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1. Hean, 321244 U IVIAHUPYEMble Pe3yJbTAThI 00y4eHH s M0
AUCHUILIAHE

K oCHOBHBIM mHeasiM OCBOCHUS ITUCHUIUIMHBI «MeToabl cepTUUKAUUU U KOHTPOJIS B
OMOTEXHOJOTHYECKOM IIPOIecce» ClelyeT OTHECTH: (OPMUPOBAHHME Y CTYACHTOB 3HAHWUN 00
opraHu3al U NPOBCACHUU KOHTPOJIA Ka4YCCTBaA ChIPbA, IMIPOMCEIKYTOUYHBIX W I'OTOBBIX IMPOAYKTOB,
3HAHUM O CepTI/I(i)I/IKaLII/II/I OHMOTEXHOJIOTHYECKUX IMPOAYKTOB IJIA I[aJIBHGfILLIeFO HUCIIOJIBb30BaHUA B
HAYYHO-HCCIICIOBATEILCKON U MPOPECCHOHATBHOMN JAeITeITLHOCTH.

OCHOBHBIMH 3a1a4aMU Kypca sIBJISIeTCS (OPMUPOBAHUE Y CTYICHTOB 3HAHUN 00 OCHOBHBIX
KPUTCPUAX Ka4€CTBA IIPOAYKTOB OHMOTEXHOJIOTHYECKUX IMpOU3BOACTB, OCBOCHHUEC OCHOBHBIX METO/J10B
(U3UKO-XMMHUYECKOTO, OMOJIOTMYECKOTO KOHTPOJIS KauecTBa M 0€30MacCHOCTH OMOTEXHOJIOTHYECKON
MPOIYKIIMH U OCBOCHUE TEXHOJIOTUU CepTU(UKAIIMKI OMOTEXHOIOTUYECKON TPOAYKIIHH.

O6yquI/Ie 10 AUCHUIIIIMHEC «Metoapl CepTI/I(bI/IKaI_II/II/I U KOHTPOJIA B OHMOTEXHOJIOTHYECKOM

IPOLIECCE» HANpaBlIeHO Ha (opMHpOBaHHE Yy OOyYarOmMXCs CIEAYIOMUX KOMIIETCHIUH,
IIPUBE/ICHHBIX B Tadmue 1.

Tabmuma 1 — HNupukaTopel NOCTIKCHUN KOMIIETEHIIN I o OUCHUIUINHE
«MeTtozp!l cepTu(UKAIUU U KOHTPOJISI B OMOTEXHOJIOTUIECKOM ITPOIIECCE)

Koa u HaumeHoBaHue HNuaukaTopsl 10CTHAKEHUS] KOMIIETEHIIUH
KOMIIETeHIUI
1 2
I1K-3. Cnocoben NIIK-3.1. 3HaeT MeTOABI U CPEACTBA IJIAHUPOBAHUS HAYyYHBIX

OCYHICCTBJIATH MMOATOTOBKY I/ICCHG}IOBaHI/Iﬁ N OIIBITHO-KOHCTPYKTOPCKUX pa3pa60T01<, METOABI
SJICMEHTOB JOKYMCHTAIINH, pa3pa60TKH TEXHUYECKON AOKYMCHTAallUU, HOPMATUBHBIC 0a3nl JJIA

MPOEKTOB TUIAHOB U COCTaBJICHUS 0030pOB, PEIIEH3HIA, OT3HIBOB, 3aKIIIOYCHHH Ha
IPOrpaMM TIPOBEICHUS TEXHUUYECKYIO JOKYMEHTAIIUIO;
OTJIEBHBIX ATANIOB PadoT NIIK-3.2. YMeeT NpuMeHITh HOPMAaTUBHYIO JOKYMEHTAITHIO,

oopMIIATH TPOEKTHI KaJCHAAPHBIX IUIAHOB U IPOTPaMM
MIPOBE/ICHUS OT/IEBHBIX AIIEMEHTOB HayYHO-UCCIIEIOBATEIIHCKUX H
OIBITHO-KOHCTPYKTOPCKHUX paboT, 0(OPMIISTE dJIEMEHTHI
TEXHUYECKOH TOKYMEHTAIlN! Ha OCHOBE BHEAPEHHUSI PE3yIbTaTOB
Hay4HO-UCCIIe0BATEIbCKUX PadoT;

NIIK-3.3. Braneer HaBbIKaMu COCTABJICHHS] HHPOPMAITMOHHBIX
0030pOB, MPOBEACHUS PAOOT MO (POPMHUPOBAHUIO HIIEMEHTOB
TEXHUYECKOH JOKYMEHTALlM! Ha OCHOBE BHEAPECHHUS PE3yIbTaTOB
HAYYHO-HMCCIIEJOBATEIbCKUX paboT, pa3paboTKH MporpaMm
NPOBEJCHUS OTJEIBHBIX YIEMEHTOB HAyYHO-HUCCIIEIOBATELCKUX 1
OIIBITHO-KOHCTPYKTOPCKHX paboT




[Mpomomxenne Tabmuisr 1

1 2
[1K-7. Cnocoben HNIIK-7.1. 3HaeT TEXHOJIOTHIO U KOHTPOJIb Ipon3BoicTBa bAB;
OCYILECTBIISATH KOHTPOJIb MIOKa3aTeI KauecTBa OMOTEXHOIOIMUECKON MPOAYKIINH;
KauecTBa ChIPbS, CTaTUCTUYECKUE METObI YIIPABICHHS KAU€CTBOM NPOAYKIINH;
IIPOMEIKYTOUYHBIX BU/JIbI OpaKa U ero yueT B POU3BOCTBE OMOTEXHOJIOTHYECKON
MIPOJYKTOB U TOTOBBIX IIPOAYKLUY;
BAB B cooTBETCTBHMH € NIIK-7.2. YMeeT npou3BOIUTH aHATU3 KAUeCTBA CHIPHS IS
pEriIaMeHToM OMOTEXHOJIOTMYECKOTO IPOM3BOJICTBA B COOTBETCTBUU C

pErJaMeHToM; ONpeAeNsATh COJIepKaHue OCHOBHOTO BEILIECTBA B
roroBelx BAB; onpenensTh akTUBHOCTD IEHCTBYIOILETO BEIIECTBA
B TOTOBOM OMOTEXHOJIOTMYECKOM IIperapare; OnpeaesTh
coJiepsKaHue KJIETOK NPOIYLIEHTa B IPOAYKTAX, MOITYYEHHBIX C
MIOMOUIbI0 MUKPOOPTraHU3MOB; aHAJIM3UPOBATh MPETEH3UU OT
notpeOuTenei Mo KauecTBy NpoIyKIMH OMOTEXHOIOIMYECKOTO
IIPOM3BOJICTBA; BECTH YUET AEPEKTHOUN MPOTyKIIUN
OMOTEXHOJIOIMYECKOT 0 TPOU3BO/ICTBA; AHATU3UPOBATH IPUUHHBI
MOSIBJICHUS Je(EKTHOM MPOIyKIUU ONOTEXHOIOTUYECKOTO
IPOM3BOJICTBA, IPOU3BOIUTH pacUeT BEPOSATHOCTH (PAKTOPOB
MMOSIBJICHUS M 3HAYCHUM IIOCIICICTBUM;

pas3pabaTbIBaTh MPEATIOKEHUS 10 CHIXKEHUIO (IPEAOTBPALLCHHUIO)
MIPOM3BOJICTBA 1€(DEKTHBIX MPOTYKTOB;

HIIK-7.3. Braneer MeToIMKaMU OLIEHKH BXOTHOTO KOHTPOJIS
KauecTBa ChIPbs, UCIIOJIb3YEMOTO B OMOTEXHOJIOTHYECKOM
Ipolecce; MPOBEACHUS KOHTPOJISI KauecTBa MPOMEKYTOUHOM U
rOTOBOM OMOTEXHOJIOTUYECKOH MPOAYKINHU; PACCMOTPEHHS
peknamanuii mo kauectsy bAB; BbISIBIEHNS KpUTHUECKUX
(omacHbIX) (PaKTOPOB OTAEIBHBIX TEXHOJIOTHIECKUX OTEPAIUIX
OMOTEXHOJIOTHYECKOTO MTPOU3BOJICTBA; pa3pabOTKU MEPOTIPUATHI
C LIETIbI0 YCTPaHEHUsI PUCKOB WJIM CHIDKEHHUS UX JI0 JOIMYCTUMOIO
YPOBHSI ¥ IOBBIIIEHUS O€30MTaCHOCTH BBIITyCKaeMO
OMOTEXHOJIOTMYECKOM MPOTyKIIUU




2. MecTo TMCHMILIMHBI B CTPYKTYpe 00pa30BaTe/ibHOI MPOrpaMMbl

JucuuiuinHa «Metonbl cepTu(UKaIUM U KOHTPOJS B OMOTEXHOJOTMYECKOM IIPOLIECCE»
OTHOCUTCSI K 4acTd, (GOpMUPYeMOl ydacTHHKaMH 0Opa3oBaTelbHBIX OTHOLIEHWH OJoka
b1.2.9]/1.3.2 «2neKTUBHbBIC TUCIUILUTHHBD.

