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bonbLON NapoBOW CTEPUNU3ATOP AN Ae3NHAEKLMN,
cTepunusaumm n obessapaxxmpaHusi B 00ractn Hayku,
nccnegoBaHuim, NPOMBbILLIIEHHOCTU 1 nabopaTtopuit




Tpaauuwms, Ka4yecTBo,
WHHOBaLUSA

Komnanusa OO0 «BMT Medical
Technology s.r.o0.», TpagULMUOHHbIN
npousBoauTesNib MeAULMHCKON TEXHUKMU.
Co BpemeHu cBoero ocHoBaHusA B 1921
roay, koraa BO3HUKNA HeGonbluas
pernoHanbHoO OpueHTUpoBaHHas
c¢dmpma «Chirana», nocteneHHo
npeo6pa3oBanacb B MeXAyHapoaHYO
coupmy nop HazBaHuem «BMT». C 1992
roga KoMnaHusi IBNSIeTCA YreHOM
eBponenckon rpynnsi MMM Group,
koTopas ¢ 1954 ropa gencrByeT

B MMPOBOM MacluTtabe Kak oguH u3
BeAyLMX CUCTEMHbIX MOCTaBLYUKOB
npoAaykuuu B cchepe 3apaBoOXpPaHEHUS,
HayKku n uccnepgoBaHun. bnaropgaps
KOMMJIEKCHOMY MpeasioKeHUIo
NPOAYKTOB U YCIyr, CTePUIIM3aLUOHHbIX
1 Ae3NH(EeKUMOHHbIX YCTAaHOBOK ANA

60NbHUL, Hay4YHbIX YUYPEeXAEeHUN,
na6opaTtopuit U XUMUKO-
chapMaLeBTUYECKOW NPOMbILLNIEHHOCTU
komnaHma MMM Group 3aBoeBana
no3uuuio nepefoBoro HocuTens
KayecTBa U UHHOBALMA HAa MUPOBOM
pblHKe.

3HaHUs 1 OMbIT, NPUOOPETEHHbIE

npu peanu3auumn MHAMBMAYanbHbIX
MOCTaBOK HaLLUMM 3aka3yvkam BO

BCEM MUpe, Hapsay C TEXHUYECKUMU
WHHOBALMSIMU CNOCOBCTBYIOT NMOCTOSIHHOMY
COBEPLLEHCTBOBaHUIO pa3paboTok,
KOHCTPYKLIMM U NPOU3BOACTBA HaLUMX
annapatoB. MHOXECTBO NaTEHTOB,
More3HbIX U NPOMBbILLIIEHHbIX 06pa3LoB,
rny6oko NnpoayMaHHasi KOHCTPYLMst

1 NPOCTOTa OCHALLeHUs annapaTtos

no UHAMBUAYanbHbIM TpeboBaHNAM —

BCE 3TO SBMSETCH NLLb AanNbHENLINM
[10Ka3aTenbCTBOM BbICOKOTO YPOBHS HaLLEero

TpyAa.

BcectopoHHee,
onpaBAaHHOe Ka4yecTBO

STERIVAP® — npeacraBuTenb HOBOIO
noKoneHns 6onbLUMX NapoBbIX
CTEpPUNN3aToOpPOB, YAOBMNETBOPSIOLLNIA BCEM
6e3 NCKMI0YEHNSI OCHOBHbLIM TEXHUYECKNM
cTaHgapTaM U 3akoHodaTernbHbIM akTam
EC. KoHuenuusi annapaTtoB co3aaHa UCXoas
13 TpeboBaHuii eBponenckmx MHCTpyKumin
NeNe 2014/35/EU, 2014/30/EU, 2014/68/EU
1 cooTBeTCcTBYET cTaHaapTam EN 285+A1,
EN ISO 17665, a Takke npucnocobneHa

K MHOMBMAYaNbHbIM TPeboBaHUSAM,
npeabsBrsgeMbIM Ha OTAENbHbIX

mMecTax paboTbl. HanopHasi kamepa

1 naporeHepaTop NpPoeKTUpyTCa

N U3rOTOBIIAIOTCA MO CePTUPULMPOBAHHON
CMUCTEMe KayecTBa COrfacHO eBPOMNencKon
HanopHas kamepa n naporeHepatop
npeaHasHa4yeHbl Y N3roToBEHbI

B CepTUOULMPOBAHHON cCUcCTeMe

kayectBa no Hopmam 1ISO 9001 n no
EBponerickoy aupekTuBe Ha o6opyaoBaHue,

e

paboTatoLLiee noa AaBneHUEM COrfacHo
UHAMBMAYanbHOMY TpebGoBaHMIo Unm

no ctangaptma ASME Code, Section

VIII, Division 1 (ans CLUA n KaHagbl)

U1 Mo NULEH3MOHHBIM cepTudukaTam
AQSIQ (ans Kutas). KoHcTpykums
annapara yooBneTBopsieT TpeGoBaHUsAM
GMP n GLP. Annapat ygosneTrBopsieT
HoBeWLLUM TpeboBaHUAM, NpeabsBrseMbIM
B cchepe 30paBOOXpaHEHNS, N Pa3fMYHbIX
naboparopusix.

C uenblo BbINOMHeHus TpeboBaHnin

GMP no yaoctoBepeHunto NOCTOAHHOTO
KavecTBa CTepuUnu3aLuy B COOTBETCTBUM

C LeKnapuMpoBaHHbIMY NPON3BOAUTENEM
(vmnopTépom) napameTpamu annapara,
nonb3oBaTensiM NapoBblX CTEPUNM3ATOPOB
STERIVAP® noctaBnsietcst AOKyMeHTauums
IQ — MHCTannsUMoHHas KBanudrkauums,
0OQ - onepaumnoHHas kBanudpwukaumsa n PQ

— npoueccHas kBanvdukauusa (Banugaums).

MpennaraeTcs NnpoBefeHe NCnbiTaHui
FAT n SAT 1 npuémo-coaTtoyHbIX
NCMNbITaHWUIN CTEPUNN3aTOPOB. VIcnblTaHns

1 Banugaums no ctangapty EN ISO 17665
1 no TpeboBaHMsAM 3akasvmka NpoBOAATCA
Ha 6a3e Hallen akkpeauToBaHHOMN
ncnbiTatenbHOM nabopartopum.

MMM Group -
COBEpPLUEHCTBO

B nabopaTtopHon

M MeAULUHCKOW TEXHUKE.

OpurunHan 6e3 KOMNpPoOomMUccoB

@

MMM Group

LBETHasa KpynHopasmepHas OTKMAHasa naHerne ynpasneHus «touch-screen» 12°
obecnevnBaeT MakcMmanbHbI KOMOPT 06CNyXNBaHUA U cepBuUca

MOLLHbIA OBYXCTYNeH4YaTbli BOAOKOSbLEBOW BaKyyM-Hacoc, obecneymBatoLLni
GbicTpyto 06paboTky napTum, GbICTPOE N TOYHOE BbINOMIHEHME LIMKITOB
AByxnpoueccopHada cuctemMa ynpasneHna PLC ¢ oByMS HE3aBUCUMbIM cucTeMamMu
«Master-Slave» obecneumBaeTt ObICTPOE U TOYHOE NPOXOXAEHME LIKITOB
YHUKanbHaga 3anateHToBaHHasa AByXKaMepHasa pyballka kKamepbl C HE3aBUCUMbIM
YyCTOMYMBLIM NOAOrPEBOM A5 obecneyeHnsi SKOHOMUYHOIO pexnma paboTol

N HU3KOro noTpebneHnsa pabounx cpen

annapar v ero nNpo4YHbI COCTaBHOW KapKac U3roToBSiEHbl U3 BbICOKOKaYeCTBEHHOM
HepXXaBelLLen ctanun, 4To obecnevymBaeT 4ONTOBEYHOCTb N HAAEXHOCTb
TepMmuyeckasa gerasaums Boabl AN NOBbILWEHNA HAOEXHOCTWN SKCNyaTauum

n 6e30nacHOCTM cTepunmnaaumnm

MMM Group
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UuauBuagyanbHoO
KOMMNNEeKTOBaHHas
cTepunusayuoHHas
TeXHUKa

Hosenwunn ctepunmaartop

MoaynbHOro ucnonHenust STERIVAP®
MOXHO MCMOMb30BaTh Npexae

BCero B hapMaLeBTUYECKMX

1 BUOTEXHOMOrMYECKNX YHPEXAEHUSX,
HO Ba)XHOE MECTO 3aHMMaeT ToxXe

B obnacTu obopynosaHusa Ans
cofepxaHusi NabopaTopHbIX XUBOTHbIX,
MUKPOBMONOrMmnm, MoneKynsipHon
Guonornnn n obessapaxvsaHus

MHTennekTyanbHble
CUCTEeMbl 3KOHOMUM
pabounx cpepn n pabouero
BpeMeHU

*  cneumanbHasa AByxkamepHas pybaluka

CTepUnNmn3aLMoHHON Kamepbl Ans
MOBbILLIEHUSI KAYECTBa U TOYHOCTYU
NPOXOXOEeHNA LnKa ctepunnaunu,
C HEe3aBUCUMbIM U YCTONYMUBBIM
rnogorpeBoM KaMepbl NO3BONSET
CHM3WTb pacxod 06ecconeHHo BoAabl
noutn Ha 20%

