ITPOI'PAMMA
BCTYIIUTEJIBHOI'O OK3AMEHA B ACIITUPAHTYPY
10 JUCUMILIMHE «YTPaBJIeHUEe U IKOHOMUKA papManum»
10 HAYYHOH crenuaabHOCTH 3.4.3. — Opranusanus papManeBTHYECKOTO JeJ1a

Opranmzanus (apmaneBTUYECKOTO Jelia — CHeHUaTbHOCTh, 3aHHMMAIOIIAsSICS
COBEPILICHCTBOBAaHMEM  OpraHu3aluu  (apMmaleBTUYecKoro  Jena,  BKIIoYas
MapKETHUHTOBBIE HCCIIECOBAHMS, PAIllMOHATBHBIN (apMalleBTUYECKUN MEHEKMEHT,
MHOTO(aKTOPHBIM aHAIN3 U HAYYHOE MPOTHO3MPOBAHHE SKOHOMHUYECKHMX SIBJICHHM,
TEOpUsl YMOPABICHUS, CAHUTAPHO-TUTHUEHUYECKHE, MAaTeMaTUKO-CTaTUCTUYECKHE,
uH(GOpMaIIMOHHBIE, (PAPMAKOIKOHOMUYECKUE METOBI.

3HaueHWe pelIeHHs HayyHbIX MW  TEXHUYECKHX MpodiieM  JaHHON
CHEMATFHOCTA JJIi HapOJHOTO XO3siCTBA COCTOMT B UCCICOBAaHHM paHEe
HEM3BECTHBIX 3aKOHOMEPHOCTEH B TEXHOJOTMHM M3TOTOBJICHUS JIEKApCTBEHHBIX
CPEICTB, HUX COBMECTMMOCTH U pa3padOTKE HOBBIX JIEKAPCTBEHHBIX (HOpM;
pa3paboTKe  OCHOB  TOCYJapCTBEHHOIO  yIOpaBieHUS  (apMaleBTUUYECKOU
NESATENIBHOCTBIO B YCJOBMSIX ~ PBIHOYHBIX  OTHOIIEHWUH,  METOJOJIOTUU
LIEHOOOpa30BaHus B 00JIACTH JIEKAPCTBEHHBIX CPEACTB, MPo0sIeM NpodecCHOHATbHON
HOJTOTOBKM  (papMaleBTUYECKUX  CHELHAIUCTOB, HOBBIX  HH(POPMAIIMOHHBIX
TEXHOJIOTHH B (papmaruu, pazpaboTke papMaKkoIKOHOMHUECKUX IPOOIIeM.

Oobs1acTH HCCIeI0BAHMIA:

1. HccnegoBanne  0oCOOCHHOCTEM  MapKeTMHra W MEHEKMEHTa  IpHU
OCYLIECTBJICHUH (papMalleBTUUECKOMN AESITETbHOCTH.

2. N3yyenne 0COOEHHOCTEl OpraHu3aludyd JIEKAPCTBEHHOTO  OOecrnedYeHus
HaceseHus B ycsoBusax OMC u pbIHKa.

3. AHanu3 ppIHKA JEKaPCTBEHHBIX CPECTB.

4. Pa3paboTka MeTOAMYECKHMX OCHOB TOCYJapCTBEHHOTO  PEryJIupOBaHUS
[IEHO00pa30BaHus B 00JIaCTH JIEKAPCTBEHHBIX CPECTB.

5. Pa3paboTka OCHOB MPOEKTUPOBAHUS ANTEYHBIX YUYPEKICHUN, B TOM UHCIE
AIlTEYHbIX YUPEKICHUN 3IPABOOXPAHECHUS U NPEATPUATUN ONTOBOM TOPTOBJIH.

6. Pa3zpaboTka HOBBIX HH(DOPMAITMOHHBIX TEXHOJIOTHH B (hapMaIuu.

7. UccnenoBanne mpobiem npodecCHOHANbHONW TMOJATOTOBKH U PaIMOHAIBLHOTO
UCIIOJIb30BaHUs (hapMalleBTUUECKUX KaJIpOB.

8. N3ydenne  cOUANBbHO-TICUXOJOTUYECKUX  TpoljieM  mpodeccuoHaIbHON
aJlanTalyy CIelHalIUCTOB K YCIOBHAM (hapMaleBTUYECKOTO PHIHKA.

Q. PazpaboTka OCHOB oOxpaHbl MPOGECCUOHAIBHOTO 370pPOBbsi PaOOTHUKOB,

3aHATHIX (hapMaIeBTUUCCKON ACATEIHHOCTHIO.
10. Paspabotka npo6iem hapMaKOdIKOHOMUKH.

1. TOCYAAPCTBEHHOE PETYJIMPOBAHUE OXPAHBI 310POBbA
I'PAXXJIAH 1 OBPAIIIEHM A JIEKAPCTBEHHBIX CPEJICTB
1.1. TocynapcTBeHHOe peryJMpoBaHHE OXPaHbI 310POBbSI TPAKIAH.
Cucrema 31paBooXpaHeHus. 3aKOHOIATEIBCTBO B cepe 37paBOOXPAHCHHUS.
1.1.1. Cucmema 30pasooxpanernus. Opranbl UCIIOJTHUTEILHON BIaCTH B cdepe
3[paBOOXpaHeHUs] Ha (emepaibHOM W pErHoHadbHOM YypoBHsAX. CTpykTypa



MunucrepcTBa 3/IpaBOOXPaHEHUS. Opranuzanuu 3JIpaBOOXpaHEHUSI.
[TpuHaayiexxHOCTh hapMalleBTUYECKUX OpraHU3alUi K CUCTEME 3PaBOOXPAHEHHUS.

1.1.2. 3axonooamenvcmeo 6 cghepe 30pasooxpanerus. OCHOBHbBIE TPOTPAMMBI,
VYxa3sl [lpesunenta PD, ¢enepanbHbie 3aKOHBI M WHBIE HOPMATHUBHBIC IMPAaBOBBIC
akTel B cepe 3apaBooxpanenus. OcHoBHble monoxeHuss O3 ot 21.11.2011 Ne 323-
®3 «0OO0 ocHOBax oOxpaHbl 300pOBbs TpaxaaHn P®dy». IlpuHammexHOCTH
dapmalleBTUUECKUX OpraHM3aluii K cuctemMe 3apaBooxpaHeHus. IlpaBo Ha
OCYIICCTBICHUE MEIWIIMHCKOW u (apmareBTHUecKkoi jestenpHocTH. [lpaBa
MEJUITMHCKAX pPaOOTHUKOB | (papMameBTHYECKUX pPaOOTHUKOB W MEpPHl HX
cTuMynupoBaHus. OO0sS3aHHOCTH MEAMIMHCKUX PAOOTHUKOB M (hapMalleBTHUECKUX
pabotHukoB B cepe 3npaBooxpaHeHus. OrpaHuyeHHUs, HajaraeMble Ha
dbapmaneBTUYeCKUX pPaOOTHUKOB TPU OCYIIECTBICHHUH HUMH MPOQPECCUOHAIBHON
nesitenbHOCTH. [IpodeccnoHaibHble HEKOMMEpPYECKHUE OpraHu3alliH, CO3/1aBacMbie
MEUIUHCKUMHU paboTHUKAMU u (bapManeBTUYECKUMHU paboTHUKAMU.
OTBETCTBEHHOCT, B cdepe oxpaHbl 370poBbs. OxpaHa NPOPECCHOHATBHOIO
3JI0pPOBbsl pAOOTHUKOB, 3aHATHIX (papMaIleBTUUECKOMN JESITEIIbHOCTHIO.

1.2. TocymapcTBeHHOe peryjMpoBaHHe OOpallleHUsl JEeKAPCTBEHHbIX
CpeACTB.

1.2.1. Hopmamueno-npasosoe obocHosanue 20Cy0apCcmeeHHo20
pe2yiupoeanus — 00paujenusi  JeKApCMeEeHHvlX  Cpeocme U Op2aHu3ayuu
Gdapmayesemuueckou oeamenvrocmu. OCHOBHBIE MporpaMmsbl, Ykassl [Ipe3uneHra
P®, denepanbHble 3aKOHBI W HWHBIE HOPMATHBHBIE MPABOBBIE aKThI B cdepe
oOpamieHusi JIEKapCTBEHHBIX cpeacTB. DenepanbHble 1ENEBbIE  MPOTrPAMMBIL.
Crparerus JIeKapCTBEHHOTO 00€CIIeUEHMS.

