denepanbHOE TOCYIaPCTBEHHOE OOIKETHOE 00pa30BaTeIbHOE YUPEKACHUE BBICIIIETO 00pa30BaHUS
«Cankr-IlerepOyprckuii TocynapCTBEHHBIM XUMUKO-(apMaIleBTUICCKUN YHUBEPCUTETY
MunuctepcTsa 3apaBooxpanenust Poccuiickoit denepanyun

@aKynbTeT NPOMBIIIJIEHHON TEXHOJIOTUH JIEKAPCTB

Kadenpa sxoHoMUKH U yripaBieHuUs

MoanucaHo undposoit nognucsio: ®re0Y BO CNXDY
MWH3APABA POCCUN
DN: 1.2.643.100.4=120A37383133303435383735,
email=yulia.ilynova@pharminnotech.com,
1.2.643.3.131.1.1=120C323334373034313835353638,
1.2.643.100.3=120B3131373433353935393730,
1.2.643.100.1=120D31303337383238303239303037,
title=MpopekTop no yuebHow pa6ote, o=Or60Y BO A Y p ¢
CMX®Y MUH3IPABA POCCUW, street=YJ1 MPOGECCOPA k
MOMOBA, IOM 14, NIT A, I=CaHkT-TNeTepbypr, st=78 .
Cankr-MNetepbypr, c=RU, givenName=l0nua
leHHapbeBHa, sn=WnbuHosa, cn=Or60OY BO CMXDY
MWH3APABA POCCUN
[ata: 2023.07.27 11:34:04 +03'00'

PABOYAS ITPOT'PAMMA JTVCHUTIIMHBI (MO YJIA)

CaHkT-MeTepbyprckuii
rocynapCcTBeHHbIA XUMUKO-
hapmaueBTM4HecKmii yHusepcuTet

b1.B./1B.02.03 HOPMATHUBHOE ITPABOBOE PEI'YVINPOBAHUE
OBECIIEYHEHUSA CTAHIAPTOB GXP

Hamnpasnenue noarorosku: 18.04.01 Xumuyeckasi TEXHOJIOTHS
[Mpoduns moaroroBku: Opranuzanus u yrnpasieHue hapMaleBTUIeCKUM POU3BOICTBOM
®opmbl 00yUYeHHS: OYHAS

KBanuukanus (cTenens) BEIMYCKHUKA: Maructp

I'on HaGopa: 2023
Cpok nonydeHwust 00pa3oBaHusI: 2 roga
O0BeM: B 3aUETHBIX €IUHUIIAX: 3 3.€.

B akageMuueckux yacax: 108 ak.4.
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Pa3padoruukmu:
JlonieHT kadenpsl 5JKOHOMHUKH U YIIPaBICHHS, KaHAUAAT
¢dapmarneBTuuecknx Hayk Tay0s A. A.

Pabouas mporpamMma ITUCHMILIMHBEI (MOIYJsI) COCTaBI€Ha B COOTBETCTBUH C TpeboBaHusmu OI'OC
BO mno nampasnenuto noarotoBku 18.04.01 Xumuueckas TEXHOJIOTHS, YTBEPKACHHOTO MPUKA30M
Muno6puayku Poccun ot 07.08.2020 Ne 910, ¢ yderom TpyaOBBIX (PyHKIHI MpodheCCHOHATBHBIX
CTaH/IApTOB: "CrhenmuanucT 1O TPOMBINUICHHONW ¢apmaruu B 00JacTH  HMCCIIEIOBaHUI
JIEKapCTBEHHBIX CpeNACTB", yTBepxkaAeH mpukazomM MunTtpyna Poccum ot 22.05.2017 No 432m;
"CrnenuanaucT MO0 MPOMBINIICHHOW (apManuu B 00JacTH KOHTPOJISI KAadecTBa JICKAPCTBEHHBIX
cpeacTtB", yrBepxkaeH mnpukazoM Mwuntpyga Poccum ot 22.05.2017 Ne 431n; "Cneumanuct mno
MPOMBILIUIEHHON (apman B 00JacCTH IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB", YTBEP)KIEH
npukazoM Muntpyna Poccum ot 22.05.2017 Ne 430m; "CoenualyucT IO BaJIWuIaldu
(xBanmuukamm) dapMareBTUHIECKOTO MTPOU3BOACTBA", YTBEpKAeH NprukazoM Muntpyna Poccun ot
22.05.2017 Ne 434n; "CpoenmuaiaucT 1O MPOMBINUICHHOW ¢apmanuu B o01acTH oOecredeHus
KayecTBa JICKAPCTBEHHBIX CpeACTB", yTBepkaAeH mpukazoM MunHTpyna Poccum ot 22.05.2017 Ne
429n; "CpoeuuaJucT MO CTPATErHYEeCKOMY M TAKTHYECKOMY IUIAHHUPOBAHUIO U OPTraHU3AIUuU

Mpou3BOJICTBA", yTBEepKJIeH npukazoM Muntpyna Poccun ot 08.09.2014 Ne 609H.

ComnacoBaHue U yTBEPKACHNUE

ITonpa3nenenue
No 17003 ) OTBETCTBEHHOE PUO Busa Jlara, mpoTOKOT
KOJUIETUAJIBHBIN JIALIO (Ipu HaNMUYUN)
opras
1 Kadenpa 3aBenyonui Opnos A. C. Paccmotpeno [28.04.2023, Ne 7
HSKOHOMMKH U kagenpox,
yIOpaBJICHHUSI | PYKOBOAHUTEIH
NOApa3ACICHHS,
pealn3yoIero
OI1
2 | Meroanueckas | Ilpencenarens bacesnu A. B. CorracosaHo 18.05.2023
KOMHCCUSI METOINYECKOUN
YI'CH 18.00.00 | komuccun/coBeT
a
3 Kadenpa OTBETCTBEHHBIN Opinos A. C. CormtacoBaHo 18.05.2023
SKOHOMUKHU U 3a
yopasieHusl | 00pa3zoBaTeIbHy
10 IPOrpaMMy
CornacoBanue u yTBEpKACHHE 00pa30BaTeIbHOM MPOTPAMMBI
ITonpa3nenenue
No 17003 ) OTBETCTBEHHOE PUO Busa Jlara, mpoTOKOT
KOJUIETUAJIBHBIN JIALIO (Ipu HaNMUYUN)
oprau
1 ¢baxynbTeT Jlexan, Kysaesa E. B. CornacoBaHo 18.05.2023
MPOMBIIIICHHON | PYKOBOIUTEIb
TEXHOJIOTHMH | TOJpa3AeIeHUs
JIEKapCTB
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1. [lmanupyemble pe3yabTaThbl 00y4eHHUS M0 JUCHHUILUIUHE (MOAYJII0), COOTHECEHHbIE ¢
IUVIAHMPYEeMBbIMHU pPe3y/1bTaTaMU 0CBOeHHs 00pa30BaTe/IbHON NPOrpaMMblI

