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1. Hesu, 3a1a4m U NIaHUPYeMble Pe3yJILTAThI 00y4eHus! o
JAUCIHUTITNHE

K 0CHOBHBIM 1eJISIM OCBOCHUS TUCIUILTHHBI « KOHTPOJIE OMOTEXHOIOTHYECKON PO TYKIIHH)
ClIe/lyeT OTHECTH: (POPMHUPOBAHUE Y CTYJIEHTOB 3HAHWUN 00 OpraHM3alMy U MPOBEACHUU KOHTPOJIS
KauecTBa ChIPbs, IPOMEXYTOUYHBIX M TOTOBBIX IPOJYKTOB, 3HaHWH O cepTUdUKAMU
OMOTEXHOJOIMYECKUX MPOIYKTOB IS JAIHEUIIIEro UCIOIb30BAHUS B HAYYHO-UCCIIE0BATEIbCKON
1 IpoeCCUOHATILHOM ACSTEIBHOCTH.

OCHOBHBIMH 3aa4aMM Kypca sBJsieTCsl JOPMUPOBAHHUE Y CTYJIEHTOB 3HaHHH 00 OCHOBHBIX
KPUTEPUSX KauecTBa MPOAYyKTOB OMOTEXHOIOIMYECKUX IIPOU3BOJICTB, OCBOEHUE OCHOBHBIX METOJIOB
(PU3UKO-XMMHUYECKOT0, OMOJIOrMYECKOTro KOHTPOJIS KauecTBa M 0€301acHOCTH OMOTEXHOJIOrMUECKOM
NPOAYKIUH U OCBOCHUE TEXHOJIOTHU CePTUHHUKALME OHOTEXHOIOTHYESCKOM MPOIYKIIUH.

OO0yuenue mo aucuuruinHe «KOHTPONIb OMOTEXHOJIOTHUECKOI MPOMYKLINM» HAIpaBICHO Ha
(hopMHpoBaHKE Y 00YYAIOUIUXCS CIIEAYONIMX KOMITCTCHIIMN:

Koa u HaumeHoBaHue HNHauKaTOPBI AOCTUKEHUST KOMIIETEHIUH
KOMIIETEeH Ui
IIK-3. Crocoben - 3HaeT METO/IbI U CPE/CTBA TUIAHUPOBAHUS HAYYHBIX

OCYHIECTBJIATH ITOAT'OTOBKY HCCIICIOBAHHHA 1 OIIBITHO-KOHCTPYKTOPCKHUX pa3pa60TOK, MCTOObI
OJIEMEHTOB JOKYMEHTAllMH, pa3pa60TKn TEXHUYICCKON JAOKYMCHTallUH, HOPMATUBHBIC 6assbl JUI

NIPOEKTOB IIJIAHOB U COCTaBJICHHS 0030POB, PEIIeH3HH, OT3bIBOB, 3aKITIOUCHHHN Ha
MIPOTPaMM NIPOBENEHHUS TEXHUUYECKYIO JOKYMEHTALUIO;
OTZAENBHBIX 3TAOB PaboT - yMeeT IPHMEHATh HOPMATUBHYIO JOKYMEHTALHU0, 0(OPMIIATh

MIPOEKTHI KaJICHJAPHBIX IIJIAHOB U IIPOrPaMM IPOBEICHUS
OT/ENBHBIX JJIEMEHTOB HAyYHO-UCCIIEIOBATEILCKUX U OIBITHO-
KOHCTPYKTOPCKUX paboT, 0hOPMIIATE 31€MEHThI TEXHUUECKOU
JOKYMEHTAIIUU Ha OCHOBE BHEIPEHUS PE3yIbTaTOB HAYyYHO-
HCCIIEI0BATENbCKUX PaboT;

- BJIaJieeT HaBbIKAMH COCTAaBIICHHS HH(OPMAIMOHHBIX 0030POB,
TpOBeIeHUs PaboT IO (POPMUPOBAHUIO ITEMEHTOB TEXHHIECKOI
JOKyMEHTAIIUH HAa OCHOBE BHEIPEHHS Pe3yIbTaTOB HAyYHO-
HCCIIETIOBATENIbCKUX PaboT, pa3paboTKH MPOTrpaMM IPOBEICHHS
OTJIETBHEIX AJIEMEHTOB HayYHO-MCCIEA0BATEIbCKUX H OIBITHO-
KOHCTPYKTOPCKHX paboT

IK-7. Criocoben - 3HaeT TEXHOJIOTHIO U KOHTPOJIb Mpou3BoicTBa BAB;
OCYIIECTBIIATH KOHTPOIIb MOKa3aTelld KauecTBa OMOTEXHOJIOTMYECKON TIPOYKIIHH;
Ka4yecTBa ChIPbS, CTaTHUCTUYECKHE METO/IbI YIIPABJICHUS] KAYECTBOM MPOAYKIINY;
MIPOMEKYTOUHBIX BHJbI Opaka M ero y4yer B IIPOU3BOACTBE OMOTEXHOIOTHIECKON

MPOAYKTOB U roTOBbIX BAB | mpoayxkiuu;

B COOTBETCTBHHU C - yMeeT IPOU3BOIUTH aHAIN3 Ka4eCTBa ChIPbs IS
periamMeHToM OMOTEXHOJIOIMYECKOr0 IIPOU3BOJICTBA B COOTBETCTBUH C
periJaMeHTOM; ONPEAEIATh COJIepKAHUE OCHOBHOIO BEIIIECTBA B

roroBbix BAB; onpenensTh akTHBHOCTB JICHCTBYIOIIETO BEIISCTBA




B FOTOBOM OMOTEXHOJIOTMYECKOM IIpenapaTe; OIpeeiTh
coZiep’)KaHue KJIETOK MPOIYIIEHTa B IIPOAYKTaX, HOMYy4EHHBIX C
TTOMOIIBI0 MHKPOOPT'aHU3MOB; aHAJIN3UPOBATh IIPETCH3UH OT
notpebuTeNneii Mo KauyecTBy MPOIYKIHH OHOTEXHOIOTHYECKOTO
MIPON3BOJICTBA; BECTH yUeT Ne(eKTHOI MPOIyKINK
OUOTEXHOJIOTMYECKOTO ITPOU3BOACTBA; aHATN3UPOBATH TPHYMHBI
MOSIBJICHUS Ne(EKTHOH IPOIYKIMH OHOTEXHOJIOTHIECKOTO
MIPOU3BOJCTBA, TPOU3BOANUTH pacdeT BEPOSATHOCTH (HaKTOPOB
TIOSIBIICHUS ¥ 3HAYCHUH ITOCIICICTBUM;

pa3padaThIBaTh NPEITIOKEHNS [0 CHIDKECHHIO (IIPETOTBPAICHHUIO)
MIPOU3BOJCTBA A€(PEKTHBIX IPOAYKTOB,;

-BJIajieeT METOJUKAMH OLEHKU BXOJHOTO KOHTPOJIS KauyecTBa
CBIPBSI, UCIIOJIb3YEMOr0 B OHOTEXHOIOIMIECKOM MPOLIECCE;
TIPOBEJICHUS KOHTPOJIS KauecTBa IPOMEXXYTOYHOI U TOTOBOM
OMOTEXHOJOIMYEeCKON MPOAYKIMH; pACCMOTPEHHS peKiIaManuii 1mo
kayecTBy BAB; BbIsIBIEHUS! KDUTUUECKHX (OMACHBIX) (hakTOpOB
OT/ZIeNIbHBIX TEXHOJIOTHYECKHX ONepalusIX OUOTEXHOIOrHYECKOTO
MIPOU3BOJCTBA; pa3pabOTKU MEPOIPHUATHH C LIEJIbIO YCTPaHEHHS
PHMCKOB MJIM CHHKEHHS HX JI0 JOITyCTUMOI'O YPOBHS U NOBBILICHUS
0€30MacHOCTH BBIITYCKaeMOH OHOTEXHOIOTUYECKOH IPOYKIINH

2. MecTo IMCHMILUINHBI B CTPYKTYpe 00pa3oBaTe/IbHOIi MPOrpaMmsl

Hucuumnnaa «KOHTposb OHOTEXHOJOTHUYECCKON MPOJYKIHI» OTHOCHTCS K  YHCITY
npodeCCHOHANBHBIX Y4EOHBIX TUCHHUIUIMH 1o 6bibopy 0OazoBoro mmkia (b1.2.3/1.3) ocHOBHO#
00pa3oBaTebHON MPOrpaMMbl OakaraBpuara.

«KoHTpOJIb GUOTEXHOJIOTMIECKOM TIPOLYKIMU» B3AUMOCBSI3aHA JIOTHYECKH U COIEPIKATEIBHO-

METOIMYECKHU CO CIEAYIOMNMH IUCIUIIIMHAMHI U npakTrkamu OOIT:
— OHOXUMUS,
— o01ast OMONOTHS 1 MUKPOOHOJIOTHS;
— IPOIIECCHI U alapaThl OHOTEXHOJIOTHIECKUX MPOH3BOICTB;
— MPOMBINUICHHAS OHOTEXHOJIOTHS;
— OCHOBBI OHOTEXHOIIOTHH.

