (6 tbi thiéu > 5 budce (hodc mirc);

_ Kha ning luu trit cai dit ngudi dung: > 20 cai dat;

_  Kha nang luu dit liéu bénh nhén: > 50 bénh nhén;

_ D6 phan giai hinh anh: Thi da > (3800x 2100) diém anh (hodc tiéu
chuén 4K trd 1én);

_ (6 cbng két n6i voi bd nhé ngoai;

— Cbng két nbi tin higu: c6 cong 12G-SDI hoic DVI hoge 3G-SDI hoic
twong dwong (twong thich voi cbng tin hiéu két nbi ctia man hinh hién
thi); |

_ (C6 kha ning chup anh va luu duge anh hodc video

2.2

DPau camera: f

~ C6 kha niing hién thi hinh anh véi d0 phén giai > 3800 x 2100 diém anh
(hodc tiéu chudn 4K trg 1én);

~ Str dung cam bién anh 4K tr& 1én, loai chip 2 chip CMOS;

_ Chirc ning phong dai k§ thudt sb: Tbi da > 2x;

_  C6 cac phim chirc néng dAu camera c6 thé gan chuong trinh: > 2 phim;

_ 6 thé diéu chinh nét (focus) ngay trén déu camera;

_  Tiéu cy (f): khoang 20 mm (= 2mm)j;

| - Trong lugng d4u camera: <300g;

_  Chidu dai day cap camera: > 300cm;

~ Dau camera ngdm dugc dung dich khir khudn (CIDEX, ...) hodc tiét
tring nhiét do thip;

2.3

Ong kinh soi |

_ Ong kinh soi loai huéng nhin 30°, duong kinh Smm (£<0.5mm), chidu
dai [am viéc > 280 mm. '

_ Hép tiét tring dugc, st dung thau kinh hinh gdy, c¢6 phi saphia hodc vét
licu chbng xudc.

Phu kién va thiét bi phu tro:

3l

Man hinh hién thi

- LCD hoiic LED hogc OLED hodc tuong duong tro 1én, man hinh

chuyén dung trong y té hoic cho phép hién thi hinh anh y té chét lugng
cao;

_ Kich thuéc man hinh: > 30 inch

_ Do phan giai: > (3800 x 2100) didm anh hodc tiéu chuén 4K trd 1én;

f
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_ Do sang: > 700 cd/m2

_ D6 twong phéan: > 1000:1

~ Géc nhin: > 170°/170° (hodc > 85°/85°/85°/85°)

S lwong mau hién thj ti da: > 1.0 ti mau (hogc > 10 bif)

~ Cdng két nbi tin hiéu: ¢6 cong 12G-SDI hode DVI hode 3G-SDI hodc
trong duong (twong thich voi cong tin hiéu két nbi ctia bo xt ly hinh
anh);

3.2

Mdy bom CO2

— 6 hién thi cac thong tin cia ché d§ bom khi va céc thong s6 bom khi

cai dat va thuc té.

— C6 tinh nang diéu chinh tw dong luu lugng bom

_ C6 bao dong khi xay ra qua ap

_ Théng s6 bom:

+ Ap lyc bom tdi da> 25 mmHg;

+ Luu lugng bom toi da: > 40 lit/phit;

3.3

Mdy twdi dich chuyén dung

~ Man hinh didu khién va hién thi cdc thong sO co ban sau:

+ Gid tri cai dat va gid tri thuc té_cﬁa luu luwong tudi

- Gia trj cai dat va gia tri thyc t€ cta dp Iy tudi

_ Thong 30 tudi:

+ Ap luc tudi t6i da: > 200 mmHg; -

+ Luu lvong tuéi toi da: > 1500 ml/phit;

3.4

Day din sdng

_ Dudng kinh: khoang 3.0mm (#<0.5 mm)

_ Chiéu dai: > 300 cm

_ Hép tiét trang hodc ngdm dung dich khir Khuin duoc.

3.5

Hpp hodc khay dung ong soi

6 kich thudc ph hop d& dung duge 6ng kinh soi

3.6

Xe diy hé thong

_  (C6 canh tay treo man hinh

~ C6=046cam

_ (6> 4 banh xe, c6 phanh ham.

Yéu cau khac

Thiét bi dugc ban giao, lip dit va huéng dan st dung thanh thao tai
Bénh vién Hitu nghi Viét Puc ;

C6 do6i ngii k¥ su, k¥ thuat vién duge dao tao 1am dich vu k¥ thuét sau
ban hang ;

!

s



_ Cam két cung cip day du chimg chi chét luong (CQ), xuét x1 (CO), cac

tai lidu ching minh hang héa nhap khiu hop phéap (di v6i hang hoa
nhap khéu) hodc gidy chimg nhan xuit xuéng dbi v6i hang hoa san xuét
ai Viét Nam; céc tai lidu khac tuong duong ching minh tu cach hop 18
cia hang hoa (cdc gidy to, tai liéu dé chitng minh nguon goc, xudt xi,
ky ma hiéu, nhdn mac, s6 hiéu, chat lwong, tinh trang hang héa...), tai
lidu huéng din st dung va béo quin thiét bi ciia hang san xuét kém ban

dich tiéng Viét khi ban giao ;

Cam két c6 kha ndng cung cap gidy phép’ba’m hang hodc gify ty quyén
ban hang cia nha san xuat hodc cua dai ly phén phéi ho#c gidy chimg
nhan quan hé ddi tac hodc gifly cam két hd trg k§ thudt, bao hanh cia
nha san xuét hodic cia dai 1y phén phdi hodc tai liéu khéc c6 gia tri
twong duong trong trudng hop dugc xem xét tring thau va ky hop
dong;

Co cac tai lidu chimg minh hang hoa dugce phép luu hanh hop phap tai
Viét Nam theo quy dinh tai Nghi dinh 98/2021/ND-CP ngay 08 thang
11 nim 2021 cta Chinh pht vé viéc quén ly trang thiét bi y té ; Nghi
dinh 07/2023/ND-CP ngay 03 thang 3 ndm 2023 cua Chinh pht stra dbi,
bd sung mot sb diéu cia nghi dinh 56 98/2021/ND-CP ngay 08 thing 11
nim 2021 ciia chinh phu vé& quan 1y trang thiét bi y té, Nghi dinh
04/2025/ND-CP ngay 01/01/2025 sira doi, bd sung mot s6 diéu ciia nghi
dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 cta chinh phu vé
quan ly thiét bi y té da dugc stra dbi, bd sung mot sb diu theo nghi dinh
sé 07/2023/ND-CP ngay 03 thing 3 ndm 2023 cia chinh phu, Thong tu
05/2022/TT-BYT cia BO Y t4 ban hanh ngay 01/8/2022 va cac van ban
phép luat khac lién quan con hiéu lre.

Yéu cau vé bio hanh :

+ Thoi han bao hanh : > 365 ngay (khong bao gdm vt tu tiéu hao thi
may) ké tir ngay ban giao va nghiém thu hang hoa '

+ PDia diém bao hanh : tai Bénh vién Hitu nghi Viét bt ;

+ Thoi han sira chita, thay thé : < 14 ngdy (k& tir ngdy phét sinh 161)

+ Thoi han c6 mit tai don vi sit dung 48 kibm tra @ < 48 gid (ké tir khi
c6 thong bao) ;

Cam k&t cung cp vét tu tidu hao, phu Kién thay thé trong thoi gian it
nhét 05 nim sau ban hang. C6 bidu gi4 vat tu tiéu hao, phu kién thay thé
va thiét bi phu trg ;

Co6 k& hoach bao tr trong thdi gian bao hanh. Béo tri, bao dudng thiét b
mién phi trong sudt thoi gian bao hanh ;

Thoi gian thue hién : < 120 ngay ké tir ngay hop ddng c6 hiéu luc ;




5. Hé thong phiu thuit ndi soi kem dung cu phéu thuit cAp citu tiéu héa

I YEU CAU CHUNG
_ Nam san xuét: 2025 tr& di '
_ Chét lugng:
+ Méi 100%
+ Nha san xuét thiét bi chinh dat tiéu chuén quan ly chét lugng ISO
13485
+ Thiét bi chinh dat tiéu chuén CE (European Conformity) hodc
FDA (ho#c FDA 510 (k)) (Food and Drug Administration)
_ Ngudn dién: 220VAC/50Hz :
_ MBbi trudong hoat dong:
+ Nhiét do t6i da: > 30°C
+ Do am tdi da: =70 %
_ Yéu cau xuft x: Uu tién thiét bi chinh va B$ dung cu phiu thudt n6i
soi san xudt tai Nhom céc nude G7 hodc € Ghéu Au;
1T Yéu ciu cAu hinh S6 lwong
H¢ thoug phiu thuit noi soi kém dung cu phau : 01 Hé thong
thuat cAp ctru tidu hoa kém phu kién tiéu chuin
Cdhu hinh t6i thiéu bao gom:
1 Hé thong phAu thuat ndi soi kém phu kién tieu | :01He thong
chuéin
1.1 Thiét bi chinh:
- Boxuly hinh anh va ngudn sang :01 Bo
_ Péu camera : 01 Cai
_ Ong kinh soi (30°) : 02 Cai
_ Ong kinh soi hdng ngoai (ho#c can hong ngoai) : 01 Céi
1.2 Phu kién va thiét bi phu tro: |
— Man hinh hién thj : 01 Cai
_ Méy bom khi CO2 kém phu kién ti€u chuén : 01 Cai
_ May tuéi dich chuyén dung kém phu kién tiéu .01 Cai
chuén
_ Xe déy hé théng : 01 Cai
_ Hop tiét tring va bdo quan dng soi : 01 Cai
_ Day din sang : 04 Cai
_ Vit tu tiéu hao cho phiu thudt ndi sol, bao gom: : 01 Bo
+ Clip cam mau Titan c& trung binh lon. - 100 Cdi
+ Clip cam mdu Titan c0 trung binh. : 100 Cdi
+ Clip polymer c& ML. : 80 Cdi
+ Clip polymer c0 L. \ : 80 Cdi
+ Ban chdi vé sinh dung cu, dung dé co rira ham - 05 Cdi
cua dung cu.
2 Bo dung cu phiu thuit cap ciru tiéu héa : 03 Bo




Huéng din st dung cia hing san xuit va ban dich : 01 BO
tiéng Viét

111

Chi tiéu ky thuét co ban

Tinh ning chung

_ Lahé thong gbm céc thiét bi sir dung trong ndi soi phéu thuat

[~ Cuong d6 séng diéu chinh dwgc: Téi da > 15 budc;

_ Cai dat dugce ché dd anh trén bd xur ly hinh anh hodc phim bam trén
dAu camera.

