MMNMHOBPHAYKN POCCUN
®E[IEPANBHOE FOCYAAPCTBEHHOE BIO[KETHOE OEPA30BATE/NbLHOE YYPEXXAEHVE
BbICLLIEFO OEPA30BAHUSA

«BOPOHEXCKWUN rOCYOAPCTBEHHbIA YHUBEPCUTET»
(Preoy BO «BI'Y»)

YTBEPXOAKO
[NekaH dbapmaLieBTMYeckoro dakynoreTa
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nodnuce

CnuskuH A.N.
27.04.2022
MPOIrPAMMA MNMPAKTUKU

B2.0.02(Y) Yuye6Hasa npakTuka no obwieun chapmaueBTUHECKON TEXHONOMNN

1. Kog n HammeHoBaHue cneumnanbLHOCTH:
33.05.01 dapmaums

2. HanpaBneHHocTb/lpodunb: Papmauyusn
3. KBanudumkaumsa (cteneHb) BbINYCKHUKA: NPOBM30P
4. ®opma obpa3oBaHMUA: O4Has

5. Kachenpa, oTBevarowan 3a peanmsaymuio NpakTUKK:
Kadhegpa bapmMaueBTUYECKON XMMUN 1 bapMaLeBTUYECKON TEXHOMNOMMU

6. CocTtaBuTENM NpoOrpaMmmbil:
MposoTtoposa C.U.,k.oapM.H

7. PekomeHpgoBaHa: HMC dapmaueBTnieckoro dakynbteTa
MpoTtokon Ne 1500-06-05 ot 25.05.2022 .

8. YuebHbIn roa: 2025/2026; Cemectp(-bl): 8



9.Lllenn v 3aga4m npakTUKK:

Llenamun y4eBHOM NpakTUKU SBNAIOTCA 3akpensneHne u yrrnybneHue nonyvyeHHbIX B y4ebHOM
npouecce TeOpPeTUYECKUX 3HAHUW, NPaKTUYECKMX HaBbIKOB M YMEHWW, npuobpeTeHne
NepBUYHOrO OmnbiTa, POPMMPOBAHNE N Pas3BUTME KOMMNETEHUUN, HEOBXOAMMbIX MPU peLLeHUm
3agay npodeccuoHanbHON AOeATenbHOCTM B cdepe obpaleHus neKkapCTBEHHbIX CPeacTB
3apgayamu y4ebHOM NPaKTUKN SABMSKOTCA:

- 3akpennieHne wn yrnybneHne TeOpeTMYECKUX
MHGOPMAaLMOHHBIX PECYPCOB N TEXHOSOMNN;

- hopmunpoBaHme ymeHUs No COBEPLLEHCTBOBAHMIO TEXHONOMMN N3rOTOBMEHMS M NPOU3BOACTBA
NeKapCTBEHHbIX NpenapaTtoB Ha OCHOBAHUM COBPEMEHHbIX Hay4YHbIX JOCTUXKEHWUNA;

- npuobpeTeHne HaBbIKOB OCYLLECTBMAEHUS TEXHOMOrMYEeCKMX MpoLeccoB, B y4acTum no
COBEpPLUEHCTBOBAHUIO TEXHOMOrnn, (OopMUpoBaHNE TEOPETUYECKMX 3HaAHUW U YMEHUN no
pa3paboTke © BeAEHW0 OOKyMeHTauuu, npeaycMoTpeHHonm B cdepe obpalleHus
NeKkapCTBEHHbIX CPEeACTB.

3HaHWN C  UCMNONb30BaHMEM paoa

10. MecTo npakTukm B cTpyktype OOI:

YyebHasa npaktuka no obuien dapmaueBTUHECKON TEXHOMOMMM OTHOCUTCA K obssaTernbHOMm
yactm ydebHoro nnaHa bnok 2. [lpaktnka obpasoBaTenbHOM MNporpaMmbl  BbICLUETO
obpasoBaHua no cneunanbHocTn 33.05.01 «dapmaunsay.

11. Bua npaktuku, cnocob n chopma ee nposeaeHus
Bua npaktukn. yyebHas

Cnoco6 npoBeaeHUA NPaKTUKN: cmayuoHapHas
dopma npoBeAeHUNA NPaAKTUKU: HerNpepbieHasi

12. NMnaHnpyemble pe3ynbTaTbl 06y4YeHUs1 NPYU NPOXOXAEHUMN NPAKTUKK (3HAHUSA, YMEHUS,
HaBbIKW), COOTHECEHHbIe C NNIaHUPYeMbIMU pe3yrbTaTaMuM OCBOEHUs o6pa3oBaTeribHOMN

nporpamMmmbl (KOMneTeHLIMSlMM) n UHANKaTopaMun NX 4OCTUNXKEeHUA:

Kog | HassaHue Koa(bl) | MHamnkatop | MNnaHupyemble pesynbTatbl 06y4eHns
KOMNeTeHuuu

OIIK- | Cniocoben OIIK-3.1 | Cobmromaer 3HaTb:

3 OCYIIECTBIIATH HOPMBI M | - OCHOBHblE TONIOXEHUS 3aKOHOB W  OCHOBHbIX
poECCHOHATBHYIO npaBuia, HOPMaTMBHbLIX [JOKYMEHTOB B cdepe Mnpou3BoacTBa U
NESTENEHOCTD c YCTaHOBIEHH | OOpalleHUs NIeKapCTBEHHbIX CPEACTB,

Y4eTOM KOHKPETHBIX BI€ - OCHOBHble TpeboBaHMA K NekapcTBEHHbIM hopMam K
SKOHOMHYECKHX, YIIOJIHOMOYEH | MOKasaTenu ux kadecTtsa B cooTseTcTBuu ¢ HI.
OKOJIOTHYCCKHUX, HBIMH YMeTb:

COLIMAJIbHBIX OpraHamMu - COCTaBnsATb W BEeCTM [JOKyMeHTauumio B cdepe
(hakTopoB B pamkax roCyliapcTBeH | MPOM3BOACTBA M 0OpaLleHUs NnekapCcTBEHHbIX CPeACTB.

CHCTEMBI

HOW  BJACTH,

- COCTaBNnATb MaTepI/laJ'IbeIVI OanaHc no cTagusm

HOPMAaTHBHOIPABOBO IpU  pelieHny | TEXHONOMMYEeCcKoro npouecca u obLumiz;
ro  pEryJIMpOBaHUS 3a1au - MPOBOAWUTb pacyeTbl KOMMYecTBa J1EKapCTBEHHbLIX U
chepsl  oOparteHus npodeccrona | BCMOMOraTesflbHbIX  BelecTB AN NPOW3BOACTBa
JIEKAPCTBEHHBIX JILHOH nekapcTBeHHbIX npenaparos, paccunTbiBaTb
CpezcTB JeATENPHOCTH | KONMMYECTBO ChIpbs W 3KCTpareHTa (418 npousBoacTBa
B cdepe | SKCTPaAKLMOHHLIX NpenapaToB);
olbparieHus - MpoBOAUTbL Noabop BCMOMOraTesbHbIX BELLECTB Mpu
JIeKapCTBeHHBI | pa3paboTke NEeKapCTBEHHbIX (POPM C YYETOM BIIMSIHUSA
X CPEICTB H6uocbapmaueBTnyecknx akTopoB npu paspaboTke
MPOMBILLITIEHHOTO PerfnameHTa.
BnageThb:
- JencrayioLLen HOPMaTMBHO-NPaBOBOWN
OOKyMeHTaumnen, pernameHTupyolern npounsBoacTBO
NeKapCTBEHHbIX CpeacTB B YCMOBUSIX  KPYMHbIX

hapmaLeBTUYECKUX NPeanpUaTuii,
- YMEHWEM COCTaBNATb MaTepuanbHbIi 6anaHc;




- HaBblkaMN COCTaBIIEHUS] TEXHOJSIOTUYECKMX pasgeros
MPOMbILSIEHHOTO  perflaMeHTa Ha  MNpOW3BOACTBO
FOTOBbIX  JIeKapCTBEHHbIX (OopM, B TOM  u4uUcre
TEXHOIOMMYECKNX M annapaTypHbIX CXEM NpPOoM3BOACTBa
rOTOBbIX JIEKAPCTBEHHbLIX POPM.

IK-1

Cnocoben
HU3TOTaBIIUBATh
JIEKapCTBEHHBIE
npenaparsl
MEIULIUHCKOTO
TIPUMEHEHHUS

ISt

IK-1.1

IIpoBoaut
MEpOTIPHATHS
o
MIOJITOTOBKE
pabouero
MecCTa,
TEXHOJIOTHIEC
KOTO
o0opynoBaHU
,
JIEKapCTBEHHBI
X u
BCIIOMOTaTeb
HBIX BCIIECTB
K
H3TOTOBJIICHHIO
JIEKapCTBEHHEI
X TIpernapaToB
B
COOTBETCTBUH
C perenTtamu u
(wm)
TpeOOBaHUSIMU

3HaTb:

-HOPMaTMBHYIO JOKYMEHTAaLUMI0 U OCHOBHbIE MONOXEHWS
3akoHodaTenbLCTBa B obnactu obpalleHns
nekapCTBEHHbIX CPeaCTB;

-OCHOBHble TpeboBaHWs K oOpraHvsauum npoBeaeHus
uccrnegoBaHun B obnactn obpalleHnsi eKapCTBEHHbIX
CpencTs;

-COBPEMEHHbIE Hay4Hble [OOCTUXEHUS W OCHOBHbIE
3KCneprMeHTarnbHble MeTOAbl Hay4HbIX UCCIIeJ0BaHUN B
obracTtu obpalleHnsa nekapCTBEHHbIX CPEACTB;
-OCHOBHblE TeHOeHUUn pas3sutus apmaLeBTU4ecKon
TEXHOMOrMK, HOBblE  HamnpaBneHus B  CO34aHWU
COBPEMEHHbIX neKapcTBEHHbIX dopm "
TepaneBTUYECKUX CUCTEM;

-obwwme npuHumnel papmauesTnyeckon paspabotkm JIC,

mMeToabl npoBeaeHus nccnenosaHumn no
dapmaneBTU4ECKON pa3paboTke Jic, craguu
npoBedeHns  ucnblTaHMn  no  dhapmaueBTUYECKON
paspaboTke.

