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®EJEPAJIBHOE I'OCYJAPCTBEHHOE BIO’KETHOE OBPA30OBATEJIBHOE
YYPEXKJIEHUE BBICIIEI'O OBPA30OBAHUS « CEBEPO-OCETHHCKAS
T'OCYJIAPCTBEHHASI MEIUIIMHCKASI AKAJTEMMUSI» MUHUCTEPCTBA
3JIPABOOXPAHEHUS POCCUVICKOHN ®EJEPAIIUN
(®I'bOY BO COI'MA Munsapasa Poccun)

Kadenpa ¢papmanun

bunaposa ®.H.

METOAUYECKUE PEKOMEHJIALIMU N1JIS1 BHEAYJIUTOPHOM
CAMOCTOSATEJBHOHN PABOTHI (CP) ITO
«KOHTPOJIBHO-HAJI30PHOM 1 PASPEIIUTEJIBHOM
NEATEJBHOCTHU B ®PAPMALIUN» (JIUISI OPINHATOPOB
BTOPOI'O I'OJIA OBYYEHUS 11O CHEIIUAJIBHOCTH
33.08.03 PAPMAIIEBTUUECKASI XUMUS U
®APMAKOTHO3US)

OCHOBHOM MpodeccnoHallbHON 00pa3oBaTeIbHON MPOrpaMMBbl BhICILIET0 00pa30BaHus -
MPOTrpaMMBbl OpIMHATYPHI 10 crnienuanbHoCcTH 33.08.03 dapmaneBTuyecKas XuMHs
upapmakoraosus, yreepxaenHoi 30.03.2022 r.

BiaaagukaBka3z,2022 r.



MeToanueckue yKazaHusl AJisl CAMOCTOSITEIbHOI Pa0oThI MO0 IUCHUTLIHHE
« KOHTPOJIbHO-HA/A30PHAsI M Pa3pelIuTeIbHasA AesITeJIbHOCTh B (hapMaIium»
3ausaTue Ne 1-2

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

2 . Bonpocsl 1J1si NIPOBEPKH UCXOAHOTO (0230BOT0 YPOBHS) :

1. CucremauctpykrypadeaepaibHbIXOPTaHOBUCTIOTHUTENbHOMBIacTUBP .
(Yxa3 IIpesunenta PO ot 9 mapra 2004 r. N 314"O cucreMe u CTpyKType
dbenepabHBIX OPTaHOB UCIIOTHUTENbHOM BiacTH". Yka3 [Ipesunenta PO ot 21
Mas 2012 r. N 636 "O cTpyktype denepabHbIX OPraHOB UCIIOJHUTEIbHON
BJacTu"

2. OcHoBHBIE IOHATHUSA B c(hepe KOHTPOIS U Haa30pa B chepe oOparieHus
JI€KapCTBEHHBIXCPEACTBIIPUOCYIIECTBICHUNIEATEIbHOCTUCYOBEKTOB
oOpalieHus JIEKapCTBEHHBIX CPEJICTB (papMalieBTUUECKOU 1eATeNbHOCTH. (294)

3. I[IpaBOBBICOCHOBBIOCYIIIECTBICHUSAHAI30PAUKOHTPOJISIUOOIIINECBEICHHSIO
BUJIAXHA/I30PHOUIEATEIbHOCTUBC(PEpeoOpalieHUsIEKapCTBEHHBIXCPEACTB
MIPU OCYILIECTBICHUU JEATEIBHOCTU CYOBEKTOB OOpaIeHus JIEKapCTBEHHbBIX
CPEICTB.

4. CocraB, MOJTHOMOYHS U QYHKIIUUA CUCTEMBI 00ECIIEYEHUsI KOHTPOJISI MHAI30pa
B cpepe oOparieHus JeKapCTBEHHbBIX CPEACTB MIPUOCYIIECTBICHUN
NEATEITLHOCTH CYOBEKTOB OOpAIICHHS JICKAPCTBECHHBIX CPEJICTB
bapmareBTHIeCKON ACITEIHHOCTH.

5. OcobeHHOCTHCHCTEMOOECTICYUCHUSKOHTPOIISTMHA30paBchepeoOparieHus
JICKAPCTBEHHBIX CPEJICTB MIPH OCYIIECTBICHUHN ACSITEILHOCTHCYOBEKTOB
oOpallieHus JIEKAPCTBEHHBIX CPEJACTB (hapMalleBTHUCCKOM IEATEITBHOCTH.

