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1. Ilepeyenb nJaHUPyeMbIX pe3y/JbTATOB 00y4eHHs 10 JUCHHUILINHE, COOTHECEHHBIX C
IUIAHMPYEeMbIMH Pe3yJIbTATAMM 0CBOCHHUSI 00pa30BaTeJbHOM NPOrPaMMbl

Kon
KOMIIETEHIINHU

HanmenoBanne KOMIICTCHII U

Pe3ynbrarel 00yueHus

I1K-3

VYnpasnenue
MIPOU3BOJICTBOM JIEKAPCTBEHHBIX CPECTB

IMPOMBIIIJIICHHBIM

NAIIK-3.1 Opranuzanus paboThI
HIepcoHaa IPOMU3BOACTBEHHOTO
HOJpa3AeIeHUs

Ha ypoBHe 3HaHuit

MeTtonbl onTUMU3aLNN
TEXHOJIOTMYECKUX IIPOLIECCOB, METOJIbI
IIPOMBIIIEHHOIO MEHEPKMEHTa U
JIOTUCTUKHU

Ha ypoBHe ymenuii

OcylecTBiATh OLICHKY COOTBETCTBUS
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB

TpeOOBaAHUSM, YCTaHOBJICHHBIM
3aKOHOJATCIILCTBOM Poccuiickoit
denepanun 00 oOpareHun

JICKAPCTBCHHBIX CPEACTB

Ha ypoBHe HaBBIKOB

Paccmorpenue u yrBepkaeHue
IIPOU3BOJCTBEHHON JOKYMEHTALMH
(hapMareBTHYECKOTO TPOU3BOJICTBA U
OpraHM3aLys €€ BBIIIOJHEHUS.
Opranuzanys nepBUYHOIO U
HOCJIEAYIONIETO 00yUIEeHNUS IePCOHANA
IIPOM3BOJCTBEHHOIO MOPA3ICIICHUSI.

NAIIK-3.2  PykoBomuT  mpoueccamu
KOHTpOJISI KauecTBa (apMalleBTUYECKOTO
IIPOU3BOJICTBA

Ha ypoBHe 3HaHuii

OcCHOBHBIE NOJIOKEHUS HAJUJIEKALTUX
MPaKTHUK IS UCIIOJIb30BAaHUS IPU
PYKOBOZCTBE ITPOLIECCAMU KOHTPOJIS
KauecTBa (papMaleBTUYECKOTO
IIPOU3BOJCTBA

Ha ypoBHe ymenuii

Hcnonp30BaTh OCHOBHBIE MTOJIOKEHHUS
HaJUIeXallyuX MPaKTUK JUIsl pyKOBOJICTBA
IpoLeccaMy KOHTPOJIS Ka4ecTBa
(hapmaleBTUUECKOT0 MPON3BOACTBA

Ha ypoBHe HaBBIKOB

Bnagets Bompocamu UCHOIb30BaHUS
OCHOBHBIX II0JIO’KEHUHN HaJIEKAIUX
MPaKTHUK JJI1 PYKOBOJCTBA MpoLieccaMu
KOHTPOJISl KauecTBa (papMarieBTHIeCKOro
MIPOU3BOJICTBA

2. O0beM U MeCTO JMCHUILIUHBI B CTPYKTYpe 00pa3oBaTeIbHOIl NPOrpaMMbl




VYyeOHast NUCHMIUIMHA SBISETCS 00S3aTeILHOM YacThiO 00pa30BaTEIbHOW MPOTrpaMMbl B

coorBercTBUM ¢ PI'OC mno nHanpasneHuto noaroroBku 19.04.01 buorexHonorusi, OTHOCHUTCS K

IUCLUUIUIMHAM 0053aTeIbHOW YacTH, B COOTBETCTBHM C YUEOHBIM ITaHOM H3y4aercs Ha 1 kypce B 1

ceMecTpe.

OO0mias TpyA0EMKOCTh AUCIUIUIMHBI cocTaBisieT 144 yaca, B TOM yucie: 72 yaca KOHTaKTHOU U 72

yaca caMOCTOSATCIbHON pa6OTBI.

dDopMa HpOMe)I(YTOqHOﬁ arTecraiui B COOTBETCTBHHU C y‘l€6HBIM IJIAHOM — 3a4€T.

