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

Muc 1. Yéu ciu vé ky thuit

1.1. Gi6i thiéu chung vé dw an/dw todn mua sim, géi thau

- Tén goi thau: Mua thiét biy té nam 2026;

- Tén du toan: Mua thiét bi y té nam 2026;

- Chu dau tu: Bénh vién da khoa khu vuc Thuan Chau;

- Dia} chi thuc hién ban giao hang hoa: Bénh vi¢n da khoa khu vuc Thuan Chau.
bia chi: Tiéu khu 9 xa Thuan Chau, tinh Son La;

- Ngudn von: Ngudn ngan sach nha nudc cip va ngudn quy PTHD su nghiép cua
don vi;

- Hinh thirc d4u thau: Pau thau rong rii trong nudc, qua mang;

- Phuong thirc dau thau: Mot giai doan, mot tai ho so;

- Thoi gian to chirc lwa chon nha thau: 60 ngay;

- Thoi gian bt dau t6 chirc lwa chon nha thau: Quy II nam 2026

- Hinh thirc hop ddng: Theo don gia c¢d dinh;

- Thoi gian thuc hién hop dong: 60 ngay

1.2. Yéu cdu vé ky thugt

1.2.1. Yéu cdu chung: Nha thau cam két trong E-HSDT cac noi dung sau:

- Toan bo hang héa méi 100% chua st dung, cac kién hang trude khi giao
nhan déu phai con nguyén dai, nguyén ki¢n.

- Vat tu phy tung kem theo day di, dam bao cac thiét bi c6 thé hoat dong
binh thuong ngay sau khi lap dit.

- Thu hoi hang hoa trong truc‘mg hop da giao nhu’ng khong dam bao chat
luong hodc ¢6 thong bao thu hoi cua co quan ¢o tham quyén nhung nguyén nhan
khong phai do 16i Cha dau tu.

- Cam két cung cép tai liéu chimg nhan ngudn gdc, xuat xtr va tai liéu ching
nhan chat lugng hoac céc tai liéu khac co6 gia tri trong duong khi giao hang

- Cam két hang hoa c6 nhin véi day du thong tin theo quy dinh hién hanh
ctia phéap luat vé nhin méc hang hoa.

- Cam két Pong goi, van chuyén: Theo tiéu chuin ctia nha san xuat.

- Cam két Bao quan hang hoa: Theo quy dinh cuia nha san xuat.

- Thoi gian can bg ky thuat san sang tiép can dé khic phuc su c¢b cho hang

hoa: < 48 gio ké tir khi nhan duoc yéu cau qua dién thoai;
- Tai liéu hudng dan sir dung, bao dudng: Ban gbc + ban dich tiéng Anh va

tiéng Viét: 01 bo/mdi thiét bi (Nha thau cam két cung cap trong E-HSDT).



- Pao tao hudng din sir dung, bao dudng thiét bi: Huéng dan thanh thao cho
ngudi st dung (C6 cam két dinh kém trong E-HSDT).

- Bao hanh: Theo cong b ciia nha san xuat nhung tbi thiéu > 12 thang ké tir
ngdy nghiém thu hang héa, dua vao sit dung (C6 cam két dinh kém trong E-
HSDT).

- Nhé}hﬁu phai c6 bang Nop Bang dap ing vé k¥ thuat cta hang hoa chao
thau theo mau sau (file mém) theo quy dinh tai muc 1.3, chuong V, E-HSMT.

1.2.2. Yéu ciu k¥ thuét chi tiét

Yéu cau vé ki thuat bao gdm yéu cau vé ky thuat chung va yéu cau vé ky thuat chi
tiét doi véi hang hoa thude pham vi cung cap cua goi thau, cu thé:

- Nha thau phai cung cp dy du Catalogue va cac tai liéu c6 lién quan nhu: Tai
liéu k¥ thuat, huéng dan st dung... cho toan b hang hoa chao thau dé chung minh
hang hoéa do minh chao thau l1a dap g cac yéu cau vé k¥ thuat.

- Céc tiéu chuan ky thuat ciia cac nha thau néu trong E-HSDT phai thé hién trén
catalogue va tai liéu ky thuat. Nha thau chao cac TSKT cua hang hoa theo thtr tu yéu
cau va ghi rd thong so ky thuat tham chiéu tai trang nao cua catalogue hay tai li¢u ky
thuat.
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STT Danh muc Cau hinh, tinh niing, thong so ky thuat
1.1 | Maéydonhin4p | 1. Yéu cau chung ’ ‘
khong tiép xuc -Thiet bi modi 100%, san xuat tr ndm 2025 trd vé sau.

-Tiéu chuén ISO 13485, CE hoic FDA hoic tuong duong.
-Diéu kién méi trudng hoat dong:

+ Nhiét do ti da > 35do C

+ Do am t6i da > 85%

-Ngudn dién: 220 VAC+- 10%/ 50Hz hodc 100-240 VAC/50Hz
2. Yéu cau ciu hinh

- May chinh: 01 cai

- Day ngudn: 1 cai

- Cau chi: 2 cai

- Gidy ty cam: 100 tor

- Bao che may: 1 céi

- Gidy in nhiét: 5 cudn

- Num cao su che Camera: 2 cai

- May in tich hop vao may chinh: 01 cai

- Hu6ng dan sir dung tiéng Anh va tiéng

Viét: 01 bo

3. Thong sb k¥ thuat:

+ Ché d6 do ap luc nodi nhin (AT3D (X,Y,Z), AT2D (X,Y), MT
(Manual)

Pham vi do: 1~60mmHg

- Ché d6 do: SPC30,

SPC60, 30, 60

- B§ chinh xac do:

+5mmHg - Tinh nang (SPC) kiém so4t thoi thong minh: SPC30(0 -




30mmHg) hodc PC60 (0 - 60mmHg)
- Chure nang bu d6 day giac mac trung tdm: Co
- Man hinh hién thi > 5,7 inch c6 thé xoay chinh cic goc quan sat

1.2

May sinh hién vi
phiu thuit

I. Yéu cau chung:

- Nam san xuat: Thiét bi phai dugc san Xuét tir ndm 2025 tré vé
sau,m&1 100%

- Tiéu chuan chat lugng: Mdy chinh phai c6 chimg nhén tiéu chudn
chét luong: ISO 13485 hoic twong dwong

- Ngudn dién: 220V/50Hz

- Biéu kién van hanh

+ Nhiét d¢ t6i da 1én dén > 30 do C

+ D0 am tbi da 1én dén > 70%

+ Xuat x{t may chinh: thudc cac nudc G7 hoic twong duong

II. Yéu cau c4u hinh:

+ Kinh hién vi phiu thuat mat kém phu kién tiéu chuan: 01 bd
T6i thiéu da bao gom:

+ Chén dé di dong trén 4 banh xe: 01 cai

+ Canh tay nang: 01 cai

+ Cap ndi tiéu chuan: 01 bo

+ Thi kinh 2 mat: 01 bd

+ Vat kinh: 01 b0

+ Khép néi: 01 cai

+ Pedan diéu khién chan: 01 cai

+ B num tiét trung: 01 bo

+ Bao phu bui: 01 cai

+ Cap nguon: 01 cai

+ Huéng dan sir dung tiéng Anh va tiéng Viét: 01 bd

II1. Yéu cau k¥ thuat

- Kinh hién vi phau thuat str dung ngudn sang Led chiéu sang truc
tiép.

- Kinh loc ¢6 > 3 loai, it nhét c¢6: Kinh loc anh sang xanh, Kinh loc
hép thu nhiét

* Kinh hién vi

- Thi kinh quan sat: > 10 X.

