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1. Hean, 3axa4n ¥ IVIAaHUPYeMble Pe3yJibTAThI 00y4eHHs 110
AUCHUILIHHE

K ocHOBHO¥ meau 0cBOCHUS TUCHUIUTHHBI « TeXHOJIOrn4ecKknue persiaMeHThl U TEXHHYECKHE
YCIIOBUS CJIEyeT OTHECTH MOJTOTOBKY K BBIITOJHEHHUIO Oy IyIIMM OaKaaaBpOM IIPOEKTHOM, HAyYHO-
HCCIIEI0BATEIbCKOM, PON3BOICTBEHHOM, TEXHOJIOTHUECKON M OPraHU3allMOHHON JEATEILHOCTH B
00JIaCTH OpraHu3alK OMOTEXHOJOTHYECKHUX MTPOIIECCOB.

OCHOBHBIMH 32/1a4aMH Kypca sBJIsIeTCs (JOPMUPOBAHKE Y CTYACHTOB 3HAHUH, TO3BOJISFOIIIX
IPOBOIUTH dPPEKTUBHBIN aHAIN3 HAYYHOH M TeXHHYeCKOW mH(popMarmu B 001acTu pazpaboTKH
TEXHOJIOTUH W TPOCKTHPOBAHUS OHOTEXHOJOTHYECKUX TPEANPHITHH, HABBIKOB pPa3pabOTKU
JOKYMEHTAIUH, HEOOXOAUMOM [T CO3AaHUsI OMOTEXHOJIOTUIECKUX TPOU3BOICTB, A TAK)KE HABBIKOB
MBINUICHUSI B OOJIACTH  WCCIICAOBAHMM, CO3/JaHUS  TEXHOJIOTMM M  NPOCKTHPOBAHUH
OMOTEXHOJIOTHYECKUX MPEATIPUATHH.

OOyuenne mo aucuuiuiiHe «TEeXHOJIOrHMYECKHE pErJIaMEHTBl W TEXHUYECKHE YCIIOBHSDY

HaIIpaBJICHO Ha (bOpMI/IpOBaHI/IC y 06yan01111/Ixc51 CIIeaAyromunux KOMITCTCHIIUM:

Kon n HauMeHoBanmue
KOMIIeTeHI NI

OIIK-2. Crioco0eH 1 ToToB

I/IHIH/IKaTOpI)I JOCTHIKCHUSA KOMIICTCHIIUU

- 3HaeT 3amaud M craauu R&D mnponmyknum; ocobeHHOCTH

HCIIOJB30BaTh OCHOBHBIC JKHN3HCHHOI'O IMKJIa OHMOTEXHOJIOTHYECKOM MMpOAYKIHH, Tp€6OBaHI/IH

3aKOHBI K JOKyMEHTallMh Ha NPOAYLEHT;, MapaMeTpbl IMPOLECCOB
€CTECTBEHHOHAYYHBIX IIPOM3BOJICTBA U JIOMYCTUMBIN JHana3oH KojaeOaHui.

JUCLIUILINH B o0IIyl0  NPUHUMIIHAIBHYIO  CXeMy  OMOTEXHOJOTHYECKUX
npodeccoHaIbHOM IIPOU3BO/ICTB;

ACATCIIBHOCTH, IIPUMCHSTDH
METOJABI MAaTEMAaTUYCCKOT'O
daHaJIn3a U MOACIINPOBAHN,
TCOPECTUUCCKOTO U
SKCIICPUMCHTAJILHOT'O
HUCCIICAOBAHUA

- YMECT OIIHCHIBATH U IMPOTHO3UPOBATH Tpe6OBaHI/I}I K CTPYKTYpC

ONBITHO-TIPOMBIIIJIICHHOT'O periiaMeHTa, XapaKTCPU30BaATh

Tp€6OBaHI/I$I K KauCCTBY OCHOBHOTO CBIPpbSA WM BCIIOMOT'AaTCIBHBIX
MaTcepHraioB, METOAbLI OYUCTKKU CTOYHBIX BOMI, I'A30BbIX BBI6pOCOB n
0TXO0a0B, COCTaBJIATH TEXHHUKO-

yYTUIu3anus TBEPABIX

SKOHOMHUYECKOE OOOCHOBAaHWE W  THUIIOBBIE  ammapaTrypHoO-
TEXHOJIOTHYECKUE CXEMBI;

- BJAJCET OCHOBHBIMU METOJAaMH, HCIOJIb3YEMBIMU MPHU
BaJMIAlMA TEXHOJOTUYECKUX OMEpalnii ¥ BalUIAlMd METOJIUK

KOHTPOJIA Iponecca

ITK-8. Crioco6eH pabotathb
C HaAyYHO-TEXHUYECKOMN
uHpopMarmei,
HCIIOJIB30BaTh POCCUUCKUI
Y MEKTyHapOIHBIN OTIBIT B

- 3HAET CTPYKTYpy TEXHMYECKUX YCIOBHW, B TOM YHCIIE
ITOKa3aTeJIM KayeCTBAa HEKOTOPBIX BUAOB NPOIAYKIWHU, CTPYKTYpPY
7a00paTOPHOTO  perjiaMeHTa,  (U3UKO-XUMHUYECKHE  OCHOBBI
NPOM3BOJICTBA, KIIOUYEBbIE TEPMUHBI M TOHATHA 00JacTu
paspabotkn HTJI; ocHOBHOEe M BcroMoraTelbHOe 000pyJOBaHHE
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npodecCHOHATTEHOM MUKPOOHOIOTMYECKIX TIPOU3BOJICTB;

JeATeIbHOCTH - YMeeT HCHOJb30BaTh IOJIyYEHHbIE 3HAHUS B MPAKTUUYECKOM
nesTenbHOCTH,  ucnosnb3oBatb  ['OCTe, MY u  gapyrue
peryIupyromue CTaHAapThl;

- BJaJeeT OCHOBHBIMH IpaBHJIAMH pa3padOTKU TEXHUYECKUX
YCIOBHA W PErJaMeHTOB, HABBIKAMU OLIEHKH COOTBETCTBUS
00JacTy MpUMEHEHUS! MPOAYKIIMH BO3MOKHOCTSIM HH>KEHEPHOTO
o0OecrieueHHs TMPOU3BOJACTBA U TEXHUYECKOTO HCIOJIHEHUS
OCHOBHOT'O 000pYI0BaHUS /1JIsi KOHKPETHOT'O TPOU3BOJICTBA.

2. MecTo AMCUMILIMHBI B CTPYKTYpe 00pa30BaTeIbHOM MPOrpaMMbl

JuctmiumHa « TeXHOIOTHUECKUE PErJaMeHThI U TEXHUYECKUE YCIOBUS) OTHOCUTCS K YUCITY
npoecCHOHANBHBIX Y4€OHBIX TUCIHUIUIMH 1O BbIOOpY 6azoBoro mukia (b1.2.9/1.8) ocHoBHOI
00pa3oBaTeNbHON IPOTPaMMBbI OaKalaBpHara.

