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1. Heaun, 3a1a4M U NJIAHKPYeEMBbIe Pe3YJIbTAThI 00y4YeHuUs M0
AUCHUILIAHE

K ocHOBHO¥# 1eju OCBOCHHS JAUCHMIUIMHBI « TE€XHOIOTHUECKHE PErjaMeHThl U TEXHUYECKHUE
YCIIOBUS» CIEIyeT OTHECTH IOATOTOBKY K BHIIOJIHEHHIO OyXyIiM OaKkalaBpoM NPOEKTHON, HAyYHO-
HCCIIEI0BATEIbCKOM, PONU3BOICTBEHHON, TEXHOJIOTUYECKOW M OPraHW3allMOHHOHN AEATeNbHOCTH B
00JIaCTH OpraHu3alK OMOTEXHOJIOTHYECKHUX MTPOIIECCOB.

OCHOBHBIMH 32/1a4aMH Kypca sBJsieTcsl opMUpOBaHKE Y CTYJCHTOB 3HAHHUH, O3BOJISIOIINX
IpOBOIUTH (PGEKTUBHBIN aHAIN3 HAYYHOH M TEXHHUYECKOW MH(OpPMAIUU B 00IaCTH pa3pabOTKu
TEXHOJIOTUH W TPOEKTHPOBAHUS OWMOTEXHOJIOTUYECKUX NPEANPHUSATHHA, HABBIKOB pa3pabOTKH
JOKYMEHTAIUH, HeOOXOAMMOM [T CO3AaHUsT OMOTEXHOJIOTHUECKUX MTPOU3BOJICTB, a TAKKE HABBIKOB
MBINUICHUsI B OOJIACTH  MCCIIEJJOBAaHWH, CO3JaHUS  TEXHOJOTMM H  MPOEKTUPOBAHHUU
OMOTEXHOJIOTHYECKUX MPEATIPUATHH.

OOyuenue mnmo mucuMIUIMHE «TEXHOJNOTHYECKHE pPErJIaMeHThl M TEXHUYECKHE YCIOBHUS
HarpasJeHO Ha (opMHUpPOBaHKE y O0YUAIOUIMXCS CIEAYIOIIUX KOMICTSHIIHHI:

Koa n HanmeHoBaHUe NuankaTopsl 10CTHKEHUS KOMIIETEHIIUH
KOMIIeTeHIIN
[TK-3. Cniocoben WITK-3.1. 3HaeT 0TeueCTBEHHBIM 1 MEXX/TYHAPO/JHBIH OMbIT B CBOEH 06/1acTu

OCYIIECTBIIATH MOATOTOBKY | MCC/I€[0BAHMM, MeTO/bI M CPe/ICTBA T/IAHUPOBAHHS HAYYHBIX MCC/Ie/I0BaHH]
Y OTBITHO-KOHCTPYKTOPCKUX Pa3pabOTOK, METOABI Pa3pab0TKU TeXHUUECKOH

2JIEMEHTOB JOKYMEHTALUU,
JOKYMeHTAaLMH1, HOpMaTHBHbIe 6a3bl [jjisl COCTaB/IeHHst 0030pOB, peLjeH3Hi

IMPOCKTOB IIJIAHOB U

OT3BIBOB, 3aK/IFOUEHH Ha TEXHUUECKYIO JOKYMEHTALMI0
IIpOrpamMM IIPOBEICHUS

NIIK-3.2. YmeeT NpUMeHATb HOPMATUBHYX [JOKYMEHTALIUIO B
OTJIEIbHBIX 3TANOB padboT . .

COOTBeTCTBYIOIIEeH 00/acT 3HaHWH, O(OPMIIATEL TTPOEKTHI KaleHAapHbIX
[JIaHOB W TpOrpaMM MpPOBeJeHUsl OT[e/IbHbIX 3/IeMEeHTOB HayuyHO-
HCCeIOBAaTeIbCKUX U OTBITHO-KOHCTPYKTOPCKUX PaboT, oopMIsTh
3/1eMeHThbl TEXHUYECKOM JOKyMeHTalli Ha OCHOBE BHE/IDEHHSI pe3y/IbTaToR
Hay4YHO-UCC/IeI0BAaTETbCKUX paboT.
WNIIK-3.3. CriocobeH cOCTaBIATL MHOOPMAI[HOHHBIE 0030k, POBOJIUTH
paboThI 0 (HOPMHUPOBAHHMIO 3/IEMEHTOB TEXHUYECKOW JOKYMEHTALMHM Ha
OCHOBe BHE/[pEHHUSI pe3y/bTaTOB HAayYHO-HCCJIeZ0BaTeIbCKUX pabor,
pa3pabaTbiBaTh MPOTrPaMMbI TIPOBE/IEHUST OT/E/IbHBIX 3JIEMEHTOB Hay4YHO-

MICCIIeI0BATE/TECKUX U OTTBITHO-KOHCTPYKTOPCKUX PaboT

[1K-8. CriocobeH rpoBouTh NTIK-8.1 3Haet: ITopsifok MpoBeAieHNs] UCTIBITAHUM CPEJCTB U
MOHHUTOPHHI TeXHUYECKOT0 CHUCTeM 3alllMThl OKPY>Katolllel Cpe/ibl B OpraHu3aliy C IpuMeHeHreM
COCTOSIHHA CPENICTB U CUCTEM O6uoTexHos0TUM; TIpUOOPLI U 0OOpyJoOBaHUe [Jisi TIPOBeJeHUs
SALMTLI OKPYKatolei CPeAb B | yonpiranmii cpeACTE M CHCTEM 3aLUThl OKPY)KAOLIEH Cpe/bl B

OopraHusaluu

OpraHu3aLuy;




NIIK-8.1 Ymeet: OLieHrBaTh TeXHOIOTUUECKHE XapaKTePUCTHUKU
CpeACTB U CACTEeM 3allUThl OKpPY’Karolljel cpe/ibl OT HeraTHUBHOI'O
BO3/Ie[iCTBUS B OpraHy3aLiy; MPOBOUTD UCIIBITAHUS CPE/ICTB U
CHCTeM 3all{UThl OKpY’Katolllel Cpe/ibl B OpraHy3aliiu Ipu
M3MeHeHUH OMOTeXHOIOTHYeCKUX MPOLeCCOB U (M/IH) PEXKMMOB
paboThI TEXHOJIOTMUeCKOro 0060py/10BaHus

HNIIK-8.2 BiaseeT 6MOTEXHOIOTMUECKUMH METOJaMH KOHTPOJISI
TeXHUUYeCKOI'0 COCTOSIHUSL CPe/ICTB U CUCTEM 3all{UThbl
OKpY>Karolllel cpe/ibl B OpraHU3aljii.