. HapYXXHbI U30MUPYIOLLMIN KOXYX

NpoaymaHHoe
KOHCTPYKTMBHOE pellueHue,
HauBbICLLee KayecTBO
N3roToBrIeHUA, OTNIMYHbIN
An3avH

*  ynobHoe, 3proHoOMUYeCckn onTuMansbHoe
pa3mMeLlleHne naHenemn ynpasneHus

*  NErkoe MHTYMTMBHOE yrnpaeneHne
N cepBuCHOe obCnyxusaHue

*  COBpPEMEHHOe, 3ProOHOMUYECKM
a(ppeKTUBHOE rOPU3OHTaNbLHOE
pacrnornoxeHue kamep

@

MMM Group

naporeHepaTop cTaHAapTHO
BbIMOMHEHbI U3 HepXXaBeloLLen cTanm
MOLLIHbIA GeCLLYMHbIN BakyyM-
Hacoc, obecne4mBaloLLuii BbICOKYHO
3(pPEKTUBHOCTb U HAAEXKHOCTb

(y mogenew 446 — 669 npenycMoTpeH
OBYXCTYNeHYaTbln BakKyM-Hacoc)

036pocos. NapoBow cTepunusatop
npegHasHayeH ans cTepunmaaunm npoYHbIX
npeameToB, NOPUCTbIX, NIACTMACCOBbIX

1 ynakoBaHHbIX MaTepuanos, (punsTpos,
npo6oK, LUNaHroB, 3N1IEMEHTOB HaNMBHOIO
obopyaoBaHus, KNeTok, kopMa,

NOACTWUMNOK M ApYrnx MaTepuanoB
cTepunuayemMblix B 06opynoBaHusix Ans
cogepxaHusi NnabopaTopHbIX XUBOTHbIX,
CTepunm3aumm pacTBOPOB B OTKPbITbIX

1 3aKPbITbIX BYTHINSIX, NPUIOTOBNEHUSI

1 nocrnegyoLLen ctepunmsaummn cpea

Ha OCHOBe arapa (nuTaTenbHbIX CPea),
cycneHcuen u amynbcuen , popmMoBOK

ONsi NekapcTB, Ae3nHMEKLMM MaTepnarnos,
[OeKOHTaMUHaLMM nabopaTopHbIX OTXOA0B
uTn.

[MpeBocxogHOE Ka4eCTBO UCMOMHEHUS,
COBpPEMEHHas! 3MEeKTPOHUKA U KaueCTBEHHbIE
maTepuanbl SBASTCA HECOMHEHHbIMM
poctovHcTBamu annapata STERIVAP®, Tak
e KaK ero nonb3oBaTenbCkue 0COGEHHOCTM
W UCKIIOYUTENBHO BbICOKUIA YPOBEHD
©e30MacHOCTU U HaAEXHOCTU.

CTEPUNMN3ALIMOHHOM Kamepbl
C KayeCTBEHHOWN nsonsiumen
CYLLECTBEHHO CHUXXAET TENOBbIE NoTepU
1, CrefoBaTernbHO, SKOHOMUT 3HEPTUIO

. CcTaHOApPTHO BCTPOEHHOE YCTPOMCTBO
3KOHOMUW NUTATENbHON BOAbI AN
BaKyyM-Hacoca, obecneymsatoLlee
coKpalleHne aKcnyaTaumoHHbIX
pacxofdoB Ha Boay npubn. Ha 15%

. MOLLHBIA NaporeHepaTop yHUKanbHOM
KOHCTPYKLIMM C MUKPOMPOLECCOPHOM
aBTOMAaTUKOWN, TEPMUYECKON Aerasaumen
nuTaTernbHon obecconeHHom Boabl
Ana MUHUMKU3aunn cogepxxaHus
HEeKOHAEHCUPYEMbIX ra3oB
1 aBTOMaTUYECKON CUCTEMOM
BbIBELEHMSA conem Ans yMeHbLUEHNS
BPEMEHU LIMKMOB CTepunmsauum
1 nogayn napa BbICOKOrO KayecTBa

. hyHKUMSA «ABTOMaTUYECKOE YTPEHHEE
BKITOYEHME» - CNeayoLLMIA B psay
3KOHOMUYHBIX PEXMMOB, KOTOPbI
no3sonut Bam akoHOMUTbL paboyee
BpeMsi; annapar BKro4aeTcs
B NpeaBapuTeribHO YCTaHOBMEHHOE
Bpemsi 6e3 o6cnyxrBaHus,
aBTOMaTUYECKN pa3orpeBaeTcs,
BbIMOSIHSAET TECT BaKyyMa U roToB
K paboTe B Ha4yarne paboyelt CMeHbI

. YHKLMSA Mo BbIGOPY - « OHEPreTnyeckmin
MaKCUMyM» MO3BOJIAET OCYLLECTBNATb
B3aVMOCBSI3aHHOE perynnpoBaHue
paboTbl NAPOBbLIX CTEPUN3ATOPOB
CO BCTPOEHHbIM NaporeHepaTopomM
C Lenbto obecneyeHnst KOHTpors
JHepreTn4eckoro MakCcmMmyma
noTpebrneHnst anekTposHeprum Ha
paboyem mecTe Nno ynpaBrneHuto
N3 UCNEeTYEPCKOro NyHKTa
nonb3oBaTens, Anst 3KOHOMUKU 3aTpat
Ha 3reKTPOo3HEepPrno

*  BO3MOXHOCTb MCMOMb30BaHUS
KOM(OPTHOW CUCTEMbI TPAHCMOPTHOTO
1 3arpy304HOro o6opyaoBaHust y Bcex
moaenen

*  aBTOMaTU4eckoe YNIoTHeHune
1 3NEeKTPOMOTOPHbIV NPUBOA ABEpPEN

*  cepBUCHOe 06CMyXMBaHME TOMbKO
C nepegHel 1 0fHON 6OKOBOWN CTOPOHbI
no Bbibopy

*  BO3MOXHOCTb MPaBOro v NeBoro
MCMONHEHWI Ans onTMmarnbHOro
MCMNONb30BaHWsA NPOCTPaHCTBA

. MacCCVBHbI COCTaBHOM Kapkac U3
Hep>xaBetoLLen cTanu, ¢ y4ETom
NPOXOXAEHNSA Yepes OBEPHO NPOEM
wmpwuHor 1000 Mm

*  3NEeKTPOMOTOPHOE yrnpaBrieHne
OBWKEHVEM ABEPU CTEPUNN3aLMOHHOW
KaMepbl C YHUKanbHbIM NPY>XUHHBIM
MexaHu3mom 6e3 NnpoTuBoBeca,

CO COBOEHHOW 3aLUMUTON ABEpU
(NpepoxpaHnTenbHas nnaHka u mydTa)

*  MpOCTble MexaHn4yeckne puneTpbl Ha
Bxogax pabouunx cpeq Ans 3awuThbl
BEHTUNEN U BaKyyM-Hacoca

*  DakTepuonornyeckuii chunstp Ha
noABoAe BO3Ayxa B CTEPUNM3ALMOHHYO
kamepy (0,1 Mkm)

. BOAOHENPOHMLAEMbI COBMELLEHHbIV
CTOK — C LiEMNbIo ANMMUHaLmum
BMaXHOCTV B NPOCTPaAHCTBE annapara
BCe TpyOOnpoBoAbl BbiBEAEHbI B 0OLLMI
COOPHUK, N30MMPOBAHHbIV OT Hapy>XHOW
cpeabl

*  Tpy6Hble COeanHEHNS U BEHTUNN
Ha NMUHWAX Nogayn napa
B CTEPUNMN3ALIMOHHYIO Kamepy 1 nogadu
obecconeHHol Boabl BO BCTPOEHHbIN

STERI

PeBoniouusi B npon3BoAcTBe 60MbLINX NAPOBbIX CTEPUNIU3ATOPOB

MOLYyINbHas KOHCTPYKTVBHasi CUCTEMa NO3BOMNSIET co3aaBaTb MHAMBUAYaNbHbIE MOAENM annapara
npocToTa 1 uenecoobpasHocTb Popm, kKayecTBeHHast 06paboTka NOBEPXHOCTH
00NMUOBOYHbIX NAHENEN N3 HepPXXaBeIoLLEN cTanu Ans TwaTtenbHOM OYUCTKN U CaHUTapum
06NMLOBOYHbIE NNCTbI, YKPENSIEHHbIE COCTABHbLIM KapKacoM U3 Hep>KaBetoLLen ctanu, ans
obecneveHuns GeclwymHon paboTbl 1 NpPoAneHNa cpoka cnyxobl annaparta

NnaHenb yrnpaBrneHns ¢ CEHCOPHbIM AUCMNIIEEM, C BO3MOXHOCTLH 3PrOHOMUYECKM
ONTUManbHOW YCTAHOBKM MNOMOXEHUS NaHenn, pa3ameLléHHON BHE 30HbI TEPMUYECKOTO
BNUAHUSA, obecnevnBaeT yaodboumTtaemMocTb 1 NPOCTOTY OOCIY>XMBaAHMUSI HE3ABUCUMO OT
pocTa onepartopa

