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

Muc 1: Yéu cau vé ky thuit:

1. May méi 100%.

2. Nam san xuat: 2025 trd vé sau.

3. Pat tiéu chuan chat lugng theo yéu cau chi tiét muc 1.2 Chuong V

4. Co6 xuat xt ngudn gdc rd rang d6i v6i hang hoa chao théu (mady chinh va
phu ki¢n....): ky ma hi¢u (model)/nhan mac hang hod, hang san xuat, nudc san xuat..

5. Nha thau tham gia dy thau phai chao dung va dii chiing loai, s6 luong hang
hoa néu tai Chuong IV — Pham vi cung cap.

6. Catalog trong HSDT phai Ia Catalog gbc bang tiéng nudc ngoai do hing
san xuat phat hanh va ban dich tiéng viét (d6i véi hang hoa nhap khau) va catalogue
tiéng viét cia hang san xuat (v6i cac thiét bi san xuét trong nudc)

7. Co gidy uy quyen (ap dung v6i may chinh) phan phéi san pham ctia nha san
xuat hodc dai 1y phan phéi chinh thire cua nha san xuat tai Viét Nam cho cac san
pham chao thau (Viéc Gy quyén phai tuan thi quy dinh luat phap Viét Nam va E-
CDNT 16.2).

- Nha thau phai dugc uy quyén thuc hién cac dich vu sau ban hang ciia nha
san xudt hodc dai Iy phan phdi chinh thtrc ctia nha san xudt tai Viét Nam

- Béi véi trang thiét bi y té cac san phém dugc san xut trong nudc thi co s
san xuat phai du diéu kién san xuat trang thiét bi y té va glay phép luu hanh theo quy
dinh tai nghi dinh 98/2021/ND-CP. (nha thau phai cung cip day du hd so cong bd
Luu hanh dang tai trén DMEC)

- Pbi véi trang thiét bi y té nhap khau phai c6 s luu hanh hodc gidy phép
nhap khau theo quy dinh hién hanh

8. C6 can bd k¥ thuat dugce nha san xuat dao tao va cip gidy ching chi thuc
hién 1ap dat, bao dudng, stra chira.

9. Giao hang trong vong 90 ngay ké tir ngay ky hop dong.

10. erlp dit hoan chinh, chay thir, huéng dan st dung thanh thao tai noi dat
may.

11. Bao hanh mién phi t6i thiéu 12 thang ké tir ngay nghiém thu.

12: Nha thau phai cung cap tai liéu chimg minh vé tinh hop 1¢ ciia hang héa

- Hang ho4 dy thau phai ding chiing loai, s6 lugng theo yéu cau ciia E-HSMT.

- Tai liéu k¥ thuat hoic Catalogue thé hién day du cac thong so ki thuat dbi
v6i cac thiét bi cua goi thau.
- Hang hoda mé1 100% , san Xuat tir nam 2025 tré vé sau c6 thoi gian bao hanh,

co nguon gbc xuat x{r rd rang, ky ma hiéu, nhin mac hang hod, hing san xuét, nudc
san Xuat.

- Pat chuén chét lugng ISO 13485 ho.:;ig: tuong du’qng theo yéu cau chi tiét tai
Chuong V E- HSMT con hiéu luc to1 thot diém dong thau



- Nha thau phai dam bao tinh chinh x4c trong thong tin vé chat luong, chi tiét
k¥ thuat hang hoa cua minh.

(Tét cd cdac ban chup tai liu dinh kém E-HSDT, khi ¢6 yéu cdu thi nha thau phdi xudt
trinh ban chinh dé doi chiéu)

13. Yéu cau khac

- Nha thau phai 1ap bang ké khai cac thong sb k¥ thuat cu thé cua thiét bi du
thau (trong bang dap ung tinh ning k¥ thut phai néu rd may chinh, phu kién theo
may va thiét bi phu trg....) voi thiét bi moi thau (Bdng so sanh cau hinh ky thudt thiét
bi, hang héa chao thau cau hinh ky thudt thiét bi, hang héa yéu cau tai Chiwong V
E-HSMT (File dinh dang Word hodc exel) c6 trich dan tinh ndng trong tdi liéu dinh
kém dé chimg minh) ), trong d6 ghi chi rd thiét bi ¢ thong s6 k¥ thuat “tuong
duong” hodc “t6t hon” yéu cau cia HSMT. Trudng hop nha thau dé xuét thiét bi co
thong sb k¥ thuat khac so véi yéu cau cia HSMT thi nha thau phai giai trinh va cam
két vé myc dich d¢ xuat va tinh wu viét thiét bi dé bén moi thau c6 co s& xem xét,
danh gia.