3. Heab3ansarus:

Oovuaronmiics J10JKeH

3HATh:OCHOBHbIEC 3aKOHO/ATEIbHBIE AKThI 1. OGecneuenue kauectsa JIII B cucteme
OIIpENENAIOIINE (hapmarieBTHUECKHX YcIIyT. MoHOTrpadus
CHCTEMY U CTPYKTYPY (enepaabHbIX OpraHOB ®.Hbunaposau np.2012
UCIIOJIHUTENIBHOU Biactu B PO.

OO1Me cBeieHUs 0 BUaxX Ha/130pa U 2. nexuusi Ne 1 cranmapTuzanus u
KOHTpOJIs Behepe ceptudukanys papMarieBTHIeCKon
Oprasbl rocyapcTBEHHOT0 Ha/A30pa U JEeATEIbHOCTH

KOHTPOJISI B cdepe




QOvuaronuiics 10J1KeH YMeTh:
1. OoOecnieuenuekauectea JIII B cucreme

(hapmanieBTHUeCKUXyCITyr. MoHOTrpadus

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— dgapmareBTHIECKHUit

uHpOpMAaMOHHBIA  calT .  OnepaTrHUBHAS
UH(pOPMaLU O KOHBIOHKTYpPE PhIHKA, HOBBIX
HOPMAaTHBHBIX JOKYMEHTaX, HOBHHKAX
npodecCHOHATBLHOMIUTEPATYPhI, CChUIKAX U
nporpaMmmax, HOBOCTSX (papMartim
http://www.pharmvestnik.ru -
"®apmarieBruueckuii BecTHUK" B UHTEpHETE,
I'/Ie TOCTOSIHHO Pa3MeEIIaeTCsl IOMOTHUTENbHAS
uHpopmarus. [Ipexe Bcero 3To 10KyMEHTHI,
HEOOXOIUMBIC npodeccruoHaam
(apMarieBTUUECKOH  OTpaciii, a  TaKke
crpaBoYHast UH(pOpMaIHs.

CamocrosiTe/ibHAs BHEAYIUTOPHAS (JOMallHANA) padoTaa mo 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 obpamenuu
JIEKapCTBEHHBIX CPEACTB"

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

3ansaTue Ne2 CamMOCTOSTENBHO 3aKOHCIIEKTUPOBATH CIIECAYIOIIYI0O HOPMATHUBHYIO
JOKYMEHTAIMIO, B YaCTU OTHOCSLIYIOCS K CUCTEME M CTPYKType (eaepalbHbIX
OpraHOB MCHOJIHUTEIBHOW BJIACTH MPU OCYIIECTBIECHUU JEATEILHOCTH CYOHEKTOB
oOpalieHus JIeKapCTBEHHBIX CPEICTB (PapMalieBTUUECKOMN 1eITeTbHOCTH:

Vka3 Ilpesuaenta PO or 9 mapra 2004 r. N 314"0O cucreme u CTpPyKType
(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 COOITIOICHNUS 00s13aTeNbHBIX TPEOOBAHMIA 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 3alnThl MpaB MOTPeOUTENNCH 1

OJ1aromnoryyusgesoBeKa

c) denepanpHas CITy:K0a 10 TPYAY U3aHITOCTH

d) denepanbHas aHTHMOHOIIOBHASCITYKOA

e) ['ocymapcTBEHHBII TTOKaPHBIHHAI30D

f) ®denepanbHOE areHTCTBO MO TEXHHYECKOMY PETYJIMPOBAHHIO UMETPOJIOTHI

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



Mertonuveckne ykazaHusl JJIsl CAMOCTOSITEJIbHOM PadoOThI MO JUCHUILIMHE
« KOHTPOJIbHO-HA/I30PHASI M pa3pelInuTeIbHas AeATeJIbHOCTh B hapMannuy
3ansaTue Ne3-4

I. Tema: IloaHOMOUMS ®enepanbHoit  ciyxkObl _ IO Hag3opy B  cdepe
3apaBooxpanenus. Ctpykrypa denepanbHONCITYKObI

2 BonpochlJISIIPOBEPKUUCXOIHOT0(0230BOrOyPOBHSI):

1. TlonHoMouMsiMU ¥ (QYHKIMH KOHTPOJHUPYIOIIMX OpraHoB B cdepe
oOpaIieHusi JEeKapCTBEHHBIX CPEACTB IMPH OCYIIECCTBICHUU JICSATEILHOCTH
CyOBEKTOB 0OpallleHus JI€KaPCTBEHHBIXCPEACTB.

