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1. HEJIb OCBOEHUSA JUCIHUIIJINHBI

Lensto ocBoenust aucuuiuinHbl «Haamexamas perynstopHas MpakTHKa» SBISETCS
dhopMupoBaHue y 00ydaromiero oopasa MeIIIUICHUS IO CTaHAapTaM HaJJICKAIUX MPAKTHK,
npuHITHIX B PO 1 3a pybekoM, a Takke MOHUMaHUSI COBPEMEHHBIX METOIOB 00eCTIeueHuUs
KayecTBa, MHCTPYMEHTOB U METOJIOB, HEOOXOAMMBIX HJisi pa3pabOTKH, BBEACHHUS U
MOJJIEPKKU COBpeMeHHbIX CucteM KadecTBa (apMalleBTUUYECKUX TMpErnapaToB B
COOTBETCTBUU C MeXTyHapOoIHOM KoHpepeHIuel mo rapMonun3aiuu, tokyment ICH Q10.

2. TPEBOBAHUS K PE3YJIBTATAM OCBOEHUSA JUCHUIIJINHBI

OcBoenne nucruruinabl «Hannexaias peryisaropHas MpakTHKay HaMpaBJIeHO Ha
dbopMupoBaHme y 00y4aromMXcs CIeIYIOUUX KOMIIETEHIUN (4acTh KOMITETEHITUH):

Tabruya 2.1. Ilepeuenv romnemenyutl, opmupyemvix y obOyuanowuxcsi npu

0CB80€HUU ducuunﬂuﬂbl (pe3yﬂbmambl OCBO€HUA aZ/ICZ/ﬂ/ﬂ’L/'lMHbZ)

Iudp KoMmeTems HNupuxaropsl AOCTHKEHHS KOMIIETEHIHY
(B paMKax JTaHHOW JTUCITUTIIUHBI)

Criocoben ynpasiaTh | YK-2.3. 3naer HopMaTHBHBIE TIPABOBBIC aKTHI U

HPOCKTOM Ha BCEX JTalax ero | CTaHAapThl B 00JACTH MPOU3BOJICTBA JICKAPCTBEHHBIX

YKU3HCHHOTO LUKJIa CPEACTB, BKIIIOUAs MPaBUIIa HaIeKaIIeH
MPOM3BOICTBEHHOM TPAKTUKH

YK-2. YK-2.4. YMmeer miaHupoBaTh U YIPABIATh KOMILIEKCOM

paboT MmO  aHaIM3y TEXHOJOTHMYECKHX  IIPOLECCOB
(hapMareBTHYEeCKOro MPOM3BOICTBA u ux
COBEPIIICHCTBOBAHUIO B COOTBETCTBUH C YCTAHOBICHHBIMH
TpeOOBaHUSIMH

Crnocoben: uckate HyxHble | YK-7.1. OcymiecTBiasieT NOUCK HY>KHBIX UCTOYHUKOB

WUCTOYHUKHA HHQOpMaMM U | HH(GOpMaLUn u JTAaHHBIX, BOCIPUHUMAET,

JaHHBIE, BOCIIPUHUMATh, | aHAIU3UPYET, 3aTIOMUHAET U NepeaaeT HHPOpMaLUIo

aHAJIM3UPOBATh, 3alIOMUHATH | C UCIOJb30BaHUEM LHU(POBBIX CPEICTB, a TaKkKe C

U TnepeaaBath WH(GOPMAIMIO | TOMOLIbIO aJITOPUTMOB MPHU padoTe ¢ MOIYYEHHBIMU

C WCIOJIb30BAHUEM | U3 PA3IUYHBIX HCTOYHUKOB JaHHBIMH C LIEJbIO

U(POBBIX CPENICTB, a Takxke | 3(PPEeKTUBHOTO MCIIOJIb30BaHUs IIOJIy4YEHHOM

C TIOMOIIBI0 AJITOPUTMOB | HHGOPMAIIUU JIJISl PELICHUS 3a/1a4;

npu padote ¢ nonyyeHHbIMH | YK-7.2. [TpoBoauT onieHky HH(pOpMauu, ee

VK-7 U3 Pa3IMYHBIX HCTOYHHUKOB | JOCTOBEPHOCTb, CTPOUT JIOTUUECKUE

JaHHBIMU c LEJIBI0 | YMO3AKJIFOUEHUSI HA OCHOBAHUM ITOCTYIAIOLINX

3¢ (HeKTUBHOTO MH(}OPMALIUY U TaHHBIX.

HCIIOJIb30BaHUs ITOJTy4EHHON

uHpopMaluK Ui peleHus

3a/a4; IMPOBOJIUTH OLEHKY

uH(popmanuu, ee

JIOCTOBEPHOCTb, CTPOUTH

JIOTUYECKUE

YMO3aKJIFOUEHHUS Ha

OCHOBaHUHU  IOCTYMAOLIUX

nH(OPMAaIIUY U TaHHBIX




I/IHIII/IKaT()pr JOCTHKCHUA KOMIICTCHIIUHN

HIndgp Komnerenuus .
(B paMKax JaHHOW JUCHUTIIIUHBI)

Crnocoben k  opranmzauuy, | OIIK-1.1. Ucnonezyer OpraHH3allOHHbIE,
YIPaBICHUIO M PYKOBOACTBY | IIPOM3BOACTBEHHBIE M JKOHOMHYECKHE  OCHOBEI
paboTOi TNPOM3BOACTBEHHOTO, | (DYHKIMOHUPOBAHHUSA MPEANIPUATHS ISl YIPaBICHUS
PETYISATOPHOTO win | paboTOH  TPOM3BOACTBEHHOTO, PETYJIATOPHOTO  HJIH

OfK-1. |McCaenoBaTeBCKOro HCCIIEZIOBATEIIECKOTO TTOIPa3IeIICHHS
HOIpa3IeeHUs B| OIIK-1.2. CiocoOeH olleHHBATh HOPMATHBHYIO,
COOTBECTCTBUNU C| TEXHHYECKYIO, OTYETHYIO JOKYMEHTAIIMIO B 00J1acTH
yCTaHOBJICHHBIMI o0OpalleHHs IeKapCTBEHHBIX CPEJICTB
TpeOOBaHUSMU W JIyYIIUMHU
MpaKTHKaMH
Crnocoben k  opranmsanuu | OIIK-2.3. 3HaeT 0CHOBBI HaJuIeKalIel U peryasITOPHOM
B3aNMO/ICHCTBHSA HPaKTHKA
MIPOM3BOAMUTEIECH OIIK-2.4. CiocoOeH K opraHu3aliiy B3auMOCHCTBHS C
JIEKapCTBEHHBIX CPEACTB, | PEryISATOPHBIMU OpraHaMu, pa3paboTuYNKaMu U
Hay4YHBbIX OpI‘aHI/I?,aHI/Iﬁ C | MPOU3SBOAUTCIIAMMU JICKAPCTBCHHLIX CPECIACTB
(benepanbHEIMU OpraHamu

OTIK-2. UCTIOTHUTEIBHOW  BJIACTH u
oprafnaMmu HUCITIOJIHUTCIBbHOU
BnacTu cyonsexToB Poccuiickoit
depepauuu,
OCYLIECTBIISIOLIUMU
MTOJTHOMOYHS B cepe
oOpameHust  JIeKapCTBEHHBIX
CpEeACTB
Cniocoben onpenenste Metonsl | OIIK-6.2. VYmeer  paborate ¢ HOpPMAaTHBHOM
U MHCTPYMEHTBl OOecIleUeHMs | TOKyMEHTallel, perJjaMeHTHpYIoeld padoThl Ha BCEX
Ka4yecTBa, MpPHUMEHsAEMbIe B| dTamax >KHU3HEHHOTO IHKJIA JIEKapCTBEHHOTO MperapaTa
obnacTtu oOparieHus

ONK-6.  |nekapcTBeHHBIX CpEICTB ¢
Y4ETOM JKM3HEHHOTO IIMKJIA
JIEKApCTBEHHOTO CPE/ICTBA
Criocoben paccmarpuBate u | IK-2.2. 3HaeT IIpaBuna HaJjIexKaIen
YTBEPKJATh JOKYMEHTALMIO, | TPOU3BOJICTBEHHON NIPAKTUKHU
cszannyto ¢ npousBozactBoM | IIK-2.3. OuenuBaeT NpoM3BOJACTBEHHYIO U OTYETHYIO
JIGKAPCTBEHHBIX ~ CPEICTB, ¥ | AOKYMCHTALIMIO,  KACAIOLIYIOCS — TEXHOIOTMYECKUX

K-2 OpraHU30BHIBATH ee | 1poOHECCOB

- BBITIOJTHEHHE, OLICHUBATH

MPOM3BOJICTBEHHYIO u
OTYETHYIO JOKYMEHTALUIO,
Kacaromyrocs

TCXHOJIOTMYCCKHUX TPOIECCOB.

3. MECTO JUCHUIIJIMHBI B CTPYKTYPE OII BO

Jucunmumaa «Hamiexxamas perynsaTopHas NPaKTUKa» OTHOCHUTCS K BapUATUBHOMN
KOMIIOHEHTEe 00s13aTeNbHON yacTH 010ka 1 yueGHOro miaHa.

