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TexHUYeckue ycnosus

Ha3HauyeHue

MporpammHoe obecnevenne "Saveris Professional”
npegHasHa4yeHo ANS CHATUS, COXPaHEHWS NOKa3aHU N OLLEHKN
AaHHbIX MOHUTOpUHra. Bepcus "CFR" 6bina cneumanbHo
pa3paboTaHa Ans paboTbl C NCNONb30BaHMEM CUCTEMbI testo
Saveris ¢ y4€TOM COOTBETCTBUSI TpeOOBaHNSAM YNpaBneHus no
CaHMTapHOMY HaA30py 3a Ka4eCTBOM NULLIEBLIX NPOAYKTOB U
megnkameHToB (FDA) B 4acTu XxpaHeHWns permcTpaumoHHbIX
3anncewn AaHHbIX B 3NEKTPOHHOM BuAae cornacHo Yactum 11
Monoxenusi 21 Ceoaga deaepanbHbIX HOPMATUBHbBIX JOKYMEHTOB.

OCHOBHbIM KpuTepmem nsi AaHHOW BEPCUM ABNSIETCA
pa3rpaHn4yeHne npae goctyna nosnib3oBaTenemn K cucteme:

[nsa atoro B nporpaMmmHoM obecneyennn Saveris CFR
peann3oBaHbl anropuTMbl o6ecn%~4eHMﬂ 6e30nacHOCTM Ha OCHOBE
onepaumoHHbIx cuctem Windows ™.

YcTaHoBKka cuctembl Saveris CFR BbINOMHAETCS CUCTEMHBIM
aAMVHUCTPaTOPOM C COOTBETCTBYHOLLMMU NpaBaMu C y4ETOM
HacTpoek 6e3onacHocTu cuctembl Windows. lNMpexae Bcero, aTo
BHECEHME MoNb30BaTenen CUCTEMbI B NOKarbHbIE rpynnbl.
MprcBoeHne nonb3oBaTensam UMEH, Naponen u Npae, a Takke
npoLecc AOKyMEHTOO00pOTa B KOMMNAHUW SOIKHbI
COOTBETCTBOBATb YCTAHOBMEHHBIM OPraHM3aunMOHHbIM HOPMaM.

3aBopckue HacTpovikn 6esonacHocTy nporpammel Saveris CFR
cooTBeTCTBYIOT TpeboBaHusam YacTtn 11 MNonoxexusa 21 Ceopa
denepanbHbIX HOPMATUBHBIX OKYMEHTOB.

MepBooyepenHas 06sa3aHHOCTL onepaTopa COCTOUT B
obecneyeHun Hagnexallen ayTeHTMYHOCTU AOCTyNa B CUCTEMY
KaXkgoro nonb3oBaTens Ha MHAMBMAYanNbHOW ocHoBe. KoMnaHus
Testo He HECET OTBETCTBEHHOCTM 3a BO3MOXXHbIE MOCNEeACTBUS, Kak
Ha CUCTEMHOM YPOBHE, Tak U Ha YPOBHE MPUITOXEHWUN, B
pe3ynbTaTe HEHaAnexalleh HacTPOMKY ayTeHTUdMKaumy gocTyna.

PernctpaunoHHble 3anmcy nokasaHwn ¢ ykasaHnem gatbl U
BpeMeHn ohopMaIoTCA No cneumanbHon dhopme corrnacHo YacTtu
11 MonoxeHnsa 21 CBoaa heagepanbHbiX HOPMATUBHBIX
AOKYMEHTOB; TaK, Hanpvumep, opurinHanbHble AaHHble 6e3
M3MEHEHU 1 AaHHble, npoluealmne obpaboTky Ans ynydlleHus nx
NMOHMMaHUSt MOTYT BbITb COOTBETCTBYIOLLMM 06pa3omM
paccopTUpoBaHbl 1 NPOMapPKUPOBAaHbI.

B Yactu 11 Monoxennsa 21 CBoga deaeparnbHbIX HOPMaTUBHBIX
AOKYMEHTOB ycTaHaBnunBatoTcs ocobble TpeboBaHus K



nepcoHanbLHOV OTBETCTBEHHOCTM onepaTopa 3a CUCTEMY B LIENOM,
MaTepuanbHyto YacTb KOTOPOiA COCTaBMSAT OAUH Unu Gonee
KOMIMbIOTEPOB 1 COOTBETCTBYIOLLME KOMMOHEHTLI CUCTEMBI Saveris.

B aTom oTHOLIEHUN Npegnaraemoe komnaHuewn testo pelueHne
cnepyeT paccmaTpuBaTb Kak "MHCTPYMeHT", obnazatowuii Bcemum
HeOoOX0AMMbIMU PYHKLUMAMWN NS BHEOPEHUS N3MEPUTENBHOM
CUCTEMBI, YTBEPXXAEHHOW YNpaBneHMem no caHUTapHoOMy Haz3opy
3a Ka4eCTBOM NULLIEBbLIX NPOAYKTOB Y MEAVKAMEHTOB, a Takke
obecneuvBatoLLen kKoHpaeHUnansHoOCTb 06paboTkn
perMcTpaunoHHbIX 3anucen AaHHbIX, MOMYyYeHHbIX B NpoLlecce
aKcnnyaTtauum aHHOW CUCTEMBI.

B naHHOM KOHTEKCTe nof Hagnexalyum Ucnonb3oBaHNeM crieqyeT
NoHMMaTb pa3paboTKy 1 NPUHATUE psifa COOTBETCTBYHOLLIMX
CTaHAapTHbIX paboumx npoueayp no UCNonb30BaHNUID CUCTEMBI
cbopa gaHHbIX, obecnevnBaroLLUX Hagnexallee Ncnonb3oBaHne
nporpamMmMHbIX MHCTPYMeHTOB testo Saveris n Saveris CFR (Takxe
cm. CtaHgapTHble paboune npoueaypsl, CTp. 29).

[aHHble npouenypbl HEO6XOAMMO NMPUMEHATL C YYETOM
cneumndrKy opraHnsaLMm 1 NoCTaBneHHbIX 3a4ay. IT0 Xe
OTHOCWTCS U K U3MepUTENbHON cnucteme testo: ans cosgaHns
3MEKTPOHHbIX PETNCTPaLMOHHbBIX 3anvcen AaHHbIX, ANA HEKOTOPbIX
13 KOTOpbIX TPEBYITCA 3NEKTPOHHbIE MOANUCK, CUCTEMA OOMKHA
ObITb YyTBEPXAEHa B COOTBETCTBUM C TpeboBaHMAMU YNpaBneHus
Mo CaHWTapHOMY HaA30py 3a Ka4eCTBOM MULLEBbLIX MPOOYKTOB 1
megnkameHToB 1 Yactn 11 Monoxenns 21 Ceoaa deaepanbHbIX
HOpPMaTMBHbIX JOKYMEHTOB.

B yacTHOCTK, Ha onepaTopa Bo3faraeTcs OTBETCTBEHHOCTb 3a
WHCTPYKTaxX 1 oBydyeHne nonb3osatenein. Komnanus testo moxeT
NWLLIL NpeaocTaBnUTb Heobxoammble 6a3oBble MaTepuarnsl B BUae
HacTosLero Pykosoactea nons3osarens.

B oTBETCTBEHHOCTL OMepartopa Takke BXoauT obecneveHne
AOCTYMNHOCTU AaHHbIX M3MEepeHU B TeyeHne TpeGyemMoro nepuoaa
UX XpaHEHNS.



2.2,

YacTtb 11 Monoxenus 21 Ceopa
®epnepanbHbiXx HOpMaTMBHbLIX 4OKYMEHTOB
(21 CFR Part 11) u ucnonb3yemas
TepMUHONOrnA

YTto Takoe Yactb 11 NonoxeHuns 21 Ceoaa cdeaepanbHbIX
HOPMaTUBHbIX JOKYMEHTOB?

Pasgen 21 Ceoga heaepanbHbIX HOPMaTUBHBIX AOKYMEHTOB — 3TO
YacTb 3aKOHOB M HOPMATUBOB, MPUHATBLIX MPaBUTENLCTBOM
CoeanHéHHbIx LLTatoB AMEpPUKM COBMECTHO C YNpaBrneHnem rno
CaHWTapHOMY HaZ30py 3a KAa4eCTBOM NMULLEBLIX NPOAYKTOB U
MeONKaMeHTOB.

B yactHocTn, B Yactn 11 peyub MAET 0 "PernctpaumoHHbIX 3anmcsx
B 3N1EKTPOHHOM Buae" 1 06 ncnonb3oBaHUmM "ANeKTPOHHbIX
noanucen”, MHbIMK cnoBamu — O nNpoueaypax paboTel ¢
XPaHSALLMMUCA B NEKTPOHHOM BUAE PErMCTPaLMOHHBIMY 3anucamum

OaHHbIX, @ TakXe 0 Mepax no obecneyveHunto nx COXPaHHOCTH.

Y10 perynupyloT BbilleyKa3daHHble HOPMbI?

KOHTpOJ'Ib BCeX XpaHALWNXCA Ha 3NMEKTPOHHbIX HOCUTENAX OaHHbIX B
Xoae npoBegeHna MHCNeKkunn KavyecTtsa NuLLEBbIX NPOAYKTOB U
MeLMKaMeHTOB. Takum 06p830M, Ana Hcnekuyumy co CTOPOHDI
yl'lpaBJ'IeHVIH no CaHNUTapHOMY HaA30py 3a Ka4eCTBOM NuULLEBbIX
NPOAOYKTOB U MEANKAMEHTOB OOCTYMHbI BCE d)aVIJ'IbI n
perncTpaunoHHbIe 3anncu gaHHbIX.

Takke noanexaT MHCNEKTUPOBAHMIO BCE SMEKTPOHHbIE NOAMNMCH,
MOCKOMbKY KOMMNblOTEPHas ayTEHTUMMKALMS NO 3aKOHY SIBMseTCA
SKBUBANEHTOM PYYHOW NOANUCU.

noqemy BbllleyKa3aHHble HOPMbI CTOJ1b BaXHbI?