Komnemenyuu, unouxamopul u pe3ynomamul 00y4eHus

[IK-II8 CnocobGeH mnpuHUMAaTh OOOCHOBAaHHBIC OPTraHU3AIMOHHO-YIPABICHUECKUE PEIICHUS TI0
BOIpOCaM pa3pabOTKH, TPOU3BOACTBA U COBITA IPOU3BOAUMOM MPOTYKIIUU

[TK-I18.6 ITpumMeHsieT 3HaHUS MEPEIOBOIO OTEUECTBEHHOTO M 3apyOEKHOT0 OmNbITa B 00JIacTH
CTPaTErHMYeCKOr0 M TAaKTUYECKOTO IUIAHMPOBAHMSI M OpraHU3aluy IIPOU3BOACTBA IIpU
pa3paboTKe U MPUHATHH OPTaHU3ALMOHHO-YIIPABICHYECKUX PEIICHUI

3name:

[TK-T18.6/315 3HaTh OCHOBHBIEC MPUHIIUIIBI CTAHJAPTOB HAJJICKAIINUX MTPAKTUK, HUCTOPHIO
U TPEANOCHUIKM BO3HUKHOBEHHUS HAIJIEKAlIUX MPAKTHK, KOHIIEMILHIO KXU3HEHHOTO
IIUKJIA JIEKAPCTBEHHOTO CPECTBA

Ymems:

[TK-T18.6/YM5 YMmeTh nmpuHUMATH PEIICHUS W pa3padaThiBaTh CTPATETUH JIEATECILHOCTH
(dapMaleBTHUYECKOTO MPEANPUATUS C YYETOM HOPMATHUBHO-IPABOBOTO PETYIUPOBAHUS
cranaaptoB GxP

2. MecTo nucuuiuiaibl B cTpykrype OIl

Hucrunmmaa (moxmyns) B1.B.JIB.02.03 «HopmaruBHOE TpaBOBOE pPETYIMPOBAHUE OOCCIICUCHUS
crangaproB GxP» otHocuTCs K hopMupyeMoil ydacTHUKaMU 0Opa30BaTEbHBIX OTHOIICHUH YacTH
o0pa3oBaTeIbHOM MPOTPaMMBI U U3ydaeTcsl B cemecTpe(ax): 2.

[IpenimecTBytoUe TUCIUTUTHHBI (IPAKTUKU) TIO CBSA3SIM KOMITETCHIIUH:

b1.B.03 busHec-mranupoBanue B cdepe GapMaieBTHUESCKOro TPOU3BOJICTBA;
[Tocnenyromue TUCUUIIIUHBI (IPAKTUKH) 110 CBA3SM KOMIETEHIIUI:

b1.B.11 Ananutrueckue UcCcieoBaHus 1 IleHooOpa3oBaHue Ha (papMaIieBTUYECKOM PBIHKE;

b3.01(/1) BeimonHeHue, NOATOTOBKAa K NPOLEAYPE 3allUThl W 3allUTa BBITYCKHOU
KBaJM(PHUKALIMOHHOM paboTHhI;

b1.B.J1B.03.03 Jlenbru, Kpeaut, OaHKU;
b1.B./Z1B.02.02 OcHOBBI perucTpanuu JeKapCTBEHHBIX CPEICTB;
b1.B.04 ITpaBoBbIE OCHOBBI YIIPABIEHUYECKOM AEATEIbHOCTH;

b2.B.02(IT) mpounsBoacTBeHHAss MpaKTHKa (TEXHOJIOTHYECKas (MPOEKTHO-TEXHOIOTHYCCKAs)
MPaKTHKA),

b1.B.05 IIpou3BOACTBEHHBIN MEHEIKMEHT;

b1.B.JIB.03.02 Pruck-MeHEIKMEHT;

b1.B.JIB.02.01 Cuctema rocynapcTBEHHOTO KOHTPOJIS B cdepe oOpalieHus! JIeKapCTBEHHBIX
CPEICTB;

b1.B.10 Crparernueckuii MapKeTHHT Ha (papMaIieBTUYECKOM PhIHKE;

b1.B.08 ®uHaHCOBBIM U MHBECTUIIMOHHBINA MEHEIKMEHT;

b1.B.JIB.03.01 Dxonomuueckas 6e30macHOCTh (hapMaIieBTUYECKUX MPEATPUSITHIA;

B mporecce u3y4yeHuss AMCUUIUIMHBI CTYACHT TOTOBUTCS K BUAaM MPO(PECCHOHAIBHON NesITeTbHOCTH
U PpEUICHUI0 TpodecCHOHANBHBIX 3aaad, npeaycMmoTpeHHbIx PI'OC BO u o6paszoBarenbHOIM
IIPOrpaMMON.

3. O0bem AMCUMIVIMHBI M BUABI Y4eOHO# padoThI
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4. Conepxxanue TMCUUNIMHBI
4.1. Pa3nenbl, TeMbl JUCHUILJIMHBI H BUAbI 3aAHATHIA

HaumenoBanue pazaena, TeMbl

Bcero

Koncynsranuu B nepuoa

KoHTakTHBIE Yachl
Ha aTTeCTalMIO B MEPHOA 00ydeHUs

Jlexuun

[IpakTnueckue 3aHATHS

CamocrosiTenpHas paboTa

CTyJCHTA
Oy4eHUs, COOTHECEHHBIE C

[Inanupyemblie pe3ynabTarhbl

Pa3gen 1. CucreMsl ynpaBjieHHs
U o0ecreyeHnsl KayecTBa
(papmaneBTHueckon
npoaykunu. Hapmexammue
NPaKTHKH

N

6

ro | TEOPETHUECKOTO 00yUCHHUS

;»)Zlo pe3y/abTaraMi OCBOCHHS
o | mporpaMmbt

|
7|<0

18

Tema 1.1. Cuctems! ynpaBieHus u
obecrieueHUs KauecTBa
(bapMareBTH4eCKOM MPOTYKIIHH.
Hapnexamue npaxkTuku.