Ponb 1 MecTo ¢apmanuu B cucteMe 31paBooxpaneHus. OO0CHOBaHHME HOPMATHUBHO-
MpaBOBOTO cTaTyca ¢apMaleBTUYECKUX OpPraHu3aIMii B COBPEMEHHBIX YCIOBHSX.
3aKOHOAATENTbHOE M HOPMATUBHO-TIPABOBOE  OOOCHOBAaHUE  MPHUHAJJICKHOCTU
anTEYHBIX OpPraHU3AlMA K OpPraHM3aIusM 37paBOOXpaHECHUS U (apMaleBTUUECKUX
YCIYT K MEAUUMHCKUM yciiyram. DapmaneBTrueckas AesTeNbHOCTh. PernamenTanus
npaBa Ha 3aHATHE (PapMalleBTUYECKON AesATeNbHOCThIO. Bunbl (hapManeBTHUECKHX
OpraHu3aIuu.

dapmalieBTUUECKass MOMOIIb. JTUKO-ACOHTOJIOTMYECKUE AaCHEeKThl (papmariui.
Hannexamas anteyHas npakThka.

1.2.2. Pecnamenmayus obpawenus nexapcmeerHHvlx cpedcme D3 om 12
anpens  20102. Ne 61-@3 «06 obpawenuu 1eKapCmeeHHvblX  CPeoCmay.
['ocynapcTBeHHast peructpanus JEeKapCTBEHHbIX mpenapaToB. [Ipou3BoacTBo H
MAapKHpPOBKa JIEKAPCTBEHHBIX CPEACTB. PernaMmeHTanuss ONTOBOW W PO3HUYHOMU
TOPrOBJM JIEKAPCTBEHHBIMU CPEICTBAMH. Y CIOBUS OCYIIECTBIECHHUS PO3HUYHOU
TOPTOBJIM JIEKAPCTBEHHBIMU TMpENapataMu MEIUUMHCKUMH OpraHu3alusiMi B
CEJIbCKUX TMOCEJICHUsIX. PeriiameHTanus acCOpTUMEHTa JIEKAPCTBEHHBIX CPEICTB
anTeyHbIX oOpranu3anuii. V3rotoBieHWe, XpaHEHHE, OTIYCK JEKAPCTBEHHBIX
npenapaToB. (OTBETCTBEHHOCTh 3a HapylleHUE 3akoHoaarenbcTBa PO npu
oOpalieH’ JIEKapCTBEHHBIX CPEACTB W BO3MEIIEHUWE Bpena, MNPUUYMHEHHOTO
3I0POBbIO0  TpaXKJaH BCJEACTBHE NPUMEHEHUS JIEKApPCTBEHHBIX IpEnaparos.
MoHUTOPUHT 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENapaToB.
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1.2.3. Tocyoapcmeennviii KOHMPONb NpU  0OpaujeHuu  JeKapCmeeHHbIX
cpeocms.
®denepanabHbIi TOCYapCTBEHHBIM HaA30p B cdepe oOpalieHHs JeKapCTBEHHBIX
CpeICTB. 3amuTa MpaB IOPUANYCCKUX JIUI U WHIUBUIYAIBHBIX MPEANPUHUMATEICH
IPU OCYUIECTBIEHUU TOCYAAPCTBEHHOIO (MYHHUILMIIAIIBHOIO) KOHTPOJIA (HAI30pa).
JIuuieH3upoBaHue MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB JIMIIEH3MOHHBIN KOHTPOJIb
B c(hepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEIICTB.

1.2.4. Jluyenzuposanue desmenvHocmu 8 cghepe oopaujeHus 1eKapcmeeHHvLx
cpeocms.  Bumel nearenbHOCTH B cepe oOpaimieHus JIeKapCTBEHHBIX CPENCTB,
MOJJICKAINE JIMIEH3UPOBAHUIO. JIMIIEH3UPYIOIIUE OpraHbl, HUX IOJHOMOYUSI.
JIuuensupoBanue ¢papmareBTUYECKON NEATeTbHOCTH U JESITEIbHOCTU MO O0OpOTY
HApKOTHYECKUX  CPEJICTB, IICUXOTPOMHBIX BEIIECTB W HX MPEKypCOPOB.
JIunensuonueie TpeOoBaHUA. OTBETCTBEHHOCTh 3a HAPYIICHHE JIUIEH3MOHHBIX
TpeOOBaHUM.

1.2.5. I'ocyoapcmeennoe pecynupogarue yeH Ha JeKapCmeeHHvle npenapamol
ol MeouyuHcko2o npumenenus. lleHoBas TOIUTHKA M IIEHOOOpa30BaHME Ha
dbapmaiieBTHUECKOM pbIHKE. CrocoObl TOCYAapCTBEHHOTO PETYJIMpPOBaHUS IIEH Ha
JICKapCTBEHHBIE TMpernapaThl ISl MEIUWIMHCKOTO TpUMEHeHus. HopmaTtwBHBIC
MPaBOBbIEC AKThHI, PErVIAMEHTUPYIOIIUE MOPSIOK TOCYJAPCTBEHHOTO PEryJUpOBaHUS
IIEH Ha JIGKapCTBEHHbIC TIpenapaThl, BKJIIOYEHHbIE B IMEPEUYCHb KU3HEHHO
HEOOXOJMMMBIX W BAKHEWINIUX  JICKAPCTBEHHBIX  mpemapaToB.  [IpaBwmiia
rOCYJIapCTBEHHON pErucTpaluu MNpeaeIbHbIX OTHYCKHBIX I1I€H MPOU3BOJUTENICH,
YCTaHOBJICHHSI TIPEICTBHBIX PA3MEPOB ONTOBBIX M MPEACTHHBIX PA3MEPOB PO3SHIUYHBIX
Haj0aBok. DOpMUpOBaHUE ONTOBBIX M PO3HUYHBIX II€H Ha JIEKQpCTBEHHBIC
npenapartbl, BKJIIOYEHHbIE B MEPEUYCHb >KM3HEHHO HEOOXOAMMBIX M BaXKHEHIIHMX
JIEKapCTBEHHBIX TpernapaToB. [lopsmok mpenoctaBienus uHGOpPMAIMK O IIEHAX Ha
KU3HEHHO  HEOOXOAMMBIE M BaXKHEWIINE  JIEKApCTBEHHBIC  Ipenaparhl.
[lenooOpa3zoBaHue Ha JIEKAPCTBEHHBIE MperapaThl, HE BKIIOYEHHBIX B IEPEUYCHb
KU3HEHHO  HEOOXOAMMBIX W BaXHEWINIUX  JIGKAPCTBEHHBIX  IPEMapaToB.
['ocynapcTBeHHOE peryJupoBaHHUE IIEH Ha JICKAapCTBEHHBIE TpenapaTbl B CHUCTEME
JIEKQpPCTBEHHOTO OO0ECIEUeHUs] TPa)KJaH, UMEIONIUX MPaBO Ha TOCYIAapPCTBEHHYIO
COIMaIbHYI0 TIOMOIIb. OTBETCTBEHHOCTh 3a HECOOJIOJIEHHE YCTAHOBJIEHHOTO
nopsiJiKa [IeHOOOpa30BaHMsl.

1.2.6. Obecneuenue kawecmea Gapmayesmuieckux mogapos. (OCHOBHbBIC
HOPMAaTUBHBIC TIPAaBOBBIC AaKThl, peErlaMEHTUpYIOIUEe OOecreYeHne KayecTBa
JICKapCTBEHHBIX  CPEJICTB M  JPYrMX TOBApOB  aNTEYHOTO  AaCCOPTHMEHTA.
Mexaynapoansie ctanaaptel MCO cepun 9000. IToaTBepskieHHUE COOTBETCTBUS
TOBApOB aNTEYHOTO ACCOPTHMEHTA: JACKIAPUPOBAHUE COOTBETCTBUS, CEPTH(UKAITHS.
CriocoObl mpeocTaBiICHUST TOKYMATeN0 WHPOpPMAIMM O KadeCcTBE peaTu3yeMbIX
toBapoB. Cucrema obOecreueHuss KadecTBa B (DapMalleBTHUECKHX OpPraHU3aIUsIX.
BryTpennuit dapmareBTUYeCKuii KOHTPOJIb. BHyTpHanTeyHplii KOHTPOJIb KauecTBa
JICKapCTBEHHBIX cpefcTB. [IpueMoYHBI KOHTPOJIb KadecTBa JIEKAPCTBEHHBIX
cpeactB. OOecnedeHne KaudecTBa JIGKAPCTBEHHBIX CPEJICTB U JAPYTUX TOBApOB
anTEeYHOTO aCCOPTUMEHTa B Tpollecce XpaHeHus. CaHUTApHBIN PEXUM B anTeKax.
danbcuduimpoBaHHbie, KOHTpapaKTHbIE U HEIOOPOKAYECTBEHHBIC JICKAPCTBEHHBIC
cpeacTBa. BoisiBieHue, HU3BATHE W3 OOpalleHUS, YHUUYTOXKEHHUE JIEKAPCTBEHHBIX



CPEACTB, HENPUTOAHBIX K MEIUUMHCKOMY HCIIOJb30BaHUIO. JIOKyMEHTAIbHOE
odopMIICHHE.

