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MeToanyeckue yKazaHusl AJs1 CAMOCTOATEIbHOM PpadoThI M0 AUCHUIINHE
«KOHTPOJIb U HAA30P (papMaleBTUYECKON AeATEJIbHOCTID)
3ansTue Ne 1-2

I. Tema:_Cucrema yIIOJIHOMOYEHHBIX OPraHoB B Poccuiickoii @eiepanum mno
KOHTPOJIIO ¥ HA/130PY (hapMalleBTUYECKON 1eATeIbHOCTH

2 . Boipocs! 1J1 IPOBEPKU MCXOAHOI0 (0230BOr0 YPOBHS) :

1. CucremauctpykrypadeaepaibHbIXOPTaHOBUCIIOTHUTEIbHONBIACTUBPD.
(Yxa3 IIpesunenta PO ot 9 mapra 2004 r. N 314"O cucreme u cTpykrype
denepalbHbIX OPraHOB UCTIONHUTENbHOM BiacTH". Yka3 [Ipesuaenta PO or 21
mast 2012 . N 636 "O ctpykType (enepalbHbIX OpTraHOB UCIIOTHUTEIBHON
BlacTu"

2. OcHOBHbIE TOHATHS B chepe KOHTPOJIS U Ha/3opa B cpepe oOparieHus
JICKapCTBEHHBIXCPECTBIIPUOCYIIECTBICHUUACATETHHOCTUCYOBEKTOB
oOpalieHus JIEKapCTBEHHBIX CPEICTB (papMalleBTUUECKOM JesTeIbHOCTH. (294)

3. I[IpaBOBBICOCHOBBIOCYIIECTBICHUSHAI30PANKOHTPOJIIHOOIIINECBEICHHSIO
BHJIAXHAI30pHONIEATEIbHOCTUBC(DepeoOpalieHUsIeKapCTBEHHBIXCPEICTB
IIPU OCYILECTBICHUU JACATEILHOCTH CYOBEKTOB OOpaIlieHUs JIeKapCTBEHHBIX
CPEICTB.

4. CocraB, MOJTHOMOYHS U GYHKIIUUA CUCTEMBI 00ECIIeUeHUsI KOHTPOJIS MHA30pa
B c(hepe oOpareHus JIeKapCTBEHHBIX CPEICTB MPUOCYIIECTBICHUN
NESATEeTLHOCTH CYOBEKTOB OOpAIICHHs JIEKAPCTBEHHBIX CPEJICTB
dbapmaneBTUUECKON AeSITEIHHOCTH.

5. OcobeHHOCTHCHCTEMOOECTIEYEHUSKOHTPOISIMHAA30paBchepeoOpalieHus
JIEKapPCTBEHHBIX CPEJICTB MPH OCYIIECTBICHNUH ACSITETbHOCTUCYOBEKTOB
oOpallleHus JIEKapCTBEHHBIX CPEJCTB (papMalleBTUUECKON e TEIbHOCTH.

3. Heab3ansarus:

Q0yuaromuiics 10JKeH

3HATh:OCHOBHbBIC 3aKOHOAATEIILHBIC aKThI 1. Oo0ecneuenne kauectna JIII B cucteme
OTIpENIEIISIFOIINE (apmarieBTHUeCKHX ycrmyr.MoHorpadus
CUCTEMY H CTPYKTYPY (eepaibHbIX OpTraHOB ®.H bunmapora u ap.2012
HCIOJIHUTEILHOM BlIacTH B PO.

OO6mume cBeneHus 0 BUAAX HAI30pa U 2. nmexnyst Ne 1 cranmapruzanus u
KOHTpPOJISI Behepe ceprudukarys papmareBTHIeCKOi
Opransl rocy1apCTBEHHOTO HA/130pa 1 JIEATCIILHOCTH

KOHTpPOJISI Behepe




QOvuaronuiics 10J1KeH YMeTh:
1. OoOecnieuenuekauectea JIII B cucreme

(hapmarieBTHUECKUXYCITyT.MOHOTpadus

MOJIb30BaThCS 3aKOHOJIaTEIbHOM u ®.H bunaposa u ap. 2012

HOPMAaTHBHOM JIOKyMEHTAalMeld II0 BOIPOCaM

HaJ30pa " KOHTPOJIS B chepe

(hapMareBTHUECKOr000paIieHHs 2. TEKIHS Ne 1 CTaHIapTU3AIHSN
cepTUhHUKAIHS (dhapMareBTHIECKOM
JEATETbHOCTH

