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1. IlepeyeHb NJaHUPYEeMBbIX Pe3yJbTATOB 00y4eHHS 10 JUCHHUILINHE, COOTHECEHHBIX C
IUVIAHUPYEMbIMU pe3yJIbTATaAMHU 0CBOEHHS 00Pa30BaTeIbLHOI MPOTrpaMMBbl

Kon
KOMIIETEHIINHU

HanmenoBanne KOMIICTCHII UM

Pe3ynbrarel 00yueHus

I1K-3

VYnpasnenue
MIPOU3BOJICTBOM JIEKAPCTBEHHBIX CPECTB

IMPOMBIIIJIICHHBIM

NAIIK-3.1 Opranuzanus paboThI
HIepcoHaa HPOU3BOACTBEHHOTO
HOJpa3AeIeHUs

Ha ypoBHe 3Hanmit

Metoab! onTUMH3ALUU
TE€XHOJOTMYECKHUX IPOLIECCOB, METOIBI
IPOMBIIIJIEHHOTO MEHEI)KMEHTa U
JOTUCTUKHU

Ha ypoBHe ymeHnuii

OcylecTBiATh OLIEHKY COOTBETCTBUS
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB

TpeOOBaAHUSM, YCTaHOBJICHHBIM
3aKOHOJAATCILCTBOM Poccuiickoi
denepanun 00 obOpareHuun

JICKAPCTBCHHBIX CPEACTB

Ha ypoBHe HaBBIKOB

Paccmotrpenue u yrBepkaeHue
IIPOM3BOJCTBEHHON JOKYMEHTALU
(hapMareBTHYECKOTO TPOU3BOJICTBA U
OpraHM3alMs €€ BBIIIOJHEHUS.
Opranuzanys NepBUYHOIO U
MOCIEYIOIEro 00y4eHus mepcoHala
IIPOM3BOJCTBEHHOIO MOPA3/IEIICHUS.

NAIIK-3.2  PykoBomuT  mpoueccamu
KOHTpOJISI KauecTBa (apMalleBTUYECKOTO
IIPOU3BOJCTBA

Ha ypoBHe 3HaHuUii

OcCHOBHBIE NOJIOKEHUS HAUJIEKALTUX
MPaKTHUK I UCIIOJIb30BAaHUS IIPU
PYKOBOZCTBE ITPOLIECCAMU KOHTPOJIS
KauecTBa (papMaleBTUYECKOTO
IIPOU3BOJICTBA

Ha ypoBHe ymenuii

Hcnonb30BaTh OCHOBHBIE MOJIOKEHHUS
HaJUIeXalluX MPaKTUK JUIsl pyKOBOJCTBA
IpoLeccaM KOHTPOJIS KadecTBa
(hapmaleBTUUECKOT0 MPOU3BOACTBA

Ha ypoBHe HaBBIKOB

Bnagets BompocaMu UCHOIb30BaHUS
OCHOBHBIX II0JIO)KEHUHN HaJIEKaIUX
MPaKTHUK JJI1 PYKOBOJCTBA MpoLieccaMu
KOHTPOJISl KauecTBa (papMalieBTH4ecKoro
IIPOU3BOJICTBA

2. O0beM U MeCTO JUCHUIIMHBI B CTPYKTYpe 00pa3oBaTeIbHON MPOrpaMMbl




VYyeOHas JIUCHMIUIMHA SBISETCS 00s3aTeILHON YacThiO 00pa3oBaTEIbHOW MPOTpaMMbl B

cootBercTBUM ¢ ®I'OC mno wnHampasnenuto noarotoBku 19.04.01 buortexHomorus,

OTHOCHTCA K

IMCLUUIUIMHAM 00s3aTeNIbHOW YacTH, B COOTBETCTBHM C Yy4eOHBIM IJJaHOM H3y4aercs Ha 1 kypce B 1

cemecrTpe.

OO0mias TpyJ0EMKOCTh AUCIHUIUIMHBI cocTaBisieT 144 yaca, B ToM yucie: 72 yaca KOHTaKTHOU U 72

yaca caMOCTOSATCIbHOM pa6OTBI.

d)opMa HpOMe)I(YTOqHOﬁ arrecraguu B COOTBETCTBHHU C y‘l€6HBIM IJIAHOM — 3a4eEr.

3. Coep:xkaHue U CTPYKTYPa AUCHHILTAHBI
3.1. CtpykTypa AUCIUIUIHMHBI

Ne
pasneina,
Ne Temsbl

HaumeHoBaHue pa3aeJioB,
TeM

O0beM JUCHMILIHHBI, YaC.

