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NMPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB
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I. O01Me cBe/jeHUA

[MToaroToBKa M 3KCIuTyaTanysi 000py10BaHUs Jjisl TIPOMU3BO/ICTBA 26.019
HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBLIX CPE/ICTB
(HanMeHOBaHMe BUZa IPO(eCCHOHATBEHOM JesATeTbHOCTH) Kog,

OcHoBHas 11e/1b BU/ja TTpo(ecCOHaTbHOM esiTe/IbHOCTH:

ObecrieueHre TIOATOTOBKU U IKCIUTyaTalii 000pyJOBaHUs AJIs TIPOM3BOZCTBA HAHOCTPYKTYPUPOBAaHHBIX
JIEKapCTBEHHBIX CPeJICTB

['pynmna 3aHATHII:

1321 PykoBoguTenu noapaszesieHui 2144 NHxeHepbI-MeXaHUKH
(ynpasnsitoiue) B o6padbaTbiBaroieit
TPOMBILLIEHHOCTH
3115 TexHUKU-MeXaHUKU - -
(xoz OK3) (HaMeHOBaHMe) (xoxm OK3) (HaMeHOBaHUe)

OTHeceHMe K BHUIaM SKOHOMUUYECKOM AedaTe/JIbHOCTHU!




21.10 [Tpor3BoACTBO hapMarieBTUYECKHX CyOCTaHLIMI

21.20.1 IIpou3BOACTBO JIeKApCTBEHHBIX IIperapaToB

(kom OKB2M) (HaMeHOBaHUe BUJa SKOHOMUUECKOU /1eATeTbHOCTH)




II. Onucanue TPyAOBBIX (DYHKIHI, BXOAAIINX B MPo¢eccHoHAMbHBIN cTaHAApT (PyHKIHOHA/IbHAsA KapTa BHAA
npodeccCHoOHATBHOM IeATe/TbHOCTH)

O600111eHHBIE TPYI0BbIe (GYHKLIUN TpyzoBble QYHKIMU
YPOBeHb
Ko YPOBEHb (molypoBeHb
HavMeHOBaHUe KBa/MMQUKall HavMeHOBaHUe KO/ )
A 14151 KBa/M(uKaLll
15151
A |TIpoBeseHre TEXHUUECKOTO 4 [TpoBezeHMe MIAHOBBIX OCMOTPOB 000PYZ0BaHUs MPOM3BO/ICTBA A/01.4 4
o0Ocy)KuBaHUSI M1 pEMOHTa HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPe/CTB
TeXHOJIOTUUeCKOT0 000py10BaHUs [TpoBezieHMe MJITAHOBOT'O TEXHUUECKOTO 00CTy)KMBaHUsI 000pY/J0BaHUs A/02.4 4
TPOU3BO/CTBA MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKADCTBEHHBIX CPE/CTB
HAHOCTPYKTYPUPOBaHHBIX Ocy11iecTBieHHe PEMOHTA TeXHOJIOTHYEeCKOTO 000pyI0BaHHUS A/03.4 4
JIeKapCTBEHHBIX CPe/CTB TIPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPe/ICTB
B |O6ecnieuenue mo/iiep>kaHust 5 ObGecrnieueHrie ¥ KOHTPOJIb TTPOBE/IEHUS T/IAHOBLIX OCMOTPOB, B/01.5 5
OecriepeboitHO paboThI TJITAHOBOTO TEXHUUECKOT0 00C/Ty)KUBaHUSI 1 PEMOHTOB
TeXHOJIOTUYeCKOI'0 U PykoBOZCTBO MpoLleccOM MOHTaXKa (ZeMOHTa)ka) MHXeHepPHbIX CUCTEM B/02.5 5
BCTIOMOTaTe/IbHOTO0 000py/0BaHuUs 1 000pyZOBaHUs MTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
TPOM3BO/ICTBA JIEKapCTBEHHBIX CPeJCTB
HaHOCTPYKTYPHUPOBaHHBIX Pa3paboTKa 1 BefieHHe JOKYMEeHTAI[|H 10 SKCITTyaTaldu B/03.5 5
JIeKapCTBEHHBIX CPeJCTB 000py/J0BaHUSI M UHXKEHEPHBIX CCTEM
[TeproguuecKrii KOHTPOJIb TTaPaMeTPOB IITATHOTO Pe)KUMa PabOTEI B/04.5 5
000pyJ0BaHUS 1 TH)KEHEPHBIX CUCTEM, yIpaB/ieHUe UMHU
[TnanrpoBaHue ¥ KOHTPOJIb BBITIOJIHEHUS IeMCTBUM 110 KOPPEKLIU 1 B/05.5 5
TIPeYTIPEXK/IEHUIO OTKA30B B paboTe TeXHOJ/IOTHUeCKOTo U
BCIIOMOTaTe/IbHOr0 000pY/J0BaHusI MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKapCTBEHHBIX CPeZICTB
[TpoBefeHre 00yUeHHS U aTTECTALIUU TTI€PCOHAA, 3a/]eiCTBOBAHHOTO B B/06.5 5
peanu3aliy MepoTpUSITUN WH)KeHepHOro obecrieueHust rporjecca
MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHbBIX CPeJCTB
MeTposioruueckoe COTPOBOKIEeHNEe POU3BOCTBA B/07.5 5
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHbBIX CPe/CTB




Opranusanus fesaTebHOCTH 110
OCYILIeCTB/IEHUIO MH)XEHEePHOI0
COTIPOBOXKZeHHUs ITPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX
JleKapCTBEHHBIX CPeJICTB

Pa3pa60TKa M OpraHu3aliid BBITIO/THEHHWA IM/IaHOB TEXHUUYECKOI'0
06C]'IY)KI/IBaHI/IH ¥ PEMOHTAa MH)>X€HEePHbIX CUCTEM U OGOpy,[[OBaHI/IH
MPON3BOACTBA HAHOCTPYKTYDUPOBAHHLIX JIEKADCTBEHHLIX CPEACTB

C/01.6

Pa3paboTka 1 coriiacoBaHue ZOKYMEHTAL[|U 110 SKCIITyaTaliy
000py/ZI0BaHUs U MH)KeHEPHBIX CUCTeM, UCTI0/b3yeMbIX IPU
MIPOM3BO/[CTBE HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

C/02.6

Opranu3aifys Tpoljecca rofiep>KaHus TEXHUUeCKHUX mapaMeTpoB
000py10BaHusl, UCII0/IE3YEMOT0 TIPH TTPOU3BO/ICTBE
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPE/ICTB, B
perjiamMeHTHPOBAHHBIX Tpefiesax

C/03.6

KOoHTpO/Ib METPOJIOTHYECKOTO 00ecrieueH!s] MH)KeHePHBIX CUCTEM U
0060py/0BaHus, UCTIOJb3yeMbIX TIPH TIPOU3BO/ICTBE
HaHOCTPYKTYPUPOBAHHbIX JIeKADCTBEHHbBIX CPE/ICTB

C/04.6

PykoBozcTBO 1iporjeccom
WH)XeHePHOT'0 COMPOBOXKAEHUS
TPOM3BO/ZCTBA
HaHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB

PykoBozCTBO pa3paboTKOM [JOKYMeHTAI[UH 110 UHKeHePHOMY
COTIPOBOXK/IEHHIO MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

D/01.7

[TpoBeseHue MO/lepHM3aLIMU IPOU3BO/CTBA HAHOCTPYKTYPUPOBaHHbBIX
JIEKapCTBEHHBIX CPeJICTB

D/02.7

CoriacoBaHye MIaHOB PabOT 10 WH)KeHEPHOMY COTIPOBO’KZEHHIO
NIPOLIeCCOB MMPOX3BO/CTBAa HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX
Cpe/CTB

D/03.7

[TpoBefieHre KOMIIJIEKCHOTO aHau3a JesiTe/lbHOCTU MOoApa3zesieHust
10 UTH)KeHEepPHOMY COTIPOBOXK/IEHUIO TIPOM3BO/ICTBA
HAaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeZICTB

D/04.7

Ob6ecnieueHne NpoBe/ieHNs KBaMU(UKAIL[UM UHXEHEePHBIX CUCTeM U
00opy/i0BaHusI POM3BO/CTBa HAHOCTPYKTYPHUPOBaHHbIX
JIEKapCTBEHHBIX CPeJICTB

D/05.7

[TpoBeneHre MeporpUsiTHH TI0 MOATOTOBKE MPOM3BO/ICTBEHHOM
T/IOLaJKU K TIPOBe/IeHHUI0 MePOTIPUSITUH T10 JIMLIEH3UPOBaHMUIO,
VHCTIeKTUPOBAHUIO U ay/IUTam

D/06.7




IT1. XapakTepucTHKa 00001[€eHHBIX TPYAOBBIX (QyHKIHIA

3.1. O6o01enHas TpyaoBas ¢pyHkius «IIpoBeeHre TEXHHUECKOT0 00C/TY)KUBAaHUSI 1 PEMOHTA
TEXHO/I0THYeCKOro 000opy/A0BaHus MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeJICTB»

IMpoucxosxaeHre 06001eHHOM
TPyZAOBOU HyHKIUH

[IpoBeseHre TEXHUYECKOTO
00C/Ty>)KUBaHUS ¥ PEMOHTA
YpoBeHb
HaumenoBanue TEXHOJIOTUUECKOTO 000pyA0BaHHUS Kon A 4
KBa/MPUKaIuu
TPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEeHHBIX CPeJCTB
3aMMCTBOBaHO U3
OpuruHan X 1267
OpHrMHasa
Kon PerucrpaliioHHbI HOMep
OpUTHHAI NpoGheCcCHOHATBHOTO
a cTaHzapra

Bo3Mo)KHBIE HAUMEHOBaHMS
JO/DKHOCTeH, rpodeccuit

MexaHUK
TexHUK-MexXaHUK

TpeboBanus K 00pa30BaHMIO
1 00yueHHI0

Cpeanee npogeccroHanisHOe 00pa3oBaHUe - IPOrPaMMBbI MTOTOTOBKH
CTIeL[a/IMCTOB CPe/IHEro 3BeHa

TpeboBaHus K OTILITY
TPaKTUYECKOM paboThI

Oco0bble yc/ioBUs OTTyCKa K
paboTe

[TpoxoXkaeHue 00s13aTe/TbHBIX MPeBaPUTEIbHBIX (TTPH MOCTYIJIEHUH Ha paboTy)
Y TIepUOANUECKUX MeJULIMHCKUX 0CMOTPOB (00C/ieoBaHmii), a TaKKe
BHeOUEePeHbIX MeIMI[UHCKUX 0CMOTPOB (00C/IeIoBaHMi) B TTOPSIKE,
YCTaHOBJIEHHOM 3aKOHO/aTe/bcTBOM Poccurickont ®efepaiumn

[TpoxokaeHre UHCTPYKTa)ka TI0 0XpaHe Tpy/a U TeXHUKe 0e301MacHOCTH

Jpyrue xapakTepuCTUKU

[HoronHuTenbHbIe podeccuoHaIbHbIe TIPOrPaMMbI - IPOTPaMMbI TTOBBIIIIEHUST
KBanubUKaL|K 10 MpopuIro AesiTeTbHOCTU

[JornonHuTenbHble XapaKTePUCTHUKU

HanMeHoBaHHe [0KyMeHTa Kon HaunmeHoBaHre 6a30B0i TPYIITIbI, JO/DKHOCTH (TTpodeccrn)
WM CHeLuaabHOCTH
OK3 3115. TexHUKU-MeXaHUKHU
ETKC nmu EKC MexaHuk
OKIIOTP 24110 MexaHuK
OKCO 2016 2.15.02.01 MOoHTaX 1 TeXHUUeCKast SKCITyaTalys TPOMBILLLIEHHOTO
obopymoBaHus (TI0 OTpaC/IsiM)

3.1.1. TpypoBasi pyHKIMA

[TpoBeseHue T/1IAHOBBIX OCMOTPOB
000opy/10BaHMs TIPOM3BOZICTBA
HavmMeHoBaHue PYA p A Koz A/01.4 YpoBeHb 4
HaHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX KBa/M(HKALH
CpeacTB
Hponcxoum,quHe 00600111eHHOM OpurmHan X 3aMMCTBOBAHO 13 1267
TPYJOBO# QyHKIIHM OpUrHHama

Kog, PerucrpaljioHHbIit HOMep




OpUTHHa rpogeccroHaIbHOTO
a CTaHjapra

TpyZoBbIe 1elCTBUS

ITpoBepKa 1e/I0CTHOCTH KOPITyCa TEXHOJIOTHUECKOTO 000py/[0BaHUs
NPOX3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKApCTBEHHbBIX CPE/ICTB

OCMOTp COCTOSIHUS KPeTIIeHHsT 3aIlIUTHBIX OTPaKIeHUH U 3aTSDKKU O0J/ITOBBIX
COeZIMHEeHUM TeXHOJIOTUYeCKOT0 000pyA0BaHUs TTPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

OrjeHKa U3HOCA /IeMEHTOB 000py/J0BaHUsI TIPOU3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHbIX JIEKAPCTBEHHBIX CPEJICTB, Haubosiee 3a/1eliCTBOBAHHBIX
B OCYILIECTB/IEHUH TEXHOJIOTMUYECKOTO Mpotiecca (IyaHCOHbI, MaTPHILIbI,
00KaTOUHbBIE TOJIOBKN)

TECTI/IpOBaHI/Ie CHUCTEMBI YIIpAaBJ/IEHUS TeXHOJJIOTUYECKOIro O60py,l[0BaHI/IH
IMPpON3BOACTBA HAHOCTPYKTYPHUPOBAHHLBIX JIEKADCTBEHHBIX CPEICTB

Ocy11ecTByieHHe POBEPKHU CUCTeM OJIOKUPOBKHU U 6e3011acHOCTU
TeXHOJIOTMUeCKOro 060py10BaHUsI TIPOM3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/iCTB

Ocyl11ecTB/IeH!e aBTOMAaTHUECKOTO U PYYHOTO (TIPU HaJIMUWK) YTIPaB/IeHUs
paboToii TexHOIOrMYeCcKOTo 000pyZ0BaHMs TIPOM3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZACTB B PEXKUME XOJI0CTOTrO X07a

JIloKyMeHTHpOBaHHe pe3y/IbTaTOB OCMOTpPA 1 MPOBEPKU PaboTOCIIOCOOHOCTH
TeXHOJIOTUUeCKOTr0 000py/10BaHUs TPOU3BOZCTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPefICTB

HeobOxopumbie ymeHust

[Tpou3BOUTH OLIEHKY COCTOSIHUSI TEXHOJIOTMYeCKOro 060py/joBaHUs
MIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB, OT/e/IbHbIX
€ro y3/10B U CUCTEM

Ocy1ecTBATh 3aMyCK TeXHOJOTMYeCKOTro 000pyZ0OBaHKs POM3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX CPE/CTB B PE)KMMe XO0I0CTOT0 X0za
NIpY aBTOMaTU4YeCKOM M PYYHOM YIIpaB/IeHUH

OdopmATs pe3yabTaThl 0CMOTPA TEXHOJIOTUYEeCKOT0 000PY/A0BaHUS
TPOW3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB B
COOTBETCTBUM C UHCTPYKLIUSIMU TI0 O(DOPM/IEHUIO U APYTOM TeXHUUYeCKOM
IOKyMeHTaLuen

Heobxoaumble 3HaHUS

[TpuHIMIbI paboThI, TEXHUYECKHEe XapaKTePUCTUKU, KOHCTPYKTHUBHbBIE
0C00EHHOCTH TEXHOJIOTUYECKOT0 000PY/10BaHUs TPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

[TopsifoK OCylLleCcTBIeHNs 3TaloB KOMILIEKCA MEPONPUATHIN TI0 TEXHUUYECKOMY
00C/Ty)KMBaHUIO 000pY/JOBaHUsI TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

Kpurtepuu 1 nokasaresiv, XapakTepu3yrolye n3HoC 000py/[0BaHus
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U OT/e/IbHbIX
€ro y3/oB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30TacHOCTH,
OXpaHbl OKpYy>Karolel cpefibl

Oco0bble yc/1oBUs JI0TTyCKa K
pabore

[pyrue xapakTepucTUKU

3.1.2. TpypoBasi pyHKIMA




HPOBE,Z[EHI/IE IIJIaHOBOI'O TeEXHHUYECKOT'O

obcy>kuBaHHs 000py10BaHMUS YposeHs
HavmeHnoBaHue y PyA Kop A/02.4 P 4
TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBaHHBIX KBa/M(HKALH
JIEKapCTBEHHBIX CPeJCTB
ITpoucxosxaeHue 06001eHHOM 3aMMCTBOBAHO U3
P KA m Opurusan X 1267
TPYZAOBOU (HYHKIUU OpHUTHHasa
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHjapTa

TpyZoBbIe 1elCTBUS

MapKHpoBKa CTaTyca TeXHHUeCKOTro 00CTy>KuBaHMsI 000py/[0BaHUS
NIPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJICTB

Ocy1ecTBieHre TeXHIUECKOT0 00CTy>KuBaHWsl 000py10BaHUs TTPOU3BOACTBA
HaHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJICTB, TPeOYIOIIero Hamuuus
3/1eKTPONUTAHUS

[TpoBefeHue JeMOHTaXKa M pa30opku (Tipu He0OX0JUMOCTH) ChbeMHBIX OJIOKOB
000py/10BaHus MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX
CpefiCTB

[TpoBepka Ha/MuMsi U COCTOSIHHMSI BCTIOMOTaTe/IbHbIX MaTeprasnoB (CMa30uHO-
oXJIaXK/Aaro1iast JKUJKOCTb, GUIBTPbI, PACXO/HbIE MaTeprabl),
obecrieunBaronx becriepeOoitHyr0 paboTy 000pyZOBaHMsS POM3BO/ICTBA
HAaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

