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1. IlepeyeHb NJAHUPYEMBIX Pe3yJbTATOB O0y4YeHHs] MO AUCHMILINHE, COOTHECEHHBIX €
IUIAHMPYyeMbIMH pe3yiabTaTamMu ocBoeHust OIIOIT

B pesynbrate OCBOGHHMSA MUCHHUILUIMHBI y OOYYaroIIUXCS JOJDKHBI OBITH  C(HOPMHUPOBAHBI
CIeNyIONIe KOMIIETCHIIMH, OOECIEeYNBAIONINE JOCTHKCHUE IUIAHUPYEMBIX pE3yJbTaTOB OCBOCHHS
IPOTrpaMMbl OpJIUHATYPHI:

Kon u HaumeHoBaHue HaumenoBanue IInanupyemsie pe3yJbTaThl 00y4eHHS.
KOMIIETECHIUH Tana OpauHaTop JO0JKEH IPOAEMOHCTPHPOBATH
¢popmupoBanusi | caenyoumme pe3yabTaThl:
KOMIIeTCHIIUH
IIK-2 ToroBHocths Kk | IIK-2.1 BbISBAATH | HA YpOBHE 3HAHMIA:
IIPOBEJCHUIO IIPOLEAYP | HENPUTOJHBIE K | - TpeOoBaHMA 3aKoHoJaTenbcTBa Poccuiickoit
o U3BATUIO U3 | IPUMEHEHUIO @enepann (PO) k  danscuduuupoBaHHbIM,
IpaXkJJaHCKOro 000poTa | JIEKapCTBEHHbIE HEI00pOKAYECTBEHHbIM U KOHTpagaKTHBIM
danbcuguIMPOBaHHBIX, | CPEICTBA u | nekapctBeHHbiM  cpeactBam (JIC), kpurepuu
HEeI00pOKaYeCTBEHHBIX | pa3pabaThIBaTh orHeceHus JIC K HEOpUIrOAHBIM UL
U KOHTpa(aKTHBIX | MEPOTIPUATHS 10 | MEIULIUHCKOIO UCIIOJIb30BaHUS, HOPSI0K
JIEKapCTBEHHBIX U3BATHIO UX U3 | U3BATHS M3 OOpaIlEeHUs HENPUTrOJHBIX s
CPEICTB u uX | oOpameHus MeAMIMHCKOro ucnoib3oBanus JIC, npaBuia ux
YHUUYTOKEHHUIO YHUUTOKEHUS
HA YPOBHE YMEHMIA:
- BBIBIITD HENPUIOJHBIE K IIPUMEHEHUIO
JIEKapCTBEHHbIE CpPEJICTBA U pa3pabarbiBaTh
MEpONPUATHS. 1O H3BIATUI0O U3 OOpallleHUs U
nepefavye s YHUUTOXKEHMSI HENPUTOJHBIX K
IIPUMEHEHHUIO JIEKAPCTBEHHBIX CPEIICTB

2. O0bem 1 MecTO JUCHUILINHBI B cTpyKkType OITOII
JucuuminHa otHocuTcss K 0OaszoBoi yactu OIIOII, sBasercs o0s3aTeabHONW AUCHUILIMHOM,

uszyuaercs Ha 1 kypce B lcemectpe. D@opma mpomMexyTouHO# arrtectanmu — auddepeHInpoBaHHbBIN
3a4€CT. HpaKTI/I‘-IGCKaSI IIOATOTOBKaA IIpHU pcan3alun HaHHOﬁ JUCHUIIIIMHBL OPraHu3yCTCA IIYTEM
MPOBCACHUA TPAKTUUYCCKHUX 3aH5[THI>i, npeayCcMaTpuBarOmmx Yy4acTue 06yqa}01111/1x051 B BBIIIOJIHECHUU
OTJIETTBHBIX DJIEMEHTOB palOT, CBSI3aHHBIX C Oyaymied npodeccHoHaNbHOW NeATenbHOCThI0. O0beM
JTUCITUTITMHBI cOCTaBisieT 72 vaca (2 3.e.).

3. Conep:xaHue ¥ CTPYKTYpa AMCHHUILJIMHBI
3.1. CTpyKTypa AHCHMILIHHBI

O0beM IMCHMIJIMHBI, YAaC. dopma
KonrakTtHas TeKYILIero
pabota KOHTPOJIA
o0yyaromuxcs ¢ creBaeM
HaumenoBanue y n y
Ne ni/m Bcero | npenogasarenem octu/
pa3jaeJioB CP | TIA
4acoB 1o BUJaM MPOMEKY
Y4eOHBIX TOYHOH
3aHATHI aTrrecTall
JI ’ 113 ’ Cem 70
Cemecmp 1
I'ocynapcTBeHHOE
peryJivpoBaHue
Tecr,
Paznen 1 | poiaBnenus, nsbatus us 12 2 6 ece™
rpaXkAaHCKoro 060poTa u
YHUYTOXEHUS




O0beM TMCUMILIMHBI, Yac. dopma
KonraktHas TeKYIIero
padora KOHTPOJIA
HanMenoBanme o0yyaromuxcs ¢ ycneBaem
Ne n/mm Bcero | mpenonasaresnem octu/
pa3jae/ioB CP | TIA
4acoB no BUjAaM MPOMEKY
Y4eOHbIX TOYHOM
3aHATHI arrecran
J | II3 | Cem un
danbcuuIIpPOBaHHBIX,
HEJ00pOKaYEeCTBEHHBIX U
KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB
Opranuzanus paboTsl B
anTEeYHbIX U MEIULUHCKUX
OpraHu3aIusIX 1o
BBISIBJICHUIO, U3BATHIO,
pa3MEILEHHIO, ITepeiaye Tecr,
CUTYaIHO
Paznen 2 JULA YHHHATOKCHHA 54 2 38 18 HHEBIE
HETPUTOIHBIX IS
MEAUIIMHCKOTO Sazans
HCIIOJIH30BaAHUS
JIEKapCTBEHHBIX CPEJICTB,
JIOKYMEHTUPOBAHHUE
poLeayp
Auddepe
IIpome:kyTouHasi aTTecTanus 6 6 | MHpoBan
HBIH
3auer
Bcero: 72 4 38 24 6

* Kaocowlll opouHamop evibupaem 6 meyeHue u3yyeHus OUCYUNIUHbL OOHY meMy OJisL HANUCAHUS ICCe

3.2. Conepxxanue QMCUMILTHHBI

Paznen 1. I'ocynapcTBeHHOE peryJMpOBaHUE BBISIBICHUS, U3BATHS M3 TPaXKIaHCKOTO 000poTa U
YHUUTOXKEHUS (hanbcu(PUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTPA(aKTHBIX JIEKapCTBEHHBIX
CPEICTB

O030p HOPMAaTUBHBIX NPABOBBIX AKTOB, PETJIAMEHTUPYIOIIUX MOPSAOK BBISBICHUS, U3BITHUS U3
IpaXJaHCKOro  000poTa W YHMUYTOXKEHHS  (albCU(PHUIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX U
koHTpadakTHbeix JIC. Omnpenenenue ydacTHHUKOB cucTembl oOpamenus JIC, ux B3aumojeicTBue.
[Topsimox uHpopMmupoBaHusi cyObekToB oOpameHuss JIC o BbIABIEHHBIX (hanbcu(UIIMPOBAHHBIX,
HepoOpokauecTBeHHbIX M KoHTpadakTHeIX JIC. IlpuocranoBnenue mnpumenenus JIC. IlpoBenenue
IpoIelyp MO U3BATHIO U3 TPaKIAHCKOTo 000poTa (GambCHPHUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX M
koHTpadakTHeIX JIC u ux yHu4YTOXKEeHUI0. OcHOBaHUs U nopsaaok yHuuToxkeHus: JIC. OTBETCTBEHHOCTH
cyonekToB oOparenus JIC 3a HecoOmoaeHNe IEHCTBYIONIET0 3aKOHOAATEeIhCTRA.

Paznen 2. Opranuzanus paOOTHl B aliTEYHBIX U METUIIMHCKUX OPTaHHU3AIUSAX 110 BBISIBICHUIO, U3BATHUIO,
pa3MENIEHNI0, Mepeaadye Uil YHUYTOXKEHHUS HENPUTOJHBIX [UII MEAUIHUHCKOTO HCIOJIb30BaHUS
JIEKaPCTBEHHBIX CPEICTB, TOKYMEHTUPOBAHUE IIPOLIEAYDP

[lepeuenb u conepkaHWe OCHOBHBIX MPOLIECCOB JKM3HEHHOTO IUKJIA HEMPUTOJIHBIX I MEIUIIMHCKOTO
UCIONIb30BaHus JekapcTBeHHbIX cpencTB(HMUIIC), moTeHransHO HaxXoIAIIXCcs B 000pOTe B aNTeUHOM
Y MEIUIIMHCKOW opranm3aiuu. Jtanbl BeisiBieHns HMUJIC B anteyHo M MEIUIIMHCKON OpraHU3aIldu.
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Co3nanuve cuCTeMbl MPEAOTBPALLEHUS TMOCTYIUICHUS B alTeKy W MEIULHMHCKYI0 OpraHU3aIfio
(danscuuIMpoBaHHBIX M HEJOOPOKAYECTBEHHBIX JIeKapcTBEeHHBIX mpemnaparoB (JIIT). PermamenTarus
IPOIEeTyphl MPUEMOYHOTO KOHTPOJIS U IPYTUX MPOU3BOJICTBEHHBIX ONEpaIii, coOmoaeHne TpeOboBanuit
HOPMAaTUBHBIX aKTOB MO mnpuemke u xpaHeHuto JIC. OpraHu3zalliOHHBIE MEpPONPUATHS aNTeYHOU U
MEJIUIUHCKOM OpraHM3aliyd MO BBISBICHUIO, M3BATHIO, PAa3MEIICHMIO, Mepenade il YHUUYTOKECHUS
HMWJIC. Tlopsimox omepaTHBHOTO OTCIEKHUBaHUs HHPoOpManuu W WHPOPMHUPOBAHUS IEpCOHANIA O
BBISIBIICHHBIX  (hanbcu(UIIMPOBAHHBIX, HEAOOpOKauecTBeHHBIX, KoHTpadakTHbix JIC. TpebGoBanus x
pasmemennro HMUWJIC. Pa3paboTka cuctemMbl BHYTPEHHEro KOHTpOJis BbisBieHus JIC, mpuieamux B
HErOJIHOCTh B pe3yJIbTaTe HapyLICHUS! YCIOBUU XpaHEHUs], UCTEUEHUSI CPOKA TOJHOCTH U JpP. TPUUUHAM.
Pazpaborka COII. [JokyMEeHTHpOBaHHE MPOIEAYP, OTYETHOCTh. MOHHMTOPHUHT U TOJJACP)KAHUE
npodeccuoHaTbHON KBaTH(UKALIMU TIepCOHAI.

4. ®OoH/ OLICHOYHBIX CPEJACTB 10 ANCHHILIMHE
4.1. ®opmMbl M MaTepHAJIbI TEKYILIEr0 KOHTPOJIS
4.1.1. B xone peanu3anyMy TUCIMIUIMHBI B KauecTBe (OPMBI TEKYIIETO KOHTPOJS YCIEBAEMOCTH
(Bkirouast 3HaHMS) OOYYarOIIMXCSl MCIHOJB3YIOTCA: TECT, 3CCE, CUTyallMOHHbIe 3anaHusd. KoHTpoIib
BBITTOJIHEHUS] CAMOCTOSITEIBHOM pabOTHI MPOBOANUTCS B PaMKaxX TEKYIIETO KOHTPOJIS YCIIEBAEMOCTH.
4.1.2. Marepuansl TEKYyIIEro KOHTPOJISI YCIIEBAEMOCTH.
Pasnen 1. l'ocymapcTBeHHOE peEryJupOBaHUE BBISBICHMS, WU3BITHUS M3 TPaKIaHCKOro oOopoTa H
YHUUTOXXKEHUS (anbcu(PUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTPA(AKTHBIX JEKapCTBEHHBIX
CPEICTB
Tecmoegvie 3a0anus
Bapuanrt 1
3aaHue: yKa)KUTe IPaBUIIbHBIM OTBET MU OTBETHI:
1. B cootBercTBuu ¢ @3 «O06 oOpareHnn JEKapCTBEHHBIX CPEJICTBY 3aIllPEIIacTcsl Ipoaaxka CaeIyroInX
nepeuncieHssix JIC:
A. @anscudpunmpoBaHHbix JIC
b. Heno6pokauectBenubix JIC
B. Konrpadaxrasix JIC
I'. JIC anTe4yHOro u3roToBICHUS
JI.JII1, He 3aperucTpupOBaHHbIX 1 IpUMeHeHns B PO

2. ®3  «O06  ofOpameHUM  JEKApCTBEHHBIX  CPEACTB»  JAaHO  CIEAYIOIee  OmpelelieHue
HE1I00pOKaYECTBEHHOTO JIEKAPCTBEHHOTO CPECTBA:

A. JIC, conpoBox1aeMoe JI05KHOM HHpOopMaIiel o ero coctase u (WIK) IPOU3BOAUTENE

b. JIC, He cootBercTBYylOlee TpeOOBaHUAM (apMakoNelHol craTbu OO B ciydae €€ OTCYTCTBHS
TpeOOBaHUSAM HOPMATUBHOW JOKYMEHTAI[MU WJIM HOPMAaTUBHOI'O JOKYMEHTA

B. JIC, naxoasduieecs B 000poTe ¢ HapylIeHHEeM I'Pa)IaHCKOTO 3aKOHOaTeIbCTBA

I'. JIC, naxopsieecss B 000poTe ¢ HApyIIEHUEM aTEHTHOTO 3aKOHO/1aTeIbCTBA

JIC ¢ ucTexmuM CpokoM TOAHOCTH

3. OpraH rocyJapcTBEHHOTO HaJa30pa, OCYIIECTBISIOMNNA KOHTPOJIb COOMIOIEHUS 3aKOHO/1aTENIbCTBA 00
oOpallleHUH JIEKApCTBEHHBIX CPEJCTB JIJIs1 MEAULIMHCKOTO TpUMeHeHus (YTI0JTHOMOUEHHBIH OpraH):

