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dapmaLeBTUYECKUE YeKBenephbl

AddekTUBHbIE peleHUa ana chapmMmaueBTUYECKON NMPOMbILISIEHHOCTU, cepuanusauum,
OTCNEeXMUBaHUA U KOHTPONSA NPoAyKLuUn

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

UTtobbl cobntocTy BCce Boree xecTkme AoONYCKN N n3bexartb nNpyM 3TOM pocTa 3aTtpar, 4ss
obecneyeHns 6e30nMacHOCTM NPOAYKLMM M NPOM3BOACTBEHHbIX MPOLECCOB TpebyoTcs pelleHus, B
KOTOpPbIX BbICOKME MPOM3BOAUTENBHOCTb N KO3(ULMEHT UCNONb30oBaHWUs 060pyaoBaHMS
coYeTalTCs C HaAEeXHOCTbI0. YekBerepbl, CUCTEMbI ANS cepuanm3aumnm 1 NPoOBEPKN NPoayKunn B
KOHLe nnHMM obecneyvmBaloT TO, YTO Hanbornee BaxkHO Ans busHeca: 6e30nacHOCTb
hapmaLeBTUYECKMX NPOLIECCOB, NPO3PaYHOCTb N COOTBETCTBME TpeboBaHnsm cGMP.

YekBerepbl obecnevnBaoT 6€3ynpeyHoe KayecTBO M KOMMIIEKTHOCTb NPOAYKLUK

Ha cdphapmaueBTMyeckom NpomM3BOACTBE UCMOMb3YIOT YEKBENEPDI, KOTOPbIE 06ecneunBaloT
HeNpeB30MAEHHY0 TOYHOCTb B3BELLUMBAHUA N CTabunbHble pe3ynbTaThl. Kak npasuno, oHu
pacnonaratTca nocrne obopyaoBaHna Ansi HanonHeHus Ty6, pnakoHos, 6IMCTEPOB UM KOPOBOK.
YekBerepbl NoBbIWaT 3PEEKTUBHOCTL Npon3BoacTBa. Kaxabin NnpoayKT NpoBepAeTCs B
ANHaMMYeCKOM npoLiecce, KOTOpbI 3aMeHseT TeCTUpoBaHUe obpasua 1 3annucb AaHHbIX, paHbLue



BbIMOMNHABLUMECH BPYYHYIO. Takon KOHTPOSb 3KOHOMUT LIEHHOE BPeMS U COoKpallaeT pacxonbl.
UekBenepbl genatT Npon3BoaCTBEHHbIW NPoLECC Npo3padHbIM. B peanbHOM BpeMeHn cucrema
ANHAMNYECKOro B3BeLLMBaHNA 0TOBpaxaeT AaHHble O NpoLecce, KOMMIEKTHOCTU U TEHOEHUMNAX.
MponssoauTenn MoryT 6bITb YBEPEHbLI B TOM, YTO UX NPOAYKLMS MOMHOCTLI COOTBETCTBYIOT
cGMP n mexayHapoaHbIM cTaHgapTaMm.

BbICOKOTEXHOMNOMMYHbIE peLLeHUs A1 COOTBETCTBUA HOpMaTMBaM cepuanuaaunm
dhapmaLeBTUYECKON NPOAYKLMN

MocTosiHHO pacTywas rmobanunsaums dapmMaueBTUYeCKMX NOCTaBOK OCNOXHAET npoLecc
OoTCNeXmnBaHusa OBWKeHUSA npoaykunn.MoaynbHasa KOHCTPYKUNS YekBerepa no3sonseT
06beanHATL B O4HOM KOMMAKTHOM peLLeHMM YCTPONCTBO 4SS nevaTtn, NPOBEPKN U MapKUPOBKM
NPOAYKLMN C 3aLlMTON OT BCKPbITUA. HTerpaums aTux TEXHOMNOMN C YekBenepoM No3BONSAT
CHU3NTb pacxobl U CAKOHOMUTb MPOU3BOACTBEHHYIO Miowanb Tam, rae 310 BaXHO.OdeKkTnBHas
neyaTb YHUKanNbHOM NocneaoBaTenbHOCTU LMAP, ABYMEPHbIX MaTPUYHBLIX KOOOB UMK LUTPUXKOAOB
NO3BOSISIET OTCNEXMBATbL U KOHTPONMPOBATL NPOAYKUUIO B COOTBETCTBUU C AENCTBYIOLUMN U
OyayLwunmMm HopMaTUBHbIMKU TpeboBaHnsaMK. [Ina MmakcMmansHon 6e30nacHOCTM NPOAYKLMK,
3awmTbl noTpebutensa n penytaunm 6peHga HaHOCATCA Kreswmecsa 3TUKeTKN, nobble
NoBpEXAEHNS KOTOPbIX Cpa3y 3aMeTHbI.

