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11722 DATINNNA NIYWY 770 72 IX DINN DR X' 7900 ,117 NYXINN NDWNY7 NNT N1'RY NdWn
JINTPNN DR N'OINYT [1DNn N1'NaY

nowvnn NiwnT 5

Facility Monitoring System (FMS) - jpnna q101% n>avn 5.1

nwUnT q'vo
AIXUN TN D'RR'7NN TIDM IR Q0N NN 5.1.1
ATNN 77N TR 7N 9TINN M2 TR .01IM Y I TN ‘DA 5.1.2
.1 Damna NN IV TN IRINY NIAXWAN .DIPRI NAXYNY 1aIn' nin 7D 51.3
.N2AMN 2¥N2 N'7IRE NNITA ARINN 790" ARINN T DAY 2IXNN [NToNA 211X 1 Th ‘D] 51.4
N71 722 79N0N7 [N ,NaMN axN? NP AMMITh ARINN W' OP'R700 2im71 nT'nAa N 5.1.5
MI¥'NN [NTON2 AXINNN JITAY WATI [TV ,0T 2¥N2 DA IX'D TR AXINNN NITAN DY
.1 nanna aNnnd 43 2Tna oM N1pan awnn 5.1.6
JPNN2 NINNKX NIDWNAT NIYE N1'RIEDTIN NI'RY NIRAYY N1D1YN1 11N 51.7
7¢ NP2 3"N0) NINSY 0'011 DM AWMN7 NNIX 2'NINT7 TNV NN [N1IY D 221NN NdwNN 5.1.8
.(01m 13
(NNX NPT WNRN Nn'AT 70 2" 1) NNATN AT DR YTANY At N 519
NIP2N 2WNNY7 NI NAY! NINATR M3 DYNR' NIATH ,N1P2N 2WNN1 N7pN YW npna 5.1.10
IN D"WTIN JWN2 NIN9N 727 DIM1 NAKY NNWOKR NN NAINY .'PN 2¥N7 TN XINWD
ik 100,000
790N "V 17910'Y Yonl 2wWNn 7190N N1jpan ndwn 5.1.11
NTMY7? DTN NI722 1A NDWNY NI MY ANTREARINN NI N7 ot na 5.1.12
2ITAND ANINNN 'WAY (Annex 1) 'ROIN'RN GMP NiyITA
IN NNMYPN NOPN W IURD .MYOITI DINY MIT MY NOPN NWNN — YD e
PYVNNND YO KD NINN NN NHPN X DNDWUN
NIND G0N NIN NIKTNIDIY —2INS e
IONONPNIN ININNN G0N NVIN NNXTN ODIY — DYTN e
.No9yN2 (Acknowledge) MYINR NYIAPY TY NYNVIN TP IRIND
[122 ND>YNY DU DNVNAND 7Y D'Y'PYNN DMII'Y NNPA7 Audit trail DY N'NN NPAN NN 5.1.13
JID1AIYNN [9IX '12'Y ,ARINN '90 'Y
JINONNN '902 NTAYIE NN AT DNTNN 2N 7w N7 7ap7 ' nna 5.1.14
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NINAN NIDYNAN DY AXINNN NITAYI DImY Q01N YYpPNN NdYN
NN NININD NYAPD DN NDNYA NOPN — DIPNIN MANYD e
VAPV PIVN T INNRD ,NININD 22NN .ODINN NP2 DY IOOON NIPAN NIWN e
(W2 W) ©DINN NP2 DY NIPAN TIVID IRIND NOYN
.DPN DYN OMNNN IV 2NN D) YAPNN NOWNI NRIND