A. @epnepanpHas ciayx0a o Ha30py B chepe 3paBOOXPaHEHHS

b. MunucrepcTBo 31paBooxpanenus Poccuniickoit denepanuun

B. ®enepanbHas cinyx6a mo HaaA30py B chepe 3aluThl npaB noTpedureneil 1 61aronoayqus 4eaoBexa

4. OCHOBHBIMU UCTOYHUKaMU UH(popMaiuu o BbisiBIeHHbIX HMUWJIC siBnsitoTes:

A. UHopManMoOHHBIE TMHCHEMA, COJEpIKAIIUE PEIICHUs YIOJHOMOYECHHOTO (enepaaTsHoro opraHa
HCIOIHUTEILHON BIACTH

b. Ceenenus o HMUWJIC, nonydeHHBIE OT TOCTABIIMKOB / BIajenbie/ mpousBoautene JIC

B. Undopmanus, momyueHHas OT HaCeNEeHUs



5. OcHoBaHMeM [IJSi W3BATHA M3 TPAXKJAHCKOIO 000pOTa U YHUUTOXKEHHSI HEI0OpOKAUECTBEHHBIX,
danpcudurpoBaHHbIX JIC ISt METUITTHCKOTO IPUMEHEHHSI SIBIISIETCS:

A. Pemenue Bnanensna JIC

b. Pemenune @enepanpHoii ity k061 110 Ha30py B chepe 3apaBooxpanenus (Poc3apaBHanzopa)

B. Pemenne @enepanbHoii CityKObI 10 BETEpUHAPHOMY U (PUTOCAHUTAPHOMY HA/A30py

I'. Pewenue cyna

J1. Pemienne ®denepanbHON CayKObl MO 3alUTE TpaB MOTpeOuTenel M obecriedeHus: OJarononydus
yenoBeka (PocroTpebHam30pa)

E. Pemennie MunucrepcTBa 3apaBooxpanenusi PO

JK.Pemenue oprana MCHIOJIHUTENBHOM BIacTu cyobekra PO

6. OcHOBaHMEM JJIS1 U3BATUS U3 TPAKAAHCKOTO 000pOTa M YHHUTOXKEeHHU KOHTpadakTHbIX JIC sBiseTcs:

A. Pemenue Bnagensua JIC, Pemenune denepanbHoil ciy:xObl MO0 Haa3opy B chepe 3apaBOOXpaHEHUS
(Poc3opaBHaazopa)

b. Pemenue cyna

B. Pemienne ®denepanbHoil ciry:kObl MO 3aluTe IpaB MoTpeduteneit m odecreueHust OIaromnonyyus
yenoBeka (PocorpebHanazopa)

I'. Pemienne Munncrepcersa 3apaBooxpanenust PO

J1. Pemenne oprana UCIOTHUTEIbHON BIacTH cyOobekTa PO

7. B ciydae HEBBIIOJHEHUS PELICHUs YIOJIHOMOYEHHOIO OpraHa 00 M3bSTHM, YHUYTOXKEHUU U BBIBO3E
HenoOpokauecTBeHHBIX JIC u (mm) danscudunmpoBannsix JIC, a Takke HEMOMYYSHUS OT BIIAACIbIA
JIC coo01ieHus 0 NPUHATHIX Mepax, YIIOJHOMOUYEHHBIN OpraH:

. Obparmaercs B cya

. Obpainaercs B IMLEH3UPYIOIIUNA OpraH ¢ TpeOOBaHNUEM NPUOCTAHOBJICHUS JIeHCTBUS JIULIEH3UU

. O6pamaercst B JUIEH3UPYIONIUI OpTraH ¢ TpeOOBAaHUEM aHHYIUPOBAHUS JIMIICH3UH

. PemmaeT Bonpoc B mpeTeH3MOHHOM MOpsAKE

— W o >

Yuuuroxenue HegoopokadectBeHHbIX JIC u (unun) panscudunupoBannsix JIC ocyiecTisercs:

. OpranuzanusiMyd, WMEIONIMMHU  JUIEH3WI0 Ha JIEATebHOCTh IO CcOOpy, HCIHOJIb30BAHHMIO,
00e3BpeXNUBAHUIO, TPAHCIOPTHUPOBKE U pa3melieHuto oTxoa0B I - IV kiacca onmacHoctu

. OpranuzanusMu, UMEIOIMMHU JTUIEH3HUI0 Ha (hapMaIeBTUUECKYIO JIeITeIbHOCTh

. OpranuzauusmMu, UMEIOLMMH JUIEH3UI0 Ha MPOU3BOJICTBO U peanu3anuto JIC

> X

osliep!

9. Opranuzanus, ocyuiectpistomas yauuroxenue JIC, cocrasnser akT 06 yHuutoxenuu JIC, B KoTopom
YKa3bIBAIOTCA:

. Jlata u Mmecto ynuuroxenus JIC

. @amunus, UMsl, OTYECTBO JIMI], MPUHUMABIIMX ydacTue B yHHuToxkeHuu JIC, mx mecto paboTsl u
JOJKHOCTh

B. O6ocHoBanue ynnuroxenus JIC

I'. CBenenus oOyHuutoxkeHHbIX JIC (HauMMeHoOBaHME, JIeKapcTBEHHas (opma, J03UPOBKA, €IUHHIIBI

U3MEpEeHUs, Cepusi) U UX KOJUYECTBE, a TAK)KE O Tape UM YIAaKOBKe

J1. Hanmenosanue npoussoautens JIC

E. Csenenns o Biagensue JIC

K.Cnoco6 yanurtoxxenus JIC

3. CBeneHus 0 JOKYMEHTAaX, 0 KOTOPBIM nepeanbl JIC Ha yHUUYTOXKEHNE

N. KoHTpOIb, MOHUTOPUHT

o1 >

10.  Cornacio KoAIl P®, Crarps 6.33. «OOpamenue ¢anbcuUIUpoBaHHbIX, KOHTpa(aKTHBIX,
HEeT0OPOKAYECTBEHHBIX M HE3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3JIEIUN U
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000poT (haTbCUPUIMPOBAHHBIX OMOJOTHYECKH AKTUBHBIX JO0ABOK» IMOJICKAT aIMUHUCTPATUBHOMY
B3BICKAHHIO, €CJI ITU JCUCTBUS HE COJCPIKAT MPU3HAKOB YTOJIOBHO HAKA3yeMOTO JIESTHHUSI:

. IIponsBozacTBO, Mpoaaka Uik BBO3 Ha Tepputopuio PO danscudpuumposanubix JIC
. [IponsBozacTBO, peanu3anus Wi BBO3 Ha TeppuTopuio PD ¢anbcudumpoBaHHbIX MeTUIUHCKHX

u3aenni

. [Iponaka unu BBO3 Ha TeppuToputo PO xonTpadaktaeix JIC

. Peanu3zanus unu BBo3 Ha Tepputopuio P® koHTpadaKTHBIX METUIIMHCKUX U3/1ETHN
. O60opoT hanbcuuIMpPOBaHHBIX OMOIOTHYECKH aKTUBHBIX 10OABOK

. IIponaka unu BBO3 Ha TeppuToputo PO HenodbpokauecTBeHHbIX JIC

K.Peanu3anus uinu BBO3 Ha TeppuToprio PO HenoOpokaueCTBEHHBIX MEAUITUHCKHUX HU3ICITUI

3.

HezaxkoHHbIE TPOU3BOICTBO, NTPOJIaXka UK BBO3 Ha Tepputoputo P® Hezapeructpupoanusix JIC

Bapuant 2

3aIlaHI/IeZ YKQXXUTEC HpaBPIJ'IBHBIfI OTBCT NJIN OTBCTHI:

1.
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5.

A.

®3 «OO6  ofOpameHud  JIGKQpPCTBEHHBIX  CPEACTB»  JaHO  CICIYIOIIee  OMpe/elieHue
banbCUPUIIMPOBAHHOTO JIEKAPCTBEHHOTO CPECTBA:

. JIC, conpoBosk1aeMoe JIO)KHOM nHpOpMaIieit o ero coctaBe u (W) IPOU3BOIUTENE

HC, HE COOTBCTCTBYIOLIECC Tpe6OBaHI/I${M (bapMaKOHCﬁHOﬁ CcTaTbyd JHOO B cjIydac €€ OTCYTCTBHUA
Tpe6OBaHI/I$IM HOpMaTHBHOﬁ AOKYMCHTAlUX WUJIKX HOPMATHBHOT'O JOKYMCHTA

. JIC, naxopsieecs: B 000poTe ¢ HapyIIEHUEM T'Pa)kJIaHCKOTO 3aKOHOAATEIbCTBA
. JIC, naxozsmieecss B 000poTe ¢ HapyIIeHHEM MAaTeHTHOTO 3aKOHOIATEIhCTBA
. JIC ¢ ucrekumum CpoKOM roIHOCTH

@3 «O06 obOpamieHuH JIEKapCTBEHHBIX CPEICTBY» [AaHO CIEAYIOIIEe OIpeaeseHrne KOHTPahaKTHOTO
JIEKApCTBEHHOT'O CPEJICTBA:

. JIC, conpoBokaaemoe J10:xHON nHGOpMaIueit o ero coctase U (WJIH) MPOU3BOIUTEIES
. JIC, He cootBercTByMOIEe TpeOOBaHUAM (HapMaKOIICEWHON CTaTbu JTUOO B CIy4dae €€ OTCYTCTBHS

Tpe6OBaHI/I$IM HOpMaTHBHOﬁ AOKYMCHTAIIMU WUJIKX HOPMATHBHOTO JOKYMCHTA

. JIC, Haxopsmeecs B 000pOTe ¢ HapyIIEHHEM I'PakIaHCKOT'O 3aKOHOAaTeIbCTBA
. JIC, naxopsiieecs B 000pOTe ¢ HApyIIEHHEM MAaTEHTHOTO 3aKOHOIaTEeIbCTBA
. JIC ¢ ucteKkmmm cpoKoM roJTHOCTH

YnomHOMOYEHHBI OpraH B ciy4yae BbIsBI€HHMS (akToB  oOpamieHus Ha Tepputopuu PD
HenoOpokauecTBeHHBIX JIC u (mn) panbcuduuupoBanubix JIC npuHUMaET perieHue:

. O nepenaue nepeunciaeHHbIx JIC Ha yHUUYTOKEHUE OpPTraHU3alUM, UMEIOIIEH MpaBO HAa YHUUYTOXKEHUE

JIC

. OGs3pIBaroliee  npousBoauTeNs nepeuncineHHbix JIC ocylecTBUTh MX H3BATHE, YHUUYTOXKEHHE U

BBIBO3 B IIOJTHOM 00beMe ¢ Teppuropun PO

. O6s3pIBatolee  Bragenbpla ykasaHHbIX JIC ocCylIecTBUTh MX M3bSTHE, YHUUYTOXKEHHE U BBIBO3 B

MOJTHOM 00beMe ¢ Teppuropun PO

Pemenne YnoaHoMO4eHHOTO opraHa JOJIPKHO COACPIKATD:

. CBeZieHHs O JIEKapCTBEHHBIX CPECTBAX

. OCHOBaHUS U3BATUSA U YHUUTOKECHHUS JIEKAPCTBEHHBIX CPENICTB

. CpOK u3BATUS U YHUUTOXKEHUSI JIEKAPCTBEHHBIX CPEJICTB

. CBeneHns o BIIaJieIblie JIEKapCTBEHHBIX CPENICTB

. CBenieHns 0 MPOU3BOIUTEIIE JIEKAPCTBEHHBIX CPENICTB

. Mudopmaruio o JoKyMeHTaX, MOATBEp)KAatouX cooTBeTcTBUE JIC

Cpok HCTONHEHUs pelleHusT YTOJTHOMOYEHHOTO OpraHa WM COOOIIEHHWE O HECOTNIaCuu C HUM He
JTOJIDKCH HpeBBIHIaTI)Z
30 nuei


http://www.consultant.ru/document/cons_doc_LAW_10699/cc19b92bd79a2600eaeb4aab69468fb9471babd1/#dst1783

. 45 nueint
. 60 nuen

osies!

