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HOPMATKBHbBIE TPEBOBAHINA

B pasHbix npoLeccax 1 Ha pasHbix CTAAMAX GAPMALEBTUHECKOrO NPOM3BOACTBA UCMOMb3YETCS BOAA, K KOTOPOi NPEAbSBASIOTCA TPebOBAHMS MO XUMM-
4ECKOMY U MUKPOBHONOrnieckoMy cocTaBy. Halue BCEro npeanpusiT1s OPUEHTUPYIOTCS HO AMEPUKAHCKME, EBPOMENCKME UM POCCHIACKME HOPMATHBEI.

Mokasarenu

United States

Pharmacopeia

European
Pharmacopeia

United States
Pharmacopeia

[® Poccuu
dC 2.2.0019.15

<1.3 MkCm/cm

European
Pharmacopeia

[® Poccun
dC 2.2.0020.15

<4.3 MmkCm/cm

Bopa ans nnbekumin Bopa ounweHHas Bopa Beicoko-
ouMLLEHHAs

European
Pharmacopeia

<1.1 MmkCm/cm

SnekTpo- <1.3 MkCm/cm < o
NPOBOAHOCTb npu 25 °C - <1.1 mkCi/ e npw 20 °C npu 25 °C - npu 20 °C npu 20 °C
Taxensie meTannbl - 0.1 mr/n no metognke PC - 0.1 mr/n no metognke PC  no metoanke PC
Hutparte - 0.2 mr/n no metoanke PC - 0.2 mr/n no metognke PC  no metoamke PC
06“'“«” oprasu- <0.5mr/n <0.5mr/n no metoamke PC < 0.5 mr/n <0.5 mr/n no metognke ®C  no metoamnke OC
Yeckuit yrnepoa,
Konuewtpauns 6 4 ¢ OE /un < 0.1 KOE/Mn <0.1 KOE/mn <100KOE/mn <100KOE/mn  <100KOE/mn  <0.1 KOE/mn
MMKPOOPraHWU3MOB
He nuporenHa no [P X1,
DHAOTOKCHHBI, Bbin.2, c.1183 (OPC-42-
NUPOreHHOCTb B 002-00 baktepuanbHbie - - - <023 B
SHAOTOKCHHBI)
CyxoM ocrartok _ - 0,001% - - 0,001% -




PEKOMERZAUNN TTO TPUTOTOBJIEHNIO BOb —
DPAPMALIEBTMHECKOTO KAHECTBA o

Bopa ounweHHas '
P

Poceus
Mucemo NO5-MC-035 O6patHbiit ocMoc, ynbTpadbunsTpaums, ,D,MCTMHHSII:LMSI.

SMEKTDOLEHORN3aLS OB6paTHbIit 0CMOC, NEKTPOAEUOHM3ALMS
®C2.2.0019.15 poa 4 yneTpaduUabTpaLms.
®C 2.2.0020.15

O6partHbiit ocMoc, ynbTpaduabTpaLms Ructunnaups. :
EMEA. Epocoios P + YReTP [Pz O6paTHbIit 0CMOC, NEKTPOAEUOHM3ALMS

3MEKTPOAEUOHM3ALMS

ynbTpabunbTpaLys.

O6partHbiit ocMoc, ynbTpaduabTpaums,

FDA, CLLA
3M1EKTPOASUOHU3ALMS

Ouctunnsums, obpatHbii ocmoc

PEKOMERZALUNN TTO NMPUMEHEHIO BOLb
DPAPMALIEBTMHECKOTO KAHECTBA

Bopa B cocrase npopykra

Bopa ounwenHas Bopaa BbicOkoOUMLLEHHAS Boaa ans uHbekuun

PektankHele npenapartel CrepunbHble npenaparts

MapexTtepansHele npenapatsl
HecTepunbHble HasanbHble/yLWHble

CrepunbHele reMopUnbTPALMOHHBIE
BaruHaneHble npenaparsl HecTepuibHbie CrepunbHble KOXHbIE NPENapaThl

1 TeMoANadUILTPALMOHHLIE PACTBOPbI
Mpenaparsl HasanbHble/ ywWwHble PacneinutensHeie npenaparel ¢ AMMUTOM CrepunbHble pacTBOPSI ANsi NEPUTOHANBHOTO
HECTepUnbHbIE NUPOreHHOCTH M/ NNk CTepUnbHbIE AManu3a, CTepMibHbIE PACTBOPLI NS OPOLIEHMS