Huxn (pazpen) OOIT: B1.0.02

B pamkax OIl BO oOyuarommecss Takke OCBaWBaIOT JAPYrHe AUCHMUILIMHBI W/UIH
NPaKTUKH, CHOCOOCTBYIOIIME JOCTIKEHHUIO 3aIUIAHUPOBAHHBIX PE3YJIbTaTOB OCBOCHHUS
nucuurnebl «Haanexaimas peryiastopHas IpakTuKay.



Tabnuya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcmayrowux 00CmudiceHuo
3aNIAHUPOBAHHBIX PE3YIbMAMO8 0C8OEHUSL OUCYUNTUHBL

HanMeHoBAHMe IMpenmecrByomue Mocaenyrommue
Hudp AU CHUIJIMHBI/ MOYJIH, AMCUUILIMHBI/ MOTYJIH,
KOMIIeTEHIIUH * -
NMPAKTHKH NPAKTHKH
Crocoben  ympaBiath | Opranusarnus u
VK2 MPOCKTOM  Ha  BCEX | yIpaBJICHUE
‘ 3Tamax ero JKU3HEHHOro | (hapMaleBTUYECKHUM
LUK MIPOU3BOJICTBOM
Croocoben K | Opranuzamus 1 | OCHOBHI 9KOHOMHUKH JUIS
opraHusanuu, yIIpaBJICHHE (hapMareBTHIECKOTO
YUpPABJICHHIO 11 papmanesrrueckum IPEANPUATHS
PyKoBoZicTBY  paboToi [IPOU3BOIACTBOM CTaTUCTHYECKUE METO/IbI
FIPOHSBONCTREHHOLO, Pa3paboTka u perucrpanus | YIPaBICHU Ka4eCTBOM
O@K-1 | PeryasTopHoro WIH oxn
HCCIIEI0BATEBCKOTO PCTBCHHBIX CPCICTB
HO/IpaseseHust B | MeHeIDKMEHT B
COOTBETCTBHH ¢ | mpodeccroHaIbHOM
YCTaHOBJIEHHBIMH NeATebHOCTH
TpeOOBaHUSIMHU u
JTYYITUMHA TPAKTUKAMU
Criocoben K | Pa3paboTrka u peructparus
OpraHn3aliu JIEKapCTBEHHBIX CPEICTB
B3aMMOJCHCTBHA MeHe DKMEHT B
[pOU3BO/IUTEIICH npogeccHoHaTbHOI
JICKAPCTBCHHBIX CPEACTB, | joarenpHocTH
HAYYHBIX OpraHu3anuii ¢
(henepanbHBIMH
opraHamu
OIIK-2. | UCIOJHUTEIBLHON BIACTH
u opraHamu
HCIOJHHUTEILHON BIACTH
cyobekToB Poccwuiickoit
®denepanuu,
OCYIIECTBISFOIIUMHU
nomHoMouMss B cdepe
oOpareHus
JICKAPCTBEHHBIX CPEJICTB
CrniocobeH  onpenensatsh | Paspabotka u peructpanus | [IpuHIMIIBI KOHTPOJIS KayecTBa
MCTOABI 1 UHCTPYMCHTBI | jjeKapCTBEHHBIX CPEJICTB JIEKapCTBEHHBIX CPEACTB
obecrieyeHns  KauecTsa, MeTombsl  KOHTPOJIS — KadecTBa
MPUMEHSIEMbIC B 00JIACTH A —
OIIK-6. | obOpaeHus
JISKAPCTBEHHBIX CPE/CTB TPOAYKIHMH
C YYETOM SKM3HEHHOIO NMMyHOOHOTOTHYECKHE
LHKJIA JIEKaPCTBEHHOI'O HperapaTbl
CpeacTBa




IIpexmecrByromue IHocaenyrommue
HaumeHoBaHue P y M
Ingp AUCHUIINHBI/ MOLYJIH, AUCHUILINHBI/ MOYJIH,
KOMIIETeHIIHHU % %
NPAKTHKH NPAKTHKH
Criocoben Pazpabotka u peructparus | [IpHHITATIEI KOHTPOJIS KadecTBa
paccMaTpuBaTh U | JIGKapCTBEHHBIX CPECTB JICKapPCTBEHHBIX CPEJICTB
YTBEpXKIaTh Pa3pabotka " KOHTPOJIb
JOKYMEHTAIIHIO, KadyecTBa (UTONpenapaToB
CBSI3aHHYIO c [Mpoueccel u  anmapaThl B
IIPOU3BOJICTBOM NPOU3BOJICTBC
JIEKAPCTBEHHBIX CPEJICTB, GuoapmaneBTHIECKOMH
HPOYKIHH

IIK-2. W OpraHHW30BBIBATH €€
BEINIOJHEHHE, OLCHUBATH
MPOU3BOJACTBEHHYIO U
OTYETHYIO
JIOKYMEHTAIHIO,
KacaroIIyrocs
TEXHOJIOIMUYECKUX

HPOIIECCOB.

* - 3aTIOJIHACTCS B COOTBETCTBUH ¢ Marpuiei komrerenuuit 1 CYII OIT BO
4. ObBbEM JUCHUIIJIMHBI 1 BU/bI YUYEBHOM PABOTHI

OO6mas TPyIOEMKOCTh TUCHUIUTMHBI «Hammexamias perynsiTopHasi MNpaKTHKa»
COCTAaBIISIET 4 3a4ETHBIX €IUHMUII.

Tabnuya 4.1. Buowl yuebnoii pabomui no nepuodam oceoerus OIT BO ona OYHOH
¢opmbl 06yuenus

. BCEI'O, Cemectp(-b1)
Buj yueOHoii padoThl o 1 5 3 a

Koumaxmmnas paboma, ax.u. 54 54

B TOM YHCIIE!

Jlexnuu (JIK) 36 36
Jlaboparopusie paboTs! (JIP)

[Mpaktrueckue/cemunapckue 3ausatus (C3) 18 18
Camocmosmenvuas paboma 06y4aouuxcs, ax.u. 72 72
Konmponw (sx3amen/3auem ¢ oyenxotl), ax.u. 18 18

OO0mas Tpy10eMKOCTb JHCIUILTHHBI a1 144 144

3a4.e]. 4 4

Tabauya 4.2. Buow yuebnoii pabomui no nepuodam oceoenuss Ol BO ons 3SA0YHOH
Gopmul 06yuenus™

Buna yueoHoii padoThl BCaIEl;O, 1 CeyeCTng) 4
Konmaxmmnas paboma, ax.u. 24 24
Jlexiuu (JIK) 12 12
Jlabopatopusie padotsi (JIP)
[Tpaktrueckue/cemunapckue 3austus (C3) 12 12
Camocmosmenvhas paboma 00y4anwuxcs, ax.u. 111 111




. BCEI'O, Cemectp(-b1)
Buj yueOHoit padoThI _ 5 3
Konmponw (sx3amen/3auem c oyeukotl), ax.u. 9 9
OO0mas Tpy10eMKOCTh THCIUILTHHbI KA. 144 144
3a4.e]I. 4 4

* - 3aTOJHACTCS B CIIy4ae peann3aliil IporpaMMbl B 3209HOH popme

5. COJEP)KAHUE TUCHUTIINHBI

Tabnuya 5.1. Cooepoicanue oucyuniunol (M0o0yis) no eudam yueonol pabonol

HaumeHnoBaHue pasjaesa

Conep:xanue paszjaena (TeMbl)

