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O6pa3oBaTenbHas [POrpaMMa COCTaBlIeHa B COOTBETCTBHM C HOPMATHBHO-IPAaBOBBIMH
aktamu Poccumiickoit ®emepanum, B ToM umcie Ilpukasom MmunoOpuaykn Poccuu oT
25.08.2014 No 1079 «O6 yrBepxkaenu# (emepanbHOTO TOCYIapCTBEHHOrO 00pa3oBaTeIbHOTO
cTaHzapTa BHICIIEro obpasosanus 1o crenuanbrocTd 31.08.37 Knmandeckas bapmaxosorus

(YpOBEHB TIOJrOTOBKH KajIpOB BBICIIEH KBATH(bUKAIIMH)» U yaeOHBIM IIIIaHOM

OGpasoBarenbHas IporpaMMa OOCyKIeHa Ha 3acellaHuH Kadenpsl KIXHHYECKOU

hapMaKosoTHu U J0Ka3aTEe/IBHOM METUIAHEL «19» nexabps 2019 r., mpoTokosn Ne 12

3apenyronmit xapenpoi
KJIMHHYECKOW (papMaKOJIOrHH U

A0Ka3aTelLHOM METUIIHHEL

npocdeccop, I.M.H. A‘S A.C. Konbun

O6pasopatensHas nporpamMma  ogobpeHa [MKIOBOH METOIWYECKOW KOMHCCHEH

(haKyIpTeTa TIOC/IEBY30BCKOT0 06pasoBanus «24» aekabps 2019 r., mpoTokon Ne 10

ITpenceparens THKIOBOH METOANYECKOH KOMUCCHH

npodeccop, I.M.H. ‘%f{{r/ ﬁw/ fH.JI. [ITannoposa



PaGouasi mporpamma (pabounii y4eOHEIN I1aH) JOIOIHATENLHOHN npodeccuoHaILHON
06pa3oBaTeNBHOM TPOrpaMME! IOBBINEHNS KBATHQHKALUM (manee — yueOHBIHM M1aH) BpadeH 1o
crienmampHocTH 31.08.37 «Knnanueckas (GapMaKkonorns» u Bpaued BeexX CIIELHATBLHOCTEH, a
TaKKe APYrHX CIEMHAIMCTOB C BBICIIMM 00pa3oBaHMEM, MOATOTOBICHHAA podeccopom
Kosouusm A.C., accuctentom Jlorumosckoit O.A., paboTalomuMu Ha kadeape KIMHUYECKOH
GapMaKkoJIOrHi ¥ [0Ka3aTelbHOH MEIHIHHbI ®I'BOY BO IICIIGIMY um. W.IIL IlaBnosa

Munszapasa Poccun.

OIUCH KOMILJIEKTA JOKYMEHTOB

JIOTIOTHUTENBHON MPpodecCHOHaNTBHON TPOrpaMMbI [TOBBIICHHS kBamuukaluu BpadeH
«CHCTeMa MOHUTOPHHTA 6E30MaCHOCTH JIeKAPCTBEHHBIX CPeCTB. PapMaKoHaAsopy» €O CPOKOM

OCBOEHHA 36 aKageMHYSCKHUX 4acoB

O

e HammenoBanue JOKyMEHTA

n/m
TuTyabHBL JTUCT

i AKTYalbHOCTE ¥ OCHOBaHME Pa3padOTKy MPOrpaMMBbl

2, [lens mporpaMMbl

3. Of1ye MoJ0KEHHU

4. [Inanupyemble pe3yabTaThl 00ydeHHUS

3 TpeGopaHus K HTOrOBOH aTTECTALUK

6. TpeboBaHus K MaTEPUATTBHO-TEXHUUECKOMY obecreueHuIo

P CtpyKTypa IporpaMmbl
VyeOHBIA TJIaH JOMOMHUTEILHOM MpodecCHOHanbHON MPOrpamMMbl MOBBIICHUA

8. kpambukanuy  «CucTeMa MOHMTOPHHTA 0€30MACHOCTH  JICKAPCTBEHHBIX
cpencTs. DapmMakoHa30p»

9. Paboure mporpamMMbl YUeOHEIX MOAyIIeH

IIpenoaasarein Kypea:
e Konbun A.C. mpodeccop, 1.M.H., 3aBelylomui kapenpoi KJIMHHYECKON (papMaKoIOTHH
i noxasatensuod memmmmasl ®TBOY BO TICIIGIMY mM. W.I1. [TaBmoBa Mmunsznpasa
Poccun
e Jlornuosckas Onbra ANeKCaHAPOBHA, ACCHCTEHT Kadeaphl KIMHUYECKOH (apMaKoIorii
u nokasatenpHoil memuimaE ®IBOY BO IICIIGIMY um. WIL Ilasiosa MmuH3paBa
Poccun



1. AKTYAJIBHOCTb 1 OCHOBAHHUE PABPABOTKH INPOI'PAMMBbI

B mociieiHUe AeCATHIETHS BO BCEM MUpe U B POCCHH MPOUCXOIUT OCO3HAHME BAKHOCTH
npoGiemsl 6e3onacHocTH JiekapeTBeHHBIX cpencts (JIC). Ocnoxuenus GapmMakoTepanuu cTany
CepbE3HOH MEeIUIMHCKOM, CONMATPHOM M 3KOHOMHYECKOH MpOOIeMOH. CorylacHO OlLIeHKam
HKCIIepTOB, HexenarenbHble spiaenus (HSI) 3anumarorT MmecToe MECTO Cpeid TpHYHH
CMEPTHOCTH B PasBUTHIX CTpaHax, a (PMHAHCOBBIE 3aTpathl, cBssanubie ¢ HII, meumncmores
MUJITHAPJAMH JIOJUTapoB. B HacToslmee BpeMs CTal0 OYCBHIHBIM, UTO NOKIMHAYCCKHE U
KIIMHHYecKre ucbitanus HOBBIX JIC He MOTYT rapaHTHpOBAaTh UX MONHYIO Ge3omacHoCTh. HI
MOTYT ObITh BBISBIEHBI TOJIBKO IIPH IMHPOKOM nmpumeHenun JIC B METHIMHCKON TIPAKTHKE. C
[enpio Hapboree panHero BeisiBieHUss HS 1 IpHHATHA HEOOXOMMBIX aIMHHUCTPATUBHAIX MEP
JUIS X TIPETYTPEXKICHHS B PA3HBIX CTPaHaX CTAM CO3/aBaTh CIEIUAbHbIC CHCTEMBI KOHTPOJLS

fesonacHocTH ekapcTB (DapMakoHan3op).

DapMaKOHAI30p - BU/[ AESTEIBHOCTH MO MOHUTOPHHTY d(Q(QeKTHBHOCTH i OE30MacHOCTH
JIEKapCTBEHHBIX IPENapaToB, HANPABIECHHBIM HA BBISBICHHE, OLCHKY M MPEIOTBPALICHHE

HeKe/aTelbHbIX TOCIeICTRBII IPUMEHEHHS JIEKapCTBEHHBIX IpenapaTtos (D3 61).

B Poccun meoOxomumocts uu(opMuposanus o HA moarsepkicna 3aKOHOAATENBHO, a
pmenHo B ®3 61 «O IEKapcTBEHHBIX CPEJICTBAX)», KOTOPBIH MPEINKUCHIBAET «CyOBEKTaM
obpamenus  JIC» coobmars «denepaibHOMY OpraHy KOHTpO/Id — KauecTsa JIC u
TepPUTOPHATIBHEIM OPTaHaM KOHTPOJISi KayecTBa JEKapCTBEHHBIX CPEICTB 000 BCEX CIydadx
no6ounoro aeiicteust JIC u 06 ocobenHocTsax B3aumoelicTeus JIC ¢ apyrumu npernaparamy,
KOTOpblE He COOTBeTCTBYIOT cBedeHusam o JIC, cojgepxamumcs B HHCTPYKIHMAX TIO HX

IPUMEHEHHUION.