3amMeHa BCIIOMOTaTe/TbHbIX MaTePUa/IOB (CMa30UHO-0X/IaXK/1aroIL[ast KUAKOCTh,
(GUNbTPBI, pacXo/jHBIE MaTepUasbl), obecreurBarOIUX OecriepeboliHy0 paboTy
060py/I0BaHMs MPOM3BO/ICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPe/ICTB, CPOK KCIUTyaTalliy KOTOPbIX 3aKOHYHMJICS MJTH COCTOSTHHE KOTOPBIX
CBUJETE/ILCTBYET 00 U3HOCe

OreHka cocTostHUsI pabounx 6710K0OB 000py/J0BaHKS TIPOU3BO/ICTBA
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB (ITyaHCOHBI, U3MEe/TbUUTE Y,
00>KMMHBIe TOJIOBKH ), HanboJiee TIOABEP>KEHHBIX U3HOCY, UX 3aMeHa (Tpr
HEoOXOJMMOCTH)

BrinonHeHue ornepariuii o o6paboTke pabounx moBepxHocTeil 610K0B
TeXHOJIOTUUECKOTro 000py10BaHUsS] HEOOXOJUMBIMK BCIIOMOTaTe/TbHBIMU
cpefcTBamMM (Cmaska, MPOTUPKA)

BrhIsiB/ieHMe HeHCIIPaBHOCTEHM TeXHOJIOTHYecKoro 000py/JjoBaHUs POU3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

YcrpaHeHye BbISIB/IEHHBIX HEMCIIPABHOCTEN TEXHOIOTMUECKOro 060py/j0BaHUs
TIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

JloKyMeHTHpOBaHKe MpOBe/ieHNs TVIaHOBOT'0 TEXHUYECKOro 00C/Ty)KUBaHUS
000py/i0BaHMs MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CpeJCTB

HeobOxoaumbie ymeHust

[MoaroraBiMBaTh 000PYy/I0BaHKE TTPOU3BOACTBA HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBEHHBIX CPeJICTB K OCYIIeCTB/IEHUIO TJIAHOBOT'O TEXHUYECKOTO
00C/Ty>KUBaHUS

[Tpou3BOUTH OLIEHKY COCTOSIHUSI 000pYA0BaHUs TPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPEJCTB U OT/e/IbHbIX €r0 Y3/10B

[Tpou3BouTh TeXHUYeCKOoe 00CTyKrBaHe 000py/j0BaHusI MPOM3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPeJCTB B COOTBETCTBUH C
VHCTPYKLWSIMU U IPYTOM TEXHUUECKOM JOKyMeHTaruen

BHocuth pe3yJ/IbTaThl TPOBEAEHHOI'0 IJIAHOBOT'O TEXHUYECKOI'O O6CJ'IY)KI/IBaHI/IH




000py/10BaHusI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKapCTBEHHBIX
CpeJICTB B COOTBETCTBUM C MHCTPYKLIUAMU TI0 0(OPM/IEHUIO U IPYTOi
TeXHUYEeCKOU JOKyMeHTalen

Heobxogumble 3HaHUs

[MpuHLMn paboTkl, TEXHUUECKHEe XapaKTePUCTUKH, KOHCTPYKTUBHBIE
0c06eHHOCTH TEXHOJIOTHYeCKoro 060pyi0BaHNs TIPOM3BOACTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKaPCTBEHHBIX CPe/ICTB

TTopsi/I0K OCYII|eCTB/IEHHSI STAllOB KOMIT/IEKCA MEPOTPUSTHI TI0 TEXHUUECKOMY
o0ciykKrBaHUIO 000py/J0BaHUSI TIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIEKapPCTBEHHBIX CPE/ICTB

KpuTtepun 1 nokasaTeny, XapakTepu3yolljiie U3HOC 000pyJ0BaHHS
MPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U OTAETbHBIX
€ero y3/oB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOU 6e30TacHOCTH,
OXpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/ioBUs JOTTyCKa K
pabore

[pyrue xapakTepucTUK1

3.1.3. TpypoBasi pyHKIMA

HaumeHoBaHue

Ocy1jecTBiIeHNe PEMOHTA

ITpoucxosaeHue 06001eHHOM
TPYyZA0BOU (HyHKLIMH

TeXHOJIOTMUeCKOoro 060 OBaHUA YpoBeHb
PyA Kox | A/03.4 P 4
TIPOU3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX KBaM(UKALK
JIeKapCTBEHHBIX CPe/CTB
3auMCTBOBaHO U3
Opurunan X 1267
OpUrMHana
Kog, PerucrpaljioHHbIN HOMep
OpHUTHHA rpogecCroHaIbHOTO
a CTaHjapTa

TpyoBble feliCTBUS

Pa3bopka 060pyjoBaHMsl, arperaToB W MallliH TIPOH3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PeMOHT OT/ie/IbHbIX MeXaHUUeCKHX y3/I0B 000PyZOBaHUsI, arperaToB U MallliH
TPOKM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

3aMeHa M3HOILIIEHHBIX ieTaneld 000py/J0BaHus, arperaToB U MallliH
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpoMbIBKa, UMCTKA, CMa3Ka /leTasieil 1 y3710B 000pyj0BaHHsI TIPOMU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHbIX CPe/CTB

C6opka 000pyZOBaHUsl, arperaToB U MalllMH MTPOU3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HUcrieiTanre 060py10BaHus, arperaToB ¥ MallliH IMPOM3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[JoKymMeHTHMpOBaHWe NPOBE/IEHHOT0 KOMIL/IEKCa MEPOIIPUSITHM TI0 PEMOHTY
OT/leJIbHbIX MeXaHUUeCKUX y3/I0B U arperaToB

HeobOxopumbie ymeHust

AHanu3upoBaTh pe3y/bTaThl IVIAHOBBIX OCMOTPOB 3KCILTyaTUPyeMOro
000py/i0BaHMs MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
Cpe/iCcTB

[Tpor3BogUTL peMOHT (3aMeHy) BBILIEAIINX U3 CTPOSI 3/IEMEHTOB
TEXHOJIOTUUeCKOro 000py/j0BaHus ITPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB




OCYU.[ECTBJ'IHTB B38HMO,Z[€I>'ICTBI/IE C MMOCTAaBILINKOM /14 obecreueHust TOCTaBOK
3dITdCHBIX qaCTeﬁ, CMEHHBIX MaTepHa/IOB U KOMIVIEKTYIOLWUX [OJI4
TeXHOJIOTHUYeCKOro OGOPYAOBEIHI/IH IMPOKN3BOACTBd HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHbLIX CPe/iCTB, HEO6XO,E[I/IMBIX AJI €r0 PEMOHTAa

BHOCUTBH pe3y/bTaThl MPOBeIEHHOT0 KOMIT/IEKCA MEPOTIPUSTHI TI0 PEMOHTY
TeXHOJIOTHUECKOT0 000py/I0BaHUs TIPOU3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB B COOTBETCTBUM C UHCTPYKLIUSIMH U APYTOU
TeXHUYEeCKOM JOKyMeHTalen

Heobxoqumble 3HaHUS

OO011re IPUHITUTIBI pabOTHI, TEXHUUECKHE XapaKTePUCTUKU, KOHCTPYKTHUBHbBIE
0COOEHHOCTH TeXHOJIOTHYEeCKOro 000pY/J0BaHMS POU3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Jloka/nbHbIe akThl 10 PEMOHTY Y 3KCIUTyaTallud TeXHOJIOTMUeCcKoro
000py/10BaHusI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKapPCTBEHHBIX
CpeJCTB

[Topsiiok oopMeHus JOKyMeHTaLUK /1JIs1 IO/TyYeHUsl 3aracHbIX yacTel,
CMEHHBIX MaTepraoB U KOMIUIEKTYIOIIUX /1JI1 TEXHOJIOTUYECKOT0
000pyi0BaHus POM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAaPCTBEHHBIX
Cpe/iCcTB

Oco6blie yc/ioBUS AOMyCKa K
pabore

[pyrue xapakTepUCTHUKU

3.2. O6o0menHast TpyaoBas pyHKIusa «ObecneueHne Mo ep>KaHusa decriepedoHO# paboThl
TEeXHO/I0rMYeCcKOro ¥ BCIIOMOraTe/IbHOro 000py/A0BaHusl MPOU3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX

JIeKapCTBeHHBIX CPe/ICTB»

HaumeHoBaHue

IMpoucxosxaeHre 06001eHHOM
TPyZAOBOU HyHKIUH

Ob6ecrieueHue TMO//IeP>KaHUS
Oecriepe6oiTHOM pabOThI
TEXHOJIOTUUECKOTO U BCTIOMOTaTe/TbHOTO Kox B YpoBeHb 5
060py10BaHusI TPOU3BO/CTBA KBaM(UKALH
HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeficTB
Opruman X 3aMMCTBOBaHO U3 1267
OopYrvHasa
Kon PerucrpaliioHHbI HOMep
OpHTMHaJ MpodhecCHOHaTBHOTO
a cTaHzapTa

Bo3Mo)KHBIE HAUMEHOBaHMS
JO/DKHOCTeH, rpodeccuit

NHkeHep-mMexaHUK
Nuxenep

TpeboBanus K 00pa30BaHMIO
1 00yueHHI0

Beiciiee ob6pa3oBaHue - 6akasmaBpuaT

TpeboBaHus K OTILITY
TPaKTUYECKOM paboThI

Oco0ble yc/ioBUs JOTTyCKa K
paboTe

[TpoxoXkaeHue 00s13aTe/TbHBIX MPeJBaPUTEIbHBIX (TIPH MOCTYIJIEHWH Ha paboTy)
Y TIePUOANUECKUX MeJULIMHCKUX 0CMOTPOB (00C/ieioBaHmii), a TaKKe
BHEOUEePeHbIX MeIUIUHCKUX 0CMOTPOB (00C/IeloBaHMi) B TTOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/aTe/bCTBOM Poccurickont defepaiumn
[TpoxoskaeHre UHCTPYKTa)ka Tlo 0XpaHe Tpy/a U TeXHUKe 0e301MacHOCTH

Jpyrue xapakTepuCTUKU

IonomHuTenbHbIe podeccroHaIbHble TPOrPaMMbI - IPOrPaMMbl MOBBILLIEHHS




|

KBanubUKaI|K 10 PO AesiTeTbHOCTU

,D;OHOJIHI/ITEJIBHLIG XdPaKTePUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Koz HanmeHoBaHre 6a30B0i TPYTIIbI, O/DKHOCTH (TIpodeccrm)
VJTU CIeLualbHOCTH
OK3 2144. NHxeHepbI-MeXaHUKU
ETKC nwm EKC VHXeHep-MeXaHUK
OKIIATP 22509 VHkeHep-MexaHUK
OKCO 2016 2.12.03.04 broTexHuyeckue CUCTeMbl U TeXHOIOTUH
2.15.03.02 TexHosiorMueckyie MallvHbI ¥ 060pyj0BaHNe
2.15.03.04 ABTOMAaTH3aLMs TeXHOJIOTUUeCKUX ITPOLIeCCOB U
TIPOX3BO/CTB

3.2.1. TpypoBas pyHKIUA

ITpoucxosxaeHue 06001eHHOM
TPYI0BOM QYHKI[UH

ObGecnieueHre ¥ KOHTPOJIb TIPOBE/I€HUS
YpoBeHb
HavmeHosanue IIJIAHOBBIX OCMOTPOB, I/IAHOBOI'O Kop, B/01.5 5
KBa/TUUKaLUA
TeXHU4eCKOro O6CJ'IY)KI/IBaHI/IH U PEMOHTOB
3aMMCTBOBaHO U3
Opurunan X 1267
OpWT'MHana
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyoBbie felcTBUS

JlMarHoCTHKa OCHOBHBIX Y3/I0B, arperaToB, MallliH U 000pyoBaHus1, paboTa
KOTODBIX B/IMSIET HA KAUECTBO TOTOBOM MPOAYKIIMH, C 1Ie/IbI0 OTpe/ie/IeHus]
o0beMa peMOHTa TIPH MPOBEIEHUH MTOC/IEAYIOIIEro MIAHOBOTO TeEXHUYECKOTO
00C/Ty>KUBaHUS

AHanu3 0TKa30B O60py,£[OBaHI/I${ N JdHHbIX MOHUTOPHWHI'A pa6OTOCHOCO6HOCTI/I B
COOTBETCTBUU C MHCTPYKIJUAMU U ,qpyroﬁ TeXHUUEeCKOM ,I[OKYMEHTaI_[I/IEﬁ

[TpoBeseHre aHaM3a PUCKOB 1 KaueCTBa BbIITyCKaeMOU MPOAYKLMU Ha BCeX
jTarnax TeXHOJOTMYeCKOro MPOLIeCCa, CBSI3aHHOTO C Pab0TOM TeXHOIOTUYeCKOT0
Y BCTIOMOTaTe/TbHOTO 000PY0BaHUs

H]IaHI/IpOBaHI/Ie HOTpE6HOCTI/I B IIpOBe€1€eHWU TIVIAHOBBIX OCMOTPOB U
TeXHU4YeCKOoro O6CJ'Iy>KI/IBaHI/IH OCHOBHOI'O 1 BCIIOMOI'aTe/IbHOI'O O60py,I[OBaHI/IH

Ob6ecrieueHre He0OXOAUMOM per1aMeHTUPYIOLLeN U PeruCTPUPYIOLLei
JOKyMeHTalel yuacTKOB ITPOM3BO/CTBA HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBEHHBIX CPeJICTB

[1nanupoBaHue MOTPeOHOCTH B TPYAOBBIX PeCypcax [isl BHITIOTHEHUs OTiepariy,
TIPOBe/IeHNs TJIAHOBBIX OCMOTPOB, TJIAHOBOTO TEXHUUECKOTO 00CTY)KUBaHUS U
PEMOHTOB

Ocy1ecTBeHre MepOTPUSATHIA TT0 BOCCTAHOBJIEHHIO pab0oTOCIIOCOOHOCTH
000py/10BaHusI TIPH BBITIOJTHEHUY aBapUHHOTO PeMOHTA

Ocy11iecTBiieHre KOHTPOJIS BBITIOJTHEHUSI OTepaLivii MpoBe/jeHusI MJTaHOBBIX
OCMOTPOB, TUVIAHOBOTO TEXHUYECKOTO 00C/Ty>KUBaHUSI I PEMOHTOB

JloKyMeHTMpOBaHVe IPOBeZIeHHOI0 KOMIUIEKCa MepPOIPUSATHU M0 TJIaHOBBIM
0CMOTpaMm, TVIAaHOBOMY TEXHHUUYECKOMY 00CTy>KMBaHHIO ¥ pEMOHTaM

Heob6xopyMble ymeHust

AHa]’II/IBI/IpOBaTB Pe3yJ/IbTaThl IIJIAHOBLIX OCMOTPOB 3KCIJTYdTUPYEMOT'O




000py/10BaHusI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKapCTBEHHBIX
CpeJCTB

Pa3pabaTbIBaTh I/IaHbI TEXHUYECKOTO 00CTyKUBaHUsE 000py/10BaHKs
MIPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Ob6ecreurBaTh KOHTPOJIb BBITIOJTHEHHS 3aTJIAaHUPOBAaHHBIX MEPONPUSITHI

Pa3pabateIBaTh T1aHbI, 0POPMIIATE JOKYMEHTALIMIO 110 TPOBE/IeHHIO
KBa/mrKary 060py10BaHUs ¥ MHXKeHEPHBIX CHCTEM

Ocy111ecTBSTh B3aUMO/IEHCTBUE C MIOCTABIIUKOM JIJisi 00ecrieueHus TTI0CTaBOK
3aracHbIX YacTel, CMeHHbIX MaTepUaaoB U KOMITIEKTYIOLUX TeXHOJOTMUeCKOro
000opy/10BaHus IPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CpeACTB, HEOOXOUMBIX [IJIsI €T0 PEMOHTA

BHOCUTb pe3ynbTaThl MPOBEIEHHOT0 KOMIL/IEKCAa MEPOMNPUSTHI TI0 PEMOHTY
TEXHOJIOTHUeCKOro 0060py10BaHUsI TIPOM3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB B COOTBETCTBUM C MHCTPYKLIUSAMU T10 0(hOPMJIEHUIO U
JIPYroM TEXHUUECKOW JJOKyMeHTal[el eHThbI

Heobxogumble 3HaHUs

KOHCprKTI/IBHbIe OCOGEHHOCTI/I, rnpaB/IMYeCKHUEe U KWHEMATUUECKHE CXEMbI
O60py,qOBaHI/IH N MH)XXE€HEPHBIX CUCTEM

Crnioco0Obl MpUMEHEHWA METO40B JUAT'HOCTHUKH, DEMOHTQ, C6OPKI/I W MOHTA>K4,
IIPOBEPKH Hd TOYHOCTb M UCTIbBITAaHUSA 06opy,q0}3aH1/1$1 N MH)XXE€HEPHBIX CUCTEM

[TpuHLMIbI paboThl, TEXHUYEeCKHe XapaKTepUCTUKU, KOHCTPYKTHUBHbIE
0Cc0OeHHOCTH TeXHOJIOTUUeCKOTO 000pyA0BaHUs TTPOM3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

JlokasbHbIe akThbl IO PEMOHTY Y 3KCIUTyaTallii KOHKPEeTHOW TeXHOIOTMUeCKoMn
YCTaHOBKHU MPOU3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPeZICTB

[TpodunakTyeckre Mephbl 10 MpeAyIpeKeHUI0 HEUCTIPaBHOCTeH

AHTIMICKUH 53bIK B 00/1aCTH TEXHUUECKOU KCIUTyaTal[uv 000py10BaHUS 10
MIPOU3BO/CTBY HAHOCTPYKTYPHUPOBAHHBIX JIEKAPDCTBEHHBIX CPeJCTB

