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

Muc 1. Yéu cau vé ky thuit
1.1. Gi6i thiéu chung vé dw an va géi thiu
- Chit dau tu: Bénh vién Phoi Ha Tinh
~ - Dy todn: Mua sdm TBYT bo sung phuc vu khdm bénh, chita bénh tai Bénh vién
Phoi Ha Tinh nam 2025
- Tén goi thau: Mua sim Thiét bi Y té bd sung phuc vu kham bénh, chita bénh tai
Bénh vién Phéi Ha Tinh nam 2025

- Ngudn von: - Quyét dinh s6 2847/QD-UBND ngay 11/12/2024 ciia UBND tinh
Ha Tinh vé viéc phé duyét nhiém vu va du toan kinh phi mua sam tai san, trang thiét
bi ciia co quan don vi cap tinh;

- Quyét dinh s6 25/QP-SYT ngay 07/01/2025 ctia S& Y té Ha Tinh vé viéc bod
sung du toan ngan sach Nha nudc nam 2025;

- Quyét dinh 196/QD-BVP ngay 05/11/2025/vé viéc phé duyét ngudn kinh phi
mua sérp g61 thau “ Mua sam TBYT bo sung phuc vy Khadm bénh, chira bénh tai bénh
vién Phoi nam 2025”7

- Hinh thirc lira chon nha thau: Pau thau rong rii qua mang trong nudc

- Phuong thirc lya chon nha thau: Mot giai doan, mdt tui hd so.

- Thoi gian bat dau t6 chirc lwa chon nha thau: Thang 11/2025

- Loai hop dong: Tron gbi

- Thoi gian thyc hién hop dong: 30 ngay

1.2. Yéu ciu vé k¥ thuat

Yéu cau thong sé k¥ thuat quy dinh trong muc nay 12 ti thiéu, chi nham muc dich
md ta va khong nham muyc dich han ché nha thau. Bat ky thuong hiéu, ky’mé hiéu (néu
€o) trong ti€u chuan ky thuat chi tiétq la d& minh hoa cac tiéu chuan chat Iuong, tinh
nang k¥ thuat. Vi vdy, nha thau co thé chao thau nhitng hang hoa c6 thong s6 ky thuat
tuong dwong hodc t6t hon. Trong truong hop do, nha thau phai giai trinh, chirg minh

mat hang du thau c6 tinh ning, théng s6 k¥ thuat twong dwong hoic tdt hon so véi yéu
cau cua E-HSMT.

1.2.1 Yéu ciu chung

- Thiét bi m&i 100%

- Thiét bi duoc ban giao, 1ap dat va huéng dan sir dung thanh thao tai don vi str
dung cubi cung.

- Cam két cung cap diy du chimg chi chat luong (CQ), xuit xt (CO), to khai hai
quan va cac tai liéu khac.

- Bao hanh t6i thiéu 12 thang.

- Cam két cung cép vt tu tiéu hao, phy kién thay thé trong thoi gian it nhat 8
nam sau ban hang.

1.2.2 Danh muc hang héa moi thiu
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May xét nghiém
sinh hoa tu dong

I. THONG TIN CHUNG

- Xuét xtr may chinh: Nudc thudc nhém G7

- Tiéu chudn chét lugng: ISO 13845 hoic tuong
duong

- Tinh trang: M1 100%

- Nam san xuat: 2025 trg vé sau

- Ngudn dién cép: < 220-240V, tin s < 50-60 Hz
- Nhiét do hoat dong: < 32°C

- D6 am hoat dong: < 80% RH (khong ngung tu)

II. CAU HINH CUNG CAP

- May chinh: 01 chiéc

- B6 phu kién tiéu chuan theo may: 01 bo

- Phdn mém quan 1y: 01 bd

- B0 luu dién: 01 bo

- B6 loc nudce: 01 bo

- Héa chit chay thir ban dau: 01 bo

- Huéng dan str dung Tiéng Anh, Tiéng Viét: 01 bd

III. THONG SO KY THUAT
- Giao dién ngudi dung dd hoa méi va tryc quan:

+ Theo ddi quan Iy mau bénh nhan

+ Thong ké két qua bénh nhan

+ Nguoi dung tuy chinh menu

+ Canh bao mau gitp 1am ndi bat cac tinh trang
ctia hé thong
- Hé théng phan tich: Hé thong xét nghiém sinh hoa
truy Xuét ngﬁu nhién, tu dong hoan toan cung kha
ning chay mau trén khay cap ctru.
- Nguyén 1y phan tich: Do quang pho.
- Loai xét nghiém: Phan tich diém cubi, dong hoc,
diém c6 dinh.
- Phuong phap phan tich: Do mau, do d% duc, phan
mg ngung két latex, mién dich Enzyme ddong nhat.
- Danh myc xét nghiém duogc img dung: > 125
- S6 xét nghiém c6 thé duoc cai dat: > 120

+ So mau: > 113

+ Cung cac chi s6 huyét thanh (LIH), HbAlc
(Thb, HbAlc + HbA1¢%) hodc nhiéu hon
- Cac thong sb chay cung lc trén may: Lén dén >
60 xét nghiém so mau.
- Cong xuat: > 400 xét nghiém/gio.
- Céc loai mau: Huyét thanh, huyét twong, nudc tiéu
va céc chat dich khac
- Kha niing nap mau:

+ B0 nap rack mau lién tuc 1én dén > 80 miu

+ Moi Rack gan duogc > 10 6ng mau (c6 ma vach
trén rack va trén 6ng mau). Cong suit > 80 mau,
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nap lién tuc.

