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II1. XapakTepHcTHKA 0000EHHBIX TPYAOBBIX GyHKIHMH

3.1. O600menHas TpynoBasi QyHKIMS

[IpoBeaeHre TEXHHYECKOTO
06CTyKUBaHUS M PEMOHTA
HauMeHoBaHMe | TEXHOJOTHYECKOTO 0OOpYHOBaHHS Kon A YposeHb 4
py. KBasMUKaLuu
MPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
JICKapCTBEHHEBIX CPEICTB
IpoucxoxaeHue
0060611eHHO Opurunan X 3aMMCTBOBAHO M3 OpUTHHANA
TpyRoBoi HyHKLMH
Kon opurunana  PerucrpalMOHHEIA HOMEp
npo¢dhe€CCHOHAIBHOIO
cTaHAapTa
Bo3moxHsIe Mexanuk
HAaHMEHOBAaHUA TexHHUK-MEXaHUK
JOIDKHOCTEH,
npodeccuii

TpeGoBanus k
o0pa30BaHUIO H
00yUYEHHIO

Cpennee npodeccruonanbHOe 00pa3oBaHKe ~ IPOrPaMMBI OITOTOBKU
CIEIHATIMCTOB CPETHETO 3BEHA

TpeGoBanus k
OTBITY
MPaKTHYECKOMN
paboTsl

Oco0rle ycoBust
JommycKa k paborte

IIpoxoxeHne 06s3aTeNBHEIX IPEABAPUTEIBHBIX (TIPH IOCTYIUIEHHH Ha paboTy) 1
TIEpHOIMIECKHX MEIULMHCKUX OCMOTpPOB (06caeoBaHuii), a TakKe
BHEOUYEPEIHBIX MEINIUHCKIX OCMOTPOB (00cie0BaHuii) B OPSIKE,
YCTAHOBJICHHOM 3aKOHOZATENbCTBOM Poccuiickoit ®enepaupn’

TTpoxoXkaeHHe HHCTPYKTaXa 110 OXpaHe Tpy/a U TeXHHKE 6e30IaCHOCTH

pyrue

XapaKTEPUCTHKH

JononHuTeNbHEE TpodeccHOHAIBHBIE IPOrPaMMBI — POTrPaMMBbl ITOBBIIICHHS
KBaIM(HUKAIMHA 0 MPOPHUITIO NEATENBHOCTH

I[OHOJIHI/ITEJ'ILHBIC XapaKTCPUCTUKH

HanmenoBanue Kox HaumenoBaHze 6a30BOM IPyIIIH, J0OJDKHOCTH (IIpodeccHn) Wil
JIOKYMEHTa CIeNUaIbHOCTH
OK3 3115 TexHUKN-MEeXaHUKH
EKC’ - Mexanux
OKIIATP® 24110 MexaHHK
OKCO' 2.15.02.01 |MoHTaxx ¥  TeXHHYecKas  OKCIUIyaTalldsi  IIPOMBINIICHHOIO
06opynoBaHus (110 OTPACIIsIM)




3.1.1. TpynoBas pyHxnus

HpOBCI[CHI/Ie IJIaHOBEIX

OCMOTPOB 000pYIOBaHHUS Vposens
HaumeHoBaHHE | TIPOW3BOJICTBA Kon A/01.4 (nomypoBeHs) 4
HAHOCTPYKTYPUPOBaHHBIX KBanHQUKALMH

JICKapCTBEHHBIX CPCIACTB

IIpoucxoxaenue
TpyaoBo# pyHKLUHH

Opurusan X | 3aMMCTBOBaHO M3 OpHrHHANA

Kon opurunana PeructpaunoHHBIH HOMED
npo¢ecCHOHANBHOTO
cTaHjgapTa

Tpynoseie
nelcTBHS

HpOBCpKa IIEJIOCTHOCTH KOpIyCca TEXHOJOTHYECKOro oGopyuoxaamzm IMpOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPCACTB

OCMOTp COCTOSIHHSL KpEIUICHHS 3alfUTHBIX OTrPAXACHWH W 3aTHKKA OOINTOBBIX
COeIMHEHUH TEXHOJIOTHIECKOTO obopynoBaHus MPOU3BOJICTBA
HAaHOCTPYKTYPHUPOBAaHHEBIX JIEKAPCTBEHHBIX CPEACTB

OneHka M3HOCA DJIEMEHTOB 00OpY/IOBaHMs NMPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JEKapCTBEHHBIX  CPEJCTB, HauOoliee 3afeliCTBOBAaHHBIX B  OCYINECTBJIECHUH
TEXHOJIOTHYECKOTO Mpoliecca (ITyaHCOHbI, MAaTPHIBI, 0OKaTOYHBIE TOJIOBKH)

TeCTI/I]I)OBaHI/IC CHCTCMEI YIIpaBJICHHS TEXHOJIOTHYCCKOIO OGOpy,IIOBaHI/ISI
IIPOMU3BO/ICTBA HAHOCTPYKTYPUPOBAHHELIX JICKAPCTBEHHBIX CPECIACTB

OCYIIICCTBJICHI/IC IMPOBCPKH CHCTEM 6JIOKPIpOBKI/I H 6e30macHOCTH TEXHOJIOTHIECKOIO
O60py2[0BaHI/ISI IPOHU3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBCHHELIX CPCICTB

OcyinecTBIeHHE aBTOMATHYECKOTO M PyYHOro (NP HaNWYHM) yIpaBieHHsS paboToi
TEXHOJIOTHYECKOTO  OOOpYZOBaHUS  IPOM3BOACTBA  HAHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB B PEIKIUME XOJIOCTOTO XOJa

JIOKyMEHTHPOBaHHE DPE3yIbTaTOB OCMOTpa M IPOBEPKH paboTOCIIOCOOHOCTH
TEXHOJIOTHYECKOT0  OOOpYAOBaHMS  IPOM3BOACTBA  HAHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Heobxonumzle
YMEHHUS

HpOI/IBBOIII/ITB OLICHKY COCTOSHHSA TEXHOJIOTHYCCKOTO oGopy,uonaHnﬂ IIPpOU3BOJACTBA
HAaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CPEACTB, OTACIIBHBIX €I'0 y3JIOB M CHCTCM

OCYIIICCTBJUITB 3airyCcK TCXHOJIOTHYCCKOI'O 060pyu03aH1/1;1 IIPpOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB B PEXHME XOJIOCTOI'O XOJa IIpH
ABTOMAaTHYCCKOM 1 PYYHOM YIIPpaBJICHUH

OdopMIsTh pe3ysbTaThl OCMOTpa TEXHOJIOTMYECKOro 00OPYAOBaHHMs IIPOM3BOJACTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C HHCTPYKIUSAMHU
110 0(hOPMITCHHIO M APYTOi TEXHUYECKOH TOKYMEHTalMeH

Heobxoanmeie
3HAHUS

[Mpuniunel paboTHl, TEXHAYECKHE XapaKTEPHCTHUKH, KOHCTPYKTUBHBIE OCOOEHHOCTH
TEXHOJNOTMYECKOro  O0OPYIOBaHHS  NPOHM3BOACTBA  HAHOCTPYKTYyPHPOBAHHEIX
JIEKapCTBEHHBIX CPEJICTB

IopsoK  OCyIIECTBIEHHS. 3TAallOB KOMIUIEKCA MEPONPHATHH IO TEXHHYECKOMY
00cITyKHBaHHIO o0opynoBaHUsS IPOU3BOJCTBA HaHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPEJICTB

KpHTCpHH H II0Ka3aTeiid, XapaKTCPU3YHIIUEC H3HOC o6opy,11013a1-11«1;1 IIPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEJICTB H OTACIBHEBIX €0 Y3JIOB

Tpe6oBaHus CaHWTapHOTO peXHMa, OXpPaHHl TpyJa, MOXKAPHOH OGE€30MacCHOCTH,
OXpaHbl OKPY>KaIoIEeH cpebl

Hpyrue
XapaKTEPHUCTHKH




3.1.2. TpynoBas dpyuxuus

IIpoBeneHue IAHOBOTO

TEXHUYECKOTr0 OOCTyKHBaHUS VposeHs
HaumeHosanue | 060pYyAOBaHM IPOU3BOACTBA Kon A/02.4 (moaypoBeHs) 4
HAaHOCTPYKTYPUPOBAaHHBIX KBanurKaLuu

JICKaPCTBCHHEIX CPEACTB

ITpoucxoxneuune
TPYHAOBOH GYHKLHH

Opurunan X 3auMCTBOBAaHO U3 OPUTHHANA

Kon opurunana PeructpaunonHsii HoMep
npodeccuoHansHOTO
cTaHaapTa

TpynoBeie
nercTBHA

MapkupoBKa cTaTyca TEXHHYECKOTO oOCHy)XHBaHHS OOOpYIHOBaHHUS IPOU3BOACTBA
HAHOCTPYKTYPHPOBAaHHEIX JICKAPCTBEHHBIX CPEACTB

OcylecTBIeHHE TEXHHYECKOro OOCIy)XHBaHHS OOOpYAOBaHHS IPOU3BOCTBA
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CpEACTB, Tpelyomero  Haau4yus
AJIEKTPOITUTAHHUS

ITpoBenenune neMoHTaXa W pa3dopku (IpH HEOOXOOUMOCTH) CHEMHBIX OJOKOB
000pyIOBaHUs IPON3BOJICTBa HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB

IIpoBepka HaaW4YMs W COCTOSHHUS BCIIOMOTATENBHBIX MaTepHaNoB (CMa3O4HO-
OXJIAXKJAIOIasl XKUAKOCTh, (GUIBTPHL, pPacXOXHbIE MaTepHalbl), 0O0EeCHEUMBAIOIINX
6ecnepeboiiHylo paboty o00OpyHOBaHHS IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

3aMeHa BCIOMOTATENBHBIX MAaTEpHUaloB  (CMa30YHO-OXJIaXJAaomas JKHIKOCTD,
GHUIBTPEI, pacxoAHble MaTepHaibl), obecneunBaromux OecnepeboiiHyl0 paboTy
obopyJoBaHHs MPOU3BOJCTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB,
CPOK JKCILIyaTallid KOTOPBIX 3aKOHYUJICS WM COCTOSHHE KOTOPBIX CBHAECTENBCTBYET
00 u3HOCE

Onenka  coctosHus  paboumx  OnokoB  obopygoBaHHs ~— NPOH3BOICTBA
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB (MyaHCOHBI, H3MEIbYMTEIH,
OOXUMHEIE TOJIOBKH), HamboJiee TIOJBEPKEHHBIX H3HOCY, HMX 3aMeHa (IpH
HEOOXOIUMOCTH)

Bemonnenne omepanumit mo  oOpaboTrke paboumx mOBepxHOCTeH  610KOB
TEXHOJIOTHYECKOrO 000PYIOBaHUS HEOOXOAUMBIMH BCIIOMOTAaTEILHBIMHE CPEACTBAMH
(cMa3ka, IpOTHpPKa)

Brisienienune HeHCHpaBHOCTCﬁ TEXHOJIOTHYECKOI'O 060py,[[0BaHI/L$I IIPOU3BOACTBA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCACTB

VceTpaneHHe BBIABICHHBIX HCHCIPABHOCTEH TEXHOJOTMYECKOTO 00OpyINOBaHMS
IPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX TEKApPCTBEHHBIX CPE/ICTB

HOKYMCHTI/IPOBB.HI/IC IIPOBCACHUA IMJIIaHOBOTI'O TEXHHYCCKOI'O OGCJI}’)KI/IBaHI/ISI
o6opy,u013aHn5[ IIPOU3BOJICTBA HAHOCTPYKTYPHUPOBAHHLIX JICKapCTBCHHBIX CPENCTB

HeobxoaumMele
YMEHHUS

IMoaroraBnuBare  0OOpYAOBaHME  INPOM3BOICTBA  HAHOCTPYKTYPHMPOBAHHEBIX
JEKAPCTBEHHBIX  CPENCTB K  OCYINICCTBIEHHIO  IUIAHOBOTO — TEXHHYECKOTO
00CITy)XHBaHUS

HpOI/ISBOIII/ITB OLCHKY COCTOSHHUA o6opy11013amm IMPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB ¥ OTACJIBHBIX €T'0 Y3JI0B

IMpousBogute  TexHMYecKoe  OOCITyXHBaHHE  OOOpYHOBaHHMS  [IPOU3BOACTBA
HaHOCTPYKTYPUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHU C HHCTPYKLIMAMHU
| JPYTroil TEXHUYECKOH JOKYMeHTaIHeH
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BHOCHTE pe3ynbTaThl MPOBEAEHHOTO ITAHOBOTO TEXHUYECKOro OOCTyXKMBaHHUS
000pyIOBaHUS MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHHIX CPEACTB B
COOTBETCTBHM C HMHCTPYKIMAMH TI0 O(QOpMIECHMIO ¥ JApPYro TeXHUYECKOH

JIOKYMEHTalueu
Heobxonumeie IMpuniun paboThl, TeXHUYECKHE XapaKTEPUCTHKH, KOHCTPYKTHBHEIE OCOOEHHOCTH
3HaHHS TEXHOJIOTHIECKOTO  O0OpYAOBaHMS  IPOU3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX

JICKapCTBCHHBIX CPEACTB

TMopsmoK OCYIIECTBJICHHS OTallOB KOMIIICKCA MEPONpPHUSATHH IO TEXHHYECKOMY
00CITyKHBaHHIO 0o6opynoBaHUs MPON3BOJICTBA HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

Kputepun ¥ moka3zareiu, XapaKTEpH3YIOIHEe H3HOC 0OOpYyAOBaHMS IPOM3BOICTBA
HAHOCTPYKTYPHPOBAaHHKIX JIEKAPCTBEHHBIX CPEACTB U OTAEIBHBIX €I0 Y3JIOB

TpeGoBaHusI CaHHUTAPHOTO pEXHUMa, OXpaHbl TpyAa, HOXKapHOH Oe30MacHOCTH,
OXpaHBl OKPYXKalolIel cpepl

Apyrue -
XapaKTCPUCTHKH

3.1.3. TpynoBas pynknus

OCYIIIGCTBJ'ICHI/IC PEMOHTA

TEXHOJIOTHYCCKOTO VposeHb
HaumenoBanne | 000pyZOBaHHS HIPOU3BOJCTBA Koxa A/03.4 (no1ypoBeHs) 4
HAHOCTPYKTYPHUPOBAHHBIX KBaMpHKaLIY

JICKAPCTBCHHEIX CPECTB

IIpoucxoxaenue
. | OpurumHan = X | 3auMCTBOBaHO M3 OpPUTHHAlA
TpyROBOI GyHKIMA
Kon opurunana PeructpauMOHHBIH HOMED
npodeCcCHOHANIBHOTO
CTaHJapTa

Tpynoseie Paz6opxka obopynoBaHus, arperaToB 51 MaIuH MIPOU3BOACTBA
IleﬁCTBHH HAaHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPC/ICTB

PeMOHT OTHEABHHIX MEXaHUYECKUX Y3JIOB 06opyz[013aHH51, arperatop U MallWH
IIPOM3BOJACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCACTB

3aMeHa H3HOIIEHHBIX ﬂeTaJ'IefI o6opy1:[0BaHpm, arperatop H MallHH IIPOU3BOACTBA
HAHOCTPYKTYPHUPOBAHHELIX JICKAPCTBEHHLIX CPCICTB

IIpoMbIBKa, YHMCTKA, cMa3Ka JeTallel M Yy3/I0B OOOpyNOBaHHS IIPOM3BOACTBA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

C6opka 060py/I0BaHHsl, arperaToB ¥ MaIlIHH POM3BOICTBA HAHOCTPYKTY PHPOBAHHBIX
JIEKaPCTBEHHBIX CPEACTB

HcnriTanue o6opy,u013aHn;1, arperaTon u MallHnH ITPONU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCACTB

HOKYMCHTI/IPOBEIHI/IC IIPOBCACHHOTO  KOMIJICKCA MCpOHpI/IHTI/If;I no pPEMOHTY
OTACJIBHBIX MCXaHHICCKHUX Y3JIOB K arperaToB

Heob6xonumeie AHaNTH3MpOBaTh Pe3yNbTaThl INIAHOBEIX OCMOTPOB SKCILTyaTHPYEMOTO 000pYyA0OBaHHA
YMEHUS IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

[Ipou3BOAUTL PEMOHT (3aMEHY) BRIIEIIMX M3 CTPOS JJIEMEHTOB TEXHOJIOTHIECKOTO
000pyI0BaHHMS IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEJICTB

OCYIIICCTBJISITB B3aUMOJCHCTBHE € IIOCTABIIMKOM JJId obecneueHHs TIOCTABOK
3all1aCHBIX qaCTeﬁ, CMEHHBIX MAaTE€PHAJIOB U KOMIIJIEKTYIOINUX JJIST TEXHOJIOTHICCKOIo
o6opy)1013aHm[ NpOM3BOJACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CpCACTB,




