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Phu lyc: Danh muc trang thiét bi mua sim nam 2024 i
(Kem theo Théng bao so: 361/TB-TTKN ngay 01/7/2024 cua Trung tam Kiém nghiém)

YEU CAU VE KY THUAT

. Yéu cau chung

— Thiét bi m&i 100%

— Nam san xuat: nam 2023 tré vé sau

— Thiét bi dat tiéu chuan chat lugng 1SO 9001 hoic twong duong
— Thiét bi dugc nhiét d6i héa phi hop vai khi hau Viét Nam
— Paép ing cac tiéu chuan quéc té vé an toan

— Nha san xuat phai dat tiéu chuan 1SO phién ban hién hanh
— Ngudn dién cung cap: 220V, 50Hz

I1. Cau hinh cung cap: trong bang mo ta

I11. Tinh ning, thong sé k¥ thuat: trong bang mo ta

IV. Yéu cau khac

— Nha thau phai c6 van ban cam két cung cap day du: ching nhat xuat xir (CO), ching
nhan chat luong (CQ), glay phep nhap khau, hd so nhap khau thiét bi cua Hai quan
(d6i vai thiét bi nhap khau) gidy chtrng nhan xuat xudng (d6i véi thiét bi san xut
trong nudc), va cic giay to khac theo quy dinh hién hanh khi giao hang.

— Phai ¢6 vin ban cam két cung cap vat tu tiéu hao va phuy ting thay thé t6i thiéu 8
nam.

— Giao hang, lap dit tai noi str dung; chay thir va dao tao hudng dan sir dung cho ngudi
dung tai noi st dung.

— Thoi gian bao hanh > 12 thang hoic theo quy dinh cua nha san xuit ké tir ngay
nghiém thu hoan thanh dua vao st dung.

— Binh ky 6 thang thuc hién bao tri trong thoi gian bao hanh hoac theo quy dinh cua
nha san xuat.

— Khi c6 yéu cau kiém tra, stra chira d6t xuat, nha thau phai dap Gng trong vong: < 48
gio.

— La dai ly phan phéi chinh thirc san pham caa nha san xuét hodc duoc uy quyén hop
phap (N6i dung uy quyen phai the hién rd thoi han cung cap phu tung, linh ki¢n thay
thé va cé gié tri tuong ung thoi gian hiéu luc caa HSMT)

— Tai liéu huéng dan st dung, bao tri tiéng Anh va/hoic tiéng Viét.
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Hé théng HPLC
Phan mém diéu khién
May tinh, may in
Bo luu dién
Céc phu kién kem theo
Dich vu k¥ thuat
I. Tinh ning, thong sb ky thuat
1. Hé théng sic ky l6ng hiéu ning cao

.1.1 Bom dung méi: thdng sb ky thuat téi thiéu

Ap suit hoat dong: 0 - 600 bar
S6 kénh dung mai: 4 kénh
Xitr ly dung méi: tich hgp bo khir khi cac kénh dung
moi trude khi vao hé thong
Khoang tc 6 dong: 0,001 — 5,000 mL/phut
Do chinh xac toc do dong: < 1%
P dung toc do dong: < 0,1% RSD
Kiéu tron gradient: gradient 4 kénh dung méi ap
suat thap
Cong bd do ding va do chinh xac thanh phan dung
moi
C6 ché d6 rira piston ty dong lién tuc cho bom gitp
tang tudi tho seal
Tinh ning an toan: phat hién va hién thi 15i, phat
hién ro ri
— Pham vi pH hoat dong: tr 1 — 12,5
1.2 B§ tiém mau tw dong: thong sb ky thuat tdi
thiéu
Ap suat hoat dong: 0 - 600 bar
Khoang thé tich tiém mau: 0,1 — 100 pl véi budc
tang < 0,1 ul
Phuong phép tiém mau: tiém vong loop mau (tiém
hét thé tich)
Do lap lai thé tich tiém: < 0,25% RSD (5ul)
Do nhidm ban (carryover): < 0,004%
Co tinh nang rua Kim
S6 lwgng mau: téi thiéu 96 vi tri lo chira mau (1,5ml
—2ml)
Tinh ning an toan: phéat hién va hién thi 15i, phat
hién ro ri
Bo 1am lanh mau
+ Khoang nhiét do: 4 — 40 °C
+ COng b d6 ding hodc do chinh xac nhiét o

