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AHHOTanus pado4eil MPOrpaMMbl IMCUUILITHHBI
b1.B.06 O0ecneueHune kayecTBa OMOTEXHOJIOTHYECKHUX JIEKAPCTBEHHbIX CPEICTB

HanpasieHue noaroroBKu: 19.04.01 buorexHonorus
IIpoduab NoAroTOBKM:: buounnxenepust u 6noMeanIIMHA
®Dopma 00yueHHs: O4YHast

Ilnanupyembie pe3yabTaTbl 00y4eHHUs M0 JUCHHUILVIMHE (MOIYJII0), COOTHECEHHbIE ¢
IVIAHMPYEeMBbIMHU pPe3y/1bTaTaMU 0CBOeHHs 00pa30BaTe/IbHON NPOrpaMMbI

Komnemenyuu, unouxamopul u pe3yniomamul 00y4eHus

[TIK-IT5 CnocobeH opraHu3oBbIBaTh (YHKIIMOHUPOBAHHE MPOIECCOB (HhapMaIeBTUYECKON CHCTEMBI
KauecTBa MPOU3BOJICTBA OMOTEXHOIOTHYECKUX JICKAPCTBEHHBIX CPENICTB

[IK-I15.1 OpraHu3oBbIBacT, KOHTPOIUPYET U OICHHMBACT H(PPEKTUBHOCTH IMPOLIECCOB
(apMaIeBTHUECKOM CUCTEMBI KaueCTBa JIEKAPCTBEHHBIX CPEACTB

3name:

[IK-I15.1/3u1 3HaTh COBpEeMEHHBIE METOJbl TMPOTHO3UPOBAHUS U  OOecredeHus
3aJJaHHOTO YpPOBHsS KayecTBa OWOTEXHOJOTHYECKOW NPOAYKIMH, HCIOIb3yeMble Ha
Pa3IUyYHBIX dTanax e€ Mpou3BOJACTBA

[TK-I15.1/362 3HaTh NPUHIUIIBEI MOCTPOEHUS, (YHKIIMOHUPOBAHUS (apMarieBTHIECKON
CHCTEMBI KaueCTBa U YIPABICHHS €I0

Ymems:

M[K-I15.1/¥Ym1 ~ Ymers cTpouTh KOHTpoOJbHBIE KapThl Illyxapra, mnpaBUIBHO
MHTEPIIPETUPOBATH PE3YIILTAThI

IIK-I15.2 Opranu3oBBIBAa€T MPOLECCHl PACCIEIOBAHUN 0 OTKJIOHEHMSIM, HECOOTBETCTBUSIM,
peKIamManysM 10 KaueCTBY B COOTBETCTBUHU C YCTAHOBJIEHHBIMM IPOLEAYPAMU U aHAIU3UPYET
PHUCKH AJIs1 KaU€CTBa JIEKapCTBEHHBIX CPEICTB

3nams:

[1K-I15.2/311 3HaTh OCHOBHBIC HHCTPYMEHTHI, TPUMEHSIEMbIE B MEHEKMEHTE KaueCTBa

[TK-IT5.2/312 3HaTh OCHOBHBIE METO/IBI AaHAIN3a PHCKOB

[MK-115.2/383 3nHare mpomexypsl TPOBEICHUS paCCIENOBAaHUNA TI0 OTKJIOHCHHSM,
HECOOTBETCTBUSM, pEKJIaMaIUsIM 10 KaueCTBY

Ymems:
[K-I15.2/¥Ym1 YMmets cTpouts quarpammel [lapero, MimmkaBel, IpOBOANUTE X aHATIHN3

[TK-I15.2/YM2 YMeTh MPOBOIUTH aHAJIN3 PUCKOB OJHUM W3 OCHOBHBIX METOJIOB, JEJIaTh
MPaBUJIBLHBIC BHIBOBI



ITK-I15.3 OpraHuzoBbIBacT MOHUTOPUHT BBIITOJIHCHUS KOPPEKTUPYIOLIUX u
NPEaYIPEXKTAIOUINX ASHCTBUI HA OMOTEXHOJIOTHUECKOM POU3BOICTBE
3namo:
[IK-I15.3/311 3HaTh OCHOBHBIE XapaKTEPUCTHUKH CHCTEMBl KOPPEKTHUPYIOIIUX U
MPEAYNPEKIAOIINX JEHCTBUI
[K-I15.3/382 3Hatb MeTonbl OLEHKH 3(PPEKTHBHOCTH CUCTEMBI KOPPEKTHPYIOIUX H
MPEAYNPEKIAOIINX JEUCTBUI
Ymemo:
[MK-T15.3/YM1 YMeTb OpraHW30BBIBaTH MEPONPUSITHS IS MOHUTOPWUHTA BBITTOJTHCHHS
KOPPEKTUPYIOLIUX U MPEAYNPEKAAOMNX JEHCTBUN

[IK-IT6 CnocobGeH OCYIIeCTBISATh KOHTPOJIb COOJIOJCHUS YCTAaHOBIICHHBIX TpPEOOBaHUN K
MPOU3BOJICTBY, YCJIOBHSIM IPOW3BOJICTBA M K KOHTPOJIO KauecTBa JICKAPCTBEHHBIX CPEICTB Ha
(apMareBTH4eCKOM POU3BOICTBE