2. MecTo IMCHUIIIMHBI B CTPYKTYpe 00pa30BaTeIbHOM IPOrPaMMBbl

I[HCHHHHHHa «TexHOIOrNYECKIE PEriIaMCHTbl W TCXHHUYCCKUC YCIOBUA» OTHOCUTCA K

AJIEKTUBHOW 4acTH, (OPMUPYEMOH y4aCTHUKaMHU 0Opa30BaTeIbHBIX OTHOIIeHUH Onoka b1.2.9]1.6.
«ONEeKTUBHBIC JUCIUILTUHBIY.

«TexHomoruyeckue PEriIaMCHTBI U TCXHUYCCKUC YCIIOBUS B3aUMOCBA3aHA JIOTUYCCKH U

COJIepKATEIHHO-METOANYECKHU CO CIAEAYIONMMU AUCIUIUTMHAMU U nipakTukamu OOIT: —
OCHOBBI OMOTEXHOJIOTHH;

— NPOMBIINIJICHHAA 6I/IOT6XHOHOFI/ISI;
— IMPOLECCCHI U aIlraparhl OMOTEXHOJIOTHUECKHUX IIPOU3BO/JICTB,
— NPOCKTUPOBAHUC TCXHOJIOTHUCCKUX JIMHUM.

3. CTpyKTypa u cofep:KaHue U CHUITHHbI

OOGr11ast TPy 10EMKOCTh AUCIMIIMHBI COCTABIIACT 2 3a4eTHBIC ¢MUHMIIBI (72 yaca).

3.1 Buabl yueOHOi1 paGoThbl U TPYI0EMKOCTh
(o popmam 0OyueHus)

3.1.1. Ounas popma 0OydeHHs

Ne Bua yue6uoii paorbr KommuecTBo CeMecTpbl
n/n 4acoB 7
1 | AyauTopHble 3aHATHSA 54 54
B oM uucie:
1.1 | Jlexuun 18 18
1.2 | CemuHapckue/MpaKTHIECKUE 3aHITUS 36 36
2 | CamocrosiTesibHAs padoTa 18 18
B ToMm umncie:
2.1 | IIpopaboTka JIEKIIMOHHOTO MaTepraa 8 8
2.2 | TloaroroBka K cEeMHHapam 10 10
3 | IlpomexkyTOoUHas aTTECTAIUS
3auet/mud.3auer/sK3aMeH 3a4yer 3a4der
Hroro 72 72




3.2 TemaTu4ecKHii IUIaH U3yYeHUS TUCHUTUIMHBI
(o popmam oOyueHus)

3.2.1. Ounas ¢popma oOydeHUs

TpynoemkocTs, yac
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O E = = &
1 | Beenenue 3 2
2 | Tema 1. Bumsl TeXHI9IECKOI JOKYMEHTAIIN 5 1 2 2
3 | Tema 2. Cucrema crangaptusaiyu PO 8 2 4 2
4 | Tema 3. EnuHbie cuCTEMBI JOKYMEHTAIIUN 5 1 2 2
5 | Tema 4. KoHCTpyKTOpCKasi JOKyMEHTAIHS 8 2 4
6 | Tema 5. TexHonmormyeckast JOKyMEHTAIIHS 10 2 6 2
7 | Tema 6. TexHuueckue ycnoBus 8 2 4 2
8 | Tema 7. TexHHYeCKHE PErITaAMEHTHI 8 2 4 2
9 | Tema 8. IIpaBuna GMP 10 2 6 2
10 | Tema 9. TpeGoBaHus K JOKYMEHTALIUH HA 7 2 4 2
IITAMM-TIPOTYLICHT
Hroro 72 18 36 18

3.3 Conep:xkanue TUCHUILINHBI

Beenenue.

[enu u 3anaun qucuuminHel. [lonarne R&D (HMOKP). Madopmarus o )KU3HEHHOM ITUKIIE
npoayKuuu. OCoOOeHHOCTH KU3HEHHOTO [IUKJIa OMOTEXHOIOTHUECKONW MPOAYKIIUH.

Tema 1. Buasl TeXHUYECKON TOKYMEHTAIIUH.

HopMmartuBHO-TexHHYECKas JIOKyMEHTaLUsI. Koncrpykropckas JOKyMEHTAIHS.
TexHonornueckas JOKyMEHTalusl.

Tema 2. Cucrema crangaptuzanuu PO.

Oenepanbhbiii 3akoH Ne 162-®3 «O crammaprmzanuu B Poccuiickoit  deneparumy.
®denepanbHblif 3aK0H "O TeXHUUECKOM peryaupoBaHuu” ot 27.12.2002 Ne 184-D3.

Knaccudukanus ctannapros. Kareropuu u BUJpl CTaHAApTOB.

Tewma 3. Equnbie CHCTEMBI TOKYMEHTAITHH.

I'ocynapctBennas cucrema crangaptuzauun (I'CC). Eaunas cucreMa KOHCTPYKTOPCKOM
nokymentauuu (ECKJ]); Enunas cucrema texHonormueckoi noarotosku npoussozactsa (ECTIIII);
Enunas cucrema texnonoruueckoi aokymentanuu (ECTJ); Eaunas cuctema knmaccuukanvu u
KOJAMPOBAaHUS TEXHUKO-3KOHOMHMUYECKOM wuHpopmanuu; ['ocymapcTBeHHass cucreMa oOecreueHus
eauHcTBa u3mepenuit (I'CH).

Tema 4. KoHCTpyKTOpCKast TOKyMEHTAIIUS.

Konctpykropckass ~ nokymeHtauus.  OnpeneneHue,  HopMaTuBHas — Oa3za.  Bunwl
KOHCTPYKTOPCKHX JOKyMEHTOB. CTaguu pa3paboTKU KOHCTPYKTOPCKON JOKYMEHTAIIUH.




Tema 5. TexHomornyeckast JOKyMEHTAITHSI.

OmpeneneHre UM BHUABl TEXHOJOTUYECKOW JOKYMEHTAlMU. TEXHOJIOTMYECKUE KapThl,
TEXHOJOTMYECKHE WHCTPYKLMHU, TEXHOJOTrM4Yeckue peraameHTsl. HaydHo-uccienoBarenbckas
JIOKYMEHTaIHSI.

Tema 6. TexHu4yecKue yCIOBHSI.

[IpaBuna moctpoenuss u wuznoxenus TY. CoriacoBaHue U YTBEpXKIEHHUE TEXHHUYECKHX
YCIJIOBHIA.

Tema 7. TeXHUYECKHE PETIIAMEHTHI.

TexHUYECKUE PeriIaMeHThl, onpeaencHue. [lopsaok pa3pabOTKu U MPUHSATHSI.

Tema 8. IIpaBuna GMP.

Cdepa npumenenus. Ocuosnbie pasaensl [OCT P 52249-2009 «IlpaBuia nmpowu3BoacTBa U
KOHTPOJISI JIEKAPCTBEHHBIX CPEACTB» U UX coepxanue. OcodeHHoctu npumenenus npasui GMP k
OMOTEXHOJIOTHYECKOMY MPOIIECCY.