KoxHble npenapatbl HectepunbHble (Ans HEKOTOPLIX BETEPUHAP-
HbIX IPENAPATOB BO3MOXHO NPMMEHEHNE MUTbEBOI BOLbI)

PacnbinutensHsie npenapaTtbl HECTEPUIIbHbIE
6e3 numuTa MUPOreHHoCTH

HecrepuneHble npenapartsl ans npuema BHyTpb
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AB 1 KOHEUHbIN NPOAYKT He [OMXKHbI BbiTh

MuTbeBas Mnm ouneHHas
CTEePUNbHbIMMK M/MJ‘IM ANUPOreHHbIMMK

Cuntes Bcex komnoHeHTos AB A0 KOHEYHOrOo BblAeNeHns U O4YUCTKN

AB 11 KOHEUHBIM NPOAYKT HE [OMKHbI BbITh

MuTbeBAs MU OUMLLEHHAS
CTePUAbHBIMU W/ MK ANMPOTEeHHBIMM

Depmentaums

AB 1 KOHEUHbIN NPOAYKT HE [OMXKHbI BbiTh

Mutbesas unu OoYuLEeHHasa
CTepUNbHbIMMK VI/MJ‘IM AMUPOreHHbIMKU

SkcTparMposaxme

AB 1 KOHEUHBIN NPOAYKT He [OMKHbI BbiTh

MutbeBas unm oumniieHHas
CTePUAbHBIMU W/ 1AM ANMPOTEHHBIMM

KoneuHoe BblAeNneHne, O4YUCTKa

AB He cTepunbHOe, NPOAYKT CTEPUIbHBIN,
Koneunoe Bbigenenmne, ounctka . Bopa ounwenHas
HeNapeHTepanbHbIi

AB cTepunbHOE, HO HE MPEAHA3HAYEHO
KoHeuHoe BbigeneHue, ouncrka Bopa ounwierHas
[U1sl NAPEHTEPANBHOTO MPUMEHEHMS!

AB He cTepunbHOE, HO NPEAHA3HAYEHO
KoneuHoe Bbiaenetue, ounctka Bopa BbicokooumieHHas
ANSi CTEPUIIBLHOTO NAPEHTEPASILHOTO NPOAYKTA

KoHeuHoe Bbigenetme, oumnctka AB cTepunbHoe anunporeHHoe Bona anst ubekumit
Mepsuunas moika Hanonuutenn u AB Mutbesas Boaa

KoneuHoe ononackusatue AB AHanornyHo Tre6osaHusm npu nponssopctse AB
lMepeuuHas moitka He crepunbHbiit npoaykt Mutbesas Boaa

BOAG OYULLEHHAs UK AHANOrnM4YHas MCnOﬂb?.yeMOl:i B MPOMU3BOACTBE, NPU YCIOBUM,

Koneunoe ononackmearme He crepunbHbiit npogykr
4TO B NPOM3BOACTBE TpebyeTcs BOAA Bonee BbICOKOrO KAYECTBA, YEM OYMLLEHHAS
CrepurbHble HenapeHTepanb-  Boaa ouMweHHas unu aHANOrMyHAas MCNoMb3yeMOM B NPOU3BOACTBE, NPU YCIOBMH,
KoHeuHoe ononackusanmne -
HbIl NPOAYKT 4TO B NPOM3BOACTBE TpebyeTcs BoAa Bonee BLICOKOrO KAYECTBA, YEM OMMLLEHHAS
MepBuyHas mowka CrepunbHbIM NpoayKT Boaa ouneHHas

CrepurbHbIi NapeHTepanbHbIi

q KoHeuHoe ononackuearme Boaa ans uusekumin
npomykTt
KoHeuHoe ononackueaume CrepunbHeIi NapeHTepanbHbIi
> 5 Bona BeicokoounuieHHas
C nocnegytowen nenuporeHn3aumen npogyKT