3.1.3 Budng diéu nhiét cot: thdng s6 k§ thuat ti

thiéu
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— Khoang nhiét do: 4 — 65 °C
— C6ng bd do chinh xac va d6 6n dinh cua nhiét do
— Kha ning chira tdi thiéu 3 cot c6 chiéu dai > 30cm
— Tinh ning an toan: phat hién va hién thi 13i, phat
hién ro ri
3.1.4 Pau do DAD: thdng sé ky thuat tbi thiéu
— Khoang budéc song: 190nm — 800nm
— Sé luong diod: > 512
— Cobng b @ nhidu, do troi, dd chinh x4c budc song
— Tinh ning an toan: phat hién va hién thi I8i, phat
hién ro ri
3.2. Phan mém diéu khién: thong sé ky thuat t6i
thiéu
— Phan mém méi nhat caa Hang (c6 ban quyén)
— Chay trén hé diéu hanh Windows 10 trg 1én (c6 ban
quyén)
— Diéu khién toan bd hé thdng, thu thap dit liéu, xir
ly dir liéu, b&o cao va luu trir an toan.
— Chirc nang audit trail tw dong ghi nhan chi tiét
nhitng thay ddi trong qua trinh sir dung
— CO6 chinh sach bao mat va phan quyén sir dung theo
y&u cau cta ngudi ding
— CO6 kha nang két ndi Internet hoic mang LAN dé
truyén dir liéu va diéu khién hé théng tir cac may
tinh khac nhau
3.3. May tinh, may in: théng s6 k§ thuat téi thiéu
— May tinh:
+ Core i7 hoac tuong duong
+ RAM 8G
+ SSD 500GB
+ Man hinh: 21,5’
+ Ban phim + chudt quang
— May in laser den trang, in 2 mat ty dong
3.4. B§ lwu dién:
— Pé sir dung cho hé théng sic ky 16ng hiéu nang cao
— Thoi gian luu dién: téi thiéu 10 phit véi 100% tai
3.5. Cac phu kién kém theo:
3.5.1 May rira cft:
S6 lugng: 01
Thong sb ki thuat t6i thiéu:
— S6 kénh dung moi: 2 kénh
— Khoang tc d6 dong: 0,2 - 3,0
— CO6 ché do rira piston tu dong lién tuc cho bom gitp
tang tudi tho seal.
3.5.2 Bom hit chan khong:
S6 luong: 01
Théng sb ky thuat tdi thiéu:
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Luu lugng hat: 34 lit/phat
Do chéan khoéng téi han: 670 mmHg
Cong suat: 1/6 HP
Do 6n thap (< 60 dB)
3.5.3 B loc dung mbi:
S6 lugng: 02 bo
Théng s6 ky thuat tdi thiéu:
— Dung tich phéu: > 300ml
— Dung tich binh chira: chira >1000ml
— Phu hgp cho mang loc: ® 47mm
— Pé a3 mang loc: thuy tinh x4p
— Vat liéu: phéu va dé phéu bang thay tinh
borosilicate, n(t cao su silicon, kep giit bang nhom.
3.5.4 Binh chtra dung méi: téi thiéu 04 cai (binh thuy
tinh khéng mau, 1000ml
3.5.5 Binh chira dung moéi rira: s6 luong pht hop hé

thong

3.5.6 Cot phan tich C18: 01 (250mm x 4,6 mm;
5mcm)

3.5.7 Co6t phan tich C8: 01 (250mm x 4,6 mm;
5mcm)

3.5.8 Tién cot C18 (bao vé cot): 01 hop

3.5.9 Tién cot C18 (bao vé cot): 01 hop

3.5.10 Holder: 01 cai

3.5.11 Lo chira miu, nip, septum: 1000 CAi

3.5.12 beén D2: 01 cai

3.5.13 Beén Vis: 01 cai

3.5.14 Phy kién tiéu hao thay thé sir dung trong thoi

gian bao hanh

3.6. Dich vu ky thuat

3.6.1 Thue hién 10, 0Q, PQ

3.6.2 Huéng din sir dung: Lip dat va huong dan st

dung thiét bi cho can bo PTN bai can bo ky thuat cua

Cong ty da duoc dao tao cia Hang dam nhiém voi

cac noi dung:

— Sur dung thanh thao thiét bi phan tich.