TexHOJIOrHUecKye MPOLeCChl PEMOHTA, UCITBITAHUS U CAAa4d B SKCILUTyaTaLio
obopyoBaHust

TpeboBaHus HajIeXallel MPOU3BO/ICTBEHHOMN MPAaKTHUKH

[Topsifok oopmiieHus JOKyMEHTALUU 10 MPOBeIeHHIO M/ITaHOBOT0
TeXHUUYECKOT0 00C/Ty’KUBaHHUSI 1 PEMOHTOB 000Dy /10BaHUs ITPOU3BOACTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[Mopsinok odopmiieHUst JOKyMeHTALUU [Jisl TI0/TyUeHHsl 3aracHbIX YacTel,
CMEHHBIX MaTePUasIoB U KOMIUIEKTYOIIIUX TeXHOJIOTHUYECKOT0 000py/I0BaHUS
TIPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Oco0bble yc/1oBUs JI0TTyCKa K
paboTe

[pyrue xapakTepucTUKU

3.2.2. TpypoBasi pyHKIUA

IMpoucxosxaeHre 06001IeHHOM

PyKoBO/ZICTBO MpOLIeCCOM MOHTaXa
('Z[eMOHTa}Ka) HWH)XE€HEPHbIX CUCTEM U v
OBeHb
HaumeHoBaHue 060py/ioBaHusI IPOM3BO/ICTBA Koz B/02.5 P 5
KBa/TMUKaLUA
HaHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHbIX
Cpe/iCTB
3aMMCTBOBaHO U3
Opurusan X 1267
OpUrvHama

TPyZAOBOU HyHKIUH




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

TpyzoBbIe elCTBUS

CocTaBreHue, corjiacoBaHue [|eTalibHOrO TyIaHa paboT M0 MOHTaXKY
(memoHTaxKy) 060py/J0BaHHUST M MHXXEHEPHBIX CHCTEM

PykoBozicTBO paboTaMu 110 MOHTaXy (ieMOHTaXKy) 0b6opyioBaHUs 1
VIH)XKeHepHBIX CUCTEM

CoriacoBaHue npoBeZieHust paboT 1o KBaau(rKaliy MHXeHepHBIX CUCTEM U
00opyioBaHus MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB

Oripe/ienieHre KpUTepreB MPUeM/IEMOCTH TIPU MPOBe/IeHNH KBaTuhUKaliu
000py/10BaHMUSI U MH)XXEHEPHBIX CUCTEM MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAaHHbBIX
JIeKapCTBEHHBIX CPeJiCTB

dopMupoBaHue U Orpe/iesieHre UL, OTBETCTBEHHBIX 3a [IPOBe/leHUe
KBa/MM(MKaIMY MHXeHepHBIX CUCTeM 1 000py/10BaHUs ITPOU3BOACTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

PykoBogcTBO KBa/mrKareii 000py/[0BaHUS U MH)KEHEPHBIX CUCTEM
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

CorlacoBaHre OTUETOB O KBa/TM(PUKAL[UM WH)KEHEPHBIX CUCTeM ¥ 000pyZ0oBaHMs
TIPOX3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HeobOxopumbie ymeHust

AHan3upoBaTh pe3yJIbTaThl TVIAHOBBIX PAOOT IO MOHTaXY (IEMOHTaXY)
000py/I0BaHMS U MH)KEHePHBIX CUCTeM MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPe/ICTB

OI.[EHI/IBaTb 00BeMbI UCTTBITAHUH Tpnu KBaJ'II/ICl)I/IKaL[I/II/I W Ba/IMAdlIU1

Ocy1ecTBAATH [JIaHUPOBaHUE MEPONPHUATHI 110 MOHTaXy (J€MOHTaxYy)
000py/I0BaHMS U MHKEHEPHBIX CUCTEM

PaboTaTb C TeXHUUECKOM JIUTePATYPOi Ha aHTJIMICKOM $SI3bIKe

Ob6ecrieurBaTh BBINOTHEHHE 3aIJIAaHMPOBAHHBIX MEPONPUSITHI

OdopmsIATE pe3yJbTaThl MPOBEJEHHOTO KOMIUIEKCA MEPOTIPUSITUN B
COOTBETCTBUM C UHCTPYKLIUSIMH 110 0(hOPMJIEHUIO U IPYTOU TEXHUUECKOU
JIOKyMeHTalyen

Heobxoqumble 3HaHUS

OO011re IPUHITUTIBI pabOThI, TEXHUUECKHME XapaKTePUCTUKU, KOHCTPYKTHBHbBIE
0COOEHHOCTH TEXHOJIOTHYEeCKOr0 000pY/J0BaHMS POU3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

KoHcTpyKTHBHBIE 0COO€HHOCTH, TUJPaBINUeCKHe U KWHEMaTHYeCKHe CXeMbl
000py/10BaHKsI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
Cpe/ICTB, IJIAHUPYEMOT0 K MOHTaXY (JeMOHTaxy)

TpeboBaHus1 pyKOBOZCTB TI0 PEMOHTY U 3KCTUTyaTal[ii KOHKPEeTHOM
TeXHOJIOTUUeCKOW yCTaHOBKU IMPOM3BO/[CTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

[TpodunakTyeckre Mephl 10 NMpeAyIpeKeHUI0 HEUCIIPaBHOCTeH

Crnioco0bl TpUMeHeHHsI MeTO/I0B JUarHOCTHUKY, PEMOHTa, COOPKM 1 MOHTaXa,
NIPOBEPKU Ha TOYHOCTb M HCTIbITAaHUSI OTPEMOHTHPOBAHHOT0 000py/j0BaHMs

[Mopsinok pa3paboTKy KOPPEKTUPYIOIIMX U MPeAYTIPEXKAAIOINX JeUCTBUIA TIPU
Ha/IMYMY U3MeHeHH! M OTKJIOHEeHWH MPU SKCILTyaTalluy TeXHOJIOIMYeCcKoro U
HCTIbITaTeIbHOTO0 000py/0BaHMUs

TexHOJIOrHUeCcKye MPOLeCChl PEMOHTA, UCITBITAHUS U Caud B SKCILTyaTaLlHo
obopyj0BaHUs

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHUsl PUCKaMU /I/1s1 KauecTBa




HAHOCTPDYKTYPHUPOBAHHbLIX JIEKADCTBEHHBIX CPECTB B obactu JKCIUTyaTdlJur
TeXHOJIOTHYeCKOT'0 ¥ BCIIOMOI'aTe/IbHOI'O O60py,Z[OBaHI/IH

MeTO,E[bI CTaTUCTUYECKOI'O YIIpdBJ/I€EHUA KaUeCTBOM IIPHU MHXXEHEPDHOM
COTIPOBOXXOEHWH ITpOLieCCa IMpOoru3BOACTBd HAHOCTDYKTYPHPOBAHHBIX
JIEKAPDCTBEHHBIX CPEACTB

AHrmicKuii A3bIK B 00/1aCTH TeXHUUECKOH IKCTUTyaTaliud 060py0BaHUS T10
TPOU3BO/CTBY HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHbBIX CPEJICTB

HpI/IHLlI/Il'IBI Ba/IMJalJUX TEXHOJIOTHUUECKHUX TIPOLeCCOB U dHAJIMTHYECKUX
METO/JJHK, KBaJ'II/I(bI/IKaLII/II/I HOMELL[EHI/Iﬁ %1 060py,£[0BaHI/IH, NH)XE€HEPDHBIX CUCTEM

Oco6ble yc/IoBUS OITyCKa K
paboTe

Jpyrue xapakTepyuCTUKU

3.2.3. TpypoBas ¢pyHKIus

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM (HyHKLIH

Pa3paboTka 1 BefieHHe JOKYMEHTAI[UH 110
HaumeHoBaHue SKCIUTyaTaruy 060py0BaHUs 1 Kox B/03.5 Yposetb 5
y ¥ ’ KBa/TMUKaLUU
WH)X€HEPHBIX CUCTeEM
3auMCTBOBaHO 13
OpuruHan X 1267
OpWTHMHaIa
Koz PerucrpaloHHbIN HOMep
OpUTHMHa npogeccroHaNIBEHOTO
a cTaHziapTa

TpyzoBbIe elCTBUSA

Pa3paboTKa cTaHAapTOB OpraHU3al[iH, JOKyMEeHTOB TI0 3KCILTyaTal[uu
000py/10BaHMST U UH)XKEHEPHBIX CUCTEM

Pa3paboTKa HHCTPYKIIMi, CTaHJAPTHBIX OIMePaLMOHHbBIX TIPOLIeAYP st
IO/JITOTOBUTE/TLHBIX OIepariyii ¥ MOJArOTOBKH TEXHOJIOTHUYECKOTr0 1
BCITIOMOTAaTe/IbHOT0 0060py10BaHus K paboTte

Pa3paboTKa WHCTPYKLIMM, CTaHAapPTHBIX OTepalMOHHBIX MPOLeAyp T0
9KCIUTyaTal[i TeXHOJIOTHUECKOT0 U BCTIOMOTaTe/IbHOr0 000pY/J0BaHUsS

Pa3paboTKa perucTpaliiOHHbIX (HOPM >KypHaJIOB IKCILTyaTaLiu
TEXHOJIOTUUECKOTO U KOHTPOIbHO-aHATUTHYECKOTO 000pPYA0BaHMS

Pa3paboTKa UHCTPYKI[M, CTAHAAPTHBIX OTEPAI[MOHHBIX TIPOLIEYD BBITIOJHEHHSI
oreparuii o cMeHe (opmaToB [ijisi TEXHOJIOTMUYECKOTO ¥ BCIIOMOTaTe/TbHOTO
obopyjoBaHuUst

Pa3paboTka perucTpaloHHbIX (OpM Ji71s1 IPOBeZleHus! T/IaHOBbIX OCMOTPOB,
TJIAaHOBOT'O TEXHUUECKOT0 00C/Ty>KMBaHUsI U PEMOHTOB TeXHOJIOTHYeCKOT0 U
BCITIOMOTAaTe/IbHOT0 000py/[0BaHMs

Pa3paboTka WHCTPYKIMH, CTaHJAPTHBIX OMepaljuoOHHBIX TIPOLeAYD /s
MPOBE/IEHUS TVIAHOBBIX OCMOTPOB, TJIAHOBOTO TEXHUYECKOTO 00C/TYy)KUBaHUS U
PEMOHTOB TEXHOJIOTMUECKOTO Y BCIIOMOTaTeIbHOTO 000pPY/I0BaHMUS

HeobOxopumbie ymeHust

AHanu3upoBaTh JOKYMEHTHI, OIHChIBAIOLIMe TeXHOJIOIMI0 IPOM3BO/CTBA,
(hacoBKy U yIakKOBKY HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPeJICTB, C
MO3ULIMKM TIOATOTOBKHY M IKCIUTyaTalliy 000PYZOBaHUs /ISl TPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

OdopmnsiTe U3MeHeHUsI K TEXHOJIOTHYeCKUM UHCTPYKLUSIM, CTaHZAPTHBIM
orepalMOHHBIM MpoLielypaM Mo OCMOTPY, PEMOHTY U 3KCI/lyaTalin
TeXHOJIOTMUeCKOro ¥ BCTIOMOraTe/TbHOro 060py/j0BaHUsI

Ocy11ecTBAATh aKTyaaU3alvio U YHUUTOKeHUe JOKyMeHTal[uU T10




IKCIUTyaTdlluX O60py,ZLOBaHI/IH N MH)KE€HEDHBIX CUCTEM

PaboTath ¢ TeXHUYECKOM JINTepaTypOi Ha aHT/IMACKOM SI3bIKe

OdopmsisATE pe3y/bTaThl MPOBEJEHHOT0 KOMIUIEKCAa MepPOTIPUSITHN 110
pa3paboTKe JOKyMeHTAIUH /i7Isi TEXHOJIOTHUeCKOTro 000py/j0BaHUs
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBUM C UHCTPYKLMSIMU U APYTrOil TEXHUUECKOM JOKyMeHTaLen

Heobxoqumble 3HaHUS

KOHCTPYKTI/IBHBIE OCO6€HHOCTI/I, ruapaBjinyveCKre U KHHEMATUUeCKHEe CUCTEMBI
060py,q0BaH1/1ﬂ W MH)XXE€HEPHBIX CUCTEM

CriocoObI IpUMeHEeHHsI METOZIOB IMarHOCTUKY, PEMOHTa, COOPKM U MOHTaXa,
MPOBEPKU Ha TOYHOCTh M UCTIBITaHUSI OTPEMOHTHUPOBAHHOTO 060pYA0BaHUS

[TpaBu/a SKCIUTyaTal[ii TEXHOJIOTUYECKOTO W UCTIBITATeTbHOTO 000PYA0BaHMS,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX MPY TTPOM3BO/CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[Mopsiiok pa3paboTKK KOPPEKTUPYIOIUX U TIPeAYTIPEX/IAFOIINX eMCTBUN TIPU
Ha/IMUMU U3MEeHEeHUI U OTK/IOHEeHUH MPHU KCIUTyaTaljui TeXHOJI0TMYeCKOoro 1
HCTBITAaTe/IbHOTO 000PYA0BaHMUS

AHTIMIICKMH 53bIK B 00/1aCTH TEXHUUECKOU KCIUTyaTal[uv 000pyI0BaHUS T10
TIPOM3BO/|CTBY HAHOCTPYKTYPHUPOBaHHbBIX JIeKAPCTBEHHBIX CPeJCTB

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMU Ji/Is1 KauecTBa
HAHOCTPYKTYPHPOBAHHbBIX JIeKapCTBEHHBIX CPeJICTB B 00/1aCTH 9KCIUTyaTaliu
TEXHOJIOTMYeCKOro ¥ BCIIOMOraTe/IbHOro 060py/j0BaHUs

[TpUHIMITBI BaMUAALIMKA TEXHOJIOTMUeCKUX MPOLeCCOB, KBaTu(UKal[uu
ToMelLeHHH U 000py/[0BaHMSs], UHKEHEPHBIX CUCTEM

MeTo/bl CTaTUCTAUYECKOTO YIIPAB/IeHHUSI KAUECTBOM MPU UH)XEHEPHOM
COTIPOBOXKZEHUH TpoLiecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX
JIEKapCTBEHHBIX CPeJICTB

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.2.4. TpypoBas ¢pyHKIuUsA

IMpoucxosxaeHre 06001eHHOM
TPyZAOBOU HyHKIUH

[Teproarueckuii KOHTPO/Ib TAPAMETPOB
YpoBeHb
HanveHoBaHve | ILITATHOTO PE>KKMMa PaboOThI 060pPY/[0BaHUS Koz B/04.5 5
KBa/MPUKaIuu
W MH)XXE€HEPHBIX CUCTEM, yIIpaBJ/IeHHE UMU
3aMMCTBOBaHO U3
Opurusan X 1267
OpUrvHama
Kon PerucrpaliioHHbI HOMep
OpUTHMHa npodeccroHaNBEHOTO
a CTaHJapTa

TpyzoBbie felcTBUS

KoHTpo/ib Hafi IPOBe/IeHreM TJIAHOBOTO OCMOTPA, M/IAHOBOT'O TEXHUYECKOTO
00C/Ty>KUBaHUS

KOHTPOJ'II) MPpaBHU/IBHOCTH 3KCILIyaTalldM TEXHOJIOTUYEeCKOI'o 1
BCIIOMOTI'aTe/IbHOT'O OGOPy;[OB&HI/IH B COOTBETCTBHHU C €ro TeXHN4eCKNMHU
XdPAKTEPUCTUKAMU

KoHTposnb BbINO/THEHUS NOPsiAKa eMCTBUM NIPU BbISIBJIEHUH OTKJIOHEHUI
(HeCOOTBeTCTBHI) B COOTBETCTBUU C UHCTPYKLIMSIMU U IPYTOU TeXHUUECKON
JOKyMeHTaLuen

KOHTPOJ'IL Ha/l BeJeHUeEM peFI/ICTpI/IPYIOH_[eﬁ HAOKYMEHTAlK, B COOTBETCTBUHU C




VHCTPYKLWSIMU U PYTOM TEXHUUECKOMN JOKyMeHTaLue

YmnpaBneHue NpoBeieHHeM aBapUUHBIX PEMOHTOB TEXHOJIOTUYECKOTO U
BCIIOMOTAaTe/IbHOr0 000py/10BaHKs

Heobxoavmbie ymMeHUst

OrneHrBaTh PervuCTpUPYIOLIYIO JOKYMEHTALUI0 TeXHOIOTUYeCKOro U
BCIIOMOTaTe/IbHOr0 0060pY/J0BaHUS

KoHTposmmpoBate paboTy MoJUMHEHHOTO ITepPCOHaa U CTPYKTYPHOTO
no/ipaszieneHust

[Tpou3BOAWTH OLIEHKY PabOTHI MePCOHAA TI0 SKCIUTyaTalliy TeXHOJIOTMYeCKOT0o
Y BCTIOMOTaTeIbHOT0 000PYA0BaHKS POM3BO/ICTBEHHBIX TI0/Ipa3/e/IeHH

PaboTaThb C TeXHUUECKOM JIMTePaTyPOil Ha aHTJIMICKOM SI3bIKe

[Tpor3BOUTH OLIEHKY JOKYMEHTOB, OMKCHIBAIOIINX TEXHOJIOTHIO POU3BO/ICTBA,
(hacoBKy U yMakKOBKY HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPE/ICTB B
00J1aCTH 3KCIUTyaTaliuy TeXHOJIOTMUYECKOTO 1 BCTIOMOTATeTbHOT0 000PYA0BaHUS

Heobxoumble 3HaHUs

I[TpaBusia 3KCIUTyaTaliy TeXHOJIOTUYECKOTO U UCTIHITaTeTbHOTO 000py/J0BaHM,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX MPY NIPOM3BO/CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKaPCTBEHHbIX CPeJCTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU /1Sl KaueCcTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariui
TEXHOJIOTUUeCKOT0 ¥ BCTIOMOTaTe/IbHOr0 000py/10BaHUS