- MeToabl BbIAEMEHUST M OYUCTKW, OCHOBHbIX

BGUONOrNyYeckn akTUBHBLIX BELLECTB U3 NeKapCTBEHHOro
pPacTUTENBHOIO ChIpbS;

- ocHoBbl GMP 1 noHaTWe Banuaauuu; 3HaTb:

- HOPMaTMBHYIO [OOKYMEHTaUuo, pernamMeHTUPYHOLLYO
M3roTOBMEHNe U  MPOU3BOACTBO  N€KapCTBEHHbIX
npenapaToB B antekax W Ha dapmaueBTUYecKux
npeanpusTusXx;

- NMpaBuna oxpaHbl Tpyda U TEXHUKN Ge3onacHoCTU Npu

NPou3BOACTBE U W3FOTOBMIEHWM  JIEKAPCTBEHHbIX
CpencrTs;

- bapmaueBTMyYeckMe  paKTopbl,  OKa3blBatoLlme
BNUSIHWE  Ha  TepaneBTUYECKUN adppekt  npu
NPOU3BOACTBE NEKAaPCTBEHHbIX (POPM;

- HOMEHKMaTypy  npenapatoB  MPOMbILUNIEHHOrO
npou3BoACTBa, COBPEMEHHbIX BCMOMOraTerbHbIX
BELLECTB (CBOMCTBA, Ha3HayeHue);

- MPUHUMNBI M Cnocobbl MOMYYEHUs] NEeKapCTBEHHbIX

¢opMm, CUCTEM JOCTaBKU; BaXXHENLINEe TeXHOormyeckme
npoueccobl nepepaboTkM PacTUTENBHOrO U >KUBOTHOIO
Cbipbs M NPOU3BOACTBA hapMaLeBTUYECKUX NPOAYKTOB,
- TeopeTnyeckue OCHOBBI H6rodapmaunu,
dapmavueBTnyeckue pakTopbl, okasblBatoLLMe BRNUSHWE
Ha TepaneBTuMyecknn 3ddekT npu NPOMBbILLSIEHHOM
NpoM3BOACTBE NeKapCTBEHHbIX (hopM;

- YCTPOWCTBO M MNpUHUMNbI paboTbl COBPEMEHHOTO
nabopaTopHOro 1 NPoM3BOACTBEHHOIO 060PYAOBAHUS
yMeTb:

- ohopMnNATbL JOKYMEHTaUMIO YCTaHOBIIEHHOro obpasua
MO M3roTOBJIEHMIO NEKAPCTBEHHbLIX CPEACTB,

- obecneynBaTb YCMOBUS aCEMTUYECKOro MpOBEAEHUS
TEXHOMOorM4yeckoro npouecca W ero COOTBeTCTBUE
COBPEMEHHbIM TpeboBaHuAM K opraHusauum
npousBoAcTBa; cobniogate NpaBuna oxpaHbl Tpyaa U
TEXHWUKM 6e3onacHoCTK;

- NpoBOAUTL HeobxoOuMMble  pacuyeTbl  npwu
NPOU3BOACTBE W WU3FOTOBMEHUN  NEKAPCTBEHHbIX
cpencTs;  npoBoAWTb  nMoabop  BcrnomoraTenbHbIX

BellecTB npu paspaboTke mnekapCTBEHHbIX (OpM C
y4eTOM BNUSHUSI BrodhapmaleBTUYECKNX PAKTOPOB;




- BblbMpaTb ONTUManbHbIA BapuaHT TEXHOMOMUU W
N3roTaBnMBaTh fiekapCTBEHHbIE (DOPMbI;

- BblOMpaTb YNakOBOYHbIA Matepuan u OCYLIEeCTBNSATb
MapKMPOBKY B 3aBUCMMOCTW OT BuAa NeKapCTBEHHON
dopMbl, NyTM BBEAEHUS N (PU3UKO-XMMUYECKUX CBONCTB
neKkapcTBEHHbIX 1 BCNOMOraTebHbIX BELLECTB;

- oLeHuBaTb TeXHU4Yeckue XapaKkTepUCTUKn
dapmavneBTUYeCcKkoro 06opyaoBaH1a U MaLLuH;

- nony4yatb TrOTOBble feKkapCTBEHHble OpMbl Ha
nabopaTopHO-NPOMBILLIIEHHOM 000pYyAOBaHUN,

- OUEHVBaTb Ka4yeCTBO JIEKAapCTBEHHbIX NpenapaTtoB MNo
TEXHOMNOrMYECKUM nokasaTensam: Ha cTagusax
N3roTOBMEHUS], TOTOBOrO NPOAYKTa N NPW OTMYyCKe.

-OCYyLLEeCTBNATb Hay4Ho- nuccrnenoBaTenbCKyo
OEeATeNbHOCTb  C  UCMNOMb30BaHUMEM  COBPEMEHHbIX
MEeTOA0B nccrnegoBaHns " WHOPMALIMOHHO-
KOMMYHUKALNOHHbBIX TEXHOMOIIA;

-npoBoAuTE 06paboTKy 3SKCNepMMeHTanbHbIX OaHHbIX;
obpabaTbiBaTb, aHanusaMpoBatb U obobuwaTb
pes3ynbTarhbl;

-MPUMEHATb  MOSMYYEHHblE 3HAHWSA ONA  peLleHus
aKTyarnbHbIX NpakTUYecknx 3agad B obnactun dapmaumm
1 dhapMakonoruu,

-CamMOCTOATENbHO MMaHMpoBaTb WM MOHUTOPUPOBATb
nccnegoBaHusa no dapmaueBTnyeckon paspabdotke JIC
no 3agjaHHoMm cxeme, wucnonb3ya nabopatopHoe
obopygosaHue 1 Nnpmbopel;

-aHanM3MpoBaThb NOJyYeHHble JaHHbIE.

BnageThb:

-HaBblkaMu oCyLLeCcTBNeHus dapmaLeBTUYECKON
pa3paboTku HoBbIX JIC;

-HaBblkaMy BHEAPEHUs HOBbIX METOOOB M METOAWK B
chepe paspaboTku, nponssoacTea n obpateHus J1C;
-HaBblkaMy  NNaHMPOBaTb MNPOBEAEHME  Pa3fUYHbIX
cTagui n atanos hapmaueBTudeckon paspaboTtkm J1C.

- OCHOBHbIMW MNpMEMaMM UIrOTOBMEHUS BCEX BWUOOB
NneKkapcTBEHHbIX (OOPM B YCINOBUAX anTeKu;

- OCHOBHbIMW HaBblKamMW MPOBEAEHUS] TEXHOMOIMMYECKNX
NpoLEeCccoB NPOM3BOACTBA NEKAPCTBEHHbIX CPeaCTB;

- OCHOBHbIMW HaBblKaMW COCTaBMNEHUSI TEXHONOTMYECKNX
M annapaTypHbIX CXeM MNPOW3BOACTBA NEKapPCTBEHHbIX
CpeacTs;

- OCHOBHbIMW HaBblKaMW COCTaBMEHUS MaTepuaribHOro
OanaHca,

- YMEHMEM COCTaBnATb MaTepuanbHbii OanaHc wu
NpoBOAMTb pacyeTbl C Yy4EeTOM pPacxoAHblX HOPM BCeEX
BMAOB TEXHONOMMYECKOro nmpoLecca npu nNpomnsBoacTee
pasnNU4YHbIX NIEKapCTBEHHbIX MpenapaToB Mo CTagusam u
ooLwmn.

- OencTeyroLLen HOpMaTUBHO-NPaBOBOW
OOKYMeHTauuen, pernameHTupyrowen npou3BoLCTBO
NEKapPCTBEHHbIX CPEeACTB B YCMOBUSAX  KPYMHbIX
dapmaueBTUYECKNX NPeanpUSaTUNA.

13. O6beM NpakTUKKU B 3a4eTHbIX eanHuuax/vyac. — 3/108.
dopma NPOMEXYTOUYHON aTTECTALMMU 3a4YET C OLEHKOWN.

14. Bugbl y4ue6HOMN paboThbl

Bua yuyebHon paboThl

TpyooemMKoCTb
Bcero

Mo cemecTpam
8cemecTp




Bcero vacos 108 108
B TOM Yucne:
[MpakTnyeckne 3aHATUA ( KOHTaKTHasi pabota) 2 2
CamocTosaTensHasa paboTta 106 106
dopma NpoMeXYTOYHOWN aTTecTaumm 3a4em ¢ oyeHkoul — 0
yac.
WToro: 108 108
TpynoemkocTb
Bua yuebHomn paboTbl Bcero Mo cemectpam
1 cemecTp
u. 4., B oopme [l
Bcero yacos 108 92 16
B TOM uucrne:
JIekUMOHHbIE 3aHATUSA (KOHTaKTHaa pabora)
[MpakTnyeckue 3aHATUSA (KOHTaKTHas paboTa) 2 2
CamocTosTenbHasa pabota 106 90 16
Utoro: 108 92 16

15. CopepxaHue npaktuku (unu HAP) !

n/n

Pasgenbl (aTanbl)
NpaKkTuKn

O6bem y4ebHon paboThl

KoHTakTHble

CamocTtoaTenbHas
paboTta

1. | *MNMoarotoBUTENbHbLIN
(opraHu3aLnOHHbIN)

OGcyxgeHne w  cocTaBreHune
paboyero nnaHa NPOXOXAeHWs
npaktuku. lMonyyeHve 3agaHus
Ha pa3paboTky npoekTa
pernameHTa Ha
Npou3BOACTBO/M3rOTOBMNEHNE
KOHKPETHOrO  NeKapCTBEHHOro
npenapaTta, obcyxaeHve nnaHa
paboThl, nonyyexHue
HeOoOX0AMMbIX KOHCYNbTauUMn |
pekoMeHaauui oT
pyKkoBOAMNTENS NPaKTUKM

12

2. | *OcHoBHoM
(aKcnepuMeHTanbHbIN,
ncenenoBaTenbCKuin)

Mpyn HanuuMm BO3MOXHOCTU -
3KcKypcusd Ha
dapmavneBTnyeckoe
npeanpuaTue,
ocyllecTenstoLlee
NPOU3BOACTBO  flEeKapCTBEHHbIX
npenapaToB cornacHo
npasunam GMP. 3HakomcTBO C
uctopuen npeanpuaTUNA,  ero
CTPYKTYpPOH, nraHom
pacnonoXxeHns LexoB,
Yy4acTKOB, nabopartopui,
CKMafiCKMX MOMELLEHUN.
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3HaKoMCTBO C  CaHUTapHO-
rMrueHnyeckummn TpeboBaHusiMm

K NMPON3BOACTBY,
obecneyunBsaoLLMMM BbIMNYyCK
npoaykunm cornacHo npasunam
GMP. 3HakomcTBO c
obopynoBaHuem,
HenocpeaCcTBEHHO
yyacTByloLLEM B

Npoun3BOACTBEHHOM MpoLiecce,
paGoToi LEexXoB U OTAenbHbIX
NPOW3BOACTBEHHbLIX TNUHUIA, a

Tak XKe §NUHUA.  dhacoBKM,
3TUKETMPOBKM, yMaKkoBK/
roTOBOM npoayKUnn.
3HaKoMCTBO c cMcTemMon

BOOONOArOTOBKU NMpeanpuaTna.

Cb6op " cucTemaTmsaums
HOpMaTMBHOIO n Hay4HO-
nMTepaTypHoro Martepuana no
NPOVM3BOACTBY  JIEKAPCTBEHHbIX

npenapaTos. PaGoTa c
FOCTamu, OCTamu, TY,
NpPOU3BOACTBEHHBIMU
WHCTPYKUUSMN,
cneundmrKaLmamm Ha

MaTepuansl u obopygoBaHue.
Paborta c nNpodunbHBIMU

hapmaLeBTUYECKUMU
XypHanamu, naTeHTHON
nuTepatypon, WHTEpHET-
pecypcamu.

