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MWHUCTEPCTBO 3[0PABOOXPAHEHNSA POCCUNCKON ®EQEPALIUN
NMPUKA3
OT 22 AHBAPA 2014 TOQA N 37H

OB YTBEPXAEHUU NPUMEPHbIX OOMONTHUTENBbHbLIX NPO®ECCUOHATbHbLIX NPOIrPAMM
S®APMALEEBTUYECKOIO OBPA30OBAHUA

B cooteeTtcTBMM ¢ YacTbio 3 ctatbu 82 PenepanbHoro 3akoHa oT 29 nekabpsa 2012 ronga N 273-93 "O6 obpasoBaHuu B
Poccuickon ®enepaummn” (CobpaHne 3akoHogaTtenbctBa Poccuiickon degepauum, 2012, N 53, c1.7598%)

* CobpaHue 3akoHogaTtenbcTBa Poccuiickon Pepepauun 2013, N 19, c1.2326; N 23, ¢1.2878; N 27, ¢1.3462; N 30, c1.4036;
N 48, c1.6165; 2014, N 6, c1.562.
npuKasbIBalto:

YTBEPOUTD:

NPUMEPHYIO OOMONHUTENBHYIO MPOGQEeCCUOHanbHY0 NporpaMMy MOBbLILEHUS KBanvMdguKaumMum nul, OTBETCTBEHHbIX 3a
NpPON3BOACTBO, KAYECTBO Y MAPKUPOBKY NIEKAPCTBEHHbIX CPEACTB, COrnacHo npunoxenuto N 1;

NPUMEpPHYIKD OONOJTHUTENTbHYHO I'IpOdI)eCCVIOHaJ'IbHle nporpaMmmy noBbILLEHNA KBaJ'II/I(bI/IKaLWII/I YNOJNTHOMOYEHHbIX Il
ﬂpOMSBO,EI,I/ITeJ'IeVI JIeKapCTBeHHbIX cpeacTs AnAa MmeguumnHCKOro npuMeHeHuna cormacHo NpunoXXeHuro N 2;

NPUMEPHYIO OOMOMHUTENbBHYI0 NMPOECCUMOHaNbHYI0 NporpaMmy MpodeccroHansHOM NepenoaroToBkM CNeLuanncToB no
NpoMbILLNEHHON hapmaLuum cornacHo npunoxenmio N 3;

MPVYMEPHYIO AOMOMHUTENBHYIO NPOgEeCcCHUOHanbHY0 NporpamMmMy npodeccMoHarnibHoM NepenoaroToBkU CrneLmanucToB no
perynsiTopHsIM BOMpOcam cornacHo npunoxenuio N 4.

MwuHncTp
B.CkeopuoBa

3apernctpupoBaHo

B MuHucTtepcTBe tocTuumm
Poccuinckon denepaumm
18 anpensa 2014 roga,
pernctpaumoHHbin N 32030

NMpunoxexne N 1

NMPUMEPHASA OOMNOJIHATENIbHAA NPOPECCUOHATIbHASA NMPOrPAMMA MNMOBbLIWWEHUA KBAITUOUKALIUN
nvu, OTBETCTBEHHbIX 3A NMPOU3BOACTBO, KAHECTBO N MAPKUPOBKY JIEKAPCTBEHHbIX CPEACTB

I. OBLUME NMOJNTOXEHUA

1.1. HacTtoswasa npuMepHaa AononHuTenbHaa FlpO(beCCVIOHaJ'IbHaﬂ nporpaMmmMma noBbIWEeHNA KBaJ'IVI(*)VIKaLIMVI nnu,
OTBETCTBEHHbIX 3a MNMPOun3BOACTBO, Ka4eCTBO M MapPKUPOBKY JieKapCTBEHHbIX CPEeACTB, NnpeactaBndAeTr cobon COBOKYMNHOCTb
TpeGOBaHMVI, obsasarenbHbIX npun peanunsauumm 06pasoBaTean0171 nporpamMmmbl NOBbILLUEHUA KBaﬂVI(*)MKaLIMM nnu, OTBETCTBEHHbIX
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3a NPOW3BOACTBO, KAYECTBO M MapKUPOBKY NEKAPCTBEHHbIX CPEACTB, 0O6pasoBaTeribHbIMU OpraHN3aUmnsMU.

1.2. Uenb pononHuTenbHon npodeccMoHanbHOM nporpaMMbl MOBLIWEHUSA KBanuduKauun nul, OTBETCTBEHHbIX 3a
NpoM3BOACTBO, KAa4eCTBO U MapKMPOBKY FNEKaApCTBEHHbIX cpeacTB (aanee - lMporpamma), COCTOMT B COBEPLUEHCTBOBAHWUM
nNpodeCccUoHanbLHOM KOMMETEHLUMM, HeobXxoaMMonm And npodecCMOHanbHOW OeATEeNbHOCTM B paMKax UMEILEencst
KBanudpukaummn.

Il. XAPAKTEPUCTUKA NMPOIrPAMMbI NOBbILWLEHUA KBAITUPUKALIUU NTNL, OTBETCTBEHHbLIX 3A
nPON3BOOCTBO, KAMECTBO U MAPKUPOBKY JNNIEKAPCTBEHHbLIX CPECTB

21. K ocBoeHuto [lporpammbl JdonyckawTcs nuua, UMelWuMe BbiCllee UM cpegHee npodeccuoHansHoe
cbapmau,eBTquCKoe, XnMm4yeckoe, XMMUKO-TexXHoIlorm4eckoe, 6|/|onor|/|qe0|<oe, 6I/IOTeXHOJ'IOFVILIeCKoe, MeaununHCKoe Uuinun
BETEepUHapHoe obpasoBaHue, M nuua, 3aBepLlUMBLUME 0OpasoBaTeNbHYK MNporpamMmy npodeCCUOHANBHON MepenoaroToBKM
cneunanuncToB No I'IpOMbILIJJ'IeHHOVI d)apMaLLI/II/I.

2.2. ®opmbl 06ydeHus no [lporpamme onpedenstoTca  opraHu3aumen, OcCyLlecTBrsawwen obpasoBaTenbHyo
[esATenbHOCTb, camocTonTenbHo L .

1 Yactb 5 cratbmn 17 PenepanbHoro 3akoHa ot 29.12.2012 N 273-$3 "O6 o6pazoBaHum B Poccuiickoint Pepepaummn”.

2.3. O6bem [lNporpammbl BHE 3aBUCUMOCTU OT NMPUMEHSIEMbIX 0Opa3oBaTenbHbIX TEXHOMOMMIA, peanu3aumm NMporpaMmbl
HECKOINbKUMWN OpraHn3auusiMi, OCYLLECTBNASIOWMMM 0Opa3oBaTenbHy0 OeATENbHOCTb C UCMONb30BaHNMEM ceTeBOr (hopMbl,
peanusaumm o0yyYeHWss No MHAMBUAYarbHOMY Y4eBGHOMY nnaHy, JomkeH ObiTb He MeHee 144 akagemudeckux yacos - 4
3a4eTHbIX eanHuy, (3.e.).

Cpokun ocBoeHus [Nporpammbl onpegensitoTcs obpasoBaTenbHON opraHu3aumnen.

2.4. Mpn peanusaumn MNporpaMMbl MOTYT MPUMEHATLCS SNEKTPOHHOE 0Oy4YeHWe U AMUCTaHLUMOHHble obpasoBaTenbHble
TexHomnoruv, ceTeBas opMa peanusaumMum  obpas3oBaTenbHbIX  MpPOrpamm, B COOTBETCTBUM C  dpedeparnbHbIM

3aKoHoOaTenbCTBOM 2.3 .

YacTtb 2 ctatbu 13 PenepansHoro 3akoHa ot 29.12.2012 N 273-d3 "O6 obpasosaHuun B Poccuiickon Penepavmn'.

YacTtb 1 ctatbu 15 PenepansHoro 3akoHa ot 29.12.2012 N 273-$93 "O6 obpasosaHuu B Poccuiickon Penepavumn'.

lll. TPEBOBAHUA K PE3YIIbTATAM OCBOEHWUSA NMPOIrPAMMbI MOBbILWWEHUA KBANTU®UKALIUA NTNLL,
OTBETCTBEHHbIX 3A NPOU3BOACTBO, KAHECTBO U MAPKUPOBKY JNIEKAPCTBEHHbIX CPEACTB

3.1. B pesynbrate ocBoeHus [lporpammbl y crnywartens OofmkHbl ObiTb CHOPMUPOBAHbI CNeaylolmne KOMNETEHUUN,
Heobxoanmble Ans NpodeccuoHanbHOM OeATeNbHOCTH:

FOTOBHOCTb K OpraHu3auun wn ynpaBneHnto OeATeNlbHOCTbIO MNPOU3BOACTBEHHbIX WU naGopaTopr|x I'IOﬁl,pa3LI,eJ'leHI/II7I
(bapmau,eBqueCKoro npeanpuAaATnA B COOTBETCTBMU C MpaBuiiaMy OpraHu3auum npoun3BoACTBa U KOHTPOIA KadyecTBa
JNIeKapCTBEeHHbIX CPeacTB,

FTOTOBHOCTb K MPUMEHEeHUto I'IpOd)eCCI/IOHaJ'IbeIX 3HaHWA U 3HaHUN npasun opraHn3aunm npoun3BoacTBa M KOHTPONA
KavyecTBa JNeKapCTBEeHHbIX CpeacTB ANld OUEeHKM 3Ha4YMMOCTU U CTeneHn pucka OTKMOHEHNA N HECOOTBETCTBUN npoueccos n
KayecTBa JileKapCTBEHHbIX CpeACTB Npu Npon3BOACTBE N KOHTPOJ1€ Cepun BbllMyCKaeMblX JIEKapCTBEHHbIX CPEeACTB;

CnocobHOCTb K NOUCKY WU aHanmiy nNpuynH cCrydaeB HeyooBNEeTBOPUTESIbHOIO Npon3BoACTBa W KOHTPOA KadecTtBa
NeKapCTBEHHbIX CPeACTB, pa3pa60TKa MepOI'IpI/IFlTVII7I No UX yCTPpaHEeHUto;

FOTOBHOCTb K MNPOEKTUPOBaHWMO, paspaboTke, ynpaBreHWo M AOKYMEHTUPOBAHMIO MPOLECCOB Ha apmaueBTUHECKOM
npou3BoAcTBe, obecneynBaloWnX BbIMYCK NEKapCTBEHHbIX CPEACTB B COOTBETCTBMM C PErMcTpauMOHHbIM [OCbe Ha
neKapcTBEHHbIN nNpenapar;

CNocobHOCTb K 3PPEeKTBHOMY B3aMMOZEMCTBMIO CO  CTPYKTYPHbIMU U (OYHKLMOHAMbHBIMU  NOApa3aeneHnsMm
hapmaLeBTUYECKOro NpeanpusaTUsi No o6ecrnevyeHunto KayecTBa fekapCTBEHHbIX CPEACTB Y KOHTPOIO Ero M3MEHEHMWIA;
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BNnageHne HaBblkaMn BeJeHnA neperoBopoB, yCTaHOBIIEHUA KOHTAKTOB U HaBblKaMin I'IpO(beCCI/IOHaJ'IbHOIZ aprymeHTauum,

CMOCOOHOCTL CaMOCTOSATENbLHOIO OBMaAeHWsi HOBbIMWM 3HAHWSIMW C WCMONb30BaHMEM COBPEMEHHbIX 0OpasoBaTenbHbIX
TEXHOMOMNMN.

IV. TPEBOBAHUA K COOEPXXAHUIO NMPOIrPAMMbI MOBbIWLWEHUA KBAITU®UKALIUA NTNL,
OTBETCTBEHHbIX 3A NPOU3BOACTBO, KAHECTBO U MAPKUPOBKY NNEKAPCTBEHHbIX CPEACTB

4.1. Crpyktypa peanusdyemon [lporpamMmmbl [OMDkHa COOTBETCTBOBaTb TpeboBaHuaM [lopgaka opraHusauuu  u
ocyulecTBneHs obpasoBaTenbHOW AeATeNnbHOCTU MO AONOMHUTENbHLIM NPOdECCUOHANBHBLIM NPOrpaMmam, yTBepXOEHHbIM
npukasom MwuHucTepcTBa obpasoBaHusa n Hayku Poccuiickonn Penepaumun ot 1 uong 2013 rona N 499 (3apeructpmpoBaH
MuHuctepctBom toctuummn Poccuiickon ®epepaumm 20 asrycta 2013 roga, peructpaumoHHbin N 29444) (panee - npukas
MwuHo6pHayku Poccun ot 01.07.2013 N 499).

4.2. CO,CI,ep)KaHI/Ie npOFpaMMbl OOJIMKHO BKIHOYaTb BCe MOAYyIN, yKa3aHHble B NPpUMEPHOM y‘-le6HOM nnaHe.

NMPUMEPHbIWA YYEBHbIN MNAH

N n/n HanmeHoBaHue moayns Bcero yacos

1 locynapcTBeHHas cucteMa perynnpoBaHns 0bpaLleHns 8
neKapCTBEHHbIX CPeACTB, OCHOBHbIE 3aKOHOAATENbHbIE U
NoA3aKOHHbIE HOPMATUBHbIE NPaBOBbIE akTbl Poccuiickon
denepaumu n MexayHapoaHbIA OMbIT

2 Cuctema meHeKMeHTa KavecTBa hapMaLeBTUHECKOrO 24
npeanpusTus

3 CraTtuctnyeckme MeToAbl, UCNONb3yemble Ha (hapMaLeBTUYECKOM 8
npeanpuaTum

4 dapmaueBTMyeckas pa3paboTka 1 NPOU3BOACTBO NEKapCTBEHHbIX 36
¢opm

5 Mpon3BoACTBO CTEPUINbHBIX NNEKAPCTBEHHBLIX CPEACTB 8

6 dapmaLeBTUHECKMIN aHANN3 N KOHTPOSb Ka4ecTBa NIeKapCTBEHHbIX 30
cpeacTs

7 OcHoBbI MEHEAXKMEHTA Ha hapMaLeBTUYECKOM NpeanpusaTum 28
WToroas atTectaums 2
NTOIo 144 yaca (unun 4 3.e.)*

* 1 3a4eTHasl eguHNLA paBHa 36 akageMU4eckum Yacam.

NMPUMEPHOE COLEPXXAHUE MOAYINEA NPOrPAMMbI

Mogynb "locyaapCTBEHHasi CUCTEMA perynupoBaHus obpalleHns NekapCcTBEHHbLIX CPEACTB, OCHOBHbIE 3aKOHOAATENbHbIE
M NOA3aKOHHble HOpPMaTUBHbIE MpPaBOBbLle akTbl Poccuiickon ®egepaumm 1 MexayHapoAHbI onbiT" gaeT npeacTaBrneHne o
nopsigke obpalleHnss nekapCTBEHHOrO cpeacTBa, 06 OCHOBHbIX NMPUHLMNAX rOCygapCTBEHHOrO perynmpoBaHus obpalleHus
NeKapCcTBeHHbIX cpeacTB, cucteme dedeparnbHbIX OpraHOB UCMOSHUTENBHOW BnacTun B cdepe obpalleHnsi nekapCTBEHHbIX
cpencTs, AENCTBYIOLLNX POCCUNCKMX HOPMATMBHBIX MPABOBbLIX aKTOB MO PErynupoBaHuio obpalleHns NnekapcTBEHHbIX CPeacTB,
OCHOBHbIX MOMOXEHUAX AencTeylowen pepakunn denepanbHoro 3akoHa ot 12 anpens 2010 rona N 61-03 "O6 obpaleHun
nekapcTBeHHbIx cpencts” (CobpaHue 3akoHogatenbcTBa Poccunckon ®eanepaumm, 2010, N 16, cT.1815; N 31, c1.4161; N 42,
c1.5293; N 49, c1.6409; 2011, N 50, c1.7351; 2012, N 26, c1.3446; N 53, c1.7587; 2013, N 27, c1.3477; N 48 c1.6165; 2014, N
11, c1.1098) HOpMaTMBHLIX NPaBOBbLIX aKTOB MO MMLUEH3UPOBaHWIO MNPOU3BOACTBA fEKAapCTBEHHbIX CPeacTB, a Takke
npegycMaTpvBaeT O3HAaKOMIleHMe criylwatener ¢ MexXAyHapoaHbIMU  MoAXO4amMu MO PerynvpoBaHuMio  obpalleHust
NeKapCTBEHHbIX CPEACTB.

Mogynb "Cnctema mMeHemXMeHTa KadecTBa bapMaueBTUYECKOro Npeanpuatus” 3HakoMuT cnywartenen ¢ OCHOBHbIMU
npuHUMnaMmm obecneyeHnss CMCTeMbl MEHEOXXMEHTA KayecTBa, Coaep>KaHNeM npasus opraHM3aL MM NpoM3BOACTBA U KOHTPOSA
KayecTBa leKapCTBEHHbIX CPEACTB, MOPSOKOM WX BbINOMIHEHWS!, OCHOBHBLIMW 3fIEMEHTAMW CUCTEMbI MEHE)KMEHTA KavecTBa,
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npuHUMNaMun B3anMogeicTBusl nogpasaeneHnii hapmaLleBTUHeckoro NpeanpusTms no obecrneyeHmio kKauecTBa NekapcTBEHHbIX
CPEACTB U KOHTPOSIO €ro M3MEHEHUil, C MeXOyHapOAHbIM OMbITOM MO CUCTeMaM MeHemXMEHTa KayecTBa W YnpaBlieHuto
pyckamu Ansi kadecTBa, obecneynmBaeT pasBUTUE CryllaTensiMy HaBblKOB, HEOBXxoammblx Ans obecnedeHns adpeKTUBHOMO
BHEAPEHWS MpaBWUil OpraHM3aLMn MPOM3BOACTBA M KOHTPONS KauecTBa JEeKapCTBEHHbIX CPeACTB W MPOBEOEHMsI ayauToB
CUCTEMbI MEHEKMEHTA KayecTaa.

Mogynb "CtaTuctudeckme MeToabl, UCMoNb3yemble Ha hapmaueBTUYEeCKOM NpeanpuaTun" 3HaAKOMUT chywaTtenen ¢
OCHOBHbIMW MeTO4aMM CTaTUYECKOro ynpaBneHnss CUCTEMbl MEHE)KMEHTa Ka4yecTBa.

Mogynb "®apmaueBTndeckasi pa3paboTka U NPOU3BOACTBO fleKapCTBEHHbIX hopM" 3HAKOMUT criyllatenen ¢ OCHOBHbIMMU
atanamu dapmaueBTU4ECKON pas3paboTKM OpUrMHanbHbIX M BOCMPOU3BEAEHHLIX EKAPCTBEHHbLIX MNpenapaToB, OCHOBHbIMMW
TEXHOMNOTMYECKUMM MpoLieccamMmn MOSyYeHNss NekapcTBEHHbIX hopM (TBepable 003MpOBaHHbIe hopMbl (BKoYas opMbl C
MOONULINPOBAHHBIM BbICBOGOXAEHNEM), XXUAOKNE U MSATKME NEKAPCTBEHHbIE (POPMbI (PaCcTBOPbI, CyCNEeH3nn, Kannu, asapo3onu,
cnpen, Masu, renn) uU KOHTPONEeM KadyecTBa SEKapCTBEHHbLIX MNpenapaTtoB, MpuHLMNAMWU Banuvaaumm TEXHOMNOrMYecKoro
npouecca, MaclwTabupoBaHUA W MNepeHoca TEXHOSOMNIN, OpraHM3auun MNoslydeHMst U XpaHEHUs MaTepuarnoB M FOTOBOWN
NPOAYKUMN; OCHOBHLIMW BMAAMW YMAKOBOYHLIX MaTepMarnoB N UX BMMSHUIO Ha 6e30nacHOCTb U CTabWbHOCTb NIEKapPCTBEHHbIX
npenapaTtoB, NpUHUMMNAMM OpraHvM3auuin onepauui no ynakoBKE JIeKapCTBEHHbIX CPEACTB, Mepax Mo MNpeaynpexaeHuto
nepenyTbiBaHUA MevaTHbIX (BKIOYAs WMHCTPYKUMM MO MEOMLUMHCKOMY MPUMMEHEHUI0) MaTepuanoB U MNpPeaynpexpaeHuto
hanbcugukaunm rotoBor NPOAYKUNN, CTPYKTYPOWN permcTpaumoHHOro 4oCbe Ha fiekapCTBEHHbIN Npenapar.

