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I'6OY BO BI'MY um. H.H. Bypaenko
Munznpasa Poccun

YTBEPXIAIO
Jekan papmaneBTHYeCKOTO (haKyabTeTa,
I.M.H., mpodeccop T.A. bepexnora

« 04 » anpens 2024 r.

PaGouas nporpamma

10 TUCLMIUIAHE b1.B.1.JIB.01.01 OcHoBbI HajuIexKammx (hapManeBTHUECKUX MPAKTUK

(HaMMeHOBaHUE TUCLUIUIMHBI)

i cnenranbHocTd  33.05.01 Dapmanus (kBanmudukanus (CTENeHp) “Crieuanuct’)

(HOMep ¥ HAaUMEHOBAHUE CHEIUAIBHOCTH)

dbopMma oOyueHus ouHast

(ouHast, 3a04HasT)
baxkyabTeT dapmareBTUYECKUN
Kadeapa dapmakoIoruu
Kypc 2
cemMecTp 3
Jlexuu 6 (gacoB)
DK3aMeH (3a4eT) 2 (gacoB)
3auer 3 (cemecTpsl)
[IpakTuyeckue (ceMUHAPCKHUE) 3aHSITUS 34 (uacoB)
JlaGopaTopHbIe 3aHATHS — (uacoB)
CamocrosiTenpHas pabora 30 (gacoB)
Bcero gacos (3E) 7212 3E



[Iporpamma coctaBieHa B cooTBeTcTBUH ¢ TpeOoBanusiMu PI'OC BO mno crnenmanbHOCTH
33.05.01 «DPapmanusi», yTBEpXKIEHHBIM NpPUKa30M MUHHUCTEPCTBA 0Opa3oBaHUS M HAYKH
Poccuiickoit @eneparuu ot 27.03.2018 r. Ne 219, npodeccuonanbasiM ctannaprom «IIpoBuzopy,
YTBEP)KJICHHBIM TpUKa30M MUHHUCTEPCTBA Tpyla U COLMaIbHOM 3amuThl Poccuiickoit

®enepanun ot 09.03.2016 . Ne 91 H.

PaGouast mporpamMmma oOCykeHa Ha 3aceqanuu Kadeapsl hapMakoIoTuu

«28» maprta 2024 r., nporokos Ne 14.

3aBenytomias kadeapoii, 1.M.H., mpodeccop T.A. bepexxnona

PenenseHTnl:
3aBenyronmii kageapoit pakynprerckoii Teparmnu BIMY um. H.H. Bypnenko

I.M.H., ipodeccop bynneBckmii A.B.

3aBenyromas kadenpoit knmmaudeckoit papmakonornn BIMY um H.H. Bypnenko

I.M.H., mpodeccop barumesa I'. A.

[Iporpamma omobpena Ha 3acenanun [IMK mo koopauHamuu mpenojaBaHusl CIEIHAIBHOCTH

«hapmarus» ot «04» ampenst 2024 r., mpotokon Neb.



1. IEJIA OCBOEHUSI YYEBHOM JIUCIUATIIMHBI

HenssMu ocBoeHHsT y4eOHON AUCIUIUTUHBI «OCHOBBI HaJIeKANIMX (hapMaIleBTHYSCKIX
MPAKTUKY» SBIISTFOTCSI:

-chopMupoBaTh y CTYIEHTOB 3HAHHSA O TPEOOBAHUSX, MPEABIBISICMBIX OPraHU3ALUIMU
3paBOOXPAaHEHMs] Ha JTamne pa3paboTKH, WCCIENIOBAaHMUN, TPOU3ZBOACTBA M peaTH3alHUU
JICKApCTBEHHBIX CPEJCTB. PyKOBOICTBA IO HAIICKAIIIMM MTPAKTUKAM YCTAHABIMBAIOT CTAHAPTHI
Ka4ecTBa HA PA3JIMYHBIX ATAIAX GKU3HW JIEKAPCTBEHHBIX CPEJICTB;

- IO3HAKOMHMTH CTYJEHTOB C TpEOOBaHMSAMH HaIeKalel Jaboparoproii npaktuku (GLP),
Ha/uiexkamied kmuHudeckoir npaktuku (GCP), Hamiexamield NpOW3BOJICTBEHHON MMPAKTHKH
(GMP), nagnesxaieii npaktuku quctpubyiuu (GDP), Hamtexamei npaktuku xpanenus (GSP),
HayIeKalei anreunoi npaktuku (GPP).

3agauyd AMCHHUILIHHBI:
-03HAKOMHTH CTYJCHTOB C OCHOBaMH
- tpeboBanuii GLP — Hagnexamieit 1abopaTopHON MPAKTHKH;
- TpeboBanuii GCP — Hajmexamen KIMHUISCKON PaKTHKH,
- 1peboBanniitGMP — HauTeX)atIel TPOU3BOICTBEHHOM MTPAKTUKY;
- TpeboBanuii GSP — Haexkamel MpakTUKU XpaHCHHUS
- tpeboBanuit GDP — Hagnexaniel npakTHKA AUCTPUOYITNH;
- TpeboBanuii GPP — Hamiexamei anTeqyHol MpakTHKH;

2. MECTO YYEBHOM JUCHUILIVHLI B CTPYKTYPE OII BIIO

Juctumimza «OCHOBBI HajuiexKalux GapMaleBTHUeCKUX MTPAKTUK» OTHOCUTCS K IUCHUIUIMHAM

no BbIOOpy biioka B1.B1. - wacts popmupyemast yuacTHUKaMH 00pa3oBaTeIbHBIX OTHOILEHHH.

OcHOBHBIC 3HAHUS, HEOOXOIUMBIE ISl U3yYCHHS TUCIHUILIMHBI (POPMHUPYIOTCS MO CIIEITYIOIIUM

JUCLUIUTMHAM: MHOCTPAHHBIH A3BIK; XUMHUsS; OMOXUMUS; OMOJIOTHS; MEULIMHCKAs MH(POpMaTHKa.
SIBrisieTcst MpeAImecTBYIOMIEH U U3Y4YEeHUsl JUCHUIUIMH: (papMaKoJorus; 0€301acHOCTb

KHU3HEEATEIIbHOCTH, MEAULIMHA KaTacTpod; TUrueHa.

3. KOMIETEHIIUA OBYYAIOHIETOCsl, ®OPMHUPYEMBIE B PE3YJBbTATE
OCBOEHMUS YYEBHOM JUCIHUTIJIUHBI
B pe3ynbraTe u3yueHus: AUCUUILTHHBI, O0y4YaIOIIUeCs TOIKHBI:
1. 3naTh:

OCHOBHBIE MTPUHIIHIIBI:

- GLP — magnexarnieit 1abopaTopHOI NMPaKTHKH,

- GCP — Hagnexaielt KTUHUYECKON TPAKTHKY;

- GMP — magexamnieil mpon3BOACTBEHHON MPAKTHKH;

- GSP — naanexareit IpakTHKU XpaHEHHUST,

- GDP — namnexaieii mpakTHKA TUCTPUOYIIHH;

- GPP — naanexarieit anteqyHoi MPaKTHKU.

2. YMeTh:

- TpOBOIUTH  HH(DOPMAIIMOHHO-TIPOCBETUTENECKYIO ~ paboOTy MO  palMoOHAIFHOMY
IPUMEHEHHIO JIEKapCTBEHHBIX MpenapaTos;

- TIPOBOJUTH OPTaHU3AIMOHHBIE MEPOTIPUSTHS M PETJIAMEHTUPOBATH YCIOBUS, IPU KOTOPBIX
HKCIIEPUMEHTAIbHbIE HCCIIEOBAHUS TUIAHUPYIOTCS, BBIOJIHIIOTCS, PETUCTPUPYIOTCS,
NPEJICTABISIFOTCS B BUAE OTYETA U COXPAHSIOTCS B ApXHBE;

- aHAJIM3MpOBaTh  OOECleYeHUs  KayecTBa, TapaHTHPYIOLIYI0  IOCJIEJOBATEIbHYIO
BBIPAOOTKY ¥ KOHTPOJIb IPOJYKTOB IO CTaHIapTaM KauecTBa;

- CO3/1aBaTh YCJOBHUS JUIS JEATENBHOCTH (PapMalleBTOB, CBSI3aHHBIX C BBIIOJHEHHUEM HUMH
po(hecCHOHATIBHBIX 00S3aHHOCTEH.

3. Baanersn:



-HaBbIKAMH HCIIOJB30BaHUs OCHOBHOIO IIOHATHIHOIO amnmapara BEIEHUsS JOKyMEHTAlluH,
IPEIYyCMOTPEHHOM B cdhepe MPOU3BOJCTBA U OOpAIIEHUS JIEKAPCTBEHHBIX CPEJICTB.
-METOJJaMH TIPOBEICHHUS (apMaleBTUYECKOro HWH(GOPMHUPOBAHUS M KOHCYJIHTHPOBAHUS NpU

OTITYCKEC JICKAPCTBCHHEBIX CPEACTB.