B chapmaLeBTUYECKON NPOMBILLNIEHHOCTN Ha CMEHY ByMaXKHOMY
LOKYMEHTOOBOPOTY M pyYHBbIM NOAMUCSAM CTPEMUTENBHO NPUXOAST
3MEKTPOHHbIE CUCTEMbI U Npoueaypbl. Ans npusHaHus
BblLLEYKa3aHHbIX PEMMCTPALMOHHBIX 3aNMCen AaHHbIX Kak
perncTpaLmnoHHbIX 3anncen, MMEHLLMX TaKyto e IpUanYeckyto
cuny, Kak n 6ymaxHble JOKYMEHThI U NpoLeaypbl Ha X OCHOBE
YnpaBneHneM no caHMTapHOMY HaA30py 3a Ka4eCTBOM MULLEBbIX
NpOAYKTOB M MEAVKAaMEHTOB, AOIMKHbI cobniogaTtbes TpeboBaHus
Yactn 11 MonoxeHns 21 Ceoaa deaepanbHbiX HOPMATUBHbBIX
AOKYMEHTOB.



[aHHble HOpMbI Npu3BaHbLI 06ecneYnTb BO3MOXHOCTb 3NIEKTPOHHOW
06paboTKM perncTpaumoHHbIX 3anncen 4aHHbIX B
dapmaLeBTN4ECKOWN NPOMBILLIIEHHOCTM, BKITHOYast BO3MOXHOCTb
pernamMeHTUPOBaHNA UCMONb30BaHWA 3MEeKTPOHHbIX MOANUCEN
BMECTO TPaAULMOHHBLIX PYYHbIX.

Bce dhapmaueBTMyeckme KOMnaHn1, ucnonb3ylowine B
NPON3BOACTBEHHBIX MPOLIECCAX 3MEKTPOHHbIE MOAMNUCHU U
perMcTpauuoHHble 3anncu AaHHbIX B 9NEKTPOHHOM BUAE, U,
COOTBETCTBEHHO, HEeCyLLMe OTBETCTBEHHOCTb 3a NpeAcTaBneHne
CBUOETENbCTB ayTEHTUYHOCTM TaKOBbIX M XenatLlme npoaasaTtb
CBOI0 NpoayKumio Ha peiHkax CLUA, nomxHbl oTBeYaTb
TpeboBaHuam Yactu 11 MonoxeHusa 21 CeBoaa deaepanbHbIX
HOPMAaTUBHbIX JOKYMEHTOB.

B xope npoBegeHns MHCMEKLMN CO CTOPOHbI YNpaBneHus no
CaHMTapHOMY HaA30py 3a KaYeCTBOM NKULLEBbIX NPOAYKTOB 1
Me[MKaMeHTOB BbINOMHAETCA TLaTeNbHasa nposepka
COOTBETCTBMS BbllLeyKa3aHHbIM TpeboBaHWsAM, HecobntogeHve
KOTOpPbIX BEAET K ohmumnansHoMy 6noknpoBaHuio Npoaax.

KTo aoneH BbINONHATbL 3TU HOPMbI?

HaHHble TpeboBaHUS AOMKHbI BbIMOMHATL BCE KOMMaHUW UMK
MPOM3BOACTBEHHbIE KOMMaHWKN, MMEIOLLME PbIHOK CBOEN MPOAYKLUA
Uny NNaHupyloLme BbIBOA CBOEN NpodyKumn Ha pbiHOK B CLUA.
[aHHble HOPMbI TaKkxke yTBEPXAEHbI, MPUHATBI, MPUMEHSAIOTCH 1
ABMSATCS CTaHAAPTOM KayecTBa B psge APYrux CTpaH.

B 4ém cocToAIT BO3MOXHOCTU, B YaCTHOCTU, ANSA o6nacTtu
M3MepUTeNbHbIX TEXHONOIMA U PEerncTPMpPOBaHUA AaHHbIX?

B obecneyeHumn cobniogeHns TpebosaHmn Yactu 11 MonoxeHns
21 Ceopa thegepanbHbiX HOPMATUBHBLIX AOKYMEHTOB.

e CobniogeHve Bbilweyka3aHHbIX TpeboBaHMI O3HaYaeT, Nnpexae
BCEro, BO3MOXHOCTb NMOMOXUTENBHOIO PELLIEHNs Lenoro psaa
OpraHM3auUMOoHHbIX, @ TaKKe HEKOTOPbIX TEXHUYECKNX BOMPOCOB.

e BbinonHeHue opraHn3auuoHHbIX TpeboBaHUIM Nogpa3ymeBaeT
co3gaHue papMaLeBTUYECKMMU KOMMNAHUSIMM
OpraHn3auUMoHHBIX CTPYKTYP, @ Takke BbipaboTKy onpeaeneHui,
onucaHuii U BHeApeHWe npouenyp AOKYMEHTUPOBaAHNS BCEX
NpOLECCOB B LiENsiX NpeacTaBeHusi CBUAETENbCTB TOro, Kakune
WMEHHO Mepbl 3aLLUUThI, HanpaBreHHble Ha obecneveHne
cobntogeHne BbileyKadaHHbIX HOPM, BHEOPEHbI U
NPUMEHSIIOTCA B MHCMEKTUPYEMbBIX KOMMAHMUSIX.

e OcCHOBY TaK1X IOKYMEHTOB COCTaBNAIOT CTaHAapTHbIe paboyne
npoueaypbl, ycTaHaBnMBaroLwme YETKMA 1 NoapOGHbIN
pernameHT Bcex npoleccos. B AaHHbIX paBGounx npoueaypax
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NPUBOASATCA UHCTPYKLUUN TOFO, KK MUMEHHO OTBETCTBEHHbLIM
nvuam HagnexuT BbIMOMHATb U UCMOMb30BaThk NPOLLECCHI U
CUCTEMbI B COOTBETCTBUU C MPEABLSABNSEMbIMU K HUM
TpeboBaHusiMu (Takke cM. CTaHaapTHbIe paboune
npoueaypsbl, CTp. 29).

¢ BbinonHeHne TexHnyeckmx TpeboBaHWiA: BbINOMHEHNE
TpeboBaHU Ha TEXHUYECKOM YPOBHE OCHOBAHO Ha
Hagnexaliem ncnonb3oBaHuM Npnbopos B ToN obnacTy,
KOTopas ykaszaHa Nnpou3sBoauTenem.

e B paHHOM cnyyae, peyb MaeT 06 ncnonb3oBaHnm
nporpammHoro obecneyenunst Saveris CFR cornacHo Yactn 11
Monoxenns 21 Ceoga deaepanbHbIX HOPMATUBHbIX
AOKYMEHTOB, KaK ynoMnHarnocb B JaHHOM JOKYMeEHTe, C
cuctemon testo Saveris, yTBepxaEHHOM ANg AaHHOW o6nacTtu
NpUMeHeHuns.

TonbKo NpU YCNoBMK UCMONb30BaHNA NMOOXOOALMX TEXHUHECKNX
CUCTEM B COYETaHUM C YCTaHOBINEHHbIMW CTaHAAPTHLIMM
paboynmMu npoueaypamu 1 TONbKO ANs BbINOSIHEHNS
onpeaenéHHoro paaa npoLeccoB MoXeT GbiTb oGecneyeHo
BbINONHEHNe TpeGoBaHUi YNpaBeHns No caHUTapHOMY Haa3opy
3a Ka4eCTBOM MULLIEBLIX NPOOYKTOB M MeOVUKaMEHTOB K
npoussoauTensm apMaLeBTUHECKON NPOoaYKLUN.

Mpun 3TOM 3TO Takke 03Ha4aeT, YTo camo no cebe ncrnonb3oBaHue
noaxoasaLmMx TEXHNYECKNX CPEACTB, KaK, Hanpumep, cucrema testo
Saveris, He sIBNSIeTCS OCTATOYHbIM 4115 BbINONHEHUA TpeboBaHui
YnpaBneHus no CaHUTapHOMY HaZ30py 3a KA4eCTBOM MULLEBbIX
NPOAYKTOB Y MEAMKAMEHTOB B NOMHON Mepe. [Nnsi BbINONHEHWS
BblLLIeyKa3aHHbIX TpeboBaHMI B NOMHOW Mepe Heo6XoaAMMO
BHEPEHNE U3MEPUTESbHBIX TEXHOMNOIMMI B YCTAHOBMEHHbIE
NpPOU3BOACTBEHHbIE MPOLIECCHI, OTBeYatoLmne TpeboaHusaMm YacTtu
11 MonoxeHusa 21 Ceoaa denepanbHbIX HOPMATUBHbBIX
OOKYMEHTOB B COYETaHMM C UCMONb30BaAHMEM, YCTAaHOBMEHHbIX B
KOMNaHuK cTaHdapTHbIX pabounx npouenyp.

KakoBbl nepcnekTuBbl KoMnaHum testo B nocTaBke NoaXOAsLLMX
CUCTEM: TaMm, FAe 3TO BO3MOXHO, Mbl CTPEMUMCS K 06ecrneveHmnto
COOTBETCTBUS TPEOGOBAHUSIM HA TEXHUYECKOM YPOBHE C TEM, YTOObI
KONMMYECTBO YCTaHOBIEHHbIX CTaHAAPTHbIX pabounx npouenyp y
KOMMaHWUU-KMMEeHTa cokpaTUTb 40 MUHUMYMA.

B aTom cocTtouT 3agaya Haluen cuctembl. ATO Takke ABNAETCA
npegMeToM HacTosdlero PykoBoacTea nonb3oBaTens,
NPU3BaHHOIO BblAENUTb Hanbonee KPUTUYHbIE NpoLeCChl,
CBA3aHHbIE C permcTpmnposaHnemM n apxmBmpoBaHnem gaHHbIX, a
TakKXe nNpeaoCcTaBUTb pekoMeHaaunm no ykpenneHuto nosnuum c
TOYKN 3pEHNA COOTBETCTBUA TpeﬁOBaHMﬂM YnpaeneHus no
CaHUTapHOMY Ha30pYy 3a Ka4eCTBOM NMULLIEBbLIX MPOAYKTOB U



MeguKkameHToB I'IyTéM BHeApeHUA OONONMHUTENbHbIX CTaHOAPTHbIX
pabo4unx npoueayp.

[MonHbIN TEKCT A4aHHOrO NONoXeHUs umeeTtcs B VIHTepHeTe:
http://www.fda.gov

B kpaTKOM n3noxeHuun:

YacTb 11 — peructpaumoHHbIe 3an1cy B 3NIeKTPOHHOM Buae u
LmdpoBble NOANUCK, YyCTaHABNMBAET KPUTEPUN, COMMACHO
KOTOPbIM perncTpaumoHHble 3anncu AaHHbIX B ANIEKTPOHHOM Buae
N 3NEKTPOHHbIE NOANNCY NPUPABHUBAOTCA K PYYHbLIM NOAMUCAM
AOKyMeHTam Ha BymaxHbIx Hocutensx. B aaHHon Yactu Takke
NPMBOAATCA Npoueaypbl paboTbl C perncTpaumMoHHLIMU 3anucaMm
AaHHbIX, @ UMEHHO: CO34aHve, U3MeHeHne, NopsAOK BEAEHWS,
apxvBUpOBaHWe 1 ANeKTPoHHasA nepepava.

