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dapmanLeBTUYECKNE YeKBenepbl

AddekTUBHbLIE peleHna ana chapmMmaueBTUYECKON MPOMbILIIEHHOCTHU, Cepuanmsauum,
OTCNEeXMUBaHUA U KOHTPONSA NPoAyKLuUn

HapexHble npouecchl Ans MakcumarbHon 6e30nacHOCT NPoaYyKLUNN — peLLeHus ans
AVHaMUYHOro Npou3BoaCTBa

UTtobbl cobntocTy BCce Boree xecTkme Aonycku 1 nsbexartb Npu 3TOM pocTa 3aTparT, 4Ans
obecneyeHnsa 6e30nacHOCTN NPOAYKLMN N MPOM3BOLACTBEHHbIX NPOLECCOB TPEOYTCA peLleHuns, B
KOTOPbIX BbICOKME NPOM3BOANTENBHOCTb M KO3(ULMNEHT MCMONb30BaHNst 060pya0BaHMS
CoYeTalTCA C HAAEXHOCTbI. YekBenepbl, CUCTEMbI A4S cepuanm3anmm 1 NpoBEPKM NPOAYKLMMN B
koHue nuHun ot METTJIEP TOJIEOQO obecnevnBatoT 10, 4TO Hanbonee BaxxHO Ana 6usHeca:
6esonacHoCTb hapmaueBTUYECKMX MPOLIECCOB, MPO3PaYHOCTb M COOTBETCTBME TpeboBaHNSAM
cGMP.

UekBerepbl obecneunBatoT 6€3ynpeyHoe KauyecTBO M KOMMIIEKTHOCTb NPOAYKLUK

Ha cdhapmaueBTMyecKkom NpomM3BOACTBE UCMOMb3YIOT YEKBENEPDI, KOTOPble 06ecneunsaloT
HenpeB30MAEHHYO TOYHOCTb B3BELUMBAHUA 1 CTabunbHble pe3ynbTathl. Kak npaBmmno, oHx
pacnonaratTca nocrie obopyaoBaHna Ans HanomnHeHnsa Tyo, onakoHoB, 6rIMCTepoB UM KOPOBOK.
YekBerepbl NoBbIWaT 3PEEKTUBHOCTL NpoM3BoAcTBa. Kaxabin NnpoayKT NpoBepAeTCs B
ANHaMMYeCKOM npoLecce, KOTOpbI 3aMeHseT TECTUpPOBaHUe obpasua 1 3annucb AaHHbIX, paHbLue



BbIMOMNHABLUMECH BPYYHYIO. Takon KOHTPOSb 3KOHOMUT LIEHHOE BPeMS U COoKpallaeT pacxonbl.
UekBenepbl genatoT Npon3BoACTBEHHbIW NPOLIECC NMPOo3padHbIM. B peanbHOM BpeMeHU cuctema
ANHAMU4YECKOro B3BeLLMBaHNA 0TOBpaxaeT AaHHble O NpoLEecce, KOMMIEKTHOCTU U TEHOEHUMNAX.
MponssoguTenn MoryT 6bITb YBEPEHbLI B TOM, YTO UX NPOAYKLMS MOSIHOCTBLIO COOTBETCTBYIOT
cGMP n mexayHapoaHbIM cTaHgapTam.

BbICOKOTEXHOMNOMMYHbIE peLLeHUs A1 COOTBETCTBUA HOpMaTMBaM cepuanuaaunm
drapmaLeBTMYECKON NPOAYKLNN