[Mopsinok pa3paboTKy KOPPEKTUPYIOIIMX U MPeAYTPEXXAAIOIINX JeHCTBUIA TIPH
Ha/IMuMy U3MEHeHUM U OTK/IOHeHUM NPY KCIUTyaTaljui TeXHOJIOTMYeCKOro 1
HCTIbITaTeIbHOTO0 000py/I0BaHMUs

[TpUHLIUIIBI BaIUJALIMM TeXHOIOTMUeCKUX TIPOL[eCCOB, KBaTU(UKaIUu
roMetrieHr 1 060py10BaHYsI, MHKeHePHBIX CUCTEM

METO,E[]:I rnpeayrpexaeHus MI/IKPO6I/I0]’IOFI/IHECKOI‘O 3dlrpsA3HeHUs
HAHOCTPYKTYPHWPOBAHHBIX JIEKADCTBEHHLIX CPE/ICTB B obactu 9KCIUTyaTdalJur
TeXHOJIOTNYeCKOI'0 ¥ BCIIOMOI'aTe/IbHOI'O 060py,E[OBaHI/IH

MeTo/bl CTaTUCTUUECKOTO yIpaB/eHUs] KaueCTBOM IIPY MHKeHepHOM
COTIPOBOXK/,eHMH Mpoliecca MPOX3BO/CTBAa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB

AHTIMIICKMI S3bIK B 00/1aCTH TEXHUUECKOU KCIUTyaTal[uv 000pyI0BaHUS T10
TIPOU3BO/ICTBY HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPeZICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KaPHOUW 6e30TacHOCTH,
OXpaHbl OKpy»Katollel cpefibl

Oco0ble yc/1oBUS OTTyCKa K
paboTe

[lpyrue xapakTepucTUKU

3.2.5. TpypoBas GpyHKIHA

[TnaHnpoBaHMe ¥ KOHTPOJIb BHITIOJTHEHUS
JeMCTBUM 10 KOPPeKLMU 1
Tpe/lyTIpeX/IeHUI0 0TKa30B B paboTe

ITpoucxosaeHue 06001eHHOM

YpoBeHb
HaumMeHoBaHMe TEeXHOJIOTMYeCKOT'0 ¥ BCTIOMOTraTe/IbHOI'O Kop B/05.5 P 5
KBa/mMuKaum
000py/J0BaHUs MPOM3BOZICTBA
HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX
CpefiCcTB
3alMCTBOBaHO U3
Opurunan X 1267
OpHIHHaIa

TPYyZA0BOU (HyHKLIMH




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

TpyzoBbIe elCTBUS

[TnaHvpoBaHMe BHITIOJHEHUS] KOPPEKTUPYIOLIUX U NPeAyIpPeXXJatolnuX JeiCTBUM
T0 pe3y/ibTaTaM IPOBeJieH!sl pPacCie[0BaHuUsI OTK/IOHEeHUH

OTpakeHue B He0OXOAUMOM 1 peryiaMeHTHPYIOLIel JOKyMeHTalluK BbITIOJTHeHUsT
KOPPEeKLIMH, KOPDPeKTHPYIOLMX U NpeAynpeXAarolinX AelCTBAN

BrinosiHeHWe 3amn/1aHupOBaHHBIX Orepalii o0 KOPPeKTUPYIOLUM 1
npeAynpeXAatouM AeCTBUSM

Ocy1iecTBreHe KOHTPOJIS HaJ, BHINOJHEHHEM Orlepalvii o KOppeKLuHy,
KOPPEKTHUPYIOLIUMU U TIPeIyTIPEXXIat0IIUMU 1elCTBUSIMU

AHanu3 pe3ybTaTOB BbIMIOJTHEHUS 3aMl/laHMPOBAaHHBIX OMepalvii o KOppeKLuH,
KOPPEeKTHUPYIOLIMX U MpeAyIpeXJatoIinX AelCTBUN

Heobxoavmbie ymMeHUst

Onpe/ieniTh MPUYKMHBI BO3HUKHOBEHUsI OTKJIOHEHHH OT TEXHOIOTUUeCKOTro
TpoLecca, BO3MOXKHOCTH X 0OHapy>KeHHst

OueHrBaTh CTereHb KpUTUUHOCTH OTK/IOHEHHs U B/IMSIHUE Ha KaueCTBO
BbIITyCKaeMOoM MPOAYKLIUN

OO6ecrieunBaTh 3dlIUTYy MPOAYKTA OT HETaTHUBHOI'O B/IMAHHSA BbISIB/IEHHOTO
OTK/IOHEHHA

PaboTaThb ¢ TeXHUUECKOM JIUTePaTyPOil Ha aHTJIMICKOM $SI3bIKe

Bectu perucCTpaliiOHHbIe 3aIlMCH I10 BbISAB/IEHHBIM OTK/IOHEHHSAM

Heobxoaumble 3HaHUS

[TpaBusia MpaBU/IbHOM 3KCITyaTaliy UCTIO/Ib3yeMOr0 TeXHOJIOTMUeCKOro 1
HCTBITAaTe/TbHOTO 000PYZOBaHUs, CPEJCTB U3MEPEHUH

METO,IU:I W MHCTPYMEHTHI YIIPaBJ/IEHWA PUCKaMM [JI1 KaueCTBa
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

[TpUHIUIIEI BaMAALIMKU TEXHO/IOTMUeCKUX MPOLeCCOB, KBaTH(UKaI[UN
TOMeIlIleHHH ¥ 000py10BaHusI, MH)KeHEPHBIX CUCTEM

MeTozp! TpeyTipexjeHrs MUKPOOMO/IOTMUeCKOT0 3arpsisHeHus!
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

MeTO,E[I:I CTaTUCTUYECKOI'O YIIpdB/IEHUA KaUeCTBOM IIPpHU MH)XXEHEPDHOM
COTIPOBOXXOEHWH ITpOLieCCa INMpOru3BOA4CTBd HAHOCTDYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

AHrMiCKUi A3bIK B 00/1aCTH TEXHUUECKOH 3KCTUTyaTallud 000PY0BaHUS T10
TIPOM3BO/ICTBY HAaHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPEJICTB

TpeboBaHusi CAHUTAPHOTO PEXKMMa, OXPaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/ioBUs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.2.6. TpypoBasi pyHKIHA

HanmeHoBaHue

CpeJCTB

[TpoBeaeHre oOyueHHsI ¥ aTTeCTALN
TepcoHasa, 3a/ieliCTBOBAaHHOTO B
peasiM3alii MepONpUsTHNA UHXXeHEepHOTro
obecrieyeHusi Tipoliecca MPOX3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX

YpoBeHb
KBa/MPUKaIuu

Kop B/06.5




[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKLIUU

OpuruHan X 3aMMCTBOBaHO U3 1267
OpUrMHana
Kog, PerucrpaljioHHbIit HOMep
OpUTHMHa npodeccroHanBEHOTO
a cTaHzapTa

TpyzoBbIe eHCTBUSA

Pa3pa60TKa " COI'/iaCOBaHHE IMPpOrpaMm O6y‘l€HI/IH rnepcoHasia

[TnanrpoBaHue MOTPeOHOCTU B TIPOBEAEHUM TIEPBUUHOTO, NT€PHUOUECKOTO,
crieLjaabHOro 00yueHusi epcoHasa 1o 3KCIUlyaTaldyd TeXHOJ0IMYeCcKoro 1
BCIIOMOTaTe/IbHOTO 000pY/J0BaHMS

CornacoBaHue HﬂaHOB-Fpa(I)I/IKOB O6y‘-I€HI/ISI repCoHaJla o 3KCIutyaTaiquun
TeXHOJIOTN4YeCKOIr'o M1 BCIIoMOraTe/ibHOIro O60py,E[OBaHI/IH

Ob6ecnieueHue TIOCEIIIeHHUS TIePCOHAIOM TpeOyeMbIX 3aHSTHI 10 00yUYeHHI0

[IpoBefieHMe TeOpeTUYECKMX U NTPAKTUUECKUX 3aHSITHM C [TIepCOHAIOM, 3aHSAThIM
B [IPOM3BO/[CTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpoBesieHre OIIeHKU 3HAaHUM IepcoHasa

HeobOxopumbie ymeHust

CocTaB/Th IPOrPaMMbI 00yU€eHUs TepCoHaa, 3aHATOrO B TIPOU3BO/ICTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKapCTBEHHBIX CPe/ICTB

[11aHMpOBaTh IOTPEOHOCTH B TIPOBEIEHNH TTEPBUYHOTO, TIEPUO/IUUECKOTO,
CrieLaIbHOro 00yUeHust MepCoHaa, 3aHSATOTO B TPOU3BO/CTBE
HaHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

CocTaBssTh TU1aHbI-rpadyviku 00yueHust IepCOHaa, 3aHSATOTO B TPOU3BOZCTBE
HaHOCTPYKTYPUPOBaHHbIX JIeKaPCTBEHHBIX CPE/ICTB

[TpoBOAUTEL TeOpeTHYeCKHe U NPaKTUUeCKHe 3aHATHS C IIePCOHA/IOM, 3aHATHIM B
TIPOM3BO/|CTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEe/ICTB

Heobxoumble 3HaHUs

TpeboBaHus JOKYMEHTOB K pa3padaTbiBaeMbIM METOAMKaM 00yueHust
TepCcoHaJia, 3aHsITOTO B TIPOM3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJCcTB

METO,E[]:I U CITI0COOBI rnpeacTaB/I€eHUA y‘l66HOFO MaTepuasia AJid 3(1)(1)EKTI/IBHOI‘O
YCBO€HUA C1ylIaTeIaAMHN

Crioco6bI ¥ KpUTEPHH OLIeHKH YCIIeBaeMOCTH 00yuaeMoro repcoHara, 3aHsToro
B IIPOM3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJCTB

[TpaBua 3KCIUlyaTal[ii TeXHOIOTUUEeCKOT0 U UCTIbITaTeIbHOTO 000pyA0BaHUS,
Cpe/iCTB M3MepPEeHUH, NCIO/Ib3yeMBbIX IPH ITPOM3BO/ICTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKaPCTBEHHBIX CPe/ICTB

MeTo/b1 BU3yasIbHOTO KOHTPOJISI TEXHOIOTMYECKOr 0 Tpoliecca Mpor3BO/CTBa
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

MeTo/p! ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU [I/1s1 KaueCTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/IaCTH SKCIUTyaTariui
TEXHOJIOTMUeCKOT0 ¥ BCTIOMOraTe/IbHOro 060py/10BaHUS

[Mopsinok pa3paboTKy KOPPEKTUPYIOIIMX U MPeAYTPEXXIAIOINX JeHCTBUIA TIPU
Ha/IMYMY M3MeHeHU! M OTKJIOHeHWH MPU SKCILTyaTalluy TeXHOJIOITMYeCcKoro U
HCTIBITaTeIbHOTO 000py0BaHMUs

[TpUHLIUIIBI BaTWJALIMU TeXHOIOTMUeCKUX TIPOL[eCCOB, KBaIU(UKaLUU
roMetrieHr 1 0060py10BaHYsI, HH)KeHEPHBIX CUCTEM

MeTozp! TpeyTpexjeHns MUKPOOMO/IOTMUeCKOT0 3arpsisHeHust
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariun
000py/10BaHus U MH)KEHePHBIX CUCTEM

MeTo/p! CTaTUCTAYECKOTO YIIPAaB/IeHUsI KAYeCTBOM IPU NHXeHEPHOM
COTIPOBOXK/eHNH Mpoliecca MPOM3BOACTBAa HAHOCTPYKTYPUPOBaHHbIX




JIeKapCTBEHHBIX CPeJICTB

TpeboBaHUsi CAHUTAPHOTO PEXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e30TacHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/ioBUS OITyCKa K
pabore

Lpyrue xapakTepuCTUKU

3.2.7. TpypoBasi pyHKIMA

ITpoucxoskaeHue 06001eHHOM
TPYZA0BOU (HyHKLIMH

METPOJIOFI/I‘JQCKOQ COIIPpOBOXXEHME
YpoBeHb
HaumeHoBaHMe TIPOU3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX Kop, B/07.5 5
KBa/TU(UKaIUN
JIeKapCTBEHHbIX CPe/CTB
3auMCTBOBaHO U3
Opurunan X 1267
OpUrMHana
Kog, PerucrpaljioHHbIN HOMep
OpHUTHHa rpogecCroHaIbHOTO
a cTaHjapra

TpyoBble feliCTBUS

OrpeiefieHye 1 UCTIOb30BaHUe CPE/ICTB U3MepeHHH (pabourXx U 3TaIOHHBIX)

[TpoBefeHue 1OBEPKH U KaTMOPOBKH CPe/ICTB M3MepeHUit

CornacoBaHue METOJMK BBITIO/THEHHA I/IBMEPEHI/Iﬁ AJIA obecrieuenus HOpM
TOUYHOCTHU

ITpoBesieHMEe MeTPOJIOTMYEeCKOW SKCIIePTU3bl KOHCTPYKTOPCKOM JOKYMEeHTaLuU

[TpoBesieHre METPOJIOTUYECKOTO HaZj30pa MPH peau3aliy rpoijecca
MIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

CocraB/eHue T1aHOB-TPaUKOB MPOBeZIeHNs IeHCTBHIA 110 KaTMOpOBKe U
TIOBepKe Cpe/iCTB M3MepeHU

ObGecrieueHue MPOU3BO/ICTBA HEOOXOJUMBIM ITOZIMEHHBIM (DOHZIOM CPEZICTB
M3MepeHHUi Ha MOMEHTHI MPOBe/ieHsT KaTMOPOBKY U TOBEPKU

OrmnuicaHye MPOBeIeHHOTO KOMILJIEKCa MEPOTIPUATHI 10 BLIMIOJIHEHHIO
MEeTPOJIOTHUECKOTO COMPOBOXK/EHHUS ITPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB TEXHOJIOTMYECKOT0 U BCIIOMOTaTeIbHOTO
obopy/joBaHus

Heobxoavmbie ymMeHUst

Ocy11ecTBAATD MJIAHUPOBaHUE METPOJIOTUYECKOT0 COMIPOBOKEHUSI
TIPOX3BO/CTBA

AHanu3MpoBaTh JOKYMEHTALIMI0, OTPaKAIOIIyH0) METOIUKY METPOJIOTHYeCKOTO
COTIPOBOXK/EHMS TIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

Ob6ecrieurBaTh peasy3al|io 3arylaHUPOBAHHBIX MEePOTIPUSTH 110
METPOJIOTUUECKOMY COTNIPOBO’KJEHHUIO MPOM3BO/CTBA HAHOCTPYKTYPHUPOBaHHBIX
JIEKapCTBEHHBIX CPeJiCTB

OdopMsisiTh pe3ynbTaThl MPOBEAEHHOTO KOMILIEKCa MEPOTIPUSITUM T10
METPOJIOTUUeCKOMY COTIPOBO’K€HUIO TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB B COOTBETCTBUM C MHCTPYKLIUSAMU T10 0(hOPMJIEHUIO U
JIpyrol TeXHUYeCKOU [JOKyMeHTaLei

Heobxoqumble 3HaHUs

FOCY,Z[apCTBeHHLIe CTaHAdPTbI CUCTEMbI obecrieueHus eIMHCTBA I/IBMEPEHI/Iﬁ

ME)KFOCy,Z[apCTBEHHLIe CTAHAAPTbI CUCTEMBI KOHCTPYKTOPCKOﬁ AOKYMEHTalJu1

ME)KFOCy,Ela])CTBEHHbIe CTaHAdPThI CUCTEMBI TeXHOJIOTHUUECKOH JAOKYMEHTAlIUN

MeTo/1bl U MHCTPYMEHTHI yIIpaB/ieHUsl PUCKaMU /I/1s1 KauecTBa




HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[TpUHIUIIEI BaUAALIMKU TEXHO/IOTMUeCKUX MPOLeCCOB, KBaTH(UKaI[UH
roMelrieHr 1 060py10BaHUsI, HH)KeHEPHBIX CUCTEM

MeTozpl IpeyTipexjeHrs MUKPOOMO/IOTMUEeCKOT0 3arpsisHeHus!
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPeJCTB

MeTo/ibl CTaTUCTUUECKOTO yIpaB/eHUs1 KaueCTBOM IIPY MHKeHepHOM
COTIPOBOXK/|eHHH Mpoliecca MPOr3BO/CTBa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBeHHBIX CPefICTB

[TopsimoK [elCTBUM MPU BbISIBJIEHUU OTKJIOHEHUM B XO/je TIPOBe/IeHUs
METPOJIOTMUECKOT0 COTIPOBOXKAEHHs ITPOX3BO/[CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXPaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.3. O0001eHHas TpyAoBasa pyHKIuA «OpraHu3aius AesiTe/IbHOCTH M0 0CYyIIeCTB/IEHUI0
HH)XeHEPHOT0 CONMPOBOXX/IeHUsI MPOU3B0/|CTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbBIX CPeJCTB»

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM HyHKLIH

OPFaHI/BaL[I/IH AedaTeJIbHOCTH I10
OCy11eCTB/IEHHNIO MH)KeHEPHOI'0o
HaumeHosanue COTIPOBOXKIEHHSI TTPOM3BO/CTBA Ko, C Yposenb 6
POBOXA p A A KBa/MUKaLuy
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
Cpe/iCTB
3auMCTBOBaHO 13
OpuruHan X 1267
OpUrvHama
Koz PerucrpalyvoHHbIN HOMep
OpUTHMHa npogeccroHaNIBEHOTO
a cTaHziapTa