http://harupharma.ru/

http://webapteka.ru/
http://www.recipe.ru— dgapma-1ieBTHUCCKUi

uHpOpMAaMOHHBIA  calT .  OnepaTrHUBHAS
UH(pOpMaLUS O KOHBIOHKTYpPE PhIHKA, HOBBIX
HOPMAaTHBHBIX JOKYMEHTaX, HOBHHKAX
npodecCHOHATBLHOMITUTEPATYPhI, CChUIKAX U
nporpaMmmax, HOBOCTSX (papMariim
http://www.pharmvestnik.ru -
"®apmarieBruueckuii BecTHUK" B UHTEpHETE,
/1€ TOCTOSIHHO Pa3MEIIaeTCsl IOTOTHUTENbHAS
uHpopmarus. [Ipexe Bcero 3To 10KyMEHTHI,
HEOOXOIUMBIC npodeccruoHaam
(apMarieBTUUECKOH  OTpaciii, a  TaKKke
crpaBoYHast UH(pOpMaIHs.

CamocrosiTe/ibHAsi BHeAyAUTOPHAas1 (JOMAIIHANA) padoTa a 1o noaroToBKe K
3aHATHIO (MMCbMEHHO B THEBHUKE)

3anarue Nel HopmaTuBHYX0 JOKYMEHTAIlMIO KpPAaTKO 3aKOHCIEKTUPOBATH
uHpopManMi0O B OTHOUIEHMM  CHUCTEMBl  YIOJIHOMOYEHHBIX  OPraHoOB
WCTIOJIHUTEIIbHOW BIIACTH

1. ®enepanbhblii 3akoH oT 12 anpens 2010 r. N 61-03 "O6 obpamienun
JIEKapCTBEHHBIX CPEACTB"

2. Tlocranosnenue IIpaButennscTBa Poccuiickoit ®eneparnun 0122.12.2011
Ne 1081 «O nuueH3upoBanuu GpapMarieBTUUECKOMN 1€ITEIbHOCTHY;

3ansaTue Ne2 CamMOCTOSTENBHO 3aKOHCIIEKTUPOBATH CIIEAYIOIIYI0O HOPMAaTHUBHYIO
JOKYMEHTAIMIO, B YaCTU OTHOCSLIYIOCS K CUCTEME M CTPYKType (eaepanbHbIX
OpraHOB MCHOJIHUTEIBHOW BJIACTH MPU OCYIIECTBIECHUU JEATEILHOCTH CYOHEKTOB
oOpalieHus JIeKapCTBEHHBIX CPEICTB (PapMalieBTUUECKOMN 1eITeTbHOCTH:

Vka3 Ilpesuaenta PO ot 9 mapra 2004 r. N 314"0O cucreme u CTpyKType
(denepabHbIX OPraHOB UCIIOJIHUTENbHOM BiIacTH".

Vka3 Ilpesunenta PO ot 21 mas 2012 r. N 636 "O ctpykrype (pemepambHbIX
OpraHoOB MCHOJIHUTEIIbHOU BiacTu" )

3ananue Ne3 CocTraBbTe TPH TECTOBBIX 3aJaHUA M0 00pa3my


http://harupharma.ru/
http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru/
http://www.pharmvestnik.ru/

Cuctema KOHTPOJIS M HaJ130pa COOIIOICHNUS 00s13aTeNIbHBIX TPEOOBAHMI K TOBApaM,
paboTaM H yciayram Ha YpOBHE (papMaIieBTUUECKUX OpTaHU3aIUid BKITFOYACT
crenyronue (eaepaabHbIe OpraHbl HCIIOTHUTEIBHON BIIACTH C Pa3IMYHBIMU
MIOJTHOMOYUSIMU:

a) DenepanbHas Ciryx)0a 1o Haa30py B chepe3apaBooXpaHEeHHS

b) denepanbHas ciry:x0a B cepe 3aluThl MpaB MOTPEOUTENNCH 1

OJ1aromnoryyusgesoBeKa

c) denepanpHas CITy:K0a 10 TPYAY U3aHITOCTH

d) denepanbHas aHTHMOHOIIOBHASCITYKOA

e) ['ocymapcTBEHHBII TTOKaPHBIHHAI30D

f) ®denepanbHOE areHTCTBO MO TEXHHYECKOMY PETYIMPOBAHHIO UMETPOJIOTHI

3aganue Ne4 IloaroroButsb coodmenune «HoocTn papmanum> u3 Uarepuera
WIH U3 hapManeBTHYECKHUX KYPHAI0B