OdopmneHne OTYyéTa no
npakTuke, COCTOSILLETO n3
npoekTa pernaMmeHTa Ha
Npon3BOACTBO KOHKpPETHOro
NeKapCcTBEHHOrO npenapara, u
pasgena, copepxatiero
mMaTtepuanbsl O nepcrnekTnBax
pa3BuTuA "

COBEpLUEHCTBOBaHMA npouecca
ero npou3BoacTBa. Ortyér
COCTaBMAETCA Ha OCHOBaHWUU

cobpaHHoro "
cucTemMaTn3vpoBaHHOIo
MaTepuana.
3. | *3akniountenbHbIi CocTtaBneHne U1 odopmneHne 24
oT4yeTa.
4. | MNpencraBneHue 3awmta oTtyeTa B BuAe
OTYETHOM JOKYMeHTauun | cobecefoBaHus no
noaroTOBNEHHOMY NPOEKTY
perrnameHTa Ha
N3roToBMeHNe/Npon3BoaCTBO
KOHKPETHOrO  fIeKapCTBEHHOIO
npenapara.
1 Peanusayuu pa3desnos npakmuku Yacmu4HO 8 ¢hopme ripakmuyeckoli no02o0moeKu.
KoHTakTHasa pabora:
n/ | HaumeHosaHwne Peanusauuns pasgena
n | pasgena CopepxaHue pasgena oMcumnivHbl OUCUMNIIMHBI € MOMOLLbIO
ANCLMNITUHBI OHnaunH-kypca, QYMK




1 OcHoBHoOMN )
C6op u cucremaTmnsaums HOPMaTUBHOIO N HaAy4yHO- | YyebHas npaktnka no obuwen

nMTepaTypHOro MaTtepuana no npPOU3BOACTBY | hapmMaueBTUYECKOW TEXHOMOMMM-
nekapcTBeHHbIX npenapatoB. Pabota ¢ FOCTamu, | https://edu.vsu.ru

OCTawmu, TY, NpoOn3BOACTBEHHLIMMU
WHCTPYKUUSIMKM, crneuudurkauusiMmm Ha maTepuarnsl
n obopynoBaHne. Pabota ¢ npodusbHbEIMM
hbapmaLeBTUYECKUMUN  XXYpHanamu, naTeHTHON
nMTepaTypoW, UHTEPHET-PECYPCaAMMW.

2 | BaknountensHbin | OchopmneHne 0T4ETa NO NPaKTMKE, COCTOSLLEro 13
npoekTa pernameHTta Ha NpOV3BOACTBO
KOHKPETHOro  JieKapCTBEHHOro npenaparta, W

YyebHass npaktnka no obuien
dapmaueBTU4ECKON TEXHOMOMMn-
https://edu.vsu.ru

pasnena, coaepaiwiero maTtepuanbl 0}
nepcnektnBax pasBuUtnd M CcoBepLleHCTBOBaAHUA
npouecca ero npon3soacTea. Otuér

CoCTaBndeTcA Ha OCHOBaHUU CO6paHHOFO n
cucremaTtnanpoBaHHOro Mmartepuana.

16. MNepeyeHb y4eOHOM nuTepaTypbl, pecypcoB ceTu «MHTepHeT», HeoGXoaUMbIX Ans
NpoxoXxaeHUsl NPaKTUKU (criucok numepamypbl oghopmrisemcsi 8 coomeemcemauu ¢ mpebosarHusamu FOCT
u ucrnonb3yemcsi obwasi ckeosHasi Hymepauusi 0s1s1 cex 8udo8 UCMOYHUKO8)

a) oCHOBHas nuteparypa:

Ne n/n UcTouHunk

MeTogmyeckme ykasaHusi K NpoBeaeHNnto y4ebHOM NpakTukM no obLuen
dapmaueBTUYECKON TEXHONOMMN [ONEKTPOHHLIN pecypc] : [cTya. Bcex hopm 00y4veHus
dapmaueBT. hak., ons HanpaeneHus - ®apmaums] / BopoHex. roc. yH-T ; cocT.: C.A.
MpoBoTopoea, T.A. bpexHesa, M.A. BepeTeHHUKOBa .— 3neKTPOH. TEKCTOBbIE AaH. —
BopoHex : spaTtenbckuin gom BIY, 2015 .— 3arn. ¢ Tutyna akpaHa .— JrneKTPOH.
Bepcus ney. nyonuvkaumm .— CBoboaHbIN A0CTyN 13 nHTpaceT BI'Y .— TekcToBbIn
dann .— Windows 2000 ; Adobe Acrobat Reader. l3agaHue Ha gp. HocuTene:

MpoBoTopoBa, CeBeTnaHa MnbmHuyHa. NpoBegeHne y4ebHOM NPakTUKM Mo NOy4eHnIo
NepBUYHbIX NPOECCUOHANbHbBIX YMEHWUA N HaBbIKOB, B TOM YMCIE NEPBUYHBIX YMEHWIA
N HaBbIKOB Hay4YHO-MUCCreaoBaTENbCKON AeATENBHOCTUN [ONEKTPOHHLIN pecypc] :
yuyebHo-MmeToan4eckoe nocobue : [onsa ctyn. dhapmauesT. ak., obyd. no
cneunanbHocTn 33.05.01 - ®apmaums, kBanudukaumsa - cneunanuct] / C.U.
MposoTopoBa, A.N. CnuekmH ; BOpOHEX. FOC. YH-T .— ONEKTPOH. TEKCTOBbIE AaH. —
BopoHex : NapaTtenbckun gom BIY, 2018 .— 3arn. ¢ tutyna akpaHa .— Pexum
Joctyna: aAnsa sapernctpupoBaHHbix yutatenen BI'Y .— TekcToBbiv chann .—
<URL:http://mwww.lib.vsu.ru/elib/texts/method/vsu/m18-196.pdf>.

0) gononHuTenbHasa nuTepaTypa:

Ne n/n | UcTOYHUK

MpombilwneHHas TexHonorusa nekapcts : B 2 1.0 yyebHuk ans ctya. sysos / B.WU.
Uyewos, A.N. 3Banues, C.T. LllebaHoBa, H.E. YepHoB ; Hau. dapmaueBT. akag.
1 YkpauHsbl ; MNog peq. B.WN. Yyewosa .— Xapbkos : N3g-8o HOAY : MTK-Knura, 2002-
.— (Bbicuee obpasoBaHue) .T. 1 .— 2002 .— 557, [1] c. : vn., Tabn. — ISBN 966-
96114-0-7 .— ISBN 966-96114-1-5.

MpomblwneHHaa TexHororusa nekapcte @ B 2 1.0 YuebHuk gna crtyn. sysos / B. W.
Uyewos, H. E. YepHos, J1. H. Xoxnosa u ap. ; Hau. cdhapmaueBT. akag. YkpauHsbl ; og
2 pea. B.W. Yyewosa .— XapbkoB : M3a-so HOAY : MTK-Knura, 2002- .— (Bbicwee
obpasoBaHue) .T. 2 .— 2002 .— 715 c. : vn., Tabn. — ISBN 966-96114-0-7 .— ISBN
966-96114-2-3.

3 OCT 64-02-003-2002. NMpoaykums MegumumMHCKON NPOMbILLIIEHHOCTU. TexHONornyeckmne




pernameHTbl npousBoacTBa. CopepxaHue, Mopsaok paspaboTku, corracoBaHus U

yTBEPXKOEHMS.

4 FOCT P 52249-2009. lNpaBuna Npoun3BOACTBA M KOHTPOMA KadecTBa feKkapCTBEHHbIX
CpeacTB.

5 depepanbHbii 3akoH Poccuiickon Pepgepauun Ne 61-03 ot 12.04.2010 roga «O6

obpalleHnn NeKkapCTBEHHbIX CPEACTBY.

locynapctBeHHaa dapmakonea Poccuiickon ®epepauun. — 14 wmsg: B 3 1. M.
6 MwuHucTepcTBO 3gpaBooxpaHeHusi Poccuiickon depepauun, 2017. - Pexum goctyna:
http://www.femb.ru/feml?574979

dapmaueBTudeckass TexHornorus. [MpoMbIWMEHHOEe NPOU3BOACTBO NeKapCTBEHHbIX
CPEeACTB : pPYKOBOACTBO K nabopaTopHbIM 3aHATUAM : [y4ebHOe nocobue ans
ucnono3oBaHuss B Yy4yeb. npouecce obpasoBaT. oOpraHusauun, peanuayloLmnx
nporpamMmsbl BbiCLL. obpa3zoBaHns no crneumanbHoctn 33.05.01 "dapmauusa™ : B 2 u. /
[T.A. BpexHesa n ap.] ; noa pea. .. KpacHioka .— Mocksa : TOOTAP-Megua, 2017-
.— ISBN 978-5-9704-3763-6.

BpexHeBa, TaTtbsiHa AnekcaHgpoBHa. PapmaueBTMHECKas TEXHOMNOMMNA [SNEKTPOHHbIN
pecypc] : meToanyeckue ykasaHus onsi camoctoaTenbHonm pabotbl cTygeHToB BIMO :
[ans cTtyn. papmaueBT. pak. OHEBHOrO, OYHO-3a04. M 3a04. OTA-HUIA BbICLL. NPO.
obpasoBaHus, ana HanpaeneHust - ®apmauus] / T.A. bpexHesa, C.W. NpoeoTopoBa,
M.A. BepeTeHHuKoBa ; BOpOHEX. roc. yH-T .— ONEKTPOH. TEKCTOBLIE AaH. — BopoHex :
N3pgatenbckni gom BIY, 2015 .— 3arn. ¢ tutyna akpaHa .— CBoboaHbIn JocTyn m3
nHTpacetn BI'Y .— TekctoBbin hann .— Windows 2000; Adobe Acrobat Reader .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m15-183.pdf>.

MeTogunyeckne matepuarnbl N0 OpraHn3aumm camMoCTOSATENbHOM paboTbl CTYAEHTOB MO
ancumnnunHe "®apmaueBTudeckasa TexHosnorna" [SnNeKTpoHHbIN pecypc] :
meToanyeckoe nocobue / [H.A. [IbskoBa n gp.] ; BopoHeX. roc. yH-T .— 3NeKTPOH.

9 TekcToBble AaH. — BopoHex : M3gatenbckuii gom BIY, 2020 .— 3arn. ¢ tutyna
3KpaHa .— Pexum goctyna: angd sapernctpupoBaHHbix ymtatenen BI'Y .— TekcToBbIn
dann .— <URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-106.pdf>.

MpoeoTopoea, CeeTnaHa MnbmHmyHa. MeTogudeckne matepuanbsl N0 opraHn3auum
CamMoCTOATENBbHOW PaboThl CTyAeHTOoB No ancumnnuvHe "OcHosbl Guodapmaummn”
[OnekTpoHHbIV pecypc] : meToanyeckoe nocodue / C.W. NMposoToposa, tO.A.

10 MonkoBHukoBa, H.A. [IbsikoBa ; BopoHex. roc. yH-T .— ONeKTPOH. TEKCTOBbIE AaH. —
BopoHex : Nagatenbckui gom BIY, 2020 .— 3arn. ¢ Tutyna akpaHa .— Pexnm
[OocCTyna: Ans 3aperncTpmpoBaHHbIx yutatenen BI'Y .— TekcToBbin dhann .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-80.pdf>.