- Vit kinh ¢6 tiéu cy F > 175mm.

- Thay d6i d6 phong dai > 5 mirc

- Tong mirc phong dai: < 5X dén > 20X

- Trudng quan sat t6i da > G40mm.

- Ong quan sat hai mat nghiéng > 30 do

- Khoang diéu chinh d6 nét: > 30mm

- Khoang dich chuyén X-Y: + > 25mm

* Chiéu sdng:

- Hé thong chiéu sang truc tiép tiép > 02 ngudn hoic tuong duong
- Ngudn sang LED, tudi tho > 40.000 gio

- Trudng sang > B55 mm

- Chinh d6 sang > 9 mtec.

* Chdn dé, Canh tay ning

- Chan dé: dang dimg

- Do dai dudi toi da canh tay: > 1000 mm

- Hanh trinh doc cta canh tay: > 400mm

- Kich thuée dé: 650mm x 650mm (£< 15%)
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STT Danh muc

Ciu hinh, tinh niing, thong sb k§ thuit

2.1 H¢ thong kéo gidn
¢t song luwng va co

1. Yéu ciu chung

Nam san xuét: 2025 tré vé sau, hang méi 100%

Tiéu chuén chat luong: ISO 13485, FDA hoac CE hodc tuong
duong.

Nguon dién: AC 220V, 50Hz

Moi truong hoat dong:

+ Nhiét do t6i da: > 30°C

+ Do am tbi da: > 70%

+ Xuat xtr may chinh thuécCac nudc khu viuc Chau Au

2. Yéu ciu ciu hinh

May chinh: 01 céi.

Man hinh cam tng: 01 céi

Nt dimg khan cap : 01 cai

Ké chan diéu chinh: 01 cai

Day dai kéo c6: 01 cai

Day dai kéo lung: 01 cai

Day dai vung nguc: 01 cai

Ban kéo gidn cot séng cd dinh dong bo: 01 céi

Thanh diéu chinh goc kéo ¢ puly: 01 cai

Diéu khién nang ha giwong: 01 cai
Nt ¢b dinh thiét bi trung tim véi khung kéo: 04 cai

Day kéo bang nilon c¢6 méc leo ni

Gia d6 may chinh: 01 cai

Tai liéu huéng dan st dung Anh/ Viét: 01 bo

3. Yéu cau Ky thuit:

Loai diéu tri: kéo lién tuc, kéo khong lién tuc, kéo khong lién tuc
tang dan déu, kéo khong lién tuc giam dan déu, kéo khong lién tuc
theo chu ki hodc nhiéu hon

C6 thé két hop 1 dén 5 kiéu kéo trong 1 chuong trinh kéo.

Lyc kéo: <30->850N/<3->85kg

Thoi gian kéo/ Thoi gian giir luc co sé: <1 gidy —> 1 gio (quang
nghi < 5 gidy)

Céc budce (luy tién): 1 —> 20

Téc do (thay doi luc kéo): < 1 —> 45 N/ gidy (khoang cach <1 N).
Thoi gian diéu tri: 1 gidy —>120 phut

Phéc d diéu trj tw tao: > 50

Phac d6 diéu tri ¢6 sin: >3

Chuong trinh tudn tu: > 5 hinh thtc thue hién liéu phap

Kiém soat an toan cho luc kéo trén: >200 N

Man hinh cam mg: >4 inches, ddy di mau sic, cam tng dién dung
hodc tuong duong

Mic tiéu thu dién ning toi da: < 100 VA

Tiéu chuén an toan va hiéu suat: Phan loai thiét bi y té IIb hodc
tuong duong hodc cao hon
Thiét bi nay tuan thu tit ca cic yéu cau thiét yéu cua Chi thi vé
Thiét bj Y t& (93/42 / EEC) hodc tuong dwong hodc cao hon
Lép an toan I (IEC 60601-1) hoac twong duong hodc cao hon
Loai B Dong ro va dét an toan twong tmg vdi tiéu chuan IEC 60601
-1 hodc twong duong hoac cao hon
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STT

Danh muc

Cau hinh, tinh niing, thong s6 k¥ thuat

3.1

Monitor san khoa 2
chirc nang

1. Yéu ciu chung

Niam san xuat: 2025 trg vé sau, hang méi 100%

Tiéu chuén chét luong: ISO 13485

Nguon dién: AC 220V, 50Hz

Moi truong hoat dong:

+ Nhiét d¢ tbi da: > 30°C

+ Do am tbi da: > 70%

+ Xuit x&r may chinh: thudc cac nudc G7 hodc twong duwong
2. Yéu céu ciu hinh

- May chinh kém may in: 01 b

- B6 phu kién ti€u chun, bao gém:

+ Pau do Doppler theo ddi con co tir cung: 01 bd

+ Pau do Doppler theo dbi tim thai;

+ Thiét bi danh dau ctr dong thai: 02 cai (01 cho thai don, 01 cho
thai do6i)

+ Pai ¢b dinh dau do: 02 cai ( 01 cho thai don, 01 cho thai d6i)

+ Gidy in nhiét: 02 xap/tép/tap

+ Xe ddy may: 01 cai

+ Gio dung phu kién gin trén may: 01 céi

+ Gel si€u am: 01 chai

+ Sach hudng din sir dung tiéng Anh/ Viét 01 b

3. Yéu ciu thong sé ky thuat

May monitor san khoa theo ddi hai chirc ning bao gdm : nhip tim
thai va con go tr cung , ngoai ra con c6 theo déi ctir dong thai.

+ Pau do véi do nhay tdt, cac nhiéu do yéu t6 bén ngoai duoc loai
trir xubng t6i thiéu

+ Man hinh mau cam ung TFT, > 7 inch

+ may in dugc tich hop may in nhiét d6 phéan giéi c6 chuc nang
phat hién loal gidy va canh bao hét gidy. C6 > 3 toc do in gidy, t01
thiéu bao gom 3 cm/phut, 2 cm/ phut 1 cm/ phut. Cac thong so co
thé ghi bao gdm: nhip tim thai, chuyén dong thai nhi, con co ¢d tir
cung, ghi chu thoi gian, ngay thang, cac ki hiéu theo doi, thong tin
bénh nhan, va phlen ban phan mém.

+ Thong tin hién thi: Pién thai d6, cac thong s6 cua thai nhi va me,
tinh trang thiét bi, cai dat

+ Pin sac sin trong may giup duy tri ngudn dién tam thoi khi mat
dién hay van chuyén san phu

+ May c6 b nhd tam thoi khi may bi hét gidy hay mat dién

+ Dit liéu trong bd nhé tam thoi sé in tde d6 cao tai thoi diém phuc hoi
dién

+ May luu dir lidu 1én dén > 6 gid

+ May c6 cong két ndi mang LAN

+ May c6 tinh nang danh dau khi tién hanh cac thi thut.

