NMPUNOXEHUE A
®OH/, OLEHOYHbIX MATEPUANIOB A1 NPOMEXYTOYHOM ATTECTALUMU
No ANCUUNNMNHE «YnpaBneHue KauyeCTBOM NPOLLECCOB U NPOAYKLUUN BO BHELUHEIKOHOMUYECKOMU
[eATeNbHOCTUY

1. Ilepeuensv oyenounvix cpeocme 01 KOMRemeHyuil, hopmupyemuvix 6 pe3yiomame 0C60€HUS
OUCUUNTIUHDL

KOI{ KOHTPOJJIHN eMoi KOMIIETCHIINA CHOCOﬁ OI[GHO'-[HOC CpeacrTrBo
p py OIICHUBAHUSA p
KomnnekT
NMK-6: CnocobeH oueHMBaTb COCTOSIHME M
KOHTPONUpYylowux
BbIIBNATb OCHOBHble TEHAEHUMU B Pa3BUTUM 3aueT
MaTepuanos Ans
MUPOBbIX PbIHKOB
3ayeTa
NK-7: Cnocob6eH ucnonb3oBaTb
HOpMaTUBHO-NpaBoByl 6a3y KomnnekT
HaUMOHANbHOTr0, MEeXAYHApPOAHOIO M 3auer KOHTpOnupywmx
HaAHALUMOHANbHOTO perynupoBaHns Ans MaTepuanos Ans
peanu3auuMu BHeWHEIKOHOMUYECKOI 3ayeTa
AeATeNnbHOCTH

2. Onucanue nokxazamenei u Kpumepuee ouernueanusn Komnemenuuﬁ, onucanHue ukKan
OUCHUBAHUA

OueHnMBaeMble KoMneTeHUMM npeacTaBneHsl B pasgene «[llepeyeHb  MAAHUPYeEMbIX
pe3ynbTaTtoB 06yyeHus nNo AMCUMNNMHE, COOTHECEHHbIX C WHAMKATOpPaMU JAOCTUXKEHUSA
KoMneTeHuun» pabouern nporpammbl AUCLUMNAMHLI  «YNpaBleHWe KauyeCcTBOM MPOLECCOB U
NPOAYKUUM BO BHEWHEIKOHOMMUECKOV AeATENbHOCTU».

Mpu oueHMBAHMM CHOPMMPOBAHHOCTU KOMMETEHUWA MO AMCUMNNMHE «YNpaBrneHue
KaueCTBOM MpOLECCOB W MPOAYKUMN BO BHEWHEIKOHOMUYECKO/ JAeATeNbHOCTU» WCNONb3yeTcCs
100-6annbHaa wkana.

Kpurepnii Ouenka no 100- Onenka no
0aJIJIbHOM IIKAJIe | TPAAUIMOHHON HIKAJIe
CTyAeHT 0oCBOMN M3yuvaeMblii MaTepuan, 25-100 3aumeno

BbiNONMHAEGT 3aAaHUA B COOTBETCTBUU C
WHAUKATOPaMU AOCTUXEHUA
KOMNeTeHuun, Moxer AonycKaTb
OTAeNnbHble OWUOKHM.

CTyAeHT He 0CBOMN OCHOBHOE 0-24 He 3aumeno
cojepxaHue U3yuyeHHOro Matepuana,
3ajaHuA B COOTBETCTBMUM C
WHAWKATOPaMU AOCTUXKEHMS KOMMeTeHLM
He BbIMOMHEHbl WNW BbINOSIHEHbl HEBEPHO.

3. Tunogvie KOHMPOIbHBIE 3A0AHUA UIU UHbIE MAMEPUATIbl, HE0OX00UMble 011 OUYEHKU YPOGHA
00CMUMCEHUA KOMNEmeHYUIl 8 COOMEENCMEUU ¢ UHOUKAMOPAMU

