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Ilnanupyemblie pe3yabTaTbl 00y4eHHUS M0 JUCHHUILUIMHE (MOIYJII0), COOTHECEHHbIE C
IUVIAHUPYEMbIMU pe3yJIbTATaAMHU 0CBOEHHS 00Pa30BaTeIbLHOI MPOTrpaMMBbl

Komnemenyuu, unouxkamopbul u pe3yniomamsi 00y4eHus
YK-6 Crioco0OeH onpeensiTs U pealn30BbIBaTh MPUOPUTETHI COOCTBEHHOMN JEATEIILHOCTH M CIIOCOOBI
€e COBEpIIEHCTBOBAHUS HA OCHOBE CAMOOLICHKH U 00pa30BaHMsl B TEUEHUE BCEH JKU3HU
VK-6.1 OnenuBaeT cBOM pecypchl W MX Tpeaeibl (JIMYHOCTHBIE, CHTYaTUBHBIC, BPEMEHHEIE),
ONTUMAJILHO UX UCIIOJIB3YET Ul YCIIEIIHOTO BHIMOJIHEHUS IOPYYEHHOTO 3aaHus
3uams:
VYK-6.1/301 3HaTh OCHOBHBIC BHBI JEATCILHOCTH COBPEMEHHOW (apMarieBTUYECKON
OpraHu3aluu
VYK-6.1/312 3HaTh QyHKIHOHAIBHBIE 0043aHHOCTH (papMaleBTUYECKHX PAaOOTHUKOB Ha
OTJENbHBIX dTanax oOpallleHuss MEAUIIMHCKUX U3eIUN U (apMalleBTUUECKUX TOBAPOB
VYK-6.2 Onpenensier npuopUTeThl NPO(YEeCCHOHAIBHOTO POCTa U CIIOCOOBI COBEPIIEHCTBOBAHUS
COOCTBEHHO JEATEIHHOCTH HAa OCHOBE CAMOOIICHKH 110 BHIOPAHHBIM KPUTEPHUSIM
3namo:
VK-6.2/301 3Hath OocHOBHBIE ToJOxeHHs KoHuenuuun GxP Ha stamax pa3paboTkw,
CTaHJapTH3alMM, PErUCTPALH, POU3BOJICTBA, XPAHEHUs, PEeAIU3aluU JIEKapCTBEHHbBIX
CPEICTB
VYK-6.2/312 3HaTh NpUHLIKIIEI TPOPECCUOHATBHON 3TUKU U IEOHTOJIOTUN
Ymemo:
VYK-6.2/YMml VYMmerh coOmonaTe OJTHYECKHE M JCOHTOJIOTMYECKHUE MPUHIHUIIBI
B3aMOOTHOLIEHUH B MPO(ECCHOHATBHON NEATENIbHOCTH € KOJUIEraMH, MEIUIUHCKUMHU
pabOTHHKAaMU M HaceJICHUEM
VK-6.3 BricTpanBaer ruOky0 mnpo¢ecCHOHaIbHYI0 TPAEKTOPUIO, MCIONIb3ys HHCTPYMEHTHI
HEMpEepbIBHOIO  00pa3oBaHMs, C Y4YETOM HAKOIUIEHHOTO OmbITa MpoecCHOHATBHON
NEeSTeIbHOCTH U JMHAMUYHO W3MEHSIOIIMXCS TpeOOBaHUN PhIHKA TpyAa
Ymemn:
VK-6.3/YMml VYwmerb omnpenensiTh OCHOBHbIE HamNpaBiI€HUS W TEHICHLIMU Pa3BUTHS
CHCTEMbI CTaHJapTH3AIMH JIEKAPCTBEHHBIX CPEICTB B MEXKTYHAPOTHON MPAKTUKE
VK-6.3/YM2 YMeTh NpUMEHATH 3HAHUA O (OPMHUPOBAHUU M PA3BUTUU MEAUILIMHBI U
bapmaruu Ui yyactus B papMalieBTUYECKON 1eATeIbHOCTH

MecTto aucuumianzsl B ctpykrype OIl

Huctunmuaa (moxyns) b1.B.01 «BBenmeHue B cHenuaabHOCTB» OTHOCHTCS K (opMUpPYyEMOM
y4acTHUKaMU 00pa3oBaTENbHBIX OTHOIIECHUH YacTH O0pa30BaTEIbHOW MPOTPAMMBI U H3ydaeTcs B
cemectpe(ax): 1.
[Tocneayroniye AUCUUTIIHNHBI (IPAKTUKH) TIO CBS35SM KOMIIETECHIIUN:

b3.01(I") [TogroroBka k caade v caavya rocyJapCTBEHHOTO SK3aMEHa;
B nporiecce nzydeHus AUCUUILIUHBI CTYACHT TOTOBUTCA K BUAaM MPOodeCCHOHATBHON AeATeIbHOCTH
U pemieHuio MnpodeccuoHanbHbIX 3adad, npeaycmorpeHHbix PI'OC BO wu obpazoBarenbHON
IIPOrpaMMON.