26

18

Pa3gen 2. PeryaupoBanue
AOKJIMHUYECKHX HCCJIe0BAHUIT

25

17| IIK-I118.6

Tema 2.1. PerynupoBanue
JNOKJIIMHUYECKUX MCCIIET0BAaHUM.

25

17

Pa3gen 3. PerysmpoBanue
KJIMHMYECKUX MCCIIeI0BAHMI.
Hajpnexkamas npakTuka
(papmaxonansopa

30

22| IIK-118.6

Tema 3.1. PerynupoBanue
KIIMHUYECKUX UCCIIEI0BaHUI.
Hannexammas npaktuka
¢bapmakoHa3opa

30

22
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Pa3nen 4. PeryampoBanue 27 2 2 2 4| 17| IIK-118.6
NPOU3BOACTBA JIEKAPCTBEHHBIX
cpeacts. Hapmexkamas
NPaKTHKA JUCTPUOBIOLMH
Tema 4.1. PerynupoBanue 27 2 2 2 41 17
IIPOU3BOACTBA JIEKAPCTBEHHBIX
cpencts. Hapnexamas npakruka
JUCTPUOBIOLIUU

Hroro 108 8 2 8 16| 74

4.2. Conep:kaHue pa3aejioB, TeM JUCHHUIIIMH U (JOPMBI TeKyIero KOHTPOJIA

Pazoen 1. Cucmemot ynpagienus u obdecneueHus Kauecmeda (apmayeemuyeckoi npooyKuuu.
Haonesxcauwyue npakmuxu

Tema 1.1. Cucmemvl ynpaenienus u obecneyeHuss Kawecmeda apmayesmuyeckol npooyKyuu.
Haonexcawue npakmuxu.

OCHOBHBIE CHUCTEMBI YIPABICHUS Kaue€CTBOM, IIOHATUE KauyecTBa M OOECIEUEHHUs KauecTBa
¢dapmaneBTuueckoii mpoxykiuu. IloHATHE JKU3HEHHOTO LUKJIAa JICKAPCTBEHHOTO CpPEICTBa,
OCOOEGHHOCTH  YINpaBlICHHS KauecTBOM. LcTopusi BO3HMKHOBEHHsSI CTaHAApTOB  Ka4yecTBa.
HopmarusHo-nipaBoBoe oGecniedenue crannaproB GxP. Lens mexayHapomubix cranaaproB GxP.
OcCHOBHBIE TPUHIMITEI HAAJIESKAMIMUX MPAKTUK. Ponb, 3agaun M 00S3aHHOCTH MEXKIYHApOTHBIX
OpraHu3alii B YHPABICHUU KayeCTBOM (apMalleBTHUECKOW MPOTYKIIHH. Konuenuusa wu
nokymenTtanust ICH. OcHOBHBIE NPHHLMIIBI HauIexamux npakThk. CraHaapTel oOecredeHus
Ha/Iexamux npaktuk. HopmarusHast 6a3a B 00:1acTH HCCIIEJOBaHUH JIEKAPCTBEHHBIX CPE/ICTB.

Texymui KOHTPOJIb

Bun (bopma) KoHTpOIIS, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a4aHUA
TecT

Pa3zoen 2. Pecynuposanue 0OKIUHUYECKUX UCCIE006AHUITL

Tema 2.1. Pecynuposanue OOKIUHUYECKUX UCCTEO08AHUI.

HcTtopus Bo3HUKHOBeHUs u pasutus crangaproB GLP B mupe u B Poccun. Llenb u ocHOBHbIE
IPUHLIMIBL  NonokeHus crtanaaproB  GLP. [lnaHupoBaHue  TOKIMHMYECKMX  HMCIBITAaHUM.
JIOKyMEHTaJIbHOE COIIPOBOXKACHUE NOKIMHUYECKUX UCTIBITAHUMN.

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Pa3zHoypoBHEBbIE 3a1a4u 1 3a4aHUA
Tect

Pazoen 3. Pezynuposanue  Kaunuueckux  uccineoosanuui. Haonexcawan  npaxmuka
dapmaxonaosopa

Tema 3.1. Pecynuposanue knunuveckux ucciedosanuii. Haonexcawaa npakmuxa gapmaxonaosopa

TTonrorosneno B cucteme 1C:Yuusepcurer (000001585) Crpanuria 5 u3 12



Hcrtopust Bo3HuKHOBeHUs U pa3BuTus crannaproB GCP B mupe u B Poccun. Llens u ocHOBHbIE
IpUHLMIBL  TodokeHus crangaproB GCP. Oranel M BUIBI JOKIMHUYECKHMX W KIMHUYECKUX
ucnbiTaHuid. CyObeKThl U 00BEKTHI HccaeoBaHui. JJOKyMeHTaIbHOE COMPOBOXKACHUE KIMHUYECKUX
ucnbITaHuid. [InanupoBanne KIMHUYECKUX UcnbiTannil. HopmaTtuBHas 6a3a B 001aCTH KIMHUYECKUX
HCCIIEIOBAHUM JIEKAPCTBEHHBIX CPECTB.

HcTtopust Bo3HUKHOBeHUs U pa3BuTus crannaproB GVP B mupe u B Poccun. Lleap u ocHOBHEBIE
NPUHIUIBL TToJoKeHus ctanaaproB GVP. @apmakoHan30p B cUCTEME PEryIHPOBaHUs 0OpalieHHs
JIEKapCTBEHHBIX CPEICTB

I'moGanbHas cucrtema QapmakoHagzopa. [IpuHIMIIBI Hajnexamed MpakTUKU (apMakoHaaA30pa
(cucreMa kauecTBa, TpeOOBAHUS U TIEIIH)

OcHoBHBIE JOKyMEHTHl (hapmakoHamzopa. Opranuzanus JOKyMeHTooOopoTa. Mactep-daiin
cucteMbl (papmakoHana3opa. HexxenarenbHble sIBICHUS M HexenarenbHble peakuuu (OnpeneneHue
HA u HP, Tunbl HexenaTenbHbIX peakuuii, MeToibl BeisiBiaeHus HP- o tummy HP).