3NEeKTPOMOTOPHbIV NPUBOA ABEPY C YHUKATbHBIM MPY>XUHHLIM MexaHn3MoM 6e3 NpoTnBoBeca
MakcMmanbHO 3 dEKTUBHOE UCMNONMb30BaHNe 06bEMa CTEPUNN3ALIMOHHON KaMepbl
cucTemMa akceccyapoB Afist PyYHOWN 3arpy3km MatepmarnoB U CUCTEMA TPAHCMOPTHBLIX

N 3arpy304HbIX TENEXEK

ans obecneyeHus

NPOCTOTbI O6CNY>XMBaHUA U
MaHUNyNsuMm CTepUnM3yembim
mMarepuanom

OHMNanH MOHUTOPVUHI annapaTta

BSL3/BSLA hiomodels

lahoratories

pharmacy



YHudpmumpoBaHHas HanopHas MowHbIn naporeHepatop  LLinpokoe npearioXxeHne oCHaLeHUs no @

cCunctemMa KOMNnOHOBKM cTepunn3aygnoHHas
KaMlzpa U‘ Bbl6opy MMM Group
*  OpHoABEpHOE VN AByXABepHoe *  HeorpaHN4YeHHOe KOIIMYECTBO pa3 . Ma%cvnBHaﬂ Kamepa, gBepM *  1aporeHeparop WU3rOTOBIEH U3 « rasonnoTHoe ucnomnHeHne «Bio-Seal» ¢ BO3MOXHOCTbIO
(npoxoaHoe) ucnonHeHve (Mogenu nepenporpamMmMmpoBaHusi, NPoOCcToe 1 oborpesatoLasn pybatuka Ka4eCTBEHHOW HepxKaBetoLLen cTanm
446-6618 c BepTMKanbHoO- M3MEHeHUe NporpamMm npu NOMoLLM U3rOTOBMEHbI M3 Ka4eCTBEHHOM AISI 316 Ti HE3aBNCMMOTIO 1 HEMNPEPLIBHOTNO YNINOTHEHWA ABEPU
nepeaBMKHbIMM CranfoBbIMK YMMOBLIX KapT HepxaBetowen ctann AISI 316 Ti *  KadvecTBeHHas nsonsauus Rockwool KamMepbl HaNOPHbIM BO34QYyXOM
nasepamu, moaenu 9612-9621 *  YHUKarnbHbI NpoToKon 06 oLumbkax nAISI 316 L 1 HapYXKHbIA U30MMPYIOLLIMIA KOXYX, -
C rOPM30HTasIbHO-NEPEABWKHBIMM [INS TOYHOM 1 BLICTPOW ANarHOCTUKM *  [HO CTEpWUSIM3aLMOHHOM Kamepsbl obecreunBaroLLe CyLECTBEHHOE * HaropHas ctepunn3alnoHHas Kamepa ¢ BHyTpeHHeu
CrangoBbIMU ABEPSMM) HencnpaBHoOCTel BbIMOMHEHO C YKITOHOM C LIEfbIO CHIDKEHME TEMNIOBbIX NOTEPb NMOBEPXHOCTbLIO, OTI'IOJ'Il/IpOBaHHOVI [10 3epKanbHOro
«  06nMUOBOYHLIE NaHenu annapara, * B Habope OCHOBHOIO NPOrPaMMHOr0 obecreyeHus TILaTenbHOTo +  Tepmudeckas gerasaums 6
BbIMONTHEHHBIE U3 HEPXKABEIOLLE obecneyenus npegnaraetcst Ao 20 BbICYLUMBAHMSA nuTaTernbHon 06eccorneHHoN Boabl J1eCKa
CcTanu, B oTnnyune ot 0bbl4HOro CTaHOapTHbIX NporpamMm . . CTaHOapTHas I'IOBePXHOCTb Ana MUHUMKU3aunmn cogepxaHns . BEHTUIIUN N3 HGp)KaBel-OLIJ,GIZ CTaJ'II/I, CTepl/IJ'I MsyeM ble
UCTOSTHEHMS YKPETeHbl KapKkacoM, «  NpoCTOTa UHAUAMBUYAMNLHOV CTEPUNMN3aLMOHHON KaMepbl HEKOHAEHCHPYEMbIX ra3oB
obecneunBaloLLIMM NpozneHne cpoka KOPPEKTUPOBKK Nporpamm — MONMPOBaHHas BHYTPEHHsIs B NaporeHeparope (*)VIJ'I bTPbl C TECTOM COXPAaHHOCTH
cny6bl 1 6ecluymMHyto paboTy «  cBblle 80 CEPBUCHLIX NPOrpamMm Anst NOBEPXHOCTb MO Krnaccy *  ynpaBeneHue noanuTKoi . i _
annapara NPOCTON YCTaHOBKM, KannmbpoBKu, wepoxosatocT Ra 1,25 Mkm Y NPON3BOAUTENBHOCTLIO «AII’ detektor» -D-eTeKTOp BO3,EI,yX3
*  AnA ypobHoro AocTyna BHYTPb [OVCTHOCTUKU U 0BCIyXMBaHUA (Ra 50 mkgrorimos); no BeliGopy naporeHepaTopa 1 KOHTPOrb e ynpaslieHne npoueccomM cTepunn3aumm no napameTpy
annapara npeaycMoTpeHbl ABEpHbIe o — MOMNMPOBAaHHas Mo Kraccy OCYLLECTBIIAET ABYXMNPOLECCOpHas
naHenu ¢ 3aMKoM Bbicovyauwas creneHb wepoxosaTtocTn Ra 0,8 Mkm cutema ynpaeneHus Master-Slave FO’ NPUHYOUTENbHOE OXIaxieHne py6aLUKM
*  BCTPOEHHbIW, BHELUHWIA UNn 6e30nacHoOCTU npwm (Ra 32 mkatorima) nnu nonvpoBaHHas *  [nA npuMeHeHus annapara BCMomMoraTenbHbIM AaBrieHnem Bo3ayxa, BO3MOXHOCTb
KOMGUHMPOBAHHbIN UCTOYHKK Napa [0 3epkarnbHoro briecka no knaccy B (hapmaLeBTMKe npeanaraercs -
«  cBblwe 60 creunpuIecknx cTepunn3aunm pactsopoB wepoxosaTtoctvt Ra 0,125 MKM cneuvansHoe oGopyLoBaHve NPOMBIBKN 3arpy>eHHOu naptumn
[ononHeHu no BeiGopy (Hanpumep, (Ra 5 mkatorimoB) BMECTO CTaHAapTHO MOCTaBMNSEMOro . OKVYMeHTauunsa npoueccoB ctepunmsaumm c
OCHalLieHIe Kamepbl MGKAM aaTuvkom — HapsAY CO CTaHAAPTHEIMM METoAaMu +  OTNWM4YHas Tennosas N3oNALUs naporeHepartopa AOKY 4 pou P 4 .
PT 100 o515t 6€30MacHOro 1 TO4HOrO Ean?)c;r“‘;g::’;ﬁ’ﬂae":n” 612?)?;?;?:?)%(;83;2003 maTepuanom Rockwool TonLmHoi BO3MO>XHOCTbIO NMOAKITIOYEHUA anrapaTta K JToKallbHOU
ynpaeneHus umknamu npyu obpaboTke ® 125 MM 1 TPETUI HapyXHbIN Y,
MUKPOBMONOrMYECKMX KyNLTYp npeaycMoTpeH [oNONMHUTENbHLIN U3OMNMPYIOLLIUI KOXKYX BBEIYUCTIUTETEHOU COTU (n BC)
1 pPacTBOPOB, BCTpauBaHue yana KOHTPOITb CTEpUI3aLmin pacTsopos s Ons Banuaauun Bce
ANs JOOXNaXOeHNs KoHaeHcaTa, TPeMs He3aBNCUMbIMI CUCTEMaMU: CTEpUNM3aLOHHbIe Kamepsbl
BbIBOP criocoba obessapakmeaHms KOHTPOIb TéMNEPATYPLI U AABINEHNS CTaHAaPTHO CHaBXeHb! ABYMS
maTtepuana, rasonmnoTHoe B KaMepe, TeMneparypbl B 3TarOHHON NErKoAOCTYMHLIMU BXOAHLIMM
ucrionHeHme «Bio-Seal», MaHOMETpBI, 6yThinM M MUHMMATLHO HEOBXOAMMOTO narpy6kamu guametpom 25 1 50 Mm
LUMPOKUI HaBGOP MHAMBUOYATNBHOMO BPEMEHM Uukna crepunusaunm. U tonbko ¢ [Bepb C 3rIEKTPOMOTOPHbBIM
NPOrpamMmMHoro obecredeHus, ...) NpX BBLINONHEHUN BCEX BhilL@yKasaHHbLIX yNpasfieHNEeM 1 MPYXMHHbLIM
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MVIKpOI'I poueccopHas NpoLLeccoB NporpaMma AeKknapupyercs MexaHn3Mom 6e3 npoTueoBeca
KaK 3aBepLI&HHas!, U cucTema paspeluaet obecrieveHa ABYMS HE3aBUCUMbIMM
cuncrtema ynpasrieHuns OTKPbITb ABEPb KAMEPHI. NPeaoXpaHNTENbHBIMU YCTPOMCTBAMM