3. Conep:kaHue H CTPYKTYPa AUCHHILTAHBI
3.1. CtpykTypa AUCIUIUIMHBI

Ne
pasneia,
Ne Tembl

HaumeHoBaHue pa3eos,
TeM

O0beM JUCHMILIHHBI, YaC.

Bcero

KonraktHas
padora no
BH/JaM y4eOHBIX
3aHATHH

] c |m3 |13

Cp

Dopma
TeKyllero
KOHTPOJIsI

ycneBaeMocnll,
NMPOMeKYyTOY-
HOM aTTecTanuu

Cemectp

1

Pa3gen 1

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

30

15

T, C3

Tema 1.1.

OO01u1ue MOJI0KEHHS,
TEPMUHBI U ONIPECIICHNUS,
CTPYKTYypa MpaBui,
OCHOBHOE COJICpXKaHHUE.

Tema 1.2.

Hamexarniye npakTUKH
(GxP) B dpapmarmn.

Tema 1.3.

IToustre xayecTna
npoaykuuu. OcobeHHOCTH
JIC kak ToBapa. Cuctemsl
YIpaBIeHHS KAY€CTBOM
MTPOIYKIIHH.

Tema 1.4.

dapMmaneBTHYECKAS
CHCTEMA Ka4yecTBa.
Otaen oOecrieyeHus
KavecTBa: CTPYKTYpa,
3aJa4u.

12

T, C3

Pazmen 2

JlokyMeHTanus Ha
(hapmareBTHYECKOM
NPENPHUITHH.

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




MIPEPHUSITHSL.

TpeboBaHus k nepcoHay.

Tema 3.1.
JLOJIKHOCTHBIE MHCTPYKLIUH.

12 2 4 6 T

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

HpOI/I3BOI[CTBCHHaH TUTHUCHA
Tema 3.3.| u npaBuia MOBEICHUS B 12 2 4 6 T, C3
YUCTBIX MTOMCUHICHUAX.

Ilomemenns n 36 6

12 18 T
o0opytoBaHUeE.

Paznen 4

Knaccudukanus
MIOMEIIICHUI Ha
(hapMareBTHYECKUX
MIPOM3BOJICTBAX.
TpeboBaHUs K TOMEIIEHUSIM
Y KJIACCHI YHCTOTHI.

Tema 4.1. 12 2 4 6 T

TpeboBanus k
MIPOM3BOJICTBEHHOMY
000pyIOBaHUIO 1
WH)KEHEPHBIM CHCTEMaM.
TpeGoBanus K
MIPOEKTHUPOBAHUIO
OCHAIIICHUIO
bapMIpeanpusITHil.

Tema 4.2. 12 2 4 6 T

Kpamuduxanuus
MPOU3BOJICTBEHHOTO U
U3MEPUTEIIEHOTO
o0opyToBaHUsI.

Tema 4.3. 12 2 4 6 T

Bamumanus Ha
Paznen 5| dpapmaneBTrueckom 12 2 4 6 T
NPEIPUSITHH.

Bamunauus
TEXHOJIOTHUECKOTO
Tema 5.1.| mpouecca u 6 1 2 3 T
HU3MEPUTEIIEHOTO
o0opyToBaHUsI.

Tema 5.2.| Banugamus O4uCTKH. 6 1 2 3 T

Pucku B mpousBoacTse 77 4 8 10 T

Paznen 6
HeKap CTBCHHBIX CpCI[CTB

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

CaMOHMHCIIEKIIUS U ayIUT HA
Tewma 6.2.| papmaiieBTHIECKOM 11 2 4 5 T
TPEANPUSATHH.

IIpomexxyTouHas arrecranus 2 2 3auer

Bcero: 144 24 | 48 72

Ipumeuanue: JI — nexyuu, C — cemunap, 113 — npaxmuyecxue sausmus, JI3 — nabopamopHvie 3aHaAmMus,
CP — camocmosmenvnas paboma, 114 — npomedsicymounas ammecmayusi.
1
— popmbl mexywe2o Konmpons ycnesaemocmu: mecmupogauue (1), cumyayuonnas sadaua (C3).