HeOoOXOUMBIX AJIS €r0 PEMOHTA
BHOCHTH pe3yNbTaThl IPOBEAEHHOTO KOMIUIEKCA MEPONPHUATHH 110 PEMOHTY
TEXHOJOTUYECKOro  O0OpYyIOBaHUS  IPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX
JNIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C MHCTPYKIMSMM M JAPYTOil TEXHHYECKOH
JIOKYMEHTauuen
Heobxoaumele O6mue NpUHUMIEL paboTH, TEXHUYECKME XApPAKTEPUCTHKH, KOHCTPYKTHBHEIC
3HAHUSA 0c0OEHHOCTH TEXHOJIOTHYECKOTO obopyioBaHus MPOU3BOJCTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB
JIoxkanbHBle aKTHl 0 PEMOHTY M JKCIUIyaTalliH TEXHOJIOTHYECKOro o0opyHOBaHUSA
IPOM3BOICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
[opsmox opopMiIeHus JOKYMEHTAIIHK I TIOMYy9EHHs] 3allaCHBIX 4acTed, CMEHHBIX
MaTepHaloB M  KOMIUIEKTYIOIMX JUII  TEXHOJIOTHYECKOro  00OpyAOBaHHA
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBECHHBIX CPE/ICTB
Apyrue -
XapaKTEepUCTHKH
3.2. O600mennas TpyaoBas GyHKIHA
Ob6ecnedyeHne NogAePKaHUs
Oecriepe6oiiHOI pabOTEI
TEXHOJIOTHIECKOTO U
HaumeHoBanve | BCIIOMOI'aTeJIbHOIO Koxn B YposeHb 5
KBaMpuKaLuu
0060pya0BaHMs IPOU3BOACTBA
HaHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEICTB
ITpoucxoxaeHue
06001eHHo# OpuruHan X 3aMMCTBOBAHO H3 OpMTrHHANa
TpyaoBoOit QYHKIHH
Kop opurunana PeructpaluoHHBI HOMED
npogeccMOHANIBEHOTO
cTaHaapTa
Bo3moxHzIe HHxeHep-MeXaHUK
HaHMEHOBAHUS WNnxenep
JIOJDKHOCTEH,
npodeccui

TpeGoBanus k
06pa3oBaHHIO H
00y4eHHIO

Bricmee oOpa3oBanue — OakanaBpHaT

TpeGoBanws k
OTBITY
PaKTUIECKOR
paboThl

Oco0ple ycrnoBus
Jonycka K pabore

TIpoxokaeHue 00s3aTeIbHBIX MPEABAPUTENBHEIX (IPH MOCTYIICHHH Ha paboty)
¥ IIEPHOMYECKIX MEIHIMHCKIX OCMOTPOB (00CieIoBaHAM), a TAKKe
BHEOYEPEHBIX MEIMLHHCKAX OCMOTPOB (06CIe[0BaHMiT) B IOPSIKE,
YCTaHOBJICHHOM 3aKOHOAaTenbcTBoM Poccmiickoi Penepanuu

TIpoxo>xIeHHe MHCTPYKTaXa [0 OXpaHe TPyJa M TEXHUKE Oe30IIacHOCTH

Hpyrue

XapaKTEPUCTHKH

J{omONHATEbHEIE MPOdeCCHOHANBHEIE IPOrPAMMBI — IIPOTPAMMEI TIOBBIICHHS
KBATH(QHKALHHA 10 TPOPUITIO IeATeTEHOCTH




I[OHOJ'IHI/ITCJH)HLIC XapaKTCPUCTHKH

HanmeHoBanue Kon HanmenoBanue 6a30B0ii rpynisl, JODKHOCTH (TIpodecchy) Uith
JOKYMEHTa CHEIHAILHOCTH
OK3 2144 W HxeHepbl-MeXaHNKH
EKC - WnxeHep-MexaHuk
OKIIATP 22509 WHxeHep-MexaHHuK
OKCO 2.12.03.04 buoTtexHn4yeckue CHCTEMBI H TEXHOJIOTHH
2.15.03.02 TexHoNOrMYecKne MalluHE 1 000pYAOBaHHUE
2.15.03.04 ABTOMAaTH3aIUs TEXHOJOTHYECKHX MPOLECCOB U MPOU3BOACTB

3.2.1. TpynoBas ¢pyHknus

HanmeHoBaHne

Ob6ecnevueHne U KOHTPOIb
[IpOBEACHUS IIAHOBBIX
OCMOTPOB, IUIAHOBOI'O Koz
TEXHUYECKOTO 0OCITyKHBaHMS U
PEMOHTOB

VpoBeHb
(00aypOBEHS) 5
KBaU(uKaLum

B/01.5

IIpoucxoxaeHue
TPyHoBo# GyHKUUH

OpuruHan X | 3aMMCTBOBAHO M3 OpMTrHHana

Kon PeructpaldOHHBIN HOMED
OpHrHHaNa npo¢heCCHOHANIBHOTO CTaHAApTa

Tpynosbie
JeUCTBUS

JIMarHocTHKa OCHOBHBIX Y3JIOB, arperaroB, MamMH ©u o0opynoBaHHs, paboTa
KOTOPHIX BJIHACT HA Ka4YeCTBO TOTOBOW MPOAYKIMH, C LETHIO OHNpe/esieHus 00beMa
PEMOHTA TIPH IPOBEJECHHAH HOCICSIYIOMETO ITAHOBOTO TEXHNYECKOro 00CTy)KHBaHHSA

AHanmu3 0TKa30B OOOpPYJOBaHHS M JaHHBIX MOHHUTOPHHra paboTOCIOCOOHOCTH B
COOTBETCTBHH C HHCTPYKIMSMH U IPYTOi TEXHUYECKON JOKyMEHTalMen

IlpoBeneHre aHaTM3a PHCKOB JUI KadyecTBa BBHITYyCKaeMOH HpPOAYKIMHM Ha BCEX
STalnax TEXHOJIOTHYECKOrO Mpoliecca, CBA3aHHOTO ¢ paboTO# TE€XHOJIOIMYECKOro U
BCIIOMOTaTENILHOr0 000pyAOBaHUS

HJIaHPIPOBaHI/Ie l'IOTpC6HOCTI/I B IIPOBCACHUH ILUIAHOBBIX OCMOTPOB U TEXHHYICCKOTO
O6CJ'Iy>KI/IBaHI/I}I OCHOBHOT'O U BCIIOMOT'aTCJIBHOI'O O60pYI[0BaHI/ISI

Obecnieuenrie  HeoOXONMMOW  pPETVIAMEHTHUpPYIOIIEH W PErHCTpHpYOLIEH
JOKYMEHTAIHEeH YJacTKOB IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
Cpe/CTB

[TnanupoBaHre MOTPeOHOCTH B TPYAOBBIX pecypcax Ul BBINOJIHEHHS ONEPallHi,
IpOBeIEHHsI IUIAHOBBIX OCMOTPOB, IUIAHOBOTO TEXHHYECKOTO OOCIIYXMBaHMSA H
PEMOHTOB

OcCyllleCTBIIEHHE  MEPONPHATHA O  BOCCTAaHOBICHHIO  paboTOCIOCOOHOCTH
000pyIOBaHHU ITPH BHIIOJTHEHUH aBAPHHHOIO PEMOHTA

OCYHIGCTBJ'ICHI/IC KOHTPOJIsI  BBIIIOJIHCHHSL onepaunﬁ IOPOBCOCHUS IUIAHOBBIX
OCMOTPOB, MJIAHOBOI'O TEXHHICCKOI'O 06CJ'IY)KI/IBaHI/IFI 1 PCMOHTOB

HOK}’MCHTHpOB&HI/IG IIPOBCACHHOTO KOMIIJICKCA MepOHpI/ISITI/If;I 10 IIJIAHOBBIM
OCMOTpaM, ILTAHOBOMY TEXHHUYICCKOMY 06CII}’)KI/IBaHI/IIO H pCMOHTaM

HeobxomuMmelie
yMeHH

AHalM3MpOBaTh  pe3yNbTaThl  IUIAHOBBIX ~ OCMOTPOB  3KCILIYaTHPYEMOro
000py/I0BaHHS MPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

Pa3pa6aTmBaTL IJ1aHbl TEXHAYCCKOI'O O6CJIY)KI/IBaHI/ISI 060py2l0BaHI/I$I IIPOU3BOACTBA
HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCACTB

Ob6ecneynBaTh KOHTPOJIb BBIIIOJTHCHHUS 3allJIAHUPOBAHHLIX MepOIIpI/ISITI/Iﬁ

PaspabareiBath IWIaHEL, 0QOPMIIAITh JOKYMEHTAIMIO [0 MPOBEACHHIO KBATH(DHKAIMK
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O60py;[OBaHI/I$I A HHXXCHCPHBIX CUCTEM

OcymecTBnATh B3aUMOAEHCTBHE C IIOCTABIIHKOM I OOECHEeYeHHS IIOCTaBOK
3allaCHBIX YacTed, CMEHHBIX MaTepHAIOB H KOMIUIEKTYIOIIUX TEXHOJIOTHYECKOTrO
o6opynoBaHUA MPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB,
HEOOXOMUMEIX JUIS €r0 peMOHTA

BHOCHTE pe3ynbTaThl NpPOBEJEHHOIO KOMILICKCA MEPONPHUSATHH 10 PEMOHTY
TEXHOJOTHYECKOro  O0OpyIOBaHHS  TPOU3BOACTBA  HAHOCTPYKTYPHPOBAHHEBIX
JIEKapCTBCHHBIX CPEACTB B COOTBETCTBHH C HHCTPYKIHMSMH 1O O(QOPMIICHHIO H
JIpYro¥ TEXHHYECKON JOKYMEHTALENH EHThI

Heo6xoaumMeie
3HAHHA

KOHCTp}’KTI/IBHBIC OCO6CHHOCTI/I, r’HOpaBJIAMECKUE H KHHEMATHYCCKHC CXCEMEI
060py1103aHn>1 N HHOKCHEPHBIX CUCTEM

CrocoObl TpUMEHEHHS METOJOB [IUArHOCTUKH, PEMOHTa, COOPKH H MOHTaXa,
MPOBEPKH Ha TOYHOCTH M UCIIBITAaHUS 000pYJOBaHUS M MHKCHEPHBIX CHCTEM

[IpuHIUDEl paboTH, TEXHUYECKHE XapaKTEPUCTHUKH, KOHCTPYKTHBHEIE OCOOCHHOCTH
TEXHOJOTUYECKOTO  OOOpyIOBaHUS  INPOU3BOJACTBA  HAHOCTPYKTYPHPOBAHHEBIX
JIEKapCTBEHHBIX CPEACTB

JlokaJIbHBIE aAKTHI 110 PEMOHTY H OKCIDTyaTallnh KOHKpCTHOfI TEXHOJIOTUYECKOH
YCTAHOBKH IIPOHU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

IIpodunakTudeckue Mepsl 10 NPENYIPEXICHAIO HEUCTIPAaBHOCTEH

AHITMHCKHH s3BIK B O0JIACTH TEXHHYECKOM O3KCIUTyaTalil OOOPYIOBAaHHUS IO
TIPOHM3BOACTBY HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TexHOIOTrHYECKHE MPOLECCH PEMOHTA, HCIBITAHHS H COa9d B OKCILTyaTaI[HIO
000opyioBaHUs

TpeboBanus Haanexanied NPOU3BOJCTBEHHOM MPAKTHKU

[Topsigox odopMieHHsT NOKYMEHTAIlMH 10 MPOBEAEHHUIO IJIAHOBOTO TEXHHYECKOIO
o0CITy)XKHBaHUS M PEMOHTOB 000pyIOBaHUS MPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

IMopsnok odpopmieHHs JOKYMEHTAI{U! AT MOJIyYeHHs 3alacHBIX YacTei, CMEHHBIX
MAaTCPHAJIOB M KOMIUIEKTYIOIMX TEXHOJIOTHYECKOro 00OpYyAOBaHUS IPOM3BOJICTBA

Jlpyrue
XapaKTePUCTHKH

HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

3.2.2. Tpynosas pyHKuHA

PYKOBOJ.ICTBO mpoHeccoM
MOHTaXa (JEMOHTAXA)
HH)KEHEPHBIX CHCTEM H VpoBeHk
HauMeHoBanue Koxn B/02.5 (monypoBeHs) 5
060py,HOBaHI/ISI IMpOU3BOJICTBA KBaJIPI(l)PIKaI.II/IPI
HaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPEIACTB
XOMAEHHE 3aMMCTBOBaHO M3
Tponc O Opurgnan =~ X
TpYnOBOH QYHKIMH OpWrMHana
Kon PerucrpauuoHHEI HOMEP

OpUruHana npodecCHOHANEHOTO CTaHAapTa

Tpynoseie
JneicTBUA

CocTaBlieHHE, COTTIACOBAaHHE AETANLHOrO IUTaHa PaboT MO MOHTaXY (JEMOHTAXY)
000pY/IOBaHHUS ¥ MHXKEHEPHBIX CHCTEM

PykoBoacTBO paboTaMy 10 MOHTaXy (JIEMOHTaXy) 0OOpYAOBaHHA M HHXKEHEPHBIX
CHCTEM

CornacoBaHue HPOBEACHHUSL pa60T 10 KBaJII/I(bI/IKaIIHI/I HHXCHCPHBIX CHCTCM H
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000pyOoBaHUs PON3BOACTBA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEICTR

OmpeneneHue KpUTEpUEB MPUEMIEMOCTH [PH MPOBENCHHH KBaTH(HKAIHK
000pyIoBaHHS M HMHXEHEPHBIX CHCTEM IIPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

q)OpMI/IpOBaHI/IC 1 OIIPEACIICHUC JIN1], OTBETCTBCHHEBIX 3a IIPOBCACHUE KBaJ'II/I(l)I/IKaHI/II/I
HHXCHCPHBIX CHCTEM H o6opy11013aHI/m MMPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHLBIX CPEICTB

PykoBocTBO KBanmudukanuei o6opyaoBaHus U UHXEHEPHBIX CUCTEM IPOU3BOICTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

CornmacoBaHue OTY4ETOB O KBaNM(UKALMH WHXCHEPHBIX CHCTEM H 00OPYJOBaHHs
HPOU3BOJCTBA HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEICTB

Heobxoaumeie
yMEHHSI

AHanmu3upoBaTh pe3yibTaThl IUIAHOBBHIX paboT MO0 MOHTaXy (AEMOHTaXY)
000pyZOBaHUS M HMHXXEHEPHBIX CHUCTEM MPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKQpPCTBEHHBIX CPEJICTB

OneHuBaTh 00BEMBI HCIIBITAHUI IpHA KBaJII/I(bI/IKaIII/IH " BaINaalinu

OcymecTBiaTh IJIAHUPOBAaHHME MEPONPHUATHH 1O MOHTaxy (JAEMOHTaxYy)
000pYIOBaHHUS ¥ MHIKEHEPHBIX CHCTEM

PaboraTh ¢ TeXHIUYECKOH THTEpaTypoi Ha aHTIIMICKOM SI3BIKE

O6ecneunBaTh BBHINOJIHEHHE 3aIlJIaHUPOBAHHBIX MCpOHprISITI/Iﬁ

OdopMIIATE pe3yIbTATHI MPOBEACHHOTO KOMILIEKCa MEPONIPUATHH B COOTBETCTBUH C
HHCTPYKIHAMH 110 0(OPMIIEHHIO U APYTOH TeXHUIECKOH JOKyMEeHTaluen

HeobxomuMeie
3HAHUS

O6I].II/Ie ITPHHITHUIIBI pa6OTH, TEXHHYICCKUC XapaKTCPUCTHUKH, KOHCTPYKTHUBHEIC
0coOeHHOCTH TEXHOJIOTHYCCKOI'O O60py2[0BaHI/IH IIpOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHELIX CPEACTB

KOHCTpYKTHBHBIE OCOOCHHOCTH, THApABIMYECKHME H KHHEMATHYECKHE CXEMBI
000py/10BaHUs MPOM3BOACTBA HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/CTB,
IUTAHHPYEMOT'0 K MOHTaXY (IEMOHTaXY)

TpeGoBanust  pYKOBOACTB II0 PEMOHTY W  O3KCIUTyaTallud  KOHKPETHOH
TEXHOJIOTHIECKOM yCTaHOBKH IPOU3BOJICTBA HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

[IpodunakTudeckne Mepsl IO NPeayIPeRISHUIO HEUCTIPAaBHOCTEH

Cnoco0s1 NpUMEHEHHUA METOAOB JUAarHOCTHUKH, PEMOHTa, C60pKI/I H MOHTaXa,
IIPOBEPKH HA TOUYHOCTE U UCIIBITAHUS OTPCMOHTUPOBAHHOT'O 060p}’IIOBaHI/I$I

IMopsimox pa3paboTKH KOPPEKTUPYIOIIUX M HPEAyNpPexTarolluX AEHCTBHA IIpH
HAJIMYMM H3MEHEHHWH M OTKJIOHEHMH NpH 5SKCIUTyaTallMH TEXHOJOTMYECKOrO H
HCIIBITATEIFHOTO 000pYAOBaHUS

TexHoOrMYecKne MPOIECCHl PEMOHTA, HCIBITAHAS M CHAaYd B 3KCINTyaTallHIo
obopymoBaHus

MeToabl u HHCTPYMCHTEI YipaBJICHUA pUCKaMHu JAJIA KadcCcTBa
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCACTB B obnmactu JKCILTyaTalluu
TEXHOJIOTHYCCKOTO H BCIIOMOraTCJIBHOI'O 06opyz[013aHnﬂ

MeToapl CTaTHCTHYCCKOT'O YIIpaBJICHUA Ka4eCTBOM IIpu HHXCHEPHOM
CONIPOBOXKJACHHH MpoIlecca IMPOU3BO/ACTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX
CpECACTB

AHIJMMCKAN s3BIK B 00JIACTM TEXHHYECKOH 3KCIUTyaTallMd oO0OpyAOBaHHA IIO
IPOU3BOJCTBY HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TTpHHIMIB BATAJAMH TEXHONOTMYECKHX IPOIECCOB M aHATMTHYECKHX METOMUK,
KBaTU(UKAIIMN IOMENIECHNH 1 060pyNOBaHus, HHDKEHEPHBIX CHCTEM