YHuutoxxenune HenoopokauecTBeHHBIX JIC u (i) danscudunmupoBannbix JIC ocymecTBisercs:

. Ha crieruanbHO 000pyTIOBAaHHBIX TUIOIIAIKAX, TOJUTOHAX

. B cniennanbHO 000pyI0BaHHBIX TOMEIIEHUSIX

. C cobmronenuem tpeOoBaHMid B 00JacTH OXpaHBl OKPY)KAOLIEH Cpelbl B COOTBETCTBUU C
3aKkoHoJaTenbcTBOM Poccuiickoit denepanu

W o>
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AKT 00  YHHYTOXEHUM  HEJOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CpeAcTB U (WJIM)
hanbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB:

. IlognuceiBaeTcst BCEMU JIMLIaMU, IPUHUMABUIMMH y4acTue B yHuuTOKeHuu JIC

. 3aBepsieTcs MevaThbio OpraHu3aluu, OCyecTBIsomen yauuroxxenue JIC

. HeobxonuMocTh nmoAnucu akta 1 HeOOXOAUMOCTh IeYaTH HE PerjJaMeHTHUPOBAHbI

o T >

*

Akt 00 yHmuroxkenuu JIC wim ero xomus, 3aBepeHHas B YCTAHOBJIICHHOM IMOpPSAKE, B TEYCHHE S5
paboumx JHEH CO JTHS €ro COCTABJICHHSI HAMIPABIISICTCS B YIIOJTHOMOYCHHBIN OpraH:

. BnagenbplieM YyHUUYTOKEHHBIX JIEKAPCTBEHHBIX CPE/ICTB

. Opranu3zanueit, ocymecTBisitoniei yauutoxxenue JIC

. IlIpouzBoaurenem JIC

oolivalie=
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BrisiBnenne QanbcuduumpoBanHbix, HenoOpokadecTBeHHbIX JIC B COOTBETCTBUU C CYIIECTBYIOIIEH
CHUCTEMOH BBISIBICHHSA MW W3BATHSI W3 06pameH1/m .HC, KaueCTBO KOTOPBIX HE COOTBCTCTBYCT
YCTaHOBJICHHBIM TPEOOBAHUSIM, OCYIIIECTBIISACTCS:

. I[OJDKHOCTHI)IMI/I JIMIaMH1 YIIOJTHOMOYCHHOT' O q)enepam)Horo oprana HUCIIOTHUTEIbHOM BIACTH

. Ha ocnoBanuu undopmaruu, nocrymnaroiuieit ot npouspoaureneit JIC

. Ha ocHOBanum nHopManmu, moCTynaromei OT SKCIIEPTHRIX OpraHu3aui
. Ha ocHoBanum undopmaruu, nocrynarmuiei ot, cyorekroB oopamienus JIC

J1. Ha ocHOBaHWYM MH(pOPMAITIH, TOCTYIAIOMICH OT HACEICHHSI

=W

10.  CornmacHo VYronoBHomy koaekcy P®, Crarbs 238.1. «OOpaienue ¢anbcu@pUIMpPOBaHHBIX,
He100pOKaYeCTBEHHBIX U HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MEAULIMHCKUX U3JIENUN U
obopotr  danbCcuPUIMPOBAHHBIX  OHOJOTMYECKH AKTHUBHBIX JO0ABOK»IIOMJIEKAT  YrOJOBHOMY
MIPECIEJOBAHUIO CJENYyIOIUe JEsHUs, COBEpIIEHHbIE B KpynmHOM pasmepe: (croumocts JIC,
MEIUIMHCKUX WU3AETUN WK OUOJOTUYECKH aKTUBHBIX JOOABOK B CyMMeE, MPEBBIIIAONIEH CTO ThHICSIY
pyoueii):

A. [IpousBoncTBO, COBIT MM BBO3 Ha TeppuTopuio PO danscupunupoBannbix JIC nam MeIUIIMHCKUX
1531 (S5 0751

b. COwiT unu BBO3 Ha Tepputoputo PO HenodbpokauectBeHHBIX JIC MM MEAUIIMHCKUAX U3IETHI

B. He3akoHHbIE NPOM3BOJACTBO, COBIT WIM BBO3 Ha Tepputopuro Pd B 1memsax cOblTa
He3aperucTpupoBaHHbIX JIC WM METUIIMHCKUX U3AETUI

I'. ITpon3BoaCTBO, COBIT WM BBO3 Ha Teppuroputo PO danscuduimpoBaHHbIX OMOJOTHUECKH aKTUBHBIX
n00aBOK, COJEp’KalllMX HE 3asBJIEHHBIE INPU TOCYJApPCTBEHHON perucrtpanuu ¢apmaieBTUYECKue
cyOcTaHIMH

Tembr occe
1. Ilpuynasl u  mpobOnembl  oOpamieHuss — KOHTpadaKTHBIX, banbcu@UIUPOBAHHBIX U
He100pOKaueCTBEHHBIX JIEKApCTBEHHBIX MpenapatoB B Poccuu u 3a pydexoM.
[Topsanox BeisiBIeHUs (hanbCUUIIMPOBAHHBIX, HeT0OpokadecTBeHHBIX JIC B rpaskjaHCKOM 0060poTe.
3. Cnoco0Obl BbIABICHHUS (PambCUPUUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB W 3aIMTHI JIEraJbHO
MIPOU3BEICHHON ITPOTYKIIHH

N
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4. CnocoObl yHHUTOKEHUS (PaTbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

e

Mertoas! 60pb0BI ¢ pasbcuduKauei TeKapCTBEHHBIX CPEICTB

HcTounuku npou3BOACTBa (anbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MX JICTalU3alus H
KaHaJIbl paclpOCTPaHEHHSI

OCHOBHBIE pETYIUPYIOIIME MEphl IO MPEIOTBPAICHUIO IOSBICHUS B TPaKIAHCKOM 000poTe
(banbCcuUIIMPOBAHHBIX M HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB.

Pa3znen 2. Opranuzanus B anTeYHbIX U MEIULMHCKUX OPraHU3alUsAX padOThI MO BHISIBICHUIO, U3BATHUIO,
pa3MeIlleHnIo, TepeAade JJisi YHUYTOXKEHUS HENPUTOAHBIX JUII MEIULUHCKOIO HCHOJIb30BAHUS
JIEKapCTBEHHBIX CPE/ICTB, JOKYMEHTUPOBAHUE MPOLIEYP

Tecmoegvie 3a0anus
Bapuanrt 1

3aIlaHI/IeZ YKQXXUTEC HpaBPIJ'IBHBIfI OTBCT NJIN OTBCTBI

1.

HOowo»s W > o mREawEsE > N ETmTawT

e

o1 >

K HenpuroaHsIM Juisi MEAUIIMHCKOTO UCIIONb30BaHus JIC MOXKHO OTHECTH:
. ®anscudpunuposanusie JIC
HenobpokauectBennsie JIC
. Konrpadaxrasie JIC
JIC ¢ ucrekmmm cpokoM roJJHOCTH
. JIC, XxpaHuBIIHECS C HAPYIICHHUEM YCTaHOBJIEHHBIX TPEOOBaHUI
JIC, B poriecce XpaHEHUs1 KOTOPBIX MPOU30LILIM U3MEHEHHUSI BHEIIIHETO BU/a, LIBETA, 3amaxa
. JIC, He nonb3yromuecs Cupocom

K ocHoBHbIM mpomeccam  CuCTeMBbI YNpaBiCHHS [BHIKCHHEM HENPUTOAHBIX K MEIUIIMHCKOMY
WCIIOJIb30BAHUIO JICKAPCTBEHHBIX CPEIICTB MOKHO OTHECTH:

. Beisisnenue HMWJIC, npunstue pemenuss o6 uzbatun HMWJIIC w3 rpaxnanckoro o06opora,
unpopmupoBanue cyobekToB odparienus JIC

. Anamms cyobekramu oopamenus JIC uadopmarnun o BersiBieHHsIx HMUJIC

. IIpoBepka namnuuss HMUJIC
Co6op, uzonupoannoe xpanenne HMUJIC
. Ilepenaua HMUJIC 11t yHuuToxeHus (BO3BpaT MOCTaBIIMKY/ BIIAAEIIbIY/TTPOU3BOIUTEIIO)

. Yanuroxeane HMUNJIC

Ortanel BeisiBneHus HMWJIC B anTeyHol ¥ METUIIMHCKONM OpraHu3aIiuu
. CBOeBpeMEeHHOE  OTCIEeKHMBaHME HMHQOpPMAIMM O  BBIIBICHHBIX  (anbCUPUIMPOBAHHBIX |
HenobpokauecTBeHHbIX JIC Ha caiiTe YIOJTHOMOYEHHOr 0 Oprana

. HpOBCI[eHI/Ie BHYTPCHHCT'O KOHTPOJIA CO6J'IIO)ICHI/IH YCHOBHﬁ XpaHCHUsA, CPOKOB TOAHOCTU .HH,

coxpanenus kadectna JIII, opranuzanuu padors: c HMUJIC
. [IppueMoYHbIN KOHTPOJIb

MeponpusiTyst Ipy IPUEMOYHOM KOHTpOJIE U1 npeaynpexaeHus nocrymienus HMUJIC
. IIpoBepka nocrynatontux JII1 Ha Hamu4ue B mepevHe MOAJIekKAITUX MPUOCTAHOBICHUIO O0OpaIieHUs

. HpOBCpKa MOCTYIAaroImMruXx JIII Ha Hanmu4ue B NEPCUHC MOMJICIKAIIUX U3SBATUIO U3 o6pameHI/1;1

. KoHTpos1b CPOKOB TOJTHOCTH
BusyanbHblii KOHTPOJIb KaYecTBa
. O0s3arensHBIN aHann3 kayecTsa JIC

[Tposepka nHGOpMaIIMOHHBIX MEceM Poc3apaBHaI30pa O MPUOCTAHOBICHUN PeaU3aIlii, U3BATHH U3
oOparmenus u i or3biBe JIII mpousBoaUTENEM OCYIIIECTBIISIETCS Ha caliTe
. Pociorpebnaazopa

. Poc3apaBnansopa
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. Munznpasa Poccun
. TepputopuanbHOro opraHa Haa30pa

=™

Buel 308 nzonupoBanHoro xpanenus JII1

. 30Ha KapaHTUHHOT'O XpaHEHUs

. 30Ha U3BATHIX U3 oOpatieHus panbcupuIUpPoOBaHHBIX U HeoOpokauecTBeHHbIX JITT

. 30Ha u3onupoBaHHOro xpaHeHus JIII ¢ UcTeKIIMM CPOKOM TOJIHOCTH, BBIBIEHHBIX [P BHYTPEHHEM
KOHTpOJIE COOIII0ICHHS] CPOKOB T'OJTHOCTH

W o>

B 30nax xapantunHoro xpanenus JIC crienyer pa3meniaTh B Clydasx:
. CoMHEHHMIA B TOATUHHOCTH JINOO Ka4yecTBe
. HecooTBercTBUil B TOBapHO-CONPOBOAUTEIBHBIX TOKYMEHTAX
. [IpuocTanoBke oOpaleHus
OtcyrcrBus 3apeructpupoBanHoi ensl Ha JKHBJIIT
. [llopnexamux nepeouenke JIIT

p=asMovliepiNe b

W3 xapanTtuHHO# 30HbI JIIT MOXKET OBITH IIEpEMEIIICH:
. B 30Hy XpaHeHUs U3bATHIX U3 00paLeHUs
Bo3sspaiueH nocraBmuky
. Bo3BparnieH B ganbHelmmi 060poT
. OTnpaBiieH Ha YHUUTOXXEHHE

W >

Ecnu B meauiuuckoit opranuzaruu JIIT npegnazHauensl 71 yHUUTOXKEHUS, UX HEOOXO0IUMO:
. IToMecTuTh B eMKOCTB J11000T0 IIBETA
. IlomecTuTh B €MKOCTB JIFOOOTO IIBETA, KPOME KPACHOTO U YKEITOTO
. IIpomapkupoBath Haanuchio «OTxoasl. Kiace I'»
. [IpomapxupoBats Haanuceio «OTxoasl. Kimace by
J1. 'epMETHYHO 3aKPBITh KPBILIKY

e o B~ o =Ne)

10. B cinydae HECOOTBETCTBHSA TOBApOB ANTEYHOI'O aCCOPTUMEHTA YCIOBHUSAM [Or0OBOpa, IJaHHBIM
CONPOBOJUTENIbHBIX JTOKYMEHTOB, BBISBICHUS MpU MpHEMKe 005, IMOpYH, HEIOCTaud TOBApPOB,
OoOHapyKeHHMsI HeOOpPOKAaYeCTBEHHBIX, (PaTbCUPUUUPOBAHHBIX M  KOHTpPa(aKTHBIX TOBApOB
0(OPMIIAIOTCSI:

A.AKT 00 YCTaHOBJIEHHOM pAaCXOXXICHUH I10 KOJMYECTBY M KadyecTBY IpU MpPHUEMKE TOBApHO-
MaTepualbHbIX EHHOCTEN

b. IlpereH3us nocraBIUKyY

B. JKypnan peructpauuu pe3yiabTaToB IPHUEMOYHOTO KOHTPOJIS

I'. XKypHan yuera nBUKEHHS TOBApOB

Bapuant 2
3aaHue: yKa)KUTe IPAaBUIIbHBIM OTBET UIIM OTBETHI

1. K oCHOBHBIM IpolieccaM KU3HEHHOTO IIUKJIa HEMPUTOJHBIX K MEIUIIMHCKOMY HCIIOJIb30BaHUIO
nekapctBeHHBIX cpenctB (HMUWJIC), moTeHmanbHO HAXOASIIMXCS B 000POTE B allTE€UHON U
MEIULUHCKON OpraHU3allid MOKHO OTHECTH:

A. Berssnenne HMUWJIC npu mpueMoO4YHOM KOHTPOJIE

b. Ananu3 undopmaruu o BeisiBieHHEIXx HMUJIC Ha caiite YoinHOMOUEHHOTO U

B. IIpoBepka Hammuus HMUJIC

I'. Cbop, nzomuposannoe xpanearne HMUJIC

. Tlepenava HMUJIC st yHuuTOXKEHHS (BO3BpAT MOCTABIINKY/ BIaACTIbITY/TIPOU3BOIUTEIO)

E. Yanuroxenne HMUJIC

K.JlokyMeHTHpOBaHUE IPOLIETYP

11
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Oranel npenynpexacHus u BoisiBiaeHnss HMWJICB anteynoli opranusanuu
. Be16op nocraBmuka

. IIpueMOoYHBIi KOHTPOIIb

. Pa3Merienue no mecram XpaHeHUs

. MadpopmannoHHO-aHATUTHYECKUH MOHUTOPUHT KadecTBa JIC
. BHyTpennuii koHTpoJib obecnieuenus kadectra JII1

BrisiBneHne He3aperucTpupoBaHHOM, HeOOpOKauYeCTBEHHOH, (anbcu(PUIIMPOBAaHHON U
KOHTpa(aKTHON MPOTYKIIMH B alITEKE OCYILECTBIISAETCS
. IIpu npueMo4HOM KOHTpOJIE

. BExxeTHeBHO B 1iepuoj1 XpaHeHUst
. IIpu BHyTpHanTe4YHON U3rOTOBJICHUHU

Busyanbnbliii KOHTpOJIb KauecTBa noctynaromux JIC Bkiroyaet
. CooTBETCTBUE ONUCAHUIO

. CooTBeTcTBHE TPEOOBAHUAM 110 MAPKUPOBKE
. LlemocTHOCTh yIIaKOBKH

CootBercTBUE Cepuid

. OTcyrcTBUe TpU3HAKOB (anmbcuduKanum

Opranuzanuonusie MmeponpusaTus o padore ¢ HMUJIC B meauimHcKkon opranu3anuu

. IIpoBepka nanmnuus HMUJIC

[IpunsTue peueHus 00 U3bATUU

. UadopmupoBanue noapasaeieHui

CO6op, “30IMpPOBAaHHOE XPAHEHUE

. Ilepenaya /i yHUUTOXKEHUS
. Bo3Bpar nocraBmuky

.Z[OKYMGHTI/II)OBEIHI/IC nmpouceayp

B 30He u3bATHIX U3 oOpateHus pa3merniarorcs JIIT

. GanscudunupoBaHHbIe
. HemoGpokauecTBeHHBIE
. KontpadakrtHsie

C ucrexmum CPOKOM IroaHOCTH

. XpaHMBILIKECS C HAPYLLIEHUEM YCTAaHOBIIEHHBIX TPeOOBaHMM

Cob6nronenue ycnoBuit xpanenust JIIT B 30He U3BATHIX U3 00paleHUS

. He Tpebyercs
. TpeOyercs
. Unorna tpebyercs

Tpebyetcs cobitoieHre yCI0BUN XpaHEHUs! B KapaHTHHHOM 30He cnenyrouux rpymn JIIT

. Tepmonabunsusie JITT

Nmmyno6uonoruueckue JIIT

. INomnexamue IIKY
. [loTeHnmansHO MoANEKAITNE BO3BPAILIEHUIO B 000POT, MO0 BO3BPATY MOCTABIIUKY

W3 30HEI XPaHCHUA U3BATHIX U3 O6paH_ICHI/I$I JII MoxHO NnepeaarTnb:

. Tonpko Ha yHMUYTOXKEHUE
. ITocraBmuky
. BepHyTh B npoaxy

12



10. [Tepenaua JIIT mocTaBIIMKY U3 30HBI XPAaHEHUS U3BATHIX U3 0OpaIlleHHsI BOZMOKHA!