— KOHTaKTHOW MIaHKon 1 MydTom
C peryrnmpyemMbiM ycunuem
TOPMOXEHWS

* M0 XEenaHWIo 3aKas4uka NPoN3BOANUTCS
0bpaboTka NOBEPXHOCTN KaMepbl
naccuMBMpOBaHNEM (TpaBreHneM)

*  BbiCOYaMLwas cteneHb 6e3onacHoOCTU

*  HauBbicluas cteneHb 6e3onacHocTn
aKcnnyaTauum, COBOEHHas cuctema
cbopa n 06paboTkM JaHHbIX B X04e
npouecca, HenpepbIBHOE CPpaBHEHNE
1 OLeHKa AaHHbIX

*  npu o6HapyxeHun nboro
OTKIOHEHUsI OT JOMYCTMMOrO 3Ha4YeHUs!
reHepupyetcs coobuieHne ob owwnbke

*  [B€ BCTPOEHHbIE MMKPOMPOLIECCOPHbIE
PLC cuctembl ynpaeneHus (Master-
Slave) ans HesaBrcKMMon 06paboTkn
[OaHHbIX, YNpaBrieHnst U JOKyMeHTaumm
pabounx Lmknos




HoBasi naHenb ynpaenieHns
C CEeHCOpPHbIM Aaucnineem

COBpEeMEHHas TexHomnorusi
ceHcopHoro gucnnest «touch-screen»
12" ¢ BO3MOXXHOCTbIO YCTaHOBKM
3ProHOMMYECKM OMTUMANbHOro
nonoXxeHus naHenu, obecneynBsatoLLas
KoMdopT 06CnyXMBaHUSA Ha CTOPOHE
3arpy3ku annaparta

aucnnen «touch-screen» 5,7 Ha
CTOPOHE BbIrPY3ku (y annapaTos
NPOXOAHOIO UCMOMNHEHWS),
obecneuvBatoLLmMin yA06CTBO

1 NpocToTy obCnyXnBaHns

naHenu ynpaeneHus PLC pasmeLleHbl
BHE 30Hbl TEPMUYECKOTO BINSAHMSA

[OBE BCTPOEHHbIE MUKPOMPOLECCOPHbIE
PLC cuctembl ynpaBneHus
(Master-Slave) ¢ co6CcTBEHHBIMY
AaTynkamn 4ns He3aBUCUMOW
06paboTKM AaHHbIX, yNpaBneHns

1 AOKyMeHTauunm paboymx LnKnos
yHKUMA «ABapUNHas KHOMKay,
BKIIOYEHHAsA B NaHernb ynpaBneHus,
No3BOMSET B Cllyvyae HeobxoaMMocTuh
nepeBecTn annapat B COCTOsiHVe
6e3nencTens

BCTPOEHHbIV NPUHTEpP ANs
[OKyMEHTaLMM NPOLIECCOB CTEPUIM3aLmn
cMcTeMa YMMOoBbIX KapT

BO3MOXHOCTb BblOOpa sA3blka Ans
B3aVMOAENCTBUS C annapaTom
0630pHOEe LNdPOBOE NpeacTaBneHme
3Ha4yeHWn AaBneHus napa B pybaluke
CTEPUNN3aLMOHHOWN KaMepbl

1 naporeHeparope, AaBneHus

1 TemnepaTypbl B CTEPUITN3ALMOHHOW
Kamepe (B TanoHHOM By TbInn)

Yyacbl — ykasaTernb OCTaBLUErocs
BPEMEHMU BbINOMHEHNS NporpaMmbl

1 yKkasaTesnb pearnbHOro BpEMEH
BM3yanbHas U 3ByKOBasi CUrHanmaauus
COCTOSIHWI U MPOLLECCOB

OCHalleHwve no BbIbopy And
cneumanbHbIX N1abopaTopHbIX
NPUNoXeHun — BbIGOp 1 3anyck
nporpammbl Takke Ha CTOPOHe
BbIFPY3KM

dyHKUMA «ABTOMaTU4eCKOe yTpeHHee

S=ten g8 kPa, 226 C ™" 976 IrP‘n et A lfa

BKITIOHEHMEY NMO3BOMSIET BKIOYMTL annapat
B NpeaBapuTenibHO yCTaHOBMEHHOE Bpemsi
6e3 obcnyxvBaHys; annapaT aBTOMaTUYECKn
pa3orpeBaeTcs W BbINOMHSAET TECT Bakyyma

. «McTopmsa npoTokonoBy — PyHKUMUS NO3BONAET
BbIOpaThb HY>KHbIV MPOTOKOM U3 UCTOPUK
(10 nocnepHWX NPOTOKOMOB), BbIMOSTHUTL €ro
pacneyatky unv n3obpasuTb 3anvcb AaBneHns
1 TemnepaTtypbl Ha gucnnee (B rpacduyeckon unm

undpposon chopme)

. «McTopumsa owmboky» — pyHKUMS, NO3BONSIOLLAs
oTobpasnTb Ha aucnnee 50 nocneagHUx

coobLLeHnI 06 oLnbKkax

. «[JononHUTenbHbIN
KOMMEHTapun» — annapar
no3sonsieT o6cnyxuBatoLemy
nepcoHany Hanucatb K
oTAenbHbIM NporpamMmmam
WY UMKIam KOMMEHTapui
(Hanpumep, Ha3BaHVe NPOAYKTa,
HOMep 3arpy>KeHHOIN napTuu,
HOMEp cepun 1 T. A.), KOTOPbIN
OyneT cogepaTbCs U B 3anucy,
pacne4aTaHHOW Ha NpuHTEpe

»  «Peructpauus» (npaBa goctyna)
— BO3MOXHOCTb YCTaHOBKM
npas nonb3oBaTens Ansi Bxoaa
B CMCTEMy annapara — pexuMbl
«CB0bOOHOE NONb30BaHNE»
n «/HgnBmnayaneHble npasa
goctyna»

. CTaHAAPTHBIN CYETUMK NAPTUIA
N OONOMHUTENbHbIN JHEBHOM
CYETYMK NapTuiA No BbIOOPY

Charge 000015

Evsmation {8
Te MAFC pe 009 P URR00 2010409

Heating  ORIRTI 200304080
T+ ST g O

e [ Drerlization  PRTRAS FIR-04-D
T @22 0 p = 200 W

Conlligy Comglete  WHTISE POTIA-E
Te 730 p= B57 M

Dmd WS 20IH-04-03
Frogras Levglh = G055

Faultfree

Sgature:

wr Sterwap HP IL

Charge Counter: 00004
Stean Generalor Turned On

Inzert Haterial fmd Cloze The Door

" 971 kP, 257 °C MY 963 kP U™ 994 kPa T

Q;IIICI;IEE_

FAE 00k TR

Sterivap HP |

PB Liquids Fo, 1200 C. Fi
Bacteriolngic Fitter - On
Start 13546 2013-04-0
Te 3&5*C; p= 979

Charge 0000

Evacuation (T
T= 365 p= 900

Heating 135327 20030
T= 407 °C; p= 1308

Start I 3terilization M
T=112 % p=2159|

Fo Paranater = 150 #:

Erall DF Sterilization T
Te 223 p= 2133

Cooling Conplete 052
T= 9507 p» BS9

Fo Paranster = 235 15
End 150705 2013-04-09
Program Length = OEEmt

Faultfree
Sigaature:

'ﬂ? 4 I‘.Pa.

Sterivap HP IL 061120

Fi Warm op T3L0 T, 20 Hin
Start TEO0cAL JON3-04-09
Te 4035 p= FIWFa

Charge 000003

Evats i (D
T= 407 °C: p= F00Kx 1IT1 20N3-04-09
Te= BRI p= SMPx RIZSE 2013-04-09

Heatisg TEIAZ 2013-04-073
T= W25 G p= 1305k

Start F Pterlication 1R36:46 SO13-04-09
T = 1349 % p= 100 P

End (4 SterBcstion TEMCSG 2003-04-09
T=1353 °"C p= 314 kFa

Sterivap HP IL 061120

P4 Rubber, 10 *C. 2000 Min
Paransters Modified By User
Start Ob02E 2013-04-09

T= 253°C p= 99 Kfa

Charge 000061

Evacuation (1)
T= 264 °C p= 990 s 062025 2013-04-09
T= 336 °C pr B4 kPx 06Z2W 2013-04-09
Euacuation (21
T =053 "0 p= 1253 kPx 062554 2013-04-03
T= 516 p= W05 kPx 062875 2013-04-03
Evacuation £3)
T = 9065 "C; p = 1260 kP 0630cH 2013-04-09
T= BA7*C pw W05 kPx 063221 2013-04-09