3.2. CopepxaHue TUCHUIIINHBL.

Pazgen 1. IIpom3BonCTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHHU C TpeOoBaHusMu [IpaBui
HaJJIeXaleld Mmpou3BOACTBEHHON npakTuku. Tema 1.1. OOmue monoxeHus,, TEPMUHBI U OINpeeICHHs,



CTPYKTYpa IIpaBuJl, OCHOBHOE cozepxkanue. IIpennocbuiku u ucropus coznanus npasuwi GMP. Tema 1.2.
Hannexxamue npaktuku (GxP) B dapmanmm. HanmoHanbHbie W OOIIEMHPOBBIE CHCTEMBI HaJUICKAIICH
MPOM3BOJCTBCHHON mpakTuku B (apmarmu. O630p neiictByronmx mnpaBuin GMP. CtpykTypa W NpUHITHIT
noctpoenus [Ipasun u [punoxenunit k Hum. Tema 1.3. [Tonstue xauectBa npoaykuun. Ocodennoctu JIC
Kak ToBapa. CucreMbl ylpaBieHHs KadecTBOM mnpoaykuuu. Tema 1.4. dapmaneBTuueckas cucrema
kadectBa. ICH Q10 «Pharmaceutical Quality System». Otnmen oOecrieueHusi KadecTBa: CTPYKTYpa,
3a/1a4H.

Paznen 2. JlokymeHTarust Ha ¢apmareBTudeckoM npeanpusaruud. Tema 2.1. CTpykTypa ¥ BUIBI
JOKYMEHTAIlMH. YTpaBieHue nokymeHrtanuei. OcHoBHoe Jnocke mnpeamnpustus (Site master file):
Ha3HaYeHHE JOKYMEHTa, €ro CTPYKTYpa, IPUHLHUIIBI COCTABICHHS. Y IOJIHOMOYEHHOE JIMIO: TpeOoBaHuS,
obsi3anHOCTH. Jlocke Ha cepuio: mpaBwia (HOPMUPOBAHMS, XpaHEHHs, apXxuBupoBaHus. CepTHdHKaT
cepun JiekapctBeHHOro cpeiactBa. [Ipunoxkenne N 1 k IlpaBwinam Hamexaiieid NpPOU3BOJACTBEHHOU
npakTuku TpeOoBaHUS K MPOW3BOJCTBY CTEPHIIBHBIX JIEKAPCTBEHHBIX cpeAcTB. [Ipunoxenue N 2 k
[IpaBuiam Haanexaiiel NpoOU3BOACTBEHHON MPAaKTUKU TpeOoBaHUS K MPOU3BOACTBY OHMOJIOTMYECKUX (B
TOM YHCIIE UMMYHOOHMOJOTMYECKHX) aKTUBHBIX (papMarieBTUUECKHX CyOCTaHIIMH W JICKapCTBEHHBIX
MIpernapaToB JIsl MEAUIIUHCKOTO MPUMEHEHUSI.

Paznen 3. Ilepconan ¢apmaneBtudyeckoro npeanpustus. Tema 3.1. TpeOGoBanus K mepcoHamty.
JomxnoctHble UHCTpYKIMU. Tema 3.2. OOyuenue nepconana. Tema 3.3. [IpousBoacTBeHHasi TUTHEHA U
MpaBUjIa OBEACHUS B YUCTHIX TOMEIICHHSIX.

Pasnen 4. Ilomemenuss u ob6opynoBanue. Tema 4.1. Knaccudukanus mnomemieHudl Ha
(dapmaleBTHUECKUX MPOU3BOJCTBAX. TpeOOBaHUS K TMOMEHICHUSAM U KJIACChI YUCTOTHI. Kitaccudpukamms
noMemeHuit  Ha  (apMmaleBTHYECKMX  NPOM3BOACTBaX  (MPOM3BOACTBEHHBIC,  CKJIQJACKHE U
BCIIOMOTaTeNlbHbIE 30HBI, 30HBI KOHTpOJds KadecTtBa). Tema 4.2. TpeGoBanus K NpPOM3BOACTBEHHOMY
O00OpYIOBaHUIO M WHXXEHEPHBIM cCHcTeMaM. TpeOoBaHMS K MPOEKTUPOBAHMIO U  OCHAIICHHIO
dapmnpennpusatuii. [Ipunoxenne N 11 x IlpaBunam Hajiexamield MpOM3BOACTBEHHON MNPAKTUKU -
TpeboBanusi Kk KOMIBIOTEPU3UPOBaHHBIM cucteMaM. Tema 4.3. Kpanudukanus mpous3BOJCTBEHHOIO U
MU3MEPUTEILHOTO 000y 10BaHHUS.