Texymuii KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a1aHUA

Jloknaz, cooOmmenne
Pedepar

Pazoen 4. Pecynuposanue npouzeoocmea Jnekapcmeennvlx cpeocme. Haonexcawaa npaxkmuka
oucmpuodbrOyUU

Tema 4.1. Peeynuposanue npousgoocmea JekapcmeeHHvix cpedcms. Haonescawas npaxmuka
oucmpubvroyuu

HopmarusHast 6a3a B 00macT MpOM3BOJCTBA JIEKAPCTBEHHBIX CPelCTB. MCTOpHST BOZHUKHOBEHUS U
paszBurus crangaproB GMP B mupe u B Poccum. llenp m OCHOBHBIE NPHUHLUIBI  IOJIOKEHUS
crangaproB  GMP. IlpaBwia Hagexamed npou3BoACTBEHHOW mnpaktuku B PO u EADC.
TpeOoBanusi K mepcoHaly, IMOMEIICHUI0O W O0OpYIOBaHMIO, MPOU3BOJCTBEHHOMY IIPOLECCY.
[Tpuniuns! apManeBTUYECKOil cucTeMbl KadecTBa. [IpuHIUN HOKyMeHTanuu. TUITbI JTOKYMEHTOB.
[TpuHIMIIBI TPOU3BOACTBA, KOHTPOJIS KauecTBa, npeteH3uil u aedexros. Camouncnekuus. Pazsurtue
MHCIIEKTUPOBaHMS (hapMaleBTUYECKUX MPOU3BOACTB. Poilb MeXayHapOIHBIX OpraHu3aiuii B cepe
rapMOHU3ALUHU PE3Yy/IbTaTOB NHCIIEKTUPOBAHUS

Texymui KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Pa3zHoypoBHEBBIE 3a1auu 1 3a1aHUA
TecT

4.3. Conep:xaHue 3aHATHI CEMHHAPCKOIO THIIA.

Ounas ¢popma o0yuennsi. Koncyabranum B nepuos Teopernyeckoro ooyyenus (8 4.)

Pasgnen 1. Cucremsl ynpasjeHusi H oOecnedyeHHsl KadecTBa (papmaneBTHYECKO
npoaykuuu. Hapnexamme npaktukm (2 4.)

Tema 1.1. Cuctemsl ynpaieHus: U o0ecCredeHUs] KauecTBa (papManeBTHUECKONH MPOTYKIIHH.
Hannexamue npaktuku. (2 4.)

KoHcynbranus 1o TOpPSAKY BBIIOJHEHUS CaMOCTOSATENBHOW paboThl W CIOKHBIM BOIPOCAM
JUCLUIIINHBL.

Paznen 2. PeryiupoBanue JOKIHHHYECKUX UCCIeT0BaHUM (2 4.)
Tema 2.1. PerynupoBanue TOKIUHUYECKUX UCCIETOBaHUM. (2 4.)
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KoHcynpranys 1o cjoHbsIM BOIIPOCaM AUCLHIIINHBL.

Pasnen 3. PeryaupoBaHume KIMHH4YeCKHX HcciaenoBanmii. Hannexamasi mpakTmka
(papmaxonansopa (2 4.)

Tema 3.1. PerynupoBaHue KIMHUYECKUX HccienoBaHui. Hapnmexamas mnpakTuka
bapmakonazopa (2 4.)
KoHcynpranys 1o cioxHbsIM BOIPOCaM AUCLUIIINHBIL.

Pasnen 4. PeryiumpoBanue mnpouU3BOACTBA JIEKAPCTBEHHBIX cpencrs. Hanexkamas
NMPAaKTHKA TUCTPUOLIOIUHM (2 4.)

Tema 4.1. PerynupoBaHue mpOM3BOJCTBA JIEKAPCTBEHHBIX CpencTB. Hamnexamas nmpakTuka
nucTpuObionuu (2 4.)
Koncynpranus 1o cioxHbsIM BOIPOCaM AUCHUILIINHBL.

4.4. Conep:xanue 3aHATHI CEMHHAPCKOIO THIIA.

Ounas ¢popma o0yuennsi. KoHTakTHBIE Yachl HA aTTeCTALMIO B IepuoA o0yyeHnus (2 4.)

Pasgnen 1. Cucremsl ynpasjeHusi H oOecledyeHHsl KadecTBa (papmaneBTHYECKO
nponykuuu. Hapnexamue npakTuku

Tema 1.1. Cuctemsl ynpaieHus: U o0ecriedeHUs] KauecTBa (papManeBTHUECKONH MPOTYKIIUH.
Hapnexamue npaxkTuku.

Pasjen 2. PeryaiupoBanue TOKJIMHUYECKHX HCCIEI0BAHUI
Tema 2.1. PerynupoBanuie TOKIMHUYECKUX UCCIEIOBAHUIA.

Pasnen 3. PerynupoBanme KIMHMYeCKHX HcciaeaoBanmil. Hajanexamass npakTuka
(¢papmaxonansopa

Tema 3.1. PerynupoBaHue KIMHHUYECKUX HccienoBaHui. Hananmexamas mnpakThka
¢bapmakoHazopa

Pasnen 4. PeryiumpoBaHue mnpouU3BOACTBA JIEKAPCTBEHHBIX cpencrs. Hamexamas
NMPAaKTHKA TUCTPUOBLIOIUHM (2 4.)

Tema 4.1. PerynupoBaHue mpOM3BOJCTBA JIEKAPCTBEHHBIX CpencTB. Hamnexamas nmpakTuka
nucTpuObionuu (2 4.)

4.5. Conep:xaHue 3aHATHH JEeKIIHOHHOI0 TUIA.

Ounas ¢gopma o0ydenns. Jlekuuu (8 4.)

Pasnen 1. Cucremsl ynpasjeHusi H oOecnedyeHusl KadecTBa (papmaneBTHYECKO
nponyknuu. Hapnexamue npakTuku (2 4.)