MerToauyeckune yKa3aHMs JJIS CAMOCTOSITEILHOW PadoThl MO0 JMCHMILIUHE
«KoHTpoJb 1 HAA30p papManeBTHYECKOM IeATETbHOCTH
3ansaTue Ne3-4

I. Tema: IlonHoMouus ®enepanbHoit  cimyxkObpl _ 10  Hag3zopy B cdepe
3npaBooxpaneHusi. CTpykTypa DenepanbHONCTYKObI

2 BonpochlISANPOBEPKUNCXOTHOr0(02a30BOrOYPOBHSI):

1. TlomHOMOUMSIMH ¥ (YHKIMM KOHTPOJUPYIOUIMX OpraHoB B cdepe
oOpareHusl JeKapCTBEHHBIX CPEACTB IMPH OCYIIECTBICHUU IEATEIHLHOCTH
CyOBEKTOB 00paIlleHHS JIEKAPCTBEHHBIXCPEICTB.

(ITocranoBnenue I[paButensctBa Poccuiickoit @enepanuu ot 30.06.2004

No 323 «O06 yrBepxkaeHuu [lomoxenus o denepanbHoOl Ciry)0€ 110 HaI30py
B cdepe 3IpaBOOXpaHEHUS] U COLMAIBHOIO pa3BuTUs»). l[locTaHoBieHME
[IpaButensctBa Poccuiickoit ®enepamuu ot 15.10.2012 Ne 1043 «OO06
yTBepxkaeHun l[lonoxenus o QeaepalibHOM TOCYAapCTBEHHOM HaaA30pe B
chepe 0OpallieHus JIEKapCTBEHHBIX CPEJICTBY;

2. CuctemMa KOHTPOJS W HAA30pa COOJIFOJCHHS O00S3aTEeNbHBIX TPEOOBaHUH K
TOBapam, paboTaM U ycliyraM Ha ypoBHE (papMarieBTUUECKUXOpraHu3aIuu.

3. Heab3ansarus:

OOyuarommiics I0JZKEH 3HATL: | 1. OGecreuenne KauectBa JIII B
cucTeMe (%)apMaueBanecmx YCIIyT.
3. 3aKOHOIATENIbHBIC aKTBI, Mownorpagus ®.H bunaposa ujp.
perIaMeHTUPYIOIIIE 2012
TTOTHOMOUHMSIMHU u byHKIIN
KOHTPOJIMPYIOIIUX OpraHoB B chepe | 2. Jekuus Ne 1 yacTp2
00pallleHNs JTeKapCTBEHHBIXCPEICTB

3. Hocranosnenue [IpaBuTenscTBa
Poccuiickon denepanmu OoT
30.06.2004 IJ)\IQ 323 «O6

YTBEPIKIEHUH [Tonoxenus 0
DdenepanbHON CITyKOe 1Mo Ha/I30py B
chepe 3/IPaBOOXPAHEHUS u
COLIMATTLHOTOPA3BUTHSD ).

4. TlocraHoBieHHE [IpaBuTenscTBa
Poccuiickoii q)ea?aunn OT
15.10.2012 o 1043 «O6

BEPKIACHUU IHonoxxenus 0
eepaTbHOM roCy/1apCTBEHHOM
Ha/I30peB cepe oOparieHus

JIEKapCTBEHHBIXCPENICTBY;

U0yJYaromuucs 10J5KEH YMETh;




OpPHEHTHPOBATHCS B OCHOBHBIX
MOJTHOMOYHSAX u byHKIMSIX
KOHTPOJIMPYIOIIMXOPTaHOBB chepe

oOpalleH s JTeKapCTBEHHBIXCPEICTB

. O0Gecrieuenne xavecrsa JIII B

CUCTEME (dapmalieBTHUECKIX
yciyr.MonHorpadus ®.H
bunaposa u ap. 2012

. nexuusa Nelgactp?2

. IlocranoBnenne  IIpaBurenscTBa

Poccuiickon denepanuun OT
30.06.2004 Ne 323 «O06
yrBepxkaeHun  [lonoxenuss o
denepaibHOM CiTy)k0e 10 HAA30pYy
B cdepe 3IpaBOOXpaHEHUS U
COLIMAJIbBHOTOPA3BUTHUS»).

. Ilocranosnenuel IpaBurenscTBa

Poccuiickoin denepanun oT
15.10.2012 Ne 1043 «O6
yrBepxkaeHun  [lonmoxenuss o
beneparbHOMIocyJapCTBEHHOM
Haj3ope B cdepe oOpaiieHus
JICKapCTBEHHBIXCPEJICTBY.