Paznen 5. Bamupanus Ha ¢apmaneBTuueckoMm npeanpustur. Tema 5.1. Bammparus

TEXHOJIOTHYECKOTO MPOLIecca U U3MEPUTENILHOTO 000pynoBanus. Tema 5.2. Banunanust O4MCTKH.

Pasznen 6. Pucku B mpou3BOACTBE J€KapCTBEHHBIX cpeAcTB. Tema 6.1. YrnpaBneHue puckamu st
kadectBa — ICH Q9 «Quality Risk management». Tema 6.2. CamMouHCHeKmuss W ayauT Ha
(bapmaleBTUUECKOM MPEANPUATHN: BU/IbI, LU U 33/1a4H1, JOKyMCHTAIHS.

4. ®oHA OLEHOYHBIX CPEeICTB MO AUCHHIJINHE
4.1. ®opmbl, MaTEpHAIIbI TEKYIIETO KOHTPOJIS U IPOMEKYTOUHOM aTTeCTalUH.
B xome peanuzanuu JIUCHUIUIMHBI HMCHOJB3YIOTCS clieyoumue (OpMbl TEKYIIEro KOHTPOJSA
yCIeBAaeMOCTH O0YUaIOIUXCsl: TECTUPOBAHNE, CUTYal[MOHHBIE 33/1a4U.
[TpomexyTouHasi aTTecTanus MpoBOAUTCS B (hopme 3auera.
4.2. OneHoYHbIE CPEICTBA AJIs MPOBEACHUS TEKYIIEro KOHTPOJISI U MPOMEXYTOUYHOHN aTTecTaluu
(ITpunoxenue Ne 1).
4.3. lllxana oueHUBaHUs AJI TEKYIETO KOHTPOJIS M IPOMEKYTOUYHOM aTTeCcTalHy.
TectoBbIe 3agaHus: 90 — 100 % — oTnM4HO;
75 — 89 % — xopoio;
60 — 74 % — ynoBIETBOPUTEIHHO;
Menee 60 % — HeyIOBIETBOPUTENHHO.
4.4, Kputepuu orieHKHA ¢(HOPMUPOBAHHOCTH KOMIIETCHITMI B PaMKax MPOMEXYTOUHOM aTTeCTAIUH

CrpykTypHbIE Kputepuu onieHku c()opMHUPOBAHHOCTH KOMITETEHIIUN

KO,[[ KOMIICTCHIIN

DIIEMEHTBI He chopmupoBana ‘ CdopmupoBana




OLCHOYHbIX
CpEnCTB

[IK-3 (MANK-3.1)

mecmuposanue (T),
CUTYAYUOHHASL
saoaua (C3).

He 3nHaeT meTonanl
OITUMH3AIUU
TEXHOIOTHYECKHX
MIPOLIECCOB, METOJIbI
MIPOMBIIIIICHHOTO.
MCHEKMCHTA M JIOTHCTUKU
He ymeer ocymecTBisaTh

OLIEHKY COOTBETCTBHS
MIPOM3BOJICTBA
JICKApCTBEHHBIX CPECTB
TpeOOBaHUSM,
YCTaHOBJICHHBIM
3aKOHOJaTeIbCTBOM
Poccuiickoii ®enepanuu 06
oOpallleHUH JIEKapCTBEHHBIX
CPEICTB.

He Bnaneer ocHoBamu
PacCMOTpPEHHS 1
YTBEPKACHUS
MPOU3BOACTBEHHOMN
JIOKYMEHTAIuU
(hapmareBTUUeCKOro
MIPOU3BOJICTBA U
OopraHu3aIus ee
BBITIOJTHEHMSI; OPTaHU3aluN
MEPBUYHOTO U
MOCIEAYIOLIETO 00yUeHUs
nepcoHasa
MIPOU3BOJCTBEHHOI'O
MOIpa3IesICHUsI.