Tema 9. TpeGoBaHUS K JOKYMEHTAIIMU HA IITAMM-TIPOJTYLICHT.

[IponykTsl, ToONyYaeMble B  MpoOIleccax, OCHOBAaHHBIX HA  JKU3HEAEATEIHbHOCTH
MHUKpPOOpPraHu3MoB.  TpeOoBaHuUs,  TIpenbABISEMble K  MHKPOOPTaHM3MaM-IIPOAYILEHTaM
NEPBUYHBIX U BTOPUYHBIX METAaOOIMTOB B OMOTEXHOJOTHYECKOM MpOU3BOACTBe. OCHOBHBIE BUIBI
MHUKPOOPTaHU3MOB, NMPHUMEHSEMBIX B OHOTEXHOJOTUYCCKOM IPOHM3BOJCTBE, U KPUTCPUU OIICHKH
¢ dexTuBHOCTH  OMOTEXHONOTUYECKMX  mpoueccoB.  OOmas  OpUHIMIMAIBHAS  cXeMma
OMOTEXHOJIOTHYECKUX TTPOU3BOJICTB.

TpebGoBanusi K JOKYMEHTAllMM Ha [ITAMM-TIPOAYIEHT. JlemoHWpoBaHHE IITaMMa
MUKpoopranusma. [lareHToBaHne H300peTEeHU, OTHOCAIIUXCS K IITAMMY MUKPOOpPraHU3Ma.

34  TemaTHka cCeMUHAPCKUX/MIPAKTHYECKUX U JTA00PATOPHBIX 3aHATUI
3.4.1. CemunHapckue/mpaKTHUECKUE 3aHATHS

1. PabGota ¢ o0mepoccUiickuM KiiacCu(PruKaTopoM MPOAYKIIMU C IEJIbI0 U3YUYEHUS TEpeUHs
HopMmatuBHOM okyMeHTauuu (I'OCT), ycranaBnuBaromied mpasuia opopMIIeHus], ydeTa, XpaHEHUs
Y UCTOJIb30BaHUS TEXHUUECKON JOKYMEHTAIMU B OMOTEXHOJIOTHH.

2. Pabota ¢ HOpPMAaTHBHO-TEXHWYECKOH JOKyMEHTalUed A u3ydeHus TpeOOBaHUU K
IIpaBUJIaM IOCTPOEHUS U U3JI0KEHHUS TEXHUUECKUX YCIIOBHIA.

3. Pabota ¢ HOpMAaTMBHOI JOKyMEHTalMed 1O M3YYEHHIO TPaBWJI MPOMU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB.

4. CocraBneHMe pa3IM4YHBIX BHUAOB TEXHOJIOTMYECKUX CXEM COIJacHO TpeOOBaHUSAM
HOPMAaTHUBHO-TEXHUYECKOHN TOKYMEHTALINH.

5. Pabora ¢ 'OCT P 52249-2009 «IlpaBuna mpou3BOJICTBAa U KOHTPOJIS JIEKAPCTBEHHBIX
CpeACTB» MO M3Y4YeHHI0O TpeOOBaHMM K COCTAaBIEHHIO M  BEACHUIO JOKYMEHTAIUH
OMOTEXHOJIOTMYECKOTr0 IPOU3BO/ICTBA.

6. PaboTa ¢ HOpMaTUBHO-TEXHUYECKOW JTOKyMEHTAINEH TT0 M3YUYSHHIO TPABIII COCTABICHUS
otuera o HNUP. CocraBnenne otuera no HUP.

3.5  TemaTHka KypCOBBIX IPOEKTOB (KypcOBBIX padoT)
Her

4 Y4eOHO-MeTOAMYECKOE M MH(OPMAIIMOHHOE O0ecIieYeHne



41  HopmatuBHbie 1okyMeHTbI 1 'OCTob1

1. ®enepanbublii 3ak0H Ne 162-03 «O crangaptuzanmu B Poccuiickoii denepanumy.

2. ®enepanbHblii 3aK0oH "O TexHUYeCKOM peryaupoBanuu” ot 27.12.2002 Ne 184-D3.

3. T'OCT 2.103-2013 Engunas cucrema koHcTpykropckoil nokymentauuu (ECK/). Craaun
pa3paboTKH.

4, TOCT 2.102-2013 Enunas cucrtema koHcTpykTOpckoit nokymeHntanuu (ECKJ). Buasl u
KOMIUIEKTHOCTh KOHCTPYKTOPCKUX JIOKyMEHTOB.

5. TOCT 2.001-2013 Epwnas cucreMa KOHCTPYKTOPCKOM JoKyMeHTamuu. OOrmme
MIOJIOKEHHUSL.

6. 'OCT 2.051-2013 Enmnast cucteMa KOHCTPYKTOPCKOW JOKYMEHTAIMH. DJICKTPOHHBIC
JTOKyMeHThI. OO0IIue MOJI0KEHUSI.

7. TOCT P UCO 11442-2014 Texuuyeckas NOKyMEHTallds Ha MPOAYKIUIO. YTIpaBicHUE
JIOKYMEHTaLUEH.

5 1SO 10209-1, Technical product documentation - VVocabulary - Terms relating to technical
drawings, product definition and related documentation (TexHuyeckas HDOKyMEHTAlUsl Ha
nponaykiuio. CrnoBapb. TepMHHBI, OTHOCALIMECS K TEXHHUYECKUM 4YepTekaM, OIpeiesieHue
NPOAYKIIUH U CBSI3aHHASI C 3TUM JTOKYMEHTAIINSA)

8. ITocranosnenue IIpaButensctea PO ot 16.02.2008 N 87 (pex. ot 06.07.2019) "O cocrase
pa3esioB MPOEKTHOW JOKYMEHTAIIUU U TPEOOBaHUSAX K HX COJIEP>KaHUIO".

9. TOCT P 15.201-2000 Cucrema pa3pabOTKH U MTOCTAHOBKH IMPOIYKIIUU HA ITPOU3BOJICTBO.
[Tponykius MpOU3BOACTBEHHO-TEXHUYECKOT0 Ha3zHaueHus. [lopamok pa3pabOTKHM M MOCTAaHOBKHU
IPOJYKIIUH HA TIPOU3BOJICTBO.

10. T'OCT 2.602-2013 ECK/I. PeMOHTHBIE TOKYMEHTBI

11. TOCT 2.103-2013 Eaunas cucrema KoHCTpyKTOpckoi nokymenTanuu (ECK). Ctagun
pa3paboTKu

12. TOCT  2.601-2013 EmuHas  cuctemMa  KOHCTPYKTOPCKOM JIOKYMEHTAIUH.
OKcIlTyaTallMOHHbIE JOKYMEHTHI

13. TOCT 2.604-2000 EnunHast cucremMa KOHCTPYKTOPCKOHM JAOKyMeHTaruu. YepTexu
pemoHTHbIe. Ob11e TpeGoBaHus

14. TOCT 2.610-2019 Enunast cucreMa KOHCTPYKTOPCKOW AoKyMeHTaruu. [IpaBuia
BBINOJIHEHUS SKCIUTYaTallMOHHBIX IOKYMEHTOB

15. I'OCT 2.701-2008 Eaunas cucrema KoHCTpykTopckoil nokymenrtanuu (ECKJ).

Cxembl. Buapl u tunsl. OOuire TpeOoBaHus K BBIIIOTHEHHIO.

