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II1. XapakrepucTHKa 0000MEeHHBIX TPYAOBBIX PYHKIHH

3.1. O6o0menHasi TpyA0Bast PyHKIASA

IIpoBeeHHEe TEXHOJIOTHYECKOTO
nporuecca NPOMBIIIICHHOTO
HaumeHoBaHUE NPOM3BOJCTBA Kon A VposeHs 4
p KB HKAIUA
HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEIX CPEACTB
IIpoucxoxnenne
N 3anMCTBOBAHO H3
060o6HIeHHOIH Opurunan X
OpHIHHANA
TpYyHOBOM GYHKLNH
Kog PernctpanuoHHsli HOMEP
OpHMruHana npothecCHOHATLHOrO CTaHAapTa
Bo3moxHbIE Arnmaparyuk
HAaUMEHOBaHUS | [ paHyIMpOBINUK
JOIDKHOCTEMH, MamuHHCT-TabJIETHPOBILUK
npodeccuit Jlo3upoBmuk

Tpe6GoBanus k Cpennee npodeccronaibHOe 00pa30BaHHE — IPOrPaMMBI ITOJATOTOBKH

00pazoBaHHIO U
00y4eHHIO

KBATH(PHUIIMPOBAHHBIX pabounx

TpeGoBanus k
OIBITY

MPaKTHIECKOH
paboThl
Ocobrie yciosus | ITpoxoxeHre o0s3aTebHbIX IPeABAPATEIHBIX (IIPH MOCTYIIEHHH Ha paboTy) u
JOMyCcKa K TIEPUOAMIECKHX MEAMIIMHCKHX OCMOTpOB (06cmeoBaHuMi), a TaKKe BHEOYEPETHBIX
pabote MEIHLIHHCKHX OCMOTPOB (00C/Ie/I0BaHNH) B IOPAAKE, YCTAHOBJICHHOM
3aKoHOZaTenbcTBOM Poccriickoit ®eneparun’
ITpoxoxaeHrHe HHCTPYKTaXa M0 OXpaHe TPyJia H TEXHHKE GesomacHocTH'
Hpyrue JlonommurensHoe npodeccnoHaabHoe 06pa3oBaHye — MIPOrpaMMbl OBBIMICHHS
XapaKkTEePHCTAKN | KBaTM(HKANMK IO IPOGUITIO JAEATEILHOCTH

lIOIIOJIHHTCJII:HBIC XapaKTCpUCTHKH

HanmenoBanue Kox HammeHnoBanue 6a30Boii rpymmsl, AOJDKHOCTH (npodeccuu) Hin
JOKYMEHTa CHEUHATHHOCTH
OK3 8131 OmnepaTopbl YCTaHOBOK 10 11epepabOTKe XUMHYECKOTO CHIPbs
ETKC’ §31-33 AnNapaT4dK MPUrOTOBIEHUS METHIIMHCKUAX Macc ¥ Masel 2-ro—4-ro
paspsaa
§ 67, 68 I"panynupoBmHK 3-ro, 4-10 paspsaa
§ 69-73 JIO3UpOBIUMK MEIUIIMHCKHUX IIpenapaToB 1-ro—5-ro paspsaa
§ 113,114 | MamuuucT-TabieTupoBmuk 3-ro, 4-ro paspsna
OKIIATP® 10695 AIIapaTifK MPHUTOTOBJICHHA MEAHIMHCKHAX Macc M Masei
11752 I'panynupoBIIMK
11871 Jlo3upOBIHK MEAUIMHCKHX IIPENapaToB
14236 MamuaucT-Tabne THPOBIHUK
OKCO' 2.18.01.03 | AnmmapaT4uK-onepaTop 3KONOTHIECKHX YCTAHOBOK




3.1.1. TpynoBas ¢pynxnns

HaumeHoBaHue

ITonroToBKa MHXKEHEPHBIX
CHCTEM, IOMEIEHUM, CPENCTB
H3MEPCHUM, TEXHOIOTHYECKOTO
H UCHBITATEIBHOTO
000pyIOBaHMS IO CTAHAAPTHEIM
METOAUKAM

YpoBeHs
Kon | A/01.4 (MoaypoBeHb) 4
KBasMHKauuH

IIpoucxoxaenue
TpynoBoii GpyHKUMH

X 3anMCTBOBaHO K3

Opurunan
OpUrHHANIA

Kox opurnnana PeructpaiioHHbIH HOMEp
npoteccHOHaNBHOTO
cTaHaapTa

Tpynossie
ne#icTBus

Hponepxa pa60T51 CHCTEMBI MOAIOTOBKM H KOHIHITMOHHPOBAHHSA BO3OyXa I
YHCTHIX TIOMEUICHHUN Ha IIPON3BOACTBE HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX
CpEACTB (nepenau JaBJIeHUsT B YMCTOM IIOMCINCHHH, TEMIICparypa H BIAXXHOCTH

BO3/1yXa)

ITpoBepka paGOTHl CHCTEMBI BOAOMOATOTOBKH MM HANHYHA BOJIBI OYHIICHHOH U
(wm) Boanl UL HMHBEKIMH Ha IMPOH3BOACTBE  HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

HpOBCpKa Hauuusd B OoO0eclleYeHHOCTH CHCTEM ToAaYu 4YMCTOro Iapa, CXKaToro
BO3AyxXa W HHCPTHRIX Tra30oB Ha MPOH3BOIACTBE HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPEACTB

ITpoBepka cTaTyca HPOHM3BOACTBEHHBLIX MOMEIIEHMH (MHCTOE, HOIJIEXXHT OYMCTKE,
OYHCTKA, MPOU3BOJICTBO)

IMoaroToBKa NPOH3BOACTBEHHOTO MOMEIIEHHS K paboTe B 3aBUCHMOCTH OT CTaryca
IPOH3BOACTBEHHOTO NOMEIIEHHS B COOTBETCTBHH ¢ TPEOOBAaHMSMH YTBEP)KICHHEIX B
OpraHM3aIy|H JOKYMEHTOB (MHCTPYKIMH, CTAaHAAPTHEIC OTIEPAlHOHHbIE IPOLIEAYPHI)

IIposepka paGoTOCHOCOGHOCTH 00OpyIOBaHHS H NpPUOOpPOB, 3a[eHCTBOBAHHBIX B
pealM3alMd TEXHOJOTHYECKHX CTaJMd [POM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHbBIX CPEACTB

TMoaroToBKa TEXHONOTHYECKOro ofopynoBaHMS K paboTe, YCTaHOBKa IpH
HeobxomuMocT  (opMaTHHIX JeTaneli H  OCHACTKM Ha  TEXHOJOTHYECKOE
obopyoBaHKE

3amyck M BHIBOJ Ha paGouMii PeXHM TEXHONOTMYECKOro obopyloBaHHs (peaxrop,
tabneTnpecc, rpaHyssTop) NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
CpeACTB

BiIloyeHHe W BBIBOJ, Ha pabouMii peXHM HCHBITATEIPHOTO O0OOpYNOBaHHS
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB (TecTep MHPOTHOCTH, TECTEP
pacnagaemoctH, hpuabunirop)

OnucaH¥e TpPOBEAEHHOTO KOMIUIEKCA MEPONPHATHHA IO NOATOTOBKE, IIPOBEPKE
HEDKCHEPHBIX ~ CHCTEM, IIOMEINEHHi, TEXHOJNOTHYECKOr0o M  HCIBITATE/ILHOTO
00OpyIOBaHUSA, CPEACTB M3MEPEHHMA B COOTBETCTBHH C MHCTPYKIMSIMH 1O
oOPMIIEHHIO U IPYTOif TeXHUYECKOH TOKYMeHTaIliel

Heob6xonumele
YMEHHS

HpOBepiITB pa60TOCH0006HOCTI> HHXXCHCPHBIX CHCTEM, CHCICM obecneyeHus
TIPOHU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKApCTBCHHEBIX CPCACTB

HPOHSBOI[I/ITL.IIOIII“OTOBKY TEXHOJIOTHYECKOT'0 H UCITHITATEJILHOI'O 06opyz[013aﬂnx

OCYIIICCTBJIHTI: AKCIUTYaTalMI0 TEXHOJIOTHYECKOrO ¥ HCIIBITAaTCIBHOTO o6opynosannx

AHaJIH3PIPOBaTB nokKasatell, XapaKTePH3YIOIHE COCTOAHHC TCXHOJIOTHYCCKOTO H
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HCIEBITATEIFHOrO 000pyIOBaHUS ¥ HHXKCHEPHBIX CHCTEM
[IpouzBoguts OGOpPMIECHHE KOMILUICKCA MEPONPHATHH B COOTBETCTBHH CO
CTaHAAPTHHIMH METOIHKAMH
BEIIONHATE KOMIUIEKC CAHUTAPHO-TUTHEHHYECKUX MEPONPUATHH IOATOTOBKH
riepcoHana i paboThl B 9HCTHIX IOMEIIEHHSIX
Heob6xoaumeie XapakTepUCTAKH TEXHOJOTHMIECKOTO H HCIBITATEIBHOIO 00OPYNOBaHHs, CPEICTB
3HAHUA H3MCpEHUH, HCIIONb3yECMBIX IpH OCYIECTBJICHUU MIPON3BOJICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB
IMopsinox 3KCIUTyaTalld¥ TEXHOJNOTHYECKOTO H MCIBITATENBHOrO 00OpYZOBaHHs,
CPEICTB U3MEPEHHH, HCIONB3YyeMBIX @PH  OCYIIECTBICHHH  IPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Oco0eHHOCTH 3amycka W KOHTPOJS TEXHOJIOTMYECKOTO M MCIHITATEILHOIO
obopyZoBaHUs, CPEACTB H3MEDEHHH, HCIONB3YEMBIX IIPH  OCYIICCTBJICHHM
IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
TTopsaoK BHISBIICHHS OTKJIOHEHHH B paboTe TEXHOIOTHYECKOTO M HCIIBITATENIEHOTO
obopynoBaHMs, CpeACTB H3MEpEHHH, HCIOONB3YEMBIX MPH  OCYIIECTBJIICHHH
IIPOHU3BOJCTBAa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
Cnoco6bl ycTpaHeHHs OTKJIOHEHHMH, BBIBICHHBIX B paboTe TEXHOJIOTHYECKOTO HU
HCIEBITATENFHOTO OOOpPYAOBaHHWSA, CpEACTB HM3MEPEHHH, MCHOIB3YyEMBIX IpH
OCYIIECTBJICHNH POU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEBIX CPEACTB
Tpe6GoBaHHs CaHHTAPHOTO PEXKHMA, OXPaHHl TPyHa, MOXapHOHW Ge30macHOCTH,
OXpaHbl OKPYXKaIOWIEH cpeJibl
Apyrue -
XapaKTEPHCTUKA
3.1.2. TpynoBas ¢pynxuas
IloaroroBka ChIpbs, YpoBeHs
Haumenosanue BCIIOMOTAaTeILHBIX BEIICCTB H Kon A/02.4 (noIypOBeHE) 4
MaTepHAJIOB kBanuUKaLnU
oo Opmman X | oo
Kon PeructpauuoHHbIH HOMEp
OpHrHHaJia npotbeccnonanmoro
cTaHzapTa
Tpynosrie IIpoBeseHHEe KOMILIEKCA CAHATAPHO-THTHEHHYECKMX MEPOIPHUITHH IOATOTOBKH
JEeHCTBUA HepcoHaNa i paboThl B YHCTEIX IOMEMICHHAX

IlpueM CHIpbS, BCIHOMOTATEJIbHBIX BEIIECTB, MAaTEPHANOB, MOJYNPORYKTOB,
JIOKyMEHTaluH (TexHONOrMYECKast HUHCTPYKIHS Ha IPOU3BOJICTBO,
HACHTHQUKAIMOHABIE JTHKETKH  YIBEPXACHHOM B  oprammsanud  Gopmsr),
HEOOXOAMMBEIX JUISL IIPOBEACHHSA TEXHOJOTHYECKOro IpoIecca IPOU3BOJCTBA
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

PacrapuBaHue CBHIPbsi, BCIIOMOTATEBHEIX BEIIECTB, MATEPHANOB H HONYNPONYKTOB,
HEOOXOOMMEIX JUIi IIPOBEACHHS TEXHOJIOTHYECKOrO IIporecca IPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Ot60p npo6 CHIphs, BCIIOMOTraTENBHBIX BEIIECTB, MaTEPUAIOB H IOJYNPOAYKTOB,
UCTIONE3yeMBIX JUIA [POBENCHHA TEXHOJOIHYECKOro Ipolecca POH3BOACTBA
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHLIX CPEJICTB

CymKa CBIpBSl, BCIOMOraTe€lbHBIX BEHIECTB, MATCPHATIOB H NOJIYNIPOAYKTOB,
TPCGYIOIIIHX YAUICHUSA U3NHAIIHET0 KOJHIECTBA BIarn
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W3MenbyeHne CHIpbs, BCTIOMOTATENbHBIX BEIIECTB, MAaTEPHAIOB M IOIYIPOAYKTOB,
HEOOXOOMMBIX Ui IPOBENECHHS TEXHOJOTHYECKOro Iporecca IPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[IpocenBaHue CHIPBS, BCIOMOTAaTENbHEIX BEIIECTB, MAaTEPHANOB U MOJIYNPOAYKTOB,
HEOOXOMUMEIX MJI TpOBEeACHHS TEXHONOTHMYECKOro Ipollecca IPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HasemmBanue HEOOXOOMMBIX KOJIMYECTB CHIPBSl, BCIIOMOTATEIBHBIX BEIIECTB,
MaTepHalOB H IOJNYNPOAYKTOB B COOTBETCTBMM C HMHCTPYKUHSAMH H JApYroi
TEXHUYECKON JOKYMECHTalHEH

MapkupoBka HIEHTH(QUKALMOHHBIMA STHKETKAMH YTBEPXKICHHOH B OpraHM3alid
dopMBI eMKocTeili (060pyZOBaHHUS) C MOATOTOBIECHHEIM CHIPEEM, BCIIOMOTaTeIbHEIMH
BELECTBAMM M MaTE€PUATIAMH, IOTYTIPOJYKTaAMH

ITonyyeHue meYaTHBIX, YNAKOBOYHBIX MaTepHalIoB, Hepac()aCOBAHHOIO TOTOBOIO
IIPOYKTa, JOKYMEHTAMM (TEXHONOTHYecKass MHCTPYKLMS Ha (acoBKY M YIAKOBKY,
HIACHTHOUKAMOHAEIE JTUKETKH YTBEP)KACHHONH B  opraHmsanmud  GOpMED),
HeoOXOMUMEIX I IPOBEAEHHS TEXHOIOTHYECKOro mpouecca (acoBKd M YIaKOBKH
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEICTB

OnucaHue INPOBEAEHHOTO KOMIUICKCA MEPONPUSTHH 10 IIOATOTOBKE CHIPBS,
BCIIOMOTATENbHEIX BELECTB, NIEYaTHHIX M YIIAKOBOYHBEIX MaTEePHAIOB B COOTBETCTBUM
¢ HHCTPYKIMSAMH 110 0GOPMIICHHIO H IPYTOH TEXHHYECKOH JOKyMEHTauyen

HeobxoauMeie
YMEHHS

HpOPIBBOlII/ITB IPUEMKY CBHIpDbA W MAaTCPHAJIOB, HEOOXOAUMBIX I NPpOBCACHUA
TEXHOJNOTHICCKOT'O Iponecca IIPOU3BOJACTBA HAaHOCTPYKTYPHPOBaHHBIX
JICKapCTBCHHBIX CPEACTB

BecTH J0KyMEHTaLHIO, HeOOXOAUMYIO IJIs IIPOBEICHHS TEXHOJIOTHYECKOro IpoLecca
IIPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPENCTB

IIpoussogute OTOOpP Npo6 B MCXONHBIX KOMIIOHEHTaX, HCIOIB3YEeMBIX JIA
TeXHOJIOTHYECKOTO mporuecca MIPOM3BOZICTBA HAHOCTPYKTYPHPOBaHHEIX
JIEKapCTBEHHBIX CPEACTB

OC}’IIICCTBIISITB CYHIKY CBIpbA, BCIIOMOTATCJBHBIX MATCPHAIOB H IOJIYIIPOAYKTOB,
Tpe6y10mnx YAAICHAA U3JIMIIHETO KOJWYECTBA Blialrl

H3MenpyaTh H (I/IJII/I) npoceuBaTh CHIPBE, BCIOOMOraTeJILHBIE MAaTCpHAIBI H
HOJIYIIPOAYKTHI, H606X0}II/IMBIC A1 NOpPOBEACHUA TEXHOJIOTHYIECCKOro IIponecca
TIIPOHU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CpCACTB

OCyIIECTBIATh MAPKUPOBKY CHIPBS, HOMYIPOAYKTOB, BCIIOMOTaTENbHEIX MaTepHaIOB,
060pyIOBaHHs, NOMELIEHUH BHYTPHIPOH3BOICTBCHHBIMH HICHTH(QUKALMOHHEIMH
STHKETKAMH

BBHIIONHATS KOMIUIEKC JEHCTBHH JUId [peJOTBPAIICHHMS INEPENMyTHIBAHUA H
HIepeKpecTHOH KOHTaMHUHALIMH

OTpaxkaTh KOMILUIEKC IIPOBEAECHHBIX MEPONPHATHH B COOTBETCTBHM C MHCTPYKLMAMH
110 0OPMIICHHIO H APYTOit TEXHHYECKOW JOKYMEHTAMEH

HeobxonuMeie
3HAHUS

HOpHI[OK BBISBJICHHS OTKJIOHEHHH B HOPMAax Ka4vyeCTBa NIPH IIPOBCICHHH onepaunﬁ 110
MOATOTOBKE CHIPBS, BCHOMOTAaTCIBHEIX BEICCTB H MaTE¢pHAJIOB

IMopsimok oTOopa Mpob B HCXONHBIX KOMIIOHEHTaX

TIopsioK DKCILTyaTallik TEXHOJNOTHYECKOTO H MCHBITATENBHOTO 00OpYHOBaHHA,
CPENCTB HM3MEPEHMii, HCIONB3YEMBIX OpH  OCYMIECTBICHHH  IPOM3BOJICTBA
HaHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

OH3NKO-XUMHYECKHE CBOHCTBA HUCIOJB3YEMBIX CHIPbA U BCIIOMOTaTE/IbHBLIX BCHICCTB

TemnepaTypHBE PEXHMBI CYNIKH HCXOJHBIX KOMIIOHEHTOB, TpeOylomux yAaleHusA
W3JIAIIHEHA BIIaru

IIpaBuna moBeleHHs IEPCOHANA B YHCTHIX NMOMELICHUsX, OATOTOBKH IEpCoHasa K
paboTe, CAaHUTapHOH 0OPaGOTKH PyK, HOIIEHHUS TEXHONOIHIECKOH ONEHK/IbI
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TpeGoBaHHA CaHWTapHOTO PpEXHMa, OXPaHBl TPyAa, HOXXapHOH O€30MacHOCTH,
OXPaHHI OKpYKalomei cpeibl

Jpyrue -
XapaKTePUCTUKH

3.1.3. TpynoBas pyHkmus

Benenue >Tanos
TEXHOJIOTHYECKOTO Iponecca
NpOU3BOACTBA
Hepac(acoBaHHBIX TOTOBBIX
HaHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPEICTB

Yposens
Kon A/03.4 | (nomypoBeHn) 4
KpanugHKauun

Haunmenopanue

TIpoucxoxnenue

. Opurunan X  3aMMCTBOBAHO M3 OPHTHHAA
TpyRoBoii GpyHKUUH

Kon opurunana PeructpaiMoHHbIi HOMEp
npodecCHOHANBEHOr0
cTaHzapTa

Tpynoseie IpreM MOIYyIPOAYKTOB, BCIOMOraTENbHBIX BEIIECTB, MATCPHANIOB M JOKYMEHTALlMH
JielcTBAS (TexHONOTMYECKas MHCTPYKIMS Ha MPOH3BOACTBO, MACHTH(OHKAMOHHEIE STUKETKH
YyTBEP)KNEHHOM B OpraHuzamud (QOpPMEBI), HEOOXOMMMEIX Ui IIPOBEACHHS
TEXHOJIOTHYECKOTO mporecca MPOHU3BOACTBA HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB

BrImONHEeHHe ~ omepanMii  TEXHOJOTMYECKOTO  mpomecca 10 HapaGoTke
HAaHOCTPYKTYPHPOBAaHHBIX MOJYNPOXYKTOB B COOTBETCTBHH C YTBEPXKICHHOM B
OpraHu3aiuy JJOKyMeHTalHen

Ot6op npo6 HOXYNPOAYKTOB, MONYYaeMBIX IPH INPOBEACHHH TEXHOJIOTHYECKOTO
npolecca IPOU3BOACTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

IMonyuenue TIOJTyTIPOAYKTOB H HepacdacoBaHHBIX TOTOBBIX
HaHOCTPYKTYpPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

[IpoBeeHre BHYTPUIIPOM3BOACTBEHHOIO KOHTPOIS KauecTBa IOMYIPOAYKTOB,
HepacdacoBaHHOTO rOTOBOTO IPOAYKTa

MapkupoBka eMKocTed (006OpyZOBaHHMA) C NONYHNPOAYKTOM, HepacdacoBaHHBIM
TOTOBEIM IIPOAYKTOM, OCTAaTKaMH CHIPbS, OTXOJaMM M OpakoM O3THKETKaMH
YTBEPXKIEHHO!N B OpraHU3aIuH GopMeI

Ilepenaya mpou3BeieHHBIX Hepac(aCOBAHHBIX FOTOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB Ha 5Tan (acoBKH, YIIAKOBKH H MApPKHPOBKH

Cpaua mo OKOHYaHMH paGoThl HEUCHOJNB30BAHHOTO CHIPbs, MAaTEPHAJIOB, a TaKOKe
OTXOJIOB U Opaka

O(i)OpMJIeHI/Ie JOKYMCHTALIUHA 1o pe3yibTaTaM peann3anuu JTaIoB
TEXHOJOTHICCKOI0 npounecca IIPpOU3BOACTBA HepaC(i)aCOBaHHBIX FOTOBBIX
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

Heobxoqumele OCYIIECTBISTh BHINOJIHEHHE ONEPALHi TEXHOJOTHYIECKOro MpoLecca no HapaboTKe
yMEHHUS HAHOCTPYKTYPUPOBAHHBIX HONYNPOAYKTOB

OcyInecTBIATh HapaGOTKy Hepac(haCOBAHHBIX TOTOBBIX HaHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHEIX CPEJICTB

BEIBISTH OTKJIOHEHMS B paboTe TEXHOJNOTMYECKOrO H  HCIBITaTeNBHOTO
06OpyHOBaHHs, CpPEACTB H3MEPEHMH, WCIONb3YeMBIX NpPH  OCYIIECTBICHHH
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB

YCTpaHSITL OTKJIOHCHHA, BEIABJICHHLIC B Tporecce ITPOU3BOAACTBA
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HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

BEIIONHATE KOMIUIEKC JAEHCTBMHM [UId IpPeAOTBpAICHHS MEPEHyTHIBAHHA H
NEPEKPECTHON KOHTaMUHALIMH

OTpaxaTh KOMIUIEKC IIPOBENEHHBIX MEPONPUATHA B B  COOTBETCTBHM C
HHCTPYKLUMSIMH 110 0()OPMIICHHIO H JAPYTOM TEXHHYECKOH JOKYMEHTAHEH

Heobxoxumsie
3SHAHHS

O6mue mnpUHUUNE paboTH, TEXHHYECKas XapaKTEPHCTHKA, KOHCTPYKTHBHEIE
0COOEHHOCTH TEXHOJIOTHYECKOT0 000pyZOBaHUS, NOPSAOK €ro INOArOTOBKH K
9KCIUTyaTallid TpPH MNPOM3BOACTBE HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX
CpelICTB

I[TpaBuna H HOPAZOK OTOOpa IpoO IpH NPOM3BOACTBE Hepac(aCOBAHHBEIX I'OTOBBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HOpH)IOK M IOCIEN0BAaTCILHOCTh JACHCTBUMA IIpH OCYHICCTBJICHUU IIPOU3BOJACTBA
TOTOBBIX HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCACTB

XapaKTepncmlm HCIIOJNB3YEMBIX BCEINECTB H IIOCIICACTBHA HX BO3JEHCTBUS Ha
OpPraHusM 4YCJIOBCKA

[paBuia moBeleHUS TepcOHaNa B YHCTHIX NMOMEINEHHAX, MOATOTOBKH NEPCOHAa K
pabore, caHUTapHOM 00pabOTKH PyK, HOMIECHHA TEXHOIOTHIECKOH OEKIBI

TeXHONOTMYECKHE PEXMMBI TPOM3BOACTBA M CHOCOOBI HMX KOPPEKTHPOBKH IO
daxTiuueckuM  mapaMeTpaM  paboThl  06OpyZoBaHHMA ~OpM  IPOM3BOIACTBE
Hepac(acoBaHHBIX FOTOBHIX HAHOCTPYKTYPHPOBAHHEIX JIEKapPCTBEHHEIX CPEICTB

Tpe6oBanus, OpexbABIAEMEIE K KadeCTBY MNOJNYNPOAYKTOB H HepacgacOBaHHBIX
rOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TpeGoBaHHs CAaHMTAPHOrO PpEXHMa, OXpaHHl TpyJAa, NOXapHOH Ge3omacHOCTH,
OXpaHBI OKpYKatome# cpeIbl

Apyrue
XapaKTCPpHCTHKH

3.1.4. TpynoBas ¢ynxnus

Benenue >Tanos

Yposenb
TEXHOJIOTHYECKOIO Imponecca
HaumeHoBaHHE port Koa A/04.4 (moxypoBeHs) 4
(acoBKH, YIIaKOBKH H KBATHHKALIH
MAPKHPOBKH
Tporcxoxaeriie Opurunan X 3auMCTBOBAHO U3 OpHIMHANA
TpyRoBoii GyHKUUK
Koz opurunaia PernctpanOHHBIH
HOMep
npodecCHOHANBLHOTO
cTaHaapTa
Tpynossie IMonyuyenne HepacdacoBaHHEIX I'OTOBHIX HaHOCTPYKTYPHUPOBAHHBIX JEKapCTBCHHBIX
JIEeUCTBHS CPeJCTB, JOKyMEHTaUUH (TEXHOJOTHYECKAs HMHCTPYKIHsA no (acoBke M YIAaKOBKe,

H/IcHTH(HKAIAOHHbIE STUKETKH YTBEPXKACHHOH B Opranu3aluu GopMer), HeHaTHBIX
H YIAaKOBOYHBIX MATepHasoB IJii IPOBENCHHS 3Tala TEXHOJOTMYECKOro Ipomecca
110 (pacoBKe, yIaKOBKE H MApKHPOBKE

®acopka Hepac(hacoBaHHON rOTOBOH NMPOAYKIUY B IIEPBUYHYIO YIAKOBKY

MapKupoBKa NEPBAYHO YIIaKOBKH IIepeMEHHON MEpopMannei

BropuuHast ymakoBka MapKMpPOBaHHON OPOJYKITHA

MapkapoBKa BTOPHYHOI YNIakOBKH IepeMeHHOH uHdopManueit

IIpoBeneHHe BHYTPUIPOM3BOICTBEHHOTO KOHTPOJIS Ka4eCTBa IIEPBUYHON YIIAKOBKH,
BTOPHUYHO#H YIIaKOBKH, TPYIIOBOH U TPAHCIIOPTHOH YTIAKOBKH
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dopMupoBaHUe IPyNIIOBOH YIAaKOBKHM H3 BTOPHYHBIX YIIAKOBOK

V1akoBKa rPYNIOBBIX YIAaKOBOK B TPAHCIIOPTHYIO Tapy

MapkupoBKa TPaHCIOPTHOM YIAKOBKH JTHKETKOH C - HaHECEHHOM IepeMeHHOMR
uH$popmanuen

Vxiajka copMHPOBaHHEIX TPAHCHOPTHBIX YIaKOBOK Ha IAJLIETY

MapkupoBka CHOPMHUPOBaHHEIX TAIET STHKETKOH C HaHECEHHOH mNepeMeHHOH
nH$popMmanuen

IlepeMmemenne cGOPMHUPOBAHHBIX NMAJUIET C TOTOBHIM IPOAYKTOM B CIENHAIBHYIO
30Hy c60pa CepHH FOTOBO NPOIYKIHH

MapkupoBka eMKocTedl (000pyHOBaHHA) C IONYNPOAYKTOM, HepacdacoBaHHLIM
TOTOBBIM IIPOJYKTOM, OCTATKAMH CHIPbsI, OTXOJIJaMH H GpakoM