~ C6 ché @b hién thi song song hinh dnh

Piic tinh ky thuét r

2.1

Bo xik Iy hinh dnh va nguon sang

T

_  La bd xit Iy hinh anh dugc thiét Kké sit dung voi cac ndi soi éng clng,
¢6 cong nghé huynh quang/cén hdng ngoai hodc hdng ngoai (ICG);

_  Co6khandng nang cap dé sir dung tmg dung 3D trén bo xur 1y.

B0 x Iy hinh anh tich hgp hogc tach roi ngudn séng loai LED

_  Nguon sang st dung duoc cho 4nh séng trang thong thuong va anh
sang can hdng ngoai hodc hdng ngoai;.

_ Tubdi tho béng dén: > 30.000 gio;

_  Nhiét do mau> 5.000K;

~ C6 cong nghé quan sat hd trg phén biét td chirc: > 3 cdng nghé;

~C0 hién thi cac ché do hinh anh cho ché d6 4nh sdng cén hdng ngoai
hodc 4nh sang hdng ngoai (khi sir dung vdi ICG):=3 ché do;

_ (6 kha nang tir dong diéu chinh cuong d6 sang ctia nguodn sang;

_ (6 kha ning xoay hinh anh;

_  Phéng dai dién tu:

+ Tbida>2x;

+ C6 thi thiéu > 5 bude (hodc mirc);

_  Kha ning luu trir cai dat nguoi dung: = 20 cai dat;

~ Kha nang luu dit liéu bénh nhén: > 50 bénh nhan;

| -~ D¢ phan gidi hinh anh: Té1 da > (3800x 2100) diém anh (hodc tiéu

chuén 4K trd 1én);

_ C6 cbng két noi voi b nho ngoai;

Céng k&t ndi tin hiéu: c6 cong 12G-SDI hodic DVI hogc 3G-SDI hodc
twong duong (twong thich voi cbng tin higu k&t ndi cia man hinh hién
thi);

_ (6 kha nang chup anh va luu duge anh hodc video

2.2

Pau camera

_ Sir dung cho céc ung dung huynh quang (ICG) véi anh sang cén hong
ngoai (NIR) hodc 4nh séng hong ngoai (IR);

"6 kha nang hién thi hinh anh véi d phan gidi > 3800 x 2100 diém
anh (hoic tiéu chufn 4K tro 1én);




- S dung cam bién anh 4K tro 1én, loai > 2 chip CMOS hodc tuong
duong;

_  Chtrc ning phong dai k¥ thuat sb: Tbi da > 2x;

_ (6 céc phim chic ndng dau camera ¢6 thé gan chuong trinh: = 2
!

phim;

— (6 thé diéu chinh nét (focus) ngay trén dau camera;

_ Tiéu cu (f): khoang 20 mm (= 2mm);

- Trong lugng d4u camera: <300g;

_ Chiu dai day cép camera: > 300cm;

~ Pau camera ngim dugc dung dich khir khuin (CIDEX, ...) hodc tiét
triing nhiét do thép;

2.3

Ong kinh soi

" Ong kinh soi, huéng nhin 30°, duong kinh 10mm (+<0.5mm), chiéu
dai lam viéc > 280 mm.

_ Hép tiét trong dugc, st dung thAu kinh hinh gy, c6 phu saphia hodc
vat liéu chéng xude.

2.4

Ong kinh soi hong ngogi (hodc cin hong ngogi);

_ Ong kinh soi loai hong ngoai (hodc cén hdng ngoai), huéng nhin 30°,
dudng kinh 10mm (&< 1.0 mm), chidu dai 1am viéc > 300 mm.

_ Hip tiét tring duge, s dung thAu kinh hinh gay, diu dng c6 boc
saphia hodc vét liu chdng xudc; '

Phu kién va thiét bi phu tro:

Fud

Man hinh hién thi

_ Loai LCD hodc LED hodc OLED hoic twong duong trd 1én, man hinh

chuyén dung trong y t& hodc cho phép hién thi hinh anh y té chat
lugng cao,

_ Kich thuéc man hinh: > 30 inch

_ Do phan giai: > (3800 x 2100) diém anh hodc tiéu chuén 4K trd én;

_ D6 sang: =700 cd/m2 ,

_ Do tuong phan: > 1000:1

_ Géc nhin: > 170°/170° (hogic > 85°/85°/85°/85°)

~S6 Iwong mau hién thi t&i da> 1.0 ti mau (hogc > 10 bit)

~ Chng két ndi tin hiéu: c6 cong 12G-SDI hoge DVI hodc 3G-SDI hodc

twong dwong (tuong thich voi cong tin hiéu két ndi ciia bo xik Iy hinh
anh),

3.2

My bom CO2

_ (6 hién thi cc thong tin cta ché @6 bom khi va cic thong s6 bom khi
cai dat va thuc té.

~ C6 tinh nang didu chinh ty dong luu lugng bom

~ (6 bao dong khi xay ra qua ap

_ Thong sb ki thuét:

+ Ap lyc bom t6i da > 25 mmHg

+ Luu lugng bom toi da: > 40 lit/phut




3.3 My twéi dich chuyén dung
— Man hinh didu khién va hién thi c4c thong s6 co ban sau:
+ Gia tri cai dat va gia tri thue té cta luu lugng tudi
G4 tri cai dat va gid tri thuc t€ clia dp lyc tudi
_ Thong sb tudi:
+ Ap lyc tudi toi da: > 200 mmHg;
+ Luu lugng tudi toi da: > 1500 ml/phit;
3.4 Day diin sdng
_ Pudng kinh: khoang 4.0mm (1.0 mm)
_  Chidu dai: > 300 cm ‘
35 Hép (hodc khay) dung ong soi
_ 6 kich thude phu hop dé dung duoc dng'kinh soi
3.6 Xe diy hé thong
_ C6 canh tay treo man hinh
_ _  C6 > 4 banh xe, c6 phanh ham.
4 B{ dung cu phiu thuft cAp citu tiéu hoa S6 lwgng
_ Céu hinh t6i thiéu méi bj gom:
4.1 Van trocar da chirc ning, cd khoang 10mm (= . 02 Cai
1mm), m& duge bing tay hojc mé tw dong;-
4.2 Vo trocar, ¢ khoang 10mm (£=< 1mm), dau vat, c6 - 02 Cai
van bom khi, 1am béng thép khong gi ho#c tuong
duong, chibu dai lam viée > 100mm;
4.3 Nong trocar dAu sic hinh kim tu thap, c& khoang : 01 Cét
10mm (< 1mm), lam bang thép khong gi hedc tuong
duong, chidu dai lam viéc > 100mm;
4.4 Nong trocar dAu t0, c& khoang 10mm (= 1.0mm), : 01 Cai
lam tir thép khong gi hodc tuong duong, chidu dai 1am
vige > 100mm; : |
4.5 Van trocar da chic ndng c¢O khoang 5 mm (F= : 02 Céi
1.0mm), m& dugce béng tay hodc mé ty dong;
76 | Vo trocar c& khoang 5.0 mm (+< 1.0mm), dau vat, c6 | :02Cai
van bom khi, lam bang thép khong gi‘ hoiic tuong
duong, chidu dai 1am viéc > 100mm;
77 | Nong trocar dau sic hinh kim ty thap, ¢ khoang 50 | :01Cai
mm (£< 1.0mm), lim bing thép khong gi hodc trong
duong, chidu dai 1am viéc > 100mm;
4.8 Nong trocar dau t0, c& khoang 5.0mm (+< 1.0mm), : 01 Cai
lam bing thép khong gi hodc twong duong, chiéu dai
lam viéc > 10 cm;
. 4.9 Vo trocar ¢& khoang 14.0mm (+< 1.0mm), ddu vat, c6 | :01 Céi

van bom khi, 1am bing thép khong gi hodc tuong
duong, chidu dai lam viéc > 100mm;




4.10

Nong trocar diu sfc hinh kim tr thép, c& khoang
14.0mm (< 1.0mm), lam bang thép khong gi hodc
tuong duong, chiéu dai 1am viéc > 100mm;

- 01 Cai

4.11

Van trocar da chirc nang c& khoang 14.0mm (&=
1.0mm), mé& dugc bing tay hodc mé ty dong;

- 01 Cai

4.12

Nép giam o& khoang 10.0mm/5.0 mm (&= 1.0mm);

: 01 Cai

4.13

Nfp giam doi, c& khoang 14.0mm/10 ' mm va
14.0mm/5.0 mm (=< 1.0mm);

- 01 Cai

4.14

Nip cao su dAu trocar ¢& khoang 10mm (=< 1.0mm).

: 10 Cai

415

Nip cao su dAu trocar c& khoang 5.0mm (< 1.0mm).

: 10 Cai

4.16

Nip cao su diu trocar c& khoang 14.0mm =<
1.0mm).

: 10 Céi

4.17

Tay cam dung cu don cuc, ¢6 chan cam dot dién don
cuc, loai khong khoa.

: 05 Cai

4.18

Tay cam dung cu don cuc, ¢6 chan cam dot dién don
cuc, loai co khoa.