«TexXHONOTUYeCKHe PErIAMEHTHl M TEXHHYECKUE YCIIOBHS» B3aMMOCBS3aHA JIOTHYCCKH H

COJIEPKATEIHHO-METOANYECKHU CO CIEAYIONIMMU AUCIUIUTMHAMH U nipakTukamMu OOIIL:
— OCHOBBI OMOTEXHOJIOTUH;
— NPOMBIINIJICHHAA 6I/IOTCXHOJIOFI/I$I;
— MPOIIECCHI U anmapaThl OMOTEXHOJIOTMYECKUX TPOU3BOJICTB;
— MPOCKTUPOBAHUC TCXHOJOTHIYCCKUX JIMHUH.

3. CTpykTypa u coepKaHue JMCUUILINHbI

OO0111ast TPy 10EMKOCTb JUCIUTUINHBI COCTABISAET 2 3a4eTHbIC equHMIIbI (72 yaca).

3.1 Buabl yueOHoIi padoThbl M TPYA0EMKOCTh
(o popmam 0OydeHus)

3.1.1. Oynas ¢opma oObyueHus

Ne . Koaunuecro CemecTpbl
Buj yueOHoi1 padboTnl
n/n 4acoB 7
1 | AyauTopHble 3aHATHA o4 o4
B Tom umcie:
1.1 | Jlexuun 18 18
1.2 | CemuHapckue/mpakTUYECKUE 3aHATHS 36 36
2 | CamocrosiTe1bHas padoTa 18 18
B Tom uucre:
2.1 | IIpopaboTka JeKIIOHHOTO MaTepHaia 8 8
2.2 | IlonroToBka K ceMHHapam 10 10
3 | Ilpome:kyTouHasi aTTecTalUsA
3auet/aud.3auer/FK3aMeH 3auyer 3a4eT
Hroro 72 72




3.2 Temaruueckmuii niaH U3y4eHUs AUCHUILTUHBI
(o popmam 0OyueHwHsT)

3.2.1. Ounas ¢popma o0ydeHust

TpynoemkocTs, 4yac
AynutopHas padora =
<
- =
Ne Paziesbl/TeMbl o g 2 S < | B
- E ») 4 S = =«
n/n JMCIMILTHHBI & - g 3 = @ ) S = E E
=
(o) g % 8| &3 2 K g
= | 227 €| ¢
O
=] = = 6
1 | Beexnenue 3 2
2 | Tema 1. Bugsl TeXHHYECKON JOKYMEHTAIN 5 1 2 2
3 | Tema 2. Cucrema cranmaptuzaiyu PO 8 2 4 2
4 | Tema 3. Enqunble CUCTEMBI JJOKyMEHTALIUH 5 1 2 2
5 | Tema 4. KoHCTpyKTOpCKAas JOKyMEHTALIHS 8 2 4
6 | Tema 5. TexHONOrMYeCKast JOKyMEHTALIUS 10 2 6 2
7 | Tema 6. TexHnueckue yciuoBus 8 2 4 2
8 | Tema 7. Texaudeckue periaaMeHThI 8 2 4 2
9 | Tema 8. [IpaBuna GMP 10 2 6 2
10 | Tema 9. TpeboBaHMs K JOKYMEHTAIINN HA 7 2 4 2
ITaMM-TIPOAYLIEHT
Hroro 72 18 36 18

3.3 Conep:xanue TUCHUTLIHHBI

Bsenenue.

Henu u 3agaun nucuuruivssl. [lonstue R&D (HMOKP). Mudopmarius o 5KM3HEHHOM LIUKIIE
npoayKuuu. OCoOOeHHOCTH KU3HEHHOTO [IUKJIa OMOTEXHOIOTHUECKONW MPOAYKIIUH.

Tema 1. Busbl TeXHUYECKON JOKYMEHTAITHH.

HopmatnBHO-TEXHUYECKAS JIOKyMEHTaLUsI. Koncrpykropckas JOKYMEHTaLusl.
TexHomornueckas 10KyMEHTAIHsL.

Tema 2. Cuctema cranaaptuzanuu PO.

OenepanbHblii 3akoH Ne 162-D3 «O crampmaprm3anum B Poccwmiickoit Denmepariumy.
®enepanbHbli 3ak0H "O TeXHUYECKOM peryiaupoBanun ot 27.12.2002 Ne 184-D3.

Knaccudukanus ctannapros. Kareropuu u BUJpl CTaHAApTOB.

Tewma 3. EnWHbBIC CUCTEMBI JOKYMECHTAITUH.

I'ocynapctBennas cucrema crangaptuzamun (I'CC). Enunas cuctemMa KOHCTPYKTOPCKOI
nokymenTtauuu (ECK/I); Envnnas cucrema Texnonornyeckoil noarorosku mnpoussojctsa (ECTIIII);
Enunas cucrema texHosnornyeckor nokymenrtarmu (ECTJ); Enunas cucrema kimaccudukanuu u
KOJAMPOBAaHUS TEXHUKO-d3KOHOMHMUYEcKON uH(popmanuu; ['ocymapcTBeHHas cuctemMa obOecredeHus
eauHcTBa u3mepenuit (I'CH).

Tema 4. KoHcTpyKTOpCKasi JOKyMEHTAIHSL.

Koncrpykropckas ~ nokymeHtauusi.  OmpexpeneHue,  HopMmaTtuBHas — 0asa.  Bunsl
KOHCTPYKTOPCKHX JOKyMEHTOB. CTaguu pa3paboTKH KOHCTPYKTOPCKOM JTOKYMEHTAIUH.




Tema 5. TexHomornueckast JOKyMEHTAIIHSL.

OmpenenieHue W BUJBI TEXHOJOTMYECKOM JTOKyMEHTalUUU. TEeXHOJOTUYECKHUE KapThl,
TEXHOJIOTMYECKUE MHCTPYKIMH, TEXHOJIOIMYECKUEe perinameHTel. HaydHo-uccienoBaTenbckas
JIOKYMEHTaIHSI.

Tewma 6. TexHuueckue yciaoBHs.

[IpaBuna nocrpoenuss u uznoxenus TY. CornacoBaHue U YTBEPKIACHHUE TEXHUUYECKHUX
YCIIOBUH.

Tewma 7. TexHuueckue periaMeHTHI.

TexHUYECKUE PerIaMeHThl, onpenencaue. [lopsnok pa3paboTKu U IPUHSITHS.

Tema 8. IIpaBuna GMP.

Cdepa nmpumenenus. OcaoBHble pazaensl [OCT P 52249-2009 «IIpaBuia mpou3BoACTBa U
KOHTPOJISI JIEKAPCTBEHHBIX CPEJICTB» U UX cojepkanue. OcobenHoctu npumMeHeHus mnpasmwi GMP k
OMOTEXHOJIOTHYECKOMY MPOIIECCY.