BO,ELG TOro Xe Ka4yectBa, 4YTO U AN KOHEeYHOoro
ONONACKUBAHUSA

Mpurotosnetmne 70% cnuprosoro pacteopa

. CrepunbHbIi npoayKT
ans 06paboTku 06opyAoBAHMS, NOCHE MOWMKM P poay




TEXHNHYECKOE SALAHNME HA CMCTEMY
PHTOTOBIEHMA 1 PACTIPELESTEHIA

JHaHHble o Toukax noTpebnexus

OBOPYLO- MOMELLIE- il:;c()‘ruuzgino- Muko- enenne ::.::::-Ir:::. Mouacoeoe notpebnerue, n
BAHME HUE - PA3Sop BbiiA o o
(Homep Touku | N2, karero- Horo kpawa or pacxoa, P €Kui npUBoA
‘ YPOBHs nona, MUH.-Makc. | (nometuts P 7-8
Ha ﬂﬂqu) pua YUCTOTbI H/C
MM vunu A)
1
2
3
JaHHble 06 OCHOBHBIX 3HEProHOCHTENAX IaHHble 06 McxogHoM BOge
* npoMbIlNeHHbIN Nap (TemnepaTypa, Aaenexne, pacxon); ® MOMHBIA XMMUYECKMIA AHANKU3;
* oxnaxaaloLWwas Boaa (Temnepatypa, AaBneHue, pacxoa); * [aBfEHWE MUH.-MAKC.;
* 3n1eKTPO3HeprUs (BO3MOXHOCTL HArpy3kH). * TEMNEPATYPA MUH.-MAKC.;

® KOJIOMOHbIA MHOEKC.
IaHHble o nomeleHnm

* nnowiaak, BEICOTA;
* Hecywas cnocobHOCTb NEePEKPbLITHS;
® TEMNepPaTYpPHbIA PexXmm;

® HanM4ue TPAH3UTHbIX KOMMYHMKGLIMFL
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| & "



YCTAHOBKM
LA TTPOM3BOLACTBA
BOLbl OYMLLIEHHOM

Mpaeuna GMP aensiiotcs ocHosononaratowmmu ans obecneve-
HWS KAYECTBA. DTH NPABMNA PEAKO NPEANMUChIBAIOT EAUHCTBEHHO
BO3MOXHbII BAPMAHT, TPeBYs NMLLbL OKA3ATENLCTBA HAAEXHOCTH
TOFO AW UHOTO UHXEHEPHOTO peLueHus. Tak, 4ns Nony4YeHUs Bogsl
ounwenHow (Water Purified), 8 matepuanax ISPE (the International
Society for Pharmaceutical Engineering), onucano 8 pasnnuHbix
cxem. Ha npaktuke, B nopaensiowem 60nblwMHCTBE Clyvaes,
MCNONb3yeTCst ABE CXEMbI: ABYXCTYNEHUYATbIA OBPATHBI OCMOC

1 OBPATHBIA OCMOC C NOCNEayIoWEN 3nekTpoaenoHmaaumen. B
Eeponeiickoit papmakonee BbigeneHa Takxe BOAA BbICOKO-
ounwenHas (Highly purified water). 91o anuporenHas soga, ¢
TPEBOBAHUSMM, AHANOTUYHBIMK TPEBOBAHUSAM K BOAE ANt MHbEK-
LM, HO nomy4YeHHas MeMBpaHHbiMiu MeTopamu. Mpu nonyuermu
3TOM BOfbl MCMOSNB3YETCS CXEMA OBPATHBIA OCMOC — 3N1EKTPOAEH-
oHusauus — ynetpapunstpaums. BWT cnocobHo npeanoxuts sce
BbIIJJeyKOSOHHble BOpMQHTbI:



YcTaHOBKM ABYXCTyneH4YaToro obpatHoro
ocmoca cepun UO

Hocrounncrtso ycranosok UO sakniouaercs B ux He-
BbICOKOM CTOMMOCTH M NPOCTOTE OBCIYXMUBAHMS.

C NOMOLLBIO TAKMX YCTAHOBOK BO3MOXHO CTABMUIb-
HO MOMNYYQaTb BOAY OUYULLEHHYIO, B COOTBETCTBUM C
kputepusmm EBponeiickoi dapmakonen — anektpo-
nposogHocts 4,3 MkCm/cm. OgHako Bce 6onblie
komnaHwuit opuentupyertcs Ha USP, a takxe ycranas-
JIMBAIOT HU3KWE YPOBHU TPEBOTH, YTO OFPAHUYMBAET
BO3MOXHOCTb MPUMEHEHMS YCTAHOBOK ABYXCTYNEH-
yatoro obparHoro ocmoca.

BWT npegnaraet crangaptHele yctaHoeku obpart-
HOro 0CcMoCa B GAPMALEBTUHECKOM MCMONTHEHMH
npownssoguTensHocTbio 4o 14 m3/4ac. BosmoxHo
MCNONHEHMWE NO UHAMBULYANBHOMY NPOEKTY.

