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KoHTponb 060poTa 3TUI0BOro cnupTa B (papMaLleBTUYECKOM
Npou3BOACTBE

O6ecrneyeHne 6e30MacHOCTH XU3HU U 3L0POBbs HaCceNeHus ABNSETCS NepBooYepeiHON 3agadeit rocygapctea. OAHUM U3 BaXKHbIX
MCTOYHWUKOB OMAaCHOCTU A5 HAaCeNIEHUS ABNSIETCA STUOBbIV CNUPT, KOTOPbIN NPUMEHsieTCA B papMaLeBTUYECKOM NPOU3BOACTBE,
B TO YMClie NeKapCTBEHHbIX NpenapaTtoB. CobntoeHWe YCOBUM, MPU KOTOPbIX 6yAeT o6ecneyeH AOCTYN B NPOUM3BOACTBO
UCKIIOUYNUTENIbHO 6€30MaCHOr0 CbIpbsi, KOHTPOUPYETCA NOCTOSIHHO O6HOBAAIOLLENCS HOPMATUBHO-NPaBOBO 63301 AOKYMEHTOB,
perynupyroLmx oTpacsb. Kaxzabli COTPYAHUK KOMMaHWUK, B CBOIO 04Yepefb AO/MKEH 3HAaTb TOHKOCTU NPaBOBbIX JOKYMEHTOB U
TEXHOJIOrMYECKUX MPOLIECCOB, YTO6bI YMeTb Ha CBOEM paboyeM MecTe 06ecneynTb 6e3onacHble YCI0BUS NepepaboTku MaTepuana
1 He [OMyCTUTb Yyrpo3sbl GyHKLMOHMPOBAHWUIO NPeANpUsATUA. B pamkax Kypca paccMaTpUBatoOTCSs KJTHoUeBbIe MOSTOXKEHUS,
obecneymBatoLLme cob6N0LeHNE NPaBU U HOPM 6e30MaCHOCTY.

Data npoeegenus: 18- 19 Hos6ps 2024 ¢ 10:00 go 17:30

ApTtukyn: Cl11564

Bup ob6yyeHus: Kypc noBblileHusi KBanudukaumm

dopmart obyueHus: [1HeBHOM

CpokK obyueHus: 2 fHsl

MpogomkuTenbHocTb 06yyeHus: 16yacoB

Mecto npoeepeHus: r. CaHkT-MNeTepbypr, yn. NeTponaenoBckas, 4. 4, nutep A. CtaHums meTpo «[leTporpagckas».
CtoumocTb y4acTus: 32 000 py6.

[ins yyacTHUKOB NpefycMOTpeHo: MeToanueckunii MaTepumarn, kode-naysbl.

J[I0KyMeHT no oKoH4YaHUU obyyeHus: o nToram obyyeHus cnyliaTenu, yCnewHo npoLleaLline UTOroByo aTTeCcTaLuto No NporpaMme
06y4eHus, MoJlyyatoT Y 4OCTOBEPEHME O NOBbILWEHUU KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NpaBo
BefleHVsi o6pa3oBaTesibHON AesTeNbHOCTH, BblAaHHOM [enapTaMeHTOM 06pa3oBaHusi U Hayku ropoga Mocksbl).

Ina Koro npeaHasHayeH

CrieuuanncToB Mo 3aKyrnke, OTAeNa KayecTBa, Cknaja GapmaleBTUYeCcKnX NpeanpuaTii, 3aHUMatoLWMXCA NPOM3BOACTBOM, peannsalmnen
1 KOHTpOJsIeM 060poTa 3TUIOBOIO CNvpTa.

Lienb o6y4yeHus

ChopmMupoBaTb y y4aCTHUKOB CUCTEMHOE NpefCTaB/eHNE O KOMMJIEKCE NPaBOBbIX JOKYMEHTOB U YC/IOBUSIX 6€30MacHOCTU
TEXHOJIOrMYeCKMX NPoLEeCcCoB, pernaMeHTUPYHLLMX 060pOT 3TUIOBOrO cnupTa B hapMaLeBTUYECKOM NPOU3BOACTBE.