3HaeT METOJIbI ONTHMHU3AIIUU
TEXHOJIOTUYECKUX
MIPOIIECCOB, METOJIBI
MPOMBIIIIEHHOTO
MEHEKMEHTA U JIOTHCTUKH.
YMeeT 0CyLIeCTBIIATh OLIEHKY
COOTBETCTBUS IIPOU3BO/ICTBA
JICKapCTBEHHBIX CPECTB
TpeOOBaHUSM,
YCTaHOBJICHHBIM
3aKOHOJIaTEIHCTBOM
Poccwiickoii @eneparuu 06
00OpalIeHNH JIEKAPCTBEHHBIX
CPEICTB.

Brnaneer ocHoBamu
paccMOTpEHHS U
YTBEPKICHHS
MIPOU3BOJICTBEHHOMN
JOKYMEHTAILlUU
(bapMarieBTU4ECKOro
MIPOU3BOJICTBA M OPTaHU3AIUS
€¢ BBIIMIOJIHCHUS;
OpraHu3anues NepBUYHOro U
MOCJICTYIOIIET0 00y4eHUs
nepcoHana
MIPOM3BOJICTBEHHOTO
MOJIpa3/ICIICHUsL.

WAMNK-3.2

He 3HaeT ocHOBHBIE
TIOJIOKEHHS Ha/IISKAIINX
MPAKTHUK JJI UCTIOTB30BaHUS
IIPU PYKOBOJZICTBE
npoleccaMu KOHTPOJIS
Ka4yecTBa
(bapMareBTUYeCKOro
MIPOM3BOJICTBA.

He ymeer ucrnons3oBath
OCHOBHBIE TTOJIOKEHUS
HAJIeXKAIUX MPAKTUK TSI
PYKOBOJICTBA MTPOIECCAMHU
KOHTPOJISl KauecTBa
(hapmareBTUIeCKOoro
IIPOM3BOJICTBA.

He Brnazseet Borpocamu

HCIIOJB30BaHHA OCHOBHBIX
MOJIOKEHUN HaJJIeKaIluX

3HaeT OCHOBHBIE MOJTOXKEHUS
HaJIeXKAINX TPAKTUK TSI
UCIIOJIb30BaHUS TIPH
PYKOBOJICTBE MPOIECCaMU
KOHTPOJISI KauecTBa
(dhapmareBTUueCKOoro
MIPOM3BOJICTBA

YMeeT UCronb30BaTh
OCHOBHBIE MOJIOKECHHUS
HaJISXKAINX MPAKTUK TS
PYKOBOJICTBa IpolieccaMu
KOHTPOJIS Ka4eCTBa
(bapMareBTHYeCKOro
MIPOM3BOJICTBA

Bnaneer Bompocamu

HUCITIOJB30BaHHUA OCHOBHBIX
MOJIOKEHUN HaJJIeKalluX
IMMPAKTUK JIs1 pPYKOBOACTBA




MPAKTUK I PYKOBOJICTBA nporeccaMy KOHTPOJIS
nporeccaMu KOHTPOJIS KadyecTBa (papMarieBTHYCCKOTO
Ka4yecTBa IPOM3BOICTBA
(bapManeBTUYECKOTO

POM3BOJICTRA.

Komnerennust cuutaercs cGOPMHPOBAHHOM Ha YypOBHE TpeOOBaHMM K JUCLUIUIMHE B
COOTBETCTBUM € 0Opa30BaTEeNbHONW HPOrpaMMOH, €CJIM IO UTOraM IPUMEHEHHs OLIEHOYHBIX CPEICTB
IIPOMEXKYTOUYHOM aTTecTallMM WM HX OTAEIbHBIX D3JEMEHTOB pE3yibTaTbl, JIEMOHCTPUPYEMbIE
00y4aroImuMcsi, OTBEYAIOT KPUTEPUIO CPOPMUPOBAHHOCTH KOMIIeTeHIIMK. Eciiu 1o uToraM npoBeeHHOM
MIPOMEKYTOUHOW aTTeCTAllMM KOMIIETEHIIMS He COPMHUPOBAaHA HA YPOBHE TPEOOBAaHMH K JUCLHUIUIMHE B
COOTBETCTBMHM C 00pa3oBaTeNbHON MNporpaMMmoil (pe3ysibTaThl 0Oydaromerocs HE COOTBETCTBYIOT
KPUTEPHIO chOPMUPOBAHHOCTH KOMIETEHIIMH ), 00Y4aOLIEeMYCsl BHICTABIISICTCS «HEYIOBICTBOPUTEIHHOY.