- -
BWT
’ Phérma B Biiﬂecl.
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YcTaHOBKM 3n€KTPOAENOHU3ALMM

Komnanus BWT npepnaraet yctaHoBKM Ansi nonyyeHus Boabl
OUMLLIEHHO M BOfbI BLICOKOOUMLLEHHON HO OCHOBE YHMKANbBHbIX
cnupanbHeix moaynei Septron. BeicokotexHonornyHoe npo-
M3BOACTBO Mogyneit Septron pasmelleHo Ha 3asope BWT B
LLseiuapuu 1 siBASIETCS, HO CETOAHALIHMIA A€Hb, EAMHCTBEHHBIM
NPOM3BOACTBOM MOAYJEMN dNeKTpoaenoHnsaummn e Espone.

TexHonorus Septron No3eonseT NoNy4aTb XOPOLIME PE3yNbTATHI
NO TPYAHOYAANAEMBIM S1EMEHTAM, TOKMM KK KPEMHUH, Bop.
Mogynu Septron noTpebnsioT MeHbLLE SMEKTPOSHEPTUM MO
CPUBHEHMIO C MAOCKOPAMHBIMU KOHCTPYKLMAMK. KoHCTpyKupmst
TAKXe OT/IMYAETCS BLICOKMM YPOBHEM CAHUTAPHOM BesonacHo-
CTH, 4TO MMEET NepPBOOYEPEAHOE 3HAYEeHUE B GAPMALEBTUYECKNX
YCTAHOBKAX.

Komnanus BWT npegnaraet pasnuyHble cepumn BAnMAMPYEMbIX
YCTAHOBOK A1 MPOM3BOACTBA BOAbI OunLeHHON. OHu oTiu-
4AIOTCS YPOBHEM ABTOMATU3ALMM, MATEPUANIAMM UCTIOMHEHMS,
HONIMYMEM MNM OTCYTCTBMEM BO3MOXHOCTM TeMoBOM caHaumu. Y
HOC eCTb pelleHusi Ha NoBoi BIOAXET, 1 BCe OHW BANMAMPYIOTCS
u cootsetcTByiOT TpeboBaHnam GMP.

CTaHpapTHbIE YCTAHOBKM BbIMYCKAIOTCS MPOU3BOAMTENBHOCTLIO OT
150 n/uac po 24 000 n/uac. BosMoOXHO M3roTOBNEHME YCTAHO-
BOK MO MHAMBUAYQNBHOMY NPOEKTY.




BbIMAPHBIE YCTAHOBKM
19 TTPOM3BOLACTBA
BOObI 19 MHBEKLM
N HNCTOTO TTAPA

CornacHo HOPMATHBHbIX TPEBOBAHMIT AN NPOM3BOACTBA BOAbI
ANS MHBEKLMHN, NPEAHAZHAYEHHOM AN POPMYNSLMN NAPEH-
TepanbHLIX NPENapaToB, AOMyCKAETCS UCMOMb3OBATL TOMLKO
ancTnansumio. [pUMEHSIOTCS MHOrOCTyNeHYaTbIe AUCTUANSTOPSI,
NO3BONSIOLME CHU3UTL PACXOAbI SHEproHocuTenen. Komnaus
BWT npoussogut anctunnstopsl Multitron u Multistill.

EST WATER FEOMNOLOOY

Pharma & Biotech




Cepus Multitron

Cepus Multitron nponssogutes Ha 3a-

Boge B LLseiuapuu ¢ Havana 21 seka. o, P
i MogenbHbiit psig, MMeeT yCTAHOBKM # !

ﬁ '’ "{H

npoussoautensHocTsio o1 100 go

15000 n/yac.

I'IporpeccviBHcm TeXHOoNnorma «nnasea-

foLLero TennoobMeHHNKA» U KOMBU- !
HUPOBAHHOTO KOHAEHCATOPA, O TAKXe
KOHCTPYKTMBHQS 30LUMTA OT NEPErpeToro

napa no3BonseT:
* yBENUYUTb CPOK CyX6bl M3penus,

® NonyyYaTh AUCTUANST NOA AABNEHUEM

l M MCNONb30OBATb BBICOKME €MKOCTH,

* o6ecneunBaTh BbICOKMIT YPOBEHD
caHuTapHoi 6esonacHocTy,

e * MONYYATb YACTEIA NAP NPU HASKMX

-' j kansatpatax (Combitron).




Cepusa Multistill

Cepusa Multistill npepnaraetca ¢ 2015 roaga,
nocne npuobpeteHus koHuepHom BWT gar-
ckoit pupmel Kemiterm, umetouieit mHoroner-
HIOIO MCTOPMIO, 1 BONBLLO OMbIT NOCTABOK,

B Tom uncne, B Poccuio. KoHctpykums Ha
OCHOBE K/IACCMYECKOM CKAHOMHABCKAS TeX-
HONOTUM «NAJAIOLLEN MNEHKM» C LMKIIOHOM.
MopgenbHbii psia MMeeT yCTAHOBKM NPOM3BO-
amtensHoctbio ot 100 go 13200 n/uac.