16. TOCT 2.114-95 Enunas cuctemMa KOHCTPYKTOPCKOH MOKyMEHTaluu. TexXHHYecKue

yCIIOBUSL.

4.2  OcHoBHasi TUTEpaTypa

1. Korctpykropckas mokymeHTanus : yaeonoe mocodue / cocrautenu J[. A. ConoBbeB [u
ap.]. — Caparos : BaBunosckuii yausepcurert, 2019. — 150 c. — ISBN 978-5-00140-309-8. —
Texcr : anexTpoHHbIi // Jlans : anexTpoHHO-O0MOMMoTeyHas cucremMa. — URL: https://e.lanbook.com/
book/137490

43  JlomosiHUTe/ILHAs JJUTepaTypa

1. Anues T.U. OcHoBsl npoexktupoBanus cucreM /T.M. Anunes/ — CII0: YHuBepcurer
HNTMO, 2015. — 120 c. URL:https://books.ifmo.ru/book/1638/
osnovy proektirovaniya sistem: uchebnoe posobie..htmf



44  DJnekTpoHHBbIE 00pPa30BaTe/IbHbIE pecypchl
DO0P ne pa3paboran

4.5 JInneH3nouHoe U CBOOOIHO pacnpocTpaHsieMoe NMporpamMMHoe
odecreueHue
HET

46  CoBpemMeHHbIe NpoeccHOHATbHBIE 0a3bl JaHHBIX U MH(POPMAIIMOHHBbIE

ClIpaBOYHbIC CUCTEMBbI
HCT

5. MarepuajibHO-TeXHHYECKOe 00ecnedeHne

Jnia peanuzanuu pabodeii mporpaMMbl UCTIONIB3YIOTCS:

Jlexuuonnass aynuropus kadenpsl «Xumbuorex» AB5504. (115280, r. MockBa, yi.
ABTto3aBojackas, 1. 16 ctp. 1 (kopmyc 5)), oOopymoBaHHas: CTOJIBI Y4EOHBIE CO CKaMbSMH,
ayJIMTOpHAs 10CKa, MyJIbTUMEIUNHBIN KOMIUIEKC (IEPEHOCHOM IPOEKTOp, HOYTOYK). Pabouee mecto
IpernoaaBarens: CToM, CTYIL.

Ayautopust AJii CEMHUHAPCKUX U MPAKTUYECKUX 3aHATUN Kadenpsl «Xumbuorex» AB5404a
(115280, r. MockBa, yn. ABro3aBoiackas, 1. 16 ctp. 1), obopymoBaHHas: CTOJNBI y4eOHBIE CO
CKaMbsSIMH, ayJUTOpHas MOCKa, MYJIbTUMEIUIHBIA KOMIUIEKC (TMIEPEHOCHOM MPOEKTOp, HOYTOYK).
Pabouee mecto npemnoaasarens: cToil, CTYJI.

JIaboparopus xkadenpsl «Xumbuorex» AB54056 (115280, r. MockBa, yi. ABTo3aBoJICKas, .
16 ctp. 1 (xopmyc 5)), oOopynoBaHHas: JlabGopaTopHble CTONBI, BBITS)KHOM IIKag, BECH
npersronasie KERN, Bech ananutnueckue Vibra, MmarautHbie Memanku, crekrpodorometp ITBD-
5300, pH-meTp DKOoHMKC, XUMUYECKasi MOWKA, XUMUYECKUE PEaKTHUBBI, XUMHUECKas MOCya.

JlaGoparopus kadpenpsl «Xumbuorex» AB5406a (115280, r. Mocksa, yi1. ABT03aBOJCKas, II.
16 crp. 1 (5 xopmyc)), obopynoBaHHas: J1abOpaTOpHbBIE CTOJBI, OHOpPEAKTOp, YCTaHOBKA
OapomeMmOpaHHOW  (WIbTpaluM, BAaKyyMHBIH  CYIIWJIBbHBIM  mIKad,  IIelKkep-HHKyOaTop
MUKpPOOHOJIOTHYECKUH, POTOONOPEAKTOP, YCTAHOBKA JUIsl KYJIbTUBUPOBAaHUS (POTOTPO(DOB.

Peanuzanus yueOHOW MporpamMMbl 10JKHAa 00€CIeunBaThCs JOCTYIIOM KaKJOro CTYJEHTa K
nH(pOpMaIMOHHBIM pecypcaMm — OubmoTedyHoMy (HOHIY U ceTeBbIM pecypcam HTepHeT.

6. MeToauueckue peKoMeH AU

6.1. Meroauueckue peKOMeHAANNH JIJIsl MPENOAABATEIS 10 OPraHu3auN
o0yueHust

OcHoBHas (hopMa U3y4eHHUs U 3aKPEIUICHHUs 3HAaHUH 1O TaHHOW JUCIMIUIMHE — JEKIIMOHHAS
U TIpaKTHYeCcKasl.

OcHOBY yueOHBIX 3aHATHH MO JMCUUIUIMHE COCTaBJSIOT JEeKIuH. B Xxoxme nekuumit
IpernoJiaBaTesb U3JIaraeT U Pa3bsACHSIET OCHOBHBIC, HaHOOJee CIIOKHBIE TOHSATHS TEMbI, a TaKxkKe



CBSI3aHHBIC C HEHl TEOpETHUECKUE U IPAKTUYECKHE POOIeMbl, TaeT PEKOMEH/IAIUH T10 TTOATOTOBKE K
NPAaKTUYECKOMY 3aHATHIO U yKa3aHHUs HAa CAMOCTOSITEIbHYIO paboTy.

Ha nepBom 3aHsTHH 10 JaHHON y4eOHOW TUCIMITIMHE HEOOXO0AUMO O3HAKOMHTD CTYJICHTOB
C IIOPSAKOM €€ U3Yy4EHMs], PACKPBITh MECTO U POJIb AUCLUIUIMHBI B CUCTEME HayK, €€ IIPAaKTUIECKOe
3HAa4YEeHHUE, JIOBECTU JI0 CTYJCHTOB TpeOOBaHUs Kadeapsl, OTBETUTh Ha BONPOCHL. Bo BCTynmuTensHOM
YacTH JIEKIIUU 0OOCHOBATh MECTO M POJIb U3y4aeMOil TeMbl B y4eOHOW TUCIUILIMHE, PACKPBITH €€
MIPaKTUYECKOE 3HAUYCHHUE.

