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chapmaLIeBTUYECKON XMIUM 1 hapMaLeBTUHECKON TEXHOMOrUK

g2 CnvBknH AN,
—Hacuwughposka nodnucu
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PABOYASA NMPOrPAMMA YYEBHOM ancuuvniiHbl
B51.B.[1B.01.01 CoBpeMeHHble acnekTbl cTaHAapTU3aUuuu NIeKapCTBEHHbIX

cpencTtB

Kod u HaumeHosaHue ducyuriuHbl 8 coomeemcmeuu ¢ Y4ebHbIM rinaHom

1. WWudp v HammeHoBaHWe HanpaBneHUs NOAroToBKM / cneuuarnbHOCTU:

33.06.01 dapmauums

2. Mpodunb noaroToBkn / cneymnanmsauna PapmaueBTMYeCKaa Xumus, papmMakorHo3ms
3. KBanudukauma (cteneHb) BbINYCKHUKA: UccrnepoBarternb, NpenoaasaTtesib-

nccecnenoBartesb

4. dDopma oby4yeHMA: 3a04Has

5. Kacbegpa, oTBevawLasn 3a peanmsauuio QUCLUUMNNUHBLI: papmaLeBTUHYECKON XMMUN U
c¢hapmaLeBTUYECKON TEXHONOINKU

6. CoctaButenu nporpammbl: CnuBkuH A.U., a.cpapmau.H., npod.

7. PexomeHpgoBaHa: HMC chapmaueBTnyeckoro dakynbteta Ne Ne 1500-06-05 ot
26.04.2021

8. YuebHbIn roa; 2023/2024 (rop noctynneHus 2021) Cemectp(bl): 6 cemecTp



9.Uenu n 3agaum y4eb6HON ANCLUUNIINHDI:

— yrnybrneHne TeopeTuyecknx N NPakTM4ecknx 3HaHUm n ymeHun B ob6nactm noBbILLEHUS
YPOBHA CTaHOapTM3auun JeKapCTBEHHbIX CPeAcTB C  UCMNONb30oBaHWMEM  (PU3UYECKMX,
XUMUYECKMX, BNONOrMYecKnx, MUKPOBUONOrMYECKNX, UHCTPYMEHTalbHbIX METOAO0B CO34aHus
KOHTPOMS KayecTBa NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHMAMM HOPMATUBHbIX
AOKYMEHTOB;

— COBEpLUEHCTBOBaHWE 3HaHUM N0 rapMoOHM3aUUKW, 3KCMEepPTU3bl COBPEMEHHON
AOKYMeHTauun, HoOpMUpPYHoLLIEV NoKasaTernuy kadecTBa JlekapCTBEHHbIX CPeCTB COOTBETCTBUM C
HaUMOHanNbHbIMN U MeXOYHapOOHLIMU CTaHA4apTaMu;

— popMUpoOBaHNE YMEHUIN U HABLIKOB CaMOCTOATENIbHOW Hay4YHO-UCCnenoBaTenbCkon 1
Hay4YHO-MeJarormyeckon AeaTesibHOCTU.

10. Mecto y4yeOGHOM AaucuunnuHbl B cTpyktype OOIM: [ducumnnuHa oTHOCUTCA K
ancumnnuvHaM no BbIGopy BapuaTuBHOM YacTu. Kypc npegnonaraeT Hanuume y acnvpaHTa
3HaHMN B 06MacTM HOBbIX MPUMHUMMIOB MO CTaHO4apTU3auuKn NeKapCTBEHHbIX CPeacTB Mo
BOMpOCaM CTPOEHUS, (PUNYECKUX N XUMUYECKNX CBOWCTB flEKapCTBEHHbIX BELLECTB, METOLAOB
hapMakonenHoro aHanmsa Anga KOHTPOsisl KaYecTBa JleKapCTBEHHbIX NpenapaTtoB U U3MEHEHUN,
NPOUCXOAALMNX MPU XPAHEHUMU, OCHOBAHHbIX Ha 3HAHWUSX MO HEOpPraHMYeCcKoW, aHannTU4eCKow,
OpraHM4Yeckon XMMuu, OU3MYECKOM U KOSFOUOHOM XMMUKM, Buoxmmun, apmaueBTU4eCKOoro
aHanusa, 6uodapmauunm B obbeme NporpaMmbl  BbICWLEr0 U MOCNEBY30BCKOrO
npodeccnoHanbHoOro obpasoBaHus.

3HaHMA W HaBbIKK, MNOJSIYyYEeHHble acnupaHTamMmuM npuv  U3ydeHUUM [OaHHOro  Kypca,
HeobXxoauMbl NpWU NOLrOTOBKE U HANMCaHUKM auccepTaumm no Hay4yHou cneumansHocTn 14.04.02
—dapmaueBTrnyeckaa XMMmusi 1 papmakorHosms.

[aHHaa gucumnnuHa asnseTcsa npegwecteyowen Kk 6noky 2 (Mpaktukn), 6noky 3
(Hay4Hble nccnepoBaHus) n 6noky 4 (FocygapcTBeHHass MToroBasi aTrecTaumsi) nporpaMmmbl
acnupaHTypbl.

11. MnaHupyeMblie pe3ynbTaTbl 00y4YeHUsi MO AuUcUUNNUHe/MoAynio (3HaHWUA, YMeHwus,
HaBblKW), COOTHECEHHbIe C NIaHUPYeMbIMU pe3yrbTaTaMuM OCBOEHUsi o6pa3oBaTenibHOM
nporpaMmmbl (KOMNETEHLUMSAMU BbINYCKHUKOB):

KomneTteHuus MnaHnpyemble pesynbTaTbl 00y4eHus
Kon HasBaHune
Or1K- | roTOBHOCTbIO K BHEAPEHMUIO | 3HATb: (hapMakonenHble U HedapmakonenHble MeTonbl
4 pa3paboTaHHbIX METOLOB | aHanu3a NneKapCTBEHHbIX CPEeACTB U NeKapCTBEHHOro
N METOAMK, HaNpPaBIEHHbIX | PACTUTENBHOIO Cbipbsi; BHYTPM U  MexnabopaTopHbIN
Ha paunoHanbHoe, | KOHTPOrb
achpekTnBHOE W | yMeTb: BanuaupoBaTb pas3paboTaHHYld MEeTOAUKY WU
6esonacHoe BHEAPSATb €e B aHanu3 JekapCTBEHHbIX CPeacts MU
ncnosnb3oBaHne NleKapCTBEHHOIo PacTUTESTbHOMO Chipbs
NEeKapCTBEHHbIX CPeACTB
Or1K- | cnocoBHoCTbI0 W | 3HaTb: WHCTpyYMeHTanbHyt0 0asy, Heobxogumyk Ans
5 FTOTOBHOCTbIO K | nony4eHns Hay4HbIX AaHHbIX
NCMNonb30BaHMIO yMeTb: MCcnonbL30BaThb nabopaTtopHyto n
nabopaTopHOM N | MHCTPYMEHTanbHyt0 6ady Aansa  nonyyYeHuss  HayuYHbIX
WHCTPYMEHTarnbHon ©6asbl | AaHHbIX
ANA  NONyYeHUa Hay4dHbIX
AaHHbIX
MK-5 | cnocobHOCTb U rOTOBHOCTbL | 3HATb: TeopeTudeckme OCHOBbI npoBeaeHus
K  KOHTPOM  Ka4yecTBa | aHanuTuieckmx ncnoitaHumm J1C.
NEeKapCTBEHHbIX CPEACTB U | YMEeTb: NPOBOAUTL aHanuTuyeckue ucnoitanms J1C
NeKapCTBEHHOIO




| pacTUTENLHOrO Chipbs

12. O6bem AucuMNIUHbI B 3a4veTHbIX eauHuuax/yac.(e coomeemcmeuu C y4eOHbIM

nnaHom) — 2/72.