3.1. Bo nhip tim (FHR)

+ Tin hiéu dau vao: Hé thdng 2 kénh siéu am Doppler

+ Dai do: 50 - 240 nhip/ phut

+ Béao dong: khi nhip tim thai vuot qua gidi han trén dudi va thoi gian tré.
3.2. PBo ctr dong thai:

+ K¥ thuat phat hién: siéu am Doppler, 2 kénh




+ Céch thirc ghi: Ghi song nhon

3.3. Bo con co tir cung:

+ Tin hiéu vao: dau do theo ddi con co tir cung
+ Dai do: 0 — 100 Units
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May nghe tim thai

1. Yéu ciu chung

Nam san xuat: 2025 trd vé sau, méi 100%

Pat chimg chi chét lugng: ISO 13485 hoidc twong duong
Ngudn dién sir dung: Phu hop véi tiéu chuan dién tai Viét Nam
biéu kién mdi truong hoat dong: Phu hop v6i moi trudng hoat
dong & Viét Nam

+ Xuat xtr may chinh: thudc cac nudc G7 hodc twong duong
2. Yéu ciu ciu hinh
May chinh : 01 may
+ Pau do Doppler: 01 bd
+ Day dién ngudn: 01 cai
+ Gel si€u am: 01 tuyp
+ Tai liéu hudng dan st dung tiéng Anh va tiéng Viét: 01 bo
3. Yéu ciu ky thuat
* Thoi gian hoat dong lién tuc: > 160 phut
« Chtrc nang hién thi: man hinh LCD > 3,5 inch hodc t6t hon hién
thi thong s6 hoat ddng, cai dat, mirc pin, canh bao bét thuong.
« Cac cong ra: xudt tin hiéu ngd ra bén ngoai, ngd cam tai nghe.
* Pau do tim thai:
« Loai dau do ¢ day ndi véi may chinh.
* Churc nang hién thi: dén LED hién thi tinh trang hoat dong.
« Loai thiét bi chdng nu6c: IPX7 hodc twong duong
* Chtrc nang do tim thai
« Hé théng: Phat song siéu 4m lién tyc.
« Téan s siéu am: 2.5MHz + 10%.
* Dai do nhip tim thai: 50 — 240 nhip/pht.
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STT

Danh muc

Céu hinh, tinh niing, thong sb k¥ thuit

4.1

Pén md di dong

1. Yéu ciu chung:

- Hang hoa mdéi 100%,

- Nam san xudt: 2025 tré vé sau

- Xuat xtt G7 hodc chau au hodc tuog duong

- Pat tiéu chuin QL chét lugng: ISO 13485

- Bién ap hoat dong: 240 V -50 Hz

- Ngudn dién st dung: 220V, 50Hz

- Moi truong hoat dong:

+ Nhiét d¢ t6i da: >30 do C

+ D¢ 4m tdi da: > 70%

+ Xuit x&r may chinh: thudc cac nudc G7 hodc twong duwong
2. Yéu céu ciu hinh:

- Pau dén mo led cung chan dé di dong: 01 bd

- Tay cam c6 thé tiét tring: 02 cai

- DBé ¢ 4 banh xe, c¢6 khoa him

- Tay d&/khép xoay (tay treo cho dén di dong, cho phép diéu chinh




vi tri va gitr 6n dinh): 01 bo.

- Bang diéu khién cam tmg c6 tich hop diéu chinh d6 sang va nhiét:
01bo

- Ac quy dién

- Day ngudn: 01 bo

- Tai liéu Hudéng dan sir dung (Tiéng Anh + Tiéng Viét): 01 bo
3. Yéu ciu ky thuat

- St dung cong nghé anh sang LED

- Cac khdp ndi duoc trang bi cac tiép diém truot va cho phép xoay
canh tay lién tuc (360°).

- C6 kha nang loai bd bong: tao ra chum sang trung hoa bong cia
vat can dugc dit gitta ngudn sang va trudng phau thuat.

- Kha néng tan nhiét

- St dung cong nghé phan xa kép hodc twong duong tao anh sang
lanh

- Ciu tric bang nhom hodc twong dwong gitip tan nhiét va giam
trong luong.

- Pén dugce son khang khuan

- Cuong do anh sang: > 160.000 lux

- Puong kinh dau dén: > 65 cm

- Nhiét d§ mau: > 3.500 - < 6700 K

- Chi s6 hoan mau (CRI): > 95 Ra

- Piéu chinh dudng kinh trudng sang : Thu cong

- Puong kinh truong sang c6 thé diéu chinh: < 200 - > 280 mm
- Tudi tho trung binh cua dén LED: > 50.000 gio

- Pidu khién cuong do chiéu sang: < 20 - 100 %

- S6 bong led : > 80 bong

- Ac quy luu dién: > 2h sau mat dién

Sac dién ap khong doi
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STT | Danh muc Cau hinh, tinh ning, thong so k¥ thuit
5.1 May phian | 1. Yéu ciu chung: ‘
tich huyét - Hang hoéa méi 100%, san xudt tir nam 2025 trd vé sau.

hoc tu dong
hoan toan

- Pat tiéu chuén ISO 13485 hoic tuong duong

- Ngudn dién str dung: 220V/380V; 50Hz hoic twong duong
2. Yéu céu ciu hinh:

- 01 May chinh

- 01 B nap mau tuy dong.

- 01 Bo hoa chét chay thir kém theo.

- Bd may tinh: 01 bo.

- May in laser den trang: 01 cai

- UPS online 6 kVA: 01 cai

- Tai liéu huéng dan sir dung tiéng (Anh + Viét): 01 bd

3. Yéu cau k§y thuat

- Xét nghiém duogc nhiéu loai mau:

+ M4u toan phan véi lugng hit < 190ul

- Céc ché d6 lam sach t6i thiéu: Ngam rira budng dém, ngam rira mat
dém, rira mat dém véi ap luc cao.




- T6i thiéu c6 thé bao tri hang ngay tw dong bang cach bat va tit
Co chirc nang quan ly chét lugng hoac ty hi¢u chinh.
- T6i thiéu c6 phim bam xir Iy 1 trén may
C6 biéu do histogram va scattergram.
C6 ché do chay cap ciru (STAT).
Kha ning luu trir dir lidu: > 100.000 két qua.
C6 tich hop phan mém quan 1y dit liéu dong bo.
C6 kha ning két nbi v6i may tinh.
C6 man hinh hién thi cam tng.
Thoéng s6 tdi thiéu:
- Xét nghiém > 50 thong s6
Nguyén tic do mau:
- Phuwong phap phan tich t& bao hoc dong laser ban dan
- Phuong phéap tr¢ khang
- Phuong phap so méau (khong c¢é cyanide) ddi voi chi s6 HGB
Ché d6 hit mau:
- Téi thiéu c6 3 ché do chay mau, Mau toan phén, Mau mao mach, Mau
pha lodng véi thé tich < 20uL
Céc thong s gom:
> 37 thong s6, > 8 biéu db tan xa 2D, > 5 biéu d6 tan xa 3D, > 3 bicu do:
RBC, PLT va PLT-H
Két qua bao cao t6i thiéu gom:
- Tbi thiéu gém > 27 thong s6 bao cao: WBC, LYM%, LYM #, NEU%,
NEU #, MON%, MON #, EOS%, EOS #, BAS%, BAS #, NRBC, HGB,
HCT, MCV, MCH, MCHC, RDW-CV, RDW- SD, PLT, PDW, MPV,
PCT, P-LCR, P-LCC. RET, ESR
- Pém té bao mau toan phan.
+ Phan tich hdng cau tdi thiéu gdm: RBC, HCT, HGB, MCV, MCH,
RDW, PDW, PCT hoic céc thong sb c6 tinh chét twong tu.
+ Phan tich tiéu cau tdi thiéu gom: PLT, MPV
- Pém, phéan tach bach cAu t6i thiéu gém: LYM%, LYM#, NEU%, NEU#,
BAS%, BAS#, EOS%, EOS#, MON%, MON#, IMG%, IMG# hoéc cac
thong s6 co tinh chét tuong tu.
- Pém hong cau con nhan: NRBC%, NRBC#
- Pém té bao trong dich co thé t6i thiéu gom: WBC-BF, RBC-BF.
- Phan tich hong cau ludi: RET%, RET#
- Po tc 6 mau ling ESR
- Canh bao cac miu hoan thién va bat thuong.
Mau bénh pham:
- T6i thiéu gdm 4 ché d6 mau: Mau toan phan, Mau mao mach, Méau pha
lodng. Dich co thé. <20uL.
Ché d6 chay mau:
CBC, Ret, CD, CR, CDR, ESR, CBC+ESR, CD+ESR, CDR+ESR,
CR/PLT-8X, CDR/PLT-8X, PLT-O, CD/PLT-O
- Chay miu ty dong: Ong déng
- Chay mau bang tay: Ong dong hodc Mé c6 thiét ké tranh nguy co lay
nhiém cho ngudi sir dung.
Quan 1y thudc thir : may c6 thé ding barcode khi can thuén tién theo nhu
cau ctia don vi sir dung
Cong suit xét nghiém:
- > 180 mau/gio.
- B0 nap tu dong chita ddng thdi > 100 bénh nhan cung luc