- 04 Cai

4.19

V6 ngoai, bang kim loai, ¢6 boc céch dién, c6 dAu nbi
Kkhoa Luer d& tu6i rira vé sinh. C& khoang 5.0 mm (+=
0.5mm), dai > 350mm i

: 09 Céi

4.20

Ham forcep kep don cue, nhiéu ring, hoat dong don,
phin ham rong khoéng 5.0mm(#<0.5mm), phén ham

 dai khoang 15mm(+<1.0mm). CG khoang 5.0

mm(£<0.5mm), chidu dai > 350 mm;

- 01 Cai

4.21

Ham forcep kep va phéu tich don cuc kiéu KELLY
hodc twong duong, phdn ham dai khoang 20mm
(+<2.0mm), hoat dong kép. C khoang 5.0
mm(<0.5mm), chiéu dai > 350 mm; |

: 01 Cai

4.22

Ham forcep kep don cuc, co rang cua, loai khéng gay
t3n thwong, phin ham dai khoang 25 mm (+<2.0mm),
mé& cta sd, hoat dong don. CT khoang 5.0
mm(+<0.5mm), chidu dai > 350 mm;

: 01 Cai

4.23

Ham forcep kep don cuc, phin ham dai khoang 25
mm (£<2.0mm), loai khong ton thuong, ham cd 15,
hoat dong kép. C& khoang 5.0 mm(£<0.5mm), chidu
dai > 350 mm,;

: 01 Cai

4.24

Ham forcep kep don cuc kiéu BABCOCK hodc tuong
duong, phin ham dung cu dai khoang 20
mm(+<2.0mm), hoat dong kép, co mo 18, khong gly
tén thuong. C& khoang 5.0 mm(+<0.5mm), chiéu dai
> 350 mm,

01 Cai




4.25

Ham kep phau tich, gp géc sang phai, phén ham tic
dong doi, phdn ham dung cu dai khoang 15
mm(+<1.0mm), c¢& khoang 5.0 mm(+=0. 5mm), chiéu
dai > 350 mm;

: 01 Céi

4.26

Ham forcep kep don cyc, khong gay tdn thwong, ham
c6 cira s6, cong, ham tac dong don, phin ham dai
khoang 25 mm (+<2.0mm). CO& khoang 5.0
mm(+<0.5mm), chiéu dai > 350 mm;

+ 01 Cai

4.27

Ludi kéo cong don cuc, ham hoat dong kép, ¢ rang
cua, phin ham dai khodng 20mm (+<2.0mm). C&

Khoang 5.0 mm(%<0.5mm), chiéu dai > 350 mm;

: 01 Céi

4.28

Ludi kéo dang moc, phén ham dung cu dai khoang
10mm(+<1.0mm), hoat dong don. Co khoang 5.0
mm(:l:<0 5mm), chiéu dai > 350 mm; ,

01 Cai

4.29

Tay cim kim loai, xoay dugc, khong c6 chin cam don
cuec, loai khoéng c6 khoa.

: 01 Céi

4.30

Vo ngoai, bang kim loai, cach dién. CO khoang 10
mm(&<1.0mm), chiéu dai > 350 mm;,

: 01 Cai

4.31

Ham forcep kep, hoat dong don, phin ham dung cu
dai khoang 35 mm(+<3.0mm), dang mong vubt, c6 >
2x3 ring. C& khoang 10 mm(+<l. Omm) chidu dai >
350 mm;

: 01 Céi

4.32

Tay cim k1eu ludng cuc, bang nhua, cach dién, khong
khoa, chan cdm dbt dién ludng cuc chéch 1én khoang
45° (£<5°)

: 02 Céi

4.33

V6 ngoai kep ludng cuc kiéu, bing kim loai, cach
dién. C& khoang 5.0 mm(+<0.5mm), chidu dai > 350
mm;

02 Cai

4.34

Ham forcep kep va phau tich ludng. Ham c6 m& 16,
hoat dong doi, phin ham dai khoang 20

mm(+<2.0mm), ham c6 rang cua nho6 khong gay tén
thuong. C& khoang 5.0 mm(==0. 5mm), chidu dai >
350 mm;

: 01 Cai

4.35

Ham forcep kep ludng cuc kiéu KELLY hodc tuong
dwong. Ham hoat dong doi, ham dai khoang 25

mm(+<2.0mm). Cy khoang 5.0 mm(£<0.5mm),

chiéu dai > 350 mmy;

: 01 Cai

4.36

Dién cuc phau tich va cam mAau, diu hinh chit L, vo
boc cach dién, c6 chén cim d6t dién don, cuc. Co
khoang 5.0 mm(:t<0 5mm), chiéu dai > 350 mm;

01 Cai

4.37

Dung cu thdm do td chirc, c6 vach chia thang do do
dai don vi cm (hojc mm). C& khoang 5.0
mm(+<0.5mm), chiéu dai > 350 mm;

« 01 Cai




4.38 Ong tugi hut, b& mit chbng 16a, c6 15 bén hoéng, van : 01 Cai
khoa didu khién bing mot tay. C& khodng 5.0
mm(£<0.5mm), chiu dai > 350 mm;

439 | Ong tu6i hat, co 16 bén, c& khoang 10.0 | :01Céi
mm(£<1.0mm), chiéu dai > 350 mm;

4.40 Tay cAm st dung cho bng tudi hit c& khoang 10.0 | :01 Cdi
mm(+<1.0mm); '

441 | Kim kep kim, ham thing, tay cdm c6 khoa ham. C& | :01 Cai
khoang 5.0 mm(£<0.5mm), chidu dai > 320 mm;

4.42 Kim kep kim, ham cong trai, tay cAm c6 khoa ham. : 01 Cai
C& khoang 5.0 mm(+<0.5mm), chiéu dai > 320 mm;

4.43 Kim kep dung cho Clips Titan (ding voi Clips ¢ : 01 Cai
’ trung binh I6n), thao rdi va xoay dugc, ¢ khoang
10.0 mm(+<1.0mm), ch1eu dai > 350 mm. Bao gém 3
phén c6 thé théo rdi: Tay cadm, vo, ham

4.44 Kim kep dung cho Clips Titan (ding voi Clips ¢ | :01Cai
trung binh), thdo roi va xoay dugc, ¢ khoang 10.0

mm(+<1.0mm), chidu dai > 350mm. Bao gdm 3 phan
c6 thé thdo roi: Tay cdm, vo, ham

4.45 Kim kep dung cho Clips polymer (dung vé6i Clips co | :01 Cai
ML), chidu dai > 320 mm;

4.46 Kim kep ding cho Clips polymer (ding voi Clzps co | :01Cai
L), chiéu dai > 320 mm;

4.47 Thanh diy chi (ding trong ki thudt thdt mit chi ngodi : 01 Cai
co thé). C& khoang 5.0 mm(+<0. 5mm), chiéu dai >
350 mm;

4.48 Day cao tan don cuc, chén cam c& khoang 5.0 : 02 Céi
mm(+<1.0mm), chidu dai > 300 cm

449 | Day cao tan ludng cuc, chiéu dai > 300 cm; : 02 Chi

4.50 Hop ngdm khir khudn dung cuy, kich thuéc khoang: : 02 B0
750 x 220 x 130 mm (£<20mm). C6 di Hop dung,
khay duc 15 va Nap ddy.

451 Khay luGi dé tiét tring va bao quan bng soi, ding cho : 01 Céai
01 ong soi cting, c6 ga dé nép adaptor dan dang, dém
gilt éng soi bang silicone, c6 nip ddy. Kich thude
khoang: 430x65x50 mm (< 10mm)

4.52 Hop tiét trung va bao quan dung cu, c6 duc 18, nip :02Bo
trong subt, loai 02 tAng, kich thudc Kkhoéng:
530x250x150mm (< 20mm) |

v Yéu ciu khac

_ Thiét bi duoc ban giao, lap dit va huéng dAn st dung thanh thao tai
Bénh vién Hiru nghi Viét Dic ;




C6 ddi ngii k¥ su, ky thuét vién dugc dao tao lam dich vu k¥ thuét sau
ban hang ;

Cam két cung cip day di ching chi chét lugng (CQ), xuét xit (CO),

céc tai liéu ching minh hang héa nhép khiu hop phap (dbi v6i hang
hoa nhap khiu) hoic gidy ching nhan xuét xudng dbi véi hang hoa
s4n xut tai Viét Nam; céc tai liéu khéc twong dwong ching minh tu
cach hop 1é ctia hang hoéa (cdc gidy to, taz lidu dé chitng minh nguon
goc, xudt xi, kp ma hiéu, nhdn mdc, s6 hiéu, chat lwong, tinh trang
hang héa...), tai liéu hucmg din st dung va bao quin thiét bi ctia hing
san xudt kém béan dich tiéng Viét khi ban giao ;

Cam két co kha ning cung cap gidy phép ban hang hodc glay uy
quyén ban hang cta nha san xuét hoac cia dai Iy phéan phdi hogic gidy
chimg nhén quan hé dbi tac hodc gidy cam két hd trg ky thuat, bao
hanh ctia nha san xuét hodc cta dai ly phén phdi hotc tai liéu khéc c6
gid tri twong duong trong trudng hop duge xem xét trang thiu va ky
hop dong;

C6 céc tai liéu chitng minh hang héa ducrc phép Iuu hanh hop phép tai
Viét Nam theo quy dinh tai Nghl dinh 98/2021/ND-CP ngay 08 thang
11 nam 2021 cia Chinh phii v& viéc quan ly trang thiét bi y té ; Nghi
dinh 07/2023/ND- CP ngdy 03 thang 3 nam 2023 cta Chinh phi stra
ddi, bd sung mot sb diéu ctia nghi dinh s6 98/2021/ND-CP ngay 08
thang 11 ndm 2021 cia chinh phi v& quan ly trang thiét bi y té, Nghl
dinh 04/2025/NB CP ngay 01/01/2025 stra dbi, bd sung mot s6 diéu
cuia nghi dmh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 cua
chinh phi vé quan 1y thiét bi y té da dugc sira ddi, bd sung mot s6 diéu
theo nghi dinh s6 07/2023/ND-CP ngay 03 théng 3 nam 2023 cia
chinh phu, Thong tu 05/2022/TT-BYT cua Bo Y té ban hanh ngay
01/8/2022 va céc vin ban phép ludt khéc lién quan con hiéu lyc.