dopma NpomMeXyTOYHOM aTTecTaumm 3adeT

13. Buabl yue6HoM paboThbl

TpyooemMKoCTb
Bug yuebHoii paboTbl Bcero [o cemectpam
6 cemecTp

AyOuNTOpHbIE 3aHATUSA 2 2
B TOM yucCne:
neKkumm
npakTuyeckune
N3 2 2
CamocTtosaTenbHas paboTa 66 66
dopma NPOMEXYTOYHON
aTTectaumm
(3a4em — 0 yac. / 3K3aMeH — 4 4
__yac.)

WToro: 72 72

13.1. CopepxaHme AUCLMUNIIUHLI

HanmeHoBaHue pasgena

CopepxxaHue pasgena guCUMNInHGI

n/n ANCLMNITNHBI
1. lhauBuayanbHble 3aHATUSA
1. | PasButne metogoB Kputepumn cbapmaueBTMYecKoro n bapmakonemnHoro
drapmakonenHoro aHanusa. Metoabl nccnegoBaHus B papMakonemHom
aHanusa B PO n 3a aHanmse. Jtanbl hapmakonenHoro aHanmsa.
pyoexom. BHeapeHune HoBbIX MeTOO0B hapMaKkonemnHoro
aHanu3a Ha OCHOBE MOCNeaHUX AOCTUXKEHUN B
XpomaTorpadum, ceHcopHomMm aHanumse. Ponb
dhapmMaKkonemnHoro aHanmsa B KOHTPOJSe KayecTsa
BCMOMOra-TesbHbIX BELLECTB, OCTAaTOYHbIX
OpraHMYyecKnx pacTBOpUTENEN.
2. CamocTosiTenbHas pabora
2. | OCHOBHbIEe NPUHUMIMbI N Buabl n kateropum ctaHgaptos. CtaHaapThbl
noaxoAdbl K npobneme kadectBa J1C. CTpyKkTypa 1 cogepxaHme CTaH4apTOB.
ctaHgapTtusaumm J1C; dapmakonenHble ctatbn (PC). Bugbl $C.
rapmMoHm3aums OcobeHHocTu paspadotkn ®C n moHorpadumin Ha JIC.

TpeboBaHUN K KA4YECTBY dapmakonen kak cbopHuk ctangapTtos Ha JIC.

JiC. Poccunckas, 3apybexHble doapmakonen. Bonpocsl
rapmoHusauun TpeboBaHum K paspaboTke
ctaHgapToB Ha J1C.

3. | KoHuenuus PasBuTne cnctembl HOpMaTUBHO-NPaABOBOIO
rocy4apCTBEHHOrO perynupoBaHuns akcnepTunsbl 1 permctpaumm J1C.

KOHTPOJ14 Ka4yeCTBa

CocyaapcTBeHHasl AKcnepTr3a KayecTsa,




NeKkapCTBEHHbIX CPEACTB
B COOTBETCTBUM C
3aKoHOM «06 obpalleHn
JIC»

3(ppeKTUBHOCTU 1 6E30MACHOCTN NEKAPCTBEHHbIX
cpeactB. CoBpeMeHHOe COCTOSIHME U NYTK
AanbHenwero pas3BuTusa KOHTpons kadectsa J1O.

Bannpauus
drapmMakonenHbIx
meToauk. Ponb
Banugaumm B Bonpocax
rapMoHuM3aumm Hopm
kayectBa J1C.

MeTogonornyeckne 0CHOBbI BbIbopa aHaNUTUYECKUX
MeToaoB Ans oapmakonenHoro aHanmsa J1C.
«dnarpamma HagexHocTu» ang J1C. Banngauwms
aHanutnyeckoro metoaa. NpuHUMnLl Banuaaumu.
MNapameTpbl BanMaaumMm aHanMTUYeCcKUX MeTo4oB Kak
ocHoBa Anst OPMUPOBAHNS CUCTEMHOIO NOAXOoAa K
BbIGOpy MeToA0B oueHkn kavecTsa J1C.

MonoxeHwns,
KacatoLmecs Hay4HbIX
OCHOB pa3paboTku,
NpOM3BOACTBA U
npumeHeHna CO.

MeTogonornyeckmne OCHOBbI CO34aHMSA U MPUMEHEHNS
CTaHAapTHbIX 06pa3LoB B (hapMakonenHom aHanmae.
TpeboBaHus k cTaHOapTHLIM obpa3suam.
CoBpeMeHHble TpeboBaHWs K hapmakonenHomM
aHanusy B YCNOBMSX NCNOMNb30BaHMS
rocyaapCTBEHHbIX CTaHAApPTHbIX 06pasuoB. MeToapbl,
Tpebylowme Hannina ctaHaapTHbIX 06pasLoB.
TpeboBaHust K UCXOAHOMY MaTepuany ns
CTaHAapTHbIX 06pasuoB. KoHTpornb kavecTBa
CTaHAapTHbIX 06pa3LoB. NepBrYHbIE N BTOPUYHbIE
obpasupl.

HopmaTuBHble
AOKYMEHTHI,
perrnameHTupyoLmne
OLIEHKY Ka4ecTBa,
npumeHeHne 'CO J1C;
BOMPOCHI rapMOHM3aL MK
TpeboBaHum k CO.

[MonoxeHne 0 rocygapCTBEHHbIX CTAaH4APTHbIX
obpasuax JIB. [ocygapCTBEHHbIE CTaHAAPTHbIE
obpasubl J1B — obwasa papmakonenHas ctatba B .
CopepxaHue gaHHbIX JOKYMEHTOB BKNOYaeT
Martepuansl U OOCTUXeHUS 24-ro n3gaHus
dapmakonen CLUA, EBponenckon bapma-konen.
Kputepum n Hopmbl Ka4ecTBa CTaHAAPTHbIX
obpasuos, ux ncnonb3oBaHune. ObecneyeHne
BanNUAHOCTU aHanNMTUYeCKNX MeToaoB npu
ncrnonb3oaHum 'CO. NoBbIEHNE YPOBHS
ctaHgapTtusaumm J1C. OueHka ypoBHs kadectBa [CO.
MeTogbl, ncnonbayemble Ansi oueHkn kavectsa CO.

Mpobnemsl
cTaHgapTM3aumm
romeonaTtmndeckux J1C,
NMMYHONOIMMYECKNX
npenapaToB. HoBble
noaxoabl.