Quaén ly dir lidu:

- Hé thdng két ndi LIS 2 chiéu tw dong, luu trit két qua > 100.000 mau
Hiéu suit:

Thong s6 D¢ chinh xac Déi tuyén tinh
WBC < 2.5% 0-500x10%/L

RBC < 1.5% 0-8.60x10'%/L
HGB < 1.0% 0-260g/L

HCT < 1.5% (30%-50%) 0-75%
PLT < 4.0% 0-5000x10%L
ESR < 1.80(SD) (0~20mm/h);

< 9%(CV) (> 20mm/h)

Chat luong phan tich

Dai hién thi:

+ WBC: tir 0.00~999.99x10%/L
+ RBC: tir 0.000~99.999x10'%/L
+PLT : 0~9999x10%/L

+ HGB: 0~300g/L

Dai tuyén tinh:

+ WBC : tir 0 dén > 500 x 10° /L
+ RBC: tir 0 dén > 8.60 x 10'%/L
+ PLT: tir 0 dén > 5.000 x 10°/L
+ HGB: tir 0 dén > 260 g/L

Céu hinh t6i thiéu bd méy tinh:

- Cpu: Chip > Core i5

- Ram > 16GB

- O cing: SSD > 256GB

- Cong két nbi: Wifi / Bluetooth
- Man hinh : > 21 inch

- Hé diéu hanh: Window 10.

+ Chu6t + ban phim: 01 bo

+ May in laser den trang

52

May xét
nghiém mién
dich tu dong

1. Yéu ciu chung:

May méi 100%, san xuat ndm 2025 trg ve.
dat tiéu chuén chit lugng: ISO 13485
Dién ngudn st dung 100-240 V; 50/60Hz
Diéu kién méi trudong lam viéc:

+ Nhiét do tbi da: > 30 d6 C

+ Do am tdi da: > 70%

2. Yéu céu ciu hinh:

+ May chinh: 01 b

+ Phy kién tiéu chuan: 01 bo

+ Hod chit chay thir: 01 bd

+ Gia do mau: 07 cai

+ Gia do kiém chuén: 01 céi

+ Gia dd higu chuan: 01 céi

+ Cbc hitachi: 300 cai

+ L4 cdc hitachi: 10 cai

+ Thung chtra dung dich 7 lit: 01 cai

+ Thung dung nudc rira 5 lit: 01 cai

+ Thung dung rac: 01 cai

+ Thung dung nudc thai: 01 cai

+ Ong hat nuée rira: 01 céi




+ Ong nudc thai: 01 céi

+ B may tinh: 01 bd

+ May in laser den tring: 01 céi

+ UPS online 6 kVA: 01 cai

+ Tai liéu hudéng dan str dung tiéng (Anh + Viét): 01 bo

3. Yéu céu ky thuat

+ Cong nghé hod phat quang tu dong

+ Tbc d6 xét nghiém > 200 xét nghiém/ gid

+ Thoi gian ¢ két qua dau tién: < 20 phut

+ Vi tri thudc thir: > 24 xét nghiém trén khay

+ Nap mau: Nap tdi da 50 mau va c6 vi tri chay cép ciru STAT
+ Phuong phap 1y mau: kim hut mau bang thép véi tinh ning cam bién
muc chét long va cam bién va cham

+ Man hinh: Cam g mau tich hgp > 12 inch

+ Thén may: > 685 mm(L) x > 690 mm (W) x > 660 mm (H)
+ Lo thudc thir: dugc bao vé bai l6p vo nhya, mang PE

+ Dung dich kich hoat: (500mL x 2 chai) Dung dich kich hoat duoc dung
trong vo nhya

+ Dung dich rira 5L x 1 thung (wash solution): Pugc pha loang v6i nudc theo
ty 1¢ 1:10

- Dung dich pha lodng mau: dat cung trong khay thudc thir

+ Hé théng budng t: > 50 vi tri 0

+ S6 hop cuvet: 2 khay, > 140 cuvet/khay

+ Kha nang luu trir dir liéu do: > 500,000 két qua

+ Phuong phép xét nghi€ém: phuong phap 1 budce, 2 budc

- Do 6n dinh: Su thay ddi RLU khong vuot qua £10%

+ Do lap lai: CV(%) > 3%

+ B9 chinh xac trong qua trinh chay: CV(%) > 8%

+ Nhiém chéo: > 10-5

+ U: Nhiét do buéng u phai dugc gitt & muc 37°C + 0,5°C va bién d6 dao
dong nhiét do khong dugc vuot qua 0,5°C

+ Két ndi LIS qua cong

- B6 may tinh dong bo:

Céu hinh ti thiéu bo may tinh:

- Cpu: Chip > Core 15

- Ram > 16GB

- O cimg: SSD > 256 GB

- Cong két nbi: Wifi / Bluetooth

- Man hinh : > 21 inch

- Hé diéu hanh: Window 10

+ Chudt + ban phim: 01 b

+ May in laser den tring

53

May phan
tich nuéc
tiéu tu dong

1. Yéu ciu chung:

Hang m&i 100%, san xuat tir nam 2025 tro vé sau

Pat tiéu chuan chat lwong: ISO 13485:2016

Ngudn dién: Dién ap 1 pha pht hop véi dién ap Viét Nam

Diéu kién hoat dong: phit hop véi méi truong va dia 1y ciia Viét Nam
2. Yéu cau céu hinh:

May chinh kém phu kién theo tiéu chuan di kém: 01 bd

Que thtr nude tiéu: 05 lo

B0 may tinh: 01 bd

May in laser den trang: 01 cai




+ UPS online 6 kVA: 01 cai

Hudng dan sir dung Tiéng (Anh + Viét): 01 bd

3. Yéu céu ky thuat

May phan tich nuée tiéu ty dong > 11 thong sd

+ Cac thong s6 phén tich: Glucose, Protein, Blood, Bilirubin, pH, Ketone,
AscorbicAcid, Urobilinogen, Nitrite, Leucocytes, SpecialGravity,
Creatinine, Microalbumin, Calcium, MA/CR, Color, Turbidity.

- 5 Dai budc song: 430nm, 500nm, 565nm, 635nm, 760nm

- 4 budc song chinh: 720nm, 620nm, 550nm, 470nm

- Budc song theo ting chi sb do nhu sau: Glucose 620nm/720nm, Protein
620nm/720nm, Blood 620nm, Bilirubin 550nm/720nm, pH
470nm,620nm/720nm, Ketone 550nm/720nm, AscorbicAcid
620nm/720nm, Urobilinogen 550nm/720nm, Nitrite 550nm/720nm,
Leucocytes 550nm/720nm, Special Gravity 620nm/720nm, Creatinine
620nm/720nm, Microalbumin 550nm/720nm, Calcium 550/720nm.