Bupa yueonoii

JUCHUILINHBI padoThr™*
Pazpen 1. Tema 1.1. BBoanas nekuusi. MUpoBoid peIHOK
Mupogoit PBIHOK |JIEKApCTBEHHBIX IIPENAapaToB. 3aKOHOAATEIBCTBO
JIEKAPCTBEHHBIX CTpaH, peryaupyroliee oopamieHue
[IperaparoB. JIEKApCTBEHHBIX IIpenaparoB. Posb BcemMupHoOU JIK, ITP
3aKOHO/IATENBCTBO CTPAH, |OpraHU3aluu 3PaBOOXPAHECHMUS,
perynupytoiee ONpeAeIAOIeH PUHIUIIBI PETYIUPOBAHUS
oOpareHue JIEKAPCTBEHHBIX IIPENapaToB.
JIEKapCTBEHHBIX
I enI; ATOR Tema 1.2. danbcupuUpOBaHHBIC u
pertap : KOHTpa(akTHBIE JICKAPCTBEHHBIC IPETaparhl.
QanscupUIUPOBaHHBIE U .
Mepsi MPOTUBOJIEUCTBUSA 00opoTy JIK, TTP
KOHTpadaKkTHbIE
danbcuPUIMPOBAHHBIX W  KOHTpagaKTHBIX
JIEKapCTBEHHbIE
JIEKAPCTBEHHBIX IIPENapaToB.
npenaparsl.
Tema 2.1. 3akoHOomaTeIbHAas baza PO,
Pasnen 2 perynupymoomas  o0paiieHlue JeKapCTBEHHBIX
’ IpenapaToB. 3aKOHbl IOJ3aKOHHBIE  AKTHI.
3akoHoAaTenbHas 0asza
I'ocynapcTBennsle cTanAapThl. JIMNieH3upoBaHue JIK, ITP
P®. I'ocynapcrBeHHbIE
OTIIENbHBIX BHUJOB JesTenbHOCTH. llponenypa
cranaaptel. [Iponenypa
aTTECTALIHN arrectauuu. VcnonHUTENbHBIE OpraHbl BIIACTH
' OTBETCTBEHHBIE 3a PEryJIMpOBaHHE OOpaIleHUs
JIEKApCTBEHHBIX MIPENapaToB.
Tema 3.1. Hagmexamye NpakTHKA BO BCEM
JKU3HEHHOM LIMKJIE JIEKapCTBEHHOTO Ipernapara.
Pasnen 3. Hammexamue I P petap
Ucropust mosBieHUs] HAJISXKAIIUX MPAKTHK B
MPAKTHUKH, JIK, TTP
mupe, B Poccum. Haanexamme npakTuKH,
KJaccupuKanus, N
UMEIoIIe 00s3aTenbHBIN XapakTep
XapakTep NPUMEHEHUSI.
MIPUMEHEHUS; HaJIeKaI1e TPAKTUKH, UMEIOIINE
PEKOMEHIaTeNbHbBIN XapakTep.
Tema 4.1. Hagnexamiass  TpOW3BOICTBEHHAS
npaktuka. GMP. Hcrtopus BO3HMKHOBEHHS.
Pasnen 4. Hapuexammas
Hcropus Bueapenus npasuii GMP B Poccum.
IIPOU3BOJICTBEHHAS
CtpykTypa, OCOOEHHOCTH KaXKIOro pasjena.
IIpaKTHKa. Cucrema
Cucrema MmenemxkmenTa kauectsa GMP, cucrema
MEHEPKMEHTa KayecTBa
KOHTPOJIA Ka4ecTBa, MOMEILICHMS, JIK, TIP
GMP. Bamunamus
HPOLIECCOB o0opyoBaHue, HEPCOHAI. VYnpasnenue
p ’ puckamu. CaMOMHCHEKIHS, [EepPCOHAJ, BHIOOD
KBaTH(pUKAITIS
MOCTaBUIMKOB ChIpbS U YCHyr. JlokymMeHTauus.
000pyIoBaHUS.

KomneroTepusnpoBanHbie cuctembl. Banuaanus
MPOIIECCOB, KBAIU(UKAIS 000pyIOBaHHUS.




HaumeHoBaHue pa3jaesa

Conep:xanue paszjaena (TeMbl)

Buna yueonoii

JUCHUILINHBI padoThI™*
Tema 5.1. Hagnexamas d¢apmakoneiinas JIK, ITP
npaktuka. Mcropus BO3HMKHOBeHH:A. Poib
dapmakoneii B o0ecnedyeHHMH  KauecTBa

Pazpnen 5. Hamnexamas o
. JICKapCTBEHHBIX TMpemapaToB. PapMakoreiHbIe
bapmakoreiHas .
HDAKTHKA cTaHaapTHble oOpas3iubl. Ponb dapmakomnelr B
p ' obecrieueHnn KauyecTBa JIEKapCTBEHHBIX
MpernaparoB. Bnecenue M3MEHEHU I B
dapmakorero
Tema 6.1. Hapnexaras 1aboparopHasi IpakTHKa JIK, ITP
GLP. Uctopus Bo3uukHoBenus. Bueapenune GLP
Paznen 6. Hamnexamas |B Poccuu. Hamnexammas mabopaTopHas IpakTHKa
naboparopHasi TMPAKTUKA |UCHBITATEIbHBIX —JTAOOPATOpHiA, HaJIeXKAaIas
GLP. Cucrema |maboparopHas MpaKTHKa 3aBOJICKUX
MEHE/DKMEHTa KadecTsa |1abopatopuii. Ctpykrypa npaBui GLP. Cucrema
GLP, MEHEDKMEHTA KayecTBa GLP,
JTIOKyMEHTOO0OpOT, TEPCOHAI, TOMCHICHHS H
o0opynoBaHue.
Tema 7.1. Hagnexamiass KIuHUYECKas PaKTHKa. JIK, ITP
HcTtopusi BO3HUKHOBEHUS. BUIIbI KIMHUYECKUX
UCIIBITAaHU. PerynmmpoBanne  mpoBeneHus
KIIMHUYECKUX UcHbITaHud. DapmakoHaI30p.
Pazpnen 7. Hannexamas
Hapnexamas aucTpuObroTepckas — MpaKTUKa
KIIMHUYECKasl MpaKTHKa. .
GDP . OOs3arenpHblil XapakTep HTPUMEHEHUS.
Hamnexamas
Perynstoper. Hcrtopusi Bo3HukHOBeHuss GDP.
TUCTpUOBIOTEpCKAst
DAKTHKA TpeboBanus k ckinagam. Cucrema MEHEPKMEHTa
P ' KadecTBa. KOMITBIOTEPU3HPOBAHHBIE CHCTEMBI.
KapanTtuHHble  30HBI, pa3idM4YHBIi  CcTaTyc
MIPOIYKIIMH Ha CKJIaJIe, KOHTPOJIb TEMITePaTyphl U
BIIQ)KHOCTH.
Paznen 8. Tema 8.1. [ToaroToBKa perucTpamioOHHOTO JI0ChE JIK, ITP
Perucrpanmonnoe — TPaBOBBIE acMeKThl MoAroToBKU. [IpoBeneHue
YI0CTOBEPEHUE. MPOLEAYPHl  PETHCTpAIMK. PerucrpamuoHHOe
PerynupoBanue ynoctoBepeHue. PerynupoBanue oOparieHus
oOparieHust cyOcTaHIIMi. |CyOCTaHIIHIA.

* - 3anonHgAeTcs Toasko o OUYHOMU dopme obyuenust: JIK — nexyuu; JIP — nabopamopusie pabomuwr; I1P
— npakmuyeckue/CeMuHapCKue 3aHAmus.

6. MATEPHUAJIBHO-TEXHUYECKOE

JTUCIHUATIIMHBI

OBECIIEYEHHE

Tabauya 6.1. MamepuanvHo-mexuuyeckoe obecneyerue OUCYUNIUHDL

Tun aynuropuun

OcHamenue ayiuropuu

Crnennann3npoBaHHoe
yueOHOe/1adopaTopHoe
odopynoBanme, IO u
MaTepHAaJIbI VI OCBOEHUSI
AUCHUILTHHBI
(Ipr HEOOXOTUMOCTH)

Aymutopus Ne 636 nns mposenenust | Komrekt
JleknmonHast 3aHATHI JIEKIIMOHHOT O THTIA,
OCHAIlleHHAsI KOMILJIEKTOM

CIIeNUATTM3UPOBAHHON MeOenu;
TEXHHUYECKUE CPEJICTBA!




Tun aynuropuu

OcHamenue ayiuropuu

CrnenuajJu3supoBaHHOe
yueOHOe/1adopaTopHoOe
odopynoBanmue, [10O u
MAaTepHAaJIbI 1JIs1 0CBOEHHS
AUCHUILTHHBI
(pu HEOOXOMMOCTH)

CIIeIUATTM3UPOBAHHON MeOeIH; JOCKOM

(3xpaHOM) u TEXHUYECCKUMH
CpelcTBaMHU MYJIbTUMEIHA
IIPE3CHTALAMN.

MynbTUMEAUIHHBIN TPOEKTOP
Everycom

Hoyt6yk Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4 GB,
lmr

OO6ecniedeH BBIXO/ B HHTEPHET.
KommutekT npe3enranui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

[IpaxkTrueckue
3ausaTHs /
CeMuHapckas

Aymutopus Ne 636 st mpoBeACHHS
3aHATUH CEMHHAPCKOTO THIIA,
TPYIIOBBIX U UHAUBUIYAIbHBIX
KOHCYJIbTAIMH, TEKYIIero KOHTPOIS U

MIPOMEKYTOUYHOM aTTEeCTAlNH,
OCHAIllEHHAs KOMILIEKTOM
CIIEeLMATU3UPOBAHHON  Mebenn u
TEXHUYECKUMHU cpencTBamMu

MYJIbTUMEINA NIPE3CHTALUH.

Komruiekt
CHCI_II/IaJ'II/ISI/IpOBaHHOI‘/'I MC6GHI/I;
TEXHUYCCKHUEC CPCACTBA:
MynbTUMEIUIHBINA TPOEKTOP
Everycom

Hoyt6yk Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4 GB,
lmr

O0ecnieuen BbIXO/J B HHTCPHCT.
Kommnekr npe3enrarui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

Aynuropus 1is
CaMOCTOSITEILHOU
paboThl

Aynutopus Ne 636 nis
CaMOCTOSITENIbHOM paOOTHI
00ydJaronuxcs, OCHaIIeHHAS
KOMIUIEKTOM CHEIHAIN3UPOBAHHON
MeOeII ¥ KOMITBIOTEPOM C JOCTYIIOM
B DUOC.