(ITocranoBnenue IIpaButensctBa Poccuiickoit ®enepanuu ot 30.06.2004

No 323 «O06 yrBepxkaeHuu Ilonoxenus o GenepanbHoi ciryx0e 10 Ha30py
B cdepe 3IpaBOOXpaHEHUS M COLMAIBHOrO pa3BuTus»). IlocTaHoBieHue
[IpaButensctBa Poccuiickoit ®enepanuu ot 15.10.2012 Ne 1043 «OO0
yTBepxkaeHun l[lonoxenus o QeaepalibHOM TOCYAapCTBEHHOM HaaA30pe B
chepe oOpaleHus JIeKapCTBEHHBIX CPEICTBY;

2. CuctemMa KOHTPOJS U HAA30pa COOJIIOJCHHS 00s3aTelIbHBIX TPEeOOBaHUM K
TOBapam, paboTam M yciiyram Ha ypoBHE (hapMaleBTHUEeCKUXOPTraHu3aIui.

3. Henab3ansarus:

QO0yJaroIuUiics 10JI7KEH 3HATH: 1. O6ecricuenne kauectBa JIII B
CUCTEME (%JapMaueBanecmx YCITYT.

3. 3aKOHO/IATEITHHBIC aKTHl, Monorpadus ®.H bunaposaup.
peryiaMeHTHPYIOLIe 2012
TIOJTHOMOYHSMU u GyHKIIN
KOHTPOIMPYIOIINX OPraHoB B cepe | 2. Jekuus Ne 1 yacTs2
oOpallleHHs JIeKapCTBEHHBIXCPEICTB

3. Ilocranomnenue IIpaBurenscTBa
Poccuiickon d)ez[elﬁfunn OoT
30.06.2004 o 323 «O06

YTBEPIKICHUH [Tonoxenus 0
®denepanibHOM CITy>k0€ IO HA/30pY B

cdepe 3/IpaBOOXPaHEHUS u
COLIMATTLHOTOPA3BUTHSD ).

4. TlocraHoBjcHHE ITpaBuTenscTBa
Pocculickon dbea%aunn oT
15.10.2012 o 1043 «O6

BEPKICHUU [Tonoxxenus 0
€AEPATLHOM roCyJapCTBEHHOM

Ham3opa B cdepe  oOpareHus
JIEKapCTBCHHBIXCPEJICTBY;

U0y4YaromMucs 10J°K€EH YMETh,




OPHEHTUPOBATHCS B OCHOBHBIX
TIOJTHOMOYHSIX u (byHKIHAX
KOHTPOJIUPYIOIIUXOPTraHOBB chepe

oOpalleHHs JTeKapCTBEHHBIXCPEIICTB

. O0Gecrieuenne xavecrBa JIII B

CUCTEME (dapmalieBTHUECKIX
yciyr.MonHorpadus
. ®.Hbunapoau ap. 2012

. Jexiusd Nelgacte2

. IloctanoBnenue IIpaBuTenscTBa

. Iloctanosnenuel [paButenbCTBa

. http://www.consultant.ru-

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

10.http://www.pharmvestnik.ru -

Poccuiickon denepanuun OT
30.06.2004 Ne 323 «O6
yrBepxkaeHun  [lonoxenus o
®denepasibHOM ClTy>k0€ 1O HAA30pY
B cdepe 3IpaBOOXpaHEHUS U
COLIMAJIBHOTOPA3BUTHUS»).

Poccutickoi denepaunu oT
15.10.2012 Ne 1043 «O06
yrBepkaeHun  [lonoxenuss o
beneparbHOMIocyJapCTBEHHOM
Haj3ope B cdepe  oOparieHus
JIEKapCTBEHHBIXCPEICTBY.