3. CTpyKTypa U coaepkaHue AUCUUINIHHbI
OO6wast Tpy10eMKOCTh AUCLIMILIHHBI COCTABIsIeT 3 3aueTHbIX eanHULb (108 yacos).

3.1 Buapl yueOHo# padoThl H TPYI0EMKOCTh
(o popmam 0OyueHwMs)

3.1.1. Ounas ¢popma oOyueHus

No KoaunuectBo CemecTpbl

Buj yueOHoii padoTsl wacon 8

1 | AynutopHble 3aHATHS 72 72




B Tom uucne:

1.1

Jlexun

36

36

1.2

CeMuHapcKHe/IPAKTHUECKHE 3aHATUSL

36

36

CamocrosiTeJbHas padora

36

36

B Tom uucne:

2.1

[TpopaboTKa JIEKIIMOHHOr0 MaTepraia

16

16

2.2

[ToaroroBka kK ceMuHapam

20

20

IIpome:kyTOUuHAs aTTECTALMS

3auet/aud.3a4eT/7K3aMeH

3a4eT

Hroro

108

108

3.2 TemaTH4yeCKHUil NJIAH U3yYeHHs TUCHHILIUHBI

(1o popmam 0OyueHus)

3.2.1. Ounas ¢popma oOyueHuUs

n/n

TpynoemkocTs, 9ac

Paznennl/TeMbl
JHCHMITAHBI

Bcero

AynurtopHasi paota

Jlekumn

Cemunapckue/
[PaKTUYECKUE
3aHATHSL
JlaGoparopHbie
3aHATHSL
IpakTuueckas

MOArOTOBKA

CaMocTosiTeJIbHASK

pabora

Paznen 1. XapaKkTepHcTHKa OCHOBHBIX
ITANOB OMOTEXHOJOrHYECKUX
TPOH3BO/ICTB M HX KOHTPOJIb

Tema 1. Unentudukanms
MHKPOOPTaHU3MOB, 00OHAPY KCHHBIX B
BO3JIyXe MHUKPOOHOJIOTHUECKOM
nabopatopuu

10

Tema 2. MeTopl KOHTPOJIS
GaKTEPHOIOTHUECKIX TUTATEIbHBIX CPE/I.
I[MpoBeneHne KOHTPOJIs KAYeCTBa
MTUTATETbHBIX CPEN

Tema 3. Opranusanus BHyTPEHHETO
KOHTPOJIS KAUeCTBA CAHUTAPHO-
MHKPOOHOJIOTHYECKUX HCCIE0BaHUH BOIBI,
MIPUMEHSAEMOH JUIS HYK]
6HMOTEXHOIOIMYECKUX TPOU3BOJICTB




Tema 4. KonTposb nporiecca pepMeHTanum 8 4 4

Tema 5. KOHTpOIIb KavuecTBa CTEPUITH3ALIHI 6 4 2
U Jie3uHpEeKII
Tema 6. Opranu3anus KOHTPOJISI 38 8 2 4 2

COOIIOICHNEM [IPaBUJI XPaHECHUS
O6HUOTEXHOIOTNUECKOH NIPOXYKIUU U
YTUIIM3AMH OTX00B OMOTEXHOIOMHYECKUX
IIPOU3BOJICTB.

2 Pa3pen 2. Kontpoanb kauecTBa
OMOTEXHOJIOTHYECKOi MPOIYKIHH

Tema 7. HopMaTuBHO-TeXHHYECKAS 16 4 8 4
JIOKyMEHTAIHsl B OHOTEXHOJIOTHYECKOM
[POU3BOJICTBE

Tema 8. Koutpois kauecTBa 8 2 4 2
KHCJIOMOJIOYHBIX [POIYKTOB

Tema 9. KoHTpoJb kauecTBa pepMEHTHBIX 10 2 4 4
peraparos

Tema 10. Kontpons xagectBa BAB. 6 4 2

3 Pazpnen 3. JlokyMeHTaMs CHCTEMbI
MEHEIKMEHTA Ka4yecTBa B 001 eM
JOKYMEHT0060pPOTe OPraHH3alHH

Tema 11. JlokyMeHTaLMsi KOHTPOJIS 8 4 4
KadecTBa OMoQapMareBTHISCKON
npoxayKuuu. Bunsl u crpykrypa
JIOKyMEHTALMH TIPEIPUSITHS

Tema 12. MexxayHapoJHbIe CTaHIAPTHI B 14 4 8 2
chepe MEHEKMEHTA Ka4eCTBa U

6e301acHOCTH OMOTEXHOJIOTMYECKHUX
[POM3BOJICTB M TOTOBO# MPOIAYKIUH

Hroro | 108 36 36 36

3.3 Conep:xkanne THCHUTIIHHBI

Paznen 1. XapakTepucTUKa OCHOBHBIX JTallOB OMOTEXHOJIOTMYECKHX IMPOM3BOJACTB U UX
KOHTPOJIb

Tema 1. WpeHtudukaumuss  MUKPOOPTaHHU3MOB,  OOHApYXKEHHBIX B BO3IyXe
MHUKpPOOHOJIOTHUECKOI JTabopaTopuu.

Ompenenenue o6mero MuUkpoOHoOro uuciaa. CaHUTapHO-MUKPOOHMOIOTHYECKHH KOHTPOIb
Bo31yxa. OCOOEHHOCTH IIOCTAHOBKU TECTOB Ha dTalle HACHTHU()UKALIIH.

Tema 2. MeToabI KOHTPOJISI OaKTEPHOTIOTHYECKUX MUTATENBHBIX cpell. [IpoBeneHe KOHTPOIIs
KauecTBa IIMTATEIbHBIX CPEI.

Tema 3. Opranusaiys BHyTPEHHETO KOHTPOJS KaueCTBa CAHUTAPHO-MUKPOOHOIOTHYECKUX
HCCIIEIOBaHMI BOJIBI, IPHUMEHSIEMON ISl HY)KA OMOTEXHOJIOTHYECKHX MPOU3BOJICTB.

Ompezenenue o0MUX U TEPMOTOIECPAHTHBIX KOTU(POPMHBIX OaKTepuil B Boze.

Tema 4. Kontpouns nporecca pepmeHTarmm.

OmpeneneHue KOHLEHTpauuu Ouomacchl. OmnpeneneHHe KOHIEGHTPAMH KOHEYHOTO
npoxykra. MOHUTOPHHT POLIECCOB (hepMEHTAIINH.

Tema 5. KoHTpoJIb KauecTBa CTEPUIN3ALUY U A3HHEKIUN.

Meroanueckue ykazanus. My-287-113 mo ne3suHbeKImy, TpeICTePUITH3aHOHHON OYHUCTKE
M CTEPWIM3ALMU U3JeNTUH MeJULIMHCKOro Ha3HaueHus1. CTpyKTypa JOKyMEHTa.




Tema 6. Opranusaiys KOHTPOIS 32 COOMIOACHUEM MPABII XpaHEHHUs OUOTEXHOIOTHUECKON
MIPOAYKINH U YTHIIN3ALUN OTXO0J0B OHOTEXHOJIOTHYECKUX TPOU3BOJCTB.

Llenb KOHTPONS M €ro OCHOBHBIE HAIpPaBIICHHs IpernapatoB. KOHTponb TeMmepaTypHBIX
pexxumMoB MHKyOanuu U xpaHeHusi. KoHTponb ycioBuii xpanenust Ouonpenaparos. KoHTponb 3a
MOATOTOBKOM MEIMIMHCKHX IIPEmapaToB K TpaHCHOPTHpoBaHWIO. [Ipomemypa KOHTpOIs
TEMIIepaTyphl B TEPMOCTaTax U XOJIOJUIbHUKAX.

OoOmue TpeboBaHUs K 00€33apa)XKUBAHUIO OTXOAOB OHMOTEXHOJIOTMYECKHX HPOU3BOJICTB.
OTtxo01p1, ux Knaccupukanus. CriocoObl yTHIH3ALMH.

Pazpmen 2. KoHTpoJb kayecTBa GHOTEXHOIOTHICCKON MPOTYKIHH.

Tema 7. HopMaTuBHO-TeXHHYECKAs JOKyMEHTAIMA B OMOTEXHOIOTUYECKOM IIPOU3BOJICTBE

OcHOBHbIE ONOXKEHNS CTaHAAPTU3aLMU. McTopus pa3sBuTus ctanmapTu3anuy. CTaHOBICHHUE
cranaapruzauuu B Poccun. ®enepanbueiii 3akoH Ne 162-03 «O cranpapruzauuu B Poccuiickoit
Oenepauun». OnpeneneHue, eI, 3aJadyd, NPUHIMIBI CTAHJAPTU3ALMH, OCHOBHBIC TEPMHHBI
(craHmapT, TEXHUYECKHE YCIOBHS, HAMOHAIBHBIN CTaHIApT, CTAHAAPT OPraHU3ALHN).

3akoHOomaTenbcTBO Poccuiickoii denepanuu B cdepe TEXHHIECKOTO PETYIHUPOBAHUS. 3aKOH
Poccuiickoit denepanun «O TexHHYeckoM perynupoBanuu». Cdepa perymupoBanus. Llenw,
OPUHINIBL TEXHUYECKOI'O PEryIHpOBAHHSA, COACP)KAHUE, OCHOBHBIC IIOJIOXKEHUS U TEPMHUHBI
(ceptudmKkanms, cepTUGHUKAT COOTBETCTBHSA, MOATBEP)KACHUE COOTBETCTBHS, TEXHHYECKOE
peryiaMpoBaHue, TEXHUYECKUH perjaMeHT U 1p.). PopMbl MOATBEPKICHUS COOTBETCTBHUS. 3HAKH
COOTBETCTBUS HAIIMOHAIBHBIM CTaHAapTaM. 3HaK oOpalleHNs Ha PhIHKE.