5.1.15

D''7'nn am 5.2

nwnT qQ'vo
DX I'N' (MIYWPNI DIPRI) NNIYN IX .1 DMN2 0RNI0NN NNIENY 1102 NN 077NN '1m 5.2.1
Aon 1 % 17t X7 D a1 Yworn 100
12112' 0'2N9n .316L NVOIN'IN DAl isokinetic sample probes 2101 (D'IW"N) DN ITIX' DINN 5.2.2
(N7un '973) VNN NRAT D7 DXNND
.POE NL'wA DINMY7 7nwN N{790KX 5.2.3
NINAN NIYNT? V' DIMN 524
e Simultaneously count and size 0.5um and 5.0um particles.
e 28.3 I/min (1ft3/min) flow rate.
e Posts counts per ft2 and counts per m3 data simultaneously to the FMS
¢ Meet or exceed the requirements of ISO 21501-4 (10.3).
.316L NVON N D' NN 7Y IX'NN TN 5.2.5
L1010 Y 0 Y (901 27N W ATTNALITAT L,NIM) 0YRIN DTN DYRYNIN NDWRN 77N D 5.2.6

-D'XAN DN D"NAY 10'NI 'I|7']'7 D'yl ,D'|7'7n now 19 Y1
Isopropyl alcohol (70%) e
Quaternary Ammonium Compounds e
Bleach (12%) e
H,0,(6%)
.12% 1152 [¥nn m 2197w 1otn - Vaporized hydrogen peroxide o

n1an nivnT 5.3

nwUnT q'vo
.316L nUON' N I'N' {730 TN NdNN 270 7D 5.3.1
JIDWNN 'M'WYINT7 NNARNNA DTN 2WN DINN DY DIpRE/ DIwpn / f7awnn onnn ' 5.3.2
SMUNn NIN'0A NN YITID NPIRNYT DAIN' "72nwN TIYE 70N NRNK 5.3.3

NnMIvMmIAY nivnT 54

nwnT 9'vo
IANMY 7192 N'0ANY X720 IR = IRWT NIRNAN Twnl EP L, FDA NIYATA TINyn Ndwnn 541
..NXn1 X7 21900 pm
,10.1 D'9'W0 NX1 (GAMP 5, 21 CFR part 11) 121N N T'71 NIWATA ITAY' Awnn / n1jpan ndwwn 54.2
.10.6 ,10.2
NIV NOWNNY NIX7200 [N X7 W' .70WN1,wy)  NIN'OXR ,NIN'VA NIYATA TMYN NDwnn 54.3

NIYATA TMY7 nain .jna
e The Low Voltage Directive (Ref. 10.4)
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e The Electromagnetic Compatibility Directive (Ref. 10.5)

.CE |In'0%7 DWIRN I'N' NIAXWANI DINN

54.4

nn"p n'nun 5.5

YT q'vo

240V, 50Hz 'TX9 TN wn 551

380V, 50Hz 'TX9 N'7n wn 5.5.2

1 N901 NX — DIEXI NNIX 55.3

1 N901 NXY — MWD IR 554

1 N901 NR1 =24V N I 555

1 ND01 NK1 — DIPXI NNIX 5.5.6

|DINQI WAI9NA NYXNA NIXT ['¥7 W' 9011 N'MYN NNTZNN N'RN N'9INYT [IDANN NWATI nT'Na 5.5.7

JN1w 730 vI9N

NI72N NDIWWNN NIWAT .6

775 6.1
nunT q'vo
10NN ITNYW? NDINT 7NN QX 7900 .aWNN N77N NIAPYA NN IR IThY? ' [N 6.1.1
N0'DN .0'WUNNYNA NI72 DY NIXYAN 'S 7V AN NDWN? nwhan ,21 CFR part 11 NNRPNA MK 6.1.2
NRWAN NN 3 ' N> .User Name + Password DY N'nnN
e Operator: Allows viewing of data and printing of preconfigured reports and
alarm acknowledgement.
Supervisor: Allocation of user access, change of settings.
Engineer: Allows specific access for engineering functions.
NTAI'Y AT 2192 97NN NNO'oN .(NIAdTIMI NIXR) 'RINKD MV NNTANT NN [DIXA 201N NNO'oNn 6.1.3
.N0'1D NNO'0 1NXY'7 1IX'7 2MIN' XKIN WYNNWN 7¢ NIIYKRD N0'1D1 .Nd>Iyna
JONIVIXK Log-Out Y¥2N NdWNN , NN YTAI'Y WIN'Y X977 N7 INKRY 6.14
-1 WITID NINN NXTYIDIX NIRI GAMPS '9 70 N1DINN NNTAN DX 7' T¥NAN 110N 9IX' 790N 6.1.5
.21 CFR Part 11
TIX D2 72" 0"I'UN DIYN NP2 DNIRYY DY N1 NNY' N1DINA D' NIYAYA 0N0N19] 0Y'Y 6.1.6
:D'0I9N
MIYUN NYYI NN e
JIYUNNRUNA M e
N'YUN ' e
.Windows 10 Pro N>1yn Oy 2wNNn 7u9IN Nj7an Ndvn 6.1.7
2Avnnnn DIN' NIYAT 6.1.8