- Nha thau cung cap thlet bi theo dang thong sb k§ thuat quy dinh hodc tuong
duong hodc t6t hon cac thong sb ky thuat quy dinh (dinh kém bang so sanh thong s6
ky thuat va tai liéu ching minh). Yéu cau chung trong phan Thong s6 ki thuét yéu
cau (tai muc 1.2.1 Chuong V)

“Tuong duong” c6 nghia la c6 déc tinh k¥ thuat twong ty, c6 tinh nang st dung 1a
tuong duong vdi cac thong so ky thuat quy dinh trong HSMT.
1.2 .Gi6i thiéu chung vé géi thau:

- Tén goi thau: Mua hé théng X quang k¥ thuat sé chyp tong quat.

- Thuoc ké hoach LCNT, dy toan mua sam: Mua hé théng X quang k¥ thuat
s6 chup tong quat.

- Gia tri g6i thau: 3.079.000.000VND (ba ty khong trim bay chin triéu dong

- Nguén vén: Kinh phi bd sung du toan chi ngan sach nha nudc nim 2024
kinh phi thyc hién ché do chinh sach, cac nhiém vu phat sinh nam 2024

- Hinh thre/phuong thirc lya chon nha thau: Pau thau rong rii trong nude (qua
mang) , mot giai doan mot tai ho so

- Loai hop dong: tron géi
- Thoi gian thyc hién hgp dong: 90 ngay ké tir ngay ky hop dong
1.2.1: Thong s6 k¥ thuit yéu cau.

STT| Tén hang héa Tiéu chuin hang héa Ghi
hoac dich vu ., . i i
(Yéu cau toi thieu, twong dwong hoic tot hon) chi

lién quan

Hé théng |1 Yéu cau chung ‘
X quang |- Nam san xuat: Ném 2025 tro vé sau, mc’fi’ 100%
~ n - Chung chi chat lugng ctia nha san xuat ISO 13485 hodc tuong
1 k¥ thuat # T
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- M6i truong hoat dong:

+ Nhiét do t6i da: > 30°C

+ Do am tdi da: > 70%

- Xuét x(r: Thudc nhom nude dang phat trién G7 (ap dung véi may
chinh)

- May chinh la may X Quang khong bao gdm: tram diéu khlen man
hinh y té, phan mém hé diéu hanh window c6 ban quyén, tim thu
nhan hinh anh, may hut a am, b luu dién.

II. Céu hinh cung cip

- Tt diéu khién ngudn phat tia cao tan: 01 céi

- Bang diéu khién: 01 cai

- Bong phat tia X-quang va phu kién: 01 bo

- B6 chuan truc chum tia: 01 bd

- Cot do bong X - Quang: 01 bd

- Ban chup X-quang trdi trugt 4 hudng: 01 bo

- Gia chup phdi c¢6 Bucky: 01 bd

- Chan dé gia chup phoi: 01 cai

- Cong tic chup cam tay: 01 cai

- Ludi loc tia cho ban: 01 cai

- Luéi loc tia cho gia chup phoi: 01 cai

- B Kit FPD cho ban: 01 bd

- Bo Kit FPD cho gia chup phoi: 01 bd

- Bo giao tiép déng bo voi tu phat tia: 01 bo

- TAm thu nhan hinh anh: 02 tim

- Tram diéu khién xir Iy hinh anh: 01 b

- Phin mém thu nhan va xu 1y anh: 01 bo

- Phan mém hé diéu hanh Window c6 ban quyén: 01 phan mém
- Phan mém két ndi chuan DICOM: 01 phan mém
- Man hinh y té hién thi: > 27 inch: 01 cai