PesynbTaThl 06pazoBaHus Kpatkoe conepxxanue | Homep
U XapaKTEePHCTUKA KOMITETEHITH
(00s13aTENBHOTO) u
MIOPOTOBOTO YPOBHSI
c(hOpMUPOBAHHOCTH
kommereHmui (M1/1)
1 2 3
Cnocoben OKa3bIBaTh KBATM(UIIUPOBAHHYIO | CIIOCOOHOCTH k [ IIK-1
(apMaleBTUYECKYI0 IOMOIIb HACEJCHHIO, MAIeHTaM | 00ECTIEYECHUIO
MEIUIUHCKUX  OpraHM3alui, pabOThl, YCIAYIH TI0 | KOHTPOJS  KadecTBa
JIOBEJICHUIO JIEKAPCTBEHHBIX TMIPENapaToB, METUIIMHCKUX | JICKAPCTBEHHBIX
U3JICNUI, NPYTUX TOBAapOB, Pa3pElICHHBIX K OTIYCKY B | CPEACTB B YCJIOBHAX
aNTEYHBIX OPraHU3aIMIX, 10 KOHEYHOTO TIOTPEOUTEIISI (bapMareBTUYeCKIX
Oopra"u3aruin
HNudopmupyeT HaceleHHe U MEIULIUHCKUX PaOOTHUKOB O NATIK-1.-4
JICKApCTBEHHBIX Iperaparax M APYrux ToBapax arTeuHOTO
ACCOPTUMEHTA
4. CTPYKTYPA Y COJAEPKAHUE YYEFHOM JUCIUTIIMHBI «OcHOBBI
HaUIesKAIMX (papManeBTHYECKHX MPAKTHK
4.1 O01mas TPy10eMKOCTb TUCIHUILINHBI COCTABJIfAET 2 3a4€THBIX eIUHULBI, /2 4.
n/n | Pazngen yueOHO o Buast  yueGHON  paboThl, | DOopMBI  TEKyLIETo
JUCITUTUTAHBI 8. BKIIIOYAast CaMOCTOSTENBHYIO | KOHTPOJIS
= § paboty oOyuaromerocs | | ycrmeBaeMoctu (1O
S TPYIOEMKOCTH (B Yacax) HEJIEJISIM  CEeMECTpa)
§ = Jexunn | TIpaktiya. | Camoct. | Popma }
= 3aHATUS | pabota | TPOMEKYTOYHOU
T aTTeCTaluu (o
cemMecTpam)
1. | Hagnmexamue 3 1-17 6 34 30 1 HeOd.yCTHBII
dapmareBTUYECKHE ompoc, pedepar,
npaktuku (GXP) TECTOBBIN KOHTPOJIb

2HeO.yCTHBIN ompoc,
pedepart, TeCTOBBIN
KOHTPOITh

3 HeO.yCTHBIN
ompoc, pedepar,
TECTOBBIN KOHTPOJIb
4 HeO.yCTHBIN
orpoc, pedepar,
TECTOBBIN KOHTPOJIb
5 Heo.yCTHBII
ompoc, pedepar,
TECTOBBIN KOHTPOJIb
6 HeO. YCTHBIN




ompoc, pedepar,
TECTOBBII KOHTPOJIb
7 HeOd. YCTHBIN
orpoc, pedepar,
TECTOBBIN KOHTPOJIb
8 Heo. yCTHBIH
ompoc, pedepar,
TECTOBBIM KOHTPOJIb
9 HeOd, UTOrOBOE
3aHATUE,yCTHBIN
o1poc

10 neo. ycTHBIN
ompoc, pedepar,
TECTOBBIN KOHTPOJIb
11 Heo. yCTHBIN
orpoc, pedepar,
TECTOBBIN KOHTPOJIb
12 Heo. yCcTHBIN
orpoc, pedepar,
TECTOBBIN KOHTPOJIb
13 Heo. yCcTHBIN
ompoc, pedepar,
TECTOBBIN KOHTPOJIb
14 neo. ycTHBIN
orpoc, pedepar,
TECTOBBIN KOHTPOJIb
15 Heo. ycTHBIN
ompoc, pedepar,
TECTOBBII KOHTPOJIb
16 Heo. yCTHBIH
ompoc, pedepar,
TECTOBBIN KOHTPOJIb
17 neo. uToroBoe
3aHSTHE, YCTHBIN
OTIpOC




4.2. TemaTH4eCcKHU# MJ1aH JEeKIHIH

Ne Tema Ieau u 3agaun Conepxxanmne TeMbl Yacobl
1. | Mexnaynaponubie | O3HaKOMHUTB CTyIeHTOB ¢ | OOIIMe TOHATUS MEKIYHAPOIHBIX | 2
CTaHJIapThl, OCHOBHBIMU CTaHJapTOB,  periJaMeHTUPYIOIINX
pEeriiaMeHTUPYI0 | KOHLETHIMHU KaueCTBO JIEKAPCTBEHHBIX CPEJICTB.
e KaueCTBO HaJJIeXKAIUX MPAKTUK B | Buasl Ha/JIeXKAIIUX
JIEKapCTBEHHBIX bapmaru (bapMareBTUYeCKIX IIPaKTUK.
CpEICTB. ITousatue xuzHennoro nukiaa JIC u

Konnenuus AJITOPUTM €ro pa3paboOTKH.
HaJJIeKAIIUX Konuenmuss >KM3HEHHOTO  LIMKIIA.
MPaKTHUK B OcHoBHas HOpMaTUBHas
dapmanuu (GLP, JIOKYMEHTaIUs CHUCTEMBI
GCP, GMP, GSP, obecneuenus kauectna JIC.

GDP, GPP).

2. | GLP —cocraBhast | O3HaKOMHUTbH CTYAEHTOB C | JlokimHIUECKue UCCTIeIOBAHUSA. | 2
4acTb CUCTEMBI cuctemMor obecrieuenus | Hapnexamas naboparopHas
obecrieyeHus KauecTBa JieKapcTBeHHbIX | mpakTuka (GLP).

KauecTBa CPEJICTB. JlokIMHUYeCKuEe HCCIEAOBaHUSA B

JIEKapCTBEHHBIX cootBeTcTBUU ¢  DenepalibHbIM

CpEICTB. 3akoHOM 61-®3. TpeOoBaHus K
OpraHu3alMi  HCCIEI0BATENbCKOIO
yupexnenus (MY) u mepconamy.
TpeboBanus K MIOMEILCHHSIM,
cormacio GLP; oOopynoBanuto,
MaTepuazam u peaKkTHBaM.
JlokymeHTanus JOKJIIMHUYECKUX
UCCIIENOBAHUI. OTambl W BUIBI
JOKITMHUYECKUX UCCIIETOBaHHI.
buostrnueckne HOpPMBI MpPOBEIEHUS
JIOKJIMHUYECKUX UCCIIETOBAHMII.

3. | Hamrexanras Osznakomuth cTyaeHTOB ¢ | [IpomsBoacreo JIC. Hamnexamias | 2
MPOU3BOJCTBEHHA | OCHOBAMHM HaJJIeXalleil | IpOU3BOACTBEHHAs MpakTHUKa
sl IPaKTHKA - MPOU3BOJACTBEHHOMN (GMP). OcHoBHBIE PYKOBOJICTBA IO
GMP. OcHOBHBIE | IPAKTHKH GMP. ITpunuunet GMP. TpeboBanus
npaBuiia K CHCTEME KOHTpOJS KadecTBa B
JOCTHKEHUS pamkax GMP. TpebGoBanus K
HaJIeKHOTO MepcoHaiy, MTOMENICHUSIM u
KadecTBa obopynoBanuto.  TpebGoBaHus K
JIEKapCTBEHHBIX JNIOKyMEHTAaIlui,  TpeOOBaHUS K
CPEICTB. MIPOU3BOJCTBEHHBIM 30HAM.

Cobmroienue

CaHUTAPHO-3IHIEMHUOJIOTUYECKOTO
pexuMa, TEXHUKHA OE30MacHOCTH |
oxpanbl Tpyaa. Kontpons u Haazop
3a bapmaleBTHUECKOI
JIeSITeIbHOCTHIO v y4eToM
TpeboBanuit Hannexameit Anreqnoit
[IpakTuku n Hagnexamen [Ipaktuku
XpaHeHus.