~ DBWT

"~ Pharma & Bintech



Cepus Vapotron

MCTbIM NAp, 3TO NApP, NPU KOHAEHCALMK KOTOPOTro 06-
pasyeTcs BOAA AN MHBbEKLMM. YnCTbIM Nap BCeraa HyxeH
HO NPOM3BOACTBE NApeHTepanbHbix npenapartos. OH uc-
Nonb3yeTcs ANs CTEPUNN3ALMU PEAKTOPOB, TPAHCTOPTHbBIX
MHUM, pacnpepenuTensHbIx Tpybonposoaos. YucTeiit nap
nopaetcs B GAPMALEBTUYECKME CTEPHUANIATOPDI, HO NAPO-
BIGXKHEHWE CHCTEM KOHAMLMOHUPOBAHMS.

[enepaTopsl unctoro napa Vapotron eeinyckaioTcs npomnsso-
utensHoctbio ot 50 go 6200 kr/u.

pH HEOBXOAMMOCTU MOTYT BbITb YCTAHOBNEHBI MEMBPAHHbIE
WK TEPMUYECKME JerasaTopsl A COOTBETCTBMS TpeboBa-
Husm EN285, ananusatopsl, npobootbopHuku 1 apyrue

I E onuuu.
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Cepusa Combitron

Kak nokasbliBaeT npakTvka, YMCTbIA NAP HYXEH BE3Ae, TAE HYXHA
BOAA AN MHbEKLMM.

Ycranoska Combitron npeacraensier coboi auctunastop c yse-
NIMYEHHOM NepBOM KONMOHHOM, KOTOPAS PACCYMTAHA HA NPOMU3BOS-
CTBO YMCTOrO NApd. Takoe pelleHne NO3BONSET CYLUECTBEHHO
5KOHOMMTb KAMMUTASIbHbIE 3ATPATH M 3aHUMAaeMyto niowage. [pu
3TOM COXPAHEHbI BCE XapakTepHbie ocoberHocTn cepuit Multitron
u Vapotron. MNMostomy cepus Combitron sensetcs Hanbonee no-
nynspHOM un BocTpeboBaHHoM. OTHOLWEHWE NPOU3BOAUTENBHOCTH
nap,/BOAC MOXeT BapbMpoBaTh B Aanasore ot 2:1 go 1:4. Bce
YCTAHOBKM AENQIOTCS MO MHAMBUAYANbHLIM NApameTpam. [Tpu He-
06X0AMMOCTH Mbl NPEANAraem cnegytowme KoMbUHaLMMK:

* OAHOBPEMEHHOE NPOM3BOACTBO YUCTOTO NAPA M BOAbI ANS
MHbEKLUUM;

NPOn3BOACTBO YUCTOrO NApA BO BpeMs OCTAHOBKM NPOU3BOA-
CTBQ BOAbI 415 MHbEKL MM (BO Bpemst OCTOHOBKM OCHOBHOIO Npo-
M3BOACTBA YUCTOro Napa BO3IMOXHO Hebonbwoe NPon3BoOACTBO
YMCTOro napda ana noanep>XaHnsa CTepUnbHOCTHU J'IMHMM),‘

* OpfHOBpPEMeHHOe NPOM3BOACTBO YACTOrO NAPA M BOALI AN
MHBEKLMM NPU BO3ZMOXHOCTH YBENUYEHMS MPOU3IBOANTENBHO-
CTM MO YUCTOMY NAPY NPU OCTAHOBKE NPOM3BOACTBA BOAbI 4A1s
urbekumi (solo steam production mode).