2. HEJIb MTPOI'PAMMBI

[lenpio peanusalyyl AONOJHHTENBHON NPO(GECCHOHANBHON MPOrpaMMbl MOBLIICHHS
KBaIU(HUKAIMY ABIFETCS OCYLIECTBICHHE 00Pa30BaTeNbHON JEsATENbHOCTH, HAPABICHHOH Ha
COBEPILIEHCTBOBAHUE KOMMETEHIMH, HEOOX0UMBIX JUlsl IIPO(ECCHOHATBHON NEATCIBHOCTH, U
noBBIIEHEE  PO(ECCHOHANBHOTO YPOBHS B paMKaX —HMMeEIOHleHcs — KBaIM(HKALWMH.
Ksaimidukamus, B pamMKax KOTOPOH  OCYIIECTBISETCS TOBBIICHHE KBATH(HKAIMH,
ompezenseTcs HOPMATHBHO-IIPABOBEIME akTaMu Poccuiickod @ezepauuu, B TOM 4HCIE
Ipukazom Munobpuayku Poccun ot 25.08.2014 Ne 1079 «O6 yreep/ieHnn heaepanbHoro
rocyapcTBEHHOro0 00pasoBaTeNBHOIO CTaHIApTa BBICIIEr0 00pa30BaHMA MO CHELMAITbHOCTH

31.08.37 Knuumueckas  dapmakonorusi  (ypoBeHb  HOATOTOBKM  KajpoB  BbICLIEH



KBaTH(DUKAIN)».

2.1. 3agaum U3y4eHHUs IpeAMeTa:
+  V3yuenwe UCTOPHH M IPHYHMHBI TIOSBJIEHAS CACTEMB! (hapMaKoHaa30pa
 Tlonumanue HakTOPOB PUCKA PA3BUTHS HEKENATCIIbHBIX SBICHUH
«  Usydenue knaccHGUKAIMK HEKENATENLHBIX ABJICHUMH
+ M3yueHue cCOCTOSIHHA CHCTEMBI (PapMaKkoOHaA30pa B MHPE
«  M3yuenue coCTOSHUS CHCTEMBI (papmakoHanzopa B Poccun
+  HWsyueHre HOpMATHBHOH Oasel -
+ TlonuManue HCTOUHUKOB HH(OMAIKH B cucTeMe (hapMakoHaa3opa
« TloHWMaH#e OCHOBHBIX STAOB AUArHOCTUKU HEKEIATENbHBIX SBICHUN

» V3yuenue CUCTEMBI YIPaBICHHs PHCKaMH

3. OBIIHUE ITOJOXEHHA
DapMaKOHa30p - BA AEATENLHOCTH 10 MOHHTOPHHIY 3(Q(QEeKTHBHOCTH 1 0€30MacHOCTH
JIeKapCTBEHHBIX IIPErapaToB, HANpPaBICHHBIA Ha BBIABICHHE, OLECHKY M IPCAOTBPAIICHAS

HeKenaTeNbHBIX MOCICICTBUN TPUMEHEHUS JIEKapPCTBEHHbIX npenapatos (O3 61).

B Poccuu HeoOxomumocTs uudopmupoBanus o HA moarsepxkaena 3akoHOAATENBHO, &
uMenHo B @3 61 «O NeKapCTBEHHBIX CPENCTBAXY», KOTOPHIA IIPEIIMCHIBACT «CYOBEKTaM
obpamenust  JIC» coobmars «befepalbHOMY —OpraHy KOHTPOJS — KauecTsa JIC =
TEepPUTOPUAIBHBIM OPTraHaM KOHTPOJIs Ka4yecTBa JIEKAPCTBEHHBIX CPEICTB 060 Bcex ciydasix
no6ounoro aeitcteust JIC u 06 ocobennoctsx BzaumonekicTus JIC ¢ apyrumu npenaparamu,
KOTOphIe HE COOTBETCTBYIOT cBeneHuaM o JIC, coxepxkammmes B HHCTPYKIHAX IO HX
[IPUMEHEHHUION.

[lporpaMma  mpefHasHadeHa  Juld  Bpadedl  CHCHMAMCTOB «Knunuygeckas
apmakonorusy W Bpadel BCeX CHENMATbHOCTEH, a TakKe NAPYrUX CHCeUMAIiCTOB HMEIOMHX
BBICIIEE MPO(pECCHOHANIbHOEe MeIMUUHCKOe 0Opasopanue. JIaHHBIM LMK MPEIHASHAYCH JULT
CIHELMATTUCTOB, KOTOPBIE OCYINECTBISAIOT NPO(ECCHOHATBHYO JSATEIBHOCTE B [EPBHIHOM
(amOynaTOpHOM) 3BEHE, IIPOBOMAT KOHCY/IBTATHBHYIO JAEATCIBHOCTE H paboTaroT B
CTALFIOHApAX C KATEropueil MalueHToB, KOTOpPbIM TpedyeTcs HasHadeHne (hapmaxoTeparum.
PaspaGoTanHas mporpamma Mo3BOJISIET OTpaboTaTh MPAKTHYECKHE HABBIKK M0 MOHHUTOPHHIY
5h(PeKTHBHOCTH W (€30I1aCHOCTH JIEKAPCTBEHHBIX TMPENaparos, HAIMpPABIEHHBIA HA BBIABIEHHUC,

OIIEHKY H MpeJaoTBpallcHHAC He)XellaTeILHBIX ITOCIEICTBII HNpUMCHCHHA JICKAPCTBCHHBIX



npenapaTos.

Kareropusg

00y4aromuxcs

CHEHaTHUCThI

Bpaun

CIICHAIEHOCTH

31.08.37

«Knuanugeckas hapMaKoJIOTHs» U BPayd BCEX CHELHATBHOCTEH, & TAKKE APYTHe CHeLUaIUCThl

¢ BRICIIUM 00pa3OBaHUEM.

O6bem mporpammbl: 36 aKaleMUYECKUX YacOB TPYMOSMKOCTH, B TOM 4HCIIE, 12

ayIMTOPHBIX YACOB TPYIOEMKOCTH (09HOE) U 24 JICTAaHIHOHHOE 00yYeH e (3aouHOE).

Tun o0y4eHHs:

. HenpepsisHoe 06pa3oBaHue (04HO-3a09HOE)

OcHoBa 00yueHns:

bromxeTHas,
HorosopHas,

dOMC

3.1. ®opma 06y4eHusl, PEKAM H NPOAOJKHTEIbHOCTD 3aHATHI

I'padux obyuenns |ayn. wacos |B menn Jueii O6wmas
B HeeJI0 HPOAOIKHTENLHOCT
b HpOrpaMmmbl,

®opma 00yueHH MecsieB (anei,
IIpepsiBHCTas HejIeJb)
¢ orpeiBOM OT pabotsl | 24 6 4 4 nus
(ounast)
JucranuuonHoe obydyenue | 6 1 1 1 nenn
(3aouHas)
Camocrogrenpaas pabota | 6 1 1 1 aueii
cymarenen
HUTOI'O: 36 1 Heenst

Jlokymenm, 6bl0asaemslii noce 3aéepuieHus 00y4eHua - yNOCTOBEPEHHC O IOBBIICHHH

KBaI(PUKALHK.

3.2. TpeboBanus K HA4AALHOH MOATOTOBKE, HEOOX0/HMMbIE /15l YCHEUIHOI'0 0CBOEHHSI

nporpamMmal

[Tporpamma

npeaHasHadeHa

s

Bpaudei

CIICIIHAJIHCTOB

«Krnuanueckas




(hapMaKoMOrHa» M BpaueH Beex CIENHAaTbHOCTEH, a TaKke Apyrux CIIELHATHCTOB UMEIOIIHAX
BBICIIEE TPO(ECCHOHANBEHOE MEUIUHCKOe 00pasoBaHHe. JlaHHBIM TWKJI NpeAHasHAuCH Il
CIIeIHAIICTOB, KOTOPHE OCYLIECTBISIOT TPO(ECCHOHANBHYIO NEATCAPHOCTL B IEPBATHOM
(ambymaTopHOM) 3BEHE, MPOBOIAT KOHCYIBTATHBHYIO ~JCATCIBLHOCTE  H paboTtatoT B

CTAIMOHAPaX ¢ KAaTeropuei MaUeHTOB, KOTOPbIM TpeOyeTes HasHauCHHE dapmaxoTepanuy.