. http://www.consultant.ru-

O6mepoccuiickas CeThb
pacrpoCTpaHEeHUS IIPaBOBOM
uHdopMaIu «KoHcynbpTaHT
[Tmrocy.

. http://http://mww.garant.ru/-

H(OPMAITMOHHO-TIPABOBOM  TOPTal
'APAHT.PY

. http://mww.pharmvestnik.ru -

"®apmareBTUUECKUIBECTHUK"

CamocTtosiTe/IbHAS BHEAYIMTOPHAsI(IOMAILIHSAS) padoTa

JHEBHHUKE)

3anganue Nel KpaTKO 3aKOHCIIEKTUPOBATD:

ITocranosnenue IIpaBurensctBa Poccuiickoit @enepanuum 0122.12.2011

. (MMCbMEHHO B

1081 «O nunen3upoBanuu GhapMareBTUUECKOUIEATETLHOCTI;

Ne


http://www.consultant.ru-/
http://www.garant.ru/-
http://www.pharmvestnik.ru/

3amanne Ne2 CaMOCTOATENBHO 3aKOHCIEKTHPOBATH CIEAYIOIIYI0 HOPMAaTHBHYIO
JOKYMEHTAIMIO, BBIHCATh BCE KOHTPOJBHBIC, HAA30PHBIE, Pa3PEIIMTEIbHBIC
(YHKIIMH U TOJIHOMOYHS:

1. TIlocranosnenuellpaBurenscrBaPoccuiickoin®@enepannnor30.06.2004
Ne 323 «O6 ytBepxkaenuu [onoxenus o eaepanbHOM Ciryk0€ 1Mo
HaJ30py B chepe 31paBOOXpaHEHUS U COIMATIEHOTO Pa3BUTHS).

2. TlocranosnenuellpaButenscTBaPoccuiickoii®deneparunorl5.10.2012
Ne 1043 «OO0  yrBepxknenunm Ilomoxenus o  QeaepanbHOM
rocyJapcTBEHHOM Haa30pe B cdepe oOpaileHus JIeKapCTBEHHBIX
CPEICTBY;

3ananue Ne3 CocTraBbTe TPH TECTOBBIX 3aJaHUS 0 00pa3my:
(enepabHBIM OPraHOM HMCHOJIHHUTENBHON BIIACTH, OCYILECTBIIAIOMINUM (PYHKIIUU IO
KOHTPOJIIO U HaA30py B cdepe  3ApaBOOXpPAaHEHHS UM COLUAIBLHOTOPa3BUTHS
SABJISICTCSL:
a) denepanpHas choyk0a 10 Ham30py B cdepe 3ApaBOOXpPAHEHHS U
COLIMAIbHOTOPa3BUTHS
b) ®denepanbHOro areHTCTBA IO HAA30py B cdepe 37ApaBOOXpaHEHHS U
COLIMAJTLHOTOPA3BUTHSI
C) MuHHCTEpCTBA3APAaBOOXPAHECHHSN COIIMATBHOTO pa3BUTHs Poccuiickoi
denepauyu
d) denepanpbhHas  cimyx6a B cdepe 3ammThl  MpaB  MOTpeOUTENCH U
OJ1aronoTy4usiuesoBeKa
e) denepaibHas CITy)K0a IO KOHTPOJIFO 3aHAPKOTUKAMHU
f) denepanbHOE areHTCTBO MO TEXHHYECKOMY PETYJIMPOBAHHIO UMETPOJIOTHU

®denepanpHascIyk0ano HaaA30pyB chepe 3paBOOXPAHEHUSH COLIUATBHOTO
Pa3BUTHS HAXOAUTCS B BEJICHUU:
a) denepa’dbHOrO areHTCTBa 1O HAA30py B cdepe 3IpaBOOXpAaHCHUS W

COITUAITHHOTOPa3BUTHS

b) MunucrepcTBa  3IpaBOOXpPaHEHMA W  COIUAJLHOTO  Pa3BUTHS
Poccuiickoin®enepaumnu

C) denepaiphas ciayxba B chepe 3amMThl TpaB MOTPEOHMTENCH WU
OnaronosyyrsyesoBeKa

d) denepaspHas ciryk0a MO0 KOHTPOJIIO 3aHAPKOTHKAMU

e) denepaabHOE areHTCTBO MO TEXHHYECKOMY PEryJIMPOBAHHIO M METPOJIOTHH
3aganue Ne4 [loaroroBurthb coodmenue «HoBoctu papmaumum» » n3 UHTepHera
WK U3 papManeBTHYECKUXKYPHAJIOB