Tema 9. TpeboBanus K JOKyMEHTAIIMH Ha IITAMM-TIPOYLIEHT.

[IponykTsl, mody4yaeMble B  MpPOLECCaX, OCHOBAHHBIX HA  JKU3HEACATEIBHOCTH
MHUKPOOPTraHu3MOB.  TpeOoBaHMs,  MpPEaBSABISEMbIE K  MHUKPOOPraHM3MaM-TIPOAYLIEHTaM
MEPBUYHBIX U BTOPUYHBIX METAOOIUTOB B OMOTEXHOJIOTHMYECKOM IMPOU3BOJACTBE. OCHOBHBIC BHJIbI
MHUKpPOOPTaHU3MOB, MPUMEHIEMBIX B OMOTEXHOJOTUYECKOM IPOU3BOJICTBE, U KPUTEPUU OIECHKU
s¢dexTBHOCTH  OUMOTEXHONOTMYECKUX  mporeccoB.  OOmas  mpuUHOUNUAIbHAS  CXeMa
OMOTEXHOJIOTHYECKUX TIPOU3BOJICTB.

TpeGoBanust K JOKyMEHTAllMd Ha IITaMM-TIPOAYLEHT. JlemoHupoBaHue IITaMMa
MUKpoopranuszma. [lateHToBanne n300peTeHU, OTHOCSIIMXCA K IITAMMY MUKPOOpPTraHU3Ma.

34  Temarnka ceMHHAPCKUX/MPAKTHYECKUX U JTA00OPATOPHBIX 3aHATHI
3.4.1. CemMuHapCKHe/IPAKTHUECKUE 3aHATHUS

1. PaGora ¢ olmepoccuiickuM KJIacCU(PUKATOPOM MPOIYKIMU C LEJIbI0 U3YUYEHUS IepeyuHs
HopMaTuBHOM nokymeHtauuu (I'OCT), ycranaBnuBatoieil mpasuia 0opopMIICHHUS, yUeTa, XpaHECHHUS
U MCII0JIb30BaHMs TEXHUUECKOM JOKYMEHTAlUU B OMOTEXHOJIOTHH.

2. Pabota ¢ HOPMAaTHBHO-TEXHHYECKOH JOKyMEHTAIlMEeW UIsi W3ydeHHs TpeOOBaHHWHA K
IIPaBWJIaM IIOCTPOEHUS U U3JI0KEHUS TEXHUUECKUX YCIOBHIA.

3. Pabota ¢ HOpMAaTHBHOW MJOKyMEHTAallel 10 W3YYEHUIO TMPaBHJ IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB.

4. CocraBieHHME pa3JIMYHBIX BHUJOB TEXHOJIOTMUYECKHX CXEM COTJIacHO TpeOOBAHUAM
HOPMAaTHUBHO-TEXHUYECKOHN TOKYMEHTALINH.

5. Padora ¢ 'OCT P 52249-2009 «IIpaBuna mpou3BOACTBa M KOHTPOJIS JEKAPCTBEHHBIX
CpPEICTB» MO HU3y4YeHHMIO TpeOOBaHMM K COCTaBICHMIO M  BEACHUIO JIOKYMEHTAlUU
OMOTEXHOJIOTMYECKOT0 IPOU3BOJICTBA.

6. PaboTa ¢ HOpMaTHBHO-TEXHHUYECKOW TOKYMEHTALIMEH 10 U3YYECHHUIO MTPABHUII COCTABIICHUS
otueta no HUP. CocraBnenue oruera no HUP.

3.5 Temaruka KypcoBbIX POEKTOB (KYPCOBBIX padoT)
Her

4 Y4eOHO-MeTOAMYECKOE U MH(OPMAIIMOHHOE O0ecTieueHne



41  HopmatuBHble 10kyMeHTBI 1 'OCTbI

1. ®enepanbublii 3akoH Ne 162-D3 «O crangaptuzanuu B Poccuiickoit @enepanum».

2. ®enepanbHblii 3akoH "O TexHHUEecKOM perynupoBanun’ ot 27.12.2002 Ne 184-D3.

3. TOCT 2.103-2013 Enunas cucrema koHcTpykTopckoi gokymenrtanuu (ECKJ). Craguu
pa3paboTKH.

4. TOCT 2.102-2013 Eaunas cucrema koHcTpykTopckoi gokymeHTamuu (ECK/I). Buas u
KOMILIEKTHOCTh KOHCTPYKTOPCKHX JIOKYMEHTOB.

5. TOCT 2.001-2013 Epwnas cucreMa KOHCTPYKTOPCKOM mokymeHTanuu. OOrmue
TIOJI0>KEHHUSL.

6. 'OCT 2.051-2013 Enunas cucremMa KOHCTPYKTOPCKOW TOKYMEHTAllUH. DJIEKTPOHHBIE
JTOKyMeHThI. OO0IIue MOJI0KEHUSI.

7. TOCT P UCO 11442-2014 Texnuueckass AJOKYMEHTAIMs HA MPOIYKIIMIO. YTIpaBleHUE
JIOKYMEHTaLUEH.

5 IS0 10209-1, Technical product documentation - Vocabulary - Terms relating to technical
drawings, product definition and related documentation (TexHuueckas JOKyMEHTaUUs Ha
nponykiuio. CroBapb. TepMuHBL, OTHOCSIIMECS K TEXHUYECKHMM 4YepTexam, OMpeiesieHue
NPOAYKIIUH U CBSI3aHHASI C 3TUM JTOKYMEHTAIINS)

8. Ilocranornenwue Ipasurensctea PO ot 16.02.2008 N 87 (pen. ot 06.07.2019) "O cocrase
pa3zeNnoB NPOEKTHOM TIOKYMEHTALUU U TPEOOBAHUAX K UX COACPKAHUIO".

9. TOCT P 15.201-2000 Cuctema pa3pabOTKH ¥ OCTAHOBKH MPOIAYKIIMH HA POU3BOJICTBO.
[Tpoxykiusi MPOU3BOJACTBEHHO-TEXHUYECKOTO Ha3HadeHUs. llopsimok pa3pabOTKM M TOCTAaHOBKU
MPOIYKIIMH Ha IPOU3BOICTBO.

10. T'OCT 2.602-2013 ECK/I. PemOHTHBIE TOKYMEHTHI

11. TOCT 2.103-2013 Enunas cuctema konctpykropckoit gokymentanuu (ECK/). Craguu
pa3paboTku

12. TOCT 2.601-2013 Enunas cucreMa KOHCTPYKTOPCKOM JIOKYMEHTAIUH.
DKCIUTyaTallMOHHbBIE JOKYMEHTHI

13. TOCT 2.604-2000 Enunas cuctemMa KOHCTPYKTOPCKOM JOKyMeHTanuu. Yeprexu
pemMoHTHbIe. O61mue TpeOoBaHMs

14. TOCT 2.610-2019 Enunas cuctemMa KOHCTPYKTOPCKOW AoKyMeHTauuu. [IpaBuia
BBITTOJIHEHHS SKCIUTYaTallMOHHBIX JIOKyMEHTOB

15. I'OCT 2.701-2008 Enunast cucrema KOHCTpyKTOpckoil nokymenrtaruu (ECKI).

Cxemsl. Bugsl u Tunel. O0mmue Tpe6oBaHMs K BHIIOIHEHUIO.

