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1. IlepevyeHb MIaHNUPYeMbIX Pe3yJabTATOB 00y4eHHS MO JMCLHUIJIMHE, COOTHECEHHBbIX
¢ IVIAaHUPYeMbIMU pe3yiabTatamu ocBoennss OIIOII
B pesynpTaTe OCBOCHUS AUCUMIUIUHBI y 0OyUYalOMIUXCS JOJKHBI ObITh CHOPMHPOBAHBI

CICAYIOIUC KOMIICTCHIIUU,

OCBOEHUS TPOTPaMMbl OPJIMHATYPHI:

o0ecreynBaIue JTOCTHKCHUE IUIAHUPYEMBIX —PpE3yJIbTaTOB

Koa u HaumeHoOBaHUe HaumeHoBanue Ilianupyemblie pe3yabTaTbl 00y4eHHUs.
KOMIIeTEeHI U Tana Opaunatop /0JUKeH NPOJEMOHCTPHPOBATH
(popmupoBanus caeAyomue pe3yabTaThbl:
KOMIIeTeHIIUH
IK-2 T'oroBHocts K | IIK-2.1 BBbIABIATH | HA yPOBHE 3HAHMIA:
MPOBEJICHUIO MPOLEAYDP | HEIPUTOIHbIE K | - TpeOoBaHUS 3aKOHOAATENbCTBA Poccuiickoit
o U3BSITHIO U3 | IPUMEHEHUIO Oenepanun  (PP) x  danbcupuupoBaHHBIM,
rpaXKAaHCKOro0 000poTa | JIEKapCTBEHHBIE HEZ0OpOKAYECTBEHHBIM U KOHTpa(aKTHHIM
danbcuguIMpPOBaHHBIX, | CPEACTBA u | nekapctBeHHbIM  cpeactBam  (JIC), kputepuu
HEeT0OpPOKAaYeCTBEHHBIX | pa3padaThIBaTh orHeceHuss JIC K HENpPUTrOAHBIM  JUIS
u KOHTpa(aKTHBIX | MEPOTIPUATHUS 10 | MEJULIUHCKOTO HCII0JIb30BaHUs, MOPSIIOK
JIEKapCTBEHHBIX U3BATHIO WX U3 | U3BATHS W3 OOpalIeHUs HENPUTOAHBIX IS
CpelCTB u ux | oOpamieHus MEIULMHCKOro ucnoias3oBanus JIC, npaBuia ux
YHUYTOXEHUIO YHUYTOXKEHUS
HA YPOBHE YMEHHUIi:
- BBIABISATH HENPUTOJHBIE K MPUMEHEHHUIO
JIEKapCTBEHHBIE CpPEICTBA U pa3pabaThiBaTh
MEPONPUATHS 0 HU3BATUIO U3 oOOpallleHus U
nepefave s YHUUTOXKEHUS HENPUTOJHBIX K
IIPUMEHEHHUIO JIEKAPCTBEHHBIX CPEJICTB
2. O6beM U MecTO IMCHUILTHHBI B cTpyKkType OIT BO
Jucoumamaa otHOocHuTCs K 06a30Boit wactu OIIOII, sBriseTcs o0s3aTeIbHOM JUCITUTUIMHOM,
m3ydqaercis Ha | kypce B lcemecrpe.dopma  IPOMEXKYTOUYHOM  arTecTalMd  —
mubdepeHnpoBaHHblii  3auer. [IpakThueckas TOArOTOBKAa MpU  peaju3aluu  JIaHHOU

JUCLHUIIIIMHBI OPraHU3YeTCs IyTEM IIPOBENCHUS NPAKTUYECKUX 3aHATUH, IIPEIyCMaTPUBAIOIINAX

ydacTue OOYy4aromMXcs B BBIMOJTHEHUU OTIENbHBIX AJIEMEHTOB padoT, CBS3aHHBIX C Oymyiei
npodeccHoHaNBHOM NesTeNbHOCThI0. OOBbeM AUCHUILINHBI cocTaBmseT 72 yaca (2 3.€.).

3. Conep:kanme M CTPYKTYpPa IMCHHIIIHHBI
3.1. CTpyKkTypa IMCHHILIHHBI

O0beM JMCUHMILIMHBI, Yac. ®opma
KounraktHas TeKYLIero
padora KOHTPOJIA
o0yyaromuxcs ¢ creBaeM
HaumeHnoBanue y » y
Ne ni/m Bcero | mpenogasaresiaem octu/
pas3aesnoB CP | TIA
4acoB 10 BUIAM MPOMEKY
Y4eOHbIX TOYHOM
3aHATHI aTrrecTall
JI \ 113 \ Cem UM
Cemecmp 1
I'ocynapcTBeHHOE
Paznmen 1 perynpoBaHne 12 2 6 Tecrt, acce™
BBISIBJICHUS, U3BITHUS U3
IpakJJaHCKOro 000poTa U




O0beM IMCUMILINHBI, Yac. dopma
KonTakTHas TeKyl1ero
padora KOHTPOJIA
HanMeHoBAHe o0yyaromuxcs ¢ ycneBaem
Ne n/m Bcero | mpenogasaresem octn/
pa3aesioB CP | IA
4acoB o BHIAM NPOMEKY
Y4eOHbIX TOYHOM
3aHATHI arrecTan
J | I3 | Cem UM
YHUUTOKEHUS
danbcupuIMpPOBaHHBIX,
HEJ00pOKaYEeCTBEHHBIX U
KOHTpa(aKTHBIX
JIEKaPCTBEHHBIX CPEJICTB
Opranuzanus padboTsl B
anTEeYHbIX U MEIULIUHCKUX
OpraHu3anusaX Io
BBISIBJICHUIO, U3BATHIO,
pa3MEILEHHIO, ITepeaye Tecr,
Pasgen 2 | ~U1 YHHITOKEHHA 54 ) 33 18 CUTYaIlMOHH
HENPUTOJIHBIX JJIs1 bl€ 3a/laHus
MEAUIIMHCKOTO
UCIIOJIb30BaHUs
JIEKapCTBEHHBIX CPENICTB,
JIOKYMEHTUPOBaHUE
IpoLenyp
IIpoMe:xxyTOYHASA aTTECTALUSA 6 6 3ayer
Bcero: 72 4 38 24 6

* Kasicowlll opouHamop evloupaem 6 meyeHue uzyyeHus OUCYUNIUHbL OOHY meMy OJis HANUCaAHUs
acce

3.2. ConepxaHue TUCUMILTUHBI

Paznen 1. T'ocymapcTBeHHOE pPEryIMpPOBAHUE BBISABICHMS, U3BATHS M3 TPaKJaHCKOTO
0o0opoTa U yHMUTOXKEHUS (anbCUPHUIMPOBAHHBIX, HEJOOPOKAUECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPE/CTB

O0630p HOPMATUBHBIX MPABOBBIX AKTOB, PEIVIAMEHTUPYIOUIMX TOPSIOK BbISBICHMUS,
U3BATHS W3 TPaXJAaHCKOro  o0opoTa W YHHYTOXKEHUs  (pambcuduuupoBaHHBIX,
HeoO0pokayecTBeHHbIX M KOoHTpadakTHbIX JIC. Onpenenenrne y4acTHUKOB CHCTEMbI OOpalieHus
JIC, ux B3aumoneiictBue. Ilopsnok wuHpopMupoBanus cyobekroB obOpamenus JIC o
BBISIBJICHHBIX ~ (QalibcU(ULIMPOBAHHBIX, HEAOOpOKayecTBEHHbIX M  KoHTpadakTtHbix JIC.
ITpuocranosnenue npumenenus JIC. IlpoBenenue npouenyp mo M3BATHIO M3 TPaKIaHCKOTO
obopora danbcuPUIMPOBAHHBIX, HEAOOpPOKadeCTBEHHbIX M KoHTpadakTHeix JIC u mx
yHUYTOKEeHUI0. OcHoBaHust W mopsanok yHuuToxkeHust JIC. OTBETCTBEHHOCTh CYOBEKTOB
obparmenus JIC 3a HecoOMOIeHUE ACHCTBYIOIIETO 3aKOHOIaTEIHCTRA.

PaS,ZIeJ'I 2. OpraHmauHs{ pa6OTLI B alITCYHBIX U MCAWLWHCKUX OpraHU3alusgaX I10 BBISABJICHUIO,
HU3BATUIO, Pa3MCHICHUIO, TMCpCAAdYC JId YHHUUTOXCHUA HCHOPUTOAHBIX IJId MCIAUIHUHCKOI'O
HCIIOJIb30BaHUs JIEKAPCTBEHHBIX CPEJCTB, IOKYMEHTUPOBAHHUE MPOLIETYP

HepequL U COACPIKAHUC OCHOBHBIX IIPOLCCCOB JKU3HCHHOI'O IHKJIAa HCHOPUTIOAHBIX JJIS
MEIUIIMHCKOTO  WCIOJIb30BaHUsA  JiekapcTBeHHBIX  cpeactB(HMUJIIC),  moTeHImanpHO
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HaxoAAUMXcsi B 000pOTe€ B aNTE€YHOM M MEIUIMHCKOM OpraHu3aluu. OTambl BBIABICHUS
HMWJIC B anteuHodt M MenuUMHCKON opranHuzanuu. Co3JaHuE CHUCTEMbI MPEIOTBPAILICHUS
IOCTYIUIGHUsT B  alTeKy M  MEIULMHCKYI0 OpraHuzanuio  (pambCcUPUUUPOBAaHHBIX U
HeT0OpOKaYeCTBEHHBIX  JIeKapcTBeHHbIX —mpenaparoB (JIII). PermamenTtauus mporenypst
IPUEMOYHOIO KOHTPOJISI M JIPYTMX INPOU3BOACTBEHHBIX ONepalnuid, coOarofeHne TpeOoBaHUN
HOPMAaTUBHBIX aKTOB IO npuemke U xpaHeHuto JIC. Opranu3aliiOHHbIE MEPONPUATHUS AITEYHON
U MEIMLIMHCKONM OpraHM3aly 110 BBIIBICHHUIO, H3BATHIO, pPa3MEIICHHIO, Iepenade s
yanuroxkennss HMMIIC.  Tlopsimok  onepaTHBHOTO — OTCIEXKHMBAaHUS ~ HMHGOpMAIMU |
MH(GOPMHUPOBAHUS IIEPCOHANA O BBISBIECHHBIX (panbcUPUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX,
koHTpadakTHbIX JIC. TpeboBanus k pazmemennto HMUJIC. Pa3paboTka cucteMbl BHYTPEHHETO
KoHTposst BbBiaeHUs JIC, mpumenmux B HETOJHOCTb B PE3yJIbTaTe HapyLICHHs YCIOBUHI
XpaHEHHs, UCTEUEHHs CpOKa TOAHOCTH U Jp. npuuuHaM. Pa3paborka COII. [lokymeHTHpOBaHHE
polenyp, OTYETHOCTb. MOHUTOPHHI U MOJAEp)KaHUE NPOPEeCcCCHOHATBHON KBalU(pUKALMH
IepCoHaIA.

4. ®oH/1 OLIEHOYHBIX CPECTB 10 AUCHMILIMHE

4.1. ®opmMbI U MaTepHAJIbI TEKYLIEr0 KOHTPOJISI

4.1.1. B xome peanu3anmuu AUCHUIUIMHBL B KadecTBe (HOPMBI TEKYyIIET0 KOHTPOIS
yCIieBaeMOCTH (BKJIIOYass 3HaHUs) OOy4aroIMXCs HCHOJNb3YIOTCS: TECT, 3CCE, CHUTYallMOHHBIE
3amanusi. KOHTPOJIb BBINOJHEHUSI CaMOCTOSTENBHON pPa0OTHI MPOBOAMTCS B paMKaxX TEKYIIETO
KOHTPOJISI YCIIEBAEMOCTH.