Mogynb "lNpon3BOACTBO CTEPUIbHbLIX NEKAPCTBEHHbIX CPEACTB" 3HAKOMWUT crywlatenen C npuHuunamym npovsBoACTBa
CTEepPUIbHbIX NEKAaPCTBEHHbIX CPEACTB, OCHOBHBIMM MCTOYHUKAMK KOHTaMuHauum Gaktepusimm, Bupycammu 1 rpubamm, Bkriovas
CVCTEMbI MOATrOTOBKU W pacnpeneneHus Boabl Ans dapmaLeBTU4eCcKoro Npou3BOACTBA, NMPUHLMMAMU MUKPOOMONOrMyeckoro
MOHUTOPUWHIa OKpyXatoLlen cpedbl Npu NPou3BoOACTBE CTEPUINbHbLIX NEKapCTBEHHbIX CPeacTB U OTNNYMAMM OT NPOM3BOACTBA
HEeCTEepPUnbHbLIX NeKapCTBEHHbIX CPeAcTB, MeTojamu cTepunusauum U genvporeHusaumy, AesvHdekuun, Banugauuu
acenTuyecknX NpoLeccoB.

Mogynb "®apmaueBTUYECKMI aHanm3 1 KOHTPOSb KayecTBa NeKapCTBEHHbIX CPeaCcTB" 3HAKOMUT criyliaTenen ¢ nopsakom
opraHusaumm paboTbl nabopaTopuin OTAENOB KOHTPONS KayecTBa NEeKapCTBEHHbIX CpeacTB, OCHOBHbIMU dhapMakonenHbiMu
MeTogamMn aHanusa, MeTo4OoNIorMen UHTepnpeTaumMmM AaHHbIX UCMbITAHUW, NPUHLMNAMW CTaH4apTM3auMm U HOPMMUPOBAHUS
KayecTBa NeKapCTBEHHbIX CPeAcTB, npouenypamm otbéopa npob, Banvaaumm aHannTUYecknx MeToauk, Metogonorun pabotT no
NCCNeaoBaHU0 CTabUNBbHOCTU NEeKapCTBEHHbIX CPEACTB, BKMNOYas paboTbl MO M3YYEHUO NyTEN U KUHETUKU PasnoXeHus
OEeNCTBYIOLLEro BellecTBa, hapMaKoOMenHbIMU, MUKPOOMONormdeckumn mn 6Guonormyeckumn MeTogamy WUCCrenoBaHus, UuX
Banugaumm W UHTEpPnpeTauuMum MNOMNyYeHHbIX pPe3ynbratoB, OueHKe OGakTepuanbHbIX 3HOOTOKCMHOB, WCNOMb30BaHWe
AHTUMMKPOOHBLIX KOHCEPBAHTOB M OLIEHKE NX 3PPEKTUBHOCTU.

Mogynb "OCHOBbI MeHemMXMeHTa Ha dapMaueBTUYECKOM NPeanpuaTun" 3HaKoMUT chywaTtenen ¢ npuHuunamm
MEHeKMEeHTa opraHv3aummM apMaueBTUYECKOro NpeanpusaTUsi, METOAONOrMen ynpasneHus KOHNUKTamu, genermpoBaHus
NMOMHOMOYUIA, ynpaeneHus paboduvMm BpeMeHeM, YnpaBneHusi NPOoeKTaMu, MMaHUpPOBaHUSA NPOM3BOACTBA, AOKyMeHTauunen
rapmaLieBTUHECKOro Npon3BoOACTBa.

4.3. Mogynu, npuBefeHHble B [MpumepHoM yyebHOM nnaHe [Nporpammbl, ABNSATCA 00s3aTenbHbIMU AN OCBOEHMS
cnywarenamu. ObpasoBaTtenbHas opraHn3auust UMEeT NpaBo nepepacnpenensats 06bemMm BpeMeHW, OTBOAMMOIO Ha OCBOEHME
0b6sa3aTenbHbIX Mogyrnen MNporpammel, Npy YCroBUM peanu3aumm MUHMMyMa cogepXaHusl, B oobeme He 6onee 30 npoueHToB
TpygoemkoctTu moayns. B cnyyae nepepacnpegeneHus 4acoB Mexay MOAYnsMU He [OMNyCKaeTCsd MCKMYeHUe OCHOBHOM
Tematuku, onpegeneHHon B MNprmepHom y4ebHoM nnaHe MNporpammei.

4.4. ,ElOI'IyCKaeTCﬂ 3a4yeT Mo,u,yne|7|, OCBOEHHbIX B nMpouecce npeplwecrteyroLlero O6yHeHVI9| Nno OCHOBHbIM
ﬂpO(t)eCCI/IOHaJ'IbeIM O6paBOBaTeﬂbelM nporpaMmmam u (I/IJ'II/I) AONONHNTENbHbIM FlpOd)eCCI/IOHaI'IbeIM nporpammam, nopsAaaok
KOTOPOro onpegendaeTca O6pa3OBaTeﬂbHOI7I opraHmsaumelh CaMOCTOATENbHO.

4.5. lMopsgok npoekTupoBaHus W peanu3auun [porpammbl  onpegensieTca obpasoBaTenibHOM opraHu3auuen B
cooTBeTCTBMM C [lopsakoM —opraHv3auuu WM OCyLecTBreHWs obpasoBaTenbHoOW AeATENbHOCTM MO AOMNONHUTENbHBIM
npodeccnoHanbHbIM NporpaMmmMam, yTeepxaeHHbIM nprkasom MuHobpHayku Poccum ot 01.07.2013 N 499.

V. TPEBOBAHUA K YCNNOBUSAM PEATNTU3ALIUU NPOIrPAMMbI MOBbLIWEHUA KBAITUGUKALIAM NAL,
OTBETCTBEHHbIX 3A NPOU3BOACTBO, KAHECTBO U MAPKUPOBKY JIEKAPCTBEHHbIX CPEACTB
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5.1. TpeboBaHus K KagpoOBbIM YCIOBMAM peanuaauun MNMporpammbi;

5.1.1. Jonsa wraTHbIX nNpenofgasaTenen (B NPUBEAEHHbIX K LIENOYUCIIEHHBIM 3HAYEHUSIM CTaBOK) AOMKHA COCTaBMsATb He
mMeHee 70 npoueHTOB OT ob6Llero KonmuyecTBa npenogasaTtenen, obecneunBarolMx obpa3oBaTenbHbLIN MNpoUecc B
0o6pasoBaTenbHON opraHu3aLmu.

5.2. Tpe6OBaHI/IFI K MaTtepunanbHO-TEXHNYECKOMY U y'~le6H0-MeTO,EI,I/I'~IeCKOMy obecneyeHnto npOFpaMMbIZ

5.2.1. OGpasoBaTtenbHas opraHusauus, peanusylowas aadHyio [porpammy, OOrkHa pacnonarate MatepuarnbHo-
TexHuyeckoi 6asoi, BKMOYAsi COBPEMEHHbIE ayaouTopuu, GUBMMOTEKY, MYMLTUMEOMAHBLIA MPOEKTOp, ayauoBU3yarbHble
cpencTBa, OPITEXHUKY, KONMpoBarnbHbie annaparsl. MatepuansHasa 6asa [omKHa COOTBETCTBOBAThL AEWCTBYHOLMM CaHUTapHO-
TeXHUYeckUM HopMaM W obecrneuvBaTb NPOBEAEHWE BCEX BWOOB 11abopaToOpHOW, NPaKTUYECKOW, AWUCUMNIUHAPHOW W
MEeXOUCLMUNIIMHAPHOM MOArOTOBKM criyluaTeneil, npeaycMOTPEHHbIX Y4eGHbIM NnaHoM peanusyemoit obpasoBaTesibHOM
nporpaMmbi.

5.2.2. B cny4yae npuMeHeHWUst 3NEeKTPOHHOrO OOYy4YeHUs, AMUCTaHLMOHHbIX 00pa3oBaTembHbIX TEXHOMOTUA KaKAbIN
oby4atomics, B TedeHue Bcero nepuoga obyyeHus, gomkeH bbiTe obecnedyeH MHAUBMAYanNbHbIM HEOrpaHUYEHHbIM JOCTYNOM
K 3NEeKTPOHHOM WHOPMaLMOHHO-00pa3oBaTenbHOM Cpeae, COAEPXallen BCE SMEKTPOHHble obpasoBaTefibHble PeCcypChbl,
nepeuyncrieHHble B pabounx nporpaMmmax AUCUMNNUH (MoAdynew), MpPaKTuK, CTaXUPOBOK, pasMeLLeHHble Ha OCHOBE MNPSIMbIX

OOroBOpPHbIX OTHOLLUEHUN C npaBoo6nanaTens=|MV|4.

4 Yactk 3 cTathu 16 ®enepanbHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHuu B Poccurickoit deaepativmn’.

VI. OLUEHKA KAYECTBA OCBOEHWA NMPOIrPAMMbI NMOBbLIWWEHUA KBAJTMOUKALIUA 1AL,
OTBETCTBEHHbIX 3A NPOU3BOACTBO, KAHECTBO U MAPKUPOBKY JIEKAPCTBEHHbIX CPEACTB

6.1. OTBETCTBEHHOCTb 3a peanu3aumto Nporpammbl B NONHOM 06beMe B COOTBETCTBUM C Y4eOHbIM MIaHOM, KayecTBO
NOAroTOBKM 0ByYaloLLMXCA HeceT obpasoBaTernbHas opraHusaLms 2 .

3 YacTtb 7 craTtbu 28 denepanbHoro sakoHa ot 29.12.2012 N 273-®3 "O6 o6pasosanum B Poceuiickon deaepaumn’.

6.2. OueHka KkayecTBa OCBOeHusi [lporpammbl crnywiaTensamy BKMOYAET TEKYLWMA  KOHTPOMb  YCMeBaeMoCTH,
NMPOMEXYTOUHYIO aTTecTaumto 06y4atoLWmnXcs U UTOrOBYLO aTTecTaumio.

KoHkpeTHble hopMbl U MpoLeaypbl TEKYLLETO KOHTPOSSA YCNeBaeMOCTU M NMPOMEXYTOYHOW aTTecTaumm oby4yatolmxcs no
KaXx[oMy MoAyro ycTaHaBMMBAlOTCA O0OpasoBaTeNibHOW OpraHuM3aumeit camocCTOoSITENbHO W [OOBOASATCS [0 CBEAeHUs
00yyYaloLLMXCs B CPOKM, onpeaerneHHble B ToKanbHbIX akTax 0bpasoBaTenbHON opraHu3aumm.

6.3. OcBoeHne [lporpammbl 3aBepLlaeTcsl WTOrOBOM aTTecTaumen obydawwmxcs B dopMe, onpegensiemomn
obpasoBaTenbHON opraHn3saumeil CaMoCToATeNbHO .

& YacTb 14 cratbu 76 PeaepansHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHuu B Poccuiickoin Denepavmn’”.

6.4. Jluuam, ycnewHo OCBOMBLUMM COOTBETCTBYLLYIO [lporpammy v npoleawmm WUTOroBYK aTtTecTauuto, BblaaeTcs
YOOCTOBEPEHUE O MOBbILLEHWN KBanudukawmu.

Jlvuam, He npoweawMm WUTOroBOM atTecTauuu WNM NONYyYMBLUMM Ha WTOrOBOM aTTecTauuu HeyaoBneTBOPUTENbHbIE
pesynbTaThl, @ TakkKe nuuam, OCBOMBLUMM 4YacTb [porpamMmbl U (MnM) OTYUCMEHHBIM U3 OpraHu3auumu, BblOAETCS cnpaBka 00
0oby4eHun unu o nepuoge oby4veHust Mo 0OpasLy, CamMOCTOATENbHO YCTaHABNMBAEMOMY OpraHu3auuen, B COOTBETCTBUU C
npukasom MuHobpHayku Poccun ot 01.07.2013 N 499.

NMpunoxeHune N 2

NMPUMEPHASA OOMNONIHUTENIbHAA NPOPECCUOHATIbHASA NPOrPAMMA MNMOBbLILWEHUA KBAITUOUKALIUN
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YMNONMHOMOYEHHbIX NUL, NPOU3BOAUTENEN NEKAPCTBEHHbIX CPEACTB ANA MEAULUUHCKOIO
NMPUMEHEHUA

I. OBLUME NONOXXEHUA

1.1. HacTosAwas npumepHass OononHuTenbHas npodeccuoHanbHas nporpamma  MOBbIWEHUS  KBanudukauum
YMOMHOMOYEHHbIX NUL, NPOV3BOAMTENEN NeKapCTBEHHbIX CPeACTB AN MEOMLMHCKOrO MpUMeEHeHUs npeacTtaenseT coboi
COBOKYMHOCTb TpeGoBaHui, 06s3aTenbHbIX NpU peanusauum obpasoBaTenbHOW NporpaMMbl MOBbLILIEHNUS KBanudukaumum
YMNOMHOMOYEHHbIX NUL| NPOV3BOAMTENEN NEKAPCTBEHHbIX CPEACTB ANs MEAULMHCKOIO NPpUMEHEHUS.

1.2. Uenb pononHUTENbHOM npodeccuoHansHOM nporpaMMbl MOBbIWEHUS  KBanvduKaumm ynormHOMOYEHHbIX vl
npou3BoamuTENen INEKapCTBEHHbIX CPEeACTB ANs  MEAMUUHCKOro npuMeHeHusi (ganee - [lporpamma) coctouT B
COBEPLUEHCTBOBAHMU MpocheccnoHaneHOW KOMMNETEHUUN, Heobxoaumor Ans nNpodeCCUOoHanNbHOW AeATENbHOCTU B paMKax
MMetoLLencs Ksanudukaumum.

Il. XAPAKTEPUCTUKA NMPOIrPAMMbI MOBbLILWEHUA KBATTMGUKALIMK YITONTHOMOYEHHbBIX 1AL
NMPOU3BOOUTENEN NEKAPCTBEHHbIX CPEACTB ANA MEOAUUMHCKOIO NPUMEHEHUA

2.1. K ocsoeHuto [lporpammbl gonyckawTcs nuua, uMerowue Bbicwee npodeccnoHanbHoe dapmaueBTU4eckoe,
XnMMmn4yeckoe, MeguumHCKoe, BeTepuHapHoe wunu Ouonorunyeckoe 06pasoBaHme, n nuua, 3aBepliunsLine o6pasoBaTeany+o
nporpaMmmy npod)eCCI/IOHaJ'IbHOVI nepenoaroTtoeBku crneuymnanncTtos no rlpOMbILIJﬂeHHOI7I daapmau,vn/l, M onbIT pa60TbI B obnacTtu
npon3BoacCTBa U KOHTPOIA KavyeCTBa J1IeKapCTBEHHbIX CpPeACTB HE MEHee TpeX JeT.

2.2. ®opmbl o0byyeHna no [porpamme, onpedenslTCa opraHusaumen, ocyllecTernsowen obpasosaTenbHyo
AEATENbHOCTb, CaMOCTosTENbHO L .

1 Yactb 5 cratbu 17 PenepanbHoro 3akoHa ot 29.12.2012 N 273-93 "O6 o6pazoBaHum B Poccuiickoit Penepaummn”.

2.3. O6bem npOFpaMMbl BHE 3aBUCUMOCTU OT NpUMEHAEeMbIX o6paaoBaTeanb|x TEXHOMNOornmM, peanun3aunn nporpamMmbl
HECKOJIbKUMU opraHm3aunamum, ocyulecTenArowmnmMmmn o6pasoBaTeany+o [eATenbHOCTb C MCMNONb30BaHMEM CETEBOWN d)Oprl,
peann3aunmn 06yqu|/|9| no nHaneunayanbHOMY yqe6Homy nnaHy, 4oJIKeH ObITb He MeHee 240 akageMnYeckmx 4Yacos.

CpoKkun 0CBOEHMSI ONONHUTENBHOM NPOheCcCuoHanbHON NporpaMmmMbl ONpeaensaTca odpasoBaTenbHOW OpraHn3aumen.

2.4. O6by4yeHmne no MNporpamme MOXET OCYLLECTBNATLCA KaK €AMHOBPEMEHHO N HEMPEPLIBHO, TaK U MNO3TANHO (ONCKPETHO),
B TOM 4ucrne nocpeacTBOM OCBOEHUSA OTAernbHbIX MoAynew, B COOTBETCTBMM C [1OpsSAKOM OpraHv3auum M OCYLLEeCTBAEHWUs
obpasoBaTenbHON AEATENbHOCTM N0 AOMNONHUTENbHLIM _NPOd)ECCMOHAaNbHBIM _NporpaMmam, YTBEPXKOEHHbIM  [pUKasom
MuHucTepcTBa o6pasoBaHus u Hayku Poccunckon Penepauun ot 1 nong 2013 rona N 499 (3apernctpupoaH MUHUCTEPCTBOM
toctmumm Poceniickon ®egepaumm 20 asrycta 2013 roga, pernctpaumoHHbin N 29444) (nanee - npuka3 MuHoGpHaykm Poccun
o1 01.07.2013 N 499), n (unu) gorosopom 06 obpasoBaHuu.