Bo3MoykHbIe HaMMeHOBaHUsI
J0JDKHOCTeH, rpodeccui

3aMmecTuTe/b HauaJbHUKA oTAe/1a
HauanbHuK y4acCTkd

TpeboBaHusi K 06pa30BaHHUIO
1 00y4eHuto

Briciiee o6pazoBaH1/Ie - 6aKa]'IaBPI/IaT

TpeboBaHUs K OTBITY
TIPaKTUYeCKOoi paboThbl

He meHee Tpex JjieT paboTbl Ha MH)KeHEPHO-TEXHUUECKHX JJOJDKHOCTSIX B 06/1acTH
TeXHUUeCKOM KCIiTyaTaly 000py/j0BaHUs POM3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

Oco6blIe yc/IoBUS AOITyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEbHBIX (TIPU MOCTYTI/IEHWH Ha paboTy)
Y TIEPUOIMUECKUX MEeIUIIUHCKUX OCMOTPOB (00C/IeI0BaHMIA), a TaKKe
BHEOUEPEeHbIX MeIUIUHCKMX 0CMOTPOB (00C/IeI0BaHM) B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/laTenbcTBOM Poccuiicko @esepaiuu

[TpoxoskaeHre UHCTPYKTaXka 110 0OXpaHe TPy/a U TeXHUKe 06€30MmacHOCTH

[pyrue xapakTepyuCTUKU

[ononHuTtenbHbIe MPOecCcroHaNIbHbIe POrPAMMBI - TPOTrPaMMBbI ITOBBIILIEHNS
KBa/I(UKALIUU 110 IPOPUIIIO 1eATeTbHOCTH

|,Z[Ol'[OJ'IHI/IT(EJ'HaHbIe XdPaKTePUCTHUKHU

HanmeHoBaHue foKyMeHTa

HanmeHoBaHve 6a30B0i TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)

Kop,
VJTU CTeLUaJbHOCTH




OK3 1321. PykoBoguTeny nozpaszeneHuii (yrpassiolye) B
obpabaTbIBaroIIeli MPOMBIILITIEHHOCTH

ETKC niu EKC HauanbHuK 1jexa (yuacTka)
OKIIOTP 25114 HauanbHUK Liexa
OKCO 2016 2.12.03.04 buotexHnyeckure cucTeMbl U TEXHOJIOTUA
2.15.03.02 TexHoOrMUecKre MalivHbl 1 000pyj0BaHKe
2.15.03.04 ABTOMAaTH3aL[Ms TeXHOJOTMUEeCKHX IMPOL[eCCOB U
TIPOU3BO/ICTB
2.18.03.01 XUmuryeckasi TeXHOJIOTHs

2.19.03.01 Bbuorexnonorus

2.28.03.03 HaHnomaTtepuasbl

3.3.1. TpypoBasi pyHKIMA

Pa3paboTKa 1 opraHu3aryisi BbITIOTHEHUS
TJIAHOB T€XHUYECKOTO 00CTy)KUBaHUS U
pPEeMOHTa UH)KeHePHbIX CUCTeM U
000py/10BaHUsI TPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX
CpeJCTB

YpoBeHb

HaumeHoBanue
KBa/mMUKam

Kop C/01.6

IMpoucxoxzieHre 06061eHHOM OpurmHan X 3aMMCTBOBAHO U3 1267

TPY/10BOM HDyHKLM OpurvHana

Koz PerucrpauvioHHbIN HOMeEp
OpUIrvHasI rpodeccroHaabHOTO
a cTaHjapTa

TpyaoBbie 1eHCTBUsS JTarHoCTHKa OCHOBHBIX Y3/I0B, arperaToB, MallliH U 060pyaoBaHusi, paboTta
KOTOPBIX B/IMsIeT Ha KAUeCTBO FOTOBOM IIPOYKIIMH, C LIe/IbI0 OIpe/ieIeH s
o0beMa peMOHTa TIPH MPOBEIEHUH MTOCIEAYIOLIEro MIAHOBOTO TeEXHUYECKOTO
00C/Ty>KUBaHUS

Pa3paboTKa 11aHOB TEXHUYECKOT0 00C/TY)KUBAaHUSI ¥ PEMOHTA MHXXeHEePHBIX
cucTeM ¥ 000pyJ0BaHMsI TTPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPe/ICTB

OpraHu3aliysi BbITO/THEHUS T/IAaHOB TEXHUYECKOTO 00C/Ty)KUBaHUSI U PEMOHTA
WH)KEeHEPHBIX CUCTeM U 000py/10BaHMs TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

[TpoBeieHre aHa/M3a MIPUYMH OOHAPY>KeHHBIX OTK/IOHEHWI, PUCKOB [IIsI
KauecTBa BbIITyCKaeMOU MPOAYKIMY Ha BCEX 3Tarax TeXHOIOTHUeCKOro
MpOLIeCca, CBSI3aHHOTO C PabOTOMN TeXHOJOTMYECKOTO U BCIIOMOTaTeIbHOTO
obopymoBaHus

KoppekTrpoBKa rpahMKOB OCMOTPOB, TEXHUYECKOTO 00C/Ty)KUBaHUsI I PEMOHTOB
000py/10BaHuSI U MH)XeHePHBIX CUCTeM MPOU3BO/CTBa HAHOCTPYKTYPHUPOBaHHbBIX
JIeKapCTBEHHBIX CPeZICTB HAa OCHOBAHWM JJAHHBIX aHa/M3a

JloKyMeHTHpOBaHue TIPOBeZIeHHOT0 KOMIIEKCa MepPOTPUSITUI 10 POBeIeHUI0
TJIAHOBBIX OCMOTPOB, TJIAHOBOTO TEXHUUECKOTO 00CTy>KMUBaHUSI 1 PEMOHTOB

HeobxoavmMbie ymMeHUst AHanu3upoBaTh pe3y/bTaThl IJIAHOBBIX OCMOTPOB 3KCILTyaTUPyeMOro
000pyi0BaHus MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CpeJCTB

HPOI/ISBOAI/ITB PEMOHT (38M€Hy) BbIIIEAIINX W3 CTPOA 3/IEMEHTOB
TeXHOJ/IOTHYeCKOIo OGOpy,Z[OBaHI/IH MPpOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX




JIeKapCTBEHHBIX CPeJICTB

OTpakaTh pe3y/bTaThbl IPOBEJEHHOT0 KOMIL/IeKCa MEePOTIPUSITUI 110 PEMOHTY
TEXHOJIOTUUeCKOro 0060py10BaHUsI TIPOU3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB B COOTBETCTBUU C MHCTPYKLUSIMU U APYTOU
TeXHUYEeCKOM JOKyMeHTalLen

Ocy11ecTB/IATh B3aUMO/IEMCTBYE C MTOCTaBIIMKOM /i/isi 0O6ecrieueHusi oCTaBoOK
3aracHbIX 4yacTel, CMEHHbIX MaTepHaaoB U KOMILIEKTYIOLUX TEXHOJIOTMYeCKOro
00opyioBaHus MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/iCTB, HEOOXOMMBIX ISl er0 PEMOHTA

[TpuMeHsTh METO/IbI AMATHOCTHUKH, PEMOHTA, COOPKH Y MOHTaXXa, MPOBEPKU Ha
TOYHOCTb M UCTILITAaHKUsI OTPEMOHTHPOBAHHOTO 000pyOBaHMUS

HeobxoymMbie 3HaHUS OO0111e MPUHIUIIBI pabOThI, TEXHUUECKAsi XapaKTePUCTHKA, KOHCTPYKTHBHBIE
0CO00EHHOCTH TEXHOJIOTUYECKOT0 000PY/10BaHUsI POU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKaPCTBEHHBIX CPE/ICTB

KoHcTpyKTHBHBIe 0COO€HHOCTH, TUAPaBIMUeCKHe U KWHeMaTHyeCKre CXeMbl
PEMOHTHPYEMOro 0060py/J0BaHUs

TpeboBaHusi pyKOBOACTB TI0 PEMOHTY Y 9KCITyaTaliui KOHKPeTHOM
TeXHOJIOTMUeCKOU yCTaHOBKM IPOM3BO/ICTBA HAHOCTPYKTYPHPOBaHHbIX
JIeKapCTBEHHBIX CPe/ICTB

[TpodunakTruueckrie Mepsl IO TIPeAYIPeXX/eH!I0 HeUCIIPaBHOCTe NH)KeHepHbIX
CHCTEM U TeXHOJIOTMYeCKOT0 000pYZ0BaHNs, UCTIOIb3yeMBbIX TPH MTPOU3BOACTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

TexHo/iornueckue NpoLecchl PeMOHTa, UCTIBITAHUS U C/laud B SKCITyaTal[ui0
000py/10BaHKsI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CpeJiCTB

[Mopsiiok pa3paboTKK ¥ KOHTPOJIS HaZl BLITIOJTHEHHEM KOPPEKTHPYHOIUX U
NpeiynpeXXAatolInX AeliCTBUM TIPU Ha/TMUMU U3MEeHEeHUI U OTK/IOHEeHUH Npy
9KCIUTyaTal[i¥ TeXHOJIOTHUECKOT0 U UCTILITaTeIbHOTO 000y 10BaHMS

TpeboBaHus HajIeXallel MPON3BO/ICTBEHHOMN MPaKTHUKH

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMU /i/Is1 KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariui
TEXHOJIOTMUeCKOro ¥ BCIIOMOraTe/IbHOro 060py/j0BaHUs

[Mopsinok odopmiieHUst JOKyMeHTALUU JJis TI0/yUeHusl 3aracHbIX YacTel,
CMeHHBIX MaTepPUasioB U KOMIUIEKTYIOIIUX TeXHOJIOTUYeCKOTO 000pyA0BaHMUS
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU -

3.3.2. TpypoBasi pyHKIMA

Pa3paboTka 1 corjiacoBaHHe
JIOKYMEeHTal[¥ 10 3KCILTyaTaluu
000pyI0BaHUST U UH)KEHEPHBIX CUCTEM, Koz C/02.6 YpoBeHb
WCII0J1b3yeMbIX TIPU MPOM3BO/ICTBE ’ KBanMUKaIH1
HAaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpeacTB

HaumeHoBaHue

ITpoucxosxaeHre 0600IIeHHOM Opurusan X 3auMCTBOBaHO U3 1267

TPYyZA0BOU (HyHKLIMU opurvHasia




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

TpyzoBbIe elCTBUS

OweHKa U corjiacoBaHue CTaH/AapTOB OpraHu3aluy, pyKOBOJSAIIUX JOKYMEHTOB
T10 MPOBEJIEHHIO T/IAaHOBLIX OCMOTPOB, T/IAaHOBOT'O TEXHUYECKOI0 0CMOTpa U
PEMOHTOB

CoriacoBaHve UHCTPYKI[UH, CTaH/[aPTHBIX OTeparjiOHHBIX TTPOLIeyP /s
TO/ITOTOBUTEJILHBIX OTIepalvii ¥ TIOATOTOBKH TEXHOIOTMUECKOTO U
BCITOMOTaTe/IbHOTO 000py10BaHus K paboTe

CoriacoBaHve UHCTPYKLIMH, CTaHAAPTHBIX OlepalOHHBIX TIPOLieyp M0
9KCTUTyaTalii TeXHOJIOTHUeCKOT0 U BCTIOMOTaTe/TlbHOT0 000pY/J0BaHus

Cor/iacoBaH/e UHCTPYKLIMW, CTaHJAPTHBIX OMepaldOHHbIX MPOLieAyp
BBITIOJTHEHUSI OTlepaLiyii 1o cMeHe (hOpPMaToB /1JIsi TEXHOJIOTHUYECKOTO U
BCIIOMOTaTe/IbHOr0 000py/[0BaHMs

Cor/lacoBaH/€ UHCTPYKILWH, CTaHAaPTHBIX OMEePAI[MOHHBIX MPOLeyP
BBIMOJTHEHUS OTIEPALIMH 10 OUMCTKE TeXHOJOIMUYECKOTO U BCIIOMOTaTeIbHOT'0
obopyoBaHus

CornacoBaHvie MHCTPYKLWi, CTaH/JapTHBIX ONepaljuoOHHbIX MPoLieyp A/
NPOBe/ieHus TJIaHOBBIX OCMOTPOB, TJIAHOBOT'O TeXHUUECKOT0 00CTy)KUBaHUs U
PEMOHTOB TEXHOJIOTMUECKOT'0 U BCIIOMOraTe/IbHoro 000py/ioBaHust

Heobxogumble ymeHHsI

AHanu3upoBaTh JOKYMEHTbI, OMKChIBAIOL1e TeXHOJIOTUI0 IPOM3BO/CTBRA,
(hacoBKy U yNakKOBKY HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPEJCTB, C
MO3ULIMY TIOJTOTOBKHY U 3KCIITyaTalliyd 000PYZ0BaHUs [i/isl TIPOM3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

OdopmsisATs U3MeHeHUsI K TeXHOJIOTHYeCKUM MHCTPYKLIMSIM, CTaH/IapTHBIM
OrepalOHHBIM MpoLielypaM 10 OUHUCTKe TeXHOJIOTMUeCKOoro U
BCIIOMOT'aTe/IbHOT0 0060pY/J0BaHUS

OcCy1ecTB/IATh aKTyalr3alyio JOKyMeHTaly U yIipaB/ieHre JOKyMeHTaluen
T10 KCIUTyaTal[ii 000pyA0BaHUS Y UH)KEHEPHBIX CUCTEM

OdopMSTh pe3yibTaThl MPOBeIeHHOT0 KOMIT/IEKCa MePOTIPUSATH TI0
pa3paboTKe JOKYMeHTALWH [/l TEXHOJIOTHUeCcKoro 000pyoBaHuUs
TPOM3BO/[CTBAa HAHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPE/ICTB B
COOTBETCTBUM C UHCTPYKLIUSIMU U APYTOM TeXHUUYECKOM JOKyMeHTaluen

PaboTaThb ¢ TeXHUUECKOM JIMTePaTyPOil Ha aHTJIMICKOM SI3bIKe

HpI/IMeHHTb MEeTObl ANaTrHOCTUKH, PEMOHTA, C60pKI/I N MOHTdXd, ITPOBEPKH Ha
TOYHOCTb U UCIILITAHUS OTPEMOHTHUPOBAHHOI'O O60py'E[OBaHI/IH

Heobxoumble 3HaHUs

[TpaBua 3KCIulyaTali TeXHOIOTUUYEeCKOT0 U UCTIbITaTeIbHOTO 000pyA0BaHUS,
CpeJiCTB U3MepeHUM, UCTI0/Ib3yeMbIX MPY NIPOM3BO/CTBE
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

KoHcTpyKTHBHBIe 0COO€HHOCTH, TUJpaBINUecKre U KWHeMaTHyecKre CXeMbl
PEMOHTHPYEMOro 000py/J0BaHHS

TpeboBaHus HaIeXKallel MPOU3BOACTBEHHOM MPaKTHUKU

[Mopsiziok pa3paboTKU KOPPEKTUPYIOLUX U TIpeAYTIPEX/JatoIIUX JeCTBUN TpU
Ha/IMUMK U3MeHeHUH U OTK/IOHEeHUH MPU 3KCIUTyaTalii TeXHOJIOTHYeCKOTo U
HCTIBITaTeTbHOTO 000pyA0BaHMS

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU /1Sl KaueCcTBa
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/CTB B 00/1aCTH 3KCITTyaTaliN
TEXHOJIOTUUECKOT0 ¥ BCTIOMOTaTe/IbHOr0 000py/10BaHUS

HpI/IHL[I/IHbI Ba/IMAdLIVMH TEXHOJIOTMYECKHX TTPOLIECCOB, KBaJII/ICl)I/IKaL[I/II/I




rioMelrieHr 1 060py10BaHsI, MHKeHePHBIX CUCTEM

AHTIMICKHI 53bIK B 00/1aCTH TEXHUUECKOU KCIUTyaTal[uv 000py10BaHUS 10
MIPOU3BO/CTBY HAHOCTPYKTYPHUPOBAHHBIX JIeKAPDCTBEHHBIX CPeJCTB

MeTo/bl CTaTUCTUUECKOTO yIpaB/eHUs] KaueCTBOM IIPY MHKeHepHOM
COTIPOBOXK/eHMH Mpoliecca MPOr3BO/CTBAa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB

Oco0ble yc/ioBUS JOTTyCKa K
paboTe

Jpyrue xapakTepuCTUKU

3.3.3. TpyaoBas QpyHKIuUsA

HanmeHoBaHue

rnpeaejiax

Opranusanus rporecca nojazep>kaHust
TEeXHUYECKUX ITapaMeTPOB 000PyZOBaHUs,
VICTI0/Tb3yEMOTr0 TIPU MPOU3BO/ICTBE
HaHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX KBa/MUKALIH
Cpe[iCTB, B perjiaMeHTUPOBaHHbIX

Kon | C/03.6 ¥poBeH® 6

[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKIUU

OpuruHan X 3aMMCTBOBaHO U3 1267
OpUrMHana
Kog, PerucrpaljioHHbIit HOMep
OpHUrMHas nipodeccroHaNBEHOTO
a cTaHzapTa

TpyzoBbIe 1elCTBUS

[TnaHupoBaHue BBINOJIHEHNS OrepaLyii 10 POBe/leHUI0 0CMOTPa, TEXHUUYECKOTr0
00C/Ty)KMBaHUsI, TIOATBEP K/J€HHBIX 3aMMCSIMU B JOKYMEHTaL!