2. Copnepsxkanue pa3aesioB, TeM JUCHUIINH



Paszoen 1. Ocnoewvt papmayuu. Tepmunonozun 6 cghepe odpawienus 1eKapcmeeHHbIX cpeocme
Tema 1.1. Ocnoswi hapmayuu. Tepmurnonoaus 6 chepe obpawjeHus 1eKapcmeeHHblX Cpeocms

HcTtoku pa3Butvs MenuIUHBL. JlekapcTBOBeIeHHE B MEPBOOBITHOOONIMHHOM cTpoe. MemuimHa U
JIEKapCTBOBEJEHUE BpeMeHa paboBnazeHus. MenunuHa U JeKapcTBOBeleHHE apeBHero Kuras.
MenuurHa U JjekapcTBoBeneHue apeBHed Muauu. MenuuuHa M JI€KapCTBOBEICHUE JPEBHETO
Erunra. Meauuuna u sekapctBoBefeHue apeBHed ['penuu. Mcropuueckoe 3HAYEHUE YUYEHUS
['unmoxpara. JlekapcTBOBEICHHS PAHHETO CPEIHEBEKOBbS U MMPOUCXOXKACHUS AIXUMUK. MeulnHa U
JekapcTBoBelieHHe crpaH Bocroka. Bo3HukHOBeHHe mepBbIXx antek B EBpome. Bo3HukHOBeHHE
nedeHus Ha Pycu. Jleuenue u sekapcrBoBeneHue Kuesckoi Pycu. IlepBble anTeku M UX poiib B
cTaHoBleHMH (apmauuu B Poccun. AnTekapckuil mpukaz: poib, (QyHKUWW, HampaBiICHUS
nesrenbHOCTH. Pedopmel Ilerpa I B ob6mactu 3npaBooxpaneHus. AnTeyHas MOHOIOJHS, "cBOOOJHBIE"
anteku. PasButue ¢apmanuu B XVYII Beke. Boimatomuecs ydeHnole Akanemun Hayk Poccuum, mx
BIMSIHUE Ha Pa3BUTHE MEIUIIMHCKOM M (apManeBTHYECKOW Jena. 3eMcKas pedopma, co3aaHue
3eMCKUX antek. COCTOssHHE MPOU3BO/ICTBA U MOCTABKHU JIEKAPCTBEHHBIX CPEACTB B KOHLEe XIX Hauane
XX BekoB. DapmaneBTuyeckas A€o B Hayajge XX BEKa M B TOJbl MEPBOM MUPOBOM BOMHBI.
CranoBiieHue W pa3Butue anteyHoro nena B Poccum. CocTosiHUE M NEPCIEKTUBBI Pa3BUTUS
dapmareBTrueckoit orpacinu B Poccun. @apmanieBTudeckas mpoMbBIIUIEHHOCTh Poccum.
CoBpeMEHHOE COCTOSIHUE M CTPYKTypa pOCCHICKOro (hapMaleBTHUECKOTO phIHKA Ha BCEX CTaJUAX
KU3HEHHOTO IMKJAa JIEKapCTBEHHOTO CpenacTBa (pa3pa®oTka, CTaHAapTH3aIMs, pPErHCTpanus,
MIPOU3BOJICTBO, XpaHeHHWe, peanuzanus). DopMuUpoBaHHE MHPOBOrO (hapManeBTUUYECKOIO pHIHKA.
JlekapcTBeHHOE OOCTY)XKMBAHHUS HACENCHWsI M JICYEOHBIX YUPEXKJCHUH 3apyOeKHBIX CTpaH.
Tennenuuu pa3BuTHs GapMaluu B IepeOBbIX CTPaHAX MUPA.