2.5. Mpu peanuzauun lNMporpaMmmbl MOTYT NMPUMEHSATBLCS SMEKTPOHHOE 00y4eHue M OUCTaHLUMOHHbIE OOpa3oBaTerbHbIE
TexHornornu, ceteBas opma peanu3aumm  obpasoBaTernbHbIX MporpaMM, B  COOTBETCTBMM C  dpedeparnbHbIM

3aKoHoAATENbCTBOM 2.2

2 YacTtb 2 ctaTtbu 13 PenepanbHoro 3akoHa ot 29.12.2012 N 273-®3 "O6 obpasosanum B Poccuiickon Peaepavmm’.

3 Yactb 1 c1atbun 15 denepansbHoro 3akoHa ot 29.12.2012 N 273-$3 "06 obpasosaHum B Poccuiickon Peaepariu’.

lIl. TPEBOBAHUA K PE3YJIbTATAM OCBOEHUA NPOIrPAMMbI NOBbILWEHUA KBANTU®UKALIUK
YNOJNMHOMO4YEHHbIX NnUL, NPOU3BOAUTEINEWN NNEKAPCTBEHHbIX CPEACTB AnA MEOULMHCKOIO
NMPUMEHEHUA

3.1. B pesynbrate ocBoeHus [lporpammbl y cnywatens AOmkHbl ObiTb CHOPMUMPOBAHbI Criedytolime KOMMNEeTEeHUUN,
Heobxoanmble Ans NpodeccuoHanbHOM OeATeNbHOCTH:
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FOTOBHOCTb K aHarnmsy un oueHke OOoKyMeHTauuun (bapmaueBqueCKoro npeanpuaTua, B TOM Yucrie npou3BOACTBEHHbIX
3anucemn, OT4eTOB U NpPOTOKONOB NCnbITaHUN, 415 BbISBIEHNA HECOOTBETCTBUMN perncrtpaulMoHHOMY OOCbe Ha ﬂeKapCTBeHHbIVI
npenapar 1 gonyueHHbIX OTKITOHEHUI OT npasun opraHn3auunm npon3BoacTBa U KOHTPOIA Ka4yeCcTBa JieKapCTBEHHbIX CPeACTB;

BrafZieHne MeToLororner yrpasneHus Ka4ecTBOM U yNpaBneHust puckamu B o6nacti NpoMbILLeHHON hapmauuu;

FTOTOBHOCTb K MPUMEHEeHUo I'IpOd)eCCI/IOHaJ'IbeIX 3HaHWA U 3HaHWUN npasun opraHn3aunm npoun3BoacTBa WM KOHTPOINA
KayecCTBa JieKapCTBEHHbIX CcpeacTB Aj1d OUEeHKN 3Ha4YMMOCTU U CTeneHn pucka and nauneHTos, OTKITOHEHW U HECOOTBETCTBUN
npoLeccoB N KavyeCTBa JieKapCTBEeHHbIX cpeancTB Ana meanunHCKOro npuMeHeHus;

FOTOBHOCTb K OUEHKe BbINOJIHEHNA noppas3aeneHnammn npomnm3sogunTena JNekapCTtBeHHbIX CPencTB BCEX aCnekToB npaBuil
OopraHun3aumnm nNnpomn3eoacTBa U KOHTPOJA KadyeCTBa JNeKapCTBEHHbIX CpeaCcTB MNPUMEHUMbIX Ha OaHHOM npeanpuaTun;

FOTOBHOCTb K 3((EKTUBHOMY B3aMMOAEWCTBUIO CO  CTPYKTYPHBIMU U (PYHKUMOHaNbHbIMK  NogpasgeneHnsamm
hapmaLeBTUYECKOro NPeanpusiTUsi No 06ecneveHunto KayecTBa eKapCTBEHHbLIX CPEACTB Y KOHTPOIO Ero M3MEHEHMWIA;

BNnageHue HaBblkaMW CaMOCTOSTENbHOTO OBMAAEHWS HOBbIMM  3HAHUAMW C  WCTOSIb30BAHWMEM  COBPEMEHHbIX
obpasoBaTeribHbIX TEXHOMOTUM.

IV. TPEBOBAHUSA K COOEPXXAHUIO NPOIrPAMMbI NOBbILWEHUA KBAITU®UKALIUX YNIOITHOMOYEHHbIX
nnu NPOU3BOOUTENEN NEKAPCTBEHHbLIX CPEACTB ANnA MEAULUMHCKOIO NPUMEHEHUA

4.1. CtpykTypa peanu3yemon [lporpammbl [OmkHa COOTBETCTBOBaTb TpeboBaHuaMm [lopsaka opraHusaumm  u
ocCyLecTBNeHNsi 06pasoBaTeNnbHON AEATENbHOCTU N0 AOMNONHUTENbHLIM NPOGECCUMOHANbHLIM NpOorpamMmam, yTBepXAeHHbIM
npukasom MuHo6pHayku Poceun ot 01.07.2013 N 499.

4.2. CopepxaHue NporpamMmmbl JOMKHO BKMHOYATL BCE MOAYNN, YKa3aHHbIe B MPUMEPHOM Y4eOHOM MiaHe.

NMPUMEPHbIN YYEBHbIU NNAH

N n/n HanmeHoBaHue mogyns Bcero yacos

1 locynapcTBeHHas cucteMa perynnpoBaHms obpaLleHns 16
NeKapCTBEHHbIX CPeACTB U OCHOBHbIE 3aKOHOAATENbHbIE U
NoA3aKOHHbIE HOPMaTUBHbIE NPaBoBble akTbl Poccuiickon
®enepaumn n MexayHapoaHbIA OnbIT

2 Ponb, npaBa n 0653aHHOCTU YNONMHOMOYEHHBIX WL, NPOU3BOANTENEN 16
NeKapCTBEHHbIX CPeACTB ANt MeQULMHCKOTO NPUMEHEHWs!

3 Cuctema meHeKMeHTa KavecTBa hapMaL,eBTUHECKOrO 24
npeanpusaTus

4 CraTtuctnyeckme MeTofpl, UCNonb3yemble Ha hapMaLeBTUYECKOM 16
npeanpusaTAmn

5 OcHoBbl hapmakonorum n bmocapmaunm 24

6 PaspaboTka 1 Npon3BoACTBO hapMaLeBTUYECKMX CybcTaHLmn 16

7 ®apmaveBTHyeckasi paspaboTtka U NPON3BOACTBO NEKaPCTBEHHbIX 64
¢opm

8 dapmaLeBTU4ECKUIN aHanNM3 1 KOHTPOIb KayecTBa NeKkapCTBEHHbIX 30
cpeacTs

9 Mpon3BOACTBO CTEPUIIbHBIX NTEKAPCTBEHHBLIX CPEACTB 16

10 [Mpon3BoACTBO NeKapCTBEHHbIX NpenapaToB 4715 KIMMHUYECKNX 16
uccnenoBaHuii
WToroas atTectaums 2
NTOro 240

NMPUMEPHOE COLEPXXAHWUE MOAYINEA NPOrPAMMbI
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Mogynb "locynapcTBeHHasi cucteMa perynmpoBaHnst obpalleHns NekapCcTBEHHbIX CPEeACTB U OCHOBHbIE 3aKOHOAATENbHbIE
M NoA3aKOHHble HOpMaTMBHbIE MpaBoBble akTbl Poccunckon degepaumy U MexayHapoaHbI onbIT" gaeT npeacraBrneHne o
nopsiake obpalleHns NekapCcTBEHHOro CPeAcTBa, 06 OCHOBHBIX MPUHLMNAX rocyAapCTBEHHOrO PeryrnupoBaHusi obpalleHusi
NneKapcTBEHHbIX CPEeACTB, cuctemMe dpefeparnbHbIX OpraHoB WCMONHUTENBHOW BNactu B cdpepe obpalleHus nekapCTBEHHbIX
cpencTs, AENCTBYOLLNX POCCUNCKMX HOPMATMBHBIX MPABOBbLIX aKTOB MO PErynupoBaHuio obpalleHus NekapCcTBEHHbIX CPeacCTB,
OCHOBHbIX MONOXEHW AeWCTBYyloLen pefakumm PenepansHoro 3akoHa ot 12 anpensa 2010 roga N 61-93 "O6 ob6palleHuun
nekapcTBeHHbIx cpencts” (CobpaHue 3akoHogatenbcTBa Poccunckon ®eanepaumm, 2010, N 16, cT.1815; N 31, c1.4161; N 42,
cT.5293; N 49, c1.6409; 2011, N 50, c1.7351; 2012, N 26, c1.3446; N 53, c1.7587; 2013, N 27, c1.3477; N 48 c1.6165; 2014, N
11, ¢1.1098), HOpMaTUBHbLIX MPaBOBbLIX aKTOB MO fULEH3MPOBaHUIO MNPOU3BOACTBA FEKapCTBEHHbIX CPEeAcTB, ApYrux
nocTtaHoBneHun u pacnopsbkeHunin lNpasBuTenscTBa Poccuiickon ®Pegepauumn, HOPMaTUBHBIX U METOOUYECKUX [OKYMEHTOB
MwuHsgpaBa Poccun, PocnotpebHansopa u PocsgpaBHagsopa, MuHnpomTopra Poccum M MHbIX dhedepanbHbiX OpraHoB
WCMOMHUTENBHOW BNacTu, a Takke npegycMaTpvBaeT O3HAKOMMEHWe chylwatenerd ¢ MexayHapogHbIMU noaxogamm K
perynvpoBaHuio obpalleHns nekapcTBeHHbIX CPEACTB, CUCTEMOWN Haanexallmx NpakTuk.

Mogynb "Ponb, npaBa u 00S3aHHOCTM YMOMHOMOYEHHbIX §WL NPOU3BOAUTENEN JIEKAPCTBEHHbLIX CpeacTs Aand
MEAVLIMHCKOrO MNpUMeHeHMs" 3HaKOMUT chyllatenend C OCHOBHbIMU  (PYHKUMSMU  YMONMHOMOYEHHOro nuua, npaBamMu U
0653aHHOCTAMK, YCTaHOBMNEHHbLIMW 3akoHodaTenbcTBOM Poccuickon dPegepauun, OCHOBHbIMWM NPUHLMMAMU OpraHusauum
OeATenbHOCTU YNOMHOMOYEHHOTO N1LA, NPaKTUYECKUMU NpUMepamMn MPUHSTUS PeLLIEeHWUIA, BKIoYas NopsaoK OT3biBa C pbiHKa U
YHUUTOXEHME NEKapCTBEHHbIX CPEACTB, MEXAYHapOoaAHON NPaKTMKOW paboTbl YMONMHOMOYEHHOrO nuLa.

Mogynb "CucTtema MeHemXMeHTa KadecTBa (papMaueBTUYECKOro npeanpuaTva” 3HAKOMUT criyliatenen C OCHOBHbIMU
npyHUunaMmm obecnevyeHnsi KayecTBa NeKapCTBEHHbIX CPEeACTB, COAEPXKaHWEM NPaBum opraHM3aumnyM NPOn3BOACTBA U KOHTPOMS
KayecTBa leKapCTBEHHbIX CPEACTB, MOPSAAKOM MX BbIMOMHEHWS, OCHOBHbLIMW 3fieMEHTaMW CUCTEMbl MeHeI)KMeHTa KavecTBa,
NpyYHUUNaM1 B3anMOAENCTBUSA noapasfeneHnii hapMaLeBTUYECKOro nNpeanpusatust no obecneyeHnio kayecTsa u ynpasBneHust
M3MEHEHNsSMN YCMNoBUIA MPOM3BOACTBA, C MEXAYHApPOAHbLIM OMbITOM MO CUCTEMAM MEHEXMeHTa KadecTBa W ynpaBreHuio
puckamn Ons kadectBa, obecnevmBaeT pasBUTME criyllaTensiMM HaBblkOB, HEOOXoOMMBIX Ans obecneyeHust 3¢hPEKTUBHOIO
BHeApPEHUS NpaBun opraHM3auumn NpoM3BOACTBA U KOHTPONSA KayecTBa ekapCTBEHHbIX CPEACTB U NpoBeAeHNss CAMONHCIEKLUIA
1 ayauToB CUCTEMblI MEHE)KMEHTA KayecTBa.

Mogynb "Ctatuctudeckme MeToabl, UCMONb3yemble Ha apmaueBTUHECKOM NpeanpuaTun" 3HAKOMUT crylwaTtenen ¢
OCHOBHbIMW MEeTOoAaMMn CTaTUYEeCKOro yrnpaBiieHUs NpoLeccaMuM U KavyecTBOM JleKapCTBEHHbIX CpPeAcTB, CTaTUCTUYECKUMU
MeTogamu, UCMONb3yeMbIMU MPU BXOAHOM KOHTpOMe KavecTBa papMaLeBTUYECKUX CyOCTaHUMIn 1 MaTepranoB v Banvaaumm
aHanuTUYeCKNX METOAMK.

Mogynb "OcHoBbl thapmakonorum m 6Guodapmaumm" 3HAKOMUT crylwaTenei C OCHOBHbIMW MexaHu3MaMu LENCTBUSA
nekapcTBeHHbIX MNpernapaTtoB W COMNyTCTBYWOLWMMW MM  3nemeHTamu  u3MonorMM 1M aHaToOMuMM  YenoBeka,
hapmakoTepaneBTUYECKMMY Knaccudmkaumsamm, ocHoBaMu Buodapmaummn, nNyTamu BBeOEHWS NEKapCTBEHHbIX npenapaTtos,
npvHUunaMmm papMakoHaasopa (acnektamm MOHUTOPUHIA KayecTBa NekapCTBEHHbIX NpenaparoB).

Mogynb "Pa3paboTka n npom3BoacTBO hapMaLeBTUYECKMX CyOCTaHLMI" 3HAKOMUT cryLuaTenen ¢ OCHOBHbIMU crnocobamu
nonyyeHusi papmaueBTMYeckux CcyOcTaHuuMi, pa3paboTkM MNpoLEecCOB NPOM3BOACTBA aKTUBHbLIX (hapmaueBTUYECKUX
WHrpeaneHToB, NpaBunaMm opraHM3auuy NpovM3BOACTBa U KOHTPONS KavyecTBa dhapMaueBTUYECKMX CyOCTaHUuiA, NpUHLMNaMm
CTaHOapTM3auum U HOPMMPOBAHWUSI KavyecTBa NeKapCTBEHHbIX CpeacTB, obecneuvBaeT pas3BUTUE CryLUaTeNsiMU HaBbIKOB,
HeobXxoaMMBbIX A4S MPoBeAEHMS ayauTa NOCTyNarLmMx Ha NPou3BoACTBO hapMaLleBTUYECKNX CyOCTaHLMNA.

Mogynb "dapmaueBTuyeckas paspaboTka U NPOM3BOACTBO JIEKAPCTBEHHbLIX (POPM" 3HAKOMUT CryluaTenei ¢ OCHOBHbLIMU
aTanamy dpapmaueBTUYEecKol pa3paboTKM OpUrMHanbHbIX M BOCMPOU3BEAEHHbLIX feKapCTBEHHbIX MpenapaToB, OCHOBHbLIMU
TEXHOMOMMYECKUMM MpoLieccami MonyYeHusi fekapcTBeHHbIX hopM (TBepable A03MpoBaHHble hopMbl, BKYas ¢popMbl C
MOAMULMPOBAHHBIM BbICBOGOXOEHUEM), KUOKME U MSIFKME NeKapCcTBeHHble hopMbl (PacTBOPLI, CYCNEH3WUW, Kanmnu, Crpewu,
mMasu, refiv) U WX KOHTPOMEeM, NpUHUMMNaAMK BanuMaauuyM TEXHOSOMMYECKoro rnpolecca, MacliTtabupoBaHWs W nepeHoca
TEXHONOIMIA, OpraHM3aummn NonyyYeHus U XpaHeHWsl TOTOBOW NPOAYKUMU; OCHOBHbIMM BMAAMU YMAKOBOYHLIX MaTepuarioB u ux
BNUsIHWEM Ha 6e30MacHOCTb 1 CTABUIIBHOCTb JIEKaPCTBEHHbIX NpenapaToB, NPUHUMNaMU opraHM3aumii onepaumin No yrakoske
neKapCTBEHHbIX MpenapaToB, Mepax Mo NpeaynpexaeHnto nepenyTbiBaHNA NeYaTHbIX (BKIOYas MHCTPYKUMM MO MeaNLMHCKOMY
NPUMEHeHMI0) MaTepranoB ¥ NpeaynpexaeHuno danbcmudgukaLmm roToBbIX NekapCTBEHHbIX NpenapaTos.

Mogynb "®apmaueBTUYECKUI aHanM3 1 KOHTPOSb KayecTBa NIEKAPCTBEHHbIX CPeACTB" 3HAKOMUT CryLLaTernern ¢ Nopsakom
opraHusauuu paboTel nabopaTopuint OTAENOB KOHTPOMsS KayecTBa IeKapCTBEHHbIX CPeaCcTB, OCHOBHbIMWU (hapmMakonenHbIMm
MeTodaMy aHanu3a, MEeTOLOMNOrMen WHTeprnpeTaumyM OaHHbIX WCMbITaHUA, NPUHLMNAMW CTaHAapTM3auum M HOPMUPOBAHMS

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 70 000 000 HopMaTUBHO-NPaABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902209774#7D20K3

06 yTBEpXAEHUN NPUMEPHbBIX AONOMHUTENMbHBLIX NPOEeCCMOHanbHbIX NporpaMmM dapmaLeBTMyeckoro obpasoBaHus Crpanuua 9
lMpuka3 Mu+3sdpasa Poccuu om 22 aHeapsi 2014 2. Ne 37H

KayecTBa NeKkapCTBEHHbIX CPeaCcTB, NpoLedypamMu oTéopa npob, Banvaauuy aHanuTUYeckux MeToauk, MetogonoruM pabot no
nccrnefoBaHUo CTabUMbHOCTU NeKapCTBEHHbIX CPefcTB, BKIoYasi paboTbl MO WU3YYEHWUIO MyTEN U KUHETMKU pasnoXeHusi
AENCTByIOLLEro BeLllecTBa, (hapMakonenHbIMW, MUKPOOMOMOrMYeckumMn u Buornormyeckumy MeTodamMu WCCRedoBaHus, KX
Banuzauum W UHTEPRnpeTauuMm MNOMyYeHHbIX pPes3ynbTatoB, OueHke GakTepuanbHblX 3HOOTOKCMHOB, WCMOSb30BaHUSA
AHTUMUKPOOBHbLIX KOHCEPBAHTOB U OLIEHKN MX 3P(PEKTUBHOCTY.

MOﬂ,yJ'Ib "HDOI/I3BO,D,CTBO CTepUIbHbIX NEeKapCTBEHHbIX CpeﬂCTB" 3HaKOMUT cnymaTenelh C npuHUunamn npoun3BoacTea
CTepuInbHbIX NekapCTBeHHbIX cpeacTts, OCHOBHbIMWN NCTOYHUKAMW KOHTaMUHaUUn 6aKTepI/|F|MI/I, Bupycamum mn rle6aM|/|, BKIo4ad
CUCTEeMbl NMOoAroToBKM U pacnpeneneHna soabl Onsa cbapmaueBqueCKoro npon3BoACcTBa, NpuHUMNamMmy noarotToBkM BO3OyXa U
MI/IKpO6I/IOﬂOFI/I‘-IeCKOFO MOHUTOpPUHIa 0|<py>|<a}ou.|,el7| cpenbl npu Npon3BoAcTBe CTepUIibHbIX (.bOpM JNIeKapCTBEeHHbIX npenapartoB
n  otnimumaMmm  OT npou3BoAcTBa HECTEePWUJIbHbIX (*)OpM NeKapCTBEHHbIX npenaparoB, MeTogamMu CcTtepunu3audumm w
aennporeHn3aumnu, ,D,e3VIHqJeKLIMVI, Bannaaunn acenTtn4eckmnx npoueccos.

Mogynb "lNpon3BoACTBO NEKapCTBEHHbLIX NpenapaToB ANs KIMHUYECKMX MWCCneaoBaHUM" 3HaKoMUT crywaTenem c
npyvHUMNaMnM opraHmsauum MNPOW3BOACTBA NeKapCTBEHHbIX MpenapatoB Afs KINUMHWYECKUX uccrnenoBaHui, ocobeHHOCTAMU
onepauu no npurotoeneHuto "cnenbix" 06pas3uoB M nnauebo, npoueaypamn paspelleHns K MCMOoNb30BaHMIO FOTOBbIX
nekapcTBEHHbIX CPEACTB, pacKoAMpPOBaHWUSA, MNpPUHUMNAMM OOKYMEHTUPOBAHUSA MPOWM3BOACTBA, OCHOBHbIMWM MeTodammu
NIaHUPOBaHUSA KIMHUYECKNX UccneaoBaHun, dasamMy UCCnefoBaHUW W pasgenaMy npasusl Hagnexailen KIuHUYeckomn
NPaKkTUKK.