Komruiekt
CHeI_II/IaJ'II/I3I/IpOBaHHOI\/'I Me6en1/1;
TEXHUYCCKHUEC CPCACTBA:
MynbTUMEIUIHBINA TPOEKTOP
Everycom

Hoyt6yk Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4 GB,
lmr

OOecnieueH BbIXO/ B UHTEPHET.
KommutekT npe3enTarnuil.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials




7. YYEBHO-METOAUYECKOE n NHOOPMAIIMOHHOE
OBECIIEYEHUME JUCIIUIIJINHBI

Ocnognas numepamypa:

1. KomMmenTapuii k pykoBoacTBY EBpomneiickoro Coroza mno Hajiexamien
MPAKTUKE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB I YEJIOBEKA M NPUMECHEHUS B
BeTepuHapuu, M.: U3n-Bo «Ilepoy», 2016. 495 c.

Jlononnumenvuas numepamypa:

1. I/IHHOBaHI/II/I B CUCTCMC I'OCYIapCTBCHHOI'O, TCPPUTOPHUAJIIBHOTO U KOPIIOPATUBHOI'O
yrpasiaeHus [ DnekTpoHHbIH pecypc] : COopHUK HaydHBIX cTaTeil. Mocksa, 2011
r./ Ioa. pea. A.M. 3060Ba, /I.O. SAMOOABCKOM. - DIIEKTPOHHBIE TEKCTOBBIE
nanneie. M.: M3a-Bo PYJIH, 2011. 201 c.
[http://lib.rudn.ru/MegaPro2/UserEntry? Action=Rudn FindDoc&id=434482&idb
=0]

2. QapmarneBTrueckas paspadotka. [log penakmueit beikosckoro C.H., Bacunenko
N.A. u np. M.: U3n-Bo «Ilepox, 2014. 460 c.

3. Pharmaceutical Medicine. — 2nd ed./ ed. L. Edwards, A.J. Fletcher, A.W. Fox,
P.D. Stonier, - W.Sussex John Wiley& Sons Ltd, 2007. — 780p.

4. Good Laboratory Practice — the Why and the How. — J. P. Seiler. — NY Springer,
2005. — 432p.

5. Marketing authorization of pharmaceutical products with special reference to
multisource (generic) products: a manual for National Medicines Regulatory
Authorities (NMRAS) — 2nd ed. - World Health Organization, 2011. — 148p.

6. ICH harmonised tripartite Guideline S2B: Genotoxicity: A Standard Battery for
Genotoxicity Testing for Pharmaceuticals.

7. ICH harmonised tripartite Guideline S4: Duration of chronic toxicity testing in
animals (rodent and non rodent toxicity testing).

8. ICH harmonised tripartite Guideline S5(R2): Detection of Toxicity to
Reproduction for Medicinal Products & Toxicity to Male Fertility.

9. ICH harmonised tripartite Guideline S6(R1): Preclinical Safety Evaluation of
Biotechnology- Derived Pharmaceuticals.

10. ICH harmonised tripartite Guideline S7A: Safety Pharmacology Studies for
Human Pharmaceuticals.

11. ICH harmonised tripartite Guideline S8: Immunotoxicity Studies for Human
Pharmaceuticals.

12.1CH harmonised tripartite Guideline S9: Nonclinical Evaluation for Anticancer
Pharmaceuticals.

Pecypcwr ungpopmayuonno-menexommynukayuonnoti cemu « fumepnemy»:

1. ObC PYJIH u croponnue OBC, K KOTOPBIM CTYIAEHTbl YHHBEPCUTETA MUMEIOT
JIOCTYI Ha OCHOBaHUH 3aKIJIFOUEHHBIX JOTOBOPOB:

- DnektpoHHo-Oubnmoreunas  cuctema PYJIH -  OBC  PY]JH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcureTckas oudimoreka onain» http://www.biblioclub.ru



http://lib.rudn.ru/MegaPro2/UserEntry?Action=Rudn_FindDoc&id=434482&idb=0
http://lib.rudn.ru/MegaPro2/UserEntry?Action=Rudn_FindDoc&id=434482&idb=0
http://lib.rudn.ru/MegaPro/Web
http://www.biblioclub.ru/

- OBC [Opaiir http://www.biblio-online.ru

- OBC «KoucynapTant cTyaeHTay Www.studentlibrary.ru
- OBC «JIans» http://e.lanbook.com/

- OBC «Tpounkuii MocT»

2. ba3bl JaHHBIX U TOUCKOBBIE CUCTEMBI:

- DJJIEKTPOHHBIM (OHJ NPaBOBOM M HOPMATHUBHO-TEXHMUYECKOW JOKYMEHTALIMU
http://docs.cntd.ru/

- mouckoBas cucrema Junekc https://www.yandex.ru/

- mouckoBas cuctema Google https://www.google.ru/

-pedepatuBHas 0a3a JTAHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

- @epaepanbHBIA  MHCTUTYT TpOMBINUICHHON  coOctBeHHOCTH — (DUIIC)
https://new.fips.ru

Yyebno-memoouueckue  mamepuanvl 011 CAMOCMOSMENbHOU  pabOmbl
00YyUAIOWUXCS NPU 0OCBOEHUU OUCYUNTUHBL/MOOYAA™ '

* - Bce y4eOHO-METOAMYECKHE MAaTepHaibl IS CaMOCTOSATENBHON pabOThl O0YyJaroIIUXCs
pa3MeNIarTcs B COOTBETCTBUY C JIEHCTBYIONIUM MOPSIIKOM Ha cTpaHulie nucuruinasl B TYHUC!

[Ipu mnpoBeneHWM 3aHATHIA W OPraHU3AIMH CAMOCTOSTEIBLHOW pabOTHl CTYICHTOB
UCTIOJB3YIOTCSl  TPAJULMOHHBIE TEXHOJIOTMM COOOLIaroIero o0ydeHus, Mpearosararoime
nepeaaqdy uHpOopMauu B rOTOBOM BHJIE, ¢dbopmupoBanue y4eOHBIX
yMeHu# 1no obpasiy.

B pamMkax mpakTHUECKHX 3aHSATHH pealn3yeTcs B3auMOOOydeHHE CIIylIaTeslell Kypca -
UHTEpaKTHUBHOE 00ydeHue, B (hopMe B3aUMOKOHTPOJISI CAMOCTOSTENIbHOW PabOThl, COBMECTHOIO
pellleHHe CUTYallMOHHBIX 3aJad, COBMECTHOH pa3pabOoTKa CX€M CIIOKHBIX IIPOLIECCOB,
00cyx/1eHus! MPOOJIEMHBIX BOIIPOCOB.

CamocrosrenbHas padoTa CTyJJEHTOB BKIIIOYAET N3YYEHUE OCHOBHOH M JONOIHUTEIBHON
JUTEPATyphl MO NaHHOW NUCLMILIMHE, IOArOTOBKA BBICTYIJICHUHM HAa CEMHUHapax, IOArOTOBKA
TBOPYECKUX PabOT 0 BONPOCAM MMMYHOOMOJOTUYECKUX IMPEnapaToB, X OPOpPMIIEHHE B BHUJE
[IPE3EHTAlUM, a TAK)KE [TOATOTOBKA U 3allUTA JOKIAAa I10 OJHOM U3 NIPEUIaraéMbIX TEM.

METOJAUYECKHNE PEKOMEHIAIINU 110 HAIITMCAHUIO PEOEPATOB

Pedepat sBasieTcst pe3ynbTaToM MHAWBHUIYAJTBbHOM WM KOJJIEKTUBHOH (B rpymnmnax mo 2
4eJoBeKa) paboThl CTYJEHTOB U OTPa)kaeT CIIOCOOHOCTU MCIIOJIHUTENEH K CaMOCTOSTEIbHON
paboTe ¢ TUTepaTypoil U HaBBIKM aHAJIM3a KOHKPETHOU POOJIEMBI.

Jns HanMcaHus pedeparta pPEKOMEHIYETCsl MCIOJIb30BaTh Y4E€OHYIO, HAy4yHYIO0 M
CHEHAJIbHYI0 HAYYHO-TIPAaKTHYECKYIO JTUTEPATypy.

B oopmiennu kypcoBsIx paboT, pedepatoB, pykoBojcTByeTcs [IpaBuaamMu moroToBKu
u  odopmieHUS BBITYCKHOW KBaMu(UKALMOHHOW paboThl BbIyckHHKA Poccuiickoro
yHuBepcuTeTa apyx0b1 HapooB (ITpuka3 Ne 878 ot 30.11.2016 r.).

CTPYKTYPA PE®EPATA
PaboTa cocToUT U3 CIIEAYIOMINX YacTeH:

Beenenue

OcHoBHBIE pa3aensl (TaaBbl, naparpagsl)
3aKIro4eHne

Cnucok UCOIB30BaHHON JIUTEPATYPhI

. IIpunoxenune

Bo BBeneHnM xapakTepu3yeTcst akTyallbHOCTh POOJIEeMBI, 1IeNb U 3aaui padoThl, 1aeTCst
KpaTKasi XapaKTepUCTHUKa UCII0JIb3yEMbIX MaTepHasoB.

ogakrwdE


http://www.biblio-online.ru/
http://www.studentlibrary.ru/
http://e.lanbook.com/
http://docs.cntd.ru/
https://www.yandex.ru/
https://www.google.ru/
http://www.elsevierscience.ru/products/scopus/
https://new.fips.ru/

OcHOBHBIC pa3liesibl pabOThl COACPIKAT KaK TCOPETUYCCKUM, TaK W aHATUTHYCCKHIA
Marepual.