T = 065 T p = 1260 kP 03400 2013-04-09
T= BASC p= W5 kP 06362 2013-04-09

Phide: S0 » Dearustion - Up
LN = 979 e
FLEE = 80 ke

2 FLI= Ml INFe

FINl = W5 C

FIRE = 98.5°C

FIZ= F8C

FIS= Fr5°C

Fib* FrE T

iwittaited TEFCored Tl Cloved

FEaed TH=Coted TO=Oosed THFCoed
Erliccoanected TF=(oted TrS0°Caded Tolgmand
RErHaited BIUZ-Upwards CleHalted E4=Consected
odetsaed TIOFCoted TOPCloned YEPRCaaed
Fitiemoy Dpened  SLI-Rothctivated

Frisfiaoded G2=hot Block EZ0=Usder Fress. 3117Claqed
Githat Bock BJeFrecterciess BSGelisoded FI0rHat llooded

filr In The Chanbser - Falied

End O&44:02 2013-04-09
Program Length = 003336

Failed
Signatore:

Slerap HP IL

FAELI00H EER I

M Tools fast

P D8 P s,
Bnsnation B 4B &Fe
Esmurtion & W W
Vimiirstin Inngarad KTLE T
Tt T 48 M
P 18 B gy Mmion |

1 Doyl Foiim gt

285 °C ™" 975 kPe """'M" oy

0:08:00

s . -

5.0 I‘.Pa. 43 C

[JokymeHTauumsa naptumn
3arpysku

. NCMosb30BaTb HE3ABUCKMYHO
[OKYMeHTaumio pabovmx LUKnoB
C 3anucbio 4aBrneHUst U TemnepaTtypsl,
C BO3MOXHOCTbIO XpaHeHus 10-Tn
rnocrnegHnx NpoToKONoB B NaMsaTu
cTepunumaartopa (no Belbopy — A0
[ecaTKOB Thicay Ha SD-kapTe)

. noakniounTb ctepunusatop k MNK un,
nonb3yscb COPTBEPOM
«PrinterArchive», coxpaHaTb
NPOTOKOSbl B NAMSATW KOMMbloTEpa

. NOAKIIOYNTL CTEPUNN3ATOP
K NOKanbHOW BbIYUCIIUTENBHON CETU
(JIBC) ¢ npumMeHeHnem npuknagHon
nporpammbl «Ecosoft» n cuctemsl DP 3.5

. MCMNomnb30BaTb BCTPOEHHbIV NPUHTEP
C BO3MOXHOCTbIO BblOOpa 04HOro 13
[OBYX BbIBOAOB rpachmyeckmx gaHHbIX

O6becneyeHue ans
cepBuca

ABTOMaTHKa obecneyeHa LMPOKUM
Habopom nporpamm Ass NpocToro
KOHTPOS, TEXHUYECKOTO OBCNyKNBaHUS
N TECTUPOBaHUS (MIHTEPaKTUBHbIE
CXeMbl TPYOHbIX COEQUHEHWI, TECT-
nporpammbl, No3BOSSIOLLME NPOBEPSIT
3MeMeHTbI 3alUMThbl annapara, yCTaHOBKY
KanubpoBok 1 T. A4.). Bcé ato aensetcs
rapaHTVen HU3KMX KCMyaTaLnOHHbIX
pacxonoB M ANUTENBHOTO CPoKa CryXobl
annapara.B annapate moxHo nogpo6Ho
3annaHMpoBaTh CEPBUCHbLIE OnepaLmn

C nocneayoLwmum n3obpaxeHnem
npenynpexaeHust Ha aucnree unm

B pacreyaTke Ha NpuHTepe.

Steriwap HP IL

F1E% 00k TR0k

SEEZAES kPa TIPS kPa

@

MMM Group

KOHCTPYKTMBHOE UCNOMHEHME YCTPOMUCTBA yrpaBneHns
annapartom, No3BonsLLee ycTaHaBNMBaTh MNonoXxeHue
naHenn ynpasneHns ¢ CEHCOPHbIM AUCTINEEM,
NpuaaéT eMy YHUKanbHyt oopMy OTKMOHOrO nynbra
obcnyXnBaHusi, KOTOPbIA B COCTOSIHMM 6e30eNCTBUS
aBTOMaTU4YECKM BO3BpALLLAETCHA B UCXOQHOE
nonoXeHue 1, cnegoBaTteribHO, He NoaBepraeTcs
BO3MOXHOMY NMOBPEXAEHUIO B TEKYLLEM pEXMME
paboTbl. ObecneymBaeT yaobounTaeMocTb U NPOCTOTY
obcnyXmnBaHMs He3aBMCMMO OT pocTa oneparopa.

B ctaHgapTHoe ocHalleHve annapara BxoauT
BCTPOEHHbIN TEPMONPUHTEP NS AOKYMeHTauumn
NpoLEeccoB CTePUNM3aLMm C BO3MOXHOCTbLIO Bblbopa
OOHOWN M3 ABYX rpadunyecKknx nporpaMmm pacrnedartki.



LLinpokuit Habop NpuKnagHbIX NporpamMmm Ansa cneunduyeckux notpedGHocTen

nonb3oBaTens

nabopatopun
dapmaueBTHKa

BSL 3, BSL 4

6vomopaenu (pasBeneHve
NnabopaTopHbIX XKUBOTHbIX)

Maposon ctepunusatop STERIVAP® MoxHO
MCNonb30BaTh AN CTePUNU3aLmm NPOYHbIX
npeaMeToB, MOPUCTLIX Y NIACTMaCcCOBbIX
mMaTtepuvarnos, NPUroTOBMEHUS 1
nocneayLLen cTepunm3aunm cpea Ha
OCHOBe arapa (nuTaTenbHbIX cpes), Ans
CcTepunu3aummn pacTBOpPOB B OTKPbITbIX

1 3aKpbITbIX BYThINAX, AE3UHDEKLMN
maTepuarnos, o6e33apaxmBaHus
nabopaTopHbIX OTXOAOB. ..

B Habope OCHOBHOro NporpamMmMHOro
obecneyeHus npeanaraetcsa Ao 20
CTaHAAPTHbLIX NPOrpamMmm, CoCTaBNeHHbIX
no cneuudnyeckum TpeboBaHNAM
3aKasuuKa.

CTtaHgapTHOEe nporpaMmMHoe
obecneyeHune

e «Moporpes» 134 °C/ 1 MuH

Banugupyembie nporpammbl

cTepunmnsaumm

*  «YHuBepcanbHasa» 134 °C/ 7 MuH,
C nocneaytoLlen CyLIKon

*  «YHuBepcanbHasi, KOHTeNHepbI»
134 °C/ 7 MWH, C UHTEHCUBHbIM
[ocCyLuBaHNeM

. «Pe3uHa» 121 °C/ 20 MuH,
C nocneaytoLlen CyLIKon

¢ «MHCTpyMeHTbI, yCKOPEHHO»
134 °C/ 4 muH, c nocnepytoLen
KOPOTKOW CYLLUKOW, ANsi HeyNakoBaHHbIX
WHCTPYMEHTOB, NpefHa3HavyeHHbIX Ans
HEeNoCpeaCTBEHHOO NCNONb30BaHNs

TecT-nporpammbl

e «Tect BoBu-Ouka» — Tect
NPOHWKHOBEHUS Napa
— 134 °C/ 3,5 MuH

o «TecT BaKyyma» — TecT
BO3[yXOHENpPOoHMLaeMocTu
Kamepbl, NPOOOIMKUTENBHOCTb
(hasbl BbIpaBHMBAHWUS 5 MUH,
npopormknTenbHocTb Tecta 10 MuH

3arpyxeHHble B annapar nporpaMmmbl
MOXHO B Nntoboe Bpemsi MoandmumpoBaThb
MpW NOMOLLY CUCTEMbI YMMOBBIX KapT
HenocpeaCcTBEHHO Y NOMb3oBaTens
annapata. Ha 4vMnoBbIx KapTax XpaHsTcst
HOBblE NpOrpammbl, pa3paboTaHHble
1 NPOBEPEHHLIE HA 3aBOAE-M3roTOBUTENE
no 3akasy (8o 20 nporpamMm Ha ofHOW
4MMNOBON KapTe).
CneumnanbHoe nporpaMmmHoe obecneyeHne
ansa nabopartopui No3BonseT
o6cnyxnBaroLLEeEMy NEPCOHarny BbIMOMHATb
VNHAMBMAOYaNbHYO KOPPEKTUPOBKY
BBEeAEHHbIX B annapar nporpaMmm
cTepunusauum, Hanpumep, Arnold -
nponapvBaHue.
Monb3oBaTernb MOXET KOPPEKTUPOBATL
B Nporpamme:
e TemnepaTypy cTepunmsauum
B npegenax = 3 °C oT 3agaHHbIX
3HayeHun, BepxHui npegen 135 °C
*  MPOJOMKUTENBHOCTL CTepUnn3aunm
B AnanasoHe 0—600 MuH
*  MPOJOMKUTENBHOCTL (Pasbl CYLLKU
0-60 mMuH
*  yucno gas cywku ot 0 go 10 a3
. yncno otkadek ot 0 go 10 cpas
e TemnepaTypy OXnaxaeHus
B Mporpammax anisi oopaboTku
pacteopoB 70-98°C
+  napameTp F B nporpammax
C ynpaerneHWeM no aToMmy napamerpy,
B npegenax 0—-600

Kpome Toro, npegnaraetcs cneuuanbHbii
codptBep UNICONFIG, no3sonstouymi
MoauduLmMpoBaTh BCe napaMeTpbl Lukna
cTepunusaumm (otkadka, rmybuHa Bakyyma,
3KCMO3ULMS, CyLlKa) U ycTaHaBNMBaTb
3Ha4YeHus TemnepaTypbl U BpEMEHMW LMKNa
cTepunusaumnu. MNporpaMmmbl, COCTaBNEHHbIE
no cneuunduyeckum TpeboBaHnsaM,
HeobXxoayMMO BanuaupoBaTh y 3akasduka.