Apyrue
XapaKTCPUCTHKH
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3.2.3. TpyaoBan pyHxuus

HanMeHoBaHHe

PazpaboTka u BeneHue
JIOKyMEHTAIlUH 10
SKCIUTyaTallul 000pyIOBaHUA H
HH)XCHEPHBIX CHCTEM

VYpoBseHs
Kon B/03.5 (nomypoBeHs) 5

KBanUUKaLum

ITpouncxoxnenue
TPYAOBO# GyHKLUM

X 3auMCTBOBaHO U3
OpUrHHaIA

OpuruHan

Kon Peructpaunosssiii Homep
OpHUrHHaNa npogecCHOHANLHOTO CTaHaapTa

TpynoBeie
JeicTBUsA

PaspaboTka CTaHZapTOB  OpraHW3alUM, JOKYMEHTOB [0  JKCIUIyaTalMH
000pyIOBaHUS M MH)KEHEPHEIX CHCTEM

PaspaboTka MHCTpYKUMH, CTaHAAPTHBIX ONEPAHOHHBIX  MPOUEAYP Ui
HOArOTOBUTENBHBIX  ONeparMid M IOATOTOBKM  TEXHOJIOTHYECKOTO  H
BCIIOMOTaTeJIbHOr0 000pyAoBaHus K paborte

Pa3paboTka HHCTPYKLHH, CTAHJAPTHHIX ONEPAIIMOHHEBIX IIPOLEAYP IO SKCILTyaTAI[MH
TEXHOJIOTHYECKOI0 M BCHOMOTaTeJIbHOrO 000pyA0BaHHS

Pa3paboTka perucTpanoHHbIX (HOPM XKYpPHAJIOB IKCILTYaTAI[HH TEXHOJIOTHYECKOTO H
KOHTPOJIbHO-aHAIMTHYECKOTO0 000pYAOBaHHUS

Pa3paboTka HMHCTPYKUHMH, CTaHIApTHHIX OIEPAI[MOHHBIX HPOUEAYP BHIOIHEHHS
omepaiuit mo cmeHe (GOpMATOB IJI TEXHOJOTHMYECKOTO H BCIIOMOTaTENILHOIO
obopynoBaHus

Paspaborka perucTpanuoHHBHIX (GOpPM Ui TNPOBEICHHSA IUIAHOBBEIX OCMOTPOB,
IJJAHOBOTO TEXHMYECKOTO OOCIYXHMBaHHUS M PEMOHTOB TEXHOJIOTHYECKOTO H
BCIIOMOT'aTeJIbHOr0 000pyAOBaHUS

Pa3paboTka HHCTPYKIIUI, CTaHAAPTHBIX ONEPAIIMOHHBIX MPOLEIYP A IPOBEACHHSI
IUIAHOBBIX OCMOTPOB, IUIAHOBOTO TEXHHYECKOTrO0 OOCITY)XHBAHHA M PEMOHTOB
TEXHOJIOTHIECKOT0 U BCLIOMOTaTeNbHOTO 060pY10BaHHUS

HeobOxonumzie
yMeHHS

AHanu3upoBaTh JOKYMEHTHI, OIMCHIBAIONINE TEXHOJIOTHIO IPOU3BOACTBA, (GacOBKY H
yIaKOBKY HaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB, ¢ IO3HI[HH
HOATOTOBKH %} SKCILTyaTaluK obopynoBaHus Ui IPOM3BOICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

OdopMmasaTe u3MeHEHMST K TEXHOJIOTHYCCKHM HHCTPYKLHSAM, CTaHAApTHHIM
ONEpallMOHHBEIM  IpoIefypaM 1O OCMOTPY, PEMOHTY H  SKCIUTyaTallH{
TEXHOJIOTHIECKOT0 U BCIIOMOTaTeNbHOTr0 000PyI0BaHH

OcylecTBIATS aKTyalU3alUl0 U YHUYTOXKCHUE NOKYMEHTAI[MH IO SKCILTyaTaliH
000pYIOBaHWS H HHXKCHEPHBIX CHCTEM

PaboTaTh ¢ TEXHHUECKOMH JINTEPATypOi Ha aHTTIMIHCKOM SI3BIKE

Odopmists pe3ynbTaThl NPOBENEHHOTO KOMILTEKCA MEPONPHUATHN MO paspaboTke
NOKYMEHTalMM [ TEXHOJOTHYeCKOro  oOOpyAoBaHHsT  NPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB B COOTBETCTBUH  C
WHCTPYKIHSMH M JPYTOW TEXHUYECKOM JOKYMEHTAIUCH

Heobxoaumeie
3HAHUSA

KOHCTPYKTI/IBHI)IC OCO6€HHOCTI/I, THAPABJIAYCCKHE W KHHEMATHYECKHUE CHUCTEMEI
060py,£[0BaHI/I$I N HHOKCHCPHBIX CUCTEM

CrocoObl TPUMEHEHHS METOJOB JHArHOCTHKH, PEMOHTa, COOPKH H MOHTaxa,
MPOBEPKH HA TOYHOCTH U MCTIBITAHUS OTPEMOHTHPOBAHHOTO O00PYIOBAHHUS

HpaBI/IJIa IKCIITyaTaluHd TEXHOJIOTHYECKOTO M HCIBITATEIBHOI'O o6opy11013aHHx,
CpeacTB HSMepeHHﬁ, HMCHOJB3YEMBIX IIPH NMPOHU3BOACTBE HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPEACTB

Ilopsimox pa3paGoTKM KOPPEKTHPYOINUX M MPEAYNpPexAAIMUX AeHCTBHHA HpH
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HaIWYUU HW3MEHEHWI M OTKIOHEHWH MNpH DJKCIUIyaTallUM TEXHOJOTHYECKOTO M
HCHBITATENBHOTO 000pYI0BaHUS

AHrmmicKkmid sS3pIK B 0OJACTH TEXHMYECKOH OJKCIUTyaTalil OOOPYIOBAaHHUS TIO
IPOU3BOACTBY HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

MeToms! H HHCTPYMEHTHI yIpaBieHHs pUCKaMu b1 31 KadecTBa
HaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CpEICTB B 00JacTH OSKCIUTyaTalHd
TEXHOJIOTHIECKOTO U BCIIOMOTaTeIbHOTO 000PYAOBaHUS

[TpuHOUNE BATMJAIMHA TEXHOJIOTMYECKUX MPOIECCOB, KBAIM(UKAIINH IOMETICHUH U
000pynOBaHMsl, HH)KEHEPHBIX CHCTEM

MeTOJIBI CTAaTHCTHYECKOI'O YIIpaBJICHUAA Ka4CCTBOM pu MHXCHCPHOM
COIIPOBOXIACHHUH IIpoLecca MPOU3BOACTBA HAHOCTPYKTYPHAPOBAHHEIX JICKAPCTBECHHEIX
CpEICTB

Apyrue -

XapaKTCPHUCTHKHI

3.2.4. TpynoBas pyHKIHS

Ilepnogudeckuii KOHTPOIb
[IapaMeTpoB MTATHOTO peXuMa VposeHs
HaumenoBanue | paGoTHI 060pyIOBaHHA U Koxn B/04.5 (monypoBeHs) 5
HHKEHEPHBIX CUCTEM, KBATHUKALHH
yIpaBJICHHE UMH
e Opmaa X | e
Kon PeructpaunoHHbIN HOMED
OpHMrHHana npodecCHOHANBHOTO CTaHAapTa
Tpynoseie KonTpones Hag mHpoBeJEHHEM ILUIAHOBOTO OCMOTpa, IUIAHOBOTO TEXHHYECKOTO
nefcTBuA o0CTyXKMBaHUS
KoHTponb MpaBHIBHOCTH 3KCILTyaTallMd TEXHOJOTMYECKOIO M BCIIOMOraTeIbHOIO
000pyIOBaHHUS B COOTBETCTBHH C €I0 TEXHUYECKAMH XapaKTePUCTHKAMH
KoHTpoah BBIIONHEHWS TOpsiAKa JEHCTBHH INpH  BBIBICHMHM OTKJIIOHCHHI
(HECOOTBETCTBHII) B COOTBETCTBHM C HMHCTPYKIUSMH M JpPYrod TEXHHYECKOH
JOKYMeHTalueu
KoHTpons Hajg BeleHHMEM pPETrHCTpUpYIOLIEH IOKyMEHTallMH, B COOTBETCTBHM C
HWHCTPYKUHSMH U IPYTrO¥ TEXHUYECKOH JOKYMECHTAMEH
YupasineHue TNpPOBEICHHEM  aBapHiHBIX PEMOHTOB  TEXHOJIOTHYECKOTO U
BCIIOMOTATEJILHOr0 000pYAOBaHMs
HeobxonuMmeie OneHuBaTh PETHCTPHPYIOILYIO JIOKyMEHTALHIO TE€XHOJIOTHYECKOTO U
yMeHUs BCIIOMOTATEJIbHOTO 000pYIOBaHMS
KoutponupoBarpe  paboTy  NOAYMHEHHOIO  IIEPCOHAJIA M CTPYKTYPHOIO
oApa3aeJICHHUs
[Tpou3roAMTE OIEHKY pabOTHI MEPCOHANA MO SKCIUIyaTallMH TEXHOJIOTHYECKOTO H
BCIIOMOraTeJIbHOr0 000pYAOBaHKS IPOU3BOICTBEHHBIX IIOAPa3/ICIeHHM
PaboraTh ¢ TEXHHYECKO TUTEPATYPOH Ha aHIJIMICKOM SI3BIKE
[Ipon3BOAMTE OLEHKY JOKYMEHTOB, ONMCHIBAIOIIMX TEXHOJIOTHIO IPOU3BOACTBEA,
¢acoBKy M yIaKOBKY HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B 00JIACTH
SKCIUTyaTalliH TEXHONOTHYECKOTO H BCIIOMOTraTeNbHOIO 000pYIOBaHUS
Heobxonumeie [IpaBuna 3KCILTyaTalldHl TEXHOJOTHYECKOTO M HCIBITATENBHOrO 00OpYIOBaHHI,
3HaHUA CPEACTB M3MEPCHHUI, MCIONB3YEMBIX IIPU IPOH3BOACTBE HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPELCTB
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Meroasl ¥ MHCTPYMEHTHl  YOpaBleHHS  pUCKaMH Ui KavecTBa
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB B 0OIAcTH OKCIUIyaTalluH
TEXHOJIOTMYECKOT0 H BCIIOMOTaTeILHOTO 000pY1OBaHHS

IMopsmok pa3paboTKH KOPPEKTHPYIOIMX M MpPeXYNpeXIAloluX AeHCTBUH [pU
HQIMYMH H3MEHEHMM M OTKIOHEHHH IpH SKCIUTyaTalHMH TEXHOJOTHYECKOrO H
HCIBITATEIFHOTO 000pYAOBaHUs

HpI/IHHI/IHBI BaIMIAIMH TEXHOJIOTHYCCKHX ITPOIECCOB, KBaJ'II/I(l)I/IKaI.II/II/I MOMENIEHUHN U
oGopynoaaHHs[, HHXXCHCPHBIX CHUCTEM

Mertons! HpeXyIpexKICHHS MUKPOOHOTIOTHYECKOTO 3arpsI3HEHUS
HAaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB B 00JacTH OKCIIyaTalluH
TEXHOJIOTHYECKOTO U BCIOMOTraTeIbHOr0 000pyI0BaHHs

MeTtoasl CTaTUCTHYICCKOI'O YIIpaBJICHUAA Ka4eCTBOM IIpHu HHXCHCPHOM
COMMPOBOXIACHUHN IIpoiecca IIpOU3BOACTBA HaHOCTPYKTYPHPOBaHHBIX
JICKAPCTBCHHBIX CPCACTB

AHDIMMCKHA S3BIK B OOJACTH TEXHHYECKOW OKCIDIyaTaldH OOOpYyAOBaHHS IO
HPOM3BOACTBY HAHOCTPYKTYPHPOBAHHAIX JIEKAPCTBEHHBIX CPEJICTB

TpeGoBaHMsI CAHHUTAPHOTO pEXHUMa, OXpaHBl TpyJa, MOXapHOH O€30MacCHOCTH,
OXpaHbI OKPY>KaloIeH cpeabl

Apyrue
XapaKTEPUCTHKH

3.2.5. Tpynosas ¢pyHkuus

[TnaHEpOBaHME U KOHTPOJIb
BBIITOJTHEHHUS JEHCTBHIMA 110
KOPPEKIHH H MpeXyIpexICHHUIO

OTKa30B B pabore : YpoBeHb

HaumeHoBanue | TEXHOJIOTMYECKOTO U Kon B/05.5 (noxypoBeHs) 5
BCIIOMOTaTeNILHOTO 000py0BaHM KBanMUKALKH
[IPOM3BOICTBA

HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

IIpoucxoxaeHue
TpyaoBOH GYHKIMH

X 3aMCTBOBAHO U3
opurHHana

Opurunan

Kon PeructpauvoHnHslit HoMep
OpUTHHANA npo¢ecCHOHATIBHOTO CTaHIapTa

Tpynoseie
JIeWCTBHA

HHaHI/IPOBaHI/IC BBIITOJTHEHHA KOPPCKTUPYIOMHUX U NPENYNPEKIAIOIMHX JeiCcTBUH 1O
pe3yJibTaTaM NpPOBEACHUS pacCICAOBaHUA OTKJIOHCHHI

OTpaxeHne B HeOOXOJMMOl M DErNIaMEHTHPYIOMIeH NOKYMEHTAIMH BEHITIONHEHUS
KOPpPEKIMH, KOPPEKTHPYIOMHUX U MPeIyNpexAaONIuX AeHCTBUH

BhIoSTHEHHE — 3AIUIAHMPOBAHHBIX ~ OINEpalldid 1O KOPPEeKTHUPYOIIMM  H
MPEeAYNPESIKAAIOMUM IEHCTBUAM

OcymecTBI€HNE KOHTPOA HaJ BHIIOJHEHHEM ONeEpaluid IO  KOPPEKIHH,
KOPPEKTHPYIOIIUMH H NpeIyNpeXxXIalOIUMHU JEACTBUIMU

AHamu3 pe3yJbTaToB BEIIONHEHHS 3alIaHMPOBAHHBIX ONEpalMil 1O KOPPEKIHUH,
KOPPEKTHPYIOUIMX W NPEAYNPEKIAIOMUX JEHCTBHH

Heobxonumele
yMeEHUS

OHpelICJISITB OpUYUHBEI BO3HHKHOBCHUWS OTKJIOHEHHH OT TEXHOJIOTHYECKOTro
npoiecca, BOSMOXHOCTH HX O6Hapy7I(CHI/IH

OneHNBATh CTENEHb KPUTHYHOCTH OTKJIOHEHHsS M BIHSIHHE Ha KavecTBO
BBIITyCKaeMo# MPOIyKLMH
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OTKJIOHCHHA

ObecneunBaTh 3aI0MTY IMPOAYKTA OT HCTaTHBHOI'O BJIIHMAHHUS BBISABJIECHHOI'O

PaboTtaTs ¢ TexHUYeCKOM JIHTepaTypoii Ha aHTTIHIHCKOM SI3BIKE

Bectu PETUCTPATHOHHEBIC 3aITACH I10 BBIABICHHBIM OTKJIOHCHUSIM

Heo6xonumeie [IpaBuna mnpaBUIBPHOM OSKCIUTyaTalldM HCIOJIB3YEMOIO TEXHOJIOTHYECKOTO H
3HAHHUA HUCIIBITATCJIIBHOI'O 060py11013aHnﬂ, CpE€ACTB I/ISMCpCHI/Iﬁ
MGTOIIBI u HHCTPYMCHTHI YipaBJICHHAA PUCKaMH ISt KauccTBa
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHEBIX CpEACTB
HpI/IHIII/Il'ILI BaJInJallui TEXHOJIOTHYCCKHAX MPOIIECCOB, KBaJ'II/I(l)I/IKaI_II/II/I l'IOMeH.IeHI/Iﬁ H
o6opy,uonaHH51, HHXCHCPHBIX CUCTEM
MeTOJIBI NIPECaAyNpeIKACHUA MPIKpOGI/IOJIOFI/I'-IeCKOI‘O 3arpsA3HCHHUSL
HAHOCTPYKTYPUPOBAaHHLIX JICKAPCTBCHHEIX CPCICTB
MeTOI[bI CTaTUCTHYECKOTIO YIIPpABJIICHHUA Ka4Y€CTBOM opu HH)XXECHEPHOM
COMPOBOXIACHUHA Imponecca IIPpOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPCJICTB
AHDMCKU S3BIK B O0JIACTH TEXHUYECKOM OSKCIUIyaTanuud OCOpYHOBaHHS II0
IPOU3BOJICTBY HAHOCTPYKTYPHPOBAHHEIX JIE€KapPCTBEHHELIX CPEACTB
TpeGoBaHHs CaHUTApHOTO pEXMMa, OXPaHbl TpyHa, IMOXAPHOW O€30IaCHOCTH,
OXpaHbI OKpYXarolei cpeabl
Apyrue -
XAPAKTCPUCTUKH