Jlis HamucaHusl TEOpeTUYEeCKOr YacTu pedepara HEOOXOAMMO U3YUUTH JIUTEPATYPy IO
JaHHOM Teme (y4eOHUKH, ydeOHbIe TOCO0Hs, MOHOTpadrU, CTAThU B IEPHOJUICCKUX H3JAHUAX U
T.1.). Teoperndyeckuii paszmen MOKEH IMOKa3aTh, YTO CTYACHT 3HAKOM C MyOIHKAIUSMHU TIO
paccmaTpuBaeMoi npobiieme. BakHO BBIpa3uTh COOCTBEHHOE MHEHHE B OTHOIICHWUH IMO3UIIMA
TOTO WJIM WHOTO aBTOPa WMJIM COJCPXKAHMUS HCIIONB3YeMOTo JOoKyMeHTa. [Ipu ucronb30BaHUH
NPSIMOTO IIUTHPOBAHUS 0053aTEIILHO JENIaTh CChUIKM Ha MCTOYHUK C YKa3aHUEM CTPAHUII.

AHanUTUYECKUI pa3zes OCHOBbIBaeTCs Ha (akTHueckoM Mmarepuaine. s HanucaHus
3TOTO paszesia MOT'yT ObITh UCTIOIB30BaHbI PAa3IMYHbIC UCTOYHHKH HH()OPMAIIH: CTATUCTHYECKHE
JTAaHHbBIC, HOPMATUBHO-IIPABOBBIC AKThI, PE3YJIbTAThl CHCIHATIBHBIX O0CIICIOBAHUIN, MaTepHAIIbI
HAYYHO-TIPAKTHYECKUX CEMHHAPOB, KOH(MEPEHIUit 1 ap.

Pabora Oyner Gonee mHTepecHOH, ecnu (HaKTUUECKUH MaTepuan paccMaTpUBaeTCs B
nuHaMuKe. [l HarsIHOCTH M ynoOcTBa aHaln3a MU(GPOBbIC JaHHBIE MOTYT OBITh CBEJICHBI B
tabiuubl. Ecnu nudpoBoii marepuan 3aHUMaeT OOJBIION 00BEM, €ro ClieyeT MOMECTHTHh B
NPUIIOKCHUU.

3akmouYnTeNbHAs 4YacTh pedepara MOJDKHA COACPKATh BBIBOJABI M TPEIIOKEHHS IO
KaXJIoMy paszeny U 1mo pabore B 1enoM. OHM JIOJDKHBI JIOTHYECKH BBITCKATh W3 paHEe
HAIMCAaHHOTO MaTepuaa.

[Toce 3akmo4YeHUs B pabOTe MOMENIACTCs CITMCOK MCIIOJIb30BAHHOM JINTEPaTyPHhI.

OO6muii 06vem pedepara: 20-25 cTpaHUIl MATMHOTUCHOTO TeKcTa hopmara A-4.

Pe3ynbTathl HCCIeIOBaHMS, IPEIICTABICHHOTO B pedepare, 0hOpMISIFOTCS B BUE TOKJIaIa
U €T0 MPE3CHTAIHH.

8. OLEHOYHBIE MATEPHAJIbI M BAJUIBHO-PEUTUHIOBASI
CUCTEMA OIHEHUBAHUA YPOBHS COOPMHUPOBAHHOCTH
KOMIIETEHIMH 11O JUCHHUIIJIMHE

OrneHOuHBIE MaTepuaabl U OATTLHO-PEHTHHTOBAs CHCTEMa*OIICHUBAHUS YPOBHS
c(hOpMUPOBAHHOCTH KOMIIETCHIIMM (YacTH KOMIIETCHIIMH) 1O WTOraM OCBOCHHS
nucuuriiHbl «Haanmexxamas peryisTopHasi mpakTHKa» MpeAcTaBieHbl B [IpunoxeHun
HacTosmiel Pabouelt mporpaMMe JUCIUTUIMHBI.

PASPABOTYUKMU:
Ipodeccop UBXTH, a.x.H. U.A. BacwieHko

PYKOBOJIMUTEJIb OYII:

Yo Sto

Jupextop UBXTH, npogeccop a.x.H. AM. CrannmeBckui

PYKOBOIUTEJIb OII BO: i
Jupexrop UBXTH, npogeccop a.x.H. [Ap g/f@‘v - SI.M. CranumeBckui



[Ipunoxenue
®PI'AOY BO «Poccuiicknii yHMBEPCHUTET APYKObI HAPOT0B»
NHcTUTYT OMOXUMHUYeCKOH TexHoJI0rnu U HaHoTexHoJoruu (MUBXTH)

®OH/I OLIEHOYHLIX CPEJICTB

MO YYEBHOM JUCIUATIJINHE

Hajgnexaias peryisitTopHas IpakKTHKa

(HaMMEHOBAaHUE TUCITUTUINHBI)

33.04.01 IIpombeitutenHas dhapmaiys

(KO,Z[ 1 HAaMMCHOBAHUEC HAIlpaBJICHUSA HOZ[FOTOBKI/I)

«bunodapmalieBTHUECKHE TEXHOJIOTUH U VIIpaBIeHUE hapMIPOU3BOICTBOM

(HanMeHOBaHME MTPOQUIIS TOITOTOBKH)

Marwuctp

KBanudukanus (cTeneHp) BBITYCKHUKA



Hanpasnenue 33.04.01 «IIpomsbliienHas hapmarusay

IIpoduns «buodapMalieBTUUECKHE TEXHOJOTHA U yIpasiiceHue HapMIIPOU3BOICTBOMY

Jucimmmba «Hajuieskamas peryJaTopHas IPakTUKa)

KoZ KOHTponpyemoin KomneTeHunm

KoHTponupyemblii pasgen aucumnamnHbl

®OCbl (GOpMbI KOHTPONS YPOBHA OCBOEHMA
oon)

CamocTtoATenbHas
paboTa

AyautopHas

pabota JK3ame

H

KPNel | KPNe2 | foknapg | Pedepar

YK-2
OMNnK-1
OMnK-2
OnnkK-6
MK-2

MMPOBOI PbIHOK IEKAPCTBEHHbIX NPEMNapPaToB..
3aKOHOAaTeNbCTBO CTPAH, peryavpytoulee
obpalleHne nekapCTBEHHbIX NPenapaTos.
PanbcnodmumnpoBaHHbie N KOHTPadaKTHbIE
NeKapCTBEHHbIE NpenapaTbl.

3akoHogaTenbHan 6a3a PP. NocygapcTBeHHbIE
cTaHAapThl. Mpoueaypa aTrectaumum.

Hapnexalime npakTMKK, KnaccupuKkaums,
XapaKTep NPMMEHEHMUS.

15

Hagnexauwana npon3BoaCcTBEHHAA NPAKTMKA.
Cuctema meHegXmeHTta Kadectsa GMP.
Bannaauma npoueccos, KBanudpuKkaums
obopygoBaHus.

Hapnexawana papmakoneiHasa npakTmKa.

Hapnexauwana nabopatopHana npakTnka GLP.
Cuctema meHegXmeHTa Kavecrtsa GLP.

Hapnerkawasa KAMHM4YecKan NpakTuKa.
Hapnexkauwasn AVICTpVI6bI-OTepCKaﬂ NPaKTUKa.

PerucrpaymoHHoe yaocToBepeHue.
PerynupoBaHue obpalyeHns cybcTaHLmi.

20 20 30

15

WUtoro, 6annos

100

KP — xontponsHas pabota




BOHpOCI)I AJIS1 MOATOTOBKH K 9K3aMCHY
o nucuunimHe «Hanuieskamas peryjasiTopHasi NPaKkTHKA

1. O630p MHPOBOTrO pHIHKA JIEKAPCTBEHHBIX IPENIApaTOB.

2. Posib BceMUpHOM OpraHu3aliy 3paBOOXPaHEHUs, ONPEIESIONIeH MPUHIIUITBI
pEryJIMpOBaHUsl JEKAPCTBEHHBIX IIPENApPaTOB.

3. Mepbl npoTHBOICHCTBUS 000pOTY (hanbcuPUIMPOBAHHBIX U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
IIpEnapaToB.

4. 3akonopgarenpHas 6a3a PO, perynupyroias o0paiieHue JIeKapCTBEHHBIX PErapaTos.

