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1. Lenb ocBOeHHUS TUCHUTIINHBI

Lens ocBOeHHMS AUCIMIUIMHBL — (OPMUpPOBaHHME Yy OOYYAIOUIMXCS KOMIICTCHIIUH,
o0OecreynBarOIUX  TOTOBHOCTh K  pealu3allid  CHCTEMBbl ~ MEHEIDKMEHTa  KauyecTBa
OMOTEXHOJOIMYECKOW TPOAYKIMA B COOTBETCTBHM C TpeOOBaHMAMU POCCUHCKUX U
MEXAYHApOAHBIX CTaHJAPTOB KadecTBa B COOTBETCTBUU C PEIVIAMEHTOM M HCIIOJIb30BaTh
TEXHUYECKHE CpEICTBA IS HW3MEPEHUS OCHOBHBIX IAPaMETPOB OHMOTEXHOJOTHYECKUX
IIPOLIECCOB, CBOMCTB CBIPbS U MPOTYKIIUH.

[Mporpamma paszpaborana B cootBeTcTBHE ¢ ®T'OC BO 1m0 HampaBJICHUIO TOJITOTOBKU
(cneunansHOCTH) 19.04.01 BuorexHosorus, yrBepKIeHHbIM Npuka3oM MunoOpHayku Poccun
10 aBrycra 2021 roma Ne 737.

2. Mecto gucuuminnsl B ctpykrype OITOIIT

HMucuurmzaa «Meropl KOHTPOJIS U CepTUPUKAIMKN OMOTEXHOJIOTMYECKON MPOIYKIIUN
(b1.0.06) otHOCHTCS K 0Os13aTenbHOM Yactu broka 1 (uciwmuael) yueonoro miana OITOII,
€€ U3Y4EHHUE OCYIIECTBIISIETCS B O CEMECTPE.

JUis ocBoeHUs JaHHOW JUCHMIUIMHBI HEOOXOIMMBbI 3HAaHUS, YMEHUS M HAaBBIKH,
(dbopMupyeMble TUCIUIUIMHAMU, U3y4aeMbIMH Ha MPEbIIYIIEM 3Tare 00ydeHusl.

3HaHUS, YMEHMSI U HaBbIKM, I[IOJIyY€HHbIE MpPU M3YYEHUHU JAaHHOM JAMCIIUILIMHBI
HEOOXO0IUMBI JUIsl YCTIEITHOTO OCBOEHUS MOCIEAYIONINX AUCIUIIIINH U MPAKTHUK.

3. IlepeveHb MIAHNPYEMBIX Pe3yJabTATOB 00yYeHHUSs MO JUCHHUIJIUHE, COOTHECEHHBIX
¢ IVIAHUPYEMbIMU Pe3yJIbTATaMHU 0CBOEHHsI 00pa30BaTe/IbHOM MporpamMm

Pe3ynbratel  OCBOEHUS  AMCHUIUIMHBI  COPMYIUPOBAHBI B COOTBETCTBUH  C
npodeccrnoHabHBIMU CTaHapTaMu:

[IpodeccnonanpHbiii cTaHgapT «CHenuaaucT MO MPOMBIIUICHHON dapmaiuu B 00JacTu
UCCIIEIOBAaHUI JIEKapCTBEHHBIX CPEJACTB», YTBEPKICHHBIM MpHKa3zoM MHHHCTEpCTBA Tpylda U
cormanbHOM 3ammTel Poccuiickont @enepamuu ot 22 mas 2017 r. N 430 (3apeructpupoBaH
MunucrepctBoM toctuiiuu Poccuiickoit @enepanun 6 utonst 2017 r., perucrparmonHsidi N
46966);

Konx A, ypoBeHb kBaudukamuu 6.
Tpyoosas ¢pynxyus Kong A/01.6: TlpoBenenue padoT no GapmaieBTHIECKO# pa3padoTke

[Ipodeccruonanbupiii crangapt «CHenualucT IO NPOMBIIUIEHHOW (apMmanuu B o0nactu
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTBY», YTBEPKAEHHBIN MprkazoM MuUHHCTEpCTBA TpyAa U
cormanbHOM 3amuThl Poccuiickoit ®enepanun ot 22 mas 2017 r. N 430nH (3apeructpupoBaH
MunucrepctBoM toctuniuu Poccuiickoii ®eneparun 6 utons 2017 r., perucrpannoHHbiii N
46966)

Kon A, ypoBens kBanubukanuu 6.
Tpyoosas ¢ynkyus. BeneHne TEXHOJIOTUYECKOTO TMpollecca MPH MPOMBIIUIEHHOM
MIPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEJICTB

Ne | Kom w  conepxkanue
/T | KoMTIeTeHuit [Tnanupyemblie pe3ynbTaThl 00ydeHHs! (IECKPUIITOPHI)
Bnanets
3HaTH YMmeTh &
HaBBIKAMHU

VYK-4 Komnerenuust YK-4 CriocoGeH ocylecTBIATh A€I0BYI0 KOMMYHUKAIUIO B YCTHOH U
UCbMEHHOM (hopMax Ha rocyJJapCTBEHHOM M HHOCTPaHHOM(BIX) sI3bIKe(ax)

1 Nyk-a.2
CocraBisier B
COOTBETCTBHUH C
HOPMaMHU PYCCKOTO

3HaeT HOPMBI
PYCCKOTrO sI3bIKa
JIETIOBYIO
JIOKYMEHTAINIO

CobmroaeT npaBuiia
COCTaBIICHHS B
COOTBETCTBHUHU C
HOpPMaMU PYCCKOTO

HNmeet HaBbIKU
paboThI C
JIETIOBOM
JIOKYMEHTalUen
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s3bIKa ACJIOBYIO
AOKYMCHTAIIUIO PA3HBIX

KaHPOB

Pa3HbIX KaHPOB

SI3bIKA JIEJIOBOU
I[OKYMGHTaI_II/II/I paBHbIX
JKaHPOB

pa3HbIX KaHPOB

Komnerenuus YK-6 CrnocoOeH ynpaBisTh CBOMM BPpEeMEHEM, BHICTPAUBATh M PEATU30BBIBATD
TPAEKTOPUIO CAMOPA3BUTHS HAa OCHOBE MPUHIIMIIOB 00Pa30BAHMUS B TCUCHHUE BCEH KU3HH
2 My 63 Onipenensier TpeboBanus TpebGoBaHusI ppIHKa 1.BeicTpanBanus
YCJIIOBHS HHTETPALIUH pBIHKA Tpyia U TpyZa ¥ MPEUIOKEHUS | TPACKTOPHHU
YYaCTHUKOB MPEII0KEHUS 00pa3oBaTeNbHBIX YCIYT | COOCTBEHHOTO
MEXKYJIBTYPHOTO 00pa3oBaTENbHBIX | JJIsl BBICTPAUBAHHS npodeccuoHaIbH
B3aMMO/ICHCTBHS JUIS YCIYT JUTS TPaeKTOPUHU OT0 pocTa
JOCTHKEHUS BBICTPaUBAHUS COOCTBEHHOTO
MOCTaBJICHHOM TEJTH C TPaeKTOPUHU npo(eCcCHOHATFHOTO
YUETOM UCTOPHUYECKOTO | COOCTBEHHOTO pocra
Hacjeaus u poeCCHOHAIBHO
COLIMOKYIIbTYPHBIX ro pocTa

TpaJAMLIUI PA3ITUYHBIX
COLMAJIBHBIX TPYIIIL,

STHOCOB M KOH(eccuit

Komnerennus OIIK-1 — Cnocoben ananu3upoBarh, 000011aTh U UCTIOJIb30BaTh
(¢yH1aMeHTaJIbHbIE U IPUKJIaIHbIE 3HAHUS B 00J1IaCTH OMOTEXHOJIOTUH AJISl peLIeHUS
CYIIECTBYIOIIMX U HOBBIX 3aJ1au B MpodecCHoHaIbHOM 006J1acTH
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Honk-1.1 — Ucnone3yer
OIIBIT OTCUYCCTBCHHBIX U
MEXTyHApOHBIX
MPOU3BOIUTENIEH B
001aCTH TEXHOJIOTHU
MPOM3BOICTBA
aHAJOTUYHOMU

MPOTYKIIUU

1.OcHOBHEIE
TEXHOJIOTHYECKHE
CIIOCOOBI
MPUTOTOBJICHUS
JIEKapCTBEHHBIX
Mpenaparos,
HCITOJIb3YEeMbIC
OTE€YECTBEHHBIMU
n
MEXTyHapOJHBIMHU
MIPOU3BOIUTEISIMU
dbapmareBTHIECKO
1 NpOayKIIUU

1. Ymeer npuMeHATH
OCHOBHBIC
TEXHOJIOTUYECKHE
CIoCcoObI
MPUTOTOBJICHUS
JIEKapCTBEHHBIX
Mpenaparos,
OCHOBBIBAsICh Ha OIBbITE
OTEUECTBEHHBIX U
MEXTyHapOHBIX
MPOU3BOAUTENIEH
(dapmareBTHIeCKOU

npoayKnuun

1. Baaneet
HaBBIKAMU
TEXHOJIOTUU
MIPUTOTOBJICHUS
JIEKapCTBEHHBIX
Mpenaparos,
OCHOBBIBAsICh Ha
OIIBITE
OTE€YECTBEHHBIX U
MEXTyHapOHBIX
MPOU3BOAUTENECH
(dapmareBTHIeCK
OM MPOAYKIIUHU

Komnerennmusi OIIK-8 CrnocobGen paspabarbiBaTh HAyYHO-TEXHUYECKYID) M HOPMATHBHO-
TEXHOJIOTHYECKYI0 JIOKYMEHTAIMI0 Ha OMOTEXHOJOTHYECKYI0 MPOIYKIIHIO, TOTOBUTH MaTE€pUAIIbI
JUIS 3aIIUThl 00bEKTOB MHTEIJICKTYaIbHOM COOCTBEHHOCTH
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Honks1 TotoBur K
paccMOTpe-HUIO u
YTBEPKIACHUIO
MIPOU3BOACTBEHHYIO
JOKYMEHTaLUIO
(hapmalleBTHUECKOTO
MIPOU3BOACTBA H
OPraHu3aLUIo ee
BBITIOJTHEHUS

1.HopmaTusHo-
TEXHUYECKYIO
JOKYMEHTAllMI0 B
OMOTEXHOJIOIHYeC
KOM IIPOU3BOJICTBE
2.I1paBuna
BEJICHUS
JOKYMEHTAIlUN TI0
perucTpanuu
YCIIOBUU
POM3BOJICTBEHHO
1 cpenpl, onepanui

1. Ucnionp3yeTr 3HAHUS O
TpeOOBaHUAX
JENCTBYIOUX
CTaHIapTOB, HOpPM H
IPaBWI,  KacaroLUXCs
IIPOU3BOJICTBA
JIEKapCTBEHHBIX
CPEJCTB,
BBITIOJIHAEMBIX
onepanuii, BKJIIOUAs
KOHTpPOJIb 32 KaueCTBOM
YIIAaKOBKHU HICXOJTHOTO

BCEX

1.Bnaneer
HaBBIKAMH
pa3paboTKu
COCTaBHBIX
yacTen
TEXHHUUECKOM
JIOKYMEHTAllUH,
CBSI3aHHOM C
npodeccuoHanbH
o
JIeSITeIbHOCTRIO




o
BHYTPHUITPOU3BOACT
BEHHOMY
KOHTPOJIIO
MIPOU3BOJCTBE
JICKAPCTBCHHBIX
CPENCTB, BCEX
BBITTOJIHAEMBIX
OIepanui.