[TnanrpoBaHue MOTPeOHOCTH B BBHITIOTHEHUH OTepariyii 1Mo KBaarduKarmm
(Bepu¢mKaryM) TeXHOIOTHIECKOT0 ¥ BCIIOMOTaTeIbHOr0 000py/[0BaHUs 1TOCTIe
NIPOBe/leHusI I/IaHOBOT'O0 TEXHUUYECKOro 00C/TyKUBAHHUSI U PEMOHTOB

KoHTpOJ/Ib MpaBUILHOCTH SKCIITyaTaldd TEXHOJIOTUUECKOr0 U
BCIIOMOTaTe/IbHOr0 000py/10BaHMsI B COOTBETCTBUHU C €r0 TeXHUUeCKUMHU
XapaKTepUCTUKaMHU, MOATBEPKAEHHBIMU 3alUCSIMU B PETUCTPUPYIOLEN
JIOKyMeHTaluu

KoHTposib BbINO/THEHUS TIOPSsiiKa 1eMCTBUM TIPU BbISIBJIEHUH OTKIOHEHUI
(HECOOTBETCTBUSI) B COOTBETCTBUU C MHCTPYKLUSIMU U [IPYTOM TEXHAUYECKOU
IOKyMeHTaluen

KOHTPOJ'IL BBITIO/THEHHA HIIaHOB—l"pa(i)I/IKOB poBeJAeHnA pa60T I10 KBaJII/I(l)I/IKaL[I/II/I
O60py,qOBaHI/IH N MH)XXE€HEPHBIX CUCTEM

CBoeBpeMeHHOe COTJlaCOBaHHe OTUETOB IO KBaM(UKai 000py10BaHUs U
WH)KEHEPHBIX CUCTEM

BHecenne 000CHOBaHHBIX U3MEHEHHH B CPOKHU IIpOBejeHNsA pa60T 1o
KBa]'II/I(I)I/IKaL[I/II/I O60py,qOBaHI/I$[ W MH)XXE€HEPHBIX CUCTEM

OpraHu3aliys IpoBe/leHUs] aBapUMHBIX PeMOHTOB 000pyI0BaHUsI U MH)KeHePHbIX
CUCTeM MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Heobxoavmbie ymMeHUst

KoHTponmpoBatk paboTy MofUMHEHHOTO TIepCoHasia U CTPYKTYPHOTO
To/[pa3/ieieHust o 00ecrieyeHH 0 WH)KeHePHOT'0 COTIPOBOXK/eHHsT TIPOU3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

[Tpor3BOaUTH OLIEHKY KBaaU(UKaL[MU MlepCoHasa MpPOM3BOACTBEHHbIX
roZipa3zesieHuit

OneHrBaTh 0ObEMbI UCTIBITAHWH TIPY KBATU(UKALIUN U BaTUJalin




PaboTath ¢ TeXHUUECKOH JINTepaTypOi Ha aHTTIMHACKOM SI3bIKe

[Tpor3BOUTH OLIEHKY 0KYMEHTOB, OMUCHIBAIOIINX TEXHOJIOTHIO MPOU3BO/ICTBA,
(hacoBKy 1 ynakoBKY HAHOCTPYKTYpPHPOBAHHBIX JIeKapCTBEHHBIX CPE/ICTB B
00J1aCTH 3KCIUTyaTalluy TEXHOJIOTMUYECKOTO 1 BCTIOMOTATe/TbHOT0 000PYA0BaHUS

Heobxoqumble 3HaHUS

I[TpaBusia KCITyaTaliy TEXHOJIOTMYECKOT0 U UCTILITaTe/IbHOTO 0060pyJ0BaHMs,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX MPY NIPOM3BO/CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

[Mopsiiok pa3paboTKu KOPPEKTUPYIOLUX U TIpeAYTIPEX/JAtoIIUX JeHCTBUN TpU
Ha/IMUMK U3MeHeHUH U OTK/IOHEeHUH MPU 3KCIUTyaTalii TeXHOJIOTHYeCKOTo U
HCTIBITaTeTbHOTO 000pyA0BaHMS

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU [1/1s1 KaueCcTBa
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/CTB B 00/1aCTH 3KCITTyaTaluN
TEXHOJIOTUUECKOT0 ¥ BCTIOMOTaTe/IbHOr0 0060py/10BaHUS

HpI/IHL[I/IHbI Ba/IMAdLINN TEXHOJ/IOTMYECKHUX TTPOLIECCOB, KBaJII/ICl)I/IKaL[I/II/I
HOMQH.[EHI/Iﬁ 44 o6opy,q03aHI/1$1, WH)XXE€HEPDHbIX CUCTEM

METOABI rnpeayrpexaeHus MI/IKpO6I/IO]IOFI/I‘—IeCKOFO 3drpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

MeTo/ibl CTaTUCTUYECKOTO yTpaBJ/ieHHsi KaueCTBOM MPU MH)KeHEPHOM
COTIPOBOXKAEHUM Mpoljecca TTPOU3BOCTBAa HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJCTB

AHTIMICKUH 53bIK B 00/1aCTH TEXHUUECKOU KCIUTyaTaljuu 060py10BaHuUs 10
TIPOM3BO/ICTBY HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJCTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kato11leld Cpe/ibI

Oco0bble yc/ioBHs OTTyCKa K
pabote

[pyrue xapakTepyuCTUKU

3.3.4. TpypoBas ¢pyHKIus

ITpoucxosxaeHue 06001eHHOM
TPYyZA0BOU (HyHKLIMU

KoHTpo/b MeTposIoruyeckoro
obecrnieueHus HWH)XE€HEPHBIX CUCTEeM U v
OBeHb
HaumeHoBaHue 000py10BaHUsl, UCIIO/TB3YEMBIX TIPH Kog, C/04.6 P 6
KBa/mMuKaum
TIPOU3BO/ICTBE HAHOCTPYKTYPUPOBaHHBIX
JIEKapCTBEHHBIX CPEJCTB
3alMCTBOBaHO U3
Opurunan X 1267
OpHruHamna
Kog, PerucrpaljioHHbIN HOMep
OpHUrHHa rpogeccroHaIbHOTO
a cTaHjapra

TpyzoBbIe eHCTBUSA

KoHTpO/Ib UCTI0/Th30BaHMST CPEZICTB U3MepeHHH (pPabourX U 3TaJIOHHBIX) B
COOTBETCTBUM C UHCTPYKLIUSIMU U APYTOM TeXHUUYECKOM JOKyMeHTaluen

KOHTpPO/Ib BBITIOJTHEHUS] CDOKOB TIPOBE/IEHUS TIOBEPKH U KaTMOPOBKHU CPE/ICTB
H3MepeHU

KOHTpPO/Ib BBITIOJTHEHUS [IEPCOHA/IOM M3MePeHUH /171 0becrieueH|us: HopM
TOYHOCTH B COOTBETCTBUH C MHCTPYKLIUSMU U IPYTON TeXHUUECKOU
JIOKyMeHTaLen

KoHTpo/b CPOKOB COCTaB/I€HUS [7IaHOB-TPa(hKOB NPOBejeHUs [1eMCTBUI 110
KaOpOBKe U MOBepKe CPeJiCTB M3MepeHH i




KoHTposb obecrieueHust MpOU3BO/ICTBA HEOOXOAUMBIM TTOIMEHHBIM (DOHZOM
Cpe/ICTB M3MepeHU Ha MOMEHTHI MPOBe/ieHNsT KaTMOPOBKHY U TIOBEPKU

Heobxomvmbie ymMeHUst

AHanu3ypoBaTh JOKYMEeHTbI, ONMChIBAIOIIMe TeXHOIOTHIO TIPOM3BO/CTBA,
(hacoBKy U yIIaKOBKY HAHOCTPYKTYPHPOBaHHBIX JIeKapCTBEHHBIX CPEJCTB, C
MO3ULIMK TIOATOTOBKHY M 3KCIITyaTaliy 000pyZ0BaHUs /1S TPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKaPCTBEHHBIX CPe/ICTB

OdopmisiTh U3MeHeHUs K TPOMBIIIIEHHBIM perjlaMeHTaM, TeXHOJI0TMUeCKUM
VMHCTPYKLIUSIM, CTaHAapPTHBIM OMepaljiOHHbIM MpoLieflypaM B I/IaHe HajleXxalliei
3KCIUTyaTalii 000PYAOBaHHUS U MH)KEHEPHBIX CUCTEM

Ocy11ecTBASTh aKTyalIn3alyio JOKYMeHTAalMy U yIpaBieHue JOKyMeHTalyen
T0 KCIUTyaTal[ui 000pyI0BaHNsI ¥ MH)KEHEPHBIX CUCTEM TTPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

Becty MOHUTOPHUHT PabOTOCTIOCOOHOCTH 0060PY/J0BaHUSI TTPOU3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKaPCTBEHHBIX CPE/ICTB

PaboTaTb C TeXHUUECKOM JIUTePATyPOi Ha aHTJIMHCKOM SI3bIKe

WHTepripeTHPOBaTh JAHHBIE COCTOSIHUS 000PYJOBaHUS U TEXHOJIOTUYeCKUX
TpPOLIeCCOB MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPE/ICTB

HpOI/BBOAI/ITb OLIEHKY COOTBETCTBHUA COAEPKAHUA TeXHUUEeCKOM AOKYMEHTalli1 B
COOTBETCTBHUH C MHCTPYKLUAMU

OLIEHI/IBaTB B/IUSIHHE OTK/IOHEHUH B pa60Te O60py,ZLOBaHI/IH, HWH)XE€HEPHBIX CUCTEM
Ha Ka4yeCTBO I10/1y4d€MbIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPDCTBEHHLIX CPEACTB

Heobxoaumble 3HaHUS

['ocyzapcTBeHHbIe CTAaHAAPTHI CUCTeMBI 0OecTieueHUst eAMHCTBA U3MepeHUi

MexrocyziapCTBeHHbIe CTaHAAapPThl CUCTEMbI KOHCTPYKTOPCKOM JOKYMeHTaLN

ME)KFOCy,E[apCTBEHHLIe CTAHAAPTbI CUCTEMBI TeXHOJIOTAUECKOM AOKYMEHTalJuK1

[Mopsiziok pa3paboTKy KOPPEKTUPYIOIUX U TIPeAYTIPEX/IAF0IINX eMCTBUN TIPU
Ha/TMYUM U3MEeHEeHU U OTKJIOHeHUWM MPU SKCIUTyaTal[iyd TeXHOJIOTUUeCKOro U
HCTIBITAaTe/IbHOTO 000PYI0BaHMUS

METOABI W UHCTPYMEHTEI YIIpaBJ/IeHHUsA PUCKAMU [JId Ka4ueCTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeCTB B obslactu 3KCIIyaTalliH
TeXHOJIOTYeCKOI'0 U BCIIOMOI'aTe/IbHOI'O O60py,E[OBaHI/IH

[TpUHLIMIIBI BaWJALMM TEXHOJI0TMYECKUX TIPOL[eCCOB, KBaIU(UKaALIUU
roMeIeHni ¥ 000pYZOBaHNs, NH)KeHePHBIX CUCTEM

MeTo/ibI TIpeyTIpeKAeHrsI MUKPOOHO0/IOrHUeCKOTo 3arpsi3HeHust
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

METOAI)I CTaTUCTUYECKOI'0 YIIPpdBJ/IEHHUA Ka4eCTBOM IMPH MHXX€HEPDHOM
COTIPOBOXXAEHWH I1pOoLieCCa INMpou3BOACTBd HAHOCTDYKTYPHPOBAHHBIX
JIEKAPDCTBEHHBIX CPEACTB

AHrmicKuii A3bIK B 006/1aCTU TeXHUUECKOU IKCTUTyaTaliud 060py0BaHuUS T10
TPOU3BO/CTBY HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPEJICTB

TpeboBaHUs CAHUTAPHOTO PEXKMMa, OXpaHbl TPY/ia, TO’KapHOM 6e301acHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

Oco6blie yc/ioBUS AOMyCKa K
paboTe

[pyrue xapakTepUCTUKU

3.4. O6001eHHas TpyAoBas PyHKIusa «PyKOBO/JCTBO MPOLIECCOM HH)KEHEPHOT'0 COMPOBOXKAeHUSI
NPOM3B0/ICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbBIX CPeACTB»

Hanmenosanue PyKoBOZCTBO MPOLIeCCOM UH)KEHEPHOT'O Koz D YposeHb 7

COIPOBOJKZEeHHs IPOU3BO/CTBA
HaHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHbIX

KBa/MpUKaLu




cpencTB

[ ] [ ]

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM HyHKLIH

OpruHan 3auMCTBOBaHO U3 1267
opuryHasa
Koz PerucrpalyoHHbIN HOMep
OopuyruHasn npogeccroHaabHOT 0
a CTaHzapTa

Bo3MoykHbIe HaMeHOBaHUsI
J0JDKHOCTeH, rpodeccui

I'naBHBIN MeXaHUK

TpeboBaHusi K 06pa30BaHMUIO
1 00y4eHuto

Beiciiee oOpa3oBaHue - MarucTparypa

TpeboBaHUs K OTBITY
TIPaKTUYeCKOoi paboThbl

He MeHee nisATH /1eT paboThl HAa HH)KeHEPHO-TeXHUUECKUX U PYKOBOZSIINX
JOJDKHOCTSX B 00/1aCTH TeXHUYECKOW 3KCITyaTaluyu 000pyAoBaHus
NPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Oco6blie yc/IoBUS AOIyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEbHBIX (TIPU MOCTYTI/IEeHWH Ha paboTy)
Y TIEPUOIMUECKUX MEeIUIIUHCKUX OCMOTPOB (00C/IeI0BaHMIA), a TaKKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeIoBaHM) B TOPSKE,
YCTaHOBJIEHHOM 3aKOHO/laTelbcTBOM Poccuiicko ®esepaiuu

[TpoxoskaeHre UHCTPYKTaXka 110 0OXpaHe TPy/a U TeXHUKe 06€301MacHOCTH

Jpyrue xapakTepyuCTUKU

[ononuuTtenbHbIe MPOecCcroHaNIbHbIe POrPAMMBI - TIPOTrPaMMBbI ITOBBIILIEHHS
KBa/IM(UKALIUU 110 IPOPUIIIO 1eATeTbHOCTH

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTePUCTHUKHU

HauMeHOBaH e J0KyMeHTa Ko HanmeHoBaHve 6a30B0i TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
VTU CTeLUaJbHOCTH
OK3 1321. PykoBoguTeny nozipaszeneHui (yrpassiolye) B
obpabaTbIBaroITeld MPOMBIIIIIEHHOCTH
ETKC nmu EKC ['1aBHBIM MeXaHUK
OKILATP 20815 ['aBHBIM MeXaHUK (B MPOMBIIIEHHOCTH)
OKCO 2016 2.15.04.01 MamuHocTpoeHue
2.15.04.02 TexHoIOrMueCcKrie MallMHbI ¥ 000pyJ0BaHKe
2.18.04.01 XHUMHUUeCcKask TeXHOJIOTUs
2.18.04.02 OHepro- ¥ pecypcocbeperaroiifiie Mporecchl B XUMAUECKOU
TeXHOJIOTUH, HepTeXuMUM 1 OMOTEXHOJIOTHN

3.4.1. TpypoBasi pyHKIHA

HaumeHoBaHue

PyKoBOZCTBO pa3paboTKOM JOKyMeHTal[uu
10 UH)KEHEPHOMY COTIPOBOYK/IEHUIO

JIeKapCTBEHHBIX CPeJICTB

YpoBeHb

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM HyHKLIH

Kop D/01.7 7
IIPOU3BOZCTBA HAHOCTPYKTYPHUPOBAHHBIX KBa/IM(HKALH
3aMMCTBOBaHO 13
OpuruHan 1267
OopYrvHasa
Koz PerucrpauyoHHbIl HOMep
OopuyruHasn npogeccroHaabHOTo

a CTaHJapTa



TpyzoBble felcTBuUS O1eHKa U yTBep)KJeHUe CTaHZapTOB OpraHu3aliyu, JOKYMEeHTOB I10 MPOBe/IeHHI0
TJIAaHOBBIX OCMOTPOB, T/IAHOBOT'O TEXHUUECKOT'0 00CTy>KMBaHUSI 1 PEMOHTOB
000py/10BaHMST U UH)XXEHEPHBIX CUCTEM

YTBepK/ieHre UHCTPYKIMH, CTaHAAPTHBIX OTNlepaLMOHHBIX TIPOLIEAYD IS
MOJrOTOBUTE/TLHBIX OTepariuii ¥ MoAr0TOBKHM TEXHOJIOTHUECKOTO U
BCIIOMOTaTe/IbHOr0 000py10BaHus K paboTte

YTBepKaeHUe UHCTPYKLIUM, CTaHJapTHBIX OrepalidOHHBIX MPoLieyp Mo
9KCIITyaTal[ii TEXHOJIOTHUECKOT0 ¥ BCTIOMOTaTe/IbHOr0 000pY/J0BaHMSI.

YTBep)KeH1e UHCTPYKIIUH, CTaH/JapTHBIX OMepPaIOHHbIX MTPOLIeAYP /IS
orepaLuii o cMeHe (opMaToB [ijisi TEXHOJIOTHUYECKOTO ¥ BCIIOMOTaTe/TbHOTO
000py/10BaHUSI.