[MporpammHoe obecneveHmne rno BbIOOpY

CneumnanbHble nporpamMmmsbl

(6e3 HeobxoanMmMocTU nNpumeHeHust datunka PT 100)

p Z| o Z| o = w O 2| w
S| = S gl 2 32 =92
[kPa] g|s 2l 5| & = HER
S| =1 = = oo
ol ¥ ol ¢ o i Wi e
SEE- 2 <
] ] ] w
o
2
300 | 2
o
o
200 -
100 L — — |—f— — —[+# — ¥ — — _\- = — = g—
atmospheric
pressure
o VYV V4

t [min]

O6o3HayeHus
(npurogHble ans BSL 3, BSL 4)

1. oTKayka kamepbl Yepe3s
GakTepuonornyeckuin hunbTp

2. cbop KoHAeHcaTa ¢ HenpepbIBHOM
cTepunusaumei

3. noacoc Bo3ayxa yepes
BakTepuonornyeckuit unbTp

OHpockornbl @

[MpuoHbI

Kpenudgensat

Jlanapockonbl @
Obe3zapaxvBaHNe OTXOO0B ~ @ ®

- nabopatopuy (c Ucnonb3oBaHNeM
HakTepuonornyeckoro unbTpa
1 MPUMEHEHMEM CTEPUNN3ALUM
koHaeHcara); BSL 3, BSL 4 —
KNeTKM; 0TX0Zbl, BO3HMKaIOLLME
B NlabopaTopusix

OesunHdekuns 105 °C e
OnTnyeckne MHCTPYMEHTLI @
MnacTmaccoBble KoBEeThI
[peBecHbI NOPOLLOK @

O6es3apaxvBaHue

P
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MponapuBaHve Annonnactuk

75 °C unn 100 °C/10 muH
(nporpammbl Tna Arnold)

MpoxoxaeHue (matepuana

Jepes kamepy) — NS nepeMeLLeHus
MaTepuana ¢ YICTOI Ha HEYMUCTYHO
CTOPOHY, C BO3MOXHOCTbHO
AE3NHMULMPOBAHUS KamMepbl Napom @

P
[kPa]
300

200

100

MMM Group

. CO crneuuasbHbIM TECTUPOBaHNEM NapTUM 3arpy3ku
(vnntocTpaTuBHbIE rpadhukm)

P
[kPa]
200

t[min]

MeTuneHoBbI TecT ® ABapuiHbIvi TecT / MNpomMbiBKa @

CneumnanbHble nporpaMmmbi
C BO3MOXHOCTbH BbIDOpa NpUMeEHeHns
rmbkoro gatumka PT 100

° C CamMOonpomn3BOSIbHbIM OXnakaeHnem

P P
[kPa] [kPa]

200
200 +

T
I\ )
L1 Ay N v tlmin]
\\ /
ol ¥

PacTBopbl, ¢ caMonpon3BOibHLIM
oXnaxgeHnem

PacTtBopbl, c oTkaukon Bo3ayxa
PacTBopbl, ¢ ynpaBneHuem no
napametpy F_ o

KopM Onsi )KMBOTHbIX @
(BO3MOXHOCTb MHAMBIAYANBHOTO
MpUMEHEHNs AaTumKa B 3aBUCMOCTU
0T BUAa kopma)

» * G NpUHYANTENbHBIM OXNaXaeHNeM
(iPa) 1 NPOTVBOAABNEHUEM BO3ayXa

200 P
[kPa]

200

t[min]

t[min]

Arapbl (nuTatensHble cpegbl), \
C CamonpoN3BObHbIM u

oXnaxaeHvem PacTBopbl, C NPUHYANTENbHBIM

oxXnaXaeHNeM 1 C COXpaHeHneM
[aBreHust BO3AyXoM = @
PacTBopbl, C NpUHYAMTENBHBIM
OXNaXXAEeHNEM U C COXPaHEHNEM
[aBneHusl BO3LYXOM,

C ynpaBreHvnem rno napamerpy
F,oe

Amnynel -~ e

Arapbl (nuTaTenbHble cpeapl),

C NPUHYAMTENbHbIM OXNnaxaeHnem

11 BO3MOXHOCTbO pa3Bapkit

CneuuanbHble nporpamMmbl

. C GaKTepVoNorMyecknm UNLTPOM Ha BXode/BbiXoAe CTEPUNN3ALIMOHHONM
Kamepbl 1 HEMpPepbIBHOW CTEPUNM3aLIMEN KOHOeHcaTa
(npurogHble ans ® BSL 3, BSL)

. C LUMPOKM HabopoMm aaree cneunuuMpPOBaHHOIO OCHALLEHMS!
annapara rno BblGopy

L
K
I



YHucpmumpoBaHHas
cuctema OcHalleHue no
BbIOOpY

ofHoABEPHOE MNW ABYXABEpPHOe
(npoxogHoe) ncnonHexue,
0bNMLOBOYHbIE MAHENN U3 NINCTOBOW
HepxaBeloLen cTanu, BO3MOXHOCTb
BCTpaviBaHUsi B pa3fenuTeribHbie CTEHbI
13 HepXxaBeloLLen CTanu, 3epkanbHoe
UCMNonHeHWe annapara, No3sonsioLiee
B CNyyae pasmeLLeHUst HECKOMbKMX
annapartoB B psiAy 06beanHNTL ABe
CepBUCHbIE 30HbI B OHY

WCTOYHMK napa nosblbopy
FD — nutaHve napom
ED — nutaHve napom 13 cobcTBEHHOro
naporeHepartopa
FD ED - nutaHue napom u3
NMOCTOPOHHErO UCTOYHMKA MEAULMHCKOTO
napa unu nuTaHve napom u3
cobcTBEHHOrO NaporeHepaTopa
(nepBoHavanbHo - FED)
FDD — nuTaHne napoM u3 cobCTBEHHOTO
naponpeobpa3soBaTtens nap/nap
(naponpeobpasoBaTenb nuTaeTcs
TEXHUYECKMM NapoMm)
ED FDT — nutaHue napom u3s
cobcTBEHHOrO NaporeHepaTopa
1 NuTaHve oborpesatoLLen pybaLlku
TEXHUYECKUM Napom
FD FDT — nutaHue napom u3
NMOCTOPOHHErO UCTOYHMKA MEAULMHCKOTO
napa u nuTaHue oborpesatoLLeln
py6aLlKku TEXHUHECKMM NapoM

NpefoXpaHnUTENbHbIN KnanaH 13
Hep)kaBelLuen ctanm
rasonnoTHOe UCMONHeHWe annapara
«Bio-Seal» ¢ BO3MOXHOCTbIO
HEe3aBUCKMOrO HeMpepbIBHOTO
YNOTHEHNS ABepeW Kamepsbl
HarnopHbIM BO34YXOM Y BO3MOXHOCTbIO
aBTOHOMHOIO YrpaBneHusi ABepbio Ha
no6oi cTopoHe
K creuvnanbHble cTepunusyemMble
UNBTPLI U3 HepXXaBetoLLen CTanu Ha
BXO[€ W BbIXOAE M3 CTepUNn3aLmoHHON
Kamepbl — 6akTepronorn4ecknin punstp
Ha BbIxofe 13 kamepbl (Obe33apaxuBaHye,
BKIOYAs CTEPUNM3ALMIO KOHAEH caTa) —
CTEpPUNU3yeMbI GakTepPUONOrnMiyecKkmi
duUnLTP Ha NoABoAe Bo3dyxa
€ npucnocobnexnem Ans Tecta
COXpaHHOCTH
1) natunk Temnepatypbl PT 100
I} cucTema YMnoBbIX kapT
IP) kioBeTa-kanneynoBuTernb Ans
pacTBOpOB, ycTaHaBnMBaemas
B CTEPUNU3ALMOHHYIO Kamepy
BO3MOXHOCTb BCTPauBaHus y3na ans
[OOXNaXAeHUs koHgeHcaTa
IE1 «Air detector» - ycTpoiicTBO Ansi
HenpepbIBHOTO KOHTPOMS NPUCYTCTBUSA
BO34yXa Y HEKOHAEHCUPYEMbIX ra30B
B CTEpUNM3aLMOHHON Kamepe B Xxoae
BbIMNOMHEHUS KaXaoW nporpammbl
cTepunusaumm ans obecneveHns
MakcumMarnbHou 6esonacHocTv npouecca
- B OTNNYME OT CTAHAAPTHbIX NPOBEPOK
npu NoMoLLM TecT-NporpamMm
(Tect Bakyyma un Tect bosu-fjuka),
NpoBOAMMbIX TOMbLKO pa3 B AeHb nepes
Havanom pabotel (HTM 2010)