BesonacHocTb paboTbl C TakKUMK PErMcTPaLMoOHHbIMU 3anucamm
[aHHbIX obecneynBaeTcst 3a CYET UCNONb30BaHUA TaK-
HasblBaeMbIX "3aKpblTbIX CUCTEM", T.€., cpea, AOCTYN K KOTOPbIM
UMEET TONbKO KOHTpONMpyeMas rpynna nons3osarenen B
nporpamme Saveris CFR ynpaBneHue nonb3oBatensiMm/goctynom
OCYLLIECTBNSAETCA Yepe3 NMPOBEPEHHYIO N UCTIBITAHHYIO CUCTEMY
6e3onacHocTn Windows (ngeHTudmkaums nonb3osaTtenen,
yrnpaeneHve npaBamu, ynpaerneHme nonb3oBaTensiMv 1 naponsamu,
a Takke ayTeHTMdmkauusa nonb3osarenen). KoHuenuums
ayTeHTUdUKaumm (npaea nonb3oBaTenen, paspeLleHne unm otkas
B LOCTYNe K onpeaenéHHbIM OYHKLUSIM NporpaMmbl)
onpenenseTcs CUCTEMHbIM aAMUHUCTPATOPOM Afst TPEX YPOBHEN
none3oBaTenen nporpammel Saveris CFR.

[nsa obecnevyeHns TOUHOCTU, HAAEXHOCTU N NPON3BOAUTENBHOCTHU
HeobxoaMmMa Banuaaums cuctemol B pabodeit cpege.
PerncrpaumoHHble 3annucu gaHHbIX, SBnsioLmecs
HeaencTBUTENbHbIMU UM U3MEHEHHBIMU, AONXHbI ObITh
3abnaroBpeMeHHO naeHTMPULMPOBaHbI MO0 aBTOMaTM4eCcKu,
nnMbo ¢ ncnonb3oBaHMEM MOAXOAALLIMX TEXHOMOMMA Banuaauum un
N305IMpOBaHbI.

JononHuTenbHble Mepbl, ONNUCaHNE KOTOPbIX MPUBOANTCS B
Maparpade 11.10, cnyxaT 4nsa 3aWwmThl YyCTAHOBITEHHbLIX
anropMTMOB CO3aHUsl PETMCTPALIMOHHBIX 3anncei aHHbIX B
3MNEKTPOHHOM BMAE OT HECAHKLMOHUPOBaAHHOIO AOCTyna U
BHECEHWNSA N3MEHEHUI.

MomMuMO hakTMyYecknx NoKa3aHM/perMcTpaLmMoHHbIX 3anucen
AaHHbIX B 6ase faHHbIX, coaepKallen cBedeHUs 0 Bcex
nepuepnyecknx yCTpomcTeax ¢ MOMEHTa BBOAA CUCTEMBI B
3KCNNyaTaumio, XpaHATCA Takke N Tak-Ha3blBaeMble KOHTPOSIbHbIE
XypHanbl.


http://www.fda.gov/
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JTioboe pgencreume, nmeroLee OTHOLLEHNE K perMcTpaunoHHoOM
3anuncy AaHHbIX B 3NEKTPOHHOM BUAE, PEMMCTPUPYETCS C
yKa3aHUEM YHUKaNbHOro naeHTudukaTopa nonb3oBaTens, a Takke
OaTtbl U BpEeMeHMN.

B Maparpade 11.10 ocoboe BHUMaHne yaeneHo 06s3aHHOCTU
NMOCTOSIHHOIO MH(OPMUPOBaHKSA BCeX N, B 06A3aHHOCTY KOTOPbIX
BXOAMWT co3faHne, o6paboTka n apxmBnpoBaHUe pPerncTpaumoHHbIX
3anucen AaHHbIX B 3NEKTPOHHOM BuAe NyTéM npoBedeHns
perynspHbIX TPEHUHIOB C TeM, YTOObI NOBLICUTL YPOBEHL
nepcoHarnbHOW OTBETCTBEHHOCTU BbILLEYKa3aHHbIX NuL, 3a
cobrniogeHne npeabsaBnsaeMblX K CACTEME U COOTBETCTBYIOLLUM
npouedypam TpebosaHui. Yto KacaeTcs BHeApeHNs n
NPUMeHeHNs TexHnyecknx TpebosaHun k cucteme testo Saveris un
nporpamma Saveris CFR, To B HacTosiLieMm PykoBoacTee
nonb3oBaTens MHOrokpaTHO ByAeT Mcnonb3oBaTbCA YOMUHAHUE
Tekcta Yactun 11 MonoxeHns 21 CBoga denepanbHbIX
HOpPMaTMBHbIX AOKYMEHTOB B Ka4eCTBe CBUAeTenbLCTBa TOro,
HaCKONbKO pPasnuyHbIMK MOTYT BbITb METOAbI BHEOPEHNS TEX Unn
WHBbIX PYHKLMIA B KOHTekcTe Yactu 11 Monoxenns 21 Ceoga
dheaepanbHbIX HOPMATUBHbLIX JOKYMEHTOB.

MepBbie waru

KomnnekT noctaBku

¢ KomnakT-gunck ¢ nporpammHbiM obecneyeHnem Saveris CFR
¢ KomnakT-guck ¢ pabo4mmmn MHCTPYKUNSMM

¢ Kabenb Ethernet ona nogcoeanHenunsa 6asbl Saveris K
KOMMblOTEPY

¢ KabGenb USB ans ynpaBneHuns cepBUCHbLIM MHTepdencom +
apantep mini-DIN USB (nprobpeTaeTcst 0TAENbHO), Hanpumep,
AN BBOAA B 3KCNnyaTaumio komnoHeHToB Ethernet.

CucteMHble TpeGoBaHuS

OnepaumoHHas cuctema

MporpammHoe obecneveHne MOXeT paboTaTb Ha CneayrLLmX
onepaunoHHbIX CUCTEMaAX:

e  Windows® 8 64-/32-6utHas
e  Windows® 8.1 64-/32-6utHas
e Windows® 10 64-/32-6uTtHas



e  Windows® Server 2008 SP2 64-6uTHas
e  Windows® Server 2008 R2 64-6utHas
e Windows® Server 2012 64-6utHas

e  Windows® Server 2012 R2 64-6utHas

L] Saveris CFR He nogaepxusaeT Windows® Home
1 Edition.

KomnbloTep

KomnbloTep JomKeH yaoBneTBOpsATb TpeboBaHMAM
COOTBETCTBYIOLLEN OnepaumoHHON cucTemMbl. [JONONHUTENBHO
OOMXKHbI 6bITh BbINOMHEHbI cneaykoLwmne TpeboBaHms:

e Microsoft® Internet Explorer 9.0 nnu Bbiwe

e Microsoft® Windows® Installer 4.5 nnu Bbiwwe

e Microsoft® .NET Framework 4.0 nnu Bbilwe

e MDAC 2.8 SP1 unu Bblwe

e Microsoft® Outlook® (Tonbko npu yctaHoBke MAPI)

° Ecnu Ha komnbtoTepe HeT Windows® Installer, MDAC u

1 .NET Framework 2.0 SP2, To OHW MHCTannupytTcs
BMeCTe C nporpaMmmMHbIM obecneveHvem Saveris. MNocne
yCTaHOBKM Heobxoamma nepesarpyska.

L MporpammHoe obecnevenne Saveris CFR gormkHo

1 ObITb yCTaHOBIEHO Ha fgomMeH Windows ans
obecneyveHus npu paboTe ¢ HAM pasnNUYHbIX NpaB
goctyna.

HacTpoiikv gatbl U BpeMeHu ByayT aBToMaTUHeCKM
NPUMEHEHbI KOMMBLIOTEPOM. AQMUHUCTPATOP OOMKEH
yGeauTbest B TOM, YTO CUCTEMHOE BPeMs PerynsipHoO
cBepsieTcs ¢ HaeXHbIM UCTOYHUKOM BPEMEHU U
KOPPEKTUPYeTCs B Criydae HeobXoaMMocCTu, s
obecneyeHVss 4OCTOBEPHOCTU U3MEPSIEMbIX AaHHbIX.

o

Ba3a gaHHbIX
e SQL Server 2012 R2 Express uaeT B KOMMNIEKTE MOCTaBKM.

o [ognepxmBatotcs Microsoft SQL cepsepbl 2008, 2012, 2014 u
Terminal Server.

11
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o

B onepauusx mexgy KNMeHToM 1 cepBepoMm, Mbl
pekomMeHayeM 1Ccnosib3oBaThb ceTb € npoTokoriamu AD n
DNS (Domain Name System), aons obecneveHus
OHNawH obHoBneHuaMY npu nomoLm MSMQ (Microsoft
Message Queuing).

CsepeHuns ans agMUHUCTpaTopa

OpaHMM 13 0CcHOBHbIX acnekToB Yactn 11 MNonoxeHus 21 CBoaa
depeparnbHbIX HOPMaTUBHbBIX JOKYMEHTOB ABSETCA KOHTPOMb
pocTyna B cuctemy. OCHOBaHveM Ans 3TOro CAYXUT TOT GYakT, 4To
TaK-Ha3blBaeMble 3aKpbITble CUCTEMBI, T.€., UHTYUTUBHO-NOHATHbIE
1 manorabapuTHble cocTaenstoLme cuctemy 6mokm ¢ HebonbLwmM
KONMMYeCTBOM YETKO-ONpeAen&HHbIX BHELLHUX MHTEPdENCOB U
onpeaenéHHom rpynnor aBTOPU30BaHHbIX Nosfib3oBaTenen —
NpoCThbI B ynpasneHun, Ans yero TpebyeTtca nvwb HebonbLLOW
Habop cTaHgapTHbIX pabounx npoueayp.

[MockonbKy OTBETCTBEHHOCTb 3a CO34aHMe YYETHbIX 3anucen
nonb3oBaTenen 1 NPUCBOEHNE NPaB LENTMKOM M NOMHOCTbIO
BO3MaraeTcs Ha CUCTEMHOro agMUHUCTpaTopa, MMEHoLLIero npasa
yrpaBreHns CUCTEMOM Ha BCEX YPOBHSIX, TO NPUBEAEHHbIE Aanee
cBefeHNsi NpegHa3HadeHbl ANg agMUHMCTpaTopa v rpynn
nonb3oBaTenen ¢ npaBaMy UCNONb30BaHUSA NporpaMmbl Saveris
CFR B yTBEpXXOEHHBIX NMpoLEccax Unu B yTBEPXXAEHHON cucteme B
Lenom.