C60p TE€XHOJIOTHYECKHUX NOTEPE NMONYIPOAYKTA M YIIAKOBOYHBIX MAaTCpHaJIOB

Omnucanse  NPOBEJEHHOIO  KOMIUIEKCA  MEPONpPHATHH, BEOCHHS  3TaIloOB
TEXHOJIOTHYECKOro mpoiiecca mo (acoBke, yHaKOBKEe H MapKHPOBKE B COOTBETCTBHH
C HHCTPYKIMMSMH 110 OQOPMIIEHHIO H IPYToii TEXHHYECKOH IOKyMEHTalUeH

Heo6xogumele
yMEHUSA

OcymecTBiATh (acOBKy TOTOBBIX HAHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX
CPEACTB B IEPBHYHYIO, BTOPHYHYIO, IPYNIIOBYIO H TPAHCIIOPTHYIO YIIAKOBKY

TIpoBOAUTE MEPONpPHATHSA MO MapKHPOBKE NEPBUYHOH M BTOPHYHOM YNMaKOBKH
TOTOBBEIX HAHOCTPYKTYPHPOBAaHHBIX JIEKapCTBEHHBIX CPEJICTB

C06HpaTB OTXOZAbl TCXHOJIOTHYECKOIO 3Tana (bacomcn, YIIaKOBKH BN MapKHPOBKH
HAaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB

[IpoBoAMTE MEPONPHATHA IO NPEAOTBPANICHHIO NEPEIYTHIBAHUA M HEPEKPECTHOM
KOHTaMHHAIH

BBISBIATE OTKIOHEHHS] B paboTe HCTIONBE3yeMoro o0opy1oBaHUs

VCTpaHSTh OTKJIOHEHHS], BEIBICHHBIE B pab0oTe HCIOIB3YEMOro 000pyAOBaHHA

OTpaxaTh pe3yJbTAaTH IIPOBEICHHOTO KOMIUIEKCA MEPONPHATHH 10 (acoBke,
yIaKOBKE M MAapKHpPOBKE HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBMH ¢ HHCTPYKIHAMH 1O OGQOpMIEHMIO M JpPYrod TEXHHYECKOH
JIOKyMEHTaIieH

HeobxoauMeie
3HAHUS

O6mue MPUHUMOB pabOTHl, TEXHHUYECKasd XapaKTEPHCTHKA, KOHCTPYKTHBHLIE
0cOOEHHOCTH TEXHOJIOTHIECKOT0 000pyIoBaHNs (PacOBKHM, YIIAKOBKH M MapKHPOBKH,
NOPANOK €ro TOATOTOBKM K paboTe M OKCIUTyaTalldd IpPH IPOU3BOACTBE
HAHOCTPYKTYPUPOBAHHbIX J1€KAPCTBEHHBIX CPEICTB

TTopsioK ¥ MOCNIEA0BATENBHOCTD ACHCTBHIH NPH OCYIIECTBICHHH TEXHOIOTHYECKOTO
stana (pacoBKH, YIIAKOBKH H MApKMPOBKH HaHOCTPYKTYPHUPOBAHHbIX JIEKaPCTBEHHBIX
CPENCTB

[IpaBmia mOBeAEHMs IIEPCOHANIA B YHCTHIX NMOMEMIECHHAX, IOATOTOBKA NEPCOHANA K
pabote, caHuTapHON 00pabOTKH PyK, HOIIEHHS TEXHOJOTHYECKOM OIeXKIBI

TexHoorn4eckue PEXHUMBI (baconm A MapKHpPOBKH, crmocobsl UX KOPPEKTHPOBKH
TIpH NPOH3BOACTBE HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX CpCACTB

TexHAYECKHii aHTIMHUCKHHM I3BIK B 00J1aCTH IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB HAa YPOBHE UTEHHS M MOHUMAHHUS TEKCTOBBIX IOKYMEHTOB

Tpe6oBaHus, NpenbSBISICMEIE K KaueCTBY II€PBUYHOM, BTOPMYHOH, IPYNIOBOH
yIIaKOBKaM TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Tpe6oBaHMS CAHWTAPHOrO PEXHMMA, OXPaHBl TPyJa, MOKapHOH Ge30MmacHOCTH,
OXpaHBI OKpYXalomeil cpelibl

Apyrue
XapaKTEPUCTHKH
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3.1.5. TpynoBas pynxnus

HaumeHoBaHUe

IpoucxoxacHue
TPyIOOBOK
dyHKLHH

OYHrCTKa TEXHOJIOTHYECKOTO
060opyI0BaHUS IPOM3BOACTBA U
yI1aKOBKH
HAHOCTPYKTYPHPOBAHHEBIX
JICKapCTBEHHBIX CPEJICTB

VposeHs
(o ypOBEHE) 4
KBaTHUKALHU

Kon A/05.4

X 3aMCTBOBaHO H3

Opurunan
opurHHaia

Kon opurunana PerucTpaudoHHbIH HOMED
npodecCHOHATBEHOrO

CTaHpapTa

Tpynoseie
neticteusg

TMony4eHHe MaTEPHAIIOB JUIs TIPOBEACHHUS OYHCTKH, JOKYMEHTAHH (TEXHOIOTHYECKAs
MHCTPYKIMS Ha OYHCTKY, HICHTHQUKAHOHHBIE 3THKETKH YTBEP)KACHHOH B
opraHm3audn (OpME) I NPOBEACHHS ONEpAlMH MO OYHCTKE TEXHOJIOTHIECKOro
obopyaoBaHusi i1 MPOU3BOACTBA, (PACOBKM M YIIAKOBKH HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHEBIX CPEACTB

Y naneHue oCcTaTkoB CBIpPBs, MATCPHAJIOB OT NPEAbLAYINX IIPOU3BOACTBEHHBIX 3TAIIOB

O4YnCTKa HAPYXKHBIX IIOBEPXHOCTEH TEXHONOTHYECKOro 000pyNOBaHUs HMPOM3BOACTBA
H YIIaKOBKM HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB C HCIOIb30BaHHEM
BCIIOMOTATENbHBIX CPEACTB B COOTBETCTBHH C HHCTPYKIMAMH H APYToil TeXHMYeCKOH
JOKyMEHTaluueH

HCMOHT&)K CBEMHBIX YacTeil TEXHOJOTHYECKOrO o6opyn03amm NpOU3BOACTBA H
YHAKOBKH HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

BEINONHEHHE ONepanyii aBTOMaTHYeCKOH OYMCTKH O6OpYAOBaHHUS C HCIONB30BAHHEM
TEXHHYECKHX CPEACTB B COOTBETCTBHH C HMHCTPYKIMAMH M JPYrOH TEXHHYECKOM
JIOKyMEHTaluen

IMpomMeiBKa M 00paGoTKa CBEMHBIX YacTeH TEXHONOTHYECKOro 06OpynOBaHUA
[IPOM3BOJACTBA M YIIAKOBKH HAHOCTPYKTYPMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB €
HCITOJIB30BAHUEM BCIIOMOTaTENBHBIX CPEACTB B COOTBETCTBHH C HMHCTPYKIHSMH H
JIPYTOii TEXHHYECKOH JOKYMEHTAlHEH

HpOCYIIIHBaHHC CBhEMHBIX YaCTeH TEXHOJOTMYECKOro oGopynoaaHn;I IIPOU3BOZACTBA H
YIIaKOBKM HAHOCTPYKTYPHUPOBaHHBIX JICKAPCTBECHHBIX CpeacCTB

IlepememieHrie ChEMHBIX JAETalCH 10 OKOHYAHHM CYIIKH B 30HY XPaHEHHS THCTBHIX
neraneu

MapkupoBka HIEHTH(GUKANMOHHBIMHA STHKETKAMH YTBEPXKIEHHOM B OpraHM3aluH
dopMei 0 craryce (YMCTOE, MOMICKHT OYHCTKE, OYMCTKA) CHEMHBIX JETalCH,
TEXHOJIOTHYECKOro 060pyAOBaHUs UL IIPOU3BOJICTBA H YIIAKOBKH

MoHTaX 06pabOTAHHEIX CBEMHBIX 4YacTeil TEXHOJOTrMYecKoro obopyaoBaHHs
HPOM3BOJICTBA M YIaKOBKM HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Omnncanre NPOBEJEHHOTO KOMIIJIEKCA MEPONPHATHH MO OYHUCTKE TEXHOJIOIHYECKOTOo
0GOpYHAOBaHHA B COOTBETCTBHHM C HMHCIPYKIMAMH 10 OQOpMICHMIO H Jpyroi
TEXHHUYECKOH TOKYMEHTanuen

Heobxonumele
yMEHHSA

OCyIIecTBIATh OEMOHTX H MOHTaX CBEMHBIX 9acTe€H TEXHOJOrHYECKOro
060pyAOBaHHs IPOH3BOACTBA H YHAaKOBKM HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpelCTB

[Ipoussoauts 06GpaboOTKy TEXHONOIHYECKOro OOOpYNOBaHHS NpPOM3BONCTBA H
YIIaKOBKM HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB C HCIONB30BaHHEM
BCIIOMOTATENBHBIX CPEICTB B COOTBETCTBHH C HHCTPYKIHAMH U JPYrO# TEXHHYECKOH
JOKyMeHTalueH
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IIpOBOAUTE MEPONPHATHA N0 NPENOTBPAMICHUIO INEPENyTHIBAHHS H IIE€PEKPECTHOM
KOHTaMUHALlUH

OTpaxaTs pe3ylnbTaThl NPOBEICHHOTO KOMIUIEKCa MeponpHATHH mo (acoBke,
yHakOBKE H MAapKUpPOBKE HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CpPCICTB B
COOTBETCTBHMH C HHCTPYKIHAMH 10 OQOpPMIECHHIO H JPYyrod TEeXHHYECKOH
JOKyMCHTalnen

Heob6xonumeie
3HAHUSA

VTBepIKIEHHBIE B OpraHU3aliH OPSAIOK M MOCIEA0BATEILHOCTE NPOBEICHHUS OYHCTKH
H 00paGOTKH TeXHOJOTHYeCKOro o6opyJoBaHHSA NPOH3BOACTBA M  YIAKOBKH
HAHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB

OcoGEHHOCTH  MCIOJIB30BaHMS  MOKOMMX H  Je3WHQUUMpPYOIIMX  CPEACTB,
IPUMEHSIEMBIX UL OYHCTKH TEXHONOTHYECKOro oOOpyHOBaHHs MPOM3BOACTBA H
YIAKOBKH HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

IlpaBuia MOBENEHHsS MEPCOHANA B YHCTHIX IIOMEUICHHAX, MOATOTOBKM IEPCOHANa K
pabore, caHuTapHOM 00paGOTKH PYK, HONIEHHS TEXHOJIOTUYECKOH OIEKIBI

KOMIIEKTHOCTP TEXHOJIOTMYECKOro oGopynonaHna MNpPOU3BOACTBA H  YIIAKOBKH
HaHOCTPYKTYPHUPOBAHHBIX JICKapCTBCHHBIX CpCACTB H IIpaBHJId OCYIICCTBJIICHHA
JCMOHTa)Ka Chb€MHBEIX Y3JIOB

TexHUdYeCKHii aHTIHNCKMI S3BIK B 0OAaCTH HNPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEIX CPEICTB

TpeGoBaHUs CAHUTAPHOTO PEXHMMa, OXPaHBI TPY/a, MOXKAPHOH 6Ge30acHOCTH, OXPaHbI
OKpYXaromei cpeasl

HApyrue
XapaKTePHCTHKH

3.1.6. Tpynosast pyHKUHS

OcymecTBIeHHE

BHYTPHIIPOU3BO/ICTBEHHOI'O

KOHTpOJIA porecca Yposeb ‘
HaumenoBanue Kox A/06.4 | (noaypoBeHD) 4

TIPOU3BOACTBA KBaTHbHKALHH

HaHOCTPYKTYPHPOBAaHHEIX

JIEKApCTBEHHEIX CPEACTB

3auMCTBOBaHO M3
ITpoucxoxaeHune Opurmman X an
Tpynoeo# GpyHKuuH opuruHana
Kox opurunana PerncTpauMOHHBIA HOMEP
Ipod)eCCHOHATBEHOTO
CTaHaapTa

Tpynoseie IIpoBeseHUE KOHTPONIA BBHIBEACHHOTO Ha pabouMii pexHUM TEXHOJNOTHIECKOro
JecTBUS 060py0BaHHsl POM3BOACTBA, YNAKOBKH M MAapKHPOBKM HAHOCTPYKTYPHPOBAHHBIX

JIEKAPCTBEHHBIX CPEJICTB

KonTpone paGoTel CpefCTB W3MEPEHHH M aBTOMATHKH B XOZ€ TEXHOJOTMYECKHX
HpOLECCOB IPOM3BOACTBA, YNAKOBKH H MAapKMPOBKH HaHOCTPYKTYPHPOBAHHBLIX
JIEKapCTBEHHBIX CPEJICTB

[IpoBenenre NEPHOAMIECKOrO KOHTPONS KavyeCTBa MOMYHMPOXYKTOB M HPOMYyKTa,
HOJy4YaeMBIX HA BCEX STallax IPOM3BOJCTBA, B COOTBETCTBHM C YTBEPKICHHBIMH B
OpraHM3alMy npoLeaypaMu (METOTHKAMH)

OCYI].ICCTBJICHI’IC KOHTpOIA pacxojia MaTCpHAalIOB, IIOJy"ICHHA IeJaeBoro nNpoaykra u
c60pa OTXOINOB H4 OCHOBHBIX M BCIOMOrarelIbHBIX J3Talax IIPOH3BOACTBA

HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HpOBeI[CHI/Ie KOHTPOJIA COOTBCTCTBHUA I/LHGHTI/IQ)HKB.HHPI H MapKHpPOBKH




15

NpON3BOAMMBIX HAHOCTPYKTYPUPOBAHHBIX JICKAPDCTBEHHBIX CPE/ICTB

KoHTpob OYACTKH TEXHOJIOTMYECKOro OOOpyHOBaHHs NPOM3BOACTBA, YNAKOBKH H
MapKHPOBKH HAaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHEBIX CPEICTB

Heob6xonumeie
YMEHHS

TTpoM3BOAKTE KOHTPOJb PAacxoja MATEPHANOB, IOMYyYEHMs I€JE€BOTO MPOAYKTa W
cbopa OTXOHOB Ha OCHOBHBHIX H BCIIOMOTaTENBHBIX 3TallaX IIPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

IIpuHHMaTh MEPH 1O yCTpaHeHHIO Opaka IleJeBOro IpoayKra M c6opa OTXOIOB
IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPE/ICTB

OTpa)KaTB PE3YJIBTATHI NPOBEACHHOI'0O KOMILJIEKCA MCpOl'IpPIﬂTI’Iﬁ

Heobxomumbie
3HAHUSA

IIpaBmiia moBeeHNs HepPCOHANIa B YACTHIX MOMEIMIEHHUAX, TIOATOTOBKH MEPCOHANA K
paborte, caHuTapHO# 06pabOTKM pYK, HOMICHAS TEXHOIOTHYECKOMH ONEK B

HOpMBI pacxoza MaTepHalioB AJA IONYy1IeHUd LEeJICBOro MpoAyKTa H c6opa OTXOA0B
HA OCHOBHBIX H BCIIOMOIaTCJIbHBIX 3TallaX IMPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPCACTB

HOpHJlOK IelcTBuit NIpH BLIABJICHUHU OTKJIOHEHHH B TEXHOJOTHMYECKOM oponecce
NPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCICTB

ITocnemoBaTENbHOCTE M CIOCOOBI YCTpaHCHUA HGCOOTBCTCTBHﬁ, BBIABJICHHBIX B XOA€
BHYTPHUIIPOU3BOACTBCHHOTI'O KOHTPOJIA mporecca IIPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPCIICTB

Texuudeckuii aHITHICKHHA A3BIK B 06JIaCTH IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB Ha YPOBHE YTCHHS H IIOHMMaHUA TEKCTOBBIX JOKYMEHTOB

TpeGoBaHusl CAaHUTAPHOrO PEXHMaA, OXPaHB Tpylda, NOXKapHOH 6esomacHOCTH,
OXPpaHbl OKpYXalomen cpeIbl

Apyrue
XapaKTCPACTHKH

3.2. O606mennas TpyaoBasi GyHKIMs!

KoHTpoib TeXHOIOrH4ecKoro
mpolecca MporU3BOACTBa
Haumenoranue | Hepac(acOBaHHOH roTOBOR Kon B YpoBeHs 5
kBanupUKaLUN
NPOAYKLUH, (acoBKH U
YIIaKOBKH TOTOBO POy KIMH
IpoucxoxieHue
060011IeHHOH Opnmnan X 3auMCTBOBAHO U3 OpHUIrHHana
TpynoBoii GpyHKuHH
Kon opurnnana PeructpanMoHHBIH
HOMeEp
npotecCHOHANBHOTO
cTaHnapTa
Bo3moxHEIE Macrep
HaVMEeHOBaHHS Macrep ygacTka
JOJDKHOCTEH,
npodeccuit
TpebGoBanus x Cpeanee npodeccHonanbHoe 00pa3oBaHHE — IPOrPAMMEI IOATOTOBKH
006pa3oBaHUIO H CIEIHAIMCTOB CPEAHETO 3BEHA
00y4eHHIO

TpeboBanus k
OMBITY
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TIPaKTHIECKOM
paboThI

Oco0ble ycnoBus
JomycKa K paboTe | MEpHOIMYECKUX MEIHIIMHCKAX OCMOTPOB (06c¢Iei0BanMi), a TakKe BHEOYEPETHBIX

IIpoxoxaenue 06s3aTeIbHEIX IIPeABAPUTENbHBIX (TIPH IIOCTYIICHMH Ha paboTy) U

MEJHUIIMHCKHX OCMOTPOB (00cie1oBaHMit) B OPAZKE, YCTAaHOBICHHOM
3aKoHOzaTeNbcTBOM Poccuiickoii @enepannn
IIpoxoxaeHHe HHCTPYKTaXKA I10 OXpaHe TPy/Ja H TEXHUKE 6€30I1aCHOCTH

Apyrue

XapaKTEPUCTHKH

JlononHUTENBHOE MpodecCHOHATEHOE 00pa3oBaHKe — IIPOrPaMMEI TTOBHIIIEHUS
KBJIH()HKALMHY 1I0 IPOGHITIO IeATEILHOCTH

HOHOJIHI/ITCJIBHBIC XapaKTEPUCTHUKH

HaumMenoBaHue Kon Haumenopanue 6a30Boii IPyIIIsL, JODKHOCTH (IpodecCHy) Hnu
JIOKYMEHTa CHENUAITBHOCTH
OK3 3122 Macrtepa (6puragupsl) B o6pabaThiBarolieii IpOMBIIIJIEHHOCTH
EKC® - MacTep ygacTka
OKIIATP 23998 Macrep yyacTka
OKCO 2.18.02.03 XuMudecKas TEXHOJIOTUs. HEOPraHMYECKHX BEIIECCTB
2.18.02.06 XyMHYECKas TEXHOJIOTHA OPraHHYeCKHX BEIIECTB
2.19.02.01 broxuMudeckoe Npou3BOACTBO
3.33.02.01 ®dapmanys
3.2.1. Tpynosas pyExuns

KoHTpoJIb HOATOTOBKH

HWHXEHEPHBIX CHCTEM, VposeHs
HaumeHoBaHHe MOMEIICHNH, CpeICTB U3MEPEHHI, | Koa B/01.5 (momypoBeHb) 5
TEXHOJNOTHIECKOTO U KBanubuKaumu
HCIIBITATEILHOTO 000PYIOBaHHS
lpowente | opran X | Jtemorio e
Kon PeructpanyoHHBIH HOMEP
OpHMTHHANA npodecCHOHANBLHOTO
CcTaHaapTa
Tpyaoseie KOHTpOIs IOATOTOBKH M NPOBEPKH CHCTEM ObecIedeHHs BOAOH OYUIIEHHON U (HIH)
aeicTBUs BOJOH 1711 HHBEKIMH Ha IIPOM3BOJACTBE HAHOCTPYKTYPHUPOBAHHEIX JI€KAPCTBEHHBIX

CpelCTB

KoHTpo/ip MOArOTOBKM M TPOBEPKH HalMuds M O0ECIEYeHHOCTH CHCTEM IIOJayuM
YHCTOr0 Iapa, C)Karoro BO3AyXa M HHEPTHHIX Ta3oB Ha IPOH3BOICTBE
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHAIX CPENICTB

KOHTpOJ'IB IIOATOTOBKH H IIPOBEPKH CTATyCa IIPOU3BOACTBEHHBIX MOMEIIeHNH (‘II/ICTOG,
MMOMJICKUT OUYHCTKE, OYHCTKA, HpOHSBO}ICTBO)

KoHTpone MOArOTOBKH, TPOBEPKM paboTbl W HaMMYMs  HOATBEPKICHHUS
paboTtocmoco6HocTH  OGOpymOBaHMS (HamMuMe KBaIM(HUKAlWMH, NPOBEICHHOTO
TEXHUYECKOTo 00CTY)KMBaHNs, KATHOPOBKH, TOBEPKH)

KOHTpois  MOATOTOBKH, MpOBEpKA paboThl ¥  HAIWMYMd  TOATBEPXKICHHS
paGOTOCTIOCOGHOCTH  MCTIHITATENLHOTO  0GOPYNOBaHHS (HAMMIME KBATHGHKALNH,
TIPOBEJICHHOTO TEXHAYECKOr0 00CTyKHBaHHS, KATHOPOBKH, TIOBEPKH)

KOHTpO/s HAMM4Ms NOJOXHTENLHOTO CTaTyca (KanmbpoBKa, MOBEpKa) JULL CPE/CTB
H3MEPEHH, 3aJIeHCTBOBAHHEIX B KOHTPOJIE IapaMEeTPOB TEXHOJIOTHYECKOro Ipouecca
IPOM3BONCTBA HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHBIX CPE/ICTB




17

KoHTposis paboTH CHCTEM NOATOTOBKH H KOHAHIMOHMPOBAHMS BO3AyXa

OdopMmiieHre TIPOBEJCHHOTO KOMIUIEKCA MEPOIPHATHH 110 KOHTPONIO MOATOTOBKH,
MPOBEPKH MHKEHEPHBIX CHCTEM, IOMEINCHHUHA, TEXHOJOTHYECKOTO M HMCIBITATEIPHOTO
000pyJOBaHHs, CpEeJCTB H3MEPEHHH B COOTBETCTBUH C HHCTPYKOHMAMH IO
odopMIIeHHIO U APYTOif TEXHUYECKOH TOKYMEHTALUEH

HeoGxoaumele
yMeHHS

OcyIecTBIsATh KOHTPOJB BBHINOJHEHHS COTPYIHHMKAMH CTaHIAapTHBIX OIepandil Ha
BCEX 9Talax Ipolecca NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeICTB

[IpoM3BOJMTL OUEHKY COCTOSHHA HHIKEHEPHBIX CHCTEM H  HCIONb3YEMOro
o6opyoBaHMs HAa BCEX STalax MpoIecca MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHBIX CPENICTB

CBOEBPEMEHHO BBUBJUITH HECOOTBETCTBHS B OCYIICCTBICHHM HOTYMHCHHEBIMH
GyHKUMOHAIBHBIX 00S3aHHOCTEH, IPHHUMATD MEPHI K YCTPAHEHHIO HECOOTBETCTBHIH

OTpakaTh pe3yNbTaThi IPOBEACHHOIO KOMILIEKCa MEPOIIPHSTHIA

HeobxonuMele
3HAHAA

XapaKTepHCTHKH TEXHOJOTHYECKOr0 H HCHBITATENBHOTO 00OpYIOBaHHsS, CPENCTB
U3MEPEeHHH, HCIIONb3YEMBIX pH OCYINECTBIICHUH IIPOU3BOJICTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHEIX CPEJICTB

CTagMu TeXHOJIOTMYECKOrO Mpolecca IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEBIX CPEJICTB

OnTuManbHBIE MapaMeTphl BO3ayxa (TeMmeparypa, BIaKHOCTh, I€penaj AaBieHHs
MEXIy  MOMENIEHHSIMH),  IOAAaBacMOro B  IIOMCHICHHS  IPOH3BOACTBA
HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHEIX CPEJICTB

[lopsaok JKCIUIyaTaluy TEXHOJIOTHYECKOTO H HMCIBITATENLHOTO 00O0pyAOBaHUS,
CPEICTB  H3MEpEHHH, HCIONB3YEMBIX IIpM  OCYIIECTBICHHM  MPOM3BOACTBA
HAaHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHEIX CPEICTB

OcoOeHHOCTH 3allycKa M KOHTPOJIA TEXHOJNOIMYECKOr0 H  HCIBITaTeIbHOTO
06OpyNOBaHMs, CpPEACTB H3MEPEHHH, HCIONB3YEMBIX ITIPH  OCYIIECTBICHHH
IPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

TTopsiIoK BBIBJIEHHS OTKJIOHGHHH B paboTe TEXHONOTMYECKOrO M HCIBITATENHHOIO
o6OpylOBaHHsl, CpPEACTB H3MEDPEHHH, HCIOJB3YEMBIX IIPH  OCYIIECTBICHHH
IPOH3BOICTBA HAHOCTPYKTYPHPOBAaHHLIX JIEKAPCTBEHHBIX CPEACTB

Coocobbl  yCTpaHEHHMs OTKJIOHCHHH, BBIBIEHHBIX B paboTe TEXHONOTHYECKOro H
MCTBITATEILHOTO  OOOpYAOBAaHUSA, CPENCTB H3MCPEHHH, HCIOJL3yeMBIX IIPH
OCYIIECTBIICHAH POM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TexHHUeCKHit aHITMACKHUI S3BIK B 007aCTH NPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB HA YPOBHE YTCHHMS ¥ MOHMMAHHMS TEKCTOBBIX JOKYMEHTOB

TpeGoBaHMs CAHATAPHOTO PEXHMA, OXPAHEI TPY/a, TIOXapHO# Ge30MaCHOCTH, OXPaHbI
OKpYKaromeH cpelibl

Apyrue
XapaKTEPUCTHKH

3.2.2. TpynoBasi pyHKIHS

HauMeHoBaHHe

IlpoucxoxaeHne
TpyaoBoil pyHKLMH

ITpoBepKa BHIIOJHEHHS ONEpaIi VposeHs
IO ITOATOTOBKE CHIPBSA U Kon | B/02.5 (noAypoBeHb) 5
MaTCpHAJIOB KBaTU(HKALHH

3auMCTBOBaHO M3

OpuruHan
P X OpUriHama

Kon opurunana PeructpauyoHHblil HOMEp
npodeccHoHanbEHOTo
cTaHzapTa




Tpynoseie
neucTBUA

IpoBeneHre KOMIUIEKCA CAHATAPHO-THTMEHHYECKUX MEPONpPHUATHH IMOArOTOBKH
TiepcoHaIa A paboThl B YHCTHIX NOMEIICHAAX

Bhigaua CEIpbS M MaTepHaJIOB Ul IPOBEJEHHS ONEPaIlii 110 MOATOTOBKE CHIPhS H
MAaTEPHAJIOB, TEXHOJIOTHYECKHX HHCTPYKIMH, HAeHTH(PUKAIMOHHBIX STHKETOK

KoHTpoms paGoThl HCIONMHHUTENEH MO BHIIOJNHEHHIO OMEpanui, MpexyCMOTPEHHBIX
TEXHOJIOTHIECKHM IIPOLIECCOM

KoHTpons cBoeBpeMeHHOH HAeHTH(HKAIMH TOMEINEHHH, obopynoBanus H
MaTepUaoB

KOHTpoJpb  NpaBHIBHOH  SKCIUTyaTaud  IPOM3BOACTBEHHEIX  IIOMEIICHHI,
TEXHOJIOTUYECKOro O00OpyHOBaHMs, HCIBITATEILHOTO OOOpYAOBaHHS H CPEACTB
H3MEpPEeHHIi IIPH BHITIOTHEHUH OIlEpalvii 0 IIOATOTOBKE CHIPhS H MATCPHAIIOB

KOHTpONE BHIIONHEHHs MPaBHJ 3KCIUIyaTallMH HPOH3BOACTBEHHBIX ITOMENICHHHA B
COOTBETCTBHH C HHCTPYKIMSIMHU U IPYTOd TEXHHYECKOH JOKYMEHTalUeH