A. Ecnu JIIT 6611 3a0pakoBaH Py MPUEMOYHOM KOHTPOJIE

b. Ecnu B 1oroBope ¢ ocTaBIIMKOM IIPOIIMCAHO YCJIOBUE O BO3BPATE TOBAPOB, IPU3HAHHBIX
HeZ00pOKaYeCTBEHHBIMU, (palibcU(PUIIMPOBAHHBIMU, KOHTPA(haKTHBIMHU 1OCJIEC TIOCTYIICHUS B alITEKY
U TIepeiayy MpaB COOCTBEHHOCTH

B. Eciu y JIIT uctek cpok rogHocTH

Cumyayuonnsie 3a0anus
O6mas nHbopMaIus AJis BBITOTHCHHS CUTYAIIMOHHBIX 3aI1aHUN

1.B anTeuyHyro opraHu3aiyio IO J0rOBOPY IOCTaBKM MOCTYIMWJIAa IapTUs TOBAPOB, B COCTaBE KOTOPOU
ObUTH CIIeYIONIHE JIEKaPCTBEHHbIE MPEenapaThl, MEIUIIUHCKUE U3ENUs U IPYrHe TOBaphI:

— AMMHaK, pacTBOp IJisi HapyKHOro nmpuMeHeHus W uHramsanuii 10% 40 mui, ¢uiakoHBl TEMHOTO
crekia, nmpouszBojictBa OO0 «l'unmokpat», Poccus, cepus 010415.

- Bucenton 480, KOHIIEHTpAT I TPUTOTOBJICHUSI pacTBopa Uit HHPy3uu (80 mMr+16 mr)/mi 5 mi,
ammyinsl (5), moamoHsl (2), mayku KapToHHBIE, mpou3BoacTBa AO «BapmaBckuil papMalieBTHYECKHi
3aBof [lonbdar, [Tonema, cepus O6AE1213.

- Kapauomarami, TabiaeTKH MOKPBITHIE TIeHOUHOM 0001049K0# 150 Mr+30,39 mr 100 mT., riakoHbI
TEMHOT0 CTeKJIa, mpou3BojcTBa «Hukomen I'mOX», 'epmanus - cepuu 11026347.

atime omeemul Ha credyowue 60npPocyl:

— OObsgcHUTE MOPSAOK W STanmbl NPUEMOYHOTO KOHTpOJNs. B Kakux JOKyMEHTaxX MOCTaBIIUKA
oTpakaercs MH(OpMANMs O MOATBEPKIACHUH COOTBETCTBHS KadecTBa (MO KaKIOMY M3 BHUJOB
TOBAPHBIX €IUHUIL)?

— Kakum ob6pazom criemyer mnpoBepuTh MHGOPMAILUIO O MOJITBEPKICHUH COOTBETCTBHUS KauecTBa
MOCTYNUBIIMX OT TMOCTaBIIUKAa TOBapoOB? [IpoBeppTe uH(DOpPMaLHMIO O TOATBEPKICHUH
COOTBETCTBHS KaU€CTBA MOCTYMUBIINX OT MOCTABIIMKA TOBAPOB.

— Onuuure aaropuT™ AEMCTBUI IPH BBISIBICHUH B nocTaBieHHor naptuu HMUJIC.

2.B pesynbrare MpoBEPKU COOJIIOICHUS JIMIIEH3UNOHHBIX TPEOOBAaHUM B OPTaHHU3allMA ONTOBOW TOPTOBIH
JIEKapCTBEHHBIMU CPEICTBAaMH BBIABJIEHA IOJTOTOBJIEHHAs K peEalu3allid NapTus JIEKapCTBEHHOIO
npenapata «l'epuenTtuH, TMO(GUIN3NPOBAHHBIN NOPOIIOK ISl IPUTOTOBJIEHUS p-pa it uHy3uil 440 mr
(¢n.) /B xommnexkTe ¢ pactBoputenem cepun N3555/B2055 (Ha ymakoBKax yKaszaH MpPOU3BOJHUTENb
®.Xoppman-JIs Powmr JlItn., Hlseituapus, Jxenenrek Muk, CIIIA), B OTHOLIEHMH KOTOPOrO HMMEETCS
nHpopmanronHoe nucbMo denepanbHoi cinyx0bl IO HA30py B chepe 3apaBOOXPAHEHUS O MPU3HAHUU
ero (anbcupuuupoBaHHBIM. PykoBoAMTENs OpraHU3alMy MOSICHWI, 4YTO €My 3Ta HHQOpMaIus
HEU3BECTHA.

IIposeoume npagoeou ananusz >3mou cumyayuu u omeemvme HA NOCMABIEHHblE 80NPOCHL CO
CCHIIKaMU Ha COOMEEMCmeY e 3aKOHbL U UHblEe HOPMAMUEHbIE NPABOBbIE AKMbL:

— Kakue BuIbI HapylIeHH JOMYIIEHbI B JaHHOM opranuzanun’?

— KakoB mnopsjok ycTaHOBIEH Ui M3BATHS U3 TPaXKIAHCKOrO 000poTa W YHUYTOXKEHHUSA
GbanbcupUIMPOBAHHBIX JIEKapCTBEHHBIX MpenapatoB? HopmaTuBHOe 000CHOBaHME.

— llosicaure mopsinok modydeHHsl (apMaleBTHUECKON opraHuszanuel uHpopManuu o
HeZ00pOKayeCTBEHHbIX U (albCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTBAX U AJITOPUTM €€
JENCTBUH NPH BBISIBIICHUN TaKUX JIEKAPCTBEHHBIX CPENICTB.

— Kro wumeer mnpaBo yYHUYTOXKEHHMS HEJOOPOKAUECTBEHHBIX M  (panbCcuUIMPOBAHHBIX
JIeKapCTBEHHBIX cpencTB. HopmaTrBHOE 000CHOBaHME.

— Kakue mnpaBoBble NOCIEACTBHS MOTYT HACTYNMThb JUIsl OpraHuzauuuontoBoil toprosmu JIC?
Kakyro 0TBETCTBEHHOCTh MOTYT IOHECTU BUHOBHBIE JINLIA?
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3.B anTexky MEIUIIMHCKOM OpraHU3aluy II0 AOIOBOPY IOCTaBKM MOCTYNHJIA MApTUs TOBApPOB, B COCTaBE
KOTOpO#1 ObLITN ClIeyIONIKE JIEKApCTBEHHBIE MTpernapaThl, MEIULIMHCKHUE U3/IEHs U IpYTUe TOBAPhI, B T.4.:
- Anekapoi, TabJIeTKH, MOKPBIThIE KHUIIeYHOpacTBOpuMoi o0omoukoi 50 mr 10 mrT., ymakoBKH
STYEUKOBBIC KOHTYpHBIC (3), mauku KapToHHbIE, mpou3BoauTeab OAO «Cunrtes3», Poccus, cepus 47045
- MeHnomneiic, kancynsl 15 1T, yIIakoBKM SYEUCTbIE KOHTYpHbIE (2), Mayku KapTOHHBIE CEpHs
ME1701P, npousBogutensy» Tomncon >un Kanmep JIta», Benuko6puranus/ ynakoBano: «Cenrpan®apma
(KonTpakr ITskunr) JItn (BenukoObpuranms)
- [Tapaneramon-Yb®, Ttabnerku 500 mr 10 mT, ynmakoBKH O€3bs3BIYKOBBIE KOHTYPHBIE, CEpHS
130216, mpouzsoautens OAO «Ypandbuodapm», Poccus
- Kanbums xmopuna, pactBop st BHyTpuBeHHOTO BBeneHus 100mr/mi 10 Mo, ammyssr (10), madku
kapToHHbIe, mpousBoautenb OI'YII «ApmaBupckasouodadpuka», Poccus, cepus 110913.

Hatime omeemul Ha credyroujue 60NPoOCyL.

—OO0bsicHUTE TOPSAOK M OSTanmbl NPUEMOYHOTO KOHTpOJs. B Kakumx JOKyMEHTax MOCTaBIIMKA
oTpaxkaercs MH(OpMaLMs O MOATBEPKACHUM COOTBETCTBUS KadyecTBa (IO KaXXAOMYy H3 BHJIOB
TOBApHBIX €UHMUIL)?

—Kakum o6pazom crienyer npoBepuTh MHGOPMALHUIO O MOJITBEPKICHUM COOTBETCTBHUS KauecTBa
MOCTYMHUBIIMX OT TMOcCTaBmMKa ToBapoB?  IlpoBeppTe wuHPOpMaNHIO O MOATBEPKICHUH
COOTBETCTBUS Ka4eCTBA IMOCTYNUBIINX OT I1OCTaBIIKMKa TOBAPOB.

4.B oraeneHuun MEAMLIMHCKOW OpraHM3alMi INpU MPOBEACHUM BHYTPEHHEH NPOBEPKU COONIOAECHUS
YCIIOBUM XpaHEHUs JIEKaPCTBEHHBIX MPENapaToOB YCTAHOBJIEHO:
— JeKkapcTBeHHbIM mpemnapar «OxconmH», Ma3b HazanbHas 0,25%-10 r., TyObl aJlIOMHUHHEBBIE,
npousBoautesib OO0 «O30H», XpaHUTCS B MOMEUICHUH CTapllIed METUIIMHCKOW cecTpbl B mKady mpu
KOMHATHOW TeMIIEPATypE;
- JIeKapCTBEHHBIN mpenapat «Me3aTtoHa pacTBop A uHbekuil 10 mr/mun B amnynax 1 ma NelOy,
npousBogutesib OAO «Jlanbxumdbapm», TpeOYIOMIMI 3alluThl OT CBETa, XPAHUTCS Ha CTeJUIakKe B
KaOuHeTe crapiieil MeAUIIMHCKON CECTPHI.

Hatime omeemul Ha credyrouue 60NPoOCyL:
-EcTb 11 Hapymienust ycioBuil XxpaHeHus 1aHHbIx JII1?
-Kaxk cnenyer moctynuts ¢ JII1, koTopble XpaHUIUCH C HAPYIIEHHUEM YCTAaHOBIECHHBIX TPEOOBaHUNA?
- I'me MeaunHCcKue pabOTHUKYU MOTYT IIPOYUTATh YCIOBUS XpaHEHUs! KOHKpeTHbIX JITT?

OoOmast nadGopMaIIs IS BLIITOJHEHNUS CUTYAIIMOHHBIX 3aIaHUI

Ilposedume npuemoynvii Koumponv nocmynusewiux JIII, nposedume npogepxy Ha omcymcmeue
nocmynuewiux JII1 cpedu uzvsamoix uz oopawjerus (MpUOCmMaHoB8IeHHbIX, OMO36AHHBIX NPOUBOOUMETIEM,
danvcupuyuposanmnvix, He0obpoxkawecmeeHuvix U m.0.) Ha catime Poczopasnadszopa, Oaiime omeemuvl HA
nocmagnentvle gonpocwvl. Ob6oCHylime omeemvl 0elUCMEYIOUUMU HOPMAMUBHBIMU NPABOSLIMU AKMAMU.
I1o pe3ynomamam npuemku 3anonsnume JKYpHan pecucmpayuu pe3yivmamos NPUeMo4Ho20 KOHMpOJis.

Bomnpocsr:
— OnuiuTe NopAI0K U 3Tanbl MPUEMOYHOTO KOHTPOJISL.

- Kak mpoBeputhb cBeZieHHs 0 TOCYJapCTBEHHOM peructparuu noctynusumx JIIT?

— Kakas wHbpopMaruss 0 MOATBEPXKACHUM COOTBETCTBUS IOJKHA COAEPKATHCS B JOKYMEHTax
nocrapmuka Ha JIII, mpousBenenusie a0 29.11.2019 u mocne (B T.u. Ha JIII poccuiickoro u
3apyOeKHOTO MPOU3BOJICTBA)?

— Kak mpoBepuTh 1OCTOBEPHOCTH CBEJIEHUH O MOATBEPKAeHIH cooTBeTcTBUS JIIT1?

— Kak  mpoBeputh  Hamuume/oTCyTcTBUE  mocTaBieHHbIXx  JIII  cpemu  BBISBIEHHBIX
He100poKkauecTBeHHBIX/panbcuunrpoBanHbix JIIT?