4.1.2. Matepuainbl TEKYILLIEr0 KOHTPOJIS yCIIEBAEMOCTH.
Paznen 1. ['ocynapcTBeHHOE peryaupoBaHUE BBIBICHUS, U3bATUS U3 TPAXKJAHCKOrO 000poTa U
YHAYTOXKECHUSL  (pambCcUPUUIMPOBAaHHBIX,  HEAOOPOKAUECTBEHHBIX W KOHTpagaKTHBIX
JIEKapCTBEHHBIX CPENICTB

Tecmogvie 3a0anus
Bapuanr 1
3aaHue: YKaKUTe MPaBUIbHBIA OTBET UM OTBETHI:
1. B coorBerctBUM ¢ D3 «OO6 0oOpalieHUN JIEKapCTBEHHBIX CPEICTBY» 3alpeliaercs Mmpoaaxa
cienyromux nepeunciaeHubix JIC:

A. @anscudunuposanssix JIC
b. Heno6pokauectBennsix JIC
B. Konrpadaxtasix JIC
I'. JIC anTeuyHOro U3roToBJICHUS
J.JII1, He 3aperucTpupOBaHHbIX AJs IpuMeHeHus B PO

2. @3 «OO6 oOpamieHun JIEKapCTBEHHBIX CPEJICTB» JaHO CIEAyIollee OIpeesieHue
HEZ00pOKaYeCTBEHHOT'O JIEKAPCTBEHHOT'O CPE/ICTBA:

A. JIC, conpoBox1aemMoe JI0)KHON HHPOpMaLueil o ero coctase U (UIM) IPOU3BOIUTENE

b. JIC, ne cootBercTByomee TpeOoBaHUSIM (HapMaKONEWHOW CTaThWl JHMOO B CiIydae ee
OTCYTCTBHS TPEOOBAaHUSIM HOPMATUBHOU TOKYMEHTAIIUU WJIM HOPMATUBHOTO JOKYMEHTA

B. JIC, Haxomsmieecst B 000poTe ¢ HapyIIeHHEM TPaKJaHCKOTO 3aKOHOAATEeIbCTBA

I'. JIC, naxonsuieecss B 000pOTe ¢ HApyIIEHHEM NaTeHTHOT'O 3aKOHOAATEIbCTBA

JIC ¢ ncrekmmm cpokoM rOJJTHOCTH

3. Opraa  roCymapCTBEHHOTO  HaJ30pa,  OCYIIECTBIAIOIIMN  KOHTPOIb  COONIOACHUS
3aKOHOJIATeNLCTBA 00 OOpallleHUH JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO TPUMEHEHHS
(YomHOMOYEHHBIN OpraH):

A. @enepanpHas ciayx0a 1o HaI30py B chepe 3ApaBOOXPaHEHUS

b. MunucrepctBo 3apaBooxpanenus Poccuiickoit @eaepanuu
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. @enepanbHas cinyx0a 1Mo Haa30py B cdepe 3auuThl MpaB MoTpeOuTeaeii u OJaromnonydus

YCJIOBCKA

OcHoBHBIMU HCTOUYHUKaMHU HH(opMaryn o BeisiBieHHBIXx HMWJIIC sBnsitoTest:

. InpopmanmoHHble MUCbMa, COJEPXKALUME PEHICHUS YIOJIHOMOYEHHOro (heaepaabHOro

OpraHa UCIOJIHUTEIbHOM BIIACTH
Cenenust 0o HMUJIC, nonmydeHHbIE OT MOCTAaBIIMKOB / BiiaieblieB/ mpousoauteneit JIC

. Mudopmanmsi, mosryaeHHast OT HACEJICHUS

OcHoBaHueM IS U3BATHS U3 TPAXKIAAHCKOTO obopoTa W  YHUYTOXCHHS
Heo0poKayecTBEHHbIX, (anbcudunupoBanuplx JIC s MEIUIIMHCKOTO TMPUMEHEHHS
SIBIISIETCA:

. Pemenue Bnanensna JIC

Pemenne denepanbHoii ci1y)0bI 110 HaA30pY B chepe 3npaBooxpanenus (PocznpaBuanzopa)

. Peienue denepanbHoii Ci1ykObI 0 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAA30Py
. Pemenue cyna
. Pemenne ®enepanpHoil Cciy:kObl MO 3alIuMTe IMpaB MoTpeduTeneii u obecrnedeHus

Osarononyuust uenoBeka (Pocrorpednanzopa)
Pemenne MunucrepcTa 3apaBooxpanenus PO

K.Pewienue oprana UCIOJIHUTENBHOM BIACTH cyObekTa PO

6.

A.

OcHoBaHMEM JUISl U3BATUS U3 TPAXKJIAHCKOTO 000poTa M yHUUYTOXKEHUS KOHTpadaxkTHbIX JIC
SBIISICTCS:

Pemenne Bnagensua JIC, Pemenune @PenepanpHoil ciayxkObl 1O Haa3opy B cdepe
3npaBooxpanenus (Poc3npaBHaazopa)

b. Pemenue cyna

B.

Pemenne ®enepanpHOi coyKObl 1O 3aluTe MpaB MoTpeOuTeneld u obecredeHus
Oarononyuust uenoneka (Pocrorpednanzopa)

I'. Peruenne Munucrepcersa 3apaBooxpanenus PO

.

7.
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A.

Pemenue oprana UCroHUTENBHON BiIacTu cyObekTa PO

B ciyuyae HeBBINIONIHEHUS PELIEHUS] YIOJHOMOYEHHOIO OopraHa 00 M3bATHUH, YHUUYTOXKEHUHU U
BbIBO3e HepoOpokauecTBeHHBIX JIC wu  (wim) danscudpuumpoBannsix JIC, a Taxke
HenosyyeHus: oT Biajenbla JIC coobiienus o MpUHATHIX Mepax, YIIOJHOMOYEHHBIH OpraH:

. OGparmtaercs B cya

OOpammaercs B JHICH3UPYIOMIMH oOpraH ¢ TpeOOBaHWEM TIPHOCTAHOBJICHUS JEHCTBUS
JTULEH3UN

. Obparaercs B TUIEH3UPYIOIINI Oprad ¢ TpeOOBaHUEM aHHYJIUPOBAHUS JTUIICH3UHI
. Pemraer Bonpoc B NpeTeH3MOHHOM MOPSAKE

. Yauutoxkenue HenoOpokauectBeHHbIX JIC wu  (wm)  danscudpummposannsix  JIC

OCYHICCTBIIACTCA:

.OpFaHI/IBaHI/I}IMI/I, UMCIOIIIMMHU JIMICH3UIKO Ha JOCATCIIBHOCTH IIO0 CGOpy, HCIIOJIb30BAaHUIO,

00€3BpeKMBAHUIO, TPAHCIIOPTHUPOBKE U pa3MerneHnio orxoaoB | - IV kmacca omacHocTu
OpranuzanusMy, UMEIOIIMMHU JTUICH3UI0 Ha PapMaIieBTUYECKYIO IesTEIbHOCTh

. OpranuzanusiMu, UMEIOLUTMMH JIMIEH3MI0 Ha IPOU3BOACTBO U peanu3anuio JIC

. Opranuzanus, ocymiecTistomas yanuroxenue JIC, cocrapnser akt 00 yauuroxenuu JIC, B

KOTOPOM YKa3bIBaIOTCS:
Hara u mecto ynnuroxenus JIC



b. ®amunus, uMs, OTYECTBO JIMI], MPUHUMABIIMUX y4yacThue B yHuuToxkeHuu JIC, ux mecto
paboThI U TOHKHOCTD

B. O6ocHoBanue yanuroxenus JIC

I'. CBenenuss oOyHuutokeHHBIX JIC (HamMmeHOBaHWe, JeKapcTBeHHas (opma, JTO3HPOBKA,
€MHUILIBI U3MEPEHUSI, CEpUs) U UX KOJIMYECTBE, a TAKXKE O Tape WM YIIaKOBKE

. HaumenoBanue npoussoauTtess JIC

E. CBenenus o Biagenbiie JIC

XK.Crnoco6 ynnuroxenus JIC

3. CBeneHus 0 JOKYMEHTaxX, o KOTOpbIM Iepenansl JIC Ha yHUYTOKEHUE

N. KoHTpOs1b, MOHUTOPUHT

10.  Cormacmo KoAIl P®, Crares 6.33. «OOpamenue (danpcuduumupoBaHHbIX,
KOHTpa(aKTHBIX, HEJOOPOKAYECTBEHHBIX M HE3aPErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
MEIUIUHCKUX U3l 1 000pOoT (anbcu(UIIMPOBAHHBIX OMOIOTUYECKN aKTUBHBIX 100aBOK)
MOJJIeKaT aJMHUHUCTPATUBHOMY B3BICKAHUIO, €CJIHM ATHU JEHCTBUS HE COJEp)KaT MPU3HAKOB
YTOJIOBHO HAaKa3yeMOro JAEsTHUS:

. IIpon3BozacTBO, Mpoaaka win BBO3 Ha Tepputopuio PO danscudunmporannsix JIC
[IpousBoncTBO, peanm3amus WM BBO3 Ha Tepputopuio PD  danscudunmpoBaHHbIX
MEAUIIMHCKUX U3IETHMA

. [Iponaxa unu BB0o3 Ha Teppuroputo PO kontpadaxtaeix JIC

. Peanu3zanus wnu BBO3 Ha TeppuTopuio PO KoHTpadaKTHBIX MEAUIIMHCKUX U3IEITHIA

. O6opoT hansCUPUITUPOBAHHBIX OMOJIOTHYECKU aKTUBHBIX JOOABOK

. Ilpoxaka wnu BBO3 Ha Tepputoputo PO nenodbpokauectBenubix JIC

K.Peanmzanus wiu BBO3 Ha TeppuToprio PO HenoOpokayecTBEHHBIX MEAUIIMHCKUX U3l

3. He3akoHHbIE IPOU3BOACTBO, MPOJaKa WM BBO3 Ha TeppUTOpHI0 PD He3aperucTpupoBaHHbBIX

JIC

o>
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Bapuant 2

3amaHue: yKaKuTe MPaBUIbHBIN OTBET UM OTBETHI:

1. ®3 «0O6 oOpamieHuy JIEKAPCTBEHHBIX CPEJACTB» JAHO CIEAYIONIEE OIpeeICHIe
banbcuGUIMPOBAHHOTO JIEKAPCTBEHHOTO CPEICTBRA:

. JIC, conpoBorxiaemoe JI0’)KHOHM uH(popMaIueit o ero coctaBe u (W) IPOU3BOIUTEIE
JIC, ue cooTBeTcTByMOIIEee TpeOoBaHUSAM (hapMaKONEeHHONW CTaThbu IIMOO B cllydyae ee
OTCYTCTBUA TpC6OBaHI/I$[M HOpMaTHBHOfI AOKYMCHTAIUX WX HOPMATHBHOI'O JOKYMCHTA

. JIC, naxopsmieecs: B 000poTe ¢ HapyIIEHHEM T'Pa)kJIaHCKOTO 3aKOHOAATEIhCTBA

. JIC, naxopsieecst B 000poTe ¢ HapyIIEHHEM NAaTEHTHOT'O 3aKOHO/1aTENbCTBA

. JIC ¢ ucTeKImuM CpOKOM TOHOCTH

= 9

N

@3 «O6 oOpamieHuu JIEKapCTBEHHBIX CPEACTB» JAHO CIEAYIOLIlee OIpe/eieHne
KOHTpa(aKTHOTO JIEKapPCTBEHHOTO CPE/ICTBA!