Oo6mepoccuiickas CeTh
pacrpoCTpaHEeHUS IIPaBOBOM
uHdopMaIu «KoHcynbpTaHT
[Tmrocy.

nHGOPMAITMOHHO-TIPABOBOW TOPTaI
'APAHT.PY

"@apMaLeBTHYECKUNBECTHUK "

CamocTtosiTeIbHASI BHEAYIMTOPHAsI(IOMAILIHSAS) padoTa

JHEBHHUKE)

3aganue Nel KpaTKO 3aKOHCIIEKTUPOBATD:

. (MMCbMEHHO B

[Tocranosnenue IpaBurensctBa Poccuiickoit @enepanuum 0122.12.2011 No
1081 «O nunen3upoBaHuu GhapMareBTUIECKON AEATETHHOCTIY;


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

3amanne Ne2 CaMOCTOATENBHO 3aKOHCIEKTHPOBATH CIEAYIOIIYI0 HOPMAaTHBHYIO
JOKYMEHTAILMIO, BBIHCATh BCE KOHTPOJBHBIC, HAIA30PHBIE, Pa3PEIIUTEIbHBIC
(YHKIIMH U TOJIHOMOYHS:

1.

[TocTanosnenuel IpaButenscrBaPoccuiickoin®@eaepannnor30.06.2004

Ne 323 «O6 ytBepxkaenuu [onoxenus o eaepanbHOM Ciryk0€ 1Mo
HaAA30py B chepe 3paBOOXpaHEHUS U COLIMATTLHOTO PAa3BUTHUS»).
[Tocranosnenuel IpaButenbcTBaPoccuiickoi®@enepanunorl5.10.2012

Ne 1043 «OO0  yrBepxknenunm Ilomoxenus o  QeaepanbHOM
rocyJapcTBEHHOM Haa30pe B cdepe oOpaileHus JIeKapCTBEHHBIX
CPEICTBY;

3ananue Ne3 CocTraBbTe TPH TECTOBBIX 3aJaHUS 0 00pa3my:
dbenepanbHbIM OPraHOM HMCTHOJHUTENILHOM BJIACTH, OCYIIECTBISIOMUM (QYHKIIUU 10
KOHTPOJIIO U HAA30py B c(hepe 31paBOOXpPaHEHUS HCOUAILHOTO PA3BUTHUS, SIBISETCS:

a)
b)
c)
d)

e)
f)

QenepanbHasg  ciayx0a 1O Haa3opy B cdepe 3ApaBOOXpaHEHHS U
COLIMAJTLHOTOPA3BUTHS

denepalbHOTO areHTCTBA IO HAJA30py B cdepe 3apaBOOXpaHEHUS U
COIMAIbHOTOPA3BUTHSA

MuHuCcTEepCTBA3APABOOXPAHEHUAN COIMATILHOTO pa3BUTUs Poccuiickomn
denepanyu

OdenepaibHass  caykO0a B cdepe 3alMThl  MpaB  MOTpeOUTENCH WU
OJ1aronoTy4usiuesoBeKa

®denepasibHas CIy»)0a Mo KOHTPOJIIO 3aHAPKOTUKAMU

®denepayibHOE areHTCTBO M0 TEXHUUYECKOMY PETYJIMPOBAHUIO UMETPOJIOTHH

DdenepanbHAICTY)0armo HAA30PYB chepe 3IPaBOOXPAHEHHUS U COITUAILHOTO
Pa3BUTHS HAXOJUTCS B BEACHUM:

a)

denepanbHOTO areHTCTBa IO HAA30py B cdepe 3IpaBOOXpaHEHUS U
COIMATbHOTOPA3BUTHS

b) MunucrepcTBa  3IpaBOOXpPaHEHMA W  COIUAJLHOTO  Pa3BUTHS

c)

d)
e)

Poccuiickoin®enepaumnu

OenepanpHas ciayxba B cdepe 3ammThl  TpaB  MOTpeOUTENeH U
OJaronosyyusyesoBeKa

denepanbpHas Cryk0a 0 KOHTPOJTIO 3aHAPKOTHKAMH

denepabHOE areHTCTBO 110 TEXHUYECKOMY PEryJIUPOBAHUIO M METPOJIOTUH

3aganue Ne4 [loaroroBurts coodmenue «HoBoctu papmanum» » u3 UHTepHera
WIN 13 (papMaleBTHYECKUXKYPHAJIOB



MeToauveckue yKa3aHus IJIsl CAMOCTOSITEIbHOM padoThI MO
AUCHHUIIHHEKKOHTPOJIBLHO-HAA30PHAS M Pa3pelunTe/IbHAs 1eATeJIbHOCTh B
bapmanum»

3auarue Ne 5-8

I. Tema:
IlepenanHbie NOJTHOMOYMS OPraHAMIOCYIAPCTBEHHOM BJIACTH CY0ObEKTOB
Poccuiickoun @egepauuu

3 Bomnpocsl 1151 NPOBEPKHU UCXOAHOIO0 (0230BOT0 YPOBHA):

1. TlonmHoMouusiMU U GYHKIIMK KOHTPOJUPYIOIIUX OPraHOB Bchepe
oOpaIieHus JISKapCTBEHHBIX CPEJICTB MPHU OCYIIICCTBICHUH ICSITSILHOCTH
CyOBEKTOB 0OpallleHus JIEKAPCTBEHHBIX CPE/ICTB.