PaspaboTka bapmakonenHbix cTaten Ha
romeonartmnyeckue J1C. TpeboBaHus k pasgenam ®C
Ha romeonaTtundeckume J1O. Cneuymnduka
cTaHOapTM3auMn N KOHTPOIS KadecTBa
romeonatunyeckux J1C. Npegenbl HEO6X0ANMOCTHU 1~
AO0CTaTO4YHOCTN 06BEMOB, X HOPMUPOBAHME B
3aBucumocTu ot ceorcTe BAB. CtaHgapTtusaums
MaTpuU4HbIX HacToek. CTaHgapTnsaums
MMMYHOMOrM4yeckux npenapartoB. MeTtoabl aHanusa
NP KOHTPOJIE Ka4yecTBa MMMYHOJSTOrMYECKMUX
npenapaTtoB. VIMMyHOEPMEHTHbIE TECT-CUCTEMBI.

CraHgapTHble 06pasupbl
NPMMECHbIX COeQUHEHWI

Knaccudukaumsa npymecen no UCTOYHUKY
noslyvyeHus:, knaccmumkaumsa npumecen no nx
npupoae (USP) — 5 rpynn. OctaTouHble
pacTBOPUTENN Kak NPUMECH, NX KiaccudmKaLumsi.
HopmupoBaHue opraHnyecknx npumecein B JIC no
HopMaTmBHbIM gokymeHTam EC n CLUA. «Ipodunu
npumecen». PakTopbl, BAMAIOLINE HA CTAOUIbHOCTb
ynctoTbl cybcTaHumn. CTaHgapTusaumsa npuMmecen ¢




nomoLbio BOXKX n xpomaTto-macc-crnekTpoMeTpuu.

9. | HpopmaumoHHbIE PernameHTMpoBaHHbIN MEXaHN3M CTaHgapTu3auum
ctaHgapTbl. Ponb nHdopmauum Ha J1IC (OCT. 91500.05.0002-2002).
AaHHbIX CTaHOAPTOB B OdmumanbHble NCTOYHMKM KITUHUKO-
obecneyeHun kayectsa n | bapmakonormyeckon nHcpopmauum o J1C.
6esonacHocTun JIC. CTpYKTYpHbIE 3NIEMEHTbI rOCY4apCTBEHHOMO

MHOPMaLMOHHOro cTaHaapTa, UX posb B
obecneyeHnn 6esonacHocTu ncnonb3oBanus J1C.

10. | Hay4Hble ocHoBbI HOBOro | O6ocHOBaHWE KOMMMEKCHOro cnocoba

OJHOCTaANMUHOIo MeToaa:
KONU4YEeCTBEHHOIO
aHanusa
MHOFOKOMMOHEHTHbIX
neKapcTBEHHbIX
npenapaTtoB METOAOM
B3>XXX

noaTBepPXaeHus NoLMHHOCTM NpenapaToB Npu
OTCYTCTBUM CTaHOapPTHbIX 06pasLoB
NHOMBUAYANbHbIX KOMNOHEHTOB C NapansenbHbIM
NPUMEHEHNEM TPEX Pa3HbIX XpoMaTorpaguyeckmnx
meTtogos BOXX, TCX, MNKX npu ncnonb3oBaHum B
KayecTBe CTaHAapToB 06pa3LoBbIX HACTOEK,
9KCTPaKTOB U cybCTaHUMIN, cogepaLymx
aHanuaupyemble BeLLecTBa 1 NpuMecu.

Hay4Hoe o6ocHOBaHME HOBOro HanpaBneHus B
Xpomatorpacunyeckom aHanunse: ogHOCTaaUNHbIN
KONMMYEeCTBEHHbIN aHann3 MHOTOKOMMOHEHTHbIX
NONNMYHKUMOHANbHbIX NEKAaPCTBEHHbIX NpenapaTos
MeToaoMm BOXKX ¢ ncnonb3oBaHMeM MOHHOM CUIbI
OydepHon cocTasnsaowen NnoaBMKHON drasbl

13.2. Tembl (pa3aenbl) AUCUUNIIUHBI U BUAbI 3aHATUNX

Ne
n/
n

HanmeHoBaHue TeMbl
(pasgena) aucumnnmHbl

Buabl 3aHsaTMI (YacoB)

Jlekum | MNpakTtnyeck u3 CamocTosTenbH
n ne as paborta

Bcer

KoHuenums
rocy4apCTBEHHOrO
KOHTPONSs Ka4yecTBa
NeKapCTBEHHbIX CPEACTB B
COOTBETCTBUM C 3aKOHOM
«06 obpatueHun J1IC»

OCHOBHble NPUHLMMbI 1
noaxoAdbl K npobneme
ctaHgapTtusaumm J1C;
rapMoHun3auus
TpeboBaHUM K KAYECTBY
JiC.

Pas3Butue metonos
dapmakonenHoro aHanmsa
B P® 1 3a pybexom.

Bannpauus
dapMakonenHbIX METOOMK.
Ponb Banupauuu B
BOMpOCax rapMOoHM3aLmnn
HopMm kadecTtBa J1C.

lNonoxeHusa, kacatoLmecs
Hay4HbIX OCHOB
pa3paboTku,
npoM3BoOACTBa U




npumeHeHna CO.

HopmaTtusHbie
AOKYMEHTHI,
pernameHTupyroLmne
6. | oueHKy KadecTBa, 8 8
npumeHeHne CO J1C;
BOMPOCHI rapMOHM3auunn
TpeboBaHumn k CO.

Mpobnemsl
cTaHgapTM3aumm
romeonaTtmndeckux J1C,
NMMYHONOIMMYECKNX
npenapaToB. HoBble
noaxoabl.

CraHgapTHble o6pasupbl
NPUMECHbIX COeANHEHUI

MHdpopmMaLnoHHbIe
ctaHgapTbl. Ponb AaHHbIX
9. | cTaHpapToB B 8 8
obecneyeHnmn KadyecTea 1
©esonacHocTtu J1C.

Hay4Hble OCHOBLI HOBOTO
OJHOCTaAMMNHOIo MeToaa:
KOJSINYECTBEHHOIoO aHanusa
10.| MHOrOKOMMNOHEHTHbIX 8 8
nexkapCcTBEHHbIX
npenapaTtoB MeTo40M
B3>XXX

11.| 3avet 4

WTtoro: 2 66 72

14. MeToaun4yeckue yKkasaHus ans oby4yaromxcsi N0 OCBOEHUI0 AUCLIMNIIUHDI

O6y4eHne cknagblBaeTCsl U3 KOHTAKTHOW paboThl O0By4varolmnxca ¢ npenogaBaTenem,
BKMOYAKOLLEN ayauMTOpPHbIe 3aHATUA (MHAMBMAYaANbHbIE 3aHATUA) U CaMOCTOATENBHOM pPaboThl.

WHanBuayanbHble 3aHATUA nogatTcda B oopme npobnemHbix 6ecep.