4.2 TemaTnuyecknii IVIaH NPAKTHYECKHUX 3aHATHIA.

Ne Tema Henu n Coaepxkanue | O0yuyarommiic | O0yuarommiic | Yac
3ajgaum TeMblI sl 10JI5KeH sl 10JI2KeH bl
3HATh yMeTh
1. | Hagnexamue O3HAaKOMUTH Hamnexamue O061ue [IpumeHATH 2
(dapmaiieBTHUe | CTYICHTOB C dapmaineBTHUeC | MOHSATHS 3HAHUSA
CKHE IPAKTUKU | OCHOBHBIMU KM€ MPaKTUKU HaJJIeXKAIIUX | HOPMaTHUBHO-
(GXP)u nx HagnexamuMu | (GXP) u ux dapmarieBTHYe | IPaBOBOI Oa3bl
poib B dbapmanieBTHYE | pOJIb B CKUX MPAKTUK | oOecreveHus
obOecrieueHUH | CKUMH obecrieyeHNH (GXP). kauectBa JIC.
KayecTBa Ha MPaKTUKaMU KayecTBa Ha HopmatuHo-11
BCEX ATanax (GXP) BCEX ATanax paBoBYIO 0azy
KU3HEHHOTO YKU3HEHHOTO obecrieueHus
nukia JIC. nukia JIC. kauectBa JIC.
HopmaruHo-11 Hopmartusno-tip
paBoBas 0a3a aBoBas 0aza
obecrieueHus obecrieueHus
kauectBa JIC. kauectBa JIC.
Bungsr
HaJIeKAIINAX
(dapmareBTHUCC
KHX TIPAKTHK.
[Tonsitne
YKU3HEHHOTO
nukia JIC u
QITOPUTM €TO
pa3paboTKH.
Konuenuums
YKU3HEHHOTO
ITUKJIA.
OcHoBHas
HOpMaTHUBHAasI
JIOKyMEHTaIUsI
CUCTEMBI
obecrnieueHus
kauectBa JIC.
2. | Pazpabotkau | O3HaKOMHUTH Pazpabotka u ITonxonel k [IpumensTs 2
WCCIICJIOBAHUS | CTYJICHTOB C WCCJICIOBaHUE pa3paboTke 3HAHUS
HOBBIX JIC. ocHoBamupa3zp | HoBbix JIC. HOBBIX JIC OCHOBHBIX
ab0TKH U Onpenenenue (XMMUYeCKUIl | TOKYMEHTOB
uccienoBanus | "pa3paboTuuk cuntes; JIC u3 | dapmaieBTuye
HOBBIX JIC. JIC". Tlouck KOMIIOHEHTOB | CKOM
WHHOBAIIMOHHBI | PACTUTEIHHOTO | OpraHU3allnH,
X TexHoJoru B | cbipbs; JIC u3 | Tpedyembie B
dapmaiieBTUUeC | KOMIIOHEHTOB | paMKax
KOW OTpaciu. TKaHEH HaJUIEKAIIX
Lenb JKUBOTHBIX U MPAKTHK

(dapmarieBTHUEC
KOl pa3paboTKu.
PapmarieBTHYEC
Kas pa3paboTka

KaK 9acTh

zp.)




KHU3HECHHOTI'O

mukia JIC.
IMonxons! k
pa3zpaboTke
HOBEIX JIC
(XumMHu4ecKui
cunres; JIC u3
KOMIIOHCHTOB
PacTUTEIBLHOTO
ceipbs; JIC u3
KOMITOHEHTOB
TKaHEH
JKMBOTHBIX U
Ap.)
Joxknmuandecku | O3HaKOMHUTD Hoxnuaudeckue | Dtansl ¥ Buabl | [IpuMeHsTh
e CTY/ICHTOB C HCCIICAOBAHUSA. | JOKIMHUYCCKU | 3HAHHS
uccaenoBanus. | TpedoBanusMu | Hammexarmas X OCHOBHBIX
Hapnexamas | nabopaTopHas HCCIICIOBAHUM. | JOKYMEHTOB
nabopaTopHasl | OpraHW3aldM, | IPAKTHKA Kareropuu dapmareBTHUC
MIPAKTUKA dTallaMu 1 (GLP). JTOKJIMHUYECKU | CKOH
(GLP). BUJAMU Cdepa X OpraHu3aIui,
[IpaBuna JTOKJIIMHUYCCKHA | TIPUMCHCHUS. HCCIIeIOBaHUN | TpeOyembie B
HaIeKalen X Hoxmuangeckoe | JIC. pamKax
J1a00paTOPHON | UCCIICIOBAHUMN. | MCCIICIOBAHHUE. HaJJIeXKaIUX
MPaKTHUKH. OTalbl U BUIBI MIPaKTHUK
JOKIMHHUYECKUX
HUCCIIEIOBAHUN.
Kareropun
TOKIHHUYECKUX
HUCCIEeN0BaHuN
JIC. 3agaun
JOKIUHHUYECKUX
HCCIIeT0BaHUM
Hagnexamas | O3HakOMUTH IIpaBuna IIpaBuna [IpumeHnaTH
nabopaTtopHas | CTYJIEHTOB C HaJIeKaIen paboTHI C 3HAHUS
MpaKkTUKa — MPOBEICHUEM | TabopaTOpHOMU AKCIIEPUMEHTA | OCHOBHBIX
GLP. JIOKJIMHUYECKHU | TTPAKTUKH. JIbHBIMHA JIOKYMEHTOB
JlokymeHTamm | x JlokymeHTaIus | >KUBOTHBIMHU, dbapmarneBTHUE
s UCCJIEIOBAHUM | TOKJIMHUYECKUX | JOKYMEHTAal | CKOM
JOKJIMHHYECKH | B HCCIICAOBAHUN. | IO OpraHu3aIi,
X cootBetcTBun | COII JIOKJIMHUYECKH | TpeOyeMbIe B
HCCICIOBAHUN. | C HCCIIEA0BATENLC | X paMkax
denepanbHbIM | KOH HUCCIICIOBAHUM. | HaJJIeKAITUX
3aKOHOM mabopaTopuH. MPaKTHK
61-D3. 3aKIIIOYHTEILHBI
A oTUeT
JOKIMHHYICCKUX
HACIIBITAaHHH.
DKcnepuMeHTal

bHO-0MOJIOTHYEC
Kasi KJIMHUKA
(BuBapuit).




Koumenmusa 3R.
TpeboBanus
GLP k
COZCPIKAHUIO U
HCITO0JIb30BaHUIO
JKUBOTHBIX.
AJbTEepHATUBBI
B
AKCIIEPUMEHTAIT
bHOU
(hapMaKkoJIOTHH.
Komurert no
OMOdTHKE.
Ciyxx0a
KOHTPOJIS
KavyecTBa Ha
0azax
JIOKJITUHUYCCKOT
0 HCCIIEIOBAHUS
JIC.

Hagnexamask | O3HakOMUTh Hannexamas OcHOBHbIE [IpumensaTsb
JTMHUYECKas CTY/ICHTOB C KJIIMHUYECKast NPUHIUIIEI W | 3HAHUA
MPaKTHKa OCHOBHBIMH MpPaKTUKa — TpeOoBaHUS OCHOBHBIX
(GCP)KnuHuY | HOHATUSMHU GCP. KIIMHUYECKOW | JOKYMEHTOB
€CKue HaJIexaren Knunnueckue NpakTUKH  — | dapmalieBTU4e
WCIIBITAHUSI. KJIIMHUYECKOW | UCTIBITAHUS. GCP CKOM
MPAKTUKU — Uctopus OpraHH3aINH,
GCP. co3nanus GCP. TpeOyemble B

Hannexamas pamKax

KJIIMHUYEeCKast HaJUISKALTUX

npaktuka. Lenmu, MPaKTUK

OCHOBHBIE

MIPUHIIMIIBI |

TpeOOBaHUS

GCP. Qaiin

KJIIMHUYECKHUX

WCTIBITAHU.

bpourropa

HCCIIeI0BATEIIA.

NunuBunyansHa

s

pPErucTpaluOHH

as popma

(CRF).
Hagnexamas | O3HakOMUTH Knunnueckue OcHOBHBIE [Ipumenartsb
KIIMHAYECKasi | CTYIACHTOB C 6a3b1. dazer u dba3pl ¥ BHUIBI | 3HAHUS
MpaKTHKa OCHOBHBIMH BU/IbI KIIMHUYECKUX | OCHOBHBIX
(GCP) sTanamu KIIMHUYECKUX WCIIBITAaHUH. JIOKYMEHTOB
DTUYECKHUE U MIPOBEICHUS UCIIBITAaHU M. Ortudeckue W | ¢papMmaineBTUye
MIPaBOBbIE KJIMHU4YecKoro | PammomMuzarusi. | mpaBOBbIE CKOU
acnektsl GCP | ucnblTaHus. Crpatudukanus | acnektel GCP | opranuszanum,

. An3aitn TpeOyemble B




(cxema)
KITHHAYECKUX
HCIIBITAHHH.
3HaucHUE
KITMHAYECKUX
HUCITBITAaHHH.
O0s13aHHOCTH
HCCIICA0BATEI.
3anuTa npas
MMaIyeHTa.
KonTpons
KayecTBa
KIMHAYECKUX
HUCIBITAaHUH
(MOHHMTOPHHT,
aymuT,
WHCIICKITHS ).
Dransl
MIPOBEICHUS
WHCIIEKIIUHU
KJIMHHYECKOT'O
HCIIBITAHHA.
DTHYECKHE U
MIpaBOBbIC
acnektel GCP

paMKax
HaJJIEKAIIX
MPaKTUK

Hamnexamas
MPOU3BOJICTBE
HHas IIpaKkTHKa
— GMP. Poisb
MEXIyHApOIH
BIX CTaHJIaPTOB
JUISE
¢dapmaieBTHUe
CKOH
MIPOMBILIIIEHHO
CTH.

O3HaKOMHUTH
CTYICHTOB C
OCHOBHBIMH
TpeOOBaHUSAMHU
K
dapmanieBTHUe
CKOMY
MIPOU3BOJICTBY.

Hannexamas
MIPOU3BOJICTBEH
Has TIPaKTHKA —
GMP. Pons
MEXTYHAPOTHBI
X CTaHJapTOB
JUISt
dapmaneBTHueC
KOM
MIPOMBIIIIJIEHHOC
tu. TpeGoBanus
K
dapmaneBTHuec
KOMY
MIPOU3BOJICTBY.
Hcropus
pazsutusi GMP.
Odunnansabie
PYKOBOJICTBa
GMP.
OcHoBHbIE
TIOJIOKCHUS U
TpeOOBaHUS
GMP.
OcHoBHbIE
TIPUHITAITHI

GMP.

