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Chi nhanh Nha may Dwoc Pham DHG - tai Hau
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Phong Kiem Nghiém

Quality Control Department

Sé No.: QCD/07-2025/001

YEU CAU CUA NGUO'I DUNG

VE CAC DAC TiNH KY THUAT CUA THIET Bl PHAN TiCH VA PO LUONG
USER REQUIREMENT SPECIFICATION
ABOUT TECHNIC OF ANALYTICAL AND MEASUREMENT INSTRUMENT

- Tén thiét bj Instrument name: May RAMAN RAMAN system
- Ma sb (néu c6) Instrument number (if any): QRSM - 02

- Model (néu cé) Model (if any): N/A

- Nha san xuét (néu c6) Manufacturer (if any); N/A

- Pon vi str dung Using department: Phong Kiém Nghiém
Quality Control Department

STT Thiét bi Yéu cau ky thuat Ghi
NO. fnstrument Technical specification chl
Remarks

1 May RAMAN

RAMAN machine
Thang sé séng 1028,3  +2,0 cm™’
Wavenumber Scale 1266 .4 +20cm! *)
1444.4 +25¢cm'

Pham vi dap (rng —
Response-Intensity Scale

D6 phan gidi quang pho <15 om~" (1000 om~" - 1100 cm™") *)

Spectral Resolution

Két néi
Communication
Cong két nbi: Két ndi Wifi va mang LAN (**)
Interface Wifi interface va LAN
Pigu kién lap dat thiét bi

Equipment Installation Conditions

Nhiét dé méi trurdng 5°C -50°C (™)

Ambient Temperature

P& Am méi trudng <80 % (")
(¢}

Ambient Relative Humidity
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STT Thiét bj Yéu cau ky thuét Ghi
NO. Instrument Technical specification chu
Remarks

Quan Ii hé thong
System management

Ngoén ngiv Tiéng Anh ")
Language English
Yéu cau tai liu -Tai liéu thdm dinh (IQ/0Q)

t Requi
Document Requirements Qualification documents (IQ/OQ)

-Tai liéu hudng dan sir dung

Operation and maintenance manual

Y&u cau khac: - Ban xuyén dwoc qua lo trong subt, lo
Other requirements mau, I&p 16t trong subt /Aidp 16t mau.
Scans through clear bottles, colored bottles, clear
finers/colored liners.
- Bén xuyén dwoc qua cal nhya tréng va
cal nhya cé mau
Scans through white plastic cals and colored plastic
cals.
- B&n xuyén dwoc bao b ién, bao tai gidy.
Scans through large burtap sacks, paper sacks,
- Bé&n xuyén duwgc chai thiy tinh mau nau.
Scans through brown glass bottles.
- Tinh ndng loai trir sé thung da nhap.
Entered case number exclusion feature
- Co tinh nang sao lwu d&* liéu
Data backup feature.
- Bap trng FDA 21 CFR Part 11
FDA 21 CFR Part 11 compliant
- Thye hién thadm dinh [8p dat va van hanh
Perform 1Q, OQ
- Dao tao tai noi lap dat Training in-house
- Bao hanh 12 thang

12 months warranty
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(*) Tham khao tai liéu: Ph. Eur. Chapter 2.2.48. Raman Spectroscopy (11.0" edition).
Refer to document:

(**) Tham khdo tai liéu : Tiéu chuadn nha san xuét.
Refer todocument: Standard of manufacturer
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