CamoctosTenbHas paboTa CTygeHTOB noAapasymeBaeT CaMOCTOSTENbHO W3yveHue
HEKOTOPbIX TEM U BKNOYaeT paboTy ¢ yuebHON, Hay4YHOWN, CNPaBOYHOM NUTEPATYpPOr N ApYyrumMm
NHPOPMALNOHHBIMN NCTOYHUKAMM.

OueHka pes3ynbTaToOB CaMOCTOSTENIbHOW paboTbl OpraHU3yeTcs Kak eAWHCTBO [OBYX
opM: CaMOKOHTPOSb U KOHTPOJSb CO CTOPOHBLI NpenogaBaTens.

CaMOKOHTPOMb 3aBUCUT OT OmnpederneHHbIX KadecTB FMYHOCTU, OTBETCTBEHHOCTU 3a
pe3ynbTaTbl CBOEro obyyeHusi, 3aMHTEPECOBAHHOCTIN B NOJIOXUTENbHOW OLIEHKE CBOEro Tpyaa,
MaTepuarnbHbIX U MOpasnbHbIX CTUMYMOB, OT TOrO HAacKONbKO OBy4aembli MOTMBMPOBAH B
AOCTWXKEHUN Hamny4ylwmnx pesynbtatoB. 3agava npenogaBaTens COCTOUT B TOM, YTOoObl co3aaTth
YyCrnoBusa ANs BbINOMIHEHNA CamMOCTOATeNbHOW paboThbl (y4ebHO-MeToamnyeckoe obecnedeHune),
noBbIlWATb €€ 3HAaYMMOCTb, W T[PaAaMOTHO OCYLIECTBNATb KOHTPOSIb CaMOCTOATENbHOM
AEeATenbHOCTM CTyaeHTa (oHA OLLEHOYHbIX CPeacTB).

Pabota ¢ y4yebHOm nuTepaTypon paccmaTpuBaeTcsl kak Bug yvebHonm paboTtbl Mo
ANCLMNIIMHE W BbINOMHSAETCS B Npegeniax Yacos, OTBOANMBIX Ha €€ nsydexue (B pasgene CPC).
Kaxgbin obyvatowmnca obecneyeH OOCTynoM K 6ubnuoTtedHbiM cdoHgam BlY, a Takke K
9NEKTPOHHbIM 6a3aM AaHHbIX, MHPOPMALMOHHO-CMPABOYHLIM U MOMUCKOBBLIM CUCTEMaM, B TOM
yucne B cetu MIHTepHeT.




15. lMepeyeHb OCHOBHOW W [OONOSIHUTENILHOW nUTEpPaTypbl, PEeCYpCOB WHTEpPHeT,
HeoOGXoAUMbBLIX AN OCBOEHUA AUCLUMUNIMUHbLI (CUCOK numepamypbl oghopmrssemcs 8
coomeemcmeuu ¢ mpebosaHusmu FOCT u ucnonb3yemcs obuwas ck8o3Hasi Hymepauus Ors
ecex 8Ud08 UCMOYHUKOB)

a) OCHOBHas nuTepartypa:

Ne
n/n

NcTouHMK

PameHckas, . B. KOHTporb kayecTBa 1 cTaHgapTMsauma NekapCTBEHHbIX
cpeanctB / noa pen. PameHckon . B. , Opga6aeon C. K. - Mockea : FTQOTAP-

1. Megua, 2020. - 352 c. - ISBN 978-5-9704-5412-1. - TekcT : anekTpoHHbIn // IBC
"KoHcynbTaHT ctygeHTa" : [canT]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970454121 .htm

PameHckas, . B. ®apmaueBTnyeckasn xmmus : y4ebHuk / nog pea. I'. B.
PameHckon. - 3-e nsg. (an. ). - Mockea : JlabopaTtopus 3HaHuin, 2019. - 470 c.

2. Cuctem. TpeboBaHuna: Adobe Reader XI ; akpaH 10 (1 cpann pdf : 470 c.). - ISBN
978-5-00101-647-2. - TekcT : anekTpoHHbIN // OBC "KoHCcynbTaHT cTyaeHTa" :
[canT]. - URL : https://www.studentlibrary.ru/book/ISBN9785001016472.html

0) gononHuTenbHasa nureparypa:
Ne
n/n

NCcTOYHUK

CnueBknH A.n.  OyHKUMOHAnNbHbLIA  aHanmM3 OpraHUYecKUX neKapCcTBEHHbIX
3. BewlecTB. 'pud YMO / A.UN. Cnuekun, H.MN. Caguukosa; noa penakumen AT
ApsamacueBa — BopoHex: AL BI'Y, 2007 r.

Benukos B.I'. ®apmaueBTtuyeckas xumuna / B.I. benukoB - M.: MELnpecc-
nHgopm, 2009 r. — 613 c.

MupoHoB B.A. CnekTpockonusi B OpraHuM4eckonm xmmuu: c6. 3agad : y4deb.
5. nocobue ona ctyg. Xum.-TexH. creud. By3os / B.A. MupoHoB, C.A. AHKOBCKUN .—
M. : Xumnga, 1985 .— 230 c.

FOuHr . IHCTpyMeHTanbHble MeToabl XuMndeckoro aHanusa / I'. FOuHr ; nep. ¢
aHrn. E.H. [lopoxoson, I.B. Npoxoposon .— M. : Mup, 1989 .— 608 c

AHanua nekapctBeHHbIx cmecen / A.l. Apsamacues, [ n gp.] - M.: KomnaHus
CnyTHuk+, 2000 — 275c.

CnueknH A.. HopmaTMBHO-NpaBoOBbIE acneKkTbl YCTAHOBIIEHMS HOPM KayecTBa
8. nekapctBeHHbIx cpeacte B P® / AN. CnueknH, O.A. CentoTuH. — BopoHex:
nUn Bry. —2010 r.—198 c.

B)MHPOPMALMOHHbIE 3NEKTPOHHO-00pa3oBaTenbHble pecypchbl (0duumnanbHble pecypchl
UHTEpPHET)*:

Ne
n/n

Pecypc

MonHoTekcToBble 6a3bl AaHHBLIX M PECYpCbl, JOCTYM K KOTOpbIM obecneveH 13
cetn BI'Y (cant Hay4Hon 6ubnuotekn BI'Y, URL: http://www.lib.vsu.ru):
Hay4yHasa anektpoHHasa 6ubnmnoteka POOU (http://elibrary.ru)

1. | Onnann-kypc AcnupaHTypa Papmauns dapmaueBTnyeckas XMMns 1
drapmakorHosus https://edu.vsu.ru/course/view.php?id=6421

CINC "KoHcynbTaHT lMntoc" gns obpasoBaHus

OBC "KoHcynbTaHT cTygeHTa" : https://www.studentlibrary.ru



https://www.studentlibrary.ru/book/ISBN9785970454121.htm
https://www.studentlibrary.ru/book/ISBN9785001016472.html
https://edu.vsu.ru/course/view.php?id=6421
https://www.studentlibrary.ru/

* BHavane ykasbiBatoTcsd OBC, ¢ koTopbiMn umeroTca goroBopa y BIY, 3atem oOTKpbITble
3NEeKTPOHHO-0bpa3oBaTenbHble pecypchbl

16. MepeyeHb y4eOHO-meTOAMYECKOro obecneyvyeHUss ANA CaMOCTOATENIbHOM paboThbl
(y4ebHo-Mmemoouyeckue pekomeHOayuu, rocobusi, 3adayHUKuU, MemooudYecKue yKa3aHusi o

8bIMOSTHEHU MPakmMuU4ecKkux (KOHmMpPOosibHbIX) pabom u 0p.)

