SEFAR PHARMA GMP Bags

Mpu yyacTum BegyLLmMx MMPOBLIX hapMaLieBTU4eckux npomssogutenen Cedap
paspabotana Mewwku dapmauestudeckon nuHum SEFAR PHARMA GMP, kotopble
npegnaratT CaMblii BbICOKMI YPOBEHb HAAEXKHOCTUN U3 MMEILLIMXCSA CEroAHSA Ha
pbIHKE.

OnucaHue npogyKumm
TexHn4Yeckue pelLeHns Ans cepTUULNPOBAHHBIX (PUNETPOBaNbHLIX MELLKOB

Mewwkn nuHnm SEFAR PHARMA GMP — aT10 MeLuku, npoLuealme ceptudunkaumio
ONS NCnonb3oBaHUA B hapMaLeBTuieckon otpacnu. bnarogaps cneumanbHom
KOHCTPYKLUMM yaaéTtcs n3bexarb 3aKynopuBaHns KOPOTKMMU BONOKHaMM BOMOKaA.
MewmbpaHna 13 mukponopucToro nonutetpadTopatuneHa (ePTFE) namuHnpyetca Ha

nonuacTepHbii unu PTFE nrnonpo6rBHon Bonok, bnarogaps yemy gocturaeTcs
BblCOKasa 3EKTUBHOCTL hunbTpaumn. PeluéTtka n3 HepxxasetoLlen cTann BbICOKOM
NPOBOAMMOCTY B @HTUCTaTUYECKON BepcUMmM obecnevmBaeT OTNNYHYIO 3aluTy oT
BocnnameHeHusi. Mpouecc npoussoacTea Metwukos nuHnm SEFAR PHARMA GMP DOWNLOADS
oTBeyvaet TpebosaHuam EU 2023/2006 GMP. Bce ncnonb3yemble matepuarnsi

yaoBneTeopsitoT Hopmam EU 10/2011 u FDA CFR. Bpowiopa: Process Filtration (PDF 5300

kb)
9TO 03Ha4aeT, YTo rotoBble K ucnonb3oBaHuo Mewku nuiun SEFAR PHARMA
GMP - eavMHCTBEHHbIe Ha pbiHKe (PbUNbLTPOBasibHbIe MELUKX, yAOBNETBOpAoLWMe
Tpe6oBaHuam EU 1935/2004.
Mewkun SEFAR PHARMA GMP un3srotaBnuBatoTcs Ha 3akas, B COOTBETCTBUM C
pasmepamMu U TEXHUYECKMMU 0COBEHHOCTAMKN 060pYyaOBaHNS 3akasymka.
Mpumepbl cambIX TUMUYHBIX TEXHUYECKUX PELLEHWIA:
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B PasnuuHble BapraHTbl KOHCTPYKLMM Bepxa

(Mpy>XMHHOE KOMbLO, CTanbHOEe KOonbLo 1 Ap.) — B
COOTBETCTBUM C MHAMBUAOYANbHLIMU

TpeboBaHNsIMM 3aKa34MKOB

®dunbTpoBanbHbie n3pgenusi Cedap ans OEM

Hawa npoaykuusi otBevaeT cneynduyeckum TpeboBaHusiM aTux obnacrei
unbTpaLmUmM 1 ¢ yCrexoM NpUMEHSIETCS MO BCeEMY MUpPY B pykaBax nuHum GMP
PHARMA Bcex n3BectHbix 6peHaos n OEM (npovnssoguteny opurnHanbHoOro
o6opynoBaHus), Takmx Kak:
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Tetra-Pak Hosokawa GEA-Niro GEA-Nu Con

psl (Powder Piab Glatt
Systems Limited)

TexHu4Yeckue xapakTepUCTUKN TKaHU

Mbl npegnaraem Hawwmm knMeHTam 60nbLLON BbIGOP BOMIOYHBIX MaTtepuarnos,
Mcrnonb3yLwmuxcsa B apMaleBTUHECKON NPOMbILLNIEHHOCTU. OTW BONNOYHbIE
maTepwvanbsl NOAOVAYT ANs MobbiX TUMOB UNLTPOBANbHbLIX PYKaBOB, PYKaBHbIX
UNLTPOB, NblneynasnMBaloLLMX MELLKOB 1 Ty6.

CneuunanbHo ansa q)apmaueBTqucmx npou3BoacTB

Cedbap KOHTpOnMpYyeT BCe MPOU3BOACTBEHHbIE 3Tarbl, HA4YMHAs C BbIpabOoTKM
BOJIOKHA, U 40 COOPKM rOTOBOW NPoAyKLMK, A06UBasiCb MOMHOIO KOHTPONS 3a
KauyeCTBOM BbIMyCKaeMbIX U3OENuUA. YHMUKaNbHOE MOMOXEHWE HaLLen KOMMNaHu1 Ha
pbIHKE MO3BONISIET HAM MOCTABMATL KIIMEHTaAM NPOAYKLUMI0, KOTOpas OTBEYAET BCEM
CyLLECTBYOLLMM HOPMaM U TpebyeMbiM YPOBHSIM KadecTBa.

Cecbap mogepHu3npoBan CBOE Npon3BoACTBO C TeM, UTOObI COOTBETCTBOBATb
TpeboBaHMsIM (hapmaLleBTUYECKON oTpacnuv. Hawm aKkcknto3mBHble unbTpoBarbHbIe
n3genus, cootseTcTBytowme ctaHgapty GMP (Hagnexalias nponssoacTBeHHas
npakTuka), MPON3BOASATCS B CTEPUIbHBIX MOMELLEHUSAX, OTBEYALLNX CTPOrMM
TpeboBaHuam ctaHaapta GMP.
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Locations

Sefar AG

Toberstrasse 4

9425 Thal — Switzerland
Phone: +41 71 898 5700
Fax: +41 71 886 3504

B E-Mail

Sefar AG

Hinterbissaustrasse 12
9410 Heiden
Switzerland

Phone: +41 71 898 5700
Fax: +41 71 898 5721
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