B) WHMOPMaLMNOHHbIE 3rIeKTPOHHO-OOpa3oBaTenbHble pecypcbl (odmumanbHble
pecypcbl UHTEpPHET)*:

Ne n/n | Pecypc

1 OnekTpoHHasa 6ubnmnoteka BY3a. Pexxum goctyna: http:// www.lib.vsu.ru/

2 OneKTpoHHO-6MbnmnoTevHasn cucteMa «JlaHb». Pexxum goctyna: https://e.lanbook.com/
OneKkTpoHHO-6nbnmnoTtedHaa cuctema «KoHcynbTaHT cTygeHTa». Pexum pocrtyna:

3 http://www. studmediib.ru
4 OHnanH Kypc VuebHas npakrtuka 10 00uieil  (apManeBTHUECKON TEXHONOTHH _ (vSu.ru)
https://edu.vsu.ru/course/view.php?id=17564
5 CIC KoHcynbTtaHTtlntoc Pexum goctyna: http://www.consultant.ru

17. UHchpopmMaLMOHHbIE TEXHOSOMMU, UCNONb3yeMble NPU NPOBEeAEHUUN NPAKTUKMU,
BKJ1IOYasA nporpamMmHoe obecneyeHne n HopMaLMOHHO-CNpaBoOYHbIe CUCTEMbI (NpKU
HeobxoaumMocCTH)

[MpoxoxaeHne NPakTUKM OCYLLECTBASETCA C NPUMEHEHWEM JNIEKTPOHHOrO OBy4eHMs, OUCTAHLMOHHbIX
obpasoBaTenibHbIX TEXHOMOMMI Ha canTe www.edu.vsSu ., B KOTOPOM pa3MelleHa y4yebHasi u HaydHas
nuTeparypa no Kypcy.



https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=4132&TERM=%D0%91%D1%80%D0%B5%D0%B6%D0%BD%D0%B5%D0%B2%D0%B0,%20%D0%A2%D0%B0%D1%82%D1%8C%D1%8F%D0%BD%D0%B0%20%D0%90%D0%BB%D0%B5%D0%BA%D1%81%D0%B0%D0%BD%D0%B4%D1%80%D0%BE%D0%B2%D0%BD%D0%B0%5B1,1004,4,101%5D&LANG=rus
http://www.lib.vsu.ru/elib/texts/method/vsu/m15-183.pdf
https://edu.vsu.ru/course/view.php?id=17564
http://www.edu.vsu/

2. cnonb3oBaHne nHhopMaLnoHHO-CcnpaBo4YHon cucteMbl «KoHCynbTaHT [MoCc» - OTKPbLIT NOCTOSIHHbLIN
AOCTyN B NOMELLEHNN ANsi caMmocTosiTenbHOM paboTel (yn. CtyaeHyveckas, a.3,).

3. OnekTpoHHbIN KaTanor HayyHom 6ubnuotekn BOpOHEXCKOro rocygapCTBEHHOrO yHMBEpcuTeTa. —
(http // www.lib.vsu.ru/).

4. BsanmogenctBnme C npenogaBaTenieM  MOCPeACTBOM  OfIEeKTPOHHOM  MNOYTbl  provotorova-
svetlana@mail.ru

18. MaTepnanbHoO-TeXHUYECKOe obecneyeHme NpaKkTUKK:

HavmeHoBaHWe nomelleHnn ans Appec (MecTonoroxeHue) noMeLLeHum
npoBefeHnst Bcex BUAOB y4ebHOM ANs NpoBefieHns BCex BUA0B y4yebHom
AEeATenbHOCTU, NpegyCMOTPEHHON AeATenbHOCTU, NpegyCMOTPEHHON

y4ebHbIM NriaHoM, B TOM Yucne NoMeLleHns | y4ebHbiM nnaHoMm (B cnyyae peanusauum

Ansi caMoCTosATEeNbHON paboThl, C obpasoBaTenbHON NPorpaMmbl B CETEBOM

yKa3aHueM nepeyHss OCHOBHOIo dopme AoMoNHUTENBHO yKa3biBaeTcs
obopynoBaHus, y4ebHo-HarnsagHbIX HavMeHoBaHWe opraHn3auumn, ¢ KOTopown

nocobuin n ncnonb3yemMoro NPorpamMmmMHoOro 3aKI0YeH 40roBop)
obecneyeHns

YyebHas aygutopus  angd nposeaexuns | 394036, r. BopoHex, yn. CTyaeH4eckas,
NPaKTUYECKMX 3aHATWIA: creunanusnpoBaHHas | . 3

mebens, MynbTUMeauna-npoeKTop, 3KpaH
HaCTEHHbIN c 3NEKTPONPUBOAOM,
nepcoHarnbHbI KOMNbKOTEP, MNNnaHweT Lenovo
(15 wrt.). NO: WinPro 8, OfficeSTD 2013 RUS
OLP NL Acdmc, LibreOffice 7.1, Mozilla Firefox,
cric «TAPAHT-O6pa3oBaHuey, cric
«KoHcynbTaHT lNntoc» ana obpasoBaHus.

MNomelleHne ansa camoctosTenbHow pabotel ¢ | 394036, r. BopoHex, yn. CTyaeH4yeckas,
BO3MOXXHOCTb0 NoaKNtYeHns K cem | ao.3

«WHTepHeT»: CneuunanusmpoBaHHas mebenb,
komnbloTepbl (12  wWT.), [OCKA MarHWUTHO-
mapkepHas. 0O: WinPro 8, OfficeSTD 2013
RUS OLP NL Acdmc, LibreOffice 7.1, Mozilla
Firefox, CNC «lAPAHT-O6pa3soBaHune», CI1C
«KoHcynbTaHT MNntoc» Ans obpasoBaHus.

19. OueHouHble cpeacTBa AN NpPOBeAEHUS TeKylwen U NPOMEXYTOYHOM aTTectauum
o0y4arLMXCA NO NpaKTUKe

MopsaoK OLEHKM OCBOEHMS oOby4varolwummncs yd4ebGHOro Matepuana onpefensieTcss CopepkaHuem
creayLwmnx pasaenos NpakTUKK

HaumeHoBaHue
MHaukaTo
R
(Moayns) KOMMNeTeHuumn
1 aTan ocHoBHou | OINK 3 OlnK 3.1 pasaenbl oT4yeTa/npoekTa
' aKkcnepumeHTaneHbin | MK 1 MK1.1.
3aknounTenbHbIn OrnK 3 Orl1K 3.1 3awuTa oTtyeTa/npoekta
(MpomexyToyHasn MK 1 MK1.1.
2 aTTecTaums
dopma KoHTpona —
3a4eT C OLEeHKOW)

20. TunoBble OUEHO4YHble cCpeaAcTBa U MeToAuYecKue martepuanbl, onpegensiowme npouenypbl
OLleHUBaHUSA U KpUTEpUM UX oLleHMBaHUA
20.1 TeKywMin KOHTPOIb yCNEeBaeMoCTH


mailto:Dyakova_N_A@mail.ru

KoHTponb ycneBaemMocTu npoBOAUTCA NyTeM MPOBEPKU NPaBUIIbHOCTU pa3paboTKM NMPOEKTOB
pernameHTa
TpeboBaHMA K BbINONIHEHUIO 3a8aHUN:

Kputepun oueHrBaHns koMneTeHLnin LLikana oueHok

Obyuatowminca B NOMHOM Mepe BbINOMHWA NfaH paboTbl NPaKTUKW. Omnu4Ho
MposiBUn BCcecTopoHHMe rnybokne 3HaHua Mo apmaLeBTUYeCcKon
TEXHONOrMM, nofnHoe OoBOCHOBAHHOE WU3MNOXEHWEe  XapaKTepucTUK
nekapcTBeHHbIX OpPM, TEXHOSOTMYECKMX MPOLECCOB, XPaHEeHwus,
yNakoBKM B YCMOBUSX MNPOMBILSIEHHOTO MPOM3BOACTBA C  Y4ETOM
TEOpEeTUYECKUX OCHOB W  MNpaBuil  MPOLECCOB  MOMYYEHUS U
npeobpasoBaHUs  JNIEKAPCTBEHHbIX CPEACTB M BCMOMOraTernbHbIX
BELLECTB B JleKapCTBEHHble hopMbl. 3HaHne GuodapmaLeBTUYECKON
KOHUEeNUMM TEXHONMOMMW NeKapCTBEHHbIX MpenapaToB W BAUSHMSA
dapmaneBTMieckux akTopoB Ha OMOMNOrMyeckyro  OOCTYMHOCTb
nekapCTBeHHbIX BELWECTB. 3HaHWE OCHOBHbIX HOPMAaTUBHbLIX AOKYMEHTOB
Kacallmxca Mpou3BOACTBa, KOHTPOMS KayecTBa, XpaHeHus W
NPUMEHEHNS NEeKapCTBEHHbIX CPeAcTB M yMEHMEe WX WCMOoNb30BaTh.
3HaHne obwux npuHUMNOB BbIGOpa M OLEHKM TEXHONOrMYECKOro
obopynoBaHusa. Xopollee BrageHMe WUCMNOMb3yeMo HOpMaTUBHON
pokymeHtaumn (GMP, GLP, GPP, T'®d, ®C, OCTebl, npukassl M3 PO un
ap.). besynpeyHoe BbINOMHEHWE W odopMreHne oTtyeTa (Npoekta
pernaMeHTa Ha  MNPOWM3BOACTBO  KOHKPETHOTNO  fieKapCTBEHHOrO
npenapaTa) u Bcex 3ajaHui, NpegyCMOTPEHHbIX MPOrpaMMON MPaKTUKK
B MpoLlecce ee NPOXOXAEHUS.

MnaH paboTbl OOy4yawLWMMCS  BbLIMOMMHEH B MOMHOW  Mepe Xopowo
lMpogemoHcTpupoBan rpaMoTHOE BbIMOSNIHEHME U O0dOpMIIEHME OTYeTa
(MpoekTa pernameHTa Ha MPOU3BOACTBO KOHKPETHOrO MeKkapCTBEHHOrO
npenaparta) u Bcex 3agaHuin, NpegyCMOTPEHHbIX NPOrpaMMON MPaKTUKK
B npouecce ee npoxoxaeHus. OTBeT 06OCHOBaH, aprymMeHTUpOBaH.
JonyuleHbl  He3HaunTenbHble  OWWBKKW,  HETOYHOCTW,  KOTOpble
ucnpasneHbl Nocne 3ameYyaHu npenogasaTens.

