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Mporpamma coctaeneHa B cooTBeTcTBumM ¢ TpebosaHnamm ®IrOC BO no cneumanbHOCTU
33.08.02 YnpaBneHue n 3koHOMUKa dpapmMauuu.

KomneTeHuuun no cneumanbHOCTU YNpaBneHne n 3koHoMuka papmMmauuu, nposepsieMble B
xofe ak3ameHa no moayno «OpraHusaums 4esaTenbHOCTU B chepe obpalleHnsa nekapCTBEHHbIX
CpeacTB»:

1. rOTOBHOCTb K opraHu3aumm hapmauestmnyeckon gesatenoHoctn (MK-5);
2. rOTOBHOCTb K OpraH1M3auumn TeXHOMOrM4Yecknx NpoLeccos Npu NPon3BOACTBE Y N3rOTOBIIEHUN
nekapctBeHHbIx cpeacts (IMK-7);

Mporpamma 3k3ameHa no moaynto «OpraHmMsaumnsa gesaTenbHOCTU B cdepe obpaleHus
NEeKapCTBEHHbIX CPeACcTB» npeactaBrneHa 6Grokamu (gucumnnuMHamu), pesyrnbTaTtbl OCBOEHUS
KOTOpbIX UMEKT onpegensiowlee 3HadyeHne Ansg  npodeccMoHanbHOW  OeATesfIbHOCTU
OpAVHATOPOB:  OpraHu3auma  dapmaueBTUYECKON  OeATENbHOCTU,  dpapmaleBTUYecKas
TEXHOMOrMs, aaMUHUCTPATUBHO-NPABOBOE perynvpoBaHve obpalleHusi NeKapCTBEHHbIX
cpeacts, npasuna GMP.

OpraHusauus chapmaueBTUYECKON AEeATENIBHOCTH
Koabl KoHTponupyembix komneteHuun: MNMK-5

CyTb U kntoyeBble NOHATUA KoHuenummn TQM. CtangapTbl kadecTtsa I1SO.

Pasnnuyms npMHUMNOB TPagULMOHHOW CUCTEMbI YripaBneHnsa n cuctemol TQM.
Mporpamma [JeMuHra: oCHOBHbIE aKCUOMbI U MPUHLAMbI.

Mporpamma [JeMuHra: xapakTepuctmka KaXkgaoro npuHUuna.

CMK anTteyHoun opraHmsauumn: OCHOBHbIE 3NEMEHTLI. [lonnTrka kayecTBa anTeyvyHom
praHmsaumn.

Mpouecchl anTevHon opraHu3aumm. CoctaBneHne KapTbl NPOLIECCOB.

[IOKyMeHTbI ynpaBrieHUsl Ka4eCTBOM B anTevyHOW OpraHu3auumu.

[OKyMEHTbI MO NNaHMPOBaHUIO AEATENbHOCTM anTEYHOW OpraHn3auun.

[OKYMEHTbI 1 3anncu B anTe4YHOW OpraHmM3aunn: XapakTepuCcTUKN U NX OTIINYMS.

10. WVepapxusi BOKYMEHTOB B anTe4yHOM opraHm3aunn. TpeboBaHus K JOKYMEHTaM.

11. PykoBOACTBO NO Ka4eCTBY: OCHOBHbIE 3MIEMEHTbI U Noaxonbl K paspaboTke.

12. CraHpapTHble OnepaumoHHble NPOLEAypPbl: OCHOBHbIE 3NIEMEHTbI U NOAX0AbI K
paspaboTke.

13. CoctaBneHune paboynx MHCTPYKLUMIA B anNTEYHOW OpraHn3auuu.

14.  KoHTpoOnb AOKyMEHTauuMn B anTEYHON opraHn3aumm: Lenmn n anemeHTbl. KoHTponvpyembie
AOKYMEHTbI, CUCTEMA HyMepaLuunn.

15. TlogrotoBka AOKYMEHTOB M MPOLECC KOHTPONS B anTeyHou opraHusaumn. BHegpeHue
KOHTPOSIS AOKYMEHTaLNN.

16. BymaxHble 1 3NEeKTPOHHbIE CUCTEMbI JOKYMEHTOoObOpoTA.
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dapmaueBTMHECKAA TEXHONOIMA
Koabl KoHTponupyembix kKomneteHuuu: MNMK-7

1. MoHsATMe o Banuaauun Ha cbapmaueBTUYECKOM NpeanpusaTum.

2. MexgyHapoaHble [OOKYMEHTbl W  HOpMaTMBbl, perfamMeHTMpylomne  Banuaaumio
TEXHOMOIMM4YecKoro npotecca.

3. Buabl BanngaumoHHbIX ncnbitaHuin. OpraHmsaums paboTbl No Banvgauum.

4. Bwuabl pyckoB Ha aTane BanuaaumMm TEXHONOrMYEeCcKoro npouecca. BoaMoxHOCTU cuctembl
ynpaeneHns puckamu npu NiaHMPoOBaHUN M OLeHKe pe3ynbTaToB BanuaaLMoHHbIX paborT.

5. OcHOBHasi BanuaauMOHHas OOKYMeHTauus: MacTep-nnaH Banvaauuu, NpOTOKOMbl U
OTYeThbl MO Banuaaumnm TEXHONOMMYECKOro npoLecca, aHanMTUYecknx MeToauk.



6. TpeboBaHMs K COCTaBEHMIO OTYETHOW [OKYMEeHTauuMm Mo peaynbTatam Banvgauuu
TEXHOJI0rMYeCcKoro npouecca.

7. Twvinbl JOKYMEHTOB Ha bapMaLeBTUYECKOM NPeanpuaTumn.

8. TpeboBaHuMs K [OKyMeHTauuMu, MOCTABNAEMON B KOMMSEKTE C TEXHONOrMYeCcKuM
obopynosaHuem.

9. OcobeHHOCTN 04nCTKM 06opyaoBaHMS M BanugaumMm AaHHOro npouecca.

10. 30Hbl NOMeLLeHM hapmaLeBTMYECKOrO NPOM3BOACTBA.