. JIC, conpoBoxaaemoe J10xkHOM nH(pOopMaIuen o ero coctaBe u (Uu) MPOU3BOAUTENE
JIC, He cootrBercTByMOIEee TpeOoBaHUAM GdapMaKoONeHHOW cTaTbu JMOO B cliydae ee
OTCYTCTBUSI TPEOOBAaHUSIM HOPMATUBHOU TOKYMEHTAIIUU WJIM HOPMATUBHOTO JOKYMEHTA

. JIC, Haxopsimeecst B 000poTe C HAPYIICHUEM T'Pa)TaHCKOTO 3aKOHOIATEITLCTBA

. JIC, Haxopsieecs B 000poTe C HapyllIeHHeM MAaTeHTHOTO 3aKOHOJaTeIbCTBA

. JIC ¢ ncrekmmm cpokoM TOJJHOCTH

O 9
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. YIIOJTHOMOYEHHBIM OpraH B ciy4yae BbISIBICHHUS (akToB oOpamieHuss Ha Tepputopuun PO
HenoOpokayecTBeHHBIX JIC u (mn) panscuduuupoBanubix JIC npuHUMaeT perieHue:

A.O nepenaue nepeunciieHHbIX JIC Ha YHUUYTOXEHHE OpraHM3allMM, MUMEIONIEH MpaBO Ha

yHuuToxenue JIC
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. O6s3p1Batolee npou3BoauTeNs nepeuncieHHbIX JIC ocyecTBUTh UX U3BATHE, YHUUTOKEHUE

U BBIBO3 B IOJIHOM 00BeMe ¢ Tepputopun PO

. O6${3BIBaIOH_Iee BJIaACIIblld YKAa3aHHBIX JIC OCYIICCTBUTh UX U3BATHE, YHUUTOXCHUC U BBIBO3

B [I0JIHOM 00beMe ¢ Tepputopun PO

Pemienre YomHOMOYEHHOTO OpraHa JIOJKHO CO/ICPIKATh:

. CBenieHus 0 IEeKapCTBEHHBIX CPEICTBAX

. OcHOBaHMS U3BATUSI U YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJICTB

. CpOK M3BATUSA U YHUUTOXKCHHUS JIEKAPCTBEHHBIX CPECTB

. CBeneHus 0 Ba/ienblie JIEKAPCTBEHHBIX CPENICTB

. CBeneHus 0 IPOU3BOAUTEINE JIEKAPCTBEHHBIX CPENICTB

. udopmaruio o JoKyMeHTax, MOATBEpKAaomuX coorsercTBue JIC

Cpok HMCHOJHEHUs pelleHUs YTIOJHOMOYEHHOIO OpraHa WM COOOIIEHHE O HECOIVIACHU C
HUM HE JIOJDKEH MPEBbIIIATE:

.30 guent
. 45 nuent
. 60 mueit

Yuuuroxenne HemoOpokadecTBeHHBIX JIC w  (wm)  danscupunupoBanueix  JIC
OCYIIIECTBIISICTCS:

. Ha crierimanbHO 000py/10BaHHBIX IUIOIIAIKAX, TIOJIUTOHAX

B cnenmanbHO 060py,I[OBaHHLIX IIOMCIICHUAX

. C coOnronenreM TpeOOBaHUN B 00JAacTH OXpaHbl OKPY’KaIOLIEH Cpellbl B COOTBETCTBUU C

3aKkoHoaresnbcTBOM Poccuiickoit deneparuu

AKT 00 YHUYTOXKEHHH HEIOOpOKAaUYeCTBEHHBIX JICKAPCTBEHHBIX CpencTB W (Win)
banbcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB:

. IToanuceiBaeTcst BCEMU JIMIaMH, IPUHUMABIIUMHU YI4CTUC B YHUUYTOXKCHUHN JIC

3aBepsieTcs evaThio OpraHu3alluy, OCYIECTBIsIoed yHuuToxxeHue JIC

. HCO6XOI[I/IMOCTB MNOAIKMCH aKTa 1 HeO6XO,I[I/IMOCTI> evyaTu HE pCriIaMCHTHPOBAHBI

AKT 00 yHnutoxxenuu JIC niam ero Komnwus, 3aBepeHHasl B yCTAaHOBJIEHHOM IOPSAJIKE, B TEUCHHUE
5 paOouux JHEN co JHS €ro COCTaBJICHUS HAIPABIIAETCS B YIIOJIHOMOUYEHHBIH OpraH:

. Bnagensuem YHUYTOKCHHBIX JICKAPCTBCHHBIX CPEACTB

Opraau3zanuei, oCymecTBIsomed yanuroxenue JIC

. IIpousBoaurenem JIC

BoiiBnenue  QanbcupuIMpOBaHHBIX, HemoOpokauecTBeHHBIX JIC B COOTBETCTBHM C
CYILIECTBYIOIIEH CUCTEMOMN BBISBICHUS U U3BATUS U3 oOpameHus JIC, kauecTBO KOTOPBIX HE
COOTBETCTBYET YCTAHOBJIEHHBIM TPEOOBAHUM, OCYIIIECTBIISAETCS:

. ZIOJ'I)KHOCTHI)IMI/I JMIaMH1 YIIOJTHOMOYCHHOT' O q)ejlepaJ'H)HOl"O opraHa HCITOJIHUTEILHOM BIIACTH

Ha ocnoBanuu nndopmariu, noctynaromeit ot npousBoaureneit JIC

. Ha ocHoBanuu nHdopMaiuu, nocTynaroueil OT 3KCIepTHBIX OpraHu3aIfii

. Ha ocHoBanuu nnpopmanmu, nocrynarmoueii ot, cyobektoB ooparenus JIC
Ha ocHoBanuu ua@opmaiuu, nocTyrnaromei oT HaceleHUs

CornacHo YronoBHoMy KOJIEKCY PO, Cratbs 238.1. «O6parmieHue
¢danbCcuUIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX M HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPENICTB, MEIUIIMHCKUX U3ACIUNA U 000pOT (PaabCUUIIMPOBAHHBIX OMOJIOTHYECKH aKTUBHBIX
TI00ABOK»IIOJICKAT YTrOJIOBHOMY TIPECIICIOBAHUIO CIICAYIONINE JIeSHHS, COBEPIICHHBIC B

9
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KpynHOM pa3zmepe: (croumocth JIC, MEAMIIMHCKUX U3AENUNA WM OUOJOTUYECKH AKTHUBHBIX
N00aBOK B CyMMe, MPEBBIIIAIONIEH CTO THICSY PYyOIIeH):

A.IlpousBojacTBo, cOBIT WM BBO3 Ha Tepputopuro PD danscudunupoBanasix JIC wnm
MEJIULIUHCKUX U3JIEIIUN

b. COpIT nm BBO3 Ha Tepputopuio PO HemobpokauecTBeHHBIX JIC WM METUITMHCKUX U3ACITAN

B. He3akoHHble TNpPOM3BOACTBO, COBIT WJIM BBO3 Ha Ttepputopuio P® B memsax cObita
He3aperucTpupoBaHHbIX JIC WM MEIUIMHCKUX U3AENIUN

I'. Ilpou3BOACTBO, COBIT WM BBO3 Ha TepputopHio PO danscuduimpoBaHHbIX OMOIOTHUECKU
AaKTHUBHBIX J00aBOK, COJAEPXKALIUX HE 3asBJICHHbIC IPH TOCYJapCTBEHHOW pErUCTpaluu
dapmareBTHYeCKHE CyOCTaHIIUU

Temul 5cce

1. Ilpuumasl W 1mpoOjemMbl  oOpamieHuss KOHTpadakTHBIX, (DaTbCHPUIUPOBAHHBIX |
HEe00POKaYECTBCHHBIX JICKAPCTBEHHBIX MpemnapaToB B Poccuu u 3a pybexom.

2. Tlopsaok BbisBiaeHHs (hanbcuuUpoBaHHBIX, HeqoOpokauecTBeHHBIX JIC B rpaxkaaHcKoM
obopore.

3. Cnoco06bl BbIsiBIIeHUS PabCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB M 3aLIUTHI JIETAIILHO
MPOU3BEJACHHON MPOAYKIIUHU

4. CnocoObl yHHUTOXEHUS (HaTbCU(PUIIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

5. Meroabl 60pb0HI ¢ (hambcuUKaLEH JICKAPCTBEHHBIX CPEICTB

6. Hcrounuku mpou3BoACcTBa  (anbCUPHUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, HUX
JeTan3amus U KaHAIBl paclipOCTPaHCHUS

7. OCHOBHBIE PETYIUPYIOIIUE MEphl MO MPEAOTBPALICHUIO IMOSBICHHUS B TPaKIaHCKOM
obopoTte panbcu(UIUPOBAHHBIX U HETOOPOKAYCCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB.

Pasz[en 2. OpraHmauHs{ B alITCYHBIX U MCAULIMHCKHUX OpraHu3alusax pa6OTI)I 110 BBISIBJICHHIO,
HU3BATUIO, Pa3MCHICHUIO, IMEpCAadYC IJId YHHUUTOXCHUA HCIPUTOAHBIX I MCIAUIHNHCKOTO
HCIIOJIB30BAHUA JICKAPCTBCHHBIX CPCACTB, JOKYMCHTHUPOBAHUC ITPOLICAYP

Tecmoegvie 3a0anus
Bapuanr 1
3aaHue: yKaKuTe MPaBUIIbHBIM OTBET UM OTBETHI

1. K HenpuroaHsiM Jy1si MEAUITMHCKOTO HUCTIONb30BaHust JIC MOKHO OTHECTH:

A. @anscuduuuposannsie JIC

b. Heno6pokauectsennsie JIC

B. Konrpadaxrusie JIC

I'. JIC ¢ ucrekmmm CpoKOM rOJTHOCTH

J. JIC, XpaHUBIIKECS ¢ HAPYILICHHUEM YCTAaHOBJICHHBIX TPeOOBaHMIMA

E. JIC, B mponecce XpaHeHHs KOTOPBIX IPOU30IIIN U3MEHEHHS BHEIITHETO BH/IA, IIBETA, 3alaxa
K. JIC, He nonb3yroumecs CrpocoM

2. K ocHoBHBIM nponieccaMm CHUCTEMBI yIIpaBJIEHUSI IBUKEHUEM HEMPUTOJHBIX K MEAUIIMHCKOMY
MCIIOJIb30BAaHUIO JIEKAPCTBEHHBIX CPEJICTB MOKHO OTHECTH:

A. Beisinenne HMWJIC, npunstue pemenus o6 uzbstun HMUWJIC u3 rpaxnaHckoro o6opora,
uH(popMupoBaHue cyobekToB obparnienus JIC

b. Ananu3 cyobexkramu obpamenus JIC undopmarnuu o BeisiBieHHsIx HMUJIC

B. ITposepka nanmumuunss HMUJIC

I'. Cbop, uzomuposannoe xpanearie HMUNJIC

. Iepenaua HMUWJIC nyist yHuuTOKEHHS (BO3BpAT MOCTABIIMKY/ BIaACIbITY/TIPOU3BOIUTEIO)

E. Yanuroxeane HMUNJIC

10
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3. Dransl BeisiBienuss HMUJIC B anTeyHOM ¥ METUIIMHCKON OpraHU3aliuu
A. CBoeBpeMeHHOe OTcleKHBaHHEe HH(OPMALMKA O BBISIBICHHBIX (albCUPUIMPOBAHHBIX U
HenoOpokayecTBeHHBIX JIC Ha caiiTe YTOJIHOMOYEHHOTO OpraHa
b. IIpoBenenne BHYTpEHHETO KOHTPOJIS COOJIOICHUS YCIOBUI XpaHeHHsI, CpOKOB rogHoctu JIIT,
coxpanenust kauyectsa JIII, oprannsauuu padors: c HMUJIC
. [TppeMo4HBIi KOHTPOJIb

™

Meponpusarus npu IpUEMOYHOM KOHTpOJIe A1 npeaynpexaeaus noctymienus HMNJIC

. IIpoBepka nocrtynarommx JIII Ha HaiMuMe B MEpeYHE MNOMJIEKAIIUX IPUOCTAHOBICHUIO
oOpareHus

. [IpoBepka nocrynaronux JII1 Ha Hanu4ue B nepeyHe noaiexax U3bsITHIO U3 00pallleHus

. KonTpomas cpokoB rogHoctu

. BusyanbHblil KOHTPOJIb Ka4eCcTBa

. O6s3arenbHbIN aHaK3 kauecTBa JIC

HOwS >+

9]

[TpoBepka uHpOpManMOHHBIX THceM Poc3apaBHag30pa O MPHOCTAHOBICHUU peau3allvy,
U3bITHH U3 oOpanieHus 1 win oT3biBe JIIT mpousBoauTeneM ocyecTBIseTCS Ha caiTe