5. JIunieH3upoBaHUE EATENBHOCTH.

6. McnonmHuTeNnbHbIe OpraHbl BIACTH OTBETCTBEHHBIE 32 PETYIUPOBaHNE OOpallleHus
JIEKapCTBEHHBIX MIPENAapaTOB.

7. Hapnexaiue npakTUKU BO BCEM KHU3HEHHOM LIMKJIIE JIEKAPCTBEHHOTO Mpenapara.

8. Hapnexxamue npakTUKU, WMEIOIIME PEeKOMEHIATeIbHBIN XapakTep.

9. Hapnexaiass ”H)KCHUPUHTOBAs TPAKTHKA: OCHOBHBIE IPUHIIUITBI PeaTH3aliu.

10. KiroueBble acIeKTHI pealin3allii HaUIeXKAIeH HCCIIe0BATEIbCKOM MPAKTHKH.

11. Hajuiexaiue mpakTHKU UMEIOINE 00s13aTeNIbHBIN XapakTep IPUMEHEHUSI.

[Ipuntunbl HaATIEKAIIEH JTa00PATOPHOU MPAKTHKHU.

12. [lpuHIMIBI HAANEXKAIEH KIMHUYECKON MPaKTUKH.

13. OnumuTe CynHOCTh MPUHIKAIIOB HAJICKAIIECH TPOU3BOICTBEHHOMN MPAKTHKH.

14. TlosicHuTe OCHOBHBIE MPUHIUITBI HAJUIEkKAIIEH JUCTPUOBIOTEPCKON MTPAKTHKHU.

15. B ueM cOCTOSIT OCHOBHBIE MTPUHLIUIIBI HaJUIekKaIel GpapMakoneiHON MPaKTHKH.

16. OnummTe CylHOCTh NMPUHIUIIOB HAJUIekKAIIEeH PETyIaTOPHOM MPAKTUKH.

17. PerynupoBaHue npoBeAeHMs KIMHUYECKUX UCIIBITaHUN. DapMaKkoHaA30p.

18./1aTe onpeneneHus mporeaypaM Kaiudukauu 000pya0BaHusl, BATUAAINN TPOLIECCOB,
TpaHcep TEXHOJIOTHH, TpaHC(ep aHATUTUIECKIX METO/IUK.

19. Hapnexamias nguctpudbroTepckas npaktuka GDP .

20. TIpoBeneHre PO AYPHI PETUCTPAITUH.

21. PerynupoBanue oOpatieHus cyOCcTaHIUH.

22. PeructpaninoHHOE yJIOCTOBEPEHHUE.

23. Ponb apmakorneii B 00ecriedeHnu KauecTBa JeKapCTBEHHBIX MTPENapaToB.

24. Bb160p MOCTABIIMKOB CHIPhs M YCIYT. JIOKyMeHTaIusl.

25. Banupanus npoieccoB, KBanudukanus o00pyA0BaHUs COTIACHO MpaBUaM HaJJlexalien
MPAKTHKH.

26. [Ipouenypa arrecrauu.

27. CtpykTypa, 0COOEHHOCTH KaXKJ0TO pa3zelia HaJyIeKallel Mpou3BOACTBEHHON TPAKTUKH.
28. TOKYMEHTOO0O0pOT, epcoHall, nomeneHus u obopyaosanue B GLP.

29. Cucrema MmeHeKMeHTa KadectBa GLP.

30. ®apmaxorneiiHble CTaHIApTHBIE 00Pa3IbI.



IIpuMepsbl IK3aMeHAIIMOHHBIX OUJIETOB
o nucuunimHe «Hanuieskamas peryjasiTopHasi NPaKkTHKA

SEOQEPA/IbHOE TOCYAAPCTBEHHOE ABTOHOMHOE OBPA3OBATE/IbHOE YYPEXXAEHUE BbICLLETO
OBPA30OBAHMKA
POCCUMACKUIA YHUBEPCUTET APYXBbl HAPO/10B
MHCTUTYT 6MOXMMMYECKOI TeXHOI0rMK U HaHoTexHosorumn (UBXTH)
dK3ameHaLMOHHble BONpOocChl No gucumniavHe «Hapnexawan perynaTtopHaa NpakTUKa»

BUJIET Ne 1
1. TpoBeaute 0630p MUPOBOTO PHIHKA JICKAPCTBEHHBIX IPEIapaToB.
2. B uém 3akimrouaeTcst posib BCEMUPHOI OpraHU3aliy 37paBOOXPAHEHHS, OIPENEIISIOMIEH TPUHIUITBI
peryaupoBaHus JICKapCTBEHHBIX IpenapaToB?
3. Kakue meps! npoTrBoeiicTBHsI 000pOTY (hanbCcuUIMPOBAHHBIX U KOHTPa(aKTHHIX JIEKapCTBEHHBIX
IpenapaToB NpUMEHUMEI B PD?

Jupexrop UBXTH CrannmeBckuii S1.M.

SEAQEPA/IbHOE FOCYAAPCTBEHHOE ABTOHOMHOE OBPA3OBATE/IbHOE YYPEXAEHUE BbICLLUETO
OBPA30OBAHUA
POCCUMACKNIA YHUBEPCUTET APYXBbl HAPO10B
MHCTUTYT 6MOXMMMYECKOI TEXHOI0rMK U HaHoTexHosorumn (UBXTH)
9K3ameHaLMOHHbIe BONpPOChl N0 AucumunanHe « Hagnexkawana perynatopHaa NnpakTtuka»

BUJIET Ne 2
1. Kakue Haanexaiiue NpakTUKH BO BCEM )KM3HEHHOM ITUKJIEe JIEKapCTBEHHOTO MpenapaTa Brl 3HaeTe?
2. Tlepeuucnute HaIJIeKAIUE MPAKTHKH, MMCIOIINE PEKOMCHIATEIbHBII XapaKTep.
3. OxapakTepu3syiiTe HaJIeKAI[YI0 HHXCHUPUHTOBYIO MIPAKTUKY: OCHOBHBIC TIPUHIIMITHI PEATH3AIHMH.

Jupextop UBXTH CrannmeBckuii 51.M.

SEAQEPA/IbHOE rOCYAAPCTBEHHOE ABTOHOMHOE OBPA3OBATE/IbHOE YYPEXAEHUE BbICLLUErO
OBPA30OBAHUA
POCCUMACKWNIA YHUBEPCUTET APYXBbl HAPO/10B
MHCTUTYT 6MOXMMMYECKOM TEXHOI0rMK U HaHoTexHosnoruu (UBXTH)
9K3ameHaLMOHHbIe BONpPOChl NO AvucumunanHe « Hagnexxawaa perynatopHasa npakTUKa»

BWUNIET Ne 3
1. Tlepeuncnure KIOYEBBIE aCIEKTHI peaU3aiy HalIeKae HCCIe0BaTeIbCKON MTPAKTHKH.
2. Kakue Hajuexaline MpakTHKH UMEIOT 00s13aTesIbHBINA XapaKkTep NPUMEHEeHNs?
3. Tlepeuncnure MPUHIMIBI HAJIEKAIEH JTaOOPATOPHOM MPAKTUKH.

Jupextop UBXTH Cranumesckuii 1.M.



KpnTepml OICHKH OTB€TOB HA IK3aMCHAIIMOHHbLIEC BOIIPOCHI:

OTBeT Ha KaXKJIbli SK3aMEHAIMOHHBIA Bonpoc orieHuBaercs ot 0 1o 10

0aJlIoB:
Banabl
KpHTepUH OIeHKH 0TBeTa HE YACTHYHO MOJIHOCTHI)
COOTBETCTBYET | COOTBETCTBYET | COOTBETCTBYET
KpUTEpUIo KpHUTEpPUIo KpHUTEpPUIo
OTBeT SBISACTCS BEPHBIM 0 0,5 1
OOy4aromuiicss 1aeT OTBET 03 HaBOJIAIIUX 0 05 1
,

BOIIPOCOB DK3aMEHATOpa
OOy4JarImuics MPaKTUYECKH HE MOJb3YeTCs 0 1 5
MTOATOTOBIIEHHBIM YE€PHOBHKOM
OTBeT TOKa3bIBAaeT YBEPEHHOE BIaJICHUE
00yJaromiero TEPMUHOJIIOTHUYECKUM u 0 1 2
METOJIOIOTUIECKHIM arapaToM AUCIIATIIHHEI
OTBET UMEET YETKYIO JIOTUIHYIO CTPYKTYPY 0 1 2
OTBeT NOKa3bIBAET MOHUMAaHNE O0YJAIOIINMCS
CBsI3EU MEXy MPEAMETOM BOTIPOCa M APYTUMHU 0 1 9
pasnenaMyd  JUCHUIUIMHBI  W/WIK  JPYTUMHU
JUCIUILTAHAMH

Hroro: 0 5 10

[IIkana omeHNBAHMA: 32 DK3AMEH CTYJICHT MOJYYaeT:

«OtauaHo» («5») — ot 27 no 30 Gamos.
«Xopomro» («4») — ot 21 10 26,9 6amnos.

«Y nosierBoputenbHO» («3») — ot 15 10 20,9 6amos.
«HeynoBnerBoputenbHo» («2») — 14,9 1 MmeHee 6aioB.

Temsbl pedepaToB

Ilo aucnunianne «Haajexkamas PEryJasiTOpHAasI IPAKTHUKA)»

1. JlosKHOCTHBIE MHCTPYKIIMS NTEPCOHA.

N

HUCCICA0BaHUs.

©COoN Ok~

UCIIPaBJICHUMN.

