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PAPMALEBTUYECKNA NHXUHUPUHI MITAHUPOBAHUE N KOHCAJITUHIT

dapmobopyaoBaHue 1 CUCTEMbI BOAOMOATOTOBKM MNnaHupoBaHve apmaueBTUYECKMX NPON3BOACTB
TEeXHOMOrMM «4UCTbIX NOMELLEHNU» Banupgauusa n MoHTax
TexHuueckoe 06CMyXMBaHUE U PEMOHT TexHonornyecknii ayaut
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WFI storage and distribution system

TexHonoa2uu «4ucmaix noMeuleHul »

Ewe ogHon cneumanusauuen Concept GMP Engineering siBnsietcs
NPOEKTUPOBaHWE, NOCTaBKa M MOHTaX «4UCTbIX MOMELLEHWUIAY AN
CTepusbHbIX YCIOBUI NPOM3BOACTBA. Vcnonb3ys KOMNIEeKCHbIN
Nnoaxopa, Mbl CTPEMUMCS K MOBBILLEHWIO 3 EKTUBHOCTH,
6e30nacHOCTU UCMOMNb30BaHNS 1 3KCMnyaTauum, NomHOMY
COOTBETCTBUIO TpeboBaHUSIM, NpeabsBrseMbIM
paspeLunTenbHbIMU OpraHamu.
Mbl ocywiecTBnsieM:
- WHCNEKTUpOBaHMe N hakTUYECKNIA aHann3 34aHui u
NOMELLEHWNIA;
- pa3paboTky MacTep-mnnaHoB Mo CTPOUTENLCTBY, PEKOHCTPYKLNM
1 pacLUMpEHIO MPOM3BOACTB;
- pa3paboTKy TEXHUMKO-3KOHOMUYECKOro 060CHOBaHMS NPOEKTa,
cocTaBrieHve 6a3oBbix U pabounx
NPOEKTOB;
- MOCTaBKy U MOHTaX 3M1EMEHTOB MOTONKOB, CTEH, LUM30BbIX
Kamep, CUCTEM BEHTUMSALUM U
KOHOMLUMOHMPOBAHWS, YCTaHOBOK NaMUHapHOIO NOTOKa;
- Hapg3op 3a BedeHWeM CTPOUTENbCTBA;
- MpoBeAeHue KBanudukaunm n coctaBneHne JOKyMeHTauum;
- MOZAOEPXKY B MPOLIECCE COrMacoBaHusi ¢ paspeLunTenbHbIMA
opraHamu.

Paragraph 1

MpousBoacTBO hapmMaLeBTUYECKO NPOAYKLMM AOMKHO OblTb C
pasnu4HbIMU HopMamMm, TpeboBaHuaMK 1 npasunamm GMP,
paspaboTaHHbiMU: TakuMu-opraHu3aunsamu kak BO3, PIC, EC n FDA.
CornacoBaHvie 3T0ro NpoLecca B pasnunyHbIX paspeLumnTenbHbIX
opraHax siBnsieTcsi Hanbonee BaXKHbIM acnekToM AesiTeNbHOCTW
dapmMaLeBTUHECKUX KOMMAHUA 1 BONMbHUYHbBIX anTek.

Paragraph 2

dupma «Concept GMP Engineering», ycneluHo paboTatoLlas kak Ha
BHYTPEHHEM, Tak U Ha MeXAYHapPOAHOM PbIHKE YXXe Ha MPOTSHKEHUN
25 neT, siBRsieTcs Balumm HagexHoM napTHepoM B
chapmaLieBTNYECKON MPOMBILLNIEHHOCTU. Mbl NpefoCcTaBnseM ycnyr
10 NNaHMPOBaHWIO, CTPOUTENLCTBY W Banuaauum
hapMaLeBTUYECKNX MPOU3BOACTB, BKIHOYAsH TEXHOMOMMMN KYUCTbIX
riomeLleHnny» . Yoeanuteco camu!