+ Khay cép ctru STAT dugc gitt lanh: C6 thé chay
ddng thoi > 22 mau (chay Cal, QC va miu théng
thuong).

+ Tinh ning chay mau khan chi vé6i 1 thao tac
nhén nt STAT cung kha ning chay chuin va QC tu
dong
- Ong mau: Loai dng 16n va 6ng nho: duong kinh tir
<11.5 dn > 16 mm chiéu cao tir < 55 dén > 102
mm. Loai chiét mau ra cbc gin vao 6ng.

- Thé tich hat mau: < 1.0 - > 25 uL (cai dat hat ting
dan timg < 0.1 plL)
- Chat lugng mau xét nghiém:

+ Huyét thanh duc do md, tan huyét, huyét thanh
vang.

+ Phat hién sy ¢b tic miu va va cham dau kim.

+ Kim hut héa chét phat hi¢én murc chét long hodc
chat pha loang. Cum kim hit dugc thiét ké dé phat
hién va cham khi di chuyén 1én xubng.

+ C6 > 6 kim khudy
- Cac dinh dang ma vach mau:

+ NW7, CODE 39, CODE 128, ISBT-128, 2
trong 5 tiéu chuén.

+ Pinh dang két hop c6 thé doc (tdi da 4 loai &
cung mét luc, ngoai trir néu ding ISBT-128)

- Khay hoa chat:

+ > 76 vi tri cho (R1 + R2, vi tri nudc rua) dugc
lam lanh <4°C - > 12°C.

+ Céc thé tich lo hoa chat: 15 mL, 30 mL, 60 mL
hoac nhiéu hon
- Thé tich héa chat: R1: <10 - >250 pL, R2: < 10 -
>250 uL (cai dat hat ting dan ting 1 L)

- Tong thé tich phan tng: < 90 - >350 pL

- Cuvette phan trng: Cuvette thuy tinh ctrng vinh
ctru hoac Thach Anh

- Sb Cuvette: > 88 vi tri

- Thoi gian phan Gmg: > 8 phut

- Nhi¢t d6 phan ung: 37°C

- Phuong phap phan tng: U nudc cach ly

- Ty dong rira cuvet (Cuvet dugc rira ty dong béng
vOI1 rira trude va sau khi phan tich trong hoat dong
thuong quy.

- Dai do quang: 0 - > 3.0 OD, quang 16 > 5mm

- Budc song: > 13 bude soéng khac nhau gitra < 340
->800 nm

- Hiéu chuan:

+ Hiéu chun tu dong, hi¢u chuén nang cao, vi tri
hiéu chuén duge bao quan lanh.

+ Nhap gia tri chudn bang ma vach 2D. C6 thé cai
dat duge > 200 loai hiéu chuén.
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+ Lich str dit liéu hi¢u chuan d6 hoa dugc luu tri.
- Kiém tra chit luong: DO thi nguyén tic Westgard,
d6 thi 2 diém va db thi Levey- Jen.
->100 QC c6 thé dugce cai dat, > 10 mirc d6 xét
nghi¢m.
- Gia trj tham chiéu: Pugc cai dit theo ngudi dung.
- Tién pha lodng miu ty dong: Chay lip lai c6 thé
cai ché do tu dong co6 dic mau hoic pha loang mau;
hoic ¢ thé pha lodng méu rdi nhap hé s pha lodng
méu (3, 3, 10, 15, 20, 25, 50, 75, toi da 100 1an hodc
t6t hon)
- Kha nang két ndi: két néi mot chidu hodc hai chiéu
v6i hé thong méy chu
- Hé diéu hanh: Windows XP* hoic twong duong
- Luu trir dir liéu:

+ C6 the luu dén > 100.000 mau bénh nhan

+ D6 thi phan ing > 200.000 xét nghiém
- Nguén nudc:

+ Mtrc tiéu thu nudce trung binh: <20 Lit/ gio.

