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$—E= FHPEEK1EEE (URS) | Chapter 1 User Requirement
Specification (URS)

1.1 URS EAF(SE | 1.1 URS Basic Information

XwsS RES IRERR REES
Doc No. Version Equipment Name Model
SKI-4.5V-URS-001 V1.0 P gy ANy G2 SKI-4.5Vv
SKI-4.5V-URS-001 V1.0 SKI-4.5V

Purified Water Sensor Faucet

LR & GREIERI] ikl 1 HA 3 {=L
Project Name Prepared by Issue Date Effective Date
TrEH

Engineering Dept.

1.2IRESS5H8H/Y | 1.2 Project Background & Purpose

PR GMP iESFEBALKERIHBUKTER, W ski-4.5v BV KERIK L, BT HFIZEE—8/ &%
FRAKLIR, A URS FE TIZHIRERIBFHER, (FARt. $iE. 1aeieromkiE.

To meet the purified water terminal intake requirements of GMP clean workshops, the SKI-4.5V Purified Water
Sensor Faucet is procured for the gowning area water terminals of the preparation workshop. This URS specifies user
requirements and serves as the basis for design, manufacturing, inspection, and acceptance.

iEABE | 1.3 Scope
7K URS I&ATF SKI-4.5V AEKBRRKISLRNIRTT. KW, FhiE, k. &3, FEilkikeidE.

This URS applies to the entire process of design, procurement, manufacturing, inspection, installation, commissioning,
and acceptance of the SKI-4.5V Purified Water Sensor Faucet.

1.4 LM SHRE(RIE | 1.4 Regulatory & Standard References
(BREFREEEIT) 2020 E1THR

Good Manufacturing Practice (GMP) 2020 Revision

(HREZE) 2020 FFhi PUER BN 0261 HZGFEK
Chinese Pharmacopoeia 2020 Ed., Vol. IV, General Chapter 0261 Water for Pharmaceutical Use
o 1502852 BmITIVARENEEREREEL
ISO 2852 Stainless Steel Clamp-type Fittings for Food Industry

e 3-A Sanitary Standards PRt
3-A Sanitary Standards

o RV (IRIFETRMIE)

Company Validation Management Procedure
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1.5 FREEKBE | 1.5 User Requirement List

1.5.1 KB4l | 1.5.1 Requirement Details

wmS S BxfER EERE =it
No. Category Requirement Description Met? Remarks

URSOL | &bt | 54 oMp 2588 30 PEkRE, HE (hEE) MUk 0B o’
URs-01 Compliance | 3= o Yes mio

B

Compliant with GMP 3D sanitary standard and Chinese Pharmacopoeia purified

water specification
URS02 | AipE | FOBE DA, A 0N, TR0 HEWEHRE R oA
URs-02 Compliance No sanitary dead legs in flow path, 3D rule compliant, calculation verification o Yes o No

report available
URS03 [ ppyge AN MRS, BRIt HR oA
URs-03 Function Dual-point infrared non-contact sensor control, front sensor has priority o Yes o No
URS04 | ppgp TREIS: HFEHK, BFEK (R oR o0&
URS-04 Function Bottom sensor: water on when hand approaches, off when hand leaves (instant | o Yes o No

response)
URS-05 ToRE RURNLAR : RN —XFHHE. BRI —IRKIE (F0iRR0) o oA
URS-05 Function Front sensor: one touch on, second touch off (toggle mode) o Yes oNo
URS-06 Theg 180 FHBRTEIFNEIK, HEEBKTIK o2 od
URs-06 Function 180-second auto-shutoff to prevent continuous water flow 0 Yes 0 No
URS-07 ToRE 8 3 NI EAERBESK 2 7, BRFETEX o o0&
URs-07 Function Auto-flush 2 seconds after 3 hours idle to prevent stagnant water o Yes o No
URS08 | ppyge R E S F AN ST EIA 0B oA
URs-08 Function Manual emergency opening function when battery is depleted o Yes oNo
URS-09 1ERE TRENEEES 1-11cm ATETS, RIRREZEERS 1-6cm DR 0l
URS-09 Performance | Bottom sensing distance 1-11cm adjustable, front sensing distance 1-6cm o Yes o No
URS-10 tERE BEECKE 0.05~0.6MPa, HREiR{EES 1MPa o of
URS-10 Performance | Suitable water pressure 0.05~0.6MPa, max operating pressure 1MPa 0 Yes o No
URS-11 | fage | SASIELEEEKE (80°C/30min) DR oA
RS2 Performance | Compatible with on-line pasteurization (80°C/30min) o0 Yes o No
URS-12 ERE A14 200 ARfFER TERREERR 9-12 N8 o2 ofd
URS-12 Performance | Battery life 9-12 months under 200 uses/day D Yes o No
URS-13 | 4R PO BEFR 3160 FEN, ZEEKANE R oA
URS-13 Material Main valve body made of medical-grade 316L stainless steel, acid-washed and o Yes o No