MeToan4yeckue yKa3aHusi JAJIsl CAMOCTOSITEIbHOI PadoThI MO AUCHUTLIHHE
«KoHTpoJb 1 HAA30p hapManeBTHUYECKOI 1eATeTbHOCTID)
3ausatue Ne 5-8

I. Tema:
Ilepexannbie MOJHOMOYMSA OPraHAMIOCYIAPCTBEHHOM BJIACTH CY0ObeKTOB
Poccuiickoit Penepanuu

3 Bonpocsl 11 NPOBEPKH UCXOIHOT0 (02a30BOT0 YPOBHS):

1. TlonmHoMouMsIMU U GYHKIIMK KOHTPOJUPYIOIIUX OpraHOB Bchepe
oOpalleHus JIEKapCTBEHHBIX CPEJICTB MPU OCYIIECTBICHUU IESITEIbHOCTH
CyOBEKTOB 0OpaleHHsl IEKAPCTBEHHBIX CPEICTB.

(ITocranoBnenue IIpaButensctBa Poccuiickoit ®enepannu ot 30.06.2004
No 323 «O6 yrBepxaenuu [lonoxxenus o @enepanbHoit ciayx0e 1Mo HAI30Ppy
B c(hepe 31paBOOXpaHEHUs U COLIMAIIBHOTO pa3BUTUs»). [locTaHoBIEHME
[IpaBurenscTBa Poccniickon denepannnorls.10.2012 Ne 1043 «O6
yrBepkeHun [lonoxenus o ¢peaepanbHOM TOCyAapCTBEHHOM Ha30PEB
chepe oOpallieHus JIEKapCTBEHHBIX CPEJICTBY;

2. Cucrtema KOHTPOJIS M Ha/i30pa cOOJI0/IeHUs 00s13aTebHBIX TPEOOBaHUI K
TOBapam, paboTam M yciIyraM Ha ypoBHE (hapMalieBTUUECKUXOPTraHu3aIui.

3. Heanb 3aHsITHS:

QOy4YaroImuUiiCcs 10JI3KEH 3HATDS 5. Oo0Oecneuenue kauectsa JII1 B
cucreMe (papMareBTHYCCKHUX YCIIYT.

1. 3aKOoHOJaTEIBLHEBIC aKThI, Mouorpadus  ®@.H bunaposa njp.
perylaMeHTUPYIOIE NIepeAaHHbIe 2012
TIOJTHOMOYHSIMU U (DYHKITHH
KOHTPOJIMPYIOIIUX OpraHoB B chepe | 6. yexums Ne 1 yactn2
OOpalleHHsl JTeKapCTBEHHBIX CPEICTB

7. ®enepanpHblii 3ak0oH 0T 21
HOs10pst 2011 1. Ne 323-D3 «O6
OCHOBaX OXPaHbI 3110POBbs

axnaH B Poccuiickoi
eZIepalmy, CTaThs15

8. denepanrpHbii 3ax0H oT 29.12.2006
r. No258-P3 «O BHeceHuun
W3MEHEHUN B OTIEIbHEIE
3aKOHOJAaTeJIbHBIC aKThl Poccuiickoi
Oenepanvu B CBSI3U C
COBEPIIICHCTBOBAaHUEM 5
pasrpaHuyYeHUs TOTHOMOYHIN,
KOTOPBIM IIPEAYCMOTPEHA NIEpeaada
YaCTH ITOJITHOMOYHI 110
JIMLIEH3UPOBAHUIO HA YPOBEHD
CyOBeKTOBPD.




O0y4yarommnics 10/2KeH YMeTh;

OPUECHTHPOBATHCS] B OCHOBHBIX
MOJTHOMOYHSAX U (DYHKIUSX

KOHTPOJIUPYIOIIUX OPTaHOB B chepe
oOpalIeHHsI JTeKApCTBEHHBIX CPEICTB

10. O0ecnieuenue kauectsa JII1 B
cucteme GapMaleBTUUECKUX

ycamyr.Monorpadus ®.H
bunaposanp. 2012

11. mexrmsaNe3

1. ®enepanbHblii 3akoH ot 21

HOs10pst 2011 1. Ne 323-d3 «O6
OCHOBAX OXPaHbI 3/I0POBbS

axxnad B Poccuiickon

ellepaum», cTaThs 15

2. Denepanpubiii 3axkoH ot 29.12.2006

r. Ne258-P3 «O BHeceHUH
W3MEHEHUN B OTHEJILHEIE
3aKOHOJIaTeJIbHBIE aKThI Poccuiickon
denepaliviv B CBS3H C
COBEPILICHCTBOBAaHUEM
pasrpaHu4YCHUS TOJTHOMOYHID,
KOTOPBIM IIPEAYCMOTpPEHA IIepeiada
YaCTH NOJIHOMOYHHA T10
JIMLICH3UPOBAHUIO HA YPOBEHB
cyOBeKTOBP®

12. http://www.consultant.ru-
OO6mmepoccuiickast ceTh
PacIpOCTpaHEHHUsI IPaBOBOM
uHpopmaru «KoHcynpTaHT
[Tmroc».

