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YEU CAU CUA NGUOI DUNG

VE CAC PAC TiNH KY THUAT CUA THIET Bl PHAN TiCH VA PO LPONG
USER REQUIREMENT SPECIFICATION
ABOUT TECHNIC OF ANALYTICAL AND MEASURENMENT INSTRUMENT

~Tén thiét bi instrument name: May HPLC HPLC system
- Ma sb (néu cb) Instrument number (if any): QLCI-01

- Model (néu cb) Model (if any): N/A

- Nha san xuat (néu cd) Manufacturer (if any): N/A

- Bon vi st dung Using department: Phang Kiém Nghiém
Quality Control Department

STT Thiét bj | Yéu ciu ky thuat Ghi chil

NO, instrument Technical specification Rerarks

1 | May HPLC

Bom Pump
- Thc d6 dong cai Gat: - .
' 9 ' 0,0001- 5ml/min
Flow rate setting range
-Ps ding toc d6 dong: )
© cng toe db dong +£2.00% (%)
Flow rate accuracy
7-D“ hn h C técd()ao_n_ e
© chinh xa ? dong RSD<0,5% *)
Flow rate precision
-P6 diing thanh phan tron: £2.00% -
Gradient composition accuracy
I Go’nson e e R
7N SOng <02 % *)
Gradient ripple:
‘Tiém mau tw dong -
Autosampler
-Khoang dat thé tich tiém: 0,1 pL - 100 pL
Injection volume setting range
D6 chinh xac thé tich tiém: RSD< 1,0% *)
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STT Thiét bi Yéu cau ky thuat Ghi ch
NO. Instrument Technical specification Remarks
Injection volume precision
-Pé nhiém chéo
<0,010% (")
Carry-over
DPau do
Detector
-l.oai dau do:
UVv-VIS
Detector Type
-Nguén sang: )
J J D2
Light source
-Khoang buéc song:
eang bt song 190 ~ 700nm
Wavelength range
-D6 dang bwéc séng:
@ daung g <+1,0 nm ")
Wavelength accuracy
-D06 tréi dweng nén: .
< 0,6 mAU/M ")
Drift
-6 nhiéu N .
< 0,0200 mAU )
Noise
-Tuyén tinh N
dyen i 2 0,9990 “)
Linearity
Pau do RI
Rl Detector
-Ty s6 tin hidu trén nhidu
y ' SIN = 10 ")
Signal/Noise ratio
-B9 tréi theo théi gian
’ 9 + 0,1 mV/min (£ 6000 pV/h) (*)
Drift over time
-Tuyén tinh
y 2 209950 *)
Linearity
Budng didu nhiét cho cot
Column Oven
-Khoang nhiét d6 cai dat: 4 °C~ 90 °C
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STT

NO. instrument

Thiét bi

Yéu cau ky thuat

Technicat specification

The system shall operate using 110 Volts or 220

Volts

Functional Requirements

Yéu cau vé chive ning:

Ghi chu

Remarks

- Khay duwng lo co thé chiva dwoc it nhat |

sb lwong 216 lo.
The vial tray could accommodate a capacity of at

least number of 218 vials,
- Hé théng cho phép van hanh 24 gi¢ trén
ngay va 7 ngay trén tuan

The system shall allow 24-Hour, 7-Day operation.

Quan |y hé thong

System management

Ngbén nglr

Language

Tiéng Anh
English

Yéu cau tai liéu

Document Requirements

~Tai lidu tham dinh (IQ/0Q)
Qualification documents (1Q/0Q)
-Tai liéu hwéng dan st dung

Operation and maintenance manual

2 | May in Cé chirc nang in 2 mat
Printer 2-sided printing function

3 May tinh Computer
.0S: Window 10 Pro tré& 1&n
_CPU: Intel core i7 tr& lén
-RAM: 16 GB tré Ién
-SS8D: 256 GB trg 1én
-HDD; 2 TB tro 1én
~-Man hinh monitor: LCD 23 Inch

- Chubt Mouse:

Optical Mouse

(*) Tham khao tai liéu refer to document; Qualification of Equipment Annex 1: Qualification of
Liquid Chromatography Equipment PA/PH/OMCL (11) 04 R6
(**) Tham khao tai liéu refer to document: Shimadzu HPLC System Operational Qualification

Protocol/Report.
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STT  Thiét bi Yéu cau ky thuat Ghi chd
NO. Instrument Technical specification Remarks
Temperature setling range
-D6 dang nhiét do: +2,0°C ]
Temperature accuracy ( )
-Po &n dinh nhiét do: < 0,20 °C -
Temperature stability ™)
Kétndi '
Connection

Céng két ndi

Interface

Céng ethernet
Ethernet port

Giao tiép

Communication

- Hé thdng HPLC phai dwa trén PC va
dwoc két ndi véi mang. |
The HPLC system shall be PC based and
connected to the network.

- Hé théng HPLC phai twong thich v&i moi
hé théng quan ly théng tin phong thi
nghiém.

The HPLC system shall be compatible to any

Laboratory Information Management Systems (if

the need arises).

Piéu kién lip dat thiét b

Nhiét dé méi trirdng
Ambient Temperature

Equipment installation conditions

| - Hé théng cho phép van hanh & nhiét do

ttr 15°C dén 25°C.
The system shall allow operation from 15°C to
25°C

P am méi truong
Ambient Humidity

- H& théng cho phép van hanh & db &m tir
45% - 75%

The system shall allow operation from 45% - 75%

Nguodn dién:
Power source

- Hé théng sé hoat déng bang dién ap 110

Volts hoac 220 Volis
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Trwdng phong quan Iy chat lwgng  Trwdng/Phd phong kiém nghiém Nguw&i thiee hién

QM Manager QC Manager Performer
el Eﬂ%(//
| = k"

Tran Binh Thuan Nguyén Thanh Tung Huynh Thé Ngoc

_#
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