1.3a0aHue Ha aHanu3 mpebosaHuli MUpPoBbIX PbIHKO8 K NPOOYKuUU

KomneTteHuua NHAMKaTOP AOCTUXKEHUA KOMMNETEHLUU

MK-6 CnocobeH oueHWBATb COCTOSIHUE U BHIABAATH MK-6.3 AHanu3upyet Tpe6oBaHWS MUPOBbLIX




| OCHOBHble TeHAEHUMU B Pa3BUTUM MUPOBLIX PbIHKOB I PbIHKOB K MPOAYKLUUK |

[lpoananu3upyiite  TpebOOBaHMS K MApPKUPOBKE TMPOJYKTOB, YKa3bIBAlOIIEH Ha  METO
OpPraHuvecKkoro TMpPOU3BOJACTBA, B COOTBETCTBHUM C PYKOBOAAIIUMHU TOJOKEHUSAMH II0
MPOM3BOJICTBY, MepepaboTke, MapKUPOBKE M COBITY OpPraHMYCCKHX THIICBLIX MPOIYKTOB,
BolpaboTanHeiMu  Komuccuelr «Konekc Anumentapuyc» u IIporpammoit MAO/BO3 mno
CTaHJapTaM Ha ITHIIEBbIC TIPOIYKThI

2.3a0aHue Ha aHasau3 mpebosaHuli MUpPOBbLIX PbIHKOB K NMPooyKyuu

KomneTteHuusa NHAMKaTOp AOCTUXKEHUA KOMMETEeHLUU

MK-6 CnocobeH oueHuBaTb cocTosiHue u BbisBAATH | IK-6.3  AHanu3upyeT  TpeboBaHMSi  MUPOBBIX
OCHOBHble TEeHAEHUMW B Pa3BMTUM MUPOBLIX PLIHKOB PbHIHKOB K MPOAYKLMK

IIpencrapeTe, 4To Balla KOMIIaHHMsS — HAUMHAIOIHK SKCIIOPTEP NMPOIAYKTOB MMUTAHHS HA PHIHOK
KHP. Onumute TpeboBaHWS K MpoIEIype UMIOPTA TMHIIEBOH TPOIYKIIMH B COOTBETCTBHH C
TpeboBanusamu 3akona Kuralickoit Hapoguoit PecnyOnmuku o 0e30macHOCTH  MHIIEBOR
npoaykunu. Ha kakue yupe:k[eHHs BO3/I0KeHbl (DYHKUHM KOHTPOJSI KadecTBa IHILEBOH
MPOJYKIIMH U JIeKapCTBeHHBIX npenaparoB B KHP?

3.3a0aHue Ha demMoHCMpayu 3HAHULU U UCNO/Ab308AHUE HOPMAMUBHO-NPasosol 6asbl 015
peanu3ayuu 8HewHeIKOHoMu4ecKkol desmenoHocmu 8 obaacmu eHewHel mopaoesnu

KomneteHuus MHANKATOP AOCTUNKEHUA KOMNETEHL MU
nK-7 CnocobeH ucnonb30BaThb HopMaTuBHO- | NK-7.1 JleMOHCTpUpyeT 3HaHUA HOPMATMBHO-
npasoByl 6a3y HaLMOHaNbLHOro, MeXAYHapoOAHOro W | NPaBOBbIX aKToB, pernameHTUPYOUX
HaZHaUWOHANbLHOr0 perynupoBaHus Ans peanu3auuy | BHEWHEDKOHOMUYECKYI BeATeNbHOCTb, ]
BHEWHEeIKOHOMUYECKO/ AesTeNbHOCTH MeXAYHapOAHbIX MNPaBUNl  TOMKOBAHUA TOProOBbIX

TEPMUHOB B 06MacTW BHeWHel TOProsnu

MK-7.2 Wcnonb3yeT HopMaTUBHO-NpaBoByl 6a3y
ans peanu3auuu BHeWHe3KOHOMUUECKOIA
AeATenbHOCTH

Poccuiickuii mpon3BOIMTEN JIEKAPCTBEHHBIX TPEernaparoB IIaHUupyeT BbIxod Ha peiHOK CIIA.
Onummmre, Kakyrw pojib HMrpaeT YNpaBIeHWE JIEKAPCTBEHHBIMU CPEJCTBAMH W MHILEBBIMA
npoaykramu (FDA) B CIIA B KkoHTekcTe obecrniedeHnss KauecTBa M 0e30macHOCTH
JIEKApCTBEHHBIX MPErapaToB, MPOU3BEIEHHBIX HHOCTPAHHBIM HpeanpustueMm. OTBeT o0ocHYyiTE
ccbuikaMu Ha  DenepasibHBIM 3aKOH O MHUIIEBLIX MNPOAYKTAX, JIEKAPCTBEHHBIX CpEACTBaX H
KOCMETHKE, KOTOPBIH ONpEAe/seT MPOH3BOJACTBEHHBIC CTAHIAPTHI € ILEIBI TapaHTHPOBAHHSA
kadyecTBa. Kakum o0pa3omM pocCHHCKOMY MOCTAaBIUMKY CICAYET YYHMTHIBATh OTH OCOOCHHOCTH
P peaTh3ali CBOCH CTPATEruy N0 BLIXOAY HA BHENIHUHA PHIHOK?