Tema 1.1. Cuctemsl ynpaieHus: U o0ecriedeHUsI KauecTBa (papMaleBTHUECKON MPOTYKIIUH.
Hannexamue npaktuku. (2 4.)

Cucremsl ympaBieHus W oOecleueHus KadecTBa (papmarieBTHuecko mpomykimu. Hammexarue
MPAKTUKH.

Paznen 2. PeryiupoBanne JOKIMHHYECKUX UCCIeT0BaHUM (2 4.)

Tema 2.1. PerynupoBanue TOKIUHUYECKUX UCCIETOBaHUM. (2 4.)
PerynupoBanune JOKIMHAYECKUX UCCIIETOBAHUM.

Pasnea 3. PeryaupoBaHme KJIMHMYECKHMX mHcciaenoBanuil. Haamexkamasi npakTuka
dapmakonanzopa (2 4.)

Tema 3.1. PerynupoBaHue KIMHUYECKHX HccienoBannil. Haanexamas mnpakTthka
dhapmakonamzopa (2 4.)
PerynupoBanne kimHHYECKUX HccienoBanuid. Hapiexamas mpaktuka GpapMakoHaazopa.
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Pasnen 4. PeryiumpoBaHue NPOM3BOACTBA JeKapPCTBEHHBbIX cpeacTs. Hapiexkamas
NPaKTHKA JUCTPpUObIONMH (2 4.)

Tema 4.1. PerynupoBaHue IpoU3BOACTBA JIEKAPCTBEHHBIX cpencTB. Hannexamas npakTuka
TUCTpUObIOLUH (2 4.)
PerynupoBanue npou3BOACTBa JIEKApCTBEHHBIX cpeAcTB. Hamiexamas npakTuka JUCTpHOBIOLIUH.

4.6. Conep:xaHue 3aHATHII CEMHMHAPCKOIO THIIA.

Ounas ¢popma o0yuenus. [Ipakrudeckue 3ansaTus (16 4.)

Pasnean 1. Cucrembl ynpasjieHuss U o0ecneuyeHHs] KadecTBa (papManeBTHYeCKOH
nponykunu. Hapnexamme npakruku (4 4.)

Tema 1.1. Cucremsl ynpapieHusl U obecrnieueHrs KauecTBa (apMarieBTUICCKOW MPOTYKITHH.
Hannexamue npaktuku. (4 4.)
1. Cuctemsl yripaBieHust U obecreueHus kadecTna (hapMareBTUIeCKON POTYKITHH.
2. CucrteMa HaJIeKaluxX MPaKTHK.

Pasnen 2. PeryaupoBanue JOKJIMHUYECKHUX HCCIeT0BaAHUI (4 4.)

Tema 2.1. PerynupoBanue JOKIMHUYECKUX HCCaen0BaHUi. (4 4.)
1. PerynupoBaHue JOKIMHUYECKUX UCCIIEIOBAHUM.
2. PerynupoBaHue TOKIMHUYECKUX UCCIIEI0BaHUM.

Pasnea 3. PeryampoBaHme KJIMHMYECKHMX MHccjaenoBannii. Haamexkamasi npakTuka
dapmakonanzopa (4 4.)

Tema 3.1. PerynupoBaHue KIMHUYECKHX HccienoBannil. Hapnexamass mnpakThka
dhapmakonamzopa (4 4.)
1. PerynupoBaHue KIMHUYECKUX UCCICAOBAHUM.
2. Hapnexarmas npakTuka hapmMakoHaa30pa.

Pasnen 4. PeryiupoBaHue mnpouU3BOACTBA JIEKAPCTBEHHBIX cpencrs. Hapexamas
NMPaKTHKA TUCTPUOLIOIUM (4 4.)

Tema 4.1. PerynupoBaHue mpOM3BOJCTBA JIEKAPCTBEHHBIX CpencTB. Hamnexamias nmpakTuka
nucTpuObtonuu (4 4.)
1. PerynupoBaHue Npou3BOJICTBA JICKAPCTBEHHBIX CPEICTB.
2. Hapnexariast mpakTHKa JUCTPHOBIOIUH.

4.7. Conep:kaHue caMOCTOAITEJIbHOI PadOThI 00yYAKOIIUXCS

Ounas ¢popma o0yuennsi. CamocrositesibHast padota crygenra (74 4.)

Pazgen 1. Cucremsl ynpabieHuss H o0ecmedeHMsl KadecTBa (papManeBTHYeCKOM
npoaykuuu. Hapnexamme npaxktuku (18 4.)

Tema 1.1. Cuctemsl ynpaieHus: U 00eCredeHUsI KauecTBa (papMaleBTHUECKON MPOTYKIIUH.
Hannexamue npaktuku. (18 4.)
ITonroroBka K TeKyIleMy KOHTPOJIO 3HAHUM U IPOMEKYTOYHOM arTeCTaluu.

Pasznesn 2. PeryaupoBanne 10KJIHHUYECKUX uccaenoBanuii (17 4.)

Tema 2.1. PerynupoBanue JOKIMHUYECKUX HccaenoBaHuil. (17 4.)
[ToaroroBka Kk TEKyIeMy KOHTPOJIKO 3HAHWW U MPOMEKYTOUYHOM aTTE€CTaIlUH.

Pasnen 3. PerynupoBanme KJIMHHM4YeCKMX mHcciaeaoBanmii. Hannexamas npakTuka
(papmaxonanzopa (22 u.)

Tema 3.1. PerynupoBaHue KIMHUYECKUX HccienoBaHui. Hananmexamias mnpakTuka
¢dapmakoHnaizopa (22 u.)
ITonroroBka K TeKyIleMy KOHTPOJIO 3HAHUM U IIPOMEKYTOYHOM arTeCTaluu.

Paznen 4. PeryaupoBaHue NPOU3BOACTBA JIeKAPCTBEHHbIX cpeacTB. Haagexamas
npakTuKa [ucTpudbronuu (17 4.)

Tema 4.1. PerynupoBaHue mpOM3BOJCTBA JIEKAPCTBEHHBIX CpencTB. Hamexamas nmpakTuka
muctpuobtonuu (17 4.)
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[ToaroroBka Kk TEKyIeMy KOHTPOJIKO 3HAHWWA U MPOMEKYTOUYHOM aTTECTAIlUH.