4, TlnanupyeMbie pe3yJbTaThl 00y4eHHs
XapakTepucTHKa  IPOGECCHOHAIBHBIX KOMIETCHLUMHA  Bpadel,  IOJIekKalinux
COBEPILEHCTBOBAHHMIO B PE3YIbTAaTe  OCBOCHHS JOTOMHUTENBHOH  ITPOQECCHOHATTBHON
IIPOrpamMMBbl IIOBBIIIEHUS KBATH (UKL «MesKIMCLUTITHHAPHBIE POGIEMbl  XPOHUUYECKOH
Gonmy:
Y 06y4aromerocsi CoOBepPHICHCTBYIOTCSH ClIeyIOIHe YHHBEPCAAbHbIC KOMIETCHIUH
(nanee - YK):
e TOTOBHOCTBIO K aDCTPAKTHOMY MBIIIIJICHUIO, aHAIIU3Y, CHHTE3Y (VK-1);
e TOTOBHOCTBIO K YIPABIEHHIO KOIUIGKTHBOM, TOJEPAHTHO BOCHPHHUMATE COLMUAIBHBIC,

STHHYECKHUE, KOH(DECCHOHAIBHBIE U KYJIBTYPHBIC Pa3IHIHs (YK-2);

Y  ofyuaiomerocsi — COBEPHICHCTBYIOTCHS  Clleldylomue npodeccHoHaIbHbIE
xommerenuuu (nanee - ITK):

e B npodguiakTHYeCKOi 1eATeIbHOCTH:

e - CoOCOGHOCTH ¥ TOTOBHOCTH K OCYIIECTBIEHMIO KOMILTEKCA MEPOIpPHUATHH,
HAIIDABJIEHHBIX HA COXpaHEHHE H YKPEIUICHHE 3/I0pOBbS H BKIOHAIOLIMX B cedst
hopMEpOBaHUE 30POBOrO 00pasa JKU3HHU, TPEAYIPEKICHIE BOSHUKHOBCHUA (rma)
pacIpocTpaHeHusi 3ab0neBaHui, HX PAHHIOI JMArHOCTHKY, BBUIBJICHHE MPUYUH U
YCIIOBMH WX BOSHMKHOBEHWsS M PasBHTHA, & TAKKe HAIpPAB/ICHHBIX Ha ycTpaHeHne
BPEHOTO BIMSAHKS Ha 3JI0POBBE UEJIOBCKA axTopos cpenpl ero oouranus (IK-1);

e - CHOCOBHOCTD M TOTOBHOCTH K TMPOBEICHHIO MPOQUIAKTHYCCKHX MEIUIUHCKEX
OCMOTPOB, JHMCITAHCEPH3ALMK | OCYIIECTBICHHIO IHCIAHCEPHOTO HabmroeHud 34
3JIOPOBBIMHA U XPOHHYECKUMU OOJIBHBIMH (I1K-2);

e - CHOCOBHOCTD M FOTOBHOCTH BJAAETh METOJAMH IIPOIIaraH/Ibl 30POBOro 00pasa Ku3HHU
u mpodunakTaky 3a6onesamni (IIK-3);

e B ,[Il-lal"HOCTH'-leCI{Oﬁ NeATCIbHOCTH.



- CIIOCOGHOCTD M TOTOBHOCTB K OTPEICIIEHHIO 1aTOTOTHYECKUX COCTOSHIH, CHMIITOMOB,
CHH/IPOMOB 3a60NEBAHNHN, HO30TOrHIECKHX (OPM B COOTBETCTBHH C MexayHapoaHOH
craTucTHuecKol Kmaccudukaumeil 6onesHedf u npodieM, CBA3AHHBIX CO 3/0POBLEM
(MKB-10) (TTK-3);

- CIIOCOBGHOCTD ¥ FOTOBHOCTD BBLIMOJIHATH OCHOBHBIE JIUATrHOCTHYECKHE MEPOIIPHATHA IO
BLISBIICHUIO HEOTIOKHBIX W YIPOKAIOIHUX KA3HH COCTOSIHMHA y MAlHEHTOB C O0JIBIO B
crmue (ITK-6).

B neueOHOI 1eATEIBHOCTH!

- CrIOCOBGHOCTD ¥ TOTOBHOCTH K BEICHHIO U JIEUCHMIO IMAlMEHTOB B COOTBETCTBHH C
nocrasineHasM juarsosom (11K-7);

- CHOCOGHOCTH B TOTOBHOCTH OCYIIECTBISTH ANrOPHTM BBIOOpA MEIMKAMEHTO3HON H
HeMeTUKAMEHTO3HOM Tepanud OOJIBHBIM B COOTBETCTBHH C MOCTABJICHHBIM JHATHO3OM
(ITK-8);

- CHOCOBHOCTh ¥ TOTOBHOCTH K OKA3aHMIO MEIMIMHCKOH MOMOIIM [pH Ype3BbIYaHHBIX
CHTYALHSIX, B TOM YHCIIE YHaCTHIO B MmeuHCeKoi aBakyauun (I1TK-9).

B peabuanTALHOHHON AesITeTbHOCTH:

- CHOCOGHOCTH ¥ TOTOBHOCTH K TIPUMEHEHHIO HPHPOJHBIX JEYeOHBIX baxTopoB,
JIeKAPCTBEHHOM, HEMEIMKAMEHTO3HON TEparuu U JPyruX METONOB Y MaleHTOB,
HYIAIOMMXCS. B MEJMITMHCKON peabuInTanuy.

B nCHX0JI0T0-11€JAr0rHYecKOM eI TeTbHOCTH:

- CIOCOBHOCTH ¥ FOTOBHOCTH K (POPMHPOBAHHMIO y HACEICHUS, NAIIKEHTOB H YICHOB MX
ceMell MOTHBAIlMH, HAPABIEHHOM HA COXPAaHEHUE M YKPEIUISHHE CBOCTrO 3710pOBRA H
310poBbs okpyxatormx (IIK-11);

- CcHOCOBGHOCTL M TOTOBHOCTH IPUHMMATH Yy4YacTHE B IPOBEICHHC KoH(bepeH 11,
OKa3bIBaTh TOMOLIL B TIPO(ECCHOHAILHOH JEATEIBHOCTH KOJIeraM M MIaJeMy
memuumackomy nepconany (ITK-12).

B opraHu3anuoHHO-YIPAB/ICHTeCKOH e TeJbHOCTH:

- CHOCOBHOCTH ¥ TOTOBHOCTH K NPMMEHEHHIO OCHOBHBIX NPHHIHMIOB OpraHM3dllih 1
yIpaBienns B cepe OXPAHE! 370POBbs IPAK/IAH, B MEIULHHCKUX OPraHu3alliix U UX
cTpyKTypHBIX mozpasaenenusx (IIK-13);

- CIOCOBHOCTh W TOTOBHOCTB OCYIIECTBIIATH INIAHMUPOBAHME CBOEH pabOTEHI U paboTty

[TOYAHEHHOTO CPEIHEro MEIMIMHCKOrO MEpPCOoHasna, COTPYIAHMUCCTBO € JpyriuMi



crieLaincTaMy B ciryxbamu (coruanbHas ciyk0a, cTpaxoBas KOMITaHHs, acCOIHaIHA
Bpauei), BECTH HEOOXOMUMYIO JOKYMEHTALMIO, COCTABIATE OTICT O pabote 3a roJ H
nposouts ero anamas (1TK-14);

e - CIOCOGHOCTD M IOTOBHOCTb K YYACTHIO B OLlGHKE KAYeCTBA OKA3AHMS MEIMIMHCKOH

[TOMOLIIA C HCITONMb30BAHAEM OCHOBHBIX MEIMKO-CTATUCTHHUECKUX MOKa3aTeel (TIK-15).

5. TpeGoBanusi K MATePHAIbHO-TEXHHIECKOMY obecnevyeHHI0

Tl peanusaius o4HoH yacTu 00y4eHHUs HEOOXOHMBI:

o yueOHbIE IOMELICHHS U PabOTHI ¢ 00yJarOIIMHACS;

e palouee MECTO IIPENOIABATENS (IODKHO OBITH OCHAIICHO JIeMOHCTPAllHOHHOH
TEXHHKOH: MPOSKTOPaMH, CHCTEMOH MYJIBTUME/INA, JIOCKOH; TOCTYIIOM B
WurepHeT);

e paboyee MeCTO 00yUarOMErocs (HOJIKHO OBITh OCHAIIECHO KaHLEIISIPCKUMHA
NpUHAISKHOCTAMHU: Oymara [l MUCbMa A4, pyukH)

JUis peaiu3auuy JUCTAHITMOHHBIX 00pa3oBaTeNbHBIX TEXHONOIHH HEOOXOIHUM HOCTYII
obGyuaromierocst K HH(GOpMalMOHHBIM pecypcam (yuebmas mporpamma, yueOHbIH 11aH, Hadop
clafa-mpe3eHTalid [0 OCHOBHBIM — TEMaMm JUCTAHLMOHHON 4YacTH  JIOTOIHUTENILHOM
npobeccuoHanbHOH! obpa3oBaTenbHON pOrpaMMEbl TMOBBIIIEHHS KBTU(PUKALIMH
npenofasarenaeil  BBICHIAX — MEIULMHCKHX obpazoBatenbHbX  yupexnenuit  «Cucrema

MOHHTOpHHTa 6E30MaCHOCTH JIEKAPCTBEHHBIX CPECTB. DapMaKoHau30p»

6. TpeGoBaHHsI K HTOFOBOH ATTECTAIIHH

1. Wrorosas aTTecTAls IO JONONHUTENBHOW TPO(PECCHOHATBHOH —MporpaMme
noBsIenus kBatadukanun «CHCTEMa MOHUTOPUHTA 6E30I1aCHOCTH JICKAPCTBEHHBIX CPEACTS.
dapMakonaa30p» MPOBOAUTCS B (opme 3a4eTa M JIOMKHA BLIABIATH TEOPETHUECKYIO H
[IPaKTHYECKYIO IOJTOTOBKY MpEnojaBaTe/id B COOTBCICTBMM € KkBaMTH(GUKAMOHHBIMU
TpebOoBaHUAMH.