WHXXWHUPUHT
tDapmaueemuqecxoe obopydosaHue u cucmembl 8000r10020MO8KU

Concept GMP Engineering npeanaraet ycnyru no

NPOEKTMPOBaHWIO, MOCTaBKe 1 Banuaauum

KOMMEKTHBIX NPOU3BOACTBEHHbIX NINMHUIA MO NPOU3BOACTBY

OYMLLEHHON BOAbI 1 BOAbI ANs

NHBEKLWN:

- CucTeMbl BOAOMOAFOTOBKU; YMSAr4MTENnm; yCTaHOBKM 06paTHOro
0CMOCa; AENOHNU3ATOPbI;
MeMOpaHHble UNbTPbI;

- OAHO- N MHOTOKOMOHHbIE YCTaHOBKN AUCTUNNALNY;

- YCTaHOBKM Ansi XpaHeHWs 1 pacnpeneneHnst o4MLLEeHHON Boabl 1
BOAb! AN UHBbEKUUIA!
HaKoNUTEnNbHbIE EMKOCTU, Hacockl U TpybonpoBoab! 13
HepXXaBeloLLEen cTanu;

- reHepaTopbl CBEPXYMCTOro napa;

- CMecuTEenbHbIE EMKOCTU, EMKOCTU Nog AaBrNeHUEM, EMKOCTH
01151 XpaHeHWs! AUCTUNIIMPOBaHHOWM
BOAb;

- MaluuHbl AN PO3MMBa MHAY3NOHHBIX PacTBOPOB;

- MapoBble CTEPUNN3ATOPbI, aBTOKIaBbl C CUCTEMON pachbINeHns
ropsiyen Bofbl Y KpaTkum
BpPEMeHeM cTepunmsaunm;

- MoeyHoe 0bopynoBaHVe C KOHTPONMPYEMbIM AaBNeHnem Ans
(hbnakoHOB NoA UHAY3NOHHbIE
pacTBopbl;

- TexXxHn4yeckoe OﬁCJ'Iy)KVIBaHVIe, PEMOHT, NoCTaBKa 3anacHbIX
yacren.

NNAHUWPOBHUE U KOHCANTUHI :

lMnaHuposaHue ¢hapmauesmuyecKkux npou3eoocmes u omoesibHbIX
npoekmos
c

=

CTepunbHOe Npoun3BOACTBO NpenapaToB ANs napeHTepanbHOro
NPUMEHEHWS, MPOU3BOACTBO LIMTOCTATUKOB, XUOKNX LF
neKkapcTBeHHbIX (hopM, Masen 1 kpemoB. Komnnekc pabot no .
NNaHNPOBAaHMIO BKIIOYAET NMPOEKTUPOBaHNE OOHLEKTOB «MOA KITO4 Y, U\I
PEKOHCTPYKLMIO, MOAEPHM3aLMI0, pacluMpeHne Npon3BoAcTBa 1

yBenuyeHve BbiMyckaeMo HOMEHKNaTypbl NeKapCTBEHHbIX

CpeAacTs. r 3
Mbl npegnaraem cnegyoLwuii Komnnekc paboT: / I/\F ||||||||

- dhaKkTuyeckuin aHanus, onpegeneHve Lenen n sagay;
- pa3paboTka KOMMOHOBOYHbIX PELLEHUI MPOU3BOACTBEHHBIX U
CKIMagCKMX NOMELLEHUIA; 0
- onpegeneHne MecT 06yCTPOMCTBA «YNCTbIX MOMELLEHUNY, ll
paspaboTka npeanoxeHuin no
cMcTeMaM BEHTUMALMU U KOHAULMOHMPOBaHUS A5t NepcoHana
1 CXeM MaTepuarnbHbIX NMOTOKOB; ock D 0
- COCTaBlieHue MpeasiokeHnii Ha nocTaBky 06opynoBaHus,
onpefeneHne BpeMeH! 1 yCrioBuii
NMOCTaBOK;
- [eTanbHas MHXeHepHasi npopaboTka Ha COOTBETCTBME HOpMaM
n TpebosaHnam GMP, KoHTporb
xofa peanu3aumm npoekTa A0 ero MofHOro OKOHYaHus.