. PocniotpebHanzopa

. PocznpaBHanzopa

. Munsznpasa Poccun

. TepputopuansHOro oprasa Haa30pa

=W T >

Bunel 300 n3ommpoBanHoro xpanenus JII1

. 30Ha KapaHTUHHOT'O XPAaHEHUs

. 30Ha U3BATHIX U3 oOpalieHus GaabCUPUIUPOBAHHBIX U HeJoOpokadyecTBeHHBIX JIIT

. 3oHa wn3o0aMpoBaHHOro xpaHeHus JIII ¢ MCTEKIIMM CpPOKOM TOJHOCTH, BBISBICHHBIX IpU
BHYTPEHHEM KOHTPOJIE COOJIIO/IEHUSI CPOKOB TOJHOCTH

W o

B 30nax xapantunHoro xpanenus JIC cienyer pa3menars B Cilydasx:
. CoMHeHMii B TOJUIMHHOCTH JTMOO0 KauecTBe
. HecooTBeTcTBHI B TOBAPHO-CONMPOBOAUTENBHBIX JOKYMEHTAX
. [IpuocranoBke obpateHus
. OrcyrterBus 3apeructpupoBaHHoi eHbl Ha JKHBJIIIT
. Hognexxamux nepeonenke JIII

HODS N

N3 xapanTuHHO# 30HBI JIIT MOXeET OBITh EpeMeIIeH:
. B 30HY XpaHeHus U3bATHIX U3 oOpalieHus
Bo3sspaiiien nocraBimuky
. Bo3Bpaien B nanpHeimuii 000poT
. OTmpaBiieH Ha YHUUTOXEHHUE

aWE > ®

e

Ecniu B wmeaunuHckod opranuszanuu JIII npegHasHaueHbl A7 YHUYTOXKEHUS, UX
HEOOXOINMO:

A. ITomecTuTh B @MKOCTB JIFOOOTO IIBETA

b. IloMecTUTh B €MKOCTB JIFOOOTO IIBETA, KPOME KPACHOTO H JKEITOTO

B. IlpomapkupoBats Hagnuceto «Otxonabl. Kinace I'»

I'. ITpomapkupoBats Haanucbto «OTxoasl. Kinacc by

J1. I'epMETHYHO 3aKPBITh KPBILIKY

10. B caydae HecCOOTBETCTBHSI TOBApOB AaNTEYHOTO AaCCOPTHUMEHTA YCIOBHUSIM JIOTOBODA,

11
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JAHHBIM COIPOBOJUTENIBHBIX JJOKYMEHTOB, BBIABICHHS IIPU MPUEMKE 005, OpUYH, HEJOCTAuN
TOBapoOB, OOHApyXeHUsI Hel0OpOKadeCTBEHHBIX, (hanbCU(UIIMPOBAHHBIX U KOHTpa(aKTHBIX
TOBAapOB O(POPMIIAIOTCS:

A. AKT 00 yCTaHOBJICHHOM PACXOKJIEHHH IO KOJMYECTBY M KAueCTBY NpPH MPHUEMKE TOBapHO-
MaTepHaIbHBIX IEHHOCTEH

b. IIperensus nocraBIuKy

B. XKypHnan peructpanuu pe3ynbTaToB IPUEMOYHOI'O KOHTPOJIS

I'. ’Kypnan ydera 1BUKEHHS TOBapOB

Bapuant 2
3ananue: yKaKuTe MPaBUIbHBINA OTBET UM OTBETHI

1. K ocHOBHBIM MpolieccaM >KU3HEHHOTO IIUKJIA HENPUTOAHBIX K METUIIUHCKOMY
MCIOJNIb30BaHUI0 JeKkapcTBeHHbIX cpencTB (HMIMJIC), noreHmanbHO HAXOAAIIUXCS B
000poTE B anTeYHON M MEIUIIMHCKON OpraHUu3alluid MOKHO OTHECTH:

A. Beissnenue HMWJIC npu npueMo4HOM KOHTpOJIE

b. Anamu3 uadopmarnun o BeisiBieHHBIXx HMUWJIC Ha caiite YIOJTHOMOYEHHOTO JTUIA

B. IlpoBepka Hannuus HMUJIC

I'. Cbop, uzommposannoe xpanearne HMUNJIC

M. llepenaua HMWJIC nyist yauutoskeHus (Bo3BpaT MOCTABIIMKY/ BIAAETbILY/TIPOU3BOAUTEIIO)

E. Yanuroxenne HMUJIC

K.JlokyMeHTHpOBaHUE MTPOLIEAYD

2. Otansl npenynpexaeHus u BoisiBnenuss HMMWJICB anteuHoit opranuzanuu
A. Bbi6op nocrasuika

. IIppueMoYHBIi KOHTPOJIb

. Pazmemenne o mecram XpaHeHuUs

. UnpopmannoHHO-aHaTUTHYECKUI MOHUTOPUHT kayecTBa JIC

. BHyTpenHuit konTposb odecneuenust kauectna JII1

N - w

(O8]

BrlisiBneHne He3aperucTpupoBaHHOM, HEJOOPOKaueCTBEHHOM, (haabCUPUIIMPOBAHHON 1
KOHTpa(akTHON NMPOJYKIIUU B allTeKe OCYIECTBIIACTCS

. IIpy nppeMoYHOM KOHTpOJIE

. ExenHeBHO B mepnol XpaHEHUs

. IIpy BHyTpHanTe4Ho U3roTOBICHUU

oollien e

BusyanbHblli KOHTpOIIb KauecTBa nocrynaromux JIC BkiIrogaer
. CoOTBETCTBUE OIMCAHUIO
CootBercTBHE TPEOOBAHUSAM 10 MAPKUPOBKE
. LlesrocTHOCTD yIIaKOBKHU
. CooTBeTcTBHE Cepuii
. OTcyTCTBHE NPU3HAKOB (QabCUPUKAIINN

EOwmopes

Opranuzannonssie MeponpusTus o padore ¢ HMUJIC B MeAMIIMHCKON OpraHU3aIiiu
. ITposepka manmmuuss HMWJIC
[TpunsiTie pemeHns 00 UIBATUN
. UadopmupoBanue moapas3aeieHuit
. COop, M301MpPOBaHHOE XPaHEHUE
. Ilepenava 1u1st yHUYTOKECHHS
. Bo3Bpar nocrasmuky
K. JlokyMeHTHpOBaHUE MPOLETYP

Ml 1w e W,
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B 30He n3bATHIX U3 oOpamenust pazmerntarorcs JIIT
. ®anbcupupoBaHHbIe
HenoOpokauecTBeHHBIE
. Konrpadakrasie
. C HCTEeKIIUM CPOKOM F'OTHOCTH
. XpaHUBIINECS C HAPYIIEHUEM YCTaHOBJICHHBIX TPEOOBaHMIA

HOmSE >

Cobmonenue ycnoBuii xpaneHust JIIT B 30He U3BIITHIX U3 0OpaICHHS
. He TpeGyeTtcs

Tpebyercst
. Mnorna tpebyercst

w7

Tpebyercs cobuto/ieHre ycI0BUNA XpaHEHUsI B KApaHTHUHHOM 30He cnenyroumx rpymnn JIIT
. Tepmonabunbusie JIIT

Nmmyno6uonoruueckue JIIT
. [lomnexamue [IKY
. [oreHnnuanbHO NoJyIEXKALIME BO3BPALIECHHUIO B 000pOT, JINOO BO3BPATy MOCTABILUKY

ST R g

W13 30HBI XpaHeHUs! U3bATHIX U3 oOpaieHus JIII MoxxHO nepenars:
. Tonpko Ha yHMUYTOXKEHUE

ITocraBmuky
. BepnyTs B npopaxy

ool

10.  Ilepenaua JIII mocTaBIIMKY M3 30HBI XPAHEHUS U3BATHIX U3 00pAIlIEHNs BO3MOXKHA:

A. Ecnu JIIT Ob1 3a06pakoBaH pu MPUEMOYHOM KOHTPOJIE

Ecnu B 1oroBope ¢ nNocTaBImIMKOM IPOINKCAHO YCIOBHUE O BO3BPATE TOBAPOB, PU3HAHHBIX
He100poKayecTBEHHBIMU, (DaabcuPUIPOBAaHHBIMH, KOHTPA(PaKTHBIMH MTOCTIE MTOCTYTIIICHUS
B aNTeKy U Mepelauu IpaB COOCTBEHHOCTH

B. Eciu y JIII ucrek cpok roqHOCTH

&I

Cumyayuonmnsie 3a0anus
OoOmast naGopMaIIs IS BLIITOJHEHNUS CUTYAIIMOHHBIX 3aIaHUI

1.B anteunyro opraHuzanuio 1Mo JOTOBOPY MOCTABKM MOCTYMHJIA MapTHUs TOBApOB, B COCTAaBE
KOTOpOH OBIIM CIEQyIolINe JIeKapCTBEHHbIE NpenapaThl, MEIUIMHCKUAE W3JEIHUs U JIpyrue
TOBaphbI:

- AMMHaK, pacTBOp AJISi HapyKHOro mpuMeHeHuss u uHramstuuid 10% 40 mi, ¢uiakoHb!
TeMHOro crekia, npoussoacTsa OO0 «'unmnokpar», Poccus, cepus 010415.

- bucenton 480, KOHIIEHTpaT AJi MPUTOTOBICHUS pacTBopa misg uHdpy3uun (80 mr+16
Mr)/mia 5 mii, ammyisl (5), noaaoHs! (2), mauku KapToHHBIE, pousBojicTBa AO «BapmaBckuit
dapmanesruueckuii 3aBox [lonsdar, [lonbma, cepus O6AE1213.

— Kapnnomarawmn, TabneTku MOKPHIThIC TUIEHOYHOM 0000ukoi 150 mr+30,39 mr 100 mT.,
(akoHbI TEMHOTO cTeka, mpousBoacTBa «Hukomen ['mo6X», I'epmanus - cepun 11026347.

Hatime omeemul Ha credyroujue 60NPocyL.

—  OOBsACHUTE MOPSATOK U ATAIBI MTPUEMOYHOTO KOHTPOJIS. B Kakux JOKyMEHTaX MOCTaBIIMKA
oTpaxkaercs MHGOpMAIUs O TOATBEPKICHUH COOTBETCTBUS KadecTBa (MO0 KaXAOMY W3
BUJIOB TOBAPHBIX €TUHUIL)?

— Kakum obpa3zom crienyer mpoBepuTh HH(GOPMALHUIO O TOATBEPXKICHUHM COOTBETCTBUS
KauecTBa IMOCTYNUBIIMX OT ToOcTaBimka TtoBapoB?  [IpoBeppTe wuHpOpMAIUIO O
MOATBEPKIEHUN COOTBETCTBUS KAUE€CTBA MOCTYNUBIIUX OT ITOCTAaBLIMKA TOBAPOB.

13
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— Onuiure anropuT™ AEHCTBUH NP BBIABICHUH B moctaBieHHoM naptun HMUJIC.

2.B pesynbrare MpoBEpKU COOJIIOICHUS JIMIEH3MOHHBIX TPeOOBAaHWN B OpraHuU3alliy ONTOBOM
TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMHU BBISBIIEHA IMOATOTOBJICHHAs K pealu3alluyd HapTus
JIeKapCTBEeHHOTO Tpenapata «l'epuenTtuH, TUOGUIM3HPOBAHHBINA MOPOIIOK JJISl IPUTOTOBICHUS
p-pa mns uHby3uh 440 mr (¢n.) /B kommuiekTe ¢ pactBoputenem cepur  N3555/B2055 (ma
ymakoBKkax ykazaH npousBoautens @.Xoddman-JIs Pomr JIta., [lseimapus, xenentex WHK,
CIIA), B OTHOIIIEHUU KOTOPOTO MMeeTcs nHpopmarmoHHoe nmuchbMo denepaibHON CTyKOBI 110
HAJ30py B cdepe 3apaBOOXpPaHEHHS O MPU3HAHUU ero (adbCHPUIMPOBAHHBIM. PykoBOaHTETH
OpraHHU3aIiH MOSCHUII, YTO €My 3Ta WH(OpMalKs HeU3BECTHA.