2. OGydaromuitcs [IOIMyCKaeTCs K MTOrOBOH aTTECTAlMA MOCIC H3yHCHHS Mozyiei B
oGBbeMe, TPEAYCMOTPEHHOM —y4eOHBIM  [IAHOM  JOMONHHTENLHON npodeccHoHabHOM
pOrpaMMbl  [OBBINCHHS  KBalU(UKAIHH «CucreMa  MOHUTOpUHIa  0€30MacHOCTH
JleKapCTBEHHBIX cpesicTB. PapMakoHaI30p».

3. JIuma, OCBOMBIIME IOHOJHHTENBHYIO IPO(ECCHOHANBHYIO MPOrpaMMy IHOBBIICHHA



kpamudukanun  «CucTeMa  MOHHTOPMHra  O€30I1aCHOCTH  JIEKAPCTBEHHBIX  CPE/CTB.
DapMaKoHAA30p» M YCIENIHO MPOIIEINHE HMTOTOBYIO AaTTeCTalldio, MOJNYYaloT NOKYMEHT
YCTAHOBJIGHHOrO 00pasua O JIOMOJHUTEIBHOM —HPO(eCcCHOHANBHOM oOpa3oBaHuu —

YI0CTOBEPEHHE O MOBBIIEHHH KBaudukanuyu obpasua BY 3a.

7. CTpykrypa nporpamMmmbl
7.1. LHean:

[IpuoGpereHne ¥ COBEPLICHCTBOBAHHME MPOQEeCCHOHAIBHBIX 3HAHHH M NPAKTHHYCCKHX
HABBIKOB 1O OCHOBHBIM pasfieiaM IPOrpaMMbl ITOATOTOBKH CIEIHAINCTOB Bpaued IO
criermansuocta 31.08.37 «Kimanaeckas GapMakoorus» H Bpaued BeeX CIELUMambHOCTEH, a
TaKoKe JPYrUX CIENHATUCTOB C BBICUIMM 00pa3’0BaHUEM 110 MOHMTOPHHTY 3 PEeKTHBHOCTH U
Ge30MacHOCTH JIeKAapCTBEHHBIX IIPENapaToB, HANPaBICHHBIH Ha BLIABICHHE, OICHKY H
IIpeI0TBPALIEHHE HeXKeNATENIbHBIX OCIIEACTBHH IPIMEHCHHUS TIEKAPCTBCHHBIX IIPCIAPATOB.

Kpajmpukarms, B paMKaX KOTOPOH OCYIIECTBIIACTCA MOBBIIICHHE KBaTH(UKALMH,
OllpesieIeTcs HOPMATUBHO-IIPABOBEIMU akTamMu Poccuiickoit Delepalun, B TOM HHC/E
IIpukazoM Muno6puayku Poccun ot 25.08.2014 Ne 1079 «O06 yrBepkaeHuu (penepaibHOro
rOCYapCTBEHHOTO 00pa30BATEFHOTO CTAHAAPTA BBICIIEr0 00pa3s0BaHUs IO CICHHAIbHOCTH
31.08.37 Kymawueckas  dapmakosnorus — (ypoBeHb — IOJATOTOBKM — KaIpOB  BBICHICH

KBATHDUKALKN)».

Kareropusi ofy4alomuxcsi: Bpadd M0 CHELHATBHOCTH 31.08.37 «Knunuueckas
dapmakomorus» W Bpaueil BCEX CHEIMANbHOCTEH, @ TAKKe APYIUX CHCLHAIHCTOB C BBICIIMM
MeJIHLMHCKAM 00pa30BaHHEM.

TpynoemkocTs 06ydennsi: 36 akaeMU4eCKHUX 4acoB

PesxuM 3aHSTHIL: He Goee 6 akaJeMHUYECKHX YacoB B JIeHB/36 aKaJeMUUSCKUX HacoB B

HEIEIO.

®opma oby4eHusi: C OTPLIBOM OT paboTsl (oynast), 3aouHasg C TPUAMECHCHHEM

JMCTAHIMOHHBIX 06pasoBarenbubix Texuonorui IICTIGIMY um. axan. HLIL [TaBnoga.
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7.2. TpynoeMKocTh AHCHHILIHHBI

Ne Bua yuebnoii pabotsr BCET'O Bceero 3E
YACOB (KE) (Hemenb)
Ob11ee KOJIMYECTBO YacOB 10 YUeOHOMY IIJIaHy 36 1
1. AyYIATOPHBIE 3aHATHS, B TOM YHCIIC 24 0,66
1.1. Jlexknun 12 0,33
b2 [TpaxTHgeckue 3aHATHS 4 0,09
3. Cemunapsl 6 0,17
1.4. Hrorosas arrecTanus (3a4er) ) 0,07
2. JuctaHiponHoe obygyenue 6 0,17
3. CamocrosTensHas padora 6 017
Hroro 36 1

8. YueOHbli n1an J0NOJHHTEbHOH NPOdeCCHOHANLHOMN IPOrPaMMBbI

noBbieHus KBaJHpukanuu «CrucreMa MOHUTOPHHIA (e3011ACHOCTH
JIEKAPCTBEHHbLIX cpeacTB. PapmakoHaazop»

8.1. YYEBHBIHN ILVIAH

Ne Paznen KE 3E (1 | ®opma
/1 (36 1) He/lensd) | KOHTPOJS
1. Cucrema QapmakoHai30pa: HCTOPHS, TEPMHUHEL | 7 0,19 TecroBerit
[IPUYKHBI TOSIBIEHUS U OCHOBHBIC TIPHHIIUTIBL. KOHTPOJTb
2 Knaccudukauuu HexenarenpHbIX SBICHUN 7 0,19 TecroBerit
KOHTPOJIb
3, . Cocrosgnue cucreMsl (apMakoHanzopa B | 7 0,19 TectoBeit
mupe u B Poccun. M3yuenne nopmatusHoi 6asel KOHTPOJIb
4. Hctounuku monydeHus uHGopManuu B cucreme | 7 0,19 TecroBbrit
(apmakoHam30pa. DOYHKIUK KJTFOYEBBIX KOHTPOJTh
CETMEHTOB CUCTEMBI
3. . Jluarnoctuka HeKeJaTelbHBIX SBIEHUH. | 6 0,17 TecToBBIT
CoBpemennsie nojaxofsl. Cucrema yrpaBieHHs KOHTPOJIb
pHCKaMu

!