3.2.6. TpynoBas ¢pynkuus

IIpoBenenue oOydueHHu U
aTTeCTallly IepCOHaNa,
3aJIei{CTBOBAHHOTO B peaH3aIiu
MEPOIPHATHI HHXEHEPHOTO VPpOBCHE
Haumenosanue Kon B/06.5 (nozmypoBeHs) 5
obecnieyeHu mpolecca P S—
MPOU3BOJICTBA
HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB
JKACHH! 3auMCTBOBAHO U3
'Ir'lppy(,);(I)CB):)(;l (f)l}’HKIell/II/l OpHFHHaH X OpuruHajia
Kon PeructpaunoHHslii Homep
OpHIrdHalia l'IpO(l)eCCI/IOHaHLHOI‘O cTaHaaprTa
TpynoBsie Pa3paboTka u cornmacoBaHue mporpaMm o0y4eHHs epcoHana
JeicTBUS [InanupoBanne NOTPeOHOCTH B IPOBEAEHUM MEPBUYHOIO, IEPHOJAUYECKOTO,
CHEeNHATBHOTO OOY4YeHHsT MEpPCOHalla IO OJKCIUTyaTaliH TEXHOJOTHYECKOTO H
BCIIOMOTaTeILHOrO 060pYAOBaHHS
Cornacopanue IUIaHOB-rpaduKOB OOydYEHHMs] TEPCOHATA IO  OKCIUTyaTalluH
TEXHOJIOTHIECKOr0 M BCIOMOTaTeNbHOT0 000pyA0BaHHs
ObecnedeHne MoceieHrs NEPCOHANIOM TpeOyeMBIX 3aHATHIH 110 00yYEHHIO
IIpoBeneHne TeOpeTHYECKUX M MPAKTUYECKHX 3aHATHH C MEPCOHAIOM, 3aHATHIM B
MPOU3BOJICTBE HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
ITpoBeneHue oneHKN 3HaHU# lepcoHalla
HeobxonuMeie CoctaBiaTh mnporpamMmsl OOydeHHMsS MEpPCOHANa, 3aHATOTO B  IPOM3BOJCTBE
yMEHHUs HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHBIX CPEACTB

HJ'IaHI/IPOBaTB HOTpC6HO'CTI/I B MNOPOBCACHHH IEPBUYHOIO, IEPHOAUIECKOrO,
CIICMUAJIBHOT'O O6y‘IeHI/UI NE€pCOHAJIA, 3aHsATOrO B IIPOU3BOJCTBEC
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HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHHBIX CPEICTB

CocraBmare mnaHB-rpadUKd OOYUEHHs] NIEpCOHaNa, 3aHATOTO B IPOH3BOJCTBE
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

IIpoBoguTe TeOpeTHYeCKHE M IPAKTUYECKHE 3aHATHA C MEPCOHAIOM, 3aHATHIM B
IIPOM3BOZACTBE HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPENICTB

Heobxoaumeie
3HAHHUA

TpeboBaHust TOKyMeHTOB K pa3pabaThIBaéMBIM METOAHMKAM OOYYEHMs EepCOHAa,
3aHATOrO B IPOU3BOACTBE HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHEIX CPE/ICTB

Meroasl ¥ cmoco0bl IpeacTaBiIeHHs y4eOHOro Marepuana s 3¢¢eKTHBHOro
YCBOEHHS CITyMIaTEISIMU

Crioco6bl U KpUTEpUH OLEHKH YCIIEBAaEMOCTH 00Y4aeMOro MepCoHala, 3aHATOrO B
IPOU3BOACTBE HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

IIpaBuna SKCIUTyaTaMH TEXHOJOTHYECKOTO M HCHBITATEIBHOTO 00OpYIOBaHHS,
CPEACTB M3MEPEHMI, HCIOIB3YEMBIX NPH MPOM3BOACTBE HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHBIX CPEICTB

MCTOZIBI BHA3YAJIbHOT'O KOHTPOJISI TEXHOJOTHYCCKOro Mpolecca IIPpOM3BOACTBA
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPEACTB

MCTOZ[I:I Hu HHCTPYMEHTHI YIIpaBJICHUA PUCKaMH JJIsL Ka4eCTBa
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CPCIOCTB B obnactu JKCIITyaTalmuu
TCXHOJOTHYECCKOI'O H BCIIOMOI'aTCJIbBHOI'O 060py2[0BaHH$I

Ilopsimox pa3paboTKu KOPPEKTHPYIOIIUX H MPEAyNPeKAAONMUX AeUCTBHM IIpu
HAIMYMM H3MEHEHHH M OTKIIOHEHHH TpHM DKCIUTyaTalldd TEXHOJIOTHYECKOTO H
HCHBITATENBHOTO 000PYIOBaHUS

HpHHHHHBI BalINAALNHN TCXHOJIOTHUCCKHX MPOLCCCOB, KBaJII/I(bI/IKaIII/II/I IMIOMEHICHHH U
o6opyn013aHn;[, HHXXCHCPHBIX CUCTEM

MCTO,Z[BI NMpEAYNPEKICHUA MHKpOGI/IOJIOFPI‘ICCKOFO 3arpsA3HCHHUA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCIACTB B obnactu SKCILTyaTaluu
060p)’I[OBaHI/ISI A HHXKCHEPHBIX CUCTEM

MeTtonsl  CTaTUCTHYECKOTO  YIIPABJICHHS
COIIPOBOXKICHUHU mpolecca HpOM3BOJICTBA
JICKApCTBEHHBIX CPEICTB

KayeCcTBOM IpH  HHXEHEPHOM
HaHOCTPYKTYPHPOBaHHBIX

TpeGoBaHust caHMTApPHOIO pEXHMa, OXpaHBl TpPyAd, IOXKAPHOH OE30macHOCTH,
OXpaHbl OKPY’>Kalomel cpesl

Apyrue
XapaKTEPHCTHKU

3.2.7. TpynoBas ¢pyHxuus

Mertponorugeckoe v
POBEHb
COIpOBO CHHC IIPOU3BOJACTBA
HaumeHnoBaHKe POBOANUL P a Kon B/07.5 (noxypoBeHs) 5
HaHOCTPYKTYPHPOBaHHBIX P —
JICKAPCTBCHHBIX CPENCTB
3aMMCTBOBAHO U3
Hponqu'mneﬂne Opurusan X
TpynoBol GyHKIMK OpHUIrHHana
Kon PeructpaliuOHHBIH HOMED
OpurHHania npo¢decCHOHANBHOIO CTaHAApTa

TpynoBeie
JeHcTBHA

OrmpefieleHNe W KCIOJIE30BaHUE CPEACTB H3MepeHHH (pabounX U 3TaJIOHHBIX)

[TpoBeeHne TOBEPKH U KATHOPOBKH CPEICTB H3MEPCHUI

CornacoBaHu¢ METOIUK BBIIOJTHEHHAS I/I3MCpCHI/II71 A obecneueHus HOPM TOYHOCTH

HpOBC,[[eHI/Ie MeTpOHOFI/I'IeCKOﬁ SKCIICPTU3LI KOHCTPYKTOpCKOﬁ JOKYMCHTAIlUH

ITpoBemeHre METPOJIOrHYECKOr0 HaA30pa Opy peaslM3alliy Ipolecca IpOU3BO/ICTBA
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HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHHIX CPEJICTB

Cocrapiienne m1aHOB-rpaMKOB MPOBENEHUS ACHCTBHIA 10 KaTMOPOBKE M IOBEPKE
CPEACTB U3MEPEHUI

OGecnieueHne TNPOM3BOJICTBA HEOOXOAMMBIM IOJMEHHBIM (POHAOM CpPEICTB
U3MEPEHUH Ha MOMEHTHI IPOBEACHNS KAIMOPOBKH M IOBEPKH

Onucanue MMPOBECACHHOT'O KOMILJICKCa MGpOHpI/ISITI/Iﬁ 110 BEBITIOJTHCHHIO
MCTPOJIOTHYCCKOrO  COIIPOBOXXIACHUA  IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB TCXHOJIOTMYECKOIO 1 BCIIOMOTIaTCJIIbHOIO 060py,HOBaHI/ISI

Heob6xoaumMeie
YMEHUS

OCYI]ICCTBJISITL TUNIAHUPOBAHHUC MCTPOJIOTHYECKOI0 COIIPOBOXIACHUA IIPOU3BOICTBA

AHaHHSHpOBaTI: AOKYMCHTAIIHIO, OTPaXarollyl0 METOAUKY MCTPOJIOTHYECKOTO
COIIPOBOXKACHHS IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHBIX CPEJICTB

ObecneunBaTh peannu3anuio 3alTAaHUPOBAHHBIX Meponpmmﬁ 10
MCTPOJIOTHYECKOMY  COIIPOBOXIACHHUIO IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHLIX CPCIACTB

OdopMiaTh  pe3ynbTaTel  MPOBENCHHOTO  KOMIUIEKCA ~ MEPONPHATHA IO
METPOJIOTHYECKOMY COIPOBOXKICHHIO TIPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHH C WHCTPYKUIUSAMH MO OGOPMIICHHIO H

IpYroil TEXHHYECKOH NOKyMEHTaLUEN

HeobOxonumere
3HAHUA

r OCYIapCTBCHHBIC CTaHOAPTEI CUCTCMBI obecrieueHHs CAUHCTBA I/I3MepCHI/II71

Me)KFocyI[apCTBeHHHC CTaHJdapThI CHCTECMEI KOHCTPYKTOPCKOﬁ JOKYMCHTAITUH

Me)KPocleapCTBCHHHC CTaHIAPThl CHCTEMBEI TEXHOJIOTHICCKOH AJOKYMCHTALIlUN

MGTOIIBI H NHCTPYMEHTLI YiipaBJICHHA
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

PpHCKaMH UL Ka4dcCTBa

)51 060py1103aHH51, HH)XXCHEPHBIX CUCTEM

HpI/IHI.II/Il'IBI BaIAAAIUH TCXHOJIIOTHYCCKHX ITPOIECCCOB, KBaJII/I(bI/IKaI.II/II/I HOMCH.ICHI/Iﬁ

HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBEHHLIX CPEACTB

Mertonst peayIpexXKACHUS MHUKPOOHOIOTHIECKOTO 3arps3HEeHUs

COITPOBOXIACHHUH mponecca IIPpOU3BOACTBA
JICKApCTBCHHLIX CPCACTB

MCTOIIBI CTaTUCTHYICCKOI'O YIIpaBJICHUA Ka4yCCTBOM IpH HHXCHCPHOM

HaHOCTPYKTYPUPOBAHHBIX

JIEKAPCTBCHHEBIX CPEICTB

[Topsimox  nmeHcTBUH TpU  BBISABIEHHH OTKIOHEHHH
METPOJIOTHYECKOr0  CONPOBOXKIEHHUS IMPOU3BOJACTBA HAHOCTPYKTYPUPOBAHHBIX

B XOA€ IIPOBEACHUA

OXpaHbl OKPYKaIOIIEH cpeabl

TpeboBaHus caHUTApHOTO peXKMMa, OXpaHBl Tpyda, IMOXKapHOH Oe30macHOCTH,

HApyrue
XapaKTEPUCTHKH

3.3. O60o0mennas TpyaoBasi pyHKuHS

Oprannsanpm JACATCIBHOCTH I10
OCYHICCTBJICHUIO HHXKECHCPHOI'O

H OM3BOJCTBA Ko C Yposeib 6
AUMEHOBAaHHUE COITPOBOXACHU IIp )i I KBATH (bPIKauMI/I
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/CTB
Hpoucxoncnf HHe 3alMCTBOBAHO U3
06061eHHO I | Opurunan = X

TPYAOBOHM GYHKLUH |

OpHWIrnHajla

Kon
OpUruHana

PerucrpaunoHHsiit HoMep
npodeccHoHANBHOTO CTAaHAAPTA
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Bo3moxHbIE 3amecTHTENh HAYaJIbHHKA OTJENa
HaVMEHOBaHU HavanpHuK ydacTKa
JOJDKHOCTEH,

npodeccuit

TpeboBanus
00pa3oBaHUIO

Bricmee o6pa3oBanue — 6akagaBpuaT

00y4EeHHIO

TpeboBaHus k He MeHee Tpex neT paGoThl HA HHXEHEPHO-TEXHUIECKHX JOJDKHOCTAX B 001acTH
OITBITY TEXHHYIECKOH 3KCIUTyaTalluyd 000PyIOBaHHS TPOU3BOICTRA

MPaKTAYECKON HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB

paboTsl

Ocobrie ycrnoBus
Jomycka K pabote

[Tpoxoxaenne 00s3aTeNBHBIX MPeABAPHTEILHEIX (IPH MOCTYILICHUH Ha paboTy) u
HEPUOJTHIECKHX MEAUIUHCKIX OCMOTPOB (00cet0BaHuUi), a TaKKe
BHEOYepeIHBIX METUIIMHCKUX OCMOTPOB (00CIe0BaHUI) B OPSAKE,
yCTaHOBJIEHHOM 3aKOHOJAATeNECTBOM Poccuiickoit deneparn

ITpoxoxieHre HHCTPYKTaXa 110 OXpaHe TpyAa U TEXHUKE 0€30I1aCHOCTH

Hpyrue

XapaKTCPUCTUKH

JlononauTtenbHble MpodecCHOHATBHBIE IPOrPaMMBI — IIPOrPaMMBl OBHIIIEHUS
KBaJTU(UKAIMK 110 TPOPIIIO AEITEIHHOCTH

JlononHUTENbHEBIE XapaKTePUCTHKH

HaumenoBanue Kox HaumMeHoBaHue 6a30B0#t rpymIisl, JODKHOCTH (IPOeCcCHi) T
JIOKyMEHTa CIeLHaNbHOCTH
OK3 1321 PyKkoBoauTe | MOApa3aesicHu#t (yupapistonue) B
obpabaThIBarollell NPOMBIIITIEHHOCTH

EKC - HavansHuk 1exa (ydactka)

OKIIATP 25114 HavansHuk mexa

OKCO 2.12.03.04 | BuoTexHHYECKHE CHCTEMBI M TEXHOJIOTHH
2.15.03.02 | TexHojorHYeCKHE MAIIMHEI 1 060pYyIOBaHHE
2.15.03.04 | ABToMaTH3aIMs TEXHOJIOTHIECKUX IMPOIIECCOB M MPONU3BOACTB
2.18.03.01 | Xumudeckasi TEXHOJIOTUs
2.19.03.01 | buorexHonorus
2.28.03.03 | Hanomartepuaiisl

3.3.1. Tpynosas dpyHKuus

Pa3paboTka u opraHu3anus
BBITIOJIHEHHS IUTAHOB TEXHUYECKOTO
00CITyXKMBaHUS M PEMOHTA VposeHs
HaumeHoBaHue HH)XXCHEPHBIX CHCTEM U Kon | C/01.6 (odypOBEHS) 6
obopyaoBaHUS IIPOU3BOJCTBA KBaTHUKALMH
HAaHOCTPYKTYPHUPOBaHHBIX
JICKAPCTBEHHBIX CPE/ICTB
oo Opmmn X I
Kon opurunana PeructpaunoHHbIi HOMEp
npodeccroHanbHOTO
CTaHjapra
TpynoBeie JInarHocTHKa OCHOBHEBIX Y3JIOB, arperaToB, MalldH B 000pyAoBaHHs, paboTa KOTOPEIX

NeHCTBHUA

BIIMSAET Ha KAa4eCTBO T'OTOBOH IMPOAYKIHH, C IICIHBIO OIPEACIICHHUA obbema PEMOHTA
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IIpHA NPOBECACHUH MMOCJIEAYIOLICTO IJIAHOBOI'O0 TEXHHYCCKOI'O O6CJ'IY)KI/IBaHI/ISI

Pa3pa60TKa IMJIaHOB TEXHUYCCKOI'O 06CJ'IY)KI/IBaHI/I$I H pCMOHTA HHXXCHCPHBIX CUCTEM H
OGOPYI[OBaHI/ISI TIIPOU3BOICTBA HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBCHHBIX CPCACTB

Oprannsamm BBEIIIOJIHCHHUSA IINIAHOB TCXHHUYCCKOI'O OGCHY)KI/IBaHI/ISI H PpEMOHTA
HMHXCHECPHBIX CHCTEM H 060py210BaHI/I$I IIPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPCACTB

HpOBC}ICHI/Ie aHaljin3a IIpAYHH 06Hapy>KeHHI>IX OTKJ'IOHCHHﬁ, PUCKOB JIsI Ka4CCTBa
BBIHYCKaCMOﬁ OPOAYKIIMH Ha BCCX STallaX TCXHOJIOTHYECKOIro mpomecca, CBA3aHHOIO
C pa60T0171 TCXHOJJIOTHYCCKOI'O H BCIIOMOT' aTCIIBHOI'O 060py11013aH1m

KoppektupoBka rpaukoB OCMOTPOB, TEXHHYECKOTO OOCITY)XHBaHHS W PEMOHTOB
000pyIOBaHHS M WHXKEHEPHBIX CHCTEM IIPOH3BOJCTBA HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB HA OCHOBAHUM NAHHBIX aHAJIM3a

HOKYMCHTI/IPOBaHHC IIPOBCACHHOIO KOMILIICKCa Meponpnsmdﬁ 0 HPOBECACHHIO
IIJTAHOBBIX OCMOTPOB, IINIAHOBOI'O TEXHHUYECKOT'O 06CJI}’)KI/IBaHI/IH H PpEMOHTOB

Heob6xomumMeie
yMeHUS

AHaTH3UPOBATh Pe3ybTATHl IUTAHOBEIX OCMOTPOB 3KCIUTYaTUPYEMOTo 000pyIOBaHUS
MPOM3BOACTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HpOI/ISBOIlI/ITB PEMOHT (SaMeH}’) BBIIIEAMNX U3 CTPOA 3JICMEHTOB TEXHOJIOTHYECKOTO
o6opyn03aHn;{ IIPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBECHHEIX CPEJICTB