11.Knaccbl YACTOTbI Ha hapMaLeBTUYECKUX NPeanpUSaTUAX.

12.3T1anbl aTTecTtaymMm YNCTbIX NOMELLEHNN.

13. TpeboBaHus, NpeabaBnsemMble K KOHCTPYKLMM NPON3BOACTBEHHBLIX MOMELLEHWA.

14.Tlepeuncnnte OCHOBHYHO HOpMaTMBHYKO OOKYMEHTaUMo, codepxallyto TpeboBaHus K
ynakoske J1C.

15.TeopeTnyeckne OCHOBbI W3rOTOBMEHUA U KOHTPONSA JeKapCTBEHHbIX opM Ans
HOBOPOXAEHHbIX N AeTen. CoBpeMeHHble TpeboBaHUA K NPOM3BOACTBY NEKAPCTBEHHbIX
CpeacCTB AN HOBOPOXAEHHbIX N AeTeN.

16.0OpraHmnsauus  yCnoBUW W3rOTOBIIEHUS CTEPWUSIbHBIX JIEKapCTBEHHbIX opM aAnd
HOBOPOXXAEHHbIX N AEeTeN B YCNOBUAX MPOMbILLSIEHHOrO NPOM3BOACTBA, anTeKu.

AAMUHUCTPaATUBHO-NPaBOBOE perynmpoBaHue obpalleHUs nekapCcTBeHHbIX
cpenacTs
Koabl KoHTponupyembix komneteHuun: MNMK-5

1. VicnonHutenbHas BRacTb: codepXaHwe, NpusHakn, yHKUMK, cybbekTbl. [MpuHUMNbI
opraHusauumn n OyHKLMOHMPOBAHNSA UCMNOMNHUTENBbHON BNacTu. MicnonHuteneHas BNacTb
N rocygapCTBEHHOE yrpaBrieHune.

2. AoMuHMUCTpaTMBHOE MNpaBo U NybnuyHoe npaBo. AAMUHUCTPATUBHOE MPaBO U YacTHOEe
npaeo. INoHATne, 0cob6eHHOCTM 1 NpeaMeT agMUHUCTPATUBHOMO Npasa.

3. Cucrema agMunHMUCTpaTMBHOIO Npaea. Metoabl agMUHUCTpPATUBHOrO npasa. [NpuHUMNbI
aAMUHUCTPaTUBHOIO Npaea.

4. Hopmbl agMMHUCTPATMBHOIO MpaBa: MOHATUE, codepxaHue, Buabl. CTpykTypa
aAMUHUCTPATUBHO-NPABOBLIX  HOpM. Peanusauusi, QOenctesMe UM TOSKOBaHue
aAMWHNCTPaTUBHO-NPABOBbLIX HOPM. AOMUHUCTPATUBHO-NPABOBbLIE OTHOLUEHUS: NMOHSATHE,
cogepxxaHue n Buapbl.

5. lMoHsaTne, cuctema u BuAbl CYOBLEKTOB agMMHUCTPATUBHOrO npaBa. dusmnyeckue u
topuanyeckmne nuua. HanemnayanbHble N KONNEKTUBHbIE CyObeKTbl. AOMUHUCTPaATMBHAS
NpaBoCybbEKTHOCTL (MPaBOCNOCOOHOCTbL N 4eeCnOCOBHOCTD).

6. AOMMHMUCTPATUBHO-NPABOBbIE OTHOLIEHWSA B MpakTuke apmaueBTMYeckoro paena:

NOHATUNE, coaepxaHue, BUabl, 0COBEHHOCTH.

Peanunsauus, ncnonHeHne, 4eNCTBME 1 TONIKOBaHME agMUHUCTPATMBHO-NPaBOBbLIX HOPM.

lMpaBoBble aKTbl ynpaBneHusi B cdepe obpalleHns NekapCTBEHHbIX CPEACTB: NMOHATME,

Npu3Hakn, 3HavyeHne, PyHKUuK. Buabl npaBoOBLIX akTOB ynNpaBreHus, NpumMepbl B cepe

obpalleHnsa nekapcTBEHHbIX CPEeACTB.

9. OpraHbl ucnonHutenobHon Bnactnm P® B cdepe 3apaBOOXpaHEHUS: NMOHATUE, NMpaBOBOE
NONoXeHne, cuctema, CTpykTypa, NpUHLMNbLI OpraHn3aunmn n pyHKLUMOHMPOBAHUS.

10.JlMueH3noHHOEe-pa3peLLUNTENBHOE NPOM3BOACTBO B cdepe obpalleHus nekapcTBEHHbIX
cpencTs.

11.OCHOBHblE  MOMOXEHWUS  FOCYOAPCTBEHHOrO  KOHTponss B cdepe  obpalleHus
nexkapCcTBEHHbIX CPeACTB cornacHo Hopmam degepanbHoro 3akoHa oT 12.04.2010 Ne61-
®3 «O6 obpaLleHnn NekapCTBEHHbIX CPEACTBY.

12.MocypapcCTBEHHBIV KOHTPOSb (Hag3op) B cepe obpalleHnsa nekapCTBEHHbIX CPencTB:
NNLEH3MOHHBIN KOHTPOMb B cdhepe obpalleHnsi NekapCTBEHHbIX CPeaCTB.

13.PepepanbHbIn rocygapCTBEHHbBIV Haa30p B cdepe obpalleHns nekapCcTBeHHbIX CPeacTB.