Hctoputo
pa3BUTHS
GMP.
Odunmanbubie
PYKOBOJICTBA
GMP.
OcHOBHBIE
MOJIOKEHUS U

TpeOoBaHUs
GMP.

[IpumensaTs
3HaHUSA
OCHOBHBIX
JIOKYMEHTOB
dapmarieBTHYE
CKOH
OpraHu3aIui,
TpeOyemble B
pamKkax
HaJUIeKalux
IPaKTUK
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JloxymeHTanus
dapmareBTHYEC
KOI'0
PSATPHUITHS.
Crerudukarus
Ha ChIpbE,
YIIaKOBOYHBII
Marepuall,
TOTOBBIN
MPOAYKT.
OcCHOBHBIE
TpeOOBaHUS
GMP
MIPOU3BOJICTBY
JIC

Hamnexamas
MPOU3BOJICTBE
HHas IIpaKkTHKa
— GMP.
IIpoBenenue
BaJIHUAAIINHI
MPOU3BOACTBA
JIC Ha
COOTBETCTBHE
GMP.

O3HaKOMUThH
CTYJIEHTOB C
OCHOBHBIM
MTOPSIIKOM
MIPOBEICHUS
ayautoB. GMP
B Poccumn.
GMP u
CHCTEMOM
JUIIEH3UPOBAH
Hst
MIPOM3BOJICTBA
JIC

Hannexamas
MIPOU3BOJICTBEH
Has IIPaKTUKa —
GMP.
[IpoBenenue
BallMJallMU
MIPOU3BOACTBA
JIC Ha
COOTBETCTBUE
GMP.
Pexnamanus u
OT3bIB
MIPOIYKIIUH.
[Iperenzun u
peKJIaMalrH.
Tun
peKJIaMalrH.
Bnytpennss
WHCIICKITUS
(caMOMHCTIEKITH
). OCHOBHBIE
(dakTopsl,
BIIUAIONINE HA
MPOBEJICHUE
BHYTPEHHHUX
ayJUTOB.
ITopsimok
MIPOBEICHUS
aynutoB. GMP B
Poccun. GMP n
cucreMa
JIMLIEH3UPOBAHU
sl IPOU3BOJICTBA
JIC

OcHOBHBIE
(bakTopHI,
BITUSIIOIITUE HA
MIPOBEJICHHE
BHYTPEHHUX
ayJIUTOB.
[Topsimok
MIPOBECHUS
ayJTUTOB.

[IpumenaThH
3HAHUA
OCHOBHBIX
JIOKYMEHTOB
dapmaleBTHUC
CKOM
OpTraHHU3aIHH,
TpeOyeMbIe B
pamKax
Ha/JIeKAIIUX
MIPAKTHK

Hrorosoe
3aHATHE 110
TeMaM

chopMUpOBaTh
y CTYJEHTOB
3HaHUA O

Konnemmms
HaJJIeKaIuX
MPaKTUK B

Konnemnmuro
KadecTBa
JIEKapCTBEHHOT

[IpumenaTsh
3HaHUSA
OCHOBHBIX
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Hagnexamue | TpeboBanusx, | GpapManuu — 0 CpEeICTBa, JIOKYMEHTOB
IPAKTHKH npenbsasisiemsl | GxP. npoBo3riame | papmaneBTuue
GLP, GCP, X Obecnieuenue Has BO3. CKOM
GMP OpraHM3alusaM | KauecTBa B [Toaxomb! k OpraHu3aIui,
u chepe BHEJIPEHUIO TpeOyeMbIe B
3/[paBOOXpaHe | OOpalleHus npasui GxP. paMKax
HUS Ha oTane | JiekapcTBeHHbIX | [lomuTuky Ha/JIeKAIIUX
pa3paboTku, cpeacts. Dranel | BO3 B MPaKTUK
UCCJIEIOBAHUM, | )KU3HEHHOTO OTHOIICHUU
MPOU3BOJICTBA | ITMKJIA oOpartieHus
U peaju3aluu | JIGKApCTBEHHOTO | JIEKapPCTBEHHBI
JIEKapCTBEHHBI | CPEICTBA. X CPEACTB.
X CpPEICTB. OcoOenHoctu
PyxoBonctBa | JIC kak
1o MPOJYKTa
HaJJIeXkKalluM | IOTpeOIeHus.
MPaKTHUKaM Paznuunsie
YCTaHABIIMBAIO | MOJXOJbI K
T CTaHAAPTHI BOIIpOCaM
KayecTBa Ha obecrnieueHus
pa3IMYHbIX kauectBa JIC.
sTamnax Konnenmus
(OKH3HU KayecTBa
JICKapPCTBEHHBI | JIEKAPCTBEHHOTO
X Cpe/CTB CpPEJICTBA,
MIPOBO3TIIALIIEHH
as BO3.
Ilonxonsl k
BHEJJPEHUIO
npaBui GxP.
[Tonmutuka BO3
B OTHOLLICHUU
oOpareHus
JIeKapCTBEHHBIX
CPEJICTB.
dapmHan3op
10.| Hagnexxamass | O3HaKOMHUTH Hannexarei OCHOBHYIO [IpumensTsb
MIPAKTHUKA CTYIECHTOB C MPAKTUKH cucTeMy 3HaHUSA
JUCTPUOYLIMU | XapaKTePHBIMU | TUCTPUOYLIMM — | AUCTPUOYLIUU. | OCHOBHBIX
(GDP)Cuctem | uepramu GDP. Cucrema | Kananst JIOKYMEHTOB
a HAI[MOHAJIBHOT | IUCTPUOYIIUH. qucTpubyuuu. | dapmareBThue
IUCTpUOyLUHU. | O Kanainsr OKOHOMHMYECK | CKOM
¢dapmaneBTHye | TUCTPUOYLIHH. 1€ CTUMYJIBI. OpraHu3aIui,
CKOT'O pbIHKA. | DKOHOMMYECKHE TpeOyemble B
Ponsro CTUMYJIBI. paMKax
muctpuOynuu | PykoBoacTBo HaJUIeKaIux
B Poccnn. «JlekapcTBeHHBI MIPaKTHK
€ CpeACcTBa.
Hannexamas
MPaKTHKA
JTUCTPUOYLIUN».

TpeGoBanwms K
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TPaHCIIOPTUPOB
ke JIC.
XapaxkTepHble
YePTHI
HAI[MOHAJILHOTO
(dhapmareBTHUECC
KOT'O PbIHKA.
Ponp
JTUCTPUOYIIUU B
Poccun.

[IpencraBurens
CTBO
WHOCTPAHHBIX
(dhapmareBTHUECC
KX KOMITaHUH.
Nurepner —
TEXHOJIOTHH B
dapmanuu
11.| Hagnexarmast O3HaKOMUThH Hannexxamas Hctoputro IIpumensTH
anTeyHas CTYIAEHTOB C anTeyHas CO3/IaHUs 3HAHUS
MpaKkTUKa O0COOCHHOCTSIM | MPAKTHKA — Hannexkamieli | OCHOBHBIX
(GPP) u pykoBojctBa | GPP. anTeYHOM JIOKYMEHTOB
I10 PykoBOACTBO 110 | MPaKTUKU — dbapmareBTHUE
HaJJIeKaIeh HaJJIeKaIeh GPP. CKOI
anTeyHoun anTeyHoun TpeGoBanus U | OpraHHU3aIUH,
MPaKTHUKE. MPaKTHUKE. 3JIEMCHTEI TpeOyemMble B
Ucropus GPP. paMKax
CO3JIaHUs. HaJIeKAIIX
TpebGoBanus u MPaKTUK
sneMmeHTsl GPP.
PexnamupoBanu
e
JIEKapCTBEHHBIX
CPEACTB.
Cnenuanu3upon
aHHBIC allTEKHU.
WNHuTtepreT-anTek
H
12.| Hagnexarmast O3HaKOMUThH Hanmnexamei Bunsl [Ipumensars
MpaKTUKa CTYIAEHTOB C MPaKTUKHU CKJIaJCKUX 3HAHUS
XpaHEHHUst OCOOCHHOCTSIM | XpaHEHUS — MMOMEIICHUH. OCHOBHEIX
(GSP) U 110 GSP. Kontpois JIOKYMEHTOB
Haajexxaniei Hannexxamas YCIIOBUU dapmareBTHUE
MIpaKTHUKE MpaKkTHUKa XpaHEHHS. CKOM
XpaHEHUS XpaHEHUs OO6mrue OpraHHU3aIlNH,
(GSP). dapmarieBTruec | TpeOoOBaHMs MO | TpeOyemMble B
Koi npoaykuuu. | xpanenuto JIC. | pamkax
PykoBoacTBo HaJJIeKalux
GSP. Bungsl MPaKTUK
CKJTaJCKUX
IMOMEIICHUH.
KoHTpoub
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YCIOBUU
XpaHeHUsI.
OO0mue
TpeOOBaHUS TIO
xpanenuto JIC.