+ Loai nudc: Khir ion 11, tiét trung.
- Chéat luong nudc yéu cau: Do dan dién: nho hon
2.0 uS/cm, nudc loc véi bo loc < 0.5um
- Bo luu dién

+ Chung loai: Online

+ Cong suat: > 3 kVA
- BO loc nudc RO: Cong suét: > 30 lit/gio

May theo
bénh  nhan
thong so

doi
5

I. THONG TIN CHUNG

- Xuét xt: Thudc nhém nude G7

- Tiéu chuan chat lugng: ISO 13485 hodc tuong
duong

- Tinh trang: M1 100%

- Nam san xuét: 2024 tro vé sau

- Ngudn dién: < 100~240VAC, tan s6 50/60Hz
- Nhi¢t do hoat dong: < 40°C

- Dai d6 am hoat dong: < 80%

II. CAU HINH CUNG CAP

- May chinh man hinh cdm Gmg mau 12.1 inch: 01
chiéc

- Cap dién tim ECG: 01 chiéc

- Bao do huyét ap dung nhiéu lan: 01 chiéc

- Cam bién do SpO2 dung nhiéu lan: 01 chiéc

- Cam bién nhiét d6 qua da: 01 chiéc

- Pin: 01 chiéc

- Day nguon: 01 chiéc

- Hudng dén str dung tiéng Anh, Viét: 01 bd

IIL THONG SO KY THUAT
* Ung dung: Tré so sinh, tré em va nguoi 16n
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* Thong sb chung:
- Hién thi: man hinh cam Gng > 12.1 inch
- Theo doi > 8 budc song
- Chi thi: Chi thi cac canh bao; chi thi nguén; Am
thanh canh bao va beep soéng phtrc hop QRS.
- Thoi gian Trend: <1 —> 72 gio
* Pién tim:
- Pau vao: cap dién tim > 5 day dao trinh ECG va
chuan AAML.
- Lva chon dao trinh: 1, II, III, aVR, aVF, aVL, V,
V1-V6, TEST
- Lya chon d6 khuéch dai: x0.5; x1; x2; x4
- Pic diém tan sd: < 0.05 ~ > 35Hz (+3dB)
- Dang song ECG: > 7 kénh
- Dién 4p danh thing: > 4000VAC 50/60Hz
- Toc dd quét: 12.5; 25; 50 va 100mm/s hodc cao
hon
- Dai hién thi nhip tim: < 30 ~ > 300 nhip/phat
- D6 chinh xac: + 1 nhip/phut hodc 1%, c6 thé 16n
hon
- Cai dat dai gidi han canh bao:
+ Gidi han trén < 100 ~ > 200 nhip/phut
+ Gi6i han dudi < 30 ~ > 100 nhip/phit
* Nhip tho:
- Déi do: 0 - > 120 rpm
- B9 chinh x4c: + 3rpm
- Cai dat gidi han canh béo:
+ Gi61 han trén < 6 ~ > 120 rpm
+ Gi61 han du6i <3 ~> 120 rpm
* Huyét ap khong xam nhap:
- Cong nghé do: Po dao dong ké tu dong
- Bom cing bao do: <30s (ap luc bao do tiéu chuan
0 - 300 mmHg)
- Chu ky do: AVE <40 giay
- Ché d¢: thu cong/ty dong
- Khoang thoi gian do ¢ ché d6 tw dong: tir < 2phut
->4 gio
- Dai do nhip xung mach: <30 - > 250 (bpm)
- Dai do:
+ Ché do nguoi 16n/tré em: SYS: < 40 - > 250
(mmHg), DIA: <15 - > 200 (mmHg)
+ Ché d¢ tré so sinh: SYS: <40 - > 135 (mmHg),
DIA: <15 ->100 (mmHg)
- Lbi huyét ap trung binh téi da: +5mmHg
- Do 1éch chuén t6i da: < 8mmHg
- B¢ phan giai: < ImmHg
- Chuc nang bao vé qua ap:
+ Ché d6 nguoi 16n: > 300mmHg
+ Ché d¢ tré so sinh: > 160mmHg
- Cai dat gidi han canh bao: SYS: <50 - > 240
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mmHg, DIA: <15 -> 180mmHg
* Nhiét do:
- Dai do: <25 ->50°C
- Do chinh xac:
+0.2°C (£25.0->34.9°C)
+0.1°C (£35.0->39.9°C)
+0.2°C (£40.0 - >44.9°C)
+0.3°C (£45.0 ->50.0°C)
- Déi hién thi: <0.1°C
- bat gidi han canh bao:
+ Gi61 han mirc cao: 0 - > 50°C
+ Gidi han muc thap: 0 - >50°C
- Kénh do: > 2 kénh.
* Nong do oxy trong mau:
- Dai do %SPO2: 0 - >100%
- Két ndi mang: Mang khong day chuan 802.11b/g
- Ngué)n cap:
+ Ngudn: Ngudn AC ngoai hodc pin sac
+ Pin sac: tich hop.
+ Thoi gian sac: trén > 3 gio