IpH

CbIpbsl M  YIAKOBOUYHBIX
MareprasoB,
TIepe1aBaeMbIX B
IPOU3BO/ICTBO.

Kom

nerenuuda IIK-1 Criocoben

YIIPaBJIATH NpOoHeCCaMi NPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB

5 Nnk-11 1.TpeboBanust k| 1. IlpoBogut anamms | 1.Bmanmeer
PykoBonut Banmpanueln | oOHaApYKEHUIO PUCKOB U YIpaBJEHHUE | HABBIKAMU
TEXHOJIOTHYECKHUX OTKJIOHEHUI U | pUCKaMH I KadecTBa | KOHTPOJIS
MPOLECCOB U OPraHU3YET | HECOOTBETCTBUI BBIITYCKaeMOU MPUEMKH
pacciieioBaHus MIPOU3BOJICTBA MPOIYKITUN MaTepHuasos,
0OHapY>KEHHBIX JIEKapCTBEHHBIX YIaKOBKH,
OTKJIOHEHUI U | CPeACTB MepeynakoBKH,
HECOOTBETCTBUMU YCTaHOBJICHHBIM MapKHPOBKH,
MIPOM3BOICTBA TpeOOBaHUSIM MepeMapKUPOBKH,
JIEKAapCTBEHHBIX CPEJCTB YCTaHOBJICHUS
YCTaHOBJICHHBIM COOTBETCTBUH
TpeOOBaHUSIM,  aHAIHU3 MIPOU3BOJICTBA
PUCKOB ¥ yIIpaBJICHUE JIEKapCTBEHHBIX
pUCKaMU Ui KadyecTBa CpEICTB
BBIITyCKaeMOM YCTaHOBJICHHBIM
PO AYKITUN TpeOOBaHUSIM

6 Hnk-12. Ucnonbs3yer [Tpunnumn paboter | Mcmonb3yeT cpencra [Ipu pemiennn
CpeICTBa U3MEPEHMUS, CPEICTB U3MepeHus, MPUKIIATHBIX
TEXHOJIOTMYECKOT0 U U3MepeHus, TEXHOJOTUYECKOTO U 3aj1a4
UCIBITaTEIHHOTO TEXHOJIOTMYECKOTO | HCIBITATEILHOTO MCI0JIb30BaHUS
o0opynoBaHus, U UCTBITATENILHOTO | 000pYyI0BaHUS MpU CPEICTB
MIPUMEHSIEMOTO MPH o0opynoBaHus, pEllIeHNU NPUKIIAHBIX | U3MEPEeHHUs,
(dhapmaleBTHUECKON PUMEHSIEMOT0 3aga4 TEXHOJIOTHYEeCKOT
pazpaboTke npu ou

bapmalieBTUYECKO UCIBITaTEILHOTO
i pa3paboTKe 000pyAOBaHHUS

4. O0beM JUCHUILIMHBI
aKaJeMHYeCKHX 4YacoB,

B 3a4YeTHBIX EAMHHIAX ¢ YKa3aHHeM KoOJIMYecTBa
BbI/ICJICHHBIX Ha KOHTAKTHYI0 padory oOy4yalummxcsa ¢

npenoaasareneM (M0 BHAAM Y4eOHbIX 3aHATHI) M HAa CaMOCTOAITEJBLHYIO padory

o0yuyawmuxcst

KonrtakTHas ayautopHas

CamocrosTenbHas

paboTa oOyJaromuxcs ¢
Cemectp paboTa, B TOM yuciie

npernoiaBaTesieM B yacax,

KOHCYJIbTalluU
B TOM YHCIIE
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1 Pazgen 1. Xapakrepuctuka - 4 - - 4 - 20
OCHOBHBIX ITaIlOB
OMOTEXHOJIOTUIECKUX
MTPOU3BOJICTB ¥ X KOHTPOJIb
1 Paznen 2. HopmaTtuBHO- 2 2 - - — - 20
TEXHUYECKask JOKYMEHTAIIHS B
OMOTEXHOJIOTUTIECKOM
TTPOU3BOJICTBE
1 Paznen 3. lokymenTanus 2 2 - - - 16
CUCTEMBI MEHE/DKMEHTA
KadecTBa B 00IIeM
JOKyMEHTO000pOoTe
OpraHu3aIu’
71 [IpomexxyTouHast  aTrTecTanus: - - - - - - 4
3a4eT
Bcero 4 8 - - - - 60
Wtoro no aucuumivze: 12 60
Yacos 108 / 3au. ex. 2
O06beM npodeccrHoHaNIbHOM 4 140,0% 56/ 100,0 %
MPAKTUYECKON MOATOTOBKH
(I1IT)
O6bem npodeccHoHaTbHO 8/60,0% 0/ 0%
HaIPABJICHHOM IMOJArOTOBKH
(ITHIT)

5. Coaepixanue TMCHUIIMHBI (MOAYJIs1), CTPYKTYPHPOBaHHOE 0 TeMaM (pa3aesiam)
€ YKa3aHHeM OTBEJIEHHOr0 Ha HMX KOJMYECTBA aKaJeMHUYeCKHX YaCOB M BUAOB YueOHBIX

3aHATHH

5.1. Conep:xanue pa3iesioB JUCUUIIIMHBI

Kon xomrme- HanmenoBanue
TEHLIUHU paszenos KpaTkoe coneprkanue pa3zienoB U TeEM
HNyk-a2 Paznen l.
Hykes XapakTepucTuka OcHoBHBIE NOJIOKEHUA cTaHAapTu3auuu. Mcropus
Honk-11 OCHOBHBIX 9TAaIoB | pa3BUTHUA CTaHJApTU3ALUH. CraHoBieHue
Honks1 OMOTEXHOJOIMUECKUX cragpaptusauuu B Poccun. 3akonsl Poccuiickoit
Wnk-12 IIPOU3BO/ICTB u ux | penepaunn «O 3amuTe npaB norpeduteneit», «O6
Hnc12 KOHTPOJIb obecrieyeHUn €AVHCTBA  WU3MEPEHUMN», «O
TEXHUYECKOM PETYIUPOBAHUN.
Boienenne umcroin  KyneTypsl. Hapamusanue

5




O6uomaccel KynbTypbl. @epmenTanus. Boinenenue u
OYHCTKAa OHOMACChl TPOJYIEHTa (MeTabosnTa).
Cranpmaptuzanusi ©  cepTU(UKAUSA  TPOAYKTA.
[Ipouenypa KOHTPOJIS MHUKPOOHOM
obceMeHeHHOCTH Bo3ayxa. OmpeneneHue 00IIETro
MUKpOOHOro uucia. Beigenenue u mnopanaepkaHue
YUCTOM KyJIbTyphl ITamMMa-npoayuneHta. [lonsrtue
O YHMCTBIX ¥  HAaKONUTENIbHBIX  KYJIbTypax
MUKpOOprann3MoB. CrocoObl  KyJIbTUBHPOBAHHUS

MHUKPOOPraHHU3MOB. 3aKOHOMEPHOCTH pocra
CTaTUYECKOU u HEIPEPBIBHOU KYJIbTYPBIL.
WNnentuduxanms MHKPOOPTraHHU3MOB,

O0OHapy)XEHHbIX B BO3JyXEe MHUKpPOOHOJIOTHYECKOU
naboparopur. OCOOEHHOCTH MMOCTAHOBKH TECTOB HA
stane uaeHTU(UKanuu. KOHTpOIh KayecTBa BOIBI
1o (U3NKO-XUMUIECKIM MOKa3aTeJIsIM.
Omnpenenenve pH, 3amaxa, cojepkaHusi XJIOPHJIOB.
[TutaTenbHbIE CpeIbl. Merto bt KOHTPOJIS
0OaKTEPUOIOTHUCCKUX MTATATEIIEHBIX cper.
[TpoBemeHne KOHTPOJISI KadecTBa MHTATEIBHBIX
cpe.

Opranuzanuss BHYTPEHHETO KOHTPOJS KadecTBa
CaHUTAPHO-MHKPOOHOJIOTHYECKAX  HCCIICIOBAHUI
BOJIbI, IpPUMEHSIEMOI TUIs HYXI
OMOTEXHOJIOTMYECKUX Mpou3BoJACTB. OmnpeneneHue
Oo0mMMUX © TEPMOTOJEPAHTHBIX  KOJHU(POPMHBIX
OakTepuii B BoAe. MeTOnbl KYJIbTHBUPOBAHUS
a’poboB u aHa’poOoB. IloceB Ha TIIOTHBIE
nuTatenbHble  cpensl.  IlomydeHue — meneBbIX
npoaykroB. KonTponb mpouecca ¢epMeHTalum.
Omnpenenenue KOHIIEHTpaluu O1OMAacChl.
Omnpenenenue KOHIEHTPALUU KOHEYHOTO
npoaykTa. MOHUTOPHUHT MPOLECCOB (hepMEHTALIUH.
MukpockonMpoBaHHe U PacCeMBaHUE Ha IUIOTHbIE
MUTATeNbHbIE CPEJIbI.