Omnucanre TPOBENECHHOTO KOMILIEKCA MEPONPUATHH I10 KOHTPOJIO MOATOTOBKH
CHIPbsl ¥ MaTEPUAIOB B COOTBETCTBHH C HHCTPYKIHMAMH IO OPOPMIICHHIO H JAPYTOM
TEXHUYECKOH JOKyMeHTanuen

Heobxoaumeie
YMEHHS

KoHTponupoBatk pa0boTy NOTYMHEHHBIX COTPYAHMKOB (YydYacTKa), COIEpKaHHE
MIOMELICHHMH, 3KCIUTyaTalllio ¥ TEXHHYECKoe o0CIy)KuBaHHe 000pyI0BaHHA

OCyIeCTBIIATH OlIeHKY pabOoThl IOJUYMHEHHOTO IIepcoHaa (yJacTKa)

KOHTpOJ'IPIpOBaTI: BBHIIIOJIHEHHE TMPOM3BOACTBEHHLIX INIAHOB, paMOHAJIBHOC
HCIIQJIb30BAHHE CBHIDES 1 MAaTCPHAIIOB

OTpaxkaTs pe3yJbTaThl HPOBEJCHHOTO KOMILIEKCA MEPONPHATHI B COOTBETCTBHH C
HHCTPYKIMSAMH 110 0QOPMIIEHHIO M ApYTOd TeXHUYECKOH TOKyMEHTallHeR

Heobxonumeie
3HAHUA

XapakTepUCTHKH TEXHOJIOTHYECKOr0 M HCIHITaTeNbHOro 00OpYyAOBaHHs, CPEACTB
H3MEPEHUIA, HCIIOJTb3YEMBIX npu OCYIIECTBICHUN MPOM3BOJCTBA
HAHOCTPYKTYpPHPOBAHHBIX JICKAPCTBEHHEIX CPE/ICTB

Oco0eHHOCTH HOATOTOBKH CEIpbSI H MATCpPHAJIOB K TCXHOJIIOTHYECCKOMY IIPOLECCY
NPOH3BOJACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

HOPSII[OK SKCIIyaTallu¥M TEXHOJOTHYECKOTO H HCHBITATCIBHOIO OGOPYJIOBaHI/ISI,
CpeacTB HBMCPCHHﬁ, HCMOJNB3YEMBIX I[IPpH  OCYHICCTBJICHHMHM  NPOH3BOJACTBA
HAQHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHLIX CPCACTR

Ocobennocti 3allycka H KOHTPOJIA TEXHOJOTMYECKOIO M HCIBITATCIILHOTO
o6opynona}mﬂ, CpeaAcCTB H3MepeHHﬁ, HCIIOJIb3YCMBIX IIpH  OCYHICCTBJIICHHH
HPOH3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

HOpiII[OK BBIABJICHUS OTKJIOHEHWH B pa60Te TEXHOJIOTHYECKOTr0 H HCIBITATCIBPHOTO
o6opynona}ma, CpEIACTB PIBMCpCHPIfI, HCIIOJIb3YEMBIX IIPA  OCYHICCTBJICHHH
MPOH3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHBIX CpCACTB

CnocoGp1 YCTPpAHCHUS OTKJIOHEHHH, BHIIBICHHBIX B pa60Te TEXHOJIOTHYECCKOro #u
HCIIBITATCJIBHOT'O OGOPyHOBaHH.ﬂ, CpCACTB I/I3MepeHI/II71, HCIIOJIL3YEMBIX IIPH
OCYIIECTBJICHHH HPOU3BOACTBA HAHOCTPYKTYPHPOBAHHAIX JICKAPCTBCHHEBIX CPEACTB

OCHOBHBIC JODKHOCTHEIC 00s3aHHOCTH NOAYHHCHHOI'O epcoHalia,
3aJIeiiCTBOBAHHOTO Ha Pa3sIAIHBIX JTamnax Imponecca IIPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPC/ICTB

Tpe6oBaHHsS CAHMTAPHOTO PEXHMa, OXpaHBl TpyAa, MOXapHO# Ge3omacHOCTH,
OXpaHbi OKPYKaIOeH Cpebl

Apyrue
XapaKTEpPHCTHKH




3.2.3. TpyaoBas pyHKUHSA

KonTtposs ycnoBuit mpoBeieHUs

TCXHOJIOTHYCCKHUX IPOLHECCOB VpOBeHL
HaumeroBaHie | MPOH3BOJICTBA Kon B/03.5 | (momyposens) 5
HaHOCTPYKTYPHUPOBAHHBIX KBaﬂWb HKalUK

JICKAPCTBCHHEIX CPEACTB

IpouxcxoxkaeHue 3auMCTBOBAHO U3
Opurunan X
TpyaoBoit GyHKIHH OpHrHHAIA
Kon opurunana PeructpanuoHHs# HOMEP
npodeCCHOHAILHOTO
cTaHzapTa

Tpynossie Brigada HeOOXOMUMEIX MOJMYNPOIYKTOB, MATEPUAIOB AJIsI MIPOBEJCHHUS OIEPalHi 110
L[CﬁCTBI/I}I IpOU3BOACTBY, (bacomce " YIIaKOBKE, JOKYMCHTAIlUU (TCXHOJIOFI/I‘ICCKaﬂ HHCTPYKIIHUA

Ha TPOM3BOACTBO W (wix) (acoBKy M YNAKOBKY, HACHTH(OHKAIMOHHBIE STHKETKH
YTBEPXKJEHHON B OpraHu3aIii GOpMBI)

KOHTpOIIB norpeﬁnennsl NOJYNPOJAYKTOB, ICYATHEIX H YIIAKOBOYHBIX MAaTEPHAJIOB

KOHTPOJII: pa60TI>I HCIIOJNHHUTEICH II0 BHIIIOIHECHUIO onepannﬁ, npeaAyCMOTPECHHBIX
TECXHOJOTHICCKHUM ITPOICCCOM

Koutpons cBoeBpeMeHHON HIOCHTHQUKALUMH IOMEICHHH, o6opynoBaHus H
MaTepHaJIOB

Pemcmaunﬂ OTKJIOHCHHﬁ, BBISIBJICHHBIX pu BBEINOJIHEHHUH onepaunﬁ
TEXHOJIOTHYCCKOrQ Imporecca Ipou3sBoACTBa

HagopmupoBanrne 00 OTKIOHEHHAX, BBIABICHHBIX IPH BEHIIOJHEHHH OIEpanyi
TEXHOJIOTMYECKOTO MpoLecca MPOU3BOJICTBA, BEIMIECTOSAIIETO PyKOBOACTBA

Ot6op 1mpo6  mis  BHIONHEHHS  BHYTPHIIPOM3BOACTBEHHOrO  KOHTPOJA
HOJNYNPOAYKTOB,  TOTOBOM  OPONYKIMH  TPH  BBIIOJHEHHH  OLepanui
TEXHOJIOTHYECKOTO mporecca MIPOH3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEBIX CPE/ICTB

[IpoBeneHre BHYTPHIIPOM3BOACTBEHHOIO KOHTPOJII Ka4eCTBa IOJNYNPOXYKTOB,
HepacgacoBaHHOTO TOTOBOTO MPOAYKTa

KoHTpoie  MpaBWIBHOM  9KCIUTyaTalMH  NPOM3BOJACTBEHHBIX  TOMEIICHHH,
TEXHOJIOTHYECKOr0 O0GOpYIOBaHMs, HCIBITATENHHOTO OOOPYAOBaHHA H CPEACTB
H3MepEnHil IIPH BEIOIHEHAH OIIEPalHii IO MPOU3BOJICTBY, (acCOBKE H YIIAKOBKE

KoHTpons  cOOMIOMEHHA  MNpPaBHI  [OBCICHHS  HCHOJHHTENEH B  YHMCTBIX
IIPOM3BOJACTBEHHBIX TOMEIIEHHSX B COOTBETCTBMH C HHCTPYKUMAMHM H JpYroi
TEXHUYECKOM JOKyMeHTaueH

OnycaHue MPOBEJCHHOIO KOMIIJIEKCa MEPONPHATHH 110 KOHTPOJIO M BBINOJHEHHIO
OIepanuii IpK MPOU3BOACTBE, PacOBKE H YIAKOBKE B COOTBETCTBUM C HHCTPYKLHAMH
10 0(OPMIICHHIO U APYTOi TEXHUYECKOM JOKYMEHTaHEH

Heobxomumele Konrtponuposarte paoTy NOAYHHEHHBIX COTPYIAHHKOB (yd4acTka), COAEpKaHHe

yMeEHHS [OMelleHMH, OSKCIUTyaTallMI0 M TexXHWdeckoe oOciyxuBaHHe 0GOpymOBaHHA,
HCIOJBE3YEMOTO IIPH IPOM3BOIACTBE HAHOCTPYKTYPUPOBAaHHBIX JICKAPCTBEHHBIX
CpeCTB

OCyILIECTBIATL ONEHKY J€STeJBHOCTH IOAYMHEHHOro mepcoHana (y4acTka),
3a/IefiCTBOBAHHOrO B POU3BOJICTBE HAHOCTPYKTYPUPOBAHHON IPOAYKITHH

KOHTpomMpoBaTh  BHINOJNHEHHE  IPOM3BOJACTBEHHBIX  IUIAHOB,  PallMOHAIILHOE
HCHOJIL30BaHHE CHIPS M MaTepHAIOB, HCHOJIB3yEMBIX MpPH HPOH3BOJACTBE
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHRIX CPE/ICTB
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OcymecTBisTs 0T60p IMPo6 MPOAYKTa IS BHIIONHEHHS BHYTPHIIPOHU3BOJACTBEHHOTO
KOHTPOJIS

BRIIONHATE BHYTPHIIPOM3BOACTBEHHbIH KOHTPOJIb Ka4ecTBa IOTYYaeMBIX Ha CTaJHsX
TEXHOJIOTHYECKOTO MpoIiecca NOTYNPOIyKTOB

OTpaxarh pe3yJbTaThl MIPOBEACHHOrO KOMIUIEKCA MEPONPHATHI TpPH MPOM3BOJICTBE
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBEIX CPECTB

Heo6xomumMEIe
SHAHUS

XapakTepUCTAKH TEXHOJOTHYECKOTO M HCIBITaTENIBHOTO OOOPYHOBaHHs, CPEICTB
U3MCPCHUIA, HCIOJIB3YEMBIX IpH OCYIIECTBIICHHH IIPOH3BO/ICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CTagMd TEXHOJOTHYECKOrO IIpollecca IIPOM3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEBIX CPE/ICTB

TTopsmoK 3KCIUTyaTaMyd TEXHOJOTHYECKOTO M HCHBITATENBHOTO 060pyHOBaHuS,
CPEACTB W3MEPEHHWH, HCHONB3yeMBIX IIPH  OCYIIECTBJICHHM  IIPOU3BOJCTBA
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPE/ICTB

IMpaBuia 1 mopsigok otbopa npo6 111 BHYTPHIOPOR3BOJICTBEHHOTO KOHTPOJISL

OcobGeHHOCTH 3allycka M KOHTPONS TEXHOJNOTHYECKOTO M  HCIHBITATENIbHOIO
obopynoBaHMsl, CpENCTB HM3MEPEHHH, HCIONb3YEMBIX MpPH  OCYMIECCTBICHUH
IIPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX IEKAPCTBEHHHIX CPEICTB

TTops/IoK BEISABJICHHS OTKJIOHEHHWH B paboTe TEXHOJOrHYECKOro M MCIBITATENHHOTO
obopyfioBaHMs, CpEACTB H3MEPEHHi{, HCIONB3YEMBIX MpPH  OCYIIECTBICHHH
HPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEBIX CPEJICTB

Crnoco6s1 yCTpaHCHUA OTKJIOHEHHIi, BBISBIICHHBEIX B pa60Te TEXHOJIOIHIECKOI'0O H
HCNBITATCIIBHOTO o6opy1[onaHna, CpeacTs HSMCpeHHﬁ, HCIONB3YEMBIX HPH
OCYIIECTBIEHHH HIPON3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPDCTBCHHBIX CpCACTB

TexHMYECKHH aHTTHHUCKHI I3BIK B 00JaCTH IPOM3BOACTBA HAHOCTPYKTYPHPOBAaHHBIX
JICKapCTBEHHBIX CPEACTB

TIpaBuia MOBENEHUS MEPCOHANA B UHCTHIX MOMEMIEHMSX, MIOATOTOBKM MepcoHana K
paboTe, caHUTapHOH 06pabOTKH PYK, HONICHHUS TEXHOJIOTHYECKON OHEIKIBI

Tpe6oBanusi, NpenbsBsieMble K KadecTBY MOIMYIPOAYKTOB M Hepac(acoBaHHEIX
TOTOBBIX HAHOCTPYKTYpPUPOBaHHBIX JIEKAPCTBEHHBIX CPECTB

Hpyrue
XapaKTepACTUKH

3.2.4. Tpynosas pyHxuus

HaumenoBaHue

IIpoBeaeHne KOHTPOILA
MOCTTEXHOJIOTHIECKUX Vposens
MepOTPHUATHI 06CITy>KHBaHHSA Kon | B/04.5 (monypoBeHs) 5
HPOM3BOJICTBEHHOTO KBaTH(HKALHH
obopyaoBaHus

Ipoucxoxnenre
TpyoBoi PyHKIHH

Opurunan X 3aMMCTBOBaHO M3 OpUTHHAIA

Kon PeructpanuoHHBt HOMEp
OpHruHana npodeCCHOHANBHOTO
cTanjapTa

Tpynossie
JEUCTBH

Bhitaua MaTepHAIOB [UIs NPOBEACHUS OYHUCTKH, JOKyMEHTALMH (TEXHOJIOTHYecKast
HHCTPYKIMS Ha OYHCTKY, WACHTHOHKAIMOHHbIE JTHKETKH YTBEPXKICHHOH B
opraausaiuu (GopMEI) I NPOBEAEHHS ONEpal|ii MO OYHCTKE TEXHOJOTHIECKOTO
o6opyaoBaHus Ul MPOM3BOACTBA, (acOBKH M yNAKOBKM HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEICTB
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KouTpone paGoThl UCHONHUTENEH IO BBHIIONHEHHIO ONepanil, MpeayCMOTPEHHBIX
TEXHOJIOTHUECKHM [IPOLIECCOM OYHCTKH

Koutpons cBOeBpeMeHHOH wWAeHTH(HKAUMK IOMEIEHHH, oOOpyAoBaHHA H
MaTepHAaIOB

KoHTpons  mpaBHiIBHOM — 3KCIUTyaTallu  NPOH3BOACTBEHHBIX  ITOMEIICHHI,
TEXHOJIOTHYECKOr0 00OpYHOBaHHs, HCIBITaTENPHOTO OOOpPYJOBaHHA H CPEACTB
U3MEpEHHi TIPH BEITOJTHEHUH OlEpalldii IO O9HCTKe

KoHTpols  coOmomeHHss NOpaBHN  TOBEJICHHS  HCHOJHHMTENEH B YHMCTHIX
IPOM3BOACTBEHHBIX MOMEMIEHHSX B COOTBETCTBHH C HHCTPYKLIHSAMHM M JIpyrou
TEXHHIECKON JOKYMEHTaIUeH

Onucanue MPOBEEHHOTO KOMILIEKCA MEPONPHATHIL 110 OYMCTKE TEXHOJIOTHYECKOTO
o6opy0BaHHS IPOHU3BOJICTBA U YIIAKOBKH HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBEHHBIX
CPEACTB B COOTBETCTBHU C MHCTPYKLHAMH 10 O(OPMIICHHIO M JPYrofi TEXHHYECKOM
JOKYMCHTALHEH

Heob6xonumeie
yMeHHS

KonTpomapoBaTs paGoTy NOJUMHEHHBIX COTPYAHHMKOB (y4acTKa), COIEpXKaHue
TIOMENIEHH, S3KCILTYaTalHIO H TEXHHYEeCKoe 00CIIy)KuBaHHE 060py0BaHUS

OCYIJ.ICCTBJIS{TB OLICHKY ACATCJIbHOCTH NOAIMHCHHOI'O IIEPCOHATIa (yqacrlca)

KOHTpOJ'IPIpOBaTB BBIIIOJIHCHHUEC IIPOR3BOACTBCHHBIX  IUIAHOB, panuoHalIbHOE
HCIIOJB30BAHHE CBHIPbA U MaTCpUaJIOB

OTpa)KaTB Pe3ynbTaThl NPOBEACHHOI'O KOMILICKCA Meponpmmﬁ

Heo0OxomnMmeie
3HAHUSA

XapaKTepnchn TEXHOJOTHYCCKOI0 H HCIBITATCIBHOI'O OGOPYI[OBaHPIﬂ, CpCaCTB
nsMepeHnﬁ, HCNIOJIB3YCMBIX opu OCYIICCTBIICHHHU IIPOMU3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHLBIX CPENICTB

ITopsfiok 3KCIUTyaTalli¥ TEXHOJNIOTHYECKOTO M MCIBITATENbHOr0 06OpYyHOBaHwUS,
CPEACTB  HW3MepeHHil,  HCHONB3yeMBIX NP OCYIIECTBJICHHM  OYHCTKH
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPE/ICTB

Metozasl mpeaynpexaeHus MHKPOOHOJIOTHYECKOTO 3arps3HEHHsS M IepeKpecTHOH
KOHTAMHHALMK [P IPOM3BOACTBE HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpPEICTB

TTopsf0K BBIABJICHHS OTKJIOHCHHH B paboTe TEXHOJNOTMYECKOrO H HCIBITATENBHOTO
o6opyfoBaHMsA, CPEACTB HM3MEPEHHil, HCIONB3YEMBIX MpPH  OCYIIECTBIICHUH
TPOM3BOJCTBAa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB

Crioco6bl yCTpaHEHHs OTKJIOHEHHH, BEIABICHHBIX B paboTe TEXHOJIOTHYECKOro M
HCIBITATENFHOTO  OOOpPYAOBaHHS, CpPENCTB H3MEPEHHH, MCIONL3YEMBIX IMpH
OCYIIECTBJICHHU NPOH3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TexHuUecKHi aHIIHACKUE A3BIK B 00JIACTH NPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

TpeGoBaHHs CAHMTAPHOTO DPEXHMA, OXPaHHl TpyAa, MOXapHOH 6e30macHOCTH,
OXpaHBl OKpYXXaloed cpelbl

Apyrne
XapaKTCPUCTHKH

3.2.5. Tpyaosas pyHKImAs

HaumeHoBauue

IIpoBenenue
BHYTPHIIPOH3BOACTBEHHOTO
KOHTPOJISI MOJYNPOXYKTOB H YposeHs
Kon | B/05.5 (NOZypOBEHE) 5
TOTOBRIX KBanuUKaLUU

HAHOCTPYKTYPHUPOBaHHBIX

JICKAPCTBCHHEIX CPEACTB
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[IpoucxoxaeHue
TpyAoBoi# HyHKIHM

l
| Opurunan X 3aUMCTBOBaHO M3 OPHIHHAIA

Kon PervctpaimoHHbIi HOMEp
OpHUruHana npodeccHOHANLHOTO
CTaHaapTa

Tpyznossie IMony4yenue MaTepHaIoB U OCYNIECTBICHAS BHYTPHIPOH3BOACTBEHHOTO KOHTPOJIS
neHcTBHS (moxymeHTaLWs, METOAUKA aHATH3a, PETUCTPallMOHHas GpopMa, HIeHTHPHKAIMOHHbIE
STHKETKH YTBEPXKICHHOM B OpraHnn3alyu HopMbl)

Ot160p mpo6 1 BEIMOJHEHHS BHYTPUIIPOM3BOJCTBEHHOTO KOHTPOJIA MONTYIIPOAYKTOB
M FOTOBOH NPOAYKIHH

IIpoBeneHre BHYTPHIPOM3BOACTBEHHOTO KOHTPOJS KavecTBa IONYIIPOAYKTOB,
Hepac(hacOBaHHOTO TOTOBOTO MPOAYKTa

HH(lJOpMPIpOBaHHC 00 OTKJIOHCHHUAX, BBIABJIICHHBIX IIPHA BBIIIOJHCHHH onepaunifl
BHYTPHIIPOU3BOACTBCHHOI'O KOHTPOJLA

HpHHﬂTMC MEp K YCTpaHEHHUIO BHIABJICHHBIX OTKJIOHEHHH

OnucaHne NPOBEAEHHOIO KOMIUIEKCA MEPONPHUATHH IO BBHINOJHEHHIO OIepanuii
BHYTPHIIPOU3BOACTBEHHOTO KOHTPOJL B COOTBETCTBHM C MHCTPYKIHSIMH IO
0(hOPMJIEHHIO ¥ APYTOH TEXHUIECKON JOKYMEHTAIIMEH

Heob6xonumele Hicnomp3oBaTh HCHBITaTEIbHOE O0OpyZOBaHHME M CPENCTBA HM3MEPEHHMH s
yMeHHs IPOBEACHUS aHAIM30B IPH BHYTPHIIPOH3BOICTBEHHOM KOHTPOJIE

OcyImecTBIsTh 0TGOp Po6 B COOTBETCTBHM C HHCTPYKIHSMH M JPYTOH TEXHUYECKOH
JOKyMEHTalHeH

BBIIONHATE OLEHKY IOJMy9eHHBIX pe3ylbTaToOB aHAJHM30B IpH IPOBEACHHH
BHYTPHUIPOU3BOACTBEHHOTO KOHTPOJIS

OTpaxkaTs pe3ynbTaThl IPOBEACHHOTO KOMILIEKCA MEPONIPHATHH

Heo6xonumsle XapaKTepHCTHKH  HCIBITaTeBHOrO  OOOpYJOBaHHA,  CPEICTB  H3MEPEHHUH,
3HaHUS HCIONB3YEMBIX TIPH OCYIIECTBICHMM NPOHM3BOJCTBA HAHOCTPYKTYPUPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

HOPHJIOK SKCIUTyaTallMd HCHBITATCIIBHOI'O 060p}’ﬂ0BaHPI§I, CpE€ACTB I/ISMepeHI/IITI,
VCMOJIb3YEMBIX MIPH OCYIIECTBICHHH BHYTPHUIIPOH3BOACTBCHHOI'O KOHTPOJIA

Iopsnok NpoBeleHHs BHYTPHUIIPOH3BOACTBEHHOrO KOHTPOJA NOJYHPOAYKTOB H
FOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TTopsiIoK BBISBNEHHS] OTKIOHEHHH B paboTe TEXHOJOTMYECKOTO M HCHBITATETIBHOTO
06OpydOBaHHsl, CPENCTB H3MEPEHHi, HCIONB3YEMEIX IIPH  OCYIICCTBICHHH
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

TexHHYECKH aHTTMICKHIM S3BIK B 00JIACTH NPOH3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB HAa YPOBHE YTCHHS M MOHHMAHKS TEKCTOBBIX JIOKYMCHTOB

TpeGopanus, NpebSB/siEMbE K KadeCTBY MHONYIpPOXYKTOB H Hepac(acOBaHHBIX
FOTOBBIX HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTR

Tpe6GoBaHMA CAHMTAPHOTO PEXHMa, OXpaHH TpyAa, MOXapHOH OGe30MacHOCTH,
OXpaHbl OKPYKaIOIIEH CPeIbI

Apyrue -
XapaKTePUCTHKH

3.2.6. Tpynoras pyHKnHA

Odopmirenre TOKYMEHTAHH IO VpoBeHb
HaumeHoBanne | pe3yJibTaTaM MPOBECHHOIO Kon | B/06.5 (monypoBeHs) 5

KOHTPOIIS KBaJIU(HKALUH




[poucxoxaeHue
TpyAOBOH QyHKIMH
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Opurnnan X 3aUMCTBOBAHO M3 OPHUIHHANA

Kon PeructpaiioHHEIi HOMEp
OpHTHHaNa npodeccHoHaAILHOTO
cTaHaapTa

Tpynossie
neficTBHSA

Bribop THHOB ¥ (OpM JOKYMEHTOB Ui BEJCHHs 3alMCEH O XOJE BHINOJIHCHHS
omepaimii TEXHOJOTHYECKOro Mpolecca INpPOU3BOACTBA, (AacOBKH M  YIAKOBKH
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEICTB

ObecneycHre HCIONHATEICH OIICpﬂI.IPII’I TEXHOJOTHYCCKOI'o MMponecca Npou3BOACTBA,
(bacomm H YIIaKOBKH noxymenrauneifx JUIA BBITIOJIHCHUS TCXHOJIOrHYCCKOI0 IIponccca
IPON3BOACTRA, d)acomcn H YIIAKOBKH

Oprannsalmﬂ 3aI0JIHCHH A 41 obecneuenns COXpPaHHOCTH JAOKYMCHTAIlHA
HCITOJIHUTCILIMHA onepaunﬁ TCXHOJIOTHYCCKOIo Mponecca

PerrcTrpanus ¥ 3amnojHeHHe JOKYMEHTAaIUH TIPH IPOU3BOJCTBE, (PaCOBKE M YIIAKOBKE
HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX CPEACTB

Pemcxpauml U 3arojIHeHHE JOKYMCHTAIIHH IIO KOHTPOJIO Npoljecca Npou3BOACTBA,
Q)aCOBKI/I ¥ YIIAKOBKH HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPCIACTB

HeoOxomuMmeie
yMeHHS

Onpeaensars JOKyMEHTAMIO, HEOOXOMUMYIO UL PETHCTPAldK M BEJEHHS 3aMHce# o
XOJi€ BBIIIOJHEHHMS ONepalliii TEXHOJIOTHIECKOTO poliecca MPOH3BOICTBA, HacCOBKH K
YIaKOBKH HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

IIpou3BOAHUTh OLIEHKY JOKYMCHTAIHM, PETHCTPAlMOHHBIX 3alHCed, MHCTPYKIMA H
CTaHHAPTHHIX ONEPALMOHHBIX MTPOLERYP

Bectu 3ammcH mo paboTOCHOCOOHOCTH TEXHONOTHYECKOTO H HCIBITAaTENBEHOTO
oGopyloBaHHs, CPEACTB H3MEPEHMH ¥  JIOMEMICHWH, MCIONB3YEMBIX B
TEXHOJIOTHYECKOM NPOLIECCE

Heob6xonvMele
3HAHUA

OTpacneBme CTaHNApPThI, TCXHUYECKHE YCIIOBUA ¥ HOPMaTHBBI Ha COCTaBbI, MCTOIBI
NOJIy4YeHHA M OHOpEACIICHUC MOKa3aTelcH KadecTBa HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHLIX CPCICTB

XapakTepHCTHKH  MCHBITaTeIbHOTO  OOOpYyHOBaHHs,  CPEACTB  H3MEPCHHA,
HCTIONB3yeMBIX [PH OCYIIECTBICHHH TPOH3BOJACTBA HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEJICTB

TexuudecKkuil aHMIMUCKHI A3BIK B 00JIACTH IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHEBIX CPENICTB

TlopsAaoK SKCIUTyaTalluH MCIBITATENBHOrO OGOpYNOBaHHs, CPEACTB H3MEpEeHHH,
HCIIOJIb3YEMBIX IIPH OCYINECTBIECHHH BHYTPHIIPOU3BOACTBEHHOIO KOHTPOJIA

TpeGoBaHHs CAaHMTAPHOrO pPEXHMA, OXPaHHI TpyJa, NOXAapHOH O6e30MacCHOCTH,
OXpaHbl OKpYKalomeH cpelisl

Apyrue
XapaKTCPHCTHKH

3.2.7. Tpynoas pynknus

HaumeHnoBaHue

PCI'I/ICTpaIII/I}I BBEIABJICHHBEIX

OTKJIOHEHHHTEXHOJIOTHYECKOTO YposeHb
mporiecca IPOU3BOACTBA Kon | B/07.5 | (monyposens) 5
KkBanupuranyn

HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPE/CTB




IMpoucxoxacHue
TpyAOBOH GyHKIUM
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3aUMCTBOBaHO U3

Opurunan X
OpHIHHANA

Kog PeructpanonHsiii Homep
opHuruHana npodeccHoHaNBHOTO
cTaHzaapTa

Tpynossie
JeHCTBHA

Per HCTpanus OTKJIOHEHHH B XO/€ BBHIIOJIHEHUA TEXHOJOTMYECKOrO nponecca mnpu
BBIIOJIHEHHH JTI000H ornepamnun

PerucTpauns OTKIOHEHH, BBISBJIEHHBIX IIPH MPOBECACHUH IOATOTOBKH NIOMEIIEHHH 1
o0OpymOBaHHs TpH IPOM3BOICTBE HAHOCTPYKTYPHPOBAHHBIX JIEKapPCTBEHHEBIX
CpeACTB