Ne
n/n

MNCcTOYHUK

MonHoTekcToBble Ba3bl AaHHbIX U pecypcbl, AOCTYN K KOTOpbIM obecneveH u3
cetn BI'Y (cant Hay4Hon 6ubnuotekn BI'Y, URL: http://www.lib.vsu.ru):

1. Hay4dHas anekTpoHHas 6ubnunoteka POOU (http://elibrary.ru)

OnnanH-kypc AcnupaHTtypa ®apmaums dapmaueBTyecKkass XumMms u
dapmakorHoaus https://edu.vsu.ru/course/view.php?id=6421

17. ObpasoBaTenbHble TeXHONOrMn, UCNOoNb3yeMble NpU peanusaynm y4eoHomn
ANCLUUNSINHBI, BKNOYasa AUCTaHLUMOHHbIe obpa3oBaTtenbHbie TexHonoruu (AOT),
3aneKkTpoHHoe oby4yeHue (J0), cmewaHHOe 06Gy4eHue):

YyebHaa gucuunnuHa peannsyeTcd

C ucnoJjib3oBaHMEM
ONCTaHUMNOHHbIX 06pa3OBaTeﬂbeIX TEXHOMOIMN:

9NEKTPOHHOIro Oby4eHna wu
Ounnann-kypc Acnupantypa Papmaums

dapmaueBTryeckas xumus u bapmakorHoaus https://edu.vsu.ru/course/view.php?id=6421
18. MaTepnanbHo-TeXHUYeCKoe obecneyeHme AUCLUNIINHDI:

HavmeHoBaHue nomelweHUn Ans
npoBeAeHMA BCeX BUAOB y4eOHOM
DeATeNbHOCTU, NPeayCMOTPEHHOMN
y4eOHbIM NaHoOM, B TOM Yucne
nomMeLeHnsa Ans caMoCTOATENIbHOMN
paboTbl, C yKkazaHueM nepevyHss OCHOBHOro
ob6opyaoBaHusA, y4eOHO-HarnsgHbIX
noco6ui 1 UCNOsib3yeMoro nporpamMmmHoOro
obecne4yeHus

Apapec (MecTononoxeHue) noMmeLleHUN Ans
npoBeAeHMA BCeX BUAOB y4eOHoOM
AeATenbHOCTU, NpeayCMOTPEHHOMN
y4eOHbIM NNaHoM (B cnyyae peanusauum
obpa3oBaTeNnibHOM NporpamMmbl B CeTEBOMN
cdopmMe AONONMHUTENBHO YKa3biBaeTCA
HauMeHOBaHWe opraHM3auuun, C KOTOpomn
3aKo4eH JoroBop)

MomeweHne ansa nHAMBMAYanbHbIX 3aHATUNA:
CneuunanunsunpoBaHHasa mebernb, HOYTOYK,
NPOEKTOP, SKpaH.

MO: OfficeSTD 2013 RaUS OLP NL Acdmc,
LibreOffice 7.1, UHTepHeT-6pay3ep Mozilla
Firefox

394036, r. BopoHex, yn. CtyaeH4eckas, 4. 3

MomeLleHme ans camocToATENbHON paboThi C
BO3MOXHOCTbI MOAKITHOYEHUS K CETU
«MHTEepHeT»: CneuynanmnanpoBaHHasa mebenb,
KOMMbIOTEPbI, OCKA MarHUTHO-MapKepHasi.
MO: CrNcC «rAPAHT-Obpa3oBaHuey,
CIMNC"KoHcynbTaHT lMNntoc" gns obpasoBaHus,
OfficeSTD 2013 RaUS OLP NL Acdmc,
LibreOffice 7.1, UHTepHeT-6pay3ep Mozilla
Firefox

394036, r. BopoHex, yn. CtyaeH4eckas, 4. 3

19. ®oHA OLEHOYHbIX CPeACTB:

19.1. MNepeyeHb KOMNETEHLUUN C YKazaHMeM 3TanoB (popMUPOBaHNA U
nfaHUpyeMbIX pe3ynbTaToB 00y4YeHus

Koo n
cogepxaHune

MnaHvpyemble pe3ynbTaThl
00y4yeHunsa (nokasaTenn JOCTUKEHUS

OTanbl
dopmMmpoBaHus

®0C*



https://edu.vsu.ru/course/view.php?id=6421

KOMMneTeHunn 3aaHHOro ypoBHA OCBOEHUA KOMneTeHunn (Cpeﬂ,CTBa

(vnn ee KOoMneTeHumMn nocpeacTsom (pasgenbl (TeMbl) | OLEHUBAHUSA)
4yacTu) dopMUPOBaHUSA 3HAHWUIA, YMEHUNA, ONCLUUNSTINHBI UK
HaBbIKOB) MoAynsa N Nx
HanMeHoBaHue)
3HaTb: drapmakornemnHble " Tema 1-8 komnnekT KM
OrliK-4 HedapMakonenHble MeToabl aHanuaa
NeKkapCTBEHHbIX cpeacTs n
NEeKapCTBEHHOIO pacTUTENbHOro
CbIpbS; BHYTPU U MexnabopaTopHbIv
KOHTPOIb
yMeTb: BanuagupoBaTb Tema 1-8 komnnekT KM
pa3spaboTaHHyto MeToauKY n
BHEAPATb ee B aHanus
NEeKapCTBEHHbIX cpeacTs n
NeKkapCTBEHHOrO pacTUTenbHOro
Cblpbs
Or1K-5 3HaTb: MHCTPyMeHTanbHyto  6aay, Tema 1-8 komnnekt KM

HeobxoauMyo ans nosily4yeHns
HaYYHbIX AAaHHbIX

yMeTb: UCMonb30BaTh NabopaTopHyto Tema 1-8 komnnekt KM
N MHCTPyMeHTanbHyto 6asy ans
NnoJsly4eHust HayYHbIX SaHHbIX

MK-5 3HaTb: TeopeTunyeckue OCHOBbI Tema 1-8 komnnekt KM
npoBeaeHus aHanuMTUYyeCcKunx
ncnoitaHum J1C.
yMeTb: MNPOBOAUTL aHanuTuyeckue Tema 1-8 komnnekT KM

ncnbitaHus J1C
NMpomexyToyHasa aTrectaums

KM
19.2 OnucaHue KpUTEepUeB U LUKanbl OLleHMBaHUA KOMNEeTeHUUN (pe3ynbTaTtoB 06y4yeHus)
npu NPOMEXYTOYHOW aTTecTaLuumm

D,J'IFI oueHnBaHUA pe3yrbTaToB O6y‘-IeHI/1$I Ha TeKyLU,eIZ arrecraumm ucnosb3yeTcd 4-
OannbHag wana: «0TANYHOY, «XopoLwo», «kyaoBneTBopuUTesibHO», «kHEYOOBJIETBOPUTESTIbHO».
CooTHoLweHne nokasaTenen, KputepueB 1 WKasrbl oueHnBaHUA pe3yrbTaToB 06yquV|$|.