PesynbTaT 06y4YeHus

B pe3ynbTaTe 06yuyeHus cnyliaTenu:

o [puBeayT B CUCTEMY HOPMATUMBHO-NPABOBYIO 6a3y [JOKYMEHTOB, PerynpyroLmx o60poT aTMnoBoro cnupTa B Poccuiickom
depepauuu.
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e O3HakomMATCA C Tpe6OBaHVIﬂMVI K Ka4yeCcTBy U 6e3OI'IaCHOCTI/I 9TUNOBOIo cnmpTa Npu NCnoJib3oBaHUU B NPON3BOACTBE
JIeKapCTBEHHbIX CPeACTB.

e Y3HaT 06 0CO6eHHOCTAX OpraHM3auumn paboTbl C 3TUOBbLIM CMMPTOM B papMaLeBTMYECKOM NMPON3BOACTBE, KOTOpble
HEO6XO0ANMO KOHTPOJIMPOBATb C 0CO60W TLWATENbHOCTbIO.

e O3HaKOMATCSA C Tpe6oBaHNAMM K OpraHM3aLmMm KOHTPOsIsi 060poTa 9TUI0BOro CNMpTa Ha NpeanpusaTUaX hapMaueBTUYecKoro
NPOV3BOACTRA, @ TaKXe MpU TPaHCMOPTUPOBKE U XpaHEHUMN.

o O3HAKOMATCS C NPaKTUYECKUMU acreKTaMu opraHusaumnmM o6opoTa 3TUIIOBOro cnvpTa Ha hapMaLeBTUYECKOM MPeanpuUsiTUm.

9TO MeponpuaTMe MOXHO 3aKa3aTb B KOpNopaTuBHOM opmaTe (06y4eHne COTPYAHUKOB OAHOM KOMMNaHuK).

[Iporpamma o6yyeHus

HopmaTuBHO-NpaBoBasi OCHOBA perynupoBaHus 060poTa 3TUNOBOro cnupta B-Poccuiickoint depepauum.

o depepanbHblil 3aKoH 0T-22.11.1995-N 171-®3 (pep.-01-25.12.2023) «O-rocylapCTBEHHOM peryiMpoBaHuu Npon3BoACcTBa M-o60poTa
3TWMNOBOrO CNUPTA, a/IKOFrOSIbHON U-CMMPTOCOAEPXKALLEN NPOAYKLUMN U-06-0rpaHNYeHUM NOTPebeHNs (pacnnTWs) ankoronbHoOm
npoayKuum» (C-u3M.-u-gon., Bctyn.-s-cuny ¢-01.01.2024).

o deplepanbHbiil 3aKoH 0T-12.04.2010-N 61-®3 (pes.-01-19.10.2023) «06-06palLL,eHm IeKapCTBEHHbIX CPEACTB»

o «[OCT 5962-2013. MexrocyfapCTBeHHbIN cTaHAapT. CnnpT 3TUNOBbIN PEKTUGUKOBAHHbIV U3-NULLLEBOrO Cbipbs. TexHu4eckune
ycnosusi» (BBefieH B-aeicTame lMNpukasom PoccTtaHpapTa 01-28.06.2013-N 345-cT) (pen.-01-01.12.2022)

e [NocTtaHoBneHue MpaBuTtenbcTBa Poccuiickon @epepauun o1-20-mtoHA 2018-r. N2-702 «[MonoxxeHne o-nMLeH3npoBaHMn Npons3BoACTBa
NEeKapCTBEHHbIX CPeACTB».

e MNpukas MuHsgpasa PO-o1-29-okTs6psi 2015-. N-771 «06-yTBEpXAEHUM 06LLMX hapMaKonelHbix U-hapMaKkorneiiHblx cTaTen» (pes.
071-31.10.2018).