Yéu ciu vé bao hanh : ,

+ Thoi han bao hanh : > 365 ngdy (khong bao gbm vat tu tiéu hao
thtr may) ké tir ngdy ban giao va nghiém thu hang héa

+ Pia diém bao hanh : tai Bénh vién Hitu nghi Viét Buc ;

+ Thoi han stra chita, thay thé : < 14 ngay (ke tir ngay phat sinh 161)

+ Thoi han c6 mit tai don vi st dung dé kiém tra : < 48 gio (ké tir
khi c6 thong bao)

Cam két cung cdp vt tu tiéu hao, phu kién thay thé trong thoi gian it
nhét 05 nidm sau ban hang. C6 bidu gia vét tu tiéu hao, phu kién thay
thé va thiét bi phu trg ;

C6 ké hoach béo tri trong thoi gian bao hanh. Béo tri, bao dudng thiét
bi mién phi trong sudt thoi gian bao hanh

Thoi gian thye hién : < 120 ngay ké tir ngay hop dbng c6 hiéu lyc ;




6. Hé thong phiu thuit ndi soi kém dung cu phiu thuit dai tryc trang

| YEU CAU CHUNG
_ Nim san xuat: 2025 trd di
_ Chét luogng:
+ Mdai 100%
T Nha san xuht thiét bj chinh dat tiéu chudn quan Iy chat luong ISO
13485
+ Thiét bi chinh dat tiéu chudn CE (European Conformity) hodc
FDA (hoic FDA 510 (k)) (Food and Drug Administration)
_ Ngudn dién: 220VAC/50Hz
_ MBbi trudmg hoat dong: J
+ Nhiét do t6i da: > 30°C
+ Do Am t6i da:>70 %
~ Yéu cau xuat xt: Uu tién thiét bi chinh va B dung cu phau thult ndi
soi san xuit tai Nhém cac nuge G7 hogc Chéu Au;
IX Yéu ciu cAu hinh S6 lwrong
Hé thong phiu thuft ndi soi kém dung cu phiu : 01 Hé thong
~ thuét dai trye trang kém phu ki¢n tiéu chuén
Céu hinh téi thiéu bao gom:
1 | Hé théng phau thuit ndi soi keém phy kién tiéu | :01 Hé théng
chuin
1.1 Thiét bi chinh:
B xir Iy hinh anh va nguon sng ! :01Bb
_ DAu camera : 01 Cai
_ Ong kinh soi (30°) . 02 Céi
12 Phuy kign va thiét bi phu tro:
_ Man hinh hién thi : 01 Céi
My bom khi CO2 kém phy kién tiéu chuén : 01 Céi
_ May tuéi dich chuyén dung kém phu kién tiéu : 01 Céi
chuén :
_ Xe dy hé thong - 01 Céi
_ Hop tiét tring va bao quéan Ong soi - 01 Cai
_  Déy dan sang - 04 Ci
_ VAt tu tiéu hao khéc, bao gom:
+ Ban chai vé sinh dung cy, dung dé co riva ham : 20 Céi
cua dung cu.
2 B{ dung cu phéu thuét ndi soi dai trye trang : 02 B
3 B6 dung cu phau tich ndi soi kem ong hit : 02 Bo
4 Htro’ng dAn sit dung ciia hing sin xuét va ban dich : 01 Bo
tiéng Viét
I Chi tiéu k¥ thuét co ban
1 Tinh nang chung




_ L hé théng gdm céc thiét bi sit dung trong ndi soi phéu thuét

- Cuong do sang didu chinh duge: T6i da > 15 budc;

_ Cai dit dugc ché do anh trén bd xir Iy hinh anh hogce phim bam trén
dAu camera.

_ C6 ché d6 hién thi song song hinh anh

Dic tinh k§ thuit

2.1

Bé xik Iy hinh dnh va nguon sing

~  Labd xtt Iy hinh anh dugc thiét ké st dung v6i cac ndi soi éng clmg

- Co6 kha nang néng chp dé sit dung ing dung 3D trén bo xut ly.

_ B xu ly hinh anh tich hgp hodc tich roi ngudn sang loai LED

_ Tudi tho bong dén: >30.000 gid; -

- Nhiét d6 mau > 5.000K;

- C6 cong nghé quan sat hd trg phén biét tb chirc: > 3 cong nghé;

- C6kha nang tu dong diéu chinh cuong do sang clia ngudn sing;

- C6 xoay hinh anh;

- Phoéng dai dién tur:

+ Téida>2x;

+ C6 i thiéu > 5 budce (hofic mic);

_ Khaning hru trit cai dit nguoi dung: > 20 cai dat;

_ Kha ning luu dit liéu bénh nhan: > 50 bénh nhén;

-~ Db phan giai hinh é4nh: Tbi da > (3800x 2100) diém anh (hodc tiéu
chuén 4K trd 1én);

_ C6 cbng két ndi v6i bd nhé ngoﬁi chuyén dung;

_  Cbng két nbi tin hiéu: ¢ cong 12G-SDI hoic DVI hodc 3G-SDI hodc
tuong duong (trong thich véi cong tm hidu két ndi ciia man hinh hlen
thi);

_ 6 kha nng chup anh va luu dugc édnh hodc video;

2.2

Péau camera

= Co kha ndng hién thi hinh dnh véi do phén giai > 3800 x 2100 diém
anh (hodc ti€u chuén 4K tr& 1€n);

~ St dung cam bién anh 4K trd 1én, loai > 2 chip CMOS hogc tuong
duong;

_ Chtre ning phong dai k¥ thuét s6: THi da > 2X

- Co6 céc phim chirc ndng d3u camera c6 thé gan chwong trinh

_ C6 thé diéu chinh nét (focus) ngay trén d4u camera;

_  Tiéu cu (f): khoang 20 mm (< 2mm);

- Trong luong d4u camera: <300g;

_  Chiéu dai day cap camera: > 300cm;

_  Diu camera ngam dugc dung dich khir khuén (CIDEX, ...) hodc tiét
tring nhiét do thip;

2.3

Ong kinh soi




_ Ong kinh soi, huéng nhin 30°, dudng kinh 10mm (+<0.5mm), chiéu
dai lam viéc > 280 mm.

_  Hiép tiét tring duoc, sir dung thdu kinh hinh giy, c6 phu saphia hodc
vét lidu chéng xuéde.

Phu kién va thiét bi phu tro:

3.4

Man hinh hién thi

_ Loai LCD hoic LED hogc OLED hodc tuong duong tr¢ 1én, man hinh
chuyén dung trong y té hoic cho phép hién thi hinh &nh y té chat
lugng cao;

_ Kich thuéc man hinh: > 30 inch;

Db phan giai: > (3800 x 2100) diém anh (hoic tiéu chuin 4K trd 1én);

- D0 sang: = 700 cd/m2

- DO tuong phan: > 1000:1

- Géc nhin: > 170°/170° (hoac = 850/85°/85°/85°)

_ S6 lugng mau hién thi tdi da > 1.0 t mau (hode > 10 bit)

_ Cbng két nbi tin hiéu: c6 cong 12G-SDI hodc DVI hode 3G-SDI hogc
trong duong (tuong thich véi cdng tin higu két ndi ca bd xir 1y hinh
anh); -

3.2

My bom CO2

_  Cb hién thi cac thong tin ctia ché do bom khi va cac théng s6 bom khi
cai dat va thue té.

| - Cétinh ndng diéu chinh tu dong luu luvgng bom

_ Cob bdo dong khi xay ra qua ap .

_ Théng s6 bom:

+ Luu lugng bom tdi da: > 40 lit/phut

+ Ap luc bom téi da > 25 mmHg

3.3

My twdi dich chuyén dung

_  Man hinh diéu khién va hién thi cac thong so co ban sau:

+ Gia tri cai dat va gid tri thyc t€ cta luu lugng tudi

+ Gi4 tri cai dat va gia tri thyc té ctia ap luc tudi

_ Théng sb tuéi:

+ Ap luc tuéi tbi da: > 200 mmHg;

+ Luu lugng tudi tbi da: > 1500 ml/phut;

3.4

Day din sing

—  Puong kinh: khoang 4.0mm (+< 1.0 mm)

_ Chiéu dai: > 300 cm

Fed

Hpp (hodc khay) dung ong soi

6 kich thuéc ph hop d& dung duge ng kinh soi

3.6

Xe diy h¢ thong

—  (C6 canh tay treo man hinh

_  Cb> 4 banh xe, c6 phanh ham.