4.3a0aHue Ha 0eMOHCMPAyUo 3HAHUL U UCMO/Ab308AHUE HOPMAMUBHO-NPasosol basbl 015
peanu3ayuu eHeWHe3IKOHOMuU4YecKol desmenbHoCcMu

KomneteHuusa UHaMKaTop AOCTUKEHNA KOMNETEeHL WU
nK-7 CnocobeH ucnonb3oBaThb HopMaTuBHo- | NIK-7.1 JleMOHCTpMpyeT 3HaHUA HOPMATMBHO-
npasoByi 6a3y HauUMOHaNbHOIro, MEXAYHAapOAHOro W | MPaBOBbIX aKToB, pernameHTUpYWUX
HaZHaUMOHaNbHOro perynupoBaHus Ans peanu3auuu | BHEUWHEIKOHOMUYECKYI AeATenbHOCTb, ]
BHEWHEeDKOHOMUYECKO/ AeATENbHOCTH MeXAYHapoAHLIX MpaBuil  TONKOBAHMS TOProBbIX

TEPMMHOB B 06MacTW BHeWHel TOProBiU

MK-7.2 Wcnonb3yeT HopMaTUBHO-NpaBoByWw 6a3y
ans peanu3auuu BHEWHEe3KOHOMUYECKO
AeATeNbHOCTH




OxapakTepu3yiite, KaKHWe YCIIOBHS MW BONPOCH IIEJIECOO0Pa3HO  YpEeryiIHpoBaTh  BO
BHEITHETOPTOBOM KOHTPAaKTEe Ha TMOCTAaBKY TOBAPOB B IIEJAX MHUHMUMH3AIUH PUCKOB U MPOOIEM
M0 Ka4EeCTBY MPOAYKLIMU MPHU peaTn3alui BHEITHEAKOHOMUYECKOH AESITENbHOCTH POCCUICKOMY
MPENNPUITHIO B COOTBETCTBUY C NEHCTBYIOLIEH HOPMATUBHO-IIPABOBOM 0a30ii?

5.3a0aHue Ha  ucnonb3oeaHue  HOpMamMueHo-npasosoli  6a3bl 048  peaausayuu
8HeWwHesKoHomuYecKol deamesnbHocmu

KomneteHuus MHAMKATOP AOCTUNKEHUA KOMNETEHL MM
NK-7 CnocobeH ucnonb3o0BaThb HopMmaTuBHo- | NIK-7.2 lcnonb3yeT HopMaTuBHO-npaBoByk 6as3y
npasoByl 6a3y HaLMOHanNbLHOro, MeXAYHapoAHOro W | Ans peanu3sauuu BHEWHEe3KOHOMUYECKO

HaAHAUWOHANIbHOI0 perynupoBaHnAa AnAa peanu3auun | AeAaTenbHOCTU
BHEWHeSKOHOMUYECKO/ AeATENbHOCTH

[loscaure, kak HopmaruBHO-mipaBoBas Oa3za MCO 9001 wmoxer OBITH peann3oBaHa Ha
OPEINPHUATHH,  OCYIIECTBISIOIIUM  BHEHIHEAKOHOMHUYECKYH) — JEATEIBHOCTb  (3KCHOPTHBIC
MOCTaBKU chipa B ['epMaHui0), B 4AaCTH XPAHEHHUS W PeaiU3alldd roTOBOM mpoaykiun. OTBET
obocHyi#iTe cChlIKAMH Ha HOPMATHBHO-IIPABOBbIC AKTHI.