JloxymeHTanus:
MUCbMEHHBIE
WHCTPYKIIUU U
OTYETBHI.
MapkupoBka.
OtnpaBka u
TPAHCIIOPTUPOB
Ka
13.| Hagnexamass | O3HaKOMUTH [TpuHIMIIBI [TpuHIMIIBI [IpumeHsITH
perynsTopHas | CTYACHTOB € GRP. Mexanusm | GRP. 3HAHUA
MpaKTHKa OCOOCHHOCTSIM | OLICHKH Mexanuzm OCHOBHBIX
(GRP) U TI0 } «3PENOCTU» OILICHKH JIOKYMEHTOB
HaJIeXKAIEH | HAIIMOHAIBHBIX | «3PEIOCTH dapmareBTHye
PEryJIATOPHON | PETyISTOPHBIX | HAllMOHANBHBI | CKOM
MIPAKTUKE CHUCTEM. X OpTraHHU3aIHH,
(GRP) ['moGanbHbIN PEryJiaTopHbIX | TpeOyemble B
HHCTPYMEHT CHUCTEM. pamKax
COIIOCTaBJICHUS Ha/JIeKAIIUX
OTpaCJIeBBIX MIPAKTHK
PEryIATOPHBIX
CHUCTEM.
bnnxaiimue
iansl BO3.
14.| Hagnexaras O3HaKOMUThH Hannexxamas DakTopHI, IIpumensTH
paKTHKa st | CTYICHTOB € MIPAKTUKA JIJIS BIIUSIIONINE HA | 3HAHUS
KOHTPOJIA OCOOEHHOCTSAM | KOHTPOJIS MPaBUJIBHOCTh | OCHOBHBIX
e U TI0 § JICKAPCTBCHHBIX | OLCHKH JIOKyMEHTOB
HaJAJexamenl | CpeacTB - KauecTBa dbapmarieBTHYE
X Cpeicts npaktuke s | GPCL. obpasma JIC. CKOM
(GPCL). KOHTPOJIS ['ocynapcTBeHH OpTraHH3aINH,
JICKAPCTBEHHBI | BI KOHTPOJIb TpeOyemble B
X CPEJICTB) KauecTBa pamKax
(GPCL). JIEKapCTBEHHBIX HaJUISKALTUX
CPEJICTB. MPAKTHK
Opranbl
roCyJ1IapCTBEHHO
T'0 KOHTPOJIS.
Crpykrypa
TrOCY/IapCTBEHHO
it CITyKOBI.
OCHOBHBIE
MIPUHIIAIIBI
GPCL.
DakTopHl,
BITUSIIONITUE HA
MPaBUIILHOCTD
OIICHKH

14




KayecTBa
obpasma JIC.
AJIMUHHCTpPATUB
Hasl CTPYKTypa
nabopaTopun
KOHTPOJIS
kauecTBa JIC.
CranpapTHbie
OTepalOHHbIE
POLIEAYPHI
nabopaTopuu
KOHTPOJIS
kauecTBa JIC.
EBporneiickue
CTaHAapThI
aTTeCTAllUA U
aKKpeIuTaIH
nabopaTopuH.
dapMakoneu:
MeXIyHapOaHAS
, EBpoIIeicKasl,
HaI[MOHAJIbHAS.
AHanutaueckas
HOpMaTUBHAas
JIOKYMEHTAITHSI.
Ceprudukanus

15.

NHcTpymeHTHI
roCy/1apCTBEHH
oro
peryaupoBaHu
sl KauecTBa
JIEKapCTBEHHBI
x cpeacts (I'D
PK, npukassl,
3aKOHBI )

O3HaKOMUTh
CTYJICHTOB C
0COOEHHOCTIM
51
roCyJ1IapCTBeHH
oro
peryJIupOBaHU
s Ka4ecTBa
JIEKapCTBEHHBI
X CPE/ICTB

3aKOHOIATEIIbCT
BO 00
oOparneHuu
JICKapPCTBCHHBIX
CPEICTB
benepanbHbIN
3aKOH OT
12.04.2010 N
61-¢3
[TomaOMOUMS
benepanbHbIX
OpraHoB
HCITOJTHUTEIIBHO
W BIIaCTH,
OpTraHoOB
HCITOTHUTEIIBHO
W BIACTH
CyOBEKTOB
POCCUICKON
dbenepaunu npu
obOpareHuu
JIEKapCTBEHHBIX
CPEJICTB.

[TonHoOMOUMSA
denepanbHbIX
OpraHoB
HCITOJIHUTEIIbH
O BJIaCTH NpPHU
oOpareHun
JIEKapCTBEHHBI
X CPEICTB

IIpumensaTh
3HAHUS
OCHOBHBIX
JIOKYMEHTOB
dapmarieBTHYE
CKOH
OpTraHHU3aIHH,
TpeOyeMbie B
pamKax
Ha/JIeKAIIUX
MIPAKTHK

16.

Hannexxamas
JOKYMEHTALUS
: BHEIITHSS

O3HAKOMUTH
CTYJIEHTOB C
0COOEHHOCTAM

Hanexxamas
JIOKYMEHTAIIUS:
BHCIITH A

Buemdroro
HOPMAaTHBHYIO
JIOKYMeHTaIII/I

[IpumenaTsh
3HaHUSA
OCHOBHBIX
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HOpPMAaTUBHAs | U BHEIIHEH HOpMAaTHBHAs 10, JIOKYMEHTOB
JOKyMeHTaIusi | HOPMaTUBHOM | IOKyMEHTALWsl, | AOKyMeHTauu | (apmaueBTHye
JIOKYMEHTAIIUN | TIOKYMEHTAllUs | KO CUCTEM CKOH
;:[OKyMeHTauHsI : CUCTEM KauecTBa OpraHu3alu,
JIOKYMEHTAIIMN | KayecTBa npeanpusTus. | Tpedyembie B
cucTeM CUCTEM IPEATPHITHS. pamMKax
KaqecTsa KayecTBa Paspabotka HAUIEKAIUX
OPpCANPUATHA. | HpeAIPUATHS XUMHUYECKOH, IIPAKTHUK
(dapmareBTHUEC
KO# 1
OMOJIOTUYECKOU
JIOKYMEHTAIUN
MIPH CO3aHUH
(dhapmareBTHUECC
KOT'0 MPOAYKTA
17.| Urtorosoe chopmupoBars | Konmenius Konuemniuro [Ipumensartsb
3aHSTHE TIO y CTY/ICHTOB HaJISKAITIX KadecTBa 3HAHUS
TeMaM 3HaAHUS O MIPaKTHK B JICKAPCTBEHHOT | OCHOBHBIX
Hauesxamie TpeOoBaHUAX, | apmaruu — 0 CpeJICTBa, JIOKYMEHTOB
npenbsBisiemsr | GxP. IIPOBO3IJIAlleH | hapMarieBTHYC
TIPaKTHKH, X O6GecneueHue Has BO3. CKOH
GDP, GPP, OpraHM3aIsIM | KayecTBa B IToaxoasl k OopraHu3alu,
GSP, GRP, u chepe BHEJIPEHHIO TpeObyeMble B
GPCL 3paBoOXpaHe | oOparieHus npaBuit GxP. paMKax
HUS Ha dTane nekapcTBeHHbIX | [lomuTuky HaJUICKAITUX
pa3paboTKw, cpeacts. Dtanel | BO3 B MIPaKTUK
HCCJICIOBAHMM, | )KU3HECHHOTO OTHOILICHUH
MPOU3BOJICTBA | ITMKJIA oOpareHus
U peaJiu3aliiy | JEKapCTBEHHOIO | JIEKAPCTBEHHBI
JICKapCTBEHHBI | CPEICTBA. X CPEJICTB.
X CpPE/ICTB. OcobenHoctu
PykxoBonctBa | JIC kak
1o MPOJIYKTa
HaJISXKAIAM | TIOTPeOICHUS.
MPaKTHUKaM Paznuunbie
YCTaHABIIMBAIO | TOJIXOJIBI K
T CTaHIAPTHI BOTIpOCaM
KauecTBa Ha obecrieueHus
pa3IMYHbIX kauectBa JIC.
ATamnax Konnenmus
(OKU3HI» KauecTBa
JIEKapPCTBEHHBI | JIEKAPCTBEHHOTO
X CpE/ICTB CpEJICTRBA,
MIPOBO3TJIANIIEHH
as BO3.
ITonxons! K
BHEJIPCHUIO
npaBui GxP.
[Tonmutuka BO3
B OTHOIIICHHH
oOpareHus
JIEKaPCTBEHHBIX
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CPEJICTB.

dapMHaa30p
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4.4. TemaTnka caMOCTOATENbHOI Pa00OThI CTYICHTOB.

Ha3Banue pa3nena

CamocrosiTesibHasi padoTa

dopma Hean u 3apaun Metoanuyeckoe u | Yacol
MaTepHATbHO
-TeXHH4YecKoe
ol0ecrieyeHune
Hapnexamue I13 O3HaKOMUTH CTYJIEHTOB C OcHoBHas u | 30
dbapmarieBTUYECKUE C3 OCHOBHBIMH HAJIJICKAUTUMH | JOMOJIHUTEIbHAS
npaktuku (GXP) IITK (bapManeBTHYECKUMHU yuebHast
npaktukamu (GXP) JIuTeparypa,
c(OpMHPOBATH y CTYACHTOB | HHTEPHET PECYPCHI,
3HaHUA O TPEOOBAHUSX, METOJINYECKUE
IIPEBSABIAEMBIX YKa3aHus JUISL
OpraHu3alsIMu CTYJCHTOB.