1.2.7.  TocyoapcmeenHoe  pecynupoganue  KOHMPOIUPYEMbIX  2PYNN
JleKapcmeennvlx cpedcms. JlekapCcTBEHHBIE CPEACTBA, OJIEKAIINE KOHTPOIO B PD,
kiaccudukanuysa.  3aKOHBI W WHBIE  HOPMATHBHBIC  TMPABOBBIE  AKTHI,
perjlaMEeHTUPYIOIIE 000pPOT HAPKOTUYECKUX CPEACTB, MCUXOTPONHBIX BEIIECTB, X
MPEKYpPCOPOB, CHWIBHOACHUCTBYIOIIMX W SAOBUTBHIX BEIIECTB B Poccuiickon
@®enepanuu. [IpuHIUATIBI  TOCYAApCTBEHHOW TOJMUTHKA B cdepe oOpameHus
HApKOTHUYECKUX  CPEICTB, IICUXOTPONHBIX BEIIECTB M HUX IPEKYpPCOPOB.
['ocynapcTBeHHAas: MOHOIIOJNMS HA OCHOBHBIE BHJBI JEATEIBHOCTH IO 000pOTY
HApPKOTHUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYypcopoB. TpedoBaHUs K
MOMEIICHUSIM, TAE€ OCYIIECTBIACTCS NEATEIbHOCTh MO  000pPOTY HAPKOTHYECKUX
CPEIICTB, TICHUXOTPOITHBIX BEIIECTB U UX MpPEeKypcopoB. TpeboBaHusi K pabOTHUKAM,
OCYILIECTBIISIFOIIUM  JIESITEIBHOCTD IO 000pOTy HAPKOTUYECKHX CPEICTB,
MICUXOTPOIMHBIX BEHIECTB U UX MPEKYpPCOPOB, TMOPAIOK OGOpMIICHHS IOMycKa K
pabote, orpaHuyeHuss TpH Jomycke. PerjmamenTtanuss ydyera U OTYETHOCTH TIO
ornepauusM, CBS3aHHbIM C OOOpPOTOM HAPKOTUYECKHX CPEICTB, ICHUXOTPOIHBIX
BEILIECTB, HUX NPEKYpPCOPOB, CHIBHOJICHUCTBYIOIIMX U  SAJIOBUTBIX BEIECTB.
HopmupoBanue noTpeOiaeHuss HApKOTHUYECKUX CPEACTB M IICUXOTPOITHBIX BEIIECTB.

1.3. JlekapcrBeHHOe oO0ecne4yeHHe HACEJEHUS M  MEJULIMHCKHUX
OpraHu3anuiu.

1.3.1. Opranuzanus siekapcmeenno2o obecnevenus Hacenenus. OpraHu3anus
JIEKapCTBEHHOI'0 00ECIEUECHUsI HACEJICHHSI B YCIOBUAX MEAUIIMHCKOTO CTPAXOBAHMS U
pbiHka. [lopsinok Ha3HAuYeHWs JICKAPCTBEHHBIX MPENapaToB U BBITHACHIBAHUS
peuentoB. Ilopsaok BhINMCBIBAaHMSA ~ PELENTOB HAa HAPKOTHYECKUE CPEICTBA U
MICUXOTPOIHBIC BEMIeCTBa, O(QOpMIICHHE pEHEenTypHbIX OnaHkoB. OpraHuszanus
OTIYCKa JIEKAPCTBEHHBIX IMpENapaToB B alTE€UHbIX opraHuzamusax. OToyck
HapKOTUYECKUX CPEICTB U ICUXOTPOMHBIX BelEeCTB M3 antek. OcoOeHHOCTH
XpaHEHHus, OTIYyCKa, YyyeTa CUJIbHOACHCTBYIOIIMX U  SIJOBUTHIX  BEIIECTB.
JlekapcTBEHHBIE CpENCTBA, IOJIECKAIINE IPEAMETHO-KOJIUYECTBEHHOMY —YUETY.
[lopsmox ero BeneHus. be3penenTypHbBIM OTIIYCK JIEKAPCTBEHHBIX ITPENApaToOB.
OpraHu3aliMoHHbIE TEXHOJOTUU (DApMallEBTUUECKOTO 0OCITYKUBAHUS HACETICHHUS.

1.3.2. Opeanuzayus 1exapcmeeHn020 obecnedenus epaxcoam, Umerouwux npaso
Ha  2ocy0apcmeenHylo  coyuanbHylo  nomows.  lIpaBoBoe  00OCHOBaHME
JIEKapCTBEHHOT'O O00€CMEeUeHUs TpakIaH, MMEIIIHUX NPaBO Ha TOCYAapCTBEHHYIO
COLMAJIBHYIO NOoMoIb. Kareropuu rpaxJia, MMEIOIIMX IIPABO HA IOCYAaPCTBEHHYIO
COIIMAJIbHYIO TIOMOIIb. PUHAHCHPOBAHUE JIEKAPCTBEHHOTO OOECTICUCHUs TpakIiaH,
MMEIOIIMX TMPAaBO Ha TOCYJAPCTBEHHYIO COIMAJIbHYI0 moMoOIs. OpraHu3anus
JIEKapCTBEHHOTO O00ECTICUeHUs TPaKJIaH, MMEIONUX IMPaBO Ha TOCYAAPCTBEHHYIO
COIMAJIBHYIO TTIOMOIIb B BUJI€ Ha0Opa COMHUAIBHBIX yCIyr. [lepeunn nexapCTBEHHBIX
MpenapaTroB, MEIUITMHCKUX U3ICIIUNA U CIICIUATU3UPOBAHHBIX MMPOTYKTOB JIEYEOHOTO
MUATAHUS JUIs1 JE€TEU-UHBAIUA0B, KOTOPbIE MOXKHO OTITYCKaTh Tpa)KaaHaM, UMEIOIIUM
IIPAaBO Ha IOCYJAapCTBEHHYIO COLMAJIbHYIO Momollb. OpraHuszanus JIEKapCTBEHHOTO
oOecrieueHus rpaxk/iaH, UMEIOIIMX MPABO Ha MOJIyYEHUE JIEKAPCTBEHHBIX NPErnapaToB
OecrylaTHO M CO CKUAKOM Tpu amMOyJaTOpPHOM JIEYEHHH 32 CYET CpEeJNCTB
peruoHanbHoro 0ropkera. TpeboBaHUs K allTE€YHBIM OPTaHU3ALUSIM, YYaCTBYIOIIUM B
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JIEKapCTBEHHOM O0O0ECHEeUYeHUH Tpa)JaH, MMEIOUIUX MpPaBO Ha TOCYIApCTBEHHYIO
COLIMANIbBHYIO0 TIOMOIIb. OO0sI3aHHOCTH M OTBETCTBEHHOCTh aNTEYHOW OpraHU3alluu.
[Topsinok opranu3aiuy cHaOKeHUs U IOCTAaBKH JIEKAPCTBEHHBIX CPEJICTB.

1.3.3. Cmanoapmuzayusi 8 30pasooxparneHuu. PayuonanvHoe ucnonvzosanue
niekapcmeennvlx cpedcms. Dapmakosxonomuka u gpapmarxosnudemuonozusi. OCHOBBI
CTaHJapTU3alMK B 3ApaBooxpaHeHuu. [loHsATHMe, BHIBI  PAIMOHAIBLHOTO
WCITOJI30BAHUS JIEKAPCTBEHHBIX CpeacTB. DakTophl, BIAUSIOMME HA pallMOHAIBHOE
WCITOJIb30BAHUE JICKAPCTBEHHBIX CpecTB. OpUTHHAIBHEIE MpEnapaThl U JHKCHEPUKH,
WX CpaBHHUTENbHAs XapakTepucthka. OICHKAa TEXHOJOTUH 3paBOOXPAHCHHUS.
HampaBnenuss  pandoHanW3allid  WCIOJIb30BaHUS  JICKAPCTBEHHBIX  CPEJICTB
MEIUIMHCKUMH  opraHu3anusMu. DopmynsipHas cucrema, Kak dS(OPeKTUBHBIN
MEXaHU3M PAIMOHAJIN3alUU HMCIOJb30BaHUs JIEKapCTBEHHBIX cpencTB. OCHOBHBIC
aneMeHThl popmyisipHoit cuctembl. Kputepuu Boidopa JIC B hopMysipHbIN CIIHUCOK.
dapmMaK0’IKOHOMHUKA u bapMako’TUIEMUOIOTHSI. OcHOBHBIE METO/IbI
dbapMakodIKOHOMUYECKOTO aHaitu3a. PapmakosKOHOMHYECKHE OCHOBBI BbiOOpa JIC.
VEN — anaimu3 1 ABC — ananu3 jieKapCTBEHHBIX CPE/ICTB