Pemcmauwr OTKJIOHEHH# TIIPK BBINOJTHCHHH BHYTPHMIIPOH3BOACTBCHHOI'O KOHTPOJIA
Ka4ye€CTBa NMOJYIIPOAYKTOB, MAaTCPUAIOB

Perucrpanus OTKIOHCHHH B paboTe HMHXXEHEPHBIX CHCTEM, TEXHOJOTHYECKOTO M
HCIBITATEILHOTO 000pyAOBaHMS, CPEACTB H3MEPEHHH, NOMEIEHNH, HCIIOIB3YEMBIX B
TEXHOJIOTHYECKOM IIpoLiEcce

I/I,Z[CHTI/I(I)I/IKaIIIfISI H [ICpBHYHAA OLICHKA CTCICHM KPUTUYHOCTH OTKIJIIOHCHHA H €ro
BJIMAHHAA HA KQYCCTBO BHHYCKaeMOﬁ IIPOAYKIINH

BLIABIATE OTKIOHEHHS B XOA€ BBIIONHCHHS TEXHOJOTHYECKOTO IpoIecca,
BHYTPHIIPOU3BOJICTBEHHOrO KOHTPONS, OTKIOHEHHAX B pabore o6opynoBaHMs B
COOTBETCTBHH C TPeOOBaHUSIMH, YCTAHOBJIEHHBIMH B YTBEPXKICHHOH B OpraHH3alldH
JOKYMEHTAIlUN

Brinmonuenne HeoOXOOUMBIX ACHCTBHHA 1 BO3BpallCHHUA Xo/Za TEXHOJOTHIECKOIO
rpoiecca B HOPMAIIbHOE COCTOSIHHAE MM NPEIOTBPAICHHAS BIHAHNA OTKIIOHCHHA HA
Ka4Y€CTBO BBITYCKAacMOIo NpoayKTa

Heobxonumere
yMeHHs

Onpenemm; IMPAYXHBI BOSHUKHOBCHHUSA OTKJIOHCHHH OT TEXHOJIOIHYECKOro 1ponecca,
BO3MOXXHOCTH HX oﬁnapyxcex-um

OneHuBaTh CTENEHP KPUTHIHOCTH OTKIOHEGHHS M BIHAHHAA HA KadecTBO
BHINTYCKaeMOH IIPOAYKIHHA

ObecneuuBarhb 3al0UTy IIPOAYKTAa OT HCTaTUBHOIO BJHSHHS  BBIABJICHHOIO
OTKJIOHCHHSA

Bectun PErAUCTPAMOHHBIC 3AIMHCH MO BBIABJICHHBIM OTKIIOHCHHUAM

HeobxonuMeie
3HAHUS

XapaKTepUCTHKH TEXHOJNOTHYECKOTO M MCIBITATENBHOTO 00OpYHOBaHUsA, CPEACTB
H3MEpEHNH, HCHOJIB3YEMBIX pu OCYIIECTBIICHHH HIpOU3BOJCTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX CPEICTB

[Topsmox 3KCIUyaTaudd TEXHOJNOTHYECKOTO M HCIBITATENBHOrO O0GOpyAOBaHMS,
CpPeNCTB HM3MEpPEHHUH, HCHONB3YeMBIX MPH  OCYNIECTBICHHH HPOH3BOACTBA
HaHOCTPYKTYPHPOBaHHBIX JIEKaPCTBEHHBIX CPEACTB

TeXHONOTMYEeCKHE pEXMMBI IPOM3BOICTBA M CIOCOOBI HMX KOPPEKTHPOBKH IO
dakTHueckuM  mapamerpaM  paboTel  ofoOpylOBaHMsA ~ TpH  OPOH3BOJICTBE
Hepac¢acoBaHHBIX TOTOBBIX HAHOCTPYKTYPHMPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

TexHHYEeCKHH aHTTIMHCKHMI S3BIK B 00JIACTH MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBCHHBIX CPEJICTB

Cnoco6sl ycTpaHeHHs OTKIOHEHHH, BBIABICHHBIX B paboTe TEXHONOrHYECKOro M
HCIBITATENBHOrO O0OpYHOBAaHUA, CPEACTB HM3MEPEHMH, HCHOJB3yeMBIX IIPH
OCYIIECTBIICHUH POM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB

Tpe6GoBaHHS CAHWTAPHOTO PEXHMA, OXPaHB TpPyAa, IOXapHO# 6e30macHOCTH,
OXPpaHbl OKPYKaIoIeH Cpeabl

Hpyrue
XapaKTEepHCTUKH




3.3. O6o0mennas TpyaoBas GyHKIHsA

OcyecTBiIeHUe YIpaBIeHUs
MEPCOHAIOM MO BEITOTHECHHIO
3a/1a4 ¥ Kiuid B o6actu
HaumenosanHe an bynxn Kon C YpoBeH: 6
IpON3BOACTBA KBaliu(pHKALUH
HaHOCTPYKTYPHPOBAHHLIX
JIEKapCTBCHHLIX CPEACTB
Ilponcxoxneune
060061IeHHOI
TpynoBoil Opurunnan X 3aMMCTBOBAHO H3 OPHTHHANA
yHKLHH
Kon PeructpaunoHHbIi
OpHTHHana HOMEp
npodeccHOHaNBEHOTO
cTaHpAapTa
BoamoxxHbIE HavanpHux ygacTtka
HaMMEHOBaHUA Hagancauk mexa
JOIDKHOCTEH,
npodeccuit

TpeboBanus k
06pa3oBaHHUIO H
00y4eHHIO

Beicuree o6pa3zoBanue — GakanaBpuar

Tpe6GoBanns k
OIBITY

He menee ABYX JIET paGOTI)I Ha HTHKCHCPHO-TCXHHICCKUX HJODKHOCTAX B obnacth
NPOH3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

IPaKTAIECKOM
paboTsl
Ocobsie ycnosus | [Ipoxoxaenne 06s3aTeIbHBIX IPeABAPHTENLHBIX (IPH HOCTYIUIEHHHA Ha paboTy) U
JOIycKa K HEPHOIMYECKHX MEHULIHHCKAX OCMOTpPOB (00ciieJoBaHMIT), a TAK)KE BHEOYEPEIHBIX
pabote MEIMITHHCKHX OCMOTpPOB (00Cien0BaHMi) B TOpSAKE, YCTAHOBICHHOM
3aKOHOJaTeNLCTBOM Poccutickoit Oenepanun
TIpoxoXIeHHEe MHCTPYKTaXa II0 OXpaHe TPy/a M TEXHHKe 6€30IaCHOCTH
Hpyrue JlononauTtensHoe nmpodeccuoHanpHoe 06pa3oBaHHE — IPOrPaMMbI OBBIIICHHS
XapaKTepUCTHKH | KBaNH(HKAIKK, IPOrPaMMbl POheCCHOHATBHOM NEPENOAroTOBKH IO Npoduo

ACATCIIBHOCTH

IIOHOJIHHTCJ'IBHBIC XapaKTCpHCTHKH

HanmeHoBaHue Kon HanmenoBanue 6a30Boi rpynmbl, JOJDKHOCTH (IpoQeccHu) UK
JIOKYMEHTa CHEHATEHOCTH
OK3 2141 VmxeHeps! B IPOMBIIIIEHHOCTH M Ha NPOH3BO/ICTBE
EKC - HaganpHuk nexa (y4acTka)
OKIIATP 25080 HagansHuK y4acTKa (B MPOMBIILICHHOCTH)
OKCO 2.18.03.01 XuMudeckas TEXHOJIOTHs
2.18.03.02 DHepro- u pecypcocOeperaromue Mponecchl B XAMHIECKOM
TEXHOJIOTHH, HeTeXHMHUH U OHOTEXHOJIOTHH
2.19.03.01 buotexnomorus
2.28.03.03 Hanomarepuajibl
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3.3.1. TpynoBas pyHxknns

HawnmenoBaHue

OGecuedeHne BHIIONHEHUS
PUTMHYHOTO BHIyCKa Vposers
HaHOCTPYKTYPHPOBAHHEIX Kon C/01.6 (noayposeHs) 6
JIEKapPCTBEHHEBIX CPEACTB KBATH(HKALHH
BBICOKOTO Ka4ecTBa

IlpoucxoxaeHue
TpyRoBoii GpyHKUMH

X 3auMCTBOBaHO M3

Opurasan
OpHTHHaNA

Koa opuruHana  PeructpaiiuoHHbIN HOMep
npod)ecCUCHATBHOro
CTaHjgapra

Tpynosrie
JEeUCTBUA

HHaHKpDBaHHC HOTpCGHOCTH B HCXOOHOM CEIPBC, BCIIOMOI'aTCJIBHBIX BEIIECTBAX,
IICYATHLIX U YHIAKOBOYHEIX MAaTCpHaIaX

O6ecneuenre TPOM3BOACTBEHHBIX YY4acTKOB CHIDb€M B COOTBETCTBHH €
HHCTPYKUHUAMH U JPYroi TEXHUIECKO# TJOKyMeHTanuen

IlnanupoBanne moTpeOHOCTH  OOecreueHUs  NPOHM3BOACTBEHHBIX  YYaCTKOB
HEOOXOJUMBIMH DPECYpCaMH Ul  BBIIOJIHEHHMS OlepanMid TEXHOJIOTHYECKOro
mporecca

ITpoBeneHne aHanmM3a TEXHOJOTMYECKHX IPOLECCOB M JaHHBIX MOHHTOpPHHIa
HPOU3BOJACTBEHHOM CpeAbl B COOTBETCTBHH C HHCTPYKIHAMH M APYTOd TEXHHYECKOA
JIOKyMEHTalueH

OcymecTBIeHHEe KOHTPOJISA HajJ BHIIOJHEHHEM OIlepalii TEXHOJOTHYECKOIO
npouecca, paboToi 060pyAOBaHUs, HHXEHEPHEIX CHCTEM

HpOBCI[CHHe aHajin3a IIpHIAH 06Hapy>KeHHLIX OTKJIOHEHHH, aHAJIN30B PHUCKOB IJIA
Ka4yeCTBa anycxaeMoﬁ MpOAYKIHH Ha BCEX 3TalaxX TCXHOJOITMYECCKOro nponecca

3anonHenne JOoKyMeHTanuu (GopM) IO BBEINONHEHHIO CMEHHBIX M (HJIH) IUIAHOBBIX
3aJaHui

Heobxoanmeie
YMCHHS

HPOHSBOJII/ITB OLCHKY [JOKYMCHTAllMH Ha  COOTBCTCTBHC Tpe60BaHI/IFIM K
O(l)OpMJIeHIfI}O H HOpMaM Ka4v€CTBa, IPUHSITHIM B OpraHu3alluu

I/IHTepHpeTI/IPOBaTL JaHHBIC, IIOJYYCHHBIC ¢ IIOMOHMIBIO CPEICTB I/IBMCpCHI/Iﬁ, 54
JaHHBIC MOHATOPHUHTA IIpOI/ISBOJICTBCHHOi;I CpEabl

OCymecTBIATh OLEHKY olepaldii mo or6opy npo® mIpH peanM3aliH MPOLECCOB
TPOM3BOACTBA HAHOCTPYKTYPHPOBAHHAIX JIEKAPCTBEHHBIX CPEACTB

OLEHHBATh HCIOJIb3yeMOE TEXHOJNOTHYECKOoe O00OpyAOBaHHE, HCIBITATEIbHOE
o0opymoBaHHE M CpEICTBA H3MEPEHHs, IOMCHICHHA B COOTBETCTBHH C
HHCTPYKIMSIMH H IPYTOii TEXHMIECKOH JOKYMEHTAIMCH

OTpaxaTh pe3yJbTaTH OPOBEJCHHOTO KOMILIEKCA MEPONpPHATHH IO obecrmedeHuo
BBIIOJIHEHHST PUTMHYHOTO BBIMYCKa HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CpeJICTB BHICOKOIO Ka4ecTBa

[MpousBoaMTh pacyeThl MOTPEOHOCTH B CHIPhE, MaTe€pHalax H TEXHOJOTHYECKOM
060pyIOBaHHHU

Heobxooumeie
3HaHHUsA

IIpaBuna SKCIUTyaTalM¥ TEXHOJOTHYECKOTO H HCIBITATENBHOrO 00OpYydOBaHUS,
CPEJICTB H3MEPCHHUI, HCHONB3YEMBIX IIPH IPOU3BOACTBE HAHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHBIX CPECTB

AHanuTHYECKHE METOAMKH H METOObl BH3YAIIBHOIO KOHTPOJIA TCXHOJOIHYCCKOIr'o
mpouecca

MeTousl H HHCTPYMCHTHI yipaBicHHA pHUCKaMH1 AT Ka4ycCTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPETICTB

HpPIHI.IHIIbI BAIMIALNM TEXHOJIOIMYECKHX MNPOLECCOB, AHAIMTHYECKUX METOIUK,
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KkBanuQUKaHK MoMeIneHui U 060pyIoBaHuS, HHXKEHEPHBIX CHCTEM

MeToasl mpeaynpexIaeHus MepeKpecTHONH W MHKPOOHOIOrHYECKOH KOHTaMHHALUK
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TexHonoruyeckuit mpoIecce TIPOH3BOJCTBA HAHOCTPYKTYPHPOBAaHHOM
(apManieBTHUECKOH CyOCTaHIMI

B0O3MOXHOCTH M MOIIHOCTH IIPOM3BOACTBEHHOM ILTOMAIKY B LIEJIOM H OTACIBHBIX €€
Y9aCTKOB

MeTogsl  CTATHCTUYECKOTO  YNPABICHHA  KadeCTBOM, HCIONb3yEMBIE IIPH
OCYILIECTBIIEHMH IIpOLiecca IPOU3BOICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpEICTB

TexHHYECKMil AaHTTHHCKHH 361K B 00JIACTH POM3BOJCTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPE/ICTB

TpeGoBaHuMs CaHHTapPHOTO pEXHMA, OXpaHbl TpyJa, MOXKapHOH O€30MacHOCTH,
OXpaHbl OKpYKaIOIUEeH cpeIbl

Apyrue
XapaKTepUCTHKH

3.3.2. TpynoBas pyHKnESA

HaumeHoBanue

KonTpoms cobmoaeHus nopsaxka
AAeHTH(HUKAIMH CHIPBS,
MaTepHajoB, Moy pabpHKaToB,
MOJTyTIPOAYKTOB, TOTOBOMH
IIPOAYKLHHI

Kon

VYposeHs

C/02.6 | (momypoBseHs) 6

KBaTUUKALMU

[IpouncxoxneHue
TpyAoBoit PyHKUUH

3aMMCTBOBAaHO U3

Opurunan X pE—————

Kon opurunana  PerucrpaunoHHbiii Homep
npodeccHoHansHOTO
cTaHaapTa

Tpynossie
JeicTBUA

Obecneuenue HaJIRIUA MarepHuajioB AT BBITIOJTHCHHA H)ICHTH(I)I/IK&III/II/I
HCTI0JIB3yCMOI'O OGOleIOBaHI/ISI, HOMCI].ICHI/Iﬁ, CBIPbS H MaTCpHAJIOB

KoHTpoas npoBeAeHHs MACHTHGHUKALMH HCIONB3YEMBIX B XOA€ TEXHOJIOTUICCKOTO
mpomecca MOMENIEHHHM, TEXHONOTHYECKOT0 M HCHBITATENBHOrO 000pyHOBaHuS,
CPE/CTB M3MEPEHHIA, CHIPhs, MOJYNPOAYKTOB, MATEPHANIOB, TOTOBOM MPOAYKIIMH

KOHTpoIb COOMIONEHAS U BHINOJHEHHSA MEp IO MPEAYNPEXACHUIO NEPEKPECTHON U
MHKPOOHOJIOTHYECKOH KOHTAMHHALMH B COOTBETCTBHH ¢ HMHCTPYKLHSMH H APYroOi
TEXHAYCCKON JOKYMEHTaHeH

Omnucanve INPOBEJECHHOTO KOMIUIEKCA MEPONPHATHA B COOTBETCTBHM C
MHCTPYKUHMSMH 10 0GOPMIICHHIO M IPYTOH TEXHAYECKOH JOKyMEHTALCH

Heob6xoaumuie
yMeHHS

OC)’IIICCTBJISITI: NpPOBECPKY HMIACHTHYHOCTH, KOJIHYCCTBA HCIIOJIB30BAHHBIX B
MPOU3BOJCTBEC MATEPHATIOB, CRIPHA, IOJYIIDOAYKTOB

HpOBCpﬂT b JOKYMCHTaANWIO npu ITPOM3BOACTBE HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEIX CPEACTB

ObecnieumBaTh HaIHMYHE MarCpHajiIOB H OGOPYIIOBaHI/IH B KOIHYCCTBAX,
HEOOXOTHUMEIX JJIA OCYIECTBJICHUS 3aaHHOIo TIPOU3BOACTBa
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCICTB

Orpaxarh pe3yJbTaThl MPOBEIEHHOTO KOMIUIEKCA MEPONPUATHA B COOTBETCTBHH C
MHCTPYKIMAMH 110 0DOPMICHHIO M IPYTOi TEXHHYECKOH JOKyMEeHTanueH

Heob6xonuMeie
3HaHHS

MeTonsl M HMHCTPYMEHTHI  YIpaBlI€HHS  pHCKaMM TIpH  [IPOH3BOICTBE
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
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Mertoast TpeayNpexXIeHA] MHKpPOOHOJIOTHIECKOr0 3arpsi3HEHAA
HAHOCTPYKTYpPUPOBAHHEIX JIEKAPCTBEHHHIX CPEJICTB

Meroasl  CTATHCTHYECKOTO  YIpABIEHHS  KAauecTBOM, HCHOJb3YEMBIE  IIPH
OCYIIECTBJIEHHH TPOIiecca MPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHbIX
CpEICTB

TexHudecKHi aHrIMiACKH# A3bIK B 06J1aCTH IPOU3BOACTBAa HAHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHEIX CPEJICTB

TpeGoBanus CaHMTApHOTO pEKHMMA, OXpaHHl TPyJa, MOXapHOH Ge30macHOCTH,
OXpaHBl OKpYXalomen cpeabl

Apyrue
XapaKTEPHCTHKH

3.3.3. TpynoBas pyHKnHs

HaumeHnoBaHue

[Tpoucxoxacxue
TPyAoBOi HYHKIMK

OcymecTBIieHHE MEPONIPUATHH 110
npeaynpexacHuio bpaka H
HOBHIMEHHIO KAYeCTBA
BHIITYCKaeMBIX
HAHOCTPYKTYPHPOBAHHBIX
NeKapCTBEHHBIX CPEJCTB Ka4eCTBA
BBIITYCKAaeMOii
HaHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPEICTB

Kon

VpoBeHb

C/03.6 | (nomyposeHs) 6

KBATUQUKALMHI

OpHruHai
P X OpHUI'MHANA

3auMCTBOBAHO U3

Koz opurunana  PeructpalioHHbIi HOMEP

nipodrecCHOHANBHOTO
craHaapTa

Tpynoseie
JeHCTBUS

ObecneueHye HaluMyMs Ha pabodMX MecTaXx THIOB H (OpM JOKYMEHTOB Uisi
perHCTpalMy OTK/IOHEHHH, BBLABICHHEIX B XOI€ TEXHOJOTHYECKOTO IIpoliecca, B
pabote 000pyI0BaHHsl, HHKCHEPHBIX CHCTEM

KOHTposs BHIIOJIHEHHS TOpSAKAa JEWCTBHH TIpH  BBIABICHHH OTKJIOHEHUH
(HECOOTBETCTBHI) B  paMKax TpeOOBaHWH JOKYMEHTOB, YTBEP)KIACHHEIX B
OpraHu3alyy

Peanuzarnua Mep, HanmpaBJI€HHBIX Ha MCKIIOUCHHE (IPEeIyHpExIcHHE) MOSBIECHAS
6paka NPOH3BOAMMEIX HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Onmcanue MPOBEJEHHOIO KOMIUIEKCA MEPOIPHSTHH B  COOTBETCTBHH €
HHCTPYKIMSAMH 110 0OPMIIEHHIO H IPYTOii TEXHHIECKOHN JIOKyMeHTalHel

Heob6xoaumeie
yMEHHS

Onpenenars NPAYMHBL BO3HHKHOBEHHMS OTKJIOHEHHH OT TEXHOJIOIHYECKOro
npolecca, BO3MOKHOCTH MX OOHapyXKeHHs]

OueHuBaTh CTENEHb KPUTHYHOCTH OTKJIOHEHMS M BIHAHHE Ha KadecTBO
BHIYCKaeMOi IPOAYKLIHA

O6ecneunBaTh 3alATy MNpOoAYKTa OT HEraTHBHOIO BIMAHMA BEIABJICHHOI'O
OTKJIOHCHHA

Bectn PECrACTPALHOHHEBIC 3AIIHCH 110 BBIIBJICHHBIM OTKJIOHCHHSAM

OCYIIICCTBJIHTB IpOBEPKY HACHTHIHOCTH, KOJIM4YeCTBA HCIIOJIB30BAHHBIX B
NpOH3BOJACTBE MAaTEPUAJIOB, ChIPhA, NONYNIPOAYKTOB

[TpoepsTh TEXHHYECKYIO JIOKYMEHTAIHIO IpH TIPOMU3BOJICTBE
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPECTB

HeolOxoauMele

MeToos ¥ MHCTPYMEHTHl  YNpaBICHHs  PHCKAMH  TIpH  TIPOH3BOJCTBE
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3HAaHHUA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB
Meroas! IpeAynpexIeHUs MHKPOOHOIOTHYECKOTO 3arps3HeHHs
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB
Meroasl  CTATHCTHYECKOTO  YNPABIEHHS  KaYeCTBOM, HCIONB3YEMBIE  IIpH
OCYIIECTBJICHUH TpoIecca NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKaPCTBEHHBIX
CPEICTB
TpeGoBanus CaHMTapHOrO pexXHMa, OXpaHBl TpyAa, NoXapHOH Ge3omacHoOCTH,
OXpaHBl OKPYXKaIOLIEH Cpe/IbI

Hpyrue -

XapaKTEpPHCTHKH

3.3.4. TpynoBas dpynxuus

HaumeHnoBaHue

KoHTponb BEIOIHEHUA IOPAIKA
c6opa, XxpaHeHHs M Ilepeiady Ha
YHHYTO)K€HHE OTXOZIOB
TPOM3BOJICTBA

YposeHs
Kon C/04.6 | (nomyposens) 6
KBaiuuKauu

IIponcxoxaenne
TPYAOBOH QYHKLHH

X 3aMMCTBOBAaHO K3

Opurnsan
OpHUruHajla

Koa opurunHana  PeructpauOHHEIN HOMED
npoeCCUOHABHOrO
cTaHaapTa

Tpynoseie
necTBUsA

ObecneucHre THIOB M (OPM JOKYMEHTOB IS BEACHHS 3anHUCced BBHIIOTHCHHUS
nopsanka c6opa, XpaHeHHs U Nepeliaid Ha YHHYTOXKEHHE OTXOAOB MPOM3BOJCTBA, a
Takke  3a0pakOBaHHBIX  MapKHPOBOYHBIX,  YHNAaKOBOYHBIX  MAaTepHAJIOB,
HOJIyIPOAYKTOB, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

KOHTponb BHINONHEHHs HCTIOMHUTENSIMH Onepaluii o nopsaxy cbopa, XpaHeHHs H
mepeladd Ha YHMYTOKEHHE OTXOJOB IPOM3BOICTBA, a TakkKe 3a0paKkOBaHHBIX
MapKHPOBOYHBIX, YTIaKOBOYHBIX MaTepHaIOB, NOJTYIPOAYKTOB,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Oprannsauml 3anoJIHCHUA | obecneueHns COXpaHHOCTH TEXHUYECKOH
JOKYMEHTAIMH UCIIOJIHUTC/IAMHA onepalmﬁ TEXHOJOTHYECKOTO nponecca

OTpaxeHue MPOBEAECHHOTO KOMIUIEKCA MEPOIPHUATHH 110 BBHINOIHEHHIO IOPs/IKa
cbopa, XpaHeHWS M HepefAayd Ha YHHYTOXKEHHE OTXOAOB IIPOM3BOACTBA B
COOTBETCTBHM C MHCTPYKUMSIMH 10 OGQGOpDMICHHIO H JPYrod TEXHHYECKOH
JIOKyMEHTallieH

HeobOxonumbie
YMCHHS

OcymecTBaATh  3KCIUTYaTallMIO  TEXHOJNOTMYECKOr0 M HCIBITATEIBHOIO
060pyI0BaHMS U CPeCTB H3MEPEHHH

BHIIONHATE KOHTPOJIb MPOBEAEHHA onepanuii mo c6opy, XpaHeHHIO H Tepefade Ha
YHHYTOXEHHE OTXOJOB NPOM3BOJCTBA, & TAKXKE 3a0paKkOBaHHBIX MapKHPOBOYHBIX,
YIaKOBOYHBIX MaTepHaJIOB, IIOJIYIIPOAYKTOB, HaHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB

HpOHSBO)IKTB OLIEHKY Pe3yJbTAaTOB IIPOBEACHHOIO KOHTPOJIA

HeoOxoanMeie
3HAHHUSA

MeTogsl ¥ MHCTPDYMEHTHl  YIpPaBlIeHHs  pPHCKaMH TpPH  IPOM3BOJACTBE
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Mertozb! IpeaynpeXIcHII MHKPOOHOJIOTHIECKOTO 3arps3HeHUA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPelCTB

MeTtofpl  CTATUCTHYECKOTO  YOpaBIE€HMS  KadueCTBOM, HCIIOJB3yeMbIC  IIpH
OCYIIIECTBIEHHH TIPOIIecca MIPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpPEHCTB
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Tpe6oBaHHs CAHMTAPHOTO DPEXHMA, OXpaHBl TpPyHda, IOXKapHOH 6€30MacHOCTH,
OXpaHbl OKpYXarolle Cpebl

Apyrue
XapaKTEPUCTHKHU

3.3.5. TpynoBas pyHkuus

VyeT rotoBeIX
HaHOCTPYKTYpPHPOBaHHEBIX Yposers (HOLypoReHS)
HaumeHoBaHue JIEKapCTBEHHBIX CPEACTB HA Koxn C/05.6 mfama Cbldl(alllflnlr)l,p 6
[IPOM3BOJICTBE H IIPH MepeJayc Ha
CKJIaJ
oot o X | Jeemonao
Kon opurnnana  PeructpauuoHHBIi HOMED
npogecCHOHaNBHOTO
cTaHaapTa
Tpynossie Ouenka mpoM3BEAEHHOTO KOMHUYECTBA HAHOCTPYKTYPHPOBAaHHHIX JIEKAPCTBEHHBIX
AeHCTBUSA CpeICTB
IMoaTBEepXK/ICHAE COOTBETCTBUS KOIMYECTBA H HAMMEHOBAHHUM NOIYyYCHHOH TOTOBOIA
MPOYKIIMM Ha IIPOM3BOJICTBE M NpH Iepeaade Ha CKiIaj
Ob6ecneuyenue HEOOXOIUMEIX YCIIOBHH U1 XpaHEHH TOTOBBIX
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEJACTB Ha MPOU3BOACTBE H IIpH
nepefaye Ha CKiajl
Caepka MaTepHaIbHOTO GanaHca B COOTBETCTBHH C HHCTPYKIHMAMH 1O 0QOPMIICHHIO
¥ OPYroii TEXHHYECKOH JOKYMEHTauuen
@opMHUpOBaHHE OTYETHOCTH MO pe3yibTaraM JEATeNbHOCTH IPOH3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
Heobxomumsie Onpenenars TEXHUIECKYIO JOKYMEHTAILIUIO st ydera TOTOBBIX
YMEHUSA HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB HA TPOU3BOACTBE H TIpH
nepegaye Ha cKian
[Ipoepars TEXHUYECKYIO JIOKYMEHTALMIO npH IIPOU3BOJCTBE
HaHOCTPYKTYPHPOBAaHHBIX JIEKaPCTBEHHEBIX CPEJICTB
OCyIIECTBIATh IIPOBEPKY HMOECHTHYHOCTH, KOJMYECTBA HCHONB30BAHHBIX B
IPON3BOJICTBE MATCPHANIOB, CHIPHS, IIOJIYIIPOAYKTOB
BEINONHATE POBEPKY MaTepHaNbHOTO OanaHca IOTOBBIX HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB Ha MPOM3BOACTEE U IIPH IICpeAade Ha CKIIal
O6ecneynBaTh COXPAaHHOCTh M 3alllATy TOTOBHIX HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB Ha MMPOM3BOJCTEE M IPH liepeiaye Ha CKiIall
Heobxomumsie MeTogsl ¥ HMHCTPYMEHTHl  YNpaBIeHHS  PUCKaMH TIpH  MPOM3BOACTBE
3HaHUSA HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBCHHEIX CPELICTB