4.3. Mogynn, npuBegeHHble B [NpumepHoMm yyebHom nnaHe [lMporpammbl, sIBNSATCS 00s3aTeNbHbIMKM ANS OCBOEHMS
cnywartenamu. ObpasoBaTtenbHas opraHn3auus UMeeT NpaBo nepepacnpenensats 06bem BpeMeHu, OTBOAMMOTO Ha OCBOEHME
ob6sa3aTenbHbIX Mogyrnen [Nporpammel, Npy YCroBUM peanu3aumm MUHMMyMa cogepXaHusl, B oobeme He 6onee 30 npoueHToB
TpygoemkocTu moayns. B cnyyae nepepacnpegeneHus 4yacoB Mexay MOAYMnsMU He [OMNyCKaeTCsd MCKMAYeHUe OCHOBHOM
Tematuku, onpegeneHHon B MNprmepHom yyebHoM nnaHe Nporpammei.

4.4. ,D,OI'IyCKaeTCﬂ 3a4veT Mo,u,yne|7|, OCBOEHHbIX B Mpouecce npeglwecrteyroLlero o6yquV|;| Nno OCHOBHbIM
ﬂpOdJeCCI/IOHaJ'IbeIM 06paSOBaTeJ'IbeIM nporpaMmmam u (I/IJ'IVI) AONONHUTENbHbIM FlpOd)eCCI/IOHaJ'IbeIM nporpaMmmMam, nopaaok
KOTOpPOro onpeaenaeTca o6pasoaaTean0|7| opraHVlsaumelh CaMOCTOATENIbHO.

4.5. Tlopsagok npoeKkTMpoBaHWa W peanusaumu [porpammbl  onpefdensieTcs obpasoBaTenbHOW OpraHusauveln B
cooTBeTCTBMM C [lopsakom opraHvsaumm K- ocyllecTBieHus obpasoBaTenbHOW AeATeNbHOCTU MO AOMNONHUTENbHbLIM
npodyeccroHanbHbIM NporpamMmMam, yTeepXaeHHbIM npukasom MuHobpHaykm Poccnm o1 01.07.2013 N 499.

V. TPEBOBAHUA K YCIOBUAM PEATTU3ALINU NPOIrPAMMbBI MOBBLILWEHUA KBATTUGUKALIUN
YNONMHOMOYEHHbIX NUL, NMPOU3BOAUTEJIEN JIEKAPCTBEHHbIX CPEACTB

5.1. TpeboBaHus K KagpoBbIM YCoBMAM peanuaauum MNMporpammei:

5.1.1. [Jonsa wraTHbIX npenogasaTenei (B NPUBEAEHHbIX K LENOYUCNIEHHBIM 3HAa4YEHUsIM CTaBOK) AOMXHa COCTaBnsATb He
meHee 70 npoueHTOB OT obLliero KonmuyecTBa npenogasartenen, obecneunBarolmx obpasoBaTenbHbIN MNpoLecc B
ob6pasoBaTenbHON opraHM3aumu.

5.2. TpeboBaHus kK MaTepranbHO-TEXHNYECKOMY N y4ebHO-MeToan4eckoMy obecnedeHunto MNporpammel;

5.2.1. Ob6pasoBaTtenbHasi opraHu3auusi, peanusylowiaa paHHyio [lporpammy, [omkHa pacnornaraTe MartepuarbHO-
TEeXHMYeckon 6as3on, BKMYas COBPEMEHHble ayauTopuu, OGubnuoTteky, MynsTUMEOWAHbIA MNPOEKTOp, ayaAvOBU3yallbHble
cpencTBa, OpPITeXHUKY, KoNupoBarnbHble annapatbl. MatepuanbHas 6asa JomkHa COOTBETCTBOBATL AEWCTBYIOLLMM CaHUTAPHO-
TEXHMYECKMM HopMaMm K obecrneunBaTb NPOBELEHWE BCeX BWAOB abopaTOpHOW, MPaKTUYECKOW, AUCLUMIIMHAPHOW W
MEXONCUMNIMHAPHOW MOATOTOBKM Criyllatenen, nNpeayCMOTPEHHbIX YYeOHbIM MNnaHOM peanudyemoln obpasoBaTerbHON
nporpaMmeil.

5.2.2. B cnyyae npuvMEHEHUs1 3MNEeKTPOHHOro OOy4YeHUs, OUCTaHUUOHHBLIX O0pa30BaTENbHbIX TEXHOMOTMA KaXObl
oby4atoLmiics, B TedeHue Bcero nepuoga obyyeHus, JomkeH ObiTe obecnedyeH MHAUBMAYamNbHbIM HEOrPAHUYEHHBIM JOCTYMNOM
K 3MNeKTPOHHOW WH(OPMAaLMOHHO-0Opa3oBaTenNbLHON Cpeae, COAEpPXKalleld BCe SreKTPOoHHble 0OpasoBaTenbHblE PECYPCHl,
nepeyncrieHHble B pabounx nporpaMmax AUCUMNNUH (MoAynew), MPaKTUK, CTaXUPOBOK, Pa3MELLEHHbIE Ha OCHOBE MPSIMbIX

OOroBOPHbIX OTHOLLEHWUI C npaaooGnanaTenﬂMM4.
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4 Yactb 3 cTathu 16 denepanbHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHum B Poccurickoit deaepatiyn’”.

VI. OLUEHKA KAHECTBA OCBOEHUA NPOIrPAMMbI MOBbLIWWEHUA KBAITTUOUKALIUM YITONTHOMOYEHHbIX
nuu NPOU3BOAUTENEN NEKAPCTBEHHbIX CPELCTB

6.1. OTBETCTBEHHOCTb 3a peanuaaumto [Nporpammbl B NOMHOM 06beMe B COOTBETCTBUM C Y4eOHbIM MIaHOM, KayecTBO
NOAroTOBKM 0ByYaloLLMXCa HeceT obpasoBaTernbHas opraHusaums 2 .

3 YacTtb 7 ctaTtbu 28 denepanbHoro sakoHa ot 29.12.2012 N 273-»3 "O6 o6pasosanun B Poceuiickon deaepaumn’.

6.2. OueHka KkayecTBa OCBOeHus [lporpammbl crnywaTensamy BKMOYAeT TEeKyLWMiA KOHTPOMb  YCMeBaeMoCTH,
NMPOMEXYTOYHYIO aTTecTaumto 06y4atoLWmnXcs U UTOrOBYLO aTTecTaumio.

MpomexyToyHast aTTecTaums 0by4aroLWMXCs AOMKHA NPOBOANTLCS MO KaXKAoMY MOZYI0 NporpaMmel.
KoHKpeTHble hopMbl U Mpoueadypbl TEKYLLErO KOHTPOIMS YCrNeBaeMOCTU U MPOMEXYTOYHOW aTTecTauun oby4yaroLumxcs
yCTaHaBnuBaloTcs obpasoBaTenbHOV OpraHu3auueil cCamMoCTOSITENBbHO WM [OBOASTCS OO0 CBEAeHUs oByyaloLMXCsl B CPOKMU,

onpeperneHHble B NOKanbHbIX akTax 06pa3oBaTenibHON opraHu3aLum.

6.3. OcsoeHne [lporpammbl 3aBepLlaeTcsl WTOrOBOM aTTecTaumen obydawwmxcs B dopMe, onpegensiemom
06pasoBaTenbHo opraHmsaLnen caMmocTosaTenbHOS .

& YacTb 14 cTatby 76 PenepansHoro 3akoHa ot 29.12.2012 N 273-$3 "O6 obpasosanum B Poccuiickon Penepaumu’.

6.4. Jluuam, ycnewHo OCBOMBLUUM npOFpaMMbl n npoweguwnmmMm UTOroByo arttectauuio, BbloaeTCcAa yaooctoBepeHue o
NOBbILLIEHNN KBaJ'II/ICbI/IKaLI,I/II/I.

Jlvuam, He npoweawMm WUTOroBOM atTecTauuu WM NONYyYMBLUMM Ha WTOrOBOW aTTecTauuu HeyaoBNeTBOPUTESbHbIE
pesynbTaThl, @ Takke nuuam, OCBOMBLUMM 4YacTb [Mporpammbl U (UNM) OTYUCHEHHBIM M3 OpraHu3auumu, BbligaeTcs cnpaBka ob
obyyeHnn unm o nepmoge obyveHus no obpasLy, CaMOCTOATENbHO YCTaHaBNMBaeMOMY OpraHusauuen, B COOTBETCTBMM C
npukasom MunHo6pHayku Poccum o1 01.07.2013 N 499.

MpunoxexHne N 3

NMPUMEPHASA OONOJNTHUTENBbHASA MPO®PECCUOHAIBbHASA MPOTPAMMA NMPO®ECCUOHATIbHON
NEPENOAINOTOBKMX CNEUMAINUCTOB NO NPOMBbILWIEHHOU ®APMALIUN

I. OBLUME NONOXEHUA

1.1. Hactodawas npumepHas pononHuTernbHas npodeccmoHanbHas nporpaMmma npodeccnoHanbHOM nepenonroToBkm
crneunanMcToB MO NPOMBIWMEHHOW apMauun npencraBnsieT cobol COBOKYNMHOCTb TpeboBaHuM, 06A3aTenbHbIX Npwu
peanusaumm obpasoBaTenbHOM Mporpammbl  NPOdECCUOHANbHOM MEepenoaroToBKA  CNEeUManicToB MO NMPOMbILLNIEHHON
papmavrimm obpasoBaTenbHbIMU OpraHM3aLusImMu.

1.2. Uenb gononHuTenbHOW npodyeccuoHarnbHOW nporpamMbl NpodeccnoHanbHon nepenogroToBkU creunanuctoB Mo
NPOMbILLNEHHON (hapmaumun (ganee - MNporpamma) COCTOMT B NPUOOPETEHMN KOMMNETEHUUA, HEOOXOAMMbIX ANS BbINOMHEHUS]
HOBOrO BMAa NpodeCccnoHanbHoOM AeaTenbHOCTU, COOTBETCTBEHHO NPUOBpeTeHne HOBOW KBanudukauum.

Il. XAPAKTEPUCTUKA NPOIrPAMMBI I'IPOdJECCVIOHAl:IbHOVI NEPENOANrOTOBKU CNELUUAIIUCTOB MO
NMPOMbILWITEHHON ®APMALIUN

2.1. K ocBoeHuto ﬂpOFpaMMbl gonyckarTcd nuua, nmMewuwine Bbicllee MegununHckoe, d)apMaLLeBTI/ILIECKOG, XUMUKO-
TexHonorn4yeckoe, 6V|onor|/|quKoe, 6VIOTeXHOﬂOFI/I‘-IeCKO€, BeTepuUHapHoe, NHXeHepHoe nnn Xxmmun4veckoe I'IpO(*)eCCI/IOHaJ'IbHoe
O6pa3OBaHV|e; acnmpaHTbl MU opAMHAaTOPbI, o6yqa+ou.u/|ec;| no nporpamMmmMam acnmpaHTypbl U opauvHaTtypbl MeOuUNHCKOro,
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(bapmau,eBqueCKoro, XNMUKO-TEXHONMOIrm4eckoro, 6I/IOJ'IOFI/I‘-I€CKOFO, 6I/IOT6XHOJ'IOFVI‘-I€CKOFO, BeTeEPUHaApPHOro, MHXXeHepHoro nnun
XUMUYECKOro HarnpaeneHus; nuua, odyyaroLlmecs no nporpammMamM MarmctpaTypbl BbllleyKasaHHbIX HanpaBneHui, a Takke no
nporpaMmamM crneuuanucra, OCBOMBLUME ©0a30BYHD 4acTb OCHOBHbIX MNpOdeccroHanbHbiXx obpasoBaTenbHbIX Mporpamm,
npeaycMoTpeHHY COOTBETCTBYHOLLMMA cbe,uepaanbuvm rocyaapCTtBeHHbIMU O6pa3OBaTeJ'IbeIMI/I CTaHOapTamu, B obbeme He
MeHee 70 NpoueHTOoB.

2.2. ®opmbl 0byyeHus lMporpaMmmMe onpeaensitoTcs opraHu3auuen, ocyLLeCcTBhsoLWEelN obpa3oBaTenbHy OeATENbHOCTb,
camocTosaTensHol .

1 Yactb 5 cratbun 17 PenepanbHoro 3akoHa ot 29.12.2012 N 273-$3 "O6 o6pazoaHum B Poccuiickont Pepepaummn’”.

2.3. Obbem lNporpammbl BHe 3aBUCUMOCTU OT MPUMeHsieMbIX 06pa3oBaTenbHbIX TeXHoNorvin, peanusauumn MporpaMmel
HECKONMbKUMMW OpraHu3aLusmMy, OCYLLECTBAIWMMU obpasoBaTenbHy0 AeSTeNbHOCTb C UCMOMb30BaHUEM CeTeBon (DOpMbl,
peanusauum obyyeHusi No MHAMBUAYaNbHOMY y4ebHOMY nnaHy, AormkeH 6biTb He MeHee 1260 yacoB unu 35 3a4eTHbIX eauHNL,
(3.e.).

Cpoku ocBoeHus Nporpammbl onpegensitoTca obpasoBaTenbHON opraHu3aumnen.

2.4. O6by4eHmne no MNporpamme MOXET OCYLLECTBNATLCA Kak €AMHOBPEMEHHO N HEMPEPLIBHO, TaK U NO3TaNHO (ANCKPETHO),
B TOM 4ucrne nocpeacTBOM OCBOEHUSA OTAernbHbIX MoAdynew, B COOTBETCTBMM C [1OpsSAKOM opraHvsauum M OCyLLEeCTBAEHWUS
obpasoBaTenbHON AEATENbHOCTM N0 AOMNONHUTENbHBLIM _NPOd)ECCMOHAaNbHBIM _NporpaMmam, YTBEPXKOEHHbIM — [pUKasom
MuHucTepcTBa o6pasoBaHus u Hayku Poccunckon Penepauun ot 1 nong 2013 rona N 499 (3apernctpuposaH MuUHUCTEPCTBOM
toctmumm Poccuiickon ®egepaumm 20 asrycta 2013 roga, pernctpaumoHHbin N 29444) (nanee - npuka3 MuHoGpHaykm Poccum
o1 01.07.2013 N 499), n (unu) gorosopom 06 obpasoBaHuu.

2.5. Mpu peanusauuun lNporpammbl MOryT MPUMEHSITLCA SMEKTPOHHOE Oby4vyeHue M OUCTaHUMOHHble OobpasoBaTenbHbIE
TexHonorum, ceteBass ¢opma peanu3aumm obpasoBaTenbHbIX MNpOrpaMM, B  COOTBETCTBMM C  doedeparnbHbIM

3aKoHOOAaTENbCTBOM 2.3 .

2 YacTtb 2 ctaTtbu 13 PenepanbHoro 3akoHa ot 29.12.2012 N 273-®3 "O6 obpasosanum B Poccuiickon Peaepavmn’.

3 Yactb 1 cTathu 15 GenepansHoro 3akoHa ot 29.12.2012 N 273-®3 "O6 obpasosaHuu B Poccuiickon denepaumn’.

lIl. XAPAKTEPUCTUKA KBATTMGUKALIUMN CMELMATIUCTA NO NPOMBILLNEHHON ®APMALIUMN

3.1. Cchepamm npocheccuoHanbHON AesATENbHOCTU crieumanucTa no NpoMbILNEHHON dhapmauum SIBASOTCA CTPYKTYPHbIE
nogpasaeneHnss Npou3BOAUTENEeN NEeKapCTBEeHHbIX CPeacTB, [APYrX opraHusauun, YyyacTBylWMX B pa3paboTke u
NMPOM3BOACTBE  JIEKAPCTBEHHbIX CPEACTB, WHXMHUPWHIOBBIE OpraHM3auuidi Mo  MPOEKTUPOBAHUIO U CTPOUTENLCTBY
hapmaLeBTUYECKMX NPeanpuaTUn, opraHusaLum no Npogaxe u cepBUCHOMY OBCIYXKMBaHMIO TEXHONMOrMYeckoro o6opynoBaHus
AN NPOM3BOACTBA NEKAPCTBEHHBIX CPEACTB, OpraHbl rocyaapCTBEHHOMO yrnpaBneHusl B cdepe Npou3BOACTBA U obpalleHus
neKapCTBEHHbIX CPEACTB.

3.2. Cneumanuct no NPOMbILLNIEHHON hapMauun JOrmKeH BbiTb NOArOTOBMEH K PELUEHNIO CrieayLmnx npodeccnoHanbHbIxX
3apav:

BbINOMHEHNIO 00sA3aHHOCTEN YNOJNTHOMOYEHHOIO nuua npoun3soguTend JeKapCTBEeHHbIX CcpeacTtB And MeaUUMHCKOro
NMPUMEeHeHUA;

opraHudauua, ynpasneHune u Yy4dactne B [OeATEeNIbHOCTU oOpraHu3auumm no npou3BOACTBY W KOHTPOIO KadecTtBa
NeKapCTBEHHbIX CpeaACTB B COOTBETCTBUN C YCTAHOBJITIEHHbIMU TpeGOBaHI/IFlMI/I;

opraHusdauua, KoopauHauuna wu (VIJ'IM) ynpaeneHne, a TaKke y4yactne B [OeATeliIbHOCTU no pa3pa60T|<e HOBbIX
NNEKapCTBEHHbIX npenapatoB W JieKapCTBEHHbIX (*)OpM, HOBbIX COCTaBOB W TEXHONMONM4YEeCKUX npoueccoB Ansd
3apPErMcTpmpoBaHHbIX NNEKaPCTBEHHbIX NpenapaTtoB, HOBbIX aHalMMTUY4EeCKUX METOOUK;

nraHUpOBaHUE U yrpaBreHe NPOoeKTaMu Mo COBEPLUEHCTBOBAHMIO MPOAYKLMM U (UMW) TEXHOMOMMYECKUX MPOLIECCOB Ha
pasnuuHbIX cTagusix obpalleHusl NeKapCTBEHHbIX MpenapaToB C Lernblo obecnedyeHnst ero kadectsa, 3MEKTMBHOCTU U
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6e30MnacHOCTM YCTaHOBMEHHbIM TpeboBaHNSM;

yyactme B paspaboTke TEXHUKO-3KOHOMUYECKMX OOOCHOBAHWMIN MHXMHUPUHIOBLIX MPOEKTOB Ans (hapMaLeBTUYECKOro
Npoun3BOACTBaA, BKMHOYas BbIOOP HOBbIX NPOU3BOACTBEHHbIX MIOLLAA0K;

nnaHupoBaHue, KoopauHaums v (Unu) yrnpasrieHue, CUCTEMbl MEHEmKMEHTa KadecTBa MPOM3BOACTBA NEKapCTBEHHbIX
CpeacTs;

coCTaBreHne paboumx WHCTPYKUWUA, CTaHAAPTHbIX ONEepaLMOHHbIX Mpoueayp W APYrMX MHCTPYKTMBHbLIX MartepuarnoB B
npegenax cBoen npogeccnoHanbHoOm AeaTenbHOCTY;

npencraeneHne nHTepecoB oOpraHun3aumm B OpraHax WCMNOMNHUTENBHOW Bractu B npepenax CBOEM I'IpO(*)eCCVIOHaJ'IbHOVI
OeATeNnbHOCTH,

nnaHnposaHue, ynpasneHne n yd4actmne B CaMoMHCNEKUNAX, UHCNEeKUNAX N ayanTtax CTOPOHHUX OpFaHI/I3aLI,VII7I;

nraHUpoBaHUE, KOOPAMHaUWS, KOHTPOMb M BbINOSIHEHME KOPPEKTUPYIOWMX U npedynpexaalowmx OedcTBUA B Lensx
obecneyeHns 4esTenbHOCTM Mo NPOU3BOACTBY M KOHTPOSIO Ka4yecTBa fieKapCTBEHHbIX CPeACTB YCTaHOBMNEHHbIM TpeboBaHUSM.

