CyI.IJ UK C NCeBOOOXNXKXEHHbIM
clioem

Mpu yyacTnm BegyLLmMx MMPOBLIX hapMaLeBTU4eckux npomasogutenen Cedap
paspaboTtana Mewwku chapmaueBTmyeckon nuHum SEFAR PHARMA GMP, koTophkle
npegnaralT Camblii BbICOKMIN YPOBEHb HAAEXHOCTU U3 UMEIOLLMXCS CEroaHs Ha
PbIHKE.

OnucaHune npoayKumMm
dunsTpoBanbHble nsgenua Cedap aAna CylMNok ¢ NceBA00KUKEHHbIM CloeM

CyLIJKa B NMNCeBOOOXMKEHHOM CIio€ NpuMeHAeTCcA BO MHOInNX obnactsix, HanpumMmep, B
npotecce CbOpMVIpOBaHVIFI CMeCK nNpu nNnpomn3BoacTBe NieKapCTBEHHbLIX NMpenapaToB

UMW NpY NPOV3BOACTBE MEMKOANCMNEPCHBIX XMMUYECKMX NMOPOLLIKOB, KOraa
HeobXoauMOo CMeLLMBaHWE, CNeKaHWe, rpaHymnsLmMs, CyLLKa, MOKPbITUE UM
MUKPOHU3aLMs (TOHKWUI NOMOn).

MocneaHue 25 net Cedap cneumanuanpyetca Ha HebGonbLLNX peakTopax,

DOWNLOADS

NCnonb3yembiX B XUMWNYECKOW, MULLIEBON 1 CbapMaLleBTVILIeCKOIZ NPOMBbILUITIEHHOCTH,

roe o6blYHO MCNONb3YyTCA MELLKU ONA CYyLWUIOK C NCeBO0OXMKEHHbIM CIloeM BpoLutopa: Process Filtration (PDF 5300

(FBDB). BmecTe ¢ Begywmmu nponssogmtenamm obopyaoBaHus, Takumu kak Glatt n kb)
Bosch Hittlin, Cedbap paspabotan camble BbICOKME CTaHAAPTbI KAYeCTBa, AOCTYMHbIE
Ha pbIHKe.

K HacTosLLemMy BpeMeHM CYLLUUIIKM C NCEBA0OXMKEHHbIM crioem bbinu

YCOBEPLLEHCTBOBaHbI C LIEMbIO NOBbILLIEHNS X 6€30MacHOCTM 1

Npon3BOAUTENBHOCTU:

B YHuKanbHble CBapHbIe LBbI AN MUHUMAarbHOW NoTepU YacTuL,

B CneumanbHoe gunstTpoBanbHoe nonoTHo ATEX (ans ncnonb3oBaHus B
noTeHUMarnbHO B3pbIBOONACHOW cpefe) Mitoc TECTUPOBaHME rOTOBbIX MELLKOB Ha
3MEeKTPONPOBOAHOCTb, — YTOObLI HE JOMYCTUTL BOCMIIAaMEHEHWS OT
3MeKTpoCTaTUYECKNX pas3psaos

M YHuKkanbHag, yaoBreTBopAoLlan Tpe6OBaHVIF|M 3akKa34ynka MapKnpoBka ansa

I/I,El,eHTVICbI/IKaLI.VII/I N oTCnexmnBaHnA
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B Pa3Ho0o6pasHble KOHCTPYKLMK KoMnayka pyKaBoB Ans pas3nuyHbIX MOAenen
obopynoBaHus

B [ocTynHbl BCe BapuaHTbl KOHCTPYKLUMW H060K Anst NErkow YyCTaHOBKM (CO LLHYPOM,
Ha MOMHWM 1 Ap.)

Cedbap — nyyLumi nocTaBLMK aHTUCTATUHECKUX PYKaBHbIX (hUnsTPOB ANs CyLUWIOK C

nceBAooXmKeHHbIM crioem (FBDB), He3aB1crMO OT 060pyaoBaHust, UCNOMb3yeMOro

HalWnMKn KnmeHTamm — Cc pacnblfieHnem ceepxy unm CH1M3y, ¢ OoqHMM pykaBoM Uinn C
HECKOJTIbKMMU 1 Op.

Buabl nspenun

Cedpap paspabotan HeCKOMbKO cneumnanbHbIX peLleHnii Ans NoBbILLEHNS

HafEXHOCTU U NPOM3BOANUTENBHOCTU CYLLMIIOK C NCEBAOOXKUKEHHBIM CIIOEM:

B CsapHble coeMHeHVs AN MUHUMAanbHOW NOTEPU YacTuL,

B TecCTpoOBaHVe MELLKOB Ha 3NeKTPONPOBOAHOCTb, YTOObI HEe AOMNYCTUTL
BOCMIaMEHEHNs OT CTaTUYeCcKoro paspsaa

B YHuKanbHas, yooenetsopsioLlas TpeboBaHMsAM 3aka3yrka MapkMpoBKa Ans

VI,EleHTVI(bVIKaLI,VIVI N KOHTPONA KadyecCTBa Ha KaxxgomM npon3BoaCcTBEHHOM aTane