O0s3aHHOCTH PYKOBOAUTEIA UCCIIECA0OBAaHMsA, €0 POJIb ITPHU MOATOTOBKE U BBIITIOJITHCHHUN

Pabota ciyx06561 o6ecnieuenus kadectBa (COK) nccrnenoBaTenbCKoi opraHu3aiu.

TpeGoBaHMsI K TOMEIICHUSIM, B KOTOPBIX BBHIMOIHIIOTCS JOKIUHUYECKHE UCCIIEeTOBAHMUS.
Wnentuduxanus 1 MapkupoBKa 000py10BaHMsI, MaTEPUAJIbl U PEAreHTHI.
OcHOBHBIE MPUHIIUIIBI MAHUTTYISAIUN C TECT-CUCTEMOMN B UCCIIEOBAHUH.
XapakTepucTuKa U UACHTU(DUKAINS TECTUPYEMOTO U KOHTPOJIBHOIO BELIECTB.
[Tporpamma cTanmapTHbIX onepannoHHbIX npoueayp (COII)
[TpaBuiia c6opa MepBUYHBIX JTAHHBIX — 3aMIUCH, JIEKTPOHHBIE TAHHBIE, BHECECHHE

10. Opranu3anust HCCiIeIOBaHUH B COOTBETCTBHH C TIPHHIIAIIAMH HaIISKAIIEH JTa00opaTOpHOU

IMMPAKTHUKHU.

11. ITogroroBka oTueTa IO MCCIEAOBAHMSIM.

12. Opranu3anuoHHas cxeMa HCCIeI0BaTeIbCKOT0 MIEHTpa.

13. Ponb afiMUHHMCTPALIMU MCCIIE0BATENILCKOTO LIEHTPA.
14. Ponb, 00s13aHHOCTH, MPUHIUI HE3aBUCUMOCTH, IIPOBEICHUE HHCIIEKUUI UCCIEA0BaHUN U
OOIIMX MHCHEKIMI OpraHnu3alluy, HHCIIEKIIMK CTOPOHHUX opranu3auuii, Ciryx60i

o0ecrieueHus KayecTna.




15. COII na o6opynoBanue, TpeOOBaHUS K MHIMBUAYAIbHBIM )KypHaJIaM Ha 000py10BaHuUE,
3amKCH MPOLEeTyp MO TEX00CTY)KUBAaHHIO, IPOBEPKE U PEMOHTY.

*TemMaTHKa ped)epaToB SBISETCS MIPUMEPHOU U TPeOyeT YTOUHESHHSI AJIs IPUBS3KU K TEME HAYIHO-
HCCJIeI0BATENbCKOM paboThl, Hanpumep, "CTaHmapTu3anus rejis u30copOouaa TMHUTparta'.

KPUTEPHWHM OLIEHKHN
Pedepar onennBaercs ot 0 10 20 6amios:
Bajubl
KpHTepuu omemi He YaCTHYHO MOJIHOCTBIO
COOTBETCTBYET|COOTBETCTBYET|COOTBETCTBYET
KPHTEPHIO KPHUTEPHIO KpPHTEPHIO
PaGora BkmIOYaeT Bce yKasaHHBIE B 3aJlaHUU 0 1 )
3IIEMEHTHI
Pabora odopmieHa B  COOTBETCTBHH C 0 1 9
TpeOOBaHUSIMHU
CTyIeHTOM KOPPEeKTHO 0(hopMITeHBI 0 1 )
3aMMCTBOBaHUS
B pedepare ykazana akryanbHas vHGOpManus 0 1 2
CrTyIeHTOM TIPeCTaBJICHBI 00BEKTUBHBIC
MIPOBEPEHHBIE HAYIHBIE HCTOYHUKHU 0 1 2
HHpOpPMALTUH
Pedepar oTpakaer uaeu, BICKa3aHHBIC B 0 1 )
HCTOYHHKAX
CTyIeHT CONOCTABISIET JaHHBIE HECKOJILKUX
WCTOYHHKOB, BBISBIISICT CBSI3U MEXKLy HUMH, 0 1 )
MIPOBOJINT CpaBHEHHUE, 0000IIEHHE,
KJ1accu(pUKAIHIO
CryneHT npencraBiseT HHOOPMALMIO KPATKO U 0 1 p
WHPOPMATUBHO
CTyIeHT UCIoNb3yeT cCOOCTBEHHBIE (YOPMYITUPOBKU 0 1 5
JUTS IPEACTAaBIICHUS HHPOPMALIUH
DopMyITHUPOBKH CTYJCHTA HE HCKAXKAIOT CMBICITHI, 0 1 5
W3JI0KCHHBIE B UCTOYHUKAX
Hroro: 0 10 20

IxaJjia oneHUBAHKA:
«OtauaHo» («5») — ot 18 10 20 Gamnos.

«Xopouio» («4») — ot 14 go 17,9 6annos.
«Y nosnerBoputebHO» («3») — oT 10 10 13,9 6amos.
«HeynoBnetBoputenbHO» («2») — 9,9 u MeHee 0asuioB.



TeMmbl TOKIIag0B
Mo mucuumiune «Hannexamasi peryJsaiTopHasi NPaKTHKA)

Tema 1. Opranuszanus 1 nepcoHal UCIbITATEILHOTO LIEHTPA
1)OpraHu3annoHHasi cXxema UCCIIeI0BaTEeNbCKOrO IIEHTPA, TOJDKHOCTHBIC HHCTPYKIIHH.
2)Ponb agMuUHKECTpAIIK UCCIIC0BATEIBCKOTO LICHTPA.
3)O0s13aHHOCTH PYKOBOJHTEIISI UCCICAOBAHUS, €O POJIb P HOATOTOBKE M BBINOIHEHHU
UCCJIEJOBAHMSL.
4)O053aHHOCTH TIEPCOHANIA — YIACTHUKOB HCCIICIOBAHHSI.
5)[Iporpamma o0yueHwusI IEPCOHAA, BEACHNUE JTOKYMEHTAIIMHA 00 yUCHHUSI.
6)

Tewma 2. [IporpamMmma obecnieyeHus: KauecTBa
1)Opranmzanus ciayx0Obl  obOecnieueHuss kadectBa (COK) B ucciiemoBaTebCKOM
OpraHu3aIuu
2)O6s3anHocTr COK, mpuHIUIT HE3aBUCUMOCTH,
3)I[IpoBeneHre ayIMTOB UCCIICAOBAHNIN, HHCIIEKIUI OPraHU3aIUK U TPOIIECCOB,
4)VHCTIeKIIUKM CTOPOHHUX OpraHU3aluil
5)CocraBiieHre 0OTYETOB MO HHCIICKIIHSM.

Tema 3. ITomemnieHus. Tpe6OBaHI/I${ K ITIOMCHICHUSM, B KOTOPBIX BBIITOJIHAIOTCA JOKIMHUYCCKUC
HCCICIO0BaHUsI.

Tema 4. OOopynoBaHue, MaTeprallbl U peareHThl
1)U nentudukanust 1 MapKUpOBKa 000OPYIOBaHHS, MATEPUAIIBI H PEAreHTHI.
2)COII Ha obopya0BaHKe, HHAUBUIYaJIbHBIC KYpPHAIIBI HA 000PYI0BaHHE
3)3anucu mporeayp no Texo0CayKUBAHUIO, TIPOBEPKE U PEMOHTY.

Tema 5. TecT-cucreMsl
1)OcHOBHBIC TIPUHIIUTIBI PA0OTHI C TECT-CHCTEMaMH B UCCIICIOBAHHH:
2)TpeOoBaHusI K KaUeCTBY TECT-CHCTEM U MX XapaKTePHCTHKH,
3)[ony4eHue OHOIOTHUSCKUX TECT-CHCTEM JJISl HCCIICIOBAHUS,
4)KapaHTHH, HICHTUDHUKALINS;
5)KoHTpoJib KauecTBa KOPMa, BOJIBI, TIOJICTHIIA U YCIIOBHH CO/ICPIKAHUS
6)COop 1 MapKHpOBKa 00pa3IloB.

Tema 6. XpaHeHue 3anuceil 1 MaTepUaoB
1)Opranusanuss apxuBa W O00ECIIEYCHUE COXPAHHOCTH MATEPUANIOB, OOSI3aHHOCTH
apxuBapHyca.
2) AnUTeNbHOCTh XPAaHEHUS] MATEPHAJIOB B apXHBeE.
3)doxymMeHTanusi claud Ha XpaHEHWE, BPEMEHHOW BBIIAYM apXUBHOTO Marepuaia,
YHUUYTOKEHUS.

Tema 7. CtanaapTHBIE ONIEPALIMOHHBIE IPOLETYPHI
1)I1Iporpamma craHmapTHBIX oneparoHHbIX mporeayp (COID),
2)[Ipennasnauenue COII,
3)[IpaBuna vamucanus COIN,
4)[poreaypbl yTBEPIKACHUSI, U3MEHEHHS, TIEPECMOTPA;
5)IIpumeps! konkpetHbx COIL.

Tema 8 IIpoBenenue ncciaeaoBaHus



1)IIpaBuna cOopa MEPBUYHBIX [aHHBIX — 3alMCH, JJIEKTPOHHBIC JaHHBIC, BHECCHHEC
WCTIPABJICHUH.