YTBepXKAeHre UHCTPYKLIWI, CTaHJapTHBIX OMepaldOHHBIX MPOLeAyp A/
orieparyi Mo OYKCTKE TEXHOJIOTMUECKOT0 U BCIIOMOTaTeIbHOTO 000py10BaHMUS

YTBepXKAeHre UHCTPYKLIWM, CTaHJapPTHBIX OMepaldOHHBIX MPoLeAyp A5
MPOBEIEHUS TVITAHOBLIX OCMOTPOB, TJIAHOBOTO TEXHUUYECKOTO 00C/TY>KUBAHHS U
PEMOHTOB TEXHOJIOTMUYECKOT0 ¥ BCIIOMOTaTeIbHOTO 000pyA0BaHUS

HeobOxopumbie ymeHust AHanu3upoBaTh JOKYMEHTHI, OMKChIBAIOLMe TeXHOJIOTHI0 IPOM3BO/CTBA,
(hacoBKy M ynakoBKY HaHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB, C
TO3UL[U TIOATOTOBKH U 9KCIUTyaTalliy 000py/10BaHUS

O6001jaTh TEXHUYECKYIO TUTepaTypy Ha aHTJIMHACKOM SI3bIKe TI0 SKCIUTyaTariui
000py/I0BaHus 110 TTPOU3BOACTBY HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCcTB

OcCy1eCcTB/IATh aKTya/lInu3aluio JOKyMeHTal[My 1 yrpaB/ieHre BHYTpeHHe!
TeXHUYECKOM [JOKYMeHTal[Hel 10 SKCIiTyaTali 000pYZ0BaHUsS U WH)KeHEPHBIX
CUCTEM

PaspabaTbiBaTh U TIPOU3BOIUTH YTBEPXKIeHUE JOKYMeHTal[|H,
perjaamMeHTUpYyollel podecCHoHaTbHYIO eATeNbHOCTh opa3eneHus

Heobxopymbie 3HaHUS KoHCTpyKTHBHBIE 0COOEHHOCTH, TH/JpaBInvYecKre U KWHeMaTHYeCKHe CXeMbl
PEMOHTHPYEMOro 0060py/J0BaHUs

Crioco0bI TpUMeHeHHsI MeTO/I0B JUarHOCTHUKY, PEMOHTa, COOPKM Y MOHTaXa,
TIPOBEPKH Ha TOUHOCTDb Y UCTIBITAHUSI OTPEMOHTHPOBAHHOTO 000PY/J0BaHUS

TpeboBaHus HazyeKallei MPOU3BO/ICTBEHHOW TIPAKTHUKN

[TpaBua 3KCIUTyaTal[ii TeXHOJIOTUUYEeCKOTO U UCTIBITaTeTbHOTO 000pYA0BaHMS,
CpeJiCTB U3MepeHNH, UCTI0/Ib3yeMbIX IPY NIPOM3BO/CTBE
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[Mopsifok pa3paboTKy KOPPEKTUPYIOIIMX U MPeAYTPEXXAAIOINX JeCTBUIA TIPU
Ha/IMUMU U3MEHEeHUM U OTK/IOHEeHUM NPY KCIUTyaTaljui TeXHOJI0TMYeCKOro 1
HCTIBITaTeTbHOTO 000py/0BaHMUs

AHTIMICKUH 53bIK B 006/1aCTH TEXHUUECKOW KCIUTyaTalui 060py10BaHuUs 10
TIPOM3BO/ICTBY HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU /1Sl KaueCcTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariui
TEXHOJIOTUUeCKOT0 ¥ BCTIOMOTaTe/IbHOr0 000py/10BaHUS

[TpyHLMIIBI Ba/UAaLMM TeXHOJIOTHYEeCKUX MPOLIeCCOB, KBamu(rKaLum
roMeIeHni ¥ 000pyZOBaHNs, NH)KeHePHbIX CUCTEM

MeTo/p! CTaTUCTAYECKOTO YIIPAaB/IeHUsI KAYeCTBOM IIPU UH)XEHEPHOM
COTIPOBOXKEHNH TpoLiecca NPOU3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBeHHBIX CPe/ICTB

Oco0bble yc/1oBUs JIOTTyCKa K
paboTe




\,Z[pyme XapaKTepPUCTUKU

3.4.2. TpypoBasi pyHKIHA

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM (HyHKLIUN

[IpoBenenve MoepHU3aLAA
HaumeHoBaHMe  |TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX Kog D/02.7 Y POBeHE 7
p A PYKTypHp ’ KBa/mMuKaum
JIEKapCTBEHHBIX CPe/iCTB
3aMMCTBOBaHO U3
Opurusan X 1267
OpUrvHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHaNBEHOTO
a CTaHgapra

TpyZoBbIe elCTBUSA

CocTaBneHye I71aHOB NOBbILIEHHS 3(P(PEeKTUBHOCTH NTPOM3BO/CTBA
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPE/CTB 3a CUeT MPOBejeHUs ero
MO/IepHU3aLUU

Opranusanys pa3paboTKH ¥ BHePeHUsI HOBBIX TEXHUUECKUX PelleHni [Is
MO/IepHU3aL{MM TPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX
CpeJCTB

Pa3paboTka MeporipusTHiA TI0 YTyUIIeH|I0 KaueCTBa BIITOJTHEHUS] OCMOTPOB,
TJIaHOBBIX PabOT 10 TeXHUUECKOMY 00C/Ty>KUBaHHUIO U PEMOHTY 000pyA0BaHMUS
MPOW3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

PykoBO/ICTBO pa3pabOTKOM I/IaHOB yCTpaHeHHsl OTKJIOHEHHI B paboTe
000py/10BaHuST M MH)XKEHEPHBIX CHCTEeM, TTPUBOASIINX K TIOSIBJIEHUIO Opaka mpuy
TPOU3BO/CTBE HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZCTB

[TnaHupoBaHe KOMILIeKCa paboT U yTipaB/ieHre KOMIUIEKCOM PaboT 1o aHaIu3y
paboTOCIIOCOOHOCTU TEXHOJIOTMUECKOT0 U BCTIOMOTaTe/TbHOr0 000py/i0BaHus,
€ro COBepIIeHCTBOBaHHUIO B B COOTBETCTBUM C UHCTPYKLIUSIMU U IPYTOM
TeXHUYEeCKOU JOKYMeHTaLen

Opranusatiyisi HerpepbIBHOTO 00yueHusi TepCcoHasia v MOBBILLIEHHUS ero
KBa/TUUKALUU

Opranu3anysi paboT 1Mo U3y4YeHUI0 U BHeIPeHHI0 HayYHO-TeXHUYeCKUX
JIOCTW>KEHUM U Mepe/JOBOr0 OMbITa MPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJCTB

CoracoBanue crietykaryii TpeboBaHuMI 10/b30BaTeIs 15 TIPOBeEHUS
MO/ZIepHU3AL[MH1 TIPOM3BO/ICTBAa HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpeJCTB

HeobOxopymbie ymeHust

OpraHu30BbIBaTh BHeIpeHUe paboT 1o pa3paboTke U ONTUMU3ALIMK TIPOLIECCOB
TJIAaHOBOT'O TEXHUYECKOTO 00C/TY)KMBAHUSI ¥ PEMOHTa 000pyI0BaHUs

OrleHHBATh JOKYMEHTALIHIO, PErjaMeHTHPYOIIYIO TIPOU3BO/ICTBO
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, B IJIaHe SKCILTyaTaliui
obopyjoBaHus

Ocy111ecTB/ISTh yIpaB/ieHHe KOMIUIEKCHBIMYA HayYHO-TeXHUUeCKUMH TIPOeKTaMHU
10 MO/IEPHHU3AI[UU MTPOM3BOZCTBA HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX
CpefCcTB

Pa3pabaTbIBaTh TEXHUKO-3KOHOMHUYECKOE 000CHOBAHUE PEKOHCTPYKI[UM U/TH
pacIIvpeHwst POM3BO/ICTBA

Heobxoumble 3HaHUs

JIuiieH3MOHHBIe TpeGOBaHMs MPU MPOM3BO/CTBE HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPe/ICTB

[TpUHIMITBI 1eI0NPOU3BO/ICTBA U I0KYMEeHTO0O0pOoTa




[TepcrieKTHBbI TEXHAUYECKOTO pa3BUTHs (papMal|eBTUUeCKOM OpraHu3aluu

OTanbl MPOeKTUPOBAHMUS, KBaM(UKALIMU U FKCIUTyaTalluM 3aHNM, TTIOMeLLeHUH,
WH)KEHEPHBIX CUCTEM

XapaKkTepuCTUKA OCHOBHOT'O TEXHOJIOTMUECKOT0 000pyJ0BaHUsI, MHXXeHEePHBIX
cucTeM

XapakKTeprCTUKH NPOM3BO/ICTBEHHBIX [TOMeLLeHHH, UCI0/Ib3yeMbIX B IpoLiecce
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

MeTo/bl ONTUMU3ALIMUA TeXHOJOTMUeCKUX TIPOL[eCCOB 3a CUeT MOJepHU3alliu
TEXHOJIOTUUeCKOT0 ¥ BCTIOMOTaTe/IbHOr0 000py/10BaHHsI TIPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

MeTo/p! ¥ MHCTPYMEHTHI YIIpaB/IeHHsI PUCKaMHU JI/Is1 KaueCcTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTaluu
TEXHOJIOTMUeCKOTr0 ¥ BCIIOMOTaTe/IbHOro 060py/10BaHUs

MeTo/ibI TIpeyTIPeKAeHNsI MUKPOOHO/IOTHUeCKOTO 3arpsi3HeHusT
HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPeJCTB B 00/1aCTH IKCITTyaTalliN
TeXHOJIOTMUeCKOr0 ¥ BCTIOMOraTe/TlbHOro 060py/joBaHUsI

MeTO,E[I:I CTaTUCTUYECKOI'O YIIpdB/I€EHUA KaUe€CTBOM IIPpHU MH)XX€HEPDHOM
COTIPOBOXXAEHWH ITpOLieCCa INMpOoru3BOACTBd HAHOCTDYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

[Mopsiiok pa3paboTKK KOPPEKTUPYIOLUX U TIpeAYTIPEX/JatoIInX JeCTBUN TpU
Ha/IMUMY U3MeHeHUI U OTK/IOHEeHUH MPU 3KCIUTyaTalii TeXHOJIOTHYeCKOTo U
HCTIBITaTeTbHOTO 000pyA0BaHMUS

AHrMiACKui A3bIK B 00/1aCTH TEXHUUECKOH 3KCTUTyaTallui 000PY0BaHUS T10
TIPOM3BO/ICTBY HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPEJCTB

HDHHHHHBI Ba/IMAdlIMH TEXHOJ/IOTMYECKHX TTPOLIECCOB U dHAJTUTUYECKUX
METOJHUK, KBaJII/I(l)I/IKaL[I/II/I HOMQH.[E‘HI/Iﬁ u O60py,Z[OBaHI/IH, NH)XXE€HEPDHbIX CUCTEM

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kalo11leid Cpe/ibl

Oco0bble yc/ioBUS OITyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.4.3. TpypoBas QpyHKIuUsA

ITpoucxosxaeHre 0600IIeHHOM
TPyZA0BOM HyHKLIMU

CornacoBaHue TyIaHOB PaboT 110
VIH)KeHEPHOMY COIIPOBOXK/€HHUI0
YpoBeHb
HaumeHoBaH1e TIPOL[eCCOB IPOU3BO/CTBA Kon D/03.7 7
KBa/TMUKaLUH
HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpeacTB
3alMCTBOBaHO U3
OpwuruHan X 1267
OpUruHama
Kog, PerucrpalioHHBIN HOMep
OpHUTHHas rpodecCHOHaTBHOTO
a cTaHgapra

TpyzoBbIe felCTBUS

Anamu3 u KOPPEKTHPOBKA IJIAHOB pa60T 110 TIpOBeI€eHNUIO PEMOHTOB 1
TeXHHU4YeCKOro O6CJ'IY)KI/IBEIHI/IH 060py,q03aH1/1;1 W MH)XE€HEPHBIX CUCTEM

BHeceHrie 000CHOBaHHBIX U3MEHEHHUH B CPOKH TIPOBe/IeHHs1 paboT 110 peMOHTY U
TEXHUUYECKOMY 00C/Ty>KHBaHHUIO 000PYA0BaHHUS U MH)KEHEPHBIX CUCTEM

YTBep>KjeHHe TJIaHOB paboT 10 MTPOBEIEHHUI0 PEMOHTA, TEXHUUECKOTO




O6CJ'Iy)KI/IBaHI/IH O60py,ZLOBaHI/IH N MH)XE€HEDHBIX CUCTEM

AmHasn3 BBITOTHEHUS T7IAHOB-TPa(UKOB TIPOBeieHusT paboT 1Mo PeMOHTY U
TEeXHUYECKOMY 00C/Ty>KUBaHUIO 000PYZOBaHUS U WH)KEHEPHBIX CUCTEM

Heobxoavmbie ymMeHUst

AHan3upoBaTh MPOEKTHI TUVIAHOB paboT Mo KBaM(HUKALIMHA, PEMOHTY U
TeXHUUYECKOMY 00CTy>KHBaHHUIO 000PYA0OBaHHUS U MH)KEHEPHBIX CUCTEM

BHOCHTH KOppeKTHBHI (IIpH HE0OXOJUMOCTH) B TIPOEKTHI TVIAaHOB paboT 1o
KBa/M(YKaIy, pEMOHTY U TeXHUUECKOMY 00C/Ty)KMBaHHIO 000pyJ0BaHUS U
VH)KeHEepPHBIX CUCTeM

YTBepk/aTh M/IaHbI PabOT 110 TIPOBE/IEHUI0 KBAaTU(UKAI[UH, PEMOHTA,
TeXHUYECKOT0 00C/TyKuBaHUst 000py/J0BaHMsI M UHXKEHEePHBIX CUCTeM

Or1ieHMBaTh YaCTOTY OTKa30B 000pY/[0BAHKS U MTPOBE/IEHNsT aBapUHHOTO PEMOHTa

Heobxoqumble 3HaHUs

XapaKTepI/ICTI/IKI/I OCHOBHOI'O TEXHOJIOTMYECKOI'O O60py,E[OBaHI/IH, HNHXE€HEPHBIX
crucremMm

XapaKTepI/ICTI/IKI/I TMMPON3BOACTBEHHBIX HOME]_L[eHI/Iﬁ

OnbIT 1 3HaHUS B 00/1aCTH TEXHOJIOTUH, 000PYZOBaHUS U WH)KEHEPHBIX CUCTEM
MPOU3BO/CTB aHAIOTUYHOU MPOAYKLIUH

[TpyHLMIIBI CTaHAapPTU3aLKMU U KOHTPOJIS1 KaueCcTBa HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

MeTo/bl ONTUMU3ALIMY TeXHOJIOTMUeCKUX TIPOL[eCCOB MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBAHHBIX JIeKADCTBEHHBIX CPE/ICTB 3a CUET MOJiepHU3aLIiN
TeXHOJIOTMUeCKOT0 U BCTIOMOTraTe/TbHOr0 000pY/I0BaHUsI

[Mopsiiok pa3paboTKu KOPPEKTUPYIOLUX U TIPeAYTIPEX/JAt0IIUX JeUCTBUN TIPU
Ha/IMuMy U3MEHEeHUI U OTK/IOHEeHUH MPHY KCIUTyaTaljui TeXHOJI0TMYeCKOro 1
WCTIBITAaTeTbHOTO 000pYA0BaHMUS

METO,IU:I W MHCTPYMEHTEI YIIPaBJ/IEHWA PUCKaMM [JI1 KaueCTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeACTB B obslactu 3KCITIyaTaliin
TeXHOJIOTHYEeCKOT'0 ¥ BCIIOMOI'aTe/IbHOI'O O60py,Z[OBaHI/IH

METOABI rnpeayrpexaeHus MI/IKPO6I/IO]IOFI/I‘J€CKOFO 3dlrpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeCTB B obslactu 3KCIIyaTalliH
TeXHOJIOTYeCKOI'0 U BCIIOMOI'aTe/IbHOI'O O60py,E[OBaHI/IH

MeTo/bl CTaTUCTUYECKOTO YTIPABJIEHHS] KAUeCTBOM TIPH UH)XXEHEPHOM
COTIPOBO’K/IEHHH Mpoliecca MPOr3BO/CTBAa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJiCTB

[TpyUHLMIBI Ba/UAALMU TeXHOJIOTHYEeCKUX MPOLIeCCOB, KBamu(prKaLuu
roMeleHni 1 000pyAOBaHNs, NH)KeHePHBIX CUCTEM

Oco0bble yc/1oBUs J0TTyCKa K
pabore

[pyrue xapakTepucTUKU

3.4.4. TpypoBasi pyHKIMA

ITpoBesieHre KOMIUIEKCHOTO aHa/Iu3a
JeATe/IbHOCTH TI0Jpa3ie/ieHus 110
HaumeHoBanue VH)XeHEePHOMY COITPOBOXKJEHHIO Kop D/04.7
IIPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

YpoBeHb
KBa/TMUKaLUA

ITpoucxosxzaeHue 06001eHHOM
TPY10BOM QYHKI[UH

OpuruHan X 3aMMCTBOBaHO U3 1267

OpUrvHana

Koz PerucrpauyoHHbIéi HOMep




OpUTHHa rpogeccroHaIbHOTO
a CTaHjapra

TpyZoBbIe 1elCTBUS

Ouenka 3¢ (eKTUBHOCTH HCII0/Ib30BAHUS TEXHOJIOTMYECKOTr0 000pyZOBaHHUS
NIPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJICTB

OHEHKa SCl)ClJEKTI/IBHOCTI/I BBITIOJTHEHHUA TJIAHOBBIX OCMOTPOB, ITJIAHOBOT'O
TeXHHU4YeCKOro 06C]'[y>KI/IBaHI/IH Y PEMOHTOB

OrieHKa JOCTUTHYTBIX K/TFOUEBBIX TOKa3aTesiel 1esTe/IbHOCTH B 00/1acTh
6e30macHOCTH IKCTITyaTallii TeXHOJIOTHUeCKOro 060py10BaHUsI TIPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

AHanu3 ycioBui TpyJa NOAUMHEHHOT0 MepcoHara, 3a/1eliCTBOBaHHOIO B
peanu3aliyi MHKeHePHOT0 COMPOBOXKAEeHUS Mpoljecca TTPOU3BOCTBa
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

CocTaBjieHHe OTYeTa I10 MPOBeJeHHOMY KOMITJIEKCHOMY aHa/IU3y JesTe/TlbHOCTH
0/[pa3/ieeHust