MocTosiHHO pacTywas rmobanunsaums dapmMaueBTUYeCKMX NOCTaBOK OCNOXHAET npoLecc
OoTCNexXmnBaHusa OBWKXeHUA npoaykunn.MoaynbHas KOHCTPYKUNA YekBerepa no3sonsaeT
06begnHATL B O4HOM KOMMaKTHOM peLLeHMM YCTPONCTBO 4SS nevaTtn, NPOBEPKN U MapKUPOBKM
NPOAYKLMN C 3aLlMTON OT BCKPbITUA. HTEerpaums aTux TEXHOMNOMN C YekBenepoM No3BONSAT
CHU3NTb pacxobl U CAKOHOMUTb MPOU3BOACTBEHHYIO Miowanb Tam, rae 310 BaXHO.OdeKkTnBHasa
neyaTb YHUKanbHOM NocrneaoBaTenbHOCTU LMAP, ABYMEPHbIX MaTPUYHBLIX KOOOB UMK LUTPUXKOAOB
NO3BOSISIET OTCNEXMBATbL U KOHTPONMPOBATL NPOAYKUUIO B COOTBETCTBUM C AENCTBYIOLUMA U
OyayLwmnmMm HopMaTUBHbIMKU TpeboBaHnsaMK. [Ina MmakcumansHon 6e30nacHOCTU NPOAYKLMK,
3awmTbl noTpebutensa u penytauun 6peHaa HaHOCATCS KNeswmnecsa 3TUKeTKN, Nobble
NoBpeXAEHNSI KOTOPbIX Cpa3y 3aMeTHbI.

KOHTpOJ'Ib KOMMJ1IEKTHOCTU B KOHUE JIMHNUN — MNMPOBEpPKa rpyrnnoBbIX YNakoBOK

Mo 3aBepLUeHUN hapMaLeBTUYECKOro NPON3BOACTBEHHOMO NpoLiecca NPOoAYKUUS AOIMKHA
NPoBEPSATLCS HA KOMMNIIEKTHOCTb Kak BO BTOPUYHOWM, TaK U B TPETUYHOW (TPAHCMOPTHON) ynakoBKe.
N cHoBa YekBeliep CTAHOBUTCS TOYKOW KOHTPOJISi B KOHLIE YNAKOBOYHOW MMHUW ANst BCEro NOTOKa
KapTOHHbIX KOPOOOK U SALLMKOB, NOKMAAKLLNX ee.

C3570 Pharma

Cambin 3¢pheKTUBHBIN MHCTPYMEHT — HaAeXeH U pa3paboTaH Ansa ¢apmMaueBTUYECKOro
npou3BOACTBA.

Yekeernep C3570 Pharma npegHasHayeH ang nponssoguTtenen papmMmnpenapaTtoB 1 OCHALLEH
HacTpanBaembiMu pyHKUunamMn. OH npeanaraeT onTUMasbHYK NPOU3BOANTENbHOCTb U
MHOXECTBO (PYHKUUIA yrpaBneHns As KOHTPOMs kKadecTBa NPOAYyKUMN.
BbicokonpounssoanTenbHble BECOBbIE NEHTbl KOHTENHEPA OCHALLEHbI ManeHbKUM POSTMKOM
AanameTpom Bcero 15 munnumeTpoB. Takas KOHCTPYKLMSA NOBbILLAET TOYHOCTb NOAAYM U
B3BELUMBaHMS.

[na makcumanbHOWM 3awmnTbl NPOAYKLNN U KOHEYHbIX NOTpebuTenen B YeKBENEpPE yCTaHOBIEHDI
KOP3WHbI Ans oTbpakoBaHHOW NPOAYKUMKN C 3aMKOM. Takke cuctema npegnaraeT MHOXECTBO
pPasnnyHbIX NPOrpamMMHbIX PYHKLMIA, KOTOpble HEOBXoaNMbI Ans 3ddekTBHOM paboTbl
hapMaueBTUYECKMX KOMMAHUI: AaHHble A5 ayanuToB, BCTPOEHHbIE BO3MOXHOCTU TECTUPOBAHWS,
dyHKUMOHAN ANsi CTaTUCTUYECKOro KOHTPONS.



TexHnyeckne xapakrepmuctukn — Yeksenep C3570 Pharma

[atunk Beca
TouHocTb (3 Sigma)

[nana3oH Beca angd
KOHTPOSIbHOIO B3BELLUNBAHUS

MpounssoanTENbHOCTD
(wT/MUH)

CepTtudomkar

O6bem namsaTu (apTukynbl)
BecoBas neHTa koHBenepa

OKpaH TepMuHana

CTaHgapTHOE yCTPOWNCTBO A4

COPTUPOBKM
MoLHOCTb

EMFR
or+x0,1r

o 300r

makc. 600

MeTtponornyeckne ceptudukaTtbl onpenerneHHbIX cTpaH /
HopmaTuBHble TpeboBaHus dupekTusbl EC no nameputenbHbiM
npubopam (MID)