[IK-I16.3 KoHTponupyeT HCHObITAaHUSA JIEKAPCTBEHHBIX CPEICTB, MCXOMHOTO ChIpbI U
YIaKOBOYHBIX MaTepUajoB, MPOMEKYTOUHOM NPOAYKUMH U OOBEKTOB IPOU3BOACTBEHHOI
Cpensl

3Hamo:

[IK-I16.3/384 3nHath TpeOOBaHHS HOPMATHUBHBIX JOKYMEHTOB K IIOMEUICHUSAM U
o0opynoBaHuio (hapmMareBTUUECKUX MPOU3BOJICTB U UX 00CTYKUBAHUIO

[IK-I16.3/315 3Harh TpeOOBaHUs K MPOBEACHUIO OYUCTKH OOOPYIOBAHHS M BAIHUIAIIUN
OYUCTKHU

Ymems:

[TK-116.3/YM4 YMeTh oOleHMBATh MPUMEHSEMbIC HAa TPOU3BOJICTBE METOJBI OYUCTKH
000pynoBaHUs

MecTto aucuuninHbl B cTpykrype OII

Hucuumnuaa (Momynb) B1.B.06 «OOGecneueHne kadecTBa OMOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX
CPEICTB» OTHOCUTCA K (QOpPMHpPYEeMON Y4YaCTHHKaMH OOpa30BaTENbHBIX OTHOIICHUNA YacTH
o0pa3oBarenbHOI MporpaMMBbl M U3ydaeTcs B cemecTpe(ax): 3.

[IpenmecTByomMMe TUCIUTITAHBI (PAKTUKH) TIO CBS35SM KOMIIETCHITUI:

b1.B.03 Mukpo6uonoruueckuii KOHTPOJIb B OMOTEXHOIOTHYECKOM IPOU3BOICTBE;
[Tocnenyromme TUCIUTIITUHBI (PAKTUKH) TTO CBSA3SM KOMIICTCHITHI:

b1.0.15 ABromaru3zanus U ONTUMHU3ALNS OMOTEXHOIOTUYECKUX TPOIIECCOB;

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

b1.0.14 IIpoektupoBanue u opranuzamus OnodapmareBTHIeCcKoro mpousBoacTea mo GMP;
b2.B.02(I1) nmpou3BoACTBEHHAsI TPAKTUKA, TEXHOJIOIMUECKAasl IPAKTUKA;

B npouecce u3yueHuss AMCUUIIIMHBI CTYIEHT TOTOBUTCS K BUAaM MPo(eccHoHaIbHON JesITeIbHOCTH
U pemieHUIo npodecCHoHaNbHBIX 3amad, mnpeaycMoTpeHHbix PI'OC BO u o6pa3oBarenbHOU
MPOTPaMMOii.

Conep:xaHue pa3ejioB, TeM JUCHUTITHHbBI

Pa3zoen 1. Ocnognwvle npunyunsvl opmuposanus u odecnedyeHus Kauecmea OuomexHoa102udeckou
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 OHMOTEXHOJIOTHYECKOW MPOAYKIWU. [IpuHIMIT OTpakeHus
kadecTtBa. CTaguu U 3Tambl CO3/1aHUs CUCTEM MEHEKMEHTa KadecTBa. [IponeccyanbHblil moaxon B
coorBerctBuu ¢ ISO 9001, ICH Q9 «VYnpaBnenue puckamu 1o kadectBy»; ICH QI10
«DapmarieBTHYeCKas cuctemMa kauectsay. [loaxoapl K MOCTPOCHHUIO CUCTEMbI 00eCTIeUeHNs KauyecTBa

MPOAYKIIHH.
Tema 1.2. Vnpaenenue kauecmeom 6UOMeEXHOIO2UHECKUX TIeKAPCMBEHHbIX CPEOCME

[Togxompl K yNpaBIEGHUIO pPUCKaMH. YIy4llIEeHHE KauecTBa IPOLEcca, OCHOBHBIE HHCTPYMEHTHI
JMAarHOCTUKYU KadecTBa. MeTO/Ibl aHAIN3a PUCKOB.

Koppextupyromue,  perynmupymoomue,  npeaynpexaatromue — aeiicteus.  Iloctpoenune  u
¢bynkumonupoBanue cucreMsl CAPA.

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

Tema 1.3. Banuoayus u keanuguxayus

Bamunanus u kBanudukanus. OcHOBHOH TutaH Bamupanuu. CTaauu KBaauuKanuu 000pyIoBaHus,
WH)KEHEPHBIX CcUCTeM, momemieHnid. Ouuctka oOopynoBaHus. Banmpanus mnpouecca OYHCTKH.
PazpaboTka mporpamMmbl BaluJaluy MPOIECCOB OYUCTKH. MOHUTOPUHT 3((EeKTUBHOCTH Tpoliecca
O4YMCTKU 000pyaoBaHusi. KOHTpOIb N3MEHEHUH.

O0beM JUCUMIIIMHBI M BUIBI Y4e0HOH padoThI
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Kagenpa GuorexHonoruu, KauauaaT OMOJIOrMYECKUX HayK, noueHT Tomnkosa O. B.
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