3/paBOOXpAaHEHUS Ha dTamne
pa3paboTKu, UCCIEIOBAHUM,
IIPOMU3BOJACTBA U
pealn3aiyy JeKapCTBEHHBIX
cpeacTs. PykoBoacTsa 1o
HaJJIeXKAIIUM PAKTHKAM
YCTaHaBJIMBAIOT CTAHIAPThI
KauecTBa Ha Pa3IUYHbIX
ATanax (KU3HI
JIEKaPCTBEHHBIX CPEJICTB

[Tonroroska k 3ansatusim (I13)[ToaroroBka k tekymemy koutposiio (ITTK)
Cutyanuonnsie 3agaun (C3)
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4.5 Marpuna cooTHeceHHs1 TeM/ pa3fe]oB Y4eOHOH AuCHHMIVIMHBI «JlekapcTBeHHBbIE
cpeacTBa U3 NPUPOAHOro chipbsi» U popmupyembix B HUX OK, OIIK u ITIK

Tembl/pa3aeinbl TUCIUTUTHHBL Konnue Kommerennun
CTBO K 1 OoOmee
gacoB | MIIK 1-4 KOJ-BO
KOMITETEHIU
i (¥)
Hannexamue dhapmaneptudeckue npaktuku (GXP) 72 + 1
Hroro 72 1

5. OBPA3OBATEJIBHBIE TEXHOJIOT'MHA

B coorBerctBuu ¢ TpeboBanusimu ®I'OC BO B yyeOHOM mpolecce HCHONb3YIOTCS
aKTUBHbIE W HHTEpaKTUBHbIC (OPMBI INPOBEJCHMS 3aHATUNH. B wacTHOCTH, HCHOIB3YIOTCS
KOMIIBIOTEPHBIE TEXHOJIOTUHA HE TOJBKO B KAUECTBE JAEMOHCTPALMN WJUIIOCTPALMNA, HO U IIYTEM
BBIBEJICHHS (B KaXIOW y4eOHOH TpyIe) Ha IKpaH TeJEeBU30pa CXEMbl M PUCYHKH Hambolee
CJIOKHBIX MEXAaHU3MOB JICHCTBUS HEXKeJNaTeJIbHbIX MOOOYHbIX peakuuil. [IpakTruueckue HaBbIKU
OCBaMBAIOTCS HAa KKIOM 3aHSTHH B BHJIE PAIlIOHAIILHOTO BEIOOpA MpernapaTa MPUMEHHUTEIBHO K
TOM MM MHOM MATOJIOTUH, C LIEJIbI0 MIPENYNPEXICHNUS HeKeIaTeNIbHbIX 000UHBIX peakuuid. Ha
KaX/IOM 3aHATHM IPEIyCMOTPEHO pellieHHe 3ajad 1o (apMakoJOTHYECKUM CBOMCTBaM H
IPUMEHEHHIO JIEKAPCTBEHHBIX CPEJCTB, YTO BbIpabaThIBaeT y CTYAEHTOB CHOCOOHOCTH
JIOTMYECKOT'0 MBIIIICHHSI U CIIOCOOHOCTH aHAJIN3UPOBATh KOHKPETHBIE CUTYAIMH.

6. OHEHOYHBIE CPEIACTBA JJIsd TEKYIIEI'O KOHTPOJISA YCIIEBAEMOCTHN,
MPOMEXYTOYHOM ATTECTAIIMU, ATTECTAIIUU IO UTOT'AM OCBOEHUSA
JUCHHUIIJIMHBI n YYEBHO-METOAUYECKOE OBECIIEYEHHUE
CAMOCTOSITEJBHOMN PABOTHI CTYJEHTOB

IIpuMepsI TECTOBLIX 3aaHUI

1. BPOCCUMCKON ®EJIEPALIMU ITPOBEJIEHUE JIOKJIMHUYECKHX
VCCJEJIOBAHUN JJEKAPCTBEHHBIX CPEJICTB KOHTPOJIUPYET (ITK — 1)

1. MunucrepceTBo 31paBooxpanenus PO

2. +®enepanbHas coyx0a Mo Haa30py B chepe 3ApaBOOXpaHEHUS

3. crioHcop

4. pyKOBOAUTEIb UCCIEIOBAHUS

5. uccnenoBaTelb
2. UCCJIEAOBAHHE, B KOTOPOM BPAY U ITALIMEHT 3HAIOT, KAKAS TEPAIIMA
HA3HAYEHA, HA3BIBAETCA(TIK — 1)

1. cpaBHUTENBHOE

2. IBOWHOE CIIEeToe

3. KOHTpOIHpyEMOE

4. +oTkpsITOE

5. IPOCIIEKTUBHOE
3. UCCJIEAOBAHUME, B KOTOPOM HU BPAY, HU TTAITMEHT HE 3HAIOT
HA3BHAYEHHOM TEPATINH, HA3BIBAETCS(IIK — 1)

1. munotHOE
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2. CpaBHUTEIBHOE

3. OTKpPBITOE

4. KOHTpOAUPYEMOE

5. +IBOMHOE clienoe
4. XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA, OCHOBAHHA S HA
CPABHUTEJIbBHOM AHAJIM3E EI'O DOOEKTUBHOCTU U PUCKA ITPUYMHEHNW A
BPEJIA 3JOPOBBIO (IIK — 1)

1. +6e3011acHOCTb JIEKapCTBEHHOI'O CPE/ICTBA

2. 3¢ PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA

3. aKTUBHOCTb JIEKAPCTBEHHOI'O CPE/ICTBA

4. GMOAOCTYITHOCTb JICKAPCTBEHHOTO CPENICTBA

5. Ka4ecTBO JIEKAPCTBEHHOT'O CPEJICTBA
5. MEXKAYHAPOAHOMY CTAHAAPTY GLP COOTBETCTBVYET OITPEAEJIEHUE (IIK —
1)

1. +Hagnexamas nabopaTopHast IpakTUKa

2. Ha/iIexalas KJIMHUYecKast pakThKa

3. HaJuIeXKAaIas MPOU3BOACTBEHHAS MPAKTHKA

4. Hajexaias MpakTUKa XpaHEHUs

5. HajuIexKamas apmarieBTUYecKast MpakTHKa
6. MEXXIYHAPOJJHOMY CTAHAAPTY GCP COOTBETCTBYET OITPEJEJIEHUE (ITK —
1)
. HaJuIexKanas 1aboparopHast pakTHKa
. THaIexKaImas KIMHIYEeCKast MPaKTHKa
. HaJuIeKallasi Mpou3BOJCTBEHHAs MPAKTUKA
. HaJUUIe)KaIas MpakTUKa XpaHEeHUs

5. Hajuiexaias papmaneBTHUeCKas NPaKTUKa
7. MEXKAYHAPOAHOMY CTAHAAPTY GMP COOTBETCTBVYET OITPEAEJIEHUE (ITK —
1)

AW N —

1. Haguexarnas JabopaTopHasi IPaKTHKA

2. Hajyiexalas KJIMHu4ecKas pakTuKa

3. +Hajuiexalas npou3BOJICTBEHHAs MPaKTUKa

4. HajuiexkaIas MpakTUKa XpaHEHUS

5. Haanexanas NpakTHKa AUCTPUObIOIINH
8. MEXXIYHAPOJJHOMY CTAHIAAPTY GSP COOTBETCTBYET OITPEJEJIEHUE (TIK —
1)
. HaJuIexKaras 1aboparopHasi pakTHKa
. HaJIexanas KIMHu4ecKas pakTuKa
. HaJJIeXalas Iponu3BOJCTBEHHAs MPAKTHKA
. THaJJIeKalast IpaKkTUKa XpaHECHUS

5. HaJuIexalas MpakTHKa JUCTPHOBIOLUT
9. XAPAKTEPUCTUKA CTEIIEHU ITOJIOXKUTEJIBHOI'O BJIMAHUA
JJEKAPCTBEHHOI'O ITPEITAPATA HA TEYEHMUE, ITPOJOJDKUTEJIBHOCTD
3ABOJIEBAHMA UJIN EI'O TIPEJOTBPAILIEHUE, PEABUJIIMTALIUIO, HA
COXPAHEHMUE, ITPEJOTBPAIIIEHUE MJIN ITPEPBIBAHUE BEPEMEHHOCTU (I1K — 1)

1. 6e30mMacHOCTb JIEKAPCTBEHHOTO CPEICTBA

2. +3¢GeKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA

3. aKTUBHOCTb JIEKAPCTBEHHOTO CPE/ICTBA

4. GMOAOCTYITHOCTb JIEKAPCTBEHHOTO CPEJICTBA

5. Ka4ecTBO JIEKapCTBEHHOT'O CPEACTBa
10. MEXIYHAPOJJHOMY CTAHAAPTY GPP COOTBETCTBYET OITPEJAEJIEHUE (ITK —
1)

A WN —

1. HayIexkatas 1abopaTropHast pakTHKa
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. HaJJIeXKaIas KITMHUIeCKasl MpaKkTUKa

. HaJJIexaIliasi IpomM3BOJICTBEHHAs MPAKTHKA

. HJIJIeXKAaIas MpaKkTHKa TUCTPUOBIOIIIH

. +HajuIexkaas papmaneBTUUYeCKas MpaKkTUKa

g1~ W

Bonpoch! 1J151 MPOMeKYTOYHOM aTTecTAlMHU 10 JUCHUILJIMHE
«OcHOBBI HA/JIE:KAIIUX (papMalleBTHYECKHX MPAKTHK»

1. Hapnexarue npakTuku B (papmanuu, konnenuus GXP.

2. Ceprudukanus JIC.

3. Otiauune JIC oT 00BIYHOM MPOAYKIIMH MOTPEOJICHUS HACEIICHUEM.

4. Konnenus Hajuiexamei sadopatopHoit npaktuku GLP u ee nmpuHIUTIIBL.

5. Chepa npumenenuss GLP.

6. Poib MexX1lyHapOHbBIX CTAHAAPTOB Ui (hapMaleBTUUECKON MPOMBIIIIJIEHHOCTH
Poccuiickoit ®enepannn. Odunnansusie pykoBoactsa GMP.