13. http://http:/mww.garant.ru/-
H(OPMaIMOHHO-TIPABOBOW NOPTAJI
'’APAHT.PY

14. http://www.pharmvestnik.ru -
"®apmMareBTUUECKUIBECTHUK"

6. CamocTosiTe/IbHAS BHEAYAUTOPHAas1 (JIoMallIHsisl) padoTa opAuHATOpPA 1O
MOAr0TOBKE K 3aHATHIO. (IMCbMEHHO B /IHEBHHUKE)

3aganue Nel mOBTOPUTH CIIEIYIOLIYIO HOPMATUBHYIO TOKYMEHTALUIO U KPATKO

3aKOHCIICKTUPOBATDH

3. I[TocranoBnenue IIpaBurensctBa Poccniickont @enepanunm ot 22.12.2011
Ne 1081 «O nunien3upoBanuy GpapMarieBTUIECKON NI TEIbHOCTHY,
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http://www.consultant.ru-/
http://www.garant.ru/-
http://www.pharmvestnik.ru/

3apanue Ne 2 CaMOCTOSTENIBHO 3aKOHCIEKTUPOBATh CIEAYIOLUIYH0O HOPMATHBHYIO
JOKYMEHTAINIO, pa3pemuTeabHble (YHKIMH TEPETAHHBIX IMOJTHOMOYHI Ha
ypOBEHb CyObeKTOB PD:

1. ®enepanpubiii 3akoH oT 21 HOs6pst 2011 1. No 323-d3 «O6 ocHoBax
OXpaHsbl 310pOBbs TpakaaH B Poccuiickoin denepanumn», craTbalS

2. ®denepanbHbii 3ak0H 0T 29.12.2006 1. No258-D3 «O BHeceHUM U3MEHEHUH B
OTZAEJIbHBIE 3aKOHOJarenbHble akThl Poccuiickon ®enepaunu B CBI3H €
COBEPILECHCTBOBAHUEM pa3rpaHUYCHMs ITOJTHOMOYHUI», KOTOPBIM MPELyCMOTpEHA
nepeiaya YacTH MOJHOMOYUH MO JIMIIEH3UPOBAHHUIO Ha YPOBEHBb CyOBEKTOBPD.

3ananue Ne 3 CocraBbTe TPH TECTOBBIX 3a/1aHUS 110 00pa3my:
OpraH UCIOJHUTEIIBHON BJIACTH, OCYIIECTBIISIFOIIMN TOJIHOMOYMS B YACTH
MOJTHOMOYMH 110 JIMIIEH3UPOBAHUIO TIEPEAHHBIX Ha YPOBEHb CyObekTOoB PD.:
g) DenepasbHas Ciry)0a 1Mo HaA30py B chepe 31paBOOXPAHCHHUS U
COLIMAJTLHOTOPA3BUTHSI

h) ®denepanbHOro areHTCTBA MO HAI30pY B chepe 3ApaBOOXpaHEHHUS U
COLIMAJTLHOTOPA3BUTHSI

1) MUHHCTEPCTBO 3IpaBOOXPAHCHHUS U COIMATBHOTO pa3BUTHs Poccuiickoi
Oenepanyn

J) MuHHCTEpPCTBO 37paBOOXPAHEHUSPETHOHOB

K) denepanbHas city:x0a B cdepe 3aIuThl MpaB MOTPEOUTENCH 1
0J1aronoTy4nsiueIoBeKa

I) ®denepanbhas ciyk0a 0 KOHTPOJIIO 3aHAPKOTUKAMH

3ananue Ne 4 TlonroroButhb coodmenue «HoBoctu papmaunm» u3 UHTepHera
Wik U3 papManeBTHYECKUX KYPHAJIOB
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MeToanueckue yKa3aHusi 1JI CAMOCTOATEIbHOI padoThl OPAUHATOPOB 1O
aucuuminHe «Kontpoab u Haa3op papManeBTHUECKON AeSITEILHOCTH
Sanarue Ne 9-11