© N



14. AODMVHUCTPATMBHbIE MpPaBOHAPYLUEHUS: MNPaBOBble OCHOBbl, MOHATUSA, MNPU3HAKMW,
topuandecknn  coctas.  [Npumepbl  agMWHUCTPATMBHBLIX  MNpPaBOHApPyLUEHUW B
dhapmaLeBTUYECKON OeATENbHOCTN.

15. ducumnnmHapHas OTBETCTBEHHOCTb B chepe obpalleHns nekapcTBEHHbIX CPeACTB.

16. AODMUHUCTpaATMBHOE HakasaHue: NoHATHeE, Lenu, cuctema v Buabl. lNpasuna HazHavyeHus
afiMUHUCTPaTUBHbLIX Haka3aHUN. NMpumMepbl NPUMEHEHNA aaMUHUCTPATUBHbIX HaKa3aHU K
OTAEeNbHbIM NPaBOHapyLLUEHUAM B cdhepe obpalleHnsi NekapCTBEeHHbIX CPeaCTB.

Mpasuna GMP
Koabl KoHTponupyembix kKomneteHuuu: MNMK-7

lMpaBuna opraHu3aumMm NPOM3BOACTBA U KOHTPOMS KadecTBa NeKapCTBEHHbIX CpeacTB
GMP) B P®. Uctopus cosgaHmst. OCHOBHbIE pa3aenbl.

Ponb n 3HayeHne obyyeHns ocHoeam GMP B cucteme NoAroTOBKM nepcoHana.
OcHOBHbIe NOHATMA U onpeaeneHus B obnactn GMP.

MpryKnHbI Nnepegaydn otaenbHbIX paboT CTOPOHHMM opraHnsaumnsam. Belbop ncnonHutenen.
TpebosaHus MNpasun GMP k cucteme obecneveHnsa kayecTaa.

TpebosaHus NMpaeun GMP Kk nomeLleHusMm.

TpebosaHus Npasun GMP k o6opyaoBaHuio.

TpebosaHus MNpasun GMP k nepcoHany.

TpebosaHus Npasun GMP k npousBoacTBEHHOMY MpoLeccy.

TpeboBaHus MNpasun GMP k npoueccam ynakoBKU U MapKUPOBKM.

11. TpebosaHusa [Mpasun GMP k opraHmsauun nabopaTopHbIX WUCMbITaHUA  (KOHTPOSIO
KayecTBa) nnekapCTBEHHbIX CPeaCTB.

12. TpebosaHus MNpasun GMP k ncxogHsiMm matepuanam.

13. TpebosaHus MNMpasun GMP k npon3BoaCTBY CTEPUIbHbBIX NpenapaTos.

14. TpebosaHus MNpasun GMP k npon3soacTBy hapMaueBTUYECKNX CyOCTaHLMN.

15. TpebosaHus MNpasun GMP k npon3BoacTBy 6GUonorniyecknx npenapartos.

16. TpebosaHus MNpasun GMP k Banuaauuu.

17. TpeboaHusa [MpaBun GMP K KOHTpaKTHbIM opraHudaumsm. Bugbl gestenbHoCTU no
KOHTpakTy.

18. TpebosaHus MNpasun GMP k camOMHCNEKTMPOBAHMIO.

19. TpebosaHus MNpasun GMP k ynpasneHuo puckamu.

20. TpeboaHus Npaeun GMP k paboTe ¢ peknamaumsimm n o0T3bIBOM MPOAYKLUMN.
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MpuMep KOHTPONBLHO-U3MEPUTENbLHOIrO MaTepuana

PaspaboTtante n nybnuiHo npegcraBbTe npoekt “OpraHu3saumsa ¢papmaueBTUYHECKOU
OeATeNbHOCTU Ha npumMmepe anTe4yHou opraHusaumm «X»”. [NogrotoBka M 3awmTa npoekrta
OCYLLECTBIAETCA KaxablM OpANHATOPOM aBTOHOMHO. OGBLEeKT uccnegoBaHnsa — 6asa nNpakTuku
n/vnn mecto pabdoTbl. [Ans 3awmTbl NpoekTa Heob6XoAMMO NOArOTOBUTL MPEe3eHTauuto U TeKCT
npoekTa ¢ pesynbTaTaMy aHanMTU4Yeckon paboTbl.

OTanbl pa3paboTkM npoekta M TpeboBaHMA K 3awuTe npeactaBneHbl B pasgene
«Pe3ynbTatbl 00y4yeHMs Ha NPOMEXYTOYHOW aTTecTaunmy.

TpeboBaHus K OGOPMMEHUIO Mpe3eHTauuu npoekTa npeacTaBfieHbl B METOOUYECKUX
maTtepuanax (YynanguHa E.E. u pgp. MeTtoguyeckne martepuanbl NO  OpraHu3auuu
obpasoBaTenbHOro npouecca opauHatopoB, obydawwmxcsa no cneumanbHoctn 33.08.02 -
YnpaBneHne n akoHoOMMKa hapmaumm (ypoBeHb NOArOTOBKN KaapoB BbiCLLEN KBanudukauumn B
opauHatype) / E.E. YynangmHa, M.C. Kyponan, A.B. KysémknHa : BopoHex. roc. yH-T .—



BopoHex : MN3paTenbckum JOM By, 2017 - 34 C. - URL:
http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf)

MepeyeHb pekoMeHAyeMoOMn nuTepaTypbl
OpraHusaumsa cphapmaLeBTUHECKON AeATENIbHOCTU

a) OcHoBHas nuTepaTtypa

YnpaBneHune n akoHomuka capmaumm : y4ebHuk / nog pea. . A. Hapkesuya. - M. :
NOTAP-Megna, 2019. - 928 c¢. : wn. - 928 ¢ - URL
https://www.studentlibrary.ru/book/ISBN9785970452288.html

UynaHguHa E.E. YnpaBneHue n akoHoOMuka hapmaumn : Kypc nekuun : B 3 4. / E.E.
UynaHanHa ; BopoHex. roc. yH-T .— BopoHex : Uspatensckmn gom BlY, 2015- .—
(Y4ebHmnk BopoHexXcKoro rocyaapCTBEHHOIO yHMBEpPCUTETA).