Meroab! IpeaynpexaAcHAsA MHKPOOHOIOTHIECKOTO 3arpsA3HEHUS
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB

MeTomsl CTATHCTHYECKOTO  YIIPaBIEHHMS  KadyecTBOM, HCIOJIb3yeMble  IIpH
OCYIIECTBJIEHHHM TIPOLIecca IPOU3BOJACTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeICTB

TexHUYecKHii aHNMICKAI S36IK B 00IaCTH NPOU3BOACTBA HAHOCTPYKTYPHUPOBAaHHBIX
JIEKAPCTBEHHBIX CPE/ICTB

Tpe6GoBaHHA CAHHTAPHOrO PEXHMa, OXPaHBl Tpy[a, IIOKAapHOH 0e30macHOCTH,
OXpaHbl OKpYXKaloleH cpebl




Apyrue
XapaKTCPHCTHKHA

3.3.6. Tpynosas pynxnus

HanmMeHnoBaHue

ITpoucxoxnenue
TpyaoBO# PyHKIMH

PaccnenoBaHue U BHIABICHHE
[PUYHH BO3HUKHOBEHHS
OTKJIOHEHHH B TEXHOJIOTHYECKOM
mpolecce MPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Vposens
Kon C/06.6 | (nomyposeHs) 6
KBanH( KA

X 3aHMCTBOBAHO U3

Opurunan
OpHTHHaNa

Kon opurnnana  PernctpaupoHHEIA HOMEp
npo¢ecCHOHANBEHOTO
CTaHHapTa

TpynoBsie
IEHCTBHS

Opranusanus c6opa HeoOxomuMoit MHGOPMaLUH Ul NPOBEACHUS PaCcCIICIOBAHMS
OTKJIOHEHMii, BBIABJIEHHBIX B TEXHOJIONHYECKOM IIPOIECCE IMPOHM3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

Wnentudukanus OTKIOHEHMH, BBIBICHHBIX B TEXHOJOFHYECKOM IIpOIECCe
IIPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

AHamu3  nonydenHod HMHPopMamuum 006  OTKIOHEHMSAX, BBUABICHHBIX B
TEXHOJIOTHIECKOM mpomecce MIPOU3BOJICTBA HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEIICTB

BrisBieHMEe NPHYMHEI OTKIOHEHMI, BBEISBICHHBIX B TEXHOJIOTHMYECKOM MPOIECCE
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHEIX CPEJCTB

Paspaborka nOeiicTBHi, KOPPEKTHPYIOMMX H IPEAYNPEKJAIOMUX IOABICHAC
OTKJIOHEHHH B IpoIecce MPOM3BOJCTBA HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CPEACTB

JloKkyMeHTaIbHOE O(QOpMIICHHE IIPOBEACHHOTO KOMILIEKCA MEPOHPHATHH IO
pacCIENOBaHMIO H  BHISBICHHIO IIPHYMH BO3HMKHOBEHHS OTKIOHEHMH B
TEXHOJIOTHYECKOM mpoiiecce IIPOU3BOJICTBA HaHOCTPYKTYPHPOBaHHBIX
JICKapCTBEHHBIX CPEJICTB

HeoOxonumeie
yMeHUs

OHpClICJIﬂTB IIpHYAHB] BO3HHKHOBCHH OTKJOHEHHH TEXHOIOTHICCKOrO npomecca
IIPON3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CpeAaCTB

[Ipou3BOUTh OLEHKY BIIMSHHS BBHIIBJICHHBIX OTKJIOHEHHH IPOLIECCA MPOM3BOACTBA
Ha Ka4eCTBO BHIIYCKAEMBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

[lpuHHMAaTe MepHl K YCTPaHEHHIO OTKIOHEHMH, BBIBICHHBLIX B Hpolecce
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPelCTB

Heob6xoxumuie
3HAHUA

Metonsl W HMHCTPYMEHTHI  YOpaBleHMS  pHCKaMM Ul KavecTBa
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

Mertons TpeRyIpeXACHUSL MHKPOOHOJIOTHIECKOTrO 3arpsi3HEHHSA
HAaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEACTB

Meroapl  CTATHCTHYECKOTO  YIpAaBIeHHS  KauyeCTBOM, HMCIONb3yeMble  IIpH
OCYIIECTBJIEHAH [IpoLiecca MPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpeICTB

Tpe6GoBaHMs CAHHTApHOrO PEXHMA, OXpaHEl TPyAa, MOXapHOH O6e30macHOCTH,
OXpaHBI OKpYKaroLeH cpebl

TexHomorMUECKHii mporece MIPOU3BOJICTBA HaHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB




Hpyrue -
XapaKTePUCTHKH

3.3.7. TpynoBas ¢pyHknus

OneHka T0OKyMeHTallMH,
periIaMeHTHPYIOLIEH IIPOLIECC
MIPOM3BOJCTBA Kon
HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

YpoBeHb
(moaypoBeHD) 6
KBTI HKALK

C/07.6

HanMeHoBaHHE

[pouncxoxnenue
TpyAoBoi GpyHKIH#

X 3auMCTBOBAHO U3

Opurunan
OpMrUHana

Kon opurunana  PeructpauioHHBEIN HOMEP
1pogecCHOHAILHOTO

CTaHAapTa

TpynoBsie
neifcTBHA

OIICHKa THIIOB H q)OpM JAOKYMCHTOB I BCACHHA 3allCceil O XOJie BBIIOJHCHUS
onepanm‘fl TEXHOJIOTHYECKOro Impoinecca Mnpou3BOACTBA, Q)acomcn A YHOaKOBKH
HaHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHLIX CPCACTB

OleHKa BeJeHHs PETHCTPAllMOHHBIX 3alHMcell NPH 3alOJHEHHH MapIIPyTHBIX KapT,
JIOChE Ha CEpUI0 TOTOBOM IPOAYKIHHA

OneHka aKTyalbHOCTH AOKYMEHTOB [AJA BEACHHs 3alUCEH O XOIE BHINOJIHECHHUA
onepalHii TEXHOJIOTMYECKOT0 TMpomecca INPOM3BOJACTBA, (ACOBKM M YIAKOBKH
HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX CPEJICTB

Onenka obecredeHHs COXpPaHHOCTH IOOKYMEHTOB JUI BCIACHHA 3anuced o Xone
BBHIOJTHCHHA onepalmﬁ TCXHOJOTHICCKOro mpomecca HnpoOHU3BOJCTBa, (baCOBKI/I )5
YIIAKOBKH HAHOCTPYKTYPHPOBAHHEIX JIEKAPDCTBCHHEBIX CPEACTB

Heob6xoxumeie
yMEHHSA

IIpou3sBoOgUTh OLEHKY JOKYMEHTALMHM OPraHH3alMH, PETJIAMEHTHpPYIOLIEH mpoiecc
MPOU3BOZICTBAa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEICTB

OCyIIeCTBIATh AaKTYyalIH3alMI0 H YHHYTOXKEHHE JOKYMEHTOB IPOH3BOACTBA
HAHOCTPYKTYPHPOBAHHKIX JIEKAPCTBEHHEIX CPEJICTB

O6ecneunBaTh COXPaHHOCTh M 3alllUTy JOKYMEHTAIlHH IO IIPOLECCY NPOH3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JIEKAPDCTBCHHBIX CPEIACTB

O(l)OpMJIﬂTB H3MCHCHHA, HCOGXOJIPIMBIC UL aKTyaJIn3aluuH JOKYMEHTAIluH IIO
NPOHECCY MPON3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHLIX CPCACTB

Heobxogumere
3HAHMA

[IpaBuna 3KCIUTyaTalldd TEXHOJOTHIECKOTO M HCHBITAaTeNhHOTO 060pyJA0oBaHuMs,
CpE/ICTB H3MEpEHUi, HCIONB3YEMBIX IIPH OCYIIECTBIICHUH IIpoliecca MPOM3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

AHAJUTHYECKHE METOJHKM M METOABI BU3YaJbHOTO KOHTPOMIS TEXHOIOTHYECKOrO
Tpolecca NPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHbIX CPEACTB

Metogsl M HMHCTPYMEHTHl  YOpaBlIeHHMS  pPHCKaMM Ui KayecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

[IpuHLMIE BaTHIAUMA TEXHONOTHYECKHX HPOIECCOB, aHAIMTHYCCKMX METONHK,
KkBanu@uKaUMM TOMemeHnH M o6opy/NoBaHMs, WMHKCHEPHBIX CHCTEM Ipolecca
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPECTB

Mertoasl NpeayIpexIeHus MHKPOOHOIOTHIECKOTO 3arpsi3HCHHUS
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB
MeTonsl CTATHCTHYECKOTO  YIpPaBIeHHS  KAauyeCTBOM, HCIONB3yeMble — IpH

OCYILECTBIIEHHH [IPOLECCa MPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpEICTB

TpeboBaHus JOKYMEHTOB K pa3paboTKe, COAECPKAHMIO, BEACHWIO H YIPABICHHIO
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JNOKyMeHTanuen

TpeGoBaHHA CaHMTApDHOrO peXHMa, OXpaHBl TpyAa, MOXapHOH 6e30macHOCTH,
OXpaHBI OKPYXKAIoMe# Cpebl

Apyrue
XapaKTEPUCTHKH

3.3.8. TpynoBas pyHxuusg

HanmenoBaHue

[TpoucxoxneHue
TpysoBoil GpyHKUMH

KonTpons 3a npoBeeHUEM
o0ydeHus nepcoHala,
3a7IeliCTBOBAHHOTO B 001aCTH Kon C/08.6 | YposeHs (moypoBeHs) 6
MPOHU3BOJCTBA KBaTMHKaLMH
HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

X 3aMMCTBOBaHO M3

Opurusan
opHUrvHama

Koa opurnnana  PerucTpallmOHHEIH HOMED
npodeccHOHANBEHOrO
CTaHAApTa

Tpynosrle
IEHCTBHA

Cornacosanue mporpamMMm oOy4deHHs [E€pCOHalla, 3aHATOrO B IIPOM3BOJACTBE
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

IlnanupoBanue TOTPeOHOCTH B HPOBEACHUHM IEPBHYHOrO, MEPUOAUYECKOTO,
CHEeHATBHOTO o0yueHus MepcoHaa, 3aHATOTO B IIPOU3BOCTBE
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

CornacoBanue IUaHOB-TpadMKOB OOy4YEeHHs NMEPCOHANA, 3aHATOrO0 B IPOM3BOJICTBE
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

ObecnedeHue OCEMEHMs TEPCOHAIOM TpeOyeMBIX 3aHATHH 10 00y4eHHIO

KOHTpOJ'IB 3a MpPOBEACHHE TCOPETHICCKUX H NMPAKTHICCKHX 3aHATHHA ¢ IICPCOHAJIOM,
3aHATHIM B IIPOM3BOACTBEC HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CpPCACTB

Heob6xonumzuie
yMeHHUs

OneHuBaTh COZCPXKaHNUE IMPporpaMm OﬁyquI/Iﬂ IICpCOHAJa, 3aHATOrO B IIPOU3BOACTBC
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCIICTB

CocTaBiuaTh IUIAHEI-Tpaguku OOyYeHHA INE€PCOHANA, 3aHATONO B MPOU3BOJCTBE
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

ITpoBoxuTH o0ydeHue nepcoHala, 3aHATOTO B IIPOM3BOJICTBE
HAaHOCTPYKTYPUPOBAHHEIX JIEKADCTBEHHBIX CPEACTB, B COOTBETCTBHU C IUIAHOM-
rpabMKOM IPEATPUATHS

OcymecTBIATh MOATOTOBKY TECTOBBIX 3aJjaHHMi, CHTYallMOHHBIX 337124 /Ul OLCHKH
3HaHMiI IIEpCOHAja, 3aHATOr0 B IPOM3BOACTBE HAHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPECTB .

HpOHSBO}IHTB KOHTpO/JIP YCBOCHHs MaTepHalla II€PCOHAIOM, 3aHAATBIM B
NPpON3BOJACTBE HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHEIX CPENCTB

Heobxonumsbie
3HAHUS

Tpe6GoBaHust TOKYMEHTOB K pa3pabaThHIBaéMBIM METOAMKaM OOydYeHHs IepCcoHala,
3aHATOrO B IIPOM3BOACTBE HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEICTB

Cnoco0bl 1 KPUTCPHH OLICHKH YCIICBACMOCTH 06y11aeMoro IIEpCoHana, 3aHATOro B
NPOH3BOACTBE HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBCHHBIX CPEAICTB, B COOTBETCTBHH €
YTBEPXKACHHBIMH IIJ'IaHaMPI-l"paq)I/IKaMPI

HpaBI/IJIa IKCIUTyaTallHH TCXHOJIOTHYECCKOTO H HCUBITATCIIBHOTO 060p}’ﬂ0BaHI/ISI,
CpE€ACTB I/I3MCpCHI/II71, HCIOJIB3YEMBIX B IIPOU3BOACTBC HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEIX CPCICTB

CTagMyd TEXHOJOTHMYECKOrO MpoLecca IPOM3BOJACTBA HAaHOCTPYKTYPHPOBaHHBIX




JICKAPCTBCHHEIX CPEICTB

AHAIATHYECKHE METOAUKH U METOHEI BH3YAJIEHOTO KOHTPOJIA TEXHOJIOTHYICCKOI'O
npoiecca IMpOU3BOACTBAa HAHOCTPYKTYPHPOBAHHLIX JICKADCTBCHHBIX CPCACTB

Meroner u HMHCTPYMCHTHI YIPABICHHA pPHCKAMH [UId IMOBBIIICHHSA Ka4deCTBa
HAaHOCTPYKTYPUPOBAHHLIX JICKAPCTBEHHBIX CPCACTB

TpuHIMOET BaIMIAIAM TEXHOJIOTMYECKHX IIPOLECCOB, aHAIHTHYECKHX METOJHK,
KBaIn(UKaUMM [oMenmeHUH U oOOpyHOBaHMA, HH)KEHEPHBIX CHCTEM IMpolecca
MPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB

Mertoast npenynpexacHus MPIKpOﬁHOJIOl"H‘ICCKOl‘O 3arpsA3HCHUA
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEACTB
MCTOI[BI CTaTHCTHYCCKOI'O YIIpaBJICHHA KauCCTBOM, HCIIOJNIB3YCMBIC npn

OCYILECTBJIEHHH HpOLiecca IPON3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JI€KAPCTBEHHBIX
CpenCTB

TpeGoBaH¥Ms CaHATApHOIO pPEXHMa, OXpPAaHBI TpPyAa, MOXKapHOH O€30macHOCTH,
OXpaHBI OKpY>Xatomeil cpeJibl

Jpyrue
XapaKTEPUCTHKH

3.4. O606mennas TpyaoBast GyHKIHS

Oprasu3anus TEXHOJIOTHIECKOro
IpolLiecca MPOMBIILIEHHOTO
HaumeHoBaHve | OPOM3BOACTBA Kon D Yposens 6
KBaTHHKALHH
HaHOCTPYKTYPHPOBaHHEBIX
JIEKAPCTBEHHEBIX CPEACTB
IIponcxoxaeHH
og:ﬁnieﬂ):{(s; ) OpurnHan X 3aHMCTBOBaHO H3
TpyA0BOH GYHKIH OpHTHHana
Koz opurnsana PerucrpauoHHbii HOMEp
npo¢ecCHOHANLHOTO
CTaHjapTta
Bo3mMoxHEIe Hmxenep-TexHonor
HaMMEHOBaHH
JODKHOCTEH,
npodeccuit
TpeboBanus k Beiciee o6pa3zoBanue — O6akajaBpHaT
00pazoBaHHUIO U
o0y4ueHHnI0
Tpe6GoBanus K He Menee Tpex niet paGoTHI IO ONEPaliMOHHOMY YIIpaBJIEHMIO IIPOM3BOJACTBOM Ha
OIBITY HH)KEHEPHO-TEXHUYECKHX TOJDKHOCTAX B 00J1aCTH IIPOM3BOACTBA
MIPAKTHIECKOM HaHOCTPYKTYPHPOBAaHHBIX JIEKaPCTBEHHEBIX CPEICTB
paboTHI
Ocobbie ycnoBus | [Ipoxosxaenne oGs3aTeNbHBIX IPEIBAPHTENBHEIX (IIPH MOCTYILIEHHH Ha paboTy) U
JomycKa k paboTe | HEpHOAMYECKHX MEAULMHCKAX 0CMOTPoB (06ciieopanuit), a Takke BHEOUEPEIHEIX
MEIUIHUHCKAX OCMOTPOB (00cnenoBaHui) B IOPAIKE, YCTAaHOBJICHHOM
3aKOHOLATENLCTBOM Poccuiickoit Dezepanun
IIpoxoskIeHre MHCTPYKTaXa II0 OXPaHe TPy/a H TEXHUKE Ge30MacHOCTH
Hpyrue JlononHuTeNBHOE MpodeccHOHaIbHOE 00pa3oBaHue — MPOrRaMMBI OBBIIIECHHS
XapaKTepHUCTHKA KBAMA(HKAIHH, IPOrpaMMBl Pod)eCCHOHATLHOH NEpenoroTOBKH 1O Npoduio




l JACATCIIEHOCTH

JlonoMHUTENBHbIE XapaKTEPHCTHKH

HaumenoBanme
JIOKYMEHTa

HaumeHoBanue 6a30B0# MpyMIIbL, JOJDKHOCTH (podeccHu) WK

Kon
CHeNHUTEHOCTH

OK3

2145 NHxeHepEI-XUMUKHA

EKC

HmxeHep-TeXHOJOT (TEXHOJIOT)

OKIIATP

22581 HHxenep 0 MCHBITaHWAM

22860 HrxeHep-XUMHUK

OKCO

1.04.03.02 Xumus, Gu3uKa 1 MEXaHHKa MaTEpHAJIOB

2.18.03.01 XuMudgeckas TEXHOJOTHsA

2.28.03.03 Hanomarepuaist

3.4.1. Tpynopas pynxnus

HaumeHoBaHue

Pa3paboTka u coriacopanue
JOKYMEHTAIHH, perjlaMeHTHPYIOLeH
MPOIECC MPOMBINUIEHHOTO
TPOH3BOJICTBA
HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEJICTB

Vposens
Kon D/01.6 | (nomyposeHn) 6
kBanu¢uKaun

IIponcxoxaeHne
TpyAoBoi GyHKLHH

3aMMCTBOBaHO U3

Opurusan
P X opuruHana

Kon PeructpauioHHeti HOMEp
OpHrHHaNa npodecCHOHATEHOTO
CTaHIapTa

Tpynoseie
neicTBug

Pa3paGoTKka perjiaMeHTa IpPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX
CpeACTB

PaspaGoTka, cOrjacOBaHHe WHCTPYKUHH, CTAaHIAPTHHIX OIEPALIMOHHBIX MPOLEAYD
JUIs HOATOTOBHTEILHEIX ONEpalliil TEXHOJIOIHYECKOro Ipoliecca

Pa3pa6oTka, cOrimacoBaHHe HHCTPYKIHMH, CTAHAAPTHHIX ONEPAlMOHHBIX MPOUEAYD
HOATOTOBKH TEXHOJIOTHYECKOr0 OOOpYIOBaHMA K peajM3alldMl 3TaloB Ipouecca
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

Pa3zpaGoTka, COrnacoBaHWe HHCTPYKUHMH, CTAHAAPTHHIX ONEPAlMOHHEIX MPOLENYp
BLINOJTHEHHS OIIEPallMii TEXHOJIOTHIECKOTO IpoLecca IIPOU3BOACTBA

PaspaGoTka, corjacoBaHWe WHCTPYKIHH, CTAHAAPTHHIX OIEPAIMOHHEIX TPOLEAYD
BBINOJNHEHHS ONEPALMii TEXHOIOTHYECKOTo npouecca pacoBKH H YIIAKOBKU

HeobxoauMere
yMEHHUS

O606mare TEeXHHYECKHE TpeOOBaHHS K OTIC/IBHBIM 3TallaM H IpoleccaMm
TPOH3BO/ICTBA B 11€JIOM B HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEJICTB

TIpOM3BOJATE SKCTIEPTH3Y HOKYMEHTOB, OIHCHIBAIOMMX TEXHOJIOTUIO PON3BO/ICTBA,
$acoBKy ¥ YaKOBKY HaHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEICTB

OdopmisTe W3MEHeHHs K NPOMBIIUICHHBIM DETJIaMCHTaM, TEXHOJIOTHIECKAM
HHCTPYKIIHSIM, CTAHIAPTHBIM ONEPAIHOHHBEIM IIPOLENypaM, periaMeHTHPYIOIIHM
IPOM3BOIACTBO HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbIX CPE/ICTB

OCymiecTBNIATh aKTyaJIM3alMI0O M YHHYTOXCHHE JOKYMEHTOB IIPOH3BOJICTBA
HAaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEIX CPEJICTB

Heo6xonumelie
3HAHHUS

Metonl H KPHTEPHHM OLEHKH TEXHOJIOTHUECKOH ITOKYMEHTAaUHMH, OTpaXaromeH
IpOoLECC IPON3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HpanIa 3KCIUTyaTallMd TEXHOJOTHYEeCKOro H HCHIBITATEIBRHOIO OGOPYIKOBaHI/ISI,
CpECICTB HSMCpCHHfI, HCIOJIE3YEMBIX B nponecce IIPOU3BOJACTBA
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HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

AHaJIHTHYECKHE METOAMKH W METOIBI BHU3YaAJIBHOIO KOHTPOJA TEXHOJOTHYCCKOTO
npornecca IPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CpEACTB

CTamnM TEXHONOTHYECKOTO Mpolecca MPOM3BOACTBa HAHOCTPYKTYPHPOBAHHEIX
JIEKapPCTBEHHBIX CPEJICTB

Metonn u UHCTPYMEHTHI YMIPABJICHAA DPHCKaMH [UId IIOBBIIICHHMA Ka4dcCTBa
HaHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHBIX CPEACTB

IIpyHIHNBL BaMMAANUM TEXHOJOTHYECKHX IMPOLECCOB, AHANMTHYECKHX METOMUK,
KBaHUKALIH TOMEIEHNH U 000pyIOBaHusl, HHKEHEPHBIX CHCTEM

Texunueckuit aHIJIMACKMH SI3BIK B obnactu MPOHU3BOICTBA
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHEIX CPE/ICTB

Mertoasl  CTAaTHCTHYECKOTO  YNMpPABIECHHS  KadeCTBOM, MCIHOJNL3YEMBIE  IIPH
OCYIIECTBJICHHH pOIecca MPOU3BOACTBA (papMalleBTHIECKOMH IPOAYKIHH

Apyrue
XapaKTEPHUCTUKH

3.4.2. TpynoBas pyHkuus

HaunmeHoBaHKe

CocTapieHue MIaHa-rpaduKa
NPOU3BOACTBA
HaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEICTB U
ompejesicHUe OTPEOHOCTH B CHIPEE H
Marepranax

Vposens
Kon D/02.6 | (noxypoBeHs) 6
KB UKALMH

IpoucxoxacHHe
TpyAoBoii GyHKUMHI

3alMCTBOBaHO U3

Opurunan X
opuruHana

Kop opuruHana  PerHCTpaLOHHEINH HOMEp
npodrecCHOHANBEHOTO
CTaHaapTa

Tpynossie
nedcTBUA

OueHKa HCIONL30BaHHA TPOM3BOJCTBEHHOTO 00OpYyNOBaHHA, HOMEHKIIATYDHI
IIPOM3BOJCTBA, OCTATKOB TOTOBOM MpPOAYKUMH Ha CKIagaX H O0ecne4yeHHOCTH
POM3BOJICTBA HEOOXOAMMBIM CHIPEEM M MATEpHAIAMH

Hnannponaﬂne HOTpe6HOCTPI B CBIpBC U MaTepHaiax JAjisi IPpOX3BOACTBA, (pacomcn 51
YNIaKOBKH HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBCHHBIX CPCIACTB

OdopMicHHE pe3yTbTATOB NPOBEACHHOTO aHAaNW3a B BHAE IUlaHa-rpaduka
NPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEBIX CPEeICTB

Heobxonumele
yMEHMS

BecTr MOHHTOPHHT paGOTOCHOCOOHOCTH IPOM3BOJICTBEHHOrO 000pyI0BaHHs

OCyIecTBIATh NPOBEPKY HICHTHYHOCTH, KOJIMYECTBA M KadecTBa HMCXOMHBIX
MaTepHajioB, HCIOJB3YeMBIX B TEXHOJOTHYECKOM IIpoliecce IMPOM3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX IEKaPCTBEHHBIX CPEJCTB

OI.ICHPIBaTB BIIMSTHHE 06Hap)’)KCHHI:IX OTKJIOHEHHH Ha BO3MOXHOCTH Oprann3alnuu
MPpOHN3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHBIX CPCICTB

OTpaxaTh pe3yIbTaTH MPOBEACHHOTO KOMILIEKCA MEPONPHUATHH IO COCTABJICHHIO
nyiaHa-rpagMKa MPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

BEIIONHATL pacyeTsl MOTPEOHOCTH B CHIPBE, MaTepHaliaXx, WCIONb3YEMBIX i
TIIPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHOH (apMalleBTHYECKO#H IPOXYKIHH

Heobxoxumele
3HAHUSA

Tpe60Ba.HI/ISI TEXHHYECKOMI JOKYMEHTallHH K OCYIIECTBICHHIO IUIaHHPOBaHMA
HpOI/ISBOIICTBCHHOﬁ JCATCIIbHOCTH

IlepedeHp MCXOTHBIX AAHHBIX, HEOOXOAMMBIH Ui COCTaBJeHHMs ILaHa-rpaduka
NpOM3BO/CTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB
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XapaKTepHCTHKH TEXHOJOTHYECKOr0 00OpYHOBaHHs, MHJKCHEPHBIX CHCTEM,
BCIIOMOTATeNEHOro 0GOpYAOBAHMSA, MCHONB3YIOMMUXCS B IIPOIECCE IPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

CTagud TEXHOJIOTMYECKOro IIpoliecca IPOM3BOIACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEJICTB

HpaBI/IJIa SKCIUIyaTalMd TEXHOJIOTHYECKOTO OGOPYJIOBaHPISI, HHXXCHEPHEBIX CHCTEM,
BCIIOMOTaTCJIBHOI'O 06OPYJIOBaHH$I, HCHIOJIB3YIOIMHXCA B IIPOLECCE MPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHELIX JIEKAPDCTBCHHBIX CPCIICTB

Tpe603aHn51 K KavecTBy HCXOIHBIX MAaTCPHAIIOB, MCIIONB3YEMBIX B IPOLECCE
IIPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPEACTB

AHaTUTHYECKHE METOMHKH H METOABI BH3YAILHOI'O KOHTPOJII TCXHOJIOTHYCCKOIo
nponecca Npou3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHLIX CPCACTB

MeToAB H HMHCTPYMEHTHI YNpPaBIC€HAd PHCKAMH JUIS IIOBBINIEHHS KayecTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TpHHIUMIIE BaIMAAIMA TEXHOJNOTHYECKHX INPOLECCOB, AHAIMTHYSCKHX METOIMK,
KBaTMpUKAUH  NOMEmeEeHHH Hu  ofopylnoBaHus, HHXCHEPHBIX  CHCTEM,
ACHONB3YEMBIX B TIpollecce  TNPOHM3BOJCTBA  HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEJICTB

Mertoant NpeAynpexacHud MPIKpOGIfIOJIOI‘I/I‘ICCKOI‘O 3arpA3HCHHASL
HAaHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHBIX CPC/ICTB

MeTonsl  CTAaTHCTHYECKOrO  YINpaBICHHS  Ka4eCTBOM, HCHOIB3YEMEIC IIPH
OCYLIECTBIICHHH npoIiecca IPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX
JICKapCTBCHHEBIX CPECTB