- May hat am: 01 chiéc

- Bo luu dién (UPS): > 3kV A online: 01 bo

- Sach huéng dan st dung Tiéng Anh va tiéng Viét: 01 tap
III. Yéu cau k¥ thuét

Tu diéu khién ngudn phat tia cao tan

Loai phat: Cao tan

Cong suat ciia may: > 50 kW

Dién ap cao thé khi chup: < 40kVp - > 125kVp
Dai dong dién chup > 630 mA

Dai thoi gian phat tia: < 0,01 dén > 5 gidy

Dai mAs: > 500 mAs

B0 giao tiép ti phat tia dong bo véi DR

Chuong trinh giai phau: > 430 chuong trinh
Bong phat tia X-quang

Tiéu diém bong: 02 tiéu diém

Tiéu diém nhé: < 0.6mm

Tiéu diém 16n: > 1.2mm

Dién 4p bong t6i da: > 150kV

Dong bong phat tia > 630 mA

Trir nhiét cia Anode: > 200kHU

Mc tan nhiét toi da cua anode: > 470W

Anode quay: > 2700 vong/ phut

Bé chuén truc chum tia

bén LED




Cuong do sang: >160Lux

Truong phat téi da: > 430mm x > 430mm (tai khoang cach SID
100cm)

Truong phat toi thiéu: 0 mm x 0 mm

Dén tu dong tit: Khoang 30 gidy va/ hodc cac khoang khac > 30 gidy
Cot d6 bong X — Quang (Cot bong ray san hodc san tuong)

Theo chiéu thing dimg (tir tiéu diém dén san): < 500mm dén >
1800mm

Di chuyén doc theo ban: >1800mm

Van hanh bang tay, khéa phanh dién tir

Ban chup X-quang

Kich thudc mat ban: > 800mm x > 2.200mm

Loai ban: Troi trugt 4 hudng

Kha ning di chuyén caa ban:

Di chuyén tién / [ii: > 550mm

Di chuyén sang hai bén: > 24cm

Khoa mat ban: Khoa dién tir

Pham vi dich chuyén cta Bucky: > 270mm

Tai trong tdi da: > 200 kg

Gia chup phdi c6 Bucky

Khoang cach tir dinh Bucky- san: Ttr <750 mm t61 21800 mm

Di chuyén 1én xudng: Dung tay, phanh dién tu

TAm thu nhan hinh anh mit phang

Chét liéu: CsI hodc Gd202S: Tb

Kich thudc tAm nhan anh: 17" x 17" (43 x 43 cm)

D0 phan giai: 3,072 x 3,072 pixels

Kich thuéc tiéu diém anh: < 140um

Mtrc thang xam: > 16-bit

Thoi gian hién anh: khoang 2 gidy sau khi bam chup

Két ndi tam: Két ndi c6 day (Wire) hodc khong day (Wireless)
Tram xir ly anh

Bo xur ly: Core 15 3.0 GHz tr¢ Ién

RAM: >16GB

O cung: >1TB

Phy kién: Chudt, ban phim, diy ngudn: 01 bd

Man hinh y té LCD: >27 inch

Phan mém xir Iy anh: Kha ning két néi DICOM: In anh, Luu anh,
Danh sach lam viéc Worklist

May hat Am

- Ngudn dién: AC 220V, 50/60 Hz

- Cong suat: > 27L/ ngay

B0 luu dién UPS online

Ngudn cap: 220/230/240 VAC, tan sb: 50/60 Hz

Cong suat dau ra: >3 KVA

IV. Yéu ciu khéc:

- Thoi gian giao hang ké tir ngay ky két hop dong: tdi da 90 ngay

- Thoi gian bao hanh: t6i thiéu 12 thang

- Dao tao, hudng dan sir dung thanh thao cho nguoi s dung; dao tao
vé bao dudng, stra chira cho nhan vién ky thuat.

- Pon vi cung cip phai ¢ mat khac phuc sy ¢6 trong vong 3 ngay ké
tir khi nhan duogc bao cdo su ¢d tir don vi str dung.

_ Cam két cung cip phu ting, vat tu tiéu hao t6i thiéu 8 nam sau bao
hanh




- Cam két ¢am bao dich vu va c6 chao gia cac phu kién thay thé, vat
tu ti€u hao va bao tri sau bao hanh.
- Cam két cung cip gidy chimg nhan xuét xt (CO), Gidy chimg nhan
chat lugng (CQ) khi giao hang.