1.3.4. Opeanuzayusi  1eKApCcmMeeHHo20  obecnedyeHus  MeOUYUHCKUX
opeanuzayuii. COBPEMEHHOE COCTOSIHUE U MPOOJIEMbl JIEKApCTBEHHOTO 00ECIICUCHUS
B MEIUITMHCKUX opraHu3anusx. CTpaTernueckue HapaBJICHUS COBEPIIICHCTBOBAHUS
JICKApCTBEHHOH TIOMOIIM B MEIWIIMHCKUX OpraHm3anusix. dapMmameBTHIeCKOe
oOcioykuBanue. Bwuapl, craryc, 3amaud, (QYHKIMM anTEYHBIX MOAPA3ACICHUAN
MEIUITMHCKUX OpTaHu3anuii. Bumbl W MOpsIoK OCyIecTBICHUS (DapMareBTHICCKIX
paboT W yCIyr B MEIWIWHCKUX OpraHu3amusaX. VICTOUHMKH ©  TIOPSJIOK
dbuHaHCUpPOBaHUSL JIEKAPCTBEHHOTO OOECIEUEHUsT MEIUIIMHCKUX OpraHU3aIlMi.
OpraHuzanusi 3aKynoK, XpaHEHMs, HCIOJIb30BaHUSA JICKAPCTBEHHBIX CPEACTB B
MEIUIIMHCKUX  opraHu3anusax. [lopsgok  BBIMHCHIBaHHS  TpeOOBaHW  Ha
JIEKapCTBEHHBIE TTpenaparsl oTAeaeHusIMU. OCOOCHHOCTH BBIMUCHIBAHUS TPeOOBaHUM
HAa JICKaPCTBEHHBIC MpETapaThl, MOJICKAITUE MPEIMETHO-KOJIMUYECTBEHHOMY YUETY.



1.3.5. @apmayesmuueckas ungopmayus. Ilonarue wuHbOpMaALUU, €€ BHUIBI.
OcobOenHoctu  (apmaleBTUUECKOW HWH(OpMANMK, WMCTOYHUKH, pErilaMeHTAalMsl.
Metonbl  dapmaneBTHYecKOM — HHGOpMAlMM,  KAaHAIbl  PaclpoCTpaHEHUs
dapmaneBTHUECKON MH(DOpPMAIKM, HOPMATUBHBIE JOKYMEHTHI, PETIaMEHTUPYIOIINE
o0BeM u cogepxanue GpapmareBTuyeckoit unpopmarmu. Cogepxanue 00s3aTeabHON
uHbOpMallMl TpU OTIYCKE JICKAPCTBEHHBIX IMPEnapaToB W JAPYTUX TOBApOB
anTeyHoro accoptuMmenta. [lorpeburenu dapmaneBTuueckoil HPopMauu. MeToabt
uH(GOPMAIMOHHON pabOThl C METUIIMHCKUMU, (papMaleBTUYECKUMHU paOOTHUKAMU U
HaCeJICHUEM. Opranu3zanus nporecca OKa3aHus dapmareBTHUECKON
nHQOpPMAITMOHHO - KOHCyhbTanmoHHoW yeinyru (OUKY). Tlpodeccuonansroe
dbapmaneBTUYECKOe KOHCYIbTUpPOBaHUE. ANTOpUTMBI. KOHIENIKMS OTBETCTBEHHOTO
caMOJICYeHUsT M OpraHu3aius HMHPOPMALUMOHHOTO OOECreYeHusi B CHUCTEME
0e3perenTypHOro OTITyCKa JIEKapCTBEHHBIX ImpenaparoB. l[loHstue o pekiname,
HOPMATHUBHBIE TOKYMEHTBI. Mojiesib BO3JICHCTBHUS peKJIaMbl Ha TOKyMartess. MeToibl
aHAJIMTUKO-CUHTETUYECKOW mepepaboTku uHpopmanud. MeToabl U MPUEMbI
U3y4eHUs MH(POPMALMOHHBIX TOTPEOHOCTEN CIEUAINCTOB OTPACIH.

1.4. ®apmaneBTuyeckas nomoib. Hapiexkamast anreuHasi npaKkTuka.

1.4.1. @apmayesmuuecxkas nomowp. KoHIENIUs, OMNpENesICHUE, OCHOBHbBIC
OPUHLUIIBI W BUABl JEATEIHHOCTH (apMareBTUYECKOro pabOTHHKA B paMKax
oKazaHus (papmManeBTUYECKON MTOMOIIU HACETIECHUIO.

1.4.2. Haonexcawas anmeunas npaxmuxa (HAII). - uenb co3gaHus U
BHeJIpeHUsi. OCHOBHBIE JOKYMEHTHI 10 pa3paboTke I[lpaBun Haamexamieil anTeuHon
npakTukd. OCHOBHbIE TpeOOBaHMs, mpeabsaBiasieMble [IpaBunamu HAIT «x
(dapMalleBTUUECKON JEeATENbHOCTH, B TOM YHCJI€ K  Ha3HAUYEHHIO, OTIYCKYy U
ucnosas3zoBanuto JIC. Dnementsl (Hampasinenus) HAIL kak peanuzanusi OCHOBHBIX
TpeOOBaHMI K aNTEYHON MTPAKTUKE:

— TOBBILIEHHE  MPO(PECCHOHANIBHOIO  YpPOBHSA 3HAHMUA U MOATBEPXKICHUE
npohecCHOHATFHON KOMIETEHTHOCTH CIIEIUAINCTOB B MEXCEPTU(UKAIIMOHHBIN
nepuosl  (crnocoObl 00y4YeHHUsl U aTTecTalus nepcoHana HenocpeAacTBeHHO B AO /B
paMKax CHCTEMBI KaueCTBa alTeKH/, HHAUKATOPHI PE3yIbTATUBHOCTH OOYUCHHS);

— Tpolarafja 3J0poBOr0 o0Opa3a KU3HU, YKPEIJICHHE 370POBbsl M MPOPUIAKTUKA
3a00J1eBaHUN (MEPOTIPUATHS, BHUILI JEATCIBHOCTH, JIOJDKHOCTHBIC OOSI3aHHOCTH
(dapMalleBTUUECKOTO TMEpCcOHala B paMKax OCYIIECTBIEHUS (hapMaleBTUYECKON
npodriiakTUKY; pa3paboTka MporpamM, NIpoNaraHAUPYIOMUX 3J0pPOBBI 00pa3
KU3HU M COXpaHEHHE 3JI0OpOBbS HACEJEHUs; HMHIUKATOPbl PE3yJbTaTUBHOCTU
MIPOBEICHHBIX MEPOTIPUAITHH);

— palMoHaJIbHOE HCIOJb30BaHUWE JIEKApCTB; BJMSHUE Ha MPONHUCHIBAHUE U
ucnonszoBanue JIC  (MepompusTHs, BUIBI  JOEATEIBHOCTH, JTOJDKHOCTHBIC
00s13aHHOCTH  (papMaIeBTUYECKOTO IepCcoHana Tpu oTmycke penentypHbix JIC;
CHOCOOBI  COTpyAHHMYECTBA B cdepe OTHOIICHHWH Bpad- TMPOBU30OpP- TAIHCHT;
ocobenHoctr otmycka JIC, Ha3HaUYEHHBIX BPadyoOM; WHIAUKATOPHI PE3yIbTaTUBHOCTU
BHEJIPSIEMBIX MEPOTIPUSTHIA );

— COJIEWCTBHME W NOMOIIb NMPHU CaMOJICUYECHUH; (MEPONPUATHS, BUIbI JESATEIbHOCTH,
JOJDKHOCTHBIE  00s13aHHOCTH  (hapMalleBTUUECKOr0 TMEepPCOHaNa, COJEHCTBYIOIIHE
0e30macHOMY  CaMOJICUCHHMIO; OCOOEHHOCTH TopsAaka ©  WHGOPMAIIMOHHOTO



COMpOBOXJEHUsI Tpu Oe3peuentypHoM otnycke JIC; OCHOBHbIE CHUMIITOMBI U
HEJIOMOTaHusl, MPU KOTOPBIX BO3MOXKHO Hcnodib3oBanue JIC BPO; kpurepuun BoiOopa
JIC nnsi KOHKpPETHOTO TOKYyMaTelss; WHIUKATOPhl Pe3yJIbTaTUBHOCTU BHEAPSEMBIX
MEpPOIPUATHI).