5. Meroauveckue MaTepuaJibl 10 OCBOEHHUIO TN CIUIINHbBI
Meroandeckue MaTepHanbl MO JUCHUIIIMHE (MOJHBIA KOMIUICKT METOJIWYECKHX MAaTepHUajioB)
HAXOJUTCs Ha Kadeape MPOMBIILIIEHHOW TEXHOJIOTUH JIEKapcTB ¢ KypcoM Ouotexnonoruu (Ilpunoxenue
Ne 2).

6. YueOHas quTepatypa 1J1s 00y4aromMuXcs N0 JMCHUIIHHE

6.1. JlononnurenpHas nureparypa.

1. ®enepanbhblii 3akoH "O0 oOparieHuu jgekapcTBeHHbIX cpeacTB” Ne 61-@3. Been. 12.04.2010.

2. [IpaBuna opraHu3anuy NPOU3BOACTBA M KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEACTB YTB.
npukazoM MHUHHUCTEPCTBA MPOMBIIIIEHHOCTH U TOProBid P® ot 14 urons 2013 r. N 916.

3. IIpoaykuust MEAUIIMHCKONW MPOMBIIUIEHHOCTH. TEeXHOIOTUYECKUE perfiiaMeHThl MPOU3BOICTBA.
Co-nepxanue, mopsAnoK pa3paboTku, coriacoBanus u yrBepxkaenus: OCT 64-02-003-2002. VYTB.
Pacnopsixenrem MuHHCTEpCTBA IPOMBILIUIEHHOCTH, HayKH U TexHojoruil P® ot 15.04.2003 r. Ne P-10.

4.TOCT P 52550-2006 IIpou3BOACTBO JIEKapCTBEHHBIX cpeAcTB. OpraHU3alMOHHO-
TexHoJoruueckas nokymeHtauus" (yrB. W BBeneH B naeiictBue llpukazom PocrexperynupoBaHus ot
02.06.2006 N 105-cT.

5. TocynapcrBenHas ¢apmakomnes Poccuiickoit @enepamu XV wusnanue / @DenepaibHas
AJIEKTPOHHAS MEUITUHCKAs oubmmoTeKa, 2023. Pexum JIOCTYyTIA:
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

6.2. IndopmarmoHHO-CIIpaBOYHBIE CUCTEMBI U TPO(EeCCUOHATLHBIE 0a3bl TaHHBIX.
1. https://grls.minzdrav.gov.ru/Default.aspx
2. https://TexdKcnepT.canT/
3. https://gilsinp.ru/

7. MarepuajabHoO-TeXHH4YecKas 0a3a, HHPOPMALMOHHBIE TEXHOJIOIHHM, MPOrpamMMHOeE
o0ecrieyeHre U MHPOPMAILMOHHBbIE CIIPABOYHbIE CHCTEMBI
Jlns peanu3zanuyu nporpaMMbl y4eOHON TUCIUIUIMHBI TOJKHBI OBITh TPEyCMOTPEHBI CIEIYIOIIHE
CIELMaJIbHBIEC [IOMEIIECHUS:
CriennanpHble  TIOMEIIEHUS, TPeICTaBIsoNIe co00i ydeOHble ayAUTOPUU JJsl MPOBEICHHS
3aHATUH BCeX BUIOB, NPEAYCMOTPEHHBIX 00pa3oBaTeIbHON MPOTPaMMOM, B TOM YHCIE IPYNIOBBIX H
VHJIUBUIYAJIbHBIX 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 TSl CAMOCTOSITENIbHOW paboThl, MACTEPCKHE M J1a00OpaTOpuH, OCHAIIEHHBIE 000PYIOBaHHEM,
TEXHUUYECKHMHU CPEACTBAMU OOYYCHHUS U MaTepuallaMH, YYUTHIBAIOUIMMHU TPEOOBAHUS MEKITYHAPOIHBIX
CTaH/IapPTOB: MPOEKTOP, EPCOHATBHBIC KOMITBIOTEPBI C BO3MOKHOCTBIO ITOJIKIIOUCHHS K ceTH MHTepHeT U
o0ecriedeHneM JI0CTyna B JJEKTPOHHYIO HH(OPMAMOHHO-00pa30BaTeNbHYIO cpeny, yueOHas mebenb
VTS IEJAarOTUYECKOTO pa0OTHUKA U 00yUarouXcst (CTOJBI U CTYIBS ), TPOSKTOP, SKPaH ISl POCKTOpA.