[IpaBmia mnpPOM3BOACTBA U KOHTPOJSI KayecTBa
JEKapCTBEHHBIX cpeAcTB. KoOHTponb KauecTBa
crepunmn3anuu U ae3uHpexkuud. CMBIBEI C PYK
nepcoHana, CHEelHalbHOW OJEXKIbl, MHBEHTApS H
obopymoBanusa.  OpraHuzanmusi  KOHTpPOJS — 3a
coOmrofeHreM MpaBuil XpaHeHus npenapatos. Llens
KOHTPOJISI K €70 OCHOBHBIE HanpaBieHus. KoHTpob
yCIOBUM XpaHeHus OuompenapatoB. KoHTpons 3a
MOJATOTOBKOM  MEAMIMHCKHX  TpemapaToB K
TPAHCTIOPTUPOBAHHUIO.

KoHTpob TeMmepaTypHbIX peKUMOB MHKYOAIUH U
xpanenus. I[Iporeaypa KOHTpoJis TeMIepaTrypsl B
TEPMOCTaTaX U XOJIOJUIbHUKAX.

Kontpones u obecrieuenue O€30MACHBIX YCIOBHIMA
IKCIUTyaTaIluu OMOTEXHOJIOTHYECKOTO
MIPOU3BOJICTBA

OO6mue TpeboBaHus K 00€33apaKMBAHUIO OTXOJIOB
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OHMOTEXHOIOTHYECKUX IMIPOU3BO/JICTB. OTXOIIBI, nux
ki1accugukamys. CriocoObl YTHIU3AIIH.
Meroasl  KOHTpPOJISI ~ NIPUEMKHM  MaTepHaos,

YIIaKOBKH, IepeyNaKoBKH, MapKUPOBKH,
nepeMapkupoBku.  Mnentudukanms B xofe
TEXHOJIOTMYECKOTO rporuecca IIOMELIEHUH,
000py/0BaHUsA, MNPOMEXKYTOUHBIX M  TOTOBBIX
IIPOJIYKTOB c LEJIbI0 HEJOIYILCHUS
HEepEenyThIBaHUS.

BHYTpUNIpOM3BOACTBEHHBI U MEXKONEPALTUOHHBIN
KOHTPOJIb IPOU3BOJICTBEHHBIX IPOLECCOB C LEIBIO
MIPOBEPKHU COOTBETCTBUS MIPOMEKYTOUHOM
MPOAYKIIMA M TOTOBOM MPOAYKIIMH 3aJlaHHBIM
TpeOOBaHUAM W PETUCTPAIMS BCEX M3MEHEHUU H
OTKJIOHEHHUH X0/1a TEXHOJIOTHYECKOT0 IpolLecca.
CpenctBa  M3MEpeHHUs,  TEXHOJOTMYECKOE U
UCIIBITATEIbHOE 000pyI0BaHNE, TPUMEHSIEMbIE TTPU
(dbapmaneBTUIeCKOi pa3paboTKe.

HNyk-42
Hykes
Honk-1.1
Honk-s.1
Mnx-1.2
Hnk-12

Paznen 2. HopmaTusHO-
TEXHUYECKas
JOKYMEHTAITUS B
OHMOTEXHOJIOTUYECKOM
TTPOU3BOJICTBE

['ocymapcTBeHHBIE ©  OTpacieBble  JOKYMEHTHI
(I'OCT; OCT; TY; PL).

OcHOBHBIE TEPMUHBI CTaHJapTHU3AIIH.
Knaccudukanusa cranmaptoB. Kareropuwm u Buipl
craugaptoB.  OmpeneneHue,  1end,  3a7ayu,
MPUHIIMIIBI CTaHJAPTU3ALNH.

l'ocynapcTtBeHHas cucteMa cra"aaptu3anuu PO.
CrangapTel, TMpaBWwiIa W  PEKOMEHJAIMH IO
METpPOJIOTHH, CTaHAAPTH3alUMU U cepTUUKALUY,
OO6mepoccuiickiue  KiIacCU(PUKATOPbl ~ TEXHUKO-
sKOHOMHUYecKor mHpopmarmu. Kareropun u BUIpI
u craggaptoB B Poccuiickoii =~ ®enepanuu.
Crpykrypa crangapra. ACHEKThl CTaHIapTU3ALUH.
[Tonoxxenus cranaapra. O0s3arenbHble TPeOOBAHUS
TEXHUYECKUX periaMeHToB. Pacidposka
OCHOBONOJIAralOIIUX  cranfgapToB. Jloruueckue
eAMHULIBI  TeKcTa craHgapra. (OO0s3aTenbHbIE
TpeboBaHus. J[OCTUTHYThIE LIETH CTaHIAPTU3ALNU.
[Ipumenenue, pa3paboTka ¥ Hag30p  3a
UCII0JIb30BAHUEM CTaHIaPTOB.

Cucrema JOKYyMEHTAIU! MPEIPUATHS.
JlokyMeHTaIust KOHTPOJIS KayecTBa
OnodapmareBTHIECKON MPOIYKIUH

(TEXHOJIOTUYECKHE W TEXHUYECKHH perjamMeHTsl,
rocygapcTBeHHas (apmaxornes, (apmakomneiiHbie
CTaThbu). Hcnonb3oBanue na0opaTOPHBIX
uHpopMannoHHo-ynpasistonux cucreM (JIMYC) B
(bapmaleBTHYeCKON MPOMBIIIICHHOCTH.

HAyk-42
Hyxss
Honk-11
Honks1
Hnk12
Hnk12

Pazpgen 3. JlokymenTanus
CHCTEMBI MEHEIKMEHTA
Ka4yecTBa B 00IIEM
JOKyMEHTO000pOoTe
OpraHu3aIun

Bunel u cTpykrypa JOKyMEHTaluu: PYKOBOJCTBO
[0 KayeCTBY OpraHM3aliH, IOKYMEHTHPOBAHHBIE
OPOLEAYpPHl,  TOJOXEHUS U JIOJDKHOCTHBIE
UHCTPYKLUHU, pabouyne MHCTPYKIMH. MeTomapl
yIpaBJIeHUs] JOKyMeHTaMH. Mojenu obecreueHus
U FapaHTHUsl KauecTBa: MEXJIYHAPOHbIE CTAHIAPTHI
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1ISO 9001:2008, HACCP, GMP. Enunas cucrema
GLP-GCP u GMP s mpou3BoACTBa M KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX BELIECTB
(IpUMEHUTENBHO K MpenaparaM, IOJyYE€HHBIM
OouoTexHomoruueckumu mMetogamu). [Ipasuna GMP
OpU  TOPOU3BOACTBE U  KOHTPOJE  KayecTBa
JIEKapCTBEHHBIX IpPENnapartoB M MX CyOCTaHLUH.
MexayHapoHasi opranu3aius no cepTuukanuu u
yIIOCTOBEpEHUIO0 KadecTBa JjekapcTB. ConepikaHue
IIpaBUII GMP IIPUMEHUTEIIBHO K
OMOTEXHOJIOIMYeCKOMY THpou3BoAcTBY. [IpaBuia
GMP wu wmepsl Oe3omacHOCTH Tpu padoTe C
PEKOMOMHAHTHBIMH IITAMMaMH-TIPOIyLIEHTaMU.

Perucrpanusa wW3MeHEHHMM U OTKJIOHEHHH XOAa
TEXHOJOTMYECKOr0 Ipoliecca M0  pe3yapTaTam
IIPOBEPKU COOTBETCTBUS 3aJlaHHBIM TPEeOOBAHUAM

IIPOMEKYTOUYHON U TOTOBOM MPOAYKIIMH.

5.2. Jlekuuu

Ne

pazzaena

HaunmeunoBauue
JIEKITNH

Koi-
BO
4acoB

[Tepeuenp y4eOHbBIX
BOIIPOCOB

dopma
MPOBEJICHUS

[TpakTnueckas
MOJITOTOBKA
(TTIT/TTHIT)

Paznen
2.

l'ocynapctBenHas
cucTeMa
cTaHnaptuzanuu PO

1. Ompenenenue,
eI, 3a/1a4H,
TIPHHIIAITBI
CTaHIapPTH3AIUU

2. OcHOBHEIE
TEPMUHBI
CTaHIapTH3AIUU

3. Krnaccuduxamus
CTaH/IapTOB

4. Karteropuu ¥ BHJIbI
CTaH/IapTOB

5. Hzydenue
CTPYKTYPBI
JOKYMEHTOB Ha
TPOIYKTHI,
HIOJTyYCHHBIC
OMOTEXHOJIOTMYECKUM
nyTeM

6. Ilpumenenue,
pa3paboTka W HaA30p
3a HCIIOJIb30BaHUEM
CTaH/IapTOB

Ounas

I1IT

Paznen

[IpaBuna
IIPOU3BOJICTBA U
KOHTPOJISL KayecTBa
JIEKApCTBEHHBIX
CPEICTB

1. Ennnas  cucrema
GLP-GCP u GMP misa
MIPOU3BOJICTBA H
KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX
BEIIIECTB
(IpUMEHUTENBHO K

QOunas
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npenapaTam,
MOJTy4E€HHBIM
OMOTEXHOJIOTHYECKUMHU
METO/IaMH)
2. IlpaBuna GMP mpu
IIPOM3BOJICTBE u
KOHTpOJIE Ka4yecTBa
JICKapPCTBEHHBIX
npermapaToB M UX
cyOcTanuumii
Bcero yacon 4 4 0/4
5.3. Cemunapsbi
JlarHbIi BU paOOTHI HE IPEYCMOTPEH YIEOHBIM TUIAHOM
5.4. JlabopaTopHble 3aHATHSA
JlarHbIi BU paOOTHI HE IPEYCMOTPEH YIEOHBIM TUIAHOM
5.5. IIpakTnyecKkue 3aHsITUSA
Ne HanmenoBanue Kon- | Ilepedenpb yueOHBIX BOIPOCOB [TpakTnu
pa3a | IpaKTUYECKUX 3aHATUI BO dopma | eckas
ena 9acoB NpoBEJa | OJATOTO
CHUS BKa
(II/ITH
1)
1. DraIsl BeIIEICHUS 2 1. Brinenenue uucTon Ouynasg | III1
YHUCTBIX KYIbTYP KYJIbTYpbl aHa3pPOOHBIX
MHUKPOOPTaHU3MOB OakTepuit
2. Wnentudukanus
MUKPOOPraHUu3MOB C
MOMOIIbIO OakTeprodaron
3. IIpoBepka KynbTypbl
JPOAOKEN HA YUCTOTY
1. KonTtpons kauecTBa 2 1. Meroauueckue Ounag | III1
CTepUIIN3AUU U ykazanus. My-287-113 no
NE3UHPEKITHH Je3UHPEKIINH,
peCTePUIN3aAUOHHON
OYHCTKE U CTePUIIN3ALUU
U3JIENUIA METUITUTHCKOTO
Ha3HAYCHUS
2. CrpykTypa TOKyMEHTa
Kareropuu u Buas! u 2 1. Crpyxrypa crannapra Ounas | I1IT
CTaH/IapTOB B 2. AcmekTbl CTaHIapTU3aAIUI
Poccuiickoit deneparuu 3. TlonoxeHus cranmapra
4. OO06s13aTenbHbIE
TpeOOBaHUS TEXHUIECKHIX
pEerIamMeHToB
1. Opranuzanus KOHTPOJIS 2 1. Ilenb KOHTPOJIS U €ro Ounas | IIIT
3a coOMI0IEHNEM MTPABUIT OCHOBHBIE HaIlPaBJICHUS
XpaHEHUs TperapaToB 2. KoHTtpons ycnoBuit
XpaHeHUs! OMOIpenapaToB




