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Ternepb Bbl CMOXETE CKOHLIEHTPUPOBATH
paboTon, a APT-COM® DataControlSyste
3a BCEM OCTallbHbIM.

OnTnmanbHoe NporpaMM1poBaHne NapaMmeTpoB, KOHTPOSIb U perncTpaums AaHHb
KNMMaTUHeCKMX NpoLLeccoB — 6e3 AOMOSIHUTENIbHOO N3MEPUTESIbHOr0 060PYAOBa
pacxofoB Npu CMeHe NPorpamm UCMbITaHni U 6€3 HEO6XOANMOCTMU BPYHHYIO KOM
o

nony4YeHHble Ha pasHbIX CMCTEMAX, MOCSE BbIMNOIHEHNUS MNPOrpamMmbl UCHbITAHWNA.
MosioXXeHa B OCHOBY pa3paboTKM HaLlero nporpaMMHOro obecneyeHus. Y mbl goéu

APT-COM® DataControlSystem BxoAMT B YMCO JIyHLUMX NPOrpaMmM LieHTpan13oBa
ynpaeneHusi. OHa No3BONSET OCYLUECTBAATL MHAUBMAYATIbHOE YrpaBieHne Kaxabl
nporpamMMmpoBaHve xoda UchbITaHuiA, CTapT B AONW CeKYHAbI, MOHUTOPUHTE U, HaKo
LOKYMEHTUPOBaHWe NpoLiecca - BCE BbINOHAETCS aBTOMaTUHECKIN UM HaXXaTUeMm

Pa6oTta onepatopa cBefeHa kK MUHUMYMY. STO CHUXAaET JOM0 OLLUMOOK 1 NO3BONSET
UCNbITaHNUA COCPeaoTO4YNTLCA Ha ,D,eVICTBMTeﬂbHO BaXXHbIX BeELLax - Ha BaLlen pa6o
YHUBEpCanbHOCTb MPOrpamMMbl CTasa MnosIHOW, Mbl BbINYCTUIM TPU BEPCUMX C Pa3HbIM
BA30BAA (BASIC), CTAHOAPTHAA (STANDARD) n GLP.
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NPOrPAMMUPOBAHME, YNPABJIEHUE, AOKYMEHTUPOBAHUE

BASIC STANDARD GLP

functionality

P MoTeHUManbHble BO3MOXXHOCTU B 3 BapuaHTax

[eBn3om 3aech ABNSETCA He "Kak MOXHO 60rbLue”, a "CTONbKO, CKOMbKO HYXHO". 3TO B
MEHbLLIE Mepe OTHOCUTCS K BCErfa HacyLLIHOM HEO6X0AMMOCTY COKpaLLeHUsi pacxofoB, a
ropasfo 60sbLLe K TOMY, YTO CerogHs NpoLEecChbl AOMKHbI 6bITb MaKCMManbHO 3(PeKTUBHbIMU
NS QOCTMKEHUS HAaUyHLUMX pe3ynbTaToB. [1s 3Toro UCnonb3yeTcs NporpaMmMHoe
obecrneyeHne, KOTOPOe OTBEYAET UHAMBMAYabHbIM TPEGOBaHNAM CaMbIX Pa3HbIX UCTbITAHWI K
nonb30BaTesien, Npy 3TOM 0653aTENBHO COXPaHASA ONTUMaIIbHY afanTUBHOCTb.

Mo 37OV NpUYMHe Mbl pa3paboTanu TPy pasHbIX NOMHbIX Bepcun nporpammsl APT-COME:
BA30BAS Bepcusi N03BONSET AMCTAHUMOHHO HACTPOUTL NapameTpbl NOACOEANHEHHOMO
060pynoBaHus, BbINMOMHWUTL MPOrpaMMUpPOBaHME C rpaduyeckum MHTeEPENCOM n
npepocTaBnseT BO3MOXHOCTb JOKYMEHTUPOBAHUS OaHHbIX BPYYHYHO.