WUtorosas aTrecrauus

0,07

3AYET

Wroro:

36

12




el

1 I9TOXITON SAIIHRHIER ]
qrrodinox UMHOIEE
HI9E0109 |, I I I t 61°0 L | XI9HIUDIBLMKIH  HHIRNHQUIIRIY =
qrrodraox
UI990109 |, I I9uHIHAALD JI9HEOHI ()
qrrodLHON
HI990109 ] I exoud adorded
qrrodiHoM edocrenoxended
UI990192 ], I i [INOLOMD  KUHOI'EKOU  I9HUhM]]
qrrodiHOM
HIGE0109 ], 1 raHUWdD |,
qrrodirOM
HI940LO3 I I rooduod sudoropg

IIIHITHAAI 19HE0HI0 ¥ BUHAIEKOLI
q1rodLHON guubudn  ‘mHawdor  ‘sudolom
HIGEOLID |, I I T ¢ 61°0 L | edogrenoxended BIWQLOH)) i

= o O o = (! v = =

sEE S 2= o g 23 o

m,. m o r..m o g M W ¥ % M A

w
= o o B T = = =
R 2 | 8 B 8 8 5 = | aquowen) | (d09eR)
2 o
BIrodIHOX A|l® B = & g€ I /11
endog (190BR) 2IrOUK WOL g 0122g 0.190g viroreed oMHREOHIWHRE] aN

HVI'T UUMDAhULVINAL-OHIdhA T8




vl

TIWNALOHD HOLHIW.I2D XI9H2hOIIM

UHIDIHAD ‘edosrenoxended
qrrod1HOM OWOLOHD ot nuirewdoduu
UI980102 ], 61°0 EUHOhALIOII MMHHRhOLO|]
qarodiHoN
UI980109 ], U000 € eerQ BeHaUIBWAOH
qrrodLHON
HI980109 ], BINOLOHMD KRIOUHIIO ]
qrrodiHoy
HI990199 ], L9110 HI9HIOdRHAIKIIN
qrodIHON 1o yoHexudaneodadga))
UI980199 ], U yinioyauodayg

19€BQ

HOHEUIBWAOH OUHORAEY] MHII0J
qrodLHON g u oduw g edocrenoxewded
MI990109 ], 61°0 [9INOLOMO QUHEOL0))
qrrodIHON
HI980109 |, (] BUML BUHOI'GE JAI9HIIDLBINL]
qrrodiHoN
UI9E0L09 ], 0 BIHL EUHAL'EE JIIHIIQIBIKIH
qrrod1HON
HI9E0193 ], { PUHL KMHOL'EE SITHIIQLRIAMOY
qrodLHON
HI990199 ] W BUHL BHHIIEE JIIHIUDIBIMKIH




Gl

cl l 9% e

qrrodLHON
UI990109 ], L0°0 Z BUITBLOLLE KREOIOL]
qrrodLHOM nwexond
HI9€0L09 ] guHaIrgRdIA  [IWOLOMD  I9HOHO()
I9I70X0M (9L00HER9d2d
qrodiHox {ALOMKEKL ‘9LOOHAIRLIKIrOTOd
UI990109 ], I munedronrod  wduo  radiaweder
GOMHHIORhA XI9HhHIrcRd KMALOHA
qarodiHoN ‘HUHOLGE XI9HIIOLRIIH
UI990103 |, I uunedroniod eruged |
qrrodLHON 41N "HEKHO OHHIEIOIL)
UI990109 ], -OHHHRHUAI QUHAIAOHRBLI £
uwexond guHIrgRdIIA BNOLOU))
qrrodLHOM I9IOXIOLl AI9HHIWAAE0)) HUHAIEE
MI990L09 | 7 LI°O 9 | XIIHIUILRIKIH BXHULOOHIBHU]]
qrrodiHoN suHadeg01o0TA o10HHOMTRdHOad
HI9E0109 ], grarexdar UAIDIAD

arrodIHON
HI990109], goneldo xi9HIKIA19d HUTHAQD
arrodiHoM GOMHMHLOQRd XMMOHUITHITOW
HI990109 ], U BHHAIMQARA OIOHQRAIr HUIINHAD

qrodLHON
HI940LI9 ] I ureWdo(QHE UIUHROLOM ITHEOHI()




8.3. Kanennapublii yaeOHbIH 112l

Ne HaumeHoBanue pasznenos Ilenn Bun Yacel Ilpenopaparens
n/m W AWCLMILIMH 3AHATHS
1 Cucrema hapMaKkoHa 30pa: HCTOPHS noHenenbHuKk | CeMHUHapsI 1 O.A. JloruHoBcKas
BOIIpOCA.
Cucrema apmaKkoHa 30pa: HCTOPHS CamocrT. 1
BOIpOca. pabora
Cucrema (hapmMakoHaa30pa: TEPMHHBI. Jlekuun 1 A.C. Kon6un
[TpHuHHBI NOSBIEHHUS CHCTEMBI
bapmakoHanzopa Huer. 1 A.C. Konbun
obyyeHue
[TpuuuHbI NOABNEHHUS CHCTEMBI
(hapmaxoHazopa Camocr. 1
pabora
dakTops! pHcka
Jlekumu 1 A.C. Konbusn
2 Cucrema hapmakoHansopa: OCHOBHEIE BTOPHHK Cemunaps 1 O.A. JloruHogckas
TIPUHLIATTBL.
Knaccudukaunu HexenarenbHbIX Huct. 1 A.C. Konbun
ABJIGHUH: Pa3IHYHBIE MOAXO/IBI. obyueHue
HesxenarenbHbie sBAcHUA THIA A Jlekuuu 1 A.C. Konbun
HesxenartenbHble apienus Tina B Jlexunn 1 A.C. Konbun
Hesxenatenshbie senenus tuna B Camocr. 1
pabora
HesxenarenbHble spnenns tTuna C Jlexunn 1 A.C. Konbun
3 Hexxenatensueie senedus tuna C cpena Cemunapsi 1 O.A. JloruHoeckas
He:xenatenshsle apienns tina D Jlexuuu 1 A.C. Konbun
CocTosinne cucTeMbl (hapmMakoHaa3opa B Jlexuuu 1 A.C. Konbun
mupe ¥ B Poccuu: Esponetickuii u
CeBepoamMepUKaHCKHI OMBIT.
CocTosHue cHecTeMbl (hapMaKoHaa30pa B Jlexunn 1 A.C. Konbun
mupe U B Poccun: MesxayHapoaHblii
OTIBIT.
CocTosanue cucTeMsl (hapMaKoHaA30pa B [Tpaxr. 1 O.A. JlorunoBckas
mupe U B Poccuu: Poceniickas cucrema. 3aHATUS
CocTosiHue CHCTEMBI (hapMaKkoHAa30pa B Hucr. 1 O.A. JloruHosckas
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mupe U B Poccuu: Poccuiickas cuctema.

o0yuenne

Cocrosnue cucteMbl apMakoHa[30pa B | YeTBEpr [Mpaxkr. O.A. JloruHoeckas
mupe H B Poccun: HopmarueHas 6asa B 3aHATHS
Poccun.
Cocrosanue cucTeMsl GpapmakoHaa30pa B Camocr.
mupe U B Poccun: HopmaTtuBHas 6asa B pabota
Poccun.
OCHOBHBIC HCTOUHHKH MOTYYEHHS Jlekuuu A.C. Konbun
HHGOPMALIHH B CHCTEME
bapmakonanzopa.
OCHOBHBIE CTOYHHKH TIONYYEHHS Hucr. O.A. JloruHosckas
UHQOpMALIUK B CHCTEME o0yueHue
hapmakoHaazopa.
DyHKIMH eueGHOro yupeskcHHA U CeMHUHapbl O.A. JloruHogckas
MEHLMHCKUX pabOTHHKOB.
DyHKUUH JIeue0HOTO YUpeKIeHHs | MATHULA Cawmocr.
MEHUIMHCKUX PabOTHUKOB. pabota
@yHKUMK PEryIaTOPHBIX OPTraHOB. CemuHapsb! O.A. JlornHoBckas
DyHKLUHK PEryJsTOPHBIX OPraHoB. Camocr.
pabora
DyHKUMK AepKaTess PerucTPaHOHHOTO [TpakrT. O.A. JloruHoBckas
Y0CTOBEPEHHS. 3aHATHS
YeraHoBneHHe NPUYMHHO - CIIEICTBEHHO Camocr.
ceazu. [lkanel. paborta
ITpapuna perucTparyu HexelaTesIbHBIX Jlexuuu A.C. Kon6bun
apneHuit. JleficTBUA pa3nuvHbIX
Y4aCTHHKOB.
IlpaBuna perucTpaluy HexeaaTeTbHBIX cybbora Huct. O.A. JloruHoBckas
siefieHu. JlelicTBUS pasIHUUHBIX obyueHHe
YUYACTHUKOB.
ITapameTps! NpH perucTpauuu: Jlekuun A.C. Konbun
MPOIOKUTENBHOCTE; TAKECTh,
CepPBEe3HOCTh; UCXOIbI.
[TapameTps! npy perucTpaLmu: Hucr. O.A. JloruHosckasi
[POJOILKUTENBHOCTD; TSKECTh; obyueHue
CEpPbE3HOCTE; UCXO/IbI
OCHORBI CHCTEMBI YIPABJIEHHS PUCKAMH CemMuHapsl O.A. JloruHosckas

3aver

O.A. Jlorunoeckas
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9. PaGoumne nporpamMmsbl yueOHbIX MOIy/IeH
9.1. Benenne.