Mporpamma yctaHoBkM testo B npouecce yCTaHOBKU NporpaMmbl
Saveris ncnomnb3yeT MexaHW3Mbl KOHTPONA AoCTyna
OornepaLyMoHHbIX CUCTEM Windows®.

[na ncnone3oBaHMs Nporpammbl YCTaHOBKU Tpe6yr0Tc9| npasa
agMUHUCTpaTopa.

B npouecce YCTaHOBKM NporpamMmmbl

e BbINOMHAETCA CO3AaHUe NoKarnbHbIX Pynn nonb3oBaTenen Ans
nopkntoyeHus nporpammel Saveris CFR k cucteme
6e3onacHocTn NT: [Npy agMUHUCTPMPOBAHUKN CUCTEMBI K
nmMeloLwmMMcs rpynnam gobaensoTcs 3 nokanbHbIX rpynmbl
nonb3oBaTenem:

Testo-Comsoft-Admins
Testo-Comsoft-Power Users
Testo-Comsoft-Users

JlokanbHble rpynnbl Nonb3oBaTenei ABnsTCs
OENCTBUTENbHBLIMU TOMbKO AN TOro KOMMbloTepa, Ha KOTOPOM



OHW ObINK co3aaHbl, YTO ABNSAETCS KMOYEBLIM 3NEMEHTOM
KOHLUenuun 6a3 gaHHbIX.

o  OyHKUMA BeAeHWA XypHana cobbiTuin nporpammel Saveris
yCTaHaBnNMBaeTCs Kak oAHa 13 cTaHAAPTHbLIX (PyHKUMIA
XYpHanoB onepauvoHHON cucTeMbl (KOHTPOMbHBIV XXypHarn u
XXypHan cobbITui).

Mocne ycTaHOBKM NporpaMMbl HEOHXOAUMO BKITHOUUTL
UHAMBUAYanbHbIX NOMNb3oBaTenewn, kotopble OyayT paboTatb ¢
JaHHOW NporpaMMoii, B O4HY M3 BbilLeyKasaHHbIX Fpymn.

[anee npueoauTca npoueaypa, yTBepkagHHasi cneumnansHo ans
YCTaHOBKM 1 3KCMnyaTaumm nporpamMmmbl Saveris B NokanbHOW ceTu:

CepBep/gpomeH

1. UeHTpanusoBaHHO co3ganTe rpynny (rpynnbl) nonb3oBaTenei
B cnyx6e katanoros "active directory”, Hanpumep,"Saveris
admin", “Saveris main user" n "Saveris user").

2. Onpe,uenMTe UYNEHCTBO Nonb3oBaTenemn B rpynnax.

KomnbloTep
3. YcTaHoBuUTe nNporpammy Saveris Ha (NnoKanbHbIi) KOMMbIOTEP.

4. Bkniouunte rmobanbHyto rpynny (rpynnsl) B rpynny (rpynnbi)
none3oBaTenen testo Saveris.

13



MepBbie waru

Mpoueaypa ycTaHOBKM

ﬂepe,q Ha4vyanom yCTaHOBKVI HeOGXO,ElVIMO I'Ipl/|HF|Tb BO BHUMaHWMe
cnegyiouiee:

i [ing ycTtaHoBKM nporpaMMHoro obecneveHus Heobxoanumo
Hanuume npas agMUHUCTpaTopa

MapannensHas pabota nporpamm Saveris CFR n Saveris
SBE/PROF Ha 0gHOM KOMMbIOTEPE HEBO3MOXKHA.

MpuHMMasa Bo BHMMaHWE gaHHOe 06CTOATENLCTBO, HE
ycTtaHasnusawTte nporpammy Saveris CFR Ha komnbloTep,
Ha KOTOpOM Ye ycTaHoBneHbl Saveris SBE nnu PROF.
[Ons yctaHoBku nporpammbl Saveris CFR B gaHHOM criyyae
Heo6XxoaMMO ncnonb3oBaTb NMMG0 Apyrow KoMnbloTep, NGO
BUPTYyarnbHYi0 cpeay.

Mpu o6HoBNEHUN NporpaMmMbl HEO6XOAUMO YUYNTLIBATb
criegyiolee:

o (OO6HOBIEHMEe BO3MOXHO NuLLb ¢ Saveris Professional oo
Saveris CFR (o6HoBneHune ¢ Small Business Edition go
CFR HeBO3MOXHO).

¢ B npouecce obHoBneHns Bepcum Saveris Professional
o Bepcun Saveris CFR dyHkupms ans
aKTMBHbIX NPOEKTOB He ByaeT AocTtynHow. o aton
NpuYnHEe PEKOMEHAYETCS 3aBepLUUTbL BCE aKTUBHbIE
NPOEKThI, @ MO 3aBEpPLUEHUN OOHOBMNEHUS — CO3aAaTb
HoOBble. ATO 0becneyunT rapaHTUPOBAHHYHO JOCTYMNHOCTb
Bcex dyHKuumi Bepcun CFR.

YcTaHoBKa nporpamMmbl testo Saveris CFR
v' Tpeapbiaylive Bepcun nporpamm Saveris He06XoaAMMO yaanuTb.
1. YcTaHoBUTE KOMNAKT-OUCK B YCTPOMCTBO

- [lo npoLuecTBnM HEKOTOPOro BPEMEHHU, NporpammMa
ycTaHoBKM ByaeT 3anyLieHa aBToMaTUYeCcKu.

> Ecnu nporpammMa ycTaHOBKM He 3anyckaeTcs: [JBONHbIM
LLeMnyYKoM Mbllwn 3anycTute dann 13
COOTBETCTBYIOLLEro KaTtanora kKoMnakT-gaucka.

] MyTb coxpaHeHnsa No yMOMYaHWIo — 3TO KaTanor
1 COOTBETCTBYIOLLEN YYETHOWN 3anncu Nonb3oBaTens
. JT0 onpepnensieTcs knaccom GubnunoTekn
MFC, Bepcuen cnctemol Windows® u OaHHbIMU YCTaHOBKM




5.1.
5.1.1.

Ha ypOBHe OnepauVoHHON CUCTEMBI (MbITaTbCA B 4AHHOM
criy4ae BHOCUTb Kakne-nmbo nsMeHeHust — HacToATeNbHO
He pekomeHayeTcs).

Tonbko nonb3oBaTenu, ABNSOWMECH aAMUHUCTpaTopamu
UNn BXOASALLME B OAHY U3 BbllLEeYyKa3aHHbIX rpynmn, MoryT
3anyckatb nporpammy Saveris CFR. B 06s3aHHOCTU
CUCTEMHOrO agMUHMCTpaTopa BXOAUT UCKITHYEHME
€4VHOBPEMEHHOCTM NCNONb30BaHNsA naponen, T.e.,
NCKMIOYeHNe BO3MOXHOCTM NapannensHon paboTsl ABYX
nonb3oBaTenen NCnonb3yLUX OOUH 1 TOT XKe Naporb.

o

CnepyeT Takxe y4yuTbiBaTb, YTO UBMEHEHUS NapamMeTPOB
©e3onacHocTU ByayT NpMMEHEHbI K CUCTEME B LIENIOM U
MOBAUSIIOT Ha paboTy APYrMX NPUNOXEHWIA.

MNMocne ycnewHon ycTaHOBKMN

Mocne ycTaHOBKM NepBbIv 3anyck nporpamm Saveris CFR gorkeH
ObITb OT MMEHU aaMUHMUCTPATOpPa, YTO HEOOXOAMMO ANsi BHECEHUA
[OMNOMHUTENbHbIX HACTPOEK.

Mocne atoro B rpynnel (testo-Comsoft-Admin, testo-Comsoft-
Power-User u testo-Comsoft-User) nobaBnsatoTcsa y4€THbIE 3anmcu
nonb3oBaTtenen Saveris.

3aTem B nporpamme Saveris MOXHO M3MEHUTb HACTPOWKN NpaB no
ymonyaHuio Ansa 3 rpynn none3osatenen, cM. MHansuayanbHble
npasa Ans rpynn nons3osarteneu, cTp. 17.

WUcnonb3oBaHue npubopa

KOHTpOHb AoCTyna Ha ypoBHE CUCTEMbI

Monb3oBaTtenu u rpynnbl nonb3oBaTenen

Mocne ycTaHOBKM HEOBXOAMMO BKIHOUYNTE MHANBUAYANBbHBIX
nonb3oBaTernen, kotopble byayT paboTaTe C NpOrpamMmmon, B OGHY
13 nokanbHbIx rpynn Testo-Comsoft-Admins, Testo-Comsoft-Power
Users n Testo-Comsoft-Users.

[anee npusoguTca npoueaypa, yTBepxaéHHas cneumnansHo ans
YCTaHOBKM 1 9KCMyaTaumm nporpammbl Saveris B NokanbHon ceTu:

CepBep/nomeH

1. UeHTpanusoBaHHO co3aganTe rpynny (rpynnbl) NOnb3oBaTenen
B cnyx06e katanoros "active directory", Hanpumep, "Saveris
admin”, "Saveris main user" and "Saveris user").
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2. OnpepgenuTte YnNeHCTBO Nonb3oBaTenen B rpynnax.

Komnbtotep
3. YctaHoBuTe nporpaMMy Saveris Ha (NoKarnbHbI) KOMMbIOTEP.

4. Bkniouute rmobanbHyto rpynny (rpynnbl) B rpynny (rpynnbl)
none3oBaTenen testo Saveris.

MoppobHoe onucaHne npuBoautcsa B PykoBoacTee nonb3oBaTtens
onepaumnoHHou cuctembl Windows.

[MprcBoeHre nHanBMAYyanbHbIX NpaB Ha bonee geTanbHOM ypOBHE
BbINoOHsieTcsa B nporpamme Saveris CFR. MpucBoeHHbIE B
BblLLIEYKa3aHHOWN NporpamMmme npasa SBMsTCA AENCTBUTENbHBIMU
ONsA BCeX nonb3oBaTenem, BKMIOYEHHbIX B COOTBETCTBYIOLLYIO

rpynny.

MH,qVIBVI,qyaHbeIe napameTpbl

30ecb MOXHO onpeaenuTb rpaHuLbl nokansHon 6esonacHocTy, a
TaKkKe YyCTaHOBUTb HEOOXOAMMbIE NapameTpbl yNpaBneHus.