O6yyaoWwnincss YacTMYHO BbINOMHMA NNaH paboTbl NpakTukn (He MeHee YOosnemesopu-meribHO
50%). B npeacTaBneHHbIX OTYETHbIX MaTepuanax BbISBMEHO
HecoOTBETCTBME pa3sfernamM pernameHTa. NpoaeMoHCTpupoBan 3HaHue
OCHOBHbIX pa3genioB otyeTa (MpoekTa pernameHTa Ha NpOV3BOACTBO
KOHKPETHOrO neKkapcTBeHHoro npenaparta). OTBeT He MonHbli, 6es
00OCHOBaHUA KN  0ObsACHeHW. Cnabble 3HaHUS  HOpMaTUBHOM
OOKYMEHTaUuKW,  3HauMTenbHble  3aTpPygHEHUMS B TEOPETMYECKUX
BOMpOCax, kKacawLlmecss OCHOBHbIX MpPOLECCOB W  annapaTtoB
hapmaLeBTUYECKON TEXHOMOrMM, a Takke 3aTpyAHEHWUS B U3NOXEHUU

TEXHOMOrM4yecKoro npouecca. Ownbku yCTpaHsoTCS no
AONONHWTENBHBLIM BONPOCaM npenogasaTens.
OGyvawowuncs  He  BbIMONMHUN  nnaH  paboTel  npaktukn. B Heydosnemsopu-mernbHo

npeAcTaBrneHHbIX OTYETHbIX MaTepuanax OTCYTCTBYHT Heobxoaumblie
anemeHTbl. OOyyallMICA UMeeT 3HaHUA  HecucTemaTudeckue,
OTPbIBOYHbIE MO OCHOBHbLIM pasgenam oTyeTa ( MpoeKTa pernameHTa Ha
NPOM3BOACTBO KOHKPETHOro fekapcTBeHHOro npenapara). B oTBeTax
AonylleHbl rpybble, NpUHUMNMAnNbHble OWMWOKW. 3aTpyoHeHWs BO
BrMafeHUn HOPMaTMBHOM [OOKyMeHTauuel, paboTe TeXHONOrM4yeckoro
0o6opyaoBaHMsl, OCHOBHbIX CTagusIX TEXHONOrMYecKnx MpoLeccoB
M3roTOBMIEHNSA 1eKapCTBEHHbIX (opM. 3aTpydHeHMs M OWMOKM He
YCTpaHSATCA Nocrne HaBoAsLMX BOMPOCOB npenojasarens.

20.2 NMpomexyToyHasa aTrectauusi

K auddepeHunpoBaHHOMYy 3a4veTy NO MNpakTUKe AomnyckarTca obydarouwmecs, CBOEBPEMEHHO U B
NMONHOM OGbeME BbIMOSIHUBLUME NPOrpPaMmy MNPaKTUKW U NPEeACTaBMBLUME B YKa3aHHbIE CPOKM BCHO
OTYETHYK AoKymeHTauuo. Mo uToram npakTUKM CTYAEHT npefocTaBnsieT OTYeT MO NpakTUKe, He
nosgHee AaTbl OKOHYaAHMSI MPAKTUKU. 3aluTa oT4yeTa MNPOBOAUTCA Ha WTOMOBOM 3aHATMM. 3awuTa
oT4yeTa MNo MpakTuke npeacTaBnsieT cobon npoueaypy, COCTOsSLY0 M3 YCTHOW ©eceabl CTyaeHTa C



pyKoBOOUTENEM MPAKTUKM M 3Tana TectupoBaHud. NMpasmna dopmupoBaHns oueHku paboTbl CTygeHTa
npeacrtaBieHbl HAXKE.
I'Ipome>|<yT0t-|Has=| atrectauuna npoBoanTCcA B I'IOCJ'IeLI,HVII7I OeHb y‘-le6HOI7I NPakTUkKN ”n OCyLLEeCTBIIAETCA C
NMOMOLLbIO CIEOYHOLLMX OLEHOYHbIX CPEeACTB, NpeacTaBneHHbiX B OHNamH kypce «Y4debHas npakTuka no
obuwen capmaueBTudeckon TexHonorum» https://edu.vsu.ru/course/view.php?id=17564 B pasgene-
lMpomexyToyHaa atTecTauus:

1. KombloTepHOE TecTupoBaHue

2. 3au_|,|/|Ta nHOMBuMayarnbHOro 3agaHuA - MpoekTta pernamMeHtTa Ha npon3BoACcTBO KOHKPETHOro

JIEKapCTBEHHOIO npenaparta No KOHTPOJIbHbIM BOMpoCaM.

lMpomexyToyHast aTTecTaumsi NPOBOAUTCS B NOCNEAHUA AeHb y4eOHON NPaKTUKK .

B pesynbTate npoxoxaeHusi y4eOHOM NpaKkTUKN CTYAEHT COCTaBnsieT OTYET, COCTOSALWMNN U3 OABYX
yacten. Yactb 1 — nNpPoeKkT npoMbilWSieHHOro (flabopaTopHOro) pernameHTa Ha MPOM3BOACTBO
KOHKPETHOro fekapcTBEHHOro cpeactea (MO cCOrnacoBaHUIO C pykoBoguTenem npaktuku). Yactb 2
oT4yeTa COAEPXKUT MaTepuarnbl O COBPEMEHHbIX M MEPCMNEKTUBHbIX TeHOEHUUSX pas3BuTMa B obnacTu
dapmauun no paspaboTtke M NPOU3BOACTBY NEKAPCTBEHHbIX NpenapaToB (Ha MpuMMepe KOHKPETHOro
npenapaTa, 3agaHus, NOfy4eHHOro Nno COrflacoBaHMIO C PyKOBOAUTENEM NPaKTUKK).
lMepBas YacTb COCTOUT U3 CReayoLnx pa3nenos:

XapaKTepuCcTuKa rotToBOro NPoayKTa;
XMMmnyeckas cxema NnpounsBoACTBa;
TexHonornyeckasa cxema nponsBOACTBa;
annapaTtypHas cxeMa Npoun3BoACTBa M cneundurkaums obopynoBaHus;
XapakTepUCTUKa Cbipbsi, BCIOMOraTernbHbIX MaTepmarnoB 1 NONynpOaYyKTOB;
N3MNoXeHNe TEXHONOMMYECKoro NpoLecca;
MaTepuanbHbIi banaHc;
nepepaboTka 1 o6e3BpexmBaHne 0TX040B NPOM3BOACTBA;
. KOHTPOMb NPOM3BOACTBA;
10. 6e3onacHas akcnnyaTaumsi NPON3BOACTBa;
11. oxpaHa okpyxatoLlen cpeqbl;
12. nepeyeHb NPON3BOACTBEHHbLIX UHCTPYKLUM;
13. TEXHNKO-3KOHOMUYECKME HOPMATUBBI;
14. nHpopmaLMOHHbIE MaTepurarnbl.

[Anga BbINONHEHMA 3agaHns HeobGxoAMMO MpoBecTn cbop M cucTtemaTmsaumid HOPMaTUBHOIO U
Hay4YHO-NUTEpPaTypHOro maTepvana Nno MPOU3BOACTBY FOTOBbIX NEKAPCTBEHHbIX CPEACTB, U3Yy4nTb U
rpamMoOTHO MCMNoNb3oBaTb TpeboBaHWs AEUCTBYHOLLEN HOPMAaTMBHOW OOKYMEHTauun Ans paspadoTku u
npaBunbHOro 0oopMNeHnsa NpoeKkTa NPOMbILLIIEHHOrO (NabopaTopHOro) pernamMeHTa.

MpopaboTaHHbI N CUCTEMATM3MPOBAHHLIN MaTepuan, NpeacTaBfeHHbli B NeYaTHOM unu
3MEKTPOHHOM Buae 0OCyauTb C pyKoBOAUTENEM MPaKTUKU A0 MCNONb30BaHUS ero B od)opMreHumn
pernameHTa.

Kaxgbim pasgen pernameHta no OCTy 64-02-003-2002 «[lpoaykumsi  MeguuuHCKOM
NpOMbILNEHHOCTU. TexHonornyeckne pernaMmeHTsl npon3soacTea. CogepxaHve, Nopsaok paspaboTky,
COrnacoBaHus ” YTBEPKOEHUA» HauYMHATb C HOBOW CTPaHWUblI M COrfacHoO MoCreaoBaTenbHOCTH
N3NOXeHNss MaTepuana Kaxaoro KOHKpeTHOro pasaena.

ObsasaTenbHbiM TpeboBaHMEM ABNAETCS UCNONb30BaAHWE OCHOBHbLIX HOPMATMBHbIX AOKYMEHTOB
ONs cocTaBneHus pernameHTa, npeacrtasneHHbix B OCTe 64-02-003-2002 «[Npoaykumst MeanLmMHCKON
NPOMbILLNEHHOCTW. TexHonornyeckme pernameHTbl npomssoacTea. CogepxaHune, Nopsiaok paspaboTkuy,
COrnacoBaHNa 1 yTBEPXKOEHUAY.

PaspaboTka u odhopmieHne npoekta nabopaTtopHOro (MPOMbILLIIEHHOrO) pernaMmeHTa saBnseTcs
3Tanom y4ebHOM NpakTUKM 1 3aBepLUaeTCcs COCTaBieHneM NepPBON YacTn OTHETA MO NPaKTUKe.

Ona odopmneHMs BTOPOM YacTM OT4YeTa, cofepxalwero maTtepuarnbl O COBPEMEHHbLIX W
NepCcnekTUBHbIX TEHAEHUUAX pa3sButus B obnactu dapmaumm no paspaboTke U NPOU3BOACTBY
nekapCTBEHHbIX MpenapaTtoB (Ha MpuMMepe KOHKPETHOro npenaparta, 3adaHud, MOofy4YeHHOro mno
COMNacoBaHUID C pykoBoAMTENEM MpakTuku), obsizaTenbHbiM TpeboBaHMeM sBnsieTcs paboTta C
NPoUNbHBIMKU hapMaLEeBTUHECKMMU XXYpHaNamMmm, naTeHTHON NUTepaTypon, UHTEPHET-pecypcami.

CoNoUr~®WNE

MepeyeHb KOHTPOSbLHbLIX BONPOCOB NPU 3aliMTe OT4YeTa Mo y4eOHOW NpakTuke:
1. HaszoBuTe chapmakoTepaneBTUYECKYO Tpynny, K KOTOPON OTHOCUTCS 3aJaHHOe rekapCcTBEeHHOe
CPEACTBO.
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10.

11.

12.

13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.

[anTe XxapakTepuCTUKy neKkapCTBEHHOW cybcTaHuunm n 0O0OCHyMTe BbIOOP NEKapCTBEHHOM
dopMbl.

HasoBuTe TexHonorndeckne cragmm npon3BoacTBa 3agaHHOW NekapCcTBEHHOW hOPMbI.

Ykaxute, kakne Buabl 060pyaoBaHMa MOryT UCNONb30BaTbCS Ha CTagun NOArOoTOBKM Cbipbd, Ha
OCHOBHbIX TEXHOSTOMMYECKNX CTaamnsX.

O6ocHyiTe BLIGOP MCNOMb3yeMON YNakoBKW NEKAapCTBEHHOro npenaparta. HasoBute OCHOBHble
TpeboBaHus K ycrnosusim xpaHeHus J1C.

Kakas nHdpopmaums npuBoanTCS Ha NEPBUYHON M BTOPUYHOW NOTPEOMTENBCKON YNaKkoBKe?

C kakon uenbi ucnornb3oBaHbl BCnoMoratesibHble BewectBa and npomussogctea JIM? Kakue
BelLlecTBa MOXHO NPeanoXuTb eLle aAng aTon uenn?