Bcero

KonTakTHan
pabora no
BHAAM y4eOHBIX
3aHATHH

] c |m3 |13

CpP

Dopma
TeKyllero
KOHTPOJIsI

ycneBaeMocTnl,
NMPOMEKYTOY-
HOM aTTecTanuu

Cemectp

1

Pa3gen 1

IIpounsBoacTso
JIEKApCTBEHHBIX CPEJICTB B
COOTBETCTBHUH C
TpeboBanusimu [IpaBun
HaJUIe)KaIen
MIPOU3BOCTBEHHOMN
MIPaKTUKH.

30

15

T, C3

Tema 1.1.

OO011Ue MOJI0KEHHS,
TEPMUHBI U ONIPEICIICHNS,
CTPYKTypa MpaBui,
OCHOBHOE COJICp)KAaHHUE.

Tema 1.2.

Hannexariye npakTUKH
(GxP) B papmarmn.

Tema 1.3.

ITousTre xayecTna
npoaykuuu. OcobeHHOCTH
JIC kak ToBapa. Cuctemsl
YIpaBIeHHS KAYeCTBOM
MTPOIYKIIHH.

Tema 1.4.

®dapmaneBTHYECKas
CUCTEMa KayecTBa.
Otnen obecnieueHust
KauecTBa: CTPYKTypa,
3aJla4yM.

12

T, C3

Pa3nen 2

JoxymenTanusa Ha
(hapmareBTHIECKOM
TIPE ITPHSITHH.

12

Tema 2.1.

CrpykTypa u BUbI
JIOKYMEHTAIIH.
VYupasnenue
JIOKYMEHTAIUEN.
OcHoBHOE 10Cbe
npennpustus (Site master

file).

12

Pa3nen 3

ITepconan
(hapMareBTHYECKOTO

30

15

T, C3




MIPENPHUSITHS.

TpeboBanus k mepcoHay.

Tema 3.1. 12 2 4 6 T
JOJIKHOCTHBIE MHCTPYKLIUH.

Tewma 3.2.| OGy4yenue nepcoHaa. 6 1 2 3 T

HpOI/I3BOI[CTBCHHaSI TUTHUCHA
Tema 3.3.| u mpaBuIIa NOBEICHUS B 12 2 4 6 T, C3
YUCTBIX MNOMCUHICHUAX.

Pasyen 4 | LIOMCIICHI i 6 |6 |12 18 T
o0opytoBaHUeE.

Knaccudukanus
MMOMEIICHUI Ha
Tema 4.1 (bapMareBTUYECKUX 12 2 4 6 T
MIPOM3BOICTBAX.
TpeboBaHUs K TOMEIIEHUSIM
1 KJIaCChl YHCTOTHI.

TpeGoBanus k
MIPOM3BOJICTBEHHOMY
000pyIOBaHUIO 1
WH)KEHEPHBIM CHCTEMaM.

TpeGoBanus k 12 2 4 6
MIPOEKTHPOBAHUIO U
OCHAIIICHUIO
(bapMOpenpusITUi.

Tema 4.2.

Kpamuduxanuus
MPOU3BOJICTBEHHOTO U
U3MEPUTEIIEHOTO
o0opytoBaHUsl.

Tema 4.3. 12 2 4 6 T

Bamunmanus Ha
Paznen 5| papmaneBTrueckom 12 2 4 6 T
TPEANPUSATHH.

Banupamnus
TEXHOJIOTHUECKOTO
Tema 5.1.| mpouecca u 6 1 2 3 T
U3MEPHUTEIBHOTO
o0opytoBaHusl.

Tema 5.2.| Banunamus ouncTKy. 6 1 2 3 T

Pucku B mponsBoacTse 22

Pasnen 6
HeKap CTBCHHBIX CpCI[CTB

VYnpasieHue puckamu At
Tewma 6.1.| kauectBa — ICH Q9 11 2 4 5 T
«Quality Risk managementy

CaMOMHCIICKIIUS U ayUT Ha
Tema 6.2.| papmareBTHICCKOM 11 2 4 5 T
OPEIPHSATHH.

ITpomerxyTouHas arTecTanus 2 2 3auer

Bcero: 144 24 | 48 72

Ipumeuanue: JI — nexyuu, C — cemunap, 113 — npaxmuyecxue sausmus, JI3 — nabopamopHvie 3aHamusl.,
CP — camocmosmenvhas paboma, 114 — npomedcymounas ammecmayusi.
1
— ¢hopmul mexyweco konmpoas ycnesaemocmu: mecmupogarue (1), cumyayuonnas 3aoaya (C3).

