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1. Hean, 327244 U IVIAHUPYEMble Pe3yJIbTAThI 00y4eHHS 0
AUCHUILIAHE

Heabto n3ydenus AucuUIUIMHbBL «KOHTPOE OMOTEXHONIOTUYECKON MPOIYKIIMN» SIBIISCTCS
(dopMHpOBaHUE y CTYACHTOB 3HAaHWHM 00 OpraHU3alMM U MPOBEJCHUM KOHTPOJI KauecTBa ChIPbS,
IIPOMEKYTOUHBIX U TOTOBBIX MPOIYKTOB, 3HAHUH O CepTHPHUKAIIMNA OMOTEXHOJIOTUIECKUX TPOAYKTOB
JUld  JajdbHEHIIEro HCIOJIb30BaHUS B  HAy4YHO-HMCCIEIOBATENbCKOM M IpOoQecCHOHATbHON
JESITEbHOCTH.

OCHOBHBIMH 3a/1a4aMU Kypca sSBiIseTcss GOPMUPOBAHKE Y CTYJCHTOB 3HaHUN 00 OCHOBHBIX

KpUTEPUSAX KadeCcTBa IIPOYKTOB OMOTEXHOJIOTMYECKUX ITPOU3BO/ICTB, OCBOEHNE OCHOBHBIX METO/IOB
(U3UKO-XMMHYECKOT0, OMOJIOTHYECKOT0 KOHTPOJIS KayecTBa M 0€30IaCHOCTH OMOTEXHOJIOTHUECKON
HIPOAYKIMH U OCBOEHUE TEXHOJIOTUHU CepTU(PUKALIMY OMOTEXHOIOTUYECKON IPOAYKIIMH.

O0yuenue no gucuumuinae « KoHTposb OMOTEXHOIOINYeCKOH MPOLYKLUH» HAMPaBICHO Ha
¢dbopmupoBaHue Yy 00yUarOIUXCs CIEAYIONINX KOMIIETCHIIUHN, PUBEICHHBIX B Ta0iume 1.

Tabnuma 1 — WNunukaTopel JIOCTUKEHUN KOMIICTEHIINI o OUCHUILINHE
«KoHTpoIE OMOTEXHOIOTUYECKOM TIPOTYKIIUI)

Kon n HaumeHoBanue NHaukaTopbl J0CTHKEHUS KOMIIETEHIINH
KOMIIeTeHI NI
1 2

OIIK-5. Cnocoben HOIIK-5.1. 3HaeT OCHOBHbBIE METO/Ibl HACTPOUKH U

9KCILUTyaTUPOBATh HKCIUTyaTallui TEXHOJIOTMYECKOTO 000pYA0BaHUS; OCHOBHbBIE

TEXHOJIOTUYECKOE METOJIMKH BBIIIOJTHEHUS TEXHOJIOTUYECKUX OTeparuii;

000pyI0BaHHUE, BBINOIHATH HOIIK-5.2. YMeeT paboTaTh TEXHOJIOTMYECKUM

TEXHOJIOTHYECKHE 000pyA0BaHNEM; BBIIIOJIHATH TEXHOJIOTUUECKUE ONepaIIiH,

OINEepaLNH, YIPABIIATh YIPaBIATh OMOTEXHOJIOTHUYECKUMU IIPOIIeCCaMH, KOHTPOJINPOBATh

OMOTEXHOJIOIMYECKUMHU KOJIMYECTBEHHBIE U KAUECTBEHHBIE ITOKA3aTeNN MOTyyaeMon

IIpoLIECCaMH, MPOAYKIUH;

KOHTPOJIUPOBATh HOIIK-5.3. Biageet 0CHOBHBIMU HaBbIKaMH SKCILTyaTalluu

KOJIHYCCTBCHHBIC U TEXHOJIOTHYECKOT0 000py/10BaHMsI, HABBIKAMHU BBIITOJTHEHHUS

Ka49CCTBCHHBIC ITOKA3aTCIIA TEXHOJOTHYECKHUX OIEpalnil, METOAaMHU YIIPABIICHUS

TIOJTy4aeMOH TIPOyKIHH OMOTEXHOJIOINYECKUMH MPOLIECCAMU U KOHTPOJIS
KOJINYECTBEHHBIX U KAUECTBEHHBIX IMOKA3aTeNEeH MOTydaeMOil
IIPOAYKLIUU

OIIK-6. Cnocoben HOIIK-6.1. 3HaeT cocTaB U TpeOOBaHUS K TEXHUUECKOI

pa3pabaThIBaTh COCTABHBIE | TOKYMEHTAIIMH, CTAHAPThI, HOPMbI U TIPABUIIA;

YacTH TEXHUUYECKOU HOIIK-6.2. YMmeeT pa3paboTaTh ¢ HOpMaTUBHOM

JOKYMEHTAIUM, CBA3aHHOM | MOKyMEHTaIuei, pa3padaThiBaTh COCTABHBIC YaCTH TEXHHUUYECKOH

¢ mpodeccuoHaNbHON JIOKyMEHTalluu

IESTENBHOCTBIO, C YUETOM HOIIK-6.3. Bnaneer HaBbIkaMu pa3paOOTKH OTAEIBHBIX

JEUCTBYIOIINX CTaHIAPTOB, | pa3aenoB TEXHUYECKOH JOKYMEHTAIMH C yYETOM JACHCTBYIOIINX
HOPM U IIpaBHI CTaHJapTOB, HOPM M IIPaBUII




[Tponomxenne Tabmuipr 1

1

2

IIK-3. Cmocoben
OCYIIECTBIIATH TOATOTOBKY
3JICMCHTOB [[OKYMGHTaL[I/II/I,
MIPOCKTOB ILIAHOB U
MPOrpaMMm IIPOBEAECHUS
OTIEIBHBIX ATAIOB paboT

MIIK-3.1. 3HaeT MeToABI U CPECTBA INIAHUPOBAHUS HAYUHBIX
MCCJIEIOBAHUM U OTBITHO-KOHCTPYKTOPCKHUX Pa3pabOTOK, METObI
pa3paboTKu TEXHUYECKOHN IOKyMEHTAllu1, HOpPMaTUBHbIE 0a3bl s
COCTaBJIEHUS! 0030POB, PELIEH3H, OT3bIBOB, 3aKJIIOUEHUI HA
TEXHUUYECKYIO JIOKYMEHTAIIHIO;

HIIK-3.2. YMeeT npUMeHATh HOPMAaTUBHYIO JOKYMEHTALMIO,
0(OpPMIISITH MPOEKTHI KaJCHIAPHBIX IJIAHOB U MPOrpaMM
IIPOBEJCHUS OT/AEIbHBIX AIEMEHTOB HAyUYHO-UCCIIEN0BATENBCKUX U
OTIBITHO-KOHCTPYKTOPCKHUX padoT, 0POPMIIATH IIT€MEHTHI
TEXHUYECKOH JOKyMEHTAllM1 Ha OCHOBE BHEJIPEHUSI PE3YJIbTATOB
HAyYHO-HCCIIeI0OBATENbCKUX PadoT;

HNIIK-3.3. Biageet HaBbIKaM# COCTaBIEHUS HH(POPMAIIMOHHBIX
0030poB, MpoBeIeHUs paboT Mo POPMUPOBAHUIO AIIEMEHTOB
TEXHUYECKOH JTOKYMEHTAIlUU HAa OCHOBE BHEIPEHHUS PE3yIbTaTOB
HAYYHO-HCCIIEeI0OBATEeNIbCKUX PadoT, pa3paboTKu MporpaMmm
MIPOBEJICHUS OTAETBHBIX AIIEMEHTOB HAyUYHO-UCCIIET0BATENbCKUX U
OTBITHO-KOHCTPYKTOPCKHUX paboT

[1K-7. Cnocoben
OCYILECTBJIATH KOHTPOJIb
Ka4yeCcTBa ChIPbS,
MIPOMEKYTOYHBIX
MPOAYKTOB U roTOBbIX BAB
B COOTBETCTBHH C
periiaMeHToOM

HIIK-7.1. 3HaeT TeXHOJOTHIO U KOHTPOJIb ITpou3BoacTBa bAB;
1oKa3aTesl KauecTBa OMOTEXHOJIOTMUECKONW MPOAYKIUH;
CTaTUCTUYECKUE METO/IbI YIPABIEHUS KaUECTBOM MPOAYKIINH;
BUIbI Opaka U ero y4eT B IPOU3BOJCTBE OMOTEXHOIOTUYECKOM
HIPOAYKINH,;

HIIK-7.2. YMeeT npou3BOAUTH AHAJIN3 KAYECTBA CHIPbS JUIS
OMOTEXHOJIOIMYECKOTO MPOU3BOACTBA B COOTBETCTBUU C
pErIaMeHTOM; ONIPENEIATh COACPKaHNE OCHOBHOT'O BELIECTBA B
rotoBelXx BAB; onpenensiTh akTUBHOCTh JIEHCTBYIOILIETO BEIIECTBA
B TOTOBOM OMOTEXHOJIOTMYECKOM IIperapare; OnpeaesTh
COJIepKaHue KIIETOK MPOIYyLIEHTa B IIPOIYKTAX, MOJYYEHHBIX C
MTOMOIIBI0 MUKPOOPTraHU3MOB; AaHAJIM3UPOBATH IPETEH3UU OT
noTpeduTenei o KauecTBy MpOAYKIUN OMOTEXHOIOIMYECKOTO
IIPOM3BOJICTBA; BECTH YUeT Ae(PEeKTHOM MPpOAYKIUU
OMOTEXHOJIOIMYECKOT 0 TPOU3BO/ICTBA; AHAIM3UPOBATH IPUUHHBI
HOSBICHUS JePEKTHON NMPOAYKIUU ONOTEXHOIOTUYECKOTO
IIPOM3BOJICTBA, IPOU3BOJIUThH PACUET BEPOSITHOCTH (PaKTOPOB
MOSIBJICHUS ¥ 3HAYEHUM TTOCIEACTBHU;
pa3pabaThIBaTh IPEIOKEHHS 10 CHIKEHUIO (TIPEJOTBPAIIECHHUIO)
MPOM3BOJICTBA JE€PEKTHBIX IPOITYKTOB;

[Tponomxenne Tabmuipr 1
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1 2

UIIK-7.3. Bimageer METOAMKAMHU OIIEHKH BXOJHOTO KOHTPOJIS

KayecTBa CbIPbs, HCIOJb3YEMOro B  OHOTEXHOJOTHYECKOM
IIpoLIeCCe; IMPOBEIEHUS KOHTPOJIA KadecTBa IPOMEXYTOYHOM MU
FOTOBOM  OMOTEXHOJOTMYECKOW  MPOAYKLHH;  PACCMOTPEHUs
pexinamauuii 1o kadectBy bBAB; BbIABIEHHS KpPUTHYECKHX
(onmacHbIX) ()aKTOPOB OTIEIBHBIX TEXHOJOTHUECKUX OIEpaIUsixX
OMOTEXHOJIOTMYECKOT0 MMPOU3BOACTBA; pa3pabOTKH MEPOTIPUATHIA C
LEJIbI0 YCTPAaHEHMsI PUCKOB WJIM CHMKEHUS UX JI0 JOIyCTHUMOIO
YPOBHS M TOBBIIEHHUA  OE€30MaCHOCTH  BBIIYCKAEMOil

OMOTEXHOJIOIMYECKOM TPOAYKLIUU

2. MecTO TUCHHMILUIMHBI B CTPYKTYpe 00pa30BaTe/ibHON MPOrPaMMbl

Hucuurummaa «KoHTposb  OMOTEXHOJOTHMYECKOW MPOAYKLIUW» OTHOCHTCS K  YHUCIY
npoecCHOHANBHBIX YYEOHBIX TUCHUILUIMH 1o 6bi60py 0OazoBoro mukia (b1.2.9]1.3) ocHoBHOIA
00pa3oBaTeNbHOW IPOTPaMMBbI DaKallaBpHara.