6.3a0aHUe Ha 0eMOHCMPAyU 3HAHUU HOPMAMUBHO-PABOBLIX AKMOB U UCM0/b308aHUE
HopMamuegHo-rnpaeosoll 6a3bl 0718 peanu3ayuu 8HeWHEe3IKOHOMUYeCKol dessmesnbHocmu

KomneteHuusa UHAMKaTop AOCTUKEHNA KOMNETEeHLUH
nK-7 CnocobeH ucnonb3oBaThb HopMaTuBHO- | NIK-7.1 JleMOHCTpupyeT 3HaHUA HOPMATUBHO-
npasoByl 6a3y HauUMOHaNbHOIro, MEXAYHAapOAHOro W | MPaBOBbIX aKToB, pernameHTUpYLWMUX
HaZHaUMOHaNbHOro perynupoBaHus Ans peanu3auuy | BHEUWHESKOHOMUYECKYI AeATenbHOCTb, ]
BHEWHEeDKOHOMUYECKO/ AeATENbHOCTH MeXAYHapoAHLIX MpaBuil  TONKOBAHUSA TOProBbIX

TEPMUHOB B 06MacTW BHeWHel TOProBiu

MK-7.2 Wcnonb3yeT HopMaTUBHO-MpaBoByWw 6a3y
ans peanu3auuu BHEWHEe3KOHOMUYECKO
AeATeNnbHOCTH

IIpencrasbre, 4ro Balna xoMmaHHs — POCCHHCKHKM IPOM3BOIUTENL — IIPOM3BOIHWT KPYIIBL H
IUIAHUPYET HKCIOPTHBIC [OCTaBkM Ha Teppuropuio benopyceun u  HIeumu. Kakumu
MOJIOKECHUAMH  HOPMAaTHBHO-TIPABOBOM  0a3bl, Kacalomielcsa COOTBETCTBHS  MPOAYKIIMH
o0s3aTenbHbIM TPEOOBAHUAM, B 9TOM cUTyalnu Bel OyieTe pykOBOACTBOBATLCS MIPH peanu3aliiu
BHEIIHEAKOHOMUYECKOH  neatelbHocTH? Kakum  oOpazom COOTBETCTBHE  IMPOIAVKLIHH
COOTHOCHTCS C TIOHSATHEM «KadecTBO»? OTBeT 000CHY#HTe CChITKAMH HA HOPMATHUBHO-TPABORKIE
AKTBHI.

7.3a0aHue Ha deMOHcmpaqwo 3HaHUUl HOPMAamuegHO-rnpaeosebiX aKkmoe u ucriosbdoeaHue
HOpMGmUBHO-ﬂpGBOBOﬁ 6a3bl 014 peaausayuu B8HeWHe3IKoHoMu4YecKol desamenoHocmu

KomneteHuusa UHpMKaTop AOCTUKEHNA KOMNETEHL MU
NK-7 CnocobeH ucnonb3o0BaThb HopMaTuBHO- | NIK-7.1 JleMOHCTpUpyeT 3HaHUA HOPMATMBHO-
npaBoByl 6a3y HaLMOHANbHOro, MEeXAYHAapOAHOrO W | NPaBOBbIX aKToB, pernamMeHTUpyoumx
HaAHALUOHANbHOr0 perynupoBaHus Ans peanu3auuu | BHEWHEIKOHOMUYECKYH AeATenbHOCTb, "
BHeWHEeSKOHOMUYECKO/ AesTeNnbHOCTH MeXAYHapoAHbIX MNpaBUN  TONMKOBAHUA TOProOBbIX

TepMMHOB B 06nacTW BHeWHel TOProsnu

MK-7.2 Wcnonb3yeT HOpMaTUBHO-NpaBoBYyW 6a3y
ans peanu3auuu BHEWHeDKOHOMUYECKOW
AeATENbHOCTH




ITosicauTe, Kak HOpMaTHBHO-TIpaBoBas 6a3a crangapra MCO 9001 mosxer OBITH peann3oBaHa Ha
OPEANPUATHH, OCYIIECTBISIONIMM  BHEITHEAKOHOMHUECKYIO JIeSTeIbHOCTh, B YaCTHOCTH,
3aHUMAIOIMMCS peanr3alueil dIKCIOPTHBIX MOCTABOK MYKH B cTpaHbl FOro-BocTounoit A3un, B
qacTH paboTHI ¢ pekIaManuaMi. OTBeT 000CHYHTE CChIKAMH Ha HOPMAaTHBHO-IIPABOBBIC AKTHL

4. ®aiin u/unu bT3 ¢ NOAHLIM KOMMNAEKMOM OUEHOYHbIX MAMepuanoe npuaazaemcs.