3.2. ConeprxkaHue TUCIUILTHHBIL.

Paznen 1. IIpom3BOnCTBO JIGKAPCTBEHHBIX CPEACTB B COOTBETCTBHHM C TpeboBaHusmu [IpaBumn
HaJJIeXaIeld mpou3BOACTBEHHON npakTuku. Tema 1.1. OOmue monoxeHus, TEPMUHBI U ONPEICICHHS,



CTPYKTypa IIpaBuJl, OCHOBHOE cozepxkanue. IIpennocbuiku u ucropus coznanus npasuwi GMP. Tema 1.2.
Hannexxamue npaktuku (GxP) B dapmanmm. HanmoHanbHbIe W OOIIEMHPOBBIE CHCTEMBI HAJUICKAIICH
MPOU3BOJCTBCHHON mpakTuku B (apmarmm. O630p neiictByronmx npaBuin GMP. CtpykTypa W NpUHITHIT
noctpoenus [Ipasuin u [punoxenunit k Hum. Tema 1.3. ITonstue xauectBa npoaykiuu. OcodbernHoctu JIC
kak ToBapa. CucTeMbl ylpaBieHMs KadecTBOM mnpoaykuuu. Tema 1.4. dapmaneBTuueckas cucrema
kadectBa. ICH Q10 «Pharmaceutical Quality System». Otmen oOecrieueHusi KadecTBa: CTPYKTYpa,
3a/1a4H.

Paznen 2. JlokymeHTarust Ha ¢apmareBTudeckoM npeanpusarun. Tema 2.1. CTpykTypa ¥ BHIBI
JOKYMEHTAIlMi. YTpaBieHue aokymeHrtanueid. OcHoBHoe paocke mnpeanpustus (Site master file):
Ha3Ha4YeHHE JOKYMEHTA, €ro CTPYKTYpa, MPUHLHUIIBI COCTABICHUS. Y IOJIHOMOYEHHOE JIMIO: TpeOOoBaHuS,
obs3anHOCTH. Jlocke Ha cepuio: mpaBwia (HOPMUPOBAHMSA, XpaHEHHs, apxuBupoBaHus. Ceprudukar
cepun JiekapcTBeHHOro cpenacta. [Ipwnoxkenne N 1 k [lpaBwiam Haanexameid HTPOU3BOACTBEHHOU
npakTuku TpeOoBaHUS K MPOU3BOJCTBY CTEPHIIBHBIX JIEKAPCTBEHHBIX cpeAcTB. [Ipunmoxenue N 2 k
[TpaBuiaM Haanexaiei MpoOM3BOACTBEHHON MpakTUKU TpeOoBaHMSA K MPOU3BOACTBY OMOJIOTHYECKUX (B
TOM YHCJIE WUMMYHOOHMOJOTMYECKHMX) AaKTUBHBIX (DapMaleBTUYECKUX CYOCTaHIIMH W JICKaPCTBCHHBIX
[penaparoB JIsl MEAUIUHCKOTO IPUMEHEHHUS.

Paznen 3. Ilepconan ¢apmaneBtudeckoro npeanpustus. Tema 3.1. TpeboBanus K mepcoHaty.
JomxnocTtHble HHCTpYKUUU. Tema 3.2. Obyuenue nepconana. Tema 3.3. [IpousBoacTBeHHas TUTHEHA U
MpaBUJIa TOBEACHUS B YUCTHIX TOMEIICHHSIX.

Pasnen 4. Ilomemenuss u ob6opynoBanue. Tema 4.1. Knaccudukanus mnomemieHudl Ha
(dapmaIreBTHUECKUX MPOU3BOJICTBAX. TpeOOBaHUS K TOMEHICHUSAM W KJIACChI YHCTOTHI. Kitaccudpukammst
noMeleHui  Ha  (apMmaleBTHUECKUX  MHPOM3BOACTBaX  (MPOUM3BOJICTBEHHBIC,  CKJIAQJCKHE U
BCIIOMOTaTeNbHbIE 30HBI, 30HBI KOHTpOJds KadectBa). Tema 4.2. TpeGoBaHus K NPOU3BOACTBEHHOMY
O00OpYIOBaHUIO M WH)XEHEPHBIM cHcTeMaM. TpeOoBaHHS K MPOSKTUPOBAHHIO U  OCHAIICHUIO
dbapmopennpustaii. [Ipunoxkenne N 11 k IlpaBuimam Hajexarield NpOU3BOJCTBEHHOW IPAKTUKH -
TpeboBaHMsl K KOMIIBIOTEPU3UPOBAHHBIM cucTeMaM. Tema 4.3. KBanudukainus npou3BOJICTBEHHOTO U
HU3MEPUTENBHOTO 000y I0BaHHUS.