K KakoMy Kraccy YMCTOTY OTHOCATCS MOMELLEHUS, B KOTOPbIX NPOBOAATCA OCHOBHble ctagun TI17?
Mepeuncnute TpeboBaHna K nokasatensm kadectBa JII, npegbsaBnsemble OEeNCTBYHOLLEN
HOpPMaTUBHOW AOKYMEHTaLMEN.

lMepeuncnute KaTeropum TEXHONOMMYECKMX pPerfamMeHToB W NocrneaoBaTeNlbHOCTb  UX
pa3paboTkn. CogepxaHune pernameHTa.

MaTepuanbHbin 6anaHc B NPOMbILLNIEHHOM NPOU3BOACTBE NEKapCTBEHHbIX CPeACTB. YpaBHEHME
mMaTepuanbHoro 6anaHca, pacyéTbl TEeXHONOMMYeCcKoro BbIXOAA, TEXHOMOrMYeckon TpaThl,
pacxogHoro koadpuumeHTa.

[aTb onpegeneHve NOHATUIO Banugauun, MNPOM3BOACTBEHHOMY Mpoueccy, cTagum n onepauun
TEXHONOrM4YeCcKoro npotiecca.

MNepeyeHb BO3MOXHbIX TEM NMPOEKTOB OTYeTa NO y4eOHOW npakTuke:
Tabnetkn MaHuHun.

Cynnoautopun Hatanbcug.

Kancynbl Omes.

Cwupon WwnnoBHUKA.

HacToika ropbkasi.

C6op ApdaszeTuH B hunbTp-nakeTax.

PacTtBop Ans BHyTpuMbILLEYHOrO BBeAeHNa. Munbramma

Cnpetii NMaHTeHoON

[leTckas npuceinka.

Mopowok Tepadnto.

LWamnyHb Husopan.

Aapo3orb KaMeToH.

Tembl NPOEKTOB pernameHToB MO Y4eOHOW NpakTUKE COrnacoBbIBAOTCA C pyKOBOAUTENEM
NPaKTUKN MHOMBUAOYASBHO.

MpuMepbl TeCcTOBbLIX 3aA4aHUN 3aKPbLITOro TMNa:

1.K siekapcTBeHHBIM CpeACTBAM OTHOCHATCS:

a) @apManeBTHYECKHE CYOCTAHIIUM M JIeKAPCTBEHHbIE NPENnapaThl
0) ®apmareBTUUECKUE CYOCTaHITUN

B) JIekapcTBEHHBIE ITpenapaTsl

r )JlexkapcTBeHHbIE TpenapaThl U JEeKapCTBEHHbIE (POPMBI

2.@apmaneBTHYECKAs CyOCTaHUMSA -3TO:

a) JlekapcTBeHHOe cpeICTBO B BH/Ie OTHOI0 HJIM HECKOJIBLKHMX 00/1a1a101I1X
(apMaKoI0ruuecKoii AKTHBHOCTHIO /I CTBYIOIIMX BELECTB BHE 3aBUCHMOCTH OT MPHPOAbI
NPONCXO0KICHHS, KOTOPOe MpeIHA3HAYEHO JIsl IPOU3BOCTBA, H3TOTOBJICHHUS JIEKAPCTBEHHBIX
npenaparos u onpenessier ux 3pPeKTUBHOCTD;

0) JlekapcTBeHHOE CPEACTBO B BHJIE OAHOT0, 00Ja1at01Iero (hapMaKoJIOTHYeCKOH aKTUBHOCTBIO
JEHCTBYIOIIETO BEIIECTBA BHE 3aBUCHMOCTH OT IIPUPO/IBI TPOUCXOXKICHHUS, KOTOPOE IpeIHa3HAuYCHO



JUTSL IPOU3BOJICTBA, H3TOTOBIICHUS JICKAPCTBEHHBIX MIPEMapaToB U onpeaenseT uX d3p(HeKTUBHOCTS;
B) JIekapcTBEHHOE CPEICTBO B BUJIE OJHOTO MJIM HECKOJBKUX 00JIa1atomux (apMaKkoJIOoTHIECKOn
AKTUBHOCTBIO JCHCTBYIOUIUX BEIIECTB, KOTOPOE MPETHAZHAUEHO AJI POU3BOJICTBA JIEKAPCTBEHHBIX
npenaparos.

3.BcnoMoraresibHbIE BellECTBA — 3TO:

a) BEIECTBAa HEOPTaHUYECKOTO MMPOUCXOXKICHHUSI, UCIIONIb3YEMbIE B IIPOLIECCE MMPOU3BOICTBRA,
W3TOTOBJICHHUS JIEKAPCTBEHHBIX MPENApaTOB JJIs MPUJAHUS UM HEOOXOIUMBIX (PU3HKO-XUMHUIECKHIX
CBOICTB;

0) BenecTBa HEOPraHUYECKOT0 WM OPTAHUYECKOI0 MPOMCXO0KIEeHNsl, HCIOJIb3yeMble B
npoiiecce MpPOU3BOACTBA, H3rOTOBJIEHUS JIEKAPCTBEHHbBIX MPENapaToB AJIsi NPUIAHUI UM
HEe00X0AUMBIX (PM3MKO-XMMHUYECKHX CBOWCTB;

B) BEIIIECTBA OPTaHUYECKOTO MPOUCXOXKICHUS, UCIIOJIb3yeMbI€ B ITPOIIECCE MPOU3BOJICTBA,
M3TOTOBJICHHUS JIEKAPCTBEHHBIX MPENApaToB JJIsl MPUJAHUS M HEOOXOIUMBIX (PU3HKO-XUMHUIECKHIX
CBOICTB;

4.JlekapcTBeHHbIE MPeNapaTbl — 3TO:

a) JieKapCTBEHHbIE CPEICTBA B BU/I€ JIEKAPCTBEHHBIX (pOpM, NpUMeHsieMble /151
NpopuIaAKTUKH, THATHOCTUKH, JIeYeHUsI 3200/ 1eBaHUs, peaduIUTAIUM, 1JI5l COXPAHEHUS,
NpeI0TBPAllleHUs] UJIH NPepPbIBaHUs 0epeMeHHOCTH;

0) JeKapCcTBEHHBIE CPEICTBA, TPUMEHSIEMbIE JIJIs1 MPOPUITAKTHKY, IeYeHUs 3a00JIeBaHNUs,
peadbmIHMTaIK, 171 COXpaHEHUsI, TPEI0TBPAIICHUS UM MPEPhIBaHUsI OEPEMEHHOCTH;

B) JIGKAPCTBEHHBIEC CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, MPUMEHSEMBIE ISl TPOPHUIAKTUKH,
JTMArHOCTUKH, JICUeHUs 3a00J1eBaHUs, peaOIINTAIINH.

S5.JIekapcTBeHHasi popma — ITO:

a) COCTOSIHUE JIEKAPCTBEHHOTO CPEACTBA, COOTBETCTBYIOIIEE CIIOCOOaM ero BBEJICHUS U
obecreynBarolee JOCTHKEeHNE He0OX0JUMOT 0 JieueOHoro 3 dekra;

0) COCTOSIHUE JIEKaPCTBEHHOTO IIpernapara, COOTBETCTBYIOIIEE CIIOc00aM ero MpUMEHEHUS;

B) COCTOSIHHE JIEKAPCTBEHHOI'0 Mpenapara, COOTBETCTBYIOIIIee CII0c00aM ero BBeeHus
NpUMeHeHUA U o0ecreynBaloIee J0CTHKeHNEe HE00X0TUMOro JeuedHoro 3pdexra;

6.00mas papmakoneiiHas cTaTbs — ITO:

a) 10KYMeHT, yTBepP:KAeHHbIil YIIOJTHOMOYEHHBbIM (peiepajbHbIM OPraHOM HCIOJTHUTEIbHOM
BJIACTH M CO/iep:KallMii epevyeHb MoKa3aTeJ/ieil KauecTBa U (MJIM) METO0B KOHTPOJISl KayecTBa
KOHKPETHOMH JIeKapCTBEHHOH (OPMBI, JIEKAPCTBEHHOI'0 PACTUTENbHOIO ChIPbS, OIUCAHNUSA
0M0JI0OTHYeCKHX, OMOXMMHUYECKNX, MUKPOOHOJI0THYeCKUX, PU3NKO-XUMHYECKHX, (PU3NIECKHX,
XMMHMYECKHUX U APYTHX METO0B AHAJIN3A JIEKAPCTBEHHOI'0 CPE/ICTBA, a TaAKKe TPeOOBaAHHUS K
HCII0JIb3YyeMbIM B 1eJISIX IIPOBeeHN s JAHHOT0 AHAJIM3a PeaKTUBAM, THTPOBAHHBIM PacTBOpaMm,
HHIUKATOPaM;

0) JOKYMEHT, cojiepKallliii mepeueHb Mokas3aTesiell KadecTBa U METOJJOB KOHTPOJISl KayecTBa
KOHKPETHOM JIEKapCTBEHHOM (hOPMBI, JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbs, ONTUCAHUS
OMOJIOrMYECKHUX, ONOXUMUYECKUX, MUKPOOHUOIIOTUYECKUX, (PU3NKO-XUMUYECKUX, (PU3NUECKUX,
XUMHAYECKHUX U JPYTUX METOO0B aHaJIN3a JIEKAPCTBEHHOTO CPEJCTBA, a TaKXkKe TpeOOBaHUs K
HCIOJIb3YEMBIM B LIEJISIX MTPOBEICHUS JAHHOTO aHaJIM3a PeakTUBaM, TUTPOBAHHBIM pacTBOpaM,
WH/IUKATOpaM;

B) JIOKYMEHT, YTBEPKACHHBIN YITOJIHOMOUYEHHBIM (he/iepaibHbIM OPraHOM UCHIOJHUTENbHOM BIACTH U
COJIep KalHii epedeHb moka3aTesiel kauecTsa U (MJIM) METOJIOB KOHTPOJIS Ka4eCTBAa KOHKPETHOM
JIEKapCTBEHHON (hOPMBI, IEKAPCTBEHHOT'O PACTUTENBHOTO CHIPhS

7.®apMakoneiftHasi CTaTbs — 3TO:

a) IOKYMEHT, YTBEP KACHHBbIH YIIOJTHOMO4YECHHBIM (heepajibHBIM OPraHOM MCIOJTHHUTEIbHOM
BJIACTH M COJIep KallMii epeyeHb MOKa3aTeseil KauecTBa M METO0B KOHTPOJIsSI KayecTBa
JIEKAPCTBEHHOTI'0 CPeCTBA;



0) TOKyMEHT, CoJlep Kallluii TIepeueHb MOKa3aTesiel KauecTBa U METO/I0B KOHTPOJISI KauecTBa
JIEKAPCTBEHHOTO CPEJCTBA;

B) IOKyMEHT, YTBEPKICHHBII YIIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJTHUTENIBHOW BIACTH U
COJZIEprKallMi ITepeUeHb NI0Ka3aTeNIed KaueCTBa JIEKAPCTBEHHOTO CPENICTBA;