16. TOCT 2.114-95 Enunast cucreMa KOHCTPYKTOPCKOHM JTOKyMEHTaluu. TexXHHUecKue

yCIIOBUSL.

4.2  OcHoBHasi 1UTEpaTYypa
1. XKypasnesa, JI.A., PycunoB. A.B. OcHOBBI pa3paO0TKu KOHCTPYKTOPCKOM JOKYMEHTAIINH:
KpaTKHii Kypc TUCIUILINHBI U CTYZIeHTOB 3 Kypca HanpasiieHus noarorosku 23.03.02 «Hazemusble

TpaHCMIOPTHO-TeXHOJorn4yeckue kKomriekeb / Coct. JILA. Xypasnesa, Pycuno A.B. // ®I'bOY
BO Caparosckuii 'AY. — Capatos, 2016. — 62 c.

4.3  JlomoJHUTEJbLHAS JUTEpaTypa

1. Anune T.M. OcHoBsl npoexTupoBanus cucreM /T.M. Anues/ — CI10: Yuusepcuter U'TMO,
2015.-120 c.



44  DnekTpoHHbIE 00pa3oBaTeIbHbIE PeCYpPChl
HET

45 JInneH3nouHoe U CBOOOIHO pacnpocTpaHsieMoe NMporpamMMHoe
odecreueHue
HET

46  CoBpemeHHbIe NpodeccHOHATbHBIE 0a3bl JAHHBIX M HH(POPMAIIMOHHBIE

ClIpaBOYHLIC CUCTEMBI
HET

5. MarepuajibHO-TeXHHYECKOe oDecredeHmne

Jist peanuzanuu pabodeit mporpaMMbl UCTIONIb3YOTCS:

Jlexuuonnast aynurtopus kadenpsl «Xumbuorex» AB5504. (115280, r. Mocksa, yi.
ABto3aBojckas, aA. 16 crp. 1 (kopmyc 5)), oOopymoBaHHas: CTOJIbI Y4eOHBIE CO CKaMbsIMH,
ayJIMTOpHAs 10CKa, MyJIbTUMEIUUHBIN KOMILTIEKC (MIEPEHOCHOM MPOEKTOp, HOYyTOYK). Pabodee mecTo
IpenoaaBarens: CTo, CTYIL.

Ayautopust i1 CEMUHApPCKUX W MpaKTUYeCKuX 3aHsATuN kadeapsl «Xumbuorex» Ap5404a
(115280, r. MockBa, yn. ABTo3aBojckas, 1. 16 ctp. 1), oOopymoBaHHas: CTONbI y4eOHBIE CO
CKaMbsSIMH, ayJUTOPHAs JOCKa, MYJIbTUMEIMUHBIA KOMIUICKC (NIEPEHOCHOW MPOEKTOp, HOYTOYK).
Pabouee mecto npemnoaasarens: cToml, CTyJI.

Jlaboparopus kadenpsl «Xumbuorex» AB54056 (115280, r. MockBa, yi1. ABT03aBOJICKas, .
16 ctp. 1 (xopmyc 5)), oOGopynoBanHasi: JlaGopaTOpHbIE CTOJNBI, BBITSDKHOM IIKad, BECHI
nperusnonnsie KERN, Bechl ananmutuueckue Vibra, MarHuTHbIe Metaiku, criekrpodoromerp [IBD-
5300, pH-meTp DKOHUKC, XMMHUYECKas MOIKa, XUMUYECKUE PEaKTHUBbI, XUMUYECKasl MOCy/1a.

JIaboparopus kadenpsl «Xumbnorex» Ap5406a (115280, r. Mocksa, yi1. ABTO3aBOCKas, 1.
16 crp. 1 (5 xopmyc)), oOopyaoBaHHasi: JilabopaTOpHBIE CTOJbI, OHOpPEaKTOp, YCTaHOBKA
OapomemOpaHHOW  (QuUIbTpalMM, BaKyyMHBbIM  CyHIMJIbHBIM  mmikad, meiikep-uHKyOaTop
MUKpPOOHOJIOTHYECKUH, POTOONOPEAKTOP, YCTAHOBKA JUIsl KYJIbTUBUPOBAaHUS (POTOTPO(DOB.

Peanuzanus yueOHON mporpaMMsbl J10JKHA 00ECHIEUMBATHCA TOCTYIIOM KaKJIOTO CTYAEHTa K
UH(POPMALIMOHHBIM pecypcaM — OubauoredHoMy (GOHIY U ceTeBbIM pecypcaM MHTepHeT.

6. MeToauyeckue peKoMeHIaluU

6.1. MeToauueckue peKOMeHJAANUH /IS NMPeENoiaBaTeisi M0 OPpraHu3alun
o0yueHust

OcHoBHas opMa U3ydeHHUs U 3aKpeIyIeHUs 3HAaHUW 10 JTaHHON JUCLHUIUIMHE — JIEKIIUOHHAs
U TIpaKTHYeCcKasl.

OcHOBY yueOHBIX 3aHATHH MO AMCHUIUIMHE COCTaBIAIOT JIEKIMU. B Xxone mexiuii
IpernoJiaBaTesb U3JIaraeT U PazbsCHIET OCHOBHbIE, HaHOOJee CIOKHBIE MOHATHS TEMBbI, a TaKXke



CBSI3aHHBIC C HEH TEOPETUYECKHE U MPAKTUUECKUE MPOOIIEMBI, 1aeT PEKOMEHIAINH 110 TOATOTOBKE K
NPAaKTUYECKOMY 3aHATHIO U yKa3aHHUs HAa CAMOCTOSITEIbHYIO paboTy.

Ha nepBoM 3aHATUY MO AaHHOW y4eOHOH AUCHUIIIMHE HEOOXO0AUMO 03HAKOMUTh CTYIECHTOB
C IIOPAJIKOM €€ U3YUYECHMsI, PACKPBITh MECTO U POJIb JUCLMILUIMHBI B CUCTEME HAYK, €€ IPAKTUYECKOE
3Ha4yeHUue, JOBECTH /10 CTYACHTOB TpeOoBaHUs Kadeapbl, OTBETUTh Ha BONPOCHL. Bo BCTynUTEIbHOI
YacTH JIEKIUU 00OCHOBATh MECTO M POJIb U3y4yaeMOil TeMbl B y4eOHOH AMCLUILIMHE, PACKPBITH €€
IIPAKTUYECKOE 3HAYECHHUE.