KoHunueckas KpbILWKa Mewwkun gnsa CYLWINJIKM C NCeBAO0OXUXXEeHHbIM

Ky
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Twin shaker or D-type FBDB

CyLIJI/IJ'IKI/I C NCeBOOOXMXKEHHbIM CJ10eM NCNOJb3YyHOTCA
Anda CyLWKn, cnekaHna unn HaHeceHus I'IOKprTVIVI.
Cedpap — oavH 13 BegyLmMx nponssoauTenen
unbTPOB B f@aHHOW 0bnacTu, 4To AenaeT Hac
Hanbonee npeanovTuUTeNbHbIM NOCTABLLUMKOM
CMeHHbIX MaTepuanos Ans Bawero o6opygosaHus.

dunbTpoBanbHbie peweHnus Cedap ansa OEM

Hawa npogykums otBevaeT cneumduyecknm TpeboBaHnsaM aTux obnacren
unLTPaLMK 1 C YCexoM npuMeHsieTcs no Bcemy mupy B Cylumnnkax ¢
NceBOOOXMKEHHBIM CNOEM BCeX N3BECTHbIX Bperaos n OEM (npoussopgutenu
OpUrMHanbLHOro 060pyaoBaHNs), Taknx Kak:
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Glatt GEA Powrex Fluid Air
(Aeromatic)
Freund Oystar Bectochem Lédige FPS (Foodpharmasystems)
Vector Huttlin
O'Hara Romaco Diosna Tapasya
Technologies (Innojet)

TexHu4yeckue XapaKTepPUCTUKU TKaHU

CneuuarnbHble aHTUCTATUYECKUE MYNbTUUNIAaMEHTHbIE TKaHU 0COBEHHO NoaXoasT
AN U3OEnWit, K KOTOPbIM NPeabsBsIOTCS NOBbILEHHbIE TPeboBaHUS MO NPUYMHE
XKECTKMX YCMNOBUI 3KCMnyaTauum, HanprumMep, B CyLUUIIKaxX C NCEBOOOKMKEHHbIM
cnoem. TkaHn Cedap paspaboTaHbl TakuMm 06pa3oM, YToObl 4OBUTLCA ONTUMANIbHOTO
GanaHca mexay 3 HeKTUBHBIM YAEP)KAaHUEM YACTUL, U BbICOKOW NPOMYCKHOM
cnocobHocTbto. MNponyckatoLasi cnocobHOCTb BO3AYLLUHOMO MOTOKa TKaHen

Bapbupyetca oT 65 4o 300 nMTpoB/KB.M/CEK.

SEFAR TETEX MULTI SEFAR TETEX MULTI SEFAR TETEX MULTI
07-65-180 WA PHARMA 03-110-168 WA PHARMA 07-100-150 WA PHARMA
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CneuunanbHo AnAa dapmMaueBTUYECKUX NPOU3BOACTB

Cethap KOHTpONMpyeT BCce Npon3BOACTBEHHbIE 3Tarbl, Ha4YMHas C BblpaboTkM

BOJTOKHA, U 40 COOPKM rOTOBOW NPOAYKLMK, 40BMBAsACH NOMHOMO KOHTPOSS 3a

Ka4eCTBOM BbllMyCKaeMbIX N3Oennin. YHUKanbHoe nosioXKeHne Hallen KoMnaHmm Ha

PbIHKE NO3BOJIAET HAaM MOCTaBIATb KIMMEeHTaM NpoAyKUMH, KOTOpaA OTBEe4YaeT BCEM

CyuwecTByrLwmMmMm HopMam n Tpe6ye|v|b|M YPOBHAM Ka4decTBa.

Cedhap mogepHusnpoBarn CBOE NPON3BOACTBO C TEM, YTOObI COOTBETCTBOBATb

Tpe6OBaHVIF|M CbapMaU,eBTVNeCKOI;I oTpacnu. Hawmn akckno3nBHble (bl/l]'lepOBaJ'leble

n3nenusi, CooTBETCTBY- towwme cTaHgapTy GMP (Hagnexalluasi nponsBoacTBeHHast

ﬂpaKTVIKa), NPON3BOAATCA B CTEPUIIbHbBIX MOMELLEeHUAX, OTBeYaoLWmnX CTPOrmv

TpeboBaHuam ctaHgapta GMP.

KnueHTbl Cedap MoryT BbibrpaTb Mexay TpeMsi pasnnyHbIMU KaTeropmsiMm

KayecTBa, YTOOLI BbIOpaTh Hanbonee nogxoasiwee ansi cebs COOTHOLUEHME

CTOMMOCTb-Ka4eCTBO.
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EC 1935/2004

EU 10/2011

GMP EC 2023/2006 or cGMP

FDA CFR 177

ISO 9001

OneKTpOnpPoOBOAHOCTbL NPOBEPEHA
ATEX Directive 2014/34/EU & TRGS
727

WHauBuayanbHasi ynakoBka
HaHeceHwve aTukeTkM no
TpeboBaHMto 3aKkas4vmka

KoHTporb kauecTBa Ha Bcex aTanax

npou3BoAcTBa
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Sefar AG

Hinterbissaustrasse 12
9410 Heiden
Switzerland

Sefar AG

Toberstrasse 4

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