(ITocranoBnenue IIpaButensctBa Poccuiickoit ®enepannu ot 30.06.2004
No 323 «O6 yrBepxkaenuu [lonoxxenus o denepanbHoit ciayx0e 1Mo HAI30py
B c(hepe 3IpaBOOXpaHEHUS M COIMMAILHOTO pa3BUTHSY ). [locTaHOBICHNE
[IpaButenscTBa Poccuiickoit @enepannnorls.10.2012 Ne 1043 «O6
yrBepxkenun [lonoxenus o deaeparbHOM TOCyIapCTBEHHOM HaJ30pa B
chepe oOpaleHus JIeKapCTBEHHBIX CPEICTBY;

2. Cucrtema KOHTPOJIS M Ha/i30pa cOoOJI0/IeHUs 00s13aTebHBIX TPEOOBaHUI K
TOBapaM, paboTaM U ycliyraM Ha ypoBHeE (hapMalieBTUYECKUXOpraHu3aIuu.

3. lleanb 3anaTua:



O0yyaromuiics J10JKeH 3HATDS

1. 3aKkOHOJATEIHLHBIC aKThI,

perjIaMeHTUPYIOIINE TIEpeaHHbIe
MOJTHOMOYHUSIMU M (PYHKIIUA

KOHTPOJIUPYIOIIUX OpraHoB B cdepe
oOpalleH sl TeKapCTBEHHBIX CPEJICTB

Oo0ecneuenue kauectsa JII1 B
cucreMe (apMarleBTUYECKUX YCITYT.
Mogglipza ua @O.H bumaposaup.

sexiusd Ne 1 gyactn2

®denepanbHbli 3aKk0H 0T 21
HOs10pst 2011 1. Ne 323-D3 «O06
OCHOBAX OXPAaHBI 310POBbS

axnad B Poccuiickon

eiepalmmny», CTaTbald
denepanpHbA 3aK0H 0T 29.12.2006
r. Ne258-®3 «O BHEeceHHH
W3MEHEHUN B OTAEILHBIE
3aKOHOJATEIbHBIEC aKThl Poccuiickoi
denepalul B CBSI3U C
COBEPIIICHCTBOBAHUEM 5
pasrpaHUYCHUS TOTHOMOYHIN,
KOTOPBIM IIPEIyCMOTpEHA Nlepeaada
YaCTHU MOJHOMOYHUH 110
JIMIICH3UPOBAHUIO HA YPOBCHb
CyOBEKTOBPD.




O0y4yarommnics 10/2KeH YMeTh;

OPUECHTHPOBATHCS] B OCHOBHBIX
MOJTHOMOYHAX U (DYHKIUSAX

KOHTPOJIUPYIOIIUX OPTaHOB B chepe
oOpalIeHHsI JTeKApCTBEHHBIX CPEICTB

1. denepanbHbBINA 3aKOH

10. O0ecnieuenue kauectsa JII1 B
cucteme GapMaleBTUIECKUX
ycayr.Monorpagust

11. ®.H bunapoanap. 2012

12. nexkrmsaNe3

or 21

HOs10ps 2011 r. Ne 323-®3 «O0
OCHOBAX OXPaHbI 3/I0POBbs
rpaxxaad B Poccuiickon
enepanumn», CTatbs 15

. Denepanbubiii 3ak0H 0T 29.12.2006
r. Ne258-®3 «O BHeceHUH
W3MEHEHUN B OTHEJILHEIE
3aKOHOJIaTeJIbHBIE aKThI Poccuiickon
denepaliviv B CBSZH C
COBEPILICHCTBOBAaHUEM .
pa3rpaHuyEHUs TOTHOMOYHID,
KOTOPBIM IIPEAYCMOTPEHA IIEpeada
YaCTH NOJIHOMOYHHA T10
JIMLICH3UPOBAHUIO HA YPOBEHB
cyOBeKTOBP®