IV. TPEBOBAHUSA K PE3YJIbTATAM OCBOEHUA NPOIrPAMMBI I'IPOfDECCVIOHAl'IbHOI?I NEPENOAIOTOBKM
CNEUMANNCTOB NO NPOMbILLNEHHOWN ®APMALIUN

4.1. B pesynbraTte ocBoeHus Mporpammel y criyliatens AomkHbl ObiTb CChopMUMpPOBaHbI CREAYIOLLME KOMMNETEHLUN:

FOTOBHOCTb K MPOEKTMPOBAaHMWIO, MIaHMPOBaHWUIO, paspaboTke, opraHM3auuM U OCYLLECTBIIEHWIO OCHOBHbLIX MPOLECCOB
NPOM3BOACTBA U KOHTPOSS Ka4eCcTBa JIeKapCTBEHHbIX CPEACTB;

rOTOBHOCTb K NITAHUPOBAHNIO, OpraHn3aunmn n NPoBeaeHno pa3paboTKM HOBbIX NEKapCTBEHHbLIX CPEACTB B COOTBETCTBUN C
ob6sa3atenbHbIMY TpeboBaHUAMY, YCTaHOBMNEHHbIMU B Poccuickorn ®eanepauny;

FTOTOBHOCTb WCMNOJ1b30BaTb OCHOBbl SKOHOMUYECKUX W MNMpPaBOBbIX 3HaHWN, OCHOBbI MEHEAKMEHTa B I'IpO(beCCVIOHaJ'IbHOI?I
OeATernbHOCTH;

BNageHnue MeTononornemn ynpasieHna Ka4eCTBOM U ynpaBlieHnAa puckamm B obnactu ﬂpOMbILLIJ'IeHHOIZ q)apmau,vm;

cnocobHocTb O0OOCHOBaHHO BbIOMPaTb M 3(PEKTMBHO MCMONb30BaTb TEXHOMOrMM W Matepuvansl, B TOM 4ucne
WHHOBALMOHHbIE, ANsi MPOU3BOACTBA NEKapCTBEHHbIX CPEACTB C YYETOM COBPEMEHHOIO YPOBHS Pa3BUTUS HayKU U TEXHWUKU B
dapmaLeBTMYECKOM OTpacny;

FOTOBHOCTb K paspaboTke TEXHUYECKMX 3adaHWA Ha TEXHWUKO-3KOHOMMYeckoe OBGOCHOBaHME W 3afaHWii Ha MpPOEeKT
NMPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB, PEKOHCTPYKLMM UM pacLUMPEHmst MPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB;

FOTOBHOCTb K OpraHvM3auuv W yYnpaBneHuto [esTeNlbHOCTbIO MPOU3BOACTBEHHBIX M NabopaTopHbIX NoapasaeneHuii
(hapmaLeBTUYEeCKOro MpeanpusiTUss B COOTBETCTBUM C NpaBUiiaMy OpraHuM3auuyM MpOM3BOACTBA UM KOHTPOSNsS KadyecTsa
neKapCTBEHHbIX CPEACTB;

CMOCOBHOCTb K MUCMOMb30BaHWNIO MEXAMCLUNIIMHAPHOMO NMOAXo4a K pelleHnto NpakTUYeckx 3agad B NpodeccroHansHom
AesTernbHOCTY;

BllajeHune HaBblkaMu BeeHUA neperoBopoB, yCTaHOBITIEHUA KOHTAKTOB U HaBblKaMUn I'IpOd)eCCI/IOHaJ'IbHOVI aprymeHtauum;

BnageHne HaBblkaMW MOWCKa I'IpO(*)eCCI/lOHaJ'IbHOIZ I/IH(*)OpMaLI,I/WI, CaMOCTOATENIbHOIO oBlageHnd HOBbIMW 3HaAHUAMWM C
NCnosfib3oBaHNeEM CoOBpPEMEHHbIX o6paaoBaTer|be|x TEXHOMOrNN.

V. TPEBOBAHUA K COOEPXXAHMUIO MPOrPAMMbI MPO®ECCUOHANBLHOW NEPENOArOTOBKMN
CNELMATNCTOB MO NMPOMBbILITEHHON ®APMALIUN

5.1. Ctpyktypa peanusyemoin [lporpaMMbl [JoOSKHa COOTBETCTBOBaTb TpebGoBaHusaM [lopgaka opraHusaumm  u
OCYyLLIeCTBNEHUs 0bpa3oBaTenbHON AEATENbHOCTM MO AOMNONHUTENbHLIM NPOdeccnoHanbHbiM _NporpaMmam, yTBepKaeHHbIM
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npukasom MunHobpHayku Poccum o1 01.07.2013 N 499.

5.2. CogeprxaHue Mporpammbl JOMKHO BKMOYATL BCE MOAYNN, YKasaHHbIe B MPUMEPHOM y4EOHOM MiaHe.

NMPUMEPHbIA YYEBHbIU NNAH

N n/n

HaumeHoBaHWe gucunnnmvH (Mo,qyne|7|) N X OCHOBHbIE pa3aenbl

TpyooemkocTb,
3.e.

MpaBoBble OCHOBbI NPOMbILLIIEHHON hapmauun 1
rocy4apCTBEHHOMO perynnpoBaHns 06paLleHnst NekapCTBEHHbIX
cpeacrTs.

BeeneHve B npomebilneHHyto hapmaumto. Obwmin 063op
3aKoHOOATENbHbIX M NOA3aKOHHbLIX HOPMATUBHBLIX MPABOBbIX
aktoB B Poccuickon ®egepaumm n TaMoXeHHOM COHO3e.
OCHOBHbIE 3aKOHbI, perynupytowimne obpatiieHme
nekapcTBeHHbIX cpeacTB. OCHOBHbIE MOMNOXEHMS
denepanbHoro 3akoHa o1 12 anpens 2010 rona N 61-$3 "O6
obpaleHunn nekapcTeeHHbix cpeacts” (CobpaHue
3akoHogatenbcTBa Poccuiickon ®egepaumm, 2010, N 16,
ct.1815; N 31, ¢c1.4161; N 42, ¢1.5293; N 49, c1.6409; 2011, N
50, cT.7351; 2012, N 26, c1.3446; N 53, c1.7587; 2013, N 27,
cT.3477; N 48, c1.6165; 2014, N 11, c1.1098). OcHOBHbIE
MONoXeHNs NaTeHTHOro 3akoHoAaTenbCcTBa. [locTaHoBNEHUS
MpasutensctBa Poccuiickon ®egepaumm, OCHOBHbIE
noA3akoHHbIe HOPMaTKBHbIE NPaBoBble akTbl MyH3apasa
Poccun, MuinpomTtopra Poccuu, opyrux dpegeparnbHbIX OpraHoB
WCMNONHUTENBHOW BMACTW, CTaHaapThl, apMakonem.

1

Cuctema rocyapCTBEHHOIO perynmpoBaHus obpalleHus
NeKapCTBEHHbIX CPeaCTB

locynapcTBeHHbIE OpraHbl UCMONMHUTENBHOW BMacTu B cdepe
obOpallieHns nekapcTBeHHbIX cpeacTs B Poccuickon
depnepaumu, rocygapcTBeHHast cUcTeMa perynmpoBaHus
obpalleHns nekapcTeeHHbIx cpeacts. OB30p perynsaTopHbIX
opraHoB B cTpaHax TamoxeHHoro Coto3a 1 Apyrmx crpaHax.
OCHOBHbIEe acnekTbl rOCyAapCTBEHHOWM perncTpaumm
neKkapcTBeHHbIX NpenapaTtoB. MexayHapoaHble pyKoBoACTBa.
CTpyKTypa perncTpaumoHHOro 4oCbe Ha NekapCTBEHHbIN
npenapar Ans ero obpalleHns Ha POCCUNCKOM pPbIHKE U 3a
py6exom. JlnueHanpoBaHe Npon3BOACTBA NEKapCTBEHHbIX
cpeacTs. [Nopagok chegepansHOro rocyaapCTBeHHOro Haa3opa B
chepe obpalleHus nekapCTBEHHbIX CPeacTB B Poccuinckon
denepaumnn n 3a pybexxom. Ceptudmkaums 1 geknapmpoBaHue
nekapcTBeHHbIX cpeacTs. OT3bIB NPOAYKLMM C PbIHKA. ACNEKTbI
(hapmakoHag3opa. BeegeHue B aTuKy B cchepe obpalueHus
NeKapCTBEHHbIX CPEeCTB.

Mpon3BOACTBO M KOHTPOSb KayecTBa (hapmaLeBTUYECKMX
cybcTaHumin

OcHOBHbIE MeTOoAb! MONyYeHust hapMaLleBTUYECKMX
cybcTaHumuii. OCHOBHbIE TEXHOMOMMYECKMe CTaaum nNonyyYeHus
hapmaueBTuyecknx cybctaHummn. OpraHnsaums pa3paboTkm u
NpoV3BOACTBA, NpaBuna NPou3BOACTBA OpraHu3aLum
NPOM3BOACTBA U KOHTPOMSA KayecTBa NeKkapCTBEHHbIX CPEACTB
Ans apmaueBTnyeckmx cybetaHumin. CtaHgapTusaums um
HOpPMUPOBaHME KavyecTBa hapMaLEeBTUHECKMX CyOCTaHLUMNA.
OcobeHHOCTU NPOM3BOACTBA BUONOrMYECKNX 1
BuoTtexHonornyeckux cybcraHumin. Boibop n ayamt
NOCTaBLLMKOB hapMaLieBTU4eckux cybcTaHumn. OCHOBHbIE
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acneKTbl roCyapCTBEHHOIO perynupoBaHusi obpalleHms
(hapmaLeBTUYECKMX CyOCTaHLMIA.

4 dapmaLeBTUYECKAst TEXHOMOMMS U pa3paboTka fiekapCTBEHHbIX 6
dopm

Mopsigok o6palleHnst nekapcTBEHHbIX cpeacTB. OCHOBHbIE
aTanbl paspaboTkn nekapcTBeHHbIX cpeacTs. OCHOBHbIE
npoteccel 1 annapatbl. [pUHUMNLI CO3AaHUS NEeKapCTBEHHbIX
cdopm, B1OAOCTYNHOCTb U BNSIHWE BCNOMOraTeNbHbIX BELLECTB.
PaspaboTka coctaBa nekapCcTBeHHbIX hopm (TBepable
[031poBaHHble hopMbl (BKoYas opmbl C
MoANULMPOBAHHBIM BbICBOOOXAEHNEM), XKUAKME U MATKNE
nekapcTBeHHble (hOpMbI (PacTBOPbI, CYCNEeH3un, Kanmu, cnpew,
Mas3u, renun), OCHOBHbIE 3Tanbl hapmaLeBTUYeCKon pa3paboTku
W OCHOBHbIE TEXHONOrMYECKNe CTaamm nonyvyeHus
neKapCTBEHHbIX (hopM, B3anMOCBA3b NoKa3aTenen kayecTsa
neKapCTBEHHbIX (hopM C napameTpamMu Be4eHUs onpeaeneHHbIX
TEXHOINMOrMYECKNX NPOLIECCOB. BHYTPMNPON3BOACTBEHHbIN
KOHTPOIb.

MaclTtabvpoBaHue TeXHONOrM4eckoro npouecca. Banuaauus
TEXHOSOrM4YeCcKoro npouecca n macwtabupoaHus
TEXHOMorM4eckoro npouecca. Banmgaums ounctku. MNepexoc
TexHonornn. OCHoBHasa AOKYMEHTaLMSA TEXHONOMMYECKOro
npouecca. BsaaMmocBAsb TEXHONOrMYECKON AOKYMEHTaLmmn ¢
PEerncTpaumoHHbIM 4OCbE. YNpaBneHne OTKITOHEHUAMMN U
n3MeHeHusiMn. KoHuenums CTepunbHOCTM U MeToAb!
cTepunusaunm, acenTmyeckoe npon3BoacTBO, MOHUTOPUHT
pabouyer cpeabl, Banmgaumst acenTU4ecknin onepaumn,
BOJOMNOArOTOBKa, 0COOEHHOCTM pa3paboTku CTEPUNBHBIX hOPM.
Bbibop nepBuYHO ynakoBKu, MaTepuarnbl, 06beM, SaNeMeHTbI.
Metogonorus paboT no nccrnegoBaHuio CTabunbHOCTH
NeKapCTBEHHbIX CPeACTB, BKIYasi paboTbl N0 U3yyeHuio nyTen
pasnoXxeHus AeiCTBYOLLEro BelecTra. [pouecchbl ynakoBku 1
MapKUPOBKN.

5 MNHHOBaUMOHHBIE TEXHONOMMK B (hapMaLleBTUYECKON 1
NPOMbILLNEHHOCTH

CoBpeMeHHble MeTOAbl MOMCKAa HOBbIX TepaneBTUYecKnX
Morekyn (KOMMbIOTEPHbIA CKPUHUHT U MOZENUpoBaHue,
BuronHdopmaTmka) 1 nx ckpuHuHra. NpoueccyanbHo-
aHanuTnyeckme TexHonorun. CoBpemMeHHble UHHOBALIMOHHbIE
TEXHOMOrMN AN NONy4YeHNs HOBbIX CUCTEM JOCTaBKU, BUOOB
YNaKkoBKU M ONTUMM3ALNM TEXHOMOTMYECKUX NPOLIECCOB.
MNpenapaTbl ANs reHHOW U KNeToYHoW Tepanuu. MepcnekTuBbI
NnepCcoHarnbHbIX NIEKapCTBEHHbIX NpenapaToB. VIHHOBALMOHHbIE
MeTOAbl KOHTPONS KaYecTBa NEKAPCTBEHHBIX CPEACTB.

6 Cuctema meHegKMeHTa KavecTBa hapMaLeBTUHECKOrO 3
npeanpusaTus

CucTeMbl MEHEMKMEHTA KayecTBa B hapMaLieBTUHECKON
oTpacnu, npasuna opraHusaumm Npou3BOACTBa U KOHTPONSA
Ka4yecTBa NlekapCTBEHHbIX cpeacTB. OCHOBHbIE MPUHLMMbI
npaBun opraHn3aumm NPpon3BoACTBa M KOHTPOSSt KavyecTBa
neKkapcTBeHHbIX cpeacTB. Ponb ynonHomoveHHoro nuua.
Kputepun achdeKTUBHON CUCTEMbI MEHE)KMEHTA KayecTBa.
BsavmogerictBue ¢ ynonHOMOYEHHbIM NULIOM, NoapasaeneHuem
No perynsTopHbIM BONPOCaM ¥ MapKETUHIOM MO KOHTPOI
nameHeHun. O630p perynsaTopHbIX 4EACTBUIA NPU U3MEHEHMSIX.
AyanTel n camounHcnekuum. OB6yyeHue u nepcoHan. Cuctema
JOKyMeHTauuu. [NogrotoBka v ynpaeneHve ayamTamu.
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dapmaueBTMYECKMIA aHaNM3 U KOHTPOIb KayecTea
neKapCTBEHHbIX CPeaACTB

OpraHusaumst paboTbl 0TAEN0B KOHTPONs kavecTBa. OCHOBHbIE
npouecchl ncnbltatensHom naboparopmn. OCHOBHbIE
hapmakonerHble MeTogbl aHanunsa. Metogonorus
WHTEpnpeTaunn gaHHbIX UCTbITaHWUIA, MPUHLMMbI
cTaHgapTU3auuM U HOPMUPOBAHUS KAYeCTBa NEKAPCTBEHHBIX
cpeacts. Npoueaypbl ot6opa Npob, BXOOHOW KOHTPOIb
YNaKOBOYHbIX M 3TUKETUPOBOYHbBIX MaTepuanos. Banugauus
aHanuTU4ecknx metoamk. dapmakonenHole
MUKpoburonornyeckne n Gronormyeckme mMetToapl
nccnegoBaHns, X Banugauum n MHTepnpeTaumm nonyYeHHbIX
pesynsraTtoB. OueHka bakTepuanbHbIX 3HAOTOKCUHOB. OLeHKa
9 PEKTMBHOCTM aHTUMUKPOBHLIX KOHCEPBAHTOB.

dapmaueBTUHECKUN UHKXUHUPUHT

BeeneHwue B chapmMaLeBTMHECKUIA UHKXUHUPUHT, pa3paboTtka
npoekTa 1 ynpaeneHue, BbIGOP, AvarpaMMbl NOTOKOB
NpoLEeCcCoB 1 JOKYMEHTaLuMs, BCnoMoraTesbHble
NpOn3BOACTBEHHbIE CUCTEMBI, MPOEKTUPOBaHME nabopaTopui,
NUMOTHbIX 3aBOAOB, MOLLHOCTEW AN NapeHTeparnbHbIX
npenaparos, aBTOMaTU3aLmsa yNnakoBOYHbIX NIMHWIA, NpaBuna
opraHusaLmm Npou3BOACTBA U KOHTPONS KayecTsa
neKkapcTBeHHbIX cpeacTs, kBanudukauus. OCHOBHbIe pasgensl
TEXHWKO-3KOHOMUYECKOro 060CHOBaHNA: aHanUTU4Yeckuin o63op,
aHanu3 pbliHKa ¥ cTpaTerusi MapkeTuHra, cblpbe 1 Matepuansl,
MECTOMNONOXEHNe, YHaCTOK 1 3Konormyeckas oLeHKa, TEXHMKa 1
TEXHOMNOrMs, OpraHM3auns 1 HaknagHble pacxogbl, Tpy4oBble
pecypchbl, NNaH OCyLLECTBNEHUS MPOEKTa U NOArOTOBKa CMET,
(bnHaHcoBas aKcnepTunsa.

Mpon3BoACTBO NEKAPCTBEHHbIX CPEACTB ANS AOKITUHUYECKUX U
KMUHUYECKUX UCCreaoBaHuii

Buabl goknmHMyeckmx nccrnenosaHuil. OCHOBHbIE MPUHLMMLI
NpoBeAeHUs AOKMUHUYECKUX UccneaoBaHuii. OCHOBHbIE
3reMeHTbI MPaBun KIMHUYECKUX UCCNEeSoBaHuWiA 1 Au3anHa
KMMHWUYECKUX nccrnenosaruin. Mpaewna nponssoacTsea
nNekapcTBEHHbIX NpenapaToB AMs KNMHUYECKUX UCCNER0BaHMIA.
OCHOBHblEe acrneKkTbl IKCMEePTU3bl COOTHOLLEHWS pUCK/Monb3a
neKapcTBEHHbIX NpenapaTos.

10

OcHogbl hapmakonorum un buocdapmaunm

BeeneHwe B o6wwyto dhapmakonormto. OCHOBHbIE MOHATUS
hapmakognHamukn. BeegeHue B YacTHyt0 hapMaKooruio.
Knaccudmkaumm nekapcteeHHbIx cpeactB. OCHOBHbIE MOHATUSA
Buodapmaummn. BroakmeaneHTHOCTb U GMOAOCTYNHOCT,
3HaveHue npu paspaboTke NeKkapCTBEHHbIX NpenapaTos.
AcnekTbl hapmakoHagsopa.

1

Cratuctnyeckne metoabl B dhapMaLeBTUHECKON
NPOMBbILLIEHHOCTH

O6uwwme ctatnyeckme metoabl. CTaTnyeckme MeToasl,
ucnonb3yeMble Ans ynpasneHns NpoLeccoM, NPpUeMoYHbIX
MCNbITAHWUI, OLLEHKM AaHHbIX UCNbITaHWIA U Banuaauun.