Pasmen 5. Bammpanus ©Ha (¢apmaneBTruueckoM mnpeanpustuu. Tema 5.1. Bamumpanus

TEXHOJIOTUYECKOI0 IIpoLecca U U3MepUTENbHOro obopynoBanus. Tema 5.2. Banunanus O4uCTKH.

Pasznen 6. Pucku B mpou3BOACTBE JIeKapCTBEHHBIX cpeAcTB. Tema 6.1. YrnpaBneHue puckamu st
kauectBa — ICH Q9 «Quality Risk management». Tema 6.2. CaMOWHCHEKIIUS W ayJAWT Ha
(bapmaleBTUUECKOM MPEANPUITUN: BUIBI, LIEJIU U 331241, TOKYMCHTAIHS.

4. ®oH/1 OLIEHOYHBIX CPEICTB MO AUCHHUILINHE
4.1. ®opmpbl, MaTepHallbl TEKYIIETO KOHTPOIIS U MPOMEKYTOYHON aTTECTAIIUU.
B xome peammzanuy JUCHUTUTMHBI HWCTIOJB3YIOTCS ClIeAyromue (OPMBI TEKYIIEro KOHTPOJISA
YCIIEBAEMOCTH O0YUAIONUXCSI: TECTUPOBAHNE, CUTYAI[HOHHBIC 3a/1a4H.
[TpoMexxyToduHast aTTecTanus MPOBOAUTCS B (popme 3adera.
4.2. OnleHOYHBIE CPEICTBA JIJIS TPOBEACHHS TEKYIIEro KOHTPOJISI U MTPOMEKYTOUYHOW aTTECTAIHH
(TTpunmosxenue Ne 1).
4.3. llIxana orieHMBaHUS JIJISl TEKYIIETO KOHTPOIISL U TPOMEKYTOUHOM aTTECTAIIHH.
TecToBBIE 3agaHus: 90 - 100 % — otimuHO;
75 — 89 % — xoporo;
60 — 74 % — yIOBICTBOPUTEIILHO;
Menee 60 % — HeyIOBIETBOPUTEIHHO.
4.4. Kputepuu orieHKH COPMUPOBAHHOCTH KOMITETCHITHH B paMKax MPOMEKYTOYHOH aTTeCTaIluu

CrpykTypHBIE Kputepun onieHku c()opMHUPOBAHHOCTH KOMITETCHIIUN

Kox kommerenimmn

AIIEMEHTBI He chopmupoBana ‘ CdopmupoBana




OLCHOYHbIX
CpENCTB

[IK-3 (MAMK-3.1)

mecmuposanue (T),
CUTYAYUOHHASL
saoaua (C3).

He 3naeT meTonanl
OITUMH3AIUN
TEXHOJIOTHYECKHX
MPOLIECCOB, METOJIbI
MIPOMBIIIICHHOTO.
MCHEKMCHTA M JIOTHCTUKU
He ymeer ocymiecTBisaTh

OLIEHKY COOTBETCTBHSA
MIPOM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB
TpeOOBaHUAM,
YCTaHOBJICHHBIM
3aKOHOJIATEIILCTBOM
Poccutickoii ®enepanmu 06
oOpallleHUH JIEKapCTBEHHBIX
CpPEICTB.

He Bnaneer ocHoBamu
PacCMOTpPEHHS 1
YTBEPKACHUS
MPOU3BOACTBEHHOMN
JIOKYMEHTAIuU
(hapmareBTUIeCKOro
MIPOU3BOJICTBA U
OpraHu3aIms ee
BBITIOJIHEHMSI; OpraHU3aLUN
MIEPBUYHOTO U
MOCIEAYIOMIEro O0yueHus
nepcoHasa
MIPOU3BOJCTBEHHOI'O
MoIpa3IesICHusI.

3HAeT METOIbl ONTUMHU3ALNHI
TEXHOJIOTUYECKUX
MIPOLIECCOB, METOJIbI
IIPOMBIILIJIEHHOTO
MEHEKMEHTA U JIOTUCTUKH.
YMeeT 0CyLIeCTBIIATh OLIEHKY
COOTBETCTBUS IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEICTB
TpeOOBaHUSM,
YCTaHOBJIEHHBIM
3aKOHO/IaTEJIbCTBOM
Poccuiickoii ®eneparu 06
oOpallleHnH JIeKapCTBEHHBIX
CPEJICTB.