- Onummre aJropuT™M JeHCTBUN NIPH BBISBICHHH B TTOCTABICHHOW MAapTHH HEA0OPOKAYSCTBCHHBIX
JIC, panbcudunuponannbix JIC?
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5.B anTeuHnyio opraHuzanuio 1Mo J0roBOpPY MOCTaBKM MOCTYNHJIA MApTUS TOBApOB, B COCTaBE KOTOPOH
ObUIN CIIEAYIOIINE JIEKAPCTBEHHBIE TIPenapaTsl U JPYyTrue TOBapHhI:

- AxBaneTpuM®, karu st npuema BHyTpb 15000 ME/mit 10 M, dnakoH-kanensHUIs! (1), mayku
kaptonusle, cepust 010520, 100 ¢n., npomsBogutens «Memana®apma AkuuoHepHoe OOIIECTBOY»
(ITonmpma)

- «ApOunon, kancynsl 10 mT., yNakoBKH sUEHKOBBIE KOHTYpHBIE (4), MaYKd KapTOHHBIC» CEpuUs
2170720, 100 1., npousBoautens OAO «Dapmcrannapt-Jlekcpencra»

- «YTONnbh aKTUBUPOBAHHBIM, TaOneTku 250 Mr 10 mT., ynmakoBKH O€3bSYCHKOBBIE KOHTYPHBICY,
cepust 520519, 50 ym., npousBoaurens OAO «pbutckuii Xumuko-hapmareBTruaeckuii 3aBo» (Poccust)

- Anmarens®, cycneHsus g npuema BHYTph 170 mu, ¢umakonst (1), mauku KapTOHHBIE/ B
KOMILIEKTE C JIOXKKOW MepHoit/», cepust 210919, 20 ¢u., npousBoautens «bankanpapma - Tposa AZl»
(bosrapus)

— JleBoduokcaruu, pactBop misg wHPy3widn 5 mr/mia 100 mn, daakons! (1), mayku KapTOHHBICY,
cepus 120820, 100 ¢i., mpoussoaurens OO0 «IIDOK «Ammym» (Poccus)

6. B anTeuHyro opraHu3anuio 10O JOTOBOPY MOCTaBKU MOCTYIWJIA NapTUs TOBAapOB, B COCTaBE KOTOPOM
ObUTH CIIeYIOIIHE JIEKAPCTBEHHBIE MPEenapaThl U Ipyrue TOBaphl:

— «utpamon I1, Tabnerku 10 mT., ynakoBku 0e3bsueiikoBble KOHTYpHBIEY», cepus 500819, 30 .,
npouzBoautens OAO «Ypandbuodapm» (Poccusi)

- [Tapaneramon, Tadnerku 500 mr 10 wrt., ynakoBku Oe3bsyeiikoBbie KOHTYpHBIE, cepust 1280417,
400 ym., mpousBoactBa OAO «Tarxumpapmmpenaparsi», Poccus

- Myxkantus, Tabnetku 50 mr 10 mT., ynakoBku 0e3bsueiikoBble KOHTYpHBIEY, cepust 040420, 50
yiL., mpousBoautens 3A0 «MockoBckas gapmarieBTuyeckas ¢padbpuka» (Poccus)

- PaGemnpason, TabiieTKH KHUIIEYHOPACTBOPUMBIEC, TMOKPBITBIE 00070ukoi 20 Mr 7 ImIT., yIakOBKH
SYEHKOBbIE KOHTYpHble (2), mauku KapToHHble», cepus 010719, 20 n., npousBoautens OOO
«H3Bapuno®apmay (Poccus)

- «AyrMeHTHH®, TaOJIETKH TOKPBIThIE TUIEHOYHOW 000s10uk0it 875 mr/125 mr 7 mrT., ymakoBKH
SYEHKOBbIE KOHTypHbIe (1), MakeTUKH W3 aTOMUHUEBOM (ONBIM JIaMUHUPOBAHHBIE (2), Mauku
KapTOHHBIEY, cepust 764253 npousBoactBa «CmutKisitnbuuemI TnDnCu» (BenukoOpuranust)

OOmas I/IHd)ODMaI_II/ISI BBINOJHEHMS IJIS1 CUTYAIIMOHHBIX 3aJIaHUI

atime oyenxy cumyayuu, eviagume HApyuleHus, Onuwiume aieopumm HeooxXooUuMslx Oelicmauil
0meemcmeeHH020 UYa U pyKo8oOUmeJisi anmeku U ux OOKyMeHmaibHoe oghopmaenue 8 OaHHOU
cumyayuu. Iloscnume: umeromces u HapyweHnus yciogutl xpanenus JIIT? Kak ciedyem nocmynums ¢
JIII, xpanuswumucs ¢ HapyuieHusimu ycio8uil Xxpanenus?

atime omeemvl Ha 80NPOCHI, NOCMABIEHHbLE 8 CUMYAYUSIX.

7.B anTeke MpoOBHU30POM aHAIUTUKOM, Ha KOTOPOI'O MPUKA30M PYKOBOAUTEINS aNTEKH OBLIM BO3JI0XKEHBI
00s13aHHOCTH OTBETCTBEHHOI'O 3a KayecTBO (YMOJHOMOYEHHOIO IO KayecTBY), NpH MPOBEIECHUU
BHYTPEHHEH MPOBEPKU COOIIOACHUS YCIOBUI XpaHEHUs JIEKapCTBEHHBIX MPENapaToB YCTaHOBIEHO:

> JIIT T'punndepon ¢ noparaauHoMm, Maszb HazaibHasg, 10 000 ME/r +2 wmr/r, mo 5r., B Ty0ax
ATIOMUHUEBBIX C OYIIOHAMH, MOMENICHHBIX BMECT€ C WHCTPYKIMEH B TMAa4YKd W3 KapToHa, 25 Y.,
XpaHUTCA Ha CTeNlakax B IMoMelleHHH xpaHeHus. Kpome Toro, mpoBuzopom Obuia odopmieHa
tematuueckast ButpuHa «lIpodunakrtuka rpunma u OPBW», B menTpe koTopoil Obuia pacroyiokeHa
yIakoBKa Ma3u Ha3aJbHOH [ purmngepoH ¢ 1opaTainHOM.
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8.Ha ocHoBaHMM MNpuKa3a IVIABHOTO Bpaya MEAMLMHCKON OpraHM3allMd KOMHUCCHUEH M3 COTPYJHUKOB
anTeKH IrOTOBBIX JICKAPCTBEHHBIX (DOPM MEIUIIMHCKOM OpraHu3ally IMpoBe/eHa MpOBEpKa COOIIOAEHUS
YCJIOBUM XpaHEHUs JIEKAPCTBEHHBIX MIPENApaTOB B OTACICHUAX MEAULMHCKON OpraHU3aluy.
B pesynbpraTe NpoBEpKH YCTAHOBIIEHO:
v JlekapCTBEHHBIE TPENApPaThl XPAHITCS B KaOWHETAX CTApIIMX MEAUIIMHCKUX CECTEP OT/ICICHHIA.
v' B kaOuHeTax OTCYTCTBYIOT XOJIOIMIbHUKH, IPHUOOPHI I PErUCTPALIMH [IAPAMETPOB BO3IyXa.
v JlekapCTBeHHBIC Mpemaparsl ¥ MEAUIMHCKUAC H3JENUs XpaHsTcs B mKadax, TemIieparypa B
IIOMEIICHUU Ha MOMEHT NPOBEPKU 3a(pHKCUPOBaHa 25 rpaycoB.
v BbISIBJIEHBI JIEKAPCTBEHHBIE MIPEMAPAThl C HCTEKIIIUM CPOKOM T'OTHOCTH.

[IpoBenure aHanu3 CUTyallMd, BBIABUTE W OINHILIWTE HAPYLICHUS W JAaWTE OTBETHl HA CIEAYIOLINE
BOIIPOCHI:

— Kakue HOpMaTUBHbBIE MPABOBBIC aKThI PEIVIAMEHTUPYIOT TPEOOBaHUS K YCIOBHUSIM M OpraHHU3alUU
XpaHEHHUs B MEIUIIMHCKUX OpraHM3alMsIX JEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3ACTUI?

— Cdopmynupyiite OCHOBHBIC TpeOOBaHWsS, MPEABIBIAEMbIE K OCHAIICHHIO W OOOPYIOBAHUIO
IOMEIICHUN XPaHEHUs JIEKAPCTBEHHBIX CPEACTB B MEIUIMHCKOM OpraHu3aluu C LEJbI0
MpEeIOTBpAILlIEHUs] HUCIOJb30BaHus B MeaunuHckux uensx HMMWIIC. Jlaiite HOpmaTHBHOE
000CHOBaHHE CBOMM OTBETaM.

— Kakue nexapcTBeHHbIE cpeAcTBa TPEOYIOT OCOOBIX YCIOBUI XpaHEHHS U KaK UX OpPraHU30BaTh?

— ID'me MoxHO y3HaTh HHPOpPMAIUIO 00 YCIOBHSIX XPAaHEHUS KOHKPETHOTO JIEKApPCTBEHHOTO
npemnapara?

— Kak cnenyer nmoctynuth ¢ JEKapCTBEHHBIMHM IMPENAPATAMH, XPAHUBIIMMUCS C HAPYLICHUSIMU
MIPEANUCAHHBIX YCIIOBUN XpaHEHUSs?

— Kak ciaenyer noctynuth ¢ 1€KapCTBEHHBIMU IIpeNapaTaMy ¢ UCTEKIIUM CPOKOM rOAHOCTH?

— UYrto HEoOXOoAMMO [enaTh B MEAMIIMHCKOW OpraHu3alliu Ui HPeayNpeKIeHUs U BBIABICHUS
HEMPUTOJIHBIX K MEAUIIMHCKOMY npuMeHenuto JIC?

— Yro HyXHO caenartb, eciau Henpurogausie JIC mocTynmim B MEAUIIMHCKYIO OpPraHU3aIuio?

— Kak ocymectBasaTh c60p, U30IMPOBAHHOE XPAHEHHWE HEMPHUTOAHBIX JIEKAPCTBEHHBIX CPEICTB U
nepeaady ux sl yHUUTOXEHUS?

— Kak opranuzoBath cOOp W XpaHEHHE OIACHBIX OTXOJOB B MEIUIIMHCKON OpraHu3aIuu’
HopmaTuBHBII TOKYMEHT.

— Kakue noxymeHTBI HY’KHO O(OPMIISITH TIPU BBISABICHUH HEMPUTOAHBIX JIC?

ﬂaﬁme omeenibl Hd noCmdAaesJjiIeHHble 6 cumyayuu 60npocyl, 06OCHV1/7m€ omeenibl Oeﬁmewomwwu
HOPMAMUBHbIMU NPABOBbIMU AKMAMU.

9.B anteke mpoBeneHa MpPOBEpPKa COOTBETCTBUS JIEKAPCTBEHHBIX IPENAPAaTOB YCTAHOBJICHHBIM

TpeOOBaHUSM K MX KaueCTBY JOJDKHOCTHBIMM JIMIIAMU OpraHa TrOCYAapCTBEHHOro Haj3opa B cdepe

oOpallleHus JIEKAPCTBEHHBIX CPEJICTB.

— Kakoil opran ocymectBiaser QenepaqbHbIii TrOoCyIapCTBEHHBIH HaaA30p B cdepe oOpaiieHus
JIeKapCTBEHHbIX cpencTB? [lepeuncnure ero moJIHOMOYHS.

— Kro B anreke nomkeH oTBeYaTh 3a KA4eCTBO JIEKApCTBEHHBIX IpemnapatoB? TpeOoBaHUS K JAHHOMY
COTPYIIHUKY.

— Kakune opraHm3anMoHHbIE MEPONPUATUA Uil mpenorBpamieHus ucnois3oBanus HMUIIC cnenyer
IIPOBOJIUTH B anTeKe?

— AuropuT™M J€HMCTBHII TEpcOoHalla anTEeKW B CiIydac BBISIBICHHS B alTE€Ke HENPUTOAHBIX K
MEAMIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX IIPENapaToB.

4.2. ®opmMbl 1 MAaTEPHAJIBI IPOMEKYTOUYHOM aTTeCTALMH.
4.2.1. IlpomexxyTouHas arrectamusi mpoBoauTcs B ¢dopme auddepeHInpoBaHHOTO 3a4eTa Io
Ousneram, KakJbli U3 KOTOPBIX BKJIIOYAET OJTHO KeHc-3a/1aHue.
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4.2.2. Onucanue nokasaTeneil 1 KpUTEpUEB OLIEHUBAHUS KOMIIETEHIMI Ha pa3iIMyYHbIX 3Talax Mx

hopmMupoBaHUSI.

IToka3zaTenn ocBOeHHS

Kpurepuii ouennBanus

Jdran popmMupyemoit (neckpunrop) KOMITETeHIHII OueHo4vHbIE
KOMIIeTeHIUH KOMIIeTeHIIUH cpeacTBa
(kak gesaer)
(uto aenaer)

IIK-2.1 BuISBIIATE | HAa YPOBHE YMEHHIA: - oe3 CYILECTBEHHBIX Ketic-
HEIPUTO/IHbIE K| - BBISIBJIATh | HApYLIEHUN BBISIBIISICT 3ajaHus
PUMEHEHUIO HETPUTO/IHbIC K | HEIIPUTOTHBIE K
JIEKapCTBEHHbIE IIPUMEHEHHIO IIPUMEHEHUIO JIC U
CpeacTBa U | JIGKAPCTBEHHBIC pa3pabarbIBaeT
pa3pabarbIBaTh cpeacTsa U | MEPONIPUATHUSA 110 HU3BATUIO
MEpPOIPUATHS 1o | pa3pabarbiBaTh u3 oOpalleHus U nepenaye
U3BATHIO  UX U3 | MEPONPUATHS no | uis YHUYTOKEHUS
oOparnieHus U3BATHIO U3 | HEMPUTOIHBIX K

oOparieHus U nepenade | npumeHenuro JIC

ISt YHUYTOXXKEHUS

HEeNPUTOJHBIX K

MIPUMEHEHHIO

JIeKapCTBEHHbIX

CPEJCTB

4.2.3. ®OoH/JI OLIEHOYHBIX CPEJICTB MPOMEKYTOUHOUW aTTECTAIMH 10 TUCITUTUITMHE aTTCCTAIINN.
Keitic-3a0anus

1.  Pa3paboTaTh MPOEKT JIOKAIILHOTO aKTa aNTeYHOH OpraHM3allid — CTaHAApPTHYIO ONEPAIIMOHHYIO
npouenypy (COII) na temy: Opranuzanus paboThl B anTeKe € HEMPUTOAHBIMU JJII MEIUITUHCKOTO
WCIIOJIb30BAaHUS JICKAPCTBCHHBIMU CPEJICTBAMHU, BBISIBICHHBIMH Ha 3Tale MPUEMOYHOTO KOHTPOJIS.
JIokyMEeHTUpOBaHUE MPOLIEIYD.