e lNocTaHoBneHwue MpaButenbcTBa PO-01-31.12.2020-N 2466 (pea.-01-19.01.2024) «O-BefieHNUN U-PYHKLMOHUPOBAHUU eANHOI
rocyapCcTBEHHON aBTOMAaTU3UPOBaHHON MHPOPMALIMOHHOW cUCTEMbI yueTa o6bemMa Npon3BOACTBa M-060pOTa STUSIOBOrO CMMPTA,
anKoronbHOM U-CNUpTOCOAEepIKaLller MpoayKumu» (BMecTe c-«lpaBunaMm BeaeHust U-pyHKLMOHMPOBaHUS eANHOMN rocyapCTBEHHOM
aBTOMaTU3NPOBaHHOW NHHOPMALIMOHHOM CUCTEMbI y4eTa 06bema NPoM3BOACTBA N-060pOTa 3TUNOBOIO CNNPTA, aNIKOrOIbHOWM
U-CNMpTOCOAEPIKALLEN NPOAYKLIMM, a-TaKXKe yyeTa MHdopmaLum 06-06beMe NPOU3BOACTBA, 060poTa-u (Mnn) UCMONb30BaHUS
3TU/I0BOrO CNWPTA, afIKOroNbHOW U-CNPTOCOAEpXXaLLen MPoAYKLIMK, O-KOHLIEHTpaL N AeHaTypupyHoLLmMX BeLLecTB
B-fleHaTypMpOBaHHOM 3TU/IOBOM cnupTe (AeHaTypaTe), 06-MCnosib30BaHUU NMPOU3BOACTBEHHbIX MOLLHOCTEN, 06beMe CO6paHHOro
BMHOrpaja, MCnoJsib30BaHHOr 0 A5 NPOM3BOACTBA BUHOAENbYECKON NPOAYKLUNY, «TpeboBaHNAMMN K-aBTOMaTUYECKUM CPEACTBaM
U3MEPEHNs U-yuyeTa KOHLEHTpaLumn n-o6beMa 6e3B0HOI0 cnMpTa B-FOTOBOI NPOAYKLMK, 06beMa roToBOW NPoAyKUMU-u (i)
TEXHUYECKUM cpeacTBaM pukcaLmmn n-nepegayun nidopmMauum 06-o6beMe NponsBOACTBA M-060pOTa STUNOBOIO CNNPTA, alIKOroJIbHOW
U-CNMpTOCOAEPIKALLEN NPOAYKLIMM, O-KOHLIEHTPaLIMK AeHaTypUpYOLLMX BELLECTB B-eHaTypupoBaHHOM 3TUIIOBOM cripTe (AeHaTypaTe)
B-eVHYIO rOCYAapCTBEHHYIO aBTOMaTU3MPOBaHHYH MH(MOPMAaLIMOHHYO CUCTEMY yyeTa o6 bemMa NPOU3BOACTBA N-060pOTa 3TUI0BOMO
CNUPTa, anKkorosbHOM U-CNMPTOCOAEPIKALLLEN NPOAYKLIMN»).

e CpaBHEHWE POCCUMCKUX U-3apyBeXHbIX CTaHAApPTOB 3TUJI0BOrO cnupTa.

e [OCTbl n-OCTblI, perynupytoLlue Ka4ecTBo UCMOIb3yeMoW yNnakoBKuM Anst papMaLueBTUYeCcKon Cy6CTaHLMmM CNUpT 3TUNOBbIN
B-Poccuiickoin depepaumm.

e KOHTpoOnb cobnofieHunst 3aKoHoAaTeNbCTBa B-061acT1 060poTa 3TUNOBOIO CNUPTa NpyU NPOU3BOACTBE U-peann3almn NpoayKLUum.

0co6eHHOCTM NPUMEHeHUst 3TUJIOBOrO CNupTa B-papmMaL,eBTUYECKOW NPOMbILLIEHHOCTM.

e Tpe6oBaHUsA K-KayecTBY U-6€30MacHOCTM 3TUNOBOMO CNUPTa NPU UCMONb30BaHUM B-TPOU3BOACTBE JIeKapCTBEHHbIX CPEACTB.
e [lonyCTUMBbIN CNOCO6 NPOU3BOACTBA 3TUIOBOrO CnupTa.

e Tpe60oBaHUs K-CbIpbto A1 NPOU3BOACTBA 3TUIOBOIO CNUPTA.

e CTeneHb YACTOTbI OT-NMpUMecei n-6e30nacHOCTb NPOAYKLMU Afst NOTpebuTens.

e [lonycTumas xummuyeckasi 06paboTka A1 0CBOOOXAEHUA OT-NMPUMECEN.

e YUeT BANAHMSA COCTaBa yNnakoBKM 3TUIOBOrO CNUPTa Ha-NosiBIeHWE TEXHUYECKUX NpUMeceN.

o Tapa, pa3pelleHHas ANa XpaHeHWUsa 3TUOBOroO cnupTa.

e Tpebyemblli MakeT JOKYMEHTOB AJ11 060CHOBaHWSA BO3MOXHOCTEN XpPaHEHUs 9TUNOBOrO CNUPTa.