12

OcHOBbI MEHEXKMEHTA Ha hapMaLeBTUYECKOM NPeanpuUaTIn
BeeneHve B onepaLnoHHbIN U NPON3BOACTBEHHbIN
MeHexMeHT. KOHTpornb NponssBoacTea, OCHOBHOW rpadomk
Npoun3BoACTBa, NOMMTUKNA U NPUKa3bl Ha NPON3BOACTBE,
ANNUTENBHOCTb XPaHEHNs1 N 6€30MaCHOCTb CKNaACKUX 3anacos,
NPOrHo3 npofgax, NiaHnpoBaHMe 06bLEMOB, ONTUMU3MPOBAHHAsA
NPOV3BOACTBEHHASA TEXHOMOINS, NOCTOSIHHOE YIy4lUeHne u
BHEAPEHMEe CUCTEM KOHTPOIS NPOM3BOACTBA. YNpaBreHue

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 70 000 000 HopMaTUBHO-NPaABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/

06 yTBEpXAEHUN NPUMEPHbBIX AONOMHUTENMbHBLIX NPOEeCCMOHanbHbIX NporpaMmM dapmaLeBTMyeckoro obpasoBaHus Crpanuua 16
lMpuka3 Mu+3sdpasa Poccuu om 22 aHeapsi 2014 2. Ne 37H

npoekTamu. YnpaBneHue pabounm BpeMeHeM. YnpaBneHume
KOHGnMkTamu. [enernposaHue nosiHOMOYNNA.

13 MpomblLnNeHHas rurmeHa u aKonorna Ha papmaLeBTUHECKOM 1
Npon3BOACTBE

BeeneHwve B NpoMbILLNEHHYO rurneHy. OCHOBHbIE chakTopbl
NPOV3BOACTBEHHOW cpefpl. [paBoBble OCHOBLI OXpaHbl Tpyaa
Ha chapmaLeBTMHECKOM Npon3BOACTBe. [ocyaapcTBeHHas
cucTema oxpaHbl Tpyaa. ATtectauus paboumx Mecr.
locynapcTBeHHas akcnepTuaa ycnosui Tpyaa. MpuHumnb
ynpasneHus 6e3onacHoOCTbIO Tpyaa Ha hapMaLeBTUYECKOM
npon3soacTee. PaccnegoBaHue HeCHacTHbIX Cnyyaes,
npodpeccrmoHanbHble 3aboneBaHus. ATTectauusi pabounx MecT.
BeeneHve B NpoMbILLNEHHYIO dKonoruto. [NpaBoBble OCHOBbI
3KOMOrM4eCcKoro MOHUTOPUWHIa, aHTPOMOreHHbIE 3arpsi3HaoLLe
BELLEeCTBA, NpefernbHbIe A0NYCTUMbIE KOHLEHTPALIUN.
OKOMOrM4eckue p1ckM NekapCTBEHHbIX CPEACTB.
Okonoruyeckue TpeboBaHus kK hapMaLeBTUHECKOMY
NpPOV3BOACTBY. YNpaBneHne NPpOMbILLIIEHHbIMW OTX0A4aMu
hapmaLeBTNYECKOrO NMPOM3BOACTBA.

14 YnpaeneHue puckamu. BeegeHne B pUCK-MEHEKMEHT. 1
OcHOBHbIe aneMeHTbl MpoLeaypbl PUCK-MEHEMKMEHTA.
WNHTerpupoBaHHble cuctembl ynpaeneHus. OCHOBHblE MeToAbl U
MoAenu, NpUMeHNMbIe B dhapMaLeBTUYECKOM NPOM3BOACTBE.
MeToabl ngeHtTudmkaumm puckos. KayecteeHHble 1
KONMYeCTBEHHbIE METOAbI OLiEHKU puckoB. Cnocobbl 1 MeToapb!
MoHuTOpUHra. OCHOBHbIE 3NeMEHTbI NPUHLMNAa aHanu3a
OMACHOCTM MO KPUTUYECKUM KOHTPOIbHBIM TOUKaM U MeToaa
aHanusa BMOOB M NMOCNEACTBUN NOTEHLMATbHbIX OTKa30B.
MpakTuyeckoe NpUMEHEHWEe ynpaBneHusl puckamm npu
pa3paboTke NeKapCTBEHHOIO CPEACTBa, NPOEKTMPOBAHUN
NPOLIECCOB B NPOMBILLIIEHHOM NPOU3BOACTBE. YNpaBreHue
pvickaMu 1 TpeboBaHNA NpaBuI OpraHU3aLmMmn NPon3BOACTBA U
KOHTPONS Ka4eCTBa JIeKapCTBEHHbIX CPeACTB.

WToroBas atTectauus 6
NTOIo 35 3a4yeTHbIX
eauHuLL
(1260 yacos)*

* 1 3a4eTHas egmHMLa paBHa 36 akagemumyeckum Yyacam.

5.3. Mogynu, npvBedeHHble B MpuUMepHOM y4yebGHOM nnaHe [porpammbl, SBMSAOTCA 06sA3aTENbHLIMU [N OCBOEHUA
cnywartensmu. OBpasoBaTtenbHas opraH1saums MMeeT npaso nepepacrnpenensats 06bem BpeMeHu, OTBOAMMOIO Ha OCBOEHUE
obsi3aTenbHbIX Mogyner MporpaMmbl, NPU YCNoOBUM peanusaumn MUHUMyMa CoAepXaHus, B obbeme He Gonee 25 NpoLeHToB
TPyOOEeMKOCTU Moaynsi. B crnyyae nepepacnpefeneHus 4acoB Mexay MOAynsiMU He [OMNyCcKaeTcs WCKIIYeHWEe OCHOBHOW
TemaTuKu, onpeaeneHHol B NpuMepHoM yyebHom nnaxHe Mporpammbi.

5.4. [onyckaeTcsa 3a4eT MOAYNEn, OCBOEHHbIX B Mpouecce npealecTByoWero obyyYeHnss MO  OCHOBHbIM
npodeccuoHanbHbIM obpasoBaTenbHbIM NporpaMmamM 1 (Mnu) AONONHUTENbHBIM NPOeCcCHoHanNbHbLIM NporpaMMam, NopsaoK
KOTOporo onpegensietcsi obpasoBaTtenbHOM OpraHn3aumnet CaMoCTOATENBHO.

5.5. TlMopsigok npoekTMpoBaHust U peanusaumm [lporpammbl  onpegensieTca oOpasoBaTenbHOW OpraHusauven B
cooTtBeTcTBMM C [lopgakoM opraHusauvu 1 OCyLlecTBNeHuWs 06pasoBaTenbHOW AeATEeNnbHOCTVM MO AOMNOMHUTENbHBIM
npodieccroHanbHbIM NporpaMmMam, yTBepXaeHHbIM nprkasom MuHobpHayku Poccmm ot 01.07.2013 N 499.

VI. TPEBOBAHUA K YCNTOBUAM PEANTU3ALIMA NMPOIrPAMMBI I'IPOSDECCVIOHAJ'IbHOVI NMEPENOAINOTOBKU
CNEUMANNCTOB NO NPOMbILLNEHHON ®APMALIUN
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6.1. TpeboBaHWs K KagpOBbIM YCINOBMAM peanuaauun MNporpammbi;

6.1.1. [Jonsa wraTHbIX NpenofgasaTenen (B NPUBEAEHHbIX K LIENOYUCIIEHHBIM 3HAYEHUSIM CTaBOK) AOMKHA COCTaBMsATb He
mMeHee 70 npoueHTOoB OT obLllero KonmuyecTBa npenogasaTtenen, obecneunBarolmnx obOpa3oBaTenbHbLIN MNpPoUecc B
obpasoBaTenbHOM opraHu3aumu.

6.2. Tpe6OBaHI/IFI K MaTtepunanbHO-TEXHNYECKOMY U y'~le6H0-MeTO,EI,I/I'~IeCKOMy obecneyeHnto npOFpaMMbIZ

6.2.1. OGpasoBaTtenbHas opraHusauus, peanuaylowas aadHyio [lporpammy, OOmkHa pacnonarate MatepuarbHO-
TexHu4eckoi 6asoi, BKMOYAsi COBPEMEHHbIE ayaouTopuu, GUBMMOTEKY, MYMNLTUMEOMAHBLIA MPOEKTOp, ayauoBU3yarbHble
cpencTBa, OPITEXHUKY, KONMpoBarnbHbie annaparsl. MatepuanbHasa 6asa [oMmKHa COOTBETCTBOBAThL AEWCTBYHOLIMM CaHUTapHO-
TeXHUYeckUM HopMaM U obecrneuvBaTb NPOBEAEHWE BCEX BWOOB J1abopaToOpHOW, NPaKTUYECKOW, AWUCUUNIUHAPHOW W
MeXaUCLUNIIMHAPHOM NOArOTOBKM cryliaTenen, npeaycMoTPeHHbIX y4eGHbIM MiiaHoM peanuayemoi Mporpammbi.

6.2.2. B cnydyae npuMeHeHWUst 3NEeKTPOHHOr0 OOYy4YeHUs, AMCTaHLMOHHbIX 00pas3oBaTenbHbIX TEXHOMOTUA KaKAbIN
oby4atomics, B TedeHue Bcero nepuoga obyyeHus, gomkeH BbiTe obecnedyeH MHAUBMAYaNbHbIM HEOrpaHUYEHHbIM JOCTYMNOM
K 9NEeKTPOHHOM WHOPMaLMOHHO-00pa3oBaTenbLHOM Cpeae, COAEPXallen BCe SMEeKTPOHHble obpasoBaTefibHble Pecypchbl,
nepeuyncrieHHble B pabounx nporpaMmmax AUCUMNNUH (MoAdynew), NpaKTuK, CTaXUPOBOK, pasMeLLeHHble Ha OCHOBE NPSMbIX

OOroBOpPHbIX OTHOLLUEHUN C I'IpaBOO6J'IaﬂaTeJ'IFIMVI4.

4 Yactk 3 cTathu 16 ®enepanbHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHuu B Poccurickoit deaepativn’.

VII. OLUEHKA KAHYECTBA OCBOEHUA NPOIrPAMMBI I1P0¢EC(}I/IOHAJ1bHOI7I NMEPENOAINOTOBKH
CNEUMANNCTOB MO NPOMbILLUNEHHON ®APMALIUN

7.1. OTBETCTBEHHOCTb 3a peanuaaumto [Nporpammbl B NOMHOM 06bemMe B COOTBETCTBUM C Yy4eOHbIM MiaHOM, KayecTBO
NOAroTOBKM 0ByYaloLLMXCa HeceT obpasoBaTernbHas opraHuaaLms 2 .

3 YacTtb 7 craTtbu 28 denepanbHoro sakoHa ot 29.12.2012 N 273-®3 "O6 o6pasosanum B Poccuiickon deaepaumn’.

7.2. OueHka kavecTBa 0CBOeHUs Mporpammbl BKIOYAET TEKYLLMIA KOHTPOSb YCNEBAEMOCTM, NMPOMEXYTOUHYIO0 aTTecTaumio
00y4YaloLLMXCS U UTOTOBYHO aTTecTaumio.

MpomexyToyHast aTTecTaums 0by4aroLWMXCs AOMKHa MPOBOANTLCS MO KaXKAoMY MOZYIo NporpaMmel.
KoHkpeTHble hopMbl U Mpouedypbl TEKYLLEr0 KOHTPOMS YCneBaeMOCTU U MPOMEXYTOYHOW aTTecTauun obydatoLumxcs
yCTaHaBnuBaloTcs obpasoBaTenbHOW OpraHu3auueid CamMoCTOSITENbHO WM [OBOASTCS OO0 CBEAeHUs oByyaloLnxcsi B CPOKMU,

onpeperneHHble B NOKanbHbIX akTax 06pa3oBaTenibHON opraHu3aLum.

7.3. OcBoeHne [lporpammbl 3aBepLlaeTcsl WTOrOBOM aTTecTaumMen obydawwmxcs B dopMe, onpegensiemMomn
obpasoBaTenbHON opraHn3saumeil CaMoCToATENbHO .

& YacTb 14 cratbu 76 PeaepansHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHuu B Poccuiickoin Denepavmm’”.

7.4. Jlwgyam, ycnewHo ocsBouBwuM [lporpammy M npowegwmm WTOroBYKH —arTecTauumioo, BblgaeTcs AUMoM O
npodeccnoHanbHON NepenoaroToBKe.

Jlvuam, He npoweawMm WUTOroBOM atTecTauuu WNM NONYyYMBLUMM Ha WTOrOBOW aTTecTauuu HeyaoBneTBOPUTENbHbIE
pesynbTaThl, @ Takke nuuam, OCBOMBLUMM 4YacTb [porpamMmbl U (MnM) OTYUCMEHHBIM U3 OpraHu3auumu, BblOAETCS cnpaBka 00
0oby4eHuUn unn o nepuoge oby4veHust Mo oOpasLy, CaMOCTOATENbHO YCTaHaBNMBAEMOMY OpraHu3auuen, B COOTBETCTBUU C
npukasom MunHo6pHayku Poccum o1 01.07.2013 N 499.

MpunoxeHue N 4

NMPUMEPHASA OOMNONMHUTENIbHASA NMPOPECCUOHAIIbHASA NMPOIrPAMMA MNMEPEMOANOTOBKU
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CNEUMATIUCTOB MO PEMNYNATOPHbIM BOINMPOCAM

I. OBLUME NMONOXEHUA

1.1. HacTosiwas npumMepHasi OonofiHWTeNbHas npodeccuoHanbHas nporpamma nepenoaroToBKA CneumanucTos Mo
perynsTopHbIM Bonpocam npeacTasnser coboii COBOKYNHOCTb TpeboBaHuit, 06si3aTenbHbIX Npy peanusauum obpasoBaTtesibHOM
nporpaMMbl  NPOCeCcCHMOoHanbHOM  NEpenoaroToBkM — CneuuanucToB Mo PerynaTopHbIM - BonpocaMm  o6pasoBaTernibHbIMM
opraH13aumsimu.

1.2. Uenb gononHuTensHom npodeccmoHansHoM NporpaMmmbl NepenogrotToBku CneumnanucToB No perynatopHbiM Bonpocam
(nanee - Tlporpamma) HanpaBneHa Ha MOMy4YeHWe KOMMEeTeHuUW, Heobxoaumow [Ansi BbINOMHEHWS HOBOrO Buaa
npodeccuoHanbHON AesTENbHOCTU, COOTBETCTBEHHO NpUobpeTeHne HOBOWM KBanuduKaLun.

Il. XAPAKTEPUCTUKA MPOrPAMMbI MPO®ECCUOHAIIBHOW NEPENOANOTOBKU CMELMANUCTOB MO
PErNYNnATOPHLIM BONMPOCAM

2.1. K ocsoeHuto [porpammbl AonyckalwTcs nuua, MMeloLlme Bbicllee MeauumHcKoe, hapmaueBTuyeckoe, XMMWKO-
TexHonorn4yeckoe, buonornyeckoe, GBUOTEXHONOIMYECKOE UM XUMMUYECKOE NMpodeccrMoHanbHoe obpasoBaHue; acnmMpaHTbl 1
opavHaTopbl, oby4allimecss Mo nporpaMmamM acnupaHTypbl M OpAMHATYpbl MELAMLUHCKOro, hapMaleBTUYeCcKOro, XMMUKO-
TEXHOIOMMYecKoro, OMonornyeckoro, OGUOTEXHOMOIMYECKOrO MMM  XUMUYECKOro HanpaeneHusl; nuua, obyyawlmecss no
nporpaMmam MarucTpaTtypbl BblleyKka3aHHbIX HaMpaBMeHWn, a Takke NO nMporpaMMaM crneuuanuTeTa, OCBOMBLUME 0a30BYHO
YacTb OCHOBHbIX MpodheccroHanbHbiXx 0Opa3oBaTeNbHbLIX NPOrpamMmM, NPegyCMOTPEHHYIO COOTBETCTBYHOLWMMY dhedepanbHbIMm
rocyaapcTBeHHbIMM 0bpasoBaTternbHbIMM CTaHAapTaMu, B oobeme He MmeHee 70 NpoLeHTOB.

2.2. ®opmbl 06ydeHusa no [lporpamme onpedenstoTca  opraHu3aumen, OcCyllecTBrsawwen obpasoBaTenbHyo
[eATenbHOCTb, camocTonTenbHo L .

1 YacTb 5 cratbu 17 PenepanbHoro 3akoHa ot 29.12.2012 N 273-$3 "O6 o6pazoBaHum B Poccuiickoit Pepepaumm”.

2.3. O6bem [lMporpaMmmbl BHE 3aBMCMMOCTWM OT NpUMEHsAeMbIXx obpasoBaTenbHbIX TEXHOMOMMK, peanuaauum nporpamMmmbl
HECKONbKUMM OpraHu3aumsiMn, ocyLLecTBNALWMMM obpa3oBaTenbHylo AeATENbHOCTb C UCNONb30BaHMEM CeTeBon (PopMbI,
peanusaummn oby4eHnsa Nno nHanBMAayansHOMy y4ebHoMy nnaHy, AormkeH 6biTb He MeHee 1260 YacoB nnu 35 3a4eTHbIX eguHUL,
(3.e.).

Cpoku ocBoeHus Mporpammbl onpeaensoTca obpasoBaTeribHON opraHm3aumen.

2.4. O6by4eHmne no MNporpamme MOXET OCYLLECTBNATLCA KaK €AMHOBPEMEHHO N HEMPEPLIBHO, TaK M MO3TANHO (ONCKPETHO),
B TOM 4ucrne nocpeacTBOM OCBOEHUS OTAernbHbIX MOAynew, B COOTBETCTBMM C [1OPSAKOM OpraHv3auum M OCyLLEeCTBAEHUs
obpasoBaTenbHON AEATENbHOCTM N0 AOMNONHWTENbHBbIM _NPOd)ECCMOHaNbHbIM _NporpaMmmam, YTBEpPXKOEHHbIM  [puKasoM
MuHucTepcTBa 06pasoBaHus u Hayku Poccunckon Penepauun ot 1 nong 2013 rona N 499 (3apernctpupoaH MUHUCTEPCTBOM
toctmumm Poceuiickon ®egepaunm 20 asrycta 2013 roga, pernctpaumoHHbin N 29444) (nanee - npuka3 MuHoGpHaykm Poccum
o1 01.07.2013 N 499), 1 (nun) goroBopom 06 obpasoBaHum.

2.5. Mpu peanuzauun lNMporpaMmmbl MOTYT NMPUMEHATBLCS 3MEKTPOHHOE 00y4eHue U OUCTaHUUOHHbIE OOpa3oBaTerbHbIE
TexHornornu, ceteBas dopma peanu3aumm obpasoBaTenbHbIX MporpaMM, B  COOTBETCTBMM C  doedeparbHbIM

3aKoHOAATENbCTBOM 2.3

2 Yactb 2 crateu 13 PepepanbHoro 3akoHa ot 29.12.2012 N 273-93 "O6 obpaszoBaHum B Poccuiickont Peaepaumm’”.

3 Yactb 1 ctatbu 15 PenepansbHoro 3akoHa ot 29.12.2012 N 273-93 "O6 o6pasoBaHuu B Poccuiickon Peaepaumn’.

lll. XAPAKTEPUCTUKA KBATTUDUKALIUMN CMELIUATTUCTA NO PEINYNATOPHbLIM BOINMPOCAM

3.1. Cdepamu npocdheccnoHanbHON AEATENBHOCTM cneumnanmcTa no perynsatopHbiM BONPOCaM SIBASKOTCS OpraHn3auum u
UX CTPYKTYpHble NOApasfeneHus, OCYLUECTBNAKLINE [OEATENbHOCTb MO UCCNeAOBaHWI0, MPOWM3BOACTBY, 3JKCMepTuse u
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rocyfapCTBEHHOM  perucTpauMm  feKapCTBEHHbIX MpernapaToB, MOHWTOPUHIY  COOTBETCTBUSI  3apPErMcCTpUPOBaHHbIX
NeKapCTBEHHbIX MpenapaToB TpeGoBaHMSM PEermcTpaumoHHOro [ockbe, OOecrneqYeHuto [OesTENbHOCTY opraHusauum npu
obpalleHnM neKkapCTBEHHbIX CPEeACcTB B COOTBETCTBMM C TpebGoBaHUAMM HOPMATUBHBLIX MNPABOBLIX aKTOB OpraHoB
rocyapCTBEHHOrO yrnpaeneHus B cpepe obpalleHUst NIeKapCTBEHHbIX CPeaCTB.

