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o0pazoBanus «Cankr-IlerepOyprckuii rocyiapcTBeHHbINH XUMHKO-(papManeBTHYeCKU I
yHHBepcuTeT» MHUHHCTEepCTBA 31paBooxpanenus Poccniickoit @egepanun

AHHOTanus pado4eil MPOrpaMMbl IMCUUILITHHBI
b1.B.07 O0ecneueHue kKa4yecTBa OMOTEXHOJIOTHYECKHUX JIEKAPCTBEHHbIX CPEICTB

HanpasieHue noaroroBKu: 19.04.01 buorexHonorus

IIpoduab NoAroTOBKM:: [TpomblinieHHass OGMOTEXHOJIOTUS U
OMOMH)KEHEPUS

®opma 00yueHHs: O4YHas

IInanupyemble pe3yabTaTbl 00y4eHHs M0 AUCHHUILINHE (MOYJII0), COOTHECEHHBIE C
IUIAHMPYEeMBIMH Pe3yJIbTaTaMH 0CBOCHHS 00pa30BaTeIbHOM NMPOTrPaMMbl

Komnemenyuu, unouxamopul u pesynvmameol 00y4eHus.

[TK-IT5 CriocobeH opraHH30BbIBaTH (PYHKIIMOHUPOBAHKUE MPOLECCOB (hapMaleBTUYECKON CHUCTEMBbI
KauecTBa MPOU3BOJICTBA OMOTEXHOIOIMYECKUX JIEKAPCTBEHHBIX CPENICTB

[IK-I15.1 OpraHu3oBbIBaeT, KOHTPOIUPYET U OIEHUBAET 3(PGEKTHBHOCTH TIPOIECCOB
(hapMaleBTHYECKON CUCTEMbI KaueCTBa JIEKAPCTBEHHBIX CPEACTB
3nams:
[TK-I15.1/382 3HaTh COBpEMEHHBIE METO/IbI IPOTHO3ZUPOBAHUS H 00CCIICUCHHS
3aJJaHHOTO YypOBHSl KauecTBa OMOTEXHOJIOTMYECKOW MPOAYKIMH, HCIOJIb3yeMble Ha
Pa3IUYHBIX dTanax e€ Mpou3BOJCTBA
MK-I15.1/313 3HaTh NpUHIMIBI TOCTPOEHUS, GYHKIIMOHUPOBAHUS (papMalieBTHUECKON
CUCTEMBI KaueCTBa U YIIPaBJICHUS €10

Ymems:
[K-I15.1/YM2 YMeTb cTpouTh KOHTpOIbHBIE KapThl Lllyxapra, npaBuisHO
MHTEPIIPETUPOBATH PE3YIILTAThI

IIK-I15.2 Opranu3oBBIBa€T MPOLECCHl PACCIECIOBAHUN 10 OTKJIOHEHMSIM, HECOOTBETCTBUSIM,
peKIamManysIM 10 KaueCTBY B COOTBETCTBUHU C YCTAHOBJIEHHBIMM IPOLEAYPAMU U aHAIU3UPYET
PHUCKH AJIs1 Kau€CTBa JIEKapCTBEHHBIX CPEICTB

3nams:

[1K-I15.2/313 3HaTh OCHOBHBIC HHCTPYMEHTHI, TPUMEHIEMbIE B MEHEDKMEHTE KaueCTBa

[TK-IT5.2/384 3HaTh OCHOBHBIE METO/IBI AaHAIN3a PHCKOB

[TK-I15.2/315 3HaTh nporeaypsl MPOBEIACHUS PacCICIOBAHUHN IO OTKIIOHEHUSM,
HECOOTBETCTBUSM, pEeKJIaMaIUsIM 10 KaueCTBY

Ymems:
[K-I15.2/¥Ym1 YMmeTs cTpouts quarpammel [lapero, MimmkaBel, IPOBOANUTE UX aHATIHN3