KOHTpOJ'Ib KOMMJ1IEKTHOCTU B KOHUE JIMHNUN — MNMPOBEpPKa rpyrnnoBbIX YNakoBOK

Mo 3aBepLUeHUN hapMaLeBTUYECKOro NPON3BOACTBEHHOIO NpoLiecca NPOAYKUUS AOIKHA
NPOBEPSATLCS HA KOMMNIEKTHOCTb Kak BO BTOPUYHOW, TaK U B TPETUYHOW (TPAHCMOPTHON) yNakoBKe.
N cHoBa YekBeliep CTAHOBUTCS TOYKOW KOHTPOJISI B KOHLIE YNAKOBOYHOW MMHUW ANst BCEro NOTOKa
KapTOHHbIX KOPOOOK U SALLMKOB, NOKMAAOLNX ee.

Cuctema MapkupoBKU un npoBepku XMV

Cuctema mapkupoBku 1 npoeepkn XMV npeacrtasngeT cobom KOMMMEKCHOe peLlleHne ans
NPUCBOEHNSI CEPUNHBLIX HOMEPOB, 0becneyvnBatoLLIEE BbICOKNIA YPOBEHL NPOCIEXNBAEMOCTHU
NPOAYKUNN HA HOBbLIX UMW CYLLIECTBYOLLMX NPOU3BOACTBEHHbIX MMHNAX. BCEe KOMMOHEHTHI,
BKMNtOYAsA CTPYMHYHO MU NAa3epHY0 MapKMPOBOYHYIO CUCTEMBI, KOHTPOSbHbIE BUAEOKaMepbI
BbICOKOrO paspeLleHusi, MexaHn4yeckme TpaHCcnopTepbl U YCTPOMUCTBA COPTUPOBKU, HACTPOEHbI A5
AOCTMXXEHUS1 MakCUMarnbHOM NPON3BOAUTENBHOCTN NPU COBMECTHOM paboTe B COOTBETCTBUN C
rno6anbHbiMK TpeboBaHNAMM N CTaHAAapPTaMN NPUCBOEHNSA CEPUNHBIX HOMEPOB, 3NTIEKTPOHHOM
perncTpauumn n NPoCnNeXmBaHns ABMKEHUS NPOLAYKLNN.

BbICOKOTOUHLIN MexaHuyecknn TpaHcrnoptep XMV nepefaeT ynakoBKy HEMOCPEACTBEHHO C
YyNaKkoBOYHOM MALLUWHbI HA MPUHTEP B HY>KHOM MOJSIOXXEHMUM A1 HAHECEHUSI CEPUAHON MapKUPOBKM.
C nomoLubto BugeoKamepbl C BbICOKOYYBCTBUTESTbHOM ONTUYECKON CUCTEMOW NMPOBEPSAIOTCA
4YNTAEeMOCTb M NPaBUNbHOCTb MapKMPOBKK. B kauecTBe gononHuTenbHom onumm cuctema XMV
npoBepsieT, HE pacKpbiTa N YNakoBKa, a Takke NpaBuUilbHOCTb OPUEHTALMM YNAKOBKN AN1S
3aWmMThl NeyaTatoLemn rofloBKA 1 Apyroro ynakoBo4YHOro obopyaoBaHus oT nospexaeHun. Bece
YMNaKoBKMW, KA4eCTBO KOTOPbIX HEBO3MOXHO NoaTBepanTb Kak 100% xopoluee, OTOPaKoBbIBAKOTCS U
nomMeLLarTcs B 3aKpbiBaeMbin Kopob. Bce npoweluine npoBepky ynakoBKM MNOCTyNakT Ha
KOHBenep Ans nocneayoLlen obpaboTku.

Bnarogapsa HageXxHon MoAySTbHOW KOHCTPYKUUKM cUCTEMa nogaep>KuBaeT YCTaHOBKY pasnnyHbIX
MapKMPOBOYHbIX annapaTtoB U ONTUYECKUX YCTPONUCTB NPOBEPKM OT SyYLLINX MUPOBbLIX
NOCTaBLLMKOB, OTO AaeT BO3MOXHOCTb HAacTpouTb cuctemy XMV B COOTBETCTBUM C BaLLMMMU
KOHKpPETHbIMU 3agavyamMun n TpeboBaHUSMUN HaAEXHbIX NOCTaBLUMKOB 060opyaoBaHust. CEHCOPHbLIN
9KpaH NOMOraeT 3Ha4YMTENbHO COKPaTUTb BPEMS NPOCTOSA, NO3BOSIAA ObICTPO U NIErKO BbINOMHATD
3aMeHy nsgenus, 3arpyatb UHGOpMaUuIo Ansa nevyatn n perynmposaTtb Kamepy.