16 GBRam e
512GB SSD hard drive e
1TB hard drive e
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no>wnn Tiy'n 6.2

nwunT q'vo
NP0 NIIWN TIXDND WIT TN 6.2.1
1. Functional Design Specification (FDS). Description detailing how hardware and
software is constructed and operates. The FDS should be formatted to allow
verification of requirements detailed in the URS.
2. Requirements Traceability Matrix (RTM). The RTM provides clause level traceability
from the URS to each of the system design and testing specifications (IQ+0Q).
3. Quality and Project Plan (QPP). Details the supplier's approach to quality throughout
the project lifecycle.
N2MY7 NININ NNVRYR N0 710N D1 09TIN TR PRIV 910! :Operation & Maintenance (O&M) 6.2.2
X71 17¥X MNIMN NdIYNY DRNIND PNIY 7907 W' .N'721K] IK N1Naya O&M 907 v .(namn yalp X7)
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TIX Y¥2!' 7900 .IACT 7w QA 'V (IR 71710190 .IQ 7I71VIND NIX AN 7900 :1Q - NIPNNN NNTYI 7.1.3
JACT 7w QA My awIx' N"ITN .N"IT2 D20 X TYIN
V¥ POON LIACT 7w QA "™y (WIR' 717101N9N .0Q 717IVND NKX QNI 90N :0Q - N7WONN NN TYI 714
JACT 2w QA "y AR N"ITN .N"ITA DDO'I N'XTY7IN NI
.NMZNNN DI'M UTIN IN2 QWY NIYT2IN D120l YIX2 7.1.5

no1Tn .8
nwUnT q'vo
N2TTNN YIX 7Y MWK D'ONNWNYT 101" TVINN NDTAN .NPTNR 'WIRI D'YUNNYNY7 DTN [N 8.1.1
JNYIRA NN NN DY N0 T MY NI noTTNN 8.1.2

NZIThNIE NIMNNX

nwUnT qQ'vo
.D"MYI MY INKT? Maw 7' 7710 0N aX7n NN Nown? Nt 790n 9.1.1
c¢GMP NN 71N ,NIN'0 NI'NINY DXNNAI DWIRA D701 'S 7V 1WY' D'721'001 NRITNNN ,D'719'0N 9.1.2
JI0WnNN 79 TN Naxn ey D
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n'a'nn n'o1oY .10

10.1 GAMPS5: A Risk-Based Approach to Compliant GxP Computerized Systems. The
International Society for Pharmaceutical Engineering (ISPE).

10.2 21 CFR Part 11, Electronic Records; Electronic Signatures-Scope and
Application.

10.3 1SO 21501-4:2018. Determination of particle size distribution—Single particle
light interaction methods, part 4: Light scattering airborne particle counter for
clean spaces.

10.4 LVD 2014/35/EU. On the harmonisation of the laws of the Member States
relating to the making available on the market of electrical equipment
designed for use within certain voltage limits

10.5 2014/30/EU On the harmonisation of the laws of the Member States relating
to electromagnetic compatibility.

10.6 Eudralex, Volume 4 Annex 11: Computerized systems. PE 009-14. 1 July 2018.
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152703 16 mm Silver PAN 16 x 2
152589 12 mm Silver PUN 12 x 2
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