B¢ dung cu phAu thuét ndi soi dai trye trang S6 lrgng




Céu hinh t6i thiéu moi bg gom:

4.1 Van trocar da chiic ning, c& khodng 10mm (=< : 04 Cai
lmm), m¢& dugc bang tay hodc mo tw dong;
4.2 Vo trocar, c& khoang 10mm (< lmm), dau vat, co : 04 Cai
van bom khi, 1am bang thép khong gi hodc twong
duong, chidu dai lam viéc > 100mm; |
4.3 Nong trocar dau sic hinh kim tu thap, c@ khoang : 01 Céi
10mm (iS‘lmm), 1am béng thép khong gi hodc tuong
duong, chiéu dai lam vi¢c > 100mm;
4.4 Nong trocar diu tu, c& khoang 10mm (#=< 1.0mm), : 01 Cai
Jam tir thép khong gi hodc twong duong, chidu dai
* lam viéc > 100mm;
4.5 Van trocar da chiic ning cd khoang 5 mm (=< | :04Cai
1.0mm), m¢& dugc béng tay hodc m¢ tw dong;
4.6 Vé trocar ¢& khoang 5.0 mm (< 1.0mm), déu vat, c6 : 04 Cai
van bom khi, 1am bing thép khong gi hodc tuong
duong, chidu dai 1am viée > 100mm;
4.7 Nong trocar diu sic hinh kim tu thap, c& khoang 5.0 : 01 Céai
mm (< 1.0mm), lam bang thép khong gi hodc tuong
dwong, chiéu dai 1am vi¢e > 100mm;
4.8 Nong trocar du tu, c& khoang 5.0mm (=<'1. Omm), : 01 Cai
Jam bing thép khong gi hodc twong duong, chleu dai
lam viéc > 10 cm;
4.9 Vo trocar ¢& khoang 14.0mm (< 1. Omm) dau vat, co : 01 Cai
b van bom khi, lam bing thép khong gi hodc tuong
dwong, chiéu dai lam viéc > 100mm;
4.10 Nong trocar dAu sic hinh kim tu thap, ¢ khoang : 01 Cai
 14.0mm (< 1.0mm), lam bang thép khong gi hodc
tuong duong, chiéu dai 1am viéc > 100mm;
4.11 Van trocar da chic ning cd khoang 14.0mm (< | :01Cai
1.0mm), mé& dugc bing tay hodc m& tu dong;
4.12 Nap giam c& khoang 10.0mm/5.0 mm (< 1.0mm); : 04 Cai
4.13 Nép giam doi, cd khoang 14.0mm/10 , mm va : 01 Cai
14.0mm/5.0 mm (= 1.0mm);
4.14 Nip cao su dAu trocar ¢& khoang 10mm (< 1.0mm). : 10 Céi
4.15 Nip cao su dAu trocar c& khoang 5.0mm (+< 1.0mm). : 10 Céi
4.16 Nip cao su du trocar c& khoang 14.0mm (*=< | :10 Cai
L. Omm)
4.17 Tay cim dung cu don cyc, ¢o chén cam dot dién don : 05 Cai
cuc, loai khong khoa.
4.18 Tay cAm dung cu don cyc, ¢6 chan cdm dot dién don : 04 Céi

cuc, loai c6 khoa.




4.19

Vo ngoai, bang kim loai, ¢6 boc cach dién, c6 dau nbi
Kkhéa Luer dé tuéi rira vé sinh. C& khoang 5.0 mm (==
0.5mm), dai > 350mm

: 09 Cai

4.20

Ham forcep kep don cuc, nhiéu ring, hoat dong don,
phan ham rong khoang 5. Omm(+<0.5mm), phén ham
dai khoang 15mm(+<1.0mm). C& khoang 5.0
mm(£<0.5mm), chidu dai > 350 mm;

: 02 Cai

4.21

Ham forcep kep va phau tich don cuc kiéu KELLY
hodc twong duong, phin ham dai khoang 20mm
(+<2.0mm), hoat dong kép. C& khoing 5.0
mm(&<0.5mm), chiéu dai > 350 mm;

- 02 Cai

4.22

Ham forcep kep don cuc, cé rang cua, loai khong giy
tbn thuong, phan ham dai khoang 25 mm (+<2.0mm),
m& cia sO, hoat dong don. C& khodng 5.0
mm(£<0.5mm), chidu dai > 350 mm;

01 Cai

4.23

Ham forcep kep don cuc, phan ham dai khoang 25
mm (£<2.0mm), loai khong tdn thuong, ham co 16,
hoat dong kép. C& khoang 5.0 mm(+=0. 5mm), chiéu
dai> 350 mm;

: 01 Cai

"4.24

Ham forcep kep don cuc kiéu BABCOCK hoac tuong
duong, phin ham dung cu dai khoang 20
mm(i<2 0Omm), hoat dong kép, c6 m& 16, khong gay
tén thuong. C& khoang 5.0 mm(+=0. 5mm), chidu dai
> 350 mm;

: 02 Céi

4.25

Ham kep phu tich, gép goc sang phai, phin ham téc
dong doi, phdn ham dung cu dai khoang 15
mm(£<1.0mm), c¢& khoang 5.0 mm(£<0.5mm), chiéu
dai > 350 mm;

- 01 Céi

4.26

Ham forcep kep don cuc, khong gdy tbn thuorng, ham
¢ cira sb, cong, ham tac dong don, phan ham dai
khoadng 25 mm (£<2.0mm). C& khoing 5.0
mm(#<0.5mm), chiéu dai > 350 mm;

: 01 Cai

4.27

Ludi kéo cong don cuc, ham hoat dong kép, co ring
cua, phdn ham dai khoang 20mm (+<2.0mm). C&
khoang 5.0 mm(+<0.5mm), chiéu dai > 350 mm;

101 Cai

4.28

Ludi kéo dang moc, phan ham dung cu dai khoang
10mm(+<1.0mm), hoat dong don. Co khoang 5.0
mm(:%:<0 5mm), chiéu dai > 350 mm;

01 Cai

4.29

Tay cim kim loai, xoay dugc, khong c6 chén cim
don cuc, loai khdng c6 khoa.

: 01 Cai

4.30

Vo6 ngoai, bang kim loai, cdch dién. C& khoang 10
mm(+<1.0mm), chidu dai > 350 mm;

: 01 Céi




4.31

Ham forcep kep, hoat dong don, phin ham dung cu
dai khoang 35 mm(£<3.0mm), dang méng vubt, c6 >
2x3 ring. C& khoang 10 mm(+<1.0mm), chiéu dai >
350 mm,;

: 01 Céi

4.32

Tay cAm kleu lu(mg cuc, bing nhua, cach dién, khong
khéa, chan cdm d6t dién ludng cuc chéch 1én khoang
45° (£<5°)

: 02 Cai

4.33

Vo ngoai kep ludng cuc kidu, bang kim loai, cach
dién. C& khoang 5.0 mm(£=<0.5mm), chidu dai > 350
mm;

: 02 Cai

4.34

Ham forcep kep va phiu tich ludng. Ham ¢6 m& 16,
hoat dong doi, phin ham dai khodng 20

mm(£<2.0mm), ham c6 rang cua nhd khong gay tbn
thuong. C& khodng 5.0 mm(+<0.5mm), chiéu dai >
350 mm;

: 01 Cai

4.35

Ham forcep kep ludng cuc kiéu KELLY hodc tuwong
duong. Ham hoat dong ddi, ham dai khoang 25
mm(+<2.0mm). C& khodng 5.0 mm(+<0.5mm),

~ chiéu dai > 350 mm;

: 01 Cai

4.36

Dién cuc phau tich va cAm méu, dau hinh chit L, v6
boc cach dién, co6 chin cim dbt dién don cuc. C&
khoang 5.0 mm(+<0.5mm), chidu dai > 350 mm;

+ 02 Cai

B5 dung cu phiu tich ndi soi kém ong hit

S6 hrgng

Cdu hinh toi thiéu moi bo gom:

i

Dung cu tham do t5 chic, ¢ vach chia thang do do
dai don vi cm (hodc mm). C& khoang 5.0
mm(+=0. 5mm), chiéu dai > 330 mm;

: 02 Cai

3.2

Ong tuéi hut, bé miit chong 16a, c6 16 bén hong, van

khéa didu khién bing mét tay. C& khoing 5.0

mm(+<1.0mm), chidu dai > 330 mm;

02 Cai

5.3

“Ong tuéi hut, c6 16 bén, ¢ khoing 10.0 mm
(<1.0mm), chiéu dai > 330 mm;

: 01 Cai

5.4

Tay cAm st dung cho ong tuéi hut ¢ khoang 10.0
mm (£<1.0mm);

: 01 Ciéi

p 2

Kim kep kim, ham thang, tay cAm c6 khoa ham. Co
khoéng 5.0 mm(+<0.5mm), chiéu dai > 320 fm;

: 01 Cai

5.6

Kim kep kim, ham cong tréi, tay cAm c6 khoa ham.
C& khoang 5.0 mm(<0.5mm), chiéu dai > 320 mm;

: 02 Céi

~ 5.7

Kim kep ding cho Clips Titan (dung voi Clips c@
trung binh 16n), thdo roi va xoay duge, co khoang
10.0 mm(+<1.0mm), chidu dai > 350 mm. Bao gom 3
phéin c6 thé thdo roi: Tay cm, vo, ham

01 Cai

[P St



J.8 Kim kep ding cho Clips Titan (ding vdi Clips c0 : 01 Cai
trung binh), thdo roi va xoay dugc, ¢o khoang 10.0
mm(£+<1.0mm), chleu dai > 330mm. Bao gdm 3 phin
c6 thé thao roi: Tay cim, vo, ham

5.9 Kim kep ding cho Clips polymer (ding v6i Clips c& : 01 Céi
ML), chidu dai > 320 mm; (

5.10 Kim kep dung cho Clips polymer (dung va6i Clips ¢8 : 01 Céi
L), chidu dai > 320 mm;

5.71 | Thanh dy chi (ding trong ki thudt that nit chi ngoai : 01 Cai
- co thd). C& khoing 5.0 mm(*<0.5mm), chiu dai >

330 mm;

312 Day cao tan don cuc, chén cam c khoang 5.0 : 02 Céi
mm(+<1.0mm), chidu dai > 300 cm

5.3 Déy cao tan ludng cuc, chidu dai > 300 cm; : 02 Cai

5.14 | Hop ngém khir khuén dung cu, c6 du hop dung, khay : 02 B6
duc 15 va Nép day. Kich thuéc khoang: 750 x 220 x
130 mm (+<20mm).