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

13. http://http://mww.garant.ru/-
MH(GOPMAIMOHHO-TIPaBOBOM
noptan TAPAHT.PY

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

6. CamocTosiTesIbHAsI BHEAYIUTOPHAs (IOMALIHsAs) padoTa OpAUHATOPA MO
MOAr0TOBKE K 3aHATHIO. (IMCbMEHHO B /IHEBHHKE)

3ananue Nel mOBTOpPUTH CIIEYIONIYIO HOPMAaTUBHYIO JTOKYMEHTALMIO U KPAaTKO

3aKOHCIICKTUPOBATDb

3. [TocranoBnenue IIpaBurenscrBa Poccniickont @enepanun ot 22.12.2011
Ne 1081 «O nuuen3upoBannu GpapMarieBTUIECKON TeITEIbHOCTHY,;

10


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

3aganue Ne 2 CaMOCTOSATENIBHO 3aKOHCIIEKTUPOBATH CIIECAYIOLIYI0O HOPMATHUBHYIO
JOKYMEHTAINIO, pa3pemuTeabHble (YHKIMH TEPETAHHBIX IMOJTHOMOYHI Ha
ypOBEHb CyObeKTOB PD:

1. ®enepanpubiii 3akoH oT 21 HOs6pst 2011 1. No 323-d3 «O6 ocHoBax
OXpaHsbl 3I0pOBbs TpakaaH B Poccuiickoi @enepanumny», craTbal S

2. ®denepanbHbii 3ak0H 0T 29.12.2006 1. No258-D3 «O BHeceHUH U3MEHEHUH B
OTZAEJIbHBIE 3aKOHOJarenbHble akThl Poccuiickon ®enepaunu B CBI3H €
COBEPILECHCTBOBAHUEM pa3rpaHUYCHMs ITOJTHOMOYHUI», KOTOPBIM MPELyCMOTpEHA
nepeaya YacTH MOJHOMOYHUH 10 JIMIIEH3UPOBAHUIO HA YPOBEHb CyOBEeKTOBP®.

3anganue Ne 3 CocraBbTe TPH TECTOBBIX 3aJaHUS 0 00pa3ny:
OpraH UCIOJHUTEIIBHON BJIACTH, OCYIIECTBIISIFOIIMN TOJIHOMOYMS B YACTH
MOJTHOMOYMH 110 JIMIIEH3UPOBAHUIO TIEPEAHHBIX Ha YPOBEHb CyObekTOoB PD.:
g) DenepasbHas Ciry)0a 1o 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 papmannm» u3 UHTepHera
Wik U3 papManeBTHYECKUX KYPHAJIOB

11



Meroanuyeckue yKka3aHus AJIsl CAMOCTOATEIbLHON pad0Thl OPAUHATOPOB 110
AUCHUIIIMHE « KOHTPOJIbHO-HAA30PHAs M Pa3peliuTeIbHANA AeTeIbHOCTh B
bapmanum»

3ausarue Ne 9-11

I. Tema: 4 HopmatusHO-IIpaBoBas 0aza 1O KOHTPOIIO U HAI30py
(bapMareBTHUECKONIeA TETbHOCTH

4 Bomnpocsl 1 NPOBEPKHA UCXOAHOTO0 (02a30BOr0 YPOBHS:

1. mopsimok oOpraHuzanMM W TPOBEACHUS KOMIUICKCHOMW TPOBEPKHA  Ha
MPEINPUATHSIX PA3TUIHBIX OPTaHN3aIMOHHO-TTPABOBEIX (HOPMCOOCTBEHHOCTH;

2. cUCTeMy IUTAHUPOBaHUS,  MOJTOTOBKH,cOOpa ¥ 0OpaOOTKUIIONYyYCHHON
uHbopMaIu (PMHAHCOBOTOXapaKTepa,

3. (opmbl U METOJIBI TIPOBEICHUSI KOMILIEKCHOM MPOBEPKH, MOPSAIOK BEIHECEHUS
pelIeHuit Mo pe3yiabraTaM KOMIUIEKCHOWTIPOBEPKH

3. Henb3ansarus:

QOyuaroUIMiics 10/IKEH 3HATR: 9. Obecrnieuenne kauectBa JIII B
cucreMe (papMaleBTHUCCKUX YCIIYT.