Beibepute obnactb Yyepes
N LWENKHUTE NUKTOrpaMmMy

BbinonHute HeobxoauMble HAaCTPOVKKN ANA CneayoLwmx yHKUMNA:
e Password Policy (Monutuka naponen)

e Account Lockout Policy (MonuTtrka 6rnoKMpoBKM YYETHBLIX
3anvcen)

e Account Lockout threshold (rpaHuua 61OKMPOBKU yYETHBIX
3anuvcen)

e Monitoring Policy (MonuTtnka MoHUTOpPUWHra)
e User rights (lMpaBa nonb3oBatenei)
e Security Options (Hactponku 6e3onacHocTn)

MoppobHoe onucanne npuBoautcsa B PykoBoacTee nonb3oBaTtens
onepaumoHHon cuctemsbl Windows.

L] MexaHu3ambl ynpaBneHus cuctemon 6e3onacHocTu

1 Windows® skniouatotcs B paboTy B COOTBETCTBUM C
onpeneneHMemM ypoBHe 6e30nacHOCTM ceaHcoB
(cuctemsbl). Tak, Hanpyumep, ceaHc, BbINOMHAEMbIV B
paMKax BeJEeHUsI KOHTPOSbHOIO XXypHana, AOImKeH bbiTb
3aBepLUEH ONOKMPOBKOM cucTeMbl. [locne 3akpbiTus
npunoxeHunst Saveris nonb3osaTtento Heobxoaumo
BbIMOMHUTbL BbIXOA N3 CUCTEMBI.




5.2.

5.2.1.

HacTtpoika nonb3oBartenen Ha ypoBHe
Saveris CFR

WHauBuayanbHbie NpaBa ansa rpynn nonb3oBarenei

AOMUHUCTpATOp MK NoNb3oBaTeNb, BXOAALLMN B NOKarNbHYHO
rpynny Testo-ComSoft-Admins, MOXeT BKITHOYUTb UMK OTKIOYNUTD
WHOMBMAYanbHble (OYHKLUN UM BO3MOXHOCTU CUCTEMBI A1 rpymnn
nonb3oBaTenen, NpeaBapuTEnbHO CO3aaHHbIX HA YPOBHE
onepaunoHHON CUCTEMBI.

& Saveris 21 CFR11 - [Stationare Zonel]

lect project 2050717 811_26Feb13_1635 * - [Styte~

e oK Cancel

) |
&3
e
[
1z
> B rmaBHOM MeHI0 B NyHKTE nepenauTe Ko BKIagke

N HaXXMUTE MO KHOMKe

- Bypet oTkpbITO OKHO " HacTponkn 6e3onacHocTu ".

B MeHto "llokanbHble rpynnbl” MOXHO yCTaHaBnNuBaTh npasa
ansa 3 rpynn nonb3oatenen: Admins, Power User n User.

[ns kaxgow rpynnel 6yaeT nokasaH CNCoK MHANBMAYanbHbIX
npas, AN KaX40ro M3 KoTopbix MmetoTcst nonst. OTmeTus
HY>XHblEe MONS, MOXHO YCTaHOBUTb NpaBa Ans BblGpaHHOM
rpynnel nonb3oBaTtenen.

17



5.3.

18

Hacrpoiiku 6esonacHocti @

=] @ TNokaneHble rpynnst NMokansHble rpynnsl Testo-Comsoft-Admins |
ﬁ Testo-Comsoft-Users Wsmerenne HacTpoex onoBseLueHmit
& Testo-Comsoft-Powerlser [7] Masmerus somy
€ Testo-Comsoft-Admins
12/ 3nexTporrbie nomcn
gzﬂ Hacpoitku PDF

W3MeHnTL HacTpoiikK B CHCTEMHOM 30HE

WMnopTposaTs AaHHbIe HAaCTPOKN

KeumposaTe aBapuitHbiil curHan

OnpenennTs noe3axy & 06paTHOM HaNpaBNEHM NS MMEIOLLKX...
Cospam omwet PDF

1 »

v

[anee npuBoauTCsa CNNCOK NpaB, KOTOPbIE MOTYT ObITb

npenocTtaBfeHbl, U B NpeaocTaBfieHUN KOTOPbIX MOXET ObITb OTKa3aHo:

Acknowledging an alarm (noateepxaeHue curHanbHbIX
OnoBeLLeHn)

Changing alarm settings (M13MeHeHne NapameTpoB CUrHAMNbHbIX
OMOBELLEHWNN)

Change name or content of a zone (MU3MeHeHne Ha3BaHUA Unu
COAEPXKUMOTO 30HbI)

Changing settings in the system range (M3ameHeHne HacTpoek
CUCTEMbI)

Importing adjustment data (MIMnopT AaHHbLIX HACTPONKK)
Creating a PDF report (Co3gaHve oT4eToB)

Define tour retroactively from existing data record (YctaHoBUTb
LMK 3a4HUM YUCIIOM U3 paHee 3anucaHHbIX AaHHbIX)

OOwue ceeneHus onga nonb3oBaTeneun
Saveris CFR

OnucaHus 1 rmasbl B HacTosiweM PykoBoacTee nonb3oBatens
npvBeaeHbl NCKIIoUYNTENBHO € y4éTom Yactu 11 MonoxeHns 21
CBopa defepanbHbIX HOPMATUBHBIX JOKYMEHTOB.

Tem He MeHee, onucaHne 0OLIMX CTaHAAPTHBIX PYHKLUMIA U OBLLKX
METOA0B MUCNONb30BaHUA AaHHOW NpPorpaMMbl NPpUBEAEHbI B
PykoBogacTtee nonb3oBatens Saveris Professional.

OTcyTCTBUE BO3MOXHOCTY BbIGpaTh onpeseneHHble yHKLMH,
onucaHHble B PykoBoacTee nonb3oBatens Saveris Professional



5.4.
5.4.1.

0O3HayaeT OTCYTCTBME COOTBETCTBYIOLMX NpaB. B aTom cnyyae
obpaTtutecb K agMUHUCTPaTOPYy.

MpumunTe K CBEAEHUIO HEKOTOpbIE OrpaHnyeHuns B pabote
nporpammsl CFR:

e basa nogknoyaeTcs K koMmnbloTepy Yepes kabenb Ethernet.
MopkntoyeHne vyepes USB HeBO3MOXHO.

e [loaTBepxaeHne NonyvyeHUs: CUrHanbHbIX ONOBELLEHNI Yepes
uHTEepdenc 6a3bl He BO3MOXHO, TOMNBKO Yepes nporpammy npu
Hannynm CoOTBETCTBYIOLLMX MpaB, NPeAoCTaBMeHHbIX C
ucnonb3oBaHvem nporpammel CFR.

e CurHanbl TpeBorM He MoryT 6bITb NOATBEPXKAEHBI N0 SMS mnu
3NeKTPoHHON noyte (SMTP).

CneunanbHble yHKumu nporpamMmmbl CFR

OneKTpOHHasA NoANUCH

[ns BbINONHEHUS HEKOTOPbIX AENCTBUIA cUCTeMa 3anpaluvBaeT
3MEKTPOHHbIE Nognuck. [aHHas uudposas nognuck Takke dyaet
3aHeceHa B KOHTPOSbHbIN XXypHan ¢ pasbsCHEHUEM NPUYKHBI €€
MCnonb3oBaHus.

KoHpurypaunst anekTpoHHbIX NOANUCEN:

1. B rmaBHOM MEHIO B NMyHKTE nepenavTe Ko BKIagke
1N HaXXMUTE MO KHOMKe

- bypeTt OTKpbITO OKHO

2. B pasgene BbIOEepuTe gencrtens, onsg
BbINOJIHEHMS KOTOPbIX TPebyeTcst SNeKTpoHHasA Noanuch.
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Hacrpoiiku 6esonacHocti g

-8 NokansHsle rpynns 3aTpefoBats noAMck Npu: |
% Testo-Comsoft-Users VisMeHeH1e HECTPOEK ONOBELLEHMI
% Testo-Comsoft-PowerUser W3MeHuT: 30HY
% Testo-Comsoft-Admins WN3MEHUTL HACTPOMKN B CUCTEMHOI 30HE
e &ﬁ 3nexTpoHHble noanMch KenmvipoBaTe aBapuitHbIi curHan

.g)ﬁ Hactpoitkn PDF [Vl Cospam omet PDF

OK I OmvennTs

Heo6xoauMOoCTb MCMONb30BaHUSA 3NTIEKTPOHHOM NOAMUCU MOXET
ObITb ONpeaeneHa Ans BbINONIHEHMSA CrieayLWnX AeACTBUNA:

e Acknowledging alarms (nogTeepaeHne curHanbHbIxX
OMOBELLEHWNN)

e Changing alarm settings (M13MeHeHne NapameTpoB CUTHANbHbIX
OMOBELLEHWNN)

¢ Edit settings for automatic reports (n3meHeHne napameTpoB
CO30aHNA aBTOMaTU4YeCKNX OTHeTOB)

o Define report contents and create a one-off report
(onpegenexue cogepxaHus ot4yeTa M co3gaHne eanHNYHOro
oT4yeTa)

¢ Changing settings in the system range (n3meHeHne HacTpoek
CUCTEMbI)

e Edit security settings (M3meHeHne HacTpoek 6e3onacHocTm)
Moanuce noa coBeplLUeHHbIM AeNCTBMEM BKIoYaeT B cebs:

e Tun penicTBus nonb3osatens (Hanpumep, "Alarm confirmed"
(OnoBeLleHne NOATBEPKAEHO))

o CepuiiHble HOMepa COOTBETCTBYHLLUNX KOMMOHEHTOB Saveris u
COOTBETCTBYIOLLMI KaHan.

o [laty 1 Bpems

e [MpuynHy Mcnonb3oBaHWs NoanMcu



i Moanuck davina cogepXxut naeHTudrkaTop
none3oBaTens, AaTy, BPeMs 1 NPUYnHY NCNOMb30BaHNS
NoAnNuCK.

5.4.2. Co3paHue otyétoB PDF BpyuHyto

Wcnonb3ayite dyHKLMIO ONS TOro 4To Obl
creHepupoBaTb OTYeT oTBevatowmn ctaHgaptam 21 CFR 11 3a
nobon nepuon BpeMeHW.