CTAHAAPTHAS Bepcus npefocTasnseT BO3MOXHOCTb 06bEANHUTL HECKOMbBKO Kamep B CETb,
obecneynBaeT AUCTAHLMOHHDIA KOHTPOMb 1, NPW HEOOXOAMMOCTU, aBTOMATUYECKOE [OKYMEHTUPOBAaHWE.
Bepcus GLP oTBeyaeT Bcem TpeboBaHUAM 1M HOpMaTBaM, [ENCTBYIOLLMM B
hapmaLeBTUHECKON OTpacnv CornacHoO 3aKoHOAATeNIbCTBY, BKOYas 6€30MNacHOCTb faHHbIX U
KoHTponb goctyna (FDA 21 CFR part 11)

NPUMEP: CTAHOAPTHASA BEPCUA
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» KoHTponb u opraHu3auusi cetu

[AMCTaHUMOHHBIA MOHUTOPUHI Ha 60nbLUMX paccTosiHuaX. O6opynoBaHue He Bceraa
HaxoguTCs B HENMOCPEACTBEHHON 6nM30CTU OT paboyen ctaHuun. BoT novemy cuctema APT-
COM® nepepaet Bce napaMeTpbl NpoLecca NpsMo Ha HyXHbli MK, KOTopbIi coeguHeH ¢
ncnblTaTeNbHOM KaMepou OOMOMHUTENBHON JIMHUEN UM Yepe3 BHYTPEHHIO CETb

YeTKoe npeacTaBneHne gaHHbIX npouecca

Bcerpa camoe HoBoe. [laHHble npoLecca MOXHO MOMyYUTb: HYepes NoKaslbHYo CETb, Mo
3MEKTPOHHOM NoYTe Unu Yepes VIHTepHeT. 3To 3Ha4MT, YTO M0G0 aBTOPU30BAHHbIN
nonb30BaTeslb MOXET OTCNEXMBATb NocnefoBaTenbHOCTL npouecca ¢ moboro MK yepes
VIHTepHeT, HaxoAsach faxe 3a npefenammn kKomnaHuv. besycnoBHo, Takne coeuHeHus
OOMXKHbI 6bITb OPraHM30BaHbl COrNacHO COOTBETCTBYIOLLMM Mepam 6e30MacHOCTU AN
npefoTBpaLleHns HeCaHKLMOHMPOBAHHOIO 4OCTYNa.

LleHTpann3oBaHHbIA KOHTPOJIb: LIeHTpan13oBaHHas (yHKLWsS KOHTPOIS NO3BONSET CNEAUTD
3a BCEMM napameTpamu npoLecca, NoASIEXaLUMM1N MOHUTOPUHTY, faXe B HECKOJTbKMX
Kamepax 0JHOBPEMEHHO.

HenpessoﬁneHHaﬂ 6e3onacHoOCTb npouecca

Mpepenbl 4OMYCKOB ANS KaXXA0ro KOHTPoNMpyemoro napameTpa

MpeBbilleHVe 3agaHHoro npegena aonycka xoTs 6bl 0AHMM NapaMeTpoM akTUBMpyeT
aBTOMaTUYECKNA curHan onoseLueHns. CurHanbsl MOryT 6bITb OTNPAaBIEHbI MO ANEKTPOHHOM
no4Te, NO BHYTPEHHEN CETU, a TakxXe, ecnn Heo6XxoamMMo, No TenedoHy - 24 4yaca B CYyTKW, 7
OHew B Hepento, 52 Hedenu B rofy.
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> JloKyMeHTUpOBaHWe U NpeAcTaBleHNe Pe3ysbTaToB C 60JIbLLUOI 3KOHOMUEl BpeMeH!