SBWT

Pharma & Biotech
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0 ssoacTea xuakux [T1C, B Tom uncne
CIP ctanumm, N
pPAcTBOPOB. 10

KTOPbI M CTAHLUMM NMPUrOTOBNIEHMS
MAyanbHble peLleHus moboro
bLecce NPOEKTUPOBAHMs ByayT yu-
€PUCTUKM NPOAYKTA, 0COBEHHOCTH

YPOBHSi ABTOMA
TEeHbl UHAMBUA,
npouecca, raf uus. Cucrema sknioyaet B cebs
y3en noaknio b3nMBa 63 HapYLIEHUS CTEPUIBHO-
ctn. Obecne

DBOHUE pG C CUCTEMOM pacnpeneneHnsa Boabl

nyeckoe nogkntoyeHune n corna-

OTOBJIEHWNA PACTBOPOB

OUMLLLEHHOM M BOABI AN MHbEKLMA. Halwm uHxeHepsl nogbepyT
BCE HEOBXOAMMbIE JATYMKM ANsi KOHTPONS COCTABA NPOAYKTA,
Beca, obbema, pacxoaa. B cnyuae Heobxopnmoctn obopyao-
BOHWE AOYKOMMIEKTOBLIBAETCS NECTHALAMM W MNATPOPMAMM.
ObecneunBaetcsi HeOBXOAUMAS PA3PELLNTENbHAS AOKYMEHTA-
uMst ans cocynos, paboTtaolmx nog aasnexuem. MNpumensiorcs
CreumanbHble TEXHONOTUM MOHTAXA C YHETOM KOHLEMLMM YUCTBIX
NMOMELLEHUN.




EMKOCTM BObl OYMLLIEHHOM
1 BOObI A1 MHBEKLIMIA

EMKOCTM BOABI OUMLLEHHOM M BOAbI AN MHBEKLMM, KOK SNEMEHT
CUCTEM XPAHEHMS BOAbI OYMLLEHHOM M BOAbI ANS MHbEKLMMI, CO-
FNACHO NPEANMCAHUIO HEMELIKUX CTAHAAPTOB, MHcnekTopos FDA
n EMEA nocraensiotcs Tonbko n3 Hepxasetowen ctanm. Kom-
nanus BWT npepnaraet eMKocTH pasnnyHoi koHburypaumm,

B 30BMCMMOCTH OT TUMA CMCTEMbI PACTIPELENEHNs U METOAA ee
caHaumu. Bce eMkocTH ocHALLAIOTCS NPEAOXPAHNUTENBHBIMK MEM-
6pPaHAOMM, OHANOTOBBIMU U CTPAXOBOYHBIMM AATYUKAMM YPOBHS,
LWAPOBLIMK PA3BPLI3rUBATENSIMM, O TAKXE APYTMMM YCTPOMCTBA-
My, cornacto URS 3akasuuka. MNpu npoektMposarmm emkocTen
YYMTBIBOETCS BLICOTA MOMELLEHMS M BO3MOXHAS HArpy3sKa HA
nepekpbiTMe. BO3MOXHO M3roTOBNEHME FOPU3OHTANBHBIX EMKO-
CTei, XOTS NPEANOYTEHUE BCErAA OTAAETCS BEPTUKATbHBIM.

SBWT
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OLYITN PACTIPELEJTEHINA
O bl OHYMLLEHHOM
BOAb! A% MHBEKLM

naxus BBT npeanaraet yHuduumposarHble 1 MHaMBUDY-
bHble MOAYNU pacnpegenenus. [1poBanuanMpoBaHH.INi roTo-
MOAyNb NOCTABAAETCS HO PAME, YTO CYLUECTBEHHO CHUXAET
IEPXKM MO MOHTAXY M BANMAAUMM Ha MecTe. B coctas mogy-
BXOAST HACOCHI, TennoobmenHuku, YP namnsl, potameTpsl,
YUKM AOBNEHMS M TEMNEPATYPbI, KOHAYKTOMETPbI, MPUEOPSI
Tpons obLLero opraHM4eckoro yrnepoaa, npobootbopHu-
30MOpHAs U perynmupyioLLas apmatypa. Takum obpasom,
XAHWUYECKMIA MOHTAX HO OBbEKTE CBOAMTCS TOMBLKO K NPO-
haKke TPY6ONpPOBOAOB M NOAKIIOYEHMIO SHEPTOHOCUTENEN.
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CHNCTEMbBI PACTIPELEJTEHINA
BOObl O4YNLLEHHOW, BOb! A4
MHBEKLNI, YACTOTO MAPA

CornacHo NpeanmcaHmio HEMELIKUX CTAHAAPTOB, MHCMEKTOPOB
FDA 1 EMEA cuctemsl pacnpenenerus nocTasnsioTcst TONKO M3
HepXaBeloLLen CTanu.