1.3. YEU CAU KHAC

1.3.1. Bang danh muc hang héa dw thau va Bang chao ddp iing ky thudt:

(i) Bang danh muc hang hoa duw thau:

- Nha thau phai ké khai ddy du thong tin ctia hang hoa du thau theo mau dudi day va
cung cép file dinh dang Excel kém E-HSDT, dong thoi cung cip cung file scan ban in c6
ky, dong dau, hop 1é. Nha thau phai dam bao va chiu trach nhiém vé sy théng nhat gitra
no1 dung file excel va file scan.

BANG DANH MUC HANG HOA DU THAU

Tén nha thau: ... ...

Email: ......

S6 dién thoai nguoi phu trach thau: ... ...

Théng tin hang héa du thiu

Tai liéu chirng minh tinh hop 1& hang héa theo yéu cau tai Muc 1.3.2 Chwong
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Théng tin hang héa dw thiu Tai liéu chung minh tinh hgp 1¢ hang {1}03 theo yéu cau tai Muc 1.3.2 Chuong
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(ii) Bang chao dap wng ky thuat:

- Nha thau phai ké khai ddy du thong tin theo mau dudi day va cung cap file dinh
dang Excel kém E-HSDT (tao riéng 1 bang tinh (sheet) cho mdi mit hang trong file
excel, vi du: goi thau c6 7 mat hang thi s& c6 tuong ting 7 bang tinh (sheet)), dong thoi
cung cip cung file scan ban in ¢ ky, dong dau, hop 1¢ cta nha thau. Nha thau phai dam
bao va chiju trach nhiém vé sy théng nhét gitra ndi dung file excel va file ky, dong dau.

- MAu duéi ddy dung dé phuc vu viéc danh gia vé ki thuat hang héa dy thau ciia nha
thau. Nha thau phai ké khai ddy du va chinh xac cac thong tin theo mau nay. Nha thau phai
chiu moi trach nhiém vé hau qua hodc su bat loi néu khong 1am dung theo quy dinh. Viéc
nha thau cd tinh ké khai thong tin khong dung véi thong sb ki thuat ma nha san xuat da
cong bd nhim muc dich vuot qua bude danh gia vé k¥ thuat duoc coi 1a hanh vi gian l4n
trong du thau quy dinh tai Khoan 4 Diéu 89 Luat Pau thau va s& bi xur 1y theo quy dinh
cua Phap luat.

BANG CHAO PAP UNG THONG SO KY THUAT




Stt

Noi dung yéu ciu cia
E-HSMT

Noi dung E-HSDT

Tai liéu tham chieu

May ......
So lwgng: ......

S6 lwong: ......
Model: ......

Hing san xut: ......
Xuit Xif: ......

Hang chua so
(hang/nworc): ......

Nha thau ké khai day du
cac thong tin yéu cau.

Yéu cau chung

Yéu cau chung

Ghi rd tén tai liéu, s6
trang tham chiéu va
trich din noi dung cu
thé trong tai liéu tham
chiéu thé hién tinh dap
ung cuia hang hda cua
ting noi dung yéu cau
ky thuat.

II | Yéu cAu ciu hinh Yéu cau ciu hinh
] ] Nha thau chao thau du
ndi dung theo yéu cau.
II | Yéu ciu ky thuat Yéu cau ky thuat
Ghi 3 tén tai liéu, s6
trang tham chiéu va
trich dan ndi dung cu
thé trong tai liéu tham
- - chiéu (ban goc) thé hién
tinh dap tng cua hang
hoa cua ting ndi dung
yéu cau k¥ thuat.
Xem céc vi du dudi day:
Phuwong thirc lam mat: lam Phwong thirc lam mat: lam mat Sp eczﬁca‘tlons. trqng .
"y A - o s A . . . 20: Cooling liquid Oil
madt bang dau hodc nuwdc va | bang dau voi cong tac an toan .
o 2 . .A o cooled X-ray tube with
cong tac an toan nhiét. nhiét. .
thermal safety switch
Kiém soat thé tlch;' ]PP‘IA{, Kiém sodt thé tich: IPPV, Brochure trang 11:
SIMV, S-IPPV hodc nhiéu SIMV. S-IPPV Volume-controlled:
hon ’ IPPV, SIMV, S-IPPV
Neurofax EEG-1200
, . , . Trang 4: Waveform
Dang song: bucc song 0.25 | Dang song: budc song 0.25 Hz
L e . L . shape 0.25 Hz step
Hz hodc song sin 10 Hz hodc song sin 10 Hz )
wave or 10 Hz sine
wave
IV | Yéu chu khic Yéu chu khic

Nha thau cam két
va/hodc tai liéu theo yéu
cau.