1. Opranusanuio u TIOPSIZIOK Mouorpagus @.H bunaposanp.
MIPOBEACHUSATIPOBEPKHU 2012

2. Metoauka TIPOBEICHUS
KOMIUIEKCHOM TIPOBEPKH 10.mexumst Ne3

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

12.Denepanphblii 3akoH oT 29.12.2006
T. No258-D3 «O BHECEHUU
W3MEHEHUN B OTAEIILHBIE
3aKOHOJAaTeJIbHBIC aKThl POCccuicKom
denepanyiv B CBA3M C
COBEPILICHCTBOBAaHUEM 5
pasrpaHuyYeHUs TOTHOMOYHID,
KOTOPBIM IIPEAYyCMOTPEHA Mepeiayua

q4acTu MTOJTHOMOYHI 1o
JIMLICH3UPOBAHUIO Ha YPOBEHb
CyOBeKTOBPD.
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®.Hbunaposau 1p.2012

16.1exmust Ne3

3. denepanbHbIif 3aK0H 0T2 1
HosiOpst 2011 r. No 323-03 «O6
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 TTOJITHOMOYHIA 10
JIMIICH3UPOBAHUIO HAa  ypOBEHb
cyOBeKTOBP®

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

Oo6mepoccuiickas CeTh
pacrpocTpaHeHUs IIPaBOBOM
UHpOPMAITUH «KoHcynbpTanT
[Lmrocy.

18. http://http://mww.garant.ru/-
MH(GOPMAIMOHHO-TIPABOBOM MOpTal
'’APAHT.PY

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

CamocrosiTe/ibHAsi BHEAYIMTOPHAS (IOMALIHSAS) pad0Ta 1Mo MOAT0TOBKE K
3aHATHIO (MIMCbMEHHO B THEBHUKE).

3aganueNel  MOBTOPUTH CIEAYIOIIYI0 HOPMATUBHYIO JOKYMEHTALMIO U KPATKO
3aKOHCIIEKTUPOBATh

4. TlocranosnenuellpaBurensctBaPoccuiickoii®enepanunor22.12.2011
Ne 1081 «O nuiien3upoBanuu papMarieBTUICCKON A TEILHOCTH,;

5. ®enepanbubiii 3akoH 0T 08.01.1998 Ne 3-®3 «O HapKOTHYECKUX
CpEICTBaX U NCUXOTPOIMHBIXBEIIECTBAXY.

6. Ilocranomnenue IlpaButennctBa Poccuiickoit @enepanunor 26.02. 2004
Ne 110 «O coOBepiIEHCTBOBAaHMM MPOLEAYp TOCYAapCTBEHHOMN
perucTpanid M TIOCTAHOBKM HA y4eT IOPUJMYECKUX JIUI[ U
WHMBUAYAJBbHBIX TIPEANPUHUMATEICH.

7. Tlocranomnenue IIpaButennctBa Poccuiickoit ®enepanuuor 31.12. 2009
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10.

11.

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

[Tocranosnenuel IpaButenscTBaPoccuiickoi®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 yTBEpkKACHUM MEPEUHS JIEKAPCTBEHHBIX CPEICTB
JUIL  MEOULMHCKOTO  IIPUMEHEHMS,  MNOMJICKAIIUX  NPEAMETHO-
KOJINYECTBEHHOMYYUYETY».

IIpukaz MunucrepcrBa 3apaBooxpaHeHus Poccuiickonn denepanuu oT
23.08.2010 Ne 706n «OO6 yrBepxkaeHun I[lpaBun  xpaHeHwus
JIEKapCTBEHHBIX CPEJICTBY.

3aganue Ne2 CaMOCTOATENIBHO 3aKOHCIIEKTUPOBATH CIIEAYIONIYI0 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 31ApaBOOXpaHCHHS U

n)
0)

p)
q)

r)

COLIMAJIBHOTOPA3BUTHS

@denepaibHOrO areHTCTBA MO Haa30py B cdepe 3ApaBOOXpaHEHUsS U
COLIMAJIBHOTOPA3BUTHS

MuHHCTEPCTBO 3APaBOOXPAHEHNS U COLMAIBHOTO pa3BuTHs Poccuiickoi
denepaunu

MuHHCTEPCTBO 31PaBOOXPAHEHUSIPETMOHOB

OenepasibHasgs  cayx0a B cdepe 3ammThl NpaB MnoTpedutene u
0J1aronoy4usiuesioBeKa

®denepanbHast Ciryk0a M0 KOHTPOJTIO 3aHAPKOTUKAMHU

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