— Khai thac phan mém va tit ca tinh ning tac dung
cua céc thiét bi.

— Phan tich nhitng mau co ban.

Doc két qua phan tich va xir ly cac két qua do.

— Thuyec hién hudng din mot sé bao dudng may don
gian dam bao cho may bén, luén ¢ tinh trang hoat
dong tot, kéo dai tudi tho cua thiét bj.

3.6.3 Hiéu chuan: bai don vi ¢6 ning luc hiéu chuan

dugc ¢éng nhan, gém cac chi tiéu:

1. Y&u cau k¥ thuat

Do khdng dam bao do
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Budc song (190-800 nm): <2 nm

2. Yéu cau thyc hién

- Hé théng bom: d6 dung cua tdc d6 dong

- B6 phan tiém mau: do lap lai cua thé tich tiém tai
10,20,50 puL

- Budng nhiét cot:

+ Do 6n dinh

+ DJ diung

- Pau do (UV-Vis, DAD):

+ DJ diing cua budc séng

+ Do nhidu, d6 troi, tinh tuyén tinh, d6 l3p lai

Can phan tich + may
in

I1. Cau hinh cung cap
— Céan phéan tich
— Céc phu kién can thiét di kém theo may:
+ AC Adaptor 220 Volt/ 50-60 Hz
+ Pin, Cable truyén dit liéu
+ Cuon giay in kim (100 cudn), Ribbon muc in
(50 ribbon muec in) sir dung cho may in kim.
I11. Tinh niing, thong s k¥ thuat
3.1 Can phén tich
— Théng sb k¥ thuat t6i thiéu
+ Hiéu chuan: Qua can noi (tu dong hiéu chuan
Vi qua can chuan bén trong khi co sy thay
d6i moi truong 1am viéc)
Kha nang can t6i da (tai trong tdi da): > 51g
Do phan giai (kha nang doc): <0,01mg
Do lap lai: <0,02mg
Do tuyén tinh: £0,03mg
Thoi gian 6n dinh can: 4-8 giay
Can ¢6 nhiéu don vi can thdng dung, tbi thiéu:
g, mg )
Céan c¢o cac chtrc nang nhu can dém, can tinh
phan trim, nhé dit lidu can véi céc thdng sd
date, time, dir liéu chuan can.
+ Can c6 thé két ndi voi may tinh, may in qua
COng phu hop (c6 gan sin trong can), co thé
Xuat ra may in, may tinh cac dit li¢u nhu s6 ID,
Seri, dit liéu chuan can, dit liéu can . .. dap ung
tiéu chuén béo céo GLP/ GMP/ I1SO.
+ Man hinh hién thi sang deén cho phép doc két
qUa trong moi diéu kién, sé hién thi to, rd
— Yéu cau Hiéu chuan: boi don vi ¢o nang lyc hiéu
chuan dugc céng nhan, gém cac chi tiéu:
+ Kiém tra do lap lai
+ Kiém tra do léch tim
+ Kiém tra do tré

+ 4+ + + +

+




Hz;ngi en haﬂg hoa/ dich Thong sé k¥ thuat va cac tiéu chuan
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+ Kiém tra do dung
3.2 May in Kim:
Théng sb ky thuat
+ May in kim twong thich vi may chinh.
+ Cho phép in thong tin thiét bi (theo cai dat caa
ngudi ding), ngay, gio, phat, khéi lugng can.
3 Can phan tich 500g + | 1. Cau hinh cung cap

may in

— May chinh: 01 céi
— Céc phu kién can thiét di kém theo may:
+ AC Adaptor 220 Volt/ 50-60 Hz
+ Pin, Cable truyén dit liéu
+ Cuon gidy in kim (100 cuén), Ribbon muyc in
(50 ribbon myc in) str dung cho may in kim.
I11. Tinh ning, thong sb ky thuat
3.1Céan
— Thong s6 ky thuat t6i thicu
+ Hiéu chinh: Qua can ni (tu dong hiéu chuan véi
qua can chuan bén trong khi cé sy thay d6i moi
trrong lam viéc)