B xone nekuMoHHOro 3aHATHS IpenoAaBaTeb JO0JDKEH Ha3BaTh TeMy, Y4eOHbIE BOIPOCHI,
03HAKOMMTH CTYJICHTOB C IIEPEYHEM OCHOBHOM U JOMOJIHUTEIBHOM JINTEPATYphl IO TEME 3aHATHs. B
OCHOBHOI 4YacTW JIEKIIMM CJIEAYET PACKPBITh COJEp)KaHuEe Y4YEeOHBIX BOIPOCOB, AKIIEHTUPOBATH
BHUMaHHUE CTYJICHTOB HA OCHOBHBIX KaTErOpHUsX, SBICHHAX W IMpoOIeccax, OCOOCHHOCTAX HUX
IIpoTeKaHus. PackpblBaTh CYIIHOCTb U COAEPKAHUE PAIMYHBIX TOUEK 3PEHUS U HAyYHBIX IIOJXO/I0B
K OOBSICHEHUIO TE€X WM WHBIX SIBICHHH W mporeccoB. Cienyer apryMEHTHPOBaHO OOOCHOBATH
COOCTBEHHYI0 TIO3MLMIO IO CHOpPHBIM TEOpETHYECKMM BompocaM. IIpuBoguTh mnpumepsl.
[IpenogaBaTens AOKEH PYKOBOAUTH PAaOOTON CTYAEHTOB MO KOHCHEKTHPOBAHUIO JIEKIIMOHHOTO
MaTepuaina, MOJYePKUBATh HEOOXOJUMOCTh OTPAKEHUS B KOHCHEKTAaX OCHOBHBIX IOJOXKEHHMA
M3y4aeMOil TEMBI.

B 3aximrounTenbHON Y4acTH JEKIUU HE0OX0AUMO chopMyIrpoBaTh 0OIIME BHIBOABI 110 TEME,
PaCKpBIBAIOIINE COAEPKAHUE BCEX BOIIPOCOB, IOCTABICHHBIX B JIEKIIMHU. OOBABUTH IIJIaH OYEPETHOTO
CEMUHApPCKOI0 3aHATHA, JaTh KPATKUE PEKOMEHJAIMU II0 IOATOTOBKE CTYJIEHTOB K CEMHUHApYy.
Onpenenutb MECTO U BpeMsi KOHCYJIbTALMU CTYJIEHTaM, IOKEIABIIUM BBICTYIIMTh Ha CEMHHApE C
JIOKJIaJIaMu B pedepaTaMu 110 aKTyaJIbHBIM BOIIPOCaM 00CYXK/1aeMON TEMBI.

Llenp mpakTUYeCKUX 3aHATUNA - 0OECIEeYUTh KOHTPOJh YCBOCHHS Yy4eOHOro Marepuala
CTYACHTAaMH, pacllMpeHue M YyIiayOJieHHue 3HAaHUM, IOJyYeHHBIX HMHU Ha JIEKIUSAX U B XOfe
CaMOCTOSITENIbHON PaOOTHI.

ITocne kax10ro JEKUUOHHOTO U PAKTUYECKOr0 3aHATHS CENaTh COOTBETCTBYIOILYIO 3aIIUCh
B JKypHajlaXx yyeTa IMOCEIaeMOCTH 3aHSATUH CTyIEHTaMH, BBIICHUTBH y CTapOCT yU€OHBIX TIpyII
IIPUYMHBI OTCYTCTBUSL CTYJEHTOB Ha 3aHATHAX. [IpOBOAWTH TIpynmoBble W WHIWBHAYaJIbHBIC
KOHCYJIbTallUM CTYACHTOB II0 BOIIPOCAaM, BO3ZHUKAKOUIUM Y CTYAEHTOB B XOJE WX IOATOTOBKH K
TEKyIIeH U NMPOMEKYTOYHOW aTTecTalluu MO Y4eOHON IUCIUIUIMHE, PEKOMEHI0BaTh B IOMOIIb
y4eOHbIE U IpyTrue MaTepualbl, a TAKKe CIPABOYHYIO JIUTEPATYpYy.

6.2. Meroaguyeckne ykazaHusi 1Jis1 00y4aIOMINXCSl 10 OCBOEHHIO IUCHHUIITHHBI

Hucuunnuna «TexHOJOrnYecKue periiaMeHTbl U TEXHUUYECKHE YCIOBHUS» IMPEAyCMaTPUBAET
JCKOUNU W HNPAKTHUYCCKHUEC 3aHATHA. I/IsyquI/Ie JAUCHUIUIMHBL 3aBEPIIACTCA 3a4€TOM. YcnentHoe
HN3YUYCHUC NUCHUILINHBI Tpe6yeT IIOCCUICHUA .]'IGKHHfI, aKTUBHOH pa6OTI)I Ha MPAKTUYCCKHUX 3aHATUAX,
BBITIOJTHCHU A yqe6H51x 3a11aH1/1171 npenoaaBaTeiisd, O3HAKOMIICHUSA C OCHOBHOU M JIOHOHHPITGJ'IBHOﬁ
JIUTEPATYPO.

HpI/I IMOATOTOBKE K JICKOHMOHHBIM 3aHATUAM CTYIACHTaAM H€06XOHI/IMO nepen oqepenHoﬁ
JeKIMed HeoOXOAMMO MPOCMOTPETh MO KOHCHEKTY MaTepuall mpenpiaymeid mnexuuu. [lpu
3aTPyHEHUSX B BOCIPHUATUU MaTepHalia CIeAyeT OOpaTUThCS K OCHOBHBIM JHUTEPATypPHBIM
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ucTouyHuKkaM. Ecnu pazoOpaThcsi B MaTepualie OIsiTh HE YJIAIOCh, TO O0paTUTECh K JIEKTOpPY (IO
rpaduKy ero KOHCYJIbTAIlHi) WK K MPENOIaBaTENI0 Ha MPAKTUICCKIX 3aHATHSX.

[IpakTUueckue 3aHITHS 3aBEPIIAIOT U3YYSHUE HAan0OoJIee BAXKHBIX TEM YUeOHON TUCUUILIAHBI.
OHU ciay>kat JJis 3aKperieHUs] U3YYEHHOTO MaTepualia, pa3BUTHUS YMEHUNU U HABBIKOB MOATOTOBKU
JOKJIAJIOB, COOOIICHHI, TPHOOPETEHUS OMNbITa YCTHBIX MYOJIMYHBIX BBICTYIUICHUW, BEIACHUS
JTUCKYCCHM, apTyMEHTAlMU 1 3alllUThl BHIIBUTAEMBIX MOJO0KEHHUH, HABBIKOB MPAKTUYECKON paboThI
B JabopaTopuum OHMOTEXHOJOTMHM, a TaKXke [UIsi KOHTPOJS IperojaBareieM CTeleHU
MOJTOTOBJICHHOCTH CTYACHTOB 110 U3y4aeMOM TUCIUTUINHE.