1.43. ®@apmayesmuueckoe obOcAyxHcuanue HaceleHus NpU  OMNycKe
nexapcmeennvlx npenapamos. llepcoHudukaius 00CTy>KMBaHUS HACEJICHHS NpU
ormycke JIC. ITpuHIMIBI 1 TOPSAIOK OpraHU3aiK NepPCOHU(DHUKAITNN 00CITY)KHBAHW.
CtpykTypa WHAWUBUIYAITEHON dbapmareBTUYeCKOl  KapThl MOKYTIaTeJIsl.
DneKTpoHHAs BEpCHsl perucTpanud WHOOpPMAIMU O TAIMEHTE. Crioco6wr
WHOOPMUPOBAHKS TIOKYyMaTelied O BHEIPEHUU MEPCOHU(PHUIIMPOBAHHOTO ydYeTa B
anTeyHou opranuzanuu. MHpopManmoHHbIN OJIOK /Ji MOBBIIICHUS YPOBHS 3HAHUUN
noKymnaresne o0 HCHOJIb30BaHUM JICKAPCTB, BKIIOYAIONIMN OCHOBHBIE BOMPOCHI O
0e30macHOM MPUMEHEHWU TMPEenapaToB W aITOPUTM JEUCTBUM  IOKYINaTens Mpu
NPUOOPETEHUH U UCIOJIb30BAaHUU JIEKApCTB. ABTOMAaTHU3HpPOBAHHOE pabodee MECTO
npoBu3opa-koncynbTanTa (APM-IIK), uapopmannonnoe conepxanue, CTpykTypa u
IPUHIUI paOOThl KOMITBIOTEPHOU MPOTpaMMBbI JJIsl MPOBU30pa- KOHCYJIbTAHTA MPH
oespenentypHom otnycke JIC U okazaHuio MHPOPMAITMOHHO-KOHCYIHTAIlMOHHBIX
yCIyr TpHU OTIYCKE JIEKAPCTBEHHBIX IMpemapaToB. AMNTeKa caMOoOOCTyKHBaHUS

(ACO) kak onHa U3 OpraHU3ALMOHHBIX dbopm obmenocTynHoi anteku. OnbIT
pabotet ACO B Poccum um 3a pyGexom. [IpoOneMbl u mpeumyinecTBa OTKPBITOU
(GhopMBI JIEKapCTBEHHOTO oOcnyxuBanust HaceneHus. OTkpeITas Beikiagka JIC
BPO xak ocHoBHasi mpoOiemMa 0eckoHTpobHOTO Uctonb3oBanus JIC. [lepeuenn
JIC BPO c no3uruii 6e3omacHocty npumeHnenus. [loaxonasl xk pasmenienuto JIC B
TOPTOBBIX 3aJlaX aITeK caMOOOCITy’)KUBaHUsI C MO3ULUH 0e30MacHOCTU
MPUMEHEHUSL.

2. OPTAHM3AIIMOHHO-TIPABOBBIE ACIIEKTBI JESTEJIBHOCTH
OAPMALEBTUYECKNX OPI"TAHU3AILINU
2.1. IIpaBoBoe obecnieuenne papmaneBTHYECKOI AeSITEJTbHOCTH.

2.1.1. Peenamenmayus 2PadANCOAHCKO-NPABOBLIX OMHOULEHUU npu
ocyujecmeneHuu OessmebHocmu  gapmayeemuyeckux opeanusayui. Kommepueckue
U HEKoMMepueckue  opranHuzanuu.  OpraHu3allMOHHO-TIPABOBBIE  (POPMBI

opranuzanuid. CyObeKThl TpeANpUHUMATEIBCKON AesTenbHOCTU. HOpuandeckue
muna. [lpennpuHumaTenbekas AesiTeNbHOCTh 0€3 00pa30BaHMs IOPUAMYECKOTO JTUIA.
OCHOBHBIE MEPONPHUATUSA O OTKPBITHUIO ANTEYHBIX OPTraHU3alnW. XO3SMCTBEHHBIN
JIOTOBOp KakK OCHOBA JI€SATEIIbHOCTH XO3SUCTByIOLIEro cyownekra. Ilondarue wu
3HAYEHUE XO3SMCTBEHHOTO N0ToBOpa. OCHOBHBIE BUAbI XO3SMCTBEHHBIX JOTOBOPOB.
JloroBop Kyruiu-nipofaxku. Bumbl, mopsaok 3akitoueHus (colaepikaHue, W3MEHEHUE,
OTBETCTBEHHOCTh 32  HapyIIEHHWE JIOTOBOPHBIX  00s3aTenbcTB).  [IpaBoBOE
pPEryJIMPOBaHKUE TPUEMKH TOBAPOB IO KOJIMYECTBY U KaYECTBY.

2.1.2. Ilpasosoe pecynuposarue mpyoogvlx OMHOUEHUL 8 (hapMayesmuyecKux
opeanuzayusx. TpyaoBoe 3aKOHONATENIBCTBO M HMHBIE AKTHI, COAECPKAILIME HOPMBI
TpyaoBoro mpaBa. IlpaBa wu oOs3aHHOCTM pabOTHWKA W paboTomaTers.
KoJnekTuBHBIN OrOBOp: COEPHKAHUE, MOPAIOK 3AKIIOUCHHS, U3MEHEHHUS], KOHTPOJIb
ucrnosiHeHus. Tpy10BOil 1OrOBOp: 3aKJIIOUYEHHE, U3MEHEHUE, NpekpaiieHue. Pabouee
BpeMs. Pabora 3a npeaenaMu HOpMaIbHOM MPOJOJKUTENBHOCTH pabOvero BpEMEHHU:
CBEepXypouHas paboTa, HCHOPMHUPOBAHHBIN padounii neHb. PaboTa B nmpa3qHUYHBIE U
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BBIXOJIHBIE JIHHM, B HOUYHOE€ Bpemsi. Pabora mo coBmecTuTenbcTBy. CoOBMeElleHUE
npodeccuii (I0HKHOCTEH).

Bpems otasixa. Buabl, nopsiiok npenocraBienus. MaTepuanbHas OTBETCTBEHHOCTb
CTOPOH TPYZIOBOTO J0ToBOpa. Buasl MaTepuaabHOW OTBETCTBEHHOCTH PAOOTHHKA TI0
o0beMy BO3MeIIeHUs, O(GOpMIICHHE, TMOPSAOK B3bICKaHusA yuiepba. Tpymosas
TUCITUTIINHA:  OOSI3aHHOCTH  CTOPOH, TMOOIIPEHHMs ©  B3biCKaHws. [IpaBmiia
BHYTPEHHETO TPyAOBOro pacrmopsaka. OxpaHa Tpyaa B aNTEUHBIX OpPraHU3AIHIX:
TpeOoBaHUs, oOecnedyeHue, KOHTposib. (OTBETCTBEHHOCTh 32  HapylICHHUE
3aKOHOJIATEILCTBA O TPYIe U 00 OXpaHe Tpy/a.

2.1.3. [Ilpasosoe obocHosanue mpebOBaHUNT K NOMEWEHUIM aNnmeyHbIX
opeanu3ayuil, Op2aHU3aAyull ONMOBOU MOP2OGIU JIeKAPCMBEHHLIMU CPe0CmBEAMU,
anmeuHvlx NnoopaszoeieHull  opeanusayuil 30pagooxparenusi. Pa3zpaboTka OCHOB
MPOCKTUPOBAHUSI.

2.2. 3ammTa npaB norpedouTeNeH.

2.2.1. 3akonbl U UHble HOPMAMUBHbIE NPABOBbIE AKMbL O 3awume npas
nompebumerneu. 3akoH P® «O 3ammre mpaB mnorpeburtenei». I[Ipaktuka
NPUMEHEHUSI B aNTEUHBIX OpraHu3amusaxX. [IpaBuia mpomakd OTAEIBHBIX BHIOB
ToBapoB. OCOOCHHOCTH TIPOJIAXKH JICKAPCTBEHHBIX IMPEMApaTOB M JIPYTUX TOBAPOB
anTeyHoro accoptuMeHnTta. CocTaB, cojaepkaHWe HHPOPMAIUA O «IIPOIABIIEY,
TOBape, KaueCcTBE TOBapa, IIEHAaX M CIOCOOBI JOBEJCHUS JTaHHOW HMHQOpMAIUU /10
noTpeOutens. IlorsTue ToBapa HamIeXKaIIero W HEHAJJICKAIIETo KadecTBa,
OTBETCTBEHHOCTh ANTEYHBIX OpraHU3alUN 3a TPOJAXy TOBAPOB HEHAIICIKAIIETO
kauecTtBa. I[IpaBo mokymatenmst Ha Bo3BpaT M 00MeH ToBapa. OcCOOEHHOCTH
MPUMEHEHUsI TaKOro MpaBa B anTe4YHbIX opraHuzamusx. Hamzop 3a cobmronenuem
paB NOTPEOUTENECH.

2.3.®apManeBTHYECKUII MEHEXKMEHT U MAPKETHHI .