IIposedume npagoeoti ananusz 3moii cumyayuy u omeemvme Ha NOCMAGIEHHblIE 80NPOCHL
CO CCHLIKAMU HA COOMEEMCMBYIoujue 3aKOHbL U UHble HOPMAMUBHbIE NPABOBblEe AKMbL:

—  Kakue Buibl HapylIIE€HH JOMYIIEHbI B IJaHHOM opranu3auuu?

— KakoB mopsiiok ycTaHOBJIEH JUIsl U3BSTHUS U3 TPaKJAHCKOIO 00OpOTa U YHMUTOKEHUS
¢banbcuUIPOBaHHBIX JIEKAPCTBEHHBIX MpenaparoB? HopMmaTuBHOE 060CHOBaHHE.

— Ilosicuute mopsAok moinydeHus (apMmaleBTHUECKONH opraHu3anueil HHQoOpMaIluu o
HeT00pOKaueCTBEHHBIX U (Daabcu(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX U AITOPUTM
ee JIUCTBUI MpHU BBISIBICHUH TAKUX JIGKAPCTBEHHBIX CPEACTB.

— Kro ummeer mpaBo yHWYTOXKEHUS HETOOPOKAYEeCTBEHHBIX M (hambcuUIIMPOBAHHBIX
JIEKapCTBEHHbIX cpecTB. HopmaTuBHOE 000CHOBaHME.

— Kakue npaBoBbIe MOCIEACTBUS MOTYT HACTYNHTH JIJIsl OPraHU3AIMHONTOBON TOPTOBIU
JIC? Kakyro OTBETCTBEHHOCTb MOT'YT IIOHECTU BUHOBHBIE JIMLIA?

3.B anTexy MEAMIIMHCKONW OpraHM3allMM I10 JOTOBOPY IOCTABKH IOCTYIUJA ApTHUsI TOBApOB, B
cocTaBe KOTOpPOW ObUIM CIEAYIOUIME JIEKapCTBEHHbIE Mpenaparbl, MEAUIMHCKHE H3JENUS U
JpyTHe TOBaphl, B T.4.:
- Auekapaon, TabJeTKH, MOKPBIThIE KHUIIeYHOpacTBOpUMOW o6oioukoit 50 mr 10 mrT.,
YIIaKOBKU SYEHKOBbIE KOHTYpHbIE (3), mauku KapToHHbIE, mpousBoautesib OAO «Cunresy,
Poccust, cepust 47045
- MeHnomneiic, kancyisl 15 mT, ynakoBKH sSYEHCTbIe KOHTYpHbIE (2), MayKu KapTOHHbIE
cepus ME1701P, npoussBogurens»Tomncon sun Kannep Jita», BennkoOpurtanus/ ynakoBaHo:
«Cenrpan®apma (Konrpakt [1skunr) Jita (Benukobpuranus)
- [Tapaueramon-Yb®, Tabnetku 500 mr 10 mrt, ynakoBKH O€3bsS3bIYKOBBIE KOHTYpHBIE,
cepus 130216, npousBoautesns OAO «Ypanbuodapm», Poccus
- Kanbuus xmnopua, pactBop 11 BHyTpuBeHHOro BBeAeHus 100mr/miu 10 mi, ammyst (10),
nayku KapToHHble, npomsBogutenb DI'YII «Apmasupckasouopadbpuka», Poccus, cepus
110913.
Haiime omeemul Ha credyrouyue 60npocei:
—OO0®bscHUTE MOPAJIOK U ITarbl IPUEMOYHOIO KOHTPOJS. B Kakux JOKyMEeHTax MocTaBIIUKa
oTpaxkaeTcss HH(OpMAIHs O MOATBEPKICHUN COOTBETCTBUS KauecTBa (M0 KaXIOMY U3
BUJIOB TOBApHbBIX €IUHUIT)?
—Kakum o6pazom cnenyer mpoBepuTh HH(OpMAIMIO O MOATBEPXKIEHUH COOTBETCTBHUS
KayecTBa IMOCTYNMBIIMX OT TMoOcCTaBlIuMKa ToBapoB?  [IpoBepbTe uHpOpManUO O
MOATBEP>KIEHUU COOTBETCTBHSI KaueCTBa MOCTYMHUBIINX OT MTOCTABIIMKA TOBAPOB.

4B otneneHMM MEAUIMHCKOW OpraHW3allMM IpU TMPOBEJCHUHM BHYTPEHHEW IPOBEPKHU
COOIOZICHMSI YCIIOBUI XpaHEHUS JIEKAPCTBEHHBIX MPENapaToB yCTaHOBICHO:

- JmeKkapcTBeHHbI mpemapaT «OkcoiauH», Mas3b HazadmbHas 0,25%-10 1., TYyOBI
amomuHueBble, mpou3Boautesib OO0 «O30H», XpaHUTCSA B TOMENIEHUH CTapIlIel MEIUIIMHCKON
CEeCTphI B mkady mpu KOMHATHOM TEMIIEPATYpE;
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- JIEKapCTBEHHBIN MpernapaTt «Me3aTtoHa pacTBop it HHbeKkui 10 mr/mi B ammynax 1 mi
Nel0Oy», mpousBogutenb OAO «/lampxumdapm», TpeOyromuid 3amMThl OT CBETA, XPAaHUTCS Ha
CTeJulake B KaOMHETE CTapIieii MeUIIMHCKON CEeCTPHI.

atime omseemul Ha credyrouue 60npocyl:
-Ectp 11 Hapymienust ycioBuii XxpaneHus JaHHbIx JII1?
-Kak cnenyer mnoctynute ¢ JIII, KOTOpble XpaHWIMCh € HapyUICHUEM YCTaHOBIIEHHBIX
TpeOoBaHU1?
- 'me MmeauumHCckue pabOOTHUKK MOTYT IPOYUTATH YCIOBUS XpaHEHUsS] KOHKpeTHbIX JIT1?

O61ua;1 I/IHd)ODMaHI/IH JUISL BRIDOJHEHHS CUTYAIIMOHHBIX 3aJIaHHI

Ilposeoume npuemounwviti KOHmpoas nocmynuswiux JIII, nposedume nposepky Ha omcymcmeue
nocmynuswiux JIII cpedu  uzvameix u3z obpawjeHus (NPUOCMAHOBLEHHLIX, OMO36AHHbIX
npouseooumenem, GarbCuPuUYUPOBAHHBIX, HeO0OPOKAUYeCmEeHHbIX U Mm.0.) Ha  catme
Pocsopasnaodzopa,  Oatime omeemwvl nHa  nocmaeieHuvie eonpocvl. OOOCHYUmMe omeemol
0eticmeyroWUMU HOPMAMUBHBIMU NPABosviMu akmamu. 1lo pezyriomamam npuemku 3anoaHume
JKypnan pecucmpayuu pe3yiomamos npuemoyHo20 KOHMpPOJ.

Bomnpocst:
— OnummmuTe NOpsA0K M ATallbl IPUEMOYHOTO KOHTPOJIA.

— Kak nmpoBeputhb cBeZIeHHsI O TOCYJapCTBEHHOM peructpanuu noctynupmux JII1?

— Kakas wuHbopManus o TOATBEPKIEHUU COOTBETCTBUS JOJKHA COJEPXKAThCS B
nokyMmeHTax nocrapmiuka Ha JIII, mpoussenenusie 10 29.11.2019 u nocne (B 1.4. Ha JIIT
POCCHICKOT0 U 3apyOeXKHOTO MPOU3BOJICTBA)?

- Kak npoBepUTh JOCTOBEPHOCTH CBEJIEHUI O MOATBEPKAEHUHU coOTBETCTBUS JIII?

- Kak mnpoBepurs Hammuue/oTcyTcTBUE mocTaBieHHbIX JIII cpenn  BBISIBIEHHBIX
He100poKkayecTBeHHbIX/ pasbcuduurpoBanubix JIIT?

— Onummure anropuT™ JEHCTBUH MpU  BBIABICHWHM B  TOCTaBICHHON MapTHH
HenoOpokayecTBeHHbIX JIC, panbcuduunpoBanubix JIC?

5.B anre4yHyro opraHuzanpio IO JOrOBOPY NMOCTAaBKM INOCTYNHJIA NApTHUs TOBAapOB, B COCTABE
KOTOpOM OBLIN ClIeAYIOIIME JIEKAPCTBEHHBIE NIPENapaTsl U Ipyriue TOBaphl:

- AxBanerpuM®, xarum i npuema BHyTph 15000 ME/Min 10 mui, drakoH-KanenbHUIbI
(1), mauku xaptonusle, cepus 010520, 100 ¢i., npousBoaurens «Menanadapma AKIMOHEPHOE
O6mmectBo» (ITombia)

- «ApOuzaomn, kancynsl 10 mT., ymakoBKU SYeHKOBbIE KOHTYpHBIE (4), MauKy KapTOHHBIE)
cepusa 2170720, 100 n., npoussoautens OAO «Dapmcrannapr-Jlekcpencra»

- «Yronp axkTUBUPOBaHHBIM, Tabmetkn 250 mr 10 mT., ynmakoBku Oe3bsueiKOBbIE
KOHTypHBIe», cepust 520519, 50 ym., mnpoumsBogutenr OAO «UpOUTCKHMA XUMHUKO-
dapmaneBTuueckuii 3aBoa» (Poccus)

- Anmarens®, cycnien3us g npueMa BHyTpb 170 mui, guakonsl (1), mauku KapTOHHBIE/ B
KOMIIJIEKTE C JIOKKOM MepHOil/», cepust 210919, 20 ¢i., npousBoautens «bankangpapma - Tposu
AJl» (bonrapus)

- JleBodmokcanus, pactBop st uHOy3uid 5 mr/ma 100 mu, ¢uakonsr (1), maukm
kapToHHbIe», cepust 120820, 100 ¢i., mpousBoautenr OO0 «[1DK «Ammym» (Poccus)

6. B anteyHyro opraHu3anyio MO JOrOBOPY IOCTABKU MOCTYNHJIA MapTHs TOBapOB, B COCTaBE
KOTOPOH OBUIM CJETyIONUE JIEKapCTBEHHBIE IIPENapaThl U APYrue TOBAPHI:

- «utpamon II, tabmetku 10 mT., yrnakoBKH O€3bAYCHKOBBIE KOHTYPHBIE», CEpHS
500819, 30 n., npousBogurens OAO «Ypanbuodapm» (Poccus)
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- [Tapanieramos, Tabmetku 500 mr 10 mT., ynmakoBKku Oe3bSYEHKOBBIE KOHTYPHBIC, CEPHs
1280417, 400 ym., mpousBoactBa OAO «Tarxumbapmmpemnapatsi», Poccus

- Myxkantun, Tabnerkn 50 mr 10 mT., ymakoBKH Oe3bsiUCHKOBBIE KOHTYPHBIEY, CEpHS
040420, 50 ym., mpousBoautenb 3A0 «MockoBckas papmarieBTuueckas padpuka» (Poccus)

- Pabemnpazon, TabieTKH KHUIIEYHOPACTBOPUMBIC, IMOKPHIThIE 00Oonoukod 20 mMr 7 miT.,
YIaKOBKH STYEHKOBBIC KOHTYPHBIC (2), Mauyku KapToHHBIe», cepust 010719, 20 1., mponu3BoAUTENH
000 «M3Bapunodapmar (Poccust)

- «AyrMeHTHH®, Ta0JETKH IMOKPBIThIE IUICHOYHOW oOonoukor 875 wmr/125 mr 7 mr.,
VIIAKOBKU SYCHKOBBIC KOHTYpHBIC (1), MaKeTHKU W3 aTFOMHUHHUEBON (OJBI'H JTAMUHHPOBAHHBIC
(2), mauku KapTOHHBIEY», cepusi 764253 mpomsBoactBa «CmutKnsiinbuuemIIuDaCuy»
(Benukobpuranus)

OOmas I/IHd)ODMaLII/I}I BBIIIOJTHCHUA AJ19 CUTYAIITMOHHBIX BaI[aHI/Iﬁ

Hatime oyenky cumyayuu, evlagume HaApyuileHus, OnUuUme ai2opumm Heooxooumslx Oeucmsuil
0mMEemMCcmeeHH020 UYa U pyKosooumeJisi anmekxu u ux OOKyMeHmaibHoe oghopmieHue 8 O0aHHOuU
cumyayuu. Ilosicnume. umeromcs au Hapywenusi ycarosuil xpanenus JII1? Kax cnedyem
nocmynums ¢ JII1, xpanusuwumucs ¢ HapyweHusMu YCi108ull XpaneHus?

atime omeemul Ha 0NPOCHI, NOCMABIEHHbIE 8 CUMYAYUSIX.