«KOoHTpOIIb OMOTEXHOJIIOTUYECKOH MPOAYKIIUI» B3aMMOCBsI3aHa JIOTHYECKH U COJICPIKATEIILHO-

METOAMYECKH CO CIEIYIOIUMU TUCIMIIIMHAMU U ipakTukaMu OOIT:
— OHOXUMMUS;
— o011ast 6MoI0rus 1 MUKPOOHOJIOTHS;
— MPOLIECCHI U anmnapaThl OMOTEXHOIOIMYECKHX POU3BO/ICTB;
— MPOMBINIUIEHHAs! OMOTEXHOJIOTHS,
— OCHOBBI OMOTEXHOJIOTHH.

3. CrtpykTypa U coaepxaHue IUCHUININHBI

OO0mas TpyJI0eMKOCTh JUCHUIUIMHBI cocTaBiseT 3 3aueTHbIx(e) eauHuIl(bl) (108 yacos).
JucnunimHa usyyaercst Ha 4 Kypce B 8 cemecTtpe B TeueHue 18 Henenb. AyAUTOpHbIE 3aHATHS 72
yaca. Jlekiuu — 36 yacoB, ceMUHapCKue 3aHATHS — 36 4acoB, CaMOCTOATEIbHbIE PA0OTHI — 36 4acoB.
dopma KOHTPOJIS — 3a4eT.



3.1 Bwuasbl y4eOHOi1 padoThI M TPYI0E€MKOCTH
(o hopmam oOyueHus)
By yaeGHO# paboThI U TPYI0EMKOCTh MpuBeieHa B Tabnuile 3.1.1 mo ounol popme oOydeHus

Tabnuna 3.1.1 - Ounas popma oOyueHHS

Ne Buj yuyeOHoii paboThl Komuuecrso Cemectpet
n/n 4acoB 8
1 | AyautopHble 3aHATHSA 72 72
B Tom uncre:
1.1 | Jlekuun 36 36
1.2 | CemuHapcKue/MpaKTHUECKUE 3aHATHS 36 36
2 | CamocrosiTesibHasi padoTa 36 36
B Tom uncie:
2.1 | IlpopaboTka JEKIIMOHHOTO MaTepraa 16 16
2.2 | [loaroroBka k ceMHUHapam 20 20
3 IIpome:xxyTouHasi aTTecTanust
3auer/mud.3auer/IK3aMeH 3ayer
Hroro 108 108




3.2 TemaTnyecKui mjian N3YYCHUSA NUCHUIIJIUHDbI

(mo popmam 0OyueHwMsT)

Temarnueckuil TUIaH AUCIMILTUHBI IpuBeieH B Ta0nwuie 3.2.1 mo ouHoit popme oOydeHusI.

Tabmuua 3.2.1 - Ouynas ¢popma oOyueHus

n/n

Pa3pgesbl/TeMbl
JUCHUTNIHHBI

TpyaoemMkocTb, yac

Bceero

AynuTopHas padota

Jlexkun

Cemunapckue/
IpaKTHYECKHE
3aHATHS
JlaboparopHbie
3aHATHS
[IpaxTuueckas

IIOITOTOBKA

CamMocrosTe,IbHAA

paGoTa

2

(9]
(@)
|

Paznen 1. XapakrepucTika 0CHOBHBIX
ITANOB OMOTEXHOJIOTHYECKHUX
MPOU3BOACTB U UX KOHTPOJIb

Tema 1. Unentudukarms
MHKpPOOPTaHU3MOB, OOHAPYKEHHBIX B

BO3JyXe MHUKPOOHOJIOTUIECKOI
nmabopatopuu

10

Tema 2. MeToabl KOHTPOJIS
0aKTEePUOIIOTUUECKUX TUTATEIHHBIX CPE/I.
[IpoBenenre KOHTPOIIS KayecTBa
MATATEIHHBIX CPEl

Tema 3. Opranuzaiusi BHyTPEHHETO
KOHTPOJIS KaYeCTBA CAHUTAPHO-
MUKPOOHOJIOTMUECKUX UCCIIEOBAHUIN BOJIBI,
TNPUMEHSIEMOM JJIST HYXK/T
OMOTEXHOJIOTHYECKUX MPOU3BOJICTB

Tema 4. KonTpons nporecca hepMeHTannm

Tema 5. KoHTpoJb KauecTBa CTEPUIA3ALUU
1 JIe3nH(EKIH

Tewma 6. Opranuzanust KOHTPOJIS 3a
COOJIIOICHNEM TIPABUJI XPAaHEHUS
OMOTEXHOIOTUIECKON MTPOIYKIINA U
YTUJIr3aliuu OTXO010B OMOTEXHOIOTHYECKUX
TIPOU3BO/ICTB.

Pa3nen 2. KonTposans kadyecTBa
0MOTEeXHOJOTHYeCKOH MPOAYKIMH

Tema 7. HopmaTuBHO-TEXHUYECKAs
JOKyMEHTaIHs B OMOTEXHOIOTHIECKOM
MIPOM3BOJICTBE

16

Tema 8. KonTposs kauecTBa
KHCJIOMOJIOYHBIX ITPOJTYKTOB

Tema 9. Kontpoib kagecTBa hepMEHTHBIX
NpenaparoB

10

Tema 10. Kontpons xauectBa BAB.




IIpomomxenne Tabmuer 3.1.1

1 2 3 4 5 6 7 8

3 Pa3nen 3. JlokyMeHTAI[UsI CHCTEMBI
MeHeIKMEeHTAa KayecTBa B 0011eM
JI0KYMEHT0000pOTe OPraHu3aliu

Tewma 11. [lokymeHTaIust KOHTPOIS 8 4 4
KadecTBa OnodapMareBTHICCKOMI
npoayKuuH. Bunpl n crpykrypa
JOKYMEHTAIUU NPEIIPHATHS

Tewma 12. MexayHapoaHbIE CTAaHAAPTHI B 14 4 8 2
chepe MEeHEeDKMEHTA KauecTBa U
0€30MacHOCTH OMOTEXHOJIOTHIECKUX
MIPOM3BOJICTB M TOTOBOM MPOYKITHH

Hroro | 108 36 36 36

3.3 Conep:kaHue Q¥ CIUANIMHBI

Paznen 1. XapakTepucTka OCHOBHBIX 3TAlOB OMOTEXHOJOTHYECKUX MPOU3BOJACTB M HUX
KOHTPOJIb

Tema 1. Hpentudukanus  MHUKpOOPraHM3MOB,  OOHApy>KeHHbIX B BO3JyXe
MHUKPOOHOJIOTHYEeCKOH J1ab0paTOpPHH.

Onpenenenue o6mero MUKpoOHoro uucia. CaHUTapHO-MUKPOOUOJIOIMUYECKUI KOHTPOJIb
Bo31yxa. OCOOEHHOCTH MMOCTAaHOBKH TECTOB HA dTare WACHTU(PUKAIHH.

Tema 2. MeTo/1bl KOHTPOJISt OAKTEPHOIOIMYECKHX MUTATENbHBIX cpel. [I[poBeeHre KOHTpoIs
KayecTBa MUTATEIbHBIX CPEI.

Tema 3. Opranuzanusi BHyTPEHHET0 KOHTPOJIS Ka4eCTBA CAHUTAPHO-MUKPOOHOIOTHYECKUX
MCCJIEIOBAaHUM BOJIbI, IPUMEHSAEMOM JUIsl HY /1 OMOTEXHOJIOTMYECKUX IIPOU3BOCTB.

Onpenenenne 00IUX U TEPMOTOJIEPAHTHBIX KOJIM(OPMHBIX OAKTEpHii B BOJIE.

Tewma 4. Kontpois nporiecca ¢pepmeHTaIUn.

OmnpezneneHnue KOHIEHTpauuu Ouomaccel. OrmpeneneHne KOHIEHTPAMM KOHEYHOI'o
npoayKTa. MOHUTOPHHT NPOLECCOB (PepMEHTALINH.

Tema 5. KonTposnps kauecTBa cTepuiIM3aluy 1 J1e3MH(EKIUH.

Meroanyeckue ykazanus. My-287-113 no ne3uHdpexuu, npeicTepuiIn3alioHHON OYlCTKe
Y CTepUIIM3AINK U3/I€TUI METUIIMHCKOT0 Ha3HaueHus. CTpyKTypa JOKYMEHTA.

Tema 6. Opranusanus KOHTPOJIS 32 COOIIOAEHUEM NPABUII XPaHEHUsI OMOTEXHOJIOTHYECKOM
OPOAYKIUH U YTUIU3ALUU OTX0/10B OMOTEXHOJIOTHYECKUX POU3BOJICTB.

[lenb KOHTpOJS U €ro OCHOBHBIE HAaNpaBieHMs INpenapaToB. KOHTponb TeMnepaTypHBIX
PEXUMOB MHKyOauuu u XxpaHeHusi. KoHTponb ycnoBuil xpaHnenusi OuonpenaparoB. KoHTponb 3a
MOArOTOBKOM MEIMLMHCKUX IIpernaparoB K TpaHcrnoptupoBaHuio. [lpouenypa KoHTpouis
TEMIEPATypPbl B TEPMOCTATAX U XOJIOJUIbHUKAX.

OOme TpeOoBaHMs K 00€33apaKUBAHHIO OTXOOB OMOTEXHOJIOTMYECKUX HPOU3BOJICTB.
OTtxonpl, ux knaccupukanus. CriocoObl yTUIH3ALMH.

Pa3znen 2. KonTposb kauecTBa OMOTEXHOJIOTUYECKON MPOAYKLIMH.