FDA 21 CFR vactb 11: doyHKUMOHANBLHOCTb, KOHTPOSIbHbIE
XypHarnbl, oTAenbHble Npodunn nonb3oBaTesien ¢ 3almnTomn
naponem
200
BbICOKOMpOU3BoAUTENbHAA fieHTa KoHBenepa D15
CeHcopHbIv uBeTHon gucnnen, 15" TFT, paspewweHne 1024 x 768
nukcenen (XVGA)

BO34YyLLUHbIE cornna

115/230 B ~, 50/60 I'u, 1 cpasa, > 500 BA

XapakTepuUcTUkM 1 npenmMyLlecTsa

Ypo6c¢cTBO 3KcnnyaTtauumn

C6op 1 NpoCMOTp TEXHOMNOMMYECKNX AAHHBIX HA 6ONbLLIOM U YETKOM CEHCOPHOM
ancnnee. becnepeboliHble NpoLEecchl U MakCUMarbHbI NepUoA
paboTocnocobHoOCTM — Bnarogapsi COBPEMEHHOM KOHCTPYKLUUK, KOTOpas
YYMTbIBAET BEPOSATHbIE BApUaAHTLI MPUMEHEHUS, a TaKKe BO3MOXHOCTM

HacTpamBaTb KOHUrypauum Yyeksenepa.



PocT npousBoautensHocTtn Ao 33%

MakcumanbHas n poun3BoanTesibHOCTb

PaclwmpeHHasa cepBucHasa noaaepxka
LLInpokasi ceTb CEPBUCHbBIX NPEACTABUTENLCTB rapaHTUPYET CBOEBPEMEHHYIO
noaaepxky, a Takke Hanu4me n AoCTaBKy 3anacHbIX YacTen. OTO CHUXKaeT
NPOCTOM U NOBbILWAET Nnepunog padbotocnocobHocT NMHUKU. KavectBeHHoe
oGcnyxmBaHne — 3anor BbICOKON Npubbinn 1 Bo3BpaTa BrOXEHU B
obopygosaHue. NMNoatomy nporpamma obcnyxusanua METTJIEP TOJIEQO

McknounTe BCe, 4TO COEPXKMBAET POCT NPOM3BOAUTENBHOCTU. CUCTEMBI cepun
C3000 — 310 BbICOKAA NPON3BOAUTESIBHOCTb M MaKCUMarbHas TOYHOCTb,
KOTOpble NO3BONSAIOT NpPeaenbHO Cy3UTb NMPOU3BOACTBEHHbIE LOMYCKMU.
CoBepLUEeHCTBOBaHNE NPOLIECCOB AaeT BO3MOXHOCTb 6ornee adhdheKkTUBHOro
ncnonb3oBaHnst 060pyaoBaHNA N NOBbILLEHUS PEHTABENbHOCTMW.

KoHCTpyKUUS TpaHcnopTepa N3 BEPXHEW U HUXKHEWN NEHT NoBbILLaeT
AOCTYMNHOCTb CUCTEMbI U CBOAUT K MUHUMYMY NPOCTOMU NIMHUKN. DTa KOHCTPYKLNSA
Takke obecrneunBaeT TOYHYI0 nogadvy Nnpoaykuumn n obHapyxxmBaeT OTKpPbITble
KPbILLKM U MOBPEXOEHHbIE YNaKoBKN.

LLnpokmin cnektTp pyHKUMIN ynpaBreHns noBbilaeT HaLeXXHOCTb NPOLIECCOB

MHOXeCTBO (PYHKLMI, KaK ANEKTPOMEXaHNYECKNX, TakK N MPOrpaMMHbIX,
obecneunBaloT TOMHOE W NOSMHOE yrnpaBreHne npoueccamMmm, 1 MakCUMarnbHyH
6e3onacHoCTb.

COCTOMT M3 YeTblpex 6a30BbIX 3NEMEHTOB: nepunog paboTocnocobHOCTH,
NpPoOn3BOAMTENBHOCTbL, COBNOAEHME CTaHAAPTOB N 0ByYeHme.
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