7.B anteke mpoBU30POM AHAJIMTHUKOM, Ha KOTOPOrO MPUKA30M PYKOBOJIUTEINS anTeKu ObUIU
BO3JI0’KEHBI 00513aHHOCTH OTBETCTBEHHOI'O 32 Ka4eCTBO (YIOJIHOMOUYEHHOrO IO KauecTBY), IPU
IPOBEICHUN BHYTPEHHEH IPOBEPKH COOJIOACHUS YCIOBUH XpaHEHUs JIEKAPCTBEHHBIX
IIPENnapaToB yCTaHOBIECHO:

> JIIT I'punndepon ¢ noparaguHom, Masb HazaibHast, 10 000 ME/r +2 mr/r, no 5r., B Ty0ax
QIIOMUHUEBBIX C OyIIOHaMU, TIOMEIIEHHBIX BMECTE ¢ MHCTPYKLIMEH B MTAUKH U3 KapToHa, 25 yII.,
XpaHUTCSA Ha cCTe/ylakaX B IIOMEIIeHUWH XpaHeHus. Kpome Toro, mpoBH30opoM ObLia
odopmiena Temarnueckas ButpuHa «lIpopunakruka rpunmna u OPBI», B ienTpe koTopoii 6bu1a
pacroJsio)keHa yrmakoBKa Ma3u HazaJibHOU [ punmdepon ¢ jopaTaanHoM.

8.Ha ocHoBaHMM TIpHKa3a TJABHOTO Bpada MEAMIIMHCKONW OpraHu3allid KOMHCCHEH U3
COTPYIHUKOB aNTEeKH T'OTOBBIX JIEKAPCTBEHHBIX (POPM MEIUIIMHCKOW OpraHM3aluy MpPOBEACHA
MpOBEPKa COOIOJICHUsT YCIOBUM XpaHEHUsI JICKAaPCTBEHHBIX TMpEenapaToB B OTACIICHUSX
MEIUIUHCKOM OpraHu3aIuu.
B pe3ynpTaTe mpoBepkHu yCTaHOBJIEHO:
v' JlekapCTBEHHBIE Tpenaparbl XpaHATCS B KaOWMHETaX CTAPHIMX MEIUIUHCKUAX CECTEP
OTJIEICHUN.
v' B kabuHeTax OTCYTCTBYIOT XOJIOJAMJIBHUKH, TPHOOPHI JJIs PErHCTPAIllMH I1apaMeTPOB
BO3/TyXa.
v' JlekapCTBEHHBIE TIpeNapaThl U MEAUIMHCKHME M3EIHs XpaHsaTcs B mKkadax, Temreparypa B
MTOMEIICHNH Ha MOMEHT MPOBEPKHU 3aUKCHUpPOBaHA 25 TPayCcoB.
v BbIsABIIEHBI JIEKAPCTBEHHBIE TIPENAPAThl C HCTEKIIUM CPOKOM T'OJTHOCTH.

[IpoBeauTe aHanu3 CUTyallMy, BHIABUTE U ONMUIINTE HAPYUIEHUS U JATE OTBETHI HA CIIEIYIOLINE
BOITPOCHI:

— Kakue HOpMmaTUBHBIE MPaBOBBIE AKThl PETIAMEHTHUPYIOT TpeOOBaHMUS K YCIOBHSM U
OpraHu3allMi XpaHEHUs B MEIUIMHCKUX OpPraHu3alusx JIEKapCTBEHHBIX MpPEnapaTtoB U
MEIUIIMHCKUX U3IETIUN?

— CdopmynupyiiTe OCHOBHBIE TpeOOBaHUS, MPEABABISAEMbIE K OCHAIEHUIO W
000pYyIOBaHUIO TIOMEIICHUH XpaHEHUs JIEKAPCTBEHHBIX CPEICTB B MEAUIIMHCKOU
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OpraHM3alMy C LEJNbI0 IPENOTBPALEHUS MCIOIb30BAaHUSA B MEIULUHCKHAX LEJAX
HMWJIC. Jlaiite HopMaTUBHOE 0OOCHOBAaHHE CBOMM OTBETAM.

— Kaxkue nexapcTBeHHblE CpeAcTBa TpPeOYIOT OCOOBIX YCIOBUH XpaHEHUS U Kak MX
OpraHu30BaTh?

— TI'me MoxxHO y3HaTH MHPOPMALIHIO 00 YCIOBUSX XPaHEHUS! KOHKPETHOTO JIEKAPCTBEHHOTO
npenapara?

— Kak crnenyer mnoctynuTh € JICKapCTBEHHBIMHM IIpenapaTaMy, XpPAaHHUBIIUMUCSA C
HapYIICHUAMH IPEANNACAHHBIX YCIOBUM XpaHEHUA?

— Kak crnenyer mocTynuTh € JIEKAPCTBEHHBIMU IIpenaparaMyd € MCTEKIIUM CpPOKOM
roggoctu?

— UYro HeoOXoauMO JAenaTh B MEIWIMHCKOW OpraHu3aliy Uil TPeayHpexIeHUs
Y BBISIBJIEHUS HEIIPUTOJIHBIX K METUIIMHCKOMY IpuMeHeHuto JIC?

— Yro HyXHO czenarb, ecny Henpuroasslie JIC mocTynuim B MEJUIMHCKYIO OPTaHU3aLHIo?

— Kaxk ocymecTBisATs cO0p, H30JIMPOBAaHHOE XPAHEHHWE HEMPUTOAHBIX JIEKAPCTBEHHBIX
CPEICTB U Nepefavy UxX sl YHUUTOXKCHUS?

— Kak opranuzoBarb cO0p U XpaHEHHE ONACHBIX OTXOA0B B MEIULMHCKON opranuzanuu?
HopmaTuBHBIN JOKYMEHT.

— Kaxkue moxkymMeHTHI Hy’)KHO O(QOPMIISTH NPH BBISIBICHUN Henpuroaubix JIC?

Latime omeembvl HA NOCMABACHHbLE 8 CUMYAYUU B0NPOCHL, 0600Hyﬁme omeenibl c)eﬁmewomwwu

HOPMAMUBHbIMU NPABOBbIMU AKMAMU.

9.B amTeke MpoBEICHA MPOBEPKA COOTBETCTBHUS JICKAPCTBEHHBIX MPEMApPaTOB yCTAHOBICHHBIM
Tpe6OBaHI/I$IM K HMX Ka4€CTBY MOOJDKHOCTHBIMHU JIMIHAMH OpraHa roCyadapCTBCHHOT'O HaA30pa B
cdepe oOparieHus TEKapCTBEHHBIX CPEICTB.

Kakoii opran ocyuecTBisieT (perepaibHblii roCyAapcTBEHHBIH HAA30p B cepe oOpalieHus
JIeKapCTBEHHbIX cpeacTB? [lepeuncnure ero noJHOMOYHMSL.

KTo B anTeke JO/DKEH OTBeuaTh 3a KauecTBO JIEKapcTBEHHBIX IpemnapatoB? TpeGoBaHus k
JAHHOMY COTPYAHHUKY.

Kakue opranmzanioHHbIE MEPONPHUATUS I TpeaoTBpamieHus: ucnonb3zoBanus HMUJIC
cJieyeT MPOBOJIUTH B anTeke?

ANropuTM NEHCTBUHM IEpCOHAja anTeKW B CiIydae BBISIBICHHS B alT€Ke HEMPUIOJHBIX K
MEIUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHBIX MIPETapaToB.

4.2. @opMbl U MaTepuaIbl IPOMEKYTOYHON aTTeCTallMHU.
4.2.1. IlpomexyTouHast aTTecTallusi IPOBOIUTCA B (popMe 3aueTarno ouseram, KaxIplid u3

KOTOPBIX BKJIFOUAET OJTHO KeHc-3aqaHue.

4.2.2. Onmcanue ImokasaTeiaed Hu KPpUTCPUCB OLICHUBAHUA KOMIIETECHIIUM Ha PAa3JINIHBIX

sTanax ux (OpMHUPOBAHMSL.

IToka3zaTenu ocBoeHUs .
Kpurepuii oueHuBanus

Jrtan popmMupyemMoii €CKPHUIITO OueHouHble
(bopmHpy (neckp P) KOMIIeTeHIIUH H

KOMIIeTeHI[UH KOMIIeTeHI[UH cpeacTBa

(kak genaer)
(4ToO Aesaer)

IK-2.1 BeIABIIATE | HA yPOBHE YMEHHIA: - oe3 CYILIECTBEHHBIX Ketic-
HEIPUTOJIHbIE K |- BBISBJIATH | HAPYIIEHUN BBISIBIISIET 3a/1aHus
MIPUMEHEHUIO HEIPUTOJIHbIE K | HEIPUTOJHBIE K
JIEKapCTBEHHBIE IIPUMEHEHUIO IIPUMEHEHHUIO JIC U
cpencTaa U | JIEKApCTBEHHbIE pa3pabatbiBaeT
pa3pabaTbIBaTh CpeICTBa U | MEPOIIPUATHS IO HM3BATHIO
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MEPOTIPUATHS o | pa3pabaTbiBaTh 13 o0pallleHusi W Tiepeaade
U3BATUIO ux H3 | MCPOIIPUATHA o | AJj YHUUTOXKCHUA
oOpamieHus U3BSITHIO U3 | HETPUTOIHBIX K

oOpamienus u nepenade | npumeHenuto JIC

TUIst YHUYTOXKEHUS

HCIIPUT'OJHBIX K

NPUMEHEHHIO

JICKApCTBCHHBIX

Cpe/ICTB

4.2.3. @oHA OLEHOYHBIX CPEJICTB MPOMEKYTOYHOM aTTeCTallMM IO JAUCHUIUIMHE
aTTECTAllUU.
Ketic-3a0anus

1.  Pa3paboraTp mNpPOEKT JIOKAJBHOTO aKTa anTeYHOH OpraHu3ald — CTaHIAPTHYIO
ornepaunonnyro mpouenypy (COII) na Temy: Opranusamuss paOoThl B anTeke  C
HEMPUTOJAHBIMU  JUIS  MEIUIIMHCKOTO  HCIIOJIBb30BaHHs JIGKAPCTBEHHBIMH  CPEICTBAMH,
BBIBJIEHHBIMHU HA 3TAre NTPUEMOYHOTO KOHTPOJIA. [JOKyMEHTUpPOBaHUE MTPOLIETYD.

2. Pa3pabotarh npoeKT JoKaabHOro akTa anteyHoi opranuzanuu — COII Ha temy: [lopsaok
OCYHICCTBJICHUA B anTeyHoOMn opraHru3anvun HGO6XOIII/IMI)IX HeﬁCTBHﬁ o npeaoTBpalICHUIO
oM IaHHs ¢danscuuIpoBaHHBIX, HeI0OPOKaueCTBEHHBIX, KOHTpa(haKTHBIX
JIEKapCTBEHHBIX IPENapaToB K MOKYMaTEIIIo.

3. PazpalotaTh NpoOEKT JOKAIBbHOr0 akTa antedHoil opranuzaunu — COII Ha Temy: Iopsinox
U JOKyMEHTaJIbHOE O(OpMIIEHHE NPOBEIEHHUS BHYTPEHHETO ayauTa COOJIONCHMS YCIOBHUIl
XpaHEHMs, CPOKOB TOJIHOCTH JIEKaPCTBEHHBIX IpENapaTroB, HAJIMYUS JIEKAPCTBEHHBIX
npenaparoB, HCOPUTOAHBIX IOJId MEAUIMHCKOTO HCIOJb30BaHUA, OpPraHu3aluu pa6OTBI C
HMUJIC.