- C6 5 ché d6 chay mau gém: thuong quy, cp ctru, QC, chuén, online.
- M4y tu dong hoan toan: taii mau, hut mau, nhé mau, ria, tai que, thai
que va nuoc thai.

- Lz"iy mau: dé cai dat va thao roi thuan tién cho viéc bao tri, bao dudng
- Ché d¢ thém thanh tét: lién tuc

- Ché do nap mau: con lin

- Ché d6 chuyén méu: lién tuc

- Nhan dang thanh tét: nhan dang Pad cudi thanh tét kiém tra.

- Nhan dang mau tét: sir dung barcode doc IDs

- Ché d6 nha miu: nho ting diém va lién tuc

- Kim hat di chuyén duoc diéu khién boi day cap

- Phuwong phap hat mau sir dung cong nghé cam bién muc chat long, canh
béo khi dung tich mau khong dii thé tich.

- Chirc ning tron mau trude khi hit mau

- Ty dong rira kim hiit mau

- Nguyén 1y phan tich:

Tét kiém tra: Phuong phép tric quang phan xa.

Riéng biét: Phan tich khuc xa

Do d6 duc: phan tich tan xa

Mau sic: phuong phap 3 mau RGB cin ban

- Phan tich mau nhanh, chinh xac hon véi cong nghé CIS.

- Thé tich mau yéu cau: t6i thiéu 2.0 ml

- Téc do xét nghiém: > 300 mau /gio . Nap tdi da 11 rack twong duong
>110 maw/lan

- Hop chira que tét toi da > 400 que/1 lan

- Man hinh hién thi LCD c4m ting mau > 8 Inch

- B6 nh¢ > 4Gb, Iuu trit hon > 300,000 két qua

- Hé théng quén 1y str dung hé diéu hanh Linux OS

- Giao tiép RS-232, LPT, LAN, USB, doc bar-code

- In két qua bénh nhan bang may in nhiét hodc may in ngoai

- Luu trit két qua bénh nhan trén may : > 300,000 két qua

- Truyén tai két qua xét nghiém cta bénh nhén, két qua QC qua hé thdng
thong tin phong xét nghiém (LIS)

- Kich thudc : > 630mm % >626mm X% > 570mm (L x W x H)

- B6 may tinh

- Cpu: Chip > Core i5

- Ram > 16GB




- O cimg: SSD > 256 GB

- Cong két ndi: Wifi / Bluetooth
- Man hinh : > 21 inch

- Hé diéu hanh: Window 10

+ Chudt + ban phim: 01 bd

- May in laser den tring




1.3. Cac yéu ciu khac
1.3.1 * Nha thau phdi ndp ciing véi E-HSDT cdc tdi liéu sau ddy:
D01 véi toan bo hang hoda:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuit c6 day da ndi dung chimg
minh céc dic tinh, thong s6 k¥ thuat dbi voi cac hang hoa chao thau (Néu 1a ngdn ngir nude
ngoai phai cé ban dich sang tiéng Viét) co day du nodi dung chirng minh thong s6 ky thuat
dbi voi cac hang hoa tham du thau theo yéu ciu ciua E-HSMT va chiu trach nhiém vé néi
dung va tinh chinh x4c giita ban gbc va ban dich). Pdng thoi, nha thiu cin danh diu
(Highlight) thong s6 cu thé ciia hang héa dap ung yéu ciu ky thuat tai E-HSMT.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém céc tai liéu sau.

- C6 gidy chimg nhén dat tiéu chuan quan 1y chat luong ISO 13485 hoidc CE hoic
FDA hoac tuong duong ctia nha san xuét con hiéu lyc v&i cac mit hang tham dy.

- S6 Iuu hanh con hiéu lyc bao gom S6 cong bd tiéu chuan ap dung dbi vai thiét bi
y té thudc loai A, B do S¢'Y té cap hodc S6 gidy chirng nhan dang ky luvu hanh d6i véi thiét
bi y té thudc loai C, D do B6 Y té cap va Két qua phan loai thiét bi y té theo quy dinh tai
Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh s6 07/2023/ND-CP ngay
03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025 cua Chinh phu.

Luuy:

- Trong trudong hop Nha thau ching minh hang héa chao thau khong phai 1a Thiét
biy t& (Thiét bi phong thi nghiém hodic thiét bi thi nghiém dimg trong y té hodc thiét bi phu
tro diing cho y té) thi Nha thau khong can ndp SO Iuu hanh va Két qua phan loai thiét bi y
té cho hang hoa do.

- Hang hoa duy thau da duoc ké khai gia (D6i voi hang hoa bat bude ké khai gia theo
quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 ctia B6 Y té) hodc niém yét
gia Thiét bi y té theo Khoan 9 & 10, Piéu 1, Nghi dinh 07/2023/ND-



CP ngay 03/03/2023 va cam két gia ban khong cao hon gid ké khai hodc gia niém yét theo Piéu
17 Nghi dinh s6 85/2024/ND-CP ngay 10/07/2024.

- Nha thau c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop dong: Nha
thau phai ndp cac tai liéu chirng minh kha niing cung ing hang héa c6 ngudn goc ré rang
va hop 18, nham dam bao dap tng yéu cau vé ning luc k¥ thuat theo quy dinh vé “Diéu
kién ky két hop dong” tai Khoan 2 Piéu 66 Luat ddu thau s6 22/2023/QH15. Trudng hop
Nha thau khong thé cung cap tai liéu ching minh, Nha thau s& khong du diéu kién xét trang
thau theo huéng dan tai Khoan 19 Diéu 140 Nghi dinh s 214/2025/ND-CP.

Déi véi yéu cau lap dit, giao hang, tudi tho clia hang héa: Cam két tat ca hang héa cung

cap méi 100%, chua qua sir dung, c6 ngudn gdc xuat xt rd rang, con nguyén dai, nguyén kién
theo quy cach dong goi ciia nha san xuat.

- Luwu y: Khi ban giao hang héa, tdt ca hé so gidy to cia san phdm phdi gom 03 ban,
dwoc dong thanh 03 quyén, Ho so chitng tir phdi la Bin géc hodc bén sao cé chieng thue
cia co quan c6 chire ndng phit hop véi quy dinh ciia phép ludt, truong hop doi vi tai liéu
khéng céng chitng dwge theo quy dinh (Nhw chitng tir nhdp khau) thi nha thau phdi déng ddu
xac nhdn cua nha nhdp khdu va cam két tai liéu la chinh xdc va chiu trach nhiém trudce phap
ludt vé cdc tai liéu nha thau cung cdp; doi véi tai liéu khéng phdi la tiéng Viét nha thau
cung cdp kém ban dich thudt hop phdp sang tiéng Viét ciia don vi, co quan c6 chire ndng.