7. OcHOBHBIE TTONIOXKEHUS B TpeboBaHust GMP, KoTOpbIe KacaroTcsl CIeIy OInX
pa3zenos:

- yIpaBjeHUE KaueCTBOM;

- IEpCOHaI;

- IOMELICHUs 1 000PyI0BaHUE;

- IOKyMEHTal}s;

- IPOU3BO/ICTBO;

- KOHTPOJIb Ka4eCTBa;

- paboTa 1o KOHTpaKTaM Ha MPOU3BOACTBO NIPOAYKIMH U IPOBEJCHUE aHAIU30B;

- peKJIaMalvy U OT3bIB IPOAYKIIMH;

- CAMOMHCIIEKIUSI.

8. Konnenmust obecnieueHust KauecTBa B 00JIACTH JICKAPCTBEHHBIX CPEICTB.
Ha3znauenue cucremsl obecnieuenust kauectBa. GMP kak coctapisomas 4acTb
o0ecrieyeHns KayecTBa.

9. KoHTposnb kayecTBa. 3a/1a4 KOHTPOJIS KauecTBa. TpeOoBaHus, PebsBIIsIEMbIE K
otaeny koHTpois kadectBa (OKK).

10. Pons Banmmaanimuu METOTUK, TIPOLIECCOB, 00OPYAOBAHUS U JACSITEIHHOCTH B CHCTEME
GMP.

11. Ocobennoctu BHenpenus crangaproB GMP B Poccuiickoit denepaunu.

12. GMP u cucrema TUIIEH3UPOBAHUS TIPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB.

13. Onpenenenne NOHATHS «CTaOMIBHOCTD JIEKAPCTBEHHOI'O CPEACTBAY.

14. ®usznueckue U XUMUYECKHE MPOLIECCH, TPOUCXOISIINE TPH XPAaHEHUN
JIEKaPCTBEHHBIX CPEJICTB.

15. BausiHue ycnoBuil MoJydyeHHs U CTETIEHU YUCTOTHI Ha CTaOMIIBHOCTD
JIEKapCTBEHHBIX CPEJICTB.

16. TpeGoBaHMsI K YCIOBHSIM XpaHEHHS Pa3IMIHbIX Tpym JIB.

17. YcnoBus XpaHeHUs U CPOKU TOJAHOCTH JIEKAPCTBEHHBIX CPEJICTB, U3TOTaBINBAEMbIX
B alTeKax.

18. BausiHue XUMHUYECKOro cocTaBa yrakoBOYHOI0 Marepuaia Ha crabuinbHocTh JIC.
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19. UcnpiTanus cTaOUIbHOCTU U YCTAaHOBJIEHUE CPOKOB TOAHOCTH JIEKAPCTBEHHBIX
CPEICTB:

- IOPSIJIOK TIPOBEICHMSI UCIIBITAHUN;

- BUJIbI UCTIBITAHUI: CTPECC-TECTHI, YCKOPEHHBIE HCIIBITAHMUS, TOITOCPOYHBIE
UCTIBITAHUS;

- YCIIOBUS U3YUEHHUS CTAOMILHOCTU HOBBIX M CEPUITHO pou3BoauMbIxX JIB;

- METO/Ibl YCKOPEHHOTO OIpe/IeTICHHUs] CTa0MIBbHOCTH JIEKAPCTBEHHBIX CPE/ICTB.

20. MapxkupoBka u xpanenue JIC.

21. Iyt noBbIII€HUS CTAOUIBHOCTU JIEKAPCTBEHHBIX CPEJICTB.

22. CyurHocTh OCHOBHBIX Hajuexamux npaktuk: GLP, GCP, GMP, GSP, GDP, GPP,
GPCL.

23. KoHmenus 1 mpuHIUIB Haexared npaktuku auctpudymuu (GDP). Chepa
MPUMCHCHHUS.

24. Konuenuus Haanexameit anreunoii npaktuku (GPP). Cdepa npumenenus.

25. Konuenmus Haiexaen sadopatopaoit npaktukd GLP u ee mpuHIHATIEL.

26. Cdepa npumenenust GLP.

27. OcHoBHbIE MoNI0keHust U TpeboBanuss GMP k cucreme ynpaBieHHs KAUeCTBOM,
KOHTPOJTIO Ka4eCTBa, TIEPCOHAITY, TTOMEIICHUSM U 000pYyIOBAaHUIO, IOKYMCHTAIIHH,
MIPOM3BOJICTBY MPOIYKIMH U ITPOBEICHUIO aHAIM30B 110 KOHTPAKTaM, peKJiaMaIlisaM, K
MOPSIIKY OT3bIBA MPOAYKIIMHA U OPTAHU3AIMHA CAMOWHCIICKITHIA.

28. DiIeMeHTBI CHCTEMBI 00CCIICUYCHHS U KOHTPOJIS Ka4eCcTBa JICKAPCTBEHHBIX CPEJICTB B
coorBercTBuu ¢ GMP.

29. OcHoBubie TpeboBanus [IpaBun GMP k cucteme obecriedyeHust 1 KOHTPOJIS
KayecTBa.

30. Banunanus dapmaieBTHUECKOTr0 Ipou3BocTBa cornacHo GMP.

31. Konnenuus Hajuiexalieid mpakTHKHU AJIs1 HAIIHOHAIBHBIX Ta00paTopuil KOHTPOJIS
KauecTBa JiekapcTBeHHbIX cpeAcTB - GPCL u ee npunnunel. Chepa npumeHeHUs
GPCL.

32. Ilpasuna GPCL, xacaromuecs MiIaHupOBaHUs, IPOBEJICHNUS JOKYMEHTAIBHOTO

0o OpMIICHHS U TIPABIIILHOM OIEHKH PE3yIhbTaTOB, IOJYUYESHHBIX BO BpEMSs
71a060PaTOPHBIX UCIBITAHUHN JIEKAPCTBEHHBIX CPEJICTB.

33. B3auMocCBs3b BceX BUIOB HAANEKAIUX MMPAKTUK B CUCTEME 00eCIIeYeHHsI KauecTBa
JIC.
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7. YYEBHO-METOJUYECKOE MU HWH®OPMAIIMOHHOE OBECIHEYEHHUE
JUCIUITIJIMHbI:

Jlutreparypa:

1. Ansayroun, P. H. ®apmakonorus. Ultralight : yue6noe nocobue / P. H. Ansgytnun. — 2-e usn.,
uctp. u gom. — Mocksa : [DOTAP-Menua, 2020. — 592 c. : min. — ISBN 978-5-9704-5704-7. —
URL.: https://www.studentlibrary.ru/book/ISBN9785970457047.html. — TekcT: 31eKTPOHHBII
(mara obpamenus: 13.02.2024r.)

2. Mycuna, H. 3. ®apmaneruueckas uHbopmanus : yaedHoe mocodbue / H. 3. Mycuna ; mon
pemakmueir P. H. Ansyramra. — MockBa :Mennpaktuka-M, 2012. — 136 c. — ISBN
9785988032625. — URL:
https://www.books-up.ru/ru/book/farmacevticheskaya-informaciya-3675941/. — Tekcr:
AJIEKTPOHHBIH (1aTa obpamenus: 13.02.2024r.)

3. ®apmaxkounorus : yueOHUK / on penakuueit P. H. Ansyrnuna. — 6-e uza., mepepad. u jgom. —
MockBa : I'DOTAP-Memna, 2022. — 1104 c¢. — ISBN 978-5-9704-6819-7. — URL.:
https://www.studentlibrary.ru/book/ISBN9785970468197.html. — Tekcr: smekTpoHHBIN (Hara
obpamienus: 13.02.2024r.)