passivated
URS-14 & RO/ 316L AEEHN 150 FufE 50.5mm HREERHE mpNal:y
URS-14 Material Clamp connection: 316l stainless steel ISO 50.5mm tri-clamp o Yes o No
URS-15 | #47R RRIEEETRE A MBR HTR 0B o0&
URS-15 Material Sensor sealing diaphragm: MBR material o Yes o No
URS-16 R FrIRIERIE R PTFE+EPDM EAMR o2 o&
URS-16 Material Manual diaphragm valve membrane: PTFE+EPDM composite o Yes o No
URS-17 | MR TERAREREL, TR oRof
URS-17 Material Diaphragm seal in flow path, no sanitary dead corners o0 Yes o No
URS-18 s BUEFRSE DC4.5Y, 375 7 STFEithfites DR oA
URS-18 Electrical Rated voltage DC4.5V, powered by 3 AAA batteries 0 Yes 0 No
URS-19 | mae ST <6s MR, (EIFERI 0 oB
VRS 19 Electrical Operating power <65uA, low-power design L ves oo
URS-20 S WERFEEBNIREEINRE oEof
VRS20 Electrical Built-in low battery warning function o Yes o No

B8 I33 ™



SKI-4.5V @it 7K BRI7K VL Purified Water Sensor Faucet | I&IFiGER Validation Records

BRRSS;le BS {68/ HTEE B Eh K R o oB
) Electrical Auto valve closure on power failure o Yes o No
325522 ZE BB bmamK P o of
) Safety Overflow protection via timeout shutoff o Yes o No
URS-23 ze BRI THEE o o&
URs-23 Safety Anti-false sensing and anti-interference capability o0 Yes o No
SRRSS;EI“ ze MEMIER SR RRER o oB
) Safety Microbial control meets purified water system requirements o Yes o No
VRS2 < SR 150 iRfthaiEls, RERE o oA
) Installation ISO standard tri-clamp connection, easy installation o0 Yes o No
3255;266 T ECEFIHESIRIRR ol of
) Installation Equipped with manual drain diaphragm valve o0 Yes o No
3/?55;277 Ee RETNRBH, SREMSSRETR o o&
) Installation Clear equipment labeling with ID number and flow direction o Yes o No
3255;8 HEp REEBZBEE, BB aRXEE=K ol of
) Maintenance | Smooth surface easy to clean, meets clean area cleaning requirements o Yes o No
U§5;29 HER ZIFERLT, 4R SERE o oh
URs-29 Maintenance | Easy disassembly design for maintenance and part replacement o0 Yes o No
SRRSS;%O “EP I IR R I S S o o&
) Maintenance | Manufacturer provides complete maintenance manual and spare parts list o0 Yes o No
== s . ope .
1.6 FEKIEHAFEPE | 1.6 Requirement Traceability Matrix
URS 4%S URSNo. L3R iR Description FATFAT SATSAT DQDQ 1a/1Q 0Q0Q PQPQ
URS-01 54 GMP 2588 3p PAFRE, W2 (PEZ.. v v v v v v
URS-01 Compliant with GMP 3D sanitary stan... 4 4 v v 4 v
URS-02 TOETC R4S, 74 30 #IN, TR 3D... v v v v v v
URS-02 No sanitary dead legs in flow path, ... 4 4 v v 4 v
URs-03 W RARET SN TR RS, RIS ThL. . v v v v v v
URS-03 Dual-point infrared non-contact sen... 4 4 v v 4 v
URs-04 TRMLAR: BFHK. BFEK (RIEINELL) v v v v v v
URS-04 Bottom sensor: water on when hand a... 4 4 v v 4 v
URS-05 BURRLAR : RN —RFHE. BN —IRKHE (... v v v v v v
URS-05 Front sensor: one touch on, second ... 4 4 v v 4 v
URs-06 180 FHERTERNEIK, FEEIRIX v v v v v v
URS-06 180-second auto-shutoff to prevent ... 4 4 v v 4 v
URS-07 8 3 /N AERBAK 2 7, ERFETT. . v v v v v v
URS-07 Auto-flush 2 seconds after 3 hours ... v v 4 4 v 4
URS-08 it R B F AR ST REIEE v v v v v v
URS-08 Manual emergency opening function w... v v 4 4 v 4
URS-09 TREREEES 1-11cm BIVETS, BURKAZER... v v v v v v
URS-09 Bottom sensing distance 1-11cm ad... v v 4 4 v 4
URS-10 1&E7KE 0.05~0.6MPa, ERiSIR(E... v v v v v v
URS-10 Suitable water pressure 0.05~0.6MPa... v v 4 4 v 4
URS-11 SIFELEEKE (80°C/30min) v v v v v v
URS-11 Compatible with on-line pasteurizat... v v 4 4 v 4
URS-12 B15 200 AJR{ERTEEHEERR 9-12 NH v v v v v v
URS-12 Battery life 9-12 months under 200 ... v v 4 4 v 4
URs-13 ORISR FIERR 316L AN, SRR v v v v v v
URS-13 Main valve body made of medical-gra... v v 4 4 v 4
URS-14 K#EZEOJ9 316L ANEEIN 150 #/fE 50.... v v v v v v
URS-14 Clamp connection: 316L stainless st... v v 4 4 v 4
URS-15 RN ER 9 MBR #45R v v \ \ v v
URS-15 v v v v v v