B Xxoze JeKIMOHHOTO 3aHATHS IPErojaBaTeNb OHKEH Ha3BaTh TeMy, yUeOHBIE BOIPOCHI,
03HAKOMUTb CTYJEHTOB C IIEPEYHEM OCHOBHOM M JIOMOJIHUTEIBLHON JIUTEPATYPHI 110 TEME 3aHATUSA. B
OCHOBHOI 4YacTH JIEKIIMU CIEAYET PacKpbITh COJIEpXKaHUE Y4eOHBIX BOIPOCOB, AKIIEHTUPOBATH
BHUMaHHME CTYJCHTOB Ha OCHOBHBIX KaTE€ropHsX, SBIEHUAX M IpoOLEccax, OCOOEHHOCTSIX HX
IIPOTEKaHus. PaCKppIBaTh CyIIIHOCTb U COAEPIKAHHUE PA3IMYHBIX TOUEK 3PEHUS U HAYYHBIX MIOJXOA0B
K OOBSICHEHUIO T€X WJIM HMHBIX sBIE€HUI U mpoueccoB. CieayeT apryMEHTUPOBaHO OOOCHOBATh
COOCTBEHHYIO IMO3UIMIO IO CIOPHBIM TEOpeTHYecKHMM BompocaMm. IIpuBoauTe npumepsl.
[IpenogaBaTenb JOMKEH PYKOBOJIUTH padOTOM CTYJEHTOB IO KOHCHEKTHPOBAHUIO JIEKIMOHHOIO
MaTepuaia, MOJYEPKUBATh HEOOXOAMMOCTh OTPAXEHHsSI B KOHCIIEKTaX OCHOBHBIX IIOJIOKEHUI
M3y4aeMOMN TEMBI.

B 3axmrounTenbHON 4acTH JIEKIUH HE00X0IUMO C(OpMYJIMPOBATH OOIIME BBIBOJBI IO TEME,
PaCKpBIBAIOILNE COJEPKAHUE BCEX BOIIPOCOB, TOCTABJIEHHBIX B JeKUUU. OOBSBUTH IJIaH OYEPEIHOTO
CEMHHApPCKOI0 3aHATHS, JaThb KPAaTKHE PEKOMEHJALMU IO IMOATOTOBKE CTYJEHTOB K CEMHUHAapy.
Onpenenutb MECTO U BpeMs KOHCYJIbTALMU CTYJIEHTaM, IOXKEJIABIIUM BBICTYIIUTb Ha CEMUHApPE C
JIOKJIaIaMu 1 pedepaTaMu IO aKTyaJIbHBIM BOIIPOCaM 00CYXk/1aeMON TEMBI.

Ilenp mpakTHUECKUX 3aHATHHA - 00ECHeYdTbh KOHTPOJIb YCBOEHHsI yuyeOHOro Matepuaia
CTYACHTAaMH, pacUIMpeHHe W YIIIyOJeHWE 3HaHWM, IMOJNyYeHHBIX WMH Ha JEKIHSIX U B XOJe
CaMOCTOSITENIbHOM pabOThI.

[Tocne kax10ro JEKIMOHHOTO U MPaKTUYECKOI0 3aHATHUS C/IeTaTh COOTBETCTBYIOIIYIO 3aMKCh
B JKypHajlaX yyeTa IMOCEUIaeMOCTH 3aHSATHI CTYJEHTaMH, BBISICHUTH Y CTapOCT Y4YEOHBIX TpYIMII
IIPUYUHBl OTCYTCTBUSL CTYACHTOB Ha 3aHATUAX. [IpoBoauTh IpynmnoBble W HMHIWBUIYaJIbHBIE
KOHCYJIbTAllUM CTYJEHTOB II0 BOIIPOCaM, BO3HUKAIOIIUM y CTYJEHTOB B XOJE€ MX MOATOTOBKH K
TEKylell W MPOMEXYTOYHOH aTTecTaluu MO y4eOHON IUCIMILIMHE, PEeKOMEHA0BaThb B IOMOLUIb
yueOHbIe U IpyrHe MaTepualibl, a TAKXKE CIIPABOYHYIO JINTEPATypy.

6.2. MeTonnueckue ykazaHus /J1Jisl 00y4AIOUIUXCH 110 OCBOCHMIO U CHMIIMHBI

Huctunnuna «TexHonornyeckne perjiaMeHThl U TEXHUYECKUE YCIIOBUS TMPEAyCMaTPUBAET
JEKIUM W TPaKTHUYECKHe 3aHATUs. V3yueHue AUCIUIUIMHBI 3aBEPIIAeTCS 3a4€TOM. Y CIEHTHOE
M3YyYEeHHE JUCHIUTUTHHBI TPEOYET MOCeIIeH s JICKIUA, aKTUBHON pabOThl HA MPAKTHYECKUX 3aHATHSIX,
BBHITIOJTHEHHS YYEOHBIX 3a/laHui TperojaBaTelis, 03HAKOMJICHUS ¢ OCHOBHOW W JOIOJIHUTEIHHON
JIUTEPATYPOU.

[Ipy MOATOTOBKE K JEKIMOHHBIM 3aHSATHSM CTYICHTaM HEOOXOIMMO Mepea OodepeaHOn
JEKIHe HEoOXOIUMO TMPOCMOTPETh MO KOHCIEKTY Marepuan Tpenpiaymed jaexkuun. [lpum
3aTPyAHEHHUSX B BOCIPHUSATAUM MaTepHayia CleayeT OOpaTUThCA K OCHOBHBIM JIUTEPATYPHBIM
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ucrounukaM. Ecnu pazoOparbess B MaTepuane OIsiTh HE yAaloch, TO 00OpaTuTech K JEKTOpy (IO
rpaduKy ero KOHCYJbTAIMii) WU K TPETOAaBaATENI0 HA MPAKTHUECKUX 3aHATHIX.

[IpakTHyeckue 3aHATUSA 3aBEpLIAOT U3yUeHHE HauOoJiee BaKHBIX TEM yUeOHOH NUCIUIIMHBIL.
Onu ciy’xatr 1S 3aKpeIUICHUs U3Y4YEHHOI'O MaTepualla, pa3BUTHs YMEHHUI U HaBBIKOB ITOATOTOBKH
JIOKJIJIOB, COOOLIEHUH, NPHOOPETEeHHs OIbITa YCTHBIX IyOJMYHBIX BBICTYIUICHUM, BEIEHUS
JUCKYCCUH, apIyMEHTAlMU U 3aILUThl BBIIBUTAEMbIX IOJO0XKEHUN, HABBIKOB MPAKTUYECKOH paboThI
B J1abopaTopuy  OMOTEXHOJOTMHM, a TaKXke /s KOHTpPOJIA TpernojaBaTeleM CTENeHH
HOJArOTOBJIEHHOCTH CTYAEHTOB 110 U3y4aeMOM TUCIUIUINHE.