[ToMenieHust At CaMOCTOSATENILHOW pabOThl OOYYAIONIMXCs, OCHAIIECHHBIE KOMITBIOTEPHOMN
TEXHUKOH C BO3MOXXHOCTHIO MOJIKIFOUEHUS K HH(POPMAIIMOHHO-KOMMYHUKAITMOHHOU ceTH «HTepHeT» n
oOecrieueHreM J0CTyla B 3JEKTPOHHYIO HH(GOPMAIIMOHHO-00pa30BaTelIbHYIO Cpeay, ydeOHas mebenb
JUTs1 OO y4JaroIMXcs (CTOJIBI ¥ CTYJIbSA).

Jns  obOecrieyeHus: peayu3alliy  JUCHMIUIMHBI  MCIOJBb3YeTCS  CTaHIAPTHBIE KOMIUICKTBI
nporpaMmmHoro  obecneuenus  ([10), BkIOwaromye  peryiaspHo  OOHOBIsIEMOE  CBOOOHO
pacnpoctpansiemoe u nunensuonnoe [10, B T.4. MS Office.

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

OO6opynoBanue, oOeCIEUMBAIOIICE ANANTAIMI0 AJICKTPOHHBIX M IEYATHBIX 00pa30BaTEIbHBIX
pecypcoB /il 00yJaroIuecs U3 YKucia JIUI] C OrPaHHYECHHBIMU BO3MOXKHOCTSIMU 3JI0OPOBbSI: TOPTATUBHBIN
PYYHOH BHIICOYBEIMYHUTENb — 2 IIIT, PAIUOKIIACC (3ayIIHBIA HHIYKTOP U MHIYKIIMOHHAS NEeTs) — | 1mT.

Beixonq B cerb «MHTepHeT» B HauuuuM (C BO3MOXKHOCTBIO JIOCTyNAa B 3JCKTPOHHYIO
MH(POPMAIMOHHO-00pa30BATENBHYIO Cpeny), CKOpocTh nmoakmouerns 100 mout/cex.

[Tonueiit nepeuens MTO npeacrasnen B npuioxenuu 3 OITOIT 19.04.01.
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AHHOTAIIUSI PABOYEH TPOT'PAMMBI JIJUCHUTLINHBI

51.0.02 IlpaBuia HaJuieKaIe OPpOU3BOACTBEHHON IPAKTUKU

Kox u nanpasJienune noarorosku: 19.04.01 buorexnonorus
Kpasmpukanus BpinyckHuKa: Marucrp
®opma o0yuenusi: Ounas
®opMupyemMble KOMIIETCHIIUM:
I1K-3 YnpaBieHue npoMbIIIJIEHHBIM IPOM3BOJCTBOM JIEKAPCTBEHHBIX CPEICTB.

B pesynbTare 0OCBOCHUS AUCHUILTUHBI Y 00yYarOIIUXCsl TOJDKHBI OBITh:

— chopMupOBaHBI yMEHHUS:
OCYLIECTBIISITH OLEHKY COOTBETCTBUS IPOM3BOJACTBA JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSM,
YCTaHOBJICHHBIM 3aKOHO/aTeNbCTBOM Poccuiickoit denepanuu 06 00pallieHuH JIEKapCTBEHHBIX CPENICTB;
HCIIOJIB30BaTh OCHOBHBIC ITOJIOKEHMS HAUUIEKAIIMX TPAKTHUK JJI PyKOBOJCTBA IIPOLECCAMU KOHTPOJIA
KayecTBa (papMalieBTUUECKOr0 IPOU3BOJICTBA;

— cpopMHpOBaHbI 3HAHUS:
METOJ0B ONTHUMHU3ALMHA TEXHOJIOTMYECKUX IMPOLECCOB, METOAOB IIPOMBIIUICHHOIO MEHEI)KMEHTA U
JIOTUCTHUKU;
OCHOBHBIX IIOJIOKECHUHN HAJIEKAIIMX ITPAKTHUK IS HCIIOJIb30BAHMS IIPU PYKOBOJICTBE IPOLECCAMU;
KOHTPOJIS KauecTBa (hapMaleBTUYECKOro MPOU3BO/ICTBA;