Bnageer ocHoBamu
pPaccCMOTpPEHHS U
YTBEPKIACHUS
MIPOU3BOJCTBEHHOMN
JIOKYMEHTaluu
(bapmMaleBTUYECKOTO
IIPOM3BOJICTBA U OpraHu3alus
€€ BBINOJHEHUS;
OpraHu3anues NepBUYHOro U
MOCJETYIOIEro 00ydeHus
nepcoHaa
IIPOU3BOJICTBEHHOTO
MOJIpa3/IeJICHUsI.

WAMNK-3.2

He 3HaeT ocHOBHBIE
MIOJIO’KEHHUS HaJJIexkKalnux
NPaKTUK Il UCTIOJIb30BaHMUS
IIPU PYKOBOJCTBE
IpoLeccamM KOHTPOJIS
KayecTBa
(bapMarieBTU4eCKOro
MIPOU3BO/JICTBA.

He ymeer ucnonbs3oBath
OCHOBHBI€ MTOJIOKEHHUS
Ha/IJIeKAIIUX MTPAKTUK JUIs
PYKOBOJICTBa IpolieccaMu
KOHTPOJISl KauecTBa
(hapmareBTHIeCcKoro
IIPOU3BOJICTBA.

He Bnageer Bonpocamu

HUCIOJIL30BAaHUSI OCHOBHBIX
MOJIOKEHUY HaJlJIeKaIuX

3HaeT OCHOBHBIE MOJTOXKEHHS
HaJIeXKAINX MTPAKTUK TS
UCIIOJIb30BaHUS TIPH
PYKOBOJICTBE MPOIECCaMU
KOHTPOJISI KauecTBa
(hapmareBTHIeCcKoro
MIPOU3BOJICTBA

YMeeT ucnonap30BaTh
OCHOBHBIE MTOJIOKECHHUSI
HaJIeXKAINX MTPAKTUK TS
PYKOBOJICTBa IpolieccaMu
KOHTPOJIS Ka4eCcTBa
(bapMareBTHYECKOTro
MIPOM3BOJICTBA

Bnaneer Bompocamu

HCIIOIB30BaHUSI OCHOBHBIX
MOJIOKEHUU HaJJIeKauX
MPAKTUK I PYKOBOJCTBA




NPAKTUK I PYKOBOJICTBA nporeccaMu KOHTPOJIS
IpOLIECCaMU KOHTPOJIS KadyecTBa (hapMarieBTHYCCKOr0
KaJyecTBa NPOM3BOICTBA
(dapManeBTUYECKOTO

POM3BOJICTRA.

Komnerennust cuutaercss cGOPMHPOBAHHOM Ha YpoOBHE TpeOOBaHMM K JUCLUIUIMHE B
COOTBETCTBUM C OOpa30BaTENbHONW IPOrpaMMOM, €ClIM MO MTOraM IPUMEHEHHUS OLEHOYHBIX CpPEICTB
IIPOMEXYTOUYHOM aTTeCTallMM WM HX OTAEIbHBIX D3JEMEHTOB pE3yibTaTbl, JIEMOHCTPUPYEMbIE
00y4aroImuMcsi, OTBEYAIOT KPUTEPUIO CPOPMUPOBAHHOCTH KOMIIeTeHIIMK. Eciiu 1o uToraMm npoBeeHHOM
MIPOMEKYTOUHOM aTTECTAIlMM KOMIIETEHIMsS He cpOpMHUpOBaHA HAa ypOBHE TPEOOBaHMI K JUCLUIUIMHE B
COOTBETCTBMHM C 00pa30BaTeNbHON MporpaMMmoil (pe3yibTaTel 0Oydaromerocs HE COOTBETCTBYIOT
KPUTEPHIO chOPMUPOBAHHOCTH KOMIETEHIIH ), 00Y4aIOLIEMYCsl BBICTABISIETCS «HEYIOBIETBOPUTEIHHOY.

5. MeToauyeckne MaTepuaibl M0 0CBOCHHIO THCIHILTHHDI
Mertoauyeckre MarepHanbl M0 AUCHUIUIAHE (TOJHBIA KOMIUICKT METOIMYECKHX MaTepHasioB)
HAaXOIHUTCS Ha Kadeape MPOMBIIIICHHON TEXHOIOTHH JIEKapCTB ¢ KypcoM GrorexHonoruu (I[Ipuiokenue
Ne 2).