Y. 1: OpraHusaums apmaueBTmyeckon geatensHoctn .— 2015 .— 229 c.
YnpaBneHue ka4ecTBOM [ONeKTpoHHbIN pecypc] / 'poaseHckun C.A. - M. : TpocnekT,
2017. - http://www.studentlibrary.ru/book/ISBN9785392242122.html

0) pononHUTenbHasa nuTeparypa
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NTanngyc, Bagum ApkagbeBud. Bceobuiee kavectBo (TQM) B pOCCUMICKMX KOMMAHUAX
/ B.A.lanngyc; lNoc. yH-T ynp., Hau. doHg noarot. kagpos .— M. : HosocTtu, 2000 .—
431c. : vn., Tabn. — ISBN 5-88149-047-9 : 247.36.

bacosckui, JleoHng EdmmoBuy. YnpasneHue kayectsoM : YuebHuk / J1.E.bacoBckun,
B.b.NMpotackeB .— M. : WUHdpa-M, 2001 .— 211 c. : wn., Tabn. — (Bbicwee
obpasoBaHne) .— ISBN 5-16-000448-3 : 31.10.

LWyknH, Oner CemeHoBMY. YnpaBneHue ka4yectBom : TepmuHon. crnos. / WWyknH O. C.
— BopoHex, 2002 — 92 C. —
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf>

PykosoactBo no npumeHeHunto ctaHgapta MCO 9001:2000 B obnactn oby4vyeHus u
obpasoBanusa / MNep. ¢ anrn. AJ1. PacknHa .— M., 2002 .— 127 c. — (bubnuoteka
XypHana "CtangapTbl 1 kadectso") (Jom kadvectsa ; Boin. 10(19)) .— ISBN 5-94938-
006-1 : 220.00.

HukntuH, Bnagnmup Anekceesud. YnpasneHue ka4ectBoM Ha 6ase ctaHgaptos NCO
9000: 2000 : MNonuTtmka. OueHka. Popmmposanue. Pecypcebl / B.A. HukutuH .— CrI16. un
ap. : Mutep, 2002 .— 261,[1] c. : un., Tabn. — (Teopua 1 NpakTUka MEHEKMEHTA) .—
Bubnuorp.: ¢.262 .— ISBN 5-94723-122-0 : 85.00.

memboukass [.T. B nabupuHTax apmMaueBTUYECKOrO MeHemKMeHTa  /
.T.'memboukasn. —M.: Nluttepa, 2007 — 254 c.

KauyectBo B wucTOpUM uUMBMNMU3ALMW. IBOMOUUS, TEHAEHUUM U NEPCNEKTUBLI
ynpaBneHus kadectsoMm : B 3-x T. / noa pea. Ok. [kypaHa; nep. ¢ anrn. O.B.
3amaTtuHon n A.A. Jleea .— M. : CtaHgapTbl 1 kayecTBo, 2004-.

T.1.— 2004 .— 207 c. : un. — (bubnnoTteka Bcepoccuimckon opraHmsaumm kadecTtsa
(BOK)) .— Bubnwuorp. B koHue rn. — ISBN 5-94938-019-3.

T.2 .— 2004 .— 207 c. : un. — (bubnnoteka Bcepoccuimckon opraHmsaunm kadecTtsa
(BOC)) .— bubnuorp. B npumey. B koHue rmn. — ISBN 5-94938-017-7.

T.3.— 2004 .— 205 c. : un. — (bubnnoTteka Bcepoccuimckon opraHmsaunm kadecTtsa
(BOC)) .— bubnwmorp. B npumen. B koHUe . — ISBN 5-94938-020-7.

CDapmaue BTNU4YeCKasa TexXxHonormnsa


http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf
https://www.studentlibrary.ru/book/ISBN9785970452288.html
http://www.studentlibrary.ru/book/ISBN9785392242122.html
https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=3187&TERM=%D0%9B%D0%B0%D0%BF%D0%B8%D0%B4%D1%83%D1%81,%20%D0%92%D0%B0%D0%B4%D0%B8%D0%BC%20%D0%90%D1%80%D0%BA%D0%B0%D0%B4%D1%8C%D0%B5%D0%B2%D0%B8%D1%87%5B1,1004,4,101%5D&LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=3187&TERM=%D0%91%D0%B0%D1%81%D0%BE%D0%B2%D1%81%D0%BA%D0%B8%D0%B9,%20%D0%9B%D0%B5%D0%BE%D0%BD%D0%B8%D0%B4%20%D0%95%D1%84%D0%B8%D0%BC%D0%BE%D0%B2%D0%B8%D1%87%5B1,1004,4,101%5D&LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=3187&TERM=%D0%A9%D1%83%D0%BA%D0%B8%D0%BD,%20%D0%9E%D0%BB%D0%B5%D0%B3%20%D0%A1%D0%B5%D0%BC%D0%B5%D0%BD%D0%BE%D0%B2%D0%B8%D1%87%5B1,1004,4,101%5D&LANG=rus
http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf
https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=3187&TERM=%D0%9D%D0%B8%D0%BA%D0%B8%D1%82%D0%B8%D0%BD,%20%D0%92%D0%BB%D0%B0%D0%B4%D0%B8%D0%BC%D0%B8%D1%80%20%D0%90%D0%BB%D0%B5%D0%BA%D1%81%D0%B5%D0%B5%D0%B2%D0%B8%D1%87%5B1,1004,4,101%5D&LANG=rus

a) OCHOBHas nutepaTypa:
Ne n/m UICTOYHMK

dapmaueBTMYECKas TEXHOSOrMs Ans npoBU3OPOB-OPAMHATOPOB W chnywaTerneun
1. kypcoB nosbiweHna kBanudpukaumn. HYactb 1 / KO.A. lNMonkosHukoBa, H.A. [JbskoBa,