5.15 Khay ludi dé tiét tring va bao quan 6ng soi, dung cho : 01 Cai
01 ong soi cing, ¢6 g dé nap adaptor din sang, dém
gift bng soi bang silicone, c6 nip diy. Kich thuéce
khoang: 430x65x50 mm (= 10mm)

3.8 Hop tiét trung va bao quan dung cu, c6 duc 18, nip : 02 Bo
trong subt, loai 02 ting. Kich thudéc khoang:
530x250x150mm (+< 20mm)

517 Bo Silspt5 (Sils Port) : 02 Bo

5.18 | Dung cu rat Gold Finger Retractor, kich thudce : 01 cai
khoang Smm (£< 1.0 mm)

5.20 Dung cu vén phf‘)i ndi soi (Fan Retractor) : 01 cai

5.21 Dung cu boc tich ndi soi (Endo Peanut) : 10 Cét

522 Dung cu ndi soi diéu tri ro hiu mon, ro xoang long : 01 bd
(VAAFT)

I\ Yéu cau khac

_ Thiét bi dugc ban giao, lap dit va hudng din st dung thanh thao tai
Bénh vién Hitu nghi Viét Duc ;

_ (6 ddingfi k§ su, k¥ thudt vién dwoc dio tao 1am dich vu k¥ thuat sau
ban hang ;

_ Cam két cung cp ddy du chung chi chét lugng (CQ), xuét xt (CO),
céc tai liéu chung minh hang héa nhdp khéu hop phap (d6i véi hang
hoa nhap khéu) hoc gidy ching nhén xut xudng dbi voi hang hoa
san xudt tai Viét Nam; céc tai heu khac twong duong ching minh tu
cach hcrp 18 ctia hang hoa (cdc gidy 1o, taz liéu dé chimg minh nguon
goc xudt xit, ky md hiéu, nhdn mdc, 56 hiéu, chat lmmg, tinh trang
hang héa...), tai ligu hudng dén st dung va bao quan thiét bi ctia hing
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san xudt kém ban dich tiéng Viét khi ban giao ;

Cam két c6 kha ning cung cap gidy phép ban hang hodc gidy uy
quyen ban hang cia nha san Xuét hoac cua dai ly phén ph01 hoic gidy
chirng nhin quan hé dbi tac hodc gifly cam két hd trg k§ thuét, bao
hanh ciia nha san xuét hodc cta dai Iy phan phéi hoiic tai liéu khac c6
gia tri tuong duong trong trudng hop dwoc xem xét tring thiu va ky
hop ddng;

C6 céc tai liéu chimg minh hang héa duge phép luu hanh hop phép tai
Viét Nam theo quy dinh tai Nghl dinh 98/2021/ND-CP ngay 08 thang
11 nam 2021 ctia Chinh phi vé viéc quan Iy trang thiét bi y té ; Nghi
dinh 07/2023/ND- CP ngay 03 thang 3 nam 2023 cua Chinh phu sta
dbi, bd sung mot sb didu cia nghi dmh sb 98/2021/ND-CP ngay 08
thang 11 nim 2021 cua chinh phu vé quan ly trang thiét bi y té, Ngh1
dinh 04/2025/NB CP ngay 01/01/2025 stta ddi, bd sung mot s6 didu
ctiia nghi dmh sb 98/2021/NP-CP ngay 08 thang 11 nim 2021 cliia
chinh phu vé quan Iy thiét biy t& d4 duge stra ddi, bd sung mot s6 didu
theo nghi dinh s 07/2023/ND-CP ngay 03 thang 3 nam 2023 cua
chinh pht, Théng tr 05/2022/TT-BYT cia By Y t& ban hanh ngay
01/8/2022 va céc van ban phap luat khéc lién quan con hiéu lyc.

Yeéu cau vé bao hanh :

+ Thoi han bao hanh : > 365 ngdy (khdng bao gbm Vit tur tiéu hao
thir méy) ké tir ngay ban giao va nghiém thu hang hoa

+ Dia diém bao hanh : tai Bénh vién Hiru nghl Viét buc ;

+ Thoi han sita chita, thay thé : < 14 ngay (ke tir ngdy phat sinh 101)

+ Thoi han c6 mit tai don vi sit dung dé kiém tra : < 48 giv (k& tir
khi ¢6 théng béo) ; ,

Cam két cung cép vt tu tiéu hao, phu kién thay thé trong thoi gian it
nhéit 05 ndm sau ban hang. C6 bidu gia vét tu tiéu hao, phu kién thay
thé va thiét bi phu trg ;

C6 ké hoach bao tri trong thoi gian bao hanh. Bo tri, bao dudng thiét

bi mién phi trong sudt thoi gian bao hanh ;

Thoi gian thyc hién : < 120 ngay ké tir ngay hop ddng co hiéu luc ;
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7. Hé théng phiu thuat ndi soi kém dung cu phéiu thuit ung buéu

I YEU CAU CHUNG
_ Nam san xudt: 2025 trd di
_  Chat luong:
+ Modi 100%
T Nha san xuAt thiét bj chinh dat tiéu chudn quan 1y chét lugng ISO
13485
T+ Thiét bi chinh dat tiéu chudn CE (European Conformity) hodc FDA
(hoic FDA 510 (k)) (Food and Drug Administration)
~ Ngubdn dién: 220VAC/50Hz
- Mai trudng hoat dong:
+ Nhiét do tdi da: >30°C
+ Do Am t6i da: > 70 %
— Yéu cau xuét xir: Uu tién thiét bi chinh v B dung cu phéu thut ndi soi
san xuét tai Nhém céc nude G7 hodc Chéu Au; ;
11 Yéu chu cau hinh S6 hrgng
Hé théng phau thuit ndi soi kém dyung cu phiu thuat : 01 Hé thong
ung buéu kém phu kién tiéu chuin
Céu hinh t6i thiéu bao gom:
1 Hé thong phiu thuit ndi soi kém phw kién tiéu : 01 Hé thong
chuin
1.1 Thiét bi chinh:
B xu Iy hinh 4nh va ngudn séng : 01 BO
~  PAu camera : 01 Cai
~ Ong kinh soi (30°) - 02 Cai
_~ Ongkinh soi hdng ngoai (hodc cin hdng ngoai) : 01 Cai
1.2 | Phu kién va thiét bi phu tro: |
~ Man hinh hién thj 1 01 Céi
_ Maéy bom khi CO2 kém phu kién tiéu chuén : 01 Cai
_  Méy tudi dich chuyén dyung kém phu kién tiéu chuén : 01 Cai
_ Xe diy hé théng : 01 Céi
~ Hop tiét tring va bdo quén 6ng soi : - 01 Cai
_  Déy dén séng : 04 Cai
~  Vét tu tiéu hao cho phau thuét ndi soi, bao gbm: :01BO
+ Clip cam mdu Titan c& trung binh lon. - 100 Cai
+ Clip cam mau Titan c@ trung binh. 100 Cdi
+ Clip polymer c¢& ML. - 80 Cadi
+ Clip polymer c& L. - 80 Cdi
+ Ban chdi vé sinh dung cu, dung dé co rita ham 205 Cai
ctia dung cu.
2 B§ dung cu phéu thut ung buéu : 03 B0
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Huéng din sit dung cia hing sin xuit va ban dich | :01Bd

tiéng Vit

I

Chi tiéu ky thuét co ban :

Tinh ning chung

La hé thdng gdm cac thiét bi sir dung trong ndi soi phau thujt

Cuong do sang diéu chinh dugc: T6i da > 15 budc;

Cai dit duge ché do anh trén b xtr Iy hinh dnh hodc phim bim trén du
camera. '

C6 ché do hién thi song song hinh anh

Pic tinh ky thuit

2.1

Bg xit ly hinh dnh va nguon sang

La bo xir 1y hinh anh dugc thiét ké sit dung v6i cac noi soi bng cing, cO
cong nghe huynh quang/can héng ngoai hodc hong ngoai (ICG);

C6 kha ning ning cip dé sir dung ting dung 3D trén bo xur ly.

B6 xtr 1y hinh anh tich hop hogc tach roi ngudn sang loai LED

Nguon sang st dung duge cho anh sang trang thong thudng va anh sang
cin hdng ngoai hodc hdng ngoai;

Tudi tho béng dén: >30.000 gid;

Nhiét do mau > 5.000K;

C6 cong nghé quan sat hd trg phan biét td chtrc: > 3 cong nghé;

C6 hién thi céc ché d6 hinh anh cho ché d6 anh séng cin hdng ngoai
hoédc anh sang hdng ngoai (khi sir dung v6i ICG): = 3 ché do;

C6 khé nédng tu dong diéu chinh cuong do sang clia ngudn séng;

C6 kha ning xoay hinh anh;

Phong dai dién ti:

+ Téi da> 2x;

+ €6 tdi thiéu > 5 bude (hodic mic);

Kha ndng luu trit cai d3t ngudi ding: > 20 cai dat;

Kha ning lvu dit liéu bénh nhan: > 50 bénh nhén;

bo phan giai hinh anh: Tbi da > (3800x 2100) diém anh (hodc tiéu
chudn 4K trd 1én);

C6 cdng két nbi v6i bd nho ngoai '

Cdng két nbi tin hiéu: ¢ cong 12G-SDI; DVI hodc 3G-SDI hodc tuong
duong (twong thich véi cong tin hiéu két ndi ctia man hinh hién thi);

C6 kha ning chup anh va luu duge anh hodc video

2.2

Ddu camera

St dung cho cdc Gng dung huynh quang (ICG) v6i anh sdng cén hong
ngoai (NIR) hodc 4nh sang héng ngoai (IR);

C6 kha nang hién thi hinh 4nh voi do phép giai > 3800 x 2100 diém anh
(hodc ti€u chuén 4K tré 1én);

Str dung cam bién anh 4K tr& 1én, loai > 2 chip CMOS hodc tuong
duong;
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_  Chttc ning phéng dai k¥ thuit s6: Thi da > 2x;

- Cb céc phim chiic ndng diu camera c6 thé gan chuong trinh: > 2 phim;

_ 6 thé diu chinh nét (focus) ngay trén dau camera;

- Tiéu cu (f): khodng 20 mm (+< 2mm);

_  Trong lugng ddu camera: <300g;

_ Chiéu dai diy c4p camera: > 300cm;

_  Diu camera ngdm dugc dung dich khir khuén (CIDEX, ...) hodc tiét
tring nhiét do thép;

2.3

Ong kinh soi

- Ong kinh soi, huéng nhin 30°, dudng kinh 10mm (#<0.5mm), chiéu dai
lam viéc > 280 mm.