5. Ilopsaaok nmpoBeeHsI MPOMEKYTOUHOM aTTeCTAIUMN

IIpomescymounas ammecmayus: 3avem, Bmopoti cemecmp.

[TpomexxyTouHass aTTecTanusi MPOBOAWUTCS B BUAE 3adeTa. 3a4eT NPOBOAUTCA B (hopMe OLEHKH
nopTdosno, a TAKKe UTOTOBOTO TECTUPOBAHUS 110 MaTepUAILy CEMECTpA.

ITopsanox npoBeneHUs 3a4eTa:

1. 3aueT mpoBOAMTCA B MEPHUOJ TeopeTHUecKoro oO0yuenus. He momyckaeTcst mpoBeneHHe 3adyeTa Ha
MOCIEIHUX AyAUTOPHBIX 3aHATHUSIX.

2. [lpenonaBarenb NMPUHUMAET 3a4eT TOJBKO MPU HAIWYMKM BEAOMOCTH M HaJUIekKalluM 00pazoM
o OpMIIEHHO 3a4ETHON KHUKKH.

3. Pe3ynbrar 3aueta 0OBSIBISCTCS CTYIEHTY HETIOCPEACTBEHHO MOCTE €r0 CIauH, 3aTeM BBICTABIISACTCS
B BEJOMOCTh M 3aU€THYIO KHW)XKKY CTyAeHTa. IlonoxuTenbHas OLlEHKa 3aHOCSTCS B BEIOMOCTb U
3a4E€THYIO0 KHUXKY, HEYIOBIETBOPUTEIbHAS OLIEHKA IIPOCTABIISETCS TOJIBKO B BEIOMOCTU. B ciydae
HESIBKM CTYACHTA JUIsl CJauy 3a4eTa B BEOMOCTH BMECTO OLIEHKHU JEJIAETCs 3allUCh «HE SBUJICS.
[Toprdonmo orneHNBaeTCst B KaTeropusx "3a4TeHo - He 3auTeHo". OleHka "3a4TeH0" BBICTABISICTCS,
€CIi BCE DJIEMEHThl NOPT(OINO OICHEHBl HAa TOJIOKUTEIbHYIO OIIGHKY M O(QOpPMIICHBI B
COOTBETCTBHUH C TPEOOBAHHSIMHU.

Wroroseiii TecT BKIodaeT 20 TECTOBBIX 3aJaHMM, OXBaTBHIBAIOIMX BECh W3YyUEHHBIM Marepual.
3amaHus, MpeAnoarae MHOKECTBCHHbIH BEIOOp OTBETOB, CUUTAIOTCS PELICHHBIMU MPaBUIIBHO,
ecJId BBIOpaHbI BCE MPAaBUIIbHbBIE OTBETHI. Pe3ynbTaThl BHIIOIHEHUS TECTA OLIEHUBAIOTCS CIIETYIOLIIM
obpazom: 60% wu BbIle — «3auTeHO», MeHee 60% TNpPaBUILHO BBHIMIOTHEHHBIX 3aJaHUN — «HE
3a4TEHOY.

Ecnu xotst Obl 0fiHAa W3 KOMIIETEHIMH HE c(OPMHUpPOBaHA HAa YPOBHE TPeOOBaHMI K JUCIHUILIMHE B
COOTBETCTBHHM C 00pa30BaTeIbHON MPOrpaMMoil (pe3yabraTsl OOydarollerocs HE COOTBETCTBYIOT
KPUTEPHIO cPOPMUPOBAHHOCTH KOMITETEHIINH ), 00YUarOIIEMyCsl BBICTABIISIETCS OLICHKA "HE 3a4TeHO".

6. MaTepuaibHO-TeXHHUYECKOE U Y4eOHO-MeTOAuYeCKoe odecneyeHue QU CIUTIIUHbI
6.1. IlepeyeHb OCHOBHOM M JONOJHHUTEILHON Y4eOHOH JTUTEPaTYypPbI

Ocnoenas rumepamypa

1. baruposa B.JI. Yrpasnenue u sxoHOMuKa apMaiuu [ IeKTpoHHBIN pecype]: Yueb. mut. [ns
cTyn. dapM. By30B u ¢ak. - Mocksa: "Memununa", 2004. - 720 c.

Jlononnumenvuas nrumepamypa

1. bornanos B. B., Bacsruna FO. A., 3onorapesa H. I, JIun A. A., Mapkosa B. A., Mapuenko H.
B., Hapkesuu U. A., Hemsreix O. J1., Opnos A. C., IloxBanenko E. B., Pynakosa A. B., Cunorosa C.
B., Tpopumona E. O. Ynpasnenue u skoHOMHKa (papmanuu [IIeKTpOHHBIA pecypc]: - Mocksa:
I'DOTAP-Menaua, 2017. - 928 c.

6.2. IIpodeccuonanbHblie 0a3bl JAHHBIX U pecypcbl «UHTEpHET», K KOTOPBIM 00ecneuynBaeTcs
AOCTYN 00YYAKOIIMXCS

IIpogheccuonanvruvie 6azvi danuvix

1. http://grls.rosminzdrav.ru - PeecTp JeKapCTBEHHBIX CPEICTB, 3apEeTUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu

2. eLibrary.ru - [TopTan Hay4HBIX MyOIUKAIHi
Pecypcor « Unmeprnem»

He ucnonb3yrores.
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6.3. IIporpamMHoe oGecnieyeHre U MH(POPMALIMOHHO-CIIPABOYHBIE CHCTEMbI, HCIIOJIb3yeMble
NPH OCYLIEeCTBJICHHH 00pa30BaTeIbHOIO NMpoLecca Mo JUCHUIIINHE
Jnst obecrieueHust peaan3aluy JTUCIUIUTMHBI UCTIONB3YETCsl CTaHAAPTHBIA KOMILJIEKT IPOTrPaMMHOTO
obecrieuenust (I10), Brmovaromuii peryasipHo OOHOBIsIEMOE CBOOOJHO pAacHpOCTpaHseMOe U
munensuondoe 10, B T.u. MS Office.