Steri
LF

Banudayusi, mexHu4eckoe O6C.I'Iy)KU66HU6 u pemMoHm

Concept GMP Engineering paspabotana obLumpHyto nporpammy
Banuaaumu Ans Bcex aTanos:
- kBanudukaumsa npoekta - Design Qualification (DQ)
- ycTaHoBoYHasi kBanudukauus Installation Qualification (IQ)
- dyHKumoHanbHas keanudwukaums Operational Qualification
(0Q)
- kBanudukauma nponssogmTensHocTn Performance
Qualification (PQ)
Mbl yuacTeyem B paspaboTke AOKyMeHTaLmm, Heobxoanmon
Ons npoeefeHust kanmbpoBky,
KBanudukauum v Banugauum BMecTe ¢ 3akasqnkom. Takmmu
[OKYMEHTaMU ABMATCS: S
- MacTep-nnaH no sanuaauun e
- nnaHbl kBanudukauum DQ, 1Q, OQ, PQ h '
- npotokonbl U CTaHAAPTHbIN NOPSIAOK AENCTBUIA (Standard
Operating Procedures SOP)
Momumo pa3paboTku AOKYMEHTaLMK, HaLlm

BbICOKOKBaNUMULIMPOBAHHbBIE MHXEHePbl OCYLLECTBAI /= | =
KanmbpoBKy NpMbopoB 1 kBanNMUKaLNOHHbIE Meponpmmvm B
COOTBETCTBMM C pa3paboTaHHbLIMU NNaHaMu.

TexHnueckoe obcnyxumBaHve ABnAeTcst Havbonee BaxHbIM
YCMOBMEM A5 NPOBEAEHNS Ban1aaLmm Npon3soacTea v
Npon3BOACTBEHHBIX Mpoueccos. Concept GMP"Engineering
nomoraeT Bam nogaepxwveate ctaTyc I'Ipe,El,I'IpVIFITVIH npoLleAtero
KBanudukaumio, n npegnaraet: i

- TeKyLlee v NnaHoBo- npe,qynpe,qmeanoe o6cny>KMBane

- NpOBefEHWE NOBTOPHOM KBanmdmkauum = # v

- pas3paboTky NnaHoB Mo TEXHUHECKOMY chny)ﬁMBanom S@F'“
- PEMOHT 1 NMOCTaBKy 3amnacHbx YacTen ¢ 7

TexHonozauyveckuti aydum, ObyyeHue pepco:-:ana /0 / /
Sl ) bttt

Paspabotka kputepues no npomsso,qcmy W KOHTPC TpOJ‘IIO Kavect
hapmaLeBTNYECKOI NPOAYKLMN BEAETCS B COOTBETCTBUMA C
HOpMaMmu 1 npaBunamu, pa3paboTaHHbIMU PasnUYHbIMK
MeXAyHapoaHbIMY opraHu3aumsiMu./ Takue HopMbl U NpaBuna N é
COCTaBIISt0 OCHOBY BHYTPEHHUX U BHELLHUX NPOBEPOK. B kayecTse
noAAepxaHnsl CUCTEM kadecTBa 3dkasqnka Ha Hepbxognmom [/
YPOBHE ¥ NOATOTOBKU K MPOBEpPKam CO CTOPOHbI p%apewmeanux i t /’
opraHos, Concept GMP Engineering npeanaraer CBOMM KnMeHTam Wi $ :
npoBeAeHne TexHoNorn4eckoro ayauTa. Halkin S
KBaNMhULMPOBaHHbIE CELManiCTbl NPOBEPSIT, COOTBETCTBYET SN
CyLLeCTByioLiee NPON3BOACTBO TpeboBanUam 1 Hopmam GMP 1
OPpYrMM KpUTEPUSIM, Hanpumep, HopmaM,;DIN ISO, npasunam
coGnioaeHnsi Hopm GesonacHocTu U T.4./ | v

TexHonornyeckun ayant OXBaTbIBaéT npoBepKy: &
- nomeLleHuit n 0BopynoBaHNS -, | T
- mepcoHara v TeXHONQrMYecku \ﬁpoueccoa
- [OKyMeHTauuu. /

/ T ' B T T
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dupma Concept npegnaraet o6wmnpHyto GMP-nporpammy obyyeHus
cpeuman1cToB hapMaLeBTUYECKOrO MPOU3BOACTBA, KBanudukawum
v YCTaHOBOK, Banuaauum, COCTaBneHe JOKYMEHTaUNUN U T.4.
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