2. Pazpabotarh MpOEKT JOKaIbHOTO akTa anteyHod opranuzauuu — COIl Ha Temy: Ilopsimok
OCYIIIECTBIICHUS B alITCUYHON OpraHW3aIlii HEOOXOIUMBIX JIEHCTBUH MO MPEIOTBPANICHHUIO ITOTIAIaHUS
banbCUPUIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX MpENapaTtoB K

MOKYIaTeJHo.

3. PazpaboraTh NpoeKkT JoKaJpHOro akTa ante4Hoil opranuzauuu — COIl Ha Temy: Ilopsnok u
JOKYMEHTaJIbHOE O(QOpPMIIEHHE NPOBEIEHUS BHYTPEHHErO ayAuTa COOJIOJEHUS YCIOBHI XpaHEHWUs,
CPOKOB T'OJJHOCTH JIEKApPCTBEHHBIX IIPENAPATOB, HAJTUYMS JIEKAPCTBEHHBIX MPENapaToB, HEMPUTOJHBIX
JUISL MEJUIIMHCKOTO MCII0JIb30BaHMsl, opranu3anuu paborsl ¢ HMUJIC.

4.  Pa3paboTaTh HpPOEKT JOKalIbHOTO akTa anteyHoi opranmzamuu — COIl Ha Temy: Opranuzanus

pa60TI>I B allTCKC IO IMPUCMKE, XPAaHCHUIO, 00ecIeYeHUIO KaueCTBa, pcajain3anuu TepMOJ'Ia6I/IJ'II>HI)IX

JICKApCTBCHHBIX IPLCIIApaTOB (BKJ'II-OLIaH I/IMMyH06I/IOJ'IOFI/ILIeCKI/Ie .HH) " JICKApCTBCHHBIX IMPCIIapaTOB C
OrpaHM4YC€HHBLIM CPOKOM I'OAHOCTH.

5. Paspabotare mpoekT JokasbHOro akrta anteuyHod opranuzanuu — COIIl Ha Temy: Opranuzanus
CHCTEMBI KaueCcTBa B allTeKe.
6.  Paspabotare mpoekT JokanbHOro akra anteuyHod opranuzammu — COII Ha Temy: ObGecneueHnue

KaueCTBa JICKAPCTBCHHBIX IPCIApaTOB alTCYHOI'O0 H3TOTOBJIICHUA Ha OJOTalnax IMIPEaAYNPCAUTCIIbBHBIX
MEpOINPHUATHI, U3TOTOBICHUS U OTIIyCKa. [JoKyMeHTUpOBaHUE TIPOLIEYP.
7.  Pazpabotarh MpOEKT JOKaJbHOTro akTa anteyHod opranmzamuu — COIl Ha Temy: Ilopsimok
opraHuzanuu paboTel ¢ MH(OpMaIMeld O MPUOCTAHOBICHUHM pEANM3allMU, OT3bIBE U U3BATHH M3

oOpareHus

JICKAPCTBCHHBIX

IIpenaparos,

HE3apPEruCTPUPOBAHHBIXMETUIIMHCKIX

3abpakoBaHHbIX BA/JI. OcymiecTBieHre U TOKyMEHTHPOBAHHUE MPOIIECCOB.
4.2.4. IlIkansl OllEHUBAaHUS.

N3 eI

n
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[ITkasbl OLlEeHUBAHUS TEKYILETO KOHTPOJIA.
LlIxana oyenusanus mecma

Onenka «OTIAIHOY

Onenka «XopoIo»

KonnuecTtBo npaBuibHbIX 0TBETOB 90-100%

KonunuecTBo npaBmiibHbIX OTBETOB 75-89%

Onenka «Y 10BJIETBOPUTEIBHO» KonnuecTtBo npaBuibHbIX 0TBETOB 60 - 74%
Ouenka «HeynoBieTBOpUTEIBLHO» KonuyecTBo npaBuiibHBIX OTBETOB 59% U MeHee

Ixana oyenusanus scce
OLeHKa «3a4TeH0

OI_IeHKa «HC 3a4TCHO»

CopepxaHue pabdOThI TOJHOCTBIO COOTBETCTBYET Teme. Tema scce
packpbITa C HE3HAYUTEIHLHBIMUA OTKJIOHEHUSIMU OT Hee. Jlorumueckoe
U TIOCJCNOBAaTCIIbHOE  M3JIOKCHHE  TEKCTa  pabdOThl, YETKO
chOpMyIIUpOBaH TE3UC, COOTBETCTBYIOIIMIA TeMe Jcce. Icce
HAITMCAaHO IPAMOTHO M CTHJIMCTHYECKH COOTBETCTBYET COJICPIKAHHMIO,
UMEIOTCS ~ €IUHUYHBIE  (DaKTHUYECKHE HETOYHOCTH, HMEIOTCS
HE3HAYUTEIIbHBIC HAPYIICHHS IOCICAOBATCIBHOCTH B H3JI0KCHHUH
MBICIICH. 3aKIIFOUEHUE COJICPIKUT BBIBOJIBI, JIOTHYHO BBITEKAIOIINC U3
COJICP)KaHUsI OCHOBHOM YacTH.

TemMa  TIONHOCTBIO  HEPACKPBITA, YTO  CBHJIETEIBCTBYET O
MOBEPXHOCTHOM 3HAaHMHM. OCCE XapaKTepU3YyeTCsl CIydyalHbIM
pacroIoKEHUEM MaTepuaia, OTCYTCTBHEM CBSI3M MEXKIY YacTsIMHU,
0e3 BbIBOJAa M 0000IICHMH W(WIM) BBIBOJBI HE BBITCKAIOT U3
OCHOBHOM YaCTH.

Hlxana OYEHUBAHUA CUmM)yayuOHHRO20 3a0aHUsA

Onenka «OTINYHO»

Orenka «XopoIoy

Orenka
«Y TOBIIETBOPUTETHHOY

Orenka
«HeynoBneTBOpUTENHLHO

OTBer Ha BONpOC 3alaHUs JaH NpaBUIbHbIA. OOBsICHEHHE XOoJa €ro
pemieHust 1mMoApoOHOe, JIOTHYHOe, 0e3 ommuOoK, 0e3 3aTpyJHEHHH B
TEOPETUYECKOM OOOCHOBAHMHU, B CXEMAaTHUECKUX H300paKEeHUsIX U
JEMOHCTpALMSIX; OTBETbl Ha JOIOJIHUTENIbHBIE BOIPOCHI BEpPHBIE U
YETKUE

OTBeT Ha BOMpOC 3aJaHus JaH NpaBWIbHBIN. OObBSICHEHHE XOAa €ro
pemeHust 1moApoOHOe, HO HEIO0CTATOYHO JIOTMUYHOE, C €AMHUYHBIMU
olmMOKaMu B JI€TalsIX, HEKOTOPBIMU 3aTPYIHEHUSMU B TEOPETHUECKOM
00OCHOBAaHMH, B CXEMaTHUECKUX M300paKEHUSAX M JEMOHCTpAIMIX;
OTBETHl Ha JOIOJIHUTENIbHbIE BONPOCHl BEPHBIE, HO HEIOCTATOYHO
YETKHE

OTBeT Ha BONpOC 3aJaHusl JaH NpaBUIbHBIA. OOBSCHEHUE XO0/a €ro
peleHus] Hel0CTaTOYHO IOJIHOE, HEeNOCIeJ0BaTEeNIbHOE, ¢ OIIMOKaMH,
clabplM  TEOPETUYECKUM  OOOCHOBAHHMEM, CO  3HAUUTEIbHBIMU
3aTpyAHEHUSIMM M OHIMOKaMH B CXEMaTHUECKUX H300paXKeHHUsIX,
JIEMOHCTpPALIMSIX; OTBETHl Ha JOIMOJHUTENbHBIE BOIPOCHl HEOCTATOYHO
4yETKHE, C OIIMOKaMHU B AETANIAX

OTBeT Ha BOIpOC 3aJlaHusl JaH HenpaBWIbHbIN. OOBsICHEHHE XOJa €ro
pelieHust JaHO  HEMOJHOe, HerocleAoBaTebHOe, C  TIpyObIMHU
omuOKkamMu, 0€3 TeOpeTHUecKoro OOOCHOBAaHWS; OTBETHl Ha
JIOTIOJTHUTEbHBIE BOIPOCHI HEMTPABUIIbHBIE (OTCYTCTBYIOT)

[IIxanp! O1IeHUBAHMS TPOMEKYTOUYHOTO KOHTPOJIS.

LlIxana oyenusanus Ketic-3a0aHus
[Ipemnnnaraemoe pelieHue keiic-3agaHusi npaBuibHoe. M3maraer matepuan
TPaMOTHO, JIOTUYHO; CUCTEMATH3UPYET MaTepHall I PEIICHUs 3a/laHus;
3HAUMTENIbHAsT YacTh Keica pelieHa CaMOCTOSTEIbHO; JIEMOHCTPUPYET

Ouenka «OTINIHOY
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TEOPETUUECKHE 3HAHUS MpPU  PELICHWH  3aJaHUM; OTBETHl Ha
JIOTIOTHUTEJIbHBIE BOMPOCHI BEPHbIE, YETKHUE.

Oruenka «Xoporo» [Ipennaraemoe peuieHue Kerc-3afaHus npaBuibHOE. M3maraer marepuan
IrPaMOTHO, HO HEJOCTAaTOYHO JIOTUYHO; CHCTEMATHU3UPYeT MaTepuai IJis
pelieHust 3aJjaHus; 3HaUuTeIbHas 4acTh Keica pelieHa caMOCTOSATEIbHO;
HEMOJIHO IEMOHCTPUPYET TEOPETUUYECKUE 3HAHUS MPU PELICHUU 3aJIaHuil;
OTBETHI HA JIOTIOJHUTEIbHBIE BOIPOCHI BEPHBIE, HO HEJJOCTATOYHO YETKUE

Onenka [Ipennaraemoe penieHue Keic-3afgaHus npaBuwibHOe. M3maraer marepuan

«Y 1OBIETBOPUTEIILHO» HETOC/IeI0BATENbHO, HEJOCTATOYHO JIOTUYHO; CUCTEMAaTU3UPYET MaTepual
JUIS pellleHusl 3aJjaHusl; Majas 4acTh Keiica pellleHa CaMOCTOSTEIbHO;
HETIOJHO JIEMOHCTPUPYET TEOPETUUECKHE 3HAHUS NPU PELICHUU 3aJaHU;
OTBETHI Ha JIOMOJHUTEIbHBIE BOIIPOCHI HEJJOCTATOYHO YETKUE, C OMIMOKaMHU
B JICTAJISIX OTBETHI

Ouenka [Ipennaraemoe pemieHue  Keic-3ajaHusi  HemnpaBuwibHOe. M3maraer

«HeynoBiaeTBOpUTENHEHO Marepuanl HEIOCJIEeI0BATEIBHO, HEJI0OCTaTOYHO JIOTUYHO; HE
CUCTeMAaTHU3HpyeT MaTepHuall JUisl pelieHHs 3aJaHusl; Majias 4acTh Kelica
peleHa CaMOCTOSITEJIBHO; HEMOJHO JAEMOHCTPUPYET TEOPETUUYECKUE
3HAHUA TIPU PEIICHUU 3aJaHHi; OTBEThl HA JOMOJHUTEIbHBIE BOIPOCHI
HEeTPaBUWIbHbBIE (OTCYTCTBYIOT)

3a oTBET Ha  Ke#c-3aJaHue  BBICTABISETCS  OleHKa  «OTauyHO»,  «XOpOIIoy,
«Y IOBNETBOPUTENIbHOY, «HeynoBIIeTBOPUTEIHHOY, KOTOPAs SBIISICTCS OLICHKOM MO JUCHUTIINHE.
OueHkH «Y 1OBIETBOPUTEIBHO», «XO0pOo1Ioy», «OTINYHO)» 03HAYAIOT YCIEIIHOE OCBOCHUE AUCIUILINHBL.

5. MeToauyeckne peKOMEHIANNH M0 OCBOCHUIO TN CHUILJINHbI
Pexomenoayuu no noocomosxe Kk 1eKYUOHHbIM 3AHAMUAM

N3yueHune AUCHUIUIMHBI TpeOYyeT CUCTEMAaTUUECKOro U MOCIEI0BATEIbHOIO HAKOIICHHs 3HaHU,
CIIEZIOBATENBHO, MPOIYCKH OT/ACIBHBIX TEM HE MO3BOJIAIOT TIIyOOKO OCBOMTH MpeaMeT. IMeHHO mosToMy
KOHTPOJIb HaJl CHUCTEMaTHYeCKOM paboTol o0OyuaromMXcsli BCerja HAXOJUTCA B ILIEHTPE BHHUMAaHUS
Kadenpsl.
OObyuaromumes He00X0IUMO:
- Iepe1 KaXkJ10M JIeK1nel IpocMaTpuBaTh padouyro IporpaMMy JTUCHUIUIMHBL, YTO MTO3BOJIUT COKOHOMUTH
BpEMS Ha 3alMCbIBAHUE TEMBI JIEKIIMH, €€ OCHOBHBIX BOIIPOCOB, PEKOMEHYEMOM JINTEPATYPHI;
- IIepeJl OYepeHON JIEKIMe Heo0X0IMMO TPOCMOTPETh 10 KOHCIIEKTY MaTepHall MpeablIyleil JeKInu;
IpU 3aTPyIHEHUSIX B BOCIHPHUATUM MaTepuana cileqyeT OOpaTHTbCs K OCHOBHBIM JIMTEPaTYPHBIM
HCTOYHUKAM; €CIIH Pa300paThCcs B MaTepualle He yAAaeTcs, TO HE00X0AUMO 00paTUThCS K MPENoAaBaTesto
HA CEMMHAPCKUX 3aHATHUAX.