T.A. bpexHeBa. — BopoHex : spaTenbckun gom BI'Y, 2015. - 378 c.

dapmaueBTMYECKas TEXHOSOrMs Ans npoBU3OPOB-OPAMHATOPOB U chywaTenen
2. KypcoB noBbilWweHns keanudukaunn. Yacte 2 / H.A. bskoBa, HO.A. NonkoBHUKOBA,
T.A. bpexHeBa. — BopoHex : UspaTtenbckun gom BI'Y, 2015. - 322 c.
lMegnaTtpuyeckne n repuaTpudeckne nekapcTBeHHble cpeactBa / H.A. [bsikoBa,
KO.A. MNonkoBHUKoBa. — BopoHex : M3gaTenbckuii gom BIY, 2014. — 66 c.

6) gononHUTenbHas nutepartypa:
Ne n/n CTOYHMK

Mpwnka3 MunnpomTopra Poccmm ot 14.06.2013 Ne 916 «O6 yTBepxxaeHun NMpasun
opraHuMsauun NPou3BOACTBA W KOHTPOSIS KaYeCTBa fieKapCTBEHHbIX CPeaCTB»
OCT 91500.05.001-00 «CrtaHpapTbl KayecTBa JieKapCTBEHHbIX CpencTB.
OCHOBHbIE NOSTOXEHNSAY.
OCT 64-02-003-2002 «[IMpoaykumsa MeanunHCKOM NPOMbILLNIEHHOCTW.
6. TexHonornyeckme pernameHTbl npoussogcTBa. CopepxaHue,  NOPSOOK
pa3paboTku, CornacoBaHns U YTBEPXAEHUS».
Accoumnaums poCCUNCKNX (hapmaLeBTUYECKUX NpousBoauTenen. PykoBoacTBO No
7. COCTaBIEHUIO CBEAEHU O Banugaumm npouecca npousBOACTBa fleKapCTBEHHbIX
npenapaToB ANs BKIOYEHUS B pernctpaumoHHoe gocke. M., 2007
Mpukas MwuH3agpascoupassutuss  Poccun  Ne1413H ot 23.11.2011  «O6
yTBepXaeHun MeToaudeckux pekoMeHgauuni rno coaepaHuio u odopMIIEHMUIO
8. HeobXxoaMMbIX OOKYMEHTOB, U3 KOTOPbIX (OPMUPYETCA perncTpaumoHHoe LOCbe
Ha neKkapCTBEHHbIN npenapaT Ans MeOUMUMHCKOrO NPUMEHEHUs B Lensx ero
rocyfapCTBEHHOW perncrpaummy.
Mpwukas MuHsgpascoupassutna Poccum Ne 750H oT 26.08.2010 «O6 yTBEpPXOAEHUM
9. npaBun NpoBeAEeHUsA 3KCNepPTU3bl JIEKAPCTBEHHbIX CPeACcTB A MeAMUMHCKOro
NPUMEHEHNA N POPMbI 3aKITHOYEHNST KOMUCCUN SKCNIEPTOBY.
locynapctBeHHas dapmakonea Poccunckon depepaummn. — 13-e  u3g.
Pexum goctyna http://femb.ru/feml
MHHOBaUWOHHbIE  TexHonormm 1 obopygoBaHve  (papmaueBTUYECKOro
11. npousBoactea. log pen. npod. H.B. MeHbwyTtnHon. B 2-x Tomax. M.: U3g-Bo
BVWHOM, T. 1.- 2012. - 328 c., T. 2.— 2013. — 480 c.
[MpomblWwneHHas TEXHOMOrMsS NekapcTs : B 2 T.: y4ebHuK ansa ctyq. By3oB / B.A.
Yyewos, A.WN. 3anues, C.T. lWebaHoBa, H.E. YepHoB ; Hau. papmaueBT. akag.
YkpauHbl ; lNMog pen. B.W. YyewoBa .— XapbkoB : M3a-80 HPAY : MTK-KHura,
2002- .— (Bbicwee obpasoBaHne) .T. 1 .— 2002 .— 557 c.
lMpomblWweHHas TEXHONOrMs nekapcTB : B 2 T.: y4eOHMK onga cTyAd. By3oB / B. U.
Uyewos, H. E. YepHos, J1. H. Xoxnosa v gp. ; Hau. dapmaueBT. akag. YKpauHsbl ;
Mog pea. B.WN. Uyewosa .— XapbkoB : N3a-80 HPAY : MTK-Knura, 2002- .—
(Bbicwee obpasosaHue) .T. 2 .— 2002 .— 715 c.

4.

10.

12.

13.