Cdepa oOpamienns JeKapCcTBEHHBIX CpeAcTB. IIOHSATHE JEKapCTBEHHOTO CPENCTBA, JIEKApCTBEHHOMN
dbopMbI,  JeKapCTBEHHOro  mpemnapara, (¢GapMaleBTHUECKOW  CyOCTaHIMM, AaKTUBHBIX U
BCIIOMOTATENIbHBIX HWHTpenueHToB. KadecTBo, 0e30macHOCTh M I(PQPEKTHBHOCTH JIEKAPCTBEHHBIX
cpenctB. OpHUruHaIbHBIE W BOCIPOM3BEICHHbIE JIEKAPCTBEHHbIE IpemnapaThl. [laTeHTOBaHHBIE
JIeKapCTBeHHbIE  cpejacTBa. [loHATHE  MEXIYyHApOJHOTO HENAaTEHTOBAHHOTO  HAMMEHOBAaHMS
JIEKApCTBEHHOTO  CpPEACTBA M  TOProBOrO0  HauMeHoBaHUA. HopmartuBHas  JTOKyMEHTalMs
(dapmareBTHYECKOTO TpeanpusaTHs. Kateropun Mpou3BOJCTBEHHOW HOPMATHBHOW JOKYMEHTAITUU
(cneundukany, MTPOU3BOACTBEHHAS] PELENTypa, TEXHOJIOTUYECKUE HHCTPYKIHMH, CTaHIAPTHHIE
paboune METOIMKH, MPOTOKOJbI). PerucrpannonHas noxkymeHtanus. [lOHSITHE TEXHOIOTHYECKOTO
pernamenTa. Banupanusi TexHomormdeckoro mpoiecca. [loaroroska ¢apmareBTHUECKUX KaapoB B
Poccun n mupe. Kommnereniuu (papManeBTHUECKUX CHEIUATUCTOB. JIUCIUTUINHBL, (opMupyromme
HeoOxonuMble KommeTeHnnu. KBammdukannoHHb mpoduibs padoTHuka. KBanmudukannoHHbIE
TpeboBanus. HoMmeHkiaTypa AOKHOCTEM CrenMaIucToB ¢ (hapMalieBTHUECKUM OOpa30BaHHEM B
Poccuiickoit deneparuu

Paszoen 2. Konyenyusa naonencamux papmayesemuueckux npakmuk (GxP)

Tema 2.1. Konyenyus Haonesxcawux gpapmayesmuyeckux npaxmux (GxP)



Konnenmus Hagexamux papMaeBTHUECKUX MPAKTUK, KaK €IHHBIM SJIEMEHT CUCTEMbI 00ecrieueHus
kadectBa JIC or cTaamu pa3paObOTKH K PO3HUYHOW peanm3ainuu u ucnonb3oBanuto JIC. OcHOBHBIC
MIOHATHUS, TEPMHUHBI U OTpeNeeHus: B 00JacTu o0ecredeHns KayecTBa B (papMaluu M HaJJIKALIIX
(hapmareBTHUECKNX MPakTHK. CBSA3b MEXITY MEXKIYHAPOIHBIMU cTaHaaptamu ISO u Hamiexanmmu
(dapManeBTHYECKUMH TPAaKTUKaMU. MeXIyHapoIHble W €BPOIEHCKUE OpraHu3allii MO BOIPOCaM
ynpaBieHusi, odecrieuenuss U kKoHTpouss kadectBa JIC. CoBpemeHHble TpeOOBaHMS K MPOBEACHUIO
JNOKJIMHNYeCcKuX uccienoBanuil JIC B cooTBETCTBUM € IpaBuiiaMu pykoBojcTBa GLP. MecTo naHHbIxX
uccienoBanuii B (GopmupoBaHuu mokaszateneii kadectBa JIC M uX CBSA3b C IPOBEIECHUEM
KJIIMHUYECKUX HCCIEI0BaHUM, perucrpanueii, npoussoacTsoM u peanusauueid JIC. PykoBoacTBo no
HaJyIeKaIen 1ab0opaTOpHON ITPaKTHKE.