YpoBEHb
Kputepum oueHnBaHnsa KoMneTeHLNN cpopmupos | Lkana oueHok
aHHOCTH
KOMMNeTeHUu
n
Ob6yvatowmmnca B NOMHOW Mepe BrageeT MNOHATUNHBLIM | [MOBbIWEHH OTnuyHo
annapatoMm [faHHoM obnactm Hayku (TeopeTUdecKUMu | b YpOBEHb
OCHOBaMV AUCUMUNIIUHBI), CNOCOBGEH  MNMOCTPUPOBATb
OoTBET npumepamu, aktamu, [aHHbIMA  Hay4HbIX

nccnegoBaHun.

O6yvatowmnca BrnageeT NOHATUAHBIM annapaTtoM gaHHOW basoBbi XopoLuo
obnacTtn Haykun (TeEopeTMYECKMMM OCHOBaMM OUCLMMIINHDI), YPOBEHb
cnocobeH unncTpMpoBaTh OTBET NpUuMepamu, daktamu,
AAHHBIMW Hay4YHbIX UCCeaoBaHMKM, AoMNycKaeT OWwmnbKu npu
OTBETE Ha HEKOTOpPbIE BOMPOCHI.

Obyvarowmncs Bnageer 4YactudHO  Teopetuydeckumu | lMoporosbin | YooBneTBopu-




OCHOBaMX  OMCUMNAWHBI,  parMeHTapHO  crnocobeH | ypOBeHb TEeNbHO
WNICTPUPOBaTL OTBET Npumepamu, dakTtamu, AaHHbIMUI
Hay4HbIX  MCCReAOBaHUKM, He  ymMeeT  MNpPUMEHATb
nonyyeHHble  3HaHud. He  Bnageetr  NOHATUWHBLIM
annapaTtom Mo npeamery.

Obyvaowmncsa He BrageeT TeOpPEeTUYECKMMU OCHOBaMM - HeypnosnetBopwu-
ANCUMNNUHBI, He cnocobeH WNMCTPpUpOBaTb OTBET TEenbHO
npyMmepamu, aktaMmu, JaHHbIMU HayYHbIX UCCreaoBaHuu,
He ymeeT MPUMEHSITb MOny4YeHHble 3HaHusA. He Bnageet
NOHATUWHBLIM annapaTtoM No npeameTy.

Obyuatowmncs AEeMOHCTpupyeT OTPbIBOYHbIE,
doparMeHTapHble 3HaHWS, JonycKaeT rpybble oLnbKu.

[ns oueHnBaHWsI pe3ynbTaToB 00y4YeHUs1 Ha 3a4eTe UCMOoNb3yeTCs — 3a4TEHO, HE 3a4TEHO
COOTHOLLUEHWE NoKasaTenen, KpUTepmeB 1 LKanbl OLEHMBAHUS pe3yrbTaToB 00yYeHusl.

YpoBeHb
KpuTepun oueHnBaHusA KoMneTeHumnm chopmmpos | LLkana oueHok
aHHOCTK
KOMMNeTeHUu
n
MonHoe 3HaHue y4yebHoro mMaTtepwuana, bas 3a4yTeHo
npeaycMoTpeHHoro  paboyen  nporpammon.  OTBeT OBbIN
obocHoBaH, aprymeHTMpOBaH. HonyckatoTca |  ypoOBEHb
He3HauynTenbHble OWNOKN, HETOYHOCTU, KOTOPbIE acnupaHT
ncnpaensaeT Nocne samedaHun npenogaBaTens.
3HaHMA HecucTemaTudeckne, OTpPbIBOYHble. B - He
oTBeTax [OonylleHbl rpybble, npuHUMNUanbHbie OLIMOKW. 3a4TeHO
3aTpyaHeHus B dhopmynmnpoBaHmm OCHOBHbIX
onpefeneHvn, nNpu peweHun 3agady, KoTopble He
yCTpaHeHbl Nocne HaBoAsALLMX BOMPOCOB.
O6yyarowmmnca oTkasancs oT oTBeTa.

19.3 TunoBble KOHTPOJbHbIE 3a4aHUA UM UHble MaTepuanbl, Heobxoaumble Ans
OLEHKU 3HaHUMW, YMEeHWW, HaBbIKOB U (Mnu) onbiTa [EeATENbHOCTH,
XapakTepusywlime atanbl POPMUPOBAHMA KOMMNETEHLUUA B NpoLecce OCBOEHUA
obGpas3oBaTenbHOW NporpamMmbl

19.3.1 MNepeyeHb BONPOCOB K TEKYLLEN aTTecTauum:

1. MyTn  CcOBEpPLIEHCTBOBaHMSA  CTaHO4apTU3auuM  NEeKapCTBEH HbIX  CpPeacTB.
Xumnyeckme u  (PU3NKO-XMMUYECKME UCCNeaoBaHus, Heobxoaumble AnNd  HOPMUPOBAHUS
rnokasaTenen KkayecTBa NlekapCTBEHHbIX cpeacTB. PasBuTve u TeHaeHumn B hapmakonemnHbixX
TpebOBaHUAX Ha HaLMOHANbHOM W MEXOYHAPOOHOM YPOBHSAX. 3HaveHue yHudukauum
MeTToOOB M crnocoboB oueHkM kavecTBa. Cuctema COBeEpLUEHCTBOBAHMSA M 06si3aTenbHOCTb
nepuoan4eckoro nepecMoTpa HoOpMaTUBHON JOKYMEHTALMM Ha NEeKapCTBEHHbIE CpeacTBa.

2. locygapcTBeHHas cucTeMa KOHTPOSiS KavyecTBa feKapCTBEHHbIX CPeAcTB U eé
OCHOBHble (PYHKUMOHArbHble 3BEHbS. [1esaTenbHOCTb KOHTPOSbHbIX NogpasgeneHui no
KOHTPOSO Ka4eCcTBa NeKapCT'BEHHbIX CPEACTB B anTeYHbIX yYpEeXOEeHUSIX.

3. OcobeHHOCTN aHanuaa aByx 1 bonee KOMNOHEHTHbIX hopM. CodyeTaHne MeTo4oB
pasgeneHns n U3MepeHust Npu OueHKe KayecTBa KOMOWHMPOBAHHbLIX NEKapCTBEHHbIX HOpPM
(TabneTkun, pacTBOpbI AN UHBEKLMIA, Ma3n U T.N.).

4. Cnctema no3TanHOrO  KOHTPONSA  JfieKapCTBEHHbIX CPeACcTB B anTekax,
obecneunBatoLLas Ka4ecTBO NPOAYKLMM, NEPCNEKTUBLI €€ pa3BUTUS.