6. YueOHas quTepaTypa s 00y4AUIUXCH M0 TUCHUTLINHE
6.1. OcHoBHas nuTeparypa (yueOHuku 3a nocieanue 5 — 10 ner).

1. ®epepanbublii 3akoH "O06 oOpamennn JekapcTBeHHbIX cpeacTB” Ne 61-@3. Bren. 12.04.2010.

2. IlpaBuiia opraHu3anyy MPOU3BOACTBA U KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEICTB YTB.
IIpUKa30M MUHUCTEPCTBA NPOMBIIUIEHHOCTH U TOProBiau P® ot 14 uronsa 2013 r. N 916.

3. Ilponykiust MEAUIMHCKON MPOMBIIUIEHHOCTH. TeXHOJIOrMYeckre perjaMeHThl MPOM3BOJICTBA.
Co-nepxanue, TOpPSIOK pa3paboTku, cormacoBanws u  yrBepxkacHus: OCT 64-02-003-2002. Vrs.
PacnopspxkenrneM MuHUCTEPCTBA TPOMBIIIIEHHOCTH, HAYKH U TexHosoruit PO ot 15.04.2003 r. Ne P-10.

4. TOCT P 52550-2006 TIpom3BojacTBO JIEKApCTBEHHBIX cpeacTtB. OpraHu3airoHHO-
TexHoJoruueckas nokymeHTtauus" (yrB. W BBeneH B paeiictBue llpukazom PocrexperynupoBaHust ot
02.06.2006 N 105-cr.

5. TocynapcrBennast ¢apmakones Poccuiickoit ®epeparuun XV uznanue / DenepanbHas
JIEKTPOHHAS MeUITHHCKAs oubmoTexa, 2023. Pexum JIOCTYTIA:
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

6.2. IlHpopMamoHHO-CIIPaBOYHBIE CUCTEMBI U MPO(ecCHOHANbHbIE 0a3bl JAHHBIX.
1. https://grls.minzdrav.gov.ru/Default.aspx
2. https://Texakcnept.cait/
3. https://qilsinp.ru/

7. MarepuajibHO-TeXHMYecKass 0a3a, HHPOPMALMOHHbIE TEXHOJIOTHM, MPOrpPaMMHoOe
o0ecrnieyeHre U MHPOPMALMOHHBbIE CIIPABOYHbIE CHCTEMBI
Jlns peanu3zanuyu nporpaMMbl y4eOHON TUCIUIUIMHBI TOJDKHBI OBITh TPEYyCMOTPEHBI CIEIYIOIIHe
CIELUaJIbHBIE [IOMEIIECHUS:
CriennanpHble  TIOMEIIEHUS, TPENCTaBIsoONIe co00i ydeOHbIE ayAUTOPUU JJS TPOBEICHHS
3aHATHM BCEX BUAOB, NMPEAYCMOTPEHHBIX 00pa3oBaTeIbHOM NPOTrPaMMOM, B TOM YHWCIIE TPYMIOBBIX U
VHJUBUIYAJIbHBIX KOHCYJIbTAllUM, TEKYILEr0 KOHTPOJII W IPOMEXYTOYHOM aTrTecTalud, a TaKkKe



https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/
https://grls.minzdrav.gov.ru/Default.aspx
https://техэксперт.сайт/
https://gilsinp.ru/

MOMEIICHUS TSI CAMOCTOSITENILHON pabOoThl, MAaCTEPCKHE M JTa00OpaTOpuH, OCHAIIEHHBIE 000pYIOBaHHEM,
TEXHUYECKHMHU CpeACTBAMU OOYYCHHUS U MaTepuallaMH, YYUTHIBAIOLUIMMHU TPEOOBaHUS MEXIyHAPOIHBIX
CTaHJApTOB: MPOEKTOP, MEPCOHATBHBIE KOMIBIOTEPHI C BO3MOXKHOCTBIO MOJIKIIOUEHUS K ceTH VIHTepHeT u
o0ecriedyeHneM JI0CTyna B JJEKTPOHHYIO HH(OPMAIIMOHHO-00pa30BaTeNbHYIO cpeny, yueOHas mebenb
IS TIeIarOTUYECKOTr0 pabOTHHUKA U 00yJaroImuXcs (CTOJBI U CTYIIBS), IPOEKTOP, SKPaH I IPOEKTOPA.