8.HopMaTuBHasi JOKyMeHTALUSA - ITO:

a) TOKYMEHT, COJEpIKaIIMi I1epeueHb ONpeAeIseMbIX 110 pe3yJbTaTaM COOTBETCTBYIOLIUX IKCIIEPTU3
IoKa3aTesiei KauecTBa JIEKapCTBEHHOI'O CPECTBA;

0) TOKyMEHT, COJIep KaIllUi TIepeueHb OMpPEIeIAeMbIX 110 PE3yIbTaTaM COOTBETCTBYIOIIMX 3KCIIEPTU3
IoKa3aTesel KauyecTBa JIEKapCTBEHHOI'0 CPEJCTBA YCTAHOBIEHHBIN €ro MPOM3BOIUTENIEM;

B) JOKYMEHT, CO/iep:Kalluii nepevyeHb onpe/iesisieMbIX 10 pe3yJbTaTaM COOTBETCTBYIOIIHX
IKCIEPTH3 NOKa3aTeJell KauecTBa JIEeKapCTBEHHOI'0 CPe/ICTBA ISl MeIULIMHCKOT 0
NPHMMEHEeHHs1, MeTO10B KOHTPOJISI €ro Ka4yecTBa H YCTAHOBJICHHBIH ero Npou3BOUTeEIeM;

9. HopMaTHUBHBI JOKYMEHT - 3TO:

a) TOKYMEHT, COJEp KAl IepeueHb ONpeAeIsseMbIX 10 pe3yJbTaTaM COOTBETCTBYIOLIUX IKCIIEPTU3
nokaszaresei kayecTa U (WJIM) METOJIOB KOHTPOJIS Ka4eCTBa JIEKaPCTBEHHON (OPMBI,
YCTaHOBJIEHHBIN €0 MPOU3BOAUTENIEM;

0) 10KYMeHT, co/iep:Kalluii epevyeHb onpeaeasieMbIX N0 pe3yJbTATaM COOTBETCTBYIOLIUX
JKCIEPTH3 NMoKAa3aTe/ell KayecTBa M (MJ1M) MEeTOA0B KOHTPOJISl Ka4ecTBA JIeKapCTBEHHO
(hopmMbI, onUCcaHUSI OMOJIOTHYECKUX, OMOXUMHYECKUX, MUKPOOHOJIOTHYECKNX, (PU3UKO-
XUMHYECKHUX, (PU3UYECKHX, XHMHUYECKHX U IPYIHX MEeTO0B aHA/IM3a JIeKAPCTBEHHBIX CPeICTB
AJ15l BeTePHHAPHOI0 IPUMEHeHNsl, TPeOOBAHMS K HCII0JIb3yeMbIM B LIeJIsIX IPOBeACHUSs
JAHHOI0 AHAJIN3A PeaKTHBAaM, TATPOBAHHBIM PACTBOPAaM, HHAMKATOPAM U YCTAHOBJICHHBIN €ro
NPOU3BOMTEIEM;

B) JIOKYMEHT, CO/IEpKAIlMI ONKUCAaHUs OMOIOIMYECKUX, OMOXUMUYECKUX, MUKPOOHOJIOTUYECKUX,
(U3NKO-XUMHUYECKUX, PU3MUECKUX, XUMUYECKUX U APYTUX METOJI0B aHAJIN3a JIEKapCTBEHHBIX
CPEeACTB JJIsl BETEPUHAPHOIO MPUMEHEHUs1, TpeOOBAHUS K UCTIOJIb3YEMBIM B LIEJISIX IPOBEIECHUS
JAHHOT'O aHaJIM3a peakTUBaM, THTPOBAHHBIM PACTBOPAM, MHAMKATOPAM U YCTAHOBJIEHHBIN €ro
IIPOU3BOIUTEIIEM;

10.HopMaTHBHBII TOKYMEHT, yCTaHABJIMBAIOLIMNA 00IIMe TpeOOBaHUS K MOPSAIKY pa3paboTKHy,
COJIEpKaHUIO, COTTIACOBAHUIO M YTBEP)KICHHIO TEXHOJIOTHIECKUX PETIIAMEHTOB ITPOU3BO/ICTBA
JIEKapCTBEHHBIX CPEACTB U UX MOIYNPOTYKTOB*, IPOM3BOAUMBIX CHEIIMATU3UPOBAHHBIMU
MPEINPUATHSIMHA B COOTBETCTBUH ¢ TpeOboBaHusiMu "[IpaBuiia opraHu3aiy MpONU3BOICTBA U
KOHTPOJISI KauecTBa JiekapcTBeHHbIX cpeacT (GMP)"- ato:

a) OCT 64-02-003-2002 ITpoaykuusi MeIMIHHCKON MpoMbINLIeHHOCTH. TexHoloruyeckue
perjaMeHThbl NPOM3BOJACTBA.

0) ®enepanbubiii 3ak0H N 61-D3 "O06 oOpaieHnn TeKapCTBEHHBIX CPECTB"

B) '® 14 u3nanus

r) [IPUKA3 N 6461 O06 yTBep:k1eHUU NPaBUJI Ha/IJIeKale MPaKTUKKU XpaHEHUs U IIEPEBO3KU
JIEKapCTBEHHBIX MpenapaToB IS MEIUIIMHCKOTO IPUMEHEHUSI.

11.CepuiiHblii BINYCK TOBAPHOI MPOAYKIMU OCYLIECTBJIsSIETCS HA OCHOBE perjiaMeHTa:
a) MMYCKOBOI'0 U MPOMBIIIJICHHOI'O PETJIAMEHTOB

0) IMYCKOBOT'O ¥ OIIBITHO-IIPOMBIIIIJIEHHOTO PETJIAMEHTOB

B) OIBITHO-TIPOMBIIIJIICHHOI'O ¥ IIPOMBIIIIJICHHOT'O PETJIIaMCHTOB

12.Cpoxk aeiicTBUS yCKOBOI'0 perjiaMeHTa B POU3BO/ICTBE COCTABJISIET:
a) - 10 3-x JeT.

0) MeHee 3-X JIeT.

B) -10 5 JeT

T') MEHEE 5 JIeT.
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13. JIaGopaTopHBIii periaMeHT UCIOJIb3YeTCsl IPH/IJIs:

a) NIPOEKTHPOBAHUM M DKCILIYATALMH ONBITHO-NPOMbILIJICHHOM

YCTaHOBKH, €C03/1aBaeMoii VI 0TPa0OTKH HOBOM TeXHOJIOTMH NPOU3BOICTBA
JICKAPCTBEHHOI'0 CPEICTBA H HAPA0OTKH HOBOI'0 BEIECTBA I KIMHUYECKUX

HUCIBITAHHUH.

0)U3roTOBJICHHSI U UCIIBITAHUS OIBITHBIX 00Pa31[0B HOBBIX JIEKAPCTBEHHBIX CPE/ICTB B
MOJTYTTPOU3BO/ICTBEHHBIX YCIOBHUAX, OTPAOOTKH KaYeCTBEHHBIX IMOKA3aTesIeii HOBOTO
JIEKApCTBEHHOT'O CPEJICTBA, BBOJUMBIX B HOpMaTHBHYIO fokyMeHTanuto (OCII, TY)

B)BBOJIE B OKCILIyaTallMi0 U OCBOEHUU BHOBb CO3JIaHHOTO

IIPOMBIILIJIEHHOT'O ITPOU3BOJCTBA JIEKAPCTBEHHOT'O CPENICTBA.

MpuMepbl TecTOBbLIX 3aAaHU OTKPLITOro TUNa:

1.JIexkapcTBEHHOE CPEJCTBO B BUJI€ OJHOI'O MJIM HECKOJIBKHMX 00JIaAaonux GapMakoJI0ru4ecKoil
aKTUBHOCTBIO IEWCTBYIOIINX BELIECTB BHE 3aBUCUMOCTHU OT IIPUPO/IbI IPOUCXOKIEHUS, KOTOPOE
IIPEIHAa3HAYEHO Ul IPOU3BOICTBA, U3TOTOBJICHHUS JIEKaPCTBEHHBIX MIPENAPATOB U ONPEACIIAET UX
3 HEKTUBHOCTD -3TO:

Otser: ®apManeBTHYECKAsA CyOCTAHIHA

2. JIekapCTBEHHOE CPEJICTBO, COMPOBOXKIAEMOE JIOKHOW MH(POpPMAaIKeit 0 ero cocTaBe U (HITH)
IIPOU3BOIUTEIIE — ITO:

OtBer: PajnbcuPUIUPOBAHHOE JIEKAPCTBEHHOE CPEACTBO

3.JIekapCTBEHHOE CPEJCTBO, HE COOTBETCTBYIOLIEE TPEOOBAHUAM (apMaKONeHHON CTaThu JINOO B
cllydae ee OTCYTCTBUs TPeOOBaHUSAM HOPMATUBHOW JOKYMEHTAIlMU MJIM HOPMAaTUBHOI'O JJOKYMEHTA -
3TO:

OtBer: HenoOpokauecTBeHHOE JIEKAPCTBEHHOE CPEICTBO

4.JlexapCTBEHHOE CPEJICTBO, HAXOAIIEECS B 000POTE C HAPYIICHUEM IPAXKAAHCKOTO
3aKOHOJATENbCTBA — ITO:

OTtBer: KonTpadgakTHOe JIeKapCTBEHHOE CPEACTBO

5.Ha ocHOBe Kakoro periamMeHTa OCyIIeCTBIISIETCS. CEPUIHBINA BBIITYCK TOBAPHOU MPOAYKIIUU:
Otser: Ha ocHOBE MyCKOBOI'0 ¥ NPOMBIIICHHOTO PErJIaMEHTOB.