Bom tiém dién tuw
dong

I. THONG TIN CHUNG

- Tiéu chuan chat luong: ISO 13485 hoic tuong
duong

- Tinh trang: Méi 100%

- Nam san xuét: 2024 trd vé sau

- Ngudn dién: < AC100-240V+10%, Tan sd
50/60Hz

- Nhi¢t do hoat dong: <5->4046 C

- D6 am hoat dong: < 20 - > 90% (khong ngung tu)

II. CAU HINH CUNG CAP:

- May chinh: 01 chiéc

- Day nguon: 01 chiéc

- Khoa treo may: 01 chiéc

- Hu6ng dan sir dung tiéng Anh, tiéng Viét: 01 b

III. THONG SO KY THUAT:
- Ngudn cung cap:

+ < AC100-127V+10% 50/60Hz (cho nudc su
dung ngudn dién 100V)

+ < AC200-240V +£10% 50/60Hz (cho nudc sur
dung ngudn dién 200V)

+ DC 12V #5% (type: ST55-4)
- Pin xac bén trong: DC3.6V > 1500mAh Ni-MH
(type: BP-55) str dung lién tuc > 12h (& toc do >
5mL/h khi Pin xac day)
- Pin xac Alkaline: Str dung > 4 vién, AA pin
alkaline DC6V. Thoi gian sir dung > 24h (& téc do
> 5mL/h khi Pin xac day)




STT

Tén thiét bi

Céu hinh, tinh ning, thong sé k¥ thuit

Ghi

Ve

chu

- Dong dién:
+ AC < 0.1A (cho nudc sir dung ngudn dién
100V), < 0.05A (cho nudc ngudn dién 200V)
+ DC <0.4A
- Hang dng tiém co thé sir dung:
+ Top, Terumo, Nipro, JMS, B-D, Monoject, va
Bbraun hoac twong duong
+ Tu dong nhan kich co& 6ng tiém (10,20,30,50
mL)
+ < 1% b tiém Diprivan 20,50mL
- Tc d6 truyén:
+<0.1 ->300.0mL/h (ong tiém 10mL)
+<0.1 - >400.0mL/h (6ng tiém 20mL)
+<0.1 ->500.0mL/h (6ng tiém 30mL)
+<0.1->1200.0mL/h (éng tiém 50mL)
+<0.1->1200.0mL/h (1% B¢ tiém Diprivan
20mL, 50mL) (thay ddi toc d6 mdi bude ting 0.1
mL/h)
+ Gia tri mac dinh: > 150.0mL/h
- Pham vi truyén thudc: < 0.1 ~ > 1000.0mg
- Pham vi truyén theo thé tich: < 0.1 ~ > 1000.0mL
- Pham vi truyén theo can ning: < 0.1 ~ > 300.0kg
- Ty 18 KVO:
+<0.01 - >99.99 pg/kg/min
+<0.01 - >99.99 mg/kg/h
- Ty 1€ bom bolus:
+>300.0mL/h (6ng tiém 10mL)
+>400.0mL/h (6ng tiém 20mL)
+>500.0mL/h (6ng tiém 30mL)
+>1200.0mL/h (6ng tiém 50mL, 1% bo tiém
Diprivan 20mL, 50mL)
- Thé tich bom bolus:
+mL: 0.1 ->50.0 mL (mdi budc 0.1mL)
+ pg: 0.1 - >50000.0 pg (mdi budc 0.1ug)
+mg: 0.1 - > 5000.0 mg (mdi budc 0.1mg)
- Thanh loc:
+ Khoang > 330mL/h (dng tiém 10mL)
+ Khoang > 620mL/h (6ng tiém 20mL)
+ Khoang > 740mL/h (dng tiém 30mL)
+ Khoang > 1200mL/h (dng tiém 50mL)
- Ty 1¢ truyén KVO:
+ 0.1 - > 5mL/h (ting bude 0.1mL/h)
+ Mic dinh ctia nha san xuit 0.1mL/h.
- Gi6i han thé tich: < 0.1 ~ > 1000.0mL
- Pham vi hién thi tong thé tich truyén: 0.0 ~ >
1000.0mL
- B0 chinh xac:
+ Co khi: <+1%
+ Ong tiém: < +3%
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* Trong it nhat mot gid tiém truyén véi toc do
dong chéy it nhét 12 < 1,0ml/gio.
- Ap luc nghén:

+ C6 thé cai dit toi < 4 muc:

+ Mirc cao: <93 + 33kPa (700 £ 250mmHg/0.95
+ 0.34 kgf/icm?)

+ Trung binh: <67 £ 27kPa (500 +
200mmHg/0.68 + 0.27 kgf/cm?)

+ Muc thap: < 40 + 20kPa (300+150mmHg/0.41
+ 0.2 kgf/cm?)

+ Rat thap: < 20 + 10kPa (150 + 75mmHg/0.2 +
0.1 kgficm?)