Bo3mMOXHOCTH M MOIIHOCTH nponsno,ucraennoﬁ OIOIAOKH B IICJIOM H OTACIBHBIX

€€ y4aCTKOB
TexHONOrMYECKHi npouecc IIPOU3BOZICTBA HaHOCTPYKTYPHPOBaHHBIX
JICKapCTBCHHEIX CPEIACTB

Apyrue -

XapaKTCPUCTUKH

3.4.3. Tpynosas pynxnusa

O11eHKa TEXHOJIOTHIESCKMX IIponeccoB
H XaHHBIX MOHHTOpPHHI'A
TIPOM3BOJCTBEHHOM CPEBI IPH YposeHs
HaumeHoBaHuUe Koxn D/03.6 | (momyporeus) 6
OCYIICCTBICHUH NMPOHU3BOACTBA KBaTMHKALHMH
HaHOCTPYKTYpHPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB
Tpoucxoxaenie Opurunan X 3auMCTBOBAHO U3 OPHIHHAIA
TpyHOBO# pyHKLMH
Kox PerucTpauMoHHEIA HOMEP
OpUrHHana PO ecCHOHATBHOTO
cTaHmapTa
TpymoBsie Opranmsauus c60pa JaHHBIX O BHIIONHAEMEIM TEXHONOTHYECKHM MpoLeccaM H
HCﬁCTBI’Iﬂ JaHHBIX MOHHTODHHI'A HpOPIBBOI[CTBCHHOfI Cpeanl B COOTBETCTBHA C HHCTPYKHHSIMH

M Ipyroi TEXHHYECKOM JIOKyMeHTalMen

O6paGoTka HaHHBIX TEXHOJOTMYECKHX MPOLECCOB H JAHHBIX MOHMTOpPHHIa
IPOH3BOCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX CPE/ICTB

OHpe,I[CJICHI/IC COOTBETCTBHS PE3y/IbTATOB INPOBCACHHOI'O aHAIH3a TpCGOBaHI/ISIM
TCXHUYECKUX JOKYMEHTOB, PETIaMEHTHPYIOIIHX IIPOHU3BOIACTBO M Kade€CTBO
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HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

Omnucanye MpOBEJEHHOr0 KOMIUIEKCa MEPOIPHATHHA 110 aHAJIM3y TEXHOJOTHYECKUX
NpOLECCOB M JaHHBIX MOHHTODHHIAa IIPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Heob6xonumeie
yMeHHS

OIICHI/IBaTB HNPOH3BOACTBCHHYIO TOKYMEHTAIIUIO, KacaloIlyloCs TEXHOJOTHYCCKHX
MPOHECCOB IIPON3BOACTBA HAHOCTPYKTYPHUPOBAaHHBIX JICKADCTBCHHBIX CPCIACTB

WHTepnpeTpoBaTh JaHHBIE COCTOSHHA 00OpYHOBaHHsS, TEXHOJOTHYECKHX
MPOLECCOB, MPOU3BOACTBEHHON Cpe/lBl, HCNONB3YEMBIX B MpOIECCE MPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OueHrBaTh BIMSHME OTKJIOHEHHH B  TEXHOJIOTMYECKOM  IIpomecce H
NPOM3BOACTBEHHON Cpe/ie Ha Ka4eCTBO HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CpPEACTB

Otpaxarh pe3yJbTaThl NPOBEACHHOTO KOMIUIEKCA MEPONpPHITHH 10 aHAIH3Y
TEXHOJOTHYECKAX  MPOIECCOB M  [JaHHBIX MOHHTODHHIA  IIPOM3BOLCTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Heobxoaumeie
3HAHUS

Ilepeuens TpeGoBanuii, MpeqbABIIEMBIX K OCYIIECTBIIEMOMY TEXHOIOTHYECKOMY
NPONECCY MPOU3BOACTBA HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEACTB

HOpSIlIOK NpOBEACHHA AaHalli3a TEXHOJIOTMYECKHX HpoUCCCOB H  JaHHBIX
MOHHTOpHHI'A HpOHBBOIlCTBCHHOﬁ CpCabl

XapakTepUCTHKH TEXHOJOTHYECKOTO OOOpYyHOBaHMs, MHXKEHEPHBIX CHCTEM,
BCIIOMOTaTeJIbHOrO 00OpYJOBaHMs, HCIOJIB3YIOIIUXCSI B IPOIECCE IPOM3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEJICTB

IpaBuia SKCIUTYaTallMHd TEXHOJIOTHIECKOro 000OpyZOBaHHS, HHIKEHEPHBIX CHCTEM,
BCIIOMOTATENIbHOrO 000pyNOBaHMS, HCIOIB3YIOIIUXCS B IPOIECCE MPOU3BOACTBA
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB

TpeGoBanuss kK KauecTBy MCXOMHBIX MAaTEPHANIOB, HCIONL3YEMBIX B IIpolecce
HPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX TEKAPCTBEHHRIX CPENCTB

AHajHTHYeCKHE METOAMKU U METOIEI BH3YAJIBHOIO KOHTPOJIA TEXHOJIOTHYECKOIO
nponecca IpOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPDCTBCHHBIX CpEACTB

MeToBl ¥ HHCTPYMEHTHI YIIPaBICHHS PUCKaMHM IIPH OCYLIECTBICHHH IIPOM3BOJCTRA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[puHUMNbl BaJiMIAaUNM TEXHOJNOTHMYECKHX IPOLECCOB, aHAIMTHYECKHX METONUK,
KBaMpHKAUE  TOMEImECHHH H  00OpyJOBaHHs,  HHXXCHEPHBIX  CHCTEM,
ACIONB3yeMBIX B Hpolecce  NPOM3BOACTBA  HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHEIX CPEJICTB

Texauueckmit aHITHHCKHHA A3BIK B obnactu IIPOHU3BOACTBA
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCACTB

Metonst HpeayTpeXIeHHS MHKPOGHONIOTHIECKOTO 3arpsA3HEHUs
¢apMmarieBTHIECKOi IPOAYKIHH

MeToasl  CTAaTHCTHYECKOTO VIIPaBJICHHA  Ka4eCTBOM, HCHOJIB3YEMBIC IIpH
OCYHICCTBIICHUH mponecca IIPpOU3BOACTBA HaHOCTPYKTYPHPOBaHHBIX
JICKAPCTBCHHEIX CPCACTB

Apyrue
XapaKTCpHUCTHKA

3.4.4. TpynoBas pyHKIHA

HaumeHoBaHue

Opranusanys TpoBeeHHs 00yIeHHs Yposennb
nepcoHaia

Kon D/04.6 | (noxypoBeHs) 6

KBaTUQUKaLuA




IIponcxoxaenue
TpyAoBO#H GyHKLMH
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Opurnnan X

3anMCTBORAHO H3
opHUrMHama

Kon PerucrpauMoHHBIi
OpHryHaia HOMEp
npocdeccUoHaIBHOr0
CTaHjapTa

Tpynossle AcHcTBHA

Vr1BepkaeHue nporpaMM oOydeHHs NEPCOHAA, 3a/icHCTBOBAHHOIO B pealu3alui
TEXHOJIOTHYECKAX  MPONECCOB  INPOM3BOJACTBA  HAHOCTPYKTYPHPOBAaHHBIX
JIEKApPCTBEHHBIX CPEJICTB

Ompenenenne NOTPeOHOCTH B MpPOBEJCHHUH IEPBHYHOrO, IEPHOTHUYECKOIrO,
CHelManbHOro o0yd4eHHs IepcoHasla, 3aJIeCTBOBAHHOTO B pealld3alluy
TEXHOJIOTHYECKMX  MPOLECCOB  NPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

YTBep)KI[eHI/Ic IUIaHOB-I'pa('I)I/IKOB 06y‘ICHI/Iﬂ IEepCoHala, 3aHATOrO B IPOU3BOJICTBC
HaHOCTPYKTYPUPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

O6ecneueHne MecTa IIPOBEICHNS TPEOYEMBIX 3aHATHI 110 00yYEHHIO

Hponeﬂem/le OIICHKH 3HAHHI IIEpCOHAJIa B COCTABC KOMHACCHH IIPCANIPpHSTHA

Heobxonumele
YMEHHS

OueHuBaThL cojlep)KaHue mporpaMM oOydeHHs IepcoHala, 3aAefCTBOBAHHOIO B
pean3aunu TEXHOJIOTHYECKHX HPOLIECCOB [IPOM3BOACTBA
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

CocTapnars mIaHel-rpaduku  oO6ydeHHs IiepcoHana, 3aAcHCTBOBAHHOTO B
peanm3anyu TEXHOJIOTHYECKHX HPOIIECCOB MPOH3BOACTBA
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBECHHBIX CPEACTB

OcyImecTBIIATh TOATOTOBKY TECTOBBIX 3aJaHHUi AJd ONEHKM 3HaHHWi MMEepcoHala,
3a7efiCTBOBAHHOIO B peaIn3allid TEXHOJOTHYECKHX INPONECCOB NPOU3BOACTBA
HAHOCTPYKTYPUPOBAaHHAIX JIEKAPCTBEHHEIX CPEACTB

HeobOxomuMmbie
3HAHUA

JIOKyMeHTBI, perjlaMeHTHPYIOIIKE COCTaBJICHHE IIporpaMM O0y4eHHs IEPCOHAaIa,
3aHSTOr0 B IPOU3BOACTBE HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

HOpH}IOK B3aUMOJICHCTBHSI ¢ MNOAYUHEHHEIM nmepcoHaioM H CMEXHBIMH
noJpa3CICHUAMHU IJIA OCYIIECTBJICHMS IIpoLiccca 06y‘~ICHI/I}I

CnocoObl ¥ KPHTEPHH OLEHKH YCIEBAEMOCTH OOy4aeMBIX, 3a[CHCTBOBAHHBIX B
peay3anuu TEXHOJIOTHYECKUX POIIECCOB IPOU3BOJACTBA
HaHOCTPYKTYPHUPOBaHHAIX JIEKAPCTBEHHBIX CPE/CTB

HpaBPIJIa IKCILTyaTall TEXHOJIOTHYECKOro W HCIBITATCIIBHOIO o6opy,u03a1-mﬂ,
CpE€ACTB HSMepCHHi;I, HCIOJB3YCMBIX IIpH OCYHMICCTBJICHHUH npomecca
NPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHLIX CPCIACTB

AHUTMTHYECKHE METOTUKH U METOABI BU3yalbHOTO KOHTPOJIS TEXHOJIOMHYECKOTO
npolecca Ipou3BoACcTBa (papManeBTUIECKOH PONYKIIHH

MeTosl H MHCTPYMEHTHI YIPaBlIeHH PHCKaMH IpPH OCYMIECTBICHHH MHpoLuecca
IPON3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

[IpHHIHANL BATMAALME T€XHOJIOTHYECKHX MPONECCOB, aHAIMTHYECKHX METOMUK,
KBaIMQUKALMH TIOMEIEHHA M  O00OpydOBaHMs, HHXEHEPHBIX CHCTEM,

HCIIOJIBE3YEMBIX npu OCYIIECTBICHUH mporecca IPOU3BOJCTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Metomsl IpeynpexIeHI MHKPOOHOJIOTHIECKOrO 3arpsa3HeHus

HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Metonpl CTAaTHCTHYECKOTO yHOpaBIeHHSI Ka4iCCTBOM, HCIIOJNIB3YEMBIC IIpH
OCYIICCTBJICHHH nporecca IIPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX
JICKapCTBCHHBIX CPCACTB

TpeGoBaHHS CAHHTAPHOrO PEKHMa, OXPaHEI TPYAa, NOXapHOH Ge30macHOCTH,
OXpaHbI OKPYXKaIOIIEH CpeIbl




Apyrue
XapaKTCPHCTHKH

3.5. O600menHan TpyaoBas GyHKuHsA

BHC}.[peHPIC A noaacpXanue
NpoLecca NPOMBIITIEHHOTO
HaumeHoBaHue IPOU3BOJCTBA Kon E VpoBeHb 6
p KBaJIH(UKaLMH
HAHOCTPYKTYPHPOBaHHBIX
JICKAPCTBCHHBIX CPCACTB
IMpoucxoxaeHne |
o606meHHoM : Opurunan X 3auMCTBOBaHO K3 OpPHTHHANA
TpyaoBoif pyHKuMH |
Kon PerucTpauuoHHslif HOMED
opuruHana npodeccHoHAILHOro
cTaHzapTa
Bo3moxHeIe Beaymuii vH>KEHEP-TEXHOIOT
HaUMEHOBaHHSA
IOIDKHOCTEIHA,
npodeccHit

TpeboBanus k
o6pazoBaHuIO U

Briciiee o6pa3zoBanue — OaxajiaBpHaT
WA

00yueHHIO Briciree 06pazoBaHue — CIIELIMAIUTET

TpeboBaHuA K He MeHee Tpex neT paGoTH Ha MEXKEHEPHO-TEXHHYECKHX JOIDKHOCTAX B 0611acTH
OIBITY HPOM3BOJCTBAa HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB
MpaKTHYECKOH

paboTHI

Ocobrule ycnoBus
nomycka K pabote

ITpoxoxaeHue 06sA3aTeNBHBIX PeIBAPHTEILHEIX (IIPH IOCTYILIEHHH Ha paboTy) 1
MEPHOIMYECKMX MEUIHHCKUX OCMOTPOB (06C/IeI0BaHHI), a TaKKe
BHEOYEPEAHBIX MEIUIHMHCKHX 0CMOTpPOB (06cne0BaHuii) B IIOPSIKE,
YCTaHOBJICHHOM 3aKoHOIaTenbecTBOM Poccmiickoit ®enepanun

TTpoxokIeHHe HHCTPYKTaXa II0 OXpaHe Tpy/ia M TEXHHKe 6e30MacHOCTH

Apyrue
XapaKTEPHUCTHKH

JlononHuTeNbHEIEe NpodecCHOHAIBHBIE POrPaMMBI — POTPaMMBbI NOBEIICHHS
KBaJH(HKAIEK, IPOrPaMMEI IPOdeCCHOHAIBHOM NepenoAroToBKH MO IPOQHUITIO
JeSTeIbHOCTH

HOHOJIHI/ITCJ'IBHBIC XapaKTepUCTHKH

HaumeHoBaHue Kox HaumeHoBaHHe 6a30B0i rpyIIkL, JODKHOCTH (Tpodeccru) uau
JOKYMEHTa CIEeNUANBEHOCTH
OK3 2141 VimxeHephl B IPOMBIILIEHHOCTH U Ha IIPOM3BOCTBE
EKC - VmkeHep-TeXHOJIOT (TEXHOJIOT)
OKIIATP 22854 WnxeHep-rexHonor
22860 WkeHep-XxuMHK
27142 Texnosor
OKCO 2.18.03.01 XuMudeckas TeXHOJIOTHS
2.18.03.02 DHepro- U pecypcocbeperarolnye NpoLeccs B XHMHIECKOH
TEXHOJIOTHH, HeDTEXHMIH H GHOTEXHOJIOTHH
2.19.03.01 buoTtexnonorus
2.28.03.03 HanoMmartepuansl
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|3.33.05.01 | dapmanus

3.5.1. TpynoBas pyExnus

HavmeHoBaHHe

IlnanupoBanne 3KCIEPUMEHTAIBHEIX
paboT o MaciTabHpPOBaHHIO HOBBIX
TEXHOJIOTHYECKUX IPOLECCOB H
BHEAPCHHIO UX B IIPOH3BOJICTBO
HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEIX CPE/ICTB

VYposeHb
Kon E/01.6 | (monypoBeHs) 6
KBaJAHPHKaUHH

Ipoucxoxnenue
TpyAoBOH yHKLMH

Opurunan X 3auMCTBOBaHO M3 OpPHTMHAIA

Kon PeructpaunonHslif HoMep
opuruHana npodeCCHOHANLHOTO
CTaHAapTa

Tpynoseie
nelcTBUA

O1eHKa HCIOJB30BAHHBIX AAHHBIX O paspaﬁonce HOBBIX HAHOCTPYKTYPHPOBaHHBIX
JICKapCTBCHHBIX CPEICTB, MIEPEAaBacMbIX Ha JTall MaCIIITa6I/Ip0BaHI/ISI

BHCI[peHPIC HpCI[JIO)KCHI/Iﬁ 0 YCOBCPHICHCTBOBAHUIO TeXHOJIOTHH IIPOU3BOZCTBA
HOBBIX HAHOCTPYKTYPHUPOBAHHEIX JICKAPDCTBCHHBIX CPCICTB

CornacoBaHde JIaHHBIX O pa3paboTKe TEXHOJNOTHH IIPOHM3BOJACTBA HOBBIX
HAHOCTPYKTYPHUPOBAHHEIX JIGKAPCTBEHHBIX CPEJCTB, IEpefaBacMbIX Ha ITal
MacmTabupOBaHHs

HIIaHHpOBaHHe 3Tara MaCIJITa6I/IpOBaI-II/ISI TEXHOJIOTHH HPOU3BOACTBA HOBBIX
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBECHHBIX CPEACTB

Onpez[enelme CTpaTCTHH  KOHTPOJId 1P IIPOBECACHHH HCHBITAHAH IO
MaCIIITaﬁI/IpOBaHI/IIO mpoiecca IIPpOU3BOACTBA HaHOCTPYKTYPHPOBaHHBIX
JICKApCTBCHHEBIX CPEACTB

YTBep)KJIeHHe pa3pa60TaHHoro nnaHa oJT1alna MaCHITa6Hp0BaHPI5[ TCXHOJIOTHH
HpOM3BOJCTBA HOBEIX HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHLIX CPCICTB

Heo6xonumeie
yMeHUS

HpOI/ISBO}II/ITb aHaIn3 JaHHBIX O pa3pa60TKe HOBBIX HAHOCTPYKTYPHPOBaAHHBIX
JICKapCTBCHHBIX CPCIACTB

®opmyHpOBaTh HHXXCHEPHO 000CHOBaHHBIE HpeUIOKEHHS no
YCOBEPUICHCTBOBAHUIO TEXHOJIOTHI OpOU3BOJICTBA HOBBIX
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCICTB

OIIpC,Z[CJI}ITL l'IOTpe6HOCTI> B HCXOJHOM CHIpBE I MPOBCACHUA HCIBITAHHA 1O
MaCIIITa6PIp0BaHPIIO mponecca NPOU3BOACTBA HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEIX CPCICTB

CocTaBiiaTh  I1UJ1aH MaCIIITaGIfIPOBaHIfISI TEXHOJIOTHH ITPOM3BOACTBA HOBBIX
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB ¢ Y4YeToOM HMCIOMHNXCs
TEXHOJIOTHYECKUX BO3MOKHOCTEH

OpI'aHI/IBOBI:[BaTB TEXHOJIOTHICCKYIO H HHKCHEPHYIO IMOATrOTOBKY IIpu
MaCHITaﬁl‘IpOBaHI/II/I TEXHOJIOTHH MNMPOU3BOJCTBA HOBBHIX HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPEACTB

Heobxoaumeie
3HaHUA

TMomxons!l B TpeboBaHHMsA K NPOBEACHHIO 3Tala MacIITa0MPOBaHMs TEXHOJOTHH
IPOM3BOACTBA HOBBIX HAHOCTPYKTYPHPOBAHHbIX JIEKAPCTBEHHBIX CPE/ICTB

Bo3moxHoCcTH H IIPOM3BOJACTBECHHBIE MOILTHOCTH I'IpOPISBO,Z[CTBCHHOfI IJIomaikKn B
[EJIOM H OTACIIBHBIX €€ YIAaCTKOB

TIpaBuna SKCILTyaTallid TEXHONOTHYECKOTO H HCIEITATENBHOTO OOOpYHOBaHMS,
CPENCTB H3MEPEHHUH, NCIONb3YEMEIX IIPH OCYLIECTBICHHH IIPOLECCca MPOU3BOACTBA
HAHOCTPYKTYPHPOBaHHBIX JI€KaPCTBEHHEIX CPEACTB
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AHAJIMTHYECKHE METOAHKH U METOAB! BH3YalIbHOTO KOHTDOJIA TEXHOJIOIHYECKOro
Tpoliecca MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

MeTonel ¥ HHCTPYMEHTHI YUpPAaBIEHHS PUCKAMH IPH OCYIIECTBIECHHH Mpolecca
HPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

IpUHIMIB BaTHJALMA TEXHOJNOTHYECKHX IIPOIECCOB, aHANMTHYECKHX METOMUK,
KBaMpUKAWKA  TOMEINeHHuH H  o0OpyJIOBaHHsA, MHXEHEPHBHIX  CHCTEM,

HCTIONIb3YEMBIX pu OCYILIECTBICHAN mpouecca IPOU3BO/CTBA
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Texauveckuit aHTIMiiCKuii SI3BIK B obnactu IIPOM3BOJICTBA

HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB

Tpe6oBaHus CaHWTAPHOTO pPEXHWMA, OXpaHH TPyAa, MOXapHOH OG€30MaCHOCTH,
OXpaHbl OKPYXatOIEH cpebl

Hpyrue -

XapaKTepPUCTUKH

3.5.2. TpyaoBas pyHknus

Opranu3aiys NpoBeAeH s UCIIBITAHHH

10 MaCLHTaﬁnpOBaHPIIO nmponecca YPOBCHB
Haumenosanwe | IIPOM3BOJICTBA Kon E/02.6 | (monyposens) 6
HAHOCTPYKTYPUPOBAHHBIX KBanupuKaumu1

JICKapCTBECHHEIX CPEACTB

IlponcxoxaeHue

- Opurunan X 3auMCTBOBaHO H3 OpPMTHHAIA
TPYAOBO#H PyHKLHH

Kon PeructpaumoHHBIH HOMEp
OpuUrMHana npogecCHOHATBHOrO
cTaHIapTa

TpynoBsie OpraHuzanusi B3aMMOXCHCTBHA MEXIY MCIONHHTEISAMH Ha TEXHOJIOTHYECKOM
JeHCTBHS yuacTKe  TPOM3BOACTBEHHON  INIOIMAAKM €  YYETOM  OCYINECTBIEHHS
MacIITaOupOBaHUsA nporecca OPOM3BOACTBA  HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEICTB

HpOBC}ICHPIC MaCHIT36Hp0BaHHﬂ TEXHOJOTHYECKOrO mporliecca B COOTBETCTBHH C
YTBCPXACHHEIM IUIaHOM IIPpCAIIPDHATHA

OcyInecTBIEHAE aHAIA3a PACKOB NIPH MacITabHPOBaHHH MPOLECCa MPOU3BOACTBA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

C6op [OaHHBIX pealH3allMd MacITaOHpOBaHHs OpoLEcca MPOH3BOICTBA
HaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPECTB

AHanuM3 JaHHBIX, IIOIYYCHHBEIX B XO0Jl€ pe€au3anuu Macm'raﬁnpoaanml npouecca
NPON3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBCHHBIX CpelCTB

Cocrapnenne ($OpMaIM30BaHHOTO OTYETA C BBHIBOJOM O BO3MOXXHOCTH BHEJPCHHS
HOBO# TEXHONOTHM Ha KOHKPETHOM TEXHOJOTHMYECKOM YYacTKe ILUIOMIaIKA
NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEICTB

Heo6xoqumeie OueHuBaTh JaHHBlE O  pa3paboOTKe  HOBBIX  HAHOCTPYKTYPHUPOBAHHBIX
yMeHUs JIeKapCTBEHHBIX CPENCTB

OpI‘aHPIBOBBIBaTB TEXHOJIOTHICCKYIO 1% HHXCHCPHYIO oAroToOBKY IIpna
MaCIIITa6I/Ip0BaHI/IPI IIpoOu3BOACTBA HOBEIX HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHEBIX CPEJICTB

BHINONHATE aHaiM3 PUCKOB IHpPH IPOBENCHHH MAacIITa0MPOBAHMsS HPOLECCOB
IPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPENICTB

HpOPIBBOI[HTL OLICHKY JaHHBIX, NONYHYEHHBIX B Xonae peann3anuu
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MacmTabupoBaHUA mporecca MPOM3BOACTBA HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

OTpaxaTp pe3yabTaTEH MPOBEIEeHHBIX UCIBITAHUH MO MacIITaGHpoOBaHUIO polecca
IPOH3BOJCTBA HAHOCTPYKTYPHUPOBAaHHEIX JIKAPCTBEHHBIX CPEJCTB

Heo6xonumele IMonxoasl M TpeGOBaHMA TEXHHUYECKOH MOKYMEHTALHM K IIPOBEACHHIO 3Tala
3HaHUS MacmTaOupoBaHUs TEXHOJIOTHMM IIPOM3BOACTBA HOBBIX HAHOCTPYKTYPHPOBAHHEBIX
JIeKapCTBEHHBIX CPEICTB

[MpaBuia SKCIUTyaTAllAM TEXHOJOTHYECKOTO M HCHBITATENBHOTO 00OpYAOBaHMS,
CPEJICTB H3MepeHHUit, HCIONB3YEMBIX TIPH OCYINECTBICHHH NPOIecca NPOU3BOACTRA
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEACTB

AHaTATHYECKAE METOAUKH U METOABI BH3YaIBHOTO KOHTPOJS TEXHOJIOTHYECKOro
npouecca NPOU3BOJICTBa HAHOCTPYKTYPHPOBAHHEIX IEKAPCTBEHHEBIX CPEJICTB

Merogsl B HHCTPYMCHTEI YIIPAaBJICHHS PHUCKaMH IIpH OCYICCTBJICHHH IIPOICCCa
IIPOH3BOACTBA HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBECHHEBIX CPCACTB

HpI/IHU,I/Il'IBI BaIUAaNHUH TEXHONMOTHYECKMX IPOIECCCOB, aHANMMTHYCCKUX METOMUK,
KBaJII/I(I)I/IKaIII/IH MOMENICHA A H o6opy,uonanm, HHXXCHECPHBIX CHCTEM,

HCIIOJB3YEMBIX npu OCYIIECTBIICHUA mpomecca MPOM3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
MeToas! IpeyTIpeXICHASL MHKPOOHOIOrHYECKOTO 3arps3HEHAS

HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

MeToiEl  CTATUCTHYECKOTO  YNpaBIeHWs Ka4eCTBOM, HCIOIB3YEMBIE IIpH
OCYLIECTBICHAH mponecca HPOM3BOACTBA HaHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

Tpe6oBaHHs CAaHHTapPHOTO DPEXWUMa, OXpaHH TPyAa, MOXapHOH Ge3omacHOCTH,
OXpaHbl OKPYXKaIOILEH Cpebl

Hpyrue -

XapaKTepUCTHKH

3.5.3. TpynoBas pyHknus

PazpaboTka JoKyMeHTaIMH,

perjiaMeHTHPYIOLIEH IIpoLiecc YpoBeHs
HaumMeHOBaHKE TIPOU3BOACTBA Kox E/03.6 | (momypopeHs) 6
HaHOCTPYKTYPHPOBAaHHBEIX KBaNMHKaLIH

JICKAPCTBCHHBIX CPEACTB

IIponcxoxaenue 3aMMCTBOBaHO M3
o OpuruHan X
TPyHAOBOi HYHKIMH OpHMrHHANA
Koa PernctpanmoHssiii HoMep
OpMruHaza npodeccHOHANLHOTO
cTaHZapTa
Tpynossie Pa3paboTka NpPOMBINUIEHHOTO PETJIAMEHT4a, TEXHOJNOTMYECKMX HHCTPYKIMH
IICﬁCTBPISI IIPONU3BOACTBA HAHOCTPYKTYPHPOBAHHLBIX JICKAPCTBCHHEIX CPCACTB

PaspaboTka HHCTPYKUMil, CTaHAAPTHBIX ONEPAMOHHEIX  MpPOLUEAyp  JUIA
NOATOTOBHTENBHBIX OMNEpalMii  TEXHOJNOTHYECKOro Ipolecca MPOHU3BOACTBA
HaHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPEJCTB

Pa3zpa6oTka HHCTPYKUMii, CTAaHZAPTHEIX ONEPALMOHHBIX HPOLEAYP BBITOJHCHHA
omepanuil TEXHOJIOIHYECKOro Mpolecca MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

Pa3paGoTKa MHCTPYKUHH, CTaHAAPTHEIX ONEPAlMOHHBIX MPOLEAYP BHINONHCHHS
omepauuit TEXHOJOTMYECKOTO mponecca (acoBkH )’ yIaKOBKH
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HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX CPEACTB

HeobxonuMmeie
yMEHHS

Ilpou3BoguTh  SKCHEPTU3y  JOKYMEHTOB,  ONHCHIBAIOIMX  TEXHOJIOTHIO
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

CornacoBeIBaTh JOKYMEHTAIMIO, PErIaMEHTHPYIOMIYIO IIPOLECC IIPOM3BOICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

OdopmiAiTh HM3MEHEHHS K IPOMBIIUIEHHBIM pETJIaMEHTaM, TEXHOJIOTHICCKHM
HHCTPYKIIMSIM, CTAHAAPTHHIM ONEPAMOHHBIM TPOLIEAypaM