3. KoHTpois 3a HOAroTOBKOM
MEIUIUHCKHX TPenapaToB K

TPAHCTIOPTUPOBAHHIO
Bcero yacos 8 4 2/2
5.6. Knnnnuyeckne npakruyeckue 3aHATHSA
JarnbIil BU paOOThI HE IPEIYCMOTPEH YUSOHBIM TIIAHOM
5.7. CamocTosiTeqbHasi padoTa 00y4arouxcs
HanmenoBaHmne TeMbI Bug OneHo4HOE Kom-Bo Kon
JTVICIIMIUTAHBI WU pa3Jielia CaMOCTOSITEIHLHOM CPEICTBO yacoB/ | KOMIIETEH-
BHEAYAUTOPHOMN KOJI-BO ruu(it)
paboThl yac Ha
00yJaronuxcs TTHITHITIT
/KOHTPOJTH
CaMOCTOSTEIIEHOM
paboThI
Pasnen 1. XapakrepucTrka Brimosinenne WuauBuayansHoe 710117 | 5 8% R
OCHOBHBIX 3TaIloOB WHIUABUAYAIBHBIX | 3aJlaHUE HNyk 63
OMOTEXHOIOTTYECKUX 3amannii (1111, Honk-11
MPOU3BOJICTB M UX KOHTpoJsib | ITHIT) Honk-s1
CamocrositenpHOe | Bompocs! st 8/0/5 Hnk-1.2
U3y4YCHHUE U3y4EeHUs Hnk-1.2
JUTEPATYPHI
(ITHIT, TIIT)
IMoaroroBka TecToBBIE 5/0/5
TECTHUPOBAHUIO 3a/1aHUs
(ITHIT, TIIT)
Paznen 2. HopmatuBHo- Brmmonnenune Kommnekr 10/0/10 | Uyk-42
TEXHHYECKast JOKyMEHTAIUs | Pa3HOYPOBHEBBIX Pa3HOYPOBHEBBIX Hyk 63
B OMOTEXHOJOTHYECKOM 3aJaHMI 3a1a4 Honk-1.1
MIPOM3BOICTBE CamocTrosTensHoe | Bompocsr st 5/-15 Honk-s1
U3y4eHue co0ecel0BaHUs Hnk-1.2
JIMTEPATYPHI Hnk-1.2
IToaroroBka k TecToBbIE 5/0/5
TECTUPOBAHUIO 3aaHus
Paznen 3./lokymeHTanus CamocrostensHoe | Bompocs! mis 6/0/6 Hyk42
CHUCTEMBI MEHEHKMEHTA U3yUYCHHE cobecemoBaHMs Hyk 63
Ka4ecTBa B 00IIEM JUTEPATYPHI Honk-1.1
JOKYMEHT0O0OopoTe IToaroroBka TecToBBIE 5/0/5 Honk-s.1
OpraHu3aIuu TECTUPOBAHUIO 3aJaHus Hnk-1.2
Brimonnenue Kommaekr 5/0/5 Hnk-1.2
pPa3HOYPOBHEBBIX pPa3HOYPOBHEBBIX
3aJJaHuN 3a/1a4
Bcero yacos 56 /0/56

6. Ilepeyenb yueOHO-METOAMYECKOr0 OOecmevyeHUus IJIsi CAMOCTOATEIbHOH padoThl
o0yyamuxcst Mo JUCHHUILINHE

10




1. MeToauueckue peKOMEHJAIMU 110 OPraHU3alMKd CAMOCTOATEIBHOM pabOTHI CTY/IEHTOB
OpU U3YyYCHUU JUCHUIUIMHBI «MeToJbl KOHTPOJS U cepTHU(UKALUU OHOTEXHOJIOTHYECKOM
PO IYKIIHH)

2. Meronuyeckue yKa3aHHUsl K BBIMOJIHEHHIO MPAKTUYECKUX 3aHATUH IO JUCLUIUINHE
«MeTopI KOHTPOJISI U CepTH(PHUKALNN B OUOTEXHOIOTHI.

7. OueHouyHble MaTepuaJbl JAJfA NPOBedCHUA
NMPOMEKYTOUYHOI aTTeCTAIIUM 00YyHAIOIINXCH 0 AUCHUIIIHHE

7.1 IlepeueHb KOMIIETEHIIUI ¢ YKa3aHHEM JITANoOB UX (OpMHPOBAHUA B Mpouecce
O0CBOEHUs1 00pa30BaTeJIbHOI MPOrPaMMbl

TERKYLIECT 0 KOHTPOJAA u

Ko koMnereHmmu WNHpukaropel Cemectp Otan GopMUpOBaHHUS
YK-4 Myx-4.2
YK-6 Hyk s
OIIK-1 Honk-11 3 [TpoMeXyTOUHBIT
OIIK-8 " onk-s1 3 [TpomexyTouHbIf
[K-1 Nnk-1.1 3 [TpomexyTouHbIit
Hnk-12

7.2 Onucanue nokasaresjieil U KpuTepueB U KA OLEHUBAHUS KOMIIETEHIMH

Komnerennus YK-4 Crioco6eH ocyIiecTBiIsTh A€I0BYI0O KOMMYHHUKAIIUIO B YCTHOM U
MUCbMEHHOU opMax Ha TOCYJapCTBEHHOM W MHOCTPAHHOM(BIX) SI3bIKE(ax)
U yk 42 CocTaBisieT B COOTBETCTBUU C HOPMAaMH PYCCKOTO SI3bIKa JETOBYIO JOKYMEHTAIUIO
pa3HbIX )KaHPOB

IIpouenypa onieHuBaHUsA

OueHuBaeMbIi Kpurepun Texymmnit [IpomexxyTOUHBIN
pe3ynbTaT OLICHUBAHMS KOHTPOJIb KOHTPOJIb
(mecKkpunTOpPHI)

=

Q 1. 3maer  Hopwmsl | 1. [IposBisier Brinosinenue Hrorosoe

= pyccKoro SI3bIKa | TPAaMOTHOCTD IIPU WHJUBHUIyaJIbHbl | HHIUBHIyaJIbHOE
JIEIIOBYIO BBIIIOJIHEHUH JIEJIOBOM | X 3a/laHui 3a/1aHue
JOKYMEHTALUIO JOKYMEHTaluU
Pa3HbIX )KAHPOB Pa3HbIX )KAHPOB
1. CoOmogaer | 1. CoOmromaer BrmmosHenue Hrorosoe
MpaBUJia COCTABJICHUS | HOPMBI PYCCKOTO | MHAUBHUIyaJIbHbl | HHAUBHUIyaJIbHOE

5 B COOTBETCTBUU C | SI3bIKa JICIIOBOM | X 3aJjaHUi 3a/laHue

g HOpMaMM  PYCCKOIO | TOKYMEHTalUuH

> sI3bIKa JICIIOBOM | Pa3HbIX KaHPOB
JOKyMEHTaluu
pPa3HbBIX )KAHPOB
HNmeer HaBbIKK 1./lemoHCcTpHpYET Beinonnenue Hrorosoe

= paboTHI ¢ AeNOBOMA HaBBIKU PabOTHI C WHJUBHUIyaJIbHbl | HHIUBHUIyaJIbHOE

E JOKYMEHTaLUen JIETIOBOU X 3aJlaHuI 3aaHue

gg Pa3HBIX )KAHPOB JOKyMEHTanuen

=

(]

@]

=

<

=

2]
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Komnerenuusi YK-6 CriocobeH ynpaBisiTb CBOMM BPEMEHEM, BHICTPAUBATh U PEAIN30BBIBATH
TPAaEKTOPHUIO CAMOPA3BUTHUS HA OCHOBE NMPHUHLIUIIOB 00Pa30BaHUs B TEUCHUE BCEH )KU3HU
Myx-63 OnennBaer TpeOGoBaHMS PHIHKA TPYAA U MPEATIOKEHHS 00pa30BaTENbHBIX YCIYT IS
BBICTPAMBAHUS TPACKTOPHH COOCTBEHHOTO MPO(HECCHOHAIBHOTO POCTa

OrnieHuBaeMBbIi pe3ynbTaT [Tpouenypa
(meckpunTOpHI) Kpurepun ouennBanus OLICHUBAHHUS
Texymmit [TpomexyTo
KOHTPOJIb YHBIN
KOHTPOJIb
TpeGoBanusi peiHKa Tpyaa U | XapaKTepu3yeT yCIOBHS Cobecenosa | Cobecenona
TIPEIOKEHUS podeccHoHaTEHOTO HUE, HHE
00pa30BaTEIIbHBIX YCIYT JJISl | pOCTa B COOTBETCTBHUU C BBITIOJIHEHU
& BBICTPAWBAHUS  TPACKTOPHUH | TPEOOBAHMSIMH PHIHKA e
S COOCTBEHHOTO TPyAa U TPEIIOKEHUS 170591120:3791 |1
o po¢hecCHOHAIBHOTO poCcTa 00pa3oBaTeNbHBIX YCIYT JTBHBIX
3aJIaHuM,
TECTUPOBAH
ue
BricTpanBaet TpaekTopuun [Mnanupyer nytu Cobecenona | Cobecenona
COOCTBEHHOI'O TanbHEHIIErO HHE, HHE
5 podecCHOHAIEHOTO POCTa CaMOPa3BHUTHS BBITIOJIHEHU
g e
s WHIUBHIya
JIBHBIX
3aJaHui
Bnageet HaBBIKOM pabOTHI Ontumusupyer CobecenoBa | Cobecenosa
HaJ[ cO00H /UTIsi COOCTBEHHOTO | MpodeccCruoHaIbHbIC HUE, HHUE
§ é poheCcCHOHAIBHOTO POCTa 3HAHUS U YMEHUS BBITIOJTHEHU
-5 ¢
5 g WHIUBUya
JIBHBIX
3aJaHui
Komnerennmusi OIIK-1 — Crnocoben aHanmu3upoBarh, 0000IIaTh W HCIOJIB30BATh

q)YHI[aMCHTaJ'IbHBIC U TMPUKIAOHBIC 3HAHHA B obnacT OHMOTEXHOJIOTHH i1 pCIICHUA
CYIICCTBYIOIIUX U HOBBIX 3a/1a4 B HpO(I)CCCHOHaHLHOﬁ obnactu
Honk-11 — HCHOJ’ILSy@T ONBIT OTCUCCTBCHHBIX U MCKIAYHAPOIAHBIX HpOHSBOHHTCJ’ICﬁ B
00/1aCTH TEXHOJIOTUU IIpOU3BOJACTBA aHaAJOTUYHOM npoaAyKIuunu