I. Tema: 4 HopmatusHo-npaBoBas 0aza 1O KOHTPOIKO U HAI30py
bapMareBTHUECKON I TEILHOCTH

4 Bomnpocsl 1 POBEPKHA UCXOAHOTO0 (02a30BOr0 YPOBHS:

1. mopsimoKk oOpraHuzanMM W TPOBEACHUS KOMIUICKCHOW TPOBEPKHM  Ha
NPEINPUATHSIX PA3TUIHBIX OPTaHN3aIMOHHO-TTPABOBEIX (HOPMCOOCTBEHHOCTH;

2. cUCTeMy IUTaHUPOBaHUS,  MOJTOTOBKH,cOOpa ¥ 0OpaOOTKUIIONYyYCHHON
uHpOopMaIun (HMHAHCOBOTOXapaKTepa;

3. (opmbl U METOJIBI TIPOBEICHUST KOMILIEKCHOM MPOBEPKH, MOPSAIOK BHIHECEHUS
pelieHuit Mo pe3yiabraTaM KOMIUIEKCHOWTIPOBEPKH

3. Henb3ansarus:

QOyuaroUIMiics I0/IKEH 3HATR: 9. OGecrnieuenne kauectBa JIII B
cucreMe (papMaleBTHYECKUX YCIIYT.

1. Opranusamuo I/I TIOPSIOK Moworpadust @.H bunaposa uap.
MIPOBEJICHUSTIPOBEPKU 2012
€TOJTMKA TPOBEICHUSI
KOMILJIEKCHOMITPOBEPKH 10.mexumst Ne3

11. ®enepanbHbiiizakoHOT 21 HOSOpS
ZOﬁ r Ne  323-d3  «O6
OCHOBAXOXPaHBI3I0POBbS TPAKIAHB
Poccuiickon denepanumy, CraThs

12.Denepanphblii 3akoH oT 29.12.2006
T. Ne258-D3 «O  BHeceHUU
W3MEHEHUN B OTACIILHBIE
3aKOHOJAaTeJIbHBIC aKThl POccuiickoi
denepalyviv B CBS3U C
COBEPILICHCTBOBAaHUEM 5
pasrpaHuyYeHUs TOTHOMOYHIN,
KOTOPBIM TIPEAYyCMOTPEHA Mepeiayua

4acTu MOJTHOMOYHH 1o
JIMLICH3UPOBAHUIO Ha YPOBEHb
CyOBeKTOBPD.

O0y4yarommnics J10J2KeH YMeTh;

15.00ecnieuenne kauectBa JIII B

OdopmiisiTh  pe3ysbTaThl  MPOBEPKHU. CUCTEME (hapmaleBTUYECKUX

BbIHOCHTBpENIeHUATIOpE3yIbTaTaM yemyr.Mouorpadus ®H
PacCMOTPEHHUsI MAaTEPUAJIOB POBEPKHU.
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bunaposa u 1p.2012

16.1exmust Ne3

3. denepanbHbIif 3aK0H 0T2 1
HosiOpst 2011 r. No 323-03 «O06
OCHOBAXOXPaHbI30POBbs TPAXKIAHB

Poccuiickou

®deneparuny, cTaThsilb

4, ®denepanbHbil 3ak0oH oT 29.12.2006
r. Ne258-®3  «O  BHeceHuM
W3MEHEHUI B OTIEIIBLHBIE
3aKOHOJATEIIbHBIC aKThl POCCHIICKOM
®denepanuu B CBS3U C
COBEPIIICHCTBOBAHUEM .
pasrpaHUYeHUs [IOJIHOMOYHIN,
KOTOPBIM IIPEyCMOTPEHA Ilepeada
YacTH TMOJITHOMOYHIA 10
JIMIICH3UPOBAHUIO HA  ypPOBECHb
cyOBeKTOBP®

17. http://www.consultant.ru-

Oo6mepoccuiickas CeTh
pacrpocTpaHeHUs IIPaBOBOM
UHpOPMAITUH «KoHcynbpTanT
[Lmrocy.

18. http://http:/mww.garant.ru/-
H(OPMAIIMOHHO-TIPABOBOM  MOpTAJl
'’APAHT.PY

19. http://www.pharmvestnik.ru -
"®apmareBTUYECKUIBECTHUK"

CamocrosiTe/ibHAsi BHeAyIMTOPHAs! (10MALIHSAS) padoTa 1o noAroToBKe K 3a-
HATHIO (MACbMEHHO B IHEBHUKE).