[IporpammHoOe obecrieueHue Ui ajanTaludyd O0pa3oOBaTENbHBIX PECYpPCOB ISl OOydaloMMXcA U3
YKCJIA JIUL C OTPAHUYEHHBIMU BO3MOXHOCTSAMH 3[JOPOBBSI:

ITporpamma sxpanHoro noctyna Nvda - mporpaMMa 3KpaHHOTO JOCTYIa K CUCTEMHBIM M O(HCHBIM
NPUIIOKEHUSM, BKITIouasi web-0pay3epsl, IOYTOBbIE KIHEHTHI, IHTepHET-MecCeHKEPhl U O(hUCHBIE
nakeTbl. BecTpoeHHas nmonepikka pedyeBoro BeiBoga Ha 6onee ueM 80 s3pikax. [lomaeprkka 60ib110oro
yrcaa OpaillIeBCKUX TUCIICEB, BKIIIOYAs BO3MOKHOCTh aBTOMAaTHUECKOTO OOHAPY)KEHUSI MHOTUX U3
HUX, a TaKKe MOoJIepKKa OpaiIeBCcKOro BBOAA AJIs JUCIIJIEeB ¢ OpaitieBckol kiaBuatypoil. Urenue
AJIEMEHTOB YIIPABJIEHUS U TEKCTA IIPU UCIIOJIb30BAaHUH JKECTOB CEHCOPHOI'O 3KpaHa.

Ilepeuens npoepammHozo obecneyeHus
(0bHOBNIeHUe NPOU3BOOUMCS NO Mepe NOSABNIeHUs HOBbIX 8EPCULL NPOSPAMMbL)

He ucnonb3yercsi.

Ilepeuens uHghopmayuoHHO-CRPABOUHBIX CUCEM
(0OHOBIeHUEe BLINONHAENICS €XHCEHEDENbHO)

He ucnonb3yercs.
6.4. CnienuaJjibHbIe OMELEHUs, 1A00PaTOPHH U J1a00paTOpHOe 000py10BaHUe

Jlnst obecrieueHus] peannu3alnuy TUCIHILIHHBI UCHOJIb3YeTCsl 000pylIoBaHHE OOIIEro Ha3HaueHWUs,
CTeMAIM3UPOBaHHOE 000pYIOBaHUE, 000pyAOBaHHE, 00CCIICYHBAIOIIECE AAAITAIIMIO IEKTPOHHBIX U
MEYaTHBIX 00pa30BaTeIbHBIX PECYPCOB U OOYYAIOMIMXCS W3 YHCIA JIUI[ C OrpaHUYCHHBIMHU
BO3MO)KHOCTSIMH 3JIOPOBBSI, HAOOpHI JIEMOHCTPAIMOHHOTO OOOPYIOBaHUS W Yy4eOHO-HATIISTHBIX
MMOCOOMIA TIO CITHUCKY.

O6opynoBaHue OOITIETO HA3HAYCHHUS:

[Ipe3enranmonHoe 00opynoBaHUE (MYJIBTUMETUA-TTPOCKTODP, SKPAH, KOMITBIOTED ISl YIIPABICHHUS) -
IUTSL IPOBEICHHS JICKITMOHHBIX U CEMUHAPCKHUX 3aHITHH.

Kommbrorepusiii kmacce (¢ BbIxomoMm B Internet) - ayis opraHu3amMy CaMOCTOSTEIBHOW PaOOTHI
00yYaroIIIXcs.

Ob6opynoBanue, obecrneynBaroliee aJanTali0 AJIEKTPOHHBIX M TEYaTHBIX 00pa3oBaTeNbHBIX
pecypcoB i OO0yYarolMXCsl U3 YMCia JIMI C OTPAaHMYEHHBIMU BO3MOXKHOCTSIMHU 3/10pOBbs (MECTO
pasMerieHus - yueOHO-MeTOANYECKHI OT/AeN, YCTaHABIMBAETCS 10 MECTY MPOBEACHUS 3aHITHH (ITpU
HEOOXOIMMOCTH)):

YerpoiictBo mopraruBHoe it yBenmueHuss DION OPTIC VISION - npenHasHadeHo AJist
o0yyYaromuxcsi ¢ HapyleHNUEeM 3pEHUS C LENbI0 YBEIMYEHHs TeKCTa U MoA00pa KOHTPACTHBIX CXEM
M300pakKeHHS;

DNEeKTpOHHBIA pyYHOU BUIeoyBenuuuTenb Bigger D2.5-43 TV - npeana3zHavueHo A 00y4Yaromuxcs
C HapyILLIEHUEM 3PEHUS JUIsl YBEIMUEHUS U YTEHUS MIIOCKOIIEYaTHOTO TEKCTa;

Pamnoknacc (pammomukpodon) «Coner-PCM» PM-6-1 (3aymHblii MHIUKTOP) - TOPTaTUBHAs
3BykoBasg FM-cuctema 1 oOydarommxcsi ¢ HapylIeHHEM clyXa, YJIydllaromias BOCIPHUSTHE
roJ0coBOM MH(pOpMaIUu.

[IpoekTop MyJIbTUMEANIHBIN - | IIT.
DKpaH JEMOHCTPAIMOHHBIN EPEABUKHOM - 1 TIT.
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7. MeTonnuyecKue yKa3aHusi 0 OCBOCHHUIO TUCHUIJIMHBI (MOXYJIs1)

B xome peanmuzanuu y4deOHOro mporecca IO IUCHUIUIMHE TPOBOMATCS Y4YeOHbBIC 3aHATUS H
BBITIOJTHACTCA CaMOCTOATCIIbHAsA pa60Ta. Ilo BOIIpOCaM, BO3HUKAIOIIUM B IMPOICCCC BLIMNOJHCHUA
CaMOCTOSITENIbHOW PabOThI, MPOBOMATCS KOHCYJIBTALIUH.