3akoHomaTenscTBO Poccmiickoit deneparyn 00 oOecrieyeHNN €AUHCTBA W3MEpEeHHH. 3aKoH
Poccuiickoit penepannn «O6 obecrieyeHHH SIUMHCTBA U3MEpEHHUi». OTHOIICHUS, PEryIHUpyeMbIe
3akoHoM. Cdepa perynupoBanusi. 3akoHonarensctBo Poccuiickoit @enepanun 06 obecnieyeHUn
€IMHCTBA M3MepEHUH (YKa3aTh KOHKPETHBIC HOPMATHBHBIC JOKYMEHTHI). OCHOBHOE COAEpKAHHE.

3akoH Poccuiickoii ¢enepannu «O 3ammTe npaB MOTpeOUTENCH» KaK acleKT TeXHUIECKOro
perymupoBanus. [lonsrme kadectBa ToBapa. I[IpaBo moTpeOuTens Ha 0e30MacHOCTH TOBapa.
OTBETCTBEHHOCTh M3TOTOBUTEIS (UCIIONHUTENS, MPOAABIA, YINOIHOMOYCHHOH OpraHW3alyd WIIH
YIOJIHOMOYEHHOTO MHAMBHIYAJIBHOTO TpENpUHUMATEN, HMIIOpTEepa) 3a HapylleHHe IIpaB
notpebuTenei u Jap.

Tl'ocynapctBennas cucrema crannaptuzanuu PO. Knaccudukanus crannapros. Kareropuu u
Bunasl ctannapros ('OCT; OCT; TVY; PJI). Ctpykrypa cranmaprta. OOs3arenbHble TpeOOBaHUS
TEeXHUYECKUX peryiaMeHToB. [IpinMenenue, pa3paboTka 1 HaA30p 32 HCIOIb30BAHIEM CTaHIAPTOB.

HopmarusHo-TexHu4Yeckue JIOKYMEHTBI, HCIIOJIb3yEMbIE B MIPOU3BOICTBE
OMOTEXHOJOIMYECKOW TPOYKIHH.

MeTozasl KOHTpPONSA KadecTBa NpOXyKIMH. OpraHonentuyeckue, (U3UKO-XMMHUYECKHE H
CaHUTapHO-TUTHEHUYECKHE (IT0Ka3aTeIn OE30IIaCHOCTH) MTOKA3aTeIN KauyecTBa.

Tema 8. KoHTposb KauecTBa KUCIOMOJIOYHBIX IIPOAYKTOB.

HopMmatuBHBIC JOKYMEHTEI, perjlaMeHTHPYOIINe TPeOOBaHHS K Ka4ecTBY, OE30MaCHOCTH U
METO/1aM KOHTPOJISI KauecTBa KUCIOMOJIOUHBIX MpoaykToB (Texuud. pernament, [OCTo1, MY u ap.).
DH3NKO-XUMHYECKHE MOKa3aTeIH KadyecTBa MOJOKAa M KHCIOMOJIOYHBIX ITPOIYKTOB, METOIBI
olpesieNieHus U TpeOOBaHMs K IMoKa3aressiM. MuKpoOHoIorus Monoka. [lokasarenn 6e3o0nacHOCTH
KHCIIOMOJIOYHBIX ITPOIYKTOB U TpeboBaHus K HUM. OllEHKa KauecTBa KUCIOMOJIOYHBIX MTPOIYKTOB
10 MHKPOOHOJIOTHYECKUM TOKa3aTeIsIM.

Tema 9. KoHTpoJIb KauecTBa PEPMEHTHBIX IPENapaToB.

HanuonanbHble U MEXrocyJapcTBEHHbIE CTaHIAPThI, BKIIOUYAIONIHE METOABI ONpe/iesICHUs
AKTMBHOCTH  aMWIOJMTUYECKHX,  IPOTEOJIMTUYECKHX,  IEKTOJIMTHYECKHUX,  KCHJIAHO- H
nesrrononutuueckux ¢epmertoB (IOCT 34430-2018 «DepMmeHTHBIE IpemapaThl Ui MHILEBOH

8



IPOMBIIUICHHOCTH. MeToJ ompeseneHuss NMpoTeoNuTHdeckor axTtuBHOCTH», I'OCT 34440-2018
«DepMeHTHBIE — IIpemapaThl JUId  NHUIIEBOH  MPOMBIIUICHHOCTH. METOIbl  OIpeNeeHIs
AMIJTOJIMTHYECKOH aKTUBHOCTH» | Ap.). [lokazaTenn kauecTBa U 6€30MaCHOCTH, TPEOOBAHHS K HIM.

Tema 10. Kortpomns kauectBa BAB.

Omnpeneneane BAB. OcHoBHBIE TpymITE BemiecTB, oTHOcsuecst kK BAB. ®dapmakonornyexoe
neiictBue HekoTopelx BAB. HopmaTHBHBIE NOKYMEHTBI, periaMeHTHpPYIOIINE TPeOOBaHHUS K
KOHTpOJI0 KauecTBa W Oe3omacHoctd BAB. Tlokasarenn kauectBa u Oe3omacHoctn BAB u
TpeOOBaHHUS K HUM.

Paspmen 3. JlokymeHTalusl CUCTEMbl MEHEDKMEHTa KadecTBa B OOIIEeM JOKyMEHT0000poTe
OpraHU3aLuu

Tema 11. JIokymeHTaIus KOHTPOJIS KadecTBa OHO(papMaleBTHYECKOH MPOAyKInH. Bumsl u
CTPYKTypa JOKyMEHTalluH IPEIPUATHUSL.

TexHonoruueckue U TEXHUYECKUH  pErJIaMEHTHl, TOCYAapCTBeHHas  (apMakores,
(hapMaKonelHbIe CTaThH.

PykoBozCcTBO 10 KauecTBY OpraHH3allu, JOKYMEHTUPOBAHHBIE NPOLERYpHL. JOKHOCTHBIE
UHCTPYKLHUY, pabouue HHCTPYKUUH. MeTobl yIpaBIeHHs J0KyMEHTaMH.

Tema 12. MexxayHaponHble CTaHZApTHL B cepe MEHEIKMEHTa KadecTBa M 0e30MacHOCTH
OUOTEXHOIOTHYECKHUX MIPOU3BOACTB M TOTOBOH MPOIYKIUH.

Mesxnynaponubsiit crangapt ISO (MCO) 9001-2015 «Cuctembl MEHEIKMEHTa KayecTBa.
TpebOoBanus».

Mexnaynaponnsiii crangapt HACCP (XACCII) ISO 22000:2005. Konmermmmus HACCP.
Hanwmonaneueiii cranmapt ['OCT P MCO 22000:2007 xax Hambosiee 3(GQpEeKTHBHAS METOAMKA
obecnedeHus 6e30MaCHOCTH MUIIEBBIX POLYKTOB. XapaKTePUCTHUKA.

Crannapr GMP - cuctema TpeOoBaHUI K OpraHU3alUuK IPOU3BOACTBA H KOHTPONIIO KauecTBa
nekapcTBeHHBIX cpencTts. Conepxkanue npaBwl GMP npiuMeHHTETEHO K OHOTEXHOIOTHYECKOMY
npou3BoAcTBy. [IpaBmra GMP u Meps! 6e30macHOCTH IpH paboTe ¢ peKOMOHMHAHTHBIMH IITAMMaMH-
IPOAYLIEHTAMH.

3.4  TemaTnka ceMHHAPCKUX/MPAKTHYECKHX H J1a0OPATOPHBIX 3aHATHIA
3.4.1. CeMuHapcKue/IPaKTHUECKUE 3aHATUSL

1. PabGorta ¢ 3axoHOM Poccuiickoii penepanyn «O TEXHUUECKOM PEryIupoBaHHny. M3yueHue
CTPYKTYypbl M OCHOBHBIX IOJOXEHHH. l3ydeHHe OCHOBHBIX TE€PMHHOB, (POPM IOATBEPXKICHUS
COOTBETCTBUSL, 3HAKOB COOTBETCTBHUS HAIIMOHAIBHBIM CTaHIApTaM U 0OpalleHHs Ha PhIHKE.

2. Pabota ¢ 00miepoccHiCKIM KITacCU(pHUKATOPOM CTAaHIAPTOB M IPYTHMH HCTOYHUKAMH IS
M3y4YeHHsl MEPEeYHS HOPMATHBHO-TEXHUYECKUX NOKYMEHTOB, PErJIaMECHTHUPYIOIINX TPeOOBaHHUS K
KauecTBY, 0€3011aCHOCTH, METO/IaM KOHTPOJIS KauecTBa OMOTEXHOIOTHYECKOH MPOTYKIIUH.

3. KonTtposis BO3myxa B MHKPOOHOJIOTHYECKOH J1aOOpaTOpHHM ¥ INPOMU3BOJCTBEHHBIX
noMelieHusX. Pabota ¢ HOPMAaTHBHOM JOKyMEHTAlMedl MO W3YYCHHIO METO/IOB CAHUTAPHO-
MHKPOOHOIIOTHIECKOTO KOHTPOIIS BO3AyXa.