[IpuHIMIIBI CO3/1aHUSI HOBOI'O HAYKOEMKOT'O U TEXHOJIOIMUECKOT0 IpoAyKTa. DaKkTOpsl, BIAUSIOLINE HA
pa3paboTKy JEeKapCTBEHHBIX CpelcTB. TpeOoBaHMs K HOBBIM JIEKapCTBEHHBIM mperaparam. [lytu
pa3pabOTKK HOBBIX JIEKAPCTBEHHBIX CPEJICTB. DTalbl CO3JIaHMs JICKAPCTBEHHBIX cpeAcTB. OCHOBHBIE
OTJINYUSI HOBOTO OPUTHMHAIBHOIO JIEKAPCTBEHHOI'O CPEACTBA M CPEICTBA C 3AIMIIEHHON TOProBOM
Mapko#. Llens u KitoYeBbIe MIEMEHTHI (hapManeBTUUeCKOi pa3paboTku. OcobeHHOCTH pa3paboTKu
npernapatoB Ui neguaTpud. OcOOEHHOCTH pa3pabOTKU MpernapaToB Uil [PAKTHYECKOU
kocMmerosorud. OcoOeHHOCTH pa3pabOTKH TpermapaTtoB s BeTepuHApuu. | omeomaTruueckue
cpeactBa. IlpomsBonuTenu MEAMIMHCKUX W3AEIUNA: LEIb JCATENbHOCTH M XapaKTEPUCTUKA
COBPEMEHHBIX OpraHu3anuil. XapakrepucTuka J0JDKHOCTEN B cepe MpOoU3BOACTBA JIEKAPCTBEHHBIX
cpencTB. XapakTepUCTHKa JIOJDKHOCTEH B cdepe MpOU3BOJICTBA MEAMIMHCKUX U3JCIUA U
(apMareBTHYECKMX TOBAapOB. 3HAHUS U HABBIKH, TpeOyemble i paboThl B cepax MpOU3BOJICTBA
MEAUIIMHCKUX U3JIeNHi U (hapMalleBTHUECKUX TOBAPOB, a TAKXKE JIEKAPCTBEHHBIX CPE/ICTB.

OnToBasi opraHuMs3anusi: CTPYKTypa, IeJib JAEATEIbHOCTH, BO3MOXHOCTH KapbepHOro pOCTa
(bapmaleBTHUECKOTO padOTHHKA. XapaKTePUCTHKA JOJDKHOCTEH (hapMalleBTUUECKUX PaOOTHUKOB B
OIITOBBIX OpraHu3anusx. HaBeiku, TpeOyembie [UIsi paOOThl Ha Pa3IMYHBIX JOJDKHOCTSIX B OINTOBOM
¢dapmaneBTueckoil opranuzanuu. Po3Huynasi dapmaneBTHUeCKas OpraHU3alMs: CTPYKTypa, Leib
JESITeTbHOCTH, BO3MOKHOCTH KapbhepHOTO POCTa (papMaIieBTUYECKOro pabOTHHKA. XapaKTepPUCTHKA
JOJDKHOCTEN  (papMarieBTUUECKMX pPaOOTHUKOB B PO3HUYHBIX OpraHU3alusX. 3HAHUA U HAaBBIKU,
TpeOyeMsbie /i paboThl Ha pa3IMYHBIX TOJHDKHOCTSAX B PO3HUYHOM (papMarieBTUIEeCKO OpraHu3allHy.
Omnpenenenue MOHATHS «papMalleBTUUYECKask ATHKay. JleoHToIOrnYecKkue TpebOBaHUs K MPOBU30PY:
BHEUIHUII BHJ, IOBEIEHUE, pedYb, YMEHHE BBICAYyLIaTh, O(OPMIECHHUE BHUTPUH, 3CTETUYECKOE
oopmieHre JIEKapCTBEHHBIX CPEJCTB, COXpaHEHHE B TaliHe OT OOJBHOIO HEKOTOPBIX
HeOJIaronpusATHBIX CBEICHUN, pa3bsCHEHHE IpaBWJI MpHEMa JIEKAPCTBEHHBIX CPEACTB, aBTOPUTET
Bpaua, 3TUKa MPOAaX, MOBBIIEHHE NMpodheccHoHaIbHOro ypoBHS. Kolekc KOprnopaTUBHOM ATHUKH.
®apmareBT «7 3BE€3/104EK»

O0beM 1MCUMIJIMHBI M BHABI Y4e0HOI padoThl
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[TepBbiii cemectp| 72 | 2 | 36 | 2 2 8 | 24 | 36 3auer
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Pa3zpadorunk(n)

Kadenpa ynpaBineHus u SKOHOMUKM (hapMaluu, JOKTOp (apMaleBTHYECKHX Hayk, npodeccop
Hemsteix O. /1., crapmmuii npenoaasarens Llutnuonok E. A.
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