Pexomenoayuu no noocomosxe k 3anamusim
OOyuaronmmcs cleayer:
- JI0 O4YepelHOro CeMHHapa WWIM HNPAKTHUYECKOro 3aHATUS 10 PEKOMEHJOBAHHBIM JINTEPATYPHBIM
UCTOYHHUKAM IMpOopaboTaTh TEOPETUUECKUN MaTepHall COOTBETCTBYIOIIEH TeMbl 3aHATHS M OTpaboTaTh
3aJlaHus, ONpeieIEHHbIE /IS IOJTOTOBKHU K PAKTUYECKOMY 3aHATHIO;
- IIpY IHOATOTOBKE K CEMMHApaM MJIM MNPAKTUYECKUM 3aHATHSAM CJIEIyeT HCIOJIb30BaTh HE TOJBKO
JIEKIMOHHBINA MaTepual, HO U Jpyrue UCTOUYHUKN HHPOPMAIUH;
- B HayaJle 3aHATUH 3aJaTh PENOIaBaTENI0 BOIIPOCHI 10 MaTepually, BbI3BaBLIEMY 3aTPYJHEHUS B €TO
MMOHUMAaHHH.
Bonpocwi 0na camocmosmenvhoti nodzomosxku

Pasnen 1. l'ocynmapcTBeHHOE peryaupOBaHUE BBISBICHMS, WU3BSITHS M3 TPaXKIAHCKOro o0opoTa H
YHUUTOXXEHUS (hanbcu(UIIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTPa(aKTHBIX JIEKapCTBEHHBIX
CPENCTB
1. Kakum HOpMaTHBHBIM JJOKYMEHTOM periiaMeHTHpyercst obOpamenue JIC?
2. KakuM HOpMaTHUBHBIM JOKYMEHTOM perilaMeHTUPYIOTCS MpaBuiia yHuatoxeHus JII1?
3. Kakue JIC oTHOCATCA K (hanbcupuIMpOBaHHBIM, HET0OOPOKaueCTBEHHBIM, KOHTpa(haKTHHIM?
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8.
9.

10.
11.

12.

13.

14.

15.

Kakumy HOPMAaTUBHBIMU TPABOBBIMU aKTaMHU PETJIAMEHTUPYIOTCS TOPSIOK BBISBICHUS, U3BITHS U3
oOpallleHusl U YHUUITOKEHHS] METUIIUHCKUX OTX00B, BKtouas JIC.

OCHOBHbIE TTOHSITHSL.

Kakne mnpobiembl HMEIOTCS B BBIBICHUM (QalbcU(PUIMPOBAHHBIX, HEIO0OPOKAUYECTBEHHBIX,
KoHTpadaxTHbIX JII1?

[IpoGnembr  oOpamieHust KoHTpaakTHBIX, GadbCUOUIMPOBAHHBIX U  HEJO0OPOKAYECTBEHHBIX
JICKapCTBEHHBIX MpernapaToB B Poccuu u 3a pyOexoMm.

Ha xakux cragmsx oopamenus JIIT Bo3MokHO mosiBiieHHe HeqoO0pokadecTBeHHbBIX JIC?

Kakwue mociencTBus BjieUeT MPUMEHEHHE B MEIUITMHCKUX [eJsaX HenpuroaHabix JIC?

Kakwue opranuzanuu BrpaBe Npou3BOAUTh yHUUTOXKEHUE JIC?

Kto Hecer  pacxoipl, CBSI3aHHBIE C  YHHYTOXXKEHHEM  HenoOpokadecTBeHHbIX  JIC,
danscudunmpoBanubix JIC u koaTpadakTHbx JIC?

B kaxoii cpok Bnazenen yHHUYTOKEHHBIX JIC 00s3aH MpenoCTaBUTH «AKT 00 YHMUYTOXKCHHUU» B
®enepalibHyl0 Ci1yk0y 110 HaA30py B chepe 3apaBooXpaHeHUs?

Kakue JIC usbiMaroTcst U3 oOpamieHuss U NepeJaloTcs Uisl YHUYTOXKEHUS HA OCHOBAHWW — PEICHUS
Biazenbia JIC?

Uto sBIsSeTCS WUCTOYHUKOM HHPOpMAK O (HaabCUPUIUPOBAHHBIX, HEI0OPOKAYECTBEHHBIX,
KOHTpa(aKkTHBIX JIEKAPCTBEHHBIX MpernapaTax?

Kakass ~ OTBETCTBEHHOCTh  MpEAyCMOTpeHa  3a  MPOM3BOJCTBO,  peajM3allMio,  OTIIYCK
banbcuguIpPoOBaHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTPaaKTHBIX JIEKAPCTBEHHBIX MpernapaToB?

Pa3ﬂen 2. OpraHI/ISaHI/IH B aIlITCYHbLIX U MCAUIHWHCKUX OPraHHU3alHAX pa6OTH II0 BBIABJICHHUIO, U3BATHIO,
pasMCIICHUIO, II€pcaadye ajid YHHUUYTOXCHUA HCIPUTIOAHBIX A MEAWLIUHCKOIO HCIIOJb30BaHHUA
JICKApCTBCHHBIX CPCACTB, JOKYMCHTUPOBAHUC ITPOLICAYD

1.

@w

10.

11

13.

14.

15.

Kakue opranusaiyioHHble MPOLEAYPhI CIEAYET NPEAIPUHSTH JJs MPEAOTBPALLEHUS MOCTYIUIEHUS B
anTeyHyro  (MEOULMHCKYIO) OpraHu3auuio  (albCU(PUIUPOBAHHBIX, HEI0OPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX MPEMApaToOB MPH MPUEMKE TOBAPOB?

Kakue JIC M0O>XHO OTHECTH K HENPUTOJHBIM JJI MEAUIIMHCKOIO UCIIOJIb30BaHUsA?

Ha kakux 3tamax oOpameHusi BO3MOXHO IMOsBICHHE HEMPUTOAHBIX JIC B anTeuHON M MEIUIIMHCKON
opranu3anuu’?

Kto nmpunumaer pemenue o6 u3baAtuu M yHuutoxkeHun HMWJIC B anTedyHoll M MeTUIIMHCKOM
OopraHu3aiuun?

Kakue cpoku permaMeHTHpPOBAHBI Il YHUUYTOXKEHUS BBISIBICHHBIX HEI0OPOKAYECTBEHHBIX WM (WJIN)
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB?

Kem ocymecTBisieTcss yHUYTOXKEHHE HEIOOPOKAueCTBEHHBIX M (WiH) (anbCUPUIMPOBAHHBIX
JIEKapCTBEHHBIX CPENCTB?

Kakue cBeneHuss NOKEH cojaepkaThb akT 00 YHUYTOXKEHMM HEIOOpOKAYECTBEHHBIX M (MJIN)
(banbCcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB?

Ha uto cnenyer oOparuth BHUMaHue npu npuemke JIC ans npegorspaiieHus B 1e4eOHOM Ipoliecce
HMMUIJIC?

Kak cnenyer opraHu3oBaThb XpaHEHHE BBISBJICHHBIX B MEIUIMHCKON W anTeyHOW OpraHu3aluu
HMMUIJIC?

Kakumy HOpMaTUBHBIMU IOKYMEHTAMU pErilaMEHTUPYETCs KilacCUpUKalLKs U TOPSA0K 0OpalleHus ¢
MEAMIIMHCKUMH OTXOJaMu?

. K xakum kaccaM OMacHOCTH JJIsl OKPY>KAOIIENH MPUPOTHOM Cpeabl OTHOCATCS pa3Hble rpynmbl JIC?
12.

KakoB nopsiiok AeiicTBUIl OTBETCTBEHHOI'0/JOPKHOCTHOTO JIMIIA MIPU BhIsIBIEHUH Henpuroaubix JIC B
OpraHu3amusx?

Kakue ynpaBlleHYECKHE pELIEHMs] CIEAYeT MNPEANpUHATE PYKOBOAMUTEIK OpraHMU3alMM IpH
BesiBIeHnn HMUWJIC?

Kakasi 0TBEeTCTBEHHOCTb IpelyCMOTpPEHA 3a HapylleHus B cepe o0opoTa Hel0OpOKaYeCTBEHHBIX U
(unu) ganbecnUUUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB?

KTo nmeer mpaBo oCyIIECTBIIATH AEATENBHOCTD 110 YHUUYTOKEHHUIO ONACHBIX OTXO0B”
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Pexomenoayuu no nanucanuio u ogpopmaenuio cce

Occe — 3TO caMOCTOsATeIbHAsl MUChbMEHHasi paboTa Ha TeMy, MPEIJIOKEHHYIO IpernojaBaTesieM
COOTBETCTBYIOLICH NUCIMIUIMHBI MM CaMOCTOSATENIbHO HM30paHHas OOydyaromuMcsi 1O TMpoOiieMaTuke
yuTaeMoro kypca. Llenb Hanmucanusi 3cce COCTOUT B Pa3BUTHH HABBIKOB CAMOCTOSITEIILHOIO TBOPUYECKOIO
MOJX0/Aa K MOHMMAHHUIO U OCMBICICHHIO MPOOJIEM HAayYHOTO 3HAHUS, BO3MOKHOCTH €r0 IMPHKIIAJTHOTO
UCIIOJIb30BaHHUs, a TAK)XK€ HABBIKOB MUCHBMEHHOTO H3JI0XKEHHSI COOCTBEHHBIX MBICIIEH M OTHOILICHHS K
Pa3IUYHBIM SIBIICHUSM.

DccenokHo ObITh HanevyaTtano 12 mpudrom yepes 1,0 uarepsan (MS Word), o6mmm o6beMom 2
- 3 crpanunsl. CTpaHHIIBI 3¢ce JODKHBI IMETh CKBO3HYIO HyMepaluioo. B BepxHeM MpaBoM yIily HepBOii
CTpaHUIbl YyKa3blBaeTcsi (aMuiusi, HMs, OTYECTBO OpJMHATOpa, KYypC, HAalpaBieHHE IOATOTOBKH,
npodmis nporpamMmMel. Hike, 1o eHTpy — TeMa 3¢ce KUPHBIM HIPUPTOM.

Occe mpeAnoiaraeT MOCieIoBaTeNbHOE, JOTMYHOE W JI0Ka3aTeIbHOE PACKPBITHE 3asBICHHOM
TEMBI.

Pexomenoayuu no pabome ¢ rumepamypoii

JIrobast popma camMOCTOSTENFHONW paboOTHl OpaUHATOpa (MOArOTOBKA K CEMHUHAPCKOMY 3aHATHIO,
HaIMMCcaHKe 3CCe) HAYMHACTCA C U3YUYEHHUs COOTBETCTBYIOIHUX MHPOPMAIIMOHHBIX HCTOYHUKOB.

Pexomenpanuu opauHaTopy:

- 11e7Iecoo0pa3Ho JienaTh 3aMucy MPU U3y4eHUH UH()OPMAIIMOHHBIX HCTOYHUKOB

-110 HanboJiee BaKHbIM HCTOYHUKAM cZeslaTh Oubnuorpaduyeckoe onucaHue

- Je7aTh 3alKCU IO KIIOYEBBIM IMO3MIMSIM HCTOYHHMKA C LENbI0 JaIbHEHIIeH CChUIKH, JHOO yKa3aTh
HOMEpa Pa3/eNoB, CTPAHULI.

Briensitores cnenyromme BUIbI 3aMKceid pu paboTe ¢ TUTepaTypoil:

KoHcmekT - kpaTkas cxemarndeckas 3alluCh OCHOBHOTO COJAEp)KaHUS HaydyHOW pabotsl. Llenbro
SBIIICTCS HE TMEPENUCHhIBAHUE JMTEPATYPHOIO HCTOYHUKA, a BBIABICHUE CHCTEMbI [OKA3aTEIbCTB,
OCHOBHBIX BBIBOZIOB. KOHCIIEKT TOJKEH COYETATh IMOJHOTY U3JIOKEHHSI C KPATKOCTBIO.

[{utaTa - TOYHOE BOCHPOM3BEIEHUE TEKCTA. 3aKJIIOYAaeTCs B KaBBIYKU. TOYHO YKa3bIBaeTCA
CTpaHMIIa UICTOYHUKA.

Te3uckl - KOHIIEHTPUPOBAHHOE M3JI0KEHNE OCHOBHBIX MOJIOKEHUI MPOUYUTAHHOTO MaTepuara.

AHHOTAIMS - O4EHb KPATKOE M3JI0KEHUE COJIEPIKAHMSI TPOYUTAHHON pabOTHI.

Pestome - Hanbosee oO1ue BBIBOBI U MOJOKEHUS pabOThI, €€ KOHIENTYalIbHbIE UTOTH.

3anucu B TOW WIM MHON (popMe HE TOJIBKO CIIOCOOCTBYIOT TOHUMAHHUIO U YCBOCHHUIO U3y4aeMOTO
MaTepHalia, HO M IMOMOIaloT BbIpabaThIBaTh HABBIKU SICHOTO M3JI0XKEHUS B MUCbMEHHOU (opMe TeX WM
WHBIX TEOPETUYECKHUX BOIIPOCOB.