Cuctema XMV, BkntovaroLasa BbICOKOTOYHbBI MEXaHUYEeCKUIN TpaHCropTep N HageXHble
YyCTPOWCTBA MapKMpPOBKK, MPOBEPKN 1 COPTUPOBKM, CpoeKTupoBaHa Ans paboTsl ¢ 6onbummm
ob6bemamu npoaykumm. Cuctema He BNUSIET HA NPOU3BOANTENBHOCTL paboTatoLlero

obopyaoBaHUs 1 BCE NIMHUN B LLESNOM.

TexHnyeckne xapakrepucTukun - Cuctema MapkupoBku 1 nposepkn XMV

lMponyckHasi cnocoBHOCTb

XapakTepucTuku u npemmyluecTsa

CooTtBeTcTBUE (hapMaKONOrM4eCcKum
TpeboBaHUAM

BbICOKOTOYHbLIN TpaHCNOpTEP

PaspabotaHo ans "noBepeHHbIX napTHepoB”

no 400

Cuctemy XMV MOXHO HENOCPEACTBEHHO
BCTpauBaTb BO BCe YCTPOUCTBA, rae npouecc
NpOun3BOACTBA AOSMKEH COOTBETCTBOBATb
drapmakonoruyeckum TpebosaHuam (URS),
Takum Kak 21 CFR, yactb 11, KoTopble
npegnonaratoT NOSTHYIO NPOCNEXNBAEMOCTb,
ayaUTOPCKYO NPOBEPKY U Hanuyune
AOKYMEHTOB, NoaTBepXxaatLlmnx atrectaumio. B
pesynbTaTte obecneumBaeTcs 3Ha4YMTENbHAA
3KOHOMUSI BPEMEHU U CPEeACTB Ha BCeX aTanax
OT NNaHNPOBaHMSA 4O 3anycka B aKCnnyaTauumio.

[nsa 6onee To4HOM paboTbl MEXaHNYECKNIA
TpaHCNopTEpP OCHALLEH PYYHbIMU
perynmpoBOYHbIMM MaxoBUYKamMu, C MOMOLLIbHO
KOTOPbIX HACTpoMnKa cuctemMbl Ha paboTy ¢
ynakoBKaMun pa3HOro pasmepa BbINOSHAETCS 3a
CYMTaHHbIE CEKyHAbl. TO 3HAYUTENBHO
CHW)XaeT NpoCTOM NPU CMEHE BbiNMyCKaeMoro
n3genua. bnarogapsa HenpeB3oN4EHHOW
TOYHOCTWN MEeXaHu3Ma A0CTUraeTcs BbiCokas
cKkopocCTb KoHBenepa (8o 90 M/MUH), 4TO
NO3BOSISIET NOBLICUTb NPOU3BOANTENBHOCTb U
NCMNOJSIb30BaTh BCHO CKOPOCTb CYLLECTBYHOLLYHO
NMHWK KaK cendvac, Tak 1 B byayLiem.

Cuctema XMV coBmecTUMa ¢ Bugeokamepamm
N MapKNPOBOYHLIM 060PYAOBAHNEM NYYLLNX
MMUPOBbIX MPOM3BOANTENEN, YTO NO3BONSAET
nosib3oBaTeNsiM CaMOCTOSATENBHO BbiOMpaTtb
KOMMOHEHTHI OT "A0BEPEHHbIX NOCTaBLMKOB".
910 obecneunBaeT ygobHyO MHTErpauuio C



KomnakTHasi KOHCTpyKuus

PacwupeHHble ¢pyHKLUN (BONONMHUTENBbHO)

Be3onacHbI AocTyn nonb3oBaTteneun

NpoTOKOMNaMu nepeaayn gaHHbIX 1
KOMMbOTEPHON CETbI0 NPEeAnpPUATHUS.

Bnarogapsa KOMMNakTHOW KOHCTPYKUUK
YCTPOWNCTBO He TpebyeT MHOro mecTta ang
yCTaHOBKW, obecrneunBasi NPOCTYO UHTErpaLmnio
B HOBbIE UMW CYLLECTBYIOLLME
hapmaLieBTU4EeCKME NPON3BOACTBEHHbIE
NNHWW.

OGHapyxeHne He3aKpbITOWN YNakoBKN.
O6HapyxeHne HeBEPHOWN OpueHTaLmnn
nsgenus.

MoaTBepXxaeHne ycneLwwHom oTbpakoBKu.
O6HapyxeHune 3aTtopa — aBToMaTU4ecKas
OCTaHOBKa KOHBeWepa.

HokymenTaumsa EQ Pac.

Tect 3aBoackon npmuemkn (FAT).

[lna 3aWwmnThl KPUTUYECKMX NapaMeTpPoB U
OYHKUMIA MEHIO MCMNOSb3yeTcs
MHOrOYpPOBHEBbBIV MApPOSb N CUCTEMA YHETHbBIX
3anucen nonb3oBaTtenen. ATo No3BonsdeT
rapaHTMpoBaTb CTabunbHLIM COCTaB U3genumn
BbICOKOWN CTOMMOCTN U MUHUMU3MPYET OLLNOKN
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