1.3.2. Tai liéu churng minh tinh hop [¢é cua hang hoa

a. Co catalogue hodc tai liéu k¥ thuat clia nha san xuét (cung cap ca ban gdc va ban dich)
néu rd ddi véi tirg loai hang hoa:

- Model, ky ma hiéu, nhin hiéu san pham (theo quy dinh cta nha san xuét);

- Tén nha san xuét;

- Théng sb k¥ thuat hang hoa;

- Quy céach hang hoa (néu co);

Nha thau phdi diing cong cu danh diu (highlight) vao cdc ni dung cu thé chirng

minh hang hoa dap vrng ky thudt tai catalogue hodc tai li¢u ky thudt.

b. Tai li¢u chiing minh nang luc thuc hién hop dong: Gidy phép/uy quyén ban hang hoac
cac tai liu tuong duong khac theo quy dinh tai E-CDNT 16.2.

c. Dbi voi hang hoa 1a trang thiét bi y té, cung cap céc tai lidu sau:

- Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/NB-CP, Nghi
dinh s6 07/2023/ND-CP va cac quy dinh phap luat hién hanh.

-S4 luu hanh con han hodc dugc cép phép nhap khau theo quy dinh tai Nghi dinh s6
98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Thong tu s6 05/2022/TT-BYT ngay
01/8/2022 va cac quy dinh phap luét hi¢én hanh, cu thé nhu sau:

+ Dbi voi trang thiét bi y té loai A, B: SO cong bd va Phiéu tiép nhan (hodc Phiéu
thong tin) HO so cong bé tiéu chuan ap dung cua trang thiét bi y té trén Cong thong
tin dién tir BO Y té (dmec.moh.gov.vn),

+ Dbi vi trang thiét bi y té loai C, D: Gidy chting nhan ding ky luu hanh hodc gidy
phép nhap khau caa B Y té theo quy dinh. Di voi trang thiét bi y té khong thudc
danh muc phai cap phép nhap khau thi nha thau phai ké khai rd mat hang khong
thudc danh muc phai cip phép nhap khau.

- S6 cong b va Phiéu tiép nhan (hoic Phiéu thong tin) hd so cong bd du diéu kién san
xuét d6i véi trang thiét bi y té san xuAt trong nuoc, theo quy dinh tai Nghi dinh sb
98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va cac quy dinh phap luat hién hanh.

- Gidy chirng nhan nha san xuat/co sé san xuat dap tng tiéu chuan chat luong ISO 13485
theo phién ban hién hanh (con hiéu luc tdi thiéu dén thoi diém dong thau):

d. Dbi véi hang hoa khong phai 13 trang thiét bi y té:

- Gidy chiing nhan nha san xuat dap tng tiéu chuan chat lugng ISO 9001 hoic CE hodc
tuong dwong (con hiéu luc t6i thiéu dén thoi diém dong thau).

* Ghi chu:

- Céc tai liéu phai dap ung yéu cau sau:

+ Nha thau phai cung cép file scan (mau) tir ban géc hodc ban chyp dugc ching thyuc
cua co' quan chirc nang theo quy dinh cua phap luat. Néu tai liéu dugc cip truc tuyén thi
phai 1a ban dugc tai truc tiép tir website/cong thong tin hodc ban co du xac nhan cua nha
thau/don vi lién quan, nha thau phai chiu trach nhi¢ém vé tinh trung thyc va chinh xac cua

tai liéu va cung cap duong dan dé tra ctru néu dugc yéu cau.
+ Tai liéu bang tiéng nu:oc ngoai phai c6 ban dich sang tiéng Viét Nam va nha thau

chiu trach nhiém phép 1y vé tinh chinh x4c cta ndi dung dich thuat khi phat hanh. Trong
truong hop co su sai khac giita ban dich va ban gdc thi Bén moi thau s& danh gia dya vao
ban gbc.