TeMa 7 HOpMaTI/IBHO-TeXHI/I‘-ICCKaSI JIOKYMGHTaI_[I/ISI B 6I/IOTeXHOJ'IOFI/I'-IeCKOM HpOI/ISBOJICTBe

OCHOBHBIG ITOJIOXKCHUA CTaH)IapTI/ISaHI/II/I. I/ICTOpI/ISI paSBI/ITI/ISI CTaH)IapTI/BaHI/II/I. CTaHOBJ'IeHI/Ie
crannaptuzauu B Poccuu. ®epepanbhbiil 3akoH Ne 162-D3 «O cranmaptuzauuu B Poccuiickoii
q)e;[epauun». OnpeneneHI/Ie, neiau, 3aJgadu, HpI/IHLII/IHBI CTaH,Z[apTI/I?)aI_[I/II/I, OCHOBHBIC TepMI/IHbI
(cTaHmapT, TEXHUYECKHUE YCIOBUS, HAITMOHAIBHBIA CTAHIAPT, CTAHIAPT OPTaHU3AIINHN ).




3akoHomaTenbcTBO Poccuiickoil ¢enepannu B cepe TEXHUUECKOTO PEryIMpOBaHUs. 3aKOH
Poccuiickoit denepanmn «O TexHMUeckoM peryiaupoBaHun». Cdepa perymupoBanus. Ilemnwu,
NPUHIUIIBI TEXHUYECKOTO PEryJIHpPOBaHUsS, COJEP)KAHUE, OCHOBHBIC TIIOJOKEHUS U TEPMUHBI
(cepTudukanus, cepTUPUKAT COOTBETCTBHS, MOJITBEPKIECHUE COOTBETCTBUS, TEXHUYECKOE
pEryJupoBaHue, TEXHUYECKUN PErJIaMeHT U Jp.). PopMBbl MOATBEPKAECHUS COOTBETCTBUS. 3HAKU
COOTBETCTBUS HAIIMOHAJIbHBIM CTaHIapTaM. 3HAK OOpaIlEeHUS Ha PhIHKE.

3akoHomatenbcTBO Poccuiickoit @enepanuu 06 oOecriedeHnu eMHCTBA U3MEPEHUN. 3aKoH
Poccuiickoii penepanuu «O06 obecrieueHUH eaUHCTBA M3MepeHui». OTHOLIECHUS, PETYyIUPYyEeMbIe
3akoHOM. Cdepa perynupoBaHus. 3aKOHOIATENLCTBO Poccuiickoit @enepanuu 06 obecrieueHUN
€MHCTBA U3MepeHu (yKa3aTb KOHKpETHbIe HOpMaTUBHBIE JOKYMEHThI). OCHOBHOE COEpKAHUE.

3akon Poccuiickoit peneparnuu «O 3amuTe nmpaB MOTpeOUTENCH» KaK aCIeKT TEXHUYECKOTO
perynupoBanus. [lonsitue kadectBa TOBapa. IIpaBo morpeOuTenss Ha 0e30MACHOCTH TOBapa.
OTBETCTBEHHOCTh HM3TOTOBHUTENS (MCIOIHUTEINS, MPOJABLA, YIOJIHOMOYEHHONW OpraHu3allud WU
YIOJTHOMOYEHHOTO HWHAMBUAYAIbHOTO MpEANpPUHUMATENS, UMIOpPTepa) 3a HapylIeHHe IpaB
norpedureneit u ap.

['ocynapctBennas cucrtema cranfaptuzauuu PO. Knaccudukanus crannapros. Kareropuu u
Bunbl craaaptoB (I'OCT; OCT; TY; PJ). Crpykrypa crangapra. O0si3arenbHble TpeOOBaHUS
TEXHUUYECKUX periiaMmeHToB. [Ipumenenue, pa3paboTka v HaJa30p 3a UCIOJIBL30BAHUEM CTaHIAPTOB.

HopmaTtuBHO-TeXHHUECKHE JIOKYMEHTHI, UCIIOJIb3YEMBbIE B IIPOU3BOJICTBE
OMOTEXHOJIOTHYECKON MPOIYKIIUH.

MeTtonbl KOHTpOJdS KadecTBa NpoAykuuu. OpraHojsentudeckue, (U3NKO-XUMHUYECKHE U

CaHUTapHO-TUTMEeHNYECKHe (II0Ka3aTeau 0e30M1acCHOCTH) II0Ka3aTelN KauecTBa.

Tema 8. KoHTposb kKauecTBa KMCIOMOJIOYHBIX IPOYKTOB.

HopmatuBHbIE TOKyMEHTHI, perilaMeHTUPYIOLEe TpeOOBaHUs K KauecTBY, 0€30aCHOCTH U
METO/1aM KOHTPOJIsI KauecTBa KUCIOMOJIOUHBIX TpoykToB (Texnuu. pernament, [OCTs, MY u ap.).
DU3NKO-XUMHUYECKUE TI0KA3aTeIM KadecTBa MOJIOKA M KHCIOMOJIOYHBIX IPOJYKTOB, METOJbI
orpenieNieHus: U TpeboBaHMs K MoKa3arensiM. Mukpobuosorus mosioka. [Tokazarenu Ge3omacHocTH
KHCJIOMOJIOYHBIX IMPOAYKTOB U TpeOoBaHus K HUM. OlleHKa KadecTBa KUCIOMOJIOUHBIX MPOJYKTOB
10 MUKPOOHMOJIOTHYECKUM TOKA3aTEeISIM.

Tema 9. KonTposs kauecTBa epMEHTHBIX MIPEMapaToB.

HanmoHanpHbple M1 MEXTOCYJapCTBEHHBIE CTAHAAPTHI, BKIIOYAIOIIME METObI ONpEACICHUs
AKTUBHOCTH  aMWJIOJINTUYECKUX,  MPOTEOJUTHYECKHX,  IEKTOJUTHYECKHX, KCHUJIAHO- U
nemttononutruueckux ¢pepmertoB ('OCT 34430-2018 «DepMeHTHBIE IMpenaparhl A MUIIEBON
IIPOMBIIIIEHHOCTH. MeTtoa ompeneneHusi npoTeonuTuueckoil aktuBHoctw», I'OCT 34440-2018
«®DepmeHTHBIE  TIpenapaThl Ui IHUIIEBOM  NPOMBIIUIEHHOCTH. MeTonbl  ONpeleseHus
aMHJIOTUTUYECKON aKTUBHOCTH» U Ap.). [lokazarenu kadectBa 1 6€30MaCHOCTH, TPEOOBAHUS K HUM.

Tema 10. KonTtposnbs kauectBa bAB.

Omnpenenenne bAB. OcHoBHBIE TpyNIIbI BENECTB, OTHOcAIMEC K BAB. dapmakonornuekoe
neiictBue HekoTopslx BAB. HopmaruBHBIE JOKYMEHTBI, perJIaMEHTHUpPYIOLIHE TpeOOBaHUS K
KOHTpOIIO KaudectBa M Oe3omacHocT BAB. Ilokazarenu kauectBa u OezomacHoctd BAB u
TpeOOBaHUS K HUM.

Paznen 3. JlokymMeHTausi CUCTEMbl MEHEPKMEHTa KauecTBa B OOIIEM JOKYMEHTOOO0OpoTe
OpraHHu3aIuu

Tema 11. JlokymMeHTanusi KOHTPOJsl KayecTBa OModapmaneBTUUeCKOi MpoayKIuu. Bunsl u
CTPYKTypa JOKYMEHTAlUH NPEATPUATH.
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TexHoNmoOrMUeCKMe W  TEXHHYECKUM  pEerIaMeHThI, ToCylapcTBeHHas  apMakornes,
(dhapmakoIeliHpIe CTaThH.

PykoBOICTBO 1O KauecTBY OpraHu3alvu, JOKyYMEHTHPOBAHHBIC MpoUEeAyphl. JJOmKHOCTHBIE
WHCTPYKIIUH, pabo4rie HHCTPYKIIMHA. MeTOAbl yIpaBICHUs IOKYMEHTaMH.

Tema 12. MexayHapoHbIe CTaHAAPTHI B chepe MEHEIHKMEHTa KadyecTBa U 0€30MacHOCTH
OMOTEXHOJIOTHYECKUX MPOU3BOJICTB U TOTOBOM MPOTYKIIUH.

Mexnaynapoansiii cragaapt [SO (MCO) 9001-2015 «Cuctembl MEHEIKMEHTA KadecTBa.
TpebGoBanms».

Mexnaynapoansiii ctangapt HACCP (XACCII) ISO 22000:2005. Konnenmuss HACCP.
Hanmonansueiii crangapr 'OCT P MCO 22000:2007 kaxk HamOosee 3pdekTruBHAS METOIUKA
obecrieueHust 0€30MaCHOCTH MUIIEBBIX MPOAYKTOB. XapaKTePUCTHKA.

Cranmapt GMP - cucrema TpeGoBaHUN K OpraHU3allMK MPOU3BOJICTBA M KOHTPOJIIO KauecTBa
nexkapcTBeHHbIX cpeacTB. Conepikanue npaBusli GMP npuMEHHTENbHO K OMOTEXHOJOTUYECKOMY
npousBoacTBY. [IpaBuna GMP u mepsl 6e30macHocTu ipu paboTe ¢ peKOMOWHAHTHBIMU IITAMMAaMHU-
MIPOIYLIEHTAMHU.

3.4 TemaTHKa CECMHHAPCKUX/TIPAKTHYECKHUX U JIA0OPATOPHBIX 3aHATHH
3.4.1. CemuHapcKue/PaKTHYECKUE 3aHATHS

1. Pabota c 3akoHOM Poccuiickoil peaepannn «O TEXHUUECKOM peryIupoBaHUn». M3yueHue
CTPYKTYpPbl U OCHOBHBIX NOJOXEHUH. M3yueHne OCHOBHBIX TEPMHUHOB, (OpPM MOATBEPKICHUS
COOTBETCTBUS, 3HAKOB COOTBETCTBUS HALIMOHAIBHBIM CTaHAAPTaM M 0OpallieHHsI Ha PhIHKE.

2. PaboTa ¢ 001mepoccuiickuM Kiaccu(puKaTOpoOM CTaHAAPTOB U IPYTMMHU UCTOUYHUKAMM IS
U3Y4YEeHUsI NEepeyHs HOPMATUBHO-TEXHUYECKUX IOKYMEHTOB, PErJaMEHTHPYIOIIMX TpeOOBaHUS K
Ka4yecTBY, 0€30MIaCHOCTH, METO/1aM KOHTPOJIsS KauecTBa OMOTEXHOJIOTMUECKON MPOTYKIUH.

3. Kontponp BO3IyXa B MHMKPOOMOJOTHYECKOW JIaOpaTOpUM U MPOU3BOJACTBEHHBIX
nomeneHusix. Pabora ¢ HOpMaTHUBHOM JOKyMEHTalMed IO H3YYEHHMIO METOJOB CaHUTapHO-
MUKpPOOHOJIOTMYECKOT0 KOHTPOJISI BO3LyXa.