- Déi v6i hang héa bat budc phdi kiém dinh theo yéu cau ciia Nha nwée Viét Nam,
nha thau phdi cho tién hanh kiém dinh va cung cdap day di chirng chi kiém dinh truée khi
giao hang. Chi phi kiém dinh do nha thau chiu

- Yéu cau nha thiu mé ta thong sd k¥ thuat ciia hang héa va cac dich vu lién quan
chting minh hang hoa do nha thau chao tuan thu cac thong sé k¥ thudt va cac tiéu chuan
dué6i day hodc c6 cau hinh twong dwong. Bat ky thuong hiéu, nhan hiéu ndo néu cé trong
bang yéu cau ky thuat déu mang tinh chit minh hoa céc tiéu chuan chét lugng, tinh ning ki
thuat yéu cau. Nha thau cé thé lwa chon dw thau hang héa cé nguon géc, xuit xir, nha sin
xudt, thwong hiéu phit hop véi diéu kién cung cip nhwng phdi dam bdo yéu cau cé thong
sé ky thugt, tinh néng sir dung, tiéu chudn cong nghé “twong dwong” hodc tot hon so
v6i cac yéu cau cu thé ¢ dudi va cung cip tai lidu chimg minh sy dap tng tot hon cta hang
hoa chao thau so voi yéu cau ciia HSMT.

Nbi ham twong duong dugc quy dinh trong yéu cau ky thuat duoc hiéu la:

(1) Pugc co quan c6 tham quyén ching nhan twong duong tiéu chuan

(2) Tuong duwong vé chit lwong hinh anh, do chinh x4c mau sic va goc nhin.

(3) Tuong tuwong vé tinh chat co khi va thudc tinh vat Iy ctia vat liéu.

(4) Twong dwong vé tinh nang co ban, d6 tin cdy, pham vi ing dung

(5) Tuong duong vé cong suat; hidu suét, yéu cau thong sd dau vao; danh muc, do
chinh xéc két qua dau ra.

(6) Tuong duong vé gia tri do; &6 chinh xac két qua do;

(7) Tuong duong vé ham luong, ndng do, tinh chat



(8) Céc yéu t twong duong khac (néu cb)



1.3.2. Huong din trinh bay cdc file trong E-HSDT ding tii trén H¢ thong:

Céc file dir liéu cua hang hoa dinh kem E-HSDT phai dugc phan chia riéng biét theo folder nhu sau:

1. (Folder 1) Tinh hop I¢:

- Bao dam dy thau + tai lidu chirng minh tu cach hop 1€ cua nguoi ky thu bao lanh.

- Gidy chting nhan dang ky doanh nghiép.

Tai lidu cong bd du diéu kién mua ban trang thiét bi y t& va Phiéu tiép nhan cong bd ciia co quan c6 tham quyén.
Béng ké khai chi phi san xuit trong nu6c ddi v6i hang hoa duge hudng vu dii (néu co) (kém tai lidu chimg minh).
Cam két cua nha thau.

2. (Folder 2) Nang luc kinh nghiém:

- (File 1) Bao cao tai chinh + thuyét minh BCTC nam ___ (vi dy: 2022)

- (File 2) B4o cao tai chinh + thuyét minh BCTC nam ___ (vi dy: 2023)

- (File 3) Béo c4o tai chinh + thuyét minh BCTC ndm ___ (vi du: 2024)

- (File 4) Xéc nhan thyc hién nghia vu thué

- (File 5) Hop dong twong tu 1 (bao gdm hop dong, bién ban nghiém thu/ thanh 1y/ hoa don GTGT...)

- (File 6) Hop dong tuong tu 2...

.. va cde tai lidu lién quan khdc (néu cé)

3. (Folder’ 3) K¥y thuat: Ngoai Bang danh myc hang h(’)a‘ du thau, nhé} thau 1ap cac folder riéng cho tirng mit l}éng hodc cac mit hang dy thau c6
cung hang san xuat hodc cung tai liu phap ly, trong moi folder dé nghi nha thau tach riéng cac file tai li€éu va danh so thir tw mat hang theo E-HSMT,
vi du:

1. (Folder 3.1) Phan 1 (16 1):

- (File 1) Gidy uy quyén (bao gom: ity quyén tir hang chii s¢ hiru, 11y quyén tir nha phan phoi...)



- (File 2) Ban két qua phan loai TTBYT

- (File 3) S6 luu hanh (bao gom: Phiéu tiép nhdn/Phiéu thong tin hé so cong bé tiéu chuan dp dung, gidy chitng nhdn dang ky lwu hanh, gidy
phép nhdp khauv.v...)

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

- (File 5) tai li€u k¥ thuat kém theo nhu Catalogue; Datasheet; Instruction for Use

- Céc tai liéu lién quan khac (néu co)....

- Luwu y: dé nghi nha thau tich riéng tirng file tai liéu ky thudt (catalogue, datasheet...), khéng gép chung tit cd tai ligu ky thudt vao 1 file.

Yéu cau ddt tén file diing theo tén tai liéu ding dé tham chiéu trong Bdng chao ddp img ky thudt va ding cong cu danh ddu (highlight) 1én cdc néi dung
ky thudt cu thé chitng minh ddc tinh, thong sé kj thudt cia hang héa theo yéu cau..

2. Folder 3.2 Phén 2 (Lé 2): Trinh bay tuwong ti nhir trén
1.3.3. Bing ké hop dong twong tw va ma HS ciia hing héa

- Tinh chét twong tu quy dinh tai bang X 13 hop dong cung cép thiét bj twong ty nhu phan/16 tham du, hodc trong truong hop nha thau xac dinh
dugc ma HS cua mat hang theo hudng dan tai ghi chii s6 (10) va sb (11) ciia Bang tiéu chuan danh gia vé niang luc va kinh nghiém tai Chuong III, nha
thiu phai ké khai bang tinh gia tri hop dong twong tu theo mau dudi day.

- Trong truong hop nha thau tw xac dinh ma HS cta hang hoa, nha thau phai ké khai va dinh kém file excel va mot ban scan c6 ky, dong dau cia
nha thau theo miu sau. Nha thau chiu trach nhiém vé tinh chinh x4c va trung thuc cua thong tin duoc cung cap. To chuyén gia s& danh gia tinh chit va
quy md tuong ty ctia hop ddng nha thau ké khai theo ma HS trén co so cac thong tin tai bang ké khai ndy va cac tai lidu dinh kém. Ngoai hop dong twong
tw, nha thau phai dinh kém tai liéu ching minh ma HS cta miat hang tuong tu bang cac tai liéu hop 1¢ lién quan (to khai hai quan).



Yéu ciu cia E-HSMT

Dap ung cua E-HSDT

Nha
Gia tri thiu lién < s Niing lue
5 hop dong danh | Hang muc Ma HS Gid trl . san xuat
~ Ma X N cua hang | da thuc Tai liéu
STT Ma Danh muc HS tuong ty Hop don trong hang hoa muc hién cia | chung minh trong
phan \ N A yéu cau op g hop twong tw AN 1en eu g X truwong hop
A hang hoa yéu Ao re twong tw X ~ : hang héa | hang muc hop dong ST
(10) ; doi voi dong da thuc o k : \ 1a nha sian
cau tirne ma twong tu hiér; twong hang héa | hoan thanh xudt
£ Fl : tw® twong tyw
HS (VND) (n€u
c0)®
Truong hop
hang hoéa 1a
san pham do
(Ghi: nha thau Viét
- Bién ban |Nam  san
nghiém thu | Xuat trong
ngay nudc (co6 the
(Nha . .2 | (Hop dong so: (Ghi: . - Bién ban | da ban ra thi
. 3 (Nha thau 2 (Ghi STT, . ) s o | tru hod
(Ghi theo thfzu trich xudt | = ’ Nhﬁa thfzu tén thiét bi Q\/ha’ (! Ghl the.zo thanh ly ngay | truong ’ oac
danh muc xac theo véu Ngay ky doc lap rone ho thdau xdc gia tri chua ban ra
hing héa | dinh ool | O ddu e .. | hogenha | SV I dinhma | the hign | - Hoa  don | thi  truomg),
duti diy) | ma L Noay  hoan | thau lién EWOnE | g thwc té) | GTGT  ngay | nha thiu phai
Bdng X) . tu) .
HS) thanh: ...) danh) cung cap

ligt ké cac tai
liéu lién quan
khac (néu

co)...)

duoc tai liéu
ching minh
cong sudt
thiét ké hodc
san  lugng
san xuét dap
g yéu cau.