2.3.1. Meneoorcmenm pyKogooumens Ynpaenenue nepcoHaIom
dapmayesmuueckou  opeanusayuyu. DYHKIUW, TPUHLUIBL, METOAbI, CTHIIb
ynpasinenus.  KaapoBeiii  meHemxment. Homenknatrypa — (apmaneBTHUECKHX
CHEeUaIbHOCTEN U TOJKHOCTEH, opranu3anus pabouux mect. Ilogdop, pacctaHoBKa
KaJpoOB, OIlEHKA TPYIOBOM JEATECIBLHOCTH, TMOJACpkKaHUE MPpodeCcCHOHATBHON
KOMITETCGHTHOCTH. Pabota ¢ kaapoBbiM pe3epBoM. CoOIHMAIBHO-TICUXOJOTHYECKHE
acmeKThl  ympaBieHus TepcoHamoM. CoIuaabHO-TICUXOJIOTHYCCKUNA  KJIMMaT.
MoTuBanuss Tpyaa. YcCTaHOBJIEHHE 3apa0OTHOM mmiiatkl W KomneHcauui. [Ipaa
PYKOBOJUTENIEH aNTEUHBIX OPTaHU3AIlNi B BEIOOPE CUCTEMBI OILIATHI TPY/IA.

2.3.2. Cucmema MeHeOHCMEHMA Kauecmaa GapmayesmuieckKux opeaHu3ayuil.
JlokyMeHTaIlMOHHOE O0ecriedeHne AeSTEIbHOCTU (hapMaIleBTUYECKUX OpraHu3aIui.
Jlenonpon3BoAcTBO. JlokymMeHTaIus CITyKObl KauecTBa.

2.3.3. Ungopmayuonnvie mexnonoeuu 6 papmayuu.

2.3.3. @apmayesmuueckuil mapkemune. Kiaccupuxayus mosapos anmeurnozo
accopmumernma. ACCOPTUMEHT anTedHbIX opranm3anuii. Kimaccudukanus ToBapos
anTeyHoro accoptumenta. Crenndrka GopMUpoOBaHHUS aCCOPTUMEHTA B aNTEYHBIX
opranu3anusx. KoHKypeHTHas CIIOCOOHOCTh ToBapa. AHajaM3 >KU3HEHHOTO ITUKJIA
ToBapa. ACCOPTUMEHTHAs IOJIMTHKA, OCHOBHBIE TTOKA3aTelId aCCOPTUMEHTA. AHAIN3
accoptuMeHTa. OnTUMHU3ANKMSA aCCOPTUMEHTAa C YYETOM CKOPOCTH peaau3aluu
JICKapCTBEHHBIX CpeACTB. KayecTBO CTPYKTyphl acCOpTUMEHTa. MepuyaHIai3uHT B
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anTe4yHbIX opranuzanusx. CoBpeMeHHble (OPMbI OpraHU3alii PO3HUYHON MPOIaXKu
TOBAapOB AaNTEYHOTO AaCCOPTUMEHTA. AMNTEKW CcamMooOCIHyKuBaHUA. TexXHOIOruu
npojax. BoigBienune morpeOHOcTel mokymarens. TeXHUKHM BEACHHUS Tualiora c
notpeduTeneM. 3aBeplIEHUE U CONPOBOXKJICHHE nponaxu. lloxynarenbHbie
curHaibl. CriocoObl 3aBEPIICHUS TPOTAKH.

2.3.4. Memoobl u npuembl MAPKEMUH208020 AHAIU3A 8 CUCHeMe
JIeKapCMBeHHo20  obecnevenus  HAceleHusi U J1edeOHO-NpOoPUIAKMULECKUX
yupeosicOenuti. MapKEeTUHTOBbIE HCCIEAOBAaHUS KaK CHUCTEMAaTH3WPOBAaHHBIA COOp,
aHanu3 WHGOPMAIMU C IEJbI0 TPUHATHS COOTBETCTBYIOIIMX YMPABICHYECKUX
pemieHui.  JleneHWe  MAapKETHHTOBBIX  HMCCICAOBAHMM HA  KOJWYECTBCHHBIC
(ompezesieHne eMKOCTH PhIHKA, OTIpeIeJIEHUE ONTUMAIBHOTO YPOBHS 1I€H, 00BEMOB U
CTPYKTYpBl CIpoca U TMpPEMIOKEHUS W T.J.) U KadecTBEHHbIC (YIOBJIETBOPEHHUE
NOTPEOUTENBCKUX HYXK], M3YUYEHUE XapPAKTEPUCTHK IMOKYMATEIbCKOrO MOBEICHMUS,
aHalM3 BO3MOXHOCTH BHEJAPEHUS HOBBIX TOBapoB M T.1.). JlocToumHcTBa U
HEJIOCTATKM Pa3HbIX METOAOB OPTraHU3AlMU MAapKETUHIOBBIX HCCIIEIOBAaHUM.
AHKETHUPOBAHHE, KaK IHUCbMEHHBI OMNPOC PECIOHJECHTOB MO BBISBICHUID UX
NO3ULUNA MO KOHKPETHBIM BOMPOCAM, CBSI3aHHBIX C PEIICHHEM HAyYHOW MPOOJIEMBI.
XapakTepucTuka CTPYKTYphl aHKETbl M OCHOBHBIX BompocoB. Kiaccudukanus
BOIIPOCOB aHKeThl. CyIIHOCTh METO/1a HAOIIOIEHUS KaK MPOLelypa paBHOMEPHOTO U
(buKcupyemMoro BOCIIPUATHS HCCIETYyEMOTO 00beKTa, XapaKTEepU3yeT
(yHKIMOHUPOBAHUE PBhIHKA TOBAapoB W ycayr. Kiaccudukanus BUIOB HaOIIOAEHUS
[0 OCHOBAaHUAM: CTENEHb (hopMaU3alMU NPOLEIYPHI, MOJOKEHHE HAOIHOaATENs,
YCIIOBUSI OPTaHHU3alMH, PETYJISIPHOCTh MpoBeaeHus. CyIHOCTh 3KCIEPTHOrO Orpoca
KaK METOJa TOJy4eHHs] MapKETUHTOBOW HH(pOpMAIMHU. DKCIEPTHBIE OIICHKU Kak
MHEHHUS, OLICHKU U MPOTHO3bI, BHICKA3aHHBIE CIIEIUAIBHO MOJ00PaHHBIMU TPYIIIaMU
aBTOPUTETHBIX cHenuaincToB. OCHOBHBIE 3Talbl 3KCIEPTHOrO ONpoca: MoA00p
HKCIIEPTOB, MPOBEACHUE OMPOCa SKCIEPTOB, 00padOTKa pe3ysIbTaTOB MCCIIEIOBAHMUS,
BBIBO/JIbI M PE3YJIBTAThI OMPOCA.

2.4. CoBpemMeHHbIe TPeOOBaHUA K (papManeBTHUECKUM Pa0OTHUKAM.

Pons dapmaneBTuueckoro pabOTHHKAa B COBPEMEHHBIX YCJIOBUSX M €€
peanuzanus B 3aKoHoAaTenbCcTBe Poccnn. MexayHaponHele pPEKOMEHAALUU.
Homenknarypa (bapManeBTUYECKHUX CIIEHAIBHOCTEN 151 JOJKHOCTEM.
KBanudukanunonueie TpeboBaHus K cnenuanuctam. OCHOBHBIE 3Talbl JOCTUKEHUS
HaJuIekaled KBanuukauuu crnennanuctoB. HempepbiBHOE (apMaleBTUUECKOe
oOpa3zoBaHue. Artrectanus, cepTUPUKALMS, aKKpeautauus G(apMaueBTUYECKUX
paOOTHHUKOB.

2.5. @apmayesmuueckan ImuKa u 0OHMOI02UA.

CoumanbHas OTBETCTBEHHOCTh (bapmareBTUYeCKOro paboTHHUKA.
dapmaneBTUUYECKAst 3THUKA U JEOHTOJIOTHUS: MPEIMET, OCHOBHbIE KATETOPUU, METObI
WCCJICIOBaHMsI. YPOBHHM B3aMMOOTHOIICHHM. XapakTepUCTHK (GopM (MOJemei)
MEAMIIMHCKOW 3TUKH. DTUYECKHE KOJEKChl KaK OJHAa U3 OCHOB (papManeBTHUECKON
nomouu. KoprnopatuBHble 3THdeckre KOJAEKCHI (papMaleBTUUECKHX OpraHU3aluii:
e, 3agaud, (QyHKOUUM. MeToapl MOBBILIEHUS ATUYHOCTU  COTPYIHUKOB
dapmaneBTuueckux opranuzauuid. Knaccudukamus nanmentoB.  ConuanbHO-
MICUXOJIOTUYECKHE TOJIXO0Jbl K OOJbHBIM TpH 0OleHUd. CUHTETUYECKUE MOJEIH
OTHOUIEHUH MEXIYy MEIUIUHCKUM ((apMalieBTUYECKUM) paOOTHUKOM U MAIMEHTOM.
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Tunel KOHGIUKTOB B aNTEKe U CTUIIM MOBEJEHUS (hpapMalleBTUYECKOro pabOTHHUKA B
KOH(DJIMKTHOW cUTyaluu (BO3BpaT TOBapa, O4YEpEeH, «IIPOBOKAIMOHHBIC CUTYaI[UN
U T.J.).