OCYII.ICCTBJIHTB aKTyalIH3aluio H YHHYTOXXKCHHE JOOKYMEHTOB IIPOH3BOJCTBA
HAaHOCTPYKTYPHPOBAHHAIX JICKAPCTBEHHBIX CPCACTB

Heobxonumeie
3HAHUS

IHocraHnoBienus, PAaCOpPsKCHUA, IIPHKa3bl, METOAHIECKHC MAaTCpHAJIBI B obnactu
OpraHu3allfH IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX CPC/ICTB

TMpaBuna SKCIUyaTalldH TEXHONOTHYECKOTO M HCMBITaTENBHOTO 0GOpYyAOBaHMS,
CpPeIICTB M3MEPEeHMUi, HCIIOIB3YEMBIX IIPH OCYIIECTBIEHHH NpOIEcca MPOU3BOACTBA
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEACTB

AHamuTHIECKHE METOAMKH U METOHBI BHU3YAJIBHOT'O KOHTPOJIA TEXHOJOIHYCCKOTO
npolecca IMMpOoU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCIICTE

MeTozibl ¥ HHCTPYMEHTHI YIpPaBI€HHS PHCKaMH IpPH OCYIIECTBJICHHH IIpoLiecca
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TIpHHIANET BAMMAANNAN TEXHOJOTHYECKHX MNPOLECCOB, aHAIMTHYECKHX METOMHK,
KBaIMQUKAMKM  TOMEINeHHH H  OOOpyHOBaHMs, HMHJKCHEPHBEIX  CHCTEM,
HCIIOJIb3YEMBIX IpH OCYILIECTBIICHHU mponecca MIPOU3BOJCTBA
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

MeTtoau NPERYIIPEXKACHUSA MHKpOﬁHOJIOI‘PI‘IeCKOI‘O 3arpAa3HE€HAsL
HaHOCTPYKTYPHPOBAHHAIX JICKAPCTBCHHBIX CPCIICTB

MeTtoast  CTAaTHCTHYECKOTO YIpaBJICHUA Ka4y€CTBOM, HCHOJB3YCMBIC IIpH
OCYHICCTBJICHUHU nponecca IIpOU3BOJACTBA HAHOCTPYKTYPHUPOBAHHBIX
JICKApCTBEHHEIX CPEACTB

XapakTepUCTHKH TEXHOJIOTHIECKOTO OOOpYAOBAHMA, HHIKCHEPHBIX CHCTEM,
BCIIOMOTATENBHOr0 00OPYAOBaHHUS, MCIOIB3YIOIMUXCS B MPOIECCEe IPOM3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

HauMeHOBaHMEe ¥ XapaKTEPUCTHKHM CHIPbS, MAaTEPHAJOB, BCIIOMOTaTEIbHEIX
BEIIECTB, YIAKOBOYHBIX MAaTE€PHANOB, HCIONB3YEMEIX B  IIPOU3BOACTBE
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB

Hpyrue

XapaKTepHUCTHKH

3.5.4. Tpynosas ynxnus

HaumenoBaHue

Br160p TEXHOIOrHYECKUX IIapaMETPOB
JUI TIPoIiecca MIPOMBIILICHHOIO , Vpoeens
MPOU3BOACTBA Kon E/04.6 | (nonypoBeHs) 6
HAHOCTPYKTYPHPOBaHHBIX KBaH(HKAUMK
JIEKAPCTBEHHBIX CPEACTB

[Mpoucxoxnenue
TpynoBo# GyHKIMH

3auMCTBOBaHO H3

Opurunan
P X OpUriHajia

Koxn PerucTpauuoHHbIH HOMeEp
opHurHHama npodecCHOHANBHOTO
CTaHAapTa

Tpynossie
nelcTBUA

OneHka TEXHHYCCKUX BO3MOXXHOCTEM 060py11013a1m51 I [DOAOCpIXKaHUSA
HeOOXOIUMEBIX 11apaM<cTpoB npouecca IPOMEBILLIJICHHOI'O IIPOU3BOACTBA
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HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

IInaHApoBaHHE OPOBENEHUS TEXHOJOTHYECKHX  OKCIECPUMEHTOB, OIBITHO-
IPOMBIIIUIEHHBIX MPOBEPOK TEXHOJNOTHH MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEBIX CPELCTB

IpoBeieHAe 3alIaHUPOBAHHBIX MEPONPHATHIH, HANPABICHHBIX HA OMPENCICHHE
ONTHUMANBHEIX  TEXHOJIOTMYECKHMX  IOKa3aTeledl  mpomecca  MPOH3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

BhiiBICHHE ~ ONTMMAIBHBIX  TEXHOJOTMYECKMX  MOKasaTelled  mpollecca
MPOHM3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxonumeie
yMEHHS

OCymecTBIIATh aHAIM3 DPEryJIATOPHOH, HAydyHOH M  HAyYHO-TEXHHYECKOH
uHpopmamuu st moabopa  TEXHONOTMYECKHX — IapaMeTpoB  Ipolecca
MNPOMBIIIJIEHHOTO  IPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBCHHBIX
CPEOCTB

HJIaHI/IPOBaTI) OTaIlbl IKCIICPUMEHTA, onpeacIcHus OIITHMAJIBHBIX
TEXHOJIOTHYECKUX IMapaMEeTpoB Iporecca MNPOMBIIICHHOI'O0  IIPOH3BOACTBA
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

HpOBO).'lI/ITB pealu3alHi0 3alIaHHPOBAHHBIX SKCIICPHMCHTAIBHBIX MGpOHpHﬂTPIﬁ,
HanpaBJIEHHBIX Ha BBIABJICHHE ONTHMAJIBHBEIX TEXHOJOTHYCCKHX IIApaMCTpOB
npouecca IMPOMEIIIJIEHHOI'O IIpON3BOACTBA HaHOCTPYKTYPHPOBAaHHBIX
JICKAPCTBCHHBIX CPCIACTB

OtpaxaTh pe3yJIbTaThl NPOBEACHHOIO KOMIUIEKCA MEPONpHATHH IO MoaAdOopy
TEXHOJIOTHYECKHUX [IapaMeTPOB Ipoliecca IPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHbIX
JIEKapCTBEHHEBIX CPE/ICTB

Heobxonumeie
3HAHUS

Meronuku u CIoco6bI onpeneeHud ONTHMAJIBHBIX TEXHOJIOTHYCCKHUX MapaMETPOB
Ipouecca IPOMEBIIIIIEHHOI'O IIPOU3BOACTBA HaHOCTPYKTYPHPOBAHHBIX
JICKApPCTBCHHBIX CPEACTB

I[IpaBuia 9KCIUTyaTalHHd TEXHOJNOTHYECKOTO M HCIBITATENbHOro 06OpyHOBaHus,
CPE/ICTB H3MEPEHHi, HCIONB3YEMBIX TIPH OCYLICCTBICHAM IIPOIIEcca TPOU3BOJCTRA
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEIX CPEJICTB

AHIHTHYECKHE METONMKH M METOMIbl BU3YaJIBHOIO KOHTPOJI TEXHOJIOTHYECKOrO
Iporecca NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

MeTosl ¥ HHCTPYMEHTHI YTPaBICHHS PHCKaMH IIPH OCYIIECTBIEHMH MpoIecca
IPOM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

[puHIMOEl BaIUJALMA TEXHOJNOTHYECKHX IIPOIECCOB, aHAIMTHYECKHX METOAUK,
KBaIA(QUKALMA [OMENmeHHH ©  00OpyJOBaHHS, HHXEHEPHBIX  CHCTEM,
HCIIONb3YEMBIX 1p4 OCYIIECTBICHUH mporecca MIPOH3BOJICTBA
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEICTB

MeTozpl IpeayINpeKIeHUS IEPEKPECTHON M MHKPOOHOJIOTHIECKOH KOHTAMHHAIIIH
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

TexHOMOrMUECKHI IIpoLIECC IIpOU3BOACTBA HAaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEBIX CPE/ICTB

Texnugeckui aHTJIHACKUH A3BIK B o0nacta MPOM3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX TEKapPCTBEHHBIX CPEACTB

XapaKTepnchH TEXHOJIOTHYECKOI'O oGopynonaHna, HHXCHCPHBIX CHCTEM,
BCIIOMOTaTCJIbHOI'O OGOPYIIOBaHI/ISI, HCHOJIB3yEMBIX B MIpoOLECCe IMPOH3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPCACTE

Hpyrue

XapaKTCPHCTHKH




3.5.5. Tpynosas dpyHxnus

Onpe,uenenne TIIPHYHH BOSHUKHOBEHHS

HECOOTBETCTBHHA H OTKIIOHCHHH B VpoBeHb
HaumeHoBaHHe | Iporiecce IPOU3BOJCTBA Kon E/05.6 | (moxyposeHs) 6
HAHOCTPYKTYPHPOBAHHBIX KBANH(HKALHHU

JIEKaPCTBEHHEIX CPENICTB

ITpoucxoxnenve
TPYHOBO# HYHKLMH

3aHMCTBOBAHO U3
OpUriHana

Opurusan X

Kon PeructpanuoHHeIit HOMEp
oparuHana npo¢ecCUOHANBHOro
cTaHgapTa

Tpynossie
JIeHCTBHSA

AHamm3 nony4eHHOH HWHGOpPMalyM O BHIABICHHOM OTKIOHEHHH B IpoIEcce
IPOH3BOJICTBAa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

YcTanoBieHHEe HanboJiee BepOHTHOﬁ TNIPHYHHBI BBISIBJICHHOI'O OTKJIOHCHHA

OIICHKa BJIUSIHUS OTKIOHCHHS Ha Ka4C€CTBO IIOMYHNPOXYKTOB H TOTOBBIX
HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBCHHLIX CPENICTB

PCFKCTpaHHSI IIpHYHH OTKJIOHEHHH OT TEXHOJIOTMYECKOIO mponecca mpon3BoACTBA
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHLIX CPCICTB

IMnanupoBanre AeHCTBUIl IO YCTPAaHEHHIO NPHYMH OTKIOHEHHH, BBHISBICHHBIX B
HpoLecce IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPE/ICTB

HeoOxonumreie
yMeHHS

HpOBCpﬂTI: TEXHHYECKYIO JOKYMCHTALUIO, HCIIOJB3YCMYIO B pEalM3allHH 3TallOB
TIIPOH3BOJCTBA HAHOCTPYKTYPHUPOBAHHLIX TEKAPCTBCHHBIX CPCAICTB

OCYH.ICCTBJISITB OIECHKY BIHMAHHA CTCIICHH KPHTHYHOCTH OTKJIOHCHHA Ha
MIPOHU3BOACTBO HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

KoHTponmupoBaTh BEINIONHEHHE pPabOT IO YCTPaHEHMIO MNPHYMH OTKIOHEHHIA,
BBIBJICHHBIX B TPOLIECCE IPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CPEACTB

OTpaxkaTh pe3yNisTaThl MPOBEJIEHHOIO KOMIUIEKCA MEPONPHATHH IO ONPEeNENeHHIO
NPHYMH BOHUKHOBEHUS HECOOTBETCTBHH H OTKIOHEHMH B IpOLlecce MPOU3BOACTBA
HAaHOCTPYKTYPHUPOBAHHKIX JIEKAPCTBEHHBIX CPEJICTB

Heob6xoauMble
3HAHUSA

KauecTBeHHEIE IIOoKa3aTeIn TEXHOJIOTHYECKOr'o npornecca IMPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHLIX CPCACTB

MeTonasl B CIIOCOOH YCTPAHEHHS NMPHYHH OTKIOHEHHS B IPOIECCE MPOM3BOJCTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

MeTtoasl u MHCTPYMEHTBI YIPABICHHUS PUCKaMH IIpPH OCYIICCTBICHHH mnmpouecca
TIPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX CpEACTB

MeTtonst npeaynpexxIeHUs MHKPOOHOIOrMIECKOr0 3arps3HeHus
HaHOCTPYKTYPHPOBAHHBIX JI€KaPCTBEHHEIX CPEJICTB

MeTtogpl  CTAaTHCTHMYECKOrO  YIPaBJICHHS  Kad4eCTBOM, HCHOJB3YCMBIC  IIpDH
OCYHIIECTBJICHHH Iporecca Npou3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX

CpeIICTB

TexHngecKHii aHMTAHCKHUM S3BIK B 00J1aCTH MIPOM3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHEBIX CPEJICTB

TpeGoBaHHs CaHATAPHOIO DPEXHMA, OXpaHbl TpyAa, IOXAapHOH O€30MacHOCTH,
OXpaHHl OKpY>Karoller cpelsl

Hpyrue

XapaKTEPUCTHKH




3.6. O60o0mennasi TpyaoBas PyHKIHA

PykoBoAcTBO H ynpaBieHHE
HanMeHOBAHNE MPOMEIILIEHHBIM IPOU3BOACTBOM Kox F VpoBeHb 7
HAHOCTPYKTYPHPOBAaHHBIX KBaIH(UKaLUH
JICKAPCTBCHHBIX CPCACTB
ITponcxoxiaeHue
o6obmenHoOM OpuruHan X | 3auMcTBOBaHO U3 OpUTHHANA
TpyAOBOit QyHKLMH
Kon PeructpanyoHHbIl HOMep
opuruHana npo¢ecCHOHAILHOTO
CTaHZapTa
Bo3MoskHEIE 3aMecTHTEINh JUPEKTOPA IO IPOU3BOACTBY
HaMMEHOBaHHS I'maBHBIN TEXHOJIOT
JOJDKHOCTEH,
npodeccuit

TpeboBanus x
00pazoBaHHIO H

Briciee o6pazoBaHHe — MATUCTPaTypa WK CHELHATUTET

00y4eHHIO

Tpe6Goanus x oneity | He MeHee matH sieT paboThl Ha HHKEHEPHO-TEXHHYECKHX M PYKOBOASAIIHX
HpaKTAYECKOH JIOJIDKHOCTSIX B 00JIaCTH HPOU3BOACTBA HAHOCTPYKTYPHPOBaHHEIX

paboThI JICKApCTBEHHBIX CPE/ICTB

Ocobrle ycnoBus
Jomycka kK pabote

IIpoxoxeHue 00s3aTeNbHBIX TIpeIBapUTeIbHBIX (IPH MOCTYIIEHHH Ha paboTy)
H TIEPHOMYECKUX MEIUIMHCKAX OCMOTPOB (00cIe0BaHMit), a TAKKe
BHEOYEPEIHBIX MEUIIMHCKHX OCMOTpOB (0OcienoBanuii) B mOpsike,
YCTaHOBJICHHOM 3aKoHOAaTenscTBOM Poccuiickoi @enepauun

TTpoxOXKAeHHE MECTPYKTaXa 110 OXpaHe TPy/a ¥ TEXHHKE 6€30IacHOCTH

Hpyrue
XapaKTepUCTUKH

JlononHuUTENBHEIE IPOdECCHOHANBHBIE TIPOrPaMMbI — IPOTPAMMB] IOBBIIIIEHUS
KBaJTH(HKALHHK, TPOrpaMMEI IpodecCHOHANBHOM NEPENOATOTOBKH 10 NPOGHITIO
JESTeTbHOCTH

HOHOJIHI/ITCIIBHBIC XapaKTCPHCTHKH

Haumenopanune Kon HaumeHoBan#ue 6a30BOi Ipynnsl, AOIDKHOCTH (TIpodeccun)
JIOKYMEHTa WIH CIIEI[HAJIbHOCTH
OK3 1321 PyxoBoguTesu moapazaesieHui (YIpasIsiomue) B
obpabaTriBaronieii MPOMBIILIEHHOCTH
EKC - I"maBHBIH TEXHOJIOT
OKIIJTP 21009 ['naBHBIN TEXHONOT (B MPOMBIILIEHHOCTH)
OKCO 2.18.04.01 XHAMHUYecKasl TEXHOJIOTHS
2.18.04.02 DHepro- 4 pecypcocOeperaronue Ipouecchl B XHMUYECKOM
TeXHOJIOTHH, HehTeXUMHUH ¥ OHOTEXHOJIOIMH
2.19.04.01 buoTtexHonorns ’
2.28.04.03 Hanomarepuais!
2.28.04.04 HanocucTeMsl # HaHOMaTEpHAaJIbI
3.33.05.01 dapmanus
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3.6.1. TpynoBas pyHKnHS

HauMeHoBaHue

IpoucxoxaecHue
TpyH0BOi GyHKUMI

OpraHu3anus IpoN3BOJICTBA K
XpaHEeHHs TOTOBBIX
HaHOCTPYKTYPHUPOBAaHHBIX
JIEKAPCTBEHHEIX CPE/ICTB

YpoBeHs
Kon F/01.7 | (momyposens) 7
kBaudHKaLIH

Opurugnan X 3auMCTBOBAHO U3 OpUTHHANA

Kon PeructpanuoHHBIH HOMEp
OpuruHana npo¢ecCUOHANBHOrO
CTaHAapTa

Tpynossie
IeHcTBHS

VTBepXKIeHHE TEXHOIOIHYECKOH MOKYMEHTAllMH, periJaMeHTHPYIOIIEeH IpoLece
IPOM3BOICTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

CoracoBaHHe IIIAHOB NPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB Ha ONpeAEIICHHBIH epro/ (Mecsl, KBapTall, Tojl)

ObecneucHre NPOM3BOACTBEHHEIX IOApa3feieHUuii HEOOXOMMMBIMH DECYypCcaMu
V1A BBINOJHEHHs HX  (YHKIMOHAIBHBIX  3alad 10 IIPOH3BOJACTBY
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB

O6ecneueHue mpoBeIeHAA KBUTHHKANNN 060pyAOBaHHS, HHKEHEPHBIX CHCTEM H
BaTHIALUI TEXHOJOTHYECKHUX MIPOLIECCOB IIPOM3BOZICTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPECTB

YTBep)KlICHI/IC opsaKa, HOpM H MECT XpaHCHHA IIPOU3BEACHHBIX
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPEICTB

Heobxonumeie
YMCHHAS

OCYIIECTBIIATH OLIEHKY COOTBETCTBHA CONEPKAHHUA TEXHOIOTHIECKUX JOKYMEHTOR
TpeOOBaHUAM K CHIPBIO, MOJYNPOAYKTaM H TOTOBBIM HAaHOCTPYKTYPHPOBAHHBIM
JIEKapCTBEHHBIM CPEeCTBAM

CornacoBriBaTh IUIaHEl MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CPEACTB

[IpoHM3BONMTL YIpaBIE€HHE KOMIUIEKCHBIMH IPOEKTaMH, OO€CIICYHBAIONIMMU
Gecriepe6oiiHyl0  peanu3andi0  TEXHONOTHUYECKMX  ITaloB  MPOMU3BOJACTBA
HAHOCTPYKTYPHPOBAaHHBIX JICKADCTBEHHBIX CPEICTB

Heobxonumeie
3HAHASA

MeTtoaudeckne MarTepuanbl IO TEXHONOTHYECKOH IOATOTOBKE IPOU3BOACTBA,
npoduis, clenuamM3anids @ OCOOEHHOCTH OPraHH3aIHOHHO-TEXHOIOTHICCKOH
CTPYKTYphl OpraHH3alH{

XapaKTepHCTUKH HEIDKEHEPHBIX CHCTEM H TEXHOJOTHYECKOro 00OpyAOBaHHSA
IPOH3BOJACTBA HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB

AHaTUTHYECKHE METOJUKH M METOABI BU3YAJIbHOTO KOHTPOJIL TEXHOJIOTHICCKOTO
nporecca IPOH3BOACTBAa HAHOCTPYKTYPHUPOBAHHEIX JIEKapPCTBEHHBIX CPEJICTB

Metoanl H MHCTPYMEHTHI YNpaBJIeHHs PHCKaMH IPH OCYLIECTBJICHHH Ipouecca
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TIpHHIMIE BATHJANUE TEXHOJOTHYECKHX IIPOLECCOB, AHATHTHICCKHX METOIUK,
KBanuuKanuu fHoMemeHudi M 0oOOpYyIOBaHHMs, HHXXCHEPHBIX  CHCTEM,

HCIIOJIB3yCMBIX IIpH OCYILECTBIICHHUH Iponccca ITPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JICKAPDCTBCHHBIX CPENICTB

TexHomornaeckuit mporecc TIIPOU3BOACTRA HaAHOCTPYKTYPHUPOBAHHEBIX
JICKApCTBCHHBIX CPEICTB

Metoast HNpenynpeKaCHHA MI/IKp06I/IOJIOI‘IfI‘{eCKOI‘O 3arpA3HCHUA

HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCHICTB

Tpe6oBaHHs N[O JNULEH3UPOBAHHIO HAHOCTPYKTYPUPOBAaHHBIX JIGKAPCTBEHHBIX
CpeACTB
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JICKAPCTBCHHBIX CPCICTB

Merogsl  CTATHCTHYECKOTO
OCYIIECTBICHAH mpoiiecca

VIpPaBJICHHA Ka4eCTBOM, HCIIOJIIB3YEMBIC IIpH

IIPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX

TpeGoBaHusl CaHMTAPHOTO DPEXHMa, OXpaHBl TPyAd, MOXKApHOH Oe€30macHOCTH,
OXpaHBI OKpYKaromei cpesl

Hpyrue

XapaKTepHUCTHKH

3.6.2. TpynoBas pyHxumusa

HaumenoBaHne

O6ecneuenne MpOBENCHASL
KBaTM(pHKAUKY H BaJTH ALK
IIPOLIECCOB IPOU3BOACTBA
HAHOCTPYKTYPUPOBaHHBIX
JIEKapCTBEHHEIX CPE/ICTB

Kon

F/02.7

YpoBeHs
(no/ypoBeHb) 7
KBaTH(HKALUH

ITponcxoxaenue
TPYHOBO# PYHKLIHK

OpwuruHan X

3avMCTBOBAHO U3

OpHrMHasa

Kon PerucrpaumoHHbIi
OpHMrMHANa HOMeEp
npodeccHoHaNnbHOTO
CTaHIapTa

TpynoBsie aelicTBHA

InanupoBande mpoBeAeHHs paboT MO KBATH(HKAMH H BaIMIAIMHM TPOLECCOB
NPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPE/ICTB

Onpe,nenenne OTBETCTBCHHBIX JIMII 32 IIPOBEIACHHE KBaJIIrI(bI/IKaJ.II/II/I U BaJIHAALIMHA
MIponeCCOB MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEBIX CPEACTB

PykooncTBo KBaiudpuKamuet ¥ BalManMed IPOIECCOB  IPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

CornacoBaHue OTYETOB O KBaJII/I(l)HKaI.II/II/I M BAIHJAIHH MPOIECCOB MPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCCTB

Heobxonumeie
yMeHHS

IIpon3BOANTL YIpaBieHHe KOMIUIEKCHBIMH IIPOEKTaMH, OOeCcIeqHBaIOMUMH
GecriepefoiiHyl0  pealM3alMIo  TEXHOJNOTMYECKHX  OTalmoB  IPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OuenuBarb 00beMBI HCIIBITAHHN IIpH KBaJII/I(i)I/IKaIII/II/I H BaJIHHAIMA HPOLCCCOB
TPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CpCIACTB

PyKOBOJMTH MOMYMHEHHBIM IIEPCOHANOM IpPH OCYIIECTBICHHH KBATH(HKAUKH H
BaIMJALHH MPOLIECCOB IPOM3BOICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpelCTB

HpOPIBBOIlI/ITL OIICHKY JOKYMCHTAIUH IO BAIMAALINH H KBaJII/I(l)I/IKaIIIfII/I IponeccoB
NpPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPDCTBCHHBIX CpCACTB

HeoGxomumele
3HaHUS

MeroaudecKde MaTepHalbl MO TEXHOJOTHYECKOH IIOArOTOBKE IPOH3BOJCTBA,
npodune, cnenupanM3anns ¥ OCOOCHHOCTH OpraHM3alMOHHO-TEXHOJOrHYEeCKOM
CTPYKTYpPhI OpraHH3alHU

XapaKTepnchn HHXXCHCPDHBIX CHCTEM H oGopynonaHym IIPOU3BOACTBA
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPCACTB

XapakTepuCTHKA NOMEIECHAH, CBA3aHHBIX C IPOLECCOM NpPOM3BOJACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPE/ICTB

HpHHI.II/IHBI CTaHAAapTH3allMH M KOHTPOJA KayeCTBa HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHEBIX CPCACTB

HpaBHJIa SKCIUTYaTallHd TEXHOJIOTHYECKOTrO0 H HCIBITATCIBHOIO o6opy,uoaanna,
CpEeacCTB I/IBMCPCHI/If;I, HCIIOJIb3YEMBIX Ipu OCYICCTBJICHUH nponecca
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NMpOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKaPCTBCHHBIX CPCACTB

AHauTHYECKHE METOAUKH U METOABI BU3YAIBHOIO KOHTPOJII TCXHOJOTHIECKOTO
npouecca Mporu3BOJICTBA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBCHHLIX CPCIACTB

Texnomorugyeckuii IpoLecc IPOU3BOACTBA HaHOCTPYKTYPUPOBAHHBIX
JICKapPCTBEHHBIX CPEICTB

MeTonsl ¥ MHCTPYMEHTHI YIIPaBJICHHS PUCKaMM NIPH OCYLIECTBJICHHMH IpoIecca
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB

HpPIHI_IHIIBI BAJIUAAITHKH TEXHOJIOTHYECKHX HPONECCCOB, aHATUTHYCCKHX MCTOIUK,

KBamM(HUKaMM HOMeIleHud M o0OpyINOBaHHs, MHIKEHEPHBIX  CHCTEM,
HCIIONB3YEMBIX pa OCYIIECTBIICHHH npoiecca IPOM3BOJACTBA
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Mertonsr IpeaynpexIaeHus MHKPOGHOJIOTHIECKOTO 3arpsa3HCHAS
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

MeTonBl CTaTHCTHYECKOrO YIpaBlIeHHWs KadeCTBOM, HCIOJb3yeMble IIpH
OCYILECTBICHUN mpouecca MIPOU3BOJCTBA HAHOCTPYKTYPHPOBAaHHBIX

JICKAPCTBCHHBIX CPCIACTB

Tpe6oBaHHA CAaHHTAPHOTO PEXMMa, OXpaHHl TPyZAa, MOXapHOH 6€30IacHOCTH,
OXpaHEI OKpY)KalOHIEeH CpeJibl

Apyrue

XapaKTEepPUCTHKH

3.6.3. Tpynosas pyHKIHSA

HaumeHoBaHHe

INpoucxoxaeHue TpynoBoi
yHKLHH

IpeaynpexaeHue OTKIOHEHUH pH v
POBEHB
OPOMBIIUICHHOM IIPON3BOACTBC Kox F/03.7 (nonyponem,) 7
HAHOCTPYKTYPHUPOBAHHBIX D A—
JICKAPCTBCHHLIX CPECACTB
Opurmsan X 3auMCTBOBAHO U3
OpHrHHAJIA
Kon PeructpatvoHHBIH
OopHruHana HOMEp
npo¢ecCHOHANBHOTO
cTaHaapTa

TpynoBeie AeHCTBHS

Viopasnenue paboToif mIepcoHala IO MNPOBEJEHHMIO aHAIW3a PUCKOB IIpH

OPOMBIIUIEHHOM — MPOH3BOACTBE  HAaHOCTPYKTYPHPOBAHHBIX — JIEKapPCTBEHHBIX
CpEACTB
OcymecTpiende pabOT 1O aHaUM3y M YOPaBICHHIO pHCKaMH IIpH
NPOMBINUIEHHOM IIPOM3BOACTBE  HAaHOCTPYKTYPHPOBaHHBIX  JIEKApPCTBEHHBIX
CpeACTB

YTBepxaeHHE IIaHA KOPPEKTHPYIOMMX M IpeAyNpekatomux nelcTBHi,
HAlPaBJICHHBIX Ha YCTPAHEHHE BBUBJICHHBIX NIPH MPOBEJCHHH aHAIH30B PHCKOB
OTKJIOHEHHUH

KOHTpomb  CPOKOB  BBHINONIHEHHS  IIEPCOHANOM  KOPPEKTHPYIOIUMX — H
NpeyIpexIaomuxX AeHCTBUH, HAIIPABICHHBIX HAa yCTpaHEHHE BHIABICHHBIX IIPH
IPOBEJEHUH aHATN30B PUCKOB OTKIOHEHHM

Ananu3 3¢ (eKTHBHOCTH KOPPEKTHPYIOIMMX H OPeXynpexxIarolux NeHcTBHH,
HANpaBJIEHHbIX HA YCTPAHCHHE BBUIBJICHHBIX IIPH MPOBEICHUM aHAIHM30B PHCKOB
OTKJIOHEHHH