«Metoapl CepTI/I(I)I/IKaLII/II/I H KOHTPOJIA B OMOTEXHOJIOTHYSCKOM mponecce» B3anMOCBs3aHa

JIOTUYECKH U COIEPKATETbHO-METOIMYECKH CO CICAYIOIMMU JUCIUILTHHAME U nipakTukamu OOIT:
— OHOXUMMUS;

— o01ast OMOJIOTHSI 1 MEKPOOHOJIOTHS;

— IPOIIECCHI U anmapaThl OMOTEXHOJIOTUIECKHIX TPOU3BO/ICTB;
— MPOMBINIUICHHAS OMOTEXHOJIOTUS;

— OCHOBBI OMOTEXHOJIOTHH.

3. CTpykTypa u coepkaHue JUCHUTNITHHBI

OO61mas TpyA0eMKOCTh AUCHUIUIIMHBI COCTaBIseT 3 3a4eTHbIX equHuIlbI (108 yacoB).
JucrurmHaa nzydaercs Ha 4 kypce B 8 cemectpe B TeucHue 18 Heenb. Ay IMTOPHBIC 3aHSTHSI
72 gaca. Jlekuun — 36 4acoB, ceMHHapCKue 3aHATHS — 36 4acoB, CaMOCTOSTENbHBIE pabOThl — 36
gacoB. @opma KOHTPOJIS — 3a4eT.

3.1 Buasl yueOHOii padoThI H TPYA0EMKOCTH
(o dopmam oOydeHus)

Bun yueGHO# paboTsl 1 TPy 10eMKOCTh TpuBeeHa B Tadbnuie 3.1.1 mo ounoit hopme oOydeHus

Tabmuna 3.1.1 - Ounas popma 00yueHust

Ne Bux yuebHoii pagoThi KoauuecTBo Cemectpbl
n/n 4acoB 8
1 | AyauTopHble 3aHATHSA 72 72
B ToM yucre:
1.1 | Jlexuun 36 36
1.2 | CemuHapckue/npakTHYECKHUE 3aHATHS 36 36
2 | CamocrosiTesibHas padoTa 36 36
B toMm yncre:
2.1 | [IpopaboTKa JIEKIIMOHHOTO MaTepuana 16 16
2.2 | [loaroToBKa K ceMHHApam 20 20
3 | [Ipome:xxyTOuHasi aTTecTALMUS
3auet/mud.3auer/sK3aMeH 3a4yer 3a4er
Hroro 108 108




3.2 TeMaTHYeCKHii IJIaH N3YyYCHUA TUCHUIIJIUHbI

(o hpopmam oOyueHus)

Temaruueckuil TUIaH JUCIUTLIMHBI PpUBEeH B Tabnuie 3.2.1 mo ouHoi popme 00yueHus.

Tabmuua 3.2.1 - Ounas Gpopma oOyueHHs

n/n

Paszneinsl/TeMbl
JUCHHUIITHHBI

TpyaoemkocTs, yac

Bcero

AynuTtopHasi padora

Jlexmu

Cemunapckue/
NPaKTHYECKUE
3aHATUS
JIaGopaTopHBIE
3aHATUSL
[TpakTuueckas

IMOITOTOBKA

CamocTosiTeJIbHAsI

padoTa

2

I

(2]
»
~

[e0)

Pa3zpnen 1. HopmaTuBHO-TEXHHYeCKast
AOKYMeHTAIMA B OMOTEXHOJIO0TMYeCKOM
NPOM3BOJCTBE

Tema 1. OcHOBHBIE TOIOKEHUS
CTaHIapTH3aIMU

Tema 2. 3akoHOHATENLCTBO POCcuiickoii
deneparun B chepe TEXHHUSCKOTO
peryIupOBaHuUs

10

Tewma 3. ['ocymapcTBeHHas cucTemMa
crangaptuszaiuu PO

10

Paznmen 2. XapakTepucTHKA OCHOBHBIX
ITANO0B OMOTEXHOJOTHYECKUX
NMPOU3BOACTB U UX KOHTPOJIb

Tema 4. Unentudukarms
MHKPOOPTaHU3MOB, OOHAPYKEHHBIX B
BO3J[yXe MHUKPOOHOJIOTHIECKOM
nabopaTtopun

Tema 5. MeToabI KOHTPOJIS
0aKTepUOIIOTUICCKHUX MUTATEIHHBIX CPEI.
[TpoBeneHmEe KOHTPOIISI KAYECTBA
MMUTATENBHBIX CPeJl

Tema 6. Opranu3zaiiysi BHyTpEHHETO
KOHTPOJISI KAaU€CTBAa CAHUTAPHO-
MHUKPOOHOJIOTHYECKHUX UCCIICAOBAHUH BOIBI,
NPUMEHSIEMOM JUISl HYXK]T
OMOTEXHOJIOTUIECKIX TTPOU3BOICTB

Tema 7. Kontpouns npouecca ¢pepmeHTaMN

Tewma 8. KoHTpoJIbh KauecTBa CTEpHIIN3ALIAN
1 ne3uH(eKInn

Tema 9. Oprannzanus KOHTPOJIS 3a
COOJFO/IEHNEM TTPABUIT XPaHEHHS
OMOTEXHOIOTUYECKON MPOAYKIINU U
YTHIIM3ALUN OTXO0J0B ONOTEXHOJIOTHUECKUX
MIPOU3BOJICTB.




Iponomxenue Tabmuier 3.1.1

1 2 3 4 5 6 7 8
Tewma 10. KonTpons xauecTsa 14 2 8 4
OMOTEXHOJIOTHUECKON TPOTYKIHN

3 Paznmen 3. JlokyMeHTAIUsI CHCTEMBI

MEHEeIKMEHTA KayecTBa B 0011eM
JOKYMEHTO000POTE OPraHu3aul

Tema 11. JlokymeHTaLusi KOHTPOJIS 8 4 4
KauecTBa OnodapmarieBTHIECKOM

MpOoAyKIwH. Buapsl 1 cTpyKTypa
TOKYMEHTAIINH TIPEATTPUSTHS

Tewma 12. MexxayHapoJHbIe CTaHAAPTHI B 14 4 8 2
chepe MEHEDKMEHTA KadyecTBa U

0e30macHOCTH OMOTEXHOIOTMUECKIX
MPOM3BOJICTB U TOTOBOH MPOAYKITHH

Hroro | 108 36 36 36

3.3 Conepixanue TMCUHUNIHHBI

Paznen 1. HopmaTtuBHO-TeXHUYECKAs JOKYMEHTALMsI B OMOTEXHOJIOTMYECKOM ITPOU3BOICTBE

Tema 1. OCHOBHBIE MTOJIOKEHMSI CTaHJAPTU3ALINN.

Wctopus pasButus crappaptusauuu. CraHoBieHME — cTaHzapTusauuu B Poccum.
®enepanbhblii 3akoH Ne 162-03 «O crangaptuzanuu B Poccuiickoit denepanmuny». OnpeneneHue,
€)M, 33/1a4¥, IPUHLIUIBI CTaHJApTU3allUH, OCHOBHBIE TEPMUHBI (CTaHIAPT, TEXHUUECKUE YCIOBUS,
HAllMOHAJIbHBINA CTaHAPT, CTAHAAPT OPraHU3ALINN).

Tema 2. 3akoHogarenbcTBO Poccuiickoii enepanuu B cepe TEXHUYECKOTO PeryJIupOBaHusl.

3akon Poccwuiickoit genepamn «O TexHH4YecKOM peryinupoBanumny». Cdepa perynmpoBaHus.
[lenu, TpUHLKIIBI TEXHUYECKOTO PErYJIMPOBaHUS, COAECPKAHUE, OCHOBHBIE ITOJIOKEHHSI U TEPMUHBI
(cepTudukanus, cepTUPUKAT COOTBETCTBHS, IOJITBEP)KIEHUE COOTBETCTBUS, TEXHUYECKOE
pEryJIMpOBaHNE, TEXHUUYECKUN PErJIAaMEHT U Ap.). PopMBl MOATBEPXKAECHUS COOTBETCTBUA. 3HAKH
COOTBETCTBUS HAIIMOHAJIbHBIM CTaHAapTaM. 3HAK OOpaIlleHUs Ha PhIHKE.

3akoHonaTenscTBO Poccuiickoit denepanuu 06 obecriedeHnu eMHCTBA U3MEpPEeHUN. 3aKoH
Poccuiickoit penepaunn «O06 obecrieyeHUM €IUHCTBA MU3MEpeHU». OTHOIIEHHUS, PETyIupyeMble
3akoHOM. Cdepa perynaupoBaHus. 3akoHoaTenbCTBO Poccuiickoit @enepanun o0 obecnieueHUH
€MHCTBA U3MEpEeHUH (yKa3aTb KOHKPETHbIE HOPMaTUBHBIE JOKYMEHThI). OCHOBHOE COZlepKaHHeE.

Tema 3. I'ocynapcTBeHHast cuctema cranaaptusanuu PO.