OTpaxaTh pe3yiabTaThl NPOBEACHHOTO KOMIUIEKCA MEPONPUATHH 1O DPEMOHTY
TEXHOJIOTHIECKOT0 o0opy/ioBaHUS  IPOU3BOACTBA  HAHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHH C MHCTPYKUHMSAMHU H APYrodl TEXHHYECKOH
JOKyMEHTalHel

OCyIIeCTBIATh B3aMMOJACHCTBHE C IIOCTABIIMKOM i oOecIedeHHs] ITOCTaBOK
3alacHBIX dYacTed, CMEHHBIX MAaTEpHAIOB M KOMIUIEKTYIOIIUX TEXHOJIOTHYECKOrO
o0opymoBaHUsl TPOU3BOJACTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
HEOOXOAMMBIX I €70 PEMOHTA

HpI/IMeHHTL MCTOABI MTUArHOCTUKH, PEMOHTA, CGOpKI/I A MOHTaXa, IIPOBEPKH Ha
TOYHOCTE Y UCHIBITAHUA OTPCMOHTUPOBAHHOI'O 060py,HOBaHI/I$I

Heo6xoaumeie
3HAHUS

OO6mue mnpuHIHUNB paboOTH, TEXHWYECKas XapaKTePUCTHKA, KOHCTPYKTHBHEIE
0COOEHHOCTH TEXHOJIOTHIECKOTO obopynoBaHuUs HPOU3BO/ICTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

KOHCTPYKTHBHEIE OCOOCHHOCTH, THAPABIMYECKHE W KHHEMAaTHYECKHE CXEMBI
PEMOHTHPYEMOT0 060pyIOBaHKS

TpeGoBaHuss  pYKOBOACTB IO  PEMOHTY H  SKCIUIyaTallUM  KOHKPETHOM
TEXHOJIOTHIECKOMH YCTaHOBKH TIPOM3BOJICTBA HaHOCTPYKTYPHPOBaHHBIX
JIEKQPCTBEHHBIX CPEICTB

IMpodunakTudeckue Mephl MO IPEXYNPENKACHHIO HEHCIPABHOCTEH HHXEHEPHBIX
CHCTEM H TEXHOJOTHYECKOro oOOpYAOBaHMs, MCIOJIb3yEMBIX IIPH IIPOU3BOJACTBE
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

Texnonornueckne IIpoLECChEl PEMOHTA, HCHBITAHWI H COa4Yd B OSKCILTyaTallHIO
060py,u013aHnﬂ TNPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPC/ICTB

IMopsmox pa3paboTKH M KOHTPONA HajJ BBHINOJHEHMEM KOPPEKTHPYIONIMX H
NpEeYNPEXAAOMMX JeHCTBUI INpH HATMYMH HM3MEHCHMH ¥ OTKIOHEHMH [pH
OKCILIyaTallil TEXHOJOTHYECKOTO M HCIIBITATENIbHOTO 000pyI0BaHuUs

Tpe6OBaHI/ISI HaJ[JIeXarmen HpOHSBOlICTBeHHOﬁ IPaAKTHKHA

MeTtoanl H HHCTPYMEHTHI YIIpABJICHUA pUCKaMHu JLIsL Ka4dcCTBa
HaHOCTPYKTYPHPOBAaHHBIX JICKapCTBCHHBIX CPCACTB B obmactu OKCILTyaTalluu
TCXHOJIOTHYCCKOTO H BCIIOMOTaTCJILHOT'O o60py1103aHym

Iopsiiox odopMITeHHs] TOKYMEHTAIMK AJI MOJydYEHHs 3allaCHBIX 4YacTed, CMEHHBIX
MAaTepUalOB ¥ KOMIUIEKTYIOIUX TEXHOJIOTHYECKOro 0OOpYHOBaHHs HPOM3BOJCTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB




Apyrue -
XapaKTEPHCTUKH

3.3.2. TpyaoBan pyHKkuus

Pa3paboTKa U COracoBaHUe JOKYMCHTAIMH

I1O 3KCINTyaTaluun OﬁOpyI[OBaHI/IH u ypogeﬂb
HaumeHoBaHue HWH)KEHEPHBIX CHCTEM, UCTIOIb3YEMBIX IPU Kon | C/02.6 (monypoBeHs) 6
[POM3BOACTBE HAHOCTPYKTYPUPOBAHHBIX KBanuQukanu

JICKaPCTBCHHBIX CPEACTB

IIpoucxoxaeHue 3aMMCTBOBAHO U3
. Opurunan X
TpynoBo# GyHKIMH OpHTHHanNa
Kon opurunana PeructpaunoHHslil Homep
npodeccHOHANBHOrO
cTaHaapTa
pr,E[OBBIC OI.ICHKa A COrJIaCOBaHHEC CTAHAAPTOB OpPraHU3allMH, PYKOBOIAIIHX AJOKYMEHTOB IO
ﬂeﬁCTBHH IIPOBCACHHUIO IIJIAHOBBIX OCMOTPOB, IJIAHOBOI'O TCXHHYCCKOI'0 OCMOTpAa U pPCMOHTOB

CorjacoBanue WHCTPYKUMH, CTaHAApTHBIX ONEPAlMOHHBIX IpONIENYp  JUIL
MOJrOTOBHTENILHBIX ~ ONEpaliii ¥ MOATOTOBKM  TEXHOJOTMYECKOIO M
BCIIOMOTaTeJIbHOr0 000pyAOBaHus K paborte

CorinacoBaHne WHCTPYKIMH, CTaHAAPTHBIX  ONEPAallHOHHBIX IpOLEAYp IO
SKCIUTyaTaIlH{ TEXHOJIOTHYECKOT0 U BCIIOMOTaTeIbHOro 060pyJOBaHuUs
CornacoBaHne WHCTPYKLIMH, CTaHAAPTHHIX OIEPAIHOHHBIX IPOLEAYDP BHIIOJIHEHHS
omepanmii mo cMeHe ¢GOpMaTOB AN TEXHOJOTHYECKOTO H  BCIOMOraTeNIbHOrO
obopyznoBaHus

CornacoBaHne WHCTPYKUHH, CTAHAAPTHHIX OIEPAI[MOHHBIX MPOLEAYpP BBIIOJIHEHHS
oIepalluii 110 OYHUCTKE TEXHOJIOTHIECKOTO U BCIOMOTaTeILHOr0 000py10BaHHS
CornacoBanue HWHCTPYKIMH, CTaHAAPTHHIX ONEPAallMOHHBIX MpOLENYp I
IpOBEJCHUS IUTAHOBHIX OCMOTPOB, IUIAHOBOTO TEXHHYECKOro OOCIyXKHUBaHHSI H
PEMOHTOB TEXHOJIOTHYECKOTO Y BCIIOMOTaTeJIbHOTO 060pyJ0BaHHs

Heo6xoaumple | AHaIM3HUPOBATH JOKYMEHTHI, OMMCHIBAIOINE TEXHOJIOTHIO IPOU3BOJCTBA, (PacoBKy u
YMEHHS VIIaKOBKY  HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, C  IO3HIUH
MOATOTOBKH 7§ SKCIUTyaTaIuu 060pynoBaHuUs U1 MIPOM3BOJICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Odopmiars W3MEHEHHMST K TEXHOJIOTMYECKAM HHCTPYKIHUAM, CTaHIapTHBEIM
OIEPalHOHHBIM HPOLENYPaM IO OYHCTKE TEXHONOTHYECKOrO H BCIIOMOTaTENBLHOrO
000pyaOBaHUs

OcCymecTBIATh aKTyadW3alHio JIOKyMEHTallHd M YNPaBJIE€HHE NOKYMEHTAlUEW IO
SKCIUTyaTalui 000pyJOBaHUs ¥ HHXKCHEPHBIX CHCTEM

OdopmiIaTs pe3yinbTaThl MPOBEACHHOTO KOMILIEKCAa MeponpHaTHi 1o paspaboTke
JOKYMEHTalUU JUIS TEXHOJIOTHIECKOTO 000pyaOBaHH MPOU3BOJICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C HHCTPYKLMSAMH
| IPYToi TEXHUYECKOH JOKyMEHTaIHeH

PaGoTaTh ¢ TEXHHYECKOM IUTEpaTypoil Ha aHITTHICKOM SI3BIKE

IIpuMeHSTh METOABI AWATHOCTHUKH, PEMOHTAa, cOOPKH M MOHTaXa, MPOBEPKU Ha
TOYHOCTH ¥ UCIIBITAHUS OTPEMOHTHPOBAHHOIO 000pYIOBaHHs

Heo6xomumble | [IpaBuna 3KCIUTyaTallMM TEXHOJOTMYECKOTO M HCIBITATENBHOTO 06OpYIOBaHMUS,
3HaHU CPEICTB W3MEPEeHHi, HCIOIb3YEeMBIX IIPH IPOU3BOACTBE HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

KoHcTpykTHBHBIE OCOOCHHOCTH, THAPAaBIAYECKHE M KMHEMATHYCCKHE CXCMBI
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PEMOHTHPYEMOT0 000pYXOBaHUS

TpeboBanus Hanexane# IPOU3BOACTBECHHOM MPAKTHKA

ITopsimokx pa3paboTKu KOPPEKTHPYIOIMX H TPEOYNPEXAAOMMUX NEHCTBHHA IpH
HaIMYHHM HU3MEHEHHH M OTKIOHEHMH WpPH SKCIUIyaTallMM TEXHOJNOIMYECKOTO H
HCIIBITATENIBHOTO 000PYI0BaAHHUSA

Meroast 4 MHCTPYMEHTHl  YIpaBJI€HHS  pHUCKAMH  JJId  KadvecTsa
HAHOCTPYKTYPUPOBAaHHBIX JIEKADCTBEHHBIX CPEACTB B 00JIaCTH OKCIUTyaTaluH
TEXHOJIOTHYECKOT0 ¥ BCTIOMOTaTeNbHOT0 000pYAOBaHUS

HpI/IHI.II/Il'ILI BaJILJIAIMH TEXHOJIOTMYECKUX ITPOLICCCOB, KBaJIH(i)I/IKaI.II/II/I TIOMENICHAN B
o6opy11013aﬂpm, WH)XXEHEPHBIX CUCTEM

AHrmiickuii s3bIK B 00JIaCTH TEXHHYECKOH OKCIUIyaTalldd OOOpYHOBaHHS IO
IPOM3BO/ICTBY HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB

MeToapl  CTaTHCTHYECKOTO  YIpPaBIEHHS  KAaYeCTBOM [PH  HHXKEHEPHOM
COIPOBOXICHHH IIPOLecCa MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEACTB

Apyrue
XapaKTEPUCTUKH

3.3.3. Tpynosas dynxnus

OpraHmaum Imponecca noJacpxanust
TEXHUUYECKHX ITapaMETPOB 000pyI0BaHMUS, v
OBCHb
HauMeHoBaHHE HCIIONIB3YyEMOTrO IIPH NPOU3BOACTBE Kox C/03.6 (l'lOlII;pOBeHL) 6
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEBIX KBATHbUKALIH
CpCACTB, B PECTIIAMCHTHPOBAHHBIX
npeaenax
Hponqu'meﬂue OpHrunan X 3aUMCTBOBAHO M3
TpynoBoH GyHKIMH OpHUrHHANA
Kopn opuruxana PeructpaunoHHbIii HOMEp
npoQecCHOHANEHOTO
CTaHAapTa

Tpynossie
IeHcTBHA

HJ'IaHI/IpOBaHI/IC BBIITIOJIHCHUA onepaunﬁ 10 MMPOBEACHHUIO OCMOTpA, TEXHHYCCKOI'O
06CJ'IY)KI/IBaHI/I$I, MNOATBCPXKACHHEBIX 3aIlMCAMHA B TOKYMCHTAIIUH

IInanupoBanne NOTPeOHOCTHM B BHINOJHEHHH Olepaluil 1Mo KeBadudukanuu
(BepudHKanuy) TEXHOJNOTHYECKOTO W BCIIOMOraTelIbHOTO OOOpYHOBaHHS IIOCIE
MIPOBE/IEHHUS TIAHOBOTO TEXHUYECKOT0 00CTyKMBAHUS U PEMOHTOB

KOHTpOJIB MNPaBUAJIBHOCTH OJOKCIUIyaTallUd TEXHOJOFMYCCKOro W BCIIOMOTaTEIBHOTO
060py110BaHI/IH B COOTBCTCTBMH C €ro TECXHHUYCCKMMH XapaKTCPHUCTHKaMH,
NOATBCPKICHHBIMHA 3aITUCIMA B pCI‘I/ICTpI/Ip}’IOIIIeﬁ JOKYMCHTAalUH

KoHTponr BBIMONMHEHHS MNOpsAAKAa JEHCTBUA NpH BBSIBICHUMH  OTKIOHEHHM
(HECOOTBETCTBUS) B COOTBETCTBHHM C MHCTPYKIMSMH M JpPYrod TeXHHYECKOH
JOKYMEHTaluen

KoHTposIp BBEINOJIHEHMs ILIAHOB-TpadHKOB MpoBedeHHs padoT IO KBaTH(pHUKAIUH
000pYyIOBaHUS U HHXCHEPHBIX CUCTEM

CBOCBpCMeHHOC corjiacoBaHu€ OTYCTOB IIO KBaJII/I(i)I/IKaHI/II/I o6opy110Baan Hu
HHXCHCPHEBEIX CHCTEM

BHecenne 060CHOBaHHBIX M3MEHECHHI B CPOKU HPOBeIeHMs paboT no KBaIN(pUKauu
000pyIOBaHMS ¥ MHKEHEPHBIX CHCTEM

Oprannsaunx IIpOBEACHUA aBapHﬁHLm PEMOHTOB 060p}’I[OBaHI/ISI A HHXCHEPHBIX
CHCTEM ITPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCIACTB
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Heobxogumbie | KoHTpomupoBath paboTy NOAYMHEHHOTO IEepPCOHANA M CTPYKTYPHOTO HOApa3AeieHUs
yMEHUs o obecreueHHIo HH)XEHEPHOTO COIPOBOXKICHHS IIPON3BOJICTBA
HaHOCTPYKTYPHMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
ITpou3BOAMTE OIEHKY KBaTM(UKAIMK IIEPCOHATA IPOU3BOICTBEHHEIX HOApa3AeICHuMi
OueHuBath 06bEMBI UCHBITAHUH TPU KBATM(PHUKANUH 1 BaJIHJALHA
PaboTaTh ¢ TeXHMUYECKOM IUTEPATYPOH Ha aHIJTIMICKOM SI3BIKE
[Tpon3BoanTs OLIEHKY [OKYMEHTOB, ONMCHIBAIONIMX TEXHOJOTHIO MPOU3BOJCTBA,
¢acoBKy M YIaKOBKy HaHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHBIX CPEACTB B 00JIACTH
SKCIUTyaTaliy TEXHOJIOTHYECKOTO M BCIOMOTaTeIEHOro 000pyaOBaHUS
Heob6xomumbie | IlpaBria bskcnmyaTalliil TEXHOJIOTHYECKOTO M HCHBITATENBFHOrO 0OO0OpYHOBaHUS,
3HaHUA CPEACTB HM3MEPEHHH, HCHONB3YEMBIX IIPH MPOU3BOACTBE HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB
IMopsimok pa3paboTKM KOPPEKTHPYIOIIMX H MPEAYHPEXTAOUMX ICHCTBHHA IpH
HaIMYMM W3MEHEHUH W OTKIOHEHHMH IIpH OSKCIUTyaTalli¥ TEXHOJIOTMYECKOro U
HCHBITATENBHOTO 000Py10BaHUS
MeToast H HHCTPYMEHTHI yIIpaBJIe€HUS pHUCKaMH JUTSt KayecTBa
HaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB B 00JacTH 3KCILIyaTaluu
TEXHOJIOTHIECKOT0 U BCIIOMOTaTeIbHOT0 000pYAOBaHUS
[MpuHOMNBEl BaMMOAMKA TEXHOJOTHYECKUX MPOIECCOB, KBAMGUKAIIUN TOMEIICHUHA U
000py1OBaHUS, HH)KEHEPHBIX CHCTEM
Metonast IpeAyTIPEKIACHUS MHKpPOOHOTIOTHIECKOTO 3arpsi3HEHUS
HAHOCTPYKTYPHPOBAaHHEBIX JIEKAPCTBEHHBIX CPEACTB
MeToapl  CTaTUCTHYECKOTO  YIPaBJICHHS  KAaueCTBOM  IpH  HMHXXEHEPHOM
COIPOBOXAEHUHU Ipoliecca MPOU3BOACTBa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpEeACTB
AHTIHACKHM S3BIK B OOJIACTH TEXHWYECKON OKCIUTyaTaluu oOOpyIOBaHUS IIO
IPON3BOJICTBY HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBECHHBIX CPEACTB
TpeGoBaHUs CAHUTAPHOTO PEXUMA, OXPAHBI TPyZa, 0XKapHOH 06€30MacCHOCTH, OXPaHHI
OKpY’Karollen cpezisl
Apyrue -
XapaKTepUCTHKA

3.3.4. Tpynosas ¢pyHkuus

KoHTpoIs METPONOru4ecKoro

obecrnie4eHust HHXKECHEPHBIX CUCTEM U VposeHs
Haumenopauue | 000OpYAOBaHMS, UCIONB3YEMBIX TIPH Kox | C/04.6 (moaypoBeHs) 6
MPOU3BOJICTBE HAHOCTPYKTYPHUPOBAHHEIX KBanHQuKaMH
JIEKApCTBEHHBIX CPEACTB
XKAeHHe 3auMCTBOBAHO M3
Hpoucxov A Opurdnan X
TPYAORO# PYHKLMH OpHTHHAJIA
Kon opurunana PeructpauuoHHelil HOMeEp
npodeccuoHANBEHOTO
cTaHaapTa
‘TpynoBsle KOHTpONE HCHONB30BaHHS CPEACTB M3MepeHHH (pabouHX H JTaJOHHEIX) B
JIeUCTBHS COOTBETCTBHH C MHCTPYKIHSMH ¥ JPYTOH TEXHUYECKOH JOKYMEHTAIMEH