4. KonTpons mporecca BEIAEICHNS YHCTOH KyJIbTypbl MUKPOOPraHu3MoB. O3HaKOMIICHHUE C
METOaMH M OJTallaMd BBIJEICHUS YHCTBIX KYJIBTYp MHKPOOPraHu3MoB. I[IpoBepka KyIbTypEI
JIPOXOKEH Ha 9UCTOTY. MUKPOCKONMHMPOBAHKE U PACCEHBAHIE HA [UIOTHBIC MUTATEIBHBIC CPE/IBL.

5. KonTpons kauecTBa BOABI AT OUOTEXHOIOIHYECKHUX HYXJ. KOHTpoab kauecTBa BOJIBI IO
OpraHOJENTUYECKUM H (PU3NKO-XUMUYECKUM ITOKa3aTelsiM. Pabora ¢ HOpMaTHBHOM TOKyMEHTAIHEi
0 M3YYCHUIO TPEOOBAHMI K CAHUTAPHO-MHKPOOHOIOTHIECKUM MOKA3aTeIISsIM.



6. V3ydyeHue TpeOOBaHMI K KOHTPOIIO KauecTBa TOBApHBIX (opM MpoAykToB. Paborta c
COOTBETCTBYIOLIEH HOPMATUBHON JOKyMEHTaIUEH.

7. KoHTponmb  KadecTBa  KHMCIOMOJOYHBIX IPOAYKTOB. PaboTa ¢ HOpMaTHBHBIMH
JIOKyMEHTaMH, PerJIaMeHTUPYIOIIUMH TPeOOBaHHs K Ka4eCTBY, O€30IIaCHOCTH M METOJaM KOHTPOJIS
Ka4ecTBa KHCIOMOJIOYHBIX INPOIYKTOB. V3ydeHne (QU3NKO-XHMMHYECKHX IIOKa3aTesied KadecTBa
KHCIIOMOJIOUHBIX TIPOJYKTOB, METOIOB OINpEJENeHHs M TpeOoBaHMI K TokasartensM. M3ydeHue
nokasaresneil 0€30IacCHOCTH KUCIOMOJIOUYHBIX NPOLYKTOB U TpeOoBaHUA K HUM. OLeHKa KayecTBa
KHCIIOMOJIOYHBIX IIPOJYKTOB II0 MUKPOOHOTOTHYECKIM ITOKA3aTEIIAM.

8. Konrpons kadecTBa (pepMEHTHBIX IpermapaToB. Pabora ¢ HalMOHATPHBEIMH U
MEXTIOCyJapCTBEHHBIMU ~CTaHAapTaMH, BKIIOYAIOIMMH METOJABl OIpPEACNCHHS aKTHBHOCTH
AMWIOIUTHYECKUX, IPOTEOTUTHYECKUX, NEKTOIMTHYECKHX, KCHIAHO- U LE/UIFOJIONUTHYECKUX
(epmenTOB. 3yueHne nokaszareneit kadyecTBa U 0€30MaCHOCTH, TPEOOBAHUIT K HIM.

9. Padora ¢ I'OCT P 52249-2009 «IIpaBmia mHpoM3BOACTBA M KOHTPOJST KadyecTBa
JeKkapcTBeHHbIX cpexct» - Good manufacturing practice for medicinal products (GMP) no
H3y4eHHIo conepskanus mpasuwi GMP IprMeHHTENPHO K OHOTEXHOJIOTHYECKOMY IPOHM3BOJCTBY,
npasmwia GMP u mep 6e3onacHocTH pH paboTe ¢ peKOMOMHAHTHEIMH [ITAMMAaMHU-TIPOIyLIEHTaMH.

3.5 TemaTnka KypcoBBIX MPOEKTOB (KYPCOBBIX padoT)
Her

4 YuedHo-meToanyeckoe u HHGPOPMALHOHHOE 00ecTeYeHne
4.1 HopmatusHblie 10kyMeHTHI # TOCThI

1. ®enepanbublii 3akoH Ne 162-03 «O crangaptuzanuu B Poccuiickoii denepauny.

2. ®enepanbHblil 3ak0H "O TEXHUYECKOM peryiaupoBaHuu" oT 27.12.2002 N 184-D3.

3. MVK 4.2.2942-11 «MeTozbl CaHUTApHO-OAKTEPUOIOTHYCCKIX UCCIIEI0BAaHUI 0OBEKTOB
OKpY’Karolieil cpesibl, BO3yXa U KOHTPOJIS CTCPHIBHOCTH B 3aMKHYTBIX IIOMEIICHUIX).

4. TOCT P 1CO 16000-1-2007 «Bo3myx 3aMKHYTBIX IIOMEIICHUI.

5. MYK 4.2.2886-11 «Metonsl KOHTpONs. bBuonmorndeckue M MHUKPOOHOIOTHYECCKUE
(axTopbD».

6. 'OCT P 52249-2009 «IIpaBmia mpoM3BOACTBA M KOHTPOJS KayecTBa JICKAPCTBEHHBIX
CpEICTBY.

7. TOCT 34430-2018 «DepmeHTHBIC IIpenapaTsl AT MUIEBONH NPOMBIIITIEHHOCTH. MeTox
OIIpe/ieNIeHNs IPOTEOTUTHIECKOH aKTUBHOCTI.

8. I'OCT 34440-2018 «DepMeHTHBIE penaparthl sl THIIEBOH MPOMBIIIIIEHHOCTH. MeTo bl
OIpe/IeNICHHS] aMUIIOTIUTHICCKOH aKTUBHOCTH.

9. PykoBoxctBo P 4.1.1672-03. PykoBOACTBO MO METOAaM KOHTpPOJS KauecTBa |
06€30IaCHOCTH OMOJOTHYECKH aKTUBHEIX J00OAaBOK K ITHIIE.

4.2  OcHoBHasi JIuTEpaTypa

1. Opranusanusi GHOTEXHOJIOIHYECKOTO IPOU3BOJCTBA : y4eOHOE mHocobue Juisi By30B /

A. A. Kpacnomranoa [u  gap.]; mnox pemakuueid  A. A. KpacHomrranoBoit. — Mocksa :
WznarensctBo HOpaiit, 2023. — 170 ¢. — (Bsicmiee oopasoBanue). — ISBN 978-5-534-13029-4. —
Texcr : onekrponHslid // OOpasoBarenbHas 1uardpopma IOpaiir  [caiit]. — URL:

https://urait.ru/bcode/519139 (nata obpamenus: 08.09.2023).
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4.3  JlonmoJHUTEIbHAsS JUTEPaTypa

1. l'openbuukoBa, E.A.  Merogsl KOHTpons M CepTHOUKAMN OHOTEXHOJIOTMYECKUX
MIPOAYKTOB : KPaTKHi KypcC JIGKIWH Ui CTYACHTOB 4 Kypca HampasiieHHs rmoarotoBku 19.03.01
Buorexnonorus / Cocr.: E.A. I'opensaukosa // @I'BOY BO «Caparosckuit AY». — Caparos, 2016.
—47c.

2. Kosanera, C.B., ®aycr, E.A. KoHTponb kadecTBa OHOTEXHOJOTHYECKUX IPOU3BOJCTB:
KpaTkuit Kype sekuuii juia crynenros 111 kypca Hanpaienust noaroroBku 19.03.01 buorexnosnorus
/ Coct.: C.B. KoBanesa, E.A. ®ayct // ®I'BOY BO Capatosckuii 'AY. — Capatos, 2015. — 57 c.

3. Hdenyx, A.A. TexHu4yeckoe peryJupoBaHHE W METPOJOTHS: KPATKHH Kypce JISKIMH Ui
CTY/IEHTOB CIIELIMAILHOCTH (HarpaieHust noArotoBku) 27.04.01 «Cranpaptusanus 1 METPOJIOT U
/ Cocr.: A.A. [enyx.// ®I'OY BIIO «Caparosckuii 'AY». — Caparos, 2015. — 79 c.

4.4  DnexkTpoHHBIE 00pa3oBaTeIbHbIE PeCYPCHI
3O0P ne pazpaboran

45 JluneH3noHHoe W  CBOOOJAHO  pacHpocTpaHseMoe  TPOrpaMMHOe
o0ecrneyeHue

Her

4.6  CoBpemeHHbIe NpodeccHOHATBHBIE 0a3bl JAHHBIX U MH(OPMAIMOHHBIE
CNpaBoOYHbIE CHCTEMbI

HET

5. MaTepuaiabHO-TeXHUYeCKOe 00ecreyeHmne

Jns peanuzanuu pabodeii mporpaMMbl HCIIONB3YIOTCS:

Jlexmmonnas aymuropus kadenpsl «Xumbmorex» ABS5504. (115280, r. Mocksa, yiI.
ABro3aBonckas, A. 16 crp. 1 (xopmyc 5)), obopymoBaHHas: CTOJIBI y4eOHbIE CO CKAaMBSIMH,
ayJUTOpHasi JOCKA, MyJIbTUMEAUHHBIA KOMIUIEKC (IepeHOCHOH IIPOEKTop, HOyTOYyK). Pabouee MecTo
HpernojaBarelis: CToll, CTyJL.