— cpopMUPOBaHbI HABBIKU:
pPaccMOTPEHHS U YTBEPKACHUS TIPOU3BOJICTBEHHON JOKYMEHTAIMH (DapManieBTHIECKOTO MPOU3BOICTBA
Y OpraHM3alMs €€ BBIIIOJHEHUS;
OpraHM3alMK IEPBUYHOIO U MOCIIEIYIOIIEro 00y4eHUsl IepcoHaia MPOU3BOICTBEHHOTO TOpa3IC/ICHUS;
BJIAZICHUSI BOIIPOCAMHM HCIIOJIb30BAHMSI OCHOBHBIX ITOJIOKEHUM HaJICKALIMX IPAKTUK Ui PYKOBOJICTBA
nporeccaMy KOHTPOJIS KauecTBa (apMarieBTUIeCKOro IMpOU3BO/ICTBA.
O0beM 1 MecTO JUCHHUILVIMHBI B CTPYKTYpe 00pa30BaTe/IbHON MPOrpaMMbl

JucuumHa OTHOCUTCS K 00s3aTeIbHOM yacTu 00pa3oBaTeIbHOM MIPOrpaMMbl B COOTBETCTBUH C
@®I'OC, B cOOTBETCTBUU € Y4eOHBIM IUTaHOM HM3y4aeTcs Ha 1 kypce B 1 cemectpe. OO11ast Tpy10€MKOCTb
JTUCHUIUINHBI cocTaBisieT 144 vaca.

Conep:xanue IMCUMILIHHBI:

3.2. Coneprxanue JUCITUTITUHBI.

Paznen 1. IIpon3BoACTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C TpeOoBaHusMU [IpaBun
HaJJIeXkallel IpOnu3BOJCTBEHHON IPAKTUKHU.

Tema 1.1. O01Iue noa0XKeHus, TEpPMUHBI U OTIPEAETICHUS.

Tema 1.2. Hangnexxamue npaktuku (GxP) B papmarum.

Tema 1.3. [lonstue xauecrsa npoaykiuu. Ocodernnoctu JIC xak ToBapa. CUCTEMBI yIIpaBICHUS
KauyeCTBOM MPOTYKIUH.

Tema 1.4. @apmanieBTHdeCKas cCiCTeEMa KayecTBa.

Paznen 2. JlokymeHTanus Ha (papManieBTHUECKOM MPeNPUITHH.

Tema 2.1. CtpykTypa 1 BUJbl JOKYMEHTAlUHU. YIIpaBJI€HUE JOKYMEHTAIUEH.

Paznen 3. Ilepconan apmarieBTHUECKOTO MPEAIPUATHSL.

Tema 3.1. TpeboBanus k nepconany. J{OJIKHOCTHbIE HHCTPYKIIMH.

Tema 3.2. OOyueHue nepcoHana.

Tewma 3.3. IIpon3BoACTBEHHAs TUTHEHA U NTPABUJIA TOBEACHUS B YUCTBIX TOMEIICHUAX.

Paznen 4. Ilomenienus u 060pya0BaHUE.

Tema 4.1. Knaccudukanus noMenieHui Ha papMaleBTUUECKUX MPOU3BOICTBAX.

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

Tema 4.3. Kpanudukauus npou3BoICTBEHHOTO U U3MEPUTEIBHOTO 000PYI0BaHUSI.

Paznen 5. Banumanus Ha GpapMarnieBTHYECKOM TPEANPUITHH.
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Tewma 5.1. Banuaarus TeXHOJIOTHUECKOTO MPOIECca M H3MEPUTEITHLHOTO 000PYA0BaHUSI.
Tewma 5.2. Banuganusi O4uCTKH.
Pa3zpnen 6. Pucku B mpon3BOJCTBE JIEKAPCTBEHHBIX CPECTB.
Tema 6.1. YnpasineHue puckamu i KauecTna.
Tema 6.2. CaMOMHCIIEKITUS 1 ayIUT Ha (DapMaleBTUIECKOM MPEITPUATHH.
@®opMbI TEKYLIEr0 KOHTPOJIS U IPOMEKYTOYHON aTTeCTAMHU:
[IpomexyTouHas aTTecTanus MPoBOJUTCS B popme 3aueTa.
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