5. O6Lasn xapakTepucTuka UCMbITaHW Ha NOASIMHHOCTL M YACTOTY W onpeaeneHus
KONM-YECTBEHHOTO CoAepXkaHns BMONorMyeckn akTuBHbIX BellecTB. OcobeHHoCTU hapmales-
TUYECKOro aHanusa HaMBUAyarnbHbIX BELWECTB U UX NIEKaPCTBEHHbIX (POPM.

6. CpaBHUTENb™Hasa OLEHKa NPUrogHOCTM (U3NYECKUX, DUINKO-XUMUYECKUX W
XMMUYECKMX MeTodoB, AN WUCCNefoBaHUs NEeKapCTBEHHbIX CPEeACTB MO  MoKasaTensiM:
onpegenexHve dmanonoruyeckn aKTUBHOW 4yacTtu neKapCTBEHHOro cpeacTsa,
YyBCTBUTENbHOCTb, NPaBUITbHOCTb, BOCNPOM3BOAMMOCTb.

7. MepcnekTyBbl MCMoONbT30BaHNs B dapMauleBTU4eckoM aHanuse. CoBpeMeHHble
MeTOAbl (PU3NYECKOro N XMMUYECKoro aHanusa. Belbop meTogoB aHanmaa. Bo3amoxxHocTu u or-
paHuyeHnsi. PakTopbl, BNUSIOLLME HA OLEHKY pe3ynbTaToB aHanmaa.

8. BocnponsBoaMMocTb U NpaBUIbHOCTb, cTaTUcTUdeckas obpaboTka pesynbTaTtoB
3KCNepuMeHTa, cTaHaapTHble 06pasLbl.
9. Banvpauus meToaos aHanusa. Ponb Banugaumm.

10. BHegpenus wn cobniogeHuns npasun GMP B obGecnevyeHun kayectBa
NeKapCTBEHHbIX CPeaCTB.

11. KomnnekcHoe ucnonb3oBaHWEe (MU3MYECKUX U (PUBNKO-XUMUYECKUX METOOB,
BO3MOXHOCTM U OrpaHUYeHns ONTUTYECKUX U XpomMaTtorpapmnyecknx MeTogoB Af1s BblerneHus,
OYUCTKM U onpeaeneHnss PU3nTKo-XMMNUYECKNX KOHCTAHT.

12. llepcnektuBbl NPUMEHEHUA METOAOB arnekTpodopesa [ONd  U3YyYEeHUs U
CTaHAapTM3aLMmM NeKapCT'BEHHbIX BELLECTB HEOPraHNYeCKOM U OpraHn4ecKon Npupoabl.

13. AHanu3 nekapCTBEHHbIX BewecTB B Buonorndyecknx xunakoctax. OCHOBHbIE TUMbI
XMMUYECKNX NPEBpPAaLLEHNI NTEKAPCTBEHHbIX BELLECTB B OpraHu3mMe.

14. OcCoBGEeHHOCTU KayeCTBEHHOrO0 W KOMMYECTBEHHONO aHanmsa JeKapCTBEHHbIX
BELLECTB M UX MeTabonnToB B OMOMNOrMYeCKUX XXMAKOICTAX.

15. CraHgapTmsauus nekapCTBEHHbIX CPeAcTB KakK OpraHuM3aumoHHO-TeXHUYecKas
OCHOBa yrnpasfieHNa Ka4eCcTBOM npoaykumn. 'ocygapcteeHHas hapmakonesi, dapMakonenHble
ctatbu (PC) n dpapmakonenHble ctaton npegnpuatui (PCII).

19.3.2 NepeyeHb BONPOCOB K 3a4eTy.

16. TlyTM cOBepLIEHCTBOBaHMA  CTaHOapTU3auuM  NeKapCTBEHHbIX  CpPeacTB.
Xumnyeckme u  (PU3NKO-XMMUYECKME UCCNeaoBaHus, Heobxoaumble AnNd  HOPMUPOBAHUSA
rnokasaTenemn KayecTtBa JieKapCTBEHHbIX CpeacTB. PasBuTve u TeHaeHumn B chapmakonemnHbiX
TpebOBaHNAX Ha HaLMOHANbHOM W MEXOYHAapOAHOM YPOBHAX. 3HaveHue YyHudukauum
MeTTOAOB M cnocoboB oueHKkn kavectBa. CucTtema COBEPLUEHCTBOBAHMS M 00s3aTeNbHOCTb
nepuoan4eckoro nepecMoTpa HopMaTMBHOWN JOKYMEHTaLMN Ha NieKapCTBEHHbIE CPeaACTBa.

17. TocypapcTBeHHas cucTema KOHTPONSA KayecTBa JIeKapCTBEHHbIX CPeACTB U eé
OCHOBHble (PYHKUMOHamnbHble 3BeHbs. [eATenbHOCTb KOHTPOSbHbIX noApasgeneHui no
KOHTPOJO Ka4ecTBa NeKapCT'BEHHbIX CPEACTB B anTEYHbIX yYpEeXOEeHUSIX.

18. OcobeHHOCTN aHanu3a aByx U 6onee KOMMNOHEHTHbIX hopm. CoveTaHne mMeToooB
pasgeneHns n M3MepeHust Npu OLeHKe KayecTBa KOMOWHMPOBAHHbLIX JleKapCTBEHHbIX hOpM
(TabneTku, pacTBOpbl AN MHBLEKLMIA, Ma3n 1 T.M.).

19. Cuctema nOSTaAnNHOrO KOHTPOMS JfIEKApCTBEHHbIX CPeACTB B anTekax,
obecneunBaroLLas Ka4ecTBo NPOAYKLUUKN, NEPCNEKTMBLI €€ pas3BUTUS.

20. OO6uwasa xapakTepucTuka UCNbITaHUA Ha NOAJSIMHHOCTb U YNCTOTY U onpeneneHus
KONN-4eCTBEHHOIrO coaepXaHust buonornyeckn akTmeBHbIX BewecTB. OcobeHHOCTM hapmaues-
TMYECKOro aHanunsa MHAMBMAyasnbHbIX BELWECTB U UX NIEKapCTBEHHbIX hopM.

21. CpaBHuTenNbHasg OUEHKa MPUrOAHOCTN UBNYECKUX, UBNKO-XUMUYECKUX W
XMMUYECKNX METOLOB, [ONs MWCCNeAoBaHMs JEKapCTBEHHbIX CPeaCcTB Mo nokasaTensiM:
onpegeneHve PU3NoNorn4eckn aKTUBHON yacTu NeKapCTBEHHOrO cpeacTea,
YyBCTBUTESNBHOCTb, NPaBUIIbHOCTb, BOCNPON3BOAMMOCTb.

22. [lepcnektuBbl Ucnonb™30BaHUs B dhapmaueBTu4eckom aHanmse. CoBpeMeHHble
MeTOoAbl (PU3NYECKOTO N XMMUYECKOrO aHanu3a. Boibop meTogoB aHanusa. BoamoxHoCTH 1 or-
paHuyeHuns. akTopbl, BANSAIOLWNE HA OLIEHKY pe3ynbTaToB aHanu3aa.