[TK-T15.2/YM2 YMeTh IpOBOANTH aHAJIU3 PUCKOB OJTHUM M3 OCHOBHBIX METOJIOB, JI€JIaTh
MPaBUJIBLHBIC BHIBOBI



ITK-I15.3 OpraHuzoBbIBacT MOHUTOPUHT BBIITOJIHCHUS KOPPEKTUPYIOLIUX u
NPEaYIPEXKTAIOUINX ASHCTBUI HA OMOTEXHOJIOTHUECKOM POU3BOICTBE
3nams:
[TK-I15.3/312 3HaTh OCHOBHBIE XapaKTEPUCTUKU CHCTEMbI KOPPEKTUPYIOIIUX U
MPEAYNPEKIAOIINX JEHCTBUI
[K-I15.3/313 3HaTh MeTOABI OLIEHKH 3P (PEKTUBHOCTH CUCTEMBI KOPPEKTUPYIOLIHNX H
MPEAYNPEKIAOIINX JEUCTBUI

Ymems:

[K-I15.3/YM1 YMeTh opraHu30BbIBaTH MEPOIIPUATHUS 1151 MOHUTOPUHTA BHITTOJTHEHHUS
KOPPEKTUPYIOLIUX U MPEAYNPEKIAOINX JEUCTBUI

[IK-IT6 CnocobGeH OCYIIeCTBISATh KOHTPOJIb COOJIOJCHUS YCTAaHOBIICHHBIX TpPEOOBaHUN K
MPOM3BOJICTBY, YCJIOBHSIM IPOW3BOJICTBA M K KOHTPOJIO KauecTBa JICKAPCTBEHHBIX CPEICTB Ha
(bapMareBTH4eCKOM POU3BOICTBE

[IK-I16.3 KoHTponupyeT HCHOBbITAaHUSA JIEKAPCTBEHHBIX CPEICTB, MCXOMHOTO ChIPbI U
YIaKOBOYHBIX MaTepUajoB, MPOMEKYTOUHOM NPOAYKUMH U OOBEKTOB MPOU3BOACTBEHHOM
Cpensl

3namo:

[K-I16.3/316 3nath TpeOOBaHUS HOPMATHBHBIX JOKYMEHTOB K OMEIIECHUSIM U

00opynoBaHuio (papMarieBTUYECKUX MPOU3BOJICTB U UX 00CTYKUBAHUIO

[TK-I16.3/317 3Hath TpeOOBaHUS K MPOBEACHUIO OUUCTKUA 000PYIOBaHHUS U BAIUIAIIUN
OYUCTKHU

Ymems:

[TK-I16.3/YM6 YMeThb OlleHHBATh IPUMEHSEMBIE Ha TPOU3BOACTBE METOIbI OUUCTKHU
o0opynoBaHus

MecTto nucuunjanHbl B cTpykrype OII

Hucrunmmaa (Momynb) B1.B.07 «ObGecnieuenne kadecTBa OHMOTEXHOJIOTMUECKUX JIEKAPCTBEHHBIX
CpeACTB» OTHOCHUTCS K (HOpMHUpYyEeMOW ydYaCTHHKaMU OOpa30BaTEIbHBIX OTHOIICHUH 4YacTh
o0pazoBaTeIbHOM MPOTPaMMBI U U3ydaeTcs B cemecTpe(ax): 3.

[IpenimecTBytoUE TUCIUTUTHHBI (MPAKTUKU) TIO CBSA3SIM KOMITETCHIIUH:
b1.B.03 MukpoOHoI0ru4ecKuii KOHTPOJIb B OMOTEXHOJIOTHYECKOM MTPOU3BOJICTBE;
b1.B.04 CripbeBast 6a3a OMOTEXHOIOTUY;