3. 5KOHOMUKA ®APMAIIEBTUYECKOU CJIYKEBI.

3.1. ®apmManeBTHYECKHII PBIHOK HA COBPEMEHHOM 3TAalle.

TenaeHMM U OCOOCHHOCTH POCCHUCKOTO (hapMameBTUYECKOTO PBHIHKA Ha
coBpeMeHHOM J3Tane. [loHsTue, coaep:kaHue, OCHOBBI MPABOBOIO PETYIUPOBAHUS
dapmareBTHueckoro peiHKa. CyOBEKTHI (hapMarieBTUIecKoro poiHka. OcoOCHHOCTH
PBIHKA JIEKAPCTBEHHBIX CPEACTB. ITUUECKUE ACTEKTHI MPOJBUKEHUS JICKAPCTBEHHBIX
npenapatoB. IlatentoBannbie JIC wu BocnpousBeneHusie JIC (JIKeHEpUKH).
Oco0EeHHOCTH JIEKaPCTBEHHBIX CPEICTB KaK TOBapa.

3.2. Dxonomuka ¢papmaneBTHueckux opranusanuii. Hasorosas cucrema
P®.

3.2.1. Awanuz u  nNpocHO3UpPOBAHUE  IKOHOMUUECKUX  NOKaszameseu
dessimenvHocmu  Gapmayesemuueckux opeanusayui. OCOOCHHOCTH HIKOHOMHUKU H
OCHOBHBIC  SKOHOMHYECKHE TOKa3aTelu  JEATEIbHOCTH  (hapMaleBTHUYECKUX
opranmszauui. Jloxomel oOT peanu3zanuu  TOBapoB M u3roroBieHus JIC,
BHEpEAIM3AIMOHHbBIE JOXOJbl. AHAJIN3 W MPOTHO3ZUPOBAHUE O0BEMA peaU3aAlUU
(ToBapoobopoTta), noxona. Pacxonwl ¢dapManieBTUUECKUX OpraHu3aluidl. AHAIU3 U
MPOTHO3UPOBaHUE pacxofoB. [IpuObLIL M peHTa0eabHOCTh (hapMalleBTUUYECKUX
OpraHu3allvi, aHalu3, IPOrHO3UpOBaHue. PacripeneneHue npuObLUIM, OCTAIONICCS B
pacriopsikeHuud  (apmaiieBTUUecko  opranuzanuu. DoHAB, 00pasyembie U3
NpUOBLUIA, OCTAIOIICHCS B pPacHOpsDKEHUM OpraHu3allid, WX MCIOJIb30BaHUE.
ToBapuble 3amackl (hapMaleBTUUECKOW OpraHu3aliu. AHAIW3 U HOPMHPOBAHUE
TOBAPHBIX 3aI1aCOB.

3.2.2.  Opeanuzayus CHAOJICEHUsL  hapmayesmuyeckux  opeaHu3ayull
JIEKAPCMBEHHBIMU CPEeOCMEamMu U Opy2UMU MOBaApamMu anmedHo2o AccopmuMenma.
ToBaporpoBosias cucreMa Ha GhapMaIeBTUYECKOM PBIHKE: CTPYKTypa U QyHKIIUU
cocTaBisironx 3neMeHToB. OnrToBas toprosig JIC. Oprannzanus nocraBok JIC u
JIPYyTrUX TOBAapOB aNTEYHOTO AaCCOPTUMEHTA. Po3HHUYHAsT TOProOBJISI TOBAapaMu
anTeyHoro accoptuMmeHTa. Bwibop mnocraBmukoB. I[loHATHS «IOTPEOHOCTHY W
«motpebaeHue». DakTopbl, BIMUSIONIME HA MOTpedseHue JiekapcTB. OnpeneneHue
MOTPEOHOCTH B JIEKAPCTBEHHBIX CPE/ICTBAX.

3.2.3. Hanocoobnooicenue 6 hapmayesmuueckux opeaHuzayusix.

3.3. Y4er 1 0TY4eTHOCTH B (hapManieBTUYECKUX OPTraHU3aIUsX.

Bunpi, 00bexkThl, mnpeaMer W Meron ydera. OpraHuzanus EPBUYHOTO
OyXTaJNTEepPCKOTO y4yeTa B anTEYHBIX OPTaHM3aAIUAX. YUeT JABWKCHUS U KOHTPOJb
UCIIOJIb30BaHUs TOBAPHO-MaTE€pPUAIIbHBIX LIEHHOCTEH. Ocobennoctu
BHYTPUBEJIOMCTBEHHOI'O0 Y4€Ta JICKAPCTBEHHBIX CPEACTB. YUET JICHEKHBIX CPENICTB.
[Topsanok BeneHus: kaccoBbix onepaunii B PO. [IpaBuna nmpuMeHEeHUsT KOHTPOJIbHO-
KacCOBOM TeXHUKU. OTBETCTBEHHOCTh 3a HAPYIICHHS KacCOBOM JUCHMILUIMHBI U
npaBui BeAeHUs ydera. [lopsimok u (opMbl pacueToB € MOCTaBIIUKAMH, TPYTUMU
IOpUIMYECKUMHU JIUIIAMH.

Pexkomenoyeman rnumepamypa:
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1. VYnpasnenue u skoHoMmuka papmanuu: yueOnuk B.JI.baruposa, 2004, Mocksa,
OAO «M3marenscTBO «Menuumaay.

2. O6 ocHOBax oOXxpaHbl 3J0pOBbS TpaxJaaH B Poccuiickoit ®denepanuu:
®enepanbHbiil 3akoH oT 21.11.2011 Ne 323-03

3. OO0 oOpammennn JeKapcTBEHHBIX cpeAcTB: DenepanbHbiii 3akoH oT 12.04.2010
No 61-®3 (c u3m)

4, 06 ob6pazoBanuu B Poccuiickoit ®eneparuu: @3 or 29 aexabps 2012r. Ne
273-d3

5. O HapKOTHYECKHX CPEACTBAX M ICHUXOTPOIHBIX BemlecTBax: DeaepanbHBIMA

3akoH OT 08.01.1998 Ne 3-®3 (c u3m.)

6. O 3amute npaB notpedutenei: 3akon PO ot 07.02.1992 Ne 2300-1 (¢ uzm.)

7. O rocygapcTBEHHOW colMadbHOW moMolu: DenepalibHbIl  3aKOH oT
17.07.1999 Ne 178-D3 (¢ uzm.)

8. O nuieH3upOBaHUM OTICIBHBIX BUIOB JedrenbHOCTH: DenepanbHblil 3aK0H
ot 04.05.2011 Ne 99-®3 (¢ u3Mm.)

Q. O 3amure mpaB IOPUIUYECKUX JIMI U WHIUBUIYAIBHBIX MpeaIpUHUMATENEH
IPU OCYIIECTBICHUH TOCYJApCTBEHHOTO KOHTPOJs (HaA30pa) U MYHHIMIAIBHOIO
KoHTpoJisi: Denepanbubliil 3akoH PD 26.12.2008 Ne 294-D3 (¢ uzm.)

10. O pexname: @eaepanbubiit 3akoH 0T 13.03.2006 No 38-D3

11. O nuueHsupoBanuu (apmaneBTHUECKOW aesTenbHOocTH: [locTaHOBIEHUE
[IpaBurenscTBa PO ot 22.12.2011 Ne 1081

12. O nWIEeH3UPOBAHUU JIEATEIBHOCTH IO OO0OpPOTY HAPKOTHYECKHX CPEICTB,
MICUXOTPOMHBIX BEUIECTB U UX MPEKYPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEPHKAIIMX
pacrenuil: [loctanosnenue IIpaBurensctBa PO ot 22.12.2011 Ne 1085

13. O rocynapCTBEHHOM pETYJIMPOBAHUM IIEH Ha JICKAPCTBEHHBIC IpEnaparsl,
BkiroueHHble B nepeueHb JKHBJIIL: IlocranoBnenne IlpaBurensctBa PP ot
29.10.2010 Ne 865

14. O coBepIIEHCTBOBAaHUH TOCYIAPCTBEHHOT'O PETYIMPOBAHMS IIEH Ha KMU3HEHHO
HEeoOXOQUMble U  Ba)KHEWIIME JIeKapCTBEHHble cpeacTtBa: IloctaHoBieHue
[IpaBurenscTBa PO ot 08.08.2009 Ne 654

15. O6 yrBepxnaenuu IlpaBun mnpopaxu  OTHEIBHBIX BHUAOB TOBAapOB
[TocranoBnenue [IpaBurensctBa PO ot 19. 01. 1998 Ne 55 (c uzm.)