23. Bocnpou3BoammocTb M MpaBUIbHOCTb, CTaTucTuyeckas obpaboTka pesynbTaToB
3KCNepuMeHTa, cTaHgapTHble obpasLbl.

24. Banupgauyua metoaoB aHanuia. Ponb Banupauun.

25. BHegpeHus wun cobniogeHna npasun  GMP B obecnedyeHun KadecTBa
NeKapCTBEHHbIX CPeaCTB.

26. KomnnekcHoe wucnonb3oBaHWe U3NYECKUX N (PUIMKO-XUMUYECKUX METOLOB,
BO3MOXHOCTM U OrpaHUYeHns ONTUTYECKMUX U XpomMaTorpamnyecknx MeTodoB Afis BblAaeseHus,
OYUCTKM 1 onpeaeneHns Pu3nTKo-XMMNUYECKNX KOHCTaHT.

27. [llepcnekTvBbl NPUMEHEHUs MeTOOOB anekTpodopesa ONA  U3YyYEeHUs U
CTaHAapTM3aLmMmM NeKkapcT'BEHHbIX BELLECTB HEOPraHNYeCKOM 1 OpraHNYecKom Npupoabl.

28.  AHanus nekapCTBEHHbIX BeLEeCTB B Bmonornyeckmx xungkoctax. OCHOBHbIE TUMbI
XMUMUYECKNX NPEBpPAaLLEHNI NTEKAapPCTBEHHbIX BELLECTB B OpraHn3mMe.

29. OcobeHHOCTM KayeCTBEHHOrO0 WM KOMMYECTBEHHOrO aHanusa JeKkapCTBEHHbIX
BELLECTB M X MeTabonnToB B BMONOrMYeCKUX >XMAKOICTHX.

30. CraHgapTmsauus nekapcTBEHHbIX CPenCTB KaK OpraHm3auuoHHO-TEXHU4YecKas
OCHOBa ynpasSieHNA Ka4eCcTBOM npoaykumn. 'ocygapctBeHHas dhapmakones, doapMakonenHble
ctatbu (PC) n papmakonemnHole ctaTbn npegnpuatun (PCII).

31. O6waa xapakTepucTuka HOPMATUBHOWM  OOKyMEHTauuu, MNepUOoaANYHOCTb
nepecmoTpa AOKyMeHTauuwu, poflb HOPMa ' TUBHOW [OKYMEHTauum B MOBbILWEHUM KayecTBa
neKkapCTBEHHbIX CPEACTB.

32. MexagyHapoa"Has dapmakonesa. EBponenckasi, bputaHckas, Hemeukas,
®paHuysckas dapmakonen; Papmakonea CLUA. T[lopsgok paspaboTku [OOKYMeHTaumm,
YTBEPXAEHWS U BHEOPEHNSA B NPAKTUKY.

33. AHanuTuyeckoe  obecnevyeHMe  KayecTBa  IEKApPCTBEHHbIX  CpPeacTB B
COOTBETCTBMM C TpeboBaHMSAMN MeXayHapoaHbIX ctaHgapTtos. [Npasuna GMP, GCP, GLP.

34. Ponb cTaHOapTtoB B pelleHun npobnembl danbcudurkaumm nekapcTBEHHbIX
cpeactB (JIC). Mepbl npeaynpexaeHna danbcndpukauumn JIC. KoHTpadaktHble JIC. MeTtoapl
3awmTbl JIC OT HeneranbHOro KONUMPOBaHUS C UCMONb30BaHNEM COBPEMEHHbIX aHaNIUTUYECKNX
METOLAMK.

35. CraHgaptmsauus M MeToAbl KOHTPOMsS apwunankunamuHOB, UX MPOU3BOOHbIX,
NPOU3BOAHbLIX CanUUMIOBOM M aHTPaHUMOBOW KUCAOT, a Takke MoArpynn HOBOKauHa WU
noarpynn aMmuHOKUCAOT.

36. CraHgapTtusaums n mMeToabl KOHTpOnS aMmuaoB CYNb(OKMCNOT:
cynbdaHunamuaos, anknunypenaos, CynbgOKNCOT.

37. CraHgapTus3auma M MeToabl KOHTPONS MNPOM3BOAHbLIX MMpasona u umuagasona,
NPOU3BOAHbIX MMPUANHA U NMPOUN3BOAHBIX (PeHOTMAa3MHA.

38. CraHgapTusaumsa u MeToabl KOHTPONs NPOU3BOAHBIX MHAONA, MMPUMUOUHOB U UX
NPOU3BOAHbIX.

39. CraHgaptmsaums n MeToabl KOHTPOMS MYPUHOB.

40. CraHgapTusaumsi 1 MeTogbl KOHTPONSA aHTUOMOTUKOB, NPOU3BOAHbLIX XMHOMUHA Y
N30XUHOSMHA.

19.4. Metoauyeckme matepuanbl, onpegenslowme npoueaypbl OULEeHUBAHUA 3HaAHUW,
YMEHUNA, HaBblkKOB U (Mnu) onbiTa [OEATENbHOCTU, XapaKTepusywmx 3Tanbl
¢hopmMupoBaHUA KOMNeTEeHLUN

OueHKka 3HaHUIN, YMEHU N HABbIKOB, XapakTepuaytoLast aTanbl OpMUPOBaHUSA KOMNETEHLNIA B
paMKax W3ydeHUs OUCUUNIIMHBI OCYLLECTBASETCA B Xo4e Tekywenh U NPOMEXYTOYHOM
artTecTtauun.

Tekywaa aTrectaums nNnpoBOAMTCA B COOTBETCTBMM C [lofioXeHneMm O TeKywen aTtrectauuu
obyvarowmxca no nporpaMmamMm BbiclWero obpasoBaHust BOPOHEXCKOro rocygapCTBEHHOMO
yHMBepcuTeTa. Tekywas atTectaumsi NpoBOANTCSA B (hopMe NHANBUAYaNbLHOro onpoca.
Kputepum oueHnBaHusa npMBegeHbl BbilLe.



MpomexyToyHas aTtTecTaumsi NPOBOAUTCS B COOTBETCTBMM C [MONOXEHMEM O NPOMEXYTOYHOW
aTTecTaumm obyyarLmxca no nporpaMmmam Bbicllero obpasoBaHus.
KoHTporbHO-n3MepuTenbHble MaTepuanbl NPOMEXYTOYHOW aTTecTauuy BKMOYalT B cebs
TeopeTnyeckme BOMPOCbI, MO3BOMSOLINE OLEHUTb YPOBEHb MOMYYEHHbIX 3HAHWA WU
npakTM4yeckne 3adaHusl, MNO3BOMSIOLIME OLEHUTb CTeneHb CHOPMUPOBAHHOCTM YMEHUIA W
HaBbIKOB.

Mpn OUEHMBAHUN UCMOMb3YIOTCA KONMYECTBEHHbIE WNNM  KAYeCTBEHHble LUKanbl OLEHOK
KpuTepumn oueHnBaHnsi NpMBeAEHb! BhiLLE.