JUnst opraHu3alii M KOHTPOJS CaMOCTOSTENbHONW pabOThl OOYyYaIOLIMXCs, a TaKKe MPOBEICHHS
KOHCYJIBTallU{ IPUMEHSIOTCS HHPOPMALIMOHHO-KOMMYHUKAITMOHHBIC TEXHOJIOTUH:
Nudopmupoanue: https://edu-spcpu.ru/course/view.php?id=1601

Koncynwsruposanue: https://edu-spcpu.ru/course/view.php?id=1601

Kontpons: https://edu-spcpu.ru/course/view.php?id=1601

Pasmemnienue yueOHbIx Marepuanos:https://edu-spcpu.ru/course/view.php?id=1601

Y4eOHO-MeToaYeCKOe 00eCTIeUeHuE:

Tay6> A.A. HopmaTtuBHOE IpaBoBo€ peryanpoBanue obecneueHus cranaapToB GxP : aeKTpOoHHBIH
yuebHo-MeToanyeckuii kommiekc / A.A.Tay6s; ®I'bOY BO CIIX®Y Munsagpaa Poccun. —
Cankrt-IlerepOypr, 2018. — Tekcr osnektponnsiii // DUOC CIIX®Y : [caiitr]. — URL:
https://edu-spcpu.ru/course/view.php?id=1601. — Pexum goctyma: [UIsi aBTOPU30BAHHBIX
II0JIB30BATEIICH.

Memoouueckue ykazanus no gpopmam padomot

Koncynomayuu 6 nepuoo meopemuueckoco obyuenus

KoHncynbranum B mepuoji TEOPETUYECKOTO OOy4eHHUs IMpeaHa3Ha4deHbl I pa3bsICHEHUS MOpsKa
BBITOJIHEHHSI CAMOCTOSTEIbHOM pabOThl M OTBETA Ha CIIOKHBIC BOMIPOCH B U3YUCHUHU JUCIUTLITUHBI.

Jlexyuu

Jlexuu npeaHa3Ha4YeHbl AJ1s1 COOOIIEHUS 00YyJaIOIIMMCsl HEOOXOIUMOTO JUTsl U3yUEHHs! TUCIIUILIHHBI
o0beMa TEOPETUYECKOTO Marepuaia. B pamkax NEKIUil mpernojaBaTesieM MOTYT PeaH30BbIBATHCS
CIIEAYIOIINE HMHTEPAaKTUBHBIE 00pa30BaTENIbHBIE TEXHOJIOTHUH: IHCKYCCHs, JIEKLIUS C OIIMOKaMH,
BUJICOKOH(EPEHIHs, BEOHHAP.

lIpakxmuueckue 3anamus

[IpakTHueckue  3aHATUSA  NPELYCMATPUBAIOT  IIPUMEHEHUE  IIPENoAaBarelleM  pas3JIMYHBIX
MHTEPAKTHBHBIX 00Pa30BaTEIbHBIX TEXHOJIOTMH M aKTUBHBIX (OpPM OOyUYEHHMS: TUCKYCCHs, JeoBas
urpa, Kpymiblidi CTOJI, MHHHU-KOH(pepeHIus. TeKymuid KOHTPOJIb 3HAaHUM OCYyIIECTBISETCS Ha
MPAKTUYECKUX 3aHATHAX U IPOBOAUTCA B hopMe:

3azad 1 3aJaHUi pEKOHCTPYKTUBHOI'O YPOBHSI

Kparkass xapakTeprcTUKa OLIEHOYHOTO CpEICTBA: MpPEACTaBIseT co00i CpeacTBO, MO3BOJISIONICE
OLIEHUBATh U TUArHOCTUPOBATb YMEHUS CUHTE3UPOBaTh, aHAIM3UPOBATh, 000011aTh (PaKTUUECKUHA U
TEOpeTUYECKUl Marepuan ¢  (QOpMyIHpPOBAaHHEM KOHKPETHBIX BBIBOJOB, YCTaHOBJIEHHUEM
IIPUYMHHO-CIICACTBEHHBIX CBA3EH.

IIpencraBieHne OLEHOYHOIO CPEACTBA B OLIEHOYHBIX MaTepuaax: KOMIUIEKT 3a/1a4 U 3alaHUU

Tect

Kparkass ~ xapakTepucTHKa  OLEHOYHOTO  CpEACTBA:  NPEACTaBIsieT  coOOl  cucremy
CTaHJAPTU3UPOBAHHBIX 3aJaHUH, IT03BOJIIOIIYI0 aBTOMATU3UPOBATh IIPOLEAYPY U3MEPEHUS YPOBHS
3HAHUH U yMEHHI 00yJaromerocs.

[IpencrapieHne OLEHOYHOTO CPEACTBA B OLEHOYHBIX MaTepuasax: crerudukanus 6aHka TeCTOBBIX
3aJaHul

Jlokana, cooOIeHus

Kparkasi xapakTepucTHKa OLIEHOYHOTO CPE/ICTBA: MPEACTABISET COOO0M MPOMYKT CaMOCTOSTEIbHON
paboThl CTYyOEHTa, MPEICTABISAIOUIMA COO0ON MyONWYHOE BBICTYIUIEHHE IO TIPEACTABICHUIO
MIOJIy4YEHHBIX pe3yJIbTaToOB peuieHus OIIPEIEICHHON y4eOHO-TIPaKTHUYECKOH,
yueOHO-UCCIIEe0BATEIbCKOM NN HAyYHOU TEMBI.

[IpencrapieHne OLIEHOYHOTO CPECTBA B OLIEHOYHBIX MaTepUaax: TeMbI JOKJIAaI0B, COOOIICHHA.
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Pedepara

Kparkast xapakTepucTHKa OLIEHOYHOTO CPEJICTBA: MPEACTABISIET COOOH MPOMYKT CaMOCTOSTEILHOU
paboThI CTYIEHTA, TPEACTABISIONNI cO00i KPaTKoe M3JIOKEHHE B TIMCHbMEHHOM BHIE MTOYYSHHBIX
PE3yJIBTaTOB TEOPETUIECKOTO aHaJM3a ONpeeIeHHOW HayqHOH (Y4eOHO-MCCIIeIOBATEIbCKON) TEMBI,
I aBTOP PACKPBIBAET CYTh UCCIIEIyEeMOM MPOOIEMbI, IPUBOIUT Pa3IMUHBIC TOYKH 3PCHUS, a TAKKE
COOCTBEHHBIC B3IVIS/IBI HA HEeE.

[IpencrapieHne OLIEHOYHOTO CPECTBA B OIIEHOYHBIX MaTepUaiax: TeMbI pedeparon
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