AyauTopHs Ul CeMHHapCKHX M NPAKTHYECKUX 3aHATHH Kadenapsl «Xumbuorex» AB5404a
(115280, r. Mocksa, yi. ABro3zaBoickas, I. 16 crp. 1), obopynoBaHHas: cTOJbI yueOHbIE €O
CKaMbsIMHU, ay[HTOpHAas NOCKA, MyJIbTHMEAMHHBIH KOMIUIEKC (NIEPEHOCHOH NPOEKTOp, HOYTOYK).
Paboyee MecTo mpenopaBaTes: CTON, CTYIL

Jlaboparopust kadenpsl «Xumbuorex» AB54056 (115280, r. MockBa, yi1. ABTo3aBOACKas, I.
16 crp. 1 (xopmyc 5)), obopymoBanHas: JlaGopaTOpHbIe CTOJBI, BBITSDKHOW miKad, Bechl
npenusnorusie KERN, Becsr anamuruueckue Vibra, maraurasie Merranku, cekrpodoromerp [IB3-
5300, pH-meTp DKOHHKC, XUMUYECKast MONWKA, XUMHUUECKUE PEAKTUBBI, XMMUYECKas MOCYa.

Jlaboparopus xapenps! «Xumbrnorex» AB5406a (115280, r. Mocksa, yin. ABTO3aBOACKas, .
16 ctp. 1 (5 xopmyc)), oOopymoBaHHas: J1abOpPaTOpHBIE CTOJNBI, OHOPEAKTOp, YCTaHOBKA
OapoMeMOpaHHOW  (UIBTpAalMM, BaKyyMHBIH  CYIIMJBHBIM  mKad, MmIelKep-HHKyOaTop
MHKPOOHOJIOTHIECKHH, (OTOOHOPEAKTOpP, yCTAHOBKA I KYJIbTHBUPOBAHUS (HOTOTPO(OB.

Peanuzanus yueGHON mporpaMMbl JOJDKHA 00ECTICUMBATHCS JJOCTYIIOM Ka)KIOTO CTYAEHTa K
MH(OPMALIMOHHBIM pecypcaM — OMOIMoTeuHOMY (POHMY U CETEBBIM pecypcaM MHTepHeT.
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6. MeToaquuecKue peKOMeHIAUU

6.1. Meroauueckue peKOMEHIALMH JUISI TPENoJaBaTe]s M0 OPraHU3ALUH
o0y4eHust

OcHoBHast (popMa M3yUeHUs U 3aKPEIUICHUs 3HAHMH M0 TAHHOH INCHMIUIMHE — JIeKIIHOHHASL
U IIpaKkTHYecKasl.

OcHOBY y4eOHBIX 3aHATHH MO JUCHUIUIMHE COCTABIIOT JICKIMU. B Xoxe Jekiuit
NperioiaBaTellb M3JaraeT M Pa3bsCHSAET OCHOBHBIC, HAUOOJICE CIIOXKHBIC ITOHSTHS TEMBI, a TAKKe
CBsI3aHHBIC C HEM TEOPECTUYCCKHUC U IIPAKTUICCKUEC HpOGJ’ICMH, JAacT pEKOMEHAANU I10 IMOATOTOBKE K
NPAKTHYICCKOMY 3aHATUIO U YKa3aHUsI Ha CAMOCTOATCIIbHYIO pa60Ty.

Ha TIEPBOM 3aHATHUH T10 ]IaHHOﬁ yqe6H0171 JUCHUILINHEC H€06XO}IHMO O3HAKOMUTH CTYJACHTOB
C IMOPSAAKOM €€ U3YUCHUS, PACKPBITH MECTO U POJIb JUCHUIIJIMHBI B CUCTEMC HAYK, €€ IIPAKTUYCCKOC
3HAUCHHE, IOBECTH J0 CTYJCHTOB TpeOOBaHMUS Kadeaphl, OTBETHTH Ha BOIPOCHL. Bo BeTynmTensHOM
YacTH JICKIIMU 00O0CHOBATh MECTO U POJIb M3Y4aeMOil TeMbl B YYEOHOW IAMCIMIUIMHE, PACKPBITH e
MIPaKTHYECKOE 3HAYCHHE.

B X0I€ JICKIMMOHHOIO 3aHATHA NPENoAaBaTeiib NOJDKEH Ha3BaThb TEMY, y‘{e6HbIe BOIIPOCHI,
O3HAKOMUTH CTYJCHTOB C NIEPEYHEM OCHOBHOM 1 HOHOHHHTCHLHOﬁ JIMTEPATYPHI 10 TEME 3aHATUS. B
OCHOBHOW YacCTH JIEKIMH CJIEAYET PACKpBITh COlep)KaHHe y4eOHBIX BOIPOCOB, AKLUEHTHPOBATh
BHUMAHUE CTYJACHTOB Ha OCHOBHBLIX KaTE€ropusax, SABJICHUAX H MHOpoLEcCax, 0COOEHHOCTSAX HX
IIpoTeKaHUs. PacKpbIBaTh CYITHOCTb U COAEPKAHUE PA3IUYHBIX TOUEK 3pEHUS U HAyUHBIX [TOJIXOA0B
K OOBSACHEHUIO TeX WU WHBIX fABJIEHUHM U mporeccoB. CiemyeT apryMEHTUPOBAaHO OOOCHOBATh
COOCTBEHHYIO MO3MIMIO MO CIIOPHBIM TEOPETHYECKHM BONpOCaM. I[IpHBOIUTH IPHMEpHI.
IpenonaBatens DOMKEH PyKOBOAWUTH PAbOTOM CTYJEHTOB IO KOHCIIEKTUPOBAHUIO JIEKIMOHHOIO
MaTepuana, MOA4epKHBATh HEOOXOAUMOCTb OTPa)KCHHMS! B KOHCIEKTaX OCHOBHBIX MOJIOXKCHHMIt
U3y4aeMOMt TEMBI.

B 3aKim0uNTENbHOM YaCTH JIEKIHN HEOOXOANMO cHOpMyIHPOBaTH OOIIHE BEIBOABI TI0 TEME,
PpacKpbIBarOINE COACPIKAHUEC BCEX BOIIPOCOB, ITOCTABJICHHBIX B JICKLIHUU. OOBABUTE TUTAH 0o4epeaAHOro
CEMUHAPCKOI'0 3aHATHA, AaThb KPATKUE PEKOMEHAAUHWW I10 IOATOTOBKE CTYACHTOB K CCMUHApPY.
Ol'[peJICIII/ITL MECTO U BpEMs KOHCYJIbTallUM CTYACHTAM, ITOKCJIaBIIUM BBICTYIIMTH Ha CEMHUHApE C
JIOKJIaJaMH 1 pedepaTaMu 1Mo aKTyaJIbHBIM BOIIPOCaM 00CYXIaeMOi TEMBI.

Llenp mpakTWYecKHX 3aHATHH - OOECICUHTh KOHTPOJb YCBOCHHS Y4eOHOro Marephaia
CTyJCHTaMH, paCIINpeHHe W YIIIyOleHWe 3HAHWI, NOIYYCHHBIX MMM Ha JIEKIHAX M B XOJe
CaMOCTOSTEIBHOH PaboTHL.

ITocne KaXXJ10r0 JICKHUUOHHOI'O U IPAKTUICCKOI'0 3aHATUA CACIATh COOTBETCTBYIOIILYIO 3alIUCh
B JKypHajlaX ydeTa IOCEIAeMOCTH 3aHSATUH CTyJEHTaMM, BBLICHHTb y CTapoCT Y4eOHBIX TPy
NPUYUHBL OTCYTCTBUSA CTYACHTOB Ha 3aHATUAX. HpOBOZLI/ITb TPYNIIOBbIE W HWHAWBUAYAJIbHBIE
KOHCYJIbTallUKM CTYJACHTOB IO BOIIPpOCaM, BO3HHUKAIOUIIMM Yy CTYACHTOB B XOJA€ HUX MNOATIOTOBKH K
TEKylled M NPOMEXYTOYHOH arTecTanuy 10 Y4eOHOH IUCLUIUIMHE, PEKOMEHIOBaTh B IOMOIIb
y4eOHbIe U JIPyTrie MaTepuaibl, a TAKXKe CIIPaBOYHYIO JIUTEPATypy.

6.2. MeTonnquKne YKazaHud Uit oﬁyqaloumxcsl 10 OCBOCHHUIO JUCIHUIIIMHbI
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JucnunnuHa «KoHTpoiab OMOTEXHOIOTHUECKON MPOMYKIUM» NPEAyCMAaTpUBACT JEKIHU U
NpaKkTHYECKUE 3aHATHA. VM3yueHue OUCHUMIUIMHBI 3aBEPLIAETCS 3aYeTOM. YCIELUIHOE H3Yy4eHHE
JUCHUIUIMHBL TpeOyeT MOCemIeHHs JeKIUH, aKTUBHOM pabOThl Ha IPAaKTUYECKUX 3aHATHUIX,
BBIIIOJIHEHHS Y4eOHBIX 3a/laHUM IperojaBaTells, 03HAKOMIICHUsS] C OCHOBHOM U JOIOJIHUTEIbHOH
JIUTEpaTypoil.