HU3MEPECHUI

KOH’I‘pOJIB BBIIIOJIHEHUSI CPOKOB IIPOBCACHHUSA IIOBEPKH H KaJII/I6pOBKI/I CpPEIACTB

KOHTpOJ'IB BBIITOJTHCHHUA NIEPCOHAIIOM I/ISMGPCHI/Iﬁ JUIA obecrieueHUs HOPM TOYHOCTH B
COOTBCTCTBHH ¢ HHCTPYKIIUAMU U IlperfI TCXHHYECKOU IIOKYMCHTaIIPIeﬁ
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KOoHTponb CPOKOB COCTaBICHHS IUIAHOB-TPaQUKOB NPOBEINEHHS HEHCTBHH IO
KaJIHOpOBKE M NOBEPKE CPEACTB U3MEPEHHIA

Konrpons obecneyeHns MpOM3BOACTBA HEOOXOAMMBIM MTOAMEHHBIM (POHIOM CPEJICTB
H3MEpEHUH Ha MOMEHTHI IPOBE/ICHUS KAJTHOPOBKH M IIOBEPKH

Heo6xomumMeie
YMEHHUS

AHaJII/ISI/IpOBaTB JAOKYMCHTRI, OITMCBIBAIONIUE TEXHOJIOTHIO IIPOU3BOACTBA, d)aCOBKy H
YIIaKOBKY HaHOCTPYKTYPHPOBAaHHBIX JICKApCTBCHHBIX CpPEJICTB, C IIO3HIUH
IOoATOTOBKH H SKCIITyaTaluu O60py,Z[OBaHI/I$I I IIPOHU3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEBIX CPEICTB

OdopmiaTh H3MEHEHHS K MPOMBINUIEHHEIM pErIaMEHTaM, TEXHOTOTHIECKUM
HHCTPYKIMSAM, CTaHIApTHBHIM OICPAIMOHHBIM IPOLEAypaM B IUIaHE HaleXalei
3KCILTyaTaluu 000pYAOBaHUS M MHKEHEPHBIX CHCTEM

OcymiecTBIATh aKTyaqu3allMi0 IOKYMEHTAllMM M yOpaBJIEHHE JOKyMEHTallMed o
OKCILUTyaTalluh  OOOpyNOBaHMA M  HHXEHEPHBIX  CHCTeM  IIPOM3BOICTBA
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

Bectu  mMoHmTOpHHT  paGoTOCOCOOHOCTH  0GOpYyHOBaHHMS  IPOM3BOJICTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

PaboTath ¢ TEXHUYECKOIi TMTepaTypoii Ha aHIIHIHCKOM SI3BIKE

I/IHTepHpCTHpOBaTB JaHHBIC COCTOSHHUA 060p}'I[0BaHI/ISI H TCXHOJIOTHYCCKHUX
IIPOoHECCOB IIPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB

HpOH3BOI[HTB OLCHKY COOTBETCTBHA COACpKAHHA TCXHHIECKOMH AOKYMCHTAIINK B
COOTBCTCTBHUH C HHCTPYKIHUAMHA

OllcHHBATh BJIMSHHE OTKIOHEHHH B pa60Te oGopy,uonaHnﬁ, HHXCHCPHBIX CHCTCM Ha
Ka4CCTBO MOJYYACMBIX HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPCIACTB

HeobxoamuMeie
3HAHUS

FOCYIIapCTBeHHHC CTaHIapPThl CHCTCMBL obecreueHUS CIUHCTBaA I/ISMCpeHI/Iﬁ

Mexcrocy,uapcmennme CTaHOAPTHI CHCTEMBI KOHCTpYKTOpCKOﬁ AOKYMCHTAIIUH

MC)KI‘OCYIIapCTBeHHI)Ie CTAaHAAPTHI CHCTCMBI TEXHOJIOTHIECKOMH JAOKYMCHTAIIUH

Iopsanox pa3paboTku KOPPEKTHPYIOIIMX H IPeAyNpeXKAlOMUX AeHCTBHM pH
HAIMYMKA W3MCHEHWH M OTKIOHEHMH IIpH SKCIUTyaTallid TEXHOJIOTHYECKOro H
UCTBITATENBHOTO 000pyIOBaHUS

MCTOJIH )51 HHCTPYMEHTHI yIpaBJICHHUA pPUACKaMH A Ka4ycCTBa
HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBCHHBIX CPEACTB B obnactu SKCILTyaTalnun
TEXHOJIOTHYCCKOTO B BCIIOMOTAaTCJIBHOTO 060py1103aHpm

ITpyHIMITEl BATHAALMH TEXHOJOTMYECKHAX MPOLECCOB, KBATA(PUKALUY MOMEIISCHUH H
000pyIOBaHNUS, HHKEHEPHBIX CHCTEM

MCTOZ[BI OPpEAYNIPCIKACHUA MI/IKpO6I/IOJIOI‘I/I‘-IeCKOF 0 3arpsi3HCHUA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHEIX CPCACTB

Meroapl  CTAaTHCTHYECKOTO  YIpPAaBIEHHWS  KA4eCTBOM  IPH  HHXKXEHEPHOM
CONPOBOX/ICHHH HpoIecca IPOU3BOJCTBA HAHOCTPYKTYPHUPOBAHHBIX JI€KAPCTBEHHBIX
CpeJICTB

AHIIMACKMHA SI3BIK B O0ONACTH TEXHHUYECKOM JKCIUTyaTanud OOOpPYIOBaHHS II0
MPOM3BOACTBY HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TpeboBaHHusI CaHHTAPHOTO pEXWUMa, OXpaHH Tpyda, MOXApHOH Oe30macHOCTH,
OXpaHbI OKPYXKAIOIMEH cpebl

Apyrue
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3.4. O600mennas TpyaoBas GpyHKIHS

PyKOBOI[CTBO IpoHeECCOM HHXXEHEPHOTO
COIIPOBO CHUS ITPOU3BOACTBA
HanMeHoBaHue POBOI P A Kon D YpOBeH® 7
HaHOCTPYKTYPHUPOBaHHBIX KBTHHKALMH
JICKAPCTBCHHEBIX CPCACTB
IIpoucxoxaeHue
. 3auMCTBOBaHO U3
0006meHHOMN Opurunan X
. OpHI'HHANA
TPYAOBOH GYHKLHM
Kon opurunana PeructpauoHHBIH HOMED
1po¢eCcCHOHATBHOTO
cTaHaapTa
Bo3moxxHBIE I"'naBHBI MEXaHHK
HaUMCHOBaHHUA
JOJDKHOCTEH,
npodeccuit

TpeboBanus x
06pa3oBaHUIO U
00y4YeHHIO

Bricmee o6p

a30BaHUE — MarucTpaTypa

TpeboBanns k

He meHee natu ner paGOTH Ha THXXCHCPHO-TEXHUICCKUX U PYKOBOIAIIUX

OIIBITY JOJDKHOCTSX B 00/1aCTH TEXHHYIECKOM SKCIUTyaTallui 000py/IOBaHHUS MTPOM3BOACTBA
TIPaKTHYECKON HAHOCTPYKTYPHPOBAHHBIX JICKaPCTBEHHBIX CPEICTB
paboThl

Ocobsle ycroBus
nomycka K pabote

[poxoxaeHune 0013aTeNIbHBIX IPeABAPUTENHHBIX (IPH MOCTYILICHUH Ha paboTy) U

MEPUOINICCKUX MEAUIIMHCKUAX OCMOTPOB (00CliefoBaHMiA), a TaKOKe
BHEOYEPEAHBIX MEAUIUHCKUX OCMOTPOB (06cieI0BaHuil) B IOPAAKE,
YCTaHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit @enepanun

HpOXO)KI[CHI/IC HHCTPYKTaXKa 10 OXpaHE TpyJda U TCXHHKC Oe3omacHOCTH

Hpyrue
XapaKTePUCTUKU

JlonoHuTebHBIE MPO¢ECCHOHATBHEIE MTPOTPAMMEL — IPOTPaMMBI IIOBBIIIEHUS
KBaJM(HUKAIMI 0O MPOQUITIO AESITEIBHOCTH

I[OHOJIHI/ITCJ'IBHBIC XapaKTEPUCTUKH

HaumeHnoBanue Ko HaumenoBanue 6a30B0# rpyminsl, JODKHOCTH (Ipodeccri) Wil
JOKyMEHTa CIenHaTbHOCTH
OK3 1321 PykoBoauTenu mopa3saeneHuil (ynpasisoniye) B obpabaTsiBaromei
IIPOMBIIIJIEHHOCTH
EKC - I naBHBII MEXaHUK
OKIIJITP 20815 I'1aBHBINA MEXaHMK (B IPOMBIIIIEHHOCTH)
OKCO 2.15.04.01 | MammHOCTpOECHHE
2.15.04.02 | TexHonoruveckue MalMHbI M 000OpyJIOBaHHE
2.18.04.01 | XumMuueckas TEXHOJIOTHs
2.18.04.02 | DHepro- u pecypcocHeperaroiie Iporeccs B XUMUIECKOR
TEXHOJIOTHUH, He(pTEXUMHIM U OHOTEXHOJIOTHH
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3.4.1. Tpyaosan pyHkuus

PyxoBonctBo pa3paboTkoit

JOKYMEHTALUHU 110 MHXECHEPHOMY VposeHs
Haumenosanue | CONPOBOXICHUIO IIPOU3BOACTBA Koax | D/01.7 (noxyposeHs) 7
HaHOCTPYKTYPHPOBaHHBIX KBanupuKaLum1

JICKAPpCTBEHHEIX CPEACTB

IIpoucxoxnenne
TPYAOBO# (YHKLHM

Opurunan X = 3auMCTBOBaHO U3 OpUTHHANA

Kon opurunana PeructpaunoHHsIil HoMep
npodeccHOHaNBHOrO
cTaHaapTa

Tpynoseie
OercTBHA

OueHka ¥ yTBEpXK/JEHHE CTaHIAPTOB OpraHU3allid, JOKYMEHTOB IO IPOBEAECHUIO
IUTAHOBBIX OCMOTpPOB, IITAHOBOTO TEXHHYECKOTO OOCIY)XMBAaHHUS H PEMOHTOB
000pYIOBaHMS M MHXKEHEPHBIX CHCTEM

VTBepkAeHHE HHCTPYKUMH, CTaHAApPTHBIX OIECPAallHOHHBIX  MpOLeayp Uit
HOATOTOBHUTENBHBIX ~ ONEpalii M IMOATOTOBKH TEXHOJNIOTHYECKOTO |
BCIIOMOTaTeNILHOro 060pyAoBaHus K paboTte

VYTBepkaeHHe  HHCTPYKUMH, CTaHJApTHBIX  OIEPAllMOHHBIX  IPOIEAYp IO
9KCIUTyaTallii TEXHOJOTUYECKOTO M BCIIOMOTaTeJIbHOTO 000pyAOBaHHA.

YTBepxc,ueHne KHCTPYKHHﬁ, CTaHJAapTHBIX ONECPAIIMOHHBIX HNpoUeayp Il onepaunﬁ
IO CMCHC q)OpMaTOB JJI TEXHOJIONYCCKOTO B BCIIOMOTraTCJIbHOI'O O60py2l0BaHI/ISI.

VTBepkIeHHe MHCTPYKIMHA, CTaHZAPTHBIX ONEPAlMOHHBIX MPOLEayp IS Oleparuit
10 OYUCTKE TEXHOJIOTUUECKOTO U BCIOMOTaTeIbHOro 000pYIOBaHUS

YTBCp)K,Z[eHI/IC HHCTPYKHHﬁ, CTaHJapTHBIX ONICPAIlMOHHBIX MPOLEAYP AJLA IMIPOBCOACHUA
IUIAHOBBIX OCMOTPOB, IIIIAHOBOIO TCXHUYECKOI'O O6CJ'IY)KI/IBaHI/IFI H PEMOHTOB
TCXHOJIOTHYCCKOI'O H BCIIOMOI'aTECJIBHOI'O o6opyz[03amm

Heobxoanmeie
yMeHUs

AHanu3upoBaTh JOKYMEHTHI, ONUCHIBAIOIINE TEXHOJIOTHIO IMPOU3BOACTBA, (HacoBKY H
YIIaKOBKY HAaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB, C MO3ULIMH IIOATOTOBKH
¥ 9KCIUTyaTalluu o00opyJ0BaHHs

O6obmaTs TEXHUYECKYIO JIMTEpATypy Ha aHIJMICKOM S3bIKE II0 SKCILTyaTalluu
000pyAOBaHHUs 110 MPOM3BOACTBY HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

OCYII.ICCTBJ'IHTB AKTyaAIn3allui0  TOKYMCHTAIlMM W YIIPABJICHHC BHYTpeHHCﬁ
TEXHHYECKOM I[OKYMCHT&I.IPICﬁ 10 OJKCITyaTanuu 060py,u0BaHpm H HWHXCHCPHBIX
CHCTEM

Pa3pabateiBaTh W NMPOU3BOAMTH YTBEPXKACHUE JOKYMCHTAIIMH, perjiaMeHTHpYIOMmei
IpOo(heCCHOHATIBHYIO IEATENBHOCTD NOAPa3IeICHIS

Heobxoaumele
3HAHUA

KoHcTpyKTHBHBIE OCOOEHHOCTH, THAPABIMYECKME H KHHEMATHYECKHE CXEMBI
PEMOHTHPYEMOT0 000pyJOBaHHS

Cnocobsr INPAMCHCHUSA MCTOAOB JUArHOCTHKH, PEMOHTA, C60pKI/I H MOHTaXa,
IIPOBEPKH HA TOTHOCTE W UCIIBITAHUSA OTPEMOHTHPOBAHHOT'O O60py,Z[OBaHI/I$I

Tpe6GoBanus HaaexXaneH NPOU3BOIACTBEHHON IPAKTUKA

IlpaBuna 3KCIUTyaTalMM TEXHOJIOTHYECKOTO M HCIBITaTENIBHOTO 000pYyNOBaHHs,
CPEICTB H3MEPEHHii, HCIOIb3YEMBIX IIPH IPOH3BOACTBE HAaHOCTPYKTYPHPOBAHHEIX
JICKQPCTBCHHBIX CPEACTB

TMopsimox pa3pabOTKH KOPPEKTUPYIOMNX M INPeAyNpexIalolHuXx JCHCTBHM IpH
HAIMYHA H3MCHEHWM W OTKIOHEHMH IIpU DBKCIUIyaTalM TEXHOJIOTMYECKOTO H
HCIIBITATEILHOTO 000pYAOBaHUS

AHITMHCKHA S3bIK B 00JaCTH TEXHHYECKOH SKCIUTyaTaluu oOOpyZOBaHMS IO
HPOU3BOICTBY HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB
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MeTO}ILI H HHCTPYMCHTEI YIpaBIICHUA PHUCKaMH JULL KaucCTBa
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEBIX CPCACTB B obnacti OKCILIyaTaluu
TCXHOJIOTHYECKOI'O U BCIIOMOI'aTCIIBHOI'O o6opy;[013aan

HpI/IHI.II/IHI:I Bamuayl TEXHOJIOTHYIECKUX ITPOLIECCOB, KBaJ'II/I(l)I/IKaIII/II/I MOMCIIEHNH 1
060py110BaHI/ISI, HHXXCHEPHBIX CHCTEM

MeTtoapl CTaTHCTHIECKOTO YIpasJICHHUS Ka9€CTBOM IIPH HHXKCHEPHOM COIIPOBOXIACHHUH
IIponecca Npou3BoACTBa HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

Apyrue
XapaKTePHUCTHKH

3.4.2. Tpyaosas pynkuus

IIpoBenenue MoaepHHU3aMH IPOH3BOJICTBA VposeHs
HaumeHoBaHHe | HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX Kon | D/02.7 (nonypoBeHs) 7
CpEJICTB KBanuukauuu

ITpoucxoxacnne
TPYAOBOH QYHKLHH

Opurunan X | 3aMMCTBOBAaHO M3 OpMTHHANA

Kon opurunana PeructpaunoHHsLit HOMeEp
npodeccuoHaNEHOTO
CTaHgapTa

TpynoBsie
JEeHCTBUS

CocrtaBneHue IIJIAaHOB IIOBBINICHUS B(I)(beKTI/IBHOCTI/I IpOU3BOACTBA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CpEACTB 3a CYET TIPOBCACHHUA €I0
MOJICPpHU3aANHA

Opranuzanus pa3pabOTKH ¥ BHEIAPEHHS HOBBIX TEXHHYECKHX pEMCHUHA A
MOJIEPHHU3AIIUH NTPOU3BOICTBA HAHOCTPYKTYPHUPOBAHHEBIX JICKAPCTBEHHBIX CPEJICTB

Pa3paboTtka MeponpusaTHif 1O yIy4IIEHHIO KadecTBa BBIIOJIHEHHUS OCMOTPOB,
IUTAHOBBIX PaboOT MO TEXHUYECKOMY OOCITY)KHMBAaHMIO W PEMOHTY OOOpYAOBaHHUSA
POU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PykoBozcTBO pa3zpaboTKoii MIIaHOB YCTpaHEHHs OTKIOHEHHH B paboTe o6opy1oBaHus
U HHXEHEPHBIX CHUCTEM, IMPHUBOAAINMX K TNOsABICHUIO Opaka NHpU IPOU3BOJACTBE
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[InaHnMpoBaHre KOMIUIEKCa paboT M YNpaBICHHE KOMIUIEKCOM paboT MO aHaIu3y
paboTOCIOCOOHOCTH TEXHOJMOTMYECKOTO M BCIIOMOTaTeNnbHOTO O0OpYy[OBaHHUS, €ro
COBCPUICHCTBOBAHUIO B B COOTBETCTBUH C MHCTPYKLUHUSMH H APYToil TEXHHYECKOH
JOKyMeHTauuei