AOMUMHUCTPATUBHO-NPaBOBOe  perynMpoBaHue oOpalleHusi NeKapCTBEeHHbIX
cpeacts

6



a) OCHOBHas nutepaTypa:

Ne

NCTOYHMK
n/n

AOMUHUCTPaTMBHBIV npouecc : y4ebHoe nocobue / B.B. Bonkosa [ gp.] .— 3-e
1 n3g., nepepab. n gon. — Mocksa : FOHnTn-Aana, 2015 .— 175 c. — ISBN 978-5-

238-02375-5 —
<URL:http://biblioclub.ru/index.php?page=book red&id=114388&sr=1>
>YenypHoBa, H. M. lNpaBoBble OCHOBbI agMUHUCTPATUBHOW OTBETCTBEHHOCTHU
yyebHoe nocobue / H. M. YenypHoBa, U. A. Tpodpumoa. — Mocksa : FOHnTN-[1aHa
2 : 3akoH u npaBo, 2017. — 256 c. — Pexum poctyna: no noanucke. — URL:
https://biblioclub.ru/index.php?page=book&id=685690

6) gononHuTenbHasa nuTepartypa:

Ne
NcTouHmK

n/n

3 AoMnHMCTpaTmBHOE npaeo : npaktukym / [KO.H. Ctapunos u gp.] ; nog pea. HO.H.
Crapunosa .— M. : I3ag-Bo BopoHex. roc. yH-Ta, 2011 .— 307 c.

4 BuomeanumHckoe npaBo B Poccum mn 3a pybexom : mMoHorpacma / [I.B.
PomaHoBckun n gp.] .— Mockea : lNpocnekT, 2015 .— 361 c.
Kunbuos, A. B. AgMuWHUCTpaTMBHaA OTBETCTBEHHOCTb 3a HeynnaTty

5 aAMWHNCTPaTUBHOIO LUTPada B CPOK, YCTAHOBIIEHHbIN 3aKOHOM, 1 POSib NONINLMM
B €e NnpuMeHeHuun : moHorpadus / A.B. XXunbuyos, H.H. LlykaHoB .— MockBa :
Bubnuo-nobyc, 2016 .— 191 c.
3eneHuos, A. b..CynebHoe agMMHUCTpaTMBHOE NMPaBo : y4eOHMK AN CTYAEHTOB

6 By30B, obyyatwmxca no cneumansHoctn "KOpucnpygeHums" / A.b. 3eneHuos,
O.A. Actpebos ; Poc. yH-T apyx06bl Hapoaos, HOpua. nH-T .— Mocksa : CtaTyT,
2017 .— 766 c.

7 MeanunHckoe npaBo: Kypc nekumn /1l
http://www.sapanet.ru/lUMM_1/4696/medpr_kI_15a.pdf

8 MeguumHckoe npaBo / Konokonoe [.P. , MaxoHbko H.WN. [/

http://www.alleng.ru/d/jur/jur656.htm
Mwuraues, HO. N. AommHucTpaTuBHOe npaBo Poccunckon degepaummn : y4ebHUK
ANs BY30B : [ANdA CTyAd. BY30B, 00Oy4aloLMXCA MO HanpaBfeHU NOLArOTOBKU
10 021100 (030501) "HOpucnpygeHuma"] / KO.UA. Mwuraues, J1.J1. lNonos, C.B.
Tuxomupos ; nog pea. J1.J1. Nonosa .— 4-e u3g, nepepad. n gon. — Mockea :
tOpanT, 2014 .— 519 c.
Obuwee agmmHucTpaTuBHoe npaso /INoa pea. KO.H. Ctapunosa. — BopoHex: MN3a-
BO BopoHex. roc. yH-Ta, 2016. — 759 c. HacTb 1
PoccuHckmn, B. B. AgMUHUCTpATMBHOE nMpaBO WM aAMUHUCTpATUBHasA
12 OTBETCTBEHHOCTb : Kypc nekuun / B.B. PoccuHckun .— Mockea : HOPMA :
NHOPA-M, 2017 .— 351 c.
Craxos, A. . HopmaTtnBHOe perynunpoBaHue n obecneveHne 6e30nacHoOCTM B
13 aAMUHUCTPaTUBHO-NpaBoBoO cipepe : MoHorpadus / A.W. Ctaxos .— Mockea :
KOpnutuHdgopm, 2014 .— 254c¢
MpaBuna GMP
a) OCHOBHas nuTepartypa:
Ne n/m UCTOYHMK
dapmaLeBTMyeCKass TEXHOSorMs Ans npoBM3OPOB-OPANHATOPOB U chnyLlaTenen
1. «kypcoB nosbiweHus keanudpukaummn. Yacte 1 / KO.A. MNonkoBHukoBa, H.A. [bsikoBa,
T.A. bpexHeBa. — BopoHex : UsgaTenbckut gom BI'Y, 2015. - 378 c.
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http://biblioclub.ru/index.php?page=book_red&id=114388&sr=1
https://biblioclub.ru/index.php?page=book&id=685690
http://www.sapanet.ru/UMM_1/4696/medpr_kl_15a.pdf
http://www.alleng.ru/d/jur/jur656.htm

2.

dapmaueBTUYeCcKass TEXHOMNOrMs And NpOBM3OPOB-OPAMHATOPOB WU chywartenemn
KypcOB nosblleHns kBanudukaumn. Hactb 2 / H.A. [bskosa, FO.A. [NonkoBHMKOBA,
T.A. bpexHeBa. — BopoHex : 3gaTtenbckun gom BI'Y, 2015. - 322 c.

0) gononHuTenbHasa nutepartypa:

Ne n/n
3.

4.

10.

11.

12.

13.

14.

Kpumepuu oueHueaHus 2omosHocmu opOUHamopoe K I'IpOCbeCCUOHa.I'IbHOlj

NcTOoYHMK

OCT 91500.05.001-00 «CTtaHgapTbl Ka4yecTBa JlEKapCTBEHHbIX CpeacTB.
OCHOBHbIE NOSTOXEHNSA.