Knaccudpukanusa crannaproB. Kareropum u Buasl crangaproB (I'OCT; OCT; TV; PJ).
Crpykrypa crangapra. OOs3aTenbHble TpeOOBaHUS TEXHHUYECKUX perjamMeHToB. IIpumeHenwue,
pa3paboTKa U Ha/30p 3a UCIOIb30BAaHUEM CTaHIApTOB.

HopMaTuBHO-TeXHHYECKHE JOKYMEHTHI, HCIIOJIb3yEMBIE B IIPOU3BOJICTBE
OMOTEXHOJIOTHYECKON MPOTYKIIHH.

Paznen 2. XapakTepuCTHKa OCHOBHBIX 3TallOB OMOTEXHOJOTHMUYECKUX MPOM3BOJCTB U HMX
KOHTPOJIb

Tema 4.  UWneHTudukaumss  MUKPOOPraHM3MOB,  OOHapyKEHHBIX B BO3JyXe
MHUKPOOHOJIOTHYECKOU JTaOOpaTOPUH.

Omnpenenenue obmero MUkpoOHoro yucia. CaHUTapHO-MUKPOOHOIOTMYECKH KOHTPOJIb
B03yXa. OCOOEHHOCTH MMOCTAHOBKH TECTOB Ha 3Tare UAeHTU(UKALINH.

Tema 5. MeTobl KOHTPOJIS GaKTEPUOIOTMUECKUX MUTATENbHBIX cpell. [IpoBenenue KoHTpos
KaueCTBaA MUTATCIBbHBIX CPCI.




Tema 6. Opranuzanusi BHyTPEHHET0 KOHTPOJIS KauecTBa CaHMUTAPHO-MUKPOOHMOJIOTHUECKUX
UCCIICIOBAaHH BOJIbI, IPUMEHIEMOH [T HYKJ OMOTEXHOIOTHYECKUX MTPOU3BOJICTB.

Omnpenenenue oOMIMX U TEPMOTOJIEPAHTHBIX KOJIU(DOPMHBIX OaKTEpUid B BOJE.

Tema 7. Kontposns mpornecca pepMeHTanu.

Omnpenenenue KoHLIEHTpauu 6uomaccsl. OrpeeneHre KOHIEHTPAMi KOHEYHOTO TPOIYKTa.
MOHUTOPHHT MPOIECCOB (PepMEHTALIUH.

Tema 8. KouTponb kauecTBa CTepUIIM3AMH U JE3UH(EKIIHUH.

Metoanyeckue ykazanus. My-287-113 no ae3undexunu, npencTepuiin3aiioHHON OYUCTKE U
CTepUJIN3alluu U3eNIMi MeIMIUHCKOro Ha3HaueHus. CTpyKTypa TOKyMEeHTa.

Tema 9. Opranuszanust KOHTPOJIS 32 COOTIOACHUEM MPABHI XpAaHEHUsI OHMOTEXHOJIOTHYECKOU
NPOAYKIUH U YyTUIIU3ALUU OTXO0JJ0B OMOTEXHOJIOTUYECKUX MTPOU3BOJICTB.

Llenb KOHTPOJII W €ro OCHOBHBIC HampaBlieHHs mpenapaToB. KOHTpoib TemrmeparypHBIX
PeKUMOB MHKyOauuu U XpaHeHusi. KoHTponbs ycnoBuil xpanenusi OuonpenaparoB. KoHtpoins 3a
NOJArOTOBKOM MEIAMIMHCKMX TpenapaTtoB K TpaHcmopTtupoBanuto. Ilpomenypa KoHTpousis
TEMIIEPATypPhl B TEPMOCTATAX U XOJIOJUIbHUKAX.

O6mme TpeboBanus K 00€33apakKMBAHUIO OTXOJOB OMOTEXHOJIOTMYECKUX IPOU3BOJICTB.
Otxoppl, ux ki1accuduraius. CnocoObl yTHIN3AIUH.

Tema 10. KoHTpoip kayecTBa OMOTEXHOIOTUIECKON MPOAYKITHH.

[TonsTre kayecTBa. MeTobl KOHTPOJISL KauecTBa npoaykuuu. Opranonentudyeckue, Gu3nko-
XUMHYECKHE U CAHUTAPHO-TUTHEHHYECKHE (TIOKa3aTenn Oe30MacHOCTH) TIOKa3aTeId KayecTBa.

Paznen 3. JlokymeHTamusi cUCTeMbl MEHEIKMEHTa KadecTBa B OOIIEM JOKYMEHTO0OOpoTe
OpraHu3aluu

Tema 11. JlokyMeHTaIusi KOHTPOJS KauecTBa OmodapMareBTHYeckoi mpoaykuuud. Buasl u
CTPYKTYpa JOKYMEHTAIIUH MIPEIIPUATHS.

TexHnomornuecknue ¥  TEXHUYECKHH  perjJaMeHThl, TOCyAapCTBeHHas  dapmakores,
(dapmakorieliHbIe CTaThH.

PykoBOACTBO MO KauyecTBY OpraHM3allld, JOKYMEHTHPOBaHHbIE MpoLexypsl. JlOIKHOCTHBIE
WHCTPYKINH, paboure HHCTPYKIUH. METOABI yIpaBIeHUs JOKyMEHTaMH.

Tema 12. MexyHapoJHble CTaHAApPTHl B cepe MEHEIPKMEHTa KauecTBa U OE30MaCHOCTH
OMOTEXHOJIOTHYECKUX TPOU3BOJICTB U TOTOBOH MPOIYKITUH.

Mexnynapoansiii crangapt 1SO (MCO) 9001-2015 «CucteMbl MEHEIKMEHTa KadecTBa.
TpeGoBanwms».

Mexnynapoansiii crangapt HACCP (XACCII) ISO 22000:2005. Konuemnuus HACCP.
Hammonaneneiit cranpapr ['OCT P MCO 22000:2007 xax HamOosee >pdekTruBHAS METOIUKA
oOecrieyeHns 6€30MaCHOCTH MUIIEBBIX MPOTYKTOB. XapaKTepUCTHKA.

Crangapt GMP - cucrema TpeGoBaHuil K opraHu3aly IPOU3BOACTBA M KOHTPOJIIO KayecTBa
nexkapcTBeHHbIX cpencTB. Conepxkanue npaBwyi GMP npuMeHUTENPHO K OMOTEXHOJOTMUECKOMY
nipou3BoJIcTBY. [IpaBuia GMP u Mepsl 6e30macHOCTH TTpH paboTe ¢ PeKOMOWHAHTHBIMHU IIITAMMaMHU-
IpOJTyLIEHTaMH.

3.3 TemaTuka ceMHHAPCKUX/MIPAKTHYECKUX U JIA00PATOPHBIX 3aHATHIH
3.4.1 CemuHapckue/IpakTHIECKHAE 3aHATHUS
1. PaGota ¢ 3akoHoM Poccuiickoit peaepannn «O TEXHUIECKOM peryanpoBaHuny. U3yuenne

CTPYKTYpPbl W OCHOBHBIX MOJI0KEHUMN. I/I3yquI/IC OCHOBHBIX TCPMHHOB, (bOpM MOATBCPIKACHUSA
COOTBETCTBU A, 3HAKOB COOTBETCTBUA HAIlTUOHAJIBHBIM CTaHAApTaM U 06pameHHs[ Ha pBIHKC.



2. Pabora c obmepoccuiickuM KiacCu(UKaTopoM CTaHIAPTOB M IPYTHMH UCTOUHUKAMH JISI
W3YYCHHS TIEPEUHsT HOPMATHBHO-TEXHHUYECKUX TOKYMEHTOB, PErJIaMEHTHPYIONINX TpeOOBaHHS K
Ka4yecTBY, O€30MMaCHOCTH, METO/IaM KOHTPOJI KauecTBa OMOTEXHOJIOTUYECKOM MPOTyKIUH.

3. Kontponr Bo3ayxa B MHUKpPOOMOJOTHMYECKOW J1IaOOpaTOPUM U  IMPOU3BOACTBEHHBIX
nomeneHusx. Pabora ¢ HOpMaTHUBHOM JOKYMEHTalMedl MO HW3YYEHHIO METOJOB CAaHUTApHO-
MUKpPOOHOJIOTHYECKOT0 KOHTPOJISL BO3LyXa.

4. KoHTpoJb mpolecca BbIIECICHHUS YUCTON KyJIbTYpbl MUKpOOpPraHu3mMoB. O3HaKOMIIEHHUE C
METOJJaMU ¥ JTallaMH BBIACICHUS YHCTBIX KYJIbTYp MHUKPOOPraHU3MOB. [IpoBepka KyJIbTypbI
JIPOACKEN HA YUCTOTY. MUKPOCKONMPOBAHUE U PACCEUBAHUE HA TUIOTHBIC TUTATEIbHBIE CPE/IBL.

5. KoHTpoib kauecTBa BOABI 17151 OMOTEXHOIOTUYECKUX HyX /1. KOHTpOJIb KauecTBa BOABI 110
OpPraHOJENTUYECKUM U (PU3UKO-XMMHUYECKUM MoKa3aTessiM. PaboTa ¢ HOpMaTUBHON JOKyMEHTAIHeH
110 U3YyYEHHIO TPeOOBaHUN K CAHUTAPHO-MUKPOOHOIOTUYECKIM MTOKA3aTEIISIM.