+ Kha nang can t6i da (tai trong toi da): >420 g

+ Do phan giai (kha nang doc): < 0,001 g

+ Do lap lai: <0,001 g

+ Do tuyén tinh: £ 0,002 g

+ Can c6 nhiéu don vi can théng dung, tdi thiéu:
g.mg

+ Thoi gian 6n dinh can nhanh: khoang 1-2 giay

+ Can c6 cac chirc nang nhu can dém, can tinh

phan trim, nhé dit liéu can vai cac thdng sb
date, time, dit liéu chuan can.

+ Can co thé két ndi vai may tinh hoac may in qua
ngd giao tiép (co gan sin trong cn), ¢d thé xuat
ra may in, may tinh céc di liéu nhu sé ID, sb
Seri can, dit liéu can, dit liéu chuan cén ... dap
g céc chuan GLP/ GMP/ ISO.

+ Man hinh hién thi sang dén cho phép doc két
qua trong moi diéu kién, sé hién thj to, rd

— Yéu cau Hiéu chuan: bai don vi c6 ning luc hiéu
chuan duoc cdng nhan, gdom cac chi tiéu:

+ Kiém tra do lap lai

+ Kiém tra do léch tim

+ Kiém tra do tré

+ Kiém tra do dung

3.2 May in kim:

Thong sb ki thuat

+ May in kim tuong thich véi may chinh.

+ Cho phép in thong tin thiét bi (theo cai dat cua
ngudi ding), ngay, gio, phat, khéi luong can.
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Bé siéu am

Cau hinh cung cap

Bé siéu am

Gio bang thép khong gi
Nip bing nhua

I11. Tinh niing, thong sé k¥ thuat

Théng sb ky thuat tdi thiéu:

Tan s6 siéu am: > 35 kHz

C6 nhiéu ché do siéu am dé phan bé trudong séng
am theo nhu cau trong bé siéu am: tdi thiéu phai co
ché do siéu &m hoa tan mau va ché do khir khi dung
moi

C6 chirc nang gia nhiét: c6 thé diéu chinh theo cac
budc 5°C trong khoang 25°C -70°C

Cai dat thoi gian siéu am: c6 thé cai dat tur 1-30
phut hoac chay lién tuc

Than bé chdng tia nuée va long bé 1am bang thép
khong gi

Dung tich sir dung: > 25 lit

C6 6ng xa dé thay nudc trong bé

Gi6 bang thép khong gi

Nip bing nhua

May khudy tir (gia
nhigt)

Cau hinh cung cip

May khuay tir (gia nhiét)

Phu kién kém theo: 01 ca tir 20mm, 01 céa tir 30mm,
01 cé tr 40mm

I11. Tinh ning, théng sé k¥ thuat

Thong sb k¥ thuat t6i thiéu:

May dung dé khudy tron hoa tan va gia nhiét cac
loai dung dich, héa chét ...

S6 vj tri khudy: 01

Thé tich khudy téi da: > 10 lit

Tbc do khudy: 100-1000 vong/phut

Khoang nhiét d6 gia nhiét: 50°C - 300°C

Hién thi nhiét do: man hinh LCD hoic LED

Hién thi téc do: thang do

Vit liéu bé mat gia nhiét chiu duoc an mon hoa chat
dé vé sinh

Dung cu cap ciru
khan cap

Cau hinh cung cip
Thiét bj chinh: 01
Phu kién kém theo dap ung hoat dong cua thiét bi

I11. Tinh niing, thong sé k¥ thuat

Théng sb ky thuat tdi thiéu:

C6 chirc ning rira mat, ria todn than

Luu lwong rira mét: > 9 lit/phat

Luu luong voi tim toan than: > 60 lit/phut
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Ngudn nudc: dé dang cip nudc tir ngudn nudce sinh
hoat chung

Kich hoat rira mat, rira toan than bang tay

Vit liéu ché tao: phi hop cho hoat dong.