3
o " leHepupoBaHue AaHHbIX U3MepeHUs Ha MOHUTope. Pe3ynsTaThl UIBMEPEHUI MOCTOSAHHO
% reHepupyroTCs U3 Heo06pPabOTaHHOW 3aLLMLLEHHOW MHEPOPMaLUn 1 3aLLUULLIEHbI OT MaHUNYNAUNUIA.
t & OTO6paXkeHne pe3ynbTaToB U3MEPEHUI B KOPNopaTUBHOW ceTu. [onb3oBareny MoryT
. Q’QD noNy4mnTh ,E\OCTYI'I K BbIMONTHAEMOMY MPOLIECCY Yepes3 CTaHAapTHbINA 6paysevaa no6oM I;K' COEAMHEHHOM C
=L KOpMopaT1BHOW CETbO Unn ¢ VIHTEpPHETOM, faxe He nonb3ysick nporpammon APT-COM®.
ApxuBupoBaHue faHHbIX. [103BoNSET 6bICTPO 1 NPOCTO OTOO6PA3UTL U HanevaTaTb Nobble
pes3ynbraTbl NPOLUbIX UCMbITAHUMNA.
BbiBog Ha ne4vatb. Pe3ynsTatbl UI3MepeHuii MOXHO pacrnedvaTbiBaTb aBTOMaTU4eCKu Yepes
3afjaHHble NPOMEXYTKMN BpeMeHMW. [ons 6naHKoB A1t KOMMEHTapUEB K U3MEPEHUAM U Ons
NMOANWCY rapaHTUPYIOT NPaBUbHYIO Nepejady 1 KOOPAUHALUMIO pe3ynbTaToB.
Setpoint » [lpocToe 1 NOHATHOE NporpamMvupoBaHue

padmyecknin pegakTop NporpaMm No3BONSET NIErKO co3faBaTb pa3HOO6pasHbie NPOorpammel,
@ KOTOPblEe MOXHO pefaKkTMpoBaTh U nepefasartb A5 BbIMOIHEHNS HA pPa3Hble Kamepbl.
>t

» Bcerpas HOry ¢ CoBpeMeHHOCTbI0

Downloading file O6HOBJIEHMEe NPOorpaMmMHOro o6ecnevyeHns 6e3 [oNoNIHUTENbHbIX pacxofoB. Mol

— NMOCTOSIHHO COBEPLLEHCTBYEM Halle NporpaMMHOe 06ecnyeHne NCXoas U3 HOBble TPeGoBaHMSA K

» 80 % complete UCMbITAHUSAM U NPELNOXEHUN KITMEHTOB. BecnnaTHble 06HOBIIEHUSI MOXHO HalTW MO afpecy:
www.binder-world.com. [ins kaxxgov Bepcum NporpaMMbl UMEETCS aTTecTauMoHHas
JOKyMeHTauus.

» MakcumanbHas 6e3onacHocTb: Xapaktepuctuku GLP Bepcun

2 gt data XpaHeHue pe3ynbTaToB N3MEPEHUIt
/\ Qééf (== @ [aHHble kogmpyoTcs AN 3aLyTbl OT MaHUMNYMALUA U HECAHKLMOHMPOBAHHOIO AOCTYMA.
U -
t Storage 9 Co3paHue pe3epBHbIX KONUIA pe3ynbTaToB U3MepeHus

Measuring data  Backup
ABTOMaTtMyeckoe pe3epBmpoBaHMe Ha BCeX CYLLECTBYOLMNX HOCUTENAX I/IHCbOpMaLlMI/I, BKJitO4Has

ONE WAY METKU BPEMEHW, Yepes 3afaHHble Mosb30BaTenemM NPoMeXy Tk BpeMEHMU.
Peructpauus BmeLuatenbcTB oneparopa
[MonHas pernctpaums BCex BMeELLATENbLCTB oneparopa ¢ NAEHTU(UKALMOHHBIM KOLOM
nosib30BaTens, METKOM BPEMEHW, apX1BMPOBaHNEM, 3aLLMLLIEHHOM OT MaHUMyNALUiA, 1 ¢
aBTOMaTUYeCKUM pe3epBMpoBaHNEM JaHHbIX n3meperusi (FDA 21 CFR part 11)

» Attectauus cuctembl ansa sepcum GLP
ATtTecTtauunoHHblie nanku ang IQ n 0Q. O6neryaloT BanMgaumo CUCTEMbI, 9KOHOMSAT BpemMs
NPy BHELPEHUMN CUCTEM U MOMb3YIOTCS OTNMYHON penyTauven cpeay ayauTopos.

SUCC ATTecTtauus cuctembl. Hallm TEXHUKKM ¢ 60MbLUMM OMbITOM COMPOBOXAAIOT NpoLieaypy Caayu
QUALIF 060pyfoBaHNs B SKCNyaTaumio 1 MPOBEPKY paboTOCNOCOBGHOCTU CUCTEMBI HA MeCTe,
ICAT)
ON [OKYMEHTanbHO 0hopMAAOT 3TN NPoBEpPKM ¢ npoTokonamu 1Q/ OQ.
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