O1eHnBaeMbIit

pe3yiabTar

(meckpunTop)

Kputepuu onienuBanus

IIpouenypa
Oll€HUBaHUSI

Texymmit
KOHTPOJIb

Texym
15071
KOHTPO
b
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1. OcHOBHBIC stanbl | [lepeuncnser ocHoBHble 3Tanmbl | Cobeceno | Cobece
OMOTEXHOJIOTHYECKUX OHUOTEXHOJIOTHYECKUX BaHUC JO0BaHU
& MIPOU3BOJICTB u uX | IPOU3BOJACTB U CIIOCOOBI UX e
2 KOHTPOIIb. KOHTPOJIA KauecTBa
® 2. TlpaBmna mnpousBojcTBa | IPOMEKYTOYHOH U MTOrOBOU
U KOHTpOJs  Kadecrsa | IIPOAYKIUH
JIEKapCTBEHHBIX CPEJICTB
1.Konrponuposatb XapaxTepusyeT nyTd KoHTpoist | Bemmonnen | CoOece
KOJIMYECTBEHHBIE U KOJIMYECTBEHHBIX U ue JIOBaHU
KaueCTBEHHbIE [T0KA3aTeNM | KaUYeCTBEHHbIX ITOKa3aTeei UHAUBUAY | €
MOJIy4aeMoil IpOAYKIIUU MOJIy4aeMOM MPOTyKIIUU aJIbHOTO
5 2. IlonrBepxkaaTh 3a1aHUs
S COOTBETCTBHMSI KOJINYECTBA U
> HauMCHOBaHHIA,
MTOJIyYEHHBIX ChIPbS,
MaTepuasoB U
MIPOMEKYTOUHOU
PO TyKIIUH
Bnagets HaBbIKaMU | [leMOHCTpHUpYET HaBBIKH Bemonnen | Cobece
~ S | KOHTpOJs © oOecredeHus | COOMI0ICHUS TPaBIIT ne JOBaHU
Sé( é’ 0e30MacHbIX YCIIOBUH | IPOU3BOJCTBA U KOHTPOJIS UHAUBUAY | €
g § JKCIUTyaTaIuu KauyecTBa JIEKApCTBEHHBIX aIbHOTO
A = | GHOTEXHONOrHYECKOTO CpeNCTB 3aMaHus
MIPOU3BOJICTBA

Komnerenmusi OIIK-8 Cnioco6en pa3pabaTbiBaTh HAYYHO-TEXHUYECKYIO U HOPMATHBHO-
TEXHOJIOTUYECKYIO JOKYMEHTAIHIO Ha OMOTEXHOJIOTUYECKYIO IPOAYKIIHIO, TOTOBUTH MaTePHAIIbI
IUTSL 3aIIUTHI 0OBEKTOB MHTEIUICKTYaTbHON COOCTBEHHOCTH

Honk-s.1

T'oToBuUT

K pPacCMOTPEHHIO U

YTBEPKACHUIO

IIPOU3BOJICTBEHHYIO

JOKYMCHTAIIUIO (bapMaHeBTI/I‘leCKOFO IMPON3BOACTBA K OPraHU3aluI0 €€ BbIIIOJIHCHUSA

[Ipouenypa
OneHuBaeMbli pe3yabpTar Kpurepuu onieHnBaHus OLICHUBAHUS
(necKpunTOpEI) Texymmit [TIpomexxyTouHas
KOHTPOJIb aTTecTauus

1 HopmartusHO- 1. Xapakrepuzyer CobecenoBanue, | CobecenoBanue

TEXHUYECKYIO TpeGoBaHus BBINOJIHEHHUE WNunuBuyansHoe

JOKYMEHTALUIO B HOpPMAaTHUBHO- UH/IMBUYQJIbHBIX | 3aJlaHHE

OMOTEXHOJIOIMYECKOM | TEXHUYECKOU 3aJJaHuf

IIPOU3BOJICTBE JOKYMEHTAIUH B

2.IIpaBuna BeleHUS OMOTEXHOJIOIMUECKOM

JOKYMEHTAIMH 110 IPOM3BOJICTBE
§ peructpanuu ycnosui | 1. OnuceiBaet npasuna | CobecenoBanue, | CobecenoBanue
& | MTPOM3BOJACTBEHHON BEJICHUS BBINOJIHEHHUE WNunuBuyansHoe

cpebl, oneparuii 1o JOKYMEHTAIUH 110 WH/IMBUYQJIbHBIX | 3aJlaHHe

BHYTPHUITPOM3BOACTBEHH | perUCcTpallMyd YCJIOBHM | 3aJaHui

OMY KOHTPOJTIO TIpH IPOM3BOJICTBEHHOM

MIPOU3BOJICTBE Cpebl, oneparui 1o

JIeKapCTBEHHBIX BHYTPHITPOU3BOICTBEHH

CpeZCTB, BceX OMY KOHTPOJTIO TIPH

BBITOTHAEMBIX IPOM3BOJICTBE

13




OIIEPALIUH. JIEKapCTBEHHBIX
CpPEJICTB, BCEX
BBITIOJTHSIEMbBIX
OIepanui.
1 Hcnons3yer 3nanust | 1. Xapakrepuzyer CobecenoBanue, | MuauBuayanbHoe
0 TpeOOBaHUAX TpeOOBaHUAX BBINOJIHCHUE 3a7laHue
NENCTBYIOITUX JEHUCTBYIOITUX WHIUBUTyJIbHBIX
CTaHJapTOB, HOPM U CTaHJapTOB, HOPM U 3aIaHU I
MIpaBuJl, KaCaIoOUIUXCs IIpaBWJI, KaCaIOUIUXCs BricTymnnenue ¢
MIPOU3BO/ICTBA IIPOU3BOJICTBA JIOKJIaJIOM
. | 7IeKapCTBEHHBIX JIEKapCTBEHHBIX
Y | cpexcrB, Bcex CpEICTB, BCEX
; BBITIOJTHSIEMBIX BBITIOJTHSIEMBIX
ornepanuii, BKIro4as oTeparii, BKIovas
KOHTPOJIb 332 KAYECTBOM | KOHTPOJIb 32 KAYECTBOM
YIAKOBKH UCXOIHOTO YIIAKOBKU HUCXOJTHOTO
CBIPBSI ¥ YITAKOBOYHBIX CBIPBS ¥ YITAKOBOYHBIX
Marepuasos, Marepuasos,
TiepeIaBaeMbIX B Tiepe/IaBaeMbIX B
TIPOM3BO/ICTBO. TMIPOU3BOJICTBO.
1. PazpabarbiBaeT 1. Onpenensier kpyr Beinonnenue NupuBunyanbHOE
COCTaBHbIE YaCTH 3a/1a4 10 COCTABJICHUIO | MHAWBUIYaTbHBIX | 3a/1aHHE
TEXHUYIECKOH MJIAHOB JIBUM>KCHUS 3aJaHuH
JOKyMEHTAIluH, peIMETOB Tpyaa B
CBSI3aHHOMU C MIPOU3BOJICTBE
npohecCuoOHATBHOU 2. PaspabatbiBaeT CobecenoBanue NunuBunyansHoE
JeSITeNIbHOCTBIO IUTaH MPOEKTa Brimonnenue 3a/laHne
TEXHUYECKOTO WHIUBUAYAJIbHBIX
00CITy>)KHBaHUS 3aaHuN
OCHOBHOTO
IIPOU3BOJICTBA U
JBUKEHUS IPEIMETOB
TpyAa

Komnerennuss IIK-1 CnocobeH ympaBisTh IMpolieccaMu MPOU3BOJCTBA JIEKAPCTBEHHBIX

CpCacCTB

Hnk-11. HpI/I PCUICHUHU IMPHUKIIAAHBIX 3aaa4 ITPOBOANUT Ha6J'IIO,Z[eHI/I$I U UBMCPCHUA, COCTABIIAACT UX
OIMKMCaHuA U (I)OpMy.]'II/IpyeT BBIBOBI

OueHuBaeMblil pe3ynbTaT Kpurepuu [Tponenypa oneHuBaHus
(IecKpHUITOPHI) OIICHUBAHMS
Texymmui IIpomexxyTOUHBIN
KOHTPOJIb KOHTPOJIb
1. Tlopsgox pabGor 1o | 1. Brnaneer | CobecenoBanu | CoGecenoBanue
(bapMmareBTHUECKON COBPEMEHHBIMH e [TpakTKOOpUEHTHD
§ pa3paboTke MHCTPYMEHTAIbHBIMY | TecTupoBaHHE | OBaHHOE 3a/laHUE
(E) METOIaMH Brimonnenune
HaOTI0IeHUS U | UHIAUBUAYalbH
U3MEpEHUS OTO 3aJaHHUS
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[IpoBoguT HaGMIOACHUS U
W3MEPEHUsI, COCTABISET UX
onucaHus U popmynaupyer
BBIBO/IBI

VYwmeer

JemoHcTpupyeT
YMCHHE
HCIIOJIb30BAaTh
CHEIHATLHYIO
anmaparypy JUISt
HaOJIIOICHH S 51
U3MEpEHUS
OnuceiBaeT
PE3YIbTAThI
HaOJIIOICHH S 51
dopmymupyer
BBIBO/JIBI

CobecemoBanu
e

Brimonnenne
WHUBUTyaJIbH
Oro 3aJaHus

CobecenoBanue
IIpakTukoopueHTUp
OBaHHOE 3a/laHue

1. [Ipn peneHnmn
MIPUKIIATHBIX 3aja4
MPOBEACHUST HAOIIOACHUS
U U3MEPEHUS

Brnaneer HaBBIKOM

JemoHcTpHupyeT
Pe3yIABTATHI
HaAOJIIOIEHUS u
U3MEpEHUs,
IMOJIYYCHHBIC B XOI€
pewenust
IPUKITAAHBIX
npooieM