3.2. Cneumanuct no perynaTtopHbiM BOMNpoCcaM OO KeH ObITb NOATOTOBMEH K peweHuo cnegyrowmx I'IpOCbeCCI/IOHaJ'IbeIX
3agav:

nnaHnpoBaHue, KoopanHauuma u (I/IJ'II/I) ynpaslneHne, a Takke y4yactune B LOEeATEeNIbHOCTM No noarotoBke [OOKYMEHTOB
perncTpaumoHHOro gocbe Ha J'IeKapCTBeHHbIIZ npenapart,

KoOpAMHaUMs, MOArOTOBKA W 3KCMepTu3a AOKYMEHTOB, MPEACTaBMsieMblX B PErynaTOpHbIA opraH B cdepe obpalleHus
NeKapCTBEHHbIX NpenapaTtoB, C LEeNnbl rocyaapCTBEHHOW perncTpaumu, MNOATBEPKOEHUS rOCyAapCTBEHHOW peructpauuu,
BHECEHUS WU3MEHEHW B LOKYMEHTbl PErMcTPauUMOHHOIO [OCbe W MOSyYEHWUs paspeLleHusi Ha MpoBedeHWEe KIUMHUYECKUX
nccrnefoBaHuWii NEKAPCTBEHHbIX NPEnapaTos;

3KCNepTM3a AaHHbIX MW OTYETOB O pesynbTaTax UCCRedoBaHUiA NeKkapCTBEHHbIX CPeACTB Ans obecneyeHns X Hay4yHown
060CHOBaHHOCTU, MPaBUIbHOCTY U YETKOCTU NPeACcTaBneHust MHcpopmaLum;

obecrneyeHne akTyanbHOM WHoOpMaLMelr PyKOBOACTBA W COTPYOHWMKOB OpraHu3auMm o TpeboBaHUSX HOpPMaTUBHbLIX
NpaBoOBbIX AKTOB MO 0OpaLLEeHUI0 NEKAPCTBEHHbIX CPEACTB, MX MHTepnpeTauuu Ans npakTUYecKon OeATenbHOCTU B Liensx
obecrneyeHnst COOTBETCTBUS [OesTENbHOCTM OpraHv3aumum npyu  obpalleHMn NeKapCTBEHHbIX CpeAcTB  [OEeNCTBYOLLMM
TpeboBaHusAM;

npoeeneHmne OUEeHKN ITUKETUPOBOYHBLIX MaTtepuarnos, I/IHCprKLI,I/IIZ no MeguunHCKOMY MPUMEHEHNHD, pPeKIlaMHbIX
mMmaTtepunanoB O JIeKapCTBEHHbIX CpeacTBax Ha NX COOTBETCTBME ﬂeVICTBy}OU.LI/IM HOPMAaTMBHbLIM NMPaBOBbIM akTaMm,

CcOoCTaBreHne paboyumx WHCTPYKUWUA, CTaHAAPTHbIX ONepaLMOHHbIX Mpoueayp W APYrMX MHCTPYKTUMBHbLIX Matepuarnos B
npegenax ceoen npodgeccnoHanbHoOm AeaTenbHOCTY;

npencraeneHne NMHTepecoB opraHn3aunn B opraHax WCNOMNHUTENBHOM BNacTu no Bonpocam O6paLLl,eHVIFI J1IeKapCTBEHHbIX
CcpencTs;

opraHu3auma n koopanHauuna OOKIMUHUYECKUX U KIMMHUYECKUX nccnenoBaHui NleKapCTBEeHHbIX CpencTtB, MOHUTOPUHI UX
npoBegeHuns,

3KcnepT3a MPOTOKOSOB KIMHWUYECKUX WUCCredOoBaHWA NleKapCTBEHHbIX MpenapaToB C Lenbio obecnevyeHuss MonHOThI
[AaHHbIX, HanpaBnseMbIX B PErynsTopHbIi opraH B cpepe obpalleHUst IekapCTBEHHbIX CPeaCTB;

opraHusaums n (unu) yyactme B OOyyYeHUM COTPYOHWKOB OpraHu3auuu Mo Borpocam, perynupyowum obpalleHue
neKkapcTBEHHbIX NpenapaToB 1 chapMaLeBTUYECKUX CyBcTaHLmiA;

y4qyactme B CaMOUHCNEKUNAX, NHCNEeKUMAX N ayanTax CTOPOHHUX OpFaHI/I3aLI,I/IIZ;

OopraHn3auma n yvactme B NoArotoBkKe MnijiaHOB KOPPEKTUPYHLWMX U npegynpexaarowmx OEencTBui B Lensx obecneyeHus
COOTBETCTBUA NEKapCTBEHHbIX npenapaTtoB Tpe6OBaHVIF|M perncTpaunoHHOro 4ocCbe;

noaroToBka 38Tpe6OBaHHOIZ OT OopraHunsauunum VIHd)OpMaLLI/II/I O NeKapCTBEHHbIX npenaparax, O COOTBETCTBUM NnpoayKunn
YCTaHOBJT1€HHbIM TpeGOBaHI/IFIM B OTHOLWIEeHUN Ka4ecTBa, 3(*)d)eKTVIBHOCTI/I n GesonacHocTtw, COOTBETCTBYHOLLNX aHKET "
OMNPOCHWKOB;

nposeneHne aHanmsa peKnamauMVl, NOCTYNMUBLLNX B OpraHn3auunio 1 noAarotoBka peKomeH,qau,mVl no nx 06pa60TKe;

KoopavHauus OesTeNbHOCTU OpraHu3auMu Mo OT3biBY C pblHKA JIEKapCTBEHHbIX MpenapaTtoB WX NMPUOCTAHOBIIEHUS UX
obpalleHus;

opraHuMsaums n koopauHaumst pabot no otbopy obpasuoB NPoAyKUMM MO TpebOBaHUIO PErynsaTopHOro opraHa B cdepe
obpalleHns nekapCTBEHHbIX CPELCTB;
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OopraHu3dauma n npoeeaeHme OLEHKU COOOLLEHNN O HexenaTerbHbIX peakynax opraHmama 4enoBeka WM XMBOTHOIO,
CBA3aHHaA C npMmMmeHeHnem JreKapCTBeHHOro npenapara, U noarotoBka COOOLLEHNN N OTYETOB O HMX B COOTBETCTBYOLNE
(benepaanble OpraHbl MCMNOMHNTENBbHON BNacTu B YCTaHOBJ1IEHHOM nopsAke.

IV. TPEBOBAHUA K PE3YNILTATAM OCBOEHUSA MPOrPAMMbI MPO®ECCUOHATIbHON NEPENOAIOTOBKMU
CNEUMAIINCTOB MO PEMNYNATOPHbLIM BOINMPOCAM

4.1. B pesynbrate ocBoeHus [Nporpammel y cnywiatens A0mKHbl ObITb COOPMUPOBaHbI CNeayLLne KOMNETEHLUN:

FOTOBHOCTb K pa3paboTke PerynaTtopHbiX CTpaTervii M WX peanusauuu, BKMoYas MNpoeKTUpOBaHue, nnaHupoBaHue,
pa3paboTky M ynpaeneHne npoueccamn paspaboTKM NeKapcTBEHHbIX CPEeACTB, B COOTBETCTBUMM C  0BsA3aTenbHbIMM
Tpe6GoBaHusaMU, ycTaHoBMeHHbIMM B Poccuiickoin ®emepaunn, UM NPUMEHSIOWMMUCS MPOLEAYPamMy  roCyaapCTBEHHOW
perucTpaLmMm nekapcTBeHHbIX MPenapaTtoB U BHECEHUS W3MEHEHU B PEerucTpauMoHHOE [O0Che Ha 3aperucTpupoBaHHble
neKkapcTBeHHble npenapars;

BNnageHue MetogonormaMmn OUEeHKM KadecTBa J1eKapCTBEeHHbIX npenapaTtoB W OTHOLWEHUA oXmgaemonm nomnb3bl K
BO3MOXXHOMY PUCKY €ro NnpuMeHeHnd;

FOTOBHOCTb K aHanu3y W OLeHKe AOKYMEHTaUMWU U AaHHbIX JAOKMUHUYECKUX, KITMHUYECKMX UCCIef0BaHWn NeKapCTBEHHbIX
cpeacTs, hapMaLeBTNYECKO pa3paboTKM NEKapCTBEHHbIX CPEACTB;

BnageHue MeToAoNorMen ynpasneHnst Ka4eCTBOM U YNpaBrieHns puckaMu B 06acTy NPOMbILLNIEHHON thapmauuu;

FOTOBHOCTb UCMOMb30BaTb OCHOBbI NMPaBOBbIX 3HaHWI, TpebOBaHMA OCHOBHbIX CTaH4APTOB CUCTEMbI HaZnexallmx NpakTukK
B NpodeccnoHanbHoOm AesaTenbHOCTY;

CMOCOBHOCTb K UCMOMb30BaHMNI0 MEXAMCLUNIIMHAPHOMO NMOAXoAa K pelleHnto NpakTUYecknx 3agad B NpodeccroHansHom
AesTenbHOCTY;

BnageHune HaBblkaMn BeaeHUsa neperoBoposB, yCTaHOBMEHNA KOHTAKTOB U HaBblKaMu I'IpOd)eCCI/IOHaJ'IbHOI7I aprymeHTauuu;

BnageHne HaBblkaMW MOWCKa I'IpO(*)eCCI/IOHaJ'IbHOIZ I/IH(*)OpMaLIMI/I, CaMOCTOATENIbHOIO oBJllageHnd HOBbIMW 3HaAHUAMWM C
NCnosfib3oBaHNEM COBpPEMEHHbIX 06paaoBaTeanb|x TEXHOMOrNN.

V. TPEBOBAHUA K COOEPXXAHMUIO MPOrPAMMbI MPO®ECCUOHANIBLHOW NEPENOArOTOBKMU
CMNEUMAIIUCTOB MO PEINYNIATOPHbIM BOINMPOCAM

5.1. Crtpyktypa peanusyemonn [lporpaMmmbl [OSPKHA COOTBETCTBOBaTb TpeboBaHusiM [lopsaka opraHuvsauum  wu
ocyulecteneHna obpasoBarenbHON AeATENbHOCTU N0 AONONHUTENbHLIM NPOtECCMOHaNbHBIM NpOorpaMMam, YyTBepPXAEeHHbIM
npukasom MuHobpHayku Poccun ot 01.07.2013 N 499.

5.2. CogepxaHue MNporpammbl AOMKHO BKMOYaTL BCe MOAYNMU, yKasaHHble B NPUMEPHOM y4eGHOM nnaHe.

NMPUMEPHbIWA YYEBHbIN MNAH

N n/n HaumeHoBaHWe gucumnnunH (Moaynewn) n ux OCHOBHbIE TpynoemkocTb,
pasgensl 3.e.
1 lNpaBoBble acnekTbl NPOMbILLEHHON dhapMaumm n 3

rocyapCTBEHHOrO perynMpoBaHust obpalleHus
NeKapCTBEHHbIX CPeCcTB

BeeneHwue B npoMblilneHHyto hapmaumio. Obwmin 063op
3aKOHOAATENbHBIX M NOA3AKOHHLIX HOPMATUBHbIX NMPaBOBbLIX
aktoB B Poccuinckon ®egepaumm n TamoxXeHHOM Coto3e, B TOM
yucne agMMHUCTPATUBHBIX pernaMmeHToB. HaumoHanbHas
nekapcTBeHHas NonuTuKa. focyaapcTBeHHbIE MPOrpaMMel.
OCHOBHbIE 3aKOHbI, perynupytowime obpaiieHme
nekapcTBeHHbIX cpeacTB. OCHOBHbIE NONOXEHWS
DdenepansHoro 3akoHa ot 12 anpensa 2010 roga N 61-93 "O6
obpallieHnn nekapcTBeHHbix cpeacTs” (CobpaHune

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 70 000 000 HopMaTUBHO-NPaABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/499032387#6540IN
http://docs.cntd.ru/document/499032387#64U0IK
http://docs.cntd.ru/document/902209774#7D20K3

06 yTBEpXAEHUN NPUMEPHbBIX AONOMHUTENMbHBLIX NPOEeCCMOHanbHbIX NporpaMmM dapmaLeBTMyeckoro obpasoBaHus Crpanuua 21
lMpuka3 Mu+3sdpasa Poccuu om 22 aHeapsi 2014 2. Ne 37H

3akoHopgatenbcTBa Poccuickon degepaumm, 2010, N 16,
c1.1815; N 31, ct.4161; N 42, c1.5293; N 49, c1.6409; 2011, N
50, c1.7351; 2012, N 26, c1.3446; N 53, c1.7587; 2013, N 27,
cT.3477; N 48 c1.6165; 2014, N 11, c1.1098). OCcHOBHbIE
MONOXEHUS1 MATEHTHOrO 3aKOHOAATENbCTRA.
locynapcTBeHHble OpraHbl UCMONMHUTENBHOW BracTu B cdepe
obpalleHns nekapcTBeHHbIX cpeacTs B Poccuu,
rocyaapcTBeHHas cuctema perynuposaHus obpatleHus
neKkapcTBeHHbIX cpecTB. JinueHsnpoBaHue n akkpeamTaums.
CepTtudmkaumns n geknapupoBaHune. ACnekTbl
hapmakoHaasopa. MexagyHapogHbIv OnbIT.

2 Crpaternyeckoe ynpaeneHue (nnaHnpoBaHue) perynsaTopHon 3
AesATeNbHOCThLI0

Mopsimok obpallieHnst NekapCTBEHHOIO CpeAcTBa M NpaBuna
Hapnexallen npakTukn. BaanMocessb perynsTopHbIX
BOMPOCOB C APYrMMU acneKkTaMmn AesiTeNbHOCTU KOMMaHUW.
O630p perynsTopHbIX OpraHoB B CTpaHax TaMOoXeHHOro
coto3a u apyrux ctpaHax. ®apmakonen. OCHOBHbIE 3Tanbl
rocyaapCTBEHHOWN perncTpaummn nekapcTBeHHbIX NpenapaTos,
NoATBEPXAEHUS perncTpaummn nekapcTBEHHbIX NpenapaTos U
BHECEHWE N3MEHEHWI B perncTpaLmoHHoe JOCbe Ha
nekapcTBeHHbIN npenapat. MexayHapoaHble pykoBoACTBa.
CTpyKTypa perncTpaumoHHOro 4OCbe Ha NekapCTBEHHbIN
npenapar Ans pOCCUNCKOro 1 3apyBexxHOro pbIHKOB.
3asBneHune o rocygapcTBeHHOW perncTpaumm nekapcTBEHHOro
npenapara. Oco6eHHOCTU PerncTpPaLMoHHOro A0Cbe Ans
oTAenbHbIX IPYNM NekapcTBEHHbIX NpenapaToB. JKCnepTusa
NOMNHOTLI PErMCTPaLMOHHOIO JOChE Ha NeKapCTBEHHbIN
npenapar. Pernctpauums LieH Ha NekapCTBEHHbIE Npenaparhbl.
OCHOBHbIE NPUHLMMNBI B3aUMOOENCTBUS C rOCyAapCTBEHHBIMU
opraHamMmu UCMONHUTENbHOW BnacTu. BBegeHue B MapKeTuHr
neKapCTBEHHbIX cpeacTs. MprHUMNbI M NpakTuka
NPOABMKEHNS NEKapCTBEHHbIX cpeacTB. BeeaeHne B
hapmakoskoHOMuUKY. MNopsigok OTNycka NekapCTBEHHbIX
cpencTB. PerynaTtopHas AesiTensHOCTb NP NINLEH3MPOBaHUN,
akKkpeauTaumu, Beiycke B obpalleHne nekapCTBEHHbIX
cpencTB. FocynapCTBEHHBIM KOHTPOIb KavecTsa
NeKapCTBEHHbIX CPeCTB.

3 OnepaTtuBHOE ynpaBneHne perynatopHon AesTenbHOCTM 3
®yHKUMKM NnogpasfeneHust No PerynsaTopHbIM BOMPOCaM.
O6yyeHre coTpyaHuKOB. B3aumopencreue ¢ opyrumum
nogpasgeneHusMu. YnpasneHue nHhopmaumen.
OneKTPOHHbIE PECYPChI, SMEKTPOHHBIA JOKYMEHTOOOOPOT.
OnekTpoHHoe fockbe. [naHnpoBaHve 1 ynpasneHue NPoeKTom
no perucTpauum nekapcTBeHHOro npenapara. BeegeHue B
ynpaeneHue npoektamu. [NnaHupoBaHue perynatopHom
[eATeNnbHOCTN AN 3aperncTpMpoBaHHbIX NIeKapCTBEHHbIX
npenapatoB. BeegeHune B acphekTMBHLIE KOMMYHUKaLMK 1
neperoBopbI.

4 PerynvupoBaHue hapmaueBTUYeCKUX CybCTaHLmM 2
OCHOBHbIE TEXHOMNOIMYECKME CTaUK NMOMNyYeHNs
dapmaueBTnyeckmx cybctaHumin. TpeboBaHus K
JOKyMeHTauum Ha dhapmaLeBTuyeckue cybcraHumm.
PaspaboTka crneumdukaumm Ha hapmaleBTuyeckme
cy6cTaHumn. OcobeHHOCTY BUONOTrNYECKMX 1
BuoTexHonornyeckmx apmaLeBTUHECKNX CYOCTaHLUIA.
®yHKUMU NpU ayauTe NOCTaBLUMKOB CyOCTaHLUNA.
PerynsatopHble AeNCTBUS NPU U3MEHEHNSX
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(hapmaueBTUYECKMX CybCTaHUmi. PerynaTopHas ctpaterns
AnNs HOBbIX Y BOCMPOU3BeAEHHbIX hapMaLieBTUYECKMX
cyOcTaHUmMin. ACMeKTbl 3KCNEePTU3bl hapMaLleBTUHECKUX
cybcTaHLuiA.