[Ipy nDOAroTOBKE K MPAKTUYECKOMY 3aHSATUIO CTYJEHThl HMMEIOT BO3MOXHOCTh
BOCIOJIb30BaThCSl KOHCYJIbTALUSIMHU ITPETojaBaTels.

[Tpu mOoArOTOBKE K MPAKTUYECKUM 3aHITHSIM CTYJIEHTaM HE00X0IUMO:

MPUHOCHUTH C CO0OM PEeKOMEHJOBAaHHYIO MPENOAaBaTeIeM JUTEPATYPY K KOHKPETHOMY
3aHSATHIO;

JIO OYEPETHOTO MPAKTUUECKOTO 3aHATHS 10 PEKOMEHIOBAHHBIM JIUTEPATYPHBIM UCTOUYHHUKAM
popadoTaTh TEOPETUUECKUN MaTEepUal, COOTBETCTBYIOIICH TEMBI 3aHATHUS,

B Hayalle 3aHsITHI 331aTh MPEINO0/IaBaTENII0 BOMPOCHI [10 MaTepuaty, BEI3BaBIIEMY 3aTPy IHEHUS
B €r0 MOHWMAaHUK U OCBOEHUH TIPH PEIICHUH 3a/1a4, 3aJJaHHBIX JJIsl CAMOCTOSATEILHOTO PEIICHHUS;

B X0JI€ CEMUHApa JaBaTh KOHKPETHBIC, YETKHUE OTBETHI 110 CYIIECTBY BOIIPOCOB;

HA 3aHATUU JOBOAMTH KAXKIYIO 3aqady A0 OKOHYATEIBHOTIO pPElIeHUs, JIEMOHCTPUPOBATH
MMOHUMaHWE MPOBEJICHHBIX PACUETOB (aHAJIU30B, CUTYAIIMii), B CIy4yae 3aTPyAHEHHUN oOpamarbes K
IIPEI0IaBaTEIIIO.

CrynenTaM, NPOMYCTUBIIUM 3aHATHUS (HE3aBUCUMO OT MPUYHH), HE UMEIOIINE TUCEMEHHOTO
peuieHus 3a1a4 Wik He TOJITOTOBUBIIMECS K JAHHOMY MPAKTUYECKOMY 3aHSATHIO, PEKOMEHIyeTCSsl HE
M03KEe, YeM B 2-HENIETbHBIN CPOK SBUTHCS HAa KOHCYJBTALUIO K MPENOJABATEN0 U OTUUTATHCS IO
TEeMe, U3y4aeMoil Ha 3aHATHH.

CTyneHThl, He OTYUTABIIMECS IO KX A0 HEMTPOpaOOTAHHONW MMHU Ha 3aHATUSX TEME K Hadary
3aUETHOM CEeCCHM, YITyCKAIOT BO3MOXKHOCTb TIOMYYUTh TMIOJIOKEHHbIE Oalibl 3a paboTy B
COOTBETCTBYIOIIIEM CEMECTPE.

7. MOH] OLIEHOYHBIX CPEICTB

7.1.  Metoabl KOHTPOJISI 1 OLICHUBAHUSI Pe3y/JIbTATOB 00y4eHHs

Jlo naThl MpOBECHUS TPOMEKYTOYHOM aTTECTAllMU CTYAEHT JOJDKEH BBIITOTHUTH BCe paboThI,
IpeyCMOTPEHHBIE HacTosIelH pabodeit mporpaMMoii JUCIUTUIUHBL.
[Tepeuens 00s3aTeNbHBIX PaOOT, BHIOIHIEMbIX B TEUEHHE CEMECTpa:

— YCTHBIH o1poc, codece10BaHME;
— TpakTuyeckas padora;

— pedepar.
7.2. IIkajna U KPUTEPUHU OLIEHUBAHUSA Pe3yJIbTATOB 00y4eHMsI
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[TpomerxyTounasi arrecTanus odydaroumxcs B opme 3a4éra IpOBOJUTCA IO pe3ysibTaTaM

BBITIOJIHEHUSI BCEX BHJOB y4eOHOM pabOThI, MPEIYyCMOTPEHHBIX YYEOHBIM IUIAHOM IO JaHHOM

JUCHUIIIIMHE (MOI[yJHO), IIPpU 3TOM YYUTBIBAOTCA PE3YJIbTAThl TCKYHICTO KOHTPOJIA YCIICBACMOCTH B

TeueHue cemectpa. OlleHKa CTENeHU IOCTHKCHUS OOYYAIOMIMMHUCS TUIAHUPYEMBIX PE3yJbTaTOB

oOyueHus

1o AUCHUIIINHE (MOIIYJ'II-O) IIPOBOAUTCA MpCIoAaBaTcjIcM, BCAYHIUM 3aHATUA 110

JTUCHUIUTMHE (MOIYJII0) METO/IOM SKCIIEPTHOM OlleHKH. [1o uToram mpomMexxyTouHOM aTTecTaluu 1mno

JUCHHUIIIINHE (MOIIYJ'IIO) BBICTABJISIETCS OLICHKA «3a4YTCHO» HJIN «HE3aUYTCHO».

K nmpomexxyTouHO# arrecTauuu AOMYCKAKTCA TOJIBKO CTYJCHTBI, BBIIOJHUBIINE BCE BUJIbI
y4eOHOU paboThl, MPEeIyCMOTPEHHBIE pabouell mporpaMmMoit mo mucrumuimHe «TexHomorudeckue

PEriIaMCHTBI U TCXHUYCCKUC YCIIOBUA.

I xaaa
D — Kpurtepuu ouennBaHusi pe3yJibTATOB 00y4eHHUs
BrimonHeHbl Bce BHIBI YUeOHOW pPabOThI, MPEAyCMOTPEHHBIC YYeOHBIM
iaHoM. CTyZeHT JEMOHCTPUPYET COOTBETCTBUE 3HAHUM, YMEHUN, HABBIKOB
IPUBEICHHBIM B TaONIMIAX MOKa3zaTelei, omepupyer MPHOOPETEHHBIMU
3a‘lTeHO 3HaHUAMU, YMCHI/ISIMI/I, HaBbIKaMH, HpI/IMeHSIGT X B CI/ITyaIII/IﬂX HOBBIIHCHHOI71

CJIOKHOCTHU. HpI/I 9TOM MOTYT OBITh AOIMYHICHbI HC3HAYNUTCIIbHBIC OI_I_II/I6KI/I,
HCTOYHOCTH, 3aTpYAHCHUA IIPU aAHAJIUTUYCCKUX OIICpanudax, IMICPEHOCC
3HAHHUH U YMCHI/Iﬁ Ha HOBBIC, HCCTAHAAPTHBIC CUTyalluU.