(hop ddng twong tu cua ting thanh vién xét theo gia tri twong tng ctia cac mit hang thanh vién d6 cung cip).

Yéu cau ciia E-HSMT P4p tng ciia E-HSDT
Nha
Gia Er! thau lién Ma HS Gia tri meg ll{C
~ hgp dong danh Hang muc . ~ ’ e rea san xuat
~ Ma X N cua hang | da thuc Tai liéu
Ma twong tw A trong hang hoa : A , 5. trong
STT A Danh muc HS N Hgp dong muc hién cia | ching minh \
phan \ , A\ yéu cau hop tuong tw . . * A trwong hop
A hang hoa yéu Ao re twong tw X ~ : hang héa | hang muc hop dong ST
(10) ; doi voi : dong da thuc o N : \ 1a nha sian
cau \ ~ oA twong hang héa | hoan thanh S
tirng ma twong tw hién u® ¢ ¢ xuat
HS (VND) (néu : wong tw
c6)?®
k x (So
luong  yéu
cau cua goi
thau X
30/thoi  gian
thuc hién goi
thau (tinh
theo ngay))
voik=1,5
1
2
3
Ghi chu:

_ - Vigc danh gia quy mo, tinh chét hop ddng twong ty thyc hién theo Ghi cha sé (10) va sb (11) caa Bang tiéu chudn danh gia
ve nang luc va kinh nghiém tai Chuong III E-HSMT.
- B4i v6i nha thau 13 lién danh: timg thanh vién lién danh phai théa man yéu cau trong duong véi phan cong viéc dam nhan

1.3.4. Bing danh muc hang héa dw thau va Béing chao dép ieng kj thudt:
+ Bang dap ung tinh phap ly hang hoéa (file word/excel dinh kém E-HSDT):




Tiéu

Tén thuong 2
mai tham Tén chuan
k‘h Kyma | ol | Chi i hi S e b chit  |Théng tin ké
40 ‘ . . )
Tén (lru y 2 nigu/ | " ft S| (néu c6) | Phinloaithiétbiy té theo Nghidinh | > ';“TBT{‘T Giy ohén b lwong | khai gid (néu|
wu y tén Xua cla iay phép ban . ailiéu san pham
TT hanghéa | S Y " | Nhin mic| o 98/2021/NP-CP 2 4y pAcp bal IS0,  |c6)/ niém yét ¢ P
hang hoa .\ 2 Xuat xir hoic GPNK | hang (néu co) A,
2 san pham £, CE,... gia (néu cd)
theo SO luu (néu cb) (Ghird nga
i
hanh vt gAYy
&
TTBYT
) han)
@O @ 3) “ [©)] (6) (7 (®) ) (10) (11) (12)
Néu ré hang héa duogc phan logi nao
kém theo sé vén ban phdp 1y nhir sau:
- 86 cong bé tiéu chudn dp dung doi voi
thiét bi y té thugc logi A, B
Hod ;? lAy eh , u_och Aoa;v I 1 - Catalog, Brochure,
- 7 : .
‘oqc ;'o g'lfzy cJu 1gn fm cfng . o Ghi ré day du 3w Hudng dan sir dung,
hanh doi voi thiét bi y té thugc loai C, R , o . , Pay du 2 ) . p;
o i . Theo hang héa |toan bg qud trinh: \Theo hang hoa| .~ .| ...cua nhasan xuat.
Tén hang hoa . Theo Theo hang D ,, i P P .| thongtin: Gia o , .
. | Theo hang| | . | , f o . . thuc té (do co | Tén cu thé Chu so |thuc té (Ghi ro| | o - Tai liéu chimg minh
Theo TTBYT la , .| hang hoa | héa thucté | - Hodc Bang phdan loai TTBYT A, B, C, . o N N va Thoi gian Lo )
1 : héa thuc té B quan cé tham | hitu TTBYT -> |ngay hét han) £ ciia bén thir ba
HSMT theo So luu thuc té D A oarn o 1. hét hiéu lyc
hinh TIBYT quyén ciia Viét| Nha phan phoi (néu c6)
’ Namcap) | (néu cd) -> Nha
thau

(i) Bang danh muc hang héa duw thiu:

Tén nha thau: ......

Email: ......

BANG DANH MUC HANG HOA DU THAU

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




Théng tin hang héa du thau Tai li¢u chirng minh tinh hop 1¢ hang héa theo yéu cau tai Muc 1.3.2 Chwrong V
Phiéu tiép
Xuat xir [ghi Tai liéu ching Két qua nhan Ho
~ tén quoc gia, minh ning luc phan loai ; . < X n 2 SO cong
Ma | hanhmuc | vinglanh thé, |  thuc hign hgp | TTBYT R I e I Kehi
STT phan \ N LA X . GPNK (4ap dung cho chat lugng AL en ,
(16) hang hoa ky ma hiéu, dong theo E- (ap dung TTBYT) (néu c6) dieu klg,n chu
nhan hiéu, CDNT 16.2 cho san xuat
hang sian xuat] Chuong 11 TTBYT) TTBYT
(néu co)
0] @ €)) 4) KE) (6) (N ®) €)) (10)
Nha Nha thau ligt ke cac - S8 cong bé: .../PCBB- y
thau tai liéu lién quan: vi : . - Phiéu
; _ HCM ngay ... hodc . .
nhdp du. e s tiep nhdn
~ , 3 . - Phiéu tiep nhdn so: p
md - Thu uy quyén hodc . 5 Ho so
han gidy phép ban hang /ey NZAY... hodc cong bé di
Nha p (16) ol fir (tén - Giay chitng nhdn dang didn kicn
thiv | | hény )" cho . (ion ki lhew hinh TTBYT | ISO oo e
nhdp ang o 1) .. CHO L (1€ thuéc loai C, D s6 | 13485:2016 g
hoa Nha thau C A .| nha thau/mha phdn \ £ TTBYT so
STT i Nha thdau nhdp . . g on . ..DKLH/BYT... ngay ... | cap cho \
hang theo E- nhap danh théng tin lién phoi), co hiéu luc Loai hodc hang o6 | e 8y -
. HSMT | muc hang héa den ... A/B/C/D s , . % R I Neu
héa theo E-HSM) quan _ Gidy phép ban - Gidy phép nhdp khau | hieu lgc fr\ 5 06
theo Ty phep so:  ..NK/BYT-TB-CT | ngay ... dén | 7, &P
£ hang ngay ... cua ... ngdy .. la TTBYT
HSMT (tn nha phan phoi) - Nha thdu ghi 6 ddi véi san - xuat
cho (tén nha . , . trong nuoc
3 . s hang hoa la TTBYT . )
thau), co hiéu luc . . thi ghi:
X e g khong thuéc danh muc . .
den ... (hodc co hiéu At . " Khong ap
. p phdi cap phép nhap
luc cho goi thau 2 dung).
. khau.
nay).