1. Bbibepute meHio
2. Bbligenute HeobxoauMmblli Nnepuog B kaneHaape.
3. Bo Bknagke HaXXMUTE KHOMKY

OTtuét PDF OyneT cogepxatb:
e TutynbHbi nuct no dopme "CFR" + xaw-koa otuéta PDF

e [paduk, Tabnuuy AaHHBIX M3MEPEHUI N CMNCOK CUrHAMNoB
TpeBoru s BbIbpaHHOM 30HbI

o KoHTpOnbHbIN XypHan 3a OTMEYEHHbIV B KaneHgape nepuog

Otuét PDF moxeT xpaHuTbcs B Buge carnna PDF c 3awuTon
rmaBHbIM Naponem.

i MaBHbIV Naponb TpebyeTcs NYLb Npu OTKPLITUKN OTYéTa C
ncnonb3oBaHmem Adobe Acrobat. Npu oTKpbITUKM OTYETa C
ucnons3oBaHnem Adobe Reader 3anpocoB He genaeTcs.

v' [Insa 3TOro y nonb30BaTens MMelTCs COOTBETCTBYIOLLNE
MOSIHOMOYMSA.

1. B rmaBHOM MEHIO B NMyHKTE nepenguTe KO BKagke
M HaXMUTE MO KHOMKe

2. Bbibepute HacTpoiiku PDF.
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Security settings [

S €E Userrighis

: € Testo-Comsoft-Users ¥ FDF password
€ Testo-Comsoft-Powerlser
€ Testo-Comsoft-Admins
wf Signing policies Passwaord

“ipd PDF settings
Confirm pazsword re=]

Cancel

ABTOMaTnyeckoe cosgaHue otyétos PDF

i [ns aBTOMaTU4eckoro cosganmst ot4éto PDF nognuce He
TpebyeTcs.

lMpocTon n HagéxHbIn cnocob apxmMBUPOBaHUS AAHHBIX — 3TO
aBTOMaTM4ecKoe co3faHne OTHETOB.

B kaxxgom oT4ETE coaepXKnUTCs CBOAKA OAHHbIX MO O4HOWN 30He.
CopaepxaHue otyéta PDF MOXHO HacTpouUTb ANs KaXaow 30Hbl
uHavBMAayansHo (Tabnuua, rpadmk, CUrHanbl TPeBorn).

OT4éThbl CO34AIOTCSA C UCMONBb30BaHMEM MPOrpaMmbl v
COXPaHSIIOTCS KaXAabl AeHb, HEAEM0 UMK MECAL, B CNeLmnanbHO
CO3aHHOM [f151 3TOro Ha KOMMbIOTEPE UM CepBepe KaTtarnore unm
OTNPaBnsATCS HENOCPEACTBEHHO NOyYaTeNto NO SMEKTPOHHOM
nouTe.

OT4YéTbI coxpaHsalTcs B Buae davinos opmaTta PDF ans
NPOCTOTbI YTEHWUS UMW OTMPABKM MO 3MEKTPOHHON noYTe.

B HacTponkax OTY4ETOB MOXHO YCTaHOBUTb METO/ CO3aHns
aBTOMaTUYECKNX OTHETOB.

> Haxmute B 06nacTu Hasurauuu.
- B OkHe gaHHbIX 6yaeT nokasaHo nod-MeHo

- B oBnacti npocmoTpa 6yayT nokasaHbl HACTPOWKN OTYETOB.



& Saveris 21 CFR11 - [Stationare Zonel] (i3]
B S
Reports | Seice Select project 2050717 811_26Feb13 1635+ - ster - & %
Change folder
Duspiay eror log
‘ Reports .
0
= Zaes Saowezarat
3 psomy - i
54 Severis V2593 e Contert Secion Chae
5 i Stetionare Zonel Detsled scooFOAZICFRT] | 3 Systom sumnary
= 22 Detaied Stalsics Wihout MKT
012,05 24 pet o 7 Groph
012,05 25.pdf Sy V] Table Avesage tows hl
2012.05 26 pelt . 1 Ao
012,05 27 9t 1k Tl
2012.05 28 pelt
012,05 29.pdf v
212,05 30.pdf
212,05 31900
212,06 01.pal
2012.06 02.pck
212,06 03 pelf
012,06 04 pet
Juni) pof
Junipdf
&l testo Saveris 140520130600 s 1200

[HoBbIN oTyeT]

[loGaBneHne B CNUCOK HOBOW 3a4a4n

CcOo3gaHunsa OoT4YéTa.

Cnucok 3agad
CcO3[1aHNsA OTYETOB

Cnuncok cosgaHHbIX 3aaay co3gaHus

OTYETOB

30HbI

Cnuncok BblGopa 30HbI, Ast KOTOPOW

[ormkeH 6bITb co30aH OTYET.
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Bbi6op neproanyHoCTM co3gaHus
OoTYéTa: , ,
unm

i : Co3gaHune oT4yéTa
OyaeT BbINONHATLCH eXeQHEBHO
B 24:00.

: Co3pgaHue
oT4éTa 6yaeT BbINOMHATLCA
Kaxxgoe BockpeceHbe B 24:00.

: Co3naHve oTyéTta
OyaeT BbINONHATLCA Kaxabln
nocnegHun aeHb Mecsua B 24:00.

Bo3moxHa ycTaHoBka nepuoaa
BpeMeHu (fata/Bpems Havana,
harta/BpemMsi OKOH4YaHus), No
ncteyeHun Kotoporo oyaer
eaVHOX bl co3aaH
aBTOMaTUYEeCKU OTYeT.

"pynnoBoe okHO

Mpw akTMBMPOBaHMKN AaHHON ONuwmMK,
COOTBETCTBYIOLLME AaHHblE OyayT
NpVKpenneHbl K OTYeTy:

OnpegeneHne HEOOXOAMMOCTU OTNPaBKM
oT4yeTa no noyte (
), coxpaHeHus (
), UNK 1 TOro U APYroro

( )

[None BBOAa
"MonyyaTenp"

MNMone BBOAa agpeca 3NeKTPOHHOW MoYTbI
COTPYAOHMKA, KOTOPOMY [IOJKEH BbITh
OTMnpaBreH OTYET.

CnyxuT anst oTkpbITUA Ananora Belibopa
nony4artens u3 cnmcka KOHTaKkToB
Outlook.



5.4.4.

Mone BBOA4a ANSA CTPOKU TEMBI.

3710 none BBOAA agpeca, KOTopbin
OOJMKEH ObITb OTOOpaXEH Ha cTpaHuuax
OTYéTa.

i MecTtononoxeHue katanora CoOXxpaHeHusi OTY4ETOB ObINo
onpefeneHo B NpoLecce YCTaHOBKU Mporpammel
Saveris CFR.

KoHTpOnbHbIN XypHan

B nononHeHne k orpaHNYeHUsiIM B OTHOLLEHUW aBTOPU30BaHHbIX
nonb3oBaTenen, BO3MOXHOCTV NPeAOCTaBNEHUS PasnnYHbIX Npas
n obecneveHns 6e30MacHOCTN XPaHSLLUMXCS OTYETOB Yepes
orpaHun4yeHune goctyna K apXI/IBHOVI obnacTtu KOHTPOJIIbHbIEe
XypHanbl — 3TO rMaBHada OONOJIHUTENbHaA Mepa obecneyeHus
6e3onacHocTu xpaHeHus ot4yéto PDF.

B KOHTPOMbHbIV XXypHan Saveris BHOCATCSA UCKIMIOYUTENBHO Te
OaHHble, KOTOpble HeNOCpPeACTBEHHbIM 06pa3oM nNpegHa3HayeHbl
ONS BHECEHMS B PErnCTPaLMOHHYIO 3an1Cb B 3NIEKTPOHHOM BuAE.

K Takum faHHbIM OTHOCAITCA CO34aHue unu COXpaHeHune
perncTpaLmoHHbIX 3anncen B aNIEKTPOHHOM BMAE, a TakKe AaHHble
KOHTPONSA BHECEHUSI UIBMEHEHUI B BbllLleyKa3aHHble JaHHble B Xo4e
apxnBmnpoBaHU4.

[laHHble KOHTPOMBHOrO XXypHana Saveris NpUKpennArTCcs
HenocpeACTBEHHO K chaiiny AaHHbIX U COCTaBMSOT ero
HeoTbeMNIeMyI0 YacTb. OTO MNO3BONSAET UCKMIOYNTE MOTEPHO AaHHbIX
KOHTPOJBHOIO XypHana n obecne4nTb UX MNOMHYI0 AOCTYNHOCTb
Aaxe nNpu nepeHoce C O4HON CUCTEMbI Ha APYryto.

aiin perncTpaunn
W... | Dara/spema | Monbso... ‘ Onepauua | Mputop JDeramu 3ranoH S
1 25.07.201210:06:51  TeDo System startup 2050717 -
2 25.07.201210:06:552  TeDo Router configuration 1996881 1994891 2002348 1... E
3 25.07.201210:06:55  TeDo Probe has been added 1994891
4 25.07.201210:06:55  TeDo Log start set 1994891 25.07.201210:08:00
5 25.07.201210:06:55  TeDo Probe cycle set 1994891 1.0 min
[ 25.07.201210:0655 TeDo Probe disposition is 19948391 stationary
% 25.07.201210:06:55  TeDo Probe has been added 2002348 -
8 25.07.201210:06:55  TeDo Log start set 2002348 25.07.201210:08:00
El 25.07.201210:06:55  TeDo Probe cycle set 2002348 1.0min
10 25.07.201210:0655 TeDo Probe disposition is 2002348 stationary
11 25.07.201210:06:55  TeDo Probe has been added 1997307 -
12 2507.201210:06:55  TeDo Log start set 1997307  25.07.201210:08:00
13 2507.201210:06:55  TeDo Probe cycle set 1997307 1.0min
14 25.07.201210:0655 TeDo Probe disposition is 1997307 stationary
15 2507.201210:06:55 TeDo Probe has been added 1992792 | e
16 25.07.201210:06:55  TeDo Log start set 1992792 25.07.201210:08:00
17 2507.201210:06:55  TeDo Probe cycle set 1992792 1.0min
18 25.07.201210:0655 TeDo Probe disposition is 1992792 stationary =
19 9RA7INM21ANRER  Tahn Proha diennsition is 199RART  chabiman
e T e

B KOHTPOMbHBIN XXypHan Saveris 3aHOCATCS crefyoLmne cobbITus:
e [logTBepxaeHne curHanoB TpeBOru
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He ypoanock noaTBepAMTb CUTHANoOB TPEBOTU

CospgaHa rpynna curHanoB TpeBoru

OG6HoBnEHa rpynna curHanoB TPEBOTU

YpaneHa rpynna curHanoB TpeBorv

pynna curHanos Gbina yaaneHa aBToMaTU4ecku
MameHeHne nonyyartenern coobLLEHNA CUrHaANoB TpeBoru
YpaneHve nony4yartenen curHanos TPeBOrm