2)[IpaBuna cOopa 0Opa3loOB, MapKUPOBKAa O0Opa3IOB, JOKYMEHTAIUs JACUCTBUIM C
obpasmamu.

3)MapkupoBKa peareHTOB, JOKYMEHTAIIUs IIPUTOTOBJICHUS] PEareHTOB.

4)CTpyKTypa MaIKH 10 UCCIISTOBAHUIO.

5) lokyMeHTaIHsI ¥ pacCMOTPEHHE OTKJIOHCHUIA.

6)Posib pyKOBOAUTEIIS HCCIICIOBAHUS

7)BzaumopetictBue pykoBoautens uccienosanus ¢ COK.

Tema 9. Otuer o pe3ynbTaTax UCCIEIOBaHUN
1)CtpykTrypa oTyera.
2)Ponb OTBETCTBEHHBIX UCTIOTHHUTEIICH M KITFOYEBBIX CIICIIMAIMCTOB B COCTABICHUU OTYETA.
3)O6paser oTyeTa, yTBEPKACHUE OTYETA.
4) Aynut oruera COK.

Tema 10. Xpanenue 3anuceil 1 MaTepuaioB
4)OpraHu3ainys apxuBa U OOECIICUYCHHE COXPAaHHOCTH MAaTepPHANIOB, OOS3aHHOCTH
apxuBapuyca.
5) InuTenbHOCTh XPaHEHHUS] MATEPUAIIOB B apXHUBE.
6) lokyMeHTalMs Cllaud Ha XpaHEHUE, BPEMEHHON BBbIJAYU apXHBHOTO MaTrepuaa,

YHUUYTOXKEHHUS.
KPUTEPUM OLIEHKH
Hoxman ounenuBaetrcs ot 0 1o 20 6a/mIoB:
BaJubl
KpHTepuu omemkn He YaCTHYHO NMOJTHOCTBIO
COOTBETCTBYET| COOTBETCTBYET |[COOTBETCTBYET
KPUTEPHIO KpUTEpPHIo KpUTEpPUI0
PaGora BkmOWaeT Bce yKa3aHHBIE B 3aJlaHUU 0 1 p
JJIEMEHTBI
Pabora oopmiieHa B COOTBETCTBHHU C TPEOOBAHUSIMU 0 1 2
CryaeHTOM KOPPEeKTHO 0(pOpMIIEHBI 3aMMCTBOBAHUS 0 1 2
B nmoxmane ykazana aktyanbHas nHQOpMaIus 0 1 2
CTyIeHTOM TIPeCTaBICHbI 00bEKTUBHBIC 0 1 )
MPOBEPECHHBIC HAYYHBIC UCTOYHUKH MH()OPMAITUU
Jlokna oTpaXkaeT WJCH, BhICKA3aHHbBIC B UCTOUHUKAX 0 1 2
CTyIeHT CONOCTABISIET JJAHHBIE HECKOJILKUX
HMCTOYHHUKOB, BBISIBIISIET CBSI3U MEXKIYy HUMH, 0 1 2
MIPOBOJIUT CpaBHEHUE, 00001IeHNe, KiIaccuuKaimio
CTyJeHT npencTaBiseT HHPOPMAIHIO KPaTKo U 0 1 )
nHPOPMATUBHO
CTyZIeHT UCIonb3yeT cOOCTBEHHBIE (POPMYIHPOBKU 0 1 9
JUTSL TTPEIICTaBICHUsST MHPOPMALIUN
DOpMYIHPOBKH CTYAICHTA HE UCKAXKAIOT CMBICITBI, 0 1 ’
M3JI0’)KEHHBIE B ICTOYHUKAX
Hroro: 0 10 20

IIkana oueHMBaHUA:
«O1mano» («5») — ot 18 1o 20 Gamios.

«Xoporioy» («4») — ot 14 go 17,9 6anmnos.



«Y nosnerBopuTebHO» («3») — oT 10 10 13,9 Gamos.
«HeynosnerBopurensHo» («2») — 9,9 u meHee 6aos.

IIpumep KoHTPOIBbHOM padoThl Nel

ITo mucuuiumne ««Hammexamas peryysaropHas IpakTHKa

buner Nel

1. UctibiTyemble U cTaHgapTHBIE 00beKThl. OXapaKTepu3ynTe.

2. XapakTepucTHKa U UACHTH(PHUKAINUA TECTUPYEMOTO M KOHTPOJIBHOTO BEIIECTB.

3. Kak npoBouTCS IpoBEpKa MPAaBUIBHOCTH MOJTOTOBKH 103, CTAOMIILHOCTH U
TOMOT'€HHOCTH?

4. IIpaBuna obOpaiieHus, y4er.

5. Kakast joKkyMeHTaus NCIOoIb3yeTCsl MPH 0OpaIieHNH ¢ BEIeCTBAMU?

buietNo2

1. CrangapTHble onepaliioHHbIE TPOLEAYPhI

2.TIporpamMma cTaHIapTHBIX onepanuoHHBIX mporenyp (COIT).
3.1Ipennaznauenue COII.

4.1lpaBuna nanucanus COIL

5.1Iponenypsl yTBepKIeHUS, H3MEHEHUS, IEPECMOTPA.

Kaxxnprit Bonpoc onenuBaetcs ot 0 10 3 6amioB. MakcuMaabHOE KOJIMYECTBO OayuioB — 15.

Bbanabl Kpurepuii ouenku
0 OOyuatronuiics He OTBETUI Ha BOIIPOC MJIM OTBET MOJHOCTHIO HEBEPEH.
15 OOyuaromuiics Aan BepHbIH, TOCTATOYHO MOJIHBIA OTBET, PACKPHIBAIOIINI OCHOBHBIE
’ IIOJIOXKEHUS BOIIPOCA.
3 OOyyaromuiicst 1an BEpHBINA, pa3BEPHYTHIN, YETKUM U XOPOLIO CTPYKTYPUPOBAHHBIN
OTBET, OJHOCTBIO PACKPBIBAIOILUN BOIIPOC.

IxaJja oneHUBAHKA:
«OtmuaHo» («5») — ot 13,5 1o 15 6amnos.

«Xoporio» («4») — ot 10,5 mo 13,4 6amnos.
«Y nosnerBoputesnbHO» («3») — ot 7,5 mo 10,4 6annos.
«HeynosnerBoputenbHoO» («2») — 7,4 1 MeHee 0asioB.




IIpumep KOHTPOIBbHOM padoThl Ne2

Mo gucunnanHe ««Hapnexalian perynaTopHasa npakTuKa»

buner Nel
1. TIpaBuna c6opa NEpBUYHBIX JAHHBIX — 3aMUCH, DJICKTPOHHBIC TaHHbBIC, BHECCHUE
HCTIPABJICHUM.
2. TlpaBuna cOopa oOpa3oB, MAPKUPOBKA 00PA3IOB, JOKYMEHTAIIHS ICHCTBUH C
obOpasmamu.
3. CrpyKTypa Manku mo UCCiae0BaHHIO.
4. Ponb pyKOBOIHUTEIISI HCCIICIOBAHUS
5. BzammopeiictBue pykoBoautens ucciaenosanusa ¢ COK.
buner Ne2
1. Oryer o pe3ysbTaTax UCCICIOBAHHMA
2. CtpykTypa oTyera.
3. Posb OTBETCTBEHHBIX MCIIOJHUTENICH U KIIFOUEBBIX CIICIIMATHCTOB B COCTABICHUU
oTyera.
4. OOpa3ser oTueTa, yTBEPKICHUE OTYECTA.

5. Aynut otuera COK.

Kaxnaplit Bonpoc onenusaercst ot 0 10 3 6aioB. MakcuMaabHOE KOJIMYECTBO OaioB — 15.

Bbanabi Kpurepuii oueHku
0 OOyuarouiuiics He OTBETUII Ha BOIIPOC WJIM OTBET MOJHOCTHIO HEBEPEH.
15 OO0yyaromuiics 1ajn BEpHBIN, JOCTATOYHO MOJIHBIM OTBET, PACKPHIBAIOLIUII OCHOBHBIE
’ TIOJIO’KEHHSI BOIIPOCA.
3 OOyyaromuiics 1an BEpHBIN, pa3BEPHYTHIN, YETKUIA U XOPOLIO CTPYKTYpPHUPOBAHHBII

OTBCT, IIOJJHOCTBIO paCKpBIBaIOH_[I/Iﬁ BOIIPOC.

IxaJjia oneHUBAHKA:
«OtmuaHo» («5») — ot 13,5 1o 15 6amnos.

«Xoporioy» («4») — ot 10,5 mo 13,4 6amnos.
«Y nonerBoputenbHo» («3») — ot 7,5 1o 10,4 G6anmnos.
«HeynoBnerBoputenbHo» («2») — 7,4 1 MeHee 0asuioB.

[Iporpamma coctasnena B coorBercTBuu ¢ TpedoBanusmu OC BO PY JIH no nanpasienuto
noarotoBku 33.04.01. «IIpomblinieHHas papmarus.