- Phat hién qua tai:

+ Khoang < 20N cho 6ng tiém 10mL

+ Khoang < 40N cho 6ng tiém 20mL

+ Khoang < 55N cho 6ng tiém 30mL

+ Khoang < 80N cho dng tiém 50mL
- Bao dong/ canh bao:

+ Bdo dong ¢ muc cao: Nghén, qua tai, truyen
xong, tat nguon mat nguon, 16i may, sai Ong tiém,
vi tri dat ong tiém chua dung, truyen xong (KVO).

+ Béo dong ¢ muc thap: Nhic nho, truyén gan
xong, ket thiic, khong pin xac, pin yéu, khong toc
do truyén, khong gidi han thé tich, khéng c6 gia tri
trong mot so truong, kiém tra gla tri cai dat, giai
han phan ctng, gisi han phan mém.

+ B4o hiéu (Canh bao): Kiém tra cam bién thoi
gian bao tri, Standby mode, chuyén d6i nguén cung
cap, hity truyén Bolus
- Churc nang:

+ Ty dong tat ngudn.

+ Lap lai am bdo.

+ Béo dong khi chuyén d6i ngudn.

+ Chtrc nang KVO.

+ Churc nang cho.

+ Cai dat coi.

+ Chtrc nang lich sur.

+ Churc nang khoa phim.

+ Chirc nang giéi han nhan hiéu éng tiém.

+ Chtrc nang chuyén doi hién thi gi6i han thé tich.

+ Chtrc ndng lam méi pin.

+ Churc nang hen gio bao tri.

+ Chirc ning cai dat gia tri giéi han trén cta toc
do dong chay.

+ Chirc nang dang ky 6ng tiém cta nguoi ding.
- Cau chi: < T0.2AH

1.3. Cac yéu cau khac

1.3.1. Bing danh muc hang héa dw thdu va Béing chao ddp ieng kj thugt:




(i) Bang danh muc hang hoa dw thau:

- Nha thau phai ké khai ddy du thong tin ctia hang hoa du thau theo mau duéi day
va cung cép file scan ban in c6 ky, dong du, hop 1é cta nha thau va file dinh dang
Word/Excel kém E-HSDT. Nha thau phai dam bao va chiu trach nhiém vé su théng
nhat gitta ndi dung file Word/Excel va file scan ban ky, dong dau



Tén nha thau: ... ...

BANG DANH MUC HANG HOA DU THAU

Email: ......

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

Tai liéu chitng minh tinh hop 1¢ hang héa theo yéu ciu tai Muc 1.3.2 Chwong V

Phiéu
tiép
Xuét xir [ghi | Tailiéu chirng nhan Ho
tén quoc gia, | minh nang lyc Két qua ) ) . 50’ cong
Danh muc vung lanh tho, | thwc hién hop A . | SO0 luu hanh hoac s0 | Tiéu chuan bo du Ghi
STT X ] LD oA X phan loai £ o, £ <A .
hang hoa ky ma hi¢u, dong theo E- TTBYT GPNK (néu cé) chat lwgng dieu chu
nhan hiéu, CDNT 16.2 kién san
hing sin xuat] Chuong 11 xuat
TTBYT
(néu co)
(1) (2) 3) (4) (5) (6) (7) (8) (9)
Nha thau liét - S6 cong  bé: -
ké cac tai liéu ./PCBB-HCM ngay .. Phiéu
Nha lién quan: vi du: hodc tiép nhan
thau - Thu 1y quyén . o 131122'2016 H6  so
nhdp Nha thau Nhd thiu ngay .. tr .. X Ph’ebf tiep niian s0- iy ' o cong Qé
STT nhdp danh hin thone i (tén  hang) Loai o/ gAY hodc h~p . | du  diéu
hang muc hang hoa il.Aap ong -\ cho .. (tén nha | A/B/C/D - Gicfy chirng nhdn g ... €0 kién san
héa | theo E-HSM) | 'enduan thau/mha  phan 2 ; s | TCu et G
L p ang ky luu hanh dén
theo E- phéi), 6 hiéu TTBYT thugc logi C, D | "% = TTBYT
HSMT le dén ... sé  ..DKLH/BYT... | 50
- Gidy phép ngd)./; ’ ) hoq:gc ngay ...
ba4n hang ngay - Gidy phép nhap khau - Néu




Tai liéu chirng minh tinh hop 1¢ hang héa theo yéu cau tai Muc 1.3.2 Chwong V

Phiéu
tiép
Xuat xir [ghi | Tai liéu ching nhan Ho
tén quoc gia, | minh nang luc K&t qua SO’ cong
STT Danh muc vung lanh tho, | thwc hién hep hﬁnqloai SO luu hanh hodc so | Tiéu chuén bo du Ghi
hang héa ky ma hiéu, dong theo E- pTTBY'I: GPNK (néu cé) chat lwong dieu chu
nhéan hi¢u, CDNT 16.2 kién sén
hang san xuat| Chuong 11 xuat
TTBYT
(néu c6)
. cua ... (tén s6: ...NK/BYT-TB-CT khong
nha phdn phoi) ngay ... phai  la
C;f? e (tn ;ffa - Nha théu ghi 16 ddi TIBYT
thaw), c6  higu v6i hang héa la TTBYT san  xuat
lyc dén ... (hodc A A trong
iy 1 I khong thuoc danh muc o thi
co fuew fuc cho phai cdp phép nhdp meoc
goi thau nay). hiu. ghi:
Khong
ap
dung).