6. M3yuyenue TpeOOBaHMU K KOHTPOJIIO KauecTBa TOBapHbIX ¢opM mpoaykToB. Pabora c
COOTBETCTBYIOILLEH HOPMATUBHOW IOKYMEHTALIUEH.

7. KonTponb KadecTBa KHUCIOMOJOYHBIX MPOAYKTOB. Pabora ¢ HOpMaTUBHBIMU
JIOKYMEHTaMH, PErJIaMEHTUPYIOIMMU TpeOOBaHMsI K Ka4eCTBY, O€30M1aCHOCTH U METO/1aM KOHTPOJIsS
KayecTBa KHCIOMOJIOYHBIX MPOAYKTOB. M3ydeHune (U3MKO-XUMHUYECKHX IOKa3aTelell KadecTBa
KHUCJIOMOJIOYHBIX IPOJYKTOB, METOJOB OINpe/esieHuss U TpeOoBaHMM K mokaszaTtensM. M3yudenue
nokasareneil 0e30MacHOCTH KUCIIOMOJIOYHBIX MPOAYKTOB M TpeOoBaHus K HUM. OleHKa KadyecTBa
KHCJIOMOJIOYHBIX MPOIYKTOB 10 MUKPOOMOJIOTHYECKUM OKA3aTEIISM.

8. Kontponp kayectBa (epMeHTHBIX mpemnaparoB. PaGora ¢ HalMOHaIbHBIMU H
MEXTOCYJapCTBEHHBIMH ~ CTAHAApPTaMH, BKJIIOYAIONIMMU METOABI  ONpPENeNICHUs] aKTHBHOCTHU
AMWIOIUTUYECKUX, MPOTEOTUTHUYECKHUX, MEKTOJIUTUYECKUX, KCHUIAHO- U IEeJUTIOJIOIUTHYECKUX
dbepmeHToB. V3yuenue nokas3aTelieil kadecTBa U 0€30MaCHOCTH, TPEOOBAHUH K HUM.

9. Padora ¢ T'OCT P 52249-2009 «lIlpaBuna mnpou3BOACTBA M KOHTPOJIA KadyecTBa
JIeKapCTBEHHBIX cpenctB» - Good manufacturing practice for medicinal products (GMP) mo
u3ydeHuro cojepxkanus npasuni GMP npumMeHUTENnsHO K OMOTEXHOJOTHYECKOMY MPOU3BOCTBY,
npaswia GMP u mep 6e3omacHocTH IpH padboTe ¢ pEKOMOMHAHTHBIMU IITAMMAMHU-TIPOTyLIECHTAMHU.

3.4  TemaTnka KypcOBBIX IPOEKTOB (KypPCOBBIX padoT)
Her

4 Y4eOHO-MeTOAMYECKOE M HH(POPMAIIMOHHOE O0ecIeYeHue
41  HopmatusHble 10kyMeHTHI 1 TOCTb1

1. ®denepanphbiii 3ak0H Ne 162-03 «O cranaaptuzauuu B Poccuiickoit deneparumy.

2. ®enepanpHbii 3ak0H "O TexHUYECKOM perynupoBanun” ot 27.12.2002 N 184-03.

3. MYK 4.2.2942-11 «MeTozpl CAaHUTapHO-0aKTEPUOIOIMYECKHX HCCIIeI0OBaHUNA 0OHEKTOB
OKpY’KaloIIel Cpeibl, BO3TyXa U KOHTPOJIS CTEPUIBHOCTH B 3aMKHYTHIX TIOMEIIEHUSIX).

4. TOCT P 1CO 16000-1-2007 «Bo3ayx 3aMKHYTBIX TOMEILICHUIA.

5. MYK 4.2.2886-11 «Metoasl KOHTpouisi. buonorndyeckne u MHKpOOHMOJIOTHYECKHE
(baxTops».

6. TOCT P 52249-2009 «IIpaBmia mpou3BOJICTBA U KOHTPOJIS KAa4eCTBa JIEKAPCTBEHHBIX
CPEICTBY.

7. TOCT 34430-2018 «DepmeHTHBIE TpenapaThl U1 MUIIEBOM MPOMBIIIIEHHOCTH. MeTo
OTIpeNIeNICHUS TIPOTEOTUTHYECKON aKTHBHOCTH.

10



8. I'OCT 34440-2018 «®epMeHTHBIE MTpenapaTsl A1 MUIEBON MPOMBIIIIICHHOCTH. MeTOabI
OTIpeIeJICHUs] aMUJIOTUTUYECKON aKTUBHOCTI

4.2  OcHoBHasi IMTepaTypa

1. Opranuszanus OMOTEXHOJOTHYECKOTO IPOM3BOJICTBA : y4eOHOE mocoOue sl BY30B /

A. A. KpacuomranoBa [u aAp.] ; mon pemakumeir A. A. KpacnomranoBoit. — Mocksa :
WznarensctBo FOpaiit, 2023. — 170 ¢. — (Bricuiee obpazoBanue). — ISBN 978-5-534-13029-4. —
Texct : onektponsbii // OOpazoBarenbHas 1argopma IOpaiit  [caiit]. — URL:

https://urait.ru/bcode/519139 (mara oopamenus: 08.09.2023).

4.3 JlonoJiHMTeIbHAS JTUTEpaTypa

1. TopensHukoBa, E.A. Meronsl KOHTPOIST M CepTUPHUKAIMU OUOTEXHOIOTUYECKUX
MPOJYKTOB : KPAaTKUIl Kypc JEKUMHA I CTYIEHTOB 4 Kypca HampaBiieHus noarotoBku 19.03.01
buotexuonorus / Coct.: E.A. T'openbuukosa // ®T'BOY BO «Caparosckuii TAY». — Caparos, 2016.
—47c.

2. KosaneBa, C.B., @aycr, E.A. KoHTpoibh KauecTBa OMOTEXHOJOTHYCCKUX IPOU3BOJICTB:
KpaTKui Kypc nekuuii anst cryaentoB |1 kypca nanpasnenus noarorosku 19.03.01 buotexnonorus
/ Cocr.: C.B. KoBanesa, E.A. ®@ayct // ®I'BOY BO Capartosckuii 'AY. — Caparos, 2015. — 57 c.

3. Henyx, A.A. Texuudyeckoe peryqupoBaHUE M METPOJOTHS: KPATKUM Kypc JEKIU Ui
CTYACHTOB CHIeIMaIbHOCTH (HarpasieHust HoArotoBkn) 27.04.01 «CrangapTH3anust 1 METPOJIOTHSD)
/ Cocr.: A.A. [lenyx.// ®I'OY BIIO «Caparosckuii 'AY». — Capatos, 2015. — 79 c.

4.4  DjaexkTpoHHBbIE 00pa3oBaTesibHbIE Pecypchl
Her
He paspab6oran kypc co.

4.5 JIMEeH3noHHoe U CBOOOJHO  pacHpOCTPaHseMOe NMPOrpaMMHOe
odecrneyeHue
Her

4.6  CoBpemeHHble MpodecCHOHAIbHbIE 0a3bl JAHHBIX U MHGOPMANIMOHHbIE

CIIPAaBOYHbIE CHCTEMbI
Her

5. Marepua/jibHO-TeXHHYeCKOe oDecneyeHmne

Jnst peanuzanuu paboueit mporpaMmbl HCIIOIb3YIOTCSL:

Jlexuumonnast aynurtopusi kadeapsl «Xumbmorex» AB5504. (115280, r. Mocksa, yi.
ABTO3aBojackas, 1. 16 crp. 1 (xopmyc 5)), o0OpymoBaHHAs: CTOJIBI y4E€OHBIE CO CKaMbsIMH,
ayJUTOpHAas 10CKa, MyJIbTUMEANHHBIA KOMITJIEKC (IIepeHOCHON MPOEKTOp, HOYTOYK). Pabouee mecTo
IpenoaaBaress: CToj, CTYJI.

Ayautopust s CEMHUHApCKUX U MpakTU4YecKuX 3aHsaThil kadenpsl «Xumbuorex» AB5404a
(115280, r. MockBa, yi. ABro3aBojackas, n. 16 ctp. 1), obopymoBaHHas: CTOJIBI y4eOHBIE CO
CKaMbsIMU, ayJUTOPHAsI JOCKAa, MYJIbTUMEIUHHBIA KOMIUIEKC (TIEPEHOCHON MPOEKTOpP, HOYTOYK).
Pabouee mecTo npemnoaBarens: CToMI, CTYJI.
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Jlabopatopus kadenpsr «Xumbnorex» AB54056 (115280, r. MockBa, yi. ABTO3aBojicKasi, 1.
16 ctp. 1 (xkopmyc 5)), obopynoBanHas: JIabopaTopHbI€ CTOJBI, JaMUHAPHBIA MIKad, BBITSKHON
mkad, Bechl mnpenusuoHHbie KERN, Bechl anamutnueckue Vibra, MarHuTHBIC MEIIAIKH,
crnekrpodoromerp [IBD-5300, pH-meTp DKOHUKC, aBTOKJIAaB, XMMHUYECKas MOWKA, XMMHYECCKUE
PEAKTUBBI, XUMHYECKAs TOCY/Ia.