CospgaHue nonyyaTenemn curHanoB TpeBorn

M3meHeHns MapLupyTa NPOXOXAEHUSA CUTHANOB TPEBOMU
Co3agaHue mapLupyTa NpoXoXAeHWs1 CUrHanoB TpeBorm
YpaneHne mapLupyTa NnpoxoXaeHus CUrHanoB TpeBoru
VI3MeHeHns1 HacTpPOeK CUrHanoB TPeBoru

Co3aaHo npaBuno Anst aBTOMaTUYECKOro oT4eTa
MpaBuno anst aBToMaTuyeckoro ot4yeTa 6bino 06HOBNEHO
lMnaBuno ana aBTomatmyeckoro ot4yeTa 6bIno yaaneHo
MmnopTtuposaH cepTudmkat

YcTaHoBMEHbI BerHVIe/HI/I)KHI/Ie npepenbHble 3Ha4YeHna
KaHanoB Ana npeaBaputesibHOro onoeseLleHna

yTBep)KAeHHbIe BerHVIe/HM)KHVIe npenenbHble 3Ha4YeHna
KaHanoB Ana curHanos TpeBorn

YTBEPXAEHHBIN CNMCOK MMEH KaHanoB
Mi3meHeHne HacTpoek 6opTOBOro Moaynsi

HeB03mOXHO NpoBecTn 06HOBNEHME KOHUIYpaLMm CUrHanoB
TpeBoru 6asbl

O6GHoBNEHne MMKpoNporpammebl
[ata 3anycka xypHana
MpumeyaHne pobasneHo
MpumeyaHne o6HOBNEHO
MpumeyaHue yganeHo

Maponb ans PDF 6bin nameHeH
YCTaHOBMEH LMK U3MEPEHUsT 30HaAa
PacnonoxeHue 3oHaa

30HAa AobasneH

30HA oTcoeAnHEeH

30HA nepemelleH

VI3aMeHeHne HacTpoek 30HA0B
OTmeHeHo co3fjaHue oTyeTa
OtyeT co3gaH



MpaBa npegocTaBneHbl

[MpaBa yganeHsbl

KoHdpurypauusa mappytusaTtopa
MNognucaxo

Mopgnuck otyeTa

Moanuck npukpennexHa

Moanuck He npukpenneHa
3anyck cuctembl

OcTaHoBKa cucTeMbI

Bpems cuHxpoHusauum

Moesgka 3agaeTcs Bpy4YHyO
OnucaHne noes3akn cosgaHo
OnuncaHne noe3akn oGHOBNEHO
OnucaHune noesakn yganeHo
CosaaH nnaH noesgku

[naH noe3gkn obHoBNEH

MnaH noe3gku yoaneH

Moesgka yaaneHa

Noe3aka obHoBNEHA
YCTPONCTBO U3MEHEHO
[Monb3oBaTensb BOLWEN B CUCTEMY
Monb3oBaTenb Bbilesn U3 CUCTEMbI
3oHa yganeHa

30Ha co3gaHa

3oHa o6HoBneHa
MepenmMeHoBaHWE 30HbI
HacTpoliku 30HbI bl 0GHOBMEHbI

B KOHTPOMbHBIN XXypHan Saveris 3aHOCATCS cneayLmne cBeaeHnst
0 COBbITUSIX:

MHpekc (nocnegoBaTtenbHbIN HOMEP KOHTPOSIBHOTO XypHana)
Hata/Bpems (Korga B cuctemy 6binv BHECEHbLI U3MEHEHNA?)
Monb3oBaTens (KTo BHEC n3MeHeHUA?)

Oencteue (UTo GbINO caenaHo/M3MeHeHo0?)

Mpubop (YkasaHue cepuitHoro Homepa u kaHarn cUCTeMbI
Saveris, Ha KOMMNOHEHTbI KOTOPOTrO MOBMAUAINN U3MEHEHUS)

MoppobHocTn (Kakne umerotcsa AoNONHUTENbHBLIE CBeAEHUSA 06
n3MeHeHUn/cobbITun)

CnpaBka
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KoHTponbHbIV )XypHan Saveris moxeT 6biTb noapasgenéH Ha
KaTeropmm, aKCnopTMpoBaH 1 pacnedartaH B Buae gpavina HTML.
[ns akcrnopTta n neyatn Heobxoamm obo3peBaTenb C NOAAEPKKON
HTML.

ABTOMaTHYeCKOe pe3epBHOE KONUMPOBaHWE AaHHbIX
cuctembl Saveris

PyHKUMA nossonser
eXxeHEeBHO co3daBaTb Pe3epBHbIE KoMK XpaHALWMXcs B 6ase
OaHHbIX MOKa3aHUM No BCeM NpoekTam. Pe3epBHble Konuu dhannos
MOTyT GbITb UMNOPTMPOBAHbI B HOBbI NMPOEKT C UCMONb30BaHNEM
dYyHKUMM

o Mpy HanWuM BOMPOCOB NO Pe3ePBHOMY KOMUPOBAHWIO
1 6a3bl AaHHbIX, 3BOHUTE MO Ten. +7(495) 221-62-13 unn
oTnpaBbTe CBOe ObpalleHVe No agpecy support@testo.ru

e CeTeBble cnyx0bl AOMKHbI UMETb JOCTYN K U3BMEHEHNAM B
1 OVPEKTOpUAX ANs XPaHeHns pe3epBHbIX Konui cannos. B
NPOTMBHOM Criy4ae pe3epBHOe KONMpoBaHWe AaHHbIX

HEBO3MOXHO!

i Mo coobpaxeHusam Ge3onacHOCTU pe3epBHbIe KoMK
arnos unu nx apxmeoB HEOBXOANMO XpaHUTb Ha OPYrom
KoMMbtoTepe, Hexxenun 6a3a gaHHblx Saveris.

1. B meH0 BO BKIaake Ha)XMUTE MO KHOMKe

- bypeTt OTKpBITO OKHO
2. OtmeTbTe none

BbibepuTe LeneBow kaTanor Yyepes

Haxmute

Py4Hoe pe3epBHOE KONMPOBAaHUE AAHHbIX CUCTEMbI
Saveris

DyHKUMA nossornseT B noboe
BPEMSI COXPaHsATb NokasaHus, Haxoasilimecs B 6a3e JaHHbIX
ntobbix NPOEKTOB. Pe3epBHbIe konuu haitnos MoryT 6bITb
MMMNOPTUPOBAaHbI B HOBbIM NPOEKT C UCNONb30BaHUEM (PYHKLIMK

Mpy HanuuMm BONPOCOB NO Pe3ePBHOMY KOMMPOBAHUIO
6a3bl AaHHbIX, 3BOHUTE Mo Ten. +7(495) 221-62-13 unn
oTnpaBbTe cBOE ObpalleHne Nno agpecy support@testo.ru

o




CeTeBble cnyx06bl AOMKHbI UMETb JOCTYN K UBMEHEHNAM B
OVPEeKTopUAX ANS XpaHeHUs pesepBHbIX konui dannos. B
NPOTUBHOM Crly4ae pe3epBHOE KONMpoBaHUe JaHHbIX
HEeBO3MOXHoO!

i@

i Mo coobpaxeHnsim 6e30nNacHOCTM pe3epBHbIE KOMUN
pannoB uUnu nx apxmeBoB HEOOXOAMMO XpaHUTb Ha ApYroM
KOMNbloTEpe, Hexenu 6a3a gaHHbIX Saveris.

1. B meH0 BO BKnagke HaXXMnUTe No KHOMke

- BypeT oTKpbITO OKHO

2. BbiGepuTte LeneBo kaTanor.
3. Tpucsonte anny nvs.

4, Haxmute

CoBeTbl U cnpaBkKa

CtaHaapTHble paboyue npoueaypbl

B paHHoM MnaBe npmBOAsTCA pekoMeHAaumMm No MHCTPYKUUSM
akcnnyartauumn cuctemsl Saveris B cpeaax CFR.

[nsa komnbloTepa, Ha KOTOPOM YCTaHOBIEHA Nporpamma Saveris
CFR, Heo6xoamMmMo obecneunTb pe3epBHOE NUTAHNE.

Heobxoaumo Takke yCcTaHOBUTL 3aLLMTy napornem n obecneuntb
ncnonb3oBaHWe JaHHOMO Napons UCKIIYUTENBHO NUUaMK ¢
COOTBETCTBYHOLLUMYU NOSTHOMOYUSIMMU.

Heobxooumo Takke onpegenutb JOCTAaTOYHY NEPUOANYHOCTb
pe3epBHOro KOMMPOBaHWS, BKIOYasi 4OCTYMHOCTb NMOAXOASALLMX
NMPOLIECCOB PE3ePBHOMO KOMMPOBAHUSI, COOTBETCTBYIOLLMX
HocuTenemn 1 nNynoB HocUTenen Ans AaHHbIX, NPOrPaMMHOro
obecneyveHns + HanM4yne COOTBETCTBYHOLLEIO annapaTHOro
obecneyeHus.

Mepen BHeCEHWEM N3MEHEHWIA 30H, MONb30BaTENb AOMKEH
caenatb pe3epBHYH0 Konuio 6a3bl AaHHbIX. TO €ANHCTBEHHbIN
€nocoB, NO3BONAKLNIA MONYYNTb NAEHTUYHbIE AaHHbIE C paHee
Nnony4YeHHbIX OTYETOB 3a TOT XXe nepuoa, N NpoaoJIKNTb
reHepaumio OTYETOB NOCIe TOro Kak 3oHa 6yaeTt naveHeHa. B
naearne, HacTpauBaTb 30HbI Nyylle Ha aTane 3anycka. B
JanbHenweM npaea Ha BHECEHME N3MEHEHUIA HEOOX0ANMO
ybpaTb.

3aKkas3uymnk HeCET OTBETCTBEHHOCTb 3a CO34aHne NoaxoasLmnX
YYETHbIX 3anucen nonb3oBaTene cMcTemsl 1 rpynmn
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10.

11.

12.

13.

14.

15.

16.

17.

18.

nonb3oBaTenen, a Takke 3a NPUCBOEHNE YYETHBIX 3anucen
noaxoasaLum nonb3oBaTensm.

3aka34mk MOXeT ucrnonb3oBaTb MacTep Saveris startup wizard
Ans BBOAA CUCTEMbI B 3KCMyaTaLumio, Unv npoekTa, nnu 3a
npoussoactso MNP (Hanpumep, kanMbpoBKy 30HAOB).