B mocnejnue ecaTHIETHsS BO BCeM MUpe U B PoccuM MPOUCXOAUT OCO3HAHHE BAXKHOCTH
11poGieMbl 6E30TIaCHOCTH JICKAPCTBEHHBIX CPE/ICTB (JIC). Ocnoxxaenus papMakoTeparnuy cTain
CepbE3HOH MEIMIMHCKOM, CONMATbHOH U HKOHOMHUECKOHU npobiaemoi. CorynacHo OIEHKaM
SKCIIepTOB, HexkenarenbHeie sBreHus (HSI) 3aHMMaloT IMECTOE MECTO CPeIH NpHHHH
CMEPTHOCTH B PasBHTHIX CTpaHax, a ()MHAHCOBBIC 3aTPATHI, CBA3AHHBIC C HJSl, ucuncisaiores
MIJUIHApAaMH [0JUIapoB. B HacTosilee BpeMs CTANO OYCBUIHBIM, YIO IOKIMHHYECKUE H
OTHHITIeCKIE HCIBITaHms HoBIX JIC He MOTYT TapaHTHpOBaTh X HOTHYKO GesomacHocts. HA
MOTYT OBITh BBIIBEHEI TONBKO HPH MHpoKoM npumenernu JIC B MEUIMHCKON mpakThKe. C
HeTBI0 Haubosee paHHero BhisiBieHust HS u npuHsaTHs HeOOXOMMMBIX aIMUHHCTPATHBHEIX MEP
TS MIX TIPEYTIPEKIeHAs B PA3HBIX CTPaHaX CTAIM CO3/aBaTh CHENUAILHEIC CHCTEMBI KOHTPOLA

GezomacHOCTH NekapeTs (PapMakoHA30D).

dapMaKoHaI30p - BUI AEATEIHHOCTH 110 MOHUTOPHUHTY s¢hexTHBHOCTH U OE301acHOCTH
JIEKApPCTBEHHBIX [PENapaToB, HAMPABICHHBIH Ha BBIIBICHAE, ONCHKY 1 npe0TBpaLlEHUE

HevKe AT TbHBIX TIOCIEICTBHI IPIMEHEHH)s JIEKapCTBEHHBIX Mpernaparos (O3 61).

B Poccun HeobxomuMocTs uHGopMupoBanus o HI moarsepixaeHa 3aKOHOLATEIBHO, &
pMmerno B @3 61 «O TeKapcTBEHHBIX CPENCTBAX», KOTOPBIH IIPEANUCHIBACT «CcyOBeKTaM
obpamenns JIC» coobmarh  «peneparbHOMYy —OpraHy KOHTpONA — KadecTsa JC w
TepPPUTOPUAIILHBIM OPTaHaM KOHTPOIS KayecTBa JIEKAPCTBEHHEIX CPE/ICTB 060 Bcex ciaydasx
no6ouroro neiictus JIC u 06 ocobennocTsx BaumonercTsus JIC ¢ ApyruMu npenaparam,
KOTOpBIE HE COOTBETCTBYIOT cBefleHusM o JIC, copepxamuMmes B MHCTPYKUMAX IO ux

[IPHMEHEHHION.

0.2. OcHOBHBIMH 324a49aMH cHCTEeM (PapMaKOHAA30pPa ABJIAETC:

1. JlekapcTBeHHBIE IIpenaparhl, HaXOAAIIKECT B obpammennu B Poccuiickoit Oenepaliny,
HOJIEkKAT MOHHUTOPHATY >(O(PEKTHBHOCTH W Ge30MacCHOCTH B LENAX BBIBICHHA BO3MONKHBIX
HeraTMBHBIX  TIOCIEACTBHH WX  TPUMCHEHHs, HHIMBHIYaIbHOH  HEMCPCHOCHMMOCTH,
MpeyTPENKICHNsS MEIHIMHCKIX PaOOTHHKOB, BETEPUHAPHEIX CICHUAACTOB, NAIUeHTOB HIIH
BIIATIENBIER HKHBOTHBIX H MX 3alIATHl OT TPUMEHEHHS TAKUX JIEKAPCTBEHHBIX NPEIAapaToB.

2. (dapMakoHan30p  OCYIIECTBIAETCS — COOTBETCTBYIOLIMM  YIOJIHOMOHCHHBIM
dejlepanbHBIM  OPraHOM HCTIOJHHUTENbHOM BaCTH B YCTAHOBICHHOM MM IOpSKe IyTeM

aHamM3a MPeI0CTaBIsAeMON cyOBeKkTaMyu OOpaIieHHs JIEKapCTBCHHBIX CPEICTB uHpOpMaLMH O
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HO0OOYHBIX JICHCTBUSX, HEKENATEIBHBIX DPEaKIMIX, CEPhEe3HBIX HEKEeNaTeNbHbIX peakIMsX,
HENPEBUICHHBIX HEXKeJaTelbHBIX PeakIuIX MpHU TMPHMEHEHUH JIeKapCTBeHHBIX IPENaparos,
00 WHIMBHAYAIbHOH HEMEPEHOCUMOCTH, OTCYTCTBHH 3(P(PEeKTHBHOCTH JeKapCTBEHHBIX
mpenaparos, a Takke 00 MHBIX dakTax U 00CTOSTENLCTBAX, NPEACTABISIONUX YIPO3Y KU3HU
WIH 3[J0POBBIO 4ejoBeKa 100 JKMBOTHOIO NpPU MPUMEHEHUH JIEKapCTBEHHBIX MPENaparoB H
BBISIBJIEHHBIX HA BCEX JTamax oOpallleHds JIEKapCTBEHHBIX IMpenapatoB B Poccuiickoit
demepalinu U APYTUX rocy1apeTBax.

3. CyOwekTel oOpaieHust JIEKApCTBEHHBIX CPEJCTB B IOPSAIKE, YCTAaHOBIECHHOM
YIOJIHOMOYEHHBIM (e/lepalbHbIM OPraHOM HMCIIOJIHHTEIBHONW BIAcTH, 00s3aHbI COOOIIATH B
YIIOMHOMOYEHHBIH (pelepabHBIM OpraH MCHONHUTE/ILHOM BIacTH O INOOOYHBIX JIEHCTBHUSAX,
HEKENATENbHBIX — PEaKIUsIX, CEPhE3HBIX HEKEIATENbHBIX pPEaklUsX, HelpeJBUACHHBIX
HEXENATCJIBHBIX  PEaKkIusX Ipd  [NPHMEHEHHWH  JIEKapCTBEHHBIX  IIpenaparoB, 00
WHIVBHAYAJILHOH  HENEPeHOCHMOCTH,  OTCYTCTBMM  3(D(EKTHBHOCTH  JI€KAapCTBEHHBIX
npenapaToB, a TaKke 00 MHBIX (hakTtax U 0OCTOSTENBCTBAX, NPEICTABISIONMX YIPO3Y KHU3HHU
HIIM 370pPOBBIO 4ejioBeka JUO0 KMBOTHOIO IPH IIPUMEHEHHMH JIeKapCTBEHHBIX NPENaparoB U
BBIBIIEHHBIX HA BCeX oramax oO0palieHusi JeKapcTBEHHBIX TipemnapatoB B Poccuiickoi
Denepaiinu U APYTrUx rocy1apcrBax.