6.TexHOI0rn4ecKUil TOKYMEHT, KOTOPBIM 3aBEPIIAIOTCS

Hay4HbIE UCCIIEJIOBAHUS B TaOOPAaTOPHBIX YCIOBUAX MPH pa3paboTKe MeTo/a

IIPOM3BOJICTBA HOBBIX JIEKAPCTBEHHBIX CPEJICTB — 3TO PErJIAMEHT:

Ortsert: JIabopaTopHbIii perjaMmenT

7.PernaMeHT, KOTOPBIN UCHIOIB3YETCS MPU MPOEKTUPOBAHNHU U SKCIUTyaTalluH OMBITHO-
IIPOMBIIIJICHHON YCTaHOBKH, CO37aBaeMOM 11l OTpabOTKHU HOBOI TEXHOJIOTUH MPOU3BO/ICTBA
JIEKapCTBEHHOI'O CPEJICTBA M HAPAOOTKH HOBOT'O BELIECTBA JUIsl KIIMHUYECKUX MCIIBITAHUNA — 3TO:
Orsert: JIabopaTopHbIii perjiaMmenT

8. TexHonornueckuit JOKYMEHT, KOTOPbIM 3aBepIIaeTcsi OTpab0oTKa HOBOM TEXHOJIOTMH ITPOU3BOJICTBA
JIEKapCTBEHHOI'O CPEJCTBA — ITO:

OTtBer: ONBITHO-NPOMBINLICHHBIH pPerjiaMeHT

9. VkaxuTe KaTeropuro periaamMeHTa. TeXHOIOTHYECKUI JOKYMEHT, KOTOPBIM UCIIOJIb3YETCS IS
M3TOTOBJICHUS U UCIIBITAHUS OTIBITHBIX 0OPA310B (MTapTHii) HOBBIX JIEKAPCTBEHHBIX CPE/ICTB B
MOJTYITPOU3BO/ICTBEHHBIX YCIOBHUAX, OTPAOOTKH KaueCTBEHHBIX IMOKa3aTesieil HOBOTO
JIEKapCTBEHHOI'O CPEJICTBA, BBOJUMBIX B HOpMaTUBHYIO okymeHTauuo (OCIL TY) u

IIPU COCTABJIEHUHU JAHHBIX VIS IPOEKTUPOBAHMSI POMBIIIIEHHOTO POU3BOICTBA HOBOU
MIPOYKIINH:

OtBer: ONBITHO-NPOMBILVICHHBIH perJiaMeHT

10.TexHOJIIOTMYECKUI JOKYMEHT, Ha OCHOBaHUHU KOTOPOTO OCYHIECTBIISIOT BBOJ B 3KCIUTYaTallUIO U
OCBOEHHUE BHOBb CO3/IAHHOTO ITPOMBIIIJIEHHOTO ITPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEICTBA — 3TO
perjamMeHT:

Ortser: IlyckoBoii

11.JlaHHBIi peraaMeHT COCTaBISAIOT HA OCHOBE OIBITHO-IIPOMBIIIEHHOTO PErVIaMEHTa U IPOEKTHON
JOKYMEHTAllMU Ha IIPOU3BOJCTBO 3TOU NMPOIYKIUH, a TAKXKE HA OCHOBE JCHCTBYIOIINX IPOU3BOJICTB,
B TEXHOJIOTHIO KOTOPBIX BHOCSATCS IPUHLIUIINAIBHBIE U3MEHEHUS. Y KAXKUTE KaTETOPUIO PEryIaMeHTa!



Ortser: IlyckoBoii
12.B cnydae npou3BOICTBa HOBOTO JIEKAPCTBEHHOTO CPEACTBA HA UMEIOIIECHCS HA MPEANPUITUN
TEXHOJIOTUYECKOH cXxeMe, pa3paboTKa MyCKOBOT'O PETIaMEHTa MOKET OBITh OCYIIIECTBIICHA HA

OCHOBaHUU KaKO! KaTErOPUHU PETIaMEHTa:
OrtBert: JIabopaTopHbIii perjiaMeHT

13.TexHOMOrM4eCcKuii JOKYMEHT JEHCTBYIOIIETO CEPUITHOTO MPOU3BOACTBA JIEKAPCTBEHHOTO

cpeacrBa —oToO:

OtBet: [IpoMblNLIEHHBIH perjiaMeHT

14./1laHHBII periaMeHT COCTaBIISIOT Ha OCHOBE ITYCKOBOI'O PETJIAMEHTA, MTOCJIE BHECEHUS B HETO
M3MEHEHUN U TONOJHEHHUH, MPUHSTHIX TP OCBOCHUH ITPOU3BOICTBA. Y KAXKHUTE KATETOPHUIO

periameHra:

OtBet: [IpoMblNLIEHHBIH perjiaMeHT
15.Bo u3bexxanre BO3MOKHBIX OIIMOOK B MPOIIECCE MPOMBIIIUIEHHOTO IPOU3BOJICTBA

JICKApCTBCHHBIX CPCACTB HC NOIIYCKACTCA COCTABJIICHHUEC U YTBCPKACHUC KaKUX BUIOB PCTIIAMCHTOB!

Otger: I'pynnoBbIX perjiaMeHToB

OnuncaHune TexHonornm npoBeneHn4: I'IpomemyTquaﬂ atrTectauna npoBoaAUTCA B COOTBETCTBUMU C
MonoxeHnem o npomemyTquoﬁ atrectaunm o6yqa+ou_|,mxc;| no nporpamMmmam BbICLLETo o6pasoBaH|/|;| B

BMae yCtHOro oteeta C 3aWmMTon oTYéTa M 3Tana TECTUPOBaAHUA.

Mo pesynbTatam oTBETa Ha BOMPOCHI U KAaYeCcTBa NPeACTaBEeHHbIX OTYETHLIX MaTepunanos obyyatoLero
BbICTABMNSAETCA COOTBETCTBYIOLLAS OLEHKA.

n pegynbtataMm TeCTUPOBaAHUA

MCNOJb3YyHTCA KONMMYECTBEHHbIE LUKallbl OLI€HOK.

Tpe6oBaHuUsA K BbINOMHEHUIO 3aA4aHUMN, LWKanbl U KPUTEPUMN OLLeHUBaHUA:

Kputepum
KOMNEeTEeHLUNN

OoueHnBaHuA

Kputepumn OLleHMBaHn4A
KoMneTeHunmn - aTan
TECTUPOBAHUSA

LLIikana oueHokK

O6yvatowmnncsa B MOMHOW Mepe
BbINOSHWN nnaH paboThbl
NPaKTUKK. MposiBun
BCECTOPOHHME rnybokme 3HaHus
no dhapmaLeBTNHECKON
TEeXHOMornu, nonHoe
obocHoBaHHOE N3roxeHue
XapaKkTepuCTUK JieKapCTBEHHbIX
dopwm, TEXHONOMMYECKNX
NPOLIECCOB, XPaHEHUsi, YNakoBKM
B YCNOBUSIX MNPOMBbILLIIEHHOrO
npovsBoacTBa c y4yeTom
TEOPETUYECKMX OCHOB W MpaBun
npoueccos nony4yeHuns n
npeobpasoBaHus
NEeKapCTBEHHbIX  CPeacTB U
BCMOMOraTenbHbiX BeLecTB B
nekapcTBeHHble OpMbl. 3HaHVE
BGrodapmaueBTUHECKON
KoHLenuum TEXHOMormm
NeKapCTBEHHbIX MpenapaTtoB MU
BNNSAHMWSA hapmaueBTUHECKMX
akTopoB Ha OBuonornyeckyto
AOCTYMNHOCTb neKkapCcTBEHHbIX
BewectB. 3HaHMe  OCHOBHbIX
HOPMAaTUBHbIX OOKYMEHTOB

>70% npaBuUnbHbIX OTBETOB

OTnuyHoO

Mpn oueHmBaHUK




KacaloLLmuxcs npon3BoACTBa,
KOHTpONS KayecTBa, XpaHeHUs1 K
NPUMEHEHUS neKkapCcTBEHHbIX
cpencrts " ymMeHve nx
nucrnosnb3oBatb. 3HaHMe 0bLWmx
NPUHUWNOB BbIOOpa U OLEHKK

TEXHOMOrM4YeCcKoro
obopynoBaHus. XopoLuee
BnageHve Ncnonb3yemonm

HOpMaTMBHOWN OOKyMeHTaumnm
(GMP, GLP, GPP, T®, oC,
OCTbl, npukasel M3 PO un gp.).
BesynpeyHoe BbINONHeHME U
odopmneHne otyeTa (NpoekTa
pernameHTa Ha npou3BOACTBO
KOHKPETHOro NeKapCTBEHHOrO
npenapara) M BCeX 3agaHun,
NpeayCMOTPEHHbIX NporpaMmmon
npakTMkm B Mpouecce ee
NPOXOXOEHWS.

Mnan paboTbl oby4varowmmes
BbIMOSIHEH B TMOMHOM  Mepe
MpooeMoHCcTpupoBan rpamoTHoe
BbINOSNIHEHNE U OPOpMIIEHNE
oTyeTa (NpoekTa pernameHTa Ha
Npon3BOACTBO KOHKPETHOro
NeKkapcTBEHHOro npenapaTa) u
BCEeX 3aJaHun,
NpeayCMOTPEHHbIX NPOrpaMmmon
npakTMKM B npouecce ee
NPOXOXOEHUS. OtBet
0060CHOBaH, aprymeHTUpoBaH.
HonyuieHbl He3Ha4nTenbHbIe
OWwnbKM, HETOYHOCTW, KOTOpble
ncnpaeneHbl Nocrne 3ameyaHui
npenogasarens.

>70% npaBuUnbHbIX OTBETOB

Xopowo

Ob6yuvatowwmincsa YacTUYHO
BbIMOMHUN nnaH paboTbl
npaktukn (He meHee 50%). B
NnpeAcTaBneHHbIX OTYETHbIX
mMaTepuanax BbISIBNIEHO
HEeCoOTBETCTBME pasgenam
pernameHTa.

MpogemoHcTpmpoBan 3HaHue
OCHOBHbIX  pas3genoB  oTyeTa
(npoekTta pernameHTta Ha
Npon3BOACTBO KOHKPETHOro
neKkapcTBEHHOro npenapara).
OTBeT He MOSHbIN, oes
obocHoBaHUN U OGBACHEHUN.
Cnabble 3HaHMA HOpPMaTUBHOWM
AOKYMEHTaLMK,  3HaYuUTEeNbHbIe
3aTpygHEHUS B TEOPETUHECKUX

BOMpocakx, KacatoLlmnecs
OCHOBHbIX npoLeccoB 7
annapatoB dapmaLeBTUYECKON
TexHonoruu, a Takke

3aTpyagHeHund B N3JTOXKEHUN

>70% npaBUIbHbIX OTBETOB

YpoBneTBoputenbHO




TEXHOMNOrM4ecKoro npouecca.
Ownbkn yCcTpaHsaTCA no

OOMNOSTHUTENBbHBIM Bonpocam

npenogasartens.

Ob6yvatowmnca He  BbiNoNHUN | <70% npaBurbHbIX OTBETOB HeynoBnerBoputenbHO
nnaH pabotbl npaktMkn. B

npeAcTaBreHHbIX OTYETHbIX

MaTtepuanax OTCYTCTBYIOT

Heobxoaumble 3NeMEHTbI.

Ob6yvatowmmncs MmeeT 3HaHUSA

HecucTtemaTu4deckue,

OTPbIBOYHbIE MO  OCHOBHbIM
pasgenam otdeta ( npoekTa
pernaMmeHTa Ha nNpOV3BOACTBO
KOHKPETHOro  NleKapCTBEHHOro

npenapara). B oTBeTax
AONYyLLEHbI rpyoobie,
NPUHUUNNanIbHbIe OLUNGKM.

3atpyaHeHuss  BO  BnageHum
HOpPMaTUBHOMW  OOKYMEHTaUMER,
paboTe TEXHOMNOrM4YeCcKoro
obopyaoBaHus, OCHOBHBbIX
cTagusax TEXHOSOrMYeCcKmX
npoweccos N3roToBNEeHNs
NeKkapCTBEHHbIX dopm.
3atpyaHeHuss ©n  owunbKM  He
YCTPaHAITCA Mnocne HaBoAALMNX
BOMPOCOB Npenogasarens.

3apaHua pasgena 20.2 (9Tan TeCTUPOBAHWE) PEKOMEHOYKTCS K MCMNOSb30BaHUIO MNpwU
NpOBEeAEHNN ONArHOCTUYECKMX paboT C LEenbi OLEHKM OCTaTOYHbIX 3HAHUM NO pesynbTaTtam
OCBOEHUS AaHHOW NpaKTUKK