Heobxomvmbie ymMeHUst

YHpaBJ'IHTb KOMIUJIEKCHBIMHU ITPOEKTaMH

OLeHMBaTh NOCTABIIMKOB U KOHTPAKTHBIX NTPOU3BOAUTEEN

OtieHrBaTh 00'b@MbI UCTILITAHUH MPU KBaTU(UKALUH

YTipaB/isATh TIOITOTOBKOM 0030pOB olieHKM 3(h(heKTUBHOCTH HCTIOIb30BaHUS
000py/10BaHUS U BLITIOJTHEHUs pabOoT T10 MJITAHOBOMY OCMOTPY, TEXHUUECKOMY
00C/Ty)KMBaHHUIO U PEMOHTY

OrieHMBaTh YaCTOTY OTKa30B 000pY/I0BAHKS U NPOBe/IeHHs] aBapUIHOTO PeMOHTa

Heobxoaumble 3HaHUS

XapaKTepruCTUKH OCHOBHOT'O TEXHOJIOTHUECKOro 0060py/10BaHus1, MHKeHePHBIX
CUCTEM

XapaKTeprCTUKM ITPOM3BO/ICTBEHHbIX [TOMeLLeHHH, UCII0/Ib3yeMbIX B IpoLiecce
MIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

[TpyHLMIBI CTaHAapPTU3aLMU U KOHTPOJIS1 KaueCcTBa HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

METOAI)I OINTUMHU3alINX TIPOU3BO/ICTBEHHBLIX Y TEXHOJIOTHYECKHUX IIPOLIeCCOB

[Mopsiiok pa3paboTKu KOPPEKTUPYIOLUX U TIpeAYTIPEX/JatoIInX JeCTBUN TpU
Ha/TMUUK U3MeHeHU 1 OTKJIOHeHWI TIPU SKCIUTyaTalldi TeXHOJIOTUYeCKOTo U
HCTIBITaTeTbHOTO 000pyA0BaHMS

METO,E[]:I U UHCTPYMEHTEI YIIpaBJ/JI€HUS PUCKAMU [JId KaueCTBa
HaHOCTDPYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX CPEACTB B obslactu SKCITIydaTaliin
TeXHOJIOTNYeCKOI'0 ¥ BCIIOMOI'aTe/IbHOI'O 060py,E[OBaHI/IH

METOAI/IKI/I pacuyeTa K/IH0UYEBBIX ToKa3aresien AedaTe/IbHOCTH

METOABI rnpeayrpexaeHus MI/IKPOGI/IO]’IOI‘I/I‘J@CKOI‘O 3drpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeACTB B obslactu 3KCIUIyaTaliiH
TeXHOJIOTYeCKOI'0 U BCIIOMOI'aTe/IbHOI'O O60py,E[OBaHI/IH

MeTo/bl CTaTUCTUYECKOTO YTPABJIEHHUs] KaueCTBOM TIPH UH)XXEHEPHOM
COTIPOBO’K/IEHHH Tpoliecca MPOr3BO/CTBa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB

[TpyUHLMIIBLI Ba/UAALMU TeXHOJIOTHYEeCKUX MPOLIeCCOB, KBamu(prKaLum
roMeleHni ¥ 000pyZOBaHNs, NH)KeHePHbIX CUCTEM

AHTIMIICKMI 13bIK B 00/1aCTU TEXHUUECKOW KCIUTyaTal[uv 000py10BaHUs T10
MPOU3BO/CTBY HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJICTB

TpeboBaHUs CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOU 6e30IMacHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

Oco0ble yc/1oBUs JOTTyCKa K
paboTe




| JIpyriie XapaKTepHCTHKH -

3.4.5. TpypoBasi pyHKIMA

Ob6ecnieueHue NpoBefieHUsT KBaTM(PUKALIAN

WH)KeHePHBIX CUCTeM U 000pY/0BaHUS YposeHb

HavmeHnoBaHue Kog D/05.7 7
MIPOM3BO/,CTBA HAHOCTPYKTYPHUPOBaHHBIX KBa/M(HKALH
JIEKAPCTBEHHLBIX CPEACTB
IMpoucxosxaeHre 06001IeHHOM 3auMCTBOBaHO U3
P 4 . Opurusan 1267
TPYZOBOH QyHKUUH OpUrvHama
Kon PerucTpaljioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a CTaHgapra
TpyZoBbIe 1elCTBUS [TnanupoBaHue TIPOBeieHuUs paboT 1Mo KBaTU(UKAIIMK U Ba/TUAALUN

dopMUpOBaHKe U Onpe/iesieHue UL, OTBeTCTBEHHBIX 3a TIPOBe/IeHUe
KBa/IM(DUKALIUU U BaTuAaLdn

PyKoBO/ICTBO KBamM(pUKaI[Hel 1 Bauaaliieid HHXeHepHbIX CUCTEM U
000py/10BaHusI IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJiCTB

CornacoBaHue OTYETOB O KBaM(pPUKALIMK U BaIU/JaliUd UH)KeHEPHBIX CUCTEM U
000py/i0BaHMs MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAaPCTBEHHBIX
Cpe/iCTB

AmHanu3 pe3ynbTaToB KBaJM(pUKALIMK U Ba/TUaL{ui UHXXeHePHBIX CUCTeM U
00opyioBaHus MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKaPCTBEHHBIX
Cpe/iCTB

BrisiBNieHre HeI0CTaTKOB B peXKMMax pabOThl TEXHOJIOTMYECKOTO 000pyZ0BaHMUs
Y OCyILL[eCTBJ/IEHUH TpoLiecca MPOU3BO/CTBa HAHOCTPYKTYPHUPOBaHHbBIX
JIeKapCTBeHHBIX CPefiCTB

BBeieHre HeOOXOJUMBIX KOPPEKTHBOB B PA0OTY TEXHOJIOTHUECKOTO
000py/10BaHuS U OCYIIIeCTB/IeHHE MPOoLiecca MPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

HeobxoavmMbie ymMmeHUst [Tpor3BoguThH M/1IaHUPOBaHKE MEPONPUSATHH TI0 peanr3alyy KBanudyKalyuu U
Ba/IM/IAalIM WH)KeHEPHBIX CUCTeM U 000py/J0BaHUS IIPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Ocy1ecTBASTh PYKOBOACTBO TMpoLieccaMy BalMJaliuu U KBanudUKaluu
WHXeHepHBIX CUCTeM U 000pyA0BaHKs TIPOM3BO/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

AHaJ’II/IBI/IpOBaTB pe3y/abTaThl Ba/IAdlIU1 MHXXEHEDHBIX CUCTEM U OGOPy,E[OBaHI/IH
IMPpON3BOACTBA HAHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPE/ICTB

[TpyHUMaTL MepPhI K yCTPaHEHUIO He/JOCTaTKOB, BLISBIIEHHBIX TTPU IMPOBeIeHUH
KBa/TM(UKALIUY 1 BamUAal[un

Heob6xovMbie 3HaHUS XapaKTepruCTUKH OCHOBHBIX MHKEHEePHBIX CUCTeM M 000pyA0BaHUS
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

XapakTepyuCTUKHY TIPOM3BO/CTBEHHBIX MOMeIlleHHH, UCTI0b3yeMbIX B MpoLiecce
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpUHLIMIIBI CTaHAAPTH3ALMY U KOHTPOJISI KaueCTBa HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

Merto/bl ONTHMU3aLMU TEXHOJIOTMUECKHX MPOLIeCCOB U NTPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHbIX CPeJCTB




[Mopsiziok pa3paboTKy KOPPEKTUPYIOIUX U TIPeAYTIPEX/IAF0IINX JeNCTBUN TIPU
Ha/IMYUM U3MEeHEeHU U OTKJIOHeHWM TIPU SKCIUTyaTal[iyd TeXHOJOTUUeCKOro U
HCTIBITAaTe/TbHOTO 000DPYI0BaHMUS

METOABI W UHCTPYMEHTEI yIIpaBJ/IeHHUA PUCKAMU [JId Ka4ueCTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeACTB B obslactu 3KCIUIyaTaliiH
TeXHOJIOTYeCKOI'0 U BCIIOMOI'aTe/IbHOI'O O60py,E[OBaHI/IH

MeTo/pl TIpeiyTnpexAeHrss MUKPOOHOIOTUUeCKOTO 3arpsi3HeHUs
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB B 00/1aCTH 3KCITTyaTalliN
TEXHOJIOTUUECKOT0 ¥ BCTIOMOTaTe/IbHOr0 000py/10BaHUS

MeTo/p! CTaTUCTAYECKOTO YIIPaB/IeHUsI KAYeCTBOM IIPU UH)XEHEPHOM
COTIPOBOXKZEHNUH TpoLiecca NPOU3BO/CTBA HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBeHHBIX CPe/ICTB

AHTIMIICKMI 513bIK B 00/1aCTU TEXHUUECKOU KCIUTyaTal[uv 000py10BaHUs 10
TIPOM3BO/[CTBY HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB

[TpyHLIMIIBI BaWJALMU TEXHOJIOTMYECKUX MTPOLeCCOB U aHATUTHYEeCKUX
MeTO/MK, KBaIM(UKaIy TIOMelieHni 1 000py/[0BaHusl, MHKEHEePHBIX CHUCTEM,
WCMO/b3yeMBIX B IPOM3BO/CTBE HAHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX
Cpe/CTB

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, T0YKapHO# 6e30TacHOCTH,
OXpaHbl OKpY’Katollieil cpe/ibl

Oco0bble yc/ioBUs JOITyCKa K
paboTe

[pyrue xapakTepucTUKU

3.4.6. TpypoBas ¢pyHKIus

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM (HyHKLIUN

ITpoBesieHre MepONpUATHI 110
MOArOTOBKE MPOU3BO/CTBEHHOM
HanveroBanne | TIIOLLQ/IKH K TTPOBEJJEHHUIO MEPOTIPHSTHH Koz D/06.7 YPOBeH® 7
m ’ KBa/MUKaLuy
I10 JIUL[eH3UPOBAHUIO, UHCIIEKTUPOBAHUIO
U ayguTam
3aMMCTBOBaHO U3
Opurusan X 1267
OpHUrHHajAa
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHaNBEHOTO
a CTaHzapTa

TpyZoBbIe elCTBUS

PyKoB0OJCTBO paboTaMu 110 MOATOTOBKE MMO/Ipa3/ie/ieHus K TIPOBeJEeHHUI0
MepOTPUSTUN TI0 JTULEH3UPOBaHUIO, UHCITIEKTUPOBAHUIO U ayTUTaM B 00/1aCTH
TO/ITOTOBKU Y 3KCIUTyaTariud 000py/j0BaHuUs IPOU3BOZCTBA
HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPe/ICTB

Opranusauys poBefieHust HeOOXOANMBIX UHCTPYKTaXKel v 00yueHHs TIpu
TIPOBe/IeHUM MEepPONPHUSATHH 10 JTULIEH3UPOBaHUI0, UHCIIEKTUPOBAHUIO U ayJUTOB

PeBu3usl TeXHO/IOTMUECKUX YYaCTKOB TpoLiecca MpOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

KoHTpO/Ib HaMuKs Ha MecTaXx HeoOXOAUMOU ZIOKyMEHTAIK, OTPAXKEHUSI B HEH
aKTyasbHOUM MH(MOpPMAIK U CBOEBPEMEHHOCTH ee 3arlo/THeHUs B 00/1acTu
TMO/ITOTOBKU 1 SKCIUTyaTariui 000py/10BaHus

BrisiBNIeHre HECOOTBETCTBHUI M HEIOCTAaTKOB B PEXKUMax paboThI
TEXHOJIOTUUeCKOTro 000py/10BaHHs TPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX




JIeKapCTBEHHBIX CPeJICTB

[TpuHsiTHE Mep T0 yCTPAHEHHUIO He/JOCTAaTKOB, BhISIB/IEHHBIX B Pe)KUMax pabOThI
TeXHOJIOTUUeCKOr 0 TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeJCTB

Heobxomvmbie ymMeHUst

AHanu3upoBaTh TeKylljee COCTOSTHUE MPOU3BO/ICTBEHHOM I/IOLAIKU U CTeTleHb
ee TOTOBHOCTH K JIMLIeH3UPOBaHHI0, MUHCITIEKTUPOBAHUIO U ayAUTaM

OuenvBath 3HaHUS B 00/1acTH 3(h(HeKTUBHOM KCIITyaTal[ii TTPOU3BOACTBEHHOTO
o0opy/ioBaHus MepCcoHaa, 3a/jeliCTBOBaHHOTO HeIoCpe/ICTBEHHO Ha MecTax
peasM3arvy IpoLiecCcoB MPOX3BOACTBAa HAHOCTPYKTYPHUPOBaHHbIX
JIEKapCTBEHHBIX CPeJiCTB

BhuISBIATE HECOOTBETCTBUSA B 00/1aCTH MMOArOTOBKH M 3KCITyaTdllH
O60py,£[OBaHI/IH HAHOCTDPYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX CPeCTB, BJIUAIOLHNE
Ha IMpoXoXXAeHne JIMNEH3UPOBdAHWSA, UHCIIEKTUDOBAHUA U ayAUTa

PykoBoauTh paboTO# 10 YCTPAaHEHHIO BhISIB/IEHHBIX HEIOCTAaTKOB, BJIUSIOLIMX Ha
TIPOXOJKJeHNe MPOX3BO/CTBEHHOM I/I0a/IKOW JTULIEH3UPOBaHUS,
WHCIIEKTUPOBAHUS U ayiuTa B 00/1aCTH MOTOTOBKH U SKCILTyaTaljin
000py/I0BaHKsT HAHOCTPYKTYPHUPOBAHHBIX JIEKaPCTBEHHBIX CPEZICTB

Heobxoqumble 3HaHUS

XapaKTepuCTUKA OCHOBHBIX MH)KEHEPHBIX CUCTeM M 000py0BaHMUs
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

XapakTepyCTUKY IIPOM3BO/CTBEHHBIX TOMeIlleHUH, UCTI0/b3yeMbIX B IpoLiecce
TIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpyHLMIBI CTaHAApPTU3aLMU U KOHTPOJISl KaueCcTBa HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTozbl ONTUMHU3aLIMX MPOU3BO/CTBEHHBIX U TEXHOJIOTMUECKUX MPOLIeCCOB B
00/1aCTH TTOATOTOBKY U 3KCIUTyaTal[ii 0060py10BaHUs TIPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKapCTBEHHBIX CPe/ICTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU /1Sl KaueCcTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariii
TEXHOJIOTUUeCKOT0 ¥ BCTIOMOTaTe/IbHOr0 0060py/10BaHUS

MeTozp! TpeyTpeXxjeHrss MUKPOOMO/IOTMUeCKOT0 3arpsi3HeHust
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH SKCIUTyaTariui
TEXHOJIOTMUeCKOro ¥ BCIIOMOraTe/IbHOro 060py/j0BaHUs

MeTo/bl CTaTUCTUYECKOTO yTpaB/ieHHUs KayeCTBOM NPU UHKeHEPHOM
COTIPOBOXKJEHUH TpoLiecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBEHHBIX CPeJICTB

[Mopsiziok pa3paboTKy KOPPEKTUPYIOIIUX U TIPeAYTIPEX/IAF0IINX JeNCTBUN TIPU
Ha/IMuMY U3MEHEeHUI U OTK/IOHEeHUH MPU KCIUTyaTaljui TeXHOJI0TMYeCKOoro 1
HCTIbITaTeTbHOTO 000pyAOBaHNS

[TpUHIUIIBI BaUAALIMKU TEXHO/IOTMUeCKUX MPOLeCCOB, KBaTU(UKaI[UH
TOMeIlIieHHH U 000py10BaHMsl, H)KeHEPHBIX CUCTEM, UCITO/Ib3YEMBIX B
TPOU3BO/CTBE HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

TpeboBaHUsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e30TMacHOCTH,
OXpaHbl OKpY»Katollel cpefibl

Oco0blie yC/1oBUs I0MyCKa K
paboTe

Lpyrve xapakTepuCTUKA

IV. CBepieHnsi 00 opraHu3auax — pa3padoTyuKax npodecCHOHA/ILHOTO CTaHAAPTA




4.1. OTBeTCTBeHHasi OpraHu3anA-pa3padoTUHK

o nH(pacTpyKTypHBIX U 06pa3oBarenbHBIX porpamm (POCHAHO), ropos, Mockea
['eHepasnbHBIN AUPEKTOD CBuHapeHKO AHzpel ['eHHazbeBUY

4.2. HauMeHOBaHHs OpraHU3anuii-pa3padoTUNKoB

1 AHO «HaumoHanbHOe areHTCTBO pa3BUTHS KBanuurKaluii», ropos Mocksa
2 3A0 «VMHCTUTYT (papMaL|eBTHUEeCKUX TEXHOIOTUl», ropos MockBa
3 VHCTUTYT TOHKHUX XUMHUYeCKUX TexHonorui umenu M. B. JlomonocoBa @I'EOY BO «MUPDA -

Poccuiickuil TeXHOIOTMUYeCKUM YHUBEPCUTeT», ropos, MockBa

OAO «Tarxumdapmripenapatbi», ropoj, Kasanb, Pecniy6sinka TatapcTtan

000 «<HAHOJIEK», ropos MockBa

OO0 «Hanodapma [eBesnormveHT», ropo Kasanb, Pecriy6mvika Tatapctan

OOO HayuHo-tipon3Bo/icTBeHHasi pupMa «Marepura Meguka XonauHr» (humman), ropos YensonHCK

OOP «Poccuiickrii cOrH03 IPOMBILLITIEHHHUKOB U TIpeJIIpUHUMaTenei», ropos, Mocksa

[N\oRNeoRIEN R Ne NG RIFSN

OI'BY «Bcepoccuiickuii HayuHO-MCCIe/10BaTeTbCKUM UHCTUTYT TPyla» MUHUCTEPCTBa TpyAa U
couranbHOM 3aiuThl Poccuiickort @epepany, ropos, Mocksa