~  Hép tiét trong dugc, sir dung thau kinh hinh gy, c6 phu saphia ho#c vat
liéu chéng xuéc.

~ 2.4

Ong kinh soi héng ngoai (hodc cin héong ngogi);

- Ong kinh soi loai hdng ngoai (hoac can hong ngoai), huéng nhin 30°,
duomg kinh 10mm (+< 1.0 mm), chiéu dai 1am viéc > 300 mm.

_  Hép tiét trung duge, st dung théu kmh hmh gdy, ddu 6ng c6 boc saph1a
hodc vét liéu chéng xudc;

Phu kién va thiét bi phu trg:

3.1

Man hinh hién thi

_ Loai LCD hoic LED hodc OLED hodc twong duong tré 1én, man hinh
chuyén dung trong y té hoic cho phép hlen thi hinh 4nh y té chét luong
cao;

_  Kich thudc man hinh: > 30 inch

- D0 phén gidi: > (3800 x 2100) diém anh hoic tiéu chuén 4K tré 1én;

- Do sang: > 700 cd/m2

~ Do twong phan: > 1000:1

~ Goc nhin: > 170°/170° (hotie > 85°/85°/85°/85°)

_ 86 luong mau hién thi tdi da > 1.0 ti mau (hodc > 10 bit)

_ Cbng két ndi tin hiéu: co cdng 12G-SDI hogc DVI hodc 3G-SDI hodc
twong duong (twong thich voi cbng tin hiéu két ndi cta bo xit Iy hinh
anh);

3.2

Mdy bom CO2

_ (6 hién thi céc thong tin cua ché do bom khi va céc thong s6 bom khi
cai dat va thuc té. !

(6 tinh nang diéu chinh ty dong luu lugng bom

_ C6 bao ddng khi xay ra qua ap

_ Théng sb ki thuat:

+ Ap luc bom t6i da > 25 mmHg

+ Luu lugng bom t6i da: > 40 lit/phut

3.3

My twéi dich chuyén dung

_ Man hinh diéu khién va hién thi céc thong sO co ban sau:
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+ Gid tri cai dat va gia tri thuc té cia luu lugng tudi

T Gid tri cai dat va gié tri thuc té cta ap luc twdi

_ Théng s tudi:

+ Ap lyc tudi tbi da: > 200 mmHg;

+ Luu lugng tudi toi da: > 1500 ml/phit;

14.0mm (< 1.0mm), lam bang thép khong gi hodc
tuong duong, chiéu dai lam viéc > 100mm;

3.4 Diy dan sdng
_ Duong kinh: khoang 4.0mm (+< 1.0 mm) -
_ Chiéu dai: > 300 cm
=35 Hop (hodc khay) dung ong soi
_ C6 kich thuée phit hop dé dung duge 6ng kinh soi
3.6 Xe ddy hé¢ thong
_  Co cénh tay treo man hinh
_ (6> 4 béanh xe, ¢6 phanh hdm.
4 B§ dung cu phiu thuit ung buéu S6 lwgng
Céu hinh t6i thiéu méi bo gom:
4.1 Van trocar da chirc ning, ¢ khoang 10mm (+< Imm), : 02 Céi
mé duge bang tay hodc md tu dong;
4.2 Vé trocar, ¢& khoang 10mm (< 1mm), dau vat ¢ van : 02 Cai
bom khi, 1am bing thép khong gi hodc twong duong,
chidu dai lam vigc > 100mm;
. 4.3 Nong trocar dau sic hinh kim ty thap, ¢ khoing 10mm | :01Cai
(+< 1mm), lam bing thép khong gi hodc twong duong,
chidu dai 1am viéc > 100mm;
4.4 Nong trocar dAu tu, c& khoang 10mm (+< 1.0mm), lam : 01 Cai
tir thép khong gi hodc twong duong, chiéu dai lam viéc
> 100mm;
25 | Van trocar da chirc ning c& khoang 5 mm (+< 1.0mm), | :02 Cai
mé dugce bing tay hodc mé tu dong;
4.6 V4 trocar ¢& khoang 5.0 mm (< 1.0mm), dau vat, co : 02 Cai
van bom khi, 1am bing thép khong gi hodc twong
duong, chiéu dai 1am viéc > 100mm;
4.7 Nong trocar dAu sic hinh kim tu thép, c& khoang 5.0 : 01 Cai
mm (£< 1.0mm), lam bang thép khong gi hodc tuong
duong, chidu dai 1am viée > 100mm;
4.8 Nong trocar dAu t, c& khoang 5.0mm (+< 1.0mm), lam : 01 Céi
bing thép khong gi hodc twong duong, chiéu dai lam
viée > 10 cm; .
4.9 Vo trocar ¢ khoang 14.0mm (< 1. Omm) déu vét, co : 01 Cai
van bom khi, lam bang thép khong gi hodc tuong
duong, chidu dai 1am viéc > 100mm;
4.10 Nong ftrocar ddu sic hinh kim tu thdp, c& khoang : 01 Cai
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4.11

Van trocar da chirc ning c& khoang 14.0mm (=<
1.0mm), mé& dugc béng tay hodc m& tw dong;

. 01 Cai

4.12

Nép giam co khoang 10.0mm/5.0 mm (&< 1.0mm);

.01 Cai

.4.13

N&p giam doi, co khoang 14.0mm/10 mm va
14.0mm/5.0 mm (£< 1.0mm);

- 01 Cai

4.14

Niép cao su dAu trocar ¢& khoang 10mm (< 1.0mm).

: 10 Cai

4.15

Nip cao su dau trocar c& khoang 5.0mm (£=< 1.0mm).

: 10 Cai

4.16

- Nip cao su ddu trocar ¢& khoang 14.0mm (=< 1.0mm).

: 10 Cai -

4.17

Tay cam dung cu don cyc, co chan cim dbt dién don
cuc, loai khong khoa.

- 05 Cai

4.18

Tay cAm dung cu don cyc, cO chan cém dbt dién don
cuc, loai c6 khoa.

: 04 Céi

4.19

Vo6 ngoai, bang kim loai, c6 boc cach dién,'co dau nbi
khéa Luer d& tuéi rra vé sinh. C khoang 5.0 mm (=
0.5mm), dai > 350mm

: 09 Cai

4.20

Ham forcep kep don cuc, nhiéu ring, hoat déng don,
phin ham rng khodng 5. Omm(+<0.5mm), phin ham
dai khoang 15mm(£<l.0mm). Co khoang 5.0
mm(£<0.5mm), chiéu dai > 350 mm;

: 01 Cai

. 5 TR = -l

4.21

Ham forcep kep va phau tich don cuc kiéu KELLY
hoiic twong duong, phin ham dai khoang 20mm
(+<2.0mm), hoat dong kép. Cy khoang 5.0
mm(%<0.5mm), chidu dai > 350 mm;

101 Cai

4.22

Ham forcep kep don cuc, co rang cua, loai khong giy
tbn thuong, phin ham dai khodng 25 mm (+<2.0mm),
mé& cira sd, hoat dong don. C& khoang 5.0
mm(&<0.5mm), chiéu dai > 350 mm;

: 01 Cai

4.23

Ham forcep kep don cuc, phan ham dai khoang 25 mm
(£<2.0mm), loai khong tdn thuong, ham co6 16, hoat
dong kép. C& khoang 5.0 mm(+=0. S5mm), chiéu dai >
350 mm;

: 01 Céi

4.24

Ham forcep kep don cuc kiéu BABCOCK hoidc tuong
duong, phan ham dung cu dai khoang 20
mm(£<2.0mm), hoat dong kép, ¢d mé 16, khong gdy ton
thuong. C& khoang 5.0 mm(+=0. 5mm), chiéu dai > 350
mm,

: 01 Céi

4.25

Ham kep phdu tich, gép gbc sang phai, phin ham tac
dong doi, phdn ham dung cu dai khoang 15
mm(+<1.0mm), ¢& khodng 5.0 mm(£<0.5mm), chidu
dai > 350 mm,

01 Céi




4.26

Ham forcep kep don cuc, khong géy tdn thuong, ham cé
cira sb, cong, ham tac dong don, phan ham dai khoang
25 mm (£<2.0mm). C& khoang 5.0 mm(+£<0.5mm),
chiéu dai > 350 mm;

+ 01 Cai

4.27

Ludi kéo cong don cuc, ham hoat dong kép, c6 rang
cua, phin ham dai khoing 20mm (+<2.0mm). C3&
khoang 5.0 mm(::<0.5mm), chiéu dai > 350 mm;

: 01 Cai

4.28

Ludi kéo dang moc, phin ham dyng cu dai khoang
10mm(+<1.0mm), hoat d¢ng don. C& khoang 5.0
mm(i<0 S5mm), chiéu daj > 350 mm;

: 01 Cai

4.29

Tay cAm kim loai, xoay duoc, khong cé chin cam don
cuc, loai khong c6 khoa.

: 01 Cai

4.30

Vo ngodi, bang kim loai, cich dién. CO khoang 10
mm(<1.0mm), chiéu dai > 350 mm;

: 01 Céi

4.31

Ham forcep kep, hoat dong don, phén ham dung cu dai
khoang 35 mm(+<3.0mm), dang mong vubt, c6 > 2x3
ring. C& khodng 10 mm(+<I. Omm), chiéu dai > 350
mm;

=01 Céi_

4.32

Tay cAm kleu ludng cuc, bang nhua, cach dién, khong
khéa, chin cim d6t dién ludng cuc chéch len khoang
45° (£=5°)

: 02 Céi

4.33

Vo ngoai kep ludng cuc kiéu, bing kim loai, cach dién.