IIpy nDoOAroToBKE K NIPAKTUYECKOMY 3aHSATUIO CTYAEHTBl HMEIOT  BO3MOJKHOCTb
BOCIIOJIb30BaThCsl KOHCYJIbTALUSIMHU IIPETOaBaTels.

[Tpy MOATOTOBKE K MPAKTHUECKUM 3aHATHUSAM CTYJCHTaM HEOOXOIMMO:

IIPUHOCUTH ¢ COOOH PEKOMEHIOBaHHYIO IPENO/aBaTelIeM JUTEPATypy K KOHKPETHOMY
3aHATHIO;

JI0 OYEPETHOTO IPAKTUYECKOI 0 3aHATHS 10 PEKOMEHI0BaHHBIM JINTEPATYPHBIM UCTOYHUKAM
npopaboTaTh TEOPETUUECKUI MaTepHall, COOTBETCTBYIOIIEH TEMbI 3aHATHUS;

B HayaJle 3aHATHH 3a7aTh MPEI0/1aBaTEI0 BOIPOCHI 10 MaTEpUAy, BbI3BABILIEMY 3aTPyAHEHUS
B €r0 IIOHMMAaHUU U OCBOCHUHM IIPU PELICHUH 3a/1a4, 3aJlaHHBIX JJI CAMOCTOSITEIBHOIO PEILEHUS;

B X0JI€ CEMHUHapa JJaBaTh KOHKPETHbIE, YETKUE OTBETHI 110 CYLIECTBY BOIIPOCOB;

Ha 3aHATUM JOBOAMTH KAXKIYIO 3a7ady 0 OKOHYATEJIBHOTO PEUICHMs], JEMOHCTPUPOBATh
[OHMMaHME IPOBEIECHHBIX PACYETOB (aHAIN30B, CUTYalWil), B Clyyae 3aTpyAHEHUI oOpamaThest K
IIPEIOIaBaTEIIIO.

CryzaeHnrtaM, IpOIyCTUBILUM 3aHATHS (HE3aBUCUMO OT IPUYMH), HE UMEIOIINE MUCbMEHHOT O
pelIeHus 3a/1a4 UK HE MOATOTOBUBIINECS K JAHHOMY NPAKTUYECKOMY 3aHSATHIO, PEKOMEHIyEeTCs HE
M03XK€E, YEM B 2-HEJIENbHBIA CPOK SIBUTHCS HAa KOHCYJBTAIMIO K MPENOJIaBATEI0 U OTUYUTATHCS IO
TEeME, U3y4acMOl Ha 3aHATUH.

CTyzneHTbl, He OTYMTABIIUECS 110 KaXK/10M HempopaOOTaHHON UMU Ha 3aHSTHUSIX TEME K Hadaly
3aU€THOM CECCHM, YIyCKAlOT BO3MOXHOCTh IOJYYUTh IIOJIO)KEHHBIE Oauibl 3a paldoTy B
COOTBETCTBYIOLIEM CEMECTPE.

7. MOHJ OLIEHOYHBIX CPEJICTB

7.1. Mertoabl KOHTPOJISI U OLICHUBAHNS Pe3yJIbTATOB 00yUeHHS

Jlo aThl MpoBEIEHNS IPOMEXKYTOUHOM aTTECTAllUU CTYACHT JOJKEH BBIITOJIHUTH BCE padOTHI,
MPEeaYyCMOTPEHHBIE HACTOSIIEH pabodeil mporpaMMOn TUCITUTIITUHBI.
[TepeueHs 00s3aTeNbHBIX paOOT, BHIIOTHAEMBIX B TEUEHUE CEMECTpA:
—  YCTHBIH ompoc, cobece10BaHmE;
— IpakTHueckas paboTa;

— pedepar.
7.2. Illkasa v KpUTEpUH OLIEHUBAHUSI Pe3yJILTATOB 00y4eHUs
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[TpomexyTounasi aTrecTanus oOydaroumxcsi B opme 3auéra MPOBOAUTCS MO pe3ysbTaTaM

BBITIOJIHEHUSI BCEX BHJOB Y4eOHOW paOOoThI, MPEAyCMOTPEHHBIX Y4YeOHBIM IIJIAHOM MO JAHHOH

JUCHUIIIIMHE (MOI[YJIIO), IIpHU 3TOM YYUTBIBAOTCA PC3YJIbTAThl TCKYIICTI'O KOHTPOJIA YCIICBACMOCTHU B

TCUCHHUC CEMCCTpPA. OI_IeHKa CTCIICHU OOCTHXXCHHA O6yLIaIOH_II/IMI/IC$I IJIAHUPYCMBIX PE3YJIbTATOB

oOyueHus

mo JUCHHUIIIIMHC (MO,Z[YJ'II-O) IIPOBOAUTCA IIpCrIoAaBaTCICM, BEAYIIUM 3aHATHA 110

JUCHUILTMHE (MOJYJII0) METOJIOM IKCIEPTHOM OlleHKH. [1o uToramMm npomMexxyTouHOM arTecTanuu 1o
JTUCHUILTMHE (MOAYJIIO) BHICTABIISIETCS OIICHKA «3aUTEHOY WIIH «HE3aUTECHOM.

K HpOMe)KYTOqHOI;'I arreCralu OO0IYyCKArOTCA TOJBKO CTYACHTHI, BBIIIOJIHUBIINC BCC BUbI

y4eOHOW paboThl, MPEIyCMOTPEHHBIE paboyeil mporpamMmoii 1Mo AuCHUILINHE «TeXHoIornueckue

PEriIaMCHTBI U TCXHUYCCKUC YCIIOBUA.

HIkanaa
OLeHHBANNS] Kpurtepun ouneHuBaHus pe3yJibTaTOB 00y4eHUs!
BrimonHeHbl Bce BHUIBI Y4eOHOW pabOThI, MPEAyCMOTPEHHBIC YYEOHBIM
miaHoM. CTyZeHT JEMOHCTPUPYET COOTBETCTBUE 3HAHUM, YMEHUH, HABBIKOB
INPUBEICHHBIM B TaOJMIAX MOKa3aTelei, omepupyer HpUOOpEeTEHHBIMU
3aureHo 3HAHUSIMU, YMEHHUSIMU, HABBIKAMU, IPUMEHSIET UX B CUTyalHsIX MOBBILIEHHON

CJIOKHOCTHU. HpI/I 9TOM MOTYT OBITh JAOIMYHICHBI HEC3HAYNUTCIIbHBIC OI_HI/I6KI/I,
HCTOYHOCTH, 3aTpyYAHCHUA IIPU aAHAJIUTUYCCKUX OIICpanudax, IMICPEHOCC
3HAHHUH U YMCHI/Iﬁ Ha HOBBIC, HCCTAHAAPTHBIC CUTyalluu.