[ToMenieHust asi CaMOCTOSTENILHOW pPabOTHI OOYYAIOUIMXCS, OCHAIIECHHBIE KOMITBIOTEPHOM
TEXHUKOH C BO3MOXXHOCTBIO MOJKITFOUYEHUSI K HH(POPMAIIMOHHO-KOMMYHUKAITMOHHON ceTH «HTepHeT» n
oOecrieueHreM J0CTyla B 3JEKTPOHHYIO HH(GOPMAIIMOHHO-00pa30BaTelIbHYIO Cpeay, ydeOHas mebenb
JUTs1 OO y4JaroIuXcst (CTOJIBI ¥ CTYJIbSA).

Hns  oOecnieueHHst pealM3alddl JAUCHUIUIMHBI  UCTOJNB3YeTCS  CTAaHAAPTHBIE  KOMILIEKTHI
nporpaMmmHoro  obecneuenus  ([10), BkImowaromye  peryiaspHo  OOHOBIsIEMOE  CBOOOHO
pacnpoctpansiemoe u ymien3uonHoe [10, B T.u. MS Office.

OOyuatomirecss 00€CIIEYeHBI JTOCTYIIOM K COBPEMEHHBIM 0a3zaM JaHHBIX W MH()OPMAIUOHHBIM
CIIPAaBOYHBIM CHCTEMaM.

OO6opynoBanue, oOecCIeUMBAIOIICE ANANTAIUI0 AJICKTPOHHBIX M IEYATHBIX 00pa30BaTEIbHBIX
pecypcoB /il 00y4aroIuecs U3 YKcia JIUI[ C OrPAaHHYCHHBIMU BO3MOXKHOCTSIMU 3JI0OPOBbSI: TOPTATUBHBIN
PYYHOH BHICOYBEIMYHUTENb — 2 IIIT, PAIUOKIIACC (3ayIIHBIA HHIYKTOP U MHIYKIIMOHHAS NEeTs) — | 1mT.

Beixonq B cerhb «MHTepHeT» B HauuuuM (C BO3MOMKHOCTBIO JIOCTyNAa B 3JCKTPOHHYIO
MH(POPMAIIMOHHO-00pa30BATENBHYIO CpeNny), CKOpocTh nmoakmouerns 100 mout/cex.

[Tonueiit nepeuens MTO npeacrasnen B npuioxenuu 3 OITOIT 19.04.01.
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AHHOTAIIUSI PABOYEH TPOTPAMMBI JIJUCHUTLIAHBI

51.0.02 IlpaBuia HaJuIeKaIe OPOU3BOACTBEHHON IIPAKTUKU

Kox u nanpasJienune noarorosku: 19.04.01 buorexnonorus
Kpasmpukanusa Bpinycknuka: Maructp
®opma o0yuenusi: Ounas
®opmupyeMble KOMIIETCHIMU:
[1K-3 YnpaBieHne nNpoMBIIUIEHHBIM IPOU3BOICTBOM JIEKAPCTBEHHBIX CPEJICTB.

B pesynbrare 0CBOCHUS AUCHUILTUHBL Y 00yYarOIIUXCsl TOJDKHBI OBITh:

— chopMupOBaHBI yMEHHUS:
OCYILIECTBIISITH  OLEHKY COOTBETCTBUS IPOM3BOJCTBA JICKAPCTBEHHBIX CPEIACTB TPEOOBAHMSIM,
YCTaHOBJICHHBIM 3aKOHO/aTeNIbcTBOM Poccuiickoii ®denepanuu 06 0OpalieHUH JIeKapCTBEHHBIX CPE/ICTB;
HCIIOJIB30BAaTh OCHOBHBIE ITOJIOKEHHS HAUISKAIIMX ITPAKTHK I PYKOBOJICTBA IIPOLIECCAMU KOHTPOJIA
KayecTBa (papMalieBTUYECKOr0 IPOU3BOJICTBA,;

— chopMUpOBaHbI 3HAHUS:
METOJ0B ONTHUMHU3ALMKA TEXHOJIOTMYECKUX IMPOLECCOB, METOAOB IIPOMBIIUIEHHOIO MEHEI)KMEHTA U
JIOTUCTHKY,
OCHOBHBIX IIOJIOXKECHUH HaJICKALIUX IIPAKTUK VISl HCIIOJIB30BAHMS IIPU PYKOBOJACTBE MPOLIECCAMH;
KOHTPOJIS KauecTBa (papMaleBTUYECKOro MPOU3BO/ICTBA;