Mpuka3 MunnpomTtopra Poccum ot 14.06.2013 Ne 916 «O6 yTBepxaeHun Npasun
opraHusaumnmn NPon3BOACTBA N KOHTPOSIS KadecTBa JieKapCTBEHHbIX CPeACTB»
OCT 64-02-003-2002 «IMpoaykumsa MeanunHCKOM NPOMbILLNIEHHOCTN.
TexHonoruyeckne  pernameHTbl  npousBoactBa. CopepxkaHue,  MNOPSAOK
pa3paboTku, COrnacoBaHUs U YyTBEPXOEHUSAY.

Accoupnaums poccuMmcKknx papmaueBTUYecknx nponssogurenen. PykoBogcrteo no
COCTaBMEHWI0 CBEEHUN O Banvaaumm npouecca nNpov3BoACTBa NEKapCTBEHHbIX
npenapaToB N4 BKOYEHNS B pernctpaumoHHoe gocee. M., 2007

Mpukaz MwuH3agpascoupassutms Poccum  Ne1413H ot 23.11.2011  «O6
yTBepxaeHun MeTtoguyeckmx pekoMeHZauum no copepXaHuio u odopMIeHUo
HeobXo4MMbIX JOKYMEHTOB, U3 KOTOPbIX (hOpMUpyeTCa permcTpaumoHHOe OoChbe
Ha neKapCTBEHHbIN npenapaT Ans MeAMUMHCKOrO NPUMEHEHUs B LensiXx ero
rocyapCTBEHHOW perncrpaummy.

Mpuka3 MuH3gpascoupassuTms Poccum Ne 750H oT 26.08.2010 «O6 yTBepXaeHum
npaBun NpPoBeAEHNA 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB ANA MeAUUUHCKOro
NpPUMeHeHNA N POPMbl 3aKIMHOYEHNST KOMUCCUN SKCNEPTOBY.

locypapctBeHHas gapmakonea Poccunckon depepauun. — 13-e  umsg.
Pexum goctyna http://femb.ru/feml

MHHOBaUWOHHbIE ~ TexHororm M obopydoBaHve  (pbapmaueBTUYECKOro
npoussogctea. Mo pea. npod. H.B. MeHbwyTtnHOn. B 2-x Tomax. M.: MN3g-Bo
BMHOM, T. 1.- 2012. - 328 c., T. 2.— 2013. — 480 c.

PykosoacTBo. [NpaBuna Hagnexawero npou3BoacTBa JlekapCTBEHHbIX CPeacTB
ANs MeOVUMHCKOro MpUMEHEHUst U Ons BeTepuHapHoro npumeHeHus (GMP)
TamoxeHHoro coto3a ([Mpasuna opraHmsaumm NPON3BOACTBA U KOHTPOMSA KayecTBa
rnekapCcTBeHHbIX cpeacts).— M. Pemegunym — 242 c.

Mpounssogcteo nekapcts no GMP = Manufacturing of pharmaceutical prodacts
according to GMP : cbopHuk ctaten / coct. M.A. KywHapeBa [n gp.] .— M. :
MeaguunHckuim 6usnec, 2005 .— 316 c.

MpombiwneHHass TEXHONOIMMS nekapcTB : B 2 T.: yd4ebHuK anga ctyq. sy3os / B.U.
Uyewos, A.WN. 3anues, C.T. lWebaHoBa, H.E. YepHoB ; Hay. cdhapmaueBT. akag.
YkpauHsbl ; MNMog pen. B.W. Hyewosa .— XapbkoB : M3g-Bo HPAY : MTK-KHura,
2002- .— (Bbicwee obpasoBaHue) .T. 1 .— 2002 .— 557 c.

MpombiwneHHass TEXHONOrMSA NekapcTB : B 2 T.: y4ebHUK ansa ctyq. sy3os / B. U.
Uyewos, H. E. YepHos, J1. H. Xoxnosa u gp. ; Hau. dpapmaueBT. akag. YKpauHsbl ;
Mo pen. B.WN. Uyewosa .— XapbkoB : M3g-so HOAY : MTK-Knura, 2002- .—
(Bbicwiee obpasosaHue) .T. 2 .— 2002 .— 715 c.

desmernibHoCcMmu:

Ona oueHuBaHuA pe3ynbTaTtoB 06y‘-IeHMi| Ha npome)KyTquoﬁ atrectauuumn

MCnonb3ylTCA criegyrolimne coaepxartenbHble pe3yrbTaTbl 00y4eHUsl Mo Moaynto:



lMpomexyTodHas aTTecTauusa npeacraBngeT cobon 3awmuTy nNpoekTa Mo HanpasneHuto:
“‘OpraHusaumnsa papmaLeBTUYEeCKON AeATENIbHOCTU Ha NpuMepe anTtevyHoW opraHmsauumn «X»”.
(Ha Npumepe anTeyHon opraHmnsauum — 6a3bl NPaKTUKK).
OcHoBHbIe pa3genbl NpoekTa:

1. TUTynbHBIM NUCT, C Yyka3aHneM Ha3BaHus npoekta n ®.1.0. ncnonHutens.

2. CogepxaHue.

3. OnucaHue BHelHen cpeabl obbekTa nccneaoBaHms: PakTUYECKNn aapec; BHELLHUA BUA
anTeku; pacnonaratowmecsa nobnms3ocTn 06beKTbI, KOTOPbIE BANSAIOT HA NOTPEBUTENBCKNIA NOTOK
N 0COBEHHOCTN accopTUMEHTa; npoyne pakTopbl BHewHen cpeabl AO, onpegenstowme
0cobeHHOCTN €€ paboThl.