[Tocnenyromue AMCUUITITNHBI (IPAKTUKH) TIO CBA3SIM KOMIIETEHIIMN:
b1.B.JIB.03.02 Banugamus O4uCTKY;

b1.B.JIB.03.01 Kpanudukamuss TEXHOJOTHYECKOTO OOOpPYIOBaHHUS ¥  Badujarus
TEXHOJIOTHYECKHUX MPOIECCOB;

b3.0.01(/1) IToaroroBka K mporeaype 3aliUThl U 3allUTa BBIMTYCKHOW KBaTU(UKAIIMOHHON
paboTHI;

b1.0.12 IIpoektupoBanue u opranuzanus onodapmareBTHIecKoro mpousBoacTea mo GMP;
b2.B.02(IT) npou3BoACTBEHHAsI TPAKTUKA, TEXHOIOIMUECKAasl IPAKTUKA;

B npouecce u3yueHuss AMCUUIIIMHBI CTYIEHT TOTOBUTCS K BUAaM MPo(eccHoHaIbHON JesITeIbHOCTH
U pemieHUI0 mnpodeccHoHaNbHBIX 3amad, npeaycMoTpeHHbix PI'OC BO u obpa3oBarenbHOU
MPOTPaMMOii.



Coaep:xanue pa3aesioB, TeM JUCHUNITHHBI

Pazoen 1. Ocnoenvle npunyunsvl popmuposanus u odecneuenus Kauecmea OUOmexHo102u4ecKou
npooyKyuu

Tema 1.1. Cospemennoe npedcmasienue 0o ynpasieHuu obecneuenuem Kayecmaa.

MexyHaponHbie HOpMaTuBHBIE akThl. MexxayHapoansie ctannaptel cepuu MCO 9000. Poccuiickue
HOpPMaTHUBHbIE aKTHI.

KagectBo. TpeOoBaHus K KadecTBY OMOTEXHOJIOTHYECKOW MPOAYKIWU. [IpuHIMI OTpa)keHus
kadecTtBa. CTaguu U 3Tambl CO3/1aHUs CUCTEM MEHEIKMEHTa kKadecTBa. [IponeccyanbHblil moaxon B
coorBerctBuu ¢ ISO 9001, ICH Q9 «VYnpaBnenue puckamu mo kadectBy»; ICH QI10
«®DapmarieBTHYeCKas cuctemMa kauectsay. [loaxoapl K MOCTPOCHHUIO CUCTEMBI 00eCTIeUeHNs KauyecTBa

MPOAYKIIHH.
Tema 1.2. Vnpaenenue kauecmeom 6UOMeEXHOIO2UHECKUX 1eKAPCMBEHHbIX CPEOCME

[Togxompl K yHpaBIEHUIO PUCKAMH. YIy4llIEeHHE KauecTBa IPOLECcca, OCHOBHBIE HHCTPYMEHTHI
JMAarHOCTUKHU KadecTBa. MeTO/Ibl aHAIN3a PUCKOB.

Koppextupyromue,  perynmupyoomue,  npeaynpexnatromue  aeiicteus.  Iloctpoenune  u
¢byukumonupoBanue cucreMsl CAPA.

Pexnamanuu u OT3bIB MpoayKIuK. PazpaboTka mpoueaypbl yrpaBleHUs] peKIaMalisiMi U OT3bIBOM
nponykiuu ¢ yaerom tpedosanuii ISO 9001:2008.

Tema 1.3. Banuoayus u keanuguxayus

Bamunanus u kBanudukanus. OcHOBHOH 1utaH Bamupanuu. CTaauu KBaauuKanuu 000pyIoBaHus,
WH)KEHEPHBIX CcUCTeM, momemeHnid. Ouuctka oOopynoBaHus. Bammpanus mnpouecca OYHCTKH.
PazpaboTka mporpamMmbl BaluJaluy MPOIECCOB OYUCTKH. MOHUTOPUHT 3((EeKTUBHOCTH Tpolecca
O4YMCTKU 000pyaoBaHusi. KOHTpOIb N3MEHEHUH.

O0beM JUCUMIIIMHBI M BUIbI Y4e0HOH padoThI
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Kagenpa GuorexHonoruu, KanauaaT OMOJIOrMYECKUX HayK, foueHT Tomnkosa O. B.
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