!!

nonupoBaHHasi BHyTPEHHSA
NMOBEPXHOCTb CTEPUITN3aLMOHHOW
Kamepbl Mo Kraccy LepoxoBaTocTu
Ra 1,25 mkm (Ra 50 mkatoiMoB);
0,8 mkm (Ra 32 mkarorima);
Ra 0,125 mkm (Ra 5 mkatoiMoB)

2l cucTemMa TPaHCMOPTHBIX U 3arpy304HbIX
Tenexek — paMa Ansi 3arpy304How
TEnexKu

cMcTeMa akceccyapoB Afsi pyYHON
3arpysku MatepuanoB — HanpaensawLme
ceTyaTbiX MOSIoK, AblpYaTbIX MNOMOK
BEHTUNN U3 HEPXXABEIOLLEN cTanu
C pe3bboBbLIMU LITYLIEPaMUN UK
npuBapHbIMU NaTpybkamu Tuna
«CLAMP»

[OOMONMHUTENbHbIE MEXaHUYeckme
MaHOMEeTpbI
— Ha CTOPOHE 3arpysku
— Ha CTOPOHE BbIFPY3KU
noazoH rnog annapat
WA KpynHopa3mepHbI CEHCOPHEI aucnei
«touch screen» 12" Takke Ha CTOpoHe
BbIrPY3KM
cKaHep LWTpux-koda
IE] cneuyanbHbIi codoteep «PrinterArchive»
ONsi XpaHeHUst JOKYMeHTaLum napTuin
3arpy3ku B namstu MK
codpTBEP AN NOAKMYEHUS
cTepunusaTopa K KOMMbITEPHOW CETU
(J1IBC)
[ | naccvBrpoBaHue (TpaereHue)
NOBEPXHOCTU Kamepbl
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[ | nporpammHoe obecneveHvie
Ana nabopatopuii — No3BonseT
obcnyxueatoLLemMy nepcoHany
BbINOMNHATL UHAVBMAYATNbHYO
KOPPEKTUPOBKY BBEAEHHbIX B annapar
nporpamm
cneuuarsnbHble NporpaMmbl
— CTepunusaumsa pacTBopoB
C CaMOMpPOU3BOMbHbLIM OXNaXAeHNeM
py6aLukv 1 BcnomoraTesibHbIM
[OaBreHnem Bo3ayxa (CoOaepXUT Takke
rmbkuin aatunk Temnepatypbl PT 100)

[ | PacTtBopbl, C ynpaBneHvem no
napametpy Fo

[ | cneumanbHbii codptep MOVEX®,
MO3BOMSAOLLNA MOAUULIMPOBaTb
oTaenbHble dasbl Lukna crepunusaumnm
(oTkauka, rnybuHa Bakyyma,
9KCMO3MLMS, CyLUKa) U yCTaHaBNMBaThb
3HayeHNs TeMnepaTypbl ¥ BPEMEHN
uMkna ctepunusaummn (Heobxoammo
BepucmumpoBatb Ha 3aBofe-
nsrotosuTene)
MOHUTOPWHI pabounx cpen —
HenpepbIBHbIA KOHTPOMb NapamMeTpoB
BXOAHbIX Cpea (HanopHOro Bo3ayxa,
obecconeHHom 1 oxnaxgatoLlen Boabl)
hyHKUMSA «DHEpreTnyeckmn
MakcMMym» — perynmpoBaHune pexumva
paboTbl 060pya0BaHNA — KOHTPOMb
3HEepreTMYeckoro makcumyma otbopa
3MEKTPOIHEPTMM NP NOAKMHHEHNN
HECKOIbKMX annapaTtoB K 3MeKTPoCceTH

I ponnyeckoe ncnonHeHre Ans CTpaH,
rae npeobnagaer BbiCOkasi Temneparypa
oxnaxgaroLlen Boabl
npnbopbl ANS NOAKMHOYEHNS
K 3nekTpoceT Mo Bblbopy
B COOTBETCTBUM C 3a4aHHLIMU
napameTpamu ceTu
npuGopbl Ans NOAKMHYEHNS
K 3reKkTpoceTu no BbiGopy
B COOTBETCTBUM C 3a4aHHbIMU
napameTpamu cetu

aBTOMaTU4YecKoe OTKpbITUE ABepU
B CIy4Yae OTKIYEHNs NUTaHWs
kapTa namatn émkoctbio 32 I'b ans
3anuncu LMKMoB cTepunmaaumm
(8o 100 Tbicsi4 YacoB permcTpaumm)

B «Audit trail» — 3annch cucTeMHbIX
CcoBbITUI Ha KapTy NamsaTu
(cooTBeTCTBYET MIHCTPYKLMM
21CFR, part 11) CILLGRED
KpenneHve annapata ans
CcencMoakTUBHbIX obnacTen

Akceccyapbl

TpaHcrnopTHas Tenexka
2 3arpy3oqHas Tenexka

a) aons pacTtesopoB
b) yHuBepcanbHasa
C) cneumanbHas

YKl norika U3 Hep)xaBetoLLen ctanm

721 ceTuaTasi norka 13 HepxxasetoLLen
cTanu (3a ucknoveHvem mogenen 446
n 636)

73 KPIOK 151 BBIEMKM 3arpy304HbIX TENEXKEK

43 lWnpoknin Habop NabopaTopHbIX
NPUHaANEeXHOCTeN — NakeTbl U MELLKU
ANs 3arpsa3HEHHOro maTtepuana,
CTEPUNUN3ALMOHHbIE KOP3UHbI,
nnactMmaccoBasi nocyaa, npoGupkm,
yawku MNeTpwn 1 gp.

OCHOBHas fokyMeHTauus 1Q, OQ, PQ
ana sanupauum no GMP n GLP
I vcrbmanus v Banuaaums no cTaHgapTam

EN 285+A1 n EN ISO 17665
BO3/1YLUHbIVA KOMMpeccop, BKItoYas
BO34yXOOTBOAYMK U KOpnyc (Anst
annaparta ¢ AOMOMHUTENbHbIM
obecneyveHunem MNporpamma
anst o6paboTku pacTBOpoB

C NPUHYAMTENBHBIM OXNaXaeHneM

py6aLlku 1 BcnoMoratesibHbIM
AaBneHvem Bo3gyxa Heobxoaum Gornee
MOLLHbIA KOMMPEeccop, HanpumMep, TMna
Ekom plus 2 V)

I yCTaHoBKa A5 MOATOTOBKM
obGecconeHHol Boabl

B raxer WNHAMKATOPOB A HayarbHOro
KOHTpons

M o BbIGOPY - Si3bIkOBasA Bepcus Ans

B3aVMOAENCTBUS C annapaToM. ..