- Nha thau phai ké khai day du thong tin theo mau dué6i day va cung cép file scan ban in c6 ky, déng dau, hop 1& ciia nha thau va file dinh dang
Word kém E-HSDT. Nha thau phai dam

(i) Bang chao dap wng k¥ thuat:




BANG CHAO PAP UNG THONG SO KY THUAT

Noi dung yéu cau ciia

Stt E-HSMT Noi dung E-HSDT Tai liéu tham chiéu
May ...... Nha thau ké khai day du cac thong tin yéu cau.
Model: ......
May ...... Hang san xuit: ......
1 K A -
SO lwgng: ...... Xuat xu: ......
Hang, nwéc chi sé hiru: ......
S6 hrong: ...
I | Yéu ciu chung Yéu ciu chung
Nha thdu cam két va/hodc cung cip tai liéu theo
yéu ciu.
Ghi 16 tén tai liéu, sb trang tham chiéu va trich dan
i i ndi dung cu thé trong tai liéu tham chiéu thé hién
tinh dap ung cua hang hoa cua tirng ndi dung yéu
ciu k¥ thuét.
II | Yéu ciu ciu hinh Yéu ciu ciu hinh
- - Nha thau chao thau di ndi dung theo yéu cau.
III | Yéu ciu ky thuat Yéu ciu ky thuat
Ghi 13 tén tai lidu, s6 trang tham chiéu va trich dan
ndi dung cu thé trong tai liéu tham chiéu (ban gbc)
- - thé hién tinh dap tng cia hang hoa cla ting noi
dung yéu cau k¥ thuat.
Xem cac vi du dudi day:
Vi du: Céng suat gidat > 50Kg Céng sudt gidt 55 Kg Specifications trang 2.......
IV | Yéu chu khic Yéu ciu khic

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

- Nha thau phai ké khai day du thong tin theo mau dudi ddy va cung cép file scan ban in c6 ky, dong dau, hop 1é ctia nha thau




va file dinh dang Word kém E-HSDT. Nha thau phai dam bao va tu chiu trach nhiém vé nhitng bt loi trong trudng hop théng
nhit giita ndi dung file Word/Excel va file scan ban ky, déng dau.

- Méu dudi day dung dé phuc vu viée danh gia vé k¥ thuat hang héa du thau cta nha thau. Nha thau phai ké khai ddy du va
chinh x4c cac thong tin theo mau nay. Nha thau phai chiu moi trach nhiém vé hiu qua hodc sy bat loi néu khong 1am dang theo quy
dinh. Viéc nha thau cd tinh ké khai thong tin khong ding véi thong s k¥ thuat ma nha san xuat da cong bd nham muc dich vuot
qua budc danh gia vé k¥ thuat dugc coi 1a hanh vi gian 1an trong ddu thau quy dinh tai Khoan 4 Diéu 16 Luat Pau thau va s& b xir
1y theo quy dinh ctua Phap luat.

- Tai liéu chirng minh su phu hop ctia hang héa va dich vu lién quan c6 thé 1 ho so, gidy to, ban v&, s6 liéu duoc mé ta chi
tiét theo tirng khoan muc vé dic tinh k¥ thuat, tinh nang str dung co ban cta hang hoa va dich vu lién quan, qua d6 chig minh su
dap ung co ban cia hang héa, dich vu so véi cac yéu cau cua E-HSMT va mot bang ké nhitng diém sai khac va ngoai 1¢ (néu co)
s0 voi quy dinh tai Chuong V. Tai liéu chimg minh su phu hop cua hang héa chi dugce xem la dap ng yéu cau néu dugc nha san
xudt phat hanh trude thoi diém ding tai thong bao moi thau, 13 co s& dé xem xét tinh dap tng ctia hang hoa du thau.

* Ghi chu:

- Néu tai liéu khong duogc cip truc tuyén: Nha thau cung cip file scan (mau) tir ban gbc hoic ban sao ching thyuc cua co
quan chuc nang theo quy dinh cua phép luat.

- Néu tai liéu duoc cép truc tuyén: Nha thau cung cp ban gdc duoc tai truc tiép tir website/cong thong tin dién tir ma tai
liéu dugc dang tai hodc ban c6 ddu xac nhan cia nha thau/don vi lién quan. Nha thau phai chju trach nhiém vé tinh hop 18, trung
thie va chinh xé4c cua tai liéu va cung cip dudng dan dé tra ctru néu duoc yéu cau.

- Déi voi gidy ching nhan dat tiéu chudn chat luong (vi du: ISO 13485, 9001): Nha thau cung cip file scan mau tir ban gbc
hodc ban sao c6 ching thuc hodc ban sao c6 dong ddu xac nhan cia to chirc ding tén s6 luu hanh hodc nha nhap khau, kém tai liéu
chimg minh nhu: s6 Iuu hanh, gidy phép nhap khau.

- Tai liéu bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va nha thau chiu trach nhiém phap 1y vé tinh chinh
xéc cua ndi dung dich thuat khi phat hanh. Trong truong hop co su sai khac giita ban dich va ban gbc thi T6 chuyén gia s& danh gia
dwra vao ban gdc.



- Trong moi trudng hop, nha thiu chiu hoan toan trach nhiém phap 1y vé tinh hop 18, trung thyc, chinh x4c cua tat ca tai lidu
cung cap.
Muc 2. Ban vé: Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém:
Viéc kiém tra va thir nghiém hang héa duoc thuc hién theo cac quy dinh sau:
- Thoi gian: Tir khi ban giao hang hoa tai don vi sit dung dén khi duoc nghiém thu dwa vao sir dung.

- Pia diém: Tai noi hang héa duoc ban giao.
- No6i dung va cach thtrc tién hanh:

1. Ban giao hang hoa tai don vi: Khi hang hoa dugc chuyén dén dia diém giao hang, bén ban bao cho bén mua biét dé
hai bén cung nhau tién hanh kiém tra hang hoéa (danh muc, sé luong) va cac hd so, chimg tir lién quan dam bao ding quy
dinh ciia hop dong, 1am co s& 1ap bién ban ban giao.

2. Kiém tra, thtr nghiém hang hoa: Nha thau phai tién hanh kiém tra thir nghiém hang héa dudi sy giam sat cua chu
dau tu va can bd k¥ thuat dai dién cua chi dau tu dé chirng minh hang héa d6 co chit luong, cdu hinh, thong sb ki thuat
... phtt hop vdi cac quy dinh trong hop dong.

- Chi phi cho viéc kiém tra, thir nghiém: Moi chi phi cho viéc kiém tra, thir nghiém hang héa déu do nha thau chiu
trach nhiém.

3. Nghiém thu hang héa: Sau khi dugc kiém tra thtr nghiém, hang héa dugc bén mua gidm dinh chat lwong va nghiém
thu dé dwa vao st dung, theo ding quy dinh cia Nha nudc. Hang hoa dugc chuyén sang nghia vu bao hanh ngay sau khi
cac bén théng nhat nghiém thu va dwa vao st dung.

4. Bat cir mot hang héa hoidc chi tiét hang héa qua kiém tra, thir nghiém va giam dinh chéat lwgng ma khong phu hop vé
chat lugng, vé dic tinh k¥ thuét ..., thi cha ddu tu c6 thé tir chdi va nha thau s& phai thay thé cac hang héa hodc chi tiét
hang hoa bi tir chdi, moi chi phi thay thé hang héa déu do nha thau chiu trach nhiém, cic hang héa thay thé phai dap tng
cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau khong c6 kha nang thay thé hay diéu chinh cic hang hoa hodc chi



tiét hang héa khong phu hop, chu dau tu c6 quyén té chtc viée thay thé hay diéu chinh dé néu can thiét. Moi rai ro va chi
phi lién quan do nha thau chiu