CucteMbl pacnpegenetus BinonHsioTes ua Tpy6 u dutnHros AlS|
316l ¢ IMMHUTUPOBAHHO BHYTPEHHEN LLEPOXOBATOCTLIO NMOBEPX-
HocTu. [Ins 06xofa TEXHONOMMYECKMX KOHCTPYKLi, 0bopyao-
BOHMS M CYLLECTBYIOLWMX JIMHMI U CUCTeM M3rnb Tpybonposoaa
He ponyckaetcs. Crubarte Tpy6bl TONLKO B CIYHAE CAHUTAPHBIX
OTBOAOB M TPOMHMKOB. MOHTaX NponasoguTcs npu nomoLuu ca-
HWUTAPHBIX TPOMHWUKOB M OTBOLOB. TouKM OTBOPA B YUCTbIX 30HAX
BbIMOJIHEHBI B BUAE MPOXOJHOTO MEMBPAHHOIO BEHTUS C NPUBO-
LAMM 13 Hepxasetolei ctanu. B opyrux soHax B Buge npoxog-
HOro MEMBPAHHOTO BEHTUASI C MPUBOAAMM M3 MNACTMKA.

KnanaHa npueapusaiotcs K KOPOTKUM TPOMHMKAM € cobto-
netnem pacctositms 3D ot HuxHero kpasi IMbo McnonbaytoTes
KNANaHA C HyneBOW 3aCTOMHOM 30HOM. [1peaycmaTpueaeTcs
BO3MOXHOCTb OTEOPA NPo6 B KAXAOM TOUKE CMCTEMBI PACTPEfE-

nenns BO/BON.

Bcs apmatypa 1 gaTumku MapKMpyloTcs, B COOTBETCTBUM CO
CXEMOM.

Mpu HeobxoamMMocTH NnpeaycMoTpeHa usonsums Tpybonposoaa.
B uncToi soHe usonsiums sakpeisaetcs Tpy6aMK M3 HepXaseto-
Len cTanm.

[ns npoxoaa YMCTbIX NOMELLEHUI NPEAYCMOTPEHbI MPOXOAHbIE
LEKOPATHBHbIE WAKBbI U MUMb3bI.

KpenneHus B 4MCTbIX 30HOX M3 HEPKABEIOLLEN CTANM, B APYTMX
30HOX M3 OLMHKOBAHHOM CTANM.

[ns Bcex MeMBPAHHBIX KIAMAHOB, KAK MPABUIIO, MPESYCMa-
Tpueaetcs membpara EPDM/PTFE. Bce Touku unctoro napa
CHABXAIOTCA KOHOEHCATOOTBOAYMKAMM.
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Mei npeanaraem nog, kio4 CHCTEMbI TEXHONOMMYECKMX FA30B,
BKIIIOYOSi 6E3MACTISIHBIE KOMMPECCOPA, OCYLIMTENM, PAMILI, CTe-
punusyiolpme GUbTPSLI.

3a nocnepHee BpemMsa NpoCMATPMBAETCA TEHAEHLUMA MO yXecTo4e-
HUIO Tpe6OBOHMFI KO BCEM CUCTEMOAM ¢0pMGLI,eBTMLIeCKOFO npo-

M3BOACTBA. Takue cucTeMbl Kak CXATbIM BO3AYX, A30T, TEXHONOIU-
Yeckue rasbl, KOHe4Ho, npe,

$apMaLLEBTUHECKOTO KAYECTBA, HO TPeBOBAHMS PACTYT M fis
3THx cucteM. PacnpepenutensHsie Tpy6onpoBoabl BbINOMHSIOTCS
M3 HEPXABEIOLLEHN CTANM, PErIAMEHTUPYETCS YUCTOTA OBPABOTKM
NOBEPXHOCTH. [11s MOHTOXA NPMMEHSIETCS ABTOMATHUYECKAS Op-
BUTaNbHAS CBAPKA C BEAEGHUEM CBAPOYHOM foKyMeHTaLMK. Ha
cuctemsl npepoctasnsercs |Q/OQ pokymeHTaums.




TEMITOOBMEHHMKIA

Koxyxo-Tpy6Hble TennoobmeHHUKM cOBCTBEHHOTO NPOM3BOA-
CTBA MO MHAMBMAYQNbHBIM NPOEKTaM. BoaMoxHo narotosnenue

C ABOMHOM TPYBHOM cTeHKoM, cornacHo Tpebosausm FDA ans
4ncTbIX cpef. TennooBMEHHNK NPUMEHSIOTCS 41t OXITAXKAEHMS
BOAb! AN MHBEKLMM, ANsi NOAAEPXKAHMS TEMNEPATYpbl B 060poT-
HbiX cuctemax, B CIP-ctaHumax, a Takxe MoryT BbiTb M3rOTOBMEHBI
A1 3AMEHBI BbILLEAWMX U3 CTPOS TENNOOEMEHHMKOB.