Heobxoaumele
yMeHHUs

Pacnpezenats HYHKIMOHATBHBIE 005A3aHHOCTH 110 MPOBEACHUIO aHAH3a PHCKOB
CpelH MOAYHHEHHEIX COTPYJHUKOB
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Oprann30BLIBATH BRITOMHEHHE PabOT 10 aHATH3Y M YNPABICHHIO PHCKAMH IIDH
NPOMBINDICHHOM — TPOM3BOJCTBE HAHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX
CpE/ICTB

BHoCHTh KOpPEKTUBHI B IpEACTaBICHHBIE HAa YTBEPKIACHHC NPOEKTHl IUIAHOB
OCYIIECTBJICHHS ~ KOPPEKTHPYIOIMX M  NPEAyNpPeXHAlomuX  AeCTBUM,
HallpaBJIeHHBIX Ha YCTPaHCHHE BBIABICHHHIX NMPH MPOBEICHHN aHAM30B PHCKOB
OTKJIOHCHHH

OCyIIECTBIATh KOHTPOJIb PEANN3ANNUA KOPPEKTHPYIOIHX H IPEIyIpeKIaiomuxX
JCHCTBHM, HANpaBlieHHBIX HA YCTpaHEHHE BBHIABICHHBIX MNP IIPOBEACHHH
aHAIM30B PHCKOB OTKJIOHEHHH

HeobxoauMele
3HAHUA

MeroaudecKde MaTepHabl IO TEXHOJIOTMYECKOH IOATOTOBKE INPOH3BOJCTBA,
npoduib, crenuanu3anui ¥ OCOOCHHOCTH OPraHH3alMOHHO-TEXHOJOTHIECKOH
CTPYKTYpPHl OpraHH3alvy

XapaKTEpUCTHKH OCHOBHBHIX HH)KEHEPHBIX cHCTeM H  ofopymoBaHwus,
HCTIONB3YEeMBIX npu OCYIIECTBIICHHH porecca IPOU3BOIACTBA
HaHOCTPYKTYPHPOBaHHbIX JIEKAPCTBEHHBIX CPEHICTB

XapaKTepHchH TNOMEIIeHAN, CBA3aHHBIX C IIponeccoM INPOH3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JICKADCTBEHHBIX CPCACTB

HpI/IHIII/IIIBI CTaHAapTH3aMd W KOHTPOJA Ka4deCTBa HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBEHHBIX CPCICTB

Meroas! OINTHMH3aALH TEXHOJIOTHUCCKHUX IIPOIICCCOB, CBA3aHHBIX (v
NPOH3BOACTBOM HAHOCTPYKTYPUPOBAHHEBIX JICKAPCTBEHHBIX CPCACTB

TlpaBuna 3KCIUTyaTallHH TEXHOJOTMYECKOro H HCIBITATENbHOro o60py/loBaHHs,
CpeICTB  M3MEPEHHWil, MCHONb3yeMBIX MpH  OCYHIECTBICHMH  IIpoliecca
NPOH3BOJICTBA HAHOCTPYKTYPHPOBAHHAIX JIEKAPCTBEHHEIX CPEICTB

AHamaTHYCCKHE METOJIUKH U METOMBI BH3YyaJIBHOT'O KOHTPOJII TEXHOJIIOIHICCKOTO
nponecca IIPON3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHBIX CpEACTB

MerTonsl  HHCTPYMEHTH YIIPaBJICHHs PHCKaMH IPH OCYIICCTBIEHHH Iponecca
OPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HpHHI.IPIHH BIMAALMH TEXHOJOTHYECKHUX IMPOLECCOB, AaHAIMTHYECKHX MCTOIHK,
KBaJIPIq)I/IKaIII/IPI MOMCIIEHHK U O60leIOBaHIfISI, HHXXCHCPHBIX  CHCTCM,
HCIIOJIE3YEMBIX 1pu OCYIIECTBIICHUN mponecca TIPOU3BOACTBA
HaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

TexHoorH4ecKuit IpoLIECcC MPOU3BOJCTBA HAHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB

Metoast NpeRyupexXICHUS MHKpO6HOJIOFH‘ICCKOI‘O 3arpA3HCHUSA
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCACTB

TpeGoBaHUs CAHHTAPHOTO PEXHMA, OXPaHBI TPy/Ja, MOXApHOH Ge30macHOCTH,
OXpaHEI OKpYKalolled Cpeibl

Apyrue

XapaKTEPUCTUKH

3.6.4. TpynoBasi pyHKIHSA

HanmeHoBauue

[Tpoucxoxaexne
TpyAoBOM QYHKIMM

[IpoBeaenHe KOMILIEKCHOTO YpoBeHb
aHaJIK3a JeATeIbHOCTH Kox F/04.7 (noxypoBeHs) 7
HOJpa3/ieIeHUs KBaTH(HKALHH
3auMCTBOBAHO K3
Opurunan X
OpuruHaia

Kox PeructpauuoHHsIii HOMEp
opuriHaia  MpodeccHOHANLHOrO CTaHAapTa
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Tpynoseie AeHCTBUSA

OcymecTBieHre oumeHKA 3(QeKTHBHOCTH HCMONB30BaHMA  0OOpyAOBaHHs
NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX IEKAPCTBEHHBIX CPEIICTB

HpOBeneHne aHaJIN3a YIpaBJsICMOCTH TEXHOJIOIHICCKHUX IIpoLHecCcoB
IIpON3BO/ICTBA HAHOCTPYKTYPHPOBAHHLIX JICKapCTBCHHBIX CPCIICTB

OCYHICCTBHCHHC OLCHKH JOCTUTHYTEIX KJIIOYCBBHIX MoKa3aTteneil JeATeIbHOCTU B
o0yacTH KadecTBa BBEIIIYCKA€MBIX HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX
CpEACTB

OcyinecTBIeHHe OLEHKH JOCTHIHYTHIX KIIOUEBHIX MOKa3aTeleH JeATeIbHOCTH B
06J1acTy 6e301acHOCTH (hapMalleBTHIECKOTO IPOM3BOACTBA

AHamH3 OTKIOHEHWH B pacxoae CeIpbf HU MATCPHAIIOB B IIPOH3BOACTBC
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBECHHBIX CPEJICTB

Heobxonumele IIpoM3BOAMTh YIpaBJICHAE KOMIUIEKCHBIMH IIPOEKTaMH, O0O€CIIEUHBAIOMMMH
yMEHUS OecnepeOOiiHYI0  peaiM3alMi0O  TEXHOJNOTHMYECKHX  OTaloB  MPOU3BOJCTBA
HAHOCTPYKTYPHUPOBAHHLIX JICKAPCTBEHHBIX CPEICTB
AHaM3UpOBaTh HCIIONIB3YEMYIO TEXHOJIOTHIO TIPOH3BOJICTBA
HAHOCTPYKTYPUPOBAaHHEIX  JIGKAPCTBEHHBIX  CPEACTB M YHPAaBIAEMOCTBb
TEXHOJIOTHYECKUX MPOLIECCOB
OcyImecTBIATh TEXHOJOIHICCKU T mpouecc MPOHU3BOJICTBA
HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEACTB
OCymecTBIATh  OLEHKY  JOKYMEHTAllMH,  OTpaXalolled  pealnsyeMble
TEXHOJIOTHYECKHE MPOLECCH NPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEJICTB
ITpon3BOAUT, aHAMM3 MOKa3aTeNel KadeCTBa BHINYCKAEMON MPONYKIMH H
6e3onacHOCTH B 00/1acTH (hapMaileBTHIECKOTO MPOM3BOACTBA
CocTaBiaATh OTYET IO IPOBEAEHHOMY KOMILUIEKCHOMY aHAlH3y AEATEIBHOCTH
nopa3ecHus, peaTH3yIOILETO npouecc MIPOU3BOJCTBA
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB
Heo6xonumsie MeToqudyeckue MAaTepHANBl MO TEXHOJNOTHYECKOH IIOArOTOBKE IPOM3BOJICTEA,
3HAHUA npoduib, cnenpanu3amus ¥ OCOOEHHOCTH OpraHH3alHOHHO-TEXHOIOTHYECKOH

CTPYKTYPHI OpraHH3alHU

XapakTepHCTHKH  OCHOBHBIX  HHDKCHEPHBIX CHCTEM M O0OpyAOBaHMs,
HCIIONB3YEMBIX npu OCYIIECTBJIEHHH mpolecca HpOH3BOACTBA
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHLIX CPEICTB

XapakTepUCTHKH [OMEMCHAN, CBA3aHHBIX C IPOIECCOM  IPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPE/CTB

IpuHUMNBl CTaHZAPTH3AMMH M KOHTPOJIA KavyeCTBa HAHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHEBIX CPEJICTB

Meronsl  ONTHMH3AIHMH  TEXHOIOTHMYECKMX  NPOLECCOB,  CBA3aHHBIX €
[POX3BOACTBOM HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHEIX CPEJCTB

HpaBnna SKCINTyaTanMy TCXHOJIOTHYCCKOro M HCHBITATCIBHOIO OﬁOPYHOBaHHﬂ,
CpEaCTB nsmepennifl, HUCHOJIB3YEMBIX Hnpu OCYHIECTBIICHUHN npooecca
TMPOU3BOACTBAa HAHOCTPYKTYPHPOBAHHBIX JICKApCTBCHHBIX CPCIICTB

AHanuTHYeCKHe METOANKH U METOABI BU3YAJIBHOTO KOHTPOJA TEXHOJIOTHYIECKOTO
nponecca Ipou3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKApCTBCHHEBIX CPEACTB

MeTonpl ¥ HHCTPYMEHTHI YIPABIEHHS PHCKaMH IIPH OCYIIECTBICHHH Npolecca
NPOHM3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

TpUHIMNEI BaIMAALHA TEXHONOTHIECKHX MPOLECCOB, AHAMMTHICCKHX METOIUK,
KBaTHpHKAUHM IOMEIIEHWA M  OOOpYyJOBaHMs, HHXEHEPHBIX CHCTEM,
HCTIONB3YEMBIX U OCYIIECTBICHHH nporecca POU3BOACTBA
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHAIX CPEACTB
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Mertoast peynpexIcHAs MHKPOOHOJIOTHIECKOTO 3arpsi3HEHHA
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

TpeGoBaHHS CAaHHTAPHOIO PEXUMa, OXpaHBl TPyAa, MOXapHOH 0e30macHOCTH,
OXpaHBI OKPYXKaIOMEH CpeIb

Apyrue -
XapaKTEePUCTUKH

3.6.5. TpynoBas pynkmus

VipasneHue pa3paboTkoii 1 VposeHb
HammeHoBaHHe ONTHMH3anueil TEXHONOTHIECKOTO Kox F/05.7 | (momyporeHs) 7

nponecca ‘ KBaH(HKALHK
?pr;;ziﬁ;x;;zzzm OpurnHan X 3auMcTBOBAHO U3 OpHTHHANA

Kon PeructpanyoHHbIH
OpHruHana HOMep
npo¢ecCUOHaNBHOTO
CTaHAapTa

Tpynossle neiicTBus | YTBEpXKACHHE TEXHOIOTHYECKOH JOKYMEHTALMH, CBS3aHHOW € IPOU3BOICTBOM
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEIX CPEICTB

Opranusauus pa3paGOTKH HOBBIX TEXHOJIOTHYECKHX PEIICHHH IUIS ONTHMU3ALIMH
npolecca IPOU3BOACTBAa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPC/ICTB
Bre/jpeHHe HOBEIX TEXHONOTHYECKHX DeNICHHH 1 ONTHMH3AlMM [poliecca
IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEICTB

PaspaGoTka MepompusaTHHf 1O  YJNyYIICHHIO  Ka4yeCTBa  BBIMYCKaeMBIX
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTE

PykoBOACTBO pa3paboTKOii IIAaHOB ycTpaHeHuMs Opaka MpH TMPOH3BOACTBE
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEICTB

Opranuzanis HempepsIBHOrO 0OydeHHs NEPCOHANA, 3aHATOrO Ha MPOH3BOACTBE
HaHOCTPYKTYpPHUPOBaHHBIX JICKADCTBEHHBIX CPEACTB, H IOBBILCHHA €ro
KB UKALIK

Opranuzanus paboT MO H3YYEHHIO M BHEAPEHHIO HAYYHO-TEXHHYECKHX
JOCTH)KEHH H IIEPEefOBOrO ONBITA IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIeKapCTBEHHBIX CPEACTB

Heobxonumeie IMpoussoauts aHanu3 CYINECTBYIOMIETO mpouecca IPOHU3BOJICTBA
yMeHHS HAHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPEJCTB JULsl OLIPE/e/ICHHs BO3MOXKHBIX
peIIeHUH ero ONTHMH3AIUH

OcCymecTBIATE  OLEHKY  JOKYMEHTAIlHH, pernaMeHTHpYIolie  mpolecc
[POM3BOACTBA HAHOCTPYKTYPHPOBAHHbIX JIEKAPCTBEHHBIX CPEICTB

OcymecTBIATh TEXHOJIOTHYECKH I IpOIECC MPOH3BOJICTBA
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

Opranu3oBLIBaTh SKCIEPAMEHTATBHEIE paboTH Mo pa3paboTKe W ONTHMH3ALHH
TEXHOJIOTMYECKUX IPOIIECCOB, CBS3aHHBIX c HIPOU3BOJCTBOM
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

PykoBoauTs 00yd4eHHEM IepcoHalla, 3a/leHCTBOBAHHOTO B peajM3ally Ipomecca
IPOH3BOJCTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

Heob6xomumere MeTtoaudecKHe MaTepHalbl MO TEXHOIOTMYECKOH IIOATOTOBKE IPOMU3BOACTBA,
3HaHUA npoduib, crenHanu3auMs ¥ OCOOEHHOCTH OpraHH3alMOHHO-TEXHOIOrHYeCKOH
CTPYKTYpPbI OpraHu3alyy

JInueHsnoHHEIE TpeGOBaHWS NP INPOU3BOACTBE HAHOCTPYKTYPHPOBAHHBIX




JICKAapCTBCHHEIX CPCICTB

HpI/IHIII/Il'IBI JACIONPOH3BOJACTBA H IlOKYMeHTOO60p0Ta

HCpCl'ICKTI/IBH TCXHUYCCKOr0 pa3BUTHA (bapMauequecxoﬁ Ooprasn3anuu

DTansl NpOEKTHPOBaHUS, KBAIM(QUKAIINM H SKCIUTyaTalldd 3JaHHH, TOMELICHUH,
HIDKEHEPHBIX ~ CHCTEM, HCIONB3yEMBIX IIPH  OCYHIECTBICHHMH  Ipolecca
MPOM3BOJICTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

XapakTepHCTHKM  OCHOBHBIX  HMHJKCHEPHBIX CHCTeM M 00OpyZOBaHHi,
HCIIOJIH3YEMBIX npH OCYIOECTRIICHHH nporecca IIPOM3BOJICTBA
HaHOCTPYKTYPUPOBAaHHEIX JIEKAPCTBEHHEIX CPEJICTB

XapakTepuCTHKH IOMEINEHHH, CBA3aHHBIX C IPOLECCOM MPOU3BOIACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

IpUHIMIBI CTAHAAPTH3AUMK H KOHTPOJA KadecTBA HaHOCTPYKTYPHUPOBAHHBIX
JIEKApCTBEHHEIX CPE/CTB

Mertoast ONTHUMH3AIHA TEXHOJIOTHUCCKHX IIpoOHECCOB, CBA3aHHBIX C
TIPON3BOJACTBOM HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCIACTB

HpaBnna SKCIIyaTalli TCXHOJIOTHYECKOI0 U HCHBITATC/IBHOTO 060py11013aH1«m,
CpEACTB HSMepCHHﬁ, HCHOJIB3YEMBIX npu OCYIIECTBJICHUHA nmpongecca
MPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCACTB

AHaJIMTHYECKHE METOAMKM H METOABI BU3YaJIbHOI'O KOHTPOJIS TEXHOJIOTHYECKOTO
npoIiecca MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Metonsr u MHCTPYMEHTHl YIIpaBJCHUSA DPACKAMH NMPH OCYIIECTBJICHHM Iponecca
TMPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCICTB

TIpUHIKOL] BATAAAINAM TEXHOJIOTHIECKHX IPOIECCOB, aHAIMTHYECKHX METOIUK,
KBaTUpUKAUK TOMemeHuii M oOOpYIOBaHHA, HHXEHEPHBIX  CHCTEM,
HCIIONB3YEMBIX npu OCYIUCCTBICHHH npouecca IPOH3BOJCTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

MeToasl  NpeAyNpeXXACHHs  MEpeKpecTHOH M MHKpOOHOJIOTHYECKOH
KOHTAMHHALUY HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEACTB

Tpe6GoBaHHS CAHMTAPHOTO PEXHMMA, OXPAaHHl TPyAa, MOXapHOH 6e30macHOCTH,
OXpaHbl OKpYKalOIlEH Cpeibl

Hpyrue

XapaKTePACTHKH

3.6.6. TpynoBas pyHKnus

BrenpeHue 3KOHOMUYECKH

000CHOBaHHEIX, peCypco- H Vposens
HaumesnoBaHue npupoaocOeperarmux Koa F/06.7 (moaypoBeHb) 7
TEXHOJOTHYECKHX ITPOIIECCOB U KBanHQuKauuu

PEXHMMOB IIPOH3BOJICTBA

Hponqu‘mneﬂue Opuruxan X 3auMCTBOBAHO M3 OpUTHHANA
TpyRoBoii pyHKLHH
Kon PeructpalltOHHBIH HOMEp
OpHryHama npo¢eccHOHAIBHOTO
CTaHJapTa

TpyznoBbie AeHCTBHS

PazpaGoTka MepONpPHATHI IO CHIDKEHHIO Ce0ECTOMMOCTH — BBITYCKAacMBIX
HAHOCTPYKTYPUPOBAaHHHIX IEKAPCTBCHHEIX CPENCTB

PYKOBOI(CTBO COCTaABJICHHEM ILIIAHOB BHEAPCHUA HOBOH TEXHHKH U TEXHOJIOTHH

O6ecneueHne HOBBIIICHUSA YPOBHS TEXHOJIOTHIECKON IIOArOTOBKH H
TEXHHYIECKOTO NMepeOoCHAIICHUsA TPOU3BOACTBA
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HpPIHﬂTPIe MEp IO YCKOPCHHIO OCBOCHMS B HPOH3BOACTBE IPOTrPECCHBHBIX
TCXHOJIOTHYCCKHX NPOLICCCOB

Pa3paboTka MeEpONpHATHH 1O PEKOHCTPYKLHMH TEXHOJIOTHYECKHX YYacTKOB
IIPOM3BOJICTBa HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBEHHBIX CPENICTB

Heobxoaumsie
yMEHHUS

TIpou3BOAUTE OLEHKY TEXHOJNOTHYECKOH MOKYMEHTAIMH, PEraMEHTHPYIOIICH
IpOIIECC MPOH3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPENCTB

BBIONHAT PacyeThl MOIMHOCTEH H 3arpy3KH TEXHOJIOTMYECKOro o6opyAoBaHHs
IPOU3BOJICTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

Pa3paGaThiBaTh TEXHHKO-3KOHOMHYECKOE OOOCHOBAHME PEKOHCTPYKIHMM MIIH
pacIIMpeHHs POU3BOACTBA HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHEIX CPEJICTB

BHOCHTE KOPPEKTHBHl B NpEACTaBseMblE HAa YTBEPXKACHHE IIPOEKTH IUIAHOB
MEPONPHATHNA II0 YCKOPEHHIO OCBOEHHMS IIPOTPECCHBHBIX TEXHOJOTHYECKHX
pellleHH# B MpoIeccax MPOM3BOCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpencTB

OcCymecTBIATh ynpaBieHUe KOMIICKCHBIMH HayYHO-TEXHHYECKHMH IIPOCKTaMH C
IETBIO BHEIPEHHUS IPOTPECCUBHBIX TEXHOJIOTHYECKUX pemeHtH B CymecTBY oM Uil
IPOLECC MPON3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEICTB

HeobxonuMele
3HaHUS

MeTonuyeckde MaTepHalibl MO TEXHOJOTMYECKOH MOATOTOBKE HPOH3BOJICTBA,
npoduis, crenuanu3anusd W OCOGEHHOCTH OPraHM3allHOHHO-TEXHOIOrHYEeCKOH
CTPYKTYpHI OpraHu3aiHy

JIuneH3HoHHEIE TpeOOBaHMS IIPH TIPOM3BOACTBE HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB

Hepcnelc'mBm TEXHUICCKOr0 Ppa3sBUTHA (bapMauequecxoﬁ OpraHnu3ainnyu

DTansl NPOEKTHPOBaHHs, KBaIM(UKAIIUA M SKCILTyaTallMH 3[aHHMH, MTOMEIIEHHUIH,
HIDKCHEPHBIX ~ CHCTEM, HCIOJIL3yeMBIX IIpM  OCYLIECTBJIEHMHM  Hpouecca
HPOM3BOCTBAa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEICTB

XapakTepuCTHKH  OCHOBHBIX ~ HIDKGHEDHBIX CHCTeM H  00opyaoBaHus,
HCHONB3yeMBbIX upH OCYIIECTBIICHUM mpolecca MPOU3BOACTBA
HaHOCTPYKTYPHUPOBaHHKIX JIEKAPCTBEHHBIX CPEJICTB

XapaKTepnchH IIOMCIIICHI/Iif'I, CBA3aHHBIX C€ TPOLECCOM IIPOH3BOJZCTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEACTR

HpHHHHHBI CTaHJZAPTH3ALMKH H KOHTPOJIA Ka4deCcTBa HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPEICTB

Meroast ONTHMH3AITHHA TEXHOJIOTHYECKHX IIpOHECCOB, CBA3aHHBIX C
HPOH3BOACTBOM HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

Metonsl u HHCTPYMCHTBI YIIPpABICHUA DPHCKAMH JJd TOBBINICHHA KadcCTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCIACTB

TpeGopaHus CAaHWTAPHOrO PEXHMA, OXPAHBI TPYHa, MOXAPHOH 6€30MacHOCTH,
OXpaHbl OKPYKaIoIeH cpelsl

HApyrue
XapaKTePUCTHKH

IV. CBefenns 00 opranu3anusax — pa3paéoranxkax npogeccHoHaJbHOro CTangapTa

4.1. OTBerCTBEHAAN OPraHH3aANMA-PA3PaAdOTIAK

doHy1 HHOPACTPYKTYPHEIX H o6pazoearenbHbix mporpamm (POCHAHO), ropon Mocksa

I'eHepanbHBIH JUPEKTOD Csunapenko AHapeii I'enHanbeBry
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4.2, HauMeHOBAHHSA OpraHH3anuii-pa3paboTIYHKOB

1 | AHO «HanuoHaIsHOE areHTCTBO Pa3BUTHS KBanupukamuii», ropog Mocksa

3A0 «MHCTHTYT (hapMalIeBTHYECKUX TEXHOJIOTHITY, ropod Mocksa

Wi

000 Hayuno-npoussoncteensas ¢pupma «Matepna Menunka Xonauar» (Gunaan), ropoa
YensbuHck

OOP «PoccuiicKkuii cO03 MPOMBIILICHHHKOB H IPEAIIPHHAMATeei», ropoa Mocksa

000 «<HAHOJIEK», ropog Mocksa

000 «Hanodapma JleBenonment», ropoa Kasans

0OAOQ «Tarxumpapmpenapatsl», ropo Kaszansb

I~ jWnihs

WHCTHTYT TOHKHX XMMHYeCKHX TexHomoruit uMeHd M. B. Jlomonocosa ®I'6OY BO «MUPIA —
PoccuiicKuii TEXHOJIOTHYECKHI YHHBEPCHTET», ropox Mocksa

9 | ®I'BY «Bcepoccuiickuit HayYHO-HCCNENOBATENBCKHI HHCTATYT TpyAa» MHUHUCTEPCTBA TPYAA 1
colHaapHolM 3aumThl Poccuniickoit @epeparuu, ropol Mocksa

! O6mepoccuitckuii KnaccupuKaTop 3aHATHIA.

2 O6mepoccHiickuit KaccUUKATOpP BUAOB IKOHOMHYECKOH AEATENLHOCTH.

* Ilpukas Munsapascoupassutus Poccun ot 12 anpens 2011 r. Ne 302H «O6 yTsepikneHun nepeuneil BpefHsiX U (wiv)
OTACHBIX MPOM3BOACTBEHHBIX (AKTOPOB M PaboT, MPH BHIMOIHEHUH KOTOPRIX MPOBOAATCS 06A3aTeNbHbie NPeABapHTENbHBIE H
nepHOAHYECKHE MeIHLMHCKHE OCcMOTpHl (obGcnenoBanms), u Ilopsaka mposeaeHus o0sA3aTeNbHBIX MpeABapHTENBHBIX H
TIEPHOJMYECKHX MeIMLHHCKUX OCMOTpoB (0GCrefoBaHMi) paGOTHHKOB, 3aHATHIX Ha TkeNsx paborax W Ha paboTax ¢
BpeAHBIMH M (MJIM) ONMACHBIMM YCIOBMAMM TpyAa» (3apermctpupoBan Mumiocrom Poccmm 21 oxrabps 2011 r,
perncTpaumonnsii Ne 22111), ¢ U3MeHeHHAMH, BHECEHHBIMU NpuKasaMH Munsnpasa Poccun ot 15 mas 2013 r. Ne 2961
(3apeructpuposad MustoctoM Poccun 3 uions 2013 r., peructpauuonHsiii Ne 28970) u ot 5 nexabps 2014 r. Ne 801n
(zapeructpuposan MuniocroM Poccum 3 despans 2015 r., peructpauvonnsiii Ne 35848), npukasom Muntpyaa Poccun,
Munspasa Poccuu ot 6 ¢espans 2018 r. Ne 62n/49H (3apernctpupoBan Mumioctom Poccum 2 mapra 2018 r,
?erucrpaunonﬂmﬁ Ne 50237).

INpuxas Pocrexnamsopa ot 29 susaps 2007 r. Ne 37 «O mopsjke MOATOTOBKH W aTTeCTauuu PaGOTHHUKOB OpraHusallMi,
noanaxzopHeix ®enepanpHoii ciyxbe M0 IKONOrHYECKOMY, TEXHOJOTHYECKOMY M aTOMHOMY Haj3opy» (3aperdcTpHpoBaH
MumioctoM Poccun 22 mapta 2007 ., perdctpauuonnsiit Ne 9133), ¢ H3MEHEHHAMM, BHECEHHEIMM NpHKasamu PoctexHaazopa
or 5 mions 2007 r. Ne 450 (3apeructpupoBan MuniocroM Poccum 23 mrons 2007 r., peructpauvoHnsii Ne 9881),
ot 27 asrycra 2010 r. Ne 823 (3apernctpupoBan MumioctoM Poccum 7 centabps 2010 r., peructpaumonnbiii Ne 18370),
ot 15 nexabpa 2011 r. Ne 714 (3apeructpupoBad Muntoctom Poccun 8 despans 2012 r., perucrpaunoHHblii Ne 23166),
ot 19 aexabpa 2012 r. Ne 739 (3apeructpuposan MumiocroM Poccun 5 anpens 2013 r., peructpaumonnsii Ne 28002),
ot 6 mexabps 2013 r. Ne 591 (sapeructpupoan Mutioctom Poccun 14 mapra 2014 r., peructpauuonnbiii Ne 31601),
ot 30 mons 2015 r. Ne 251 (3apeructpuposas MusioctoM Poccun 27 mons 2015 r., perucrpanuonHbiii Ne 38208).

5 Enuubiii TapudHO-KBanMQUKALMOHHEIH cripaBoYHUK paboT M npodeccuii pabounx, semmyck 29, pasaen «IIpoussoacTso
MeAHKaMEHTOB, BUTAMMHOB, MEMIMHCKHX, OaKTEpUIHBIX ¥ GHONOrMYECKHX IIPENapaToB M MATEPHATIOBY.

¢ O6mepoccuiickuit knaccuduxarop npodeccuii paGounx, AOMHKHOCTEH ciykalluX ¥ TaApHPHBIX Pa3psiOB.

" O6mepoccuiickuit KaccHbUKATOp CHELHATBHOCTEH MO 06pa3oBaHHUIO.

8 Enunsiit KBanTHUKAHUOHHBIN CAPAaBOYHHK KOJDKHOCTEH PyKOBOAMTENEH, CIIEUMAIMCTOB H CIYKaIlnX.