He 3aureno JIOTIYCKAlOTCS 3HAUYUTEIbHbIE OIIMOKH, NPOSIBISAETCS OTCYTCTBUE 3HAHMI,

He Boinonuen oauH wiu 60s1ee BUIOB yueOHOM pabOThI, MPEyCMOTPEHHBIX
y4eOHbIM TUTaHOM. CTYACHT JIEeMOHCTPHPYET HEMOJHOE COOTBETCTBUE
3HAaHUW, YMEHHI, HaBBIKOB NPUBEIEHHBIM B TaOIMIAX I[OKa3aTesei,

YMeHHﬁ, HaBBIKOB 110  psAny HOKaBaTeﬂeﬁ, CTYACHT  HCIBITBIBACT
SHAYUTCIIbHBIC 3aTPYAHCHUA ITPU ONICPHUPOBAHUN 3HAHUAMU U YMCHUSIMU IIPU
HX IICPCHOCC HA HOBLIC CUTYyaIlHH.

7.3.

OueHouHbIe cpeacTBa

7.3.1. Tekymuii KOHTPOJIb

Tembl 1711 YCTHBIX ONIPOCOB/co0ece10BAHNA

o0 kwhE

~

Jaiite onpenieneHue ;KU3HEHHOT O IUKJIA U3eNTUS/ POy KIIUH.
Ha3zoBute Tpy yKpyIHEHHBIE TPYIIIIbI TEXHUYECKON TOKYMEHTAIIUH.
[Tepeuncinre OCHOBHBIE EMHBIE CUCTEMBI JOKYMEHTALINH.

Vkaxute ypoBHM [OCyIapCTBEHHOM  CHCTeMBbI CTaHAapTh3auumd  Poccuiickoi
denepany.

HCpC‘-II/ICJ'II/ITe BUJBI CTAHAAPTOB.

Kakwue BUIbI JOKyMEHTAIIMU PETJIaMEHTUPYIOT EnnHas cucteMa KOHCTPYKTOPCKOM
JTOKyMEHTaluu U EnrHas cucrema TeXHOJIOTHYECKON TOKYMEHTAIH ?

HazoBute ocHOBHBIC 00BEKTHI ['OCY1apCTBEHHOM CUCTEMBI O0ECTICYEHUsT €TMHCTBA
W3MEpEHU.

VKkaxnTe Ha3HAY€HNE KOHCTPYKTOPCKON JOKYMEHTAIUH.
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9. Tepeuncnure BB pa3pabaTbIBAEMbIX JOKYMEHTOB KOHCTPYKTOPCKOM TOKYMEHTAIUH.
10. ITepeunciure craguu pa3pabOTKU KOHCTPYKTOPCKOM JOKYMEHTALUH.

11. Maiite onpenenenue sKCIIyaTalMOHHON JJOKyMEHTAIHH.

12. Jaiite ONpeCICHUE PEMOHTHOM JOKYMEHTAIUH.

13. Tlepeuncnute BUIB pEMOHTHOI JOKYMEHTALMH.

14. Jaiire OnpeIeTICHUE TEXHOJOTUYECKOW TOKYMEHTALINH.

15. Tlepeuncnure pasHOBUIHOCTH TEXHONOTHYECKUX KAPT.

16. Yo coboii mpecTaBIAIOT TEXHUYECKHE YCIOBHSA?

17. Iepeuncnute OCHOBHBIE IPaBMIIA BHINOIHEHUS TEXHHYECKUX YCIOBHIA.

18. Vkaxure TOCTbI HEOOXOMUMBIE JUIS COCTABICHUS TEXHUIECKUX YCJIOBH.
19. Ipasuna noctpoeHns 1 U310KEHHUS TEXHUUECKUX YCIOBMIA.

20. CornacoBanue u yTBepsK/IeHHE TEXHUUECKUX YCIOBMIA.

21. JlaiiTe onpenenenne TEXHUYECKOTO PeraaMeHTa.

22. TlepeuucauTe 3Tanbl HPUHATHS TEXHUYECKOTO PEraMeHTa.

23. YxaxuTte cepy npumenenus npasuia GMP.

24. HazoBute BU/IbI JOKyMEHTALIMH HA INTAMM-IPO/yLICHT.

25. Tlepeuncaute TpeGOBAHUS K MITAMMY-IPOIYIEHTY.

26. Kakoif T0KyMeHT BBIIAIOT IPK AETOHUPOBAHUHM IITAMMA MUKPOOPTaHU3MA?

27. Kakoii  mopsimok — MATeHTOBAaHWUS ~ M300pETEHHMH,  OTHOCAIIMXCS K  MITaMMy
MHKpPOOpTaHHu3Ma.

TeMbl 1711 IOATOTOBKH K 3aIIMTE NPAKTHYECKUX padoT

1. Crpyxkrypa o01iepoccuiickoro kiaccuukaropa mpoyKIum.

2. Ilepeuenr HopmartuBHOM nokymeHTaumu (I'OCT), ycraHaBnuBaromed mpaBuia
odopmieHus, yueTa, XpaHEHHUS U UCTIOJIb30BAHUS TEXHUUYECKON JOKYMEHTAIMU B OMOTEXHOJIOTHH.

2. TpeOoBaHUs K TpaBUIIaM IOCTPOCHUS M U3JIOKEHHUS TEXHUYECKHIX YCIIOBHH.

3. TpebGoBanust HOpMaTUBHOM JOKYMEHTAIIUH K TPAaBUJIaM ITPOU3BOICTBA JIEKAPCTBEHHBIX
CPEZCTB, TOTYYaeMbIX OMOTEXHOJIOTUIECKUM ITyTEM.

4. TlpaBuna COCTABJICHUS PA3MUYHBIX BUIOB TEXHOJOTMYECKHX CXEM  COTJIACHO
TpeOOBaHUSAM HOPMATUBHO-TEXHUUECKON JOKYMEHTAIUH.

5. Tpebosanus 'OCT P 52249-2009 «IIpaBuia npou3BoJCTBa U KOHTPOJIS JIE€KAPCTBEHHBIX
CPEACTB» K COCTABJICHUIO U BEACHUIO JOKYMEHTAIIMU OMOTEXHOJIOIMYECKOTO IPOU3BOJICTBA.

6. IlpaBuna cocrapienus ordera mo HUP. Cocrasnenne oruera mo HUP.

IIpumepHbIe TeMBI pedepaToB

1. OcHOBHBIE OJOXKEHUS CTAaHIAPTU3ALIH.

2. 3akoH Poccwuiickoii henepanun «O TEXHUUECKOM PETYITUPOBAHUMY.

3. 3akon Poccuiickoii penepammm «O0 oOecIeYeHIH eTMHCTBA H3MEPCHHID.

4. 3akon Poccuiickoit denepanun «O 3ammTe MpaB MOTPEOUTENECH» KaK aCIEKT
TEXHUUYECKOTO PEryJIUPOBaHUSI.