He 3auteno AOIIYCKAIOTCs 3HAYUTCIIbHBIC OH_II/I6KI/I, IMPOSBIACTCA OTCYTCTBUC 3HaHHI>i,

He BemonHen oauH uinu 6osee BUIOB yu4eOHOM paboThI, MPEeTyCMOTPEHHBIX
yueOHbIM 1IaHOM. CTyIeHT JAEeMOHCTPUPYET HENOJIHOE COOTBETCTBHE
3HaHWM, YMEHUH, HaBBIKOB IPUBEAECHHBIM B TallMIaxX IOKa3aTesei,

YMGHHfI, HAaBBIKOB IO  psAay HOKa?,aTeJIef/'I, CTYACHT  UCIBITBIBACT
SHAYUTCJIbHBIC 3aTPYAHCHUS IIPU OIICPUPOBAHUHN 3HAHUAMHU U YMCHUAMMU IIPpU
HX IICPCHOCC HAa HOBLIC CUTYallHH.

7.3.

OueHounble cpeacTBa

7.3.1. Tekymuii KOHTPOJIb

Tembl 1)1 YCTHBIX ONIPOCOB/co0ece10BAHUSA

e e o N

Jaiite onpeneneHue )KU3HEHHOTO LIMKJIA U3/1ETHSI/ TIPOYKIINH.
HasoBute Tpu yKpyIHEHHBIE IPYIIIBI TEXHUYECKON TOKYMEHTALINH.
HepeqnanTe OCHOBHBIC €IUHBIC CUCTCMbI JOKYMCHTAIUH.

Vkaxute ypoBHM [OCyapCTBEHHOM CHCTEMBbI  CTaHaapTu3auuu  Pocculickoi
denepanmu.
Ilepeuncnure BUABI CTAHAAPTOB.

Kakune BuAbBl NTOKYMEHTAlMM PETJIAMEHTHPYIOT ENMHAs cucTteMa KOHCTPYKTOPCKOM
JOKyMEHTaluu 1 EnuHas cucrema TEXHOJIOTHYECKOM TOKyMEeHTaun?

HazoBute ocHOBHBIE 00BEKTHI ['0CYAapCTBEHHOM CHCTEMBbI OOECTIeYeHHs €IUHCTBA
W3MEpEHU.

VKkaxuTe Ha3HAYECHUE KOHCTPYKTOPCKON JTOKYMEHTAIIUH.
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9. TIlepeuncnute BUABI pa3padaThIBAEMbIX JOKYMEHTOB KOHCTPYKTOPCKOM JOKYMEHTAIMH.
10. Iepeuncnute cTaguu pa3paboTKH KOHCTPYKTOPCKOM JOKYMEHTALIUH.

11. Jlaiite onpenenenne SKCILTyaTalMOHHOM TOKYMEHTALMH.

12. Jaiite OnpeAeieHue pEMOHTHOM JTOKYMEHTALIMH.

13. Ilepeuncnute BHIBI PEMOHTHOI JOKYyMEHTALIHH.

14. Jaiite OnpeAeIeHUE TEXHOIOTHYECKON TOKYMEHTALNH.

15. Tlepeuncnure pa3sHOBMIHOCTH TEXHOIOTHYECKUX KapT.

16. Yro coboii mpecTaBIAIOT TEXHUYECKHE YCIOBHs?

17. Iepeuncnure OCHOBHEIE IPABHIIA BBINOJIHEHNS TEXHUUECKHUX YCIIOBHIA,

18. Ykaxure FTOCThl HeOOX0AUMBIE LIS COCTABIEHUS TEXHHYECKUX YCIOBUIA.
19. IIpaBuna nocTpoeHus 1 U3N0KEHUS TEXHUYECKUX YCIIOBMIA.

20. CornacoBanue u yTBep K IeHHE TEXHUYECKUX YCIOBUIA.

21. Jaiite onpeeneHne TEXHUUECKOTO PErIaMeHTa.

22. Tlepeuncnure >Tanbl IPMHATUS TEXHUYECKOTO PETIAMEHTA.

23. Vkaxute chepy npumeHenus npasun GMP.

24. Ha3oBuTe BU/IBI JOKYMEHTALMU HA IITAMM-IPOIYIIEHT.

25. Tlepeuncnure TpeOOBAHKS K ITAMMY-TIPOLYLIEHTY.

26. Kakoii JOKyMeHT BBIIAIOT IIPHU JIEHOHUPOBAHKUH IIITAMMA MUKPOOPraHu3Ma?

27. Kakoit  mopsimok — MaTeHTOBaHHWs  M300pETEHHH,  OTHOCAIIMXCA K IITaMMy
MHUKpPOOPTaHu3Ma.

Tembl 111 NOATOTOBKM K 3allliTe NPAKTHYECKUX padoT

1. CrpykTtypa 001IepocCcHiicKoro Kiraccu(uKaTopa mpo yKIUH.

2. Ilepeuenr HopmatuBHOW gokymeHtaruu (I'OCT), ycraHaBinmMBaromeld IpaBuiIa
oopmieHus, yueTa, XpaHEHHUS U UCIOJIb30BAHUS TEXHUYECKON JOKYMEHTAIlMY B OMOTEXHOJIOTHH.

2. TpeGoBaHus K MpaBUIaM MIOCTPOEHUS U U3JIOKEHUS TEXHUUYECKUX YCIOBHH.

3. TpeboBaHMs HOPMATUBHOM TOKYMEHTAIMU K IIPaBUJIaM MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPE/CTB, MOIY4aeMbIX OMOTEXHOJIOTUYECKUM ITYTEM.

4. IlpaBuia COCTaBIEHUS  PA3IMYHBIX BHJOB TEXHOJOTMYECKUX CXEM  COIJIACHO
TpeOOBaHUSAM HOPMATUBHO-TEXHUUECKON JOKYMEHTAIUH.

5. TpeboBanus 'OCT P 52249-2009 «IIpaBuia mpor3BOICTBA M KOHTPOJIS JIEKAPCTBEHHBIX
CPEJICTBY» K COCTaBJICHUIO U BEJIEHUIO JJOKYMEHTAI[MN OMOTEXHOJIOTHYECKOTO MPOU3BOJICTBA.

6. IIpaBuna cocraBienus oryera no HUP. CocraBnenue oruera mo HUP.

IIpuMmepHbIe TEMBI pedepaToB

1. OcHOBHBIE [TOJIOKEHUS CTAHAAPTU3ALIH.

2. 3akon Poccwuiickoii peneparun «O TEXHIYECKOM PETyITHPOBAHUI.

3. 3axon Poccuiickoii penepanuu «O06 obecrieueHun eIMHCTBA U3MEPEHUI.

4. 3akon Poccuiickoil ¢penepaunn  «O 3ammre npaB NOTpeOUTENE» Kak aclekT
TEXHUUYECKOTO PETYJIUPOBAHUS.

5. TocynapctBennas cucrema ctanaaptuzanuu PO.

6. T'ocynapctBennas cucrema ctangapruzanuu (I'CC).

7. Enunas cucrema koHCTpykTOpcKoi tokymeHTanuu (ECK/I).
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8.
9.

10.