IIpu noaroroBke K JEKUHOHHBIM 3aHATUSAM CTyICHTaM HEOOXOAMMO Iepel] OdepenHOoi
Jexnueil HeoOXOAMMO HPOCMOTPETh II0 KOHCHEKTY MaTepHan INpeablaylell nekmuu. Ilpn
3aTPyJHCHUAX B BOCIPHUATHM MaTepHaia CleIyeT OOpaTHThCS K OCHOBHBIM JIMTEPaTyPHBIM
nucrounnkaM. Eciu pa3oOpartbest B MaTeprale OISITh HE YAAJIOCh, TO 0OpaTHTECh K JIEKTOpY (IO
rpadKy ero KOHCY/IbTAINH) MM K IIPEIOJaBaTeN o Ha IPAKTUYECKHUX 3aHATHSX.

IMpakTryeckue 3aHATHS 3aBEPIIAIOT H3ydeHHe HanOoIee BaXKHBIX TeM yIeOHON JUCIIUILTHHEL.
OHu ciy»KaT IS 3aKperuIeHHs U3yUYeHHOTO MaTepualla, pa3BUTHs YMEHHH M HaBBIKOB MOATOTOBKU
JOKJIQJIOB, COOOIICHUH, NPHOOPETCHUS OMNBITA YCTHBIX ITyOJWYHBIX BBEICTYIUICHHH, BEICHUS
JUCKYCCHH, apTyMEHTAallUH U 3aIUTHl BBIABUTAEMbIX [OJIOKEHHH, HABBIKOB IIPAKTHYECKOI pabOTHI
B JabopaTopuu OHOTEXHONOTMH, a TAakKe JUIT KOHTPONA TIPENofaBaTeleM CTETeHH
HOATOTOBIEHHOCTH CTYJIEHTOB II0 U3y4aeMOH IUCLUILIUHE.

IIpy nmoaroToBke K MPAaKTUYECKOMY 3aHSTUIO  CTYIEHTHI HMMEIOT  BO3MOXHOCTh
BOCIIOJIb30BaThCsl KOHCYJIbTALUSAMU NIPENOJaBaTENs!.

[pu noAroToBKe K MPaKTUYECKUM 3aHATHAM CTYICHTaM HEOOXOJUMO:

IIPUHOCUTb C CO00Il pEeKOMEHIOBaHHYIO IpeHojaBaTeNeM JIUTepaTypy K KOHKPETHOMY
3aHATHIO;

J0 OYEPEIHOro IPAKTHYECKOTO 3aHATHSA [0 PEKOMEHIOBAHHBIM JINTEPATypHbIM HCTOUHHKAM
npopaboTaTh TEOPETHUECKHI MaTepuai, COOTBETCTBYIOMIEH TEMBI 3aHSTHS;

B HauaJle 3aHATUH 3a1aTh PENoJaBaTeto BOIPOCH 10 MaTepUally, BbI3BaBILIEMY 3aTPyJHECHUS
B €ro IIOHUMAaHUH U OCBOCHUH IIPH PELICHUH 3a1a4, 3aJaHHBIX A1 CAMOCTOATEIBHOIO PELCHHS;

B XOJI¢ CEMHHApa JaBaTh KOHKPETHBIE, YSTKUE OTBETHI IO CYIIECTBY BOIPOCOB;

Ha 3aHATHU JOBOIUTh Ka)KIYIO 3a4ady 10 OKOHYATEIbHOIO pELICHHs, AEMOHCTPUPOBATH
TIOHNMaHHUe MPOBEJACHHBIX PAacUeTOB (aHATIN30B, CHTYaIHil), B CIydae 3aTpyIHEHHI 00pamaThes K
NIPENoJaBaTENIo.

CryzneHTaM, NPOIYCTUBIINM 3aHATUS (HE3aBUCHMO OT IPUYHH), HE UMEIOIIUE IUCbMEHHOTO
peleHus 3aa4 WK He IOArOTOBUBIINECS K JAHHOMY NPAaKTUYECKOMY 3aHATUIO, PEKOMEHIYETCs HE
HO3XKe, YeM B 2-HEJIeNbHBIH CPOK SBUTHCA HA KOHCYIBTALHUIO K MPENOAABATETI0 U OTYUTATHCS IO
TeMe, U3y4aeMoH Ha 3aHITUH.

CTyzeHTbl, He OTUUTABIIHECS 110 KaXK0H HeNpopabOTaHHON MU Ha 3aHATHAX TeMe K Hadalry
3a4eTHOM CECCHM, YIYCKAlOT BO3MOXHOCTb IIONYYUTh IIOJIOKCHHbIE Oa/uisl 3a paboTy B
COOTBETCTBYIOILIEM CEMECTE.

7. DoHJ OLIEHOYHBIX CPEICTB
7.1. MeToabl KOHTPOJIS U OLCHUBAHUSA Pe3yJbTATOB 00y4eHUs
Jlo nathl MpoBeNeHHs IPOMEXYTOUHOH aTTEeCTALMH CTYACHT HOJDKEH BBIIOIHUTB BCE PAOOTEL,

NpeyCMOTPEHHbIE HACTOAIIEeH pabodell IporpaMMoil AUCIUIUINHBL
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Iepedens 06s3aTeNbHBIX pabOT, BEIONHAEMBIX B TCUEHHUE CEMeCTpa:

— yCTHBIH ompoc, codecenoBaHue;

— IpakTHueckas padora,

— pedepar.

7.2. IlIkaja 1 KPMTepUHU OLleHUBAHHS Pe3yJbTATOB 00y4eHHUS

IpomexxyTouHas arrectanust oOydarommxcsi B popMe 3auéra MPOBOJUTCS IO pe3yJIbTaTaM
BBINIOJIHEHHSI BCEX BHUJIOB Y4eOHOH pa0OTHI, NMpPEIyCMOTPEHHBIX YUYEOHBIM IUIAHOM MO JaHHOH
JCIUILIMHE (MOJYJIIO), IPH 3TOM YYHUTHIBAIOTCS PE3YJIbTaThl TEKYIIETO KOHTPOJIS YCIIEBAGMOCTH B

TCUCHUEC CEMECTpa. OHCHKa CTCIICHU OOCTUXCHUA 06yqar0anHcsr IJIaHUPYEMBIX PE3YJILTATOB

06y‘IGHI/IH 10 JUCIUIIIINHE (MOlIyJ'[PO) MIPOBOAUTCA TIPETIOAABATEIIEM, BCAYHIUM 3aHATHS 110

JUCLUIUTHHE (MOJYII0) METOJOM 9KCIEepTHOI! oneHku. [1o uroram npoMexyTodHoil aTTecTaluu 1o

JUCHUIIIINHC (MOZ[yJ'IIO) BBICTABJISICTCA OLICHKA «3a4TCHO» HUJIN «HC3AUYTCHO.

K npomexyTouHOlf aTTecTalMy JOMYCKAIOTCSA TOIBKO CTYJICHTHI, BHIIIOJHUBIINE BCE BUIbI
MpeayCMOTpPEeHHbIE paboueidl mporpammoil no aucuummHe «Konrtpons

yueOHOU paboThL,

OUOTEXHOIOTHYECKOHN MIPOLYKIIUI».

IIkana
OLleHUBAHMS

Kpurepuu oneHuBaHus pe3yJibTaTOB 00y4eHHUsI

3auTeHo

BemonHeHsl Bce BHIBI y4eOHOW paboOTHI, MPEIyCMOTPEHHBIE Y4eOHBIM
r1aHoM. CTyZIeHT JIeMOHCTPUPYET COOTBETCTBUE 3HAHUM, yMEHUH, HAaBBIKOB
IOpUBEIECHHBIM B TaOmUIaxX MOKa3aTelel, omepupyer NPUOOPETCHHBIMU
3HAHMSAMH, YMEHHUSAMH, HABBIKAMH, IPIMEHSACT UX B CUTYaLlUsIX IOBBIIICHHON
CIIOXKHOCTHU. [IpH 3TOM MOTYT OBITH NOIYIICHB HE3HAYHUTEIBHBIC OLIHOKH,
HETOYHOCTH, 3aTPyIHEHUS NpPU aHAJIUTUYECKHX OIepalusix, I[epeHoce
3HAHMII ¥ YMCHUH Ha HOBBIE, HECTAaHIAPTHBIC CUTYAIIHH.

He 3aureno

He BbInonHeH onuH uiy Oonee BUIOB y4eOHOH paboThl, MperyCMOTPEHHBIX
yueOHBIM ITaHOM. CTyOEeHT MAEMOHCTPHUPYET HEIONHOE COOTBETCTBHE
3HaHWH, YMEHHMIl, HaBBIKOB IIPUBEICHHBIM B TaONMIax IOKa3aTeleH,
JIOIyCKAIOTCSl 3HAYMTEIbHBIC OLIMOKM, NPOSIBIACTCS OTCYTCTBHE 3HAHUIA,
YMEHMH, HaBBIKOB IO psAAy IOKa3aTelel, CTYAEHT UCIBITHIBACT
3HAYMUTEIbHBIE 3aTPyTHEHUS IPU OLIEPUPOBAHUH 3HAHUAMM M YMEHUSAMU IIPU
UX IIEPEeHOCEe Ha HOBBIC CUTYALHU.

7.3.  OueHouHbIe CpeICTBA

7.3.1. Texkymuii KOHTPOJIb

Tembl aust YCTHBIX OHPOCOB/COGCCCHOBaHPlﬂ

HowbhE

Cucrema crangapruzanuu PO.

OOBEKTHI CTAHIAPTU3ALHH.

DopMBI TOATBEPIKICHHS COOTBETCTBUSI.