Brinmonnenune
VHIUBUYyAJIbH
OT0 3aJaHus

CobecenoBanune
IIpakTrkoOpueHTHp
OBaHHOE 3aJlaHue

Nnk-12. Vcrionb3yeT cpeacTBa M3MEPEHHUsI, TEXHOJIOTUIECKOTO M UCIIBITATEIILHOTO
000pyI0BaHUs, TPUMEHSIEMOTO NP (hapMaIeBTUUECKON pa3padoTKe

OueHuBaemMbIi pe3ysbTaT Kpurepun [Ipouenypa orieHuBaHUA
(mecKpUITOPHI) OIICHUBAHMS
Texymmnit [TpoMexxyTOUHBII
KOHTPOJIb KOHTPOJIb
[Tpunuunm paboTel cpencts | XapakTepusyer CobGecenoanu | CobecenoBanue
H3MepeHus, MPUHIIMIL paboThl | € [TpakTUKOOPUEHTHD
TEXHOJIOTMYECKOT0 U | CpeacTB u3MepeHwus, | TecTupoBaHue | OBaHHOE 3a/laHUE
UCIBITaTEIBHOTO TEXHOJIOTMYECKOro M | BeimonmHenue
& o0opynoBaHus, UCIIBITATEIHHOTO UHAUBUAYaJIbH
£ | IPUMEHAEMOTO pu | 00opyI0BaHUS, OTO 33JaHUS
| papmarneBTHYECKON OPUMEHSIEMOTro P
pa3zpaboTke dapmareBTHIECKOM
pa3paboTKe
Ucnonw3yer cpenctea | JlemoHcTpHUpyeT CobecenoBanu | CobecenoBanue
WU3MEPEHMUH, yMEHUE e [TpakTHKOOPUEHTHD
. | TEXHOJIOTHYECKOTO U | UCTIOJIb30BaTh Brinonnenue OBaHHOE 33JIaHuE
8 | UCIBITATENLHOTO TEXHOJIOTUYECKYIO WHAUBUIAYaAIbH
; 00opynoBaHUS IIpH | anmaparypy OTO 33JaHUS
peuieHun MIPUKIIATHBIX
3a/aq
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1. [Ipn peuienun | JlemoHcTpupyer Boinosnnenue CobecenoBanue
é MPUKIIATHBIX 3aja4d | pe3ynbTaThl, uHauBuayansH | [IpakTukoopueHTHp
7 | CTIONB30BAHMA  CPEJICTB | TIOJyHEHHbIE B XOJIe | OTO 33/1aHHs OBaHHOE 3aJlaHHe
g | u3MepeHus, peuicHusA
& | TEXHOJIOTMYECKOrO U | IPUKIaTHBIX
2 | UCTIBITATEILHOTO npooieM
r_% 000pyIOBaHUS

Onucanue MKAJ OLeHUBAHUA
YCHCBaCMOCTb CTYHCHTOB 10 Ka)KI[DfI OUCIIUIIJIIMHE OIICHUBACTCA B XOJIC TeKyHICFO
KOHTPOJISI M TIPOMEKYTOUYHOW arrectanuu. [IpoBemeHue 3adera ocymiecTBisieTcs B (opme
cobecenoBaHus.
[IkaJjia onleHUBAHUSA MO JUCHUILINHE MPHU MPOMEKYTOYHOH popme aTTecTanuu 1Mo
JUCHMILINHE - 324eT

bayn Onenka YpoBeHb chopMUPOBAHHOCTH KOMIIETEHLIUN
ot 4,5 10 5,0 «3a4TCHO» Bricokuii
ot 3,5 1o 4,4 «3a4TEHO» Cpennuiit
ot 2,5 1o 3,4 «3a4TEHO» IToporossrit
MeHee 2,5 «HE 3aUYTECHO» MunnManbHBIA

7.3 TumoBble KOHTPOJIbHbIC 3aJaHWSl MJIM HHbIE MATepHaJibl, HEOOXO0AUMMbIE IS
OLlEHKU 3HAHMH, YMEHUi, HABBIKOB M (MJIM) ONbITA JAEATEJIbHOCTH, XapPaKTEePU3YIOIIHX
Tanbl GOpMHUPOBAHUA KOMIIETEHIMH B NpoLecce 0CBOEHUS 00pPa30BaTe/ILHON NPOrPaMMbl

[Ipu oueHKe ycrieBaeMOCTH YYUTHIBAIOTCS Pe3ybTaThl pabOThl B CEMeCTpe, clada Bcex
KOHTPOJIBHBIX MEPOTPUSATHH, MPEeIyCMOTPEHHBIX TEKYIIUM KOHTPOJIEM YCIIEBAEMOCTH. 3ayeT
BBICTABJISIETCS 110 UTOTaM coOece0BaHHUS.

Hepeqeﬂb NPAKTHYIECCKHUX HABBIKOB JIfl TEKYHIECIr0 KOHTPOJIA M0 JTUCHUIIINHE

1. CootHocuT mojoxeHus MexayHaponHbie cranmaptel [SO 9001:2008, HACCP, GLP,
GMP, kacaromuecs: pa3pabOTKH CHCTEMbI MEHEDKMCHTA KaueCcTBa OMOTEXHOJIOTHYSCKOM
PO TYKIIHH

2. 3naer IlpaBuna GMP u wmepbl Oe3omacHocTH Tpu paboTe ¢ PEKOMOWHAHTHBIMHU
IITAMMaMH-TIPOYIICHTaMHU

3. Wpentudunupyer mnpaBuwia GMP, kacarmuecs cuCTeMbl MEHEIKMEHTa KadecTBa
OMOTEXHOJIOTHUECKOM TIPOTyKIIHH

4. ObecrnieunBaer cobOmogenne mnpaBun GMP mnpu  BbIIENEHHHM YWUCTOW KYJIBTYPHI
MHKPOOPIaHU3MOB

5. Uurerpupyer TpeOOBaHMS CHUCTEM MEHEDKMEHTa KadecTBa OWOTEXHOJIOTUYECKOM
MPOJIYKIIMM B COOTBETCTBHUM C POCCHHUCKUMHU M MEXIYHAPOJHBIMU HOPMATUBHBIMU
JOKyMEHTaMu

6. JleMOHCTpupyeT  HaBBIKM  pa3pabOTKu CHCTEMBI  MEHEIKMEHTa  KadecTBa
OMOTEXHOJOTMYECKONH MPOIYKIIMA B COOTBETCTBUU C TPEeOOBAaHUSMH DPOCCHICKUX H
MEXAYHAPOIHBIX CTAHAAPTOB KayecTBa

7. KommeHTHpYeT mpaBuja KOHTPOJS U oOecrieueHne 0€30MacHbIX YCIOBUN DKCILTyaTalluu
OMOTEXHOJIOTMYECKOTO MPOU3BOJICTBA

8. OmenuBaer  TMOPSIOK  Pa3pabOTKH HAYyYHO-TEXHUYECKOH ¥ HOPMAaTHBHO-
TEXHOJIOTUYECKON JOKYMEHTAIIMHA Ha OMOTEXHOJIOTHUUYECKYIO TPOIYKIIHIO
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9. OuenuBaer byHKIUN YIIOJIHOMOYEHHOTO repcoHala o OpraHu3aluu
IIPOU3BO/ICTBEHHBIX 3aIIUCEH /71 Iepeayul B IOIpa3/ielIeHe KOHTPOJI KauyecTBa

10. OnmchiBaeT MOCNENOBATENPHOCTh BEACHUS HAYYHO-TEXHMYECKOW M  HOPMATHBHO-
TEXHOJIOTUYECKOH TOKYMEHTAI[H Ha OMOTEXHOJIOTUYECKYIO MPOTYKIIHIO

11. 3naer mnopsIOK pacciaenoBaHUs OOHApPYKEHHBIX OTKJIOHEHMH W HECOOTBETCTBHUM
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB YCTAHOBIEHHBIM TPEOOBAaHUSAM

12. 3HaeT NPUHIMIIBI IPOBEICHHSI BAJIIAINH TEXHOJIOTHIECKUX MIPOIECCOB

13. AHanu3upyeT pUCKU U YIPABJICHUE PUCKAMU JIJIsl KAYeCTBA BHIITYCKAEMOM MPOTyKIINU

14. Bnageer anropuTMOM IPOBEIEHUS BATUAALNUUA TEXHOJIOTMYECKHUX IPOLIECCOB C LENbIO
YCTAaHOBJIEHUS OTCYTCTBUS OTKJIOHEHUI IIpU pou3BoicTBe JIB

Bonpocs! 1511 NpoBepKH YPOBHS TeOPeTHYECKOH MOATOTOBKH 00y4Yal011erocsi B xoje
TeKylero KOHTPOoJs

Boigenenue uncToil KynbTypbl U HapaliuBaHUue OMoMacchl KyJIbTyphbl

[Tponecc dhepmenTarus

Brinenenue u ounctka OnomMacchl mpoayieHTa (MeraboauTa)

[Tponieaypa cranmapTU3auu U cepTUPHUKAIIAN TTPOTYKTA

KOHTpOJ'[B KadeCcTBa BOILI 110 q)HSI/IKO-XHMI/ItIeCKI/IM II0Ka3aTciIsiM

MGTO)IBI KOHTPOJIA 6aKTepI/IOHOFI/I‘ICCKI/IX MUTATCIIBHBIX CPEO

KonTtpons nporiecca hepmenTanum

. OmnpeneneHne KOHIEHTpanuu Ouomacchl. OrmpeneneHrue KOHIEHTPAIMA KOHEYHOTO
MIPOJTyKTa