Sensor sealing diaphragm: MBR mater...
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URS 4%S URSNo. L3RR Description FATFAT SATSAT DQDQ laiQ 0Q0Q PQPQ
URS-16 FHIfRIERLE S/ PTFE+EPDM E8%7... v v v v v v
URS-16 Manual diaphragm valve membrane: PT... v v 4 4 v 4
URS-17 MERARRER TS, TR4EE v v v v v v
URS-17 Diaphragm seal in flow path, no san... v v 4 4 v 4
URS-18 FAREERE DCA.5V, 3 T 7 EFEEiihite v v v v v v
URS-18 Rated voltage DC4.5V, powered by 3 ... v v 4 4 v 4
URS-19 IB17I0FE<65 %, RITFEIRIT v v v v v v
URS-19 Operating power <65uA, low-power de... v v v v v v
URS-20 HNERBEBEEETHEE v v v v v v
URS-20 Built-in low battery warning functi... 4 4 v v 4 v
URS-21 {SEE/MTEE B RN KRR v v v v v v
URS-21 Auto valve closure on power failure 4 4 v v 4 v
URS-22 B&iEnhimk R v v v v v v
URS-22 Overflow protection via timeout shu... 4 4 v v 4 v
URS-23 BRmRER e v v v v v v
URS-23 Anti-false sensing and anti-interfe... 4 4 v v 4 v
URS-24 NIRRT S K R EK v v v v v v
URS-24 Microbial control meets purified wa... 4 4 v v 4 v
URS-25 KA 150 PSR, LREE v v v v v v
URS-25 ISO standard tri-clamp connection, ... 4 4 v v 4 v
URS-26 EeEFshHE=IRIRR v v v v v v
URS-26 Equipped with manual drain diaphrag... 4 4 v v 4 v
URS-27 REINREN, SRBRSSRAIRR v v v v v v
URS-27 Clear equipment labeling with ID nu... 4 4 v v 4 v
URS-28 REGBHEE, HEEAKEEEK v v v v v v
URS-28 Smooth surface easy to clean, meets... 4 4 v v 4 v
URS-29 SIREEGIT, HEHR SRS v v v v v v
URS-29 Easy disassembly design for mainten... 4 4 v v 4 v
URS-30 I RIMAEE AP T SR ER v v v v v v
URS-30 v v v v v v

Manufacturer provides complete main...

1.7 URS EHLESF | 1.7 URS Approval & Signature

&BI'] / Department

=P / Signature

HHA / Date

Dept.

R

Requester Dept.

Signature

Date

RES

Quality Assurance

Ti28

Engineering Dept.

=7 [¥sz
KR
Procurement Dept.
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