4.  Pa3paboTtaTh MNPOEKT JOKAJIbHOTO akTa anTeyHod opranuzauuu — COIl Ha Temy:
Opranuszanus paboOThl B anTeke IO TpPUEMKE, XpPaHEHHIO, OOECIEYEeHUIO0 KadecTBa,
peanuzanuu TEepMOIa0UIBHBIX JIEKapCTBEHHBIX IpenapaTroB (BKiTIOYAS

I/IMMyHO6I/IOJ'IOl"I/I‘-IeCKI/Ie HH) H JICKAapCTBCHHBIX IMPCMIapaToB C OIPaHUYCHHBIM CpPOKOM
TOOHOCTH.

5. Pa3paboraTh NpOEKT JIOKAJbHOrO akra anteyHoil opranmzauuu — COIl Ha Temy:
Opranu3zaiys cucTeMbl KauecTBa B alTeke.
6.  Pa3zpaborare mNpoeKT JOKaJpHOro akTa anteyHod opranuzaunn — COIl Ha Temy:

ObecrieueHne KauecTBa JIEKAPCTBEHHBIX MPENapaToB alTeYHOTO W3TOTOBJIEHHUS HA ATamax
IPEAYIPEAUTENBHBIX  MEPONPUATUM, M3TOTOBIEHUA U OTIycKa. JIOKyMEHTHPOBAaHHE
IPOLETYD.

7. Pa3pa0oTaTh MpOEKT JOKAIBHOTO aKkTa ante4Hoil opranuzaunu — COII Ha Temy: Topsinok
OopraHu3anuu padoTel ¢ HH(pOpMalMel 0 MPUOCTAHOBICHUH pealln3allii, OT3bIBE U U3BATUU
U3 o0palleHHs JeKapCTBEHHBIX MPENapaToB, HE3apEerHCTPUPOBAHHBIXMEIMLIIMHCKUX U3ENUI
u 3a0pakoBanHbIX bA/l. OcymecTBienre u JOKyMEHTUPOBAHKE MTPOIECCOB.

4.2.4. lllkanel OLlEeHUBAHUS.
[ITxansl OLIEHUBAHUS TEKYIIETO KOHTPOJIA.
Ilkana oyenusanus mecma

Ouenka «OTIUYHOY KonuyectBo nmpaBmibHbIX 0TBeTOB 90-100%
Onenka «Xopouio» KonnuecTBo npaBuiibHBIX OTBETOB 75-89%
Ouenka «Y 10BJIETBOPUTEIIHHOY KonnuectBo npaBuiibHbIX 0TBETOB 60 - 74%
Onenka «HeynoBaeTBOpUTEIBHOY KonnuecTBo npaBuibHbIX 0TBETOB 59% 1 MeHee

Llxana oyenusanus scce
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Onenka «OTINYHOY

Ouenka «XopoIioy»

OueHka
«Y 1OBIETBOPUTEIILHO»

Orenka
«HeynoBneTBOpUTENEHOY
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Conepkanre pabOThl MOJHOCTBIO COOTBETCTBYET TeMme. Tema
packpbiBaeTCsi ~ IIIyOOKO W apryMEHTHUPOBAaHO,  4TO
CBUJICTENILCTBYET 00 OTJIMYHOM 3HAHUM TNPOOJIEMBl H
JOTIOTHUTETFHBIX ~ MAaTePUAIOB, HEOOXOAMMBIX JUISI €€
ocBeleHus. B acce uetko chopmymnupoBana npodiaema, CBSI3ZHO
U TOJHO JOKa3bIBA€TCs BBIIBUHYTHIM TE3UC. DCCE HAMUCAHO
rPaMOTHO M CTUJIMCTUYECKH COOTBETCTBYET COJEpPKAHHUIO,
¢dakTHueckue OomMMOKH OTCYTCTBYIOT. JJOCTUTHYTO CMBICIOBOE
€IMHCTBO TEKCTa. 3aKJIIOYEHHE COJCP’KUT BBIBOJBI, JIOTHUHO
BBITEKAIOIINE U3 COJICPKAHUSI OCHOBHOM 4acTu

Cogepxanuie pabOThl MOJHOCTbIO COOTBETCTBYET Teme. Tema
ACCE PACKpPHITA C HE3HAYUTEJIbHBIMH OTKJIOHEHUSIMU OT HEe.
Jlorudeckoe U MOCIEI0BATEILHOE U3JI0XKEHHE TeKCTa PaboThlI,
94eTKO C(HOpPMYITHpPOBAH TE3UC, COOTBETCTBYIOIIMI TeMe dccCe.
Dcce HANMMCaHO TPaMOTHO M CTUJIMCTHYECKH COOTBETCTBYET
COJIEpKAHUIO, HMEIOTCS eIMHUYHBIC dakTuueckue
HETOYHOCTH,  HMMEIOTCS ~ HE3HAYUTENbHbIE  HapyIICHUS
MOCJICIOBATEIbHOCTH B M3JIOKEHWH MBICIICH. 3aKiItoueHue
COJICP’KUT BBIBOJBI, JIOTUYHO BBITEKAIOIINE M3 COACPIKAHUS
OCHOBHOM YacCTH.

Copnepxanne paboThl B OCHOBHOM pacKphiBaeT Temy. B acce
JlaH BEPHbIA, HO OJHOCTOPOHHUN WJIM HEJOCTATOYHO IOJIHBII
OTBET Ha TEMY, JOIYILIEHbI OTKJIIOHEHUS OT HE€ WUJIN OTACNbHbIC
OMMOKA B  HM3JIOKCHHH  (PAKTUYECKOTO  Marepuaa.
OOHapyXeHO HEJIOCTaTOYHOE YMEHHE JelaThb BBIBOJABI H
0000meHusi. MaTtepuan HW3JI0KEH JOCTATOYHO JIOTUYHO, HO
MMEIOTCSl  OTJENbHBIE  HApYyLIEHUS  IOCJIEI0BATEIbHOCTH
BBIPOKEHHS MBICIICH. BBIBOIBI HE MOTHOCTHIO COOTBETCTBYIOT
COJIEpKAHUIO OCHOBHOM YaCTH.

TemMa TMOTHOCTHIO HEPACKPHITA, UYTO CBUJIETEIBCTBYET O
MMOBEPXHOCTHOM 3HAaHUU. IJCCE XapaKTEpU3YeTCs CIy4alHbIM
pacrmoyioKEHUEM MaTepualia, OTCYTCTBUEM CBSI3U MEXKIY
gacTaMu, Oe3 BbIBOJAa M 0000IIEHWH M(WIU) BBIBOABI HE
BBITEKAIOT U3 OCHOBHOM YaCTH.

Llxana OYEHUBAHUSL CUmM)YayuOHHO20 3a0aHUs

Onenka «OTINYHO»

Onenka «Xopomio»

Onenka
«Y IOBIIETBOPUTEIILHO»

OTBeT Ha BOMPOC 3a/aHUs JaH MpaBWIbHBIN. OOBSICHEHHE XOAa
€ro pemeHuss NoJApoOHOoe, JoruyHoe, Oe3 omubok, 0e3
3aTpyJHEHUI B TEOPETHUECKOM OOOCHOBAHHMH, B CXEMATHUECKUX
M300paKEHUSAX U JIEMOHCTPAIMAX; OTBETHI Ha JOTOJHUTEIHHBIC
BOIIPOCHI BEPHBIE U YETKUE

OTBeT Ha BOMPOC 3a/aHusl J1aH TpaBUILHBIN. OOBsSCHEHHE X0/
€ro peleHuss MoApoOHOE, HO HEAOCTAaTOYHO JIOTHYHOE, C
e IMHUYHBIMU omuOKaMu B JIeTaNsIx, HEKOTOPBIMH
3aTpyAHEHUSIMU B TEOPETUUECKOM 000CHOBaHUH, B
CXEMaTHYECKUX H300PAKEHUSIX U JIEMOHCTpAIUSAX; OTBETHI Ha
JIOTIOJTHUTEIbHBIE BOIPOCHI BEPHBIE, HO HEJOCTATOYHO YETKUE
OTBeT Ha BOMPOC 3aJaHusl J1aH TpaBUILHBIN. OOBsSCHEHHE X0J1a
€ro pelIeHUus HEAOCTATOYHO IIOJIHOE, HEIMOCJEeN0BATENbHOE, C
omuOKamMu, CiIabbIM  TEOPETUYECKUM  OOOCHOBAaHHEM,  CO
3HAYUTEJILHBIMU 3aTPYAHEHUSMHA M OIMMOKAMH B CXEMaTHYECKHUX
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M300paKEHUAX, JACMOHCTPALIUSIX; OTBETHI HAa JOMOJHUTEIHHBIE
BOIPOCHI HEJJOCTATOYHO YETKHUE, C OMMOKAMU B JACTATSAX
OrneHka OTBeT Ha BONPOC 3a1aHMs JaH HeNpaBUiIbHbIN. OOBSICHEHUE X012
«HeynoBIeTBOPUTEIBHO» €r0 PEIIeHUs] JaHO HETOJIHOEe, HeMOCIeA0BaTeIbHOe, ¢ TPYyOhIMU
omuOkamMu, 0€3 TEeOpPEeTHUYEeCKOro OOOCHOBAHHUS, OTBETHl Ha
JOTIOJTHUTEIBHBIE BOIPOCHI HEMIPABUWIbHBIE (OTCYTCTBYIOT)

[Ixanbl O1leHUBAHUS IPOMEKYTOUYHOTO KOHTPOJIS.
Ixana oyenusanus Keiic-3a0anus

Ouenka «OTIUYHO» [IpennaraemMoe pemeHue KeWc-3aJanus IpaBwibHOe. I3maraer
Marepuana TpaMOTHO, JIOTMYHO; CHCTEMAaTU3UpPYyeT MaTepuan s
pelieHust  3aJaHusA;  3HAYMTENIbHAas  4acTh  Kelica  pellieHa
CaMOCTOATENIbHO; JIEMOHCTPUPYET TEOPETHUECKUE 3HaHUS MpHU
pelIeHUN 3a/1aHui; OTBETHI Ha JOTMOJHUTEIBHBIC BOIPOCHI BEPHEIE,
YETKUE.

Ouenka «XopoIo [Ipennaraemoe pemeHue KeWc-3aJanus TpaBwibHOe. I3maraer
Marepuan rpaMOTHO, HO HEJOCTATOYHO JIOTMYHO; CUCTEMATU3UPYET
Marepuan s pelieHus 3aJaHusl; 3HAYMTEIbHAs dYacTh Kekca
pelieHa caMOCTOATENbHO; HEMOJIHO JEMOHCTPUPYET TEOPETUUECKUE
3HaHUS TIPU PELICHWW 3aJlaHuii; OTBETHl Ha JOIOJIHHUTEIIbHBIC
BOIIPOCHI BEPHBIE, HO HEJOCTATOYHO YETKUE

Ouenka [Ipennaraemoe pemeHue Kelc-3aJanus IpaBwibHOe. I3maraer

«Y 1OBIETBOPUTEIHHOY Marepuanl HEIOCJEI0BATEINbHO, HEJIOCTATOYHO JIOTUYHO;
CHUCTEMAaTU3UPYET MaTepuall sl pelIeHUsl 3aJlaHus;, Majlas 4acTh
Keiica penieHa CaMOCTOSATENIbHO; HEMOJHO  JIEMOHCTPHUPYET
TEOPETUYECKHE 3HAHWA TIPU pEIICHUW 3aJaHui; OTBETHI Ha
JIOTIOTHUTEIbHBIE BOMPOCHl HEJOCTATOYHO YETKHE, C OIMMOKaMU B
JIETAJISIX OTBETHI

Ouenka [Ipennaraemoe penieHue keic-3alaHus HenpaBuibHOe. M3naraer

«HeynoBneTBOPUTENbHO» MaTepHal  HEMOCJIEI0BAaTeIbHO, HEJOCTaTOYHO JIOTUYHO, HE
CUCTEMATU3UPYET MaTepuall ISl pelleHUsl 3aJlaHus; Majlasg 4acThb
Keiica pelieHa CaMOCTOSATEIbHO; HEMOJHO  JIEMOHCTPHUPYET
TEOPETUUECKUE 3HAHUSA NPU pEUIeHUM 3aJaHui; OTBEThl Ha
JOTIOJTHUTEILHBIE BOMPOCHI HETIPABWIbHBIE (OTCYTCTBYIOT)

3a oOTBET Ha Keic-3ajaHue BBICTABIAETCS oOleHKa «OTimnuHO», «XOpoIioy,

«Y NOBIETBOPUTEIBHOY, «HeynoBIeTBOPUTEIHHOY, KOTOPAS SBISIETCS OLIEHKOH 1O JUCITUTIIINHE.