Céch lap dat: lip dat trén san

Tua hood

. Cau hinh cung cap

Tu hood

Quat hat chiu hoa chét ¢ cong suat phu hop

B6 loc hut mui > 02 b loc (gém b loc theo ti va
bo loc dy phong)

Puong ong thai duoc lap dit > 5 mét.

II1. Tinh ning, thong so ky thuat

Thong s6 ky thuat tbi thiéu:

Tu hat bang vat lidu chuyén dung cho phong thi
nghiém hoa linh vyc dugc tham, thuc phém, co 6ng
dan

Toan b phan trong ti bang vat lidu c6 kha ning
chiu dung méi, bazo, acid.

Chat liéu hoan toan khong bat lira va khong gay
chay thém khi tiép xtic vi lira.

Chét liéu khong thdm nudc, dé vé sinh, ngan can
su phét trién cua vi sinh vat

Téc d6 gid qua ctra hiit dam bao hut dugc hoi hoa
chat, dung moi

Ctra bang kinh cuong lyc day t6i thiéu 5Smm, nang
ha theo nguyén 1y dbi trong, di chuyén nhe nhang
va c6 diém duing tét.

Tay nam cira nhya PVC nguyén khéi bao vé cira
kinh, dé dang thao tac dong mé cira ti.

Phia trong thiét ké dén chiéu sang v&i hé
thong bong dén LED co cong suat phu hop. Bong
dén d& thay thé tir bén ngoai.

Véch bang vat liéu chéng hoa chét.

Mt ta bang vat liéu phu hop, chéng an mon hau
hét cac hoa chat.

Dirong ong thai khi duong kinh phu hop

Trong ti ¢6 01 dau cap nudc dé trang rira dung cu
Bén rira: béng vit liéu chéng hoéa chét, dugc khoét
am trén mat ban tu hut.

Tu c6 it nhat 02 6 cam dién d6i cuing cong tic diéu
khién dén, quat bo tri bén ngoai tu.

Kich thuéc ngoai: tdi thiu khoang
1200*850*1400mm (W*D*H)

Kich thuéc trong: tdi thiéu khoang
1170*700*750mm (W*D*H)

Co6 t6i thiéu 2 hoc ti dé chira vat dung




HangA en haflg hoa/ dich Thong sé k¥ thuat va cac tiéu chuan
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— Tu c6 duong dng dé két ndi voi hé thdng hit khi ra
khoi phong thi nghiém
— Quat hut chiu acid
+ Quat chuyén dung chiu acid, base thich hop st
dung cho cac chup hut, ta hat khi phong thi
nghiém, y té...
+ Van hanh ém, luu luong khi 16n.
+ Do on thap (< 75dB)
8 May lic I1. Cau hinh cung cap

— May lac

— Thiét bi phu tro (gia lic da ning)

I11. Tinh ning, thong sb ky thuat
Thong sé ky thuat tdi thiéu:

3.1 May lic

— Diéu chinh tdc do va hen gio bang dién tu.

— Hién thi LED cho diéu chinh tc d6 va thoi gian.

— Kiéu chuyén dong: quay tron.

— Duong kinh lic: 10 mm

— Khéi luong lic cho phép (bao gom phu kién): > 7,5
kg

— Thoi gian hoat déng cho phép: 100%

— Thang téc do: 0 - 500 vong/phut

— Hién thij téc do: LED

— Hen gio: cé

— Hién thi hen gio: LED

— Thang cai dat hen gio: 5 — 50 phat

— Ché d6 van hanh: Lién tuc/hen gio

6.2. Thiét bi phu tro (gi4 lic da ning): Phu hop cho

cac loai loai binh nén, binh cau, binh dinh muc cé

dung tich tir 50 ml — 1000 ml.
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