(ii) Bang chao dap ung kv thuat:

- Nha thau phai ké khai day du thong tin theo mau dudi day va cung cap file scan ban in co ky, dong dau, hop 18 ctia nha thau va file
dinh dang Word kém E-HSDT. Nha thau phai dam bao va chiu trach nhiém vé sy thong nhat gitra ndi dung file Word va file scan ban ky,

dong dau.




- Mau duéi day ding dé phuc vu viéc ddnh gia vé ky thuat hang hoa du thiu cta nha thau. Nha thau phai ké khai day di va chinh xac
cac thong tin theo mau nay. Nha thau phai chiu moi trach nhiém vé hau qua hodc su bat lgi néu khong lam ding theo quy dinh. Viéc nha
thau cb tinh ké khai thong tin khéng ding vé6i thong sb ky thuat ma nha san xuit da cong bd nhim muc dich vuot qua bude danh gia vé k§
thuat dugc coi 1a hanh vi gian 1an trong d4u thau quy dinh tai Khoan 4 Piéu 16 Luat PAu thau va sé& bj xtr 1y theo quy dinh cua Phap luat.



BANG CHAO PAP UNG THONG SO KY THUAT

Stt

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

Hang san xuat: ......
Xuat xu: ......
Hang, nudc chu sé hiru: ......

S6 lwong: ......

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

Yeéu cau chung

Yéu cau chung

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

Ghi rd tén tai liéu, sd trang tham
chiéu va trich dan ndi dung cu thé
trong tai liéu tham chiéu thé hién
tinh dap Uing cia hang hoa cua tung
noi dung yéu cau k¥ thuat.

Yéu cau cau hinh

Yéu cau cau hinh

Nha thau chao thau di noi dung
theo yéu cau.

Yéu cau ky thuat

Yéu cau ky thuat




Stt S Noi dung E-HSDT Tai liéu tham chiéu
Noi dung yéu cau cia E-HSMT

Ghi 3 tén tai liéu, sb trang tham
chiéu va trich din noi dung cu thé
trong tai liéu tham chiéu (ban gbc)
thé hién tinh dap tmg cua hang hoa
clia timg ndi dung yéu cau k¥ thuat.

Xem cac vi du dudi day:

(AV4 Yéu cau khac Yéu cau khac

Nha thau cam két va/hodc cung
cap tai li¢u theo yéu cau.

1.3.2. Tai liéu chirng minh tinh hop lIé cua hang hoa
a. Bang chao dap Gmg k¥ thuat theo yéu cau tai muc 1.3.1 Chuong V.
b. Catalogue hoic tai liéu k¥ thuat cia nha san xuét (cung cap ca ban goc va ban dich) néu rd ddi véi ting loai hang hoa:
- Model, ky ma hiéu, nhan hiéu san pham (theo quy dinh cta nha san xuét);
- Tén nha san Xuét;
- Thong s6 k¥ thuat hang hoa;
- Quy céach hang hoa (néu co);
Nha thiu phdi diing cong cu danh diu (highlight) vao cdc ni dung cu thé chieng minh hang héa dap ing ky thudt tai catalogue
hodc tai li¢u ky thudt.

C. Tai liéu chirng minh ning lyc thuc hién hgp dong: Gidy phép ban hang/ gidy ty quyén ban hang hodc céc tai liéu twong duwong khac
theo quy dinh tai E-CDNT 16.2.



d. Déi voi hang hoa la trang thiét b y t€ theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va cc quy
dinh phap luat hién hanh, cung cap céc tai li€u sau:

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

S6 luu hanh con han hodc dugc nhip 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 luat hi¢n hanh, cu thé nhu sau:

Déi véi trang thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan (hoic Phiéu thong tin) Ho so cong bd tiéu chuan ap dung cua
trang thi€t bi y t€ trén Cong thong tin dién tir BO Y t€ (dmec.moh.gov.vn),

Déi véi trang thlet bi y té loai C, D: Gidy ching nhén dang ky luu hanh hoac dugc nhép khau theo quy dinh tai Khoan 18 Piéu
1 Nghi dinh s6 07/2023/ND-CP vé viéc sira doi, bo sung Diéu 76 Nghi dinh s6 98/2021/ND-CP va cic quy dinh phap luat hién
hanh.

Luu ¥: d6i voi trang thiét bi y té nhap khau theo diém d Khoan 2 Piéu 76 Nghi dinh s6 98/2021/ND-CP di dugc stra d6i, bo
sung tai Khoan 18 Diéu 1 Nghi dinh s6 07/2023/ND-CP: Nha thau ké khai rd ddi véi trang thiét bi y té khong thugc danh myc
phai cap phep nhap khau theo quy dinh tai Didu 6 Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cung cap ban phan loai
trang thiét bi y té thudc loai C, D dugc cong bd thong tin trén Cong thong tin dién tir ciia Bo Y té

S6 cong bd va Phiéu tiép nhan (hoic Phlqu thong tin) ho so cong bd du (11eu kién san xuat d6i vai trang thiét bi y té san xuat
trong nudc theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP va cac quy dinh phéap luat hién hanh.
Gidy chtng nhan nha san xuat/co s san xuat dap tng tiéu chuin chit luong ISO 13485 (con hiéu luc tdi thiéu dén thoi diém
dong thau).

* Ghi chu cho cdac muc c, d,:

Néu tai liéu khong duoc cip truc tuyén: Nha thau cung cép file scan (mau) tir ban gdc hodc ban sao chimg thuc ctia co quan chirc
nang theo quy dinh cua phép luat.
Néu tai liéu duoc cap truc tuyén: Nha thau cung cap ban gbc duoc tai truc tiép tir website/cong thong tin dién tir ma tai liéu dugc

dang tai hodc ban co dau xac nhén cua nha thau/dO’n vi lién quan. Nha thau phai chiu trach nhiém vé tinh hop 1¢, trung thyc va chinh
x4c cua tai liéu va cung cip duong dan dé tra ciru néu duogc yéu cau.



- Dbi véi gidy ching nhan dat tiéu chuan chat lugng (vi du: ISO 13485, 9001): Nha thau cung cap file scan mau tir ban gdc hodc ban
sao c6 chung thyc hoac ban sao c6 dong dau xac nhan cua to chirc dung tén s6 luu hanh hoac nha nhap khau, kém tai li¢u ching
minh nhu: s0 luu hanh, gidy phép nhdp khau.

- Tai liéu bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va nha thau chiju trach nhiém phap 1y vé tinh chinh x4c cta nodi
dung dich thuat khi phat hanh. Trong truong hop co su sai khac gitra ban dich va ban goc thi Chu dau tu s€ danh gia dua vao ban
goc.

- Trong moi truong hop, nha thau chiu hoan toan trach nhiém phap 1y vé tinh hop 18, trung thyc, chinh xac cua tat ca tai liéu cung cép.

1.3.3. Bin cam két ciia nha thau
Nha thau phai cung cap bang vin ban c6 ky, dong dau hop 1& cho Bénh vién Phoi Ha Tinh cho goéi thau nay vai ndi dung cu thé theo
mau nhu sau:



Cong Hoa Xa Hoi Chu Nghia Viét Nam
Poc lap — Tu do — Hanh phic
KOXR
CAM KET CUA NHA THAU CHO TOAN BQ GOI THAU
Goi thau: [ghi tén goi thau]

Kinh giri: Bénh vién Phéi Ha Tinh

Nha thau [ghi tén nha thiu] cam két nhur sau:

Céc thiét bi hang héa phai bao dam mdi 100%, c6 ddy dit nhan méc, san xuat ndm 2024 tro vé sau;
Hang hoa duoc cung cip hoan toan thich tng vé dia 1y, méi truong, khong c6 anh hudng tac dong nhiéu dén moi trudng.

Hang hoa 1a trang thiét bi y té phai duoc niém yét gia, ké khai gia theo Nghi dinh s6 98/2021/ND-CP, Nghj dinh sb
07/2023/ND-CP va cac quy dinh phap luat hi¢n hanh;

Pap (g thoi gian bao hanh quy dinh cu thé ddi véi timg thiét bi tai Muc 1.2 Chuong V.
Dinh ky thuc hién bao tri theo ti€u chun cta nha san xuét trong thot gian bao hanh.
Trong thoi gian bao hanh, nha thau phai c6 dich vu hd tro ki thuat: 24/24; 7 ngay/tuan.

Khi c6 yéu cau kiém tra, sira chita dot xuét, nha thau c6 kha nang dap ung trong vong 24 gid ké tir khi nhan dugc thong bao cia
Bén mua.

Nha thau s& cung cap tai liéu khi giao hang bao gom:

(i) Ban gbc hodic ban sao cong chimg Gidy chimg nhan két qua kiém dinh ddi v6i cac thiét bj thudc dién phai kiém dinh theo quy dinh.
Chi phi kiém dinh do nha thau chi tra.

(ii) Ddi v6i hang héa nhap khau: Ban gbc hoic ban sao cong ching Gidy chimg nhan xuat x{r (CO), Gidy chimg nhan chét, lugng (CQ);
Ban sao to khai hai quan, van don, packing list, Gidy phép nhap khau theo quy dinh hién hanh va cac tai liéu ching minh thiét bi duoc
thong quan hop phap véi day du thong tin vé hang héa nhu trong hop dong.



(iii) P4i v6i hang hoa san xuét tai Viét Nam: Gidy chimg nhan chat lugng xuat xudng d6i voi cac thiét bi san xuat trong nude; S6 luu
hanh néu hang hoa 1a trang thiét bi y t€.

(iv) Ching thu giam dinh vé s luong, chat lwong, tinh méi, dong bo, ching loai, ky ma hiéu, ngudn gdc, xuit xir, nim san xuét, tinh
nang k¥ thuat co ban cua hang hoa khi ban giao (Pon vi gidm dinh do Chu dau tu chi dinh, chi phi gidm dinh do nha thau chi tra).

- [ghi cac cam két khac ciia nha thau]
v, NEAY ... thang ... nam .....
Pai dién hop phap ciia nha thau
[ghi tén, chirc danh, ky tén va déng dau]
1.3.4. Huéng din trinh bay cdc file trong E-HSDT diing tdi trén H¢ thong:
Céc file dir li¢u cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:
1. (Folder 1) Tinh hop I¢:
- Bao dam du thau + tai liéu chirng minh tu cach hop 1€ ctia nguoi ky thu bao 1anh.
2. (Folder 2) Nang luc kinh nghiém:
- (File 1) Bao céo tai chinh nam ___ (vi du: 2022)
- (File 2) Bao cao tai chinhnam __ (vi dy: 2023)
- (File 3) Bao cao tai chinhnam __ (vi du: 2024)
- (File 4) Xéc nhan thuc hién nghia vy thué
- (File 5) Hop dong tuong tu 1 (bao gdm hop ddng, bién ban nghiém thu/ thanh 1y/ héa don GTGT...)
- (File 6) Hop dong tuong tu 2...
... vd cdc tai liéu lién quan khéc (néu c6)

3. (Folder 3) Ky thuat: Ngoai Bang danh myc hang hoa dl_l’:[h?lu, nha :[hﬁu 1ap cac folder riéng cho timg mat hang hodc cac mat hang dy
thau c6 cung hang san xuat hodc cung tai liu phap ly, trong moi folder d€ nghi nha thau tach riéng cac file tai liéu va danh so thir tw
mat hang theo E-HSMT, vi du:



1. (Folder 3.1) Phén 1:

(File 1) Gidy uy quyén (bao gom: iy quyén tir hang chii s¢ hitu, ity quyén tir nha phdn phéi...)
(File 2) Ban két qua phan loai TTBYT

(File 3) SO lwu hanh (bao gom: Phiéu tiép nhdn/Phiéu thong tin ho so cong bo tiéu chudn dp dung, gidy chimg nhan dang ky
luu hanh, giay phép nhdp khau v.v...)

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

(File 5) Catalogue

(File 6) Datasheet

(File 7) Instruction for Use

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

Luu y: dé nghi nha thau tach riéng tung file tai ligu ky thudt (catalogue, datasheet...), khong gép chung tit cd tai ligu ky
thudt vao 1 file. Yéu cau ddt tén file diing theo tén tai liéu dung dé tham chiéu trong Bdng chao dap ving ky thudt va dung

cong cu danh diu (highlight) lén cdc ndi dung ky thudt cu thé chirng minh ddc tinh, théng sé ky thudt ciia hang héa theo yéu
cau..

2. Folder 3.2 Phan 2: Trinh bay tuwong t nhuw trén

Muc 2. Ban vé: Khong c6 ban vé.

Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu ciu kiém tra, thir nghiém hang hoa dugc cung cap dé dam bao hang hoa d6 cé dic tinh k§ thuat phu hop véi
yéu cau cua hgp dong. Thoi gian, dia diém va cach thirc tién hanh kiém tra, thtr nghiém:

+ bia diém: Tai don vi st dung.
+ Thot gian: do cac bén thda thuén;
+ Noi dung kiém tra: kiém tra toan b hang hoa theo yéu cau ctia hgp dong;

+ Chi phi t6 chirc thuc hién: do nha thau chi tra.



Truong hop hang hoa khong phu hop véi déc tinh ky thuat theo hop dong thi Chu dau tu
c6 quyén tir chdi va Nha thau phai c6 trach nhiém thay thé hodc tién hanh nhitng diéu chinh can thiét dé dap tmg dung cac yéu cau Ve dac
tinh k¥ thuat. Truong hop Nha thau khong c6 kha ning thay thé hay diéu chinh cac hang hoéa khong phu hop, Cha dau tu c6 quyén to chirc
viéc thay thé hay diéu chinh néu théy can thiét, moi rui ro va chi phi lién quan do Nha thau chju. Viéc thuc hién kiém tra, thur nghiém hang
hoa ctia Chu dau tu khong dan dén mién trir nghia vu bao hanh hay cc nghia vu khac theo hop dong cua Nha thau