NGO~ wWNE

9. MoHUTOPHHT TIPOIIECCOB (DepMEHTAIIUH

10.  IIpomemypa KOHTPOJSI MUKPOOHON 0OCEMEHEHHOCTH BO3/yXa

11. Omnpenenenue 001MIero MUKPOOHOTO YnCia

12. Bsigenenue u noyiep>kaHue YUCTOM KyJIbTYpBI IITaMMa-TIPOTyIICHTa

13.  TloHsATHE O YUCTHIX M HAKOTIUTEIBHBIX KYJIbTYpPaX MUKPOOPTraHH3MOB

14.  CnocoObl KyIbTUBHPOBAHHS MUKPOOPTaHHU3MOB

15.  3aKkOHOMEPHOCTH POCTa CTATUYCCKON U HEMPEPHIBHON KYJIBTYPHI

16.  OOGopynoBaHue Jyisi XUMUKO-TEXHUYECKOTO, OMOXUMUYECKOTO U MUKPOOHOJIOTUYECKOTO
KOHTPOJIS

17.  OpraHuzanusi BHYTPEHHETO KOHTPOJISI KadyecTBa CaHUTAPHO-MHUKPOOHOIOTHYECCKUX
WCCIICIOBAaHUI BOJBI B YCIOBHSIX OMOTEXHOJIOTUYECKUX MTPOU3BOICTB

18.  MeToapl KyJIbTUBUPOBAHUS adpPOOOB U aHA3POOOB

19.  TloceB Ha IUIOTHBIC MUTATEIBHBIC CPEIIBI

20.  KoHTpoJb KauecTBa CTEPUITH3AINHU U JE3UHPEKIIHN

21.  CMBIBBI C pyK IIEpCOHAJA, CIICIIMATIBHOM 0/ICXK IbI, UHBEHTAPS U 000PYA0BaHUS

22.  OpraHuzanusi KOHTPOJIA 32 COOTIOACHUEM MPaBUII XpaHEHHS MpernapaToB

23.  llenb KOHTPOJIS M €r0 OCHOBHBIC HAIPABJICHUS

24.  KoHTpoJib YCIOBHM XpaHeHHUs1 OHOIIpenapaToB

25.  TexHonorus noxy4eHHs IeIEBbIX MPOIYKTOB

26.  YmpamieHue OHOTEXHOJOTHYECKUMH TpolieccaMu mpu nomoru 2BM

27.  CoBpeMeHHbIE CpeACTBa aBTOMATH3AIH HCCIEA0BaHUN

28. CuctemMbl aBTOMAaTUYECKOTO  PETYIUPOBAHUS  OMOTEXHOJOTHUYECKHUX  IPOIIECCOB,
ofecrevynBarone KaueCTBO MPOTyKIIHH

29.  IlpaBuna mpou3BOJACTBA U KOHTPOJIS KAUYECTBA JIEGKAPCTBEHHBIX CPEICTB

30.  Cuctembl MEHEKMEHTa KadecTBa OMOTEXHOJOTHUYECKOHN MPOIYKIIMH B COOTBETCTBHH C
TpeOOBAHUSAMU POCCUICKUX U MEXTyHAPOIHBIX CTAHIAPTOB KauecTBa

31.  Copepxanue npaBun GMP npumeHHTENPHO K OMOTEXHOJIOTMYECKOMY MPOHU3BOJICTBY,
00yCIaBIMBAIONINX CUCTEMY MEHEPKMEHTA KauecTBa OMOTEXHOJIOTHIECKON TPOAYKIIUN

32.  KoHTpoIib 32 MOATOTOBKON MEIUIIMHCKUX MPENapaToB K TPAHCIIOPTUPOBAHUIO
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33.  KoHTpoab TeMnepaTypHBIX peKMMOB MHKYOAIIUH U XPaHEHUS

34.  Ilpouemypa KOHTPOJIA TEMIIEPATyPhl B TEPMOCTATAX U XOJIOAUIbHHUKAX.

35.  Konrtpons u obecrnieyeHne 0e30MacCHBIX YCIOBHI SKCIUTyaTallMl OMOTEXHOJOTHYECKOTO
MIPOU3BO/ICTBA

36.  OOmme TpeboBaHUs K 00€33apaKUBAHUIO OTXO0B OMOTEXHOJIOTHIECKIX TIPOU3BOJICTB
37.  Otxonupl, ux KiIaccu(puKaIys, ciocoObl yTUITH3AINH.

38.  T'ocymapctBennsie u otpacieBbie nokymeHTsl (TOCT; OCT; TV; P/).

39.  Cucrema JOKyMEHTAIMX TPEIIPUSTHS

40.  JlokyMmeHTamus KOHTPOJIS KauecTBa O6uodapmaneBTHUECKON MIPOLYKLIUU

(TeXHOJIOTUYECKHE W TEXHMYECKHH  perjamMeHThl, TOCyJapCTBEHHass  ¢apmakores,
(hapMaKoIeHbBIE CTAThH)

41. Ucnonws3oBanne nabopaTopHbIXx HHPOpManuoHHO-ypasisomux cuctem (JIMYC) B
(hapmareBTHUeCKON U MUIEBON MTPOMBIITICHHOCTH.

42.  IlpaBuna GMP npu mpou3BOJACTBE W KOHTPOJIE Ka4eCTBa JIEKAPCTBEHHBIX MPETapaToB M
WX cyOcTaHIUl

43.  Copepxanue npasmii GMP nmpuMeHUTETHHO K OMOTEXHOJIOTHIECKOMY TIPOU3BOJICTBY

44.  TlpaBunma GMP u mepsl Oe3omacHOCTH Tpu padoTe ¢ peKOMOWHAHTHBIMU IITaMMaMH-
MPOTylIEHTaMH1

45. MexayHapo/iHasi OpraHu3alys o cepTudrKalnuy U yI0CTOBEPEHUIO KauecTBa JIEKapCTB
46.  Tlopsnok cepTuduKaIu JeKapCTBEHHBIX MpenapaToB B Poccun

47.  Cepruduxanusi COOTBETCTBUS

48. Cepruduxarus mpou3BOCTBEHHOHN JCSITEIHHOCTD

49.  Tlopsnok MoJy4eHUs! peruCTPAMOHHOTO cepThU(hUKaTa

50.  Ceprudukar Ha JeKapCTBEHHBIN IIpemnapar.

7.4 MeToanueckue MaTepuaJbl, onpenaeJsoiue Npoueaypbl OeHUBAHUS 3HAHMI,
YMeHHH, HABbIKOB W (WIH) ONbITA [AeATEJbHOCTH, XAPAKTEPHU3YIOLIMX 3TalbI
¢dopmMupoBaHUs KOMIIETEHIN I

OnenuBanue CPOPMHUPOBAHHOCTH KOMIIETEHLIMU OCYIIECTBISIETCS Ha MPAKTHYECKUX
3aHATUSX B XOJ€ TeKyIllero KoHTpoJis. [1pu oneHnBanuu pe3yabTaToB 00y4eHHUs 110 AUCHUIIIUHE
YUUTHIBACTCS:

- BBINIOJIHEHUE UHAUBUyaTbHBIX 3a/1aHUM;

- cobecenoBaHue,

- TECTUPOBAHUE.

8. YueOHO-MeTOoaMYecKkoe o0ecnneueHrue TUCHUILIMHBI
8.1. OcHoBHas JuTepaTypa

IMeuaTHbIe U31aHUA DJIeKTPOHHbIE U3IAHUS

1.KpacHiok, U. 1. dapmaneBTryeckas TEXHOIOTHUS.
[IpomblllIIEHHOE  MPOU3BOJCTBO  JIEKAPCTBEHHBIX
cpenctB. B aByx tomax. Tom 1: yuebnuk / U. U.
Kpacnwk, H. b. lemuna, E. O. baxpymuna, M. H.
AnypoBa; mon pexn. M. U. Kpacmwoka, H. b.
Hemunoii. - Mocksa: 'D0OTAP-Meaua, 2020. - 352

c. - ISBN 978-5-9704-5535-7. -  Tekcrt:
ekTpoHHbld / OBC "KoncymbTaHT cTyneHra':
[caifT]. - URL :

https://www.studentlibrary.ru/book/ISBN978597045
5357.html (mara oGpamenus: 21.09.2022). - Pexum
JIOCTyMa: IO MOJIHCKE.

2.ITanun, A. H. ToBapoBenenue, cTanmapTuzamus 1
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https://www.studentlibrary.ru/book/ISBN978597045

KOHTPOJIb Ka4yeCcTBa BETCPUHAPHBIX Mpernaparos /
[Tanun A. H., Yma b. B., Pogun B. U., Apemuyk B.
I1. - Mocksa: KonocC, 2013. - 343 c. (YueOHuKH U
yueb. TmocoOusi Juis CTYICHTOB BBICHL  yueO.
3aBencHuii) - ISBN 978-5-9532-0705-8. - Tekcr:
anektpoHHsld // DBC "KoHcynpranT cryzmenTa'
[caiT]. - URL :
https://www.studentlibrary.ru/book/ISBN978595320
7058.html

(mara oOpamenus: 21.09.2022). - Pexxum pocrymna:
IO TTOIITHCKE.

3. Hlaramos, 1. O. TexHoyorus MpPOW3BOJICTBA U
obecrieueHne KauecTBa AKTUBHBIX
dapmaneBTHUeCKHX ~ cyOcTaHiui.  Yacrth 1.
[Iporeccyl MpoU3BOACTBA U MPUHITUIIBI OOECTICUEHUS
kadectBa ADC: VYuyeOHO-METOAMUECKOE MOCOOUE:
MUPDA - Poccutickuii TEXHOJIOTHYECKUI
yauBepcuteT, 2020. — 86 c. — M3a.: «Jlaup» - URL
‘https://e.lanbook.com/search?query=dapmarieBTrye
ck0€%201poun3BOICTBO

Pexxum noctymna: no noanvcke

8.2. lonoiHMTE/ILHAS JIUTEPATypPa

IleyaTHbIe H31aHuA

JJIeKTPOHHbIE U3TAHMS

1.JLx. M. JIxeir, M.[Ix. Jleccuep, [.A.
lonpnen. — M.: BUHOM. JlaGoparopus
3HaHuH, 2011. — 886 c. (5 7k3.)
2.I'panosa H.b. Buonornueckas
0€301MacHOCTb OMOTEXHOJIOTHYECKUX
npou3BoJcTB [Tekcr]: yueb.mocobue /
H.b. I'pamora., E.C. baGycenko, B.N.
[Tandwmnos. — M.: JleJlunpunt, 2010. —
136 c.

Opemnu  P.S. KynbTypa KHUBOTHBIX
kierok [Tekcr]: mpakr. pyk. / P.AL
O®pemny; nep. S5-ro anr. w3a. 0. H.
XowmsxoBa, T.M. XomskoBor. — M.:
BMHOM. JlaGopartopus 3nanuii, 2011. —
691 c.