OueHku «YIOBIETBOPUTENBHO», «XOpolIo», «OTIUYHO» O3HAYAIOT YCHEHUIHOE OCBOCHHUE

JUCITATIITUHBI.

5. Meroauyeckne peKOMEHIAUMHU 110 OCBOCHHIO JUCIHUILIMHBI
Pexomenoayuu no noocomoske K 1eKYUuoOHHbIM 3AHAMUAM

N3ydyenne quCHUIUIMHBI TpeOyeT CHCTEMATHYECKOr0 U MOCIEI0BaTENbHOIO HAKOIUICHUS
3HaHUH, CIEe0BATENbHO, IPONYCKU OTJCIBHBIX TEM HE MO3BOJISIOT TITyOOKO OCBOMTH MpPEIMET.
HIMeHHO MOATOMY KOHTPOJIb HaJl CUCTEMATUYECKON paboTON 00ydaroImuXCsl BCEr/1a HaXOJUTCs B
LIEHTpe BHUMaHU Kadeapsl.
OO6yyarommmcst He00X0IUMO:
- mepe]; KakIol JIeKIMeH mpocMaTpuBaTh pabouyio MporpamMmy AMCHUIUIMHBL, YTO MO3BOJIUT
COKOHOMUTBH BpEMsI Ha 3aIlIMCHIBAHHUE TEMBI JIEKIIMH, €€ OCHOBHBIX BOIPOCOB, PEKOMEHIYEMOMN
JTUTEPaTypHl;
- TIepe]] OYEPETHOM JIEKITe He0OXOAMMO MTPOCMOTPETH MO0 KOHCIIEKTY MaTepuail MpeablayIei
JeKIMK; TPH 3aTPYAHEHUSAX B BOCHPUATHH MaTepuaya CleyeT OOpaTHUTbCs K OCHOBHBIM
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JUTEPATypHbIM HCTOYHHMKAM; €CIM pa3o0paTbCsi B MaTepuaie He yNaeTcs, TO HEoOXOIUMO
00paTUTHCS K NPENOIABATENI0 HA CEMUHAPCKUX 3aHATHSAX.
Pexomenoayuu no noozomosxe k 3anamusim

OOyyarommmcs ciaeayer:

- 10 OYEPEHOI0 CeMHHAapa WIN MPAKTUUECKOrO 3aHATHUA 110 PEKOMEH/I0BaHHbBIM JINTEPATyPHBIM

UCTOYHHKAM TIpopaboTaTh TEOPETHUECKUH MaTepual COOTBETCTBYIOLICH TEMBI 3aHATHA U

oTpaloTaTh 3a/1aHus, ONpeIeiEHHbIE A1 MOATOTOBKU K IIPAKTUYECKOMY 3aHATHIO;

- IIpY IOJArOTOBKE K CEMUHApaM WJIM IPAKTUUECKUM 3aHIATHUSIM CIEAYET UCIOIb30BaTh HE TOJIBKO

JIEKIIMOHHBIN MaTepua, HO U Ipyrue UICTOUHUKU MH(pOpMaLUY;

- B HayaJle 3aHATUH 3a7aTh IIPEN0JIaBaTEN0 BOIIPOCH 10 MaTepUaly, BbI3BaBLIEMY 3aTPyIHEHUS

B €r0 NOHUMaHUH.

Bonpocut ona camocmosmenvnoi noocomosku

Paznen 1. ['ocynapcTBeHHOE peryaupoBaHUE BBIBICHUS, U3BATUS U3 TPAXXKJAHCKOrO 000poTa U

YHAYTOKEHUSL  (pambcupuuupoBaHHBIX,  HEAOOPOKAYECTBEHHBIX W KOHTpadaKTHBIX

JIEKapCTBEHHBIX CPE/CTB

1. Kakum HOpMaTHUBHBIM JOKYMEHTOM periameHTupyercs oOpaiueHue JIC?

2. KakuMm HOpMaTHBHBIM JJOKYMEHTOM PETJIaMEHTUPYIOTCS MpaBuiia yHuuToxeHus JII1?

3. Kakue JIC oTHOCSTCS K (haibcuUIIMPOBAHHBIM, HEJOOPOKAY€CTBEHHBIM, KOHTPa(paKTHBIM?

4. Kakumy HOpPMaTHBHBIMM IPABOBBIMHU AKTaMH PETIAMEHTHPYIOTCS HOPSAO0K BbISBICHUS,

U3BATHS U3 O0OpAICHUS U YHUUTOKEHHSI MEAUIIMHCKUX OTX0J10B, BKItouas JIC.

OCHOBHbIE TIOHATHSL.

Kakne npoOieMbl UMEIOTCS B BBISBICHUH (panbcuuImpoBaHHBIX, HEJOOPOKAUYECTBEHHBIX,

koHTpadakTHbIX JIIT?

7. Ilpobnemsr oOpameHust KOHTpapaKkTHBIX, (aTbCHPUIUPOBAHHBIX U HEAOOPOKAYECTBEHHBIX
JIeKapCTBEHHBIX IpemnapaToB B Poccun u 3a pyoexoM.

8. Ha kakux ctanusax oopamenus JIII Bo3moxkHO nosiBiaeHue HegoOpokayecTBeHHBIX JIC?

9. Kakue nocneacTBys BiaeyeT NPUMEHEHHE B METUIIMHCKUX LEsX Henpuroausix JIC?

10. Kakue opranusanuu Brnpase Npou3BOAUTh yHHUTOXeHuEe JIC?

11.Kto Hecer pacxonpl, CBSi3aHHBIE C YHMUYTOXKEHMEeM HenoOpokadecTBeHHbIX JIC,
¢danscuuumponBanHbix JIC u konTpadaxtabx JIC?

12. B kakoit cpok Biajener] yHuuToxkeHHbIX JIC 00s13aH npeiocTaBuTh «AKT 00 YHUUTOXKECHUM
B DenepanibHyto cyx0y 10 Ha30py B cepe 3apaBoOXpaHCHUS?

13. Kakue JIC u3piMaroTcss U3 oOpallleHHs M NepeAaroTcs A YHMUYTOXKEHHS Ha OCHOBAHUU
perenus Bnazaenbia JIC?

14. Yro sBisieTcss HCTOYHUKOM HH(pOpMaIMU 0 GpanbCU(PUIUPOBAHHBIX, HEJOOPOKaUECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX Tpernaparax?

15. Kakass OTBETCTBEHHOCTb NIPEIyCMOTPEHA 3a IPOU3BOJCTBO, pEAIN3AlMI0, OTIYCK
banbCcUPUIMPOBAHHBIX,  HEJOOPOKAUYECTBEHHBIX,  KOHTpPAa(aKTHBIX  JIEKApPCTBEHHBIX
IpenapaTos?

o

Paznen 2. Opranuzaius B alTE€YHBIX ¥ MEIUIMHCKUX OPTaHHU3aIUsAX pabOTHI MO BBISBICHUIO,

U3BITHIO, Pa3MEIICHHIO, Tepefadye JIi YHUYTOXKEHUS HENMPUTOAHBIX JJIs MEIUIIMHCKOTO

HCII0JIb30BaHUS JIEKAPCTBEHHBIX CPEJICTB, JOKYMEHTUPOBAHUE MPOLIEAYP

1. Kakue opraHu3aiiioHHBIC TMPOIEAYPHI CIEAYeT MPEANPHUHATH Ui TPEeIOTBpAIICHUS
MOCTYIUIGHUST B aNnTe4Hyloo (MEIUIMHCKYI0) opraHuzaiuioo ¢arbcuGuIrpoBaHHbBIX,
HEOOPOKAYECTBEHHBIX, KOHTPa()aKTHBIX JIEKAPCTBEHHBIX TIPEMAapaToB TMPH TPHEMKE
TOBapOB?

2. Kakwue JIC MOXHO OTHECTH K HENIPUTOAHBIM ISl MEAUIIMHCKOIO UCTIOJIb30BaHMS?

3. Ha xakux sTamax oOpamieHusi BO3MOXXHO NosiBIeHHe Henpurofueix JIC B anteyHoil u
MEIMUIIMHCKON OpraHu3aium?
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4. Kto mpunuMaer pemeHne 00 wu3bsATUM W yHuuTtokeHMH HMUJIC B anTeunod u
MEJIUIIUHCKOW OpraHnu3anuu’?

5. Kakue cpoku peraaMeHTUpOBaHbI Uil YHUUTOKEHUS BBISIBJICHHBIX HE0OPOKAYECTBEHHBIX U
(umm) anbcuUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB?

6. KeM ocymiecTBiIsieTcs: yHUYTOKEHHE HET00POKaYeCTBEHHBIX U (MK) (pabcuGuImpoBaHHBIX
JIEKapCTBEHHBIX CPENCTB?

7. Kakue cBeneHUs NOJKEH colepXkaTh akT 00 YHHYTOKEHUH HEA0OPOKauYeCTBEHHBIX U (WIJIN)
(banbCUPUITMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB?

8. Ha uto cnenyer o6paruth BHMMaHue npu npuemke JIC 11 npenoTBpalieHus B jgedyeOHOM
npouecce HMWJIC?

9. Kak crnenyer oOpraHu3oBaTh XpaHEHUE BBIABICHHBIX B MEIUIMHCKOM M anTeyHOH
opranuzanuun HMUJIC?

10. KakuMy HOpMaTHBHBIMHM JIOKYMEHTaMHU pErJIaMEHTUpYeTCsl Kiaccu(UKaluus U HOPsI0K
00pamieHus: ¢ MEAUIIMHCKUMH OTXOIaMH?

11. K kakuMm KiaccaM ONAcCHOCTH Ul OKPY)KAOLIeH NpUPOIHONW Cpelbl OTHOCITCA pa3Hble
rpynnst JIC?

12. KakoB TOpSJIOK JIEWCTBUH  OTBETCTBEHHOTO/OJDKHOCTHOTO JIMIIAa TIPH  BBISBICHUHU
Henpuroanbix JIC B opranuzanusx?

13. Kakue ynpaBieHUYeCKHE peIleHUs CleAyeT MPEANPHHATh PYKOBOIUTEI0 OpraHU3aluu MpU
BosiBieHnn HMUJIC?

14. Kakasg  OTBETCTBEHHOCTb INpPEAYCMOTpEHa 3a HapyumeHus B cdepe obopora
He100pOKaueCTBEHHBIX | (W) (hanbcu(UIIMPOBAHHBIX JIGKAPCTBEHHBIX CPENICTB?

15. KTo umeeTt npaBo oCyLECTBIATh 1EATENbHOCTh 10 YHUUTOKEHHUIO OMACHBIX OTXO0/10B”

Pexomenoayuu no nanucanuro u ogpopmaenuro scce

Occe — 93TO caMoCTOsITeNIbHAas NHCbMEHHass paboTa Ha TeMy, MpPeJIOKEHHYIO
npernojiaBaTeJieM  COOTBETCTBYIOUIEH — JWMCHUIUIMHBI WM CaMOCTOSITENbHO — HM30paHHas
oOyyaromumMcs 1o npodyieMaTiKe YuTaeMoro kKypca. Llens HamucaHust 3cce COCTOUT B pa3BUTUHU
HaBBIKOB CaMOCTOSITEIPHOTO TBOPYECKOTO IMOAXOJa K TOHMMAHUIