Muc 3. Tiéu chuin danh gia vé ky thuat

Sir dung phwong phép chdm diém dé xay dung tiéu chuén danh gié vé k§ thuat.

- Nha thau pha1 dap ng day du cac yeu cau bit bude déap ung dugc mo ta tai Yéu
cau chung; Yéu cau cau hinh; Yéu cdu chi tiét k¥ thuat; Yéu cau khéc ctia hang héa,
thiét bi sau d6 tiép tuc xem xét, danh gia cdc chi tiéu ky thuat theo phwong phap chdm

diém.

- Mitrc diém tdi da 100 diém.

- Mirc dlem yeu cau tdi thiu: 90% tong sb diém (90 dlem) ctia thiét bi, hang héa.
E-HSDT c6 tong 50 diém dat bang hoic vugt muc diém yeu cau t6i thiéu s& duoc déanh

gid 1a dat yéu cau vé ky thuat va duoc tiép tuc xem xét vé tai chinh.

Bang diém chi tiét cua tirng thiét bi, hang hoa cu thé nhu sau:

Mie | Mie
ST ; diém | diém ;
N¢i dung dieu chinh A toi Thang bing chim diém
i B toi da i
thic¢u
100 90
I | Yéu ciu chung
Méy méi 100%, san xuét tir ndm 2026. Yéu cau bat bude dép tmg
MBbi truomg lam viée: Nhiét do t6i da > S S o e
30°C, db Am t6i da > 80%. Yéu cau bat budc dap ung
Sir dung ngudn dién 220V/ 50 Hz i i B oA i
(£10%). Y€u cau bat bugc dap ting
II | Yéu ciu v ciu hinh
Hé thdng sic ky ion (IC) detector dién
héa (ED) bao gom céc bd phén sau:
A A ] Alr > \ v
1 be:; thong bom 4 dong dung méi: > 01 Yéu chu bt bude dép fing
2 | B phan 6n nhiét: > 01 bd Yéu cau bét bude d4p tmg
3 | B4 phan bom mAu ty dong: > 01 bd Yéu cdu bét bude dap ung
4 | Detector dién hoa: > 02 céi Yéu ciu bit budc dép tmg
Phén mém diéu khién va phén tich dir e, B owler wooge g
5 lidu: > 01 bd Y¢€u cau bat budc dap ung
6 | May tinh, mdy in: > 01 bd Yéu ciu bat bude dap tng
7 | Bd luu dién: > 01 bd Yéu cau bit bude dap img




Nbi dung diéu chinh

Mire
diém
A

toi da

Mic
diém
toi
thiéu

100

90

Thang bing chim diém

B{ phu kién, chat chuan, bao gom

- Bo dau bom gom so cap va thu cap
phtt hop v6i hé théng: > 01 bd

- Cot phén tich, pha tinh
eﬂlylvmylbcnzene/ divinylbenzene,

gén véi cac nhom chirc amin bac bon,
duong kinh hat < 5,5um, chiéu dai cot
> 200 mm, duong kinh c6t <4 mm: >
02 cai.

- Cot bao v¢, pha tinh
ethylvinylbenzene/divinylbenzene,
gén voi cac nhém chirc amin bac bdn,
dudng kinh hat < 5,5um, chiéu dai cot
> 50 mm, duong kinh cft <4 mm:: >
02 cai.

- Cot phan tich, pha tinh
ethylvinylbenzene/divinylbenzene gin
v6i cac nhém chirc amin bac bdn,
dudng kinh hat < 10pum, chiéu dai >
200 mm, duong kinh 4 mm: > 02 cii.
- Cot bao v¢, pha tinh
ethylvinylbenzene/divinylbenzene gin
v&i cac nhom chirc amin bac bdn,
duong kinh hat < 10pum, chiéu dai >
50mm, duong kinh 4mm: > 01 cai.

- Cot bay Borate (Borate Trap
Column) 4 x 50 mm: > 02 céi.

- Chét chuén van hanh may > 01 bd

- B0 kit thuc hién OQ: > 01 bd

- Binh khi Nito > 40 lit, d9 tinh khiét>
99,999% va van giam ap: > 01 céi

- Bo phu kién tiéu hao tdi thiéu cho 01
nam st dung (nha thau liét ké chi tiét).
- Cung cip kém ban dat thiét b véi
chét liéu mat ban compsite 151
phenolic, khung sit son tinh dién/inox,
kich thudc phu hgp: > 01 cai

Yéu cau bét budc dap tng

111

Yéu cau chi tiét ky thuit

Hé thong bom bon dong dung méi

25

Bén kénh dung méi kém bd dudi khi
dong bo.

Dat: 2 diém i
Khoéng dat: 0 diém

Kiéu piston kép

Pat: 1 diém d
Khong dat: 0 diem




Muc

Mure

ST diém | Jim
= N¢i dung diéu chinh by tii Thang béing chim diém
thiéu
100 90
Vit liéu ché tao dudng din bang PEEK 5 Pat: 2 diém
tro, khong chira kim loai Khong dat: 0 diém
Ap suat toi da: > 40 Mpa hodc > 5.800 ) Dat: 2diém
psi Khong dat: 0 diém
K e e by : Dat: 2 diém
Toc d¢ dong toi da > 10,000 mL/phut 2 Khéng dat: 0 didm
Buéc ting (d6 phan giai) tbc d6 dong: 1 Dat: 1 diém :
<0,001 mL/phut Khong dat: 0 diém
x Dat: 3 diém
2 B 2o tde dd dono: < 0 : -
D9 chinh xac toc do dong: <0,25% 3 Khéng dat: 0 didm
- D6 chum tdc d6 dong: < 0,05%: 3
diém
n £ e - D6 chum téc d6 dong: tir > 0,05 %
. 0 Ty v v »
D9 chum toc d6 dong ( RSD): <0,1% 3 dén<0,1 %: 2 diém
- D6 chum téc d§ dong: > 0,1%: 0
diém
- B§ chinh xéc thanh phan dung mdi:
: +<0,3 %: 5 diém ]
D6 chinh xéc thanh phan dung méi: + 5 - D9 chinh xéc thanh phan dung moi:
<0,5% tr+>0,3%dén+ < 0,5‘%: 3 diém
- B chinh xé4c thanh phan dung méi:
+> 0,5 %: 0 diém
i i Pat: 1 diém
Dugc trang bi bd phat hién 0 ri 1 Khéng dat: 0 didm
o g LSk e Pat: 2 diém
C6 bo rira piston tu dong 2 Khong dat: 0 diém
Chuong trinh gradient: bon kénh 4p | Dat: 1 diém
suat thap Khong dat: 0 diém
2 | Bo phén 6n nhiét 10
e e = Pat: 1 diém
On dinh nhiét do chf) detector va cot 1 Khéng dat: 0 didm
Khoang nhiét d§ (6n dinh cdt): tir < 3 Dat: 3 difm
10°C dén > 70°C Khong dat: 0 diém
; Dat: 3 diém
A I3 r A {3 < 0, - .
D0 chinh xac nhiét d6: + <0,2°C 3 Khéng dat: 0 didm
o : Pat: 1 diém
A oA A A 0 L. 5
D 6n dinh nhiét d§: <0,1°C 1 Khéng dat: 0 didm
. Pat: 2 diém
a A A < 0 b4 ]
D06 chum nhiét do: + <0,2°C ¥ Khéng dat: 0 didm
3 | B§ phin bom miu tw dong 15

C6 kha nang phan tich dong thoi hai
quy trinh khac nhau

Yéu ciu bét budc dap tmg




Mire

Mirc

ST gl | (15
T N¢i dung diéu chinh (i da | 01 Thang bang chim diém
thiéu
100 90
: SN Ry o Bf;ltl 1 diém
Theé tich mau to1 thiéu: <10 puL i Khéng dat: 0 diém
- Thé tich bom t6i da: > 5.000 pL: 3
diém
i i, - Thé tich bom tdi da: tir > 2.000 pL
. > r >
The tich bom t6i da: > 2.000 uL 3 dén <5.000 uL: 2 diém
- Theé tich bom toi da: <2.000 pL: 0
ki ki [d diém kil
Khoang thay doi thé tich: tr < 1 dén > 1 Dat: 1 diem
2000 puL Khong dat: 0 diém
s - < % Dat: 1 diém
. . > . . 5
Ti 1€ pha lozjng. tir1:1 dén > 1.10'00 1 Khong dat: 0 diém
Do chum thé tich tiém vong lap c6 dinh 3 Dat: 3 diém
(RSD): £0,3% Khong dat: 0 di€m
x Dat: 2 diém
A 1A A 0 < 0, g .
Kha nang nhiém chéo: <0,01% 2 Khong dat: 0 diém
Thoi gian tiém 13p lai trén 1 vial: <15 | Dat: 1 diém
gidy Khong dat: 0 diém
Cung cép khay mau tiéu chuan > 100 vi 5 Pat: 2 diém :
tri cho lo mau 1,5 mL Khoéng dat: 0 diém
T : Pat: 1 diém
Cheé do tiém: full loop, partial loop 1 Khong dat: 0 didm
4 | Detector dién hoa 30
Ché d6 do: xung (pulse) danh cho 1 Dat: 1 diém
phén tich carbhohydrate Khong dat: 0 diem
- D9 nhiu dién tir: < 10 pC hoc <
10 pA: 5 diém
T 2 - D6 nhiéu dién tir: tir >10 pC dén <
. < < ¥ = - —_
£ ALl s Rt AP | ) 50 pC hodic tir > 10 pA dén < 50 pA:
50 pA !
3 diém
- DJ nhiéu qién tu: > 50 pC hodc >
50 pA: 0 diém
- E?cf) nhiéu dién tr DC: <2 pA: 3
diém
TR - D6 nhiéu dién tir DC: tir > 2 pA dén
Dg nhieu dién to DC: <10 pA 3 <10pA: 2 e
- B§ nhicu dién tr DC: > 10 pA: 0
diém
- Dai hiéu nang: t6i thiéu < -2,0 V, i Dat: 4 didm
da>2,0V e Khong dat: 0 diém
Dii tin hi¢u PAD : < 10 pC dén > 200 4 Pat: 4 diém
uC hodc <10 pA dén > 200 pA Khong dat: 0 di€ém e

=




Mire

Mirc <A
ST didm | di€m ”
Néi dung diéu chinh i toi Thang biang chim diém
T toi da X
thiéu
100 90
R % Dat: 4 diém
Dai tin hiéu DC: <10 pA dén> 70 pA 4 Khéng dat: 0 diém
o ; I 5 : Pat: 2 diém
Dién cuc lam viéc bang hop kim vang 2 Khéng dat: 0 didm
- The tich cell tai dién cyc lam viée:
<0,2 uL: 2 diém
Thé tich cell tai dién cuc lam viée: < 0,7 5 - Thé tich cell tai dién cyc lémv viéc:
uL tr> 0,2 pL dén < 0,7 pL: 1 diém
- Thé tich cell tai dién cuc lam viéc:
> 0,7 uL: 0 diém
- Ap suat hoat dong t6i da & cell: >
100 psi: 3 diém "
bk b= i i 3 - Ap suat hoat dong toi da ¢ cell: tir >
Ap suat hoat dong toi da & cell: > 40 psi 3 40 psi dén < 100 psi: 2 diém
- Ap suét hoat dong ti da & cell: <
40 psi: 0 diém
i v Pat: 2 diém
Dién cuc tham chiéu: pH-Ag/AgCl 2 Khéng dat: 0 didm
Phin mém diéu khién va phin tich
5 e 10
dir liéu
Diéu khién toan b hoat dong cua tit : Dat: 1 diém
ca cac bo phan Khoéng dat: 0 diém
Phan mém ban quyén, hoat dong trén 1 Dat: 1 diém :
moi truong Windows Khoéng dat: 0 di€ém
Quan ly va xir 1y s6 li¢u phan tich: ; Dat: 1 diem
dinh tinh, dinh luong Khoéng dat: 0 diém
Tbi wu hod phép phan tich, dua ra dir 1 Pat: 1 diém ;
liéu, phén tich dir liéu, bdo cdo két qua Khoéng dat: 0 diém
Tuén tha 21 CFR Part 11 va GxP va 5 Dat: 5 diém :
huéng dan bao toan dit lidu Khong dat: 0 diém
2 s 3 ; Dat: 1 diém
Giao dién két qua dang bang tinh 1 Khéng dat: 0 diém
6 | May tinh, may in 5
May tinh (cAu hinh t6i thiéu)
Thude dong may tram
B vi xir ly 64 bit da nhan véi hiéu
ning tuong duong Intel Core i7 (thé
hé thi 13 tr¢ di), RAM > 32GB, SSD
> 500 GB (dé cai dat hé diéu hanh va 4 Pat: 4 diém

phé“m mém), dit liéu cé hd trg cAu hinh
du phong RAID 1 vé6i 6 HDD 2TB
Chudt, ban phim, man hinh LCD > 25
inch