1.YuebHuk 1o OuotexHosoruu. I[IpomblnieHHas
OMOTEXHOJIOTHS, KYJIbTYPhl PACTUTEIBHBIX KJICTOK,
KYJIbTYpbl ~ KHBOTHBIX  KJIETOK W  TKaHEH,
IreHeTHUYeCKass WHXeHepus. Vumoctpamnuu, BHICO —
Pesxxum mocryma: biotechnolog.ru. — 3arn. ¢ skpana
(mara oopamenus: 2.04.2014).

2.TexXHOJIOTUsl M3TOTOBJICHUS JICKAPCTBEHHBIX (hopm
[DnexTpoHHbIi pecypc] : yueOnuk / B. A. I'poccman
- M. : I'DOTAP-Menua, 2018. - 336 c. : mn. URL:
http://www.medcollegelib.ru/book/ISBN9785970452
523.html

Pexwum nocryna: 1mo noamnucke

9. IlpodeccuonanbHbIe 6a3bl JAHHBIX H HH(OPMAIMOHHBbIE CNIPABOYHBbIE cUcTeMbl, JBC

. HpOGKTHaH ACATCIBHOCTD M KOMIIJICKCHBIC ITOCTaBKH OMOTEXHOJIOTHYECKOTO 060py)10BaH1/151 /

CaiiT opraHuszaiuu. —
obpamenus: 12.04.2014).
. ObmectBOo OmoTtexuoyioros Poccun.

Ilenp oOmectBa —

Pexxum mocrtyma: http://www.biotechno.ru. — 3arn. ¢ skpana (nata

Pa3BUTHUC OHMOTCXHOJIOTUU U

OMOPKOHOMMKH, OCHOBaHHOM Ha 3HaHMAX, B Poccuiickoit ®enepanuu. XypnHan «BecTHuk
ouorexHonorum» — Pexxum nmocryma: Www. biorosinfo.ru. — 3arn. ¢ skpana (nara oOparieHus:

10.04.2014).

. BHOTEXHOJIOTHS — COCTOSIHME M TEepPCIeKTUBbI pa3BuUTHs. COOBITHS W MEPOINPHATHS HA TEMY
OMOTEXHOJIOTHH: KOHTPECChI, KOH(DEPECHIINU, BBICTABKH, KOHKYpPChl — Pexum goctyma: WWW.
mosbiotechworld.ru. — 3aru. ¢ sxpana (nata oopamenus: 1.04.2014).
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https://www.studentlibrary.ru/book/ISBN9785953207058.html
https://www.studentlibrary.ru/book/ISBN9785953207058.html
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
http://lbz.ru/authors/220/2066/
http://lbz.ru/authors/220/2354/
http://lbz.ru/authors/220/2354/
http://www.medcollegelib.ru/book/ISBN9785970452523.html
http://www.medcollegelib.ru/book/ISBN9785970452523.html
http://www.biotechno.ru/

4. VIHTepHeT-)KypHAT 0 KOMMEPYECKUX TEXHOJIOTHSIX. — peKuM noctyma: http://cbio.ru/. — 3arm.

©~N oo

sKkpana (nara oopamienus: 4.05.2014).
http:/library.stgmu.ru — nayunast 6ubimorexka CTTMY
https://e.lanbook.com — DBC Jlans
http://www.knigafund.ru — 9bC Kuuradons
http://www.studentlibrary.ru — 3b6C KoncysbTaHt cTyneHTa

9. JInueH3noHHOE U CBOOOIHO pacnpocTpaHsieMoe MPOrpaMMHoe odecreyeHne
HaumeHoBaHue Horosop

CepBuc NpoBEepKU YHUKAIbHOCTU TEKCTA Jlorosop Ne 149/3K ot 24.07.2023
[Tnardopma Bumeokonpepenimii Webinar Joroop Ne C-9820 ot 14.12.2022
1C: Vuausepcurer Ilpod Jorosop Ne 27 ot 30.04.2014
kaspersky endpoint security Jorosop Ne 179/3K ot 18.08.2023
Apxusatop 7-zZip becruiaTHbIi
Adobe Acrobat Reader DC becruiaTHbIi
Astra Linux Common Edition Joroeop Ne 199/3T ot 12.09.2023
1C: Dnextponnoe oOyuenue. KopriopatuBHbIM Horosop Ne 78/3T ot 06.06.2022
YHUBEPCUTET
1C: DnexTponHoe 0O0yueHue. Beb-kabuner Jorosop Ne 78/3T ot 06.06.2022
MIPETo/IaBaTells M CTYJCHTA
Koncynerant [Lroc Jorosop Ne 318/3T ot 09.01.2023

11. Onucanue MaTepuaJbLHO-TEXHUYECKON 0a3bl, HEOOXOAUMOM VISl OCYIIECTBJICHUS
o0pa3oBaTeIbHOIO NMpolecca Mo AUCHUIINHE.
11.1 IomemeHus it MPOBeACHUA Y4eOHBIX 3aAHATHIH
[Tomemenus s TPOBEACHHS YYCOHBIX 3aHATHH, COOTBETCTBYIONIWE JEHCTBYIOIIUM
MIPOTUBOMOXKAPHBIM IIPaBUIIAaM U HOPMaM
11.2 Texun4yeckue cpeacTsa o0yuyeHUust
Jlig peanuzanuy JUCHMILIMHBI UCIOJIB3YIOTCS CIIEAYIONINE TEXHUYECKHE CPEICTBA:
- TEeXHUYECKHE CcpeAcTBa Imepenayud ydyeOHOM wuHPoOpMalMM — MPOCKIUOHHAS
anmnaparypa IHUPOKOTO Ha3HAYCHUS;
- TEXHUUYECKHE CPEICTBA KOHTPOJIS 3HAHUM - KOMIIbIOTEpHBIE MPOTPaMMBbl B MOJICHCTEME
Moodle LMS, npuMensiorpecs jist MPOBEACHUS TEKYIIEro KOHTPOJIS 3HAHUIN YYaIIHXCS;
- TpeHaXXepbl U 000PYIOBAHUE:
AxBaguctuisaTop anekrpuaeckuii PHS AQVA
boxc mns ITLP — Ananuza UVT — B - AR
Becwl anamutnueckue BCJI — 200/0,1 A
Nuky6atop Covatutto S4 Digitale Automatica na S4 siiinia
Memanka marautas MM - SM
Muxkpockon Mukpomen 2 BapuanTt 2-20
Mukpockon cTtepeockonnueckuii nankparndeckuit MC-2 Zoom
Hacoc Bakyymnslii 2 HBP — SJIM1
pH-metp crar HI 2210, pH/mB/C - metp
10 pH/oxcu — metp HI mopratusHsIii, 6€3 MpoBepKH
11. CrepunuszaTop mapoBoil aBTOMaT ¢ BO3MOXKHOCTBhIO BbIOOpa pexuMoB ctepuimzanun ['Ka-
25113
12. VaerpasBykoBas moiika ElImasonik S10H (0,8:1) ¢ narpeBom
13. LlenTpudyra MmeauuuHcKas tadopaTopHas «Armed»
14. Mka¢ cymmnsuei IC-80-01 CITY
15. Tepmocrat anexkrpuueckuii cyxoosayunsiit TC-1/80 CITY

CoNoOR~WNE
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http://cbio.ru/
http://library.stgmu.ru/
https://e.lanbook.com/
http://www.knigafund.ru/
http://www.studentlibrary.ru/

16. Bokc abakrepuanbHblil Bo3aymHO# cpensl BAB — «Jlamunap-c»-1,2

17. XononunbHuK KOMOMHUpPOBaHHKIH TabopaTopublii XJI1-340 «POZIS»

18. Tepmocrat nporpamMmmupyemsblii s npoeaenus [P — ananusa yersipexkananbubiii TT14-
[MLP-01-«Tepuux»

19. JIuo¢wunphas cymka Va Co2

20. Ucnapurens poraunonnsii HP-1JIT

21. TlepememmBatomiee ycrpoiicteo LOIP LS-120 (JIAB — I1Y-02)

22. bnennep BL 1500

23. Becsl hacoBouHBIE

11.3 [lomenenus 1jisi CAaMOCTOSITEILHOI PadoThI

[Tomemenns ocCHaIIEHbl KOMITBIOTEPHOW TEXHUKON C BO3MOKHOCTBIO TMOJKIIFOYEHUS K
cetu MHTEepHET M obecrieueHneM JIOCTyMa B JIEKTPOHHYIO MH(POPMAIMOHHO-00pa30BaTEIbHYIO
Cpedy YHUBEPCUTETA
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PaGouas  mporpamma  jmucuuiuimebl  «MeTomsl M KOHTpPOJIS H  CepTUHUKALUH
OMOTEXHOJIOTMYECKON TPOTYKIIUM»

Pa3paborana:

Ho1. kadenpb OMOTEXHOJIOTHH, K.0.H. Tomuuii M.B.
O6cyxaeHa:

Ha 3aceaHuu Kadeapbl OMOTEXHOIOTHH,

1.0. 3aB.Kadenpoit 3aepko B.U.

CornacoBaHa U peKOMEH/IOBaHa K HCIIOJIB30BAHUIO B 00pa30BaTEIILHOM IIPOIIECCE IS
oOyyaromuxcs Mo HanpasieHnto noarotoBku 19.03.01 buorexnonorus 2023 roma zHabopa
3a04HOM (hopmbr 00ydenus 31.05.2023

PykxoBoaurens OIIOII BO Yypunosa T.M.

Jlexan axkynpreTa ryMaHUTAPHOTO
1 MEJIMKO-OMOJIOTHYECKOTO 00pa3oBaHus Denpro H.A.



	Кафедра биотехнологии
	РАБОЧАЯ ПРОГРАММА ДИСЦИПЛИНЫ
	Профессиональный стандарт «Специалист по  промышленной фармации в области исследований лекарственных средств», утвержденный приказом Министерства труда и социальной защиты Российской Федерации от 22 мая 2017 г. N 430н (зарегистрирован Министерством ю...
	8.2. Дополнительная литература

		2023-10-13T10:53:57+0300
	ФЕДЕРАЛЬНОЕ ГОСУДАРСТВЕННОЕ БЮДЖЕТНОЕ ОБРАЗОВАТЕЛЬНОЕ УЧРЕЖДЕНИЕ ВЫСШЕГО ОБРАЗОВАНИЯ "СТАВРОПОЛЬСКИЙ ГОСУДАРСТВЕННЫЙ МЕДИЦИНСКИЙ УНИВЕРСИТЕТ" МИНИСТЕРСТВА ЗДРАВООХРАНЕНИЯ РОССИЙСКОЙ ФЕДЕРАЦИИ