4. Jlepxatenu WIM BIajeNblbl PErHCTPAlMOHHBIX YAOCTOBEPEHHUH JI€KAPCTBEHHBIX
[pEapaToB, OPUAUYCCKUE JIMIld, HA MMs KOTOPBIX BBIIAHBI Pa3pelieHMs Ha IPOBEINEHHUE
KIMHUYECKUX ucciienoBanuil B Poccuiickoit @enepauyu, OO0 YIIOIHOMOYEHHBIE UMH JIpYyrHe
IOpUIMYECKHe JIHId B paMmkax obecrevyeHuss Oe30IaCHOCTH JIEKAPCTBEHHBIX IpernapaTtoB B
MOpS/IKE, YCTAHOBJICHHOM COOTBETCTBYIOI[UM YIIOIHOMOYEHHBIM (eaepaibHbIM OpraHoM
HCITOJTHUTEIBHOM BIAacTH, O00S3aHBI OCYIIECTBJIATH IIpHeM, ydeT, o0paboTky, aHajlu3 H
XpaHeHue TOCTYNAalIIUX B HX aJpec 0T cyOBeKToB oOpalleHusi JIEKapCTBEHHBIX CPEICTB U
OpPraHOB TOCYJApCTBEHHOM BIAacTH COODIIEHMH O NOOOYHBIX AECHCTBUAX, HEKeNaTeIbHBIX
peaKusaX, CEPhE3HBIX HEKENATCIBHBIX U HENpEeIBUICHHBIX HEKEIATeNhHBIX pPEaklusax IpH
MPUMEHEHHH JIEKAPCTBEHHBIX Mpenaparos, 00 0COOEHHOCTAX MX B3aUMOAEHCTBUS C JIPYTHMH
JIeKapCTBEHHBIMU lIperapartaMi, HHIMBUYyalbHOH HENEepeHOCUMOCTH, a Takke 00 HHBIX
(dakTax W 00CTOSTEIBCTBAX, MPEACTABIIIONIMX YIPO3Y KHU3HU HIIH 3[I0POBBIO YeloBeKa JIH00
YKMBOTHOTO HIJTH BIMSIONIMX HA HW3MEHEHHE OTHOIICHWS O0XHMIAaeMOH MONb3bl K BO3MOKHOMY
PHUCKY MPUMEHEHHS JICKaPCTBEHHBIX IIPErapaToB.

5. Ilpu BbuiBIeHUH HHOOPMALMH O CEPBE3HBIX HEKEIATENbHBIX DeaKlusax ¢

HEINPEABHUJICHHBIX HEXEIATCIIBHBIX PCaKIHUAX IIPH IPHMCHCHHH JICKAPCTBCHHEBIX IIPCIIapaTos,
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00 0COOEHHOCTAX HX B3aUMOJCHCTBHS C JPYTMMH JIeKapCTBEHHBIMH IIpEIapaTamH,
HHUBUIYAIbHOH HEIEPEHOCHMOCTH, a Takke 00 HHBIX (hakTax U 00CTOSATEIBCTBAX,
BIIMAOLIMX HA H3MEHEHHE OTHOIIEHUS OXKUIAeMOH 10JIb3EI K BO3MOKHOMY PUCKY MPUMEHEHHUS
JICKapCTBEHHBIX IIPEIapaToB, Jep)KaTeld WM BIAJEIbIEl PEerHCTPAIIHOHHEBIX YI0CTOBEPEHUH
JIEKapCTBEHHBIX IIPENApaToB, IOPAIUUECKHE JIUI@, Ha HMsI KOTOPLIX BBELIAHBEI pa3pelleHHs Ha
IIpOBeJIeHUe KIMHUYECKUX uccienoBanuil B Poccuiickoit @enepaiyn, mub0 yrolHOMOYEHHEIE
UMM JpyTue OpUAHYECKHe JHLa 00s3aHbl IPUHSATH MEpHI, HalpaBlieHHbIE HA YCTpaHEHUE
HETaTUBHBIX IIOCJICACTBAN NIPUMEHEHHUS TAKHX JIEKAPCTBEHHBIX [IPENaparoB, MPe/IyNpeKaeHue
IPUYMHEHUs Bpeda JKU3HH WM 3JI0POBBIO 4enoBeka JMOO JKUBOTHOTO, 3alUTy HX OT
NPUMEHEHHUs TAKMX JIEKAPCTBEHHBIX IpENapaToB, Ha MONOIHUTENBHBIN cOOp AaHHBIX 00
o dekTHBHOCTH U OE30I1aCHOCTH TAKHUX JICKaPCTBEHHBIX NIPENapaToB.

6. 3a HecooOlIeHHE MM COKpbITHE HHGOpMAIUH, NPEIyCMOTPEHHOH YacTeo 3
HAcTOSAINEH CTaThH, Jep/kKaTeld WIJIM  BIAJENbLBI PErHCTPALIMOHHBIX  YIOCTOBEPEHUMN
JIEKapCTBEHHBIX NPENAPATOB, IOPUAMYECKHUE JMI@, Ha WM KOTOPBIX BBUIAHBI pa3pelieHus Ha
IpOBEICHHE KIMHUHYECKHX HccnenoBaHuil B Poccuiickoit @enepaiin, 1100 yIIOJIHOMOYEHHBIE
UMH [pPYTHE FOPUAWYECKHE JHIA, a TaKkKe JIOJDKHOCTHBIC JIHIA, KOTOPhIM 3Ta HH(OpMAaIus
cTajla M3BECTHA 110 POAY HUX HPOGECCHOHANIBHOM EeATEeNbHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBHUH C 3aKOHOAaTebCcTBOM Poccuiickoit denepanuy.

7. Tlpu noy4eHuH YIOJHOMOYEHHBIM (elepalibHbIM OPraHOM UCIIOTHUTEIIBHON BIACTH
B paMKax OCyLIecTBIeHus uM QapMakoHaa3opa [A0Ka3aTeIbCTB O HECOOTBETCTBHH
JIEKapCTBEHHOI'O Mpenapara YCTaHOBJICHHBIM TPeOOBaHUSIM WM IIPH MOJTyYeHHH HH(POPMaLU{
0 HECOOTBETCTBMM AaHHBIX 00 3()(PeKTUBHOCTH U O OE30TaCHOCTH JIEKAPCTBEHHOI'O Mperapara
JAHHBIM O JIEKApCTBEHHOM IIperiapare, CoJAepiKalliuMcs B HHCTPYKIIHH 110 €r0 IPHMEHEHHIO (B
TOM YHCJE BBIABIEHHBEIX B XOJE OCYIIECTBICHUS (hapMakoHaa30pa KOHTPOJIBHO-HAI30PHBEIMHE
OpraHaMM  MHOCTPAHHBIX  [OCYHNApCTB),  YHONHOMOYEHHBIH  denepaiibHblif  oprau
WCIIOJIHUTENBHON BIACTH B YCTAHOBIEHHOM MM MOpPSJAKE paccMaTpuBaeT BOIPOC O
HPUOCTAHOBJIEHUH IIPUMEHEHUS TAKOI0 JIEKAPCTBEHHOTO IIpernapara.

Jlns  pmepxarenedl perHCTpallMOHHEBIX yioctoBepenuid (PY) BaxHylo poinb
npuodpeTaeT IUTaH YIPaBIEHUS PUCKAMH - NOAPOOHOE ONHUCAHHE MEPONpPUATHH 110
(apMakoHa/I30py, HANpPAaBICHHBIX HA BBIIBICHWE, OLEHKY M [PeJOTBPAllIEHHE HIH
MUHMMM3ALMIO DUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMM IIperapaTtaMy, BKJIIOYas OIEHKY

5¢HEeKTHBHOCTH TaHHBIX MEPOITPUSITHIA.
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9.3. llepeuenn Tem:

o HcTopus u npHYHHBL IOSBIEHUS CHCTEMBI (hapMaKoHaI30pa.

o DaxTOpHI pACKA PA3BUTHSA HEXKEIATENIBHEIX SBICHHUI.

o Knaccudukanun HexenarebHbIX SBICHU.

® Cocrosuus cucreMbl papmakoHan3opa B Mupe u B Poccun. HopmaTusnas 6a3a.
. OCHOBHBIE 3TaIbl THATHOCTHKH HE/KEIATENbHbIX SBICHHH.

® Cucrema yIpaBJeHHA PUCKaMH.