JIaboparopus kadeapsr «Xumbuorex» AB5406a (115280, r. Mocksa, yi. ABTO3aBOACKas, .
16 crp. 1 (5 xopmyc)), oOopyaoBaHHas: JabOpaTOpHBIE CTOJIBI, OHOpPEAKTOp, YCTAaHOBKA
OapoMeMOpaHHOW  (QwiIbTpaniuM, BaKyyMHBIH  CyIIWIBHBIA — ImKad,  IIeKkep-uHKyOaTop
MHUKPOOHOJIOTHYECKUH, (OTOOHOPEAKTOP, YCTAHOBKA JJISI KYyJIbTUBUPOBAHHS (GOTOTPOGOB.

Peanuzanus yueOHON mporpaMMmbl JOJIKHA 00ECIIeUnBAThCA JOCTYIIOM Ka)KJOTO CTy/AEHTa K
nH(OPMAIIMOHHBIM pecypcaM — OubInoTeuHoMy (OHIY M CETEBBIM pecypcam MHTepHeT.

6. MeTtoauyeckne peKoOMeH AU

6.1. Metoanyeckue  peKoOMeHIAUMH  JJIsi  TpemojaBaTesi 10
OpraHu3anuy o0y4eHust

OcHoBHas (hopMa U3yueHUsI U 3aKPEIUICHUS 3HAHUI MO0 JAHHON TUCIMIUIMHE — JIEKIIMOHHAsS
Y IIPaKTUYECKas.

OcHOBY yueOHBIX 3aHSATUW 1O MAUCHMIUIMHE COCTAaBJISAIOT JieKnuu. B Xome nexuui
MIPENo/IaBaTellb U3JIaraeT U Pa3bsCHAECT OCHOBHBIC, HaW0OJIEEe CIIOKHBIE MOHSATHUS TEMBI, a TAKXKE
CBSI3aHHBIC C HEW TEOPETUUYECKHUE U TPAKTUUYECKUE MTPOOIEMBI, TAET PEKOMEH/IAINH T10 TTOJITOTOBKE K
MPaKTUYECKOMY 3aHSTHIO M YKa3aHUsI HA CAMOCTOSITEIbHYIO padoTy.

Ha nepBom 3ansTHYN 110 TaHHOW y4eOHOM JUCITUTUTMHE HEOOXOIMMO 03HAKOMHTH CTY/IEHTOB
C MOPSAIKOM €€ U3YUYEHHUsI, PACKPBITH MECTO U POJIb JUCLMIUIMHBI B CUCTEME HAyK, €€ IMIPAKTHYECKOE
3HauEHUE, IOBECTH /10 CTYACHTOB TpeOoBaHMs Kadeapbl, OTBETUTH Ha BOMPOCHL. Bo BcTynmuTenbHOM
YacTH JIEKIUU 00OCHOBATh MECTO U POJIb MU3y4aeMOW TEMblI B YUeOHOM MUCIUIIINHE, PACKPHITH €€
MIPAKTUYECKOE 3HAUYCHHUE.

B xone NeKIMOHHOTO 3aHATHs MpPENojJaBaTesb TOJDKEH Ha3BaTh TeMY, YUEOHBIE BOMPOCHI,
O03HAKOMHTh CTYAEHTOB C ITEPEYHEM OCHOBHOM M JOTIOJIHUTEIBLHON JTUTEPATYPhI 110 TEME 3aHATuA. B
OCHOBHOM YacTH JIGKIIMU CIEAYET PACKPBITh COJEpKaHHE YYEeOHBIX BOIPOCOB, AKIEHTHPOBATH
BHUMaHHUE CTYJCHTOB Ha OCHOBHBIX KaTETOPHSX, SBICHHUSAX U MPOIECCaX, OCOOECHHOCTIX HX
poTEKaHus. PaCKpbpIBaTh CYIIHOCTh U COAEPHKAHNUE PA3IIMUHBIX TOUEK 3PEHUS U HAYUHBIX I10JIX0/I0B
K OOBSICHEHWIO TE€X WJIM WHBIX SIBICHUU M TporeccoB. ClemyeT apryMeHTHPOBAHO OOOCHOBATH
COOCTBEHHYIO TMIO3UIIMI0O TI0O CHOPHBIM TEOPETHMYECKUM BompocaMm. [IpUBOIUTH MPHUMEpHI.
[IpenogaBaTens MOMKEH PYKOBOAHWTH PaOOTON CTYIEHTOB MO KOHCIEKTHPOBAHHUIO JIEKIIMOHHOTO
MaTepuaia, MOTYEPKUBATh HEOOXOJAMMOCTh OTPAKEHHUS B KOHCIIEKTaX OCHOBHBIX TIOJIOKCHHI
M3y4aeMOil TEMBI.

B 3akmtounTenbHON YacTy KUK Heo0X0auMo chOpMyIMPOBATh OOIIKE BHIBOJBI MO TEME,
pacKpbBIBAIOIIUE COIEPKAHKIE BCEX BOMPOCOB, MOCTABJICHHBIX B JEKIIUU. OOBSIBUTH IIJIAH OYEPETHOTO
CEMHMHApPCKOr0 3aHATHUA, NaTh KPaTKUE PEKOMEHAAUMU IO IMOArOTOBKE CTYAEHTOB K CEMHHapy.
Ornpenenutb MECTO M BPEMSI KOHCYJIbTAllMU CTYACHTaM, MOKEJaBLUIMM BBICTYIIUTh Ha CEMHHApE C
JOKJIagaMu U pedepaTaMu Mo aKTyaIbHBIM BOIPOCcaM 00CYK1aeMOM TEMBI.
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[lenp mpakTUYECKHX 3aHATUN - OOECHEeYUTh KOHTPOJb YCBOEHHS y4eOHOro Marepuasa
CTYJEHTaMH, pacllUpeHHe M YIIIyOJieHHEe 3HAHUM, MOJIYYEHHBIX MMM Ha JIEKIUAX U B XOZe
CaMOCTOSITENIbHOM pabOTHI.

[Tocne kaXka0ro JEKIIMOHHOTO U MPAKTUYECKOT0 3aHATHUS C/IeJIaTh COOTBETCTBYIOIIYIO 3aUCh
B JKypHajaxX yuyeTra MOCEHIaeMOCTH 3aHSATUU CTYJEHTaMH, BBISICHUTH Yy CTApOCT y4E€OHBIX TpyMIl
NPUYUHBI OTCYTCTBHUSl CTYJEHTOB Ha 3aHATHSAX. [IpoBOAUTH TpyNIoBble U HHAUBUIYAJTbHbBIC
KOHCYJIbTaIllUM CTYJCHTOB IO BOMNPOCAM, BO3HHUKAIOUIMM Yy CTYAEHTOB B XOJI¢ UX MOJTOTOBKHU K
TEKyIIeH M MPOMEXYTOUHOM aTTeCTallMd MO y4yeOHON MUCUUIUIMHE, PEKOMEHJI0BaTh B MOMOIIb
y4eOHbIE U IPyTrue MaTepualbl, a TAKXKe CIPABOUYHYIO JIUTEPATYpYy.

6.2. Mertoanyeckue yKazaHus s 00y4alOIIMXCSd 1O  OCBOEHHIO
AUCUMIIIMHBI

Hucuumnnuna «MeTtoasl cepTudUKAME U KOHTPOJS B OMOTEXHOJIOTMYECKOM IPOIIECCE
IpelyCMaTPUBAET JEKIUU U IPAKTHUECKUE 3aHATUS. V3yueHne AUCIUITIIMHBI 3aBEPILAETCS 3a4€TOM.
VYcnemnoe wW3ydeHHE AUCHUIUIMHBI TpeOyeT TOCEIIeHHs JICKIWM, AaKTUBHOM paboThl Ha
IPAKTUYECKUX 3aHSTUSIX, BBINOJIHEHMS Y4YeOHbIX 3aJaHMi INpernojaBareis, O3HAKOMJIEHUS C
OCHOBHOM M JTOIIOJIHUTEIILHOM JINTEPATypPOM.

[Ipy TOATrOTOBKE K JIEKIMOHHBIM 3aHATHSM CTyJIEHTaM HEOOXOIHMMO Iepe] OYeperHOn
JeKIMed HeoOXOAMMO MPOCMOTPETh IO KOHCIEKTY MaTepuan mnpeablaymeii nekuuu. [lpu
3aTpyJHEHUSX B BOCHPUSITHM MaTepuana cleAyeT oOpaTUTbCcs K OCHOBHBIM JIMTEPATYPHBIM
uctouyHukaM. Ecnu pazobpaThcs B Marepualie ONATh HE yAalloch, TO 0OpaTHTECh K JEKTOpy (110
rpaduky ero KOHCYJbTAIMi) WK K MPENOoIaBaTEeNI0 Ha MPAKTUYECKUX 3aHATHUSX.

[IpakTiueckue 3aHATHS 3aBEPIIAIOT U3YUEHHE Haubosee BaXKHBIX TEM YUYEOHON AUCIUITINHBIL.
OHu cimy’kaT IS 3aKperyieHus] U3y4YeHHOro MaTepuasia, pa3BUTUSL YMEHUN U HaBBIKOB MOATOTOBKU
JIOKJIaJI0B, COOOILEHUHN, NPUOOPETEHHs OMbITa YCTHBIX MYOJWYHBIX BBICTYIJICHUH, BEICHUS
JUCKYCCHM, apTYMEHTAIlMU U 3aIIUThHI BHIABUTAEMBIX MOJI0XKEHHUH, HABBIKOB IPAKTUUECKON pabOTHI
B JabopaTtopuu OMOTEXHOJOTMH, a TakXke Ui KOHTPOJIA IpernojaBaTesieM CTeleHU
MOArOTOBJIEHHOCTH CTYAEHTOB 10 N3y4aeMOM IUCLUIUIMHE.

[Ipy DOAroTOBKE K MPAKTHUUYECKOMY 3aHSATHIO CTYJEHThl HMMEIOT BO3MOXKHOCTb
BOCIOJIb30BaThCSl KOHCYJIbTALUSIMHU ITPEToaBaTes.

[Tpy moAroToBKE K MPaKTUYECKUM 3aHATUSAM CTYyJICHTaM HE00X0AUMO:

MIPUHOCUTh C COOOM PEKOMEHJOBaHHYIO IpENoAaBaTeieM JUTepaTypy K KOHKPETHOMY
3aHATUIO;

JI0 OYEpEeIHOTO MPAKTUYECKOT0 3aHATHUS TI0 PEKOMEHIOBAaHHBIM JINTEPATYPHBIM UCTOYHUKAM
popadoTaTh TEOPETUUCCKUI MaTEpUa, COOTBETCTBYIOIIEH TEMBI 3aHSATHS,

B HavaJIe 3aHATHH 3a7aTh PEN01aBATENI0 BOIIPOCHI 10 MaTEPHUAITY, BBI3BABIIEMY 3aTPYIHEHUS
B €r0 IOHHMaHUHU ¥ OCBOSHHH MPH PELICHUH 3a]1a4, 3a/IaHHBIX JJIs CAMOCTOSITENIbHOTO PEIICHMUS,;

B XOJIE€ CEMUHApa JaBaThb KOHKPETHBIE, YETKUE OTBETHI 10 CYIIECTBY BOIIPOCOB;

Ha 3aHATUU JOBOAWUTH KAXKIYIO 3aJady 10 OKOHYATEIbHOTO PEIIEHHs, AEMOHCTPHUPOBATH
MOHMMAaHNE MPOBEJCHHBIX PacueToB (aHAIM30B, CUTYallMii), B cllydyae 3aTpyJHEHHI oOpariarbes K
MIPEero/IaBaTesio.
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CryzaeHntaM, IpOIMyCTUBILIUM 3aHITHS (HE3aBHCHUMO OT NMPUYHH), HE UMEIOIINE MUCbMEHHOTO
pelleHus 3a]1a4 WK He TIOrOTOBUBIINECS K JAHHOMY MPAKTUYECKOMY 3aHSATHIO, PEKOMEHyeTCsl He
MO3XKe, YeM B 2-HEJCNIbHBIN CPOK SBUTHCS HA KOHCYJIBTALMIO K MPENOJaBaTeI0 U OTYUTATHCS 110
TeMe, U3y4yaeMoi Ha 3aHSTUH.

CtTyzaeHTbl, HE OTUMTABIINECS MO KaXX10i HepopabOTaHHOW UMH Ha 3aHATHUAX TEME K Havyay
3aYETHOM CECCHM, YIYCKAalOT BO3MOXXHOCTh TOJYYHUTh IIOJIOKEHHbIE Oayibsl 3a paboTy B
COOTBETCTBYIOIIIEM CEMECTPE.

7. MOoH OLEHOYHBIX CPEACTB
7.1 MeToabl KOHTPOJISA M OLIEHUBAHUS Pe3yJIbTATOB 00yUYeHUs

I[O JAAaThl IIPOBCACHU A HpOMe)KYTOQHOfI arreCTalu CTyACHT JOJIPKCH BBIIIOJIHUTL BCC pa6OTbI,
IpeyCMOTPEHHBIE HACTOSIIEH pabodell MporpaMMoi UCIUIUIUHBIL.
[lepeuens 00s13aTeNbHBIX PAOOT, BHIIOJHAEMBIX B TEUEHUE CEMECTpA:
— YCTHBIH ompoc, coOeceI0BaHuE;
— IpakTHyYeckas padorta;

— pedepar.
7.2. Ikaja u KpuTEepUN OLCHUBAHUS Pe3yJIbTATOB 00y4YeHHs

IIpomerxyTouHas arrecTanus oOydarouMxcs B popMme 3a4éra MPOBOJIUTCS IO pe3ysibTaTaM
BBINTOJIHEHUSI BCEX BUJOB Y4eOHON palOoThI, NMperyCMOTPEHHBIX Y4YE€OHBIM IUIAHOM IO JaHHOU
JUCLUIUIMHE (MOAYIIO), IPU 3TOM YUUTBIBAIOTCS PE3yJIbTaThl TEKYIEro KOHTPOJIS yCIIEBaeMOCTH B
TeueHne ceMmectpa. OIEHKA CTENEHU JOCTIKEHUSI OOYYAIOIIMMUCS TIAHUPYEMBIX pPE3yJIbTaTOB
oOy4eHHusl MO JUCHUIUTHHE (MOAYJI0) TMPOBOAMUTCS TMPENoJaBaTesieM, BEAYIIUM 3aHATUS TI0
JUCHUIUIMHE (MOJYJII0) METOJIOM 3KCIepTHOU ouleHKU. [lo nToram mpoMeXyTOuHOM aTTeCcTaluu 10
TUCHUILIMHE (MOAYJIIO) BHICTABIISIETCS OLIEHKA «3aUTEHO» WM «HE3aUTEHOM.

K HpOMe)KYTO‘-IHOI\/’I aTTeCTall OOITYCKAIOTCA TOJBKO CTYACHTHI, BBIITOJHUBIOINEC BCC BUbI
yueOHOl paboThl, MNpenycMOTpeHHble pabodel mnporpaMMoil Mo aucHUIIMHE «MeToibl
cepTHU(UKAIMU U KOHTPOJISE B OMOTEXHOJIOTMYECKOM MPOLIECCEe».

MIxana

Kputepun onieHuBaHUSA PE3yJILTATOB 00yUEHUS
OlleHNBAHHUS purep 1 pesy y

BoinonHensl Bce BHIBI yueOHOW pabOThI, NPESyCMOTPEHHBbIE Y4YeOHBIM
mw1aHoM. CTyIeHT IEMOHCTPUPYET COOTBETCTBUE 3HAHUM, YMEHUH, HABBIKOB
IPUBEICHHBIM B TaOJMIaX IOKa3aTelel, omepupyeT NpUOOpEeTEHHBIMU
3a4yTeHo 3HAHUSAMH, YMEHUSMHU, HABBIKAMH, IPUMEHSET UX B CUTyallUsAX [TOBBIILIEHHON
cinoxHocTu. [Ipu 3TOM MOTryT OBITH JOMYIIEHB HE3HAYUTENIbHbIE OLINOKH,
HETOYHOCTH, 3aTPyAHEHUS IIpU aHAIMTUYECKUX OIEpalusix, IEepeHoce
3HAHUU M YMEHUI Ha HOBbIE, HECTaHIaPTHBIE CUTYALIUH.
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He BbimonHeH oauH uian 6osiee BUJOB yueOHOW paboTHI, MPEIyCMOTPEHHBIX
yueOHbIM TUIaHOM. CTyIeHT JEeMOHCTPUPYET HENOJIHOE COOTBETCTBHE
3HaHWM, yMEHUMN, HABBIKOB IPUBEICHHBIM B TaOJIUIAX I[OKa3aTeseH,
He 3aureHo | momyckaroTcsi 3HAUMTENbHbIE OIIMOKHM, MPOSIBISAETCS OTCYTCTBHE 3HAHUH,
YMEHUH, HaBBIKOB IO psIy [OKa3aTeleil, CTYACHT HCIBITHIBACT
3HA4YUTENbHbIC 3aTPYAHEHU [IPU ONIEPUPOBAHUY 3HAHUSAMU U YMEHUSIMU IIPU
UX NIEPEHOCE HA HOBHIC CUTYAIUH.

7.3. OueHo4YHbIE CPEICTBA

7.3.1. Texymuii KOHTPOJIb

Tembl 17151 YCTHBIX OIIPOCOB/coOece0BAHMS

Cucrema cranaaptuzanuu PO.
OOBEKTHI CTaHIAPTU3ALIHH.
DopMBbI NOATBEPKACHUS COOTBETCTBUA.

A

3HAKU COOTBETCTBUS HAIIMOHAIBHBIM CTaHAAPTaM.

5. HopmaruBHBIE JOKYMEHTHI, PETYJIHPYIOIIUE TpeOOBaHUS K OOECIEUYEHHUIO EIMHCTBA
W3MEPEHUM.

6. Buner crannapros. [Ipumepsr [OCToB, pernmameHTHpYIONIMX TPEOOBAHUS K KAYECTBY U
METOJIaM KOHTPOJIsl KauecTBa OMOTEXHOJIOTUYECKOUN MPOTyKIIUU

7. Texuuueckue pernaMeHThl. llenu npuHATHSA, OCHOBHOE cojepxanue. Ilpumepst
TEXHUUYECKUX pEerJamMeHToB, peraaMeHTHPYIOMINX TpeOoBaHUs K Oe3onacHoCcTH
OMOTEXHOJIOTMYECKON MPOTYKIIHH.

8. TlonsATHe 0 YUCTHIX M HAKOTIUTENBHBIX KYJIbTYPaX MUKPOOPTaHU3MOB.

9. Metoapl MPOBEPKHU YUCTHIX KYJIbTYP MUKPOOPTAaHU3MOB HA YUCTOTY.

10. Metoapl caHUTaPHO-MUKPOOHOJIOTMYECKOTO KOHTPOJIS BO3yXa MHUKPOOHOIOTHYECKOM
nabopaTtopum.

11. Crioco6b! KyIbTHBUPOBAHUS MUKPOOPTaHU3MOB.

12. Bunsl nutaTenbHbIX cpe. KOHTpOIb KauecTBa MUTATENbHBIX CPEL.

13. Crepunuszanus nuTaTeldbHbIX cpel M JabopaTopHOi mocyasl. KoHTpomnb kauecTBa
CTepHIIN3aLUH U Ae3UH(peKInn.

14. Omnpenenenune KOHUEHTPAUU OHOMACCHI MPSMBIM U OPUEHTHUPOBOUYHBIM METOIOM.

15. Ompenenenue KOHIEHTpAMd KOHEYHOIO MpPOAYKTa. MOHHUTOPUHT MpPOIIECCOB
bepMeHTaUN.

16. [Tonsarue kayecTBa OMOTEXHOJIOTHUYECKHUX IPpOAYKTOB. Bugsr KOHTPOJIA KauCCTBaA.
17. Mertoanl KOHTPOJIA KaUCCTBCHHBIX IoKa3aTeyel OMOTeXHOJIOTHUECKUX IMPOAYKTOB.

18. Onenka 6€30MacHOCTH OMOTEXHOJIOTUIECKHUX MTPOITYKTOB.
19. Onpenenenus cucrem GLP, GCP u GMP.

20. IIpaBuna opranuzanuu gabopaTopHbIxX ucciaenoBanuii GLP.
21. TlpaBuna opranuzanuu KiuHHUecKuX ucnbiTanuit GCP.
22. Tepmunonorus GMP
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23. Conepxanue npaBun GMP nmpuMmeHHTEI,HO K 00€CTICYeHHIO0 KauecTBa.

24. Conepxanue npaBun GMP nmpuMeHHTETHHO K TIEPCOHATY.

25. Conepxanue npaBuia GMP npuMeHHTENBHO K 3IaHUSM U IOMEIICHHSIM.

26. Conepxxanue npaBuii GMP npumeHHTETHO K 000pyI0BAaHHIO.

27. Conmepxxanne mpaBmwi GMP mnpuMeHHTENTPHO K OTHEN TEXHUYECKOTO KOHTPOIIS,
BaJIUJIALIUA.

28. Conepxkanue npaBuia GMP npuMeHHTETBHO K OT/IETY TEXHUYECKOTO KOHTPOJIS.

Tembl 1151 HOATOTOBKH K 3alllUTe NPAKTHYECKUX padoT
1. CtpykTypa ¥ OCHOBHBIX IOJIOKEHHUsI 3akoHa Poccuiickoir penepanuu «O TEXHUUESCKOM
PETYIUPOBAHUN.
2. CogepxaHue TEpMUHOB cepTudukaius, cepTUdUKAT COOTBETCTBUS, IMOATBEPKIACHUE
COOTBETCTBUS, TEXHUUECKOE PEryJIUPOBaHUE, TEXHUUECKHUI pErIaMeHT.
3. ®opMBI TOATBEPKAECHUS COOTBETCTBHSL.
4. 3HaKM COOTBETCTBHSI HAIIMOHAILHBIM CTaHAAPTaM. 3HAK OOpaIICHUs Ha PhIHKE.

2. Ilpumepsl HOPMATHBHO-TEXHUYECKHX JOKYMEHTOB, PETIIAMEHTHPYIOIIUX TPeOOBaHUS K
Ka4ecTBY, O€30MIaCHOCTH, METO/1aM KOHTPOJISI KaueCTBa OMOTEXHOJIOTHUECKOU MPOTYKITUH.

3. Meroasl KOHTpOJS KadecTBa BO3AyXa B MHKpPOOMOJOTHYECKOW JabopaTopuu W
IIPOU3BOJICTBEHHBIX IOMEIIEHUSX.

4. MeTtoabl KOHTPOJIA IPOIECcca BhIACIEHUS YUCTOU KyIbTYPbl MUKPOOPTaHU3MOB.

5. TpeboBanus K KauecTBY BOJBI JJi1 OMOTEXHOIOTUYECKUX HYXI, IOKa3aTeIN KauyecTBa U
METO/IbI UX OIPEICTICHHUS.

6. TpeOGoBaHuUs K KOHTPOJIIO Ka4eCTBA TOBAPHBIX (POPM MPOTYKTOB.

7. TpeOGoBaHus K KauecTBY, 0€30aCHOCTH U METOJIaM KOHTPOJISl KaueCTBa KMCIOMOJIOYHBIX
MPOAYKTOB.

8. Meroasl KOHTpOJs KauecTBa (DEPMEHTHBIX IMpernaparoB. MeToabl ompeneneHus
AKTUBHOCTH  AMWJIOJUTHYECKUX,  MPOTCONUTHYECKUX,  MNEKTOJIMTUYECKUX, KCHJIAHO- H
LEJUTIOJIONIMTHYECKUX (epMeHTOB. TpeOoBaHMs K IOKa3aTesssM KadecTBa M 0O€30MacHOCTH,
(epMEHTHBIX IpenapaToB.

9. IIpaBmia GMP npuMeHUTENBHO K OMOTEXHOJIOTHIECKOMY IPOU3BOACTBY, npaBuia GMP
U Mepbl 6€30IaCHOCTH IpU paboTe ¢ PEKOMOMHAHTHBIMH IIITAMMaMH-TIPOAYLIEHTAMHU.

Tembl pedepatos

1. OcHOBHBIE TTOJIOKEHHS CTaHAAPTU3AIIHH.

2. 3axoH Poccuiickoii ¢penepannu «O TEXHUUECKOM PETYIUPOBAHUN.

3. 3akoH Poccuiickoii penepannu «O6 obecrieueHNH eAMHCTBA U3MEPEHHI».

4. 3axoH Poccuiickoii gpeneparun «O 3aniure mpas MoTpeduTenein» Kak aclekT TEXHUYECKOTo
PeryJIMpOBaHMS.

5. 'ocynapctBenHas cuctema cranaaptusanuu PO,

6. HopmaTuBHO-TEXHMYECKME  JOKYMEHTBI,  HCIOJIb3yeMble B  TPOU3BOJICTBE
OMOTEXHOJIOTHYECKON MPOAYKIIHH.
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7. HopMmaTuBHBIE JOKYMEHTBI, pErJIaMEHTUPYIOLINE Ka4eCTBO U O€30IaCHOCTh MTPOAYKTOB,
MOJTyYEHHBIX OMOTEXHOJIOTUYECKUM My TEM.

8. Mnentudukanus MUKPOOPraHU3MOB, OOHAPYKEHHBIX B BO3AYyXe MUKPOOHOJIOIMYECKON
naboparopuu.

9. DTamnbl BBIICICHUS YUCTHIX KYJIBTYP MUKPOOPTaHH3MOB.

10. KonTtposb kayecTBa BOJIbl IO (PU3NKO-XUMHUECKUM [IOKA3ATEIIAM.

11. Metoabl KOHTpoOJsi OAaKTEpPUOJIOTMYECKUX MUTATENbHbIX cpeA. IIpoBeneHne KOHTpOIs
KayecTBa MUTATEJIbHBIX CPEl.

12. Opranuszanusi BHYTPEHHEr0 KOHTPOJS KayecTBa CAHUTApHO-MUKPOOMOIOTMYECKHX
WCCIICIOBAaHHI BOJIbI, IPUMEHSIEMOH U HYKJ OMOTEXHOJIOTUYECKUX MTPOU3BOJICTB.

13. KonTpoas nporiecca hepMeHTAIINN.

14. KoHTpos mpouecca BblIIeIeHHs] YUCTOH KyJIbTYPbl APOXKIKEH.

15. Koutposp kauecTBa TOBapHbIX (GopMm mnpoxaykToB. [losyueHue ToBapHBIX (GopMm
Ipenaparos.

16. KoHTpoJIh KadecTBa CTEPUITH3AINH U Ae3HH(EKINH.

17. Opranuszamnusi KOHTPOJS 32 COONIONEHHEM NPaBUII XpAaHEHUsT OMOTEXHOIOTUYECKOM
IPOYKIIMH.

18. Kontpons u obecrieyeHne 6€30NacHbIX YCIOBUH IKCILTyaTalud OMOTEXHOIOTHYECKOTO
IIPOM3BOACTBA.

19. TpeboBanwus k 00e33apaKUBAHUIO OTXOJOB OMOTEXHOIOTHYECKHX POU3BOJICTB.

20. [Toxa3zaTenu kayecTBa OMOTEXHOJIIOTHYECKOH MPOLYKIINH.

21. KoHTpob KauecTBa KUCIOMOJIOYHBIX MPOTYKTOB.

22. KoHTpoib KauecTBa ()EPMEHTHBIX ITPENapaToB.

23. JlokymeHTamms  KOHTpOJII  KadecTBa  OWodapMaleBTHYECKOW  MPOIYKIHU
(TeXHOJIOTHYECKHE U TEXHUUECKUH perfiaMeHThl, TocyJapcTBeHHas (hapmakornes, papmaxorneiHbe
CTaThbu).

24. Viconp3oBanue j1abopaTopHbIX HH(DOpManuoHHO-ympapistonmx cucrem (JIMYC) B
(hapMareBTUUeCKON U MUIIEBON TPOMBITINICHHOCTH.

25. Buapl ¥ cTpyKTypa JOKYMEHTALUH MIPEAIPHUATHUS.

26. Mexxaynapoansiii cragaapt ISO (MCO) 9001-2015 «Cucrempl MEHEKMEHTA Ka4ecTBa.

TpeboBanus».
27. Mexnaynapoansiii crangapt HACCP (XACCIT) 1SO 22000:2005.
28. Crammapr GMP - cucrema TpeOOBaHWII K OpraHW3alMyd TPOU3BOJACTBA U

KOHTPOJTIO Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB.
29. IlpaBuna opranuzaiuu 1adbopaTopHbIX uccaenoBanuii GLP.
30. [IpaBuna opraHnu3anuu KIMHUYecKux ucnbitanuit GCP

7.3.2. TIpoMexyTo4Has aTTeCTAIHs

[IpomexyTouHasi arrecTanus OOydaroUIMXcs MO AUcUUIUIMHE «Metoabl cepTuduKanuu U
KOHTPOJISI B OMOTEXHOJOTHYECKOM Ipoliecce» IMpOBOAUTCS B (opMe 3ayera Ha OCHOBaHHUHU
BBITOJIHEHUS] CTYJICHTOM BCEX BUJOB yueOHOM paboThl, MPEeAyCMOTPEHHBIX YUYEOHBIM IIIAHOM U
3alIUTHl BCEX BMJOB TEKYILIET0 KOHTPOJS, YKa3aHHBIX B M. 7.1. manHON paboueil mporpammbl

17



JUCHHUITIINHBI.

IIpuMepHbIe BONPOCHI A/l MOATOTOBKH K 3a4eTy

1. MHcropus pa3Butus crangaptuzauuu. CTaHOBIEHUE cTaHAapTU3aluuu B Poccun.

2. Oepnepanbubiii 3akoH Ne 162-D3 «O cranmaptuzanuu B Poccmiickoit deneparum.
Onpenenenue, LeIu, 3aJa4u, IPUHLUIBI CTAHIAPTH3ALMH.

3. OcCHOBHbIE TEPMHUHBI — CTAHAAPT, TEXHUUECKUE YCIIOBHSI, HAllMOHAJIbHBIA CTAHAAPT,
CTaHJApPT OpraHU3aIHH.

4. 1lenu, NpUHLIHMIIBI TEXHUYECKOTO perynupoBanus. Cepa peryimpoBaHusl., COIEpKaHue,
OCHOBHBIE TOJIOJKeHUs 3akoHa Poccuiickoit ¢penepannu «O TEXHUYECKOM PErYJIUPOBAHUN.

5. TepMmunsl — cepTUPHUKAINS, CEPTHPHUKAT COOTBETCTBUS, TOATBEPKIACHNE COOTBETCTBHS,
TEXHUYECKOE PEeryJIupoBaHUe, TEXHUUECKUI peraaMeHT.

6. ®opMbl TOATBEPKACHHUS COOTBETCTBHS. 3HAKH COOTBETCTBHSI  HAIlMOHAJIHHBIM
cTaHjapTaM. 3HaK oOpallleHHs Ha PbIHKE.

7. 3akononarenbcTBO Poccuiickoit denepannu o6 obecrnieueHNN €IUHCTBA U3MEPEHUH.

8. [Ilomstne xauectBa TOBapa. IlpaBo morpeburens Ha Oe€30MAaCHOCTH  TOBApA.
OTBETCTBEHHOCTh M3TOTOBUTEIIS 32 HApyIICHHUE MPaB MOTPEOUTENEH U Ip.

9. TocynapcTBenHas cucrema crannapruzanuu PD. Kiraccudukamms cranmapTos.

10. Kareropuu u Buabl crannaptoB. CTpyKTypa CTaHIapTa.

11. OG6s3arenbHble TPEOOBAHUS TEXHUYECKUX PETIIAMEHTOB.

12. Tlpumenenue, pa3pabOTKa M HA/I30D 32 HCIIOJIb30BAaHHEM CTaH/IaPTOB.

13. HopMaTuBHBIE = JOKYMEHTBI, pErJIaMEHTUpYIOIMe  TpeOoBaHUS K  KadecTBy,
0€30IaCHOCTH, METO/IaM KOHTPOJISI KauecTBa OMOTEXHOJIOTHUECKOU poayKiuu. [Tpumepsr.

14. Onpenenenue 001IeET0 MHUKPOOHOrO YHWCIAa TPH KOHTPOJE KadecTBa BO3AyXa B
MHUKPOOHOJIOTHUECKOM JTaOOpaTOPUH.

15. CanutapHO-MHUKpPOOHOJIOTHYECKUN KOHTPOJIb BO3IyXa.

16. KoHTporms  KayecTBa  CaHUTAapHO-MHUKPOOHMOJIOTHUECKHX  HCCIEAOBAHUK  BOJBI,
IpUMEHSeMOH JUTsl HYK]] OMOTEXHOJIOTUUECKUX MTPOU3BOJICTB.

17. Onpenenenue oOLUX U TEPMOTOJIIEPAHTHBIX KOTU(OPMHBIX OaKkTepuil B BOJIE.

18. Metozbl KOHTPOJIS OAKTEPUOJIOTHUECKUX MUTATEIBHBIX CPEL.

19. KoHTpoib kayecTBa MUTATENbHBIX CPEl.

20. Kontpoms mponecca pepmentanuu. OnpeaenceHue KOHIEHTpauy OHOMacchl.

21. OmpeneneHue KOHIEHTPAIMHA KOHEYHOTO MPOTyKTa MPHU (PepMEHTAITUH.

22. Tlomyuyenue TOBapHBIX (OPM IMPETapaToB.

23. KoHTpois KadecTBa TOBAPHBIX (hOPM MTPOAYKTOB.

24. KoHTpoJb KauecTBa CTEPUIIN3ALUH U A€3UHPEKIIHH.

25. KoHTponb TeMnepaTypHbIX peXMMOB MHKYOAallMM M XpaHEHUs OMOTEXHOJIOTHYECKOM
HPOJYKIINH.

26. KoHTpomb ycloBHii XpaHeHuUs1 OuoIpenapaToB.

27. KoHTpoib 32 TOATOTOBKOI MEAMIIMHCKUX TPEnapaToB K TPAHCIIOPTUPOBAHUIO.

28. IIporemypa KOHTPOJISI TEMIIEPATYPHI OMOTIPETIAPaTOB B TEPMOCTATAX M XOJIOIMIbHUKAX.

29. KoHTpoJb 3a cOOITI0ICHUEM MTPaBUIT XPaHEHUST OMOTEXHOJIOTHUECKOM PO TYKITHH.
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30. Kontpons 3a o0e33apaXMBaHUEM OTXOJOB OHMOTEXHOJIOTMYECKHUX  IPOHU3BOJICTB.
Croco0bl yTHIIM3AIINH.

31. INoka3zarenu kayecTBa OMOTEXHOJIOTUIECKOM MPOITYKIIHH.

32. T'ocymapctBenHas gapmakornes, hapMaKoINeHHbBIE CTaThH.

33. Mexnaynapoansiii crangapt 1ISO (MCO) 9001-2015 «Cucrembl MEHEIKMEHTA KaueCTBa.
TpebGoBanMs».

34. Mexnaynapoansii crangapt HACCP (XACCIT) ISO 22000:2005.

35. Copeprxanue npaBui GMP npuMeHUTENHO K OMOTEXHOJIOTHIECKOMY POU3BOJICTBY.

36. IIpaBuna GMP u mepsl 6e30macHOCTH MpH padoTe ¢ PeKOMOWHAHTHBIMH IITAMMaMHU-
IPOyLIEHTAMH.

37. IlpaBuia opranu3aiuu J1adbopaTopHbIX uccienoBanuii GLP.

38. IlpaBuna opranusanuu KauHHYeckux ucrbitanuii GCP.
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