5. TocymapcrBenHas cuctema cranaapruzanuu PO.

6. TocymapcrBennas cuctema cranaapruzanuu (I'CC).

7. Enunas cucrema koHcTpykTopckoit gfokymenTaruu (ECK/I).
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8. Enmmnas cucrema texHonorudeckor nmoarotoBku npousBozactsa (ECTIIIT).

9. Enmmnas cucrema texHonorudeckon mokymentanuu (ECT).

10. Eounas  cucremMa  KiIacCH(UKAIMM W KOIUPOBAHHS  TEXHUKO-IKOHOMHYECKOM
UH(OPMAITHH.

11. T'ocymapctBeHHas cuctemMa obecrieuenus equacTsa uamepenuit (I'CH).

12. HopmaTuBHO-TEXHUYECKUE JIOKYMEHTHI, UCTIOJIb3yeMblIe B MIPOU3BOJICTBE
OMOTEXHOJIOTHYECKON MPOIYKILIUH.

13. Cranmaptr GMP. TpebGoBanuii kK opraHU3aIMK MPOU3BOJICTBA U KOHTPOJIKO KayecTBa
JICKaPCTBEHHBIX CPEJICTB, OMYUYEHHBIX OMOTEXHOJIOTUYECKUMU METOIaMH.

14. TexHuyeckue peraaMeHThl B OMOTEXHOJIOITMYECKOM ITPOU3BO/ICTBE.

15. TlpaBuna opranuzauu 1adbopaTopHbIX uccienoBanuii GLP.

16. IlpaBuna opranu3zanuu KIMHHYECKUX ucnbiranuii GCP.

17. OcobGeHHOCTH MATEHTOBAHUS N300PETEHH, OTHOCAIIMXCS K IITAMMY-TIPOIYIICHTY.

7.3.2. TIpomexyTOYHAs aTTECTAIUS

IIpomexxyTounass —aTrrectanus oOydalommuxcs Mo aucuuminHe  «TexHonoruuyeckue
periaMeHThl U TEXHUUYECKUE YCIOBUS» NMPOBOAUTCS B (hopMe 3aueTa Ha OCHOBAHUU BBINOJIHEHUS
CTYACHTOM BCEX BHJIOB y4eOHOW pabOThI, MPEIyCMOTPEHHBIX YY€OHBIM IIJIAHOM U 3aIUTHI BCEX
BUJIOB TEKYLIET0 KOHTPOJIS, YKa3aHHBIX B 1. 7.1. 1aHHOM paboyeil mporpaMMbl IUCHUILIMHBI.

IIpumepHBIe BONPOCHI /15 MOATOTOBKH K 3a4eTy
1. Tonstue R&D (HUOKP).
[ToHsITHE )KU3HEHHOTO KA TPOITYKIIHH.
OCo0EHHOCTH KU3HEHHOTO IIMKJIa OMOTEXHOJIOTUYECKOM MPOTYKIIMH.
Busl TeXHUUECKOM JOKYMEHTAIHUH.
Cucrema crannapruzanuu PO.

3
4
5
6. ®Denepanbublii 3ak0oH Ne 162-D3 «O crangaptuzanuu B Poccuiickoii deneparum».

7. ®enepanbHblii 3ak0H "O TexHUYECKOM peryaupoBaHuu” ot 27.12.2002 Ne 184-D3.

8. Kuaccudukanus ctanaapTos.

9. Kareropuu u BU/ibl CTaHIAPTOB.

10. Enunble cucTeMBbl JOKYMEHTALUN 9MEepPEUUCIINTD ).

11. T'ocynapcrBenHas cucrema crangaptuzauuu (I'CC).

12. Enunas cucrema KoHCTpYKTOpcKoi nokymenTanuu (ECKJI).

13. EnmHas cucTema TeXHOJOTUIECKOH moaroToBku nmpomssosctea (ECTIII).

14. Enunas cucrema texHonorudeckor nokymenrtanuu (ECT).

15. Enunas cuctema  KjacCUPHUKAIMM W KOJAMPOBAHHUS  TEXHUKO-DKOHOMHYECKON
UH(OPMAIHH.

16. T'ocymapctBeHHas cucteMa obecrieueHus equacTsa uamepenuit (ICH).

17. Konctpykropckas nqokymenTanus. OnpeneneHue, HopMaTuBHas 0asa.

18. Bubl KOHCTPYKTOPCKHX JIOKYMEHTOB.

19. Craguu pa3pabOTKH KOHCTPYKTOPCKOM TOKYMEHTAIINH.
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20. OmpeneneHue U BUIbI TEXHOJIOTHYECKON TOKYMEHTAIIUH.

21. TexHOIOTUYECKUE KAPTHI.

22. TEeXHOJIOTUYECKUE HHCTPYKIIUH.

23. TEXHOJIOTUYECKHE PerIaMeHTHI.

24. HayuHo-uMccien0BaTeabcKas JOKyMEHTAITHSL.

25. IlpaBuia moctpoeHus U u3noxenus TY.

26. CoriacoBaHuE U yTBEPKACHHE TEXHUUYECKUX YCIOBUH.

27. TexHUYecKue periaMeHThl, ONpeae/ICHHE.

28. Tlopsinok pa3paboTKU U MPUHATHS TEXHUYECKUX PETJIAMEHTOB.

29. Cdepa npumenenus npasuia GMP.

30. OcnoBubie pa3aenst [OCT P 52249-2009 «IIpaBuna mpou3BOACTBA M KOHTPOJIS
JIEKapCTBEHHBIX CPEICTB» U UX COJCpKAHUE.

31. OcobennocTu nmpumeHeHus nmpaBmii GMP k OMOTEXHOIOTHYECKOMY TIPOIIeCCy.

32. IlpomykThl, TmoONydyaeMble B TIpOLIECCaX, OCHOBAHHBIX Ha JKU3HENESATEIbHOCTH
MUKPOOPTaHU3MOB.

33. TpeOoBanus, npeAbABIsEMble K MHUKPOOPraHM3MAaM-TIPOAYIIEHTaM MEPBUYHBIX U
BTOPUYHBIX META0OIUTOB B OMOTEXHOJIOTMYECKOM IMPOU3BOJICTBE.

34. OcHOBHbIE BUIBI MHUKPOOPIaHU3MOB, MPHUMEHSEMBIX B  OHOTEXHOJIOTHYECKOM
MIPOU3BOJICTBE, U KPUTEPUU OLIEHKH 3(PPEKTUBHOCTH OMOTEXHOIOTHUECKHUX MPOIIECCOB.

35. OOmiast mpUHIMIHAAIBHAS CXeMa OMOTEXHOJIOTMYECKHUX TTPOU3BOJICTB.

36. TpeOoBaHMS K JOKYMEHTAIIMH HA IITAMM-TIPOTYIICHT.

37. JlenoHMpOBaHKE MITaMMa MUKPOOPTaHU3Ma.

38. IlaTenToBaHMe H300PETEHHI, OTHOCSAIIMXCS K IITAMMY MHUKPOOPTraHU3Ma.
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