9.4. PedepaTuBHOE ONIHCAHIE TEM HJIN PA3IEJI0B:
Tema 1. Cuecrema QapmakoHag30opa: HMCTOPHS, TEPMHHBL, IPUUYMHBI ITOSBICHHUS U
OCHOBHBIE [IPUHIIHITL.
1.1. UcTopus Bompoca
1.2. Tepmuns
1.3. [IpUYUHEI TTOSIBIICHHS
1.4. ®akTopsl prcka
1.5. OcHOBHBIE IPUHIIHIIEI
Tema 2. Paznuunble kiaccuDukaiun HeKeTaTENbHBIX ABIECHUH
1.1. HexxenarenbHble SIBICHUS THIA A
1.2. Hesxenarenbueie ssBeHAs THIA B
1.3. HesxenarenbHble siBneHus Tumna C
1.4. HexenatensHble apmeHus Taa D
Tema 3. CocrosHue cucrembl (apmakoHaazopa B Mupe u B Poccun. Hsyuenue
HOpPMAaTUBHOM 0asbl.
1.1. EBponeiickuii, CeBepoaMepHKaHCKUM OIBIT
1.2. MexayHapOAHbIH ONBIT
1.3. Poccuiickas cuctema
1.4. HopmarugHas 6a3za B Poccnu
Tema 4. Mcrounuku nomydeHus uHGopMmauuu B cucteme hapMakoHamazopa. OyHKIKUH
KJIIOYEBBIX CErMEHTOB CHCTEMBL.
1.1. OcHOBHBIEe HCTOYHUKH HHOpPMaL UK

1.2. OyHKIMYU Jle4eGHOTr0 YIPEXAeHUST U MEeJUIUHCKUX PA6OTHHUKOB
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1.3. OyHKUMWHU PEryJsATHBIX OPraHOB
1.4. Oykuuu JiepxKaTensa peCUPalHOHHOrO Y0CTOBEpeHHUs
Tema 5. JluarHocTHka HexenarenbHBIX sBieHui. CoBpeMeHHBIE noaxoasl. Cucrema

YTIPABIICHUS PUCKAMH.

1.1. YcraHoBaeHKe IPUYHHHO-CIIECTBEHHO cBA3HU. [lIkabl

1.2. [IpaBusia perucTpalydyd HexesaTesJbHbIX ABJeHWH. JIeHCTBUA  pas/IMYHBIX
Yy4aCTHHUKOB

1.3. 1.3.IlapameTpbl NpU perucTpaymH: NPOLOIKUTENbHOCTh; THAXeCTb; CEPpbe3HOCTD;
UCXO/bI

1.4. 1.4. OcHOBBI CUCTEMBI yIIpaBJIE€HHS PUCKAMHU

Tema 6. 3auer

9.5. Meroauueckre peKOMEHIAIHH 110 peaiH3aluy y4e0HoH nporpamMmel
3aHATHA NPOXOJAAT B BHJC JEKUMH U CEeMHHApCKUX 3aHATUH. Takxe MpeaycMoTpeHa
BO3MO’KHOCTh TIPOBEICHUS AMCTAHLHMOHHOIO OOY4eHHs C HMCIOJIb30BAHHEM COBPEMEHHBIX

KOMIIBHOTCPHBIX TEXHOJIOTHH 10 OTHCILHBIM TEMAaM.

9.6. KoHTpoJIbHbIE 3a{aHHUS.
[To oKOHYAHHUK Kypca TPeayCMOTPEH TECTOBEIH KOHTPOJIb ITOJIYUYEHHBIX 3HAHUH 110 BCEM
TemaM. Paspaboran BapuaHT TecTOBBIX 3amaHuil. llpeaycMoTpeHo HauM4YHEe OTKPBHITHIX H

3aKPBITBIX BOIIPOCOB.

9.7. IIporpaMma caMOCTOSITEILHOI pPadoThl 00y4YaKIMHXCs 110 IPOrpaMme

Dopmbl
Ne Bujnl camocTositesibHOMH padorsl (CPC) KonTtpous
CPC
1 Cucrema (apMakoHa[30pa: HCTODHS, TEPMHHBL, NPUYHHBL | o .

IMMOABICHHA M OCHOBHBIC ITPUHIIHIIBI. I/ICTOPH}I BOIIpoCa

Cucrema dapMakoHag3opa: HCTOpPHUS, TEPMHUHBI, PHUYHHEI
2 NOSIBIIEHUS ¥ OCHOBHBIC TPHHUMUIGLL. [IpHYHHEI TOABIEHUS | 3a4deT
cucTeMsl papmakoHaa3opa

Knaccudukanuy  HEKeTaTeJIbHBIX  SBJIeHHH.  Pasnuunbie

& 3auer
10/IXOJTBI

4 Kiaccnukanuu HexenaTenpHBIX sABIcHUM. HexenarenbHbre 3auer

' sIBJICHUs Tuna B

5. Coctosnue cucteMbl (apmakonamsopa B mMupe u B Poccum. | 3auer

22




Hopmatusuag 6asa B Poccrn

Wcrounuku HOJTY4YEeHUs uHbopMauu B cHcTEME
dapmakonanzopa. (OYHKIMH KIIOYEBBIX CErMEHTOB CHCTEMBL | 3ader
DOyHKIEn J1e4eGHOT0 YIPeXKISH S U MEIUIMHCKAX paOOTHUKOB

Wcrounnku  momydeHHss — WHpOpPMaLUH B cucTeMe
dapmakonanzopa. OYHKIMM KIIOYEBBIX CErMEHTOB CHCTEMEL | 3adyer
DYHKIMH PEeryJsiTHBIX OPraHoB

JluarHocTHKa  HeXenaTelbHbIX  siBaeHHH.  COBpPEMEHHBIE
nogxonsl. CHcTeMa yIpaBlIeHHs DPUCKaMH, YcTaHOBjIeHHe | 3a4eT
IPUYHHHO-CJIe/ICTBEHHO CBsi3M. [1IKass!

9.8. ®opmbI aTTECTAIIMH H OLIEHOYHLIE MATEPHAIIBI

3adgeT MIPOBOJHTCA B QJOPMC cobeceloBaHMs KOMHCCHH C DK3aMEHYEMBIM H OLEHHBAaCT

3HaHWA, TIOTYYCHHBIC OGY‘IaeMH’M

9.9. Cnucok peKoMeH/I0BAHHOMH JIHTEPATyPbl

9.9.1. OcHoBHas:
1. Knunmngeckas dpapmaxonorus - Kykec B. I'. — Yuebnuk, 2009.
2.Kimnmueckas dapmakonorus u (apmakoreparms - benoycos 10.b., Moucees B.C,
Jlenaxun B.K. — 1997.
3.Benoycos, ITetpoB, Kyxec: Kimnnueckas papMakonoris: HalHOHAIBHOE PYKOBOJCTBO.
—-2012.
4 Knunudeckas papmaxosiorast - Muxaitnos M.b. — Yuebuuk. — 1998.
5.CripaBOYHHMK [Ie/IHaTpa 10 KIMHHYecKoH dapmakonorud. - ['ycens B.A., Mapkosa I.B.
—1989.
6. Ilpukas MuHucTepCcTBA 3/PABOOXPAHEHHS] M COIMATBHOTO pasBUTHS Poccuiickor
®enepanpu (Munsnpasconpassutis Poceun) ot 22 HOSOps 2010 r. N 10221 r. Mockga
(http://www.rg.ru/2010/12/31/farmakologia-dok.html)
7. @enmepanpubli 3akoH Poccuiickoit ®@enepauun ot 12 ampens 2010 r. N 61-03
(http://www.rg.ru/2010/04/14/lekarstva-dok.html)
8. CLINICAL SAFETY DATA MANAGEMENT: DEFINITIONS AND STANDARDS
FOR EXPEDITED REPORTING (E2 A)
http://W.ich.orgfﬁleadmianublic_Web_SitefICH_Products;’Guidelinestfﬁcacny2AfS




tep4/E2A_Guideline.pdf0

* Meromueckne PeKOMEHIALMK 110 IOATOTOBKE PaspaGOTUHKAME H IPOM3BOUTEISAME
JICKapCTBEHHBIX MpENaparoB, HaXOIAIMUXCS B oOpamieHdH Ha Tepputopuu Poccriickoii
Denepanud, NEPHOAUIECKHX OTYETOB II0 GE30IACHOCTH JEKAPCTBEHHBIX IPENApaToB
(yrB. @enepaneHoii cryx00# 10 Hamsopy B chepe 3apaBooxparenus 4 urons 2013 r.)
I"APAHT.PV: http://www.garant.ru/products/ipo/prime/doc/70316628/#ixzz3CRBTANId

o Cneumamact no dapmaxonorndeckoil Ge3onacHoCTH B (PapMALEBTHYECKOH KOMIAHHH
(http://www.clinvest.ru/part.php?pid=17)

http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls

9.9.2. Bubanorexa kadeapsl
Wmeercas cobereennas  OubmuoTeka Kadeapbl, BKIOYAIONAs  METOJIMYECKHE
peKoMeHaanuy, paspaboTanHble coTpyaHUKaMu kadenpsl. Ha pykH BEIIAFOTCS METOIMYECKHE

PCKOMEHJIAIMH U BCIIOMOT'aTeIbHEIC MATEPHAIIBLI, UMEIOIHECS B PACIIOPSIKEHUA Kadephl.

24