5 PerynupoBaHue obpalleHns nekapCTBEHHbIX NpenapaTos 4
Mopsigok obpalleHns nekapcTBeHHbIX cpeacTB. OCHOBHbIE
aTanbl pa3paboTku nekapcTBeHHbIX npenapaToB. OCHOBHbIE
TEXHONOorMyeckne cragumn Ans pasnuyHblX nekapcTBeHHbIX
dopm (TBEpAbIE [O3MPOBaHHLIE hOpMbI (BKMOYaA hopMbl C
MOANULMPOBAHHBIM BbICBOBOXAEHNEM), XUAKME U MATKME
nekapcTBeHHble (hOpMbI (PacTBOPbI, CYCNEeH3un, Kanmnu,
cnpew, Mmasu, renu)) u BHyTPUNPOU3BOLACTBEHHbIA KOHTPOIb.
TpeboBaHuWsl permMcTpaLnoOHHOrO 4OChE Ha NEKAPCTBEHHbIN
npenapart 1 JoKyMeHTaummn no hapMaLeBTU4eCcKomn
pa3paboTke 1 ONMCaHUI TEXHOMOTMYECKOro npoLecca.
MpWHUMNBLI co30aHns NekapcTBeHHbIX hopM, BMOAOCTYNHOCTL
W BNMsiHWE BCrOMoraTenbHbIX BellecTs. [puHumnbI
BanuaaLum TEXHONOMMYeCKoro npoLecca, onncaHue B
perucTpaumoHHOM OOCbe Ha NekapCTBEHHbIN npenapar.
PerynsatopHble TpeboBaHMsA Npy USMEHEHUM COCTaBa U
TEXHOMNOrMN NPOM3BOACTBA JIEKAPCTBEHHBIX NMpenapaTos.
PaspaboTka cneuundukauuii 1 metoguk aHanunsa. TpeboBaHus
K 9TUM pasaenamM permcTpaumoHHOro 4ocbe Ha
nekapcTBeHHbIn npenapat. OCHOBHbIE MeTOAbLI aHanusa
nekapcTBeHHbIX cpeacts. apmakonen. CtaHOapTHble
obpasupl, NpenapaTtbl U MaTepuansl. Banuaaums
aHanuTUYecknx meToauk. MayyeHune ctabunbHoOCTH.
CocTaBneHue u pegaktpoBaHue hapmMaLeBTUYECKON YacTu
perncTpaumoHHOro 4OCbe Ha NekapCTBEHHbIN Npenapar.
PerynsaTtopHble TpeboBaHua Npy USMEHEHUU METOAMK
KOHTPONS, CpoKa roAHOCTU 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX NpenapaToB. ACMEKTbI AKCNEPTU3bI
(hapmaLieBTMHECKON YacTn permcTpaLMoHHOro 4oCke Ha
nekapCcTBEHHbIN nNpenapar.

6 ObecneyeHue kayecTBa U CUCTEMbI MEHEI)KMEHTA KayecTBa B 3
(hapmaLieBTUYECKON OTpacnu

Cuctembl MeHe)kKMeHTa KavecTBa B (hapMaLeBTUHECKON
oTpacnu 1 nNpasun Hagnexaluew npaktuku. Npasuna
opraHusaLmm Npon3BOACTBa U KOHTPONS KadecTsa
NeKapCTBEHHbIX CPeACTB, OCHOBHbIE MOMNOXEHWUS NpaBun 1
nopsaku obecneyeHns kadecTtsa. VIHcnekTupoBaHve
npon3soacTea. Npon3BoacTBO 1 KOHTPOIb KayecTsa no
KOHTpakTy. Ponb ynonHomoueHHoro nuua. Obs3atenbcTea
[Aepxarens perncTpaunoHHOro yA0CTOBEPEHMS Ha
3aperncTpupoBaHHbIv NeKapCTBEHHbIN Npenapar.
B3anmocessb permcTpaumoHHbIX TpeboBaHui 1 NpaBus
opraHusaLmm Npon3BOACTBA U KOHTPONS KayecTBa
nekapcTBeHHbIX cpeacTB. Kputepumn aphekTMBHON CUCTEMBI
MeHeKMeHTa kadecTBa. Baanmopeiicteue ¢
YNONMHOMOYEHHBIM NMLOM MPOU3BOANTENS NEKAPCTBEHHOTO
CpeacTBa U MapKETUHIOM MO KOHTPOIo uaMeHeHuin. Cuctema
MEHEPKMEHTA KayeCTBa B AEATENIbHOCTU PErynsiTOPHOro
nogpasgenenns. KoHuenums ka4ecTea, 3annaHMpoBaHHOIO
npu paspaboTke.

7 PerynupoBaHue KnMHU4eckux nccrieqoBaHni ekapCTBEHHbIX 4
npenaparos

OCHOBHbIE NPUHLMMbBI MTPOBEAEHNS KITMHUYECKMX
nccnenoBaHuMii nekapcTBEHHbIX NpenapaToB. Hagnexawas
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KNMHMYeckas npakTvka B cTpaHax TaMOXeHHOro cotosa.
KnunHuko-capmakonoruyeckme acnektbl. ObecnedeHne u
KOHTPOIb KayecTBa MCCrefoBaHui. YnpaBneHue AaHHbIMU
KINMHMYeCKoro ncenenoaHnsi. OCHOBHbIE NIaHbl KITMHUYECKUX
uccneaoBaHUn U METOAbI OLLEHKM AaHHbIX. OCHOBHbIE
acrneKTbl MPaBuI OpraH13aLuum NPOU3BOACTBA M KOHTPOIS
KayecTBa B OTHOLUEHUM NIEKAPCTBEHHbIX NPenapaTtoB Anst
KIMMHUYECKUX nccnenoBaHunin. OCHOBHbIE AOKYMEHTLI U
nopsaoK NONyYeHUst pa3peLLleHnin Ha KIIMHUYeCK1e
uccnegoBanusi. OCHOBHbIE acneKTbl 3TUHECKON IKCNEPTUSbI.
Ocobble kaTeropuv naumMeHToB. YnpaeneHue NpoekTom no
NpoBeAEeHNIO KNMUHUYECKOro uccnegosaHus. MOHUTOPUHF
6e30nacHOCTY NekapCTBEHHBIX NpenapaToB B KMUHUYECKOM
uccnegosaHun. TpeboBaHUs K AaHHLIM U [JOKYMEHTaMm Mo
KMWHWYECKUM UCCNegoBaHnsaM B permcTpaLunuoHHOM A0Ckbe Ha
neKapCTBeHHbIN npenapart. ACNekTbl 3KCMepTU3bl OTHOLLEHNS
0Xnaaemon nomnb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
nekapcTBeHHOro npenapara. FocyaapCTBEHHbIV KOHTPOSb
(Hag3op) 3a KNMHUYECKUMW UCCREa0BaHUSMM.

YnakoBKa 1 MapKMpOBKa NekapCTBEHHbIX CPeACTB
OcCHOBHbIE BMAb! YAKOBKM, NOAXOAbI K BEIOOPY YNaKOBKW.
XapaKTepuCcTUKN OCHOBHLIX YMAKOBOYHbLIX MaTeprarnos.
BnvaHve nepeuyHOn ynakoBku Ha 6e30nacHoOCTb 1
CTabunbHOCTb. YNakoBKa Kak CPEACTBO 3alUnThl OT
anbcudmkaumm n obecneveHns cobnogeHns pexumma
[03npoBaHus. Pasgensl perucTpaunoHHOro gocke 1
OOKYMEHTbI MO YNakoBKE U MapKMpPOBKE 1 OCOBEHHOCTU MX
noaroToBku. TpeboBaHMs K MapKMPOBKE NEKAPCTBEHHBLIX
cpeacts B Poccuiickon ®epnepauum n ctpaHax TamMOXXeHHOro
coto3a. PerynaTtopHble TpeboBaHMs Npy U3MEHEHUN
YNaKOBOYHbIX 1 3TUKETMPOBOYHbIX MaTepuanoB. TpeboBaHus K
COOEPKAHMIO MHCTPYKLMM NO MEANLMHCKOMY NPUMEHEHMIO,
NopsiAOK BHECEHMS! B HEE U3MEHEHMIN. ACNEKTbI 3KCNEPTU3bI
YNaKoBKMN N MapKUPOBKMU.

PapmaueBTUyeckasi MMKpobronorus

BeeneHve B hapmaLeBTUYECKYH MUKPOBUONOruio.
Mwukpobuonornyeckue acnekTbl NPOU3BOACTBA CTEPUITbHBIX
nekapcTBeHHbIX NpenapatoB. Mukpobronoruyeckue
nokasarenu kadectea. ®apmakoneun. Banugauus
MuKpobuonormyeckmnx metoguk. icnonb3osaHue
AHTUMUKPOGHLIX KOHCEPBAHTOB. BakTepuanbHble
9HOOTOKCHHbI U NMUPOrEHHOCTb.

10

PerynupoBaHue JOKNMMHUYECKUX UCCIEfoBaHWiA
NEeKapCTBEHHbIX CPEeLCTB

OCHOBHblE NMPUHUMMbI ¥ BUAbI JOKITMHUYECKUX UCCNEL0BaHMN.
MpaBwna npoBeaeHUs: JOKMMHUYECKUX UCCIEqoBaHUIA.
OcHoBHble acrnekTbl hapMaLeBTUHECKON TOKCUKONOMM.
TpeboBaHuWs k hapMaKo-TOKCUKONOTMYECKUM [aHHbIM B
perucTpaLmroHHOM JOCbe Ha NeKapCTBEHHbIN Npenapar.
PerynstopHas cTpaterusi B OTHOLUEHUW JOKIIMHUYECKMX
nccnefoBaHUin NEKapCTBEHHbIX CPEACTB.

1

dapmakoHaasop

OcHoBHble NoHaTMsA. OB30p 0Te4eCTBEHHON M rMobansHO
cuctembl hapmakoHagsopa. PerynatopHble AerncTBrs npu
hapmakoHagsope. MNpuHLUNbI yrpaBneHust puckamm
6e3onacHocTn. OpraHnsauusi pabot no hapMakoHaa30py.

12

Bruogapmaums
OcHoBbl hapMaKoKUHETMKN. B1O3KMBaNEHTHOCTb U
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ObuogocTynHocTb. bruodapmaueBTuyeckasn cucrema
Knaccudumkaummn nekapcTBeHHbIX cpeacTB. PerynatopHas
cTpaterns npy npoBedeHMn nccregqoBaHnm
OMO3KBMBANEHTHOCTK, An3aliHbl UCCNELOBAHUN.
AHanuTuyeckme Metoamkmn n nx sanvaaums. OueHka
aHanuTMYeCcKon YacTn nccnesoBaHus.

13 BuocTtatuctuka 1
Ob6wwue cTaTucTUYeckne MeToabl, UCMoNb3yeMble B
hapmaLeBTUYECKOM aHanuse, Banuaaumm n n3y4eHum
cTabunbHoCcTU. BrocTaTncTUKa, OCHOBHbBIE CTaTUYecKne
METO/Ibl B aHANUTUYECKNX U KITMHUYECKUX UCCTIEN0BaAHUAX.

WTorosas attectaums 6
NTOIo (1260 yacos unun
353.e.)

* 1 3a4eTHasl eguHULA paBHa 36 akageMNYeckum Yacam.

5.3. Moaynu, npuBefeHHble B MpuMepHOM yd4eGHOM nnaHe [porpamMmbl, sIBNAOTCS 06si3aTenbHbIMM AN OCBOEHUS
cnywatensmu. ObpasoBaTenbHasi opraHM3aums UMeeT NpaBo nepepacnpenensite 06beM BPpEMEHU, OTBOAMMOIO Ha OCBOEHME
obsa3aTenbHbIX Moaynel MNporpaMmbl, MY YCIIOBMU peanvsaunM MUHMMYMa coaepXKaHus, B obbeme He Goree 25 npoueHToB
TPyOooemMKkocTM Mogynsi. B cnyyae nepepacnpegeneHus 4acoB Mexay MopynsMu He [OMycKaeTcsl MCKMHYeHWe OCHOBHOM
TEMaTUKU, onpeaerieHHol B NpuMepHoM y4ebHoM nnaHe MNporpaMmbl.

5.4. [onyckaercss 3a4eT MoAOyneil, OCBOEHHbIX B MpoOLecce MNPEedlecTByiolero obyYeHnss M0  OCHOBHbIM
npodpeccmoHanbHbIM 06pasoBaTteribHbIM Nporpammam 1 (Mnu) AOMOMHUTENbHBIM NPOGECCUOHaNbHLIM NPorpaMmam, NopsaoK
KoToporo onpegensercs o6pa3oBaTenbHON opraH13aLmen CaMoCTOATENBHO.

5.5. Tlopsigok npoekTupoBaHus M peanu3aumm [porpamMmbl onpedensieTcs obpasoBaTeNibHOW OpraHusauuven B
cooTBeTCcTBMM C [lopaokom opraHusaumyv U - OcyulecTBreHud obpasoBaTenbHoW AedTenbHOCTM N0 AONOMNHUTENbHbIM
npodheccnoHanbHbIM NporpaMMam, yTBepXKaeHHoro npukasom MuHo6bpHaykm Poccum ot 01.07.2013 N 499.

VI. TPEBOBAHMA K YCITOBUAM PEATIU3ALIUM MPOrPAMMbI MPO®ECCUOHANILHOW NEPENOArOTOBKMN
CMNEUMAJIUCTOB MO PEIMNYNATOPHbIM BOINMPOCAM

6.1. TpeboBaHus K KagpoBbIM YCroBMAM peanuaauun MNporpammbi:

6.1.1. Jona wTtaTHbIX NnpenogaBatenen (B NPMBEAEHHbIX K LIENOYMCIEHHbIM 3HA4YEHMAM CTaBOK) AOMKHa COCTaBMATb He
mMeHee 70 npoueHTOB OT obuwero konuyectsa npenogaBaTeneit, obecnedMBalOMX oOpa3oBaTenbHbLIM MNpouecc B
obpasoBaTenbHOM OpraHn3aumm.

6.2. TpeboBaHWs K MaTepManbHO-TEXHNYECKOMY N y4eBHO-MeToan4eckoMy obecnedeHmto MNporpammel;

6.2.1. OO6pasoBaTtenbHas opraHusauusi, peanusylollass gaHHyto [lporpammy, OorkHa pacnonaraTtb MarepuarnbHo-
TeXHMYeckon 6as3on, BKMOYas COBPEMEHHble ayauTopuu, OGubnuoTteky, MynsTUMEOWAHbIA NPOEKTOp, ayAvOBU3yallbHble
cpencTBa, OprTeXHNUKY, KonupoBarbHble annapatbl. MatepranbHas 6a3a JormkHa COOTBETCTBOBATL AEWCTBYIOLLMM CaHUTAPHO-
TEXHMYECKMM HopMmaMm K obecrneunBaTb NpPOBEAEHWE BCeX BWAOB rabopaToOpHOW, MPaKTUYECKOW, AWCLUMIIMHAPHOW W
MEXONCUMNIIMHAPHOW MOATOTOBKM Criyllatenen, npenyCMOTPEHHbIX YYeOHbIM NnaHoOM peanuadyemon obpasoBaTerbHON
Mporpammbl.

6.22. B cny4yae npuMEeHEeHUA 3N1EeKTPOHHOIo o6yquV|;|, AONCTaHUNOHHbIX 06paaoBaTeanb|x TEXHOMOMN  KaXKabln
o6yqa+ou.u/||7|c9|, B Te4yeHune BCero nepuoga o6yqu|/|9|, AomkeH ObITb obecneveH nHamsngyarnbHbiM HEOrpaHU4YeHHbIM 4OCTYNMOM
K SJ'IeKTpOHHOIZ VIHd)OpMaLLI/IOHHO-O6pa3OBaTeJ'IbHOIZ cpene, co,qep>|<au.|,e|7| BCE O3JIEKTPOHHbIEe o6pasoBaTeanb|e pecypchbl,
nepe4yuncrieHHble B pa6qu|x nporpammax gucumniunH (Mo,u,yne|7|), NPaKTUK, CTaXUPOBOK, pa3MelleHHble Ha OCHOBE MNpPAMbIX

[I0TOBOPHbIX OTHOLLEHWIA ¢ NpaBoobrnanarenamus .

4 Yactb 3 cTateu 16 PenepanbHoro 3akoHa ot 29.12.2012 N 273-93 "O6 o6pasoBaHum B Poccuiickoint Penepauum”.
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06 yTBEpXAEHUN NPUMEPHbBIX AONOMHUTENMbHBLIX NPOEeCCMOHanbHbIX NporpaMmM dapmaLeBTMyeckoro obpasoBaHus Crpanuua 25
lMpuka3 Mu+3sdpasa Poccuu om 22 aHeapsi 2014 2. Ne 37H

VII. OLLIEHKA KAYECTBA OCBOEHUSA MPOrPAMMbI MPO®ECCUOHAIIbHOW NEPENOAIOTOBKMU
CNEUMATIUCTOB MO PEMNYNATOPHbIM BOINMPOCAM

7.1. OTBETCTBEHHOCTb 3a peanusauuio lMNporpamMmMbl B MOMIHOM 06beMe B COOTBETCTBUM C y4ebHbIM MIiaHOM, KayecTBO
NOAroTOBKM 0ByYaloLLMXCA HeceT obpasoBaTensHas opraHusaums 2 .

5 Yactb 7 cTathu 28 denepanbHoro 3akoHa ot 29.12.2012 N 273-03 "O6 obpasosaHuu B Poccurickoit deaepativn’.

7.2. OueHka kavecTBa 0CBOeHUs1 Mporpammbl BKIOYAET TEKYLLMIA KOHTPOSb YCNEBAEMOCTM, NMPOMEXYTOUHYIO aTTecTaLmio
00YyYaloLLMXCS U UTOTOBYHO aTTecTaumio.

MpomexyToyHast aTTecTaums 0by4aroLMXCs AOMKHA MPOBOANTLCS MO KaXKAOoMY MOZYIo NporpaMmbi.
KoHKpeTHble hopMbl U Mpoueaypbl TEKYLLErO KOHTPOMsS yCneBaeMOCTM U MPOMEXYTOYHOW aTTecTauum obyyaromxcst
ycTaHaBnuearTcsi obpasoBaTenbHON OpraHv3aLMell CamMOCTOSITENbHO M [OBOAATCA OO0 CBeOeHUs obyyalolmxcsi B CPOKW,

onpeaeneHHble B JNTOKalbHbIX akTax o6pasoBaTean0|7| OopraHm3aumnun.

7.3. OcBoeHne T[lporpammbl 3aBeplLlaeTcsl WTOrOBOM aTTecTaumen obydvawwmxcs B dopMe, onpegensiemMomn
o6pasoBaTenbHo opraHmsaLnen caMocToaTenbHOS .

& YacTb 14 cTaTtbu 76 PenepansHoro 3akoHa ot 29.12.2012 N 273-$3 "O6 obpasosanum B Poccuiickon Penepaumu’.

7.4. Jlvuam, ycnewHo ocBouBWKMM [lporpammy ¥ MpoLeAwMM WTOrOBYlHO aTTecTauuio, BblgaeTcs OWMNIIOM O
npodpeccuoHansHon nepenoaroToBke.

Jlvuam, He npoweawyM UTOrOBOW atTecTauuMu WM MOoMyYMBLUMM Ha WTOrOBOW aTTecTaumyn HeyooBMeTBOPUTENbHLIE
pesynbTaThl, @ Takke nuam, OCBOMBLUMM 4YacTb lNporpammbl U (MnM) OTYUCIIEHHBIM U3 OpraHu3auuMu, BblGAeTCs cnpaBka 0o
06y4eHuUn unn o nepuoge oby4veHust Mo 0OpasLy, CaMOCTOATENbHO YCTaHaBNMBAEMOMY OpraHu3auuen, B COOTBETCTBUM C
npukasom MunHo6pHayku Poccum o1 01.07.2013 N 499.

OneKTPOHHbIN TEKCT AOKYMeHTa
nogrotoBrieH 3A0 "Kogekc" n cBepeH no:

Poccuiickas raseta,
N 110/1, 19.05.2014 (cneuunanbHbIN BbIMYCK)
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