3HaKM COOTBETCTBUSI HAIIMOHAJILHBIM CTaHIApTaM.
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5. HopmaTuBHBIE AOKYyMEHTHI, PEryIHpYyIOLIMe TpeOOBaHUS K OOECHEYECHHIO €IMHCTBA
U3MEPEHHUI.

6. Bunel ctannapros. IIpumepst 'OCToB, pernaMeHTHPYIONUX TpeOOBaHUS K KA4eCTBY U
MeTOJ[aM KOHTPOJIS KauecTBa OMOTEXHOIOTHYECKON MPOXYKINH

7. Texuuueckue periaameHTsl. llenu NpUHATUS, OCHOBHOe cozaepxkaHue. IIpumepsl
TEXHHYECKUX pErIaMeHToB, periIaMeHTHpPYIOMNX TpeGoBaHUT K 6€30I1aCHOCTH
OUOTEXHOJIOTHIECKOM MPOTYKIINH.

8. IloHATHE O YUCTBIX U HAKOIMUTEIBHBIX KyJIbTypax MUKPOOPIaHU3MOB.

9. Merozpl IPOBEPKH YUCTHIX KYJIbTYp MUKPOOPIaHU3MOB Ha YHUCTOTY.

10. Metoxbl CaHUTApHO-MUKPOOHOIOTHIECKOTO KOHTPOIIS BO3/LyXa MHKPOOHOIOTHIECKOI
nabopaTopuu.

11. CnocoOsbl KyJIbTHBHPOBAHHUS MUKPOOPTaHU3MOB.

12. Buzsl nuTaTensHBIX cpel. KoHTpons kadecTBa MUTATEIBHBIX CPEL.

13. Crepunu3anust NHUTATENBbHBIX cpef M J1abopaTopHOil mocyxasl. KoHTpombs KkadecTBa
CTEPUIM3AINU U Ie3UH(EKIINH.

14. OmnpeneneHue KOHIEHTPAIIMN OHOMACCHI IIPSMBIM U OPHEHTUPOBOYHBIM METOIOM.

15. OmpeneneHue KOHLUEHTPAMM KOHEYHOrO MpOAykTa. MOHHMTOPHHI HPOLIECCOB
(hepmeHTaLINY.

16. OcHOBHbIE BH/bI OMOTEXHOIOTUUECKOM MPOIYKIIUH.

17. IlonsAtHe xayecTBa OMOTEXHOJIIOTMYECKUX IPOAYKTOB. Buibl KOHTPOJI KauecTBa.

18. Iloxa3aTenu kauecTBa MPOIYKIIHH.

19. MeToxb! KOHTPOJISI KAaUECTBEHHBIX MOKa3aTeaell 6MOTEXHOIOINUECKUX IIPOLYKTOB.

20. Ouenka 6e30macHOCTH GHOTEXHOJIIOTHYECKUX MTPOTYKTOB.

21. Onpenenenus cuctem GLP, GCP u GMP.

22. IlpaBmia opraHu3anuu 1a00paTopHbBIX HccaenoBanuii GLP.

23. IlpaBuia opraHusanuy K1uHU4eckux ucnsitanuiit GCP.

24. Tepmunonorus GMP

25. Coneprxanue npasmi GMP npuMeHHTETBHO K 00eCTIEYCHHIO KauecTBa.

26. Coneprxanue npasmwi GMP npuMeHHTETBHO K IIEPCOHAITY.

27. Conepxanne npasmwit GMP npuMeHNTENbHO K 3JaHUSIM U TIOMEIIEHUSM.

28. Coneprxanue npasuia GMP npuMeHHTENEHO K 000pyI0BaHHUIO.

29. Cogepxanne mnpaBuwl GMP mnpuMeHHTENIFPHO K OTAEN TEXHHYECKOTO KOHTPOIS,
BaJTHJALTHIS.

30. Coneprxanue npaBuia GMP npuMEHHTENBHO K OTASTY TEXHUYECKOTO KOHTPOJISL.

TeMbl J7151 HOATOTOBKH K 3aIIHTE MPAKTHYECKUX padoT

1. CrpykTypa U OCHOBHBIX TOJIOXKEHUS 3akoHa Poccuiickoit ¢penepaunn «O TEXHUYECKOM
PEryJIMpOBaHUM.

2. CogepxaHue TEPMHUHOB cepTH(UKAIMA, CepTUGUKAT COOTBETCTBHSA, NOJTBEPXKACHUE
COOTBETCTBHSI, TEXHUUECKOE PEryIHPOBAaHUE, TEXHUUYECKUH periIaMeHT.

3. ®opMBbI NOATBEPIKACHUS COOTBETCTBHS.

4. 3Haky COOTBETCTBHS HAIIMOHAJBHBIM CTaHAapTaM. 3HAK 0OpalleHHs Ha PBIHKE.

15



2. Ilpumepbl HOPMaTUBHO-TEXHUYECKUX JOKYMEHTOB, PETJIAMEHTHPYIOLUIUX TPeOOBaHUS K
KauecTBY, 0€3011aCHOCTH, METOIaM KOHTPOJIS KauecTBa OUOTEXHOIOTHYECKOH MPOTyKIIUH.

3. Meronsl KOHTpOIS KauecTBa BO3AyXa B MHKPOOHOIOrMYecKoi sabopaTopuu H
HPOHM3BOJICTBEHHBIX TOMEIICHHSX.

4. Mertop! KOHTPOJIS NPOLEcCa BBIICICHUS YUCTOH KyIbTYpPbl MUKPOOPTaHH3MOB.

5. TpebGoBaHus K KaUueCTBY BOABI JUIsl OMOTEXHOJIIOTUIECKUX HYXJ, IIOKa3aTeIn KauecTBa 1
METOJIBI HX OIIPEJIeICHUSL.

6. TpeboBaHUs K KOHTPOIIO Ka4eCTBA TOBAPHBIX (POPM IIPOIYKTOB.

7. TpeboBaHus K Ka4ecTBY, O€30IIaCHOCTH M METO/IaM KOHTPOJIS KAaUeCTBa KHCIOMOJIOYHBIX
TIPOTYKTOB.

8. Merompl KOHTpONISI KadecTBa (PEPMEHTHBIX IIpemapaTtoB. MeTOIBI OIpeeNeHus
AaKTUBHOCTH  aMWJIOJMTHYECKHX, MPOTCONUTHYECKHX,  MNEKTOIUTUYCCKUX, KCHJIAHO- W
HeJuTroNnonuTHYeckux  pepmentoB. TpeboBaHus K TOKa3aTelnsM KadyecTBa W 0€30MacHOCTH,
(hepMEHTHBIX IIPENapaToB.

9. IlIpaBuma GMP npuMeHUTENPHO K OMOTEXHOIOTHIECKOMY IIPOM3BOICTRY, paBuiaa GMP
U MepBbI 0e30MIaCHOCTH IIPU PaboTe ¢ peKOMOMHAHTHBIMHU ITAMMaMHU-TIPOAYLICHTAMH.

Temb! pedpepaToB

a.  OCHOBHBIE IOJIOKEHHUS CTaHJAPTHU3ALUH.

b. 3akon Poccwuiickoii penepannu «O TEXHHUECKOM PETYIHPOBAHUMY.

c. 3akon Poccuiickoii penepannu «O06 obecrieueHUN eJMHCTBA U3MEPCHHUI.

d. 3akom Poccuiickoit ¢eneparun «O 3ammre TpaB MOTPEOUTENEH» Kak aclekT
TEXHUUYECKOTO PEeryIMpOBaHusl.

e. TocynapcrBenHas cuctema crannaprusanuu PO.

f. HopmarnBHO-TeXHHYECKHE JIOKYMEHTBI, HCIIONB3yeMbIe B IPOM3BOJCTBE
OUOTEXHOJIOTHYECKON MPOTYKIIHH.

g. HopmarnBHBEIE TOKyMEHTBI, periIaMEeHTHPYIONIE Ka94eCTBO U OE30IIaCHOCTh IIPOTYKTOB,
TIOJTyYECHHBIX OHOTEXHOJIIOTHIECKUM ITyTEM.

h. Wnentudukaiys MUKpOOPraHU3MOB, OOHAPYKEHHBIX B BO3yXe MUKPOOHOIOTHYECKON
1a00paTopu.

2. DTambl BBIACICHHUS YUCTHIX KYJIBTYP MUKPOOPIaHU3MOB.

3. KoHTponb kayecTBa BOJIbI IO (PU3UKO-XUMHUYECKUM MOKA3ATEIISIM.

4. Meroapl KOHTpOJISA OAaKTEPUOIOTMYECKHX MUTATENbHBIX cpel. [IpoBeneHune KOHTpoOIs
KauyecTBa IUTATENIbHBIX CPel.

5. OpraHuzanus BHYTPEHHErO0 KOHTPOJS KayecTBa CAHUTApHO-MHKPOOHOIOIMYECKUX
UCCIIEeJOBAaHUH BOBI, IPUMEHIEMOM JUI HyXJ] OMOTEXHOJIOIMYECKUX IIPOU3BOJICTB.