TerlﬂOO6MeHHVIKVI MoryTt 6bITh M3roToBJ/IEHblI HO 3AMEHY BbllLEALWNX
M3 CTPOS HArpesaTesibHbIX CUCTEM nioboro Apyroro npou3sogmn-
Tena.

D BWT
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[TPOBOOTEOPHUMKIN HNCTOTO TTAPA

MpobooTEOopHUKM YMCTOTO NAPA PEKOMEHAYETCS CTALMOHAPHO
YCTAHABAMBATL B AANBHKUX TOUKAX cMCTembl. Mbl ipeanaraem cra-
LMOHApPHbIE MPOBOOTEOPHUKM C OMLMOHAIILHOW BO3MOXHOCTHIO
KOHTPOJIS! 31EKTPONPOBOAHOCTH. TakKe AOCTYMHbI MOBUIIbHbIE

npobootbopHuku yuctoro napa VAPOTEST.




CHNCTEMBI YTTPABJTEHINA

LUnTbl ynpasneHus ycTaHOBOK NSt NPOM3BOACTBA BoAkl $ap-
MALEBTUYECKOrO KA4ECTBA COOTBETCTBYIOT COBPEMEHHbIM
TpeboBaHuam. McnonbayioTcs yao6Hble MHTEPAKTUBHBIE NAHENM

ynpasnenus pocratouHoro pasmepa. Hoctynuer onumm Audittrial,

cootsercteue GAMPS, cootsercteue part 11 CFR21, npego-
crasnsietcs HDS, SDS. LWutel ynpaenerus narotaenmeaiotcs u3
AYYLWKMX BPOMENCKMX KOMMIEKTYIOLWMX.
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MOHTAX

3a MHoro et paboTsl, Mbl COBPANMU KBATMPULMPOBAHHYIO KO-
MOHAY CBAPLUMKOB U MOHTAXHMKOB. DTO CNELMAIUCTbI, KOTOPble
MMEIOT OMbIT MOHTAXA YMCTbIX CPef, Anst GapMALEBTUHECKOM NPO-
MBILLAIEHHOCTH, B TOM YUCNE B MEXAYHAPOAHBIX NPOEKTAX.

Ha Hawer Mmockosckoi 6a3se MMeeTcs HECKONbKO KOMMIEKTOB
060opynoBaHus OpOUTANBHOM CBAPKM, O TAKXE SHAOCKOMbI, B TOM

yncne npodeccuoHansHble BuaeosHaockonsl OLYMPUS ana ko-
Tpons kavecTea ceapku. [eprognueckn NpoBOASTCS TPEHUHMM U
MACTEP-KNACChI.

Bce coTpyaHmkn nocTosiHHo HaxoasaTcs Ha Tepputopuu Poc-
cuitckon Penepaumu, 4TO NO3BONSET HAOM rMBKO NOAXOANTb K
rpadmky MoHTaxXHbIX paboT. He Tpebyetcs opopmneHme Bu3 1
TAMOXEHHBIX NpoLedyp ANns BB03a/ BbIBO3a 060PYACBAHMS.

Mo pesynbtaram paboTbl Mbl NPEROCTABMSEM KAYECTBEHHYIO
MCMOSHUTENbHYIO M CBAPOYHYIO AOKYMEHTALMIO, MPOBEPEHHYIO
HOLLMM LITATHBIM MHXEHEPOM MO BANMAALMM.




MPOEKTHI MO KJTIOY

MpoekTsl «nog, knoy» ot komnauun BWT — 310 Bo3aMoxHoCTb
MONY4MTb FOTOBOE PELUEHME W3 NYHLINX KOMMOHEHTOB, C NPUMe-
HEHMEM JTYULLMX TEXHONOTMI NPM BbICOYAMLIEM KavecTBe cEOpKH,
BLICOKOM YPOBHE GBTOMATM3ALMM, nonHom cooteeTcteumn ¢ GMP,
KOMMIIEKTOM MCMONTHUTENbHOM, SKCMIYATALMOHHON M BANMAALM-
OHHOM AOKYMEHTALMM.

Mei npeanaraem:

® CMCTeMbl NPUrOTOBNEHMS XPAHEHNS M pACpeaeneHus Boabl
OYMLLEHHOW, BOAbI ANs MHBEKLIMIM M YUCTOrO NApa;

® CUCTEMDbI TEXHOJIOTUYECKUX 308,

® CTAHUMM MPUrOTOBNIEHNSA PACTBOPOB;

CIP-cTranupmm.
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