~ Co khoang 5.0 mm(+<0.5mm), chiéu dai > 350 mm;

: 02 Céi

.4.34

Ham forcep kep va phiu tich ludng. Ham c¢6 m& 16, hoat
dong d6i, phan ham dai khoang 20 mm(+=2. Omm), ham
¢ rang cua nho khong gay tdn thuong. C& khoang 5.0
mm(+<0.5mm), chidu dai > 350 mm;

- 01 Cai

4.35

- Ham forcep kep ludng cuc kiéu KELLY hodc tuong

dwong. Ham hoat dong d6i, ham dai khoang 25
mm(£<2.0mm). C& khoang 5.0 mm(£<0.5mm), chidu
dai > 350 mm;

101 Cai -

4.36

Pién cuc phau tich va cAm mdu, dau hinh chit L, vo boc
cach dién, c6 chan cim db6t dién don cyc. 'C& khoang
5.0 mm(£<0.5mm), chiéu dai > 350 mm;

: 01 Cai

4.37

Dung cu thim do tb chirc, ¢6 vach chia thang do d6 dai
don vi cm (ho#ic mm). C& khodng 5.0 mm(+<0.5mm),
chiéu dai > 350 mm;

: 01 Caéi

4.38

Ong tudi hut, bé mit chong l6a, c6 16 bén héng, van
khéa didu khién bing mot tay. CO khoang S. 0
mm(£<0.5mm), chiéu dai > 350 mm;

: 01 Céi

4.39

Ong tudi hit, ¢6 15 bén, c& khoang 10.0 mm(+<1.0mm),
chidu dai > 350 mm;

: 01 Céi




4.40

Tay cdm st dung cho 6ng twéi hut ¢ khoing 10.0 : 01 Céi
mm(£<1.0mm);

4.41

Kim kep kim, ham thing, tay cim c6 khog ham. C& | :01 Cai
khoang 5.0 mm(+<0.5mm), chiéu dai > 320 mm;

4.42

Kim kep kim, ham cong trdi, tay cam c6 khoa him. Co : 01 Céi
khoang 5.0 mm(<0.5mm), chidu dai > 320 mm;

“4.43

Kim kep dung cho Clips Titan (ding véi Clips ¢ trung : 01 Cai
binh 16n), thdo roi va xoay duge, ¢& khoang 10.0
mm(£<1.0mm), chidu dai > 350 mm. Bao gdm 3 phén
¢6 thé théo roi: Tay cim, vo, ham

4.44

Kim kep dung cho Clips Titan (ding v6i Clips ¢& trung | : 01 Cai '
binh), thdo roi va xoay dugc, c@ khoéng 10.0
mm(+<1.0mm), chleu dai > 350mm. Bao gbm 3 phén
c6 thé théo roi: Tay cdm, v4, ham

4.45

Kim kep ding cho Clips polymer (dung VO‘I Clips co £ 01 Céi
ML), chiéu dai > 320 mm;

4.46

Kim kep diing cho Clips polymer (dung vé6i Clips c& L), : 01 Cai
chiéu dai > 320 mm;

.4.47

Thanh ddy chi (ding trong K7 thuat that ntt chi ngoai co : 01 Cai
thd). C& khoang 5.0 mm(+<0.5mm), chiéu dai > 350
mm;

4.48

Déy cao tAn don cuc, chéin cim c¢& khoang 5.0 : 02 Céi
mm(+<1.0mm), chidu dai > 300 cm

4.49

Day cao tan ludng cyc, chidu dai > 300 cm; : 02 Céi

4.50

Hop ngém khir khuén dung cu, kich thudc khoang: 750 : 02 BO
x 220 x 130 mm (£<20mm). C6 di Hop dung, khay duc
15 va Nap day.

4.51

Khay ludi dé tiét tring va bao quan bng soi, ding cho : 01 Céi
01 éng soi ctng, c6 ga dé ndp adaptor dan sang, dém
gitt 6ng soi bang silicone, c6 ndp ddy. Kich thudc
khoang: 430x65x50 mm (< 10mm)

"4.52

Hop tiét tring va bao quan dung cu, c6 duc 16, ndp trong | :02Bo
sudt, loai 02 tAng, kich thuéc khodng: 530x250x150mm
(= 20mm)

Yéu ciu khac

_  Thiét bi dugc ban giao, lip dat va huong din st dung thanh thao tai
Bénh vién Hitu nghi Viét Dic ;

_ C6 d6i ngii k¥ su, ky thudt vién dugc dao tao lam dich vu k¥ thuft sau
ban hang ;

_ Cam két cung cép day da ching chi chéit luong (CQ), xuit xit (CO), céc
tai liéu ching mlnh hang hoa nhap khiu hop phap (d6i v6i hang hoa
nhéap khau) hoic gify ching nhan xuét xuong dbi voi hang hoéa san xudt
tai Viét Nam; cdc tai liéu khéc twong duong chitng minh tu cach hop 1€




cuia hang hoa (cdc gzay 10, ti ligu dé chitng minh nguon gac, xudt xit, ky
ma hiéu, nhan mdc, s6 hiéy, chdt lwong, tinh trang hang héa...), tai liéu
huo*ng din st dung va bao quin thiét bi ctia hang san xuét kém ban dich
tiéng Viét khi ban giao ;

Cam két c6 kha ning cung cp gidy phép ban hang hodc gidy uy quyén
ban hang cia nha san xudt hoac cua dai ly phin ph01 hodic gidy ching
nhin quan hé dbi tac hodc gidy cam Kkét hd trg k§ thuét, bao hanh cua
nha san xuét hodc cta dai Iy phén phbi hogc tai ligu khac co g1a tri tuong
duong trong trudng hop duoc xem Xxét tring thiu va ky hop ddng;

C6 cAc tai lidu chimg minh hang hoa dIIO’C phép luu hanh hop phép tai
Viét Nam theo quy dinh tai Nghl dinh 98/2021/ND-CP ngay 08 thang 11
nam 2021 cta Chinh pha vé viée quéan Iy trang thiét bi y té ; Nghi dinh
07/2023/ND CP ngay 03 thdng 3 nam 2023 cta Chinh phu stita dbi, bd
sung mot s6 didu cua nghi dmh s6 98/2021/ND-CP ngay 08 thang 11
nam 2021 cta chinh phu vé quan ly trang thiét bi y té, Nghi dinh
04/2025/NB CP ngay 01/01/2025 sira dbi, bd sung mot s6 diéu cta ngh1
dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia chinh phti vé
quan Iy thiét biy t& da dugc stra doi, bd sung mot s6 didu theo nghi dinh
s6 07/2023/ND-CP ngay 03 thang 3 nim 2023 cua chinh phii, Thong tu
05/2022/TT-BYT ciia Bo Y té ban hanh ngay 01/8/2022 va cdc vin ban
phap luét khac lién quan con higu luec.

Yéu ciu vé bao hanh :

+ Thoi han bao hanh : > 365 ngay (khong bao gbm VAt tu tiéu hao thir
méy) ké tir ngdy ban giao va nghiém thu hang hoa

+ Dia diém bao hanh : tai B¢nh vién Hitu nghi Viét Dirc ;

+ Thoi han stra chita, thay thé: <14 ngay (ke tir ngdy phat sinh 161)

+ Thoi han c6 mit tai don vi st dung 8 kim tra : < 48 gior (ké tir khi
c6 thong bao)

Cam k&t cung cép VAt tu tiéu hao, phu kién thay thé trong thoi gian it
nhét 05 ndm sau ban hang. C6 biéu gla vat tu tiéu hao, phu kién thay thé
va thiét bj phu trg ;

C6 ké hoach bao tri trong thoi gian bdo hanh. Béo tri, bdo dudng thiét bi
mién phi trong sudt thoi gian béo hanh ;

Thoi gian thye hién : < 120 ngay ké tir ngay hop dong c6 hiéu luc ;

i




Ghi chii:

a. Dia diém cung cdp, ldp ddt; cdc yéu cdu vé van chuyén, cung cdp, ldp ddt, bdo qudn
thiét bi y té:

- Pia diém cung cAp, l4p dat: Bénh vién Hitu nghi Viét Bic.

- Cacyéu ciu vé van chuyén, cung cép, lép dat, bao quan thiét biy té:

+ Viéc dong goi, ghi cha d6i v6i hang héa, cac gifly to bén trong va bén ngoai kién hang:
Hang hoa phai con nguyén dai nguyén kién. Nha cung chp phai dong goi hang hoa ding
yéu ciu va khuyén céo ctia nha san xuat dé tranh hu hong trong qua trinh van chuyén dén
dia diém giao nhin cudi cing (khoa, phong).

“} Noi dung bao hidm: Nha thiu phai chiu trach nhiém thyc hién nghta vy bao hiém hang
héa va cée dich vu lién quan theo céc quy dinh phap ludt hién hanh. Di v6i nhiing rdi ro
d3 duogc mua bao hiém thi chi phi khic phuc hiu qua cdc rai ro ndy do don vi bao hiém
chi tra va khong dugc tinh vio gid hop dong.

2

+ Trach nhiém van chuyén hang héa duoc thuc hién nhu sau: Theo hop ddng, Nha thiu
phai véin ghuyén hang héa dén dia diem du an. Viée vAn chuyén hang héa dén dia diém du

4n, bao gdm cé bao hiém va luu kho theo quy d‘inh trong hop dbng, do Nha thau thuc hién;
céc chi phi lién quan dugc tinh trong gia hop dong.

b. Chét lugng hang hda va cdc yéu cau khde:

- Thiét bi phai méi 100%, bao gdm thiét bi chinh, thiétibi phu trg (néu c6) va phu kién di
kém theo tiéu chuin ctia nha san xuét.
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