6. MaTepuaIbHO-TEXHUYECKOE U YUeOHO-MeTOIHYeCKoe odecnevyeHne MporpaMmmbl
OPAMHATYPHI

Jns  obecriedeHus peaNn3alyd JTUCHHIUIMHBI  HUCTIOJIB3YIOTCSACIEIIMAIBLHO  000pY/IOBaHHBIE
MOMEIICHUsT ISl TPOBEACHUS Y4eOHBIX 3aHATHH, B TOM 4YHCIE: ayaIuTOpPUH, OOOpYIOBaHHbBIE
MYJIbTHMEIMHHBIMA ¥ UHBIMH CPEACTBaMHU OOyUYEHUS, TIO3BOJSIOMIMMHU HCIOIh30BATH CUMYJISIIHOHHBIC
TEXHOJIOTUH, C THUIIOBBIMH HabopaMu NpOPEecCHOHATBHBIX MOJETIeH B KOJWYECTBE, MO3BOJISIOIIEM
00yJaroImuMcsl OCBaMBaTh YMEHHsI W HABBIKH, MPEIYCMOTPEHHBIE TPO(PECCHOHATBHON NesITeTHhHOCTHIO,
WHIUBUAYAIBHO, 4 TAaK)Ke NHOE 000pyI0BaHUE, HEOOXOIUMOE AJIsl pealh3aliy IPOrpaMMBbl OPAUHATYPHI
(ITpunoxenwue 1).

Jnst mpoBeneHusT JIEKIHA, MPAKTHUECKUX 3aHATHH OOYYaIOIIUXCS HCIONB3YIOTCS TMOMEIICHUS,
OCHAIIIEHHBICTIPE3CHTAIIHOHHBIM 000pYAOBaHUEM (MYJbTHMEINA-TIPOEKTOP, OJKpaH, KOMIBIOTEp s
yIIpaBIICHUS).

Jns  caMocTOSTENbHONH paboThl  OOYYAIOIMIUXCS HCIIONB3YIOTCS ITOMEIICHHS, OCHAICHHBIE
KOMIIBIOTEPHON TEXHUKON C BO3MOXKHOCTBIO MOJIKII0UeHUs K ceTd "MHTepHeT" U obecrneyeHnem J10cTymna
B 2JICKTPOHHYIO HH(GOPMAITMOHHO-00pa30BaTENIbHYIO CPEy OpTraHU3aIlnH.

IIpoecpammmnoe obecneyenue 0ouje2o Ha3HAYEHUs.
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I[JISI 06ecnequH;1 pcam3anuu JUCHUITIINHBI HCIOJIB3YCTCA CTaHI[apTHBIﬁ KOMIIJICKT
nporpammHoro  obecneuenus  (I[10),  Brmrowaromuid  peryiasipHo  oOHOBIsieMO€  CBOOOJHO
pacnpoctpansiemoe u iunensuonnoe [10, B Tom yuciie Windows u MS Office.

Ocnosnas numepamypa
1. YnpaBnenue u 5koHOMUKa (hapMaruu [ DneKTpoHHbIH pecype] : yueOnuk / mox pen. U. A. Hapkesuua.
- M. : I'SOTAP-Menua, 2024. - 928 C. : W Pexum JIOCTyTa:

http://client.studmedlib.ru/book/ISBN9785970445907.html
LononnumenvHnasn 1tumepamypa

1. ObecnieueHre KadyecTBa JICKAPCTBEHHBIX CPEACTB B MEAMLIMHCKUX OpraHU3alMax [DIeKTpOHHBIN
pecypc]: yuebHO-MeToauueckoe nocodue Juisi oOydaromuxcs mo crhenuanbHocTu «Papmanus» u
nporpammam JII10 / denepaibHOE TOCYAApCTBEHHOE OKOHKETHOE 0O0pa30BaTEIBHOE YUPEIKIACHHE
BhIcIIero oOpa3oBanus "llepMckas rocymapcTBeHHas (papmaineBTHYECKas akaaeMus' MUHUCTEPCTBA
3npaBooxpanenust Poccuiickoit ®enepanmu, Kadenpa ynpaBieHus u 3>KOHOMHKH (apmanuu ;
coctaButenb A. B. Cononnnuna. - I[lepmb, 2024. - 186 c.

2. Cononununa, A. B. O0Oecnieuenue kauecTBa (hapMalleBTHUECKHX TOBApOB [DIEKTPOHHEIN pecypc]:
yueOHo-MeTonuyeckoe nocodbue / A. B. Cononununa; denepanbHoe rocy1apcTBEHHOE OOIKETHOE
oOpa3oBaTenpHOE  ydpekIeHue  Beicmiero — oOpasoBanusi  "lIlepmckass — rocymapcTBeHHas
dapmaneBTuueckas akagemus" MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu, Kadenpa
yIIpaBJICHUs! ¥ SKOHOMUKH (papmanmu. - [lepmb, 2024. - 159 c.

3. Cononununa, A. B. Henpurognesie 1jisi MEIWUIMHCKOTO MPHUMEHEHUS JIEKapCTBEHHBIE CPEICTBA!
pernaMeHTanus oOpaleHHs, BBISIBICHUE, U3BSATHE, YHUUTOXKEHUE [DIEKTPOHHBINH pecypc]: yueOHO-
Meronudyeckoe mocobue / A. B. Cononununa, ®PenepaibHOE TOCYyIapCTBEHHOE OMOIKETHOE
oOpa3oBaTenpHOE  y4pekJIeHue  Beicmiero — oOpasoBanusi  "llepmckass — rocymapcTBeHHas
dapmaneBTuueckas akagemus" MuHuctepcTBa 3apaBooxpanenuss Poccuiickoin @enepanuu, Kadenpa
yIpaBJIeHUs! ¥ SKOHOMUKH papmanmu. - [lepmp, 2025. - 101 c.

4. Opranuzanusi IpUEMKH M XpaHEHUs TOBapOB alTEYHOro accopTuMeHTa. PopmMupoBaHUE ILIEH Ha
JIEKapCTBEHHbIE TMpenaparbl [DIEeKTPOHHBIN pecypc] : yueOHO-METOAWYECKOEe MOcoOue Uit
oOyyaromuxcs 1o crnenuanbHocTH «®apMarus» W (papManeBTHYECKUX PAOOTHHKOB aNTEUHBIX
opranuzainuii / @enepaibHOEe rOCyAapCTBEHHOE OIOIKETHOE 00pa30BaTeIbHOE YUPEKICHUE BBICIIETO
obpazoBanus  "llepmckas rocymapcTBeHHass —(apmarieBTHUeckas —akagemusi'  MUHUCTEpCTBA
3npaBooxpaneHusi Poccuiickoit ®enepanuu, Kadenpa ympaBieHus U SKOHOMHKH (dapMmaluu |
cocraButenu: A. B. Cononununa, B. H. Muxaiinosa, 1. A. Kupmuna. - Ilepms, 2023. - 102 c.

IIpogpeccuonanvuvie 6azvl OanHHbIX, UHDOPMAYUOHHBIE CNPABOYHBLE CUCHEMbL
1. IlpaBoBas 6a3a naHHBIX «KOHCYIBTAHT CTyAEHTa» [DNEKTPOHHBIN pecypc]: opUIHaNbHbIN calT. —
Pexxum nmoctyma: http://www.studmedlib.ru/ — 3arz. ¢ skpana.
2. IlpaBoBas 6a3a gaHHBIX «KOHCYIBTAHT IUTIOCY [DNEKTPOHHBIN pecypc]: oduanbHbli caliT. — Pexxum
nocryna: http://www.consultant.ru//— 3ari. ¢ sxpana.
3. Hayunasnnekrponnas 6ubnuoreka «KubepJlenunka» - [DnekTpoHHBIH pecypc]: odUIMANBHBIN CalT. —
Pexxum noctyma:https://cyberleninka.ru/— 3ari. ¢ sxpana.
4. Hayunas snexktpoHHast 6uodnanoreka «eLIBRARY.RU» [DnexTponHslit pecypc]: oduimanbHblii caiT. —
Pexxum noctyma:https://elibrary.ru/— 3ari. ¢ skpana.
5. T'ocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEACTB [DIEKTPOHHBIN pecypc]: opuIuanbHBIA CalT. —
Pexum noctyna:https://grls.rosminzdrav.ru/—3arum. ¢ sxpana.
6. Opunmanbupiii callt denepanbHOM cayXkObl MO HaA30py B cdepe 3ApaBOOXpaHEHUS B CETH
"NuTepHeT»|[ DeKTpOHHBIN pecypc]: OQUIATIbHBIN CauT. — Pexnm
nocryma:https://https://roszdravnadzor.gov.ru/—3ar. ¢ skpaHa.
7. IlporpaMMHO-anmapaTHBIi KOMIUIEKC JJIsi TPOBEPKH TEKCTOBBIX JIOKYMEHTOB Ha HaJIH4YUe
3aMMCTBOBAaHUI U3 OTKPBITHIX HMCTOYHHUKOB B ceTH VIHTepHET M Jpyrux HUCTOYHMKOB Cucrema
«AHTHIUTaruaT™ | DNEKTPOHHBIN pecypcl: ouIIHaTHHBIN CaWT. - Pexum
nocrymna:https://www.antiplagiat.ru/ —3aru. ¢ sxpana.
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Pabouas mporpamMma AUCIUILIAHBI,
B paMKax KOTOPOW HCIOJB3YeTCs
npodeccruoHaIbHast MOJIENb

b1.B.5 OpFaHI/I?)aI_[I/IH pa6OTBI C HECMIPUTOAHBIMU I MEIUIMHCKOT'O UCIIOJIB30BaHUS JICKAPCTBEHHBIMU

Cpe€acTBaMu B MCAUIIMHCKUX W alITCYHBIX OpraHu3alusax

JlomxHOCTD

JupekTop (3aBelyrolInii, HaYaJbHUK) allTEYHOW OpraHU3aluu
3amecTuTeNb TUPEKTOPA (3aBEAYIOLIET0, HaYaJIbHUKA) alITEUHOM OpraHu3aluu

TpynoBas pyHkuus

praBHeHI/IC Ka4CCTBOM pPE3YJIbTATOB TeKymeﬁ ACATCIIBHOCTH (bapMaHeBTquCKOfI OpraHu3anuuu

TpynoBsie nercTBUs

Opranuzanus paboTsl ¢ pambcuuIupOBaHHON, HEAZOOPOKAUECTBEHHOM U KOHTpa(paKTHOM MPOayKInei

YMmenusa

Amnanu3 napopmanuy B 00JIaCTH 3[paBOOXPAHEHUS;
Pa3paboTka KOPPEKTUPYIOIIMX MEPOIPUATHH 110 PE3yJIbTaTaM aHaIN3a

HaumeHoBaHHe  cHenHMAJBHBIX
noMelnieHHii, 000py10BaHHe

VYyuebnas aynuropus 212,0cHalieHHas:

Mebenpt0 M TNPE3eHTALMOHHBIM 00OpyIOBaHUEM (MYJIbTHUMEIUA-IIPOEKTOP, SKpaH, KOMIBIOTEP IS
yIIpaBJIEHUs) ¢ BO3MOXKHOCTBIO MOJKIOUEHUs K ceTd «lMHTepHeT», npaBoBoil 6a3e naHHbIX «KOHCYIbTaHT
IUIIOCY», oduuuanbHOMy caiity PocsnpaBHamzopa (MHGOpPMAalMOHHBIE CUCTEMBI, MO3BOJISIOUINE OCYIIECTBISThH
Ollepalliy, CBs3aHHbIE C TOBAapPOABIKCHMEM U BbIABIECHHEM (aJbCUPULUUPOBAHHBIX, KOHTpa(QaKTHbIX H
He100pOKaYeCcTBEHHBIX JIEKAPCTBEHHBIX MTPENapaToB Wwin HH(opMaloHHble nucbMa Poc3ipaBHanzopa);
Teneponom, nMeromMii BHYTPEHHIOO CBA3b C OTAEIaMHU allTeKH, a TAaK)Ke BHELIHIOIO CBSI3b, UCIOJIB3YIOILYIOCS
U1 1€7I0BBIX KOMMYHUKALUN (MYJISIK);

[Tanmkamu ¢ jgokymeHTauew, BKIouaromei: ToBapocompoBoauTeNbHAS JOKYMeHTanus (c4er-¢akrypa,
TOBapHasi HaKJIaJHasl, PeecTp JOKYMEHTOB, IMOATBEPKAAIOLINX KA4eCTBO MOCTABISEMOM MPOIYKIINHN); POEKTHI
nokymeHToB (COIIl mo pabGore ¢ HecooTBeTCTByroIIeH mnpoxaykiuei; [lpukas o6 opranuzanuu padOTHl C
TOBapaMM aIrTE€4YHOro0 aCCOPTHMMEHTa HECOOTBETCTBYIOIErO KadecTBa B amTeyHOW opraHuzanuu); [lorosop
MOCTaBKY; /[oroBop Ha YHMUTOKEHHE HECOOTBETCTBYIOIIEH MPOAYKLNUN C OpTaHU3alel, UMEIOLEeH JTULEH3UIO
Ha JeATelNbHOCTb 10 cOOpY, UCIIOIb30BaHUI0, 00€3BPEKUBAHUIO, TPAHCIIOPTUPOBKE U pa3MeEIeHUI0 0TX010B I-
IV xnacca onacHOCTH;AKT 00 YCTaHOBJIEHHOM PacXOXJAECHUHU 110 KOJIMYECTBY U Ka4eCTBY IPH MPUEMKE TOBApa;
XKypHan peructpauuu pe3ylbTaTOB MPUEMOYHOIO KOHTPOJs; AKT 00 u3biTHH (anbcuuuupoBaHHOM,
HEZ00pOKaYeCTBEHHON U KOHTpa(aKTHOM MPOAYKIMH U EPEMELICHUH €€ B KapaHTUHHYIO 30HY; AKT (IIpHKa3)
[0 OpraHM3alyu Ha cnucaHue (GaabcupUIUPOBaHHON, HETOOPOKAYECTBEHHONM M KOHTpa(aKTHOM MpoayKIuHy,
nojJeXalell yHU4TO)KeHHIo; Bo3BpaTHas HakiagHas; AKT Iepelayd Ha YHHMUYTOKEHUE ToBapa, AKT 00
YHUYTOXKEHUH (PabCUPUIIMPOBAHHON, HEJOOPOKaUYECTBEHHOM MIM KOHTpaakTHON NPOIYKIIUN