Microsoft Windows 10 ban quyén,

Khong dat: 0 diém




ST

N¢i dung diéu chinh

M}?c
diém
t6i da

Mire
diém
toi
thiéu

100

90

Thang bang chim diém

Microsoft Office ban quyén
Cé 61 thicu 02 cong mang RJ45

My in (cAu hinh t5i thiéu)

Mady in laser

Bd nhé: > 16MB RAM
Téc 6 in: > 30 trang/phiit
D4 phéan giai: > 600 x 600
Khb gidy A4

Giao dién: USB/LPT

Pat: 1 diém
Khong dat: 0 diém

B0 luwu dién

Str dung cho toan hé thong, cong suit
t6i thidu 5 kVA ¢6 thé duy tri toan tai
duoc ti thiéu 30 phut, do dn < 55dB,
dién 4p déu ra 220V

Dat: 5 diém ;
Khong dat: 0 diém

IV

A l r
Yeéu cau khae

Vi thiét bi ctia hing san xuat 1an dau
tién cung cé‘ip, lip dit tai Vién, nha thiu
cam két dao tao cho téi thidu 01 cén bd
cua Vién tai chinh hang theo chuong
trinh dao tao cho k¥ sur, k¥ thuat dé bao
tri, bao dudng va hiéu chuin thiét bi.
Cung cip chirng chi dao tao chinh héng

Yéu cau bit buc dap tmg

Béo gia tron gbi dén noi st dung, bao
g0m gia thiét bi, phi van chuyén 13p dat,
dao tao, bao hanh va cac loai phi, thué
khic (néu co).

Yéu cau bit bude dap img

Giao hang va lap dat tai noi sir dung
(phong thi nghiém), c6 du céc phu ki¢n
d& may c6 thé van hanh ngay sau khi
giao hang.

Yéu cau bét budc dap tmg

Thoi gian bao hanh > 24 thang doi voi
phan cung, > 10 nam VO’l phan mém,
ning cdp phan mém mién phi 10 nam
sau bao hanh, hiéu chuin/bao tri mién

phi trong thoi gian bao hanh.

Yéu cau bat bude dap tng

Nha thau phai cam két cung cap dich vu
bao tri fhleu chuén theo tiéu chuin cta
nha san xuét.

Yéu ciu bt budc dap tmg

Trong thoi gian bao hanh. can b ky
thuat ctia Nha thiu s& c¢6 mit trong
vong 48 gior sau khi nhan dugc thong
bédo vé su ¢b cua thlet bi dé giai quyét
va khéc phuc su cb.

Yéu cau bét budc dap ung




ST

N6i dung diéu chinh

Muec

Mire X
R diem
diéem £
thiaa | 22
thi€u
100 90

Thang bing chim diém

Nha thau phai cam két cung cap dich vu
bao tri, bdo dudng theo tiéu chuan cta
nha san xuat trong thoi gian bao hanh
v6i tAn sudt nam/1 1an. Sau thoi gian
bao hanh cam két cung cap dich vu bao
tri, stra chita trong trudng hop cé su ¢
v6i chi phi wu dai nhét.

Yéu cau bét buje dap img

Nha thau phai chao gid cac phu kién
thay thé chinh hang di kém ddng thoi
cam két cung cép phu kién thay thé t5i
thidu trong vong 10 nim.

Yéu cau bat budc dap ting

Cung cép 01 b tai liéu hudng dan sir
dung Tiéng Anh va Tiéng Viét.

Yéu cau bét budc dap vmg

Cung cap chimg chi chat luong 1Q,0Q
va hd trg PQ sau khi lap dat, chay thir.

Yéu cau bét bugc dap img

Cam két cung cip gidy chung chi chat
lugng (CQ) va xudt xir (CO) khi giao
hang.

Yéu cau bét budc dap img

o