3aganueNel  MOBTOPUTH CHEAYIOMIYI0 HOPMATUBHYIO JOKYMEHTALMIO U KPATKO
3aKOHCIIEKTUPOBATh

4. TlocranosnenuellpaBurensctBaPoccuiickoii®enepanunor22.12.2011
Ne 1081 «O nunen3upoBannu GpapMarieBTUIECKON NI TEIbHOCTHY,

5. ®enepanbubiii 3akoH 0T 08.01.1998 Ne 3-®3 «O HapKOTHYECKUX
CPEICTBAaX M NCUXOTPOIMHBIXBELIECTBAX.

6. Ilocranomnenue [IpaButennctBa Poccuiickoit denepanunot 26.02. 2004
Ne 110 «O coOBepiIEHCTBOBAaHMM MPOLEAYp TOCYAapCTBEHHOMN
perucTpanid M TOCTAaHOBKM HA y4eT IOPUJAMYECKUX JIUI U
WHMBUAYAJBbHBIX TIPEANPUHUMATEICH.

7. Tlocranomnenue IIpaButennctBa Poccuiickoit denepanunior 31.12. 2009
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http://www.pharmvestnik.ru/

10.

11.

No 1148 «O nopsiake XpaHEHHUs] HAPKOTUUECKUX CPEJICTB U NICUXOTPOITHBIX
BEILIECTBY.

[Tocranosnenuel IpaButenbctBaPoccuiickoii®enepannnor26.07.2010
Ne 558 «O nmopsgke pacnpeneneHusi, OTIyCKa ¢ peanu3aluu
HapKOTHUYECKUX CPEACTB U MCUXOTPOIHBIX BEILIECTBY.

IIpuka3 MwunucrepctBa 3apaBooxpaHeHus Poccuiickon denepauyu OT
14.12.2005 Ne 785 «O Ilopsiake oTIycKa JIEKapCTBEHHBIXCPEACTBY.

IIpuka3z MunucrepcrBa 3apaBooxpaHeHus Poccuiickont ®enepauuu OT
22.04.2014 Ne 183H «O0 yTBEpKACHHUH MEPEUHS JIEKAPCTBEHHBIX CPEIICTB
JUIL  MEOULMHCKOTO  IIPUMEHEHMS,  MNOMJICKAIIUX  NPEAMETHO-
KOJINYECTBEHHOMYYUYETY».

IIpukaz MunucrepcrBa 3apaBooxpanHeHus Poccuiickon @enepauuu OT
23.08.2010 Ne 706n «OO6 yrBepxkaeHun I[lpaBun  xpaHeHwus
JIEKapCTBEHHBIX CPEJICTBY.

3aganue Ne2 CaMOCTOSATENIBHO 3aKOHCIIEKTUPOBATH CIIECIYIOLIYI0O HOPMATHBHYIO
JOKYMEHTAIIMIO, pa3peluTeabHble (YHKIUU TEepeIaHHbIX IOJHOMOYMM Ha
YpOBEHb CYyOBEKTOB PD:

3aganue Ne3 CocTraBbTe TPH TECTOBBIX 3a/IaHMS 10 00pa3ly:

opraH

WCTIOJTHUTENIBHOW  BJIACTH, OCYILIECTBISIIONIMN  TOJHOMOYUS B 4YacTH

MOJIHOMOYHH TIO JIMIIEH3UPOBAHUIO TIEpEaHHBIX Ha YPOBEHb CYObeKTOBPD.:
m) denepanbHas  cay)k0a 1Mo  Ham3opy B cdepe 3ApaBOOXpPaHCHUS U

n)
0)

p)
q)

r)

COLIMAJIBHOTOPA3BUTHS

@denepabHOrO areHTCTBAa MO Haa30py B cdepe 3ApaBOOXpaHEHHs U
COLIMAJIBHOTOPA3BUTHS

MuHHCTEPCTBO 3APaBOOXPAHEHNS U COLMANIBHOTO pa3BUTHs Poccuiickon
denepaunu

MuHHCTEPCTBO 31PaBOOXPAHEHUSIPETMOHOB

OenepasibHasgs  cayx0a B cdepe 3amMThl  NpaB MnoTpedutene u
OJ1aronoTy4usiuesoBeKa

®denepanbHast Ciryk0a M0 KOHTPOJIIO 3aHAPKOTHKAMHU

3ananue Ne3 IlogroroBurth coodmenne «HoBoctu papmanun» n3 UarepHera
WM U3 papmManeBTHYECKHUX KYPHAJIOB
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