4. OnucaHne BHYTPeHHeN cpeabl obbekTa wuccrnegoBaHuda: dopma CcobCTBEHHOCTH,
OopraHnsaunoHHoO-NpaBoBas opma, NuueH3npyemMmble BUOblI AeATENbHOCTU, OpraHu3aunoHHas
CTPYKTYpa; Bpemsi paboTbl anTeku, BHELWHWA WU BHYTPEHHWUIA BUA anTeku, XapakTepucTuka
nepcoHana, OCOBEHHOCTM acCcopTMMEHTa W npouyme akTopbl BHyTpeHHen cpeabl AO,
onpegensawLmne ocobeHHOCTN eé paboTsbl.

5. MNpouecchbl anTe4yHon opraHn3aumnmn n nx ocobeHHOCTU (KapTa NpoLeccoB). XapakTepucTuka
COrlloB (Mx nepeyeHb 1 KpaTKasd xapakTepucTuka).

6. PykoBoactBo no kayectBy AO (KpaTkasi xapakTepucTmka u 0CO6eHHOCTN).

7. PesynbTaTbl McCrnegoBaTenbCKOro MpoeKkTa: BbIBOAbI M MPEeASIOKEeHUA MO YNy4dleHUto
npoLeccoB anTe4yHoN opraHnsaunn.

8. MNpunoxeHus (Npyn HeOH6XO0ANMOCTH).

Ansa oueHnBaHWs pe3ynbTaToB 06YyYEHNA Ha NMPOMEXYTOYHOM aTTecTaunm UCNosb3yTCH
crnegyrowme nokasartenu:
YHUKaINbHOCTb MPOEKTa;
aKTyarnbHOCTb MPOEKTa;
KayecTBO ONMCaHUS NPOEKTa;
npopaboTaHHOCTb NPOEKTA;
: KayecTBO 3alLnTbl NPOEKTA.

KOoHKpeTHOe couyeTaHue nATU  YyKa3aHHbIX MNoKasaTenien onpedensier  Kputepum
OLeHMBaHNSA pe3yrnbTaToB 00y4eHnsa (ChopMMPOBAHHOCTM KOMMETEHLNIN) HA SK3aMeEHeE:

— BbICOKUI (yrny6rieHHbIN) ypoBeHb CHhOPMUPOBAHHOCTU KOMMETEHLNN;

— MNOBbILLEHHbIN (NPOABUHYTLINA) YPOBEHb CHOPMUPOBAHHOCTU KOMMETEHLINNA;

- NoporoBbIv (6a30BbIN) ypoBEHL COOPMUPOBAHHOCTN KOMNETEHLMNI;

- OTCyTCTBUE CPOPMUPOBAHHOCTN KOMMNETEHLINN.

[ns oueHMBaHNA pedynbTaToB 00y4YeHNsa Ha aKk3ameHe ncnonb3yeTtca 4-6annbHas wkana:
(Tabnuua 1).
Tabnuua 1 - CoOTHOWEHME nokasaTenen, KputepueB W LIKamnbl OLEHUBAHUSA pe3yribTaToB
00y4yeHns Ha 3K3aMeHe:

arwnE

MokasaTenu chopMMUPOBAHHOCTN KOMMNETEHLINI Kputepum LLikana oueHoK
cchopmMmmnpoBaHHOCTH
KOMNEeTEHLUN

O6yuvatowmnncs npeacTaBun n obocHoBan| MNoBbILWEHHbIN OTnuyHo

3aKOHYEHHbI MPOEKT, 060CHOBaB BCe 3Tanbl ero| ypoBeHb
dopmmpoBaHus. Bce anemMeHTbl MpoekTa 4YeTKo
CTPYKTYPUPOBaHbI, He BbI3bIBAOT COMHEHMIA B
[I0CTOBEPHOCTH, npopaboTaHbl obyvarowmumcsa u
4eTKO, apryMeHTUPOBAHHO NPEeACTaBIEHbI.

Obyuatowmncs npeacraBun n  obocHosan| ba3oBbi ypoBeHb | XOpoLLO
3aKOHYEHHbIN NpPoeKT, 060CHOBaB BCe aTanbl €ero




dopmmpoBaHus. Npu 3awmTe OTAENbHbLIX 3TanNoB
obyvarowmncs mncnonb3oBan OpPUEHTUPOBOYHbLIE
cBegeHus. OreMEHTbI npoekTa 4yeTKo
CTPYKTYPUPOBaHbl, HE BbI3bIBAlOT COMHEHUN B
AOCTOBEPHOCTU, npopaboTaHbl obyyarwmmes wn
4YeTKO, apryMeHTUPOBaHHO NpeacTaBleHbI.

Obyuvatowmncs gonyckaet 3HauYUTENbHbIE OLLIMOKM
npu npeacTaBrneHMn npoekTa, NpefoCTaBlEHHbIe
AaHHble BbI3bIBAOT COMHEHUSI B MOANMHHOCTW.
O6yuvatowmnncs 3aTpyaHEHHO onepupyeTt
MOHATMMHBLIM  annapatoM U1 NpUoBpEeTEHHbIMM
3HaHMAMMK, ymeHnamun. Mpu npeseHTaumm npoekTa
obyyarowmnmncsa gonyckaet OWNGKN N HETOYHOCTM.

MoporoBbin
YPOBEHb

y,D,OBJ'IeTBOpI/ITeJ'IbHO

Mpoekt He cooTeBeTcTBYEeT ntobbiM Tpem U3
nepevncrneHHblx nokasatenen. Ob6y4vatowmmncsa
AEMOHCTPUPYET OTPbIBOYHbIE, (bparMeHTapHble
3HaHus, gonyckaet rpyobie owmnbku. MNMpeseHTaums
OTCYTCTBYET.

He 3a4yTteHo

Mporpamma paccmoTpeHa

Ha 3acefaHuUn Hay4yHO-MeToANYEeCKOro coseTa
drapmaueBTUYECKOro dpakysnbTeTa

(npoTokon oT 15.04.2024 Ne 1500-06-04)
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