OpraHusauums pa60TbI C-QTUNOBbLIM CMNUPTOM B'd)apMaLleBTM‘-IECKOM npou3BoACTBe.

e OCO6EeHHOCTM OpraHn3aumu paboTbl C-3TUII0BbIM CMIMPTOM MpU NPOU3BOACTBE NIEKAPCTBEHHBIX CPEACTB.

o TpeboBaHWsA K-OpraH13aLum yueTa, XxpaHeHUs!, TPaHCNOPTUPOBKM 3TUIIOBOIO CNupTa B-NPOLECCe NPOU3BOACTBA.
e MeToAbl KOHTPONSA KayecTBa N-6€30NacHOCTU 3TUIOBOIO CNMPTa U-NPOAYKLUN C-er0 COAEPXKaHMEM.

e McnbiTaHWs U-KOHTPOJIb KayecTBa NPOAYKLMU C-3TUJIOBbIM CIUPTOM.

e OnacHOCTH, BO3HMKaHOLLME NpU paboTe C-3TUMNOBbIM CIIMPTOM Ha-NPOM3BOACTBE.

o ObecneyeHne mep 6€30MacHOCTH Npu paboTe C-3TUNOBbLIM CMIUPTOM U-Er0 CMECAMM.

CtpaHuua: 2 M3 3



OpraHu3auusa KOHTpons 060poTa 3TUIOBOro CNUPTa Ha-NpeANpUATUAX (papmMaLieBTMYECKOoro NpoM3BoACTBa.

o [pUHLMMbI OpraHM3aL MK KOHTPOJI 060pOTa 3TUOBOMO CAMPTa Ha-MpPeanpUATUN.

o Pa3paboTka U-BHeLlpeHne CUCTEMbl KOHTPOSISi 060poTa STUIOBOIO CAUPTa Ha-MPeanpuUaTUm
e MNopsAgoK y4eTa 060poTa 3TUIOBOIO CNMPTa Ha-NPeanpUATUN.

e MoaroToBKa U-NMpefoCTaB/ieHNe OTYETHOCTM B-PETYINPYIOLLME OPraHbl.

o OTBETCTBEHHOCTb 3a-HapyLUeHWe NpaBu y4eTa U-0TYETHOCTM B-060pOTE ITUIOBOIO CNMpTa.
e [NpaBuna MapKMpOBKMN NPOAYKLUMN C-COAEPXKaHWEM 3TUNIOBOIO CNMpTa AN NoTpebuTenei.

Mpoueaypbl KOHTPOA 060pOTa 3TUNOBOro CNUPTA NPU TPAHCNIOPTUPOBKE U-XPAHEHUM:

o OpraHusauusi NepeBo3Ku U-XxpaHEHUs 3TUIOBOrO CNMPTA, TPe6OBaHNUSA K-TPaHCMOPTHLIM CPEACTBAM U-CKMaACKUM NMOMELLEHUSIM.
o [JoKyMeHTasnbHOe CONpOBOXAEHWE 060pOTa STUIOBOFO CNMUPTa NPU NEPEBO3KE U-XPAHEHUM.

e Mepbl No-NpefoTBPALLEHUIO NOTEPD U-XULLLEHUIA 3TUNOBOIO CNUPTa BO-BPEMSI TPAHCMNOPTUPOBKM U-XpaHeHUsI.

e PaccnepoBaHue cnyyaes HapyLleHUsi NpaBuil 060poTa 3TUIOBOMO CNMPTa Ha-NMPeANnpUATUN U-B-ero NoApasaeneHusix.

o CocTaBneHue akToB U-POTOKONOB M0-pedyNibTaTaM paccnefloBaHui.

e Mepbl NO-yCTPaHEHWIO BbIABNEHHbIX HApYLLEHU U-UX-NpohunakTmka.

MpakTUyeckune acnekTbl opraHusauumn o6op0Ta 9TUJIOBOIro cnupTa Ha'd)apMaLleBTM‘-leCKOM npeanpuaTUn.
. Pa3pa60TKa n-BHeApeHne CUCTEMbl KOHTPONA Ka4yeCTBa 3TUNOBOIro CnupTa Ha-npeanpuaTumn

MoaroToeka upoBeAeHMe BHYTPEHHUX ayAUTOB NMO-BOMpOcam 060poTa 3TUNOBOro CNUpTa.

[lpenogaBaTenu

MPENOOABATE/b
JKcnepTbl opraHu3auuit CaHkT-NeTep6ypra B 061acT KOHTPOJISt KayecTBa M 060poTa 3TUOBOIo CNupTa.
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