16. Kupmumna W.A. AHanu3 W TJIaHUPOBAHUE SKOHOMHMYECKHX IOKa3aTese
NeATEIbHOCTH aNTeYHbIX OpraHu3anui: YueOHo-meToauueckoe nocoodue / Kupmpna
N.A. —Ilepmb, 2013. -4,94 n.., 250 sk3. (YTBepxkaeHO YUeOHO-METOIUYECKUM
OOBEMHEHUEM 110 MEIUIIMHCKOMY H (hapMaleBTUUeCKOMY OOpa30BaHUIO BY30B
Poccun, Ne17-29/01 ot 11.01.2010).

17. Tlopcea H.FO. Opranmzaius JesTEIbHOCTH, CBSI3aHHOH C 000pOTOM
HApPKOTHUYECKUX CPEJICTB M TICUXOTPOIHBIX BEIIECTB B ANTEUYHBIX OpPTraHU3AIUIX:
Yuebno-meroguueckoe mnocodue /IlopceBa H.IO., Comonunmna A.B. — Ilepms,
2013.- 4,25 m.1.-200 5k3. (YTBepkaeHO Y4eOHO-METOIUYECKUM OOBEIMHEHUEM TI0
MEUITMHCKOMY M (hapMarieBTudeckoMy oOpa3zoBanuio By30B Poccuu, Nel7-29/257 ot
26.06.2009).

18. Cononunnna A.B. HopmaTuBHO-mpaBOBbIE  aCHEKThl  OpraHu3aluu
dapmaneBTuyeckoi aestenbHOcTU: yueb. nocodue / A.B. Cononununa.- 10-e uzg.
nepepad. — [lepmb, 2013.- 7,75 m.a. - 250 3k3. (YTBepxkaeHO YueOHO-MemoouuecKum
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00veOuHeHuemM no MeOUYUHCKOMY U ghapmayesmuieckomy o00pa3o8anuro 6y308
Poccuu, YMO -212 om 14.04.2003).

19. Iymunosckux E.B. O6ecnedenne kadecTBa MPOIYKLIHH, peaTu3yeMoi
anTeYHbIMH OpraHu3anusMu: Y4yebHo-metoaundeckoe mocooue / lymunosckux E.B.,
Cononununa A.B. - Ilepmb, 2013. 4-¢ usn. mepepad.— 3,3 ma. — 200 5k3.
(Y1BepkneHo Y4eOHO-METOAMYECKUM OOBEAMHEHHEM 1O MEAULUHCKOMY |
dapmareBTHUECKOMY 00Opa3zoBaHuio By30B Poccuu, Nel17-29/285 ot 03.07.2009).

20. CwmwmpnoBa JLU. IlpaBoBoe perynupoBaHue TpPYAOBBIX OTHOLIEHUH B
dbapMareBTUUECKNX OpraHu3anusx: YdeOHO-MeToaudeckoe mocodoue / CMHupHOBa
JLU. Tlom pen. Comnonumnuuoit. A.B. — 7,75 mu- (YTBepxueHo YdeOHO-
METOJAMYECKUM OOBEAMHEHUEM TI0 MEAMIMHCKOMY U  (papMaieBTHYECKOMY
oOpazoBanuio By30B Poccuu, Nel17-29/251 ot 26.06.2009).

21. TapaceBuu B.H. OcHOBbI mNepBHUYHOTO Yyd4eTa (PUHAHCOBO-XO3WCTBEHHOU
JeATEIIbHOCTH allTeuHbIX opranu3aiuii: yueo. mocoodue / Tapacesuu B.H., HoBukoBa
H.B.- Tlepmpb, 2013. — 8,75 - 200 »5x3. VTBepxiaeHo ydeHbiM coBeToM [I['DA,
npotokod Ne 5 ot 31.01.2013.

22. Muxaiinosa, B.H. CoGnronenue mnpaB nmotpeduTeneil U mpaBmil MPOJAXKH MPU
OCYILECTBJICHUU (hapMaIleBTUUECKON NIEeSITENBHOCTH : yuel.-MeToJ. nmocodue / B.H.
MuxaiinoBa ; nog o6m. pea. A.B. Cononununoii. - [lepms, 2013, uzn.3-e, nepepaod.-
3,4 ma. -300 5k3.- YTBepxkneHo ydeHbiM coBeToMm I[II'@A, mporokon Ne 4 ot
29.12.2011.

23. Ilopcera H.KO. Opranumzanms JIeKapCTBEHHOTO OOCCIEYCHHS TpaXkaaH,
MMEIOIIMX MPAaBO HAa TOCYIApCTBEHHYIO COIMAIBbHYIO MOMOIIb: y4ed. mocodue /
H.IO. ITopcena, noa pea. A.B. Conmonnnunoii.- [Tepmp, 2013.- 2,75 m.i.- 300 3k3.

24. Ilopcesa H.FO. [Tlopsimox  Ha3HayeHHWs, BBINHCBHIBAHUS W OTIIyCKa
JIEKapCTBEHHBIX cpencTB: yued.-meron. mocobue / H.}O. IlopceBa, mox pen.
Cononununoir A.B.- Ilepmb, 2013.- 5,75 m.n.-300 »3k3. VYTBEpKIEHO Y4YECHBIM
coBeroM [IT'@A, mpotokosn Ne 10 ot 29.05.2008.

25. Muxaiinoa B.H, Koszmoa M.C. lenonpous3BoACTBO B  alTEYHBIX
opraHuzanusx: YueOHoe mocoouwe / moa pen. A.¢.H.,npod. CononuHunoit A.B.
[Iepmb, 'GOY BIIO III'GA MunszapaBa Poccnn — 5,87 ma. 2013 r. YTBepxaeHo
Yuensim CoBerom ['BOY BIIO III'@A MunszapaBa Poccun, nporokon Ne7 ot 28
maprta 2013r.

26. T'yppsaoBa M.H. MapkeTuHroBsie ucciaenoBanus (papMareBTHIECKUX TOBAPOB
u yciyr. YueoHo-meroguueckoe nocooue/M.H. I'ypbsiHoBa - YTBEpKI€HO YUeHBIM
coBeTroM [II'@A npotokon Ne5 ot 31 siuBapst 2013

27. HopmaTuBHBIE TNPaBOBBIE aKThl, PETIIAMEHTHPYIOIIUE PA3JIMYHBIE AaCIIEKTHI
NeSATeTLHOCTH B chepe 00palleHns JEKapCTBEHHBIX CPEJICTB.

28. O HOMEHKJAType CIENUATbHOCTEH  CHEIUaJTUCTOB C  BBICHIUM U
MOCJICBY30BCKUM MEJIUIIMHCKUM U (dapMaleBTUYeCKuM o0pa3oBaHueM B cdepe
3apaBooxpanenust Poccuiickon ®@enepaunu: Ilpukas Munsapasconpassutus PO ot
23.04.2009 Ne 2101

29. OO yTBEpKIE€HUH HOMEHKIATYpPbl JOJKHOCTEH MEAUIIMHCKUX PAOOTHUKOB U
dbapmanieBTHueckux padotHukoB:IIpuka3z Munzapasa Poccun ot 20 nexadbps 2012 .
No 1183n.
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30. OO0 yTBepkIeHUM KBaTU(UKAIMOHHBIX TPEOOBAHUM K CICHHAINCTaAM C
BBICIIMM U TOCJIEBY30BCKMM MEIUIIMHCKUM U (hapMalleBTHUECKUM 00pa30BaHUEM B
chepe 3apaBooxpanenus: [Ipukaz Munznpascornpazsutus PO ot 07.07.2009 Ne
415H

31. OO0 yrBepxknenuu EAuHOTO KBadM(PUKAIMOHHOTO CIPABOYHHUKA OJIKHOCTEH
PYKOBOAMTENEH, CHEIHATUCTOB U Cchoyxamux, pasgen "Ksanmuduxanmonusie
XapaKTEPUCTHKU JOJDKHOCTEH pabOTHHKOB B cdepe 3mpaBooxpaHeHus": Ilpukas
Munsapasconpazputus PO ot 23.07.2010 Ne 541n

32. PyxoBoactBo «Pa3zpaboTka (apmarieBTHUECKON MPAaKTUKH, HANPABICHHOW Ha
3a00Ty 0 maruenTax», BO3 u MO®.-2006

33. Hanmnexamasi anteyHas MpakTUKa B HOBBIX HE3aBHUCHUMBIX TOCYAapCTBAX:
PykoBoacTBO 1o pa3paboTke W BHeapeHuto ctangaptoB / BO3. - Komnenraren,
Janns,2001

34. HOmano A.lO., Bombckas E.A., HMmmyxametoB A.A., JlenucoBa M.H.
dapmarnieTudyecknii MapkeTunr. M: MzmarensctBo UMA «Pemeauym» - 2007. — 589
C.