1.3.3. Ban cam két ciia nha thau
Nha thau phai cung cip ban cam két c6 ky, dong dau hop 18 thé hién diy du cac ndi
dung cam két nhu sau:
- Céc thiét bi hang hoa phai bao dam méi 100%, san xuat nam 2025 trd vé sau;
- Lép dat, huéng dan su dung tai noi str dung;
- Thuyc hién kiém dinh an toan, tinh nang k¥ thuat va hi¢u chuén thiét bi trude khi nghi¢m
thu, ban giao, dua vao str dung;
- Trong thoit gian bao hanh, nha thau phai c6 dich vu ho tro ky thuat: 24/24; 7 ngéy/tuén.
- Dinh ky thuc hién bao tri theo tiéu chuan ctia nha san xuat trong thoi gian bao hanh.
- Khi c6 yéu cau kiém tra, sira chita dot xudt, nha thau c6 kha ning dap ung trong vong
48 gid ké tir khi nhan duoc thong bao ciia Bén mua.
- Nha thau sé& cung cap tai liéu khi giao hang bao gom:

(i) Ban gdc hodc ban sao cong ching Gidy chimg nhan két qua kiém dinh ddi véi cac
thiét bi thudc dién phai kiém dinh theo quy dinh. Chi phi kiém dinh do nha thau chi
tra.

(ii) Pbi véi hang hoa nhap khau: Ban gbc hoic ban sao cong ching Gidy chimg nhan
xuat xit (CO), Gidy chiig nhan chat luong (CQ); Ban sao to khai hai quan, van don,
packing list, Gidy phép nhap khau néu hang hoa 1a trang thiét bi y té (Trir trudng hop
hang hoa nam ngoai quy dinh phéi c6 gidy phép nhap khau) va céc tai liéu ching
minh thiét bi dugc thong quan hop phap véi ddy du thong tin vé hang héa nhu trong
hop dong;

(iii) P6i v6i hang hoa san xuat tai Viét Nam: Phiéu xuét kho hodc Gidy ching nhan chat
lugng xuat xudng d6i voi cac thiét bi san xuét trong nudc; S6 ding ky lvu hanh néu
hang hoa 12 trang thiét bi y té.

(iv) Chung thu giam dinh vé sb luong, tinh mdi, chung loai, ky ma hiéu, ngudn gbc,
Xuét xir, nm san xuét, ciia hang ho4 khi ban giao

1.3.4. Huéng dan trinh bay cdc file trong E-HSDT ddng tdi trén Hé thong:

Céc file dir li¢u cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng biét theo
folder nhu sau:

1. (Folder 1) Tinh hop 1é:

- Bao dam duy thau + tai liéu ching minh tu cach hop 18 cua ngudi ky thu bao
lanh.

2. (Folder 2) Ning lwc kinh nghiém:

(File 2) B4o cao tai chinh ndam __ (vi du: 2022)
(File 3) B4o cao tai chinh nam __ (vi du: 2023)
(File 3) Bdo cao tai chinh ndam  (vi du: 2024)

(File 4) Xac nhan thyc hién nghia vu thué

(File 5) Bang ké hop dong tuong tu theo ma HS



(File 6) Hop dong tuong tr 1 (bao gdm hop ddng, bién ban nghiém thu/ thanh
ly/ héa don GTGT...)

(File 7) Hop dong tuong tr 2...
(File 8) Nhan sy cha chdt 1 (cac tai liéu ching minh)
(File 9) Nhan sy chu chdt 2 ...

.. va cdc tai liéu lién quan khac (néu co)

3. (Folder 3) Ky thuét: Ngoai Bang danh myc hang hoa dy thau va Bang chao dap
ung k¥ thuat, nha thau 1ap cac folder riéng cho ting mat hang hodc cac mat hang du thau
c¢6 cung hing san xuét hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach
riéng cac file tai liéu va danh s thi tw mit hang theo E-HSMT, vi du:

1. (Folder 3.1) STT 1, 2:

(File 1) Gidy uty quyén (bao gom: 1ty quyén tir hing chii s6 hitu, 1ty quyén tir nha
phdn phéi...)

(File 2) Ban két qua phéan loai TTBYT

(File 3) SO luu hanh (bao gom: Phiéu tiép nhdn/Phiéu théng tin ho so cong bé
tiéu chudn ap dung, gidy chitng nhan ddng ky lwu hanh, gidy phép nhdp khdu
v.v...)