— c(hopMHUPOBaHbI HABBIKU:
PaccMOTPEHMSI U YTBEPHKACHUSI IPOU3BOICTBEHHOM JOKYMEHTAMU (PapMalleBTUYECKOr0 MPOU3BOICTBA
Y OpraHM3aLMsl €€ BBINIOJIHECHMS,
OpraHM3alMK IEPBUYHOIO U MOCIEIYIOIIEro 00y4eH sl IepcoHaa NpoU3BOICTBEHHOTO NOIpa3 IeIICHuUs;
BJIAZICHUSI BOIIPOCAMH HCIIOJIB30BAHMSI OCHOBHBIX ITOJIOKEHUN HaJICkKAIIMX MPAKTUK Ui PyKOBOJICTBA

poIeccaMy KOHTPOJIS KauecTBa (papMarieBTHIeCKOro MpOU3BOJICTBA.
O0beM 1 MeCTO TUCHUILUINHBI B CTPYKTYpe 00pa30BaTeIbHON MPOrpaMmbl

JlucuuninHa OTHOCUTCS K 00s3aTeIbHON 4acTu 00pa30BaTelbHONU MPOTpaMMbl B COOTBETCTBHH C
®I'OC, B cOOTBETCTBUU ¢ Y4eOHBIM TIaHOM HM3y4aeTcs Ha 1 kypce B 1 cemectpe. OO1as Tpy10eMKOCTh
THACIUILUIMHEI cocTaBisteT 144 gaca.

Conep:xaHue TMCUMILTHHBI:

3.2. Coneprxanue JTUCITUTITUHBI.

Paznen 1. IIpon3BoACTBO JIEKApCTBEHHBIX CPEACTB B COOTBETCTBUU C TpeOoBaHusMHU [IpaBun
HaJIeXkallel IpOnu3BOJCTBEHHON IPAKTUKHY.

Tewma 1.1. O061mue monoKeHust, TEPMUHBI U ONIPEICIICHHUS.

Tema 1.2. Hagnexamue npaktuku (GxP) B papmaruu.

Tema 1.3. [lonstue xauectsa npoaykiuu. Ocobennoctu JIC kak ToBapa. CUCTEMBI yIIpaBICHUS
KauyeCTBOM MPOTYKIUH.

Tewma 1.4. ®apmaneBTHdecKas CHCTEMA KaueCTBa.

Paznen 2. JlokymenTanus Ha papManeBTHYeCKOM MPEANpUATHH.

Tewma 2.1. CtpykTypa ¥ BUIBI JOKYMEHTALMK. Y IPaBICHUE JOKYMEHTALUEH.

Paznen 3. Ilepconan (hapmarneBTHUECKOro MpeIpUsTHSI.

Tema 3.1. TpeboBanus k nepconany. JOIKHOCTHbIE HHCTPYKIIMH.

Tema 3.2. O0yueHue nepcoHana.

Tema 3.3. [Ipon3Bo/ICTBEHHAs TUTHEHA U TTPABUJIA IOBEJCHUS B YHCTHIX TOMEILICHUSX.

Paznen 4. Ilomenienus u 060pya0BaHUE.

Tewma 4.1. Knaccuduxarus nmomerieHui Ha papMarieBTUUECKUX MPOU3BOCTBAX.

Tema 4.2. TpeboBaHUs K IPOU3BOACTBEHHOMY 000PYIOBAaHUIO U MHKEHEPHBIM CHCTEMAaM.

Tewma 4.3. Kpanudukanusi mpou3BOICTBEHHOTO U U3MEPHUTEIIBHOTO 000PYI0BaHMSI.

Paznen 5. Banupanus Ha GpapMarieBTHYECKOM TPEANPUITHH.
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Tewma 5.1. Banuaarus TeXHOJIOTHUECKOTO MPOIECca M H3MEPUTEITHLHOTO 000pYA0BaHUSI.
Tewma 5.2. Banuganusi O4uCTKH.
Pa3znen 6. Pucku B mpon3BOJCTBE JIEKAPCTBEHHBIX CPEICTB.
Tema 6.1. YnpasineHue puckamu i KauecTna.
Tema 6.2. CaMOMHCIIEKITUS U ayIUT Ha (DapMalieBTUIECKOM IIPEANPUSTHH.
@®opMbI TEKYLIEr0 KOHTPOJIS U IPOMEKYTOYHON aTTeCTAMHU:
[IpomexyTouHas aTTecTanus MPOBOJUTCS B popme 3aueTa.
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