3akasunk HeCET OTBETCTBEHHOCTb 3a KOHTPOIb U XpaHeHWe
[AaHHbIX KOHTPOJILHOTO XXypHana.

3aka3uuk JoMmKeH yCTaHOBUTb 3alLMTy naponemM u obecneuntb
MCNonb30BaHUe AaHHOro Naponst Ans JOCTyna K JOKYMeHTam
PDF unckntountensHO nuuaMmu ¢ COOTBETCTBYHOLLMMUA
NOMHOMOYUSIMUA.

3aka34mk HeCET OTBETCTBEHHOCTb 3a CO3AaHne Y4€THbIX 3anucen
nosfib3oBaTenen n BKIYEHE AaHHbIX MOfb30BaTenen B
cywectBytowue rpynnsl (Testo-ComSoft-Admin, Testo-Power
User u Testo-User).

3aka34ynk HECET OTBETCTBEHHOCTb 3a obecneyeHne
€OUHOBPEMEHHOIo NOAKMYEHNs TONMbKO OAHOro cepBepa Saveris
k 6ase Saveris.

3aKa3unk HeCET OTBETCTBEHHOCTb 3a 0becneyeHne 3alnTbl
nHTepdericos USB KOMNOHEHTOB cUCTEMBI Saveris.

3aka34umk 06a3aH obecneunTb Takme ycrnosus paboTel, KOTopble
COOTBETCTBYIOT TPEOOBAHUAM 3aKPbLITOW CUCTEMBI.

3aka3uuk HeCET OTBETCTBEHHOCTb 3a OnpeaereHne
Heo6X0AMMOCTU B BbIMOMNHEHWUM ONpeaenéHHbIX NPoLEeccoB U1
COOTBETCTBYHOLLMX NPOLIEAYP KOHTPONSA B LEeNsX Haanexallen
CUHXPOHN3ALMN CUCTEMHOIO BpEMEHN.

3aka34mKk HeCET OTBETCTBEHHOCTb 3a BKIIOYEHMEe DYHKLUN
3awmTbl naponem otyétos PDF, a Takke 3a ycTaHOBneHve
rmaBHOro napons B nporpammve Saveris CFR.

3aka34mk HeCET OTBETCTBEHHOCTb 3a nepeaady rmaBHOro napons
K oTyéTam PDF ucknioumtensHO TemM nuuam, KoTopble HageneHbl
COOTBETCTBYHLLMMMW NONTHOMOYMSAMMU.

3aKasymK HeCET OTBETCTBEHHOCTb 3a NOMHOE U eAMHOBPEMEHHOe
CO3aHune 1 HaCTPOWKY YUYETHbIX 3anucen, yCTaHOBKY naponem K
HVM, a Takke 3a BbleNeHne BbllleyKa3aHHbIX YYETHbIX 3anmcen
VHOMBMAYaNbHLIM NONb30BaTENSAM.

3aKka3unk HeCET OTBETCTBEHHOCTb 3a NpeaocTaBneHne
NoAXOAALLMX/COOTBETCTBYIOLMX MOSTHOMOYMIA AOCTYNa.

3aka3umk HeceT OTBETCTBEHHOCTb 3@ PErynsipHyto NpoBepKy
eMkocTu 6asbl gaHHbIX (pa3 B 3 mecqaua) B 10 Testo Saveris
Startup Wizard, B Bknagke lNpoekTki U NPUHATE MepbI,
HeobxoAVMble MpW 3anofiHeHUn 6a3bl AaHHbIX.



19. 3aka3uuk HECET OTBETCTBEHHOCTb 3a Haanexallyo HaCTPONKyY
yHKUMIA 3awnThbl NpoekTa (Hanpumep, MECTO ANSA XpaHeHNs
oTt4yeToB B hopmaTe PDF gomkHO GbiTb OrOBOPEHO U
COOTBETCTBYIOLLMM 06pa3oM 3aLLMLLEHO HACTPOKaMu
6e3onacHoCT), a Takke 3a KOHTPOMb HaA eXallero BbINOMHEHWS
npouenypbl BbIxoga y4acTHUKaMKM NpoekTa npu Boixode n3
CUCTEMBI.

20. 3aka3uuk HECET OTBETCTBEHHOCTb 3a Npoueaypy obecneyeHus
HaZnexallero Ucrnonb3oBaHus Naposen.

21. 3aka34uk HeCET OTBETCTBEHHOCTb 3a onpeAeneHne Kpyra
NPOLIECCOB, BbIMOSHAEMbIX C UCMOMb30BaHNEM TOW U UHOW
YYETHOW 3anncu, BKMoYas pernameHTMpoBaHWE Bbllleyka3aHHbIX
npoLeccoB, a Takke 3a obecneveHne nx CoOoTBETCTBUS
YCTaHOBMNEHHOMY pernameHTy. 3aka3uuk ocTaBnsaeT 3a cobon
npaBo KOHTpons aybnukaTtos nporpammel Saveris CFR.

22. 3aka34ynk HecET OTBETCTBEHHOCTb 3a Haanexallee
agMUHVCTPUPOBaHME YYETHBIX 3anucei Nonb3oBaTenen.

23. 3aKka34uk HECET OTBETCTBEHHOCTb 3a JKCMSlyaTauuio CUCTEMbI Kak
"3aKpbITOM CMCTEMbI", @ TaKKE 3a HagMexallumn n
CBOEBpPEeMEHHbIN KOHTPOorb napameTpos goctyna Windows n
BeeHMe CUCTEMHOrO XypHana.

24. 3aka34mK HECET OTBETCTBEHHOCTb 3a BbIpaboTKy noaxoasLLero
pernameHTa 1 NpoLEeCCcOB, UCKIIOYaKLLMX HeHaanexatwee
MCMNOJSIb30BaHNE CUCTEMBbI.

a. Testo Industrial Services npegnaraet ycnyru ceptudukaumm
CMCTEMbI C Lienblo NOAAEPXKKN Banuaauum cucteMbl B 06nactm
NpUMeHeHns 3akas4ymka. Takke npegnaraloTcsa ycnyrm obyyeHns
nunu, oTBETCTBEHHbIX 3a IT.

WUcTopus n3ameHeHun

Bepcun gaHHoro gokyMeHTa MMeLoT nocrneaoBaTenbHY
Hymepauuto u3 asyx yncen (01, 02 u T.4.). Homep naHHow Bepcun
PykoBoacTtBa nonb3oBaTtens YETKO OTMEYEH Ha NocneaHemn
cTpaHuue. Homep Bepcumn — 310 YeTBEPTLIN OyKBEHHO-LIMPOBONA
6ok B CTaHAapTHOM 0003Ha4YeHWM (B MPaBOM HUKHEM YrIy)
(npumep: 0970 0466 de 01 V01.00-0).

Cnepnyowimin pasgen npegHasHayeH Ans BHECEHUS BaXHbIX
N3MeHeHU nocneayLmnx BEPCUn.

Bepcua (naea OnucaHue namepeHus

03 CucteMHble TpeGoBaHus N3meHeHbI
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Bepcus

MnaBa

OnucaHue namMmepeHusn

03

HacTtponka nonb3oBaTenemn

[ob6aBneHbl HOBbIE NpaBa
focryna

03 OneKkTpoHHas NoanNuch [oGaBneHbl HOBblE
[OeNCTBYSA MO B KOTOPbIX
ucnonb3yeTcs
3NeKTPOHHAasA Noanuch

03 ABTOMaTU4eckoe cosfaHne | ABTomaTUyecku

otyeTtoB PDF reHepvpyemble OTYeThI
cosgatoTcsa 6e3 3almnTbl
naponem

03 ABTOMaTU4eckoe pesepBHoe |[lobaBneHa KOHTakTHas

KOMMpOoBaHWMe AaHHbIX WHcopMauua ansi
cucTtembl Saveris, PyyHoe obpaTHON CBS3U
pes3epBHOE KOMMPOBaHUe

[OaHHbIX CMCTEMbI Saveris

03 KOHTpPOnbHbIV >XypHan [obaBneHbl HOBblE
cobbITUS, KOTOpblE MOTYT
ObITb BHECEHbI B
KOHTPOIbHbIN XypHan
Saveris

03 CraHgapTHble paboune [o6aBneHbl 4 n3aMeHeHus

npoueaypbl B CtaHgapTHble pabouve
npoueaypbl

04 CraHgapTHble paboune [oGaBneHo 18

npoueaypbl N3MEHEHUN B
CtaHgapTHble paboune
npoueaypbl

04 YnpaBrneHue npas M3ameHeH nopsgok

none3oBaTens CHUMKOB M300paxeHuns
3KpaHa

04 Creundwnyeckne dyHKUUN MameHeH nopsaok

CFR CHMMKOB M300paxeHus
3KpaHa

05 CuctemHble TpeboBaHus M3MeHeHbl

05 YnpasneHue BbizoB dyHKUMK 13

nonb3oBaTensamm OpYroro MeHto




Bepcusa (naea OnucaHue namepeHus
05 OneKkTpoHHas noanuch Bbi3oB hyHKLMN 13
Opyroro MeHo
M3meHeHbl gencTeus
none3oBaTens
OTHOCUTENbBHO NOAMNUCH.
05 Py4yHoe co3gaHue oTyeTa BbizoB dyHKUMM 13
PDF OpYyroro MeHoo
05 ABTOMaTU4eckoe co3fgaHne | Bbi3oB dhyHKLMMN U3
oryetoB PDF Apyroro MeHto
YpaaneHo orpaHnyeHve
«HeT napons gna
aBTOMaTU4eCcKnX
OT4ETOB»
M3MeHeHbl HaCTpOMKK
oT4eTOoB
05 Audit trial [oGaBneHbl HoBble
cTpokm B Audit trial
05 ABTOMaTUyeckoe co3fgaHne | Bbl3oB dyHKLMU U3
pe3epBHbIX KONui Opyroro MeHto
05 Co3spgaHune pe3epBHbIX kKonuii | BbizoB doyHKUMK 13
BPYUHYIO Opyroro MeHto
06a CuctemHble TpeboBaHust M3meHeHbl
06a Mpouenypa ycTtaHoBKM M3meHeHa
dopmynmpoBKa: cepeep
BmecTo K
06a ABTOMaTU4eCKoe co3gaHne |Bpems cosgaHuna otyeTa
otyeToB PDF nameHeHo ¢ 24:00 Ha 1:00
07 OnepaunoHHas cuctema Windows 10® gononHeHo
07 KomnbtoTep ApantuposaHo
07 HacTponkn goctyna ApanTtnposaHo
07 HacTtponkn ApganTtuposaHo
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