(File 4) Chimg nhan chat lugng (bao gom: ISO 13485, ISO 9001, CE...)

(File 5) Catalogue

(File 6) Datasheet

(File 7) Instruction for Use

Céc tai liéu lién quan khéc (néu cd)....

Luu y: dé nghi nha thau tich riéng tieng tai liéu ky thudt (catalogue,
datasheet...), khong gop chung tit cd tai liéu ky thudt vao 1 file. Yéu cau dat
tén file diing theo tén tai liéu ding dé tham chiéu trong Bdang chao ddp vng ky
thudt va dimg céng cu danh dau (highlight) lén cdc néi dung ky thudt cu thé
chirng minh ddc tinh, théng sé kj thudt ciia hang héa theo yéu cau.

1.3.5. Bang ké hop dong twong tw theo md HS ciia hang héa

Nha thau ké khai va dinh kém file excel va mét ban scan c6 ky, dong ddu ctia nha
thau theo mau sau trong trudng hop nha thau ching minh hop dong twong tu thong qua
cac mat hang c6 cung ma HS. Nha thau chiju trach nhiém veé tinh chinh xac va trung thuc
ctia thong tin duge cung cap. Bén moi thau s§ danh gia tinh chat va quy mé tuwong tu cua
hop dong nha thau ké khai theo ma HS trén co s cac thong tin tai bang ké khai nay va cac
tai liéu dinh kém. Ngoai hop ddng twong tu, nha thau phai dinh kém tai liéu chimg minh
ma HS ciia mit hang twong ty bang cac tai liéu hop 1€ lién quan (nhu to khai hai quan).
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Ghi chu:

- Noi dung chi tiét vé cach xac dinh hop dong twong tu theo ma HS dugc quy dinh
tai Ghi chu s6 (9) va sé (10) tai Chwong III E-HSMT, muc Bang tiéu chuan danh gia vé
nang lyc va kinh nghi¢m.

- Pbi v6i nha thau 1a lién danh: ting thanh vién lién danh phai théa man yéu cau
tuong duong véi phan cong viéc dam nhéan (hop dong tuong ty cua ting thanh vién xét
theo gi4 trj trong Ung clia cac mit hang thanh vién d6 cung cap).

Muc 2. Ban vé: Khong c6 ban vé.

Muc 3. Kiém tra va thir nghiém

Bén moi thiu c6 quyén yéu cau kiém tra, thr nghiém hang hoa duoc cung cap dé
dam bao hang hoa d6 c6 dic tinh ky thudt phu hop vé6i yéu cau cua hop dong. Thoi gian,
dia diém va cach thirc tién hanh kiém tra, thir nghiém:

+ Pia diém: Tai don vi sir dung.

+ Thoi gian: do cac bén thoa thuén;

+ Noi dung kiém tra: kiém tra toan b hang hoa theo yéu cau ctia hop dong;

+ Chi phi td chire thue hién: do nha thau chi tra.




- Trudng hop hang hoéa khong phu hop véi dic tinh ki thuat theo hop dong thi Bén
moi thiu c6 quyén tir chdi va Nha thau phai c6 trach nhiém thay thé hoic tién hanh nhiing
diéu chinh can thiét dé dép tng ding cac yéu ciu vé dic tinh k¥ thuat. Truong hop Nha
thau khong c6 kha ning thay thé hay diéu chinh cac hang hoa khong phu hop, Bén moi
thau c6 quyén t6 chirc viéc thay thé hay diéu chinh néu thiy can thiét, moi rui ro va chi phi
lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thir nghiém hang héa ctia Bén moi
thau khong din dén mién trir nghia vu bao hanh hay céc nghia vu khac theo hop déng cua
Nha thau.

- Thu hdi hang héa trong truong hop hang hoa giao nhung khong dam bao chat lugng,
hoc khi str dung khong dat yéu cau chuyén mon ma nguyén nhan khong phai do 16i bén
moi thau.

- Cung tmg du hang hoa néu trang thau trong moi diéu kién theo yéu ciu ctia bén moi
thau

- Co giay phép ban hang ctia nha san xuat hodc gidy ching nhan quan hé dbi tac hoic
tai liéu khac c6 gia tri trong duong
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