MpenocTaBneHue ycnyr
3aKa3umKam

NMpoaymMaHHbIe pewweHusa
ONA OXpaHbl OKpyXKatloLen

TEXHUYECKWUE NMAPAMETPbDI

MMM Group
cpen! Moaenb SPHP IL
Hapsagy ¢ o6bi4HoM I'IVOCTaBKOI7I TEXHVIKN Annapat yaoBneTBopsieT BCEM YnpaBneHne naporeHepaTtopomM 3 OBvam OK. Makc.
npegnaraercsi HoBbIV cnekTp ycnyr. CepBuc ~ COBPEMEHHbIM 3KONOMMYECKUM OCYLLLECTBNSETCA MUKPOMPOLIECCOPHOM Paaviepei Ynero | kameps Macca notpebnaemas OK. MakcUManbHoe MoTpeGneHme Ha 1 Lk cTepuamMsaLmi
. Mogenb (BbICOTa X WKPUHA X rNy6uHa) [MM] crepun [kr] MoLLHOCTb [kBT] /
1 TEXHUYEecKasi MOMOLLb Nosib3oBaTeNaM TpeboBaHuaM. He oka3biBaeT BpeaHOro aBTOMaTMKOW. B cTaHAapTHOE OcHalleHune S eFlVIFI)'WILi [n] npeaoxpanh. [A]
MOSTHOCTbHO o6ecneqv13aroT0ﬂ onarogaps BNAHWS Ha yCIOBNA TPyAa M OKDYXaloWylo  naporeHepatopa BXOAUT aBTOMAaTUYeckoe E—— pE— crer [ o . o o R Meppa] | °monr | onant
CO3aHN0 BCEMUPHOW CEeTU AOroBOPHbIX cpeny. Hapy)KHbII/I N30NAPYOLWNN KOXYX YCTPOUCTBO LWW1iamoyganeHus. ,D,J'IFl kamepa - annapar B A soga** [w*] P [kBT.u] [kBT.u]
0praHV|3aL|,|{||7| komnaHun OO0 CTepunM3aLmoHHOM Kanepr Bbll'lO{IHeH N3roToBieHNA annapaTta NpUMeHATCA 446 -1 480x450x700 1918x1200x970 1 148 780 750 24,5/63 2/10 0,06 0,006 5 5 03
«BMT Medical Technology s.r.0.». Co3gaHa 13 ropsi4eoLIMHKOBaHHON JIMCTOBOM KayeCcTBeHHble MaTepuarnsl, PP PR 191312000090 ; o 200 - 24563 20 000 0008 5 - 0
pa3BeTBMNEHHAsA CeETb (PUPMEHHbIX OTAENOB cTanu ¢ Ka4yecTBEHHOWN n3onsumen, rapaHTupyoLmne ero 4ONroOBEYHOCTb. - o e i : : :
CEPBUCHOrO 0OCNYXMBaHWS, NMOAKMIOYEHHBIX 32 CHET KOTOPOW CYLLECTBEHHO AnnapaT MOXeT ObITb AOMNOSNHUTENBLHO 559 -1 509x509x990 1918x1200x1270 - 254 890 840 245/32 2/6 0,07 0,008 7 6 03
k cepucy HOT-LINE, koTtopbinn 6bicTpo YMeHbLUATCS TensoBble NoTepu u, CHaG)KévH Y3IoM [ JOOXNaXaeHUst 559 - 2 509x509x990 | 1918x1200x1290 254 930 880 24.5/32 26 0,07 0,008 7 6 03
pearvpyeT Ha 3anpockl 1 TpeboBaHusi cnepoBaTenbHO, obecneynBaeTcs CTOYHOW BOAbl C BO3MOXHOCTbIO YCTaHOBKM
3aka3unkoB. [n1s obecneyeHus 9KOHOMMUS! SNEKTPO3HEPruK. BecLuyMHbIii BLIXOJHOV TeMnepaTypbl CTOYHOI BOALI. 6361 | 670<350x700 | 1978x1000x970 2 160 6% 660 | 24s/63 | 2010 006 0.008 5 ° 03
KoMcpopTa Nonb3oBaTens ¥ BO3MOXHOCTM [BYXCTYMeHYaTbIi BakyyM-Hacoc Annapat He co34aéT HUKaKUX BpeaHbIX 636-2 | 670x350x700 1918x1000x990 2 160 830 800 24,5/63 2/10 0,06 0,006 5 5 03
ObICTPOro 1 Ka4eCTBEHHOIO CEPBMCHOMO CTaHAAPTHO OCHALLEH BCTPOEHHBIM oTxo4oB. B LexoBom nponsBoacTee 666 — 1 200x650x690 19181300970 4 314 910 860 38063 2010 0,07 0,008 7 6 04
obcnyxunBaHus 6eina paspabortaHa YCTPONCTBOM 3KOHOMMUU NUTATENbHON NMPUMEHSIOTCS 9KONormveckn 6esonacHole
crneumanbHasi asToMaTMyeckas BOZbl, 06GECTEYMNBAIOLLMM CHKEHME meToabl 06paboTku. Bee cyllecTBeHHble 666-2 | 700xB50x6%0 | 1918x1300x990 4 s14 980 930 38/63 2/10 007 0.008 7 6 04
AmnarHocTunyeckas nporpamma. lNocrtaeka 3KCNyaTaLUMOHHBIX pacxofoB Npubn. Ha YyacTu annapara 1 ynakoBKy MOXHO 669 - 1 700x650x990 1918x1300x1270 6 453 970 920 47/80 2/10 0,08 0,009 9 7.5 04
z o M .
3anacHbIx Yyacten obecnevmBaeTcs 15%. MoLwyHbI naporeHepaTop YHUKaNbHON  yTUNU3NpoBaTb. O6opyaoBaHue coaepXxuT 669 - 2 700X650x990 1918x1300x1290 6 453 1080 1030 47/80 210 0,08 0,009 9 75 04
napannenbHO C U3roToBEHEM KOHCTPYKLMKN 0BecneveH cmMcteMoi 95% cTanu, 4% npyrux matepuanos, 1%
huHanbHbLIX NPOAYKTOB U SBASETCA aBTOMaTMYECKOrO BbIBEAEHUS COonell, anekTpomarepuana v nnactmacc. Mocne 6612 -1 | 700x650x1340 | 1918x1300x1620 8 610 120 1070 48/80 3/10 0.09 oo n 9 08
HEOTBbEMIIEMOWN COCTABHOM YacTbtO obecneynBaeT KOPOTKOE BPEMS LIMKIOB BbINOMHEHNS AeMOHTaXa NpPaBoOMOYHbIM 6612 -2 | 700x650x1340 | 1918x1300x1640 8 610 1260 1210 48/80 3/10 0,09 0,01 1 9 06
CUCTEMbI YNPaBNEHNst AEATENbHOCTLIO cTepunmMsaunn U NOCTOSAHHOE BbICOKOE NMLOM 3KOMornyecku GesonacHyro 6615 -1 | 700x650x1640 | 1918x1300x1920 0 a8 70 120 57/85 3218 016 0012 13 1 Iy
cepsuca. Bcé ato aBnseTcsa rapaHTuen KayecTBO napa. NNKBMAALMNIO MPON3BOAAT B COOTBETCTBUM
HW3KMX 3KCMIyaTaLMOHHbIX pacxonos YHuKarbHas cocTaBHas AByxKaMepHas ¢ npeanucanusimm EC, oteevatowmu 6615-2 | 700xB50x1640 | 1918x1300x1940 10 748 1310 1260 57/85 32016 0.18 o012 13 ‘4 "
1 ANWTENbHOrO cpoka cryx0bbl annapara. py6allka c HOBOW CUCTEMOM Brycka napa Wuctpykumm WEEE (Waste Electric and 6618 -1 | 700x650x1940 | 1918x1300x2220 12 885 1340 170 66/100 416 02 0013 15 15 14
B CTepMJ'II/IsauVIOHHyro KaMepy |'|03BOJjﬂeT EleCtI’OnIC EqUIpment)' 6618 - 2 700%x650% 1940 1918x1300%2240 12 885 1470 1290 66/100 4/16 0,2 0,013 15 15 14
CHU3UTb NOTpebneHne obecconeHHon Boabl
NoYTU Ha 20%_ 969 - 1 1000 x 650 x 990 1918%1900x1270 9 647 1490 1400 48/80 4/16 0,12 0,012 12 n 0,7
969 - 2 1000 x 650 x 990 1918x1900x 1290 9 647 1750 1660 48/80 416 0,12 0,012 12 n 07
9612 -1 1000x650x 1340 1918x1900x1620 12 868 1830 1650 66/100 4/16 0.2 0,013 15 16 14
9612 - 2 1000x650x 1340 1918x1900x 1640 12 868 2040 1860 66/100 4/16 0.2 0,013 15 16 1.4
9615 -1 1000x650x1640 1918x1900x1920 15 1060 1720 1580 76/125 4/16 0,25 0,02 20 21 1.6
9615 -2 1000x650x1640 1918x1900x 1940 15 1060 1880 1700 76/125 4/16 0,25 0,02 20 21 1.6
9618 - 1 1000x650x 1940 1918x1900%2220 18 1260 1870 1690 76/125 5/16 0,3 0,025 23 23 1,7
9618 - 2 1000x650% 1940 1918x1900x2240 18 1260 2070 1890 76/125 5/16 03 0,025 23 23 1,7
9621 -2 1000x650x2300 1918x1900%2600 21 1490 - 2560 - 5/16 0,4 - 26 - 2
12612 -1 1360x650x1340 2200x2000x1640 16 1182 1930 1750 85/125 4.2/16 0,3 0,025 23 23 1,7
12612 -2 1360x650x1340 2200x2000x1660 16 1182 2230 2050 85/125 5/16 03 0,025 23 23 17
12622 -2 1360x650x2300 2200x2000x2620 28 2020 - 3100 - 5/16 0,5 - 34 - 2,2
Mopenu 969, 9612, 9615, 9618, 9621, 12612, 12622 — ¢ ropu3oHTaNbHO-NEPEABWIKHLIMW ABEPSIMU Mopenu 6618, 969, 9612, 9615, 9618, 9621, 12612 — naporeHepaTtop
TQXH NKa Ha cny)KGe yelnoBe Ky_ Mopenu xxx—1 — ofiHofIBEPHOE UCNONHeHe Mofenm xxx—2 — AByxABepHOe (MPOXOAHOE) UCTIONHEHNe pa3sMelLéH Hafl CTEPUM3ATOPOM WM PAAOM C HIM
Mopkniovaemoe HanpsixeHve - 3 PE nepem.toka, 400/50/60/Tu,. *FD — nuTaHve napoM 13 NOCTOPOHHETO CTOYHMKA MEAMLIMHCKOro napa
Mopkniouaemoe HanpsixeHnne ans moaenu 559 -3P/N/PE 480 B, 60 'y (ans CLUA). **ED — nuTaHue napom u3 cobCTBEHHOrO naporeHepaTtopa
KOMd)opTHo; 3KOHOM M "'I Ho! 6esonaCHo' YpoBeHb Wwyma, Makc. 78 ab. *** — pa3mep He CTaHAApPTU3NPOBaH A KOHTEHEePHON CUCTEMbI c €

3HaueHust MOTyT OTNIMYaTLCA B 3aBUCMMOCTUN OT KOHKPETHbIX NapamMeTpoB NapTum 3arpy3ku 1 cpes. VIaMeHeHns KOHCTPYKLUMKN N UCNONHEHUS HE UCKIIOYEHbI.
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