6. KouTponb mporecca pepMeHTAIHH.

7. KoHTpouss nponecca BBIACICHUS YUCTON KyJIbTYPBI APONOKEH.

8. Konrtponp xkadyecTBa TOBapHBIX (opM mpoxaykToB. I[lomydeHue TOBapHBIX (OpM
MIpernaparoB.

9. KoHTpouss KayecTBa CTEPUIIM3ALMHI U IE3UHPEKIINH.

10. OpraHuzanust KOHTPOJIS 3a COONIOJEHHEM IIPABHJI XpaHEHHs OHOTEXHOJOTHYECKOMH

MPOAYKIIHY.
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11. Konrpousps u obecnieyeHrne 0e30MacHbIX YCIOBHI AKCIUTyaTallud OMOTEXHOJIOTHYECKOTO
HPOHM3BOJICTBA.

12. TpeGoBauus k 06e33apaXKHBAHUIO OTXOJI0B OMOTEXHOJIOTHYECKIX MPOU3BOICTB.

13. Tloka3aTenu kadecTBa OHOTEXHOIOTNUECKOH POy KIHN.

14. KoHTpoib KadecTBa KHCIOMOIOYHBIX MPOTYKTOB.

15. Kontposb kauecTBa epMEHTHBIX MTPEIAPaTOB.

16. Konrtpons kauectBa BAB.

17. JlokymeHTamus KOHTPOJIS KadecTBa OnodapManeBTHICCKON MPOIYKIUH
(TEXHOJIOTHYECKHE W TEXHHYECKHH persIaMeHTHI, TOCyIapCTBEeHHas (apmakones, GapmakorneiHble
CTaTbH).

18. Hcnonp3oBanue 1ab0paTOpHBIX HHGOPMAIOHHO-yIpasissomux cucteM (JIMYC) B
(apManeBTU4ECKOH U MUIIEBOI MPOMBIIIICHHOCTH.

19. Bupb! u cTpyKTYypa JOKyMEHTALUHN [IPESAIPHUSITHL.

20. Mexnaynapoanstii ctannapt ISO (MCO) 9001-2015 «CucteMbl MEHEDKMEHTA Ka4eCTBa.
TpebdoBanus».

21. Mexnaynapoassiii cranmapt HACCP (XACCIT) ISO 22000:2005.

22. Cranmapr GMP - cucrema TpebGoBaHMH K OpraHH3allMM I[IPOU3BOJACTBA U
KOHTPOJIIO Ka4eCTBa JIEKapCTBEHHBIX CPEICTB.

23. TlpaBuia opraHu3anun JJabopaTopHEIX UccienoBanuii GLP.

24. TlpaBuia opraHu3aliy KIMHHYECKUX Hcbitanuit GCP

7.3.2. IlpomexyTouHas aTrecTalus

[pomexyTounas aTTecTalys 00yJarOLINXCs o JACLIUIUTHHE «KoHTpons
OUOTEXHOJIOTUYECKON MPOIYKIMW» MPOBOAUTCS B (hOpMe 3adeTa HA OCHOBAHHU BBHIOJTHEHUS
CTYyIICHTOM BCEX BHIOB Y4eOHOH paboThI, MPELyCMOTPEHHBIX YYEOHBIM IJIAHOM M 3aIUTBHI BCEX
BHJIOB TEKYLIEro KOHTPOJIS, YKa3aHHBIX B M. 7.1. maHHOI paboyeli mporpaMMbl IUCIUILIAHEL.

IIpumepHBIe BONPOCHI AJIl IOATOTOBKH K 3a4eTy

1. Hcropus pasButus crangaprusanun. CTaHOBICHHE cTaHAAapTH3auu B Poccun.

2. ®epepanbubiii 3akoH Ne 162-®3 «O cranmaptuzaiuu B Poccuiickoit denepannmy.
Onpenenenue, ey, 3a1a4y, IPUHIMIBI CTAHAAPTU3ALIUH.

3. OcHOBHBIE TEPMHHBI — CTaHAAPT, TEXHWYECKHE YCIIOBHS, HAMOHAIBHBINA CTaHAApT,
CTaHJapT OpraHU3alUH.

4. llemu, MPUHIMUIIB TEXHHYIECKOTO perynupoBanus. Cdepa perynnpoBaHusL., CojlepKaHue,
OCHOBHBIE ITOJT0KeHHs 3akoHa Poccuiickoil deneparmu «O TEXHHIECKOM PETyIHPOBAHHID.

5. Tepmunsl — ceprudukays, cepTu(HUKAT COOTBETCTBUS, IIOATBEPKICHHE COOTBETCTBUS,
TEXHUYECKOE PETyINPOBAHNE, TEXHUIECKHUH PETTIaMEHT.

6. @DopMbl NOATBEPXKICHHS COOTBEICTBUS. 3HAKH COOTBETCTBHSA HAIMOHAIBHBIM
cTaHgapTaM. 3HaK OOpallleHUs Ha PHIHKE.

7. 3axoHopmatenscTBO Poccuiickoii @enepanuu 06 00eceueHUN eIMHCTBA U3MEPEHHUI.
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8. Tlomsatme kawdectBa TOBapa. IIpaBo moOTpeOMTens Ha OE30MaCHOCTH TOBapa.
OTBETCTBEHHOCTh U3TOTOBHUTEIS 3a HAapyIIeHHE IIpaB MOTpeduTemneii u ap.

9. TocynapcrBenHas cucrema cranaaprusanuu PO. Kiaccnduxkarms cranzapTos.

10. Kareropun u Buzs! crannapro. CTpyKTypa CTaHAapTa.

11. OGs3arenbHble TPEOOBAHUS TEXHHUYECKUX PEriIaMEHTOB.

12. TIpumenenwue, pa3paboTKa M HAJ30p 32 UCIIONB30BAaHNEM CTaHAApPTOB.

13. HopmaTuBHBIE  JTOKYMEHTHI, pErJaMCHTHpYIOIIHE TpeOOBaHHS K  KadecTBY,
6e30I1acHOCTH, METO/IaM KOHTPOJISI KauecTBa OMOTEXHOJIOIHYECKOH npoxyKuud. [Ipumeps.

14. Ompenenenne oO0mEero MHKpPOOHOTO dYHCIa IPH KOHTPOJE KadecTBa BO3AyXa B
MHUKPOOHOIOTHIECKOH JTabopaTopuu.

15. CaHuTapHO-MHKPOOHOIOTHIECKUIT KOHTPOJIb BO3/LyXa.

16. KonTponb  KauecTBa  CAHMTAPHO-MUKPOOMOJOTMYECKMX  UCCIENOBAaHUI  BOABL,
IPUMEHAEMOM UL Hy X[ OMOTEXHOJIOTUUECKUX IIPOU3BOJCTB.

17. Ompenenenue o0mMUX U TEPMOTOIICPAHTHBIX KOMU(POPMHBIX OaKTEpUil B BOJE.

18. MeTtoabl KOHTPOIIST GAKTEPHOIOTMYECKUX MUTATEIBHBIX CPE.

19. KoHTposb KauecTBa MUTATEIBHBIX CPEIL.

20. KonTposb nponecca pepmenTarmu. OnpeeneHne KOHIEHTpaun GHOMacChl.

21. OmnpeneneHye KOHIGHTPALMI KOHEYHOrO MPOAYKTA MPH (hepMEHTaIHH.

22. Tlomy4eHne ToBapHEIX (GOPM IpenapaTos.

23. KoHTposb KauecTBa TOBApHBIX (POPM MPOILYKTOB.

24. KoHTpoIh KadecTBa CTEPUITH3AINH U JIe3NH(PEKIINH.

25. KoHTponb TeMmnepaTypHBIX PEKHMOB HHKYOAallMd M XpaHEHHS OHMOTEXHOIOTMYECKOH
HPOIYKIINH.

26. KoHTpousb ycI0oBHil XpaHeHHUs OMOIIPEIapaToB.

27. KoHTpoutb 3a ITOArOTOBKOH MEIUIIMHCKHX MPETIapaToB K TPAHCIIOPTHPOBAHHUIO.

28. Ilpouenypa KOHTPOIS TeMIIEpaTyphbl OHOIPENIapaToB B TEPMOCTATAX M XOJIOAMIBHUKAX.

29. KoHTpoIb 3a COOTIOICHUEM MIPABHII XpaHECHHsI OMOTEXHOJIOTUIECKOMN MPOLYKIIHH.

30. KonTtpons 3a o00e33apaKMBaHUEM OTXOJOB OHWOTEXHOJOTHYECKHX MPOU3BOJCTB.
Croco0b! yTUIU3aIun.

31. INoka3aTenu KauecTBa OMOTEXHOJIOTUYECKOM MPOAYKIIUH.

32. TocynapcrBenHas (apmakornes, GpapMaKkoneHHbIe CTaTbU.

33. MexxayHnapoansiii cranaapt ISO (ICO) 9001-2015 «CucteMbl MEHEXKMEHTa KauecTBa.
TpebdoBanus».

34. Mexnyuapoausiii cranaapt HACCP (XACCII) ISO 22000:2005.

35. Copeprxanue npasuwi GMP npiMeHHTENBEHO K OHOTEXHOJIOTHYECKOMY IIPOH3BOICTBY.

36. IIpaBuna GMP u mepsl Oe3omacHOCTH IpU paboTe ¢ PeKOMOMHAHTHBIMH IITaMMaMH-
TIPOTYIIEHTaAMH.

37. IlpaBuia opraHu3aium 1adopaTopHbIX uccieaoBannii GLP.

38. [IpaBuia opranu3anuu KImHUYeckux ucnsitanuii GCP.
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