Opl" aHU3aIuA HCIIPCPBIBHOI'O o6yt1e1-m;1 NE€PCOHAJIA H IMTOBLINICHUS €TO KBaJII/I(bI/IKaIII/II/I

Oprasusanus paboT 00 M3YYEHHIO U BHEAPEHHIO HAYYHO-TEXHUYECKUX JOCTH)KEHHUH
¥ TEepefoBOr0 OMNBITAa IPOHM3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/CTB

CornmacoBanme crenudukanuii TpeOOBaHWMH MOIB30BATENs IS IIPOBEAEHUS
MOJICPHM3AI[HH [TPOM3BOACTBA HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBEHHBIX CPEJCTB

Heob6xoaumele
yMEHHS

OpraHu3oBbIBaTE BHeApeHHE paboT Mo pa3paboTKe M ONTHMH3ALMH IIPOLECCOB
IJIAHOBOTO TEXHUYECKOTO 00CIy)XKHBaHUS 1 peMOHTa 000pyJOBaHHs

OuennBarb JOKYMEHTAIHIO, peryIaMeHTHPYIOMIYIO MIPOU3BOACTBO
HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CpPEICTB, B IUIAHE SKCILIyaTalluu
000pyAOBaHUs

OCYH.ICCTBJISITI: YHOpaBJICHHC KOMIUIEKCHBIMHA HAyYHO-TCXHHYECKHAMH IIPOCKTAMH IIO
MOJCPHH3AINH IPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHEBIX JICKADCTBEHHBIX CPCACTB

Pa3pa6aTI>IBaTL TEXHHUKO-3KOHOMHYECKOE OOOCHOBaHHE PEKOHCTPYKIIUA  HUITH
paciupeHUs IPOU3BOACTBA
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Heobxonumere JluniensnonHele  TpeOOBaHHS INIPM  NPOM3BOACTBE  HAHOCTPYKTYPHPOBAHHBIX

3HAHUSA JIEKapPCTBEHHBIX CPEACTB
IIprHIMNB AETONPON3BOJICTBA M JOKYMEHTOOO0POTA
IlepcneKTHBBI TEXHMYECKOTO Pa3BUTHA (apMaleBTHIECKON OpraHu3aluy
OTansl NPOEKTUPOBaHUS, KBAM(HKAMM M OKCIUIyaTaluM 3IaHMi, ITOMEIIEHHIH,
HH)XEHEPHBIX CUCTEM
XapakTepUCTHKM OCHOBHOTO TEXHOJOTHYECKOro OOOpYIOBaHHUS, HEXKEHEPHBIX
CHCTEM
XapakTepUCTHKM IIPOM3BOACTBEHHBIX IIOMEIICHHH, MCIOIb3yeMbIX B MpOIECCe
IPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB
MeTonsl onTHMH3alMH TEXHOJIOTHYECKHMX IIPOLECCOB 3a CYET MOJAEPHH3AIUH
TEXHOJIOTHYECKOTO M BCIIOMOraTeJdbHOTO  OOOpYHOBaHHS  IIPOH3BOJCTBA
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB
Metoas! 7§ HHCTPYMEHTHI yHOpaBJieHUS pUCKaMHU JUIst KaJyecTBa
HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPENCTB B OONAaCTH SKCIUTyaTallMH
TEXHOJIOTHYECKOTO M BCIOMOTaTeaIbHOro 000pyA0BaHHS
Metoabt NpeayNpeKACHUS MHKPOOHOJIOTHIECKOTO 3arps3HEHUs
HAaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPENCTB B OOJAacTH SKCIUTyaTal[dd
TEXHOJIOTHYECKOT0 U BCIIOMOTaTeIbHOTO 000PYI0BaHUS
Meroabl  CTaTHCTMYECKOTO  YNpaBICHHS  Ka4eCTBOM  IPH  HHXKCHEPHOM
COIPOBOXKICHHH IPOIecca MPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEJICTB
ITopanox pa3paboTKM KOPPEKTHPYIOUIMX M MpeXyNpexAaloluXx ACHCTBHHA IpU
HAIMYWH HM3MCHEHHH M OTKJIOHEHHH IIpU SKCIUTyaTallMH TEXHOJIOTHYECKOTO H
HCHBITATETHLHOTO 000PYAOBaHUS
AHrmmiickuii f3bIK B 007acCTH TEXHHYECKOM OKCIUTyaTamMd OOOpPYIOBaHHUA 110
IIPOM3BOJICTBY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEJICTB
ITpuHIMNE BaIMAaMM TEXHOJOTMYECKHX IPOLECCOB M AHATMTHYECKHX METOIHK,
KBaIM(UKAIMU NIOMeNIeHni U 000pyAOBaHUs, HHXKEHEPHBIX CUCTEM
TpeboBaHHs CcaHUTapHOTO peXHMa, OXpaHBI Tpyda, NOXKAapHOH O6e30macHOCTH,
OXpaHHbl OKpYKalolleil cpesl

Apyrue -

XapaKTEPUCTHKH

3.4.3. TpynoBast pyHKunn

CornacoBaHue ILIAHOB pa60T 110 v
POBEHb
HHXCHECPHOMY COIIPOBOXXKACHHIO ITPOHCCCOB
HavMeHOBaHHE PHOMY COLPOBOM pou Kon | D/03.7 (noaypoBeHs) 7
IIPOU3BOJICTBA HAHOCTPYKTYPHUPOBAHHBIX N S—
JICKAPCTBCHHBIX CPCACTB
Hponcxc)uxcneﬂne Opurunan X | 3auMcTBOBaHO U3 OpHTHHaNA
TpyROBOi GYHKLIMH
Kon opurunana PernctpaunoHHEL HOMEP
npogeccuoHanbHOTO
cTaHZapTa
Tp)’IIOBBIC AHanmus u KOPPEKTUPOBKA IJIAHOB pa60T 10 MPOBCACHUIO PECMOHTOB H TEXHUYECKOI'O
JEeUCTBUS obcyXuBaHUsA 000pYIOBAaHUSI M MH)KEHEPHBIX CHCTEM

Buecenne 0060CHOBaHHBIX H3MECHEHHH B CPOKH HPOBCACHUA pa60T 0 pCMOHTY H
TEXHHYCCKOMY OGCJ’IY)KI/IBaHI/IIO 060py110BaHI/ISI 1 WHXXCHCPHBIX CHCTEM

YTBCp)KJICHI/IC IIJIAaHOB pa60T 110 ITPOBEACHHUIO PEMOHTA, TEXHHYCCKOI'O OGCJ’IY)KI/IBaHPISI
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o6opyn013aHpm A NHKCHEPHEIX CHCTEM

AHanu3 BHINOJHEHHS IUIAHOB-TPaMKOB TPOBEACHUS pabOT II0 pPEMOHTY U
TEXHUIECKOMY 00CITY)KHBAaHHUIO 000PYIOBaHHS M HHXKEHEPHBIX CHCTEM

Heobxomumble | AHAIM3HpOBaTh IPOEKTH IUIAHOB pabOT MO KBamM(UKAIMH, DPEMOHTY H
YMEHUSA TEXHHIECKOMY OOCITY)KHBaHUIO 000pYI0BaHUS i HHKECHEPHBIX CHCTEM
BHocuTs kOppekTMBH (IIp HEOOXOOMMOCTH) B IIPOEKTHl IUIaHOB paboT Immo
KBaIM(DHUKAIIMH, PEMOHTY M TEXHHYECKOMY OOCIY)XMBAaHHIO OOOpYIOBaHUSI H
HH)KEHEPHBIX CUCTEM
VY1BepxKaaTh IUTaHBl paboT MO MPOBEACHAIO KBATH(PUKAINH, PEMOHTA, TEXHHYECKOTO
00cyXuBaHUS 000PYAOBaHUS M HH)KEHEPHBIX CHCTEM
O1eHuBaTh 4aCTOTY OTKa30B 000OpYOBaHMS Y IPOBEEHHsI aBAPHIMHOTO PEMOHTA
Heobxonumeie | XapakTEpUCTHKH OCHOBHOIO TEXHOJIOTHYECKOTO OOOpYIOBaHMs, HMHXEHEPHBIX
3HaHUS CHCTEM
XapakTepuCTHKH MIPOM3BOACTBEHHBIX MOMEIICHHIH
OneiT ¥ 3HaHWS B OONAacTH TEXHONOTHH, OOOPYXOBaHHUS W HHKCHEPHBIX CHCTEM
IPOM3BOACTB AHAJIOTHYHOMN NPOAYKLIMH
IIpyHIMOBI CcTaHOAPTH3aUH ¥ KOHTPOJIA KadyeCTBa HAHOCTPYKTYPHPOBAaHHEBIX
JIEKapCTBEHHBIX CPEJICTB
MeTtozast ONTHMH3AIHH TEXHOJIOTHIECKHX IIPOILIECCOB HPOU3BOJICTBA
HaHOCTPYKTYPUPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB 3a CYET MOAECPHH3AIMH
TEXHOJIOTHIECKOr0 ¥ BCIOMOTaTeIFHOTO 000pyI0BaHuMsI
Iopsimok pa3pabOTKH KOPPEKTUPYIOUIMX W NPEeAyNpeKTAIOMMX JIeHCTBHH NpH
HQJIMYHAN W3MEHEHHH M OTKJIOHEHMH TpPH 5SKCIUTyaTallid TEXHOJOIHYEeCKOro H
HCTIBITATEIILHOTO 000pYAOBaHHS
Mertonst 7§ HHCTPYMEHTHI yIIpaBICHHS pHCKaMHu hih) KadyecTBa
HaHOCTPYKTYPUPOBaHHBIX JIEKAPCTBEHHBIX CpeACTB B 007acTH SKCIUTyaTallud
TEXHOJIOTHIECKOI0 U BCIOMOTraTebHOTO 000pYI0BaHHS
Mertonst HIpeAyTPEKACHUSL MHKpPOOHOIOTHYECKOTO 3arps3HCHAS
HaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTBE B O0OJAcTH 3KCILTyaTallHH
TEXHOJIOTHIECKOTO M BCIIOMOTaTeJILHOTO 000pYAOBaHUs
MeToapl  CTaTHCTHYECKOTO  YIpaBICHHAS  KA4eCTBOM  0OpH  HHXKEHEPHOM
COIPOBOXKIACHHH Tpolecca MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX
CpPEICTB
[IpUHIMOE! BAIMAAIIMHA TEXHOJIOTHIECKHX MPOLECCOB, KBATHM(UKAIIMK TIOMENICHHH 1
000pyIOBaHUs, HHYKEHEPHBIX CHCTEM
Hpyrue -
XapaKTePUCTHKH

3.4.4. Tpynaosas pyHkuus

HpOBeIICHI/Ie KOMIIJICKCHOI'O aHaJIn3a
JIeATeIbHOCTH NOApa3AelIeHUs 110 YposeHb
HauMeHoBaHHe | HHIKEHEPHOMY COIPOBOKICHHUIO Kon D/04.7 (moaypoBeHs) 7
[IPOU3BOJCTBA HAHOCTPYKTYPHPOBAaHHBIX KBaTH(UKAMH
JICKaPCTBCHHEIX CPEIACTB
?pl;;l;i);(;lm;;::i“n Opurpran X | 3aMMCTBOBaHO M3 OpUIHHANA

Kon opurHana  PerucrpauroHHBIi HOMEp
npo¢decCHOHANIBHOTO
cTaHjapTa
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Tpymossie Ounenka 5Q@QEKTMBHOCTH HCHOIB30BAHHS TEXHOJIOTHMYECKOTO  00OpYHOBaHHS
JIeHCTRHS IPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
Onenka 3(QeKTHBHOCTH  BBHINONHEHHS  IUIAHOBHIX ~ OCMOTPOB,  IUIAHOBOTO
TEXHHYECKOTO OOCITY)KHBAHUSA H PEMOHTOB
Onenka JOCTUTHYTHIX KJIIOYEBBIX IOKasaTeledl [eITeIbHOCTH B 00JacTH
0€30MacHOCTH  SKCIUTyaTallMd TEXHONOTMYECKOTO OOOpYAOBaHMA IIPOM3BOACTBA
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB
AHanu3 ycnoBHii Tpya NOAYHHEHHOTO NEPCOHANA, 3aJIEHCTBOBAHHOIO B pealy3aiiy
HIDKEHEPHOTO COIPOBOX/IEHHMS IIPOIIECCa IPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX
JIEKapCTBEHHBIX CPEJICTB
CocTaBnenue oT4eTa IO INPOBEAECHHOMY KOMIUIEKCHOMY aHAIM3Y €ATEIBHOCTH
HOJIpa3ICICHUS
Heobxonumeie YnpaBasTh KOMIUIEKCHBIMHA IPOEKTaMH
yMEHHS OneHnBaTh NOCTABIIUKOB W KOHTPAKTHHIX IPOU3BOAMTENEH
OueHuBaTh 00BEMBI HCIIBITAHUH NPH KBATHPHKALHH
VIpaBiaTh NOATOTOBKOH 0030poB omneHk# 3()(EKTHBHOCTH HCIOIb30BAHHUA
o6opynoBaHMA M BHIIONHEHHS PabOT IO IUIAHOBOMY OCMOTPY, TEXHHYECKOMY
00CITy)KMBaHHIO H PEMOHTY
OneHuBaTh 4acTOTY OTKa30B 000PY/IOBaHHUS U NPOBEICHHS aBAPHIHOTO PEMOHTA
Heo6xonumeie XapakTepUCTHKM OCHOBHOIO TEXHOJIOIMYECKOTO OOOpYAOBaHHA, HEKEHEPHBIX
3HAHHSA CHCTEM
XapakTepHCTHKH HpPOM3BOJICTBEHHBIX IIOMEIIECHH, WCIOIB3YEMBIX B MPOIECCE
IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPENICTB
IlpyHIMNBI  CTAaHJAPTH3alMH M KOHTPOJIA KadeCcTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB
MeToabl ONTHMH3AIMH TPON3BOACTBEHHBIX W TEXHOJIOTHYECKHX POIECCOB
ITopsmok pa3spaboTKM KOPPEKTHPYIOIIHMX M NPEAyNpexTalomuX AeicTBHE Ipu
HQIMYUM KM3MECHEHWH M OTKJIOHEHHH MpPH 3KCIUIyaTallMH TEXHOJIOTHYECKOTO H
HCIBITATELHOTO 000pyA0BaHUS
MeTonel M MHCTPYMEHTH  yIpaBIeHMs  PHCKAMH /Uil KadecTsa
HAHOCTPYKTYPHPOBAaHHBIX JICKAPDCTBEHHBEIX CPEICTB B OOJAacTH OKCIUTyaTalldH
TEXHOJIOTHIECKOr'0 M BCIOMOTaTeILHOTO 000pyIOBaHHS
MeToauku pacdera KJIIOUEBBIX OKa3aTeel AeITeIbHOCTH
Mertoss HIpeAYTIPEKACHHUS MHKPOOHOIOTHYECKOTO 3arpsA3HeHUs
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B OONAaCTH SKCILTyaTalldd
TEXHOJIOTHYECKOTO M BCTIOMOTaTeJIbHOT0 000pYHOBaHUs
Metonel  CTaTHCTUYECKOTO  YOpaBleHHS  KAadeCTBOM  INIpH  HHXKEHEPHOM
COIIPOBOXKICHUH ITpoIiecca IMPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpPENICTB
ITpuHIMOB! BaMUIALUK TEXHOJIOTHYECKUX MPOIECCOB, KBATU(UKALNK TIOMEIICHUN 1
000pyIOBaHUS, HH)KCHEPHBIX CHCTEM
AHDTHACKAHA S3bIK B OOJIACTH TEXHHYECKOM SKCILTyaTamdd OOOpYIOBAaHHUS II0
IPOU3BOACTBY HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB
TpeGoBaHMSI CaHHTapHOIO peXHMa, OXpaHBl TpPYyHda, IOXAPHOH O€30IaCHOCTH,
OXpaHBI OKPYKaroIei cpemnl
HApyrue -

XapaKTePUCTHKA
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3.4.5. Tpynosan dpyuxuusi

HaumenoBanue

O6ecneueHne NpoBeIeHUs KBATH(DHUKAUH

VYpoBeHb |
HHXEHEPHBIX CHCTEM H 000 OBaHU P

P Py Koxg | D/05.7 (moaypoBeHs) 7
MPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX KBATH(UKAMH

JICKAPCTBCHHEIX CPEACTB

IIpoucxoxaenne
TPYHAOBOH (YHKLNH

Opurpnan X 3auMCTBOBAHO W3 OpHMTMHAIA

Kop opurunana  PeructpanuoHHbiit HoMep
npo¢)ecCHOHATLHOTO
cTaHJapTa

Tpynoseie
neicTBUs

IInanupoBanue OpoBeAeHUS paboT N0 KBATM(PUKAIINK U BaTHIAIHH

@®opMHpoBaHHE U ONpPEAECIICHHE M1, OTBETCTBEHHHIX 3a MPOBEICHHE KBATH(UKAIIMH
W BATUAAIAA

PykoBozacTBo xBaymdurkanyeil u Bauaamueii HHXKEHEPHBIX CHCTEM M 00OPYIOBaHHS
IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPENICTB

CornacoBanue OTYETOB O KBaMU(UKALMK M BaJUJAIMH HEDKCHEPHBEIX CHCTEM H
obopyaoBaHuUs IPOU3BOACTBA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEICTB
AHanmu3 pe3ynbTaTOB KBAIM(GMKAIMKA W BalWJalldd HMHKCHEPHBIX CHCTEM M
060pyoBaHUs MPOHU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB
BeLiBNIEeHHE HEAOCTATKOB B PEKUMAax pabOThl TEXHOJOTHYECKOTO OOOpYIOBaHHS H
OCYHIECTBIICHHH IpoLiecca POU3BOJICTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEeACTB

Beenenne HeoOX0OMMBIX KOPPEKTHBOB B pabOTy TEXHOJIOTHYECKOTO 000PYIOBaHUS
M OCyImecTBIEHHME  [pollecca  HPOM3BOJACTBA  HAHOCTPYKTYPHPOBAHHEIX
JIEKApPCTBEHHBIX CPECTB

Heobxomumeie
yYMEHHS

IIpou3BOAMTE IUIAHMPOBAaHHE MEPONPHATHN IO peanu3aliM KBATAGHKAIHAN H
BaJIMIAIIHH HHXCHEPHBIX - CHCTEM  H o0OpyIOBaHHS  IPOU3BOICTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OcymecTBiATh  PYKOBOJACTBO HpoleccaMH  BaTWIallMd H  KBaJTA(DHKAIHH
WH)KEHEPHBIX CHCTEM M 000pYyIOBaHHMsS MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB

AHalH3UpOBaTh DPE3YNbTAaThl BAIMAALMH WH)XEHEPHBIX CHCTEM M 000pYIOBaHHS
IPON3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

ITlpuaNMaTeP Mepbl K YCTPaHEHHMIO HENOCTATKOB, BBHIABJICHHBIX INPH IPOBEICHUH
KBJIN(HKAIIMY U BATHAALNAH

Heobxoaumeie
3HAHUA

XapaKTEpUCTHKU OCHOBHBIX WH)KEHEPHBIX CHCTEM H OOOpPYAOBaHHS NPOHU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

XapaKkTepuCTHKH TNPOU3BOACTBEHHBIX IIOMEIIEHUH, WCIONB3YEMBIX B IIpoLecce
OPON3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

IlpyHIMOBI CTaHHAPTH3aMMM W KOHTPOJIAI KadecTBa HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

MeToapl  ONTHMH3AIMA  TEXHONOTHYECKHX  IPOLECCOB M MPOHU3BOJICTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJCTB

IMopsimok pa3paboTkM KOPPEKTHPYIOMMX H HPeAyNpexTaloluX IeHCTBUH NpHU
HAJIMYAH WM3MEHEHHM M OTKIOHEHHH IpH OKCIUTyaTalMH TeXHOJOTHYECKOro H
HCIBITATEJIHLHOTO 000pYAOBaHUS

Metogsl M~ MHCTPYMEHTHI  YOpaBiICHHMss  pHUCKaMH I KadecTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB B 0OJACTH SKCILUTyaTallUU
TEXHOJIOTHYECKOT0 M BCIIOMOTaTeIbHOTO 000pYyAOBaHM

MeTtozas! peAypeKACHUS MHUKPOOHOIOTHIECKOTO 3arpsi3HEHUS
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HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CpPEICTB B obnmactu SKCIITyaTalluu
TEXHOJOITHYCCKOT0 XU BCIIOMOraTEJIBHOT'O OGOPYI[OBaHI/ISI

MeToapl  CTAaTHCTHYECKOTO  YNpaBIEHHS  KAa4eCTBOM  IPH  HHXKEHEPHOM
COIIPOBOXICHHH IIPOLECCca MPOU3BOCTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX
CPEACTB

AHITHMACKHH s3BIK B OOIAacTH TEXHHUYECKOH OSKCIUTyaTalMd OOOpYAOBaHMS IO
MIPOU3BOJICTBY HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

HpI/IHI.II/IHLI BalIn/JauN TCXHOJOTHYCCKHX ITPOIECCOBR H aHAJIMTHYCCKHX METOIUK,
KBaJ'II/Id)I/IKaIII/II/I MOMEIICHAH U 060pyz(013aHmI, HHXXCHECPHBIX CHCTEM, HCIIOJIb3YEMBIX
B IIPOU3BOACTBE HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBCHHEIX CPCACTB

TpeboBanust caHUTapHOTO pexXHUMa, OXpaHbl TpyJa, IOXapHOH O€30IaCHOCTH,
OXpaHbI OKPYXKAIOIEeH cpeabl

Npyrue
XapaKTePUCTUKH

3.4.6. TpynoBas pynkuus

HaumeHnoBanne

IIpoBeneHue MEPONIPHUATHIA ITO TOATOTOBKE
IIPOM3BOACTBEHHOM IUIOMIAIKH K
IPOBEIECHUIO MEPOIPUATHH 110
JIMLEH3APOBAHHUIO, HHCIIEKTHPOBAHUIO U
ayauTam

Ipoucxoxaenue
TPyHoBo# GyHKIUH

Koz | D/06.7

VYpoBeHb
(nomypoBeHs) 7
KBalM(pHKALAN

Opurunan X 3aHMCTBOBAHO M3 OpUrMHaa

Kog opurunana  PeructpalMoHHEIH HOMep
npogeccHOHANBHOTO
CTaHZapTa

Tpynosbie
JIeHCTBHA

PykoBomcTBO paboramMH 10 MOATOTOBKE HOAPA3OENCHHS K  IPOBEICHHIO
MEpONpHATHH 10 JHIECH3UPOBAHHIO, WHCICKTHPOBAHMIO W ayAUTaM B 00JacTH
HOATOTOBKA u SKCILTyaTalluK obopynoBaHus MpPOU3BOJICTBA
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

Opranuzanys MpoBeAeHHs HEOOXOAMMBIX MHCTpPYKTaXedl W oOydeHWs 1pu
IIPOBEICHUN MEPONIPHATHH I10 JIMIICH3UPOBAHUIO, HHCIIEKTHPOBAHHUIO H Y TUTOB

PeBusus TCXHOJIOTHYCCKUAX Y4aCTKOB npomecca IIpOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPECTB

KOHTpOJ'IB HaJIMYusA Ha MCECTax HeO6XOIlI/IMOI71 JOKYMECHTAlH, OTPaXXCHHA B Heit
aKTyaJIBHOfI I/IH(I)OpMaIII/II/I A CBOECBpPCMCHHOCTH €€ 3aIlOJJHCHHUA B obnmactu
HNOATIOTOBKH M 3KCILTyaTalluH 060py,[[0BaHI/ISI

BrisiBnenne HECOOTBETCTBHH U HEAOCTATKOB B pEXHUMaX pa60T1>1 TCXHOJOTHYCCKOIO
oﬁopyzlosamm IIPON3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEIICTB

HpI/IHSITI/IC MCp IO YCTpaH€HHIO HEIJOCTATKOB, BBIABIICHHLBIX B PEXKHMAX pa6OTBI
TEXHOJIOTHYICCKOI'O IpOU3BOACTBA HaHOCTPYKTYPHPOBAHHBIX JICKApPCTBCHHLBIX
CpEACTB

HeobxoaumMeie
YMEHUS

AHaJII/I3I/IpOBaTB TEKYIIEC COCTOAHHC HpOHSBOlICTBCHHOﬁ IUIOMAJKH U CTCIICHb €€
TOTOBHOCTH K JIMIICH3UPOBAHNIO, HHCIICKTHPOBAHHUIO H ayAuTaM

OuenuBarh 3HaHHA B oOyacT 3(eKkTHBHOH SKCITyaTalMd NPOU3BOICTBEHHOTO
0o0OpyoBaHHS IEpCcOHaNa, 3aJcHCTBOBAaHHOTO HEIOCPEACTBEHHO HAa MeCTax
peaM3aniy IPOLECCOB IMPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX
CpelICTB

BEISBIIATE HECOOTBETCTBHA B OOJIACTH MOATOTOBKH M JKCILTyaTanuu oOOpyIOoBaHUs
HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBEHHBIX CPEACTB, BIMAIOIIHE Ha IPOXOXKICHHE
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JIMIICH3UPOBAaHHUSA, MHCIICKTUPOBAHUA M ayJIUTa

P}’KOBOI[I/ITL pa60T0171 II0 YCTPaHCHHUIO BBIABJICHHBIX HCIOOCTATKOB, BJIMSIOMIAX Ha
IIPOXOXKACHUC HpOPISBOI[CTBCHHOﬁ TUIOTHAIKOM JIMOCH3APOBAaHUA, HHCIICKTHPOBaHUA
H ayauTa B obnacta IIOJAIOTOBKH 41 OKCIITyaTalluu o6opy)10BaHm[
HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBECHHBIX CPEACTB

Heobxonumere XapakTepHCTHKN OCHOBHBIX MH)XXEHEPHBIX CHCTEM H 0OOpyJOBaHMS IIPOM3BOJCTBA

3HaHUS HaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEACTB
XapakTepUCTUKH NPOM3BOACTBCHHBIX IIOMEHIEHUM, MCIOIB3YEMBIX B IIpoIEcce
MPON3BOJICTBAa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
[IpyHIMOBL CTaHAApPTU3aLMH M KOHTPOIS KadecTBa HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJCTB
MeTtonpl ONTHMHU3AIMM NPOU3BOACTBEHHBIX M TEXHOJIOTHYECKHX IIPOLIECCOB B
o0JlacTH ~ TOATOTOBKM M OJKCIUIyaTalMd  oOOpyIOBaHHSL  IIPOM3BOJCTBA
HAaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEACTB
Mertonst A HHCTPYMEHTHI ylpaBleHHsT  PHCKaMH Uil KayecTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB B 00JacTH 3SKCILTyaTalHd
TEXHOJIOTHIECKOT0 U BCIIOMOTaTeIFHOI0 000pyA0BaHMs
Mertonst IpeaynpeXACHUs MHKPOOHOIOTHIECKOr0 3arpsA3HECHHUs
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB B 00JacTH SKCILTyaTallud
TEXHOJIOTHYECKOr0 H BCIIOMOTaTeIbHOr0 000pyA0BaHUs
MeToapl  CTaTHCTHYECKOTO  YNpaBICHHsS  KadeCTBOM  IPH  HHKCHEPHOM
CONPOBOXACHUH MpoIecca MPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CPEACTB
IMopsimok pa3paboTKH KOPPEKTHPYIOIIUX H MNPEAYNpPEKNAIOMMX JEHCTBHH IIpH
HAIAYAA W3MEHEHHH M OTKIOHEHMH HpH OSKCIUIyaTallMM TEXHOJOTHYECKOro H
HCHBITATEJILHOTO 000pYyA0BaHUS
TIpHHIMIBI BATHIAIAHA TEXHOJIOTHYIECKHX IPOLECCOB, KBATM(HKALMH TIOMEIICHUH 1
o0OpyoBaHUS, HH)KCHEPHBIX  CHCTEM, HCIOJB3YEMBIX B  IIPOHM3BOJCTBE
HAHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBECHHEIX CPE/ICTB
TpeGoBaHMs CaHHTApHOTO pEXHMa, OXpaHBl TPyAa, IOXAPHOH OGe€30IaCHOCTH,
OXpaHbl OKPYXKAIOIEN CPEIEI

Hpyrue -

XapaKTEPUCTHKU

IV. CBenenusi 06 opraHuzauusax — pa3padoT4ukax npogeccHoHAIBLHOIO CTaHJapTa

4.1. OTBeTCTBEHHAs OPraHu3aNus-pa3padoTIHK

®onp nEPPacTPYKTYPHBIX U oGpasosatensHbIx nporpamm (POCHAHO), ropon Mocksa

I'eHepayIbHEBIN TUPEKTOP CeuHapeHko AHpei [ enHanpeBHY

4.2. HanMeHoBaHHS OPraHN3alHii-pa3paboTIHKOB

1  AHO «HaumoHaiabHOE areHTCTBO pa3sBUTHA KBanudukanuiiy, ropoa Mocksa

3A0 «HMHCTATYT (hapMalleBTHYECKUX TEXHOJIOTHit», ropox Mocksa

3 | MIHCTHTYT TOHKHMX XMMHYeCKHX TexHosoruii umeHr M. B. Jlomonocosa ®I'6OY BO «MHUPIA —

Poccuiickuii TEXHOJIOTHYECKHUI YHUBEPCUHTETY, ropol Mocksa

4 | OAO «Tarxumdapmupenapatbly, ropon Kasans, Peciy6imka Tatapcran

5 | 000 «HAHOJIEK», ropoa Mocksa
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6 | OO0 «Hanodapma Jlerenonmenty, ropoa Kazaup, Pecriy6nuka Tatapcran

7 1 OO0 Hayuno-npon3ssoacTeeHHas pupma «Marepra Menuka Xonaunr» (punuai), ropoa
Yenabunck

8 | OOP «Poccuiickuii co103 NPOMBIIUIEHHUKOB H MpeANpHHAMATENEi», ropoa Mocksa

9 | OI'bY «Bcepoccuiickuii Hay4HO-UCCIIEAOBAaTEIFCKUI HHCTHTYT TpyAa» MUHUCTEPCTBA TPyIa H
coLMaJIbHOI 3amuTH Poccuiickoii ®enepanun, ropoa Mocksa

! O61mepoccuiickuii knaccuukatop 3aHATHA.

2 O6mepoccuiickuii KIaccupuKaTop BUIOB SKOHOMHUECKOH JeATENbHOCTH.

* Mpuxas Munsapascoupassutus Poccun ot 12 anpens 2011 r. Ne 302H «O6 YTBEP)KACHHU TNIepedHell BpeOHBIX U (W)
OMAcHBIX MPOM3BOJCTBEHHHIX (pakTOpOB U paboT, P BHIMOJHEHHH KOTOPHIX NPOBOJATCS 00s3aTe/bHbIE PEABAPUTENLHEIE U
NEepPUOANYECKHE MEAULMHCKME OCMOTpHI (o6cnenoBanus), u Ilopsaka npoBemeHus 00A3aTENBHBIX MpPENBAPHUTEIBHBIX M
NEPUOIMYECKHX MEIMLIMHCKUX ocMOTpoB (oOcienoBaHuid) pabDOTHHMKOB, 3aHATHIX Ha TAKENBIX paboTax M Ha paboTax c
BpeNHBIMH M (MNH) ONAaCHBIMM YCIOBUAMM TpyZa» (3apeructpupoBaH MunioctoMm Poccuu 21 okrsabps 2011 r.,
peructpauMoHHblil Ne 22111), ¢ u3MeHEHUsMY, BHECEHHBIMH TpHKa3aMd MuH3zgpaBa Poccuu ot 15 Mad 2013 r. Ne 296w
(3apeructpupoBaH MuHioctoM Poccun 3 uions 2013 r., peructpauuonnbiii Ne 28970) u ot 5 nekabps 2014 r. Ne 801n
(zapeructpupoBar MunioctoMm Poccuu 3 ¢eppans 2015 r., peructpauuonHsiit Ne 35848), mpukasom Muntpyna Poccum,
Mun3gpaBa Poccuu ot 6 despans 2018 r. Ne 620/49H (3apeructpupoBaH MunioctoM Poccun 2 mapra 2018 r.,
?emcmaum}mmfl Ne 50237).

IMprka3 Poctexnamszopa ot 29 suBaps 2007 r. Ne 37 «O nopsgake MOATOTOBKM M aTTecTalMd pabOTHUKOB OpraHU3aLiuii,
noAHan3opHeix PenepanbHoli cnyx6e MO 3KOJOTHUECKOMY, TEXHOJIOTHYECKOMY W aTOMHOMY Haa30py» (3aperHcTpHpoBaH
Muntocrom Poceun 22 maprta 2007 r., peructpauuonHslii Ne 9133), ¢ u3MeHeHHsAMY, BHECEHHBIMHU NpUKa3aMu PocrexHaazopa
or 5 mona 2007 r. Ne 450 (3apeructpupoBan MunioctoM Poccum 23 wmions 2007 r., perucrpammonHsrii Ne 9881),
ot 27 aBrycta 2010 r. Ne 823 (3apeructpupoBan MuHioctom Poccun 7 centssbps 2010 r., peructpauroHHsiii Ne 18370),
ot 15 nexabps 2011 r. Ne 714 (zaperucrpupoBan MunioctoM Poccun 8 despans 2012 r., perucrpaunoHHsiid Ne 23166),
ot 19 nexabpsa 2012 r. Ne 739 (3apeructpuposan MuHwoctoM Poccuu 5 anpens 2013 r., peructpaumonHsiii Ne 28002),
ot 6 nexabpa 2013 r. Ne 591 (3apeructpupoBan MuHioctoM Poccun 14 mapra 2014 r., peructpaumoHHbiii Ne 31601),
ot 30 uroHsa 2015 r. Ne 251 (3apeructpupoBan MuHioctoM Poccun 27 mrons 2015 r., peructpauuoHHsiii Ne 38208).

5 E aunb1it KBaNTM(MKALHOHHEIH CPaBOYHHK JODKHOCTE pyKOBOAUTENEH, CEHANUCTOB U CITyXalHX.
¢ O6mepoccuiickuii k1accHPuKaTop NpodeccHii pabounx, J0KHOCTEH CITyKAIUX ¥ TAPUDHBIX PaspsioB.
" O6mepoccuiickuil KTaccHPUKATOp CELMaNLHOCTEl 0 06pa30BaHHIO.