4. Xapkesud, [[. A. ®apmakosorus : yaeOnuk / [[. A. XapkeBuu. — 13-e u3., mepepad. — Mockasa :
I'D0TAP-Meguna, 2022. — 752 c¢. : wun - ISBN 978-5-9704-6820-3. — URL:
https://www.studentlibrary.ru/book/ISBN9785970468203.html. — Tekct: anekTpoHHBIN (1aTa
obpaenus: 13.02.2024r.)
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8. MATEPHUAJIBHO-TEXHUYECKOE OBECIIEYEHUE JUCIUIIJINHbI
HaumeHoBaHue crienuaIbHBIX NIOMELCHUI U IIOMeleHHI VIS CAaMOCTOSATeIbHOI padoThI

Ne| HaumenoBa | HaumeHoBanme OcHaleHHOCTh Ilepeuennb
HHe cneuuaIbHbIX* cnenuaIbHbIX JIMIEH3MOHHOT 0
N | JMCHUTUIMH | TOMelleHu i U | IOMeleHHit U | IPOrpaMMHOI0
\ | b1 (Moaynsi), | MOMeLeHNH AJs | HOMelleH Ui A5 | obecrieyeHus.
I | IPAKTHK B | CAMOCTOSITEILHOM CaMOCTOSITEJIbHOM PexBHU3UTBI
COOTBETCTBH | padoThI padoThI MOATBEP KAAI0IIETr0
U C y4eOHbIM JOKYMEHTAa
JIAHOM
1. OCHOBBI 1.Yueonas Ha6op 0 License —
HQ/IJICKAIIUX | ayauTopus (KOMHATA | IEMOHCTPAIIMOHHOTO 66158902 oT
dapmarnebtn | 191) kadeapa | 06opyaoBaHuUs u | 30.12.2015:  Office
YECKUX (bapmakooruu y4eOHO-HATJISTHBIX Standard 2016 — 100,
IIPAKTHK Boponexckas ocooui, Windows 10 Pro —
obnacte, T. BopoHex, | o0ecreunBaromumii 100
ya. Crynenueckas, 10 | TemaTndeckue o Microsoft
(Bug yueOHO | MIUTIOCTpaluHy, Windows  Terminal
NEATEIILHOCTH COOTBETCTBYIOILIKE WInNT Russian OLP
IIPaKTUYECKHE pabounm nporpammam | NL.18 IT. oT
3aHATHUSA) UCILAIUINH —103.08.2008
MYJIbTUMEIUMHBINA o OnepanvoHHBbI
KOMILIEKC (HOyTOYK, | ¢ cuctembr Windows
TEJIEBU30P ), nocka | (XP, Vista, 7, 8, 8.1,
yueOHasi, yueOHble mapThl, | 10) Pa3HBIX
CTYJIBAL. BapHUaHTOB
npuoOpeTannch B
2. Yueonasn | Cron st | Buge OEM (naxuneiiku
aynuropusi (KOMHATA | IIpernojaBarTesiei, CTys JUlsl | HA  KOpIyc)  IpH
192): Kadeapa | mpernogaBarers. 3aKyIMKax
dapmakonorun  (Buz | Habop KOMIIBIOTEPOB  4epe3
yueOHoM JIEMOHCTPAIIMOHHOTO TEHJEpHI.
NeSITeTIbHOCTH o0opynoBaHus u|e Kaspersky
NPaKTUYEeCKHe yueOHO-HarJIA AHBIX Endpoint Security
3aHATHUSA) MOCOOUH, UIsIOn3Heca -
Boponexckas obecreunBaroIuil PacmmpeHnHsIit
obmacth, T. BopoHexk, | TeMaTHUECKHUE Russian Edition.
yi. Crynenueckas, 10 | wimoctpanun, 500-999 Node 1 year
COOTBETCTBYIOIIIHE Educational Renewal
pabouum nporpammam | License
IUCIMUILIINH -lo0 Ne mnensuu:
MYJIbTUMEIUHHBIN 0B00-170706-072330
KOMILIEKC (HoyTOYK, | -400-625,
TENEBU30p ), KonuuectBo
00wekToB: 700 Users,
3.Yuebnas Cron i | CpoK HCHOIB30BAHUSA
ayauropus (KoMHaTa | npenogasareneii, crousl | [10: ¢ 2017-07-06 no
193): kaenpa | yueOHble, ocka yueOHas, | 2018-07-14
dapmakomorun  (BUA | CTYJIbS, o Ne  numensum:
yueOHOI Ha6op 2198-160629-135443
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NeSITeITbHOCTH
MIPAKTUIECKHE
3aHATHUSA)
Boponexckas
obnacte, T. BopoHex,
yi. Ctynenyeckas, 10

4.Y4yeOHasi
ay1iuTopus (KOMHaTa
195): kadeapa
dbapmakonoruu  (BHUJI
yaeOHOM
NeSITeIIbHOCTH
MIPAKTUICCKHEC
3aHATHUSA)
Boponexckas
obnacte, T. BopoHex,
yi. Ctynenyeckas, 10

5.YueOHas
ayauTopus (KOMHaTa
196): kadenpa
dapmakonorun  (BUA
yaeOHOM
NeSITeIbHOCTH:
NPaKTUYECKHE
3aHATHUA)
Boponexckas
oOnacte, T. BopoHex,
yi. Crygenueckas, 10

JIEMOHCTPAITMOHHOTO
obopymoBaHus u
y4eOHO-HaTJISATHBIX
ocoOuii,
obecneynBaromui
TEMaTUYCCKHUC
WJUTFOCTPAIIUH,
COOTBETCTBYIOIIINE
pabounm nporpaMmmam
JUACIIUILINH -
MYJIbTUMEIUHHBIN
KOMILJIEKC (HOYTOYK,
TEJEBU30D ),

Cron 1A
IIPENOaBaTENIed,  CTOJIBI
yueOHbIe, J0cKa ydeOHas,
CTYJIbs, HH(pOpPMAIIMOHHBIC
CTCH/IBL.

Hab6op
J€MOHCTPAIIHOHHOTO
o0opynoBaHus u
y4eOHO-HATJISTHBIX
mocoOui,
oOecreunBaroIIMii
TeMaTU4ECKHe
WILTIOCTPAIHH,
COOTBETCTBYIOIIIKE
pabounm porpaMMam
JUCITUTLIIAH —
MYJIbTUMEIUNHBIN
KOMILJIEKC (HOYTOYK,
TEJIEBU30D).

Cron JUIs
npernojiaBaTeneif,  CToJbl
yueOHble, J0CKa yuyeOHas,
CTYNbsI, ”HPOPMALIMOHHBIE
CTCH/IBI,

Habop
J€MOHCTPAIIHOHHOTO
000py10BaHUS u
y4eOHO-HaTJISATHBIX
mocoouii,
o0ecreynBarouii
TeMaTU4YecKHe
WILTIOCTPAIHH,
COOTBETCTBYIOIIHE
pabounm porpaMMam
JUCLUTUTMH -
MYJIbTUMEIUHBINA
KOMILJIEKC (HOYTOYK,

-027-197,
Komuuecto
00bekToB: 700 Users,
Cpox HuCIOIb30BaHUS
I10: ¢ 2016-06-30 mo
2017-07-06

o) Ne unensuu:
1894-150618-104432,
KommuectBo
o0wekToB: 500 Users,
Cpox HCIOIB30BaHUS
I1O: ¢ 2015-06-18 mo
2016-07-02

o Ne  nunen3uu:
1894-140617-051813,
KomngectBo
00bekToB: 500 Users,
Cpox HuCIONIB30BaHUS
IT1O: ¢ 2014-06-18 no
2015-07-03

o) Ne  numen3un:
1038-130521-124020,
KomngectBo
o0bekToB: 499 Users,
Cpox HuCIOIB30BaHUS
I10: ¢ 2013-05-22 no
2014-06-06

o Ne  nmnensun:
0D94-120615-
-074027, KonuyecTBo
o0nexToB: 310 Users,
Cpox HKCIonb30BaHUS
I1O: ¢ 2012-06-18 mo
2013-07-03

o Moodle -
CUCTeMa yTpaBJICHUS
Kypcamu
(amexTpoHHOE
oOyueHue.
[Ipencrasnser

coboit cBoboHOE (pa
CIPOCTPAHSIOIIEECS
mo  junensun GNU
GPL). Cpok neiictBust
0e3 OTpaHUYEHUSI.
CymectByeT 6onee 10
JIeT.

. Bitrix
(cucrema ympaBieHHS
CaliTOM YHHBEPCHUTETA
http://vrngmu.ru u
OUOJINOTEKH
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MIPOEKTOP, 9KpaH);
YCHUIIUTENb ISt
MukpodoHa, MUKpO(dOH,

JocKka yueOHasi, y4yeOHbIE
HapThl, CTYJIbS

http://lib.vrngmu.ru).
ID MOJIb30BaTENS
13230 ot 02.07.2007.
JencrByer
OeCcCpOYHO.

s
camMocTosiTe
JIbHOM
padoThI
CTY/€HTOB

IHHomemenus
oudamnorexkn BIMY:
2 4YHUTAJIBHBIX 3aJia
(BI'MY,
Boponexckas
obnactb, I. BopoHex,
yin. CryaeHyeckas, 1.
10);

1 3a1 3J1eKTPOHHBIX
PeCypcoB HaXOJUTCA
B SIIEKTPOHHOU
oubimoreke (kaOuHET

No5) B oTzese
Hay4YHOH
oubnuorpadumn u
MEIUIIUHCKOMN
uHpopmarun B
OHMB: (BI'MY,
Boponexckas

obnactb, r. Boponex,
ya. CryaeHdeckas, .
10).

26 KOMIIBIOTEPOB c
BBIXO/IOM B UHTEPHET
OO6yuaromuecs UMEIOT
BO3MOXXHOCTh JIOCTyNa K
ceTu HNutepner B
KOMITBIOTEPHOM  KJ1acce
oubmmoreku  OOecnedeH
JIOCTYI OOyYaromumcsi K
AIIEKTPOHHBIM
OMOJIMOTEYHBIM CHCTEMaM
(OBC) yepes caiT
oubmmoreku:httplib://vrng
mu.ru/
DIIeKTPOHHO-OUOIMOTEUHA
g CUCTEMa:

1. "KoHcynbpTaHT
crynenrta" (studmedlib.ru)
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