Enunas cucrema texHonoruueckoit moarotosku npoussoactsa (ECTIIIL).
Enunas cucrema rexnonorudeckoit nokymenrtanuu (ECT/).
Emunass  cucrema  kmaccuukanmud M KOJUPOBAHUS — TEXHHKO-DKOHOMHYECKOU

UH(OPMAITHH.

11.
12.

I'ocynapcTBenHas cucteMa ooecniedeHus enuacTBa uamepenuii (I'CH).
HopmaruBHO-TexHUYecKHe JIOKYMEHTHI, UCTIOJIb3yeMblIe B MIPOU3BOJICTBE

OMOTEXHOJIOTHYECKON MPOAYKITHH.

13.

Crannapr GMP. TpeGoBanuii Kk opraHu3anyy MPOU3BOJICTBA U KOHTPOJIO KayecTBa

JICKAPCTBCHHLIX CPCACTB, IMOJTYYCHHBIX OHMOTEXHOJIIOTHIECKUMU METOOdaMU.

14.
15.
16.
17.

TexHUYeCKre peraaMeHThl B OMOTEXHOIOTUIECKOM IPOU3BOJICTBE.

[TpaBuina opranu3zaiuu naboparopHbix uccnempoBanuii GLP.

[TpaBuia opranu3anuu KInHu4Ieckux ucnbitanmii GCP.

Oco0eHHOCTH TTATCHTOBAHMS U300PETCHU, OTHOCSAIIMXCS K IITAMMY-TTPOAYIICHTY.

7.3.2. TIpomexxyTouyHas aTTecTalus

[IpomexyrouHas arrectanuss oOydalIIMXCs 1O JAucuUUIUIMHE «TexHonoruueckue

PErIIaMCHTBI U TCXHUYCCKUEC YCIIOBHA» IIPOBOJUTCA B Q)opMe 3a4€Ta Ha OCHOBAHHWHU BBITIOJIHCHHA

CTYACHTOM BCCX BHIOB yqe6H0171 pa6OTLI, npeaAyCMOTPCHHBIX y‘le6HHM IIJIaHOM H 3alllMThI BCECX

BUJ0B TCKYLICTO KOHTPOJIA, YKAa3dHHBIX B II. 7.1. JaHHOM pa6oqel“4 IMporpamMmsbl IUCHUITIJIMHBI.

HpnMeprle BOIIPOCHI VIS ITIOATOTOBKH K 3249€Ty

[Tonstue R&D (HUOKP).

[ToHsiTHE )KN3HEHHOT O LUKJIA TPOAYKLIUH.

Oco0eHHOCTH KU3HEHHOTO IIMKJIA OMOTEXHOIOTHYECKON MPOTYKIIHH.

Bubl TexHUUECKON JOKYMEHTALNH.

Cucrema crannaptuzanuu PO.

®Oenepanbablii 3akoH Ne 162-D3 «O crangaprusanuu B Poccuiickoit Denepariumy.
®enepanbHblii 3ak0H "O TexHIYeCKOM perynrupoBanun” ot 27.12.2002 Ne 184-03.
Knaccugukarus ctanaapTos.

Kareropuu 1 Bupl CTaHAapTOB.

. Enunbie cuctemMbl JOKyMEHTAIMU 9TIepEUnCIInTh).

. T'ocynapcrBennas cucrema crannaptuzamnuu (I'CC).

. Enunas cucrema koncTpykTopckoit qokymenTtaruu (ECKJI).

. Enunas cucrema TexHonornueckoit moaroroBku npoussoactea (ECTIIIT).
. Enunas cucrema texnonoruueckoi noxkymentanuu (ECT/I).

15.

E)II/IHaSI CUCTEMA KJ'IaCCI/I(l)I/IKaHI/H/I u KOAPOBaHUA TEXHUKO-DKOHOMHUYECKON

UH(OPMAIHH.

16.
17.
18.
19.

['ocynapctBenHas cucreMa obecriedenus equHcTBa n3mepenunii (I'CH).
Konctpykropckas nokymentauus. OnpeaeneHue, HopMaTuBHas 6asa.
Bunbl KOHCTPYKTOPCKUX JOKYMEHTOB.

Craauu pa3paboTKu KOHCTPYKTOPCKOM JTOKYMEHTAIHH.
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20. OmnpeneneHue v BUbI TEXHOJIOTUYECKON TOKYMEHTAIINH.

21. TexHOMOTU4ECKHUE KapTHI.

22. TEeXHOJIOTUYECKUE UHCTPYKIIHU.

23. TEXHOJIOTUYECKHE PETJIaMEHTHI.

24. Hay4Ho-ucceq0BaTeIbCcKas TOKYMEHTAIIHA.

25. IlpaBuna moctpoenus u uznoxenus TY.

26. CornacoBaHHUE U YTBEPKICHUE TEXHUYECKUX YCIOBHIA.

27. TexHHUYECKHUE PETrJIAMEHTBI, OIpe/IeIICHHE.

28. Tlopsinok pa3paboOTKU U MPUHATUS TEXHUUECKUX PErJaMEeHTOB.

29. Cdepa npumenenus npasusia GMP.

30. Ocnosubie paznenst [OCT P 52249-2009 «IlpaBuna mpou3BOACTBa M KOHTPOJIS
JIEKapCTBEHHBIX CPEICTB» U UX COJCpKAHUE.

31. Ocob6ennoctu npuMenenus mpaBuia GMP k OMOTEXHOIOTUUECKOMY ITPOIIECCY.

32. IlpomykThl, TMONy4yaeMble B TPOIECCaX, OCHOBAaHHBIX Ha IKU3HEACATEILHOCTH
MHKpPOOPTaHU3MOB.

33. TpebGoBanusi, MpeabABIIEMbIE K MHKPOOPTraHU3MAM-TIPOIYLEHTaM TEPBHYHBIX H
BTOPUYHBIX META0OJIUTOB B OMOTEXHOJIOTUYECKOM MTPOU3BOJICTBE.

34. OcHOBHBIE BHABI MHKPOOPTaHWU3MOB, IPUMEHSAEMBIX B OHOTEXHOJOTHMYECKOM
MPOM3BOJICTBE, U KPUTEPUH OLIEHKH 3()(HEKTUBHOCTH OMOTEXHOJIIOTUIECKUX MTPOIECCOB.

35. OOmiast npUHIMIHATIBHAS CXeMa OMOTEXHOJIOTMIECKUX TTPOU3BOJICTB.

36. TpeOoBaHUS K JOKYMEHTAIMH HA IITAMM-TIPOYLICHT.

37. JlemoHMpOBaHUE IITAMMa MUKPOOPTaHU3MA.

38. IlaTreHTOBaHME U300PETEHUHN, OTHOCSIIIUXCS K IITAMMY MUKPOOPTraHU3Ma.
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