4. KoHTpoas mpouecca BbIIEIEHUS YUCTON KyJIbTYPbl MUKPOOPraHU3MOB. O3HaKOMIIEHHE C
METOJaMH M JTallaMU BBIAENEHUS YHMCTHIX KYJIbTYP MHUKpPOOpraHu3MoB. lIpoBepka KyJIbTypbl
JPOACKEH HA YUCTOTY. MUKPOCKOIIMPOBAaHUE U PACCEMBAHUE HA TUIOTHBIE IIUTATEIbHBIE CPEIBL.

5. KonTponb kauecTBa BOAbI 111 OMOTEXHOJOTNYeCKUX HYk 1. KOHTponb kauecTBa BOABI 1O
OpPraHoOJIENTUYECKUM U (PU3MKO-XHUMHUYECKUM MoKa3aTessiM. PaboTa ¢ HOpMaTUBHOM TOKyMEHTaluen
M0 U3YUYEHHIO TPEOOBAHUN K CAHUTAPHO-MUKPOOHOIOTHYECKUM MTOKa3aTesIM.

6. M3yuenne TpeOOBaHMH K KOHTPOJIO KadyecTBa TOBapHbIX (opm mpoaykroB. Pabora c
COOTBETCTBYIOIIEH HOPMATUBHOW JIOKYMEHTAIIUEH.

7. KoHTponb KayecTBa KUCIOMOJOYHBIX HpOAyKTOB. PaGoTa ¢  HOpMaTHUBHBIMHU
JIOKYMEHTaMH, PErJIaMEHTUPYIOIIUMH TpeOOBaHMS K Ka4eCcTBY, O€30MaCHOCTH U METO/1aM KOHTPOJIS
KayecTBa KHCIOMOJIOUYHBIX MPOAYKTOB. M3yueHune (QHU3MKO-XMMHUYECKHX IIOKa3aTellell KauyecTBa
KHCJIOMOJIOYHBIX TPOJYKTOB, METOJOB OINpefelieHnuss W TpeOoBaHMH K mokaszaTtensM. M3ydenue
nokasaresei 0e30MacHOCTH KUCIOMOJIOYHBIX MPOAYKTOB M TpeboBaHMus K HUM. OleHKa KayecTBa
KHCJIOMOJIOYHBIX MPOTYKTOB 10 MUKPOOMOIOTHYECKUM MOKA3aTEIISM.

8. Kontponp kauectBa (epMeHTHBIX npenapatoB. Pabora ¢ HalMOHAJIBHBIMH H
MEXTOCYJapCTBEHHBIMH ~ CTaHJApTaM{, BKJIIOYAIOIIUMH METOJbl OMNpENEiICHHUs] aKTUBHOCTU
AMWIOJIMTUYECKUX, NPOTEOIUTHUECKUX, NEKTOJIUTUYECKUX, KCWJIAHO- U ILEJUIFOJIOUTHYECKUX
dbepmenToB. M3ydyeHune mokasaresnei kauecTBa U 0€30MMacCHOCTH, TpeOOBaHUN K HUM.

9. Pabora ¢ T'OCT P 52249-2009 «IlpaBuna mnpoM3BOJACTBA M KOHTPOJS KadecTBa
JIEKapCTBEHHBIX cpenctB» - Good manufacturing practice for medicinal products (GMP) mo
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u3ydeHuro conaepkanus npasuia GMP npuMeHHUTEN HO K OMOTEXHOJIOTMYECKOMY IPOHM3BOJCTBY,
npasuia GMP u mep 6e3omacHocTu mpu padboTe ¢ peKOMOMHAHTHBIMU IITAMMAMHU-IIPOTyLICHTAMHU.

3.5 TemaTuka KypcoBbIX IPOEKTOB (KyPCOBBIX padoT)
Her

4 Y4eOHO-MeTOAMYECKOE U HH(POPMALIMOHHOE O0ecrieyeHne
4.1 Hopmatusnsblie 1okymMeHTbI 1 'OCTHbI

1. ®enepanbhbiii 3ak0H Ne 162-D3 «O crannaptuzanuu B Poccuiickoit deaepaniny.

2. ®epnepanbHblii 3ak0H "O TexHUYECKOM perynupoBanuu” ot 27.12.2002 N 184-D3.

3. MYK 4.2.2942-11 «MeTopl caHUTapHO-0aKTEPUOJIOTUYECKUX UCCIIETOBAaHUI 0ObEKTOB
OKpY’Karollel cpefibl, BO3lyXa U KOHTPOJISl CTEPUIbHOCTH B 3aMKHYTHIX IIOMEILEHUSIX».

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

5. MYK 4.2.2886-11 «Metoasl KoHTposs. buosornueckre W MHUKPOOHOJIOTHUECKHE
(haxTopbI».

6. TOCT P 52249-2009 «IIpaBuiia mpou3BOACTBA U KOHTPOJII KayecTBa JIEKAPCTBEHHBIX
CpPENCTBY.

7. TOCT 34430-2018 «®epMeHTHBIE TpenapaTsl AJs MUILEBON MPOMBIIIEHHOCTH. MeToz
OIpeieNIeHUs MPOTEOJUTUYECKON aKTUBHOCTHY.

8. I'OCT 34440-2018 «®epmeHTHbIE ITpenapaTsl s MUILIEBON MPOMBIIITIEHHOCTH. MeTo bl
OIpEEIIEHUS aMIIOJINTUYECKOW aKTUBHOCTH.

9. PykoBoactBo P 4.1.1672-03. PykoBoacTBO MO MeTOJaM KOHTPOJS KadecTBa |
0€30M1acCHOCTH OMOJIOIMYECKH aKTUBHBIX T00ABOK K IHUIIIE.

4.2  OcHoBHas JuTEparypa

1. Opranuzanusi OMOTEXHOJOTMYECKOTO IMPOU3BOJICTBA : yueOHOE Mocobue st By30B /

A. A. Kpacnowrranosa [m nap.] ; mox pemakuumedn A. A. KpacHomranHoBoil. — MockBa :
WznarensctBo FOpaiit, 2023. — 170 c. — (Briciiee o6pazoBanue). — ISBN 978-5-534-13029-4. —
Tekcr : oanexktpoHHbli // OOpasoBarenbHas 1uatdpopma IOpaitr  [caiit]. — URL:

https://urait.ru/bcode/519139 (nara obpamenus: 08.09.2023).

4.3 JlomosHWTeJbHas JUTEPATYypa

1. I'openbHukoBa, E.A. Meroabl KOHTPOJS U CepTUGUKAMH OHOTEXHOIOTHYECKHX
IIPOJIYKTOB : KPaTKUM Kypc JEKIHUH U1 CTYJEHTOB 4 Kypca HampasieHus noarotosku 19.03.01
buorexunonorus / Coct.: E.A. I'opensuukoBa // ®I'BOY BO «Capatosckuii 'AY». — Caparos, 2016.
—47 c.

2. Kosanera, C.B., ®ayct, E.A. KoHTpons kadyecTBa OMOTEXHOIOTUYECKUX MPOU3BOICTB:
KpaTtkuid Kypc aekiui aist cryaentoB [l kypca nanpasnenns noarotoBku 19.03.01 buorexnonorus
/ Cocr.: C.B. KoBanesa, E.A. ®@ayct / ®I'bOY BO Capatosckuii 'AY. — Capatos, 2015. — 57 c.

3. Henyx, A.A. Texuuueckoe peryaupoBaHUE M METPOJIOTHS: KpaTKUH KypcC JIEKIUH JUIst
CTYJEHTOB CIIEUAIBHOCTH (HanpasieHus noarotosku) 27.04.01 «CrangapTuzanus 1 METPOIOT U
/ Cocrt.: A.A. lenyx.// ®I'OY BIIO «Caparosckuii '’AY». — Capatos, 2015. — 79 c.
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4.4 DuaekTpoHHBbIE 00pa3oBaTeJbHbIE PECYPCHI
HET

4.5 JInneH3nuOoHHOE U CBOOOJHO  pacnmpocTpaHsieMoe  IPOrpaMMHOeE
odecreueHue

Her

4.6 CoBpemenHble npodeccuoHAIbHbIe 0a3bl JAHHBIX U MH(OPMALMOHHBIE

CIIpaBOYHbIC CUCTEMBbI
HCT

5. MarepuajibHO-TeXHHYECKOE o0ecreyeHmne

Jlnia peanu3zanuu paboyeil mporpaMmbl HCIIONIB3YIOTCS:

Jlexumonnast ayauropusi kKadenper «Xumbumorex» ABS5504. (115280, r. Mocksa, yi.
ABto3aBojckas, A. 16 ctp. 1 (kopmyc 5)), oOopymoBaHHasi: CTONbI y4eOHBIE CO CKaMbSMHU,
ayJIMTOpHAs JI0CKa, MyJIbTUMETUIHHBIA KOMILIEKC (TIEpEHOCHOH MPOeKTOp, HOyTOYK). Pabouee mecto
npenoaaBaress: CToj, CTYIL.

Ayautopust s CEMUHAPCKUX U MpaKTU4YecKuX 3aHsaTuil kadeapsl «Xumbunorex» AB5404a
(115280, r. Mocksa, yi. ABTo3aBoickas, A. 16 ctp. 1), obopymoBaHHas: CTONbI y4eOHBIE CO
CKaMbsSIMH, ayAUTOPHAsl JAOCKA, MYJIbTHUMEIUNHBIA KOMIUIEKC (IIEPEHOCHOW MPOEKTOp, HOYTOYK).
Pabouee mecto mpemnoaaBarens: CTOMI, CTYI.

JIaGoparopus kadenpsr «Xumbuorex» AB54056 (115280, r. Mocksa, yin. ABTo3aBojCKas, 1.
16 ctp. 1 (xopmyc 5)), obopynoBanHas: JlabGopaTopHbIE€ CTOJBI, BBITSKHOM MIKad), BECHI
npenusnonnsie KERN, Beckl ananutudeckue Vibra, MarHuTHbIE MeIIajiky, ciekrpodotomerp [1BD-
5300, pH-meTp DKOoHMKC, XUMUYECKasi MOWKA, XUMUYECKUE PEaKTHUBBI, XUMHUECKas MOCyIa.

Jlabopatopus xadenpsr «Xumbuorex» ABS5406a (115280, r. Mocksa, yi. ABTO3aBojicKasi, 1.
16 crp. 1 (5 xopmyc)), obopyloBaHHas: Ja0OpaTOpHble CTOJBI, OMOPEAKTOp, YCTaHOBKa
OapomemOpaHHOW  QuUIbTpallMM, BaKyyMHBIM  CYHIMJIBHBIM — mIKad,  IIeWKep-HHKyOaTop
MHUKPOOHOIOTHYECKUH, POTOOMOPEAKTOP, YCTAHOBKA JJISl KYJIbTUBHUPOBAaHUS (HOTOTPO(DOB.

Peanu3zanus yyeOHON mporpaMMel JOKHA 00ECTIEUMBATHCS JOCTYIIOM KaXJIOTO CTYJEHTa K
nH(pOpMaAIMOHHBIM pecypcaMm — OubmoTedyHoMy (HOHIY U ceTeBbIM pecypcam HTepHeT.

6. MeToanyecKkue peKOMEeHIAIMU

6.1. Meroanueckne peKOMeHIAUMH JJsl NPeNnoAaBaTe/isi M0 OPraHU3ALNH
o0yueHust

OcHoBHasl (hopMa H3ydeHUs U 3aKPEIUICHUS 3HAHUH M0 JAaHHOW TUCIUILUINHE — JIGKIIHOHHAS
Y MIPAKTHYECKASL.

OcHOBY yuYeOHBIX 3aHATHH TIO AUCIMIUIMHE COCTABJISAIOT JieKnuu. B Xome mexnuit
MIPETNo/IaBaTellb U3JIaraeT W Pa3bsCHAET OCHOBHBIC, Han0OJIee CIIOKHBIE TOHSATHS TEMBI, a TaKXKe
CBSI3aHHBIE C HEM TeOpeTHUecKe U MPaKTUYECKrue MpoOIeMbl, 1aeT PeKOMEHIAINH 10 MTOATOTOBKE K
MPAKTUYECKOMY 3aHATHIO M YKa3aHHS Ha CAMOCTOSITEIIbHYIO pa0oTy.
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Ha nepBoM 3aHATHM 110 TaHHOM y4eOHON JUCHUIUIMHE HEOOXOAMMO O3HAKOMHTD CTYJICHTOB
C IIOPSIIKOM €€ U3YYEHHUs, PACKPBITh MECTO U POJIb IUCLUIUIMHBI B CUCTEME HAYK, €€ IIPAKTUYECKOE
3Ha4YeHUue, IOBECTH /10 CTYAEHTOB TpeOoBaHUs Kadeaphl, OTBETUTh Ha BONPOCHL. Bo BcTynuTenbHON
YacTH JIEKLIUH 0OOCHOBATh MECTO U POJIb M3y4aeMOW TeMbl B y4eOHON AMCLUIUIMHE, PACKPBITH €€
IIPAKTUYECKOE 3HAYCHHUE.

B Xxoze neKIMOHHOTO 3aHATHUS MPEoJaBaTeNb JOKEH Ha3BaTh TEMY, y4eOHBIE BOIPOCHI,
03HAKOMUTb CTYAECHTOB C [IEPEYHEM OCHOBHOM U JIOIIOJIHUTEIBHOM JIMTEPATYPHI 110 TEME 3aHsTHs. B
OCHOBHOI 4YacTH JIEKLUU CIEIYET PacKpbITh COAEpkKaHHE Y4YEOHBIX BOIIPOCOB, AKLIEHTUPOBATH
BHUMaHHE CTYJCHTOB Ha OCHOBHBIX KAaTETOPHSX, SBICHUSX M IMpoIeccax, OCOOCHHOCTAX HX
IpOTEKaHus. PacKpbIBaTh CYIIHOCTh U COJAEPKAHUE PA3INYHBIX TOUEK 3pEHUS U HAyUYHBIX II0JIXO/10B
K OOBSCHEHHMIO TEX WJIM UHBIX SBIEHUN U mpoueccoB. Cienyer apryMeHTHPOBaHO OOOCHOBATh
COOCTBEHHYI0 MO3MLHIO IO CHOPHBIM TEOPETUYECKMM BolpocaM. [IpuBOIUTH HpUMEpHI.
[TpenonaBatens AOKEH PYKOBOJUTH PAaOOTON CTYJEHTOB MO KOHCHEKTHUPOBAHUIO JIEKIIHOHHOTO
Mmarepuaia, IMOJYepKHUBaTh HEOOXOIUMOCTh OTPAaXKEHHsS B KOHCIEKTaX OCHOBHBIX MOJOXEHUH
M3y4aeMOM TEMBI.

B 3axmrounTenbHON 4acTH JIEKIMU HE00X0AUMO chopMyIupoBaTh 0OIIME BBIBOABI IO TEME,
PaCKpBIBAOLIHE COJEPKAHNE BCEX BOIIPOCOB, MOCTABICHHBIX B JIEKIMU. OOBSIBUTSH IJIaH OYEPETHOTO
CEMHHApPCKOI0 3aHATHUSA, JaTh KPAaTKUE PEKOMEHIALMM II0 IMOATOTOBKE CTYIEHTOB K CEMHHApY.
Onpenenutbs MECTO M BPEMsI KOHCYJIbTALIMK CTYIEHTaM, IOXKEJIABIIUM BBICTYIIUTh HA CEMHHApE C
JIOKJIaIaMu M pedepaTaMu IO aKTyaJIbHBIM BOIIPOCAM 00CYXk/1aeMON TEMBI.

[lenp mpakTHYECKMX 3aHATHI - OOECHeuuTh KOHTPOJIb YCBOEHMsI ydyeOHOro MaTepuaia
CTyJEHTaMH, pacIlUpeHHe M YIJIyOJeHHe 3HAHWM, MOJY4YeHHBIX MMH Ha JIEKIUSAX U B XOJE
CaMOCTOSITENIbHOM pabOTHI.

[Tocne kax10ro JEKIMOHHOTO U MPAKTUYECKOT0 3aHATHS CI€TIaTh COOTBETCTBYIOILYIO 3aIIUCh
B JKypHajlaX ydeTa IOCEIIaeMOCTH 3aHATHH CTyJE€HTaMM, BBIICHUTH y CTApOCT Y4YeOHBIX TPyl
IIPUYUHBl OTCYTCTBHUSI CTYACHTOB Ha 3aHATHUAX. [IpoBOOUTH TIpyIIIOBbIE M WHIMBUIYaJbHBIC
KOHCYJIbTAallUM CTYZEHTOB II0 BOIPOCAM, BO3HMKAIOUIMM Yy CTYJEHTOB B XOJI€ UX MOJATrOTOBKH K
TEKyIIeH M MPOMEXYTOYHON aTTecTalMy MO Y4eOHOH TUCIMIUIMHE, PEKOMEHJ0BaThb B IOMOIIb
y4eOHbIE U IpyTrue MaTepuaibl, a TAKKe CIPAaBOYHYIO JIUTEPATypy.

6.2. MerToanueckune ykazaHus 1Js 00y4arOUIMXCS 110 OCBOCHUIO TUCUMILTHHBI

Juctunnmaa «KoHTponb OHMOTEXHOTOTHUECKON MPOIYKIIUU» MPEIyCMAaTPUBACT JEKIUU H
MpakTUYecKue 3aHATUs. V3ydeHue NUCHMIUIMHBI 3aBEpLIACTCS 3a4€TOM. Y CHENIHOE H3yYeHHE
TUCITUIIIMHBL TpeOyeT TOCeIIeHHs JIeKIHid, aKTUBHOM pabOThl HA NPAKTHUYECKUX 3aHSATHUSX,
BBITIOJTHCHU A y‘—Ie6HI)IX 3aJIaHI/II71 npenoaaBareyid, O3HAKOMJICHUA C OCHOBHOH M )IOHOJ'IHPIT@J'IBHOﬁ
JIUTEPATYPO.

[Ipy moOATOTOBKE K JIEKIMOHHBIM 3aHATHUSM CTyACHTaAM HEOOXOJMMO Tepes O4YepemaHOn
JEKIHe HEeoOX0IMMO MPOCMOTPETh MO KOHCHEKTY MaTephal Mpenasiayiier nekmuu. [lpu
3aTPyHEHUSX B BOCIPHUATHH MaTepHalia CleayeT OOpaTUTHhCS K OCHOBHBIM JIUTEPATypPHBIM
ucTouyHukaM. Ecnu pa3zoOpaThcsi B Marepualie OMsATh HE yAaloch, TO OOpaTUTECh K JIGKTOPY (IO
rpaduKy ero KOHCYJbTAIMii) U K TPETOAaBaTENI0 HA MPAKTHUECKUX 3aHATHIX.
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[TpakTyeckue 3aHATHS 3aBEPIIAIOT U3yUeHHE HanboJiee BaKHBIX TeM Y4EOHOW JUCLUIUINHBL.
Onu cimy’kaT JUIs 3aKpeIyIeHUs] U3yYEeHHOI0 MaTepuaa, pa3BUTHs YMEHUM U HAaBBIKOB IOJATOTOBKU
JIOKJIJI0B, COOOLIEHUH, NPUOOPETEHHUs OMNbITa YCTHBIX MyOJIMYHBIX BBICTYIJICHUH, BEICHUS
JMCKYCCUH, apIyMEHTALMH U 3aLUThl BbIIBUIAEMBIX MOJIOKEHHUH, HABBIKOB MPAKTUYECKON pabOThI
B JjabopaTopud OHMOTEXHOJOIMH, a TakXe M KOHTpPOJIA IpernojaBaTelieM CTEelNeHU
MOATOTOBJICHHOCTH CTYIEHTOB 110 U3y4aeMOM TUCLUIUIMHE.

IIpy nNOAroTOoBKE K MPAKTUYECKOMY 3aHSITHIO CTYIEHTbl HMEIOT  BO3MOXHOCTH
BOCIIOJIb30BaThCsl KOHCYJIbTALUAMM IIPETIOJaBaTEIs.

[Tpu OATrOTOBKE K MPAKTHYECKUM 3aHATHUSAM CTYJI€HTaM HE00X0AUMO:

IPUHOCUTh C €000 PEKOMEHJIOBAHHYIO IIPENoJaBaTesieM JMTEpaTypy K KOHKPETHOMY
3aHATHIO;

JI0 OUYEPETHOI0 MPAKTHUUECKOT0 3aHATHUS 10 PEKOMEHI0BAaHHBIM JINTEPATYPHBIM UCTOUYHUKAM
npopaboTaTh TEOPETUYECKUI MaTepHall, COOTBETCTBYIOIIEH TEMbI 3aHATHUS;

B HayaJle 3aHsTUH 3a1aTh IPEN01aBaTENI0 BOIPOCHI I10 MATEPUALy, BBI3BABIIEMY 3aTPYJHEHUS
B €r0 IIOHHMMAaHUU ¥ OCBOCHUHM IIPU PELICHUH 3314, 3aJaHHBIX JJI CAMOCTOSITEJIbHOTO PELICHHUS;

B XOJI€ CEMUHApa JaBaTb KOHKPETHBIE, YETKHE OTBETHI 110 CYLIECTBY BOIIPOCOB;

Ha 3aHATUU JIOBOJUTH KAXKAYIO 3a/ady J0 OKOHYATEJbHOIO DPELICHUS, JEMOHCTPUPOBATh
IOHMMAaHNE NPOBEJCHHBIX PacueToB (aHAJINU30B, CUTyalluil), B Clly4ae 3aTpyJHEHUI oOpaiarbes K
IIPEI0IaBaTEIIIO.

CrynenTaMm, OpOMyCTUBIIUM 3aHATHS (HE3aBUCUMO OT IPUYKH), HE UMEIOIUE MTMCbMEHHOTO
pelIeHus 3a]a4 WIKM He TIOArOTOBUBIIHECS K JAHHOMY ITPAKTUYECKOMY 3aHATHIO, PEKOMEHIYETCS HE
M03XK€e, YeM B 2-HEJENIbHbII CPOK SBUTHCS HAa KOHCYJBTAILMIO K MPENO0JIaBaTeNI0 U OTYUTATHCS I10
TeMe, U3y4aeMOl Ha 3aHSTHH.

CryneHTbl, He OTYMTABIIMECS 110 KaX/10 HenpopaOoTaHHON UMU Ha 3aHATHUSAX TeME K Hayairy
3aYETHOM CeCcCHM, YIYCKAIOT BO3MOXHOCTh TOJYYHUTh IIOJIOKEHHblEe Oaiasl 3a paldoTy B
COOTBETCTBYIOIIIEM CEMECTPE.

7. ®OHJ OLIEHOYHBIX CPEACTB
7.1. Meroabl KOHTPOJISI U OLICHMBAHUS Pe3yJIbTATOB 00y4eHHs

Jlo natel mpoBeIeHUs TPOMEKYTOUHOM aTTECTAIIMH CTYICHT JI0JDKEH BBIOIHUTE BCE PabOTHI,
MPEeaYyCMOTPEHHBIE HACTOSAIIEH pabodei mporpaMMOn TUCITUTIITUHBI.
[Tepeuenb 00s13aTEIBHBIX PAOOT, BHIIOIHIEMBIX B TEUEHUE CEMECTPA!
— YCTHBIH onpoc, cobece10BaHUE;
— IpakTHueckas paboTa;

—  pedepar.
7.2. Illkana u KpUTEePUM OLICHUBAHMS Pe3yJbTATOB 00y4eHHA

[TpomeskyTouHas arrectanus oOydaromuxcs B popMe 3a4€Ta IpOBOJUTCA O pe3ysbTaTaM
BBITIOJIHEHHUSI BCEX BUJOB Y4EOHOH pPabOTHI, MPEIyCMOTPEHHBIX YYEOHBIM IUIAHOM IO JaHHOU

JUCLUIUINHE (MOAYJIIO), IPU 3TOM YUUTBIBAIOTCS PE3YJIbTAThl TEKYIIErO KOHTPOJISI YCIIEBAEMOCTH B
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TeyeHue cemecTtpa. OIEeHKa CTENeHH IOCTHXKEHHUS OOYydYaloUUMUCS IUIaHUPYEMBIX DPE3yJbTaTOB
0o0y4yeHus1 MO JUCUUIUIMHE (MOAYJI0) MPOBOAMUTCS IMpENojaBaTesieM, BEAYIIUM 3aHATHUS TI0
JTUCIUILIMHE (MOIYJII0) METOJIOM 3KCIEepTHOI otleHkH. 1o uToram mpomMexxyTOuHO aTTecTaluu 1o
JTUCIUIIMHE (MOAYJII0) BBICTABIISICTCS OLIEHKA «3aUTEHO» WIIH «HE3aYTCHOY.

K mpomexyTouHOM aTTecTanuu JONMyCKAtTCs TOJBKO CTYJICHTBI, BBIIIOJHUBIIAE BCE BUIbI
y4eOHOI paboThl, MpeayCMOTpeHHBbIe pabodeid mporpammor 1o aucuuiuiae «KoHTpob
OMOTEXHOJIOTHYECKON MPOLYKIIUNY.

Ixana

Kpurepun oneHuBaHus pe3yjabTaToB 00yUeHUS
OLICHUBAHUSA purep pesy y

BeimonHensl Bce BBl y4eOHOW paboThl, NPEAyCMOTPEHHBbIE YUEeOHBIM
w1aHoM. CTyIeHT IEMOHCTPUPYET COOTBETCTBUE 3HAHUM, YMEHUH, HABBIKOB
IOPUBEJCHHBIM B TaOJMIax IO0Ka3aTelied, omepupyeTr HpUOOpEeTEeHHBIMU
3aureno SHAaHWAMU, YMCHUSMU, HABbIKAMHU, IIPUMCHACT X B CUTyallUAdX MTOBBIIIICHHOM
cioxxHocTu. IIpu 3TOoM MOryT OBITH JOIyIIEHBl HE3HAYUTENIbHbIE OLIMOKH,
HCTOYHOCTH, 3aTpyYAHCHUA IIPU AHAIUTHYCCKUX OICpanudax, IMICPEHOCC
3HAHWHW U YMCHHU HA HOBBIC, HCCTAHAAPTHLIC CUTYyalluH.

He BbinosnHeH oxuH niam Oosiee BUAOB yueOHON paboThl, IPeayCMOTPEHHBIX
yueOHbIM TUIaHOM. CTyJIEHT JEMOHCTPUPYET HEMNOJIHOE COOTBETCTBUE
3HAaHUM, yMEHMH, HaBBIKOB MPHUBEJCHHBIM B TaONMLaX IMOKa3aTelseH,
He 3aureno JIOITyCKAIOTCA 3HAYUTEIbHBIE OIIMOKM, MPOSBIAETCS OTCYTCTBUE 3HAHHIA,
YMEHHUH, HaBBIKOB IO psAdy IOKaszaresied, CTYyAEHT HCHbITHIBAET
SHAYUTCJIIBHBIC 3aTPYAHCHHA IPU OIICPUPOBAHNUN 3HAHUAMU U YMCHUSAMU ITPU
UX IIEPEHOCE Ha HOBBIE CUTYAIUH.

7.3. OueHo4HBbIE CpeaCTBA
7.3.1. Texkymuii KOHTPOJIb

Tembl 1J1s1 yCTHBIX ONIPOCOB/co0ece 0BAHUSA

Cucrema crannapruzanuu PO.

OOBeKTHI cTaHAAPTU3ALINH.

@opMBbI MOATBEPKACHHS COOTBETCTBHUSL.

3HaKI/I COOTBETCTBUS HATMOHAJIbHBIM CTaHJIapTaM.

=

5. HopmaTuBHbBIE JOKYMEHTHI, PETYJIHpYIOIUE TpeOOoBaHHS K 00eCHeueHHI0 €IMHCTBA
W3MEpEHU.

6. Bugsl crangapros. [Ipumepst [OCToB, pernaMmeHTUPYIOUINX TPEOOBaHUS K KaUECTBY U
METOJIaM KOHTPOJIs KauecTBa OMOTEXHOJIOTUYECKOUN MPOTyKIIUU

7. Texuuueckue pernameHTsl. llenn npuHATHA, OCHOBHOE cojaepkaHue. IIpumepst
TEXHUYECKHUX PErJIaMeHTOB, perIaMEeHTHPYIOLIUX TpeOoBaHuUs K Oe3onacHoCcTH
OMOTEXHOJIOITMUYECKON POTYKIUH.

8. IloHsATHE O YNCTBIX U HAKOIUTEIIBHBIX KyJIbTYPaX MUKPOOPTaHU3MOB.

9. Mertoasl NPOBEPKH YUCTBIX KYJIbTYp MUKPOOPTaHU3MOB HA YHCTOTY.
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10. Meroapl caHUTAPHO-MUKPOOHOTIOTHYECKOTO KOHTPOJISI BO3yXa MUKPOOHUOIOTHIECKOM
naboparopum.

11. CnocoOsI KyJTbTHBHPOBAHUS MUKPOOPTaHH3MOB.

12. Buasl nutaTenbHbIX cpel. KOHTpOIb KauecTBa MUTATENIBHBIX CPEL.

13. Crepunuzanusi TUTATEIBbHBIX cpel M JabopaTopHOH mocyasl. KoHTposb KkauecTBa
CTepHIIN3ALUH U JAe3UH(EeKInn.

14. Onpenenenue KOHIEHTPAIMK OMOMACCHI IPSIMBIM U OPUEHTUPOBOYHBIM METO/IOM.

15. OnpeneneHne  KOHLEHTpalMM KOHEYHOTO MPOAYKTa. MOHHUTOPHUHI  IPOLIECCOB
dbepMeHTaIuu.

16. OcHoBHbIE BU/IbI OMOTEXHOJIOTHYECKON IPOITYKIUH.

17. IlonaTne kauecTBa OMOTEXHOJIOTMUECKUX MPOLYKTOB. BHUJIbI KOHTpOIISI KauecTBa.

18. TTokazarenu kauecTBa MPOTYKIIHH.

19. MeTtoabl KOHTPOJISl KAYECTBEHHBIX MTOKa3aTesnel OMOTEXHOIOTHUECKUX MPOTYKTOB.

20. Ouenka 6e30MacHOCTH OMOTEXHOJIOTHYECKUX TPOIYKTOB.

21. Omnpenenenus cucteM GLP, GCP u GMP.

22. IlpaBuiia opranusanuu jgabopaTopHbIx uccienoBanuii GLP.

23. TlpaBuia opranuzanuu KiuHH4YeCKuX ucnbitanuii GCP.

24. Tepmunonorus GMP

25. Copepxanue npasmi GMP npuMeHuTeNnbHO K 00€CTIeUeHUI0 KaueCTBA.

26. Copnepxanue npasuii GMP npuMeHUTENBHO K TEPCOHAITY.

27. Conepxanue npasusi GMP npuMeHHUTENbHO K 3/IJaHUAM U TOMEILIEHUSIM.

28. Copepxanue npasuwsi GMP npuMeHHUTENbHO K 000PYI0BAHUIO.

29. Conepxanue mpaBun GMP npuMeHHTENTBHO K OTAEN TEXHUYECKOTO KOHTPOJIS,
BaJI/IAIINS.

30. Conepxanue npasusi GMP npuMeHUTENBHO K OTAEITY TEXHUYECKOTO KOHTPOJIS.

TeMbl 1J151 HOATOTOBKH K 3aIUTe MPAKTHYECKHUX padoT
1. CtpykTypa 1 OCHOBHBIX IOJI0XeHHUs 3akoHa Poccuiickoil penepannn «O TEXHUUECKOM
pETyIMPOBaHUI.
2. ConepxaHue TEPMUHOB CepTH(HKAIMS, CEPTU(PHUKAT COOTBETCTBUS, MOATBEPKICHHE
COOTBETCTBUS, TEXHUYECKOE PETYIINPOBAHHE, TEXHUUIECKUH pETrJIaMeHT.
3. ®opMbl NOATBEPKACHUS COOTBETCTBUS.
4. 3HaKM COOTBETCTBHSI HAI[MOHAJIILHBIM CTaHAAPTaM. 3HaK 0OpallleHHs Ha PhIHKE.
2. Tlpumepsl HOPMATHBHO-TEXHUYECKHUX JIOKYMEHTOB, PErJIaMeHTUPYIOMINX TPEOOBAHUS K
Ka4yecTBY, 0€30MaCHOCTH, METO/1aM KOHTPOJIS KauecTBa OMOTEXHOJIOTMUECKON MPOTYKIUH.
3. Meroasl KOHTpOJIS KadecTBa BO3AyXa B~ MHKPOOHMOJIOTHYECKOH Jaboparopuu W
IIPOM3BOJICTBEHHBIX TOMEIIEHUSX.
4. MeToIbl KOHTPOJIS ITPOIecca BBIACICHHS YHCTOW KYJIbTYpPhl MEKPOOPTaHHU3MOB.
5. TpeOGoBaHus K Ka4ecTBY BOABI 1151 OMOTEXHOJIIOTUUECKUX HYK], TOKa3aTeIN KauecTBa U
METOABI UX OIPEEIICHHS.
6. TpeOoBaHus K KOHTPOJIIO Ka4eCTBA TOBAPHBIX (POPM MPOTYKTOB.
7. TpeOoBaHus K KayecTBY, O€30MACHOCTH U METOIaM KOHTPOJISI Ka4yeCcTBa KUCIOMOJIOUHBIX
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MPOJYKTOB.

8. Meroabpl KOHTposisE KadecTBa (DEPMEHTHBIX IpenapaTtoB. MeTonabl OIpeaeaeHus
AKTUBHOCTH  aMUJIOJIUTUYECKHUX,  MPOTCOJUTUYECKUX,  IEKTOJUTUYECKUX, KCWJIAHO- U
LEJUTIOJIONIMTHYECKUX  (epMeHTOB. TpeOoBaHMs K TIOKazaTessiM KadecTBa M OE30MacHOCTH,
(epMEHTHBIX IpenapaToB.

9. IlpaBuna GMP npuMeHHTETbHO K OMOTEXHOJIOTHIECKOMY MPOU3BOJICTBY, NpaBuia GMP
U Mepbl 6€30MaCHOCTH IPU pabOTe ¢ PEKOMOMHAHTHBIMH IITAMMAaMH-TIPOAYLIEHTAMHU.

Tembl pedeparon

a. OCHOBHBIE IIOJIOKEHUS CTAHAAPTU3ALMH.

b. 3akxon Poccuiickoii penepannu «O TEXHUYECKOM PETYIUPOBAHUNY.

c. 3axoH Poccuiickoit peaepanun «O06 oOeCrieUeHUH €TUHCTBA U3MEPEHUI.

d. 3akon Poccmiickoii ¢enepammun «O 3amuTe TpaB MOTpeOHWTENEH» KaK  aCIeKT
TEXHUYECKOTO PEryIupOBaHMSL.

e. [TocynmapcrBenHas cuctema cranpaprusauuu PO.

f. HopmaruBHO-TeXHUUYECKHUE JIOKYMEHTBI, UCTIONIb3yEMbIe B HPOU3BO/ICTBE
OMOTEXHOJIOIMYECKON MPOTYyKLIUH.

g. HopmatuBHBIE TOKYMEHTBI, pErJIaMEHTUPYIOLIUE KaueCTBO U O€30M1aCHOCTh NMPOIYKTOB,
HOJYYEHHBIX OMOTEXHOJIOTHYECKUM Iy TEM.

h. Wnenrudukanms MEKpOOpPraHU3MOB, OOHAPYKEHHBIX B BO3/1yXe MHUKPOOHNOIOTHIECKOM
71a00paTOPHH.

2. Dtansl BBIIENEHNS YUCTHIX KyJIbTYP MUKPOOPTaHU3MOB.

3. KoHTpoas kauecTBa BOJbI 1O (PU3UKO-XMMHUYECKUM MOKA3aTEISIM.

4. Metoasl KOHTpOJIsI OaKTEPUOIOTMUECKUX MUTATENbHBIX cpea. IIpoBeneHre KOHTpOIs
KaueCcTBa MUTATENbHBIX CPENL.

5. Opranuszanus BHYTPEHHET0 KOHTPOJS KayecTBa CAaHUTApHO-MHUKPOOHMOIOTHYECKUX
UCCIIIOBAaHUI BOJIbI, IPUMEHSIEMOH [T HYK]] OMOTEXHOJIOTHYECKUX ITPOU3BO/ICTB.

6. KouTposas nporiecca hepMeHTaluu.

7.  KoHTpoib npornecca BbIIEIEHN YUCTOU KYJIBTYPBI JIPOAIKEHN.

8. Kontponp kauectBa TOBapHbIX (hopM MpoaykToB. [lomyueHue ToBapHBIX (opM
MpernapaTosB.

9. KoHTpoab KauecTBa CTEPHIN3ALUH U 1e3UH(PEKIINH.

10. Opranm3aiys KOHTPOJIS 3a COOJIOZICHUEM TPABUJI XpaHEHUS OMOTEXHOJIOTHYECKOM
IIPOAYKLIUH.

11. Kontpons u obecnieueHre 6€30MacHbIX YCIOBUM IKCILTyaTallMd OMOTEXHOIOTMYECKOTO
MIPOU3BOJICTBA.

12. TpeboBanus k 06e33apakMBaHUIO OTXOJ0B OMOTEXHOJIOTMUECKUX MPOU3BOCTB.

13. Tloka3zaTenu KkauecTBa OMOTEXHOJIOTMYECKOM MPOAYKLIUH.

14. KoHTpoJib KauecTBa KHUCIOMOJIOYHBIX TPOAYKTOB.

15. Kontpoib kauecTBa GepMEHTHBIX penapaToB.

16. Kontposnb kauectBa BAB.
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17. JdoxymeHTanus KOHTPOJIA Ka4yecTBa orodapmaleBTHIECKOM MPOIYKIINHI
(TeXHOJIOTUYECKHE M TEXHUYECKHI periiaMeHThl, TocynapcTBeHHast GpapMakories, hapMakorneiHbie
CTaThH).

18. Hcmonp3oBanue J1ab0paTopHBIX HHGOPMAMOHHO-ynpaBisonux cuctem (JIMYC) B
(dapManeBTUYECKON U MUIICBON MTPOMBIIIIJICHHOCTH.

19. Bugasl u cTpyKTypa JOKYMEHTALUU IPEATIPUITHS.

20. Mexnaynapoanslii cranaapt ISO (MCO) 9001-2015 «CucreMbl MEHEPKMEHTA KaueCTBa.
TpeGoBanms».

21. Mexnaynapoansriii crangapt HACCP (XACCII) ISO 22000:2005.

22. Cragmapr GMP - cucrema TpeOOBaHMII K OpraHM3alldd IPOM3BOJCTBA U
KOHTPOJIIO Ka4eCTBa JIEKAPCTBEHHBIX CPEJCTB.

23. IlpaBuna opranuzanuu J1abopaTopHbIx uccienoBanuit GLP.

24. IlpaBuna opranuzanuu KInHUYecKux ucnsitanui GCP

7.3.2. IlpomexyTouHas aTTecTalus
[TpomexxyTounas arTecTanys oOyyJaronmxcs o UCLHAIIINHE «KonTpomns
OMOTEXHOJIOTHYECKON MPOIYKIUM» IMPOBOIUTCS B (hopMe 3adyeTa Ha OCHOBAHHWH BBITOJIHCHUS

CTYACHTOM BCEX BUIOB Y4eOHOW palbOoThI, MPEAyCMOTPEHHBIX Y4eOHBIM IJIAHOM W 3alIUTHI BCEX
BUJIOB TEKYLIET0 KOHTPOJIS, YKa3aHHBIX B I1. 7.1. TaHHOM paboyeil mporpaMmbl AUCHUIUINHBL.

IIpumepHBIE BONPOCHI 1JIsl MOATOTOBKH K 324€Ty

1. [TonsiTne KauecTBa OMOTEXHOIOTUUECKON TTPOYKITHH.

2. OcCHOBHBIE NTOKA3aTeNIN KauecTBa MPOTyKTOB OMOTEXHOJIOTHUH.

3. OCOOEHHOCTH KOHTpPOJIS KauyecTBa OCHOBHBIX TPYI IMPOJYKTOB OMOTEXHOJOTHMUECKUX
IIPOU3BO/ICTB.

4. Opranu3anys TEXHUYECKOr0 KOHTPOJISI IPOAYKTOB OMOTEXHOJIOIMYECKUX MPOU3BOJICTB.

5. Busl KOHTpOIIS KauecTBa MPOAYKIUH OMOTEXHOJIOTHUECKUX MPOU3BO/ICTB.

6. MeTo/1bI KOHTPOJISI KauecTBa MPOIYKIIUN OMOTEXHOJIOTUYECKUX TPOU3BOJICTB.

7. [Topsimox oTOOpa M MOATOTOBKU POO MPOJYKTOB OMOTEXHOJIOTHH.

8. [Topsii0K MOATrOTOBKHU MPOO MPOAYKTOB OMOTEXHOJIOTHH.

9. CyImHOCTh KOHTPOJISI MAaCCOBOM J10JIM BJIaru M CyXHUX BEILLIECTB.

10. MeToa KOHTPOJISI MacCOBOM JTOJIM PEAYIUPYIONMIMX BEIIECTB M OOIIETo caxapa.

11. MeTobI KOHTPOJISE MACCOBOM J10JTU OEJIKOB.

12. Omnpenenenne ppakImOHHOTO COCTaBa OEIIKOB.

13. MeTo/1b1 KOHTPOJISI MAaCCOBOM JIOJIM JKUPA.

14. MeToa KOHTPOJIST 0OIIIETO COACPIKAHUS 30JIbI.

15. MeToapl MUKPOOHOJIIOTMYECKOTO KOHTPOJISl KayecTBa MPOJYKTOB OMOTEXHOJIOTHYECKOIo
IIPOU3BOJICTBA.

16. Ot6op mnpo® mNPOAYKTOB OHMOTEXHOJIOTMYECKOTO TPOU3BOJCTBA ISl  NPOBEIEHHS

MHUKPOOHOJIOTHYECKOTO KOHTPOJIS KayecTBa.

17. Kontpouns conepxanus B npogykrax KMAD®AHM.

18. KonTposb conepkanus B npoaykrax BI'KIL.

19. KonTpons conepxanust JpoxxKel U MIECHEBBIX IPUOOB.
20. W nenTudukaiys noTeHIMaIbHOTO PUCKA.
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21. VY cioBHs BOBHUKHOBEHUS TOTEHIIMAIBHOTO PUCKA, YCTAHOBJICHUSI MEP KOHTPOJISL.
22. MuHuMH3aLUS pUCKA.

23. TexHosornueckne MHCTPYKIUH, IPEEIbHbIE 3HAUEHUS [TapaMETPOB.

24. PazpaboTka KOpPEKTUPYIOIIMX ACHCTBHIA.

25. Onenka 6e30macHOCTH MPOAYKTOB, MOJIYYEHHBIX TyTeM MUKPOOHOTO CUHTE3A.

26. OcCHOBHbBIE IOHATHSI CEPTHUPHUKALINH.

27. Ienu u 3agauun cepTuduKaIny.

28. [IpaBoBas 1 HOpMaTUBHAs Oa3a cepTUDUKAIINH.

20. INocynapcrBenHnast cuctema ceprudukanuun PD: cTpykrypa, PyHKIIMH HUCHBITATEIbHBIX
naboparopuii U IPOU3BOAUTENEH OUOTEXHOIOTUYECKOM MPOTYKIUH.

30. OO6mue TpeboBaHUS K OpraHaM IO cepTH(UKAIUU OUOTEXHOJIOTUYECKON MPOTYyKIUU U
YCIIYT.

31. J10GpoBOIbHOE MTOATBEPK/IEHNUE COOTBETCTBUS OMOTEXHOIOTMUECKOM MPOIYKIINH.

32. O0s13aTeNbHOE MTOATBEPKIEHUE COOTBETCTBUS OMOTEXHOJIOTUYECKOM MPOAYKILINH.

33. [Topsanox cepruduray NpoayKTOB OMOTEXHOJIOTHH U ChIPBS JUIsl IPOU3BO/ICTBA [IPOYKTOB
B cootBeTcTBUU ¢ ['OCT P.

34. CepTudukaiys OMOTEXHOIOTHISCKOTO IPOU3BOJICTRA.

35. CucreMbl MEHEIKMEHTA Ka4yeCTBa OMOTEXHOJIOTUYECKON POTYKIUH.

36. OcHoBHbIE 00BEKTHI OMOTEeXHOJOTHU. OXapakTepu30BaTh OCHOBHBIE METOJbI KOHTPOJS B
OMOTEXHOJIOTHH.

37. OcHOBHbIE HaNpaBJICHH UCIIONIb30BAHUS OAKTEpPHil B OMOTEXHOIOTUU. METO bl KOHTPOJIS
OMOTEXHOJIOIMYECKON MPOAYKIIHH, TOTYYaEMbIX C TOMOLIbIO OaKTEPU.

38. OcHOBHbIE HAMPaBJICHHS UCIIOIB30BAHUS IPOAOKEH B OMOTEXHOJIOTHH. MeTOoIbI KOHTPOJIS
OMOTEXHOJIOTMYECKON MPOAYKIINU, TOTYYaEMbIX C TIOMOIIBIO JPOACKEH.

39. OcHOBHBIE HANpaBJICHHs HCIIOJB30BaHUS TPUOOB B OMOTEXHOJIOTHH. METOIbl KOHTPOJIS
OMOTEXHOJIOTHYECKON MPOAYKIIUHU, TTOTYyYaeMbIX ¢ TOMOIILIO TPHOOB.

40. OcHOBHBIE HATIPABIIEHUS UCIIOJIb30BAHUS BOJOPOCIEi B OMOTEXHOIOTHU. MeTOoAbl KOHTPOJIS
OMOTEXHOJIOTMYECKON MPOAYKIINU, IOTYyYaEMbIX C IOMOIIBIO BOAOPOCIEH.

41. OCHOBHBIE HANpaBIICHUsI HCIOIb30BAHMS TMPOCTEHIINX B ouoTexHojoruu. MeToabl
KOHTPOJIsI OMOTEXHOJIOTUYECKON TPOAYKIIHH, TOTyYaEeMBIX C TIOMOIIBIO MMPOCTEHTIIHX.

42. OcHOBHBIE HaINIPaBJICHUS UCIIOIB30BAaHUS KYIbTYPhl TKAHEW PACTeHU B OMOTEXHOJIOTHH.

43. OcHoBHbIE HampaBlIeHUS UCTIOIb30BAHUS KYJIbTYpPbl TKAHEH JKUBOTHBIX B OMOTEXHOJIOTHH.

Metoapl KOHTPOJST OMOTEXHOJIOTUYECKON MPOAYKIIUH, MOJIYyYaeMbIX C TIOMOIIBIO KYJIbTYp TKaHEH
JKABOTHBIX.

44. OcHOBHbIE HAINpaBJIEHMsI UCIIOJIb30BAHUS BUPYCOB B OMOTEXHOJIOTMHU. MeToabl KOHTPOJIS
OMOTEXHOJIOTHYECKON MPOAYKIINH, TIOTYYaeMbIX C TOMOIIbIO BUPYCOB.
45. [IpakTHueckoe HMCHOIb30BaHUE TE€HHOMOAU(PHUIIMPOBAHHBIX MHKPOOPTaHU3MOB. MeToIbl

KOHTPOJISI OMOTEXHOJIOTMYECKON MPOAYKLUH, TOTYYaeMbIX C TOMOILBIO T€HHOMOIU(PHUIIMPOBAHHBIX
MHUKPOOPIaHNU3MOB.

46. Kakue pykoBoAcCTBa IO KadyeCTBY CYILECTBYIOT, KAKOBO MX HAa3HAYEHHUE U IOJIOXKEHUE I10
HEpAPXUH.

47. Mexnaynapoansiii  ctanaapt MCO 9001:2008 «Cuctembl MeHEIKMEHTa KadecTBa.
TpebdoBanus» (ISO 9001:2008 «Quality management systems - Requirement.

48. Cucrtema MeHEPKMEHTA ¥ 0€30MacCHOCTH MUIIEBOM npoaykuuu, konneHnuus XACCIL

49. [TpaBuna GMP.

50. [IpaBuna opranu3zanuu 1a00paTOPHBIX UCCIICTOBAHUH.

51. Opranuzanys KIMHAYECKUX UCTIBITAHUH.

52. Kakue Tumbl TeXHUYECKUX PETIIaMEHTOB CYLIECTBYIOT U YEM OHHU APYT OT APYra OTIUYAIOTCA.
53. Paznenbl TEXHUYECKOTO perjiaMeHTa.
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54. OOBEKTHI OTPACICBON CTaHIAPTU3AIUH.

55. ®dapmakonelHble cTaTbi. VX Ha3HaueHHe.

56. Bubl noBpexaaromero AeMcTBUs OMOTEXHOIOTMUECKUX POU3BOCTB.

57. KonTponbs u obecnieueHrne 0€30MaCHBIX YCIOBHMA IKCILTyaTalluud OMOTEXHOJIOTUYECKOTO
IIPOU3BOJICTBA.

58. TpeboBanus k 00€3BPEKUBAHUIO OTXOIOB OMOTEXHOJOTUIECKIX TIPOU3BOJICTB.

59. MuKpOOHOIOTHYECKUN KOHTPOJIb CHIPBSI.

60. MukpoOHOIOTHYeCKUN KOHTPOJIb IIEJIEBBIX IMMPOTyKTOB.

61. KoHTposb 1pu moAroToBKe 000py10BaHUS.

62. Uro Takoe ne3uH(EKIus U KaK ee IMPOBOJAT, Kakue TpeOOBaHUS MO MPOBEACHUIO
Je3UH(EKINH CYIIEeCTBYOT.

63. Onpenenenre NaTOreHHOCTH U BUPYJIEHTHOCTH.

64. [Tumessie nHpeKkuUN.

65. [MpodunakTrka TUIIEBBIX HHPEKITHIA.

66. OnacHOCTh FreMOJIMTUYECKUX KOKKOB.

67. KoHnTpo:ab kauecTBa BOJbI MPU U3TOTOBICHUN OMOTEXHOJIOTMUECKOM MPOYKIIHUH.

68. MuKpOOHOIIOTHIECKUN KOHTPOJIb TOTOBBIX MPOILYKTOB.

69. 3akoHojarenpHass 0a3a KOHTPOJS MHUKpPOOPTaHM3MOB, IOMAJAIOLIUMX B IPOU3BOJCTBO

(Texnunueckuii pernameHT Tamoxennoro Coroza TP TC 021/2011, 3akon P® «O 3amute mpas
noTtpedureneiy, eaepanpublii 3aKkoH 0T 30.03.1999 N 52-03 «O caHUTAPHO-3TTHIEMHOTIOTUYECKOM
6narononyunn HaceneHus», CanlluH 2.3.2.1078-01 «I'urunennueckue TpedoBaHus 0€30MaCHOCTH U
MUIIEBON HEHHOCTH MUILEBBIX IPOIYKTOBY)

70. Mukpopranusmsl, yTH HONAJaHUs UX B IIPOU3BOACTBO.

71. 3akoHojaTenpHass 0a3a KOHTPOJS MHUKpPOOPTaHM3MOB, MOMAJAIOLIUX B IPOU3BOJCTBO
(Texnunueckuii pernameHT Tamoxennoro Coroza TP TC 021/2011, 3akon P® «O 3amute mpas
noTtpedureneiy, Geaepanbublii 3aKk0H 0T 30.03.1999 N 52-03 «O caHUTAPHO-3TTHIEMHOTIOTUYECKOM
6narononyunn HaceneHus», CanlluH 2.3.2.1078-01 «I'urnennueckue TpedoBaHus 0€30MaCHOCTH U
MUIIEBON IEHHOCTHU MUILEBBIX TPOIYKTOBY).

72. TpeboBanust k 0OPMIICHHIO HOPMATUBHO-TEXHUYECKOW JOKYMEHTAIIUM Ha OHOIpenapaTs
OTEUYECTBEHHOT'O U UMIIOPTHOTO ITPOU3BOICTRA.
73. Mexnaynapoansiii  ctapgapt MCO 9000:2011 «CucteMbl MEHEIXMEHTa Ka4yecTBa.

OcnoBHble nosoxxeHus u ciaoBapb» (ISO 9000:2011 «Quality management systems — Fundamentals
and vocabulary»).

74. Yro Takoe kauecTBO mpoaykuuu? Uto npezacrapiser co0oi cucreMa KayecTBa U KaKOBBI €
OCHOBHBI€ 3JIEMEHTHI?

75. Uro Takoe «mosuMTHKa B oOmacTH KadecTBa»? KakoBO MOMKHO OBITH coOfep)KaHuE
IIporpamMmsl KayecTsa?

76. OCHOBHBIE BU/IbI IEATEIEHOCTH METPOJIOTUYECKOM CITyKObI IPEATIPUSATHSL.

77. uxn PDCA.

78. HcTounuky onacHOCTH Ha OMOTEXHOJIOTHYECKUX MPOU3BOCTBAX.

79. Kontponp u obecrnieueHne 0€30MacHBIX YCIOBHH JKCIUTyaTallud OMOTEXHOJIOTHYECKOTO
IIPOU3BOJICTBA.

80. MukpoopranusMsl ChIpbs, BO3yXa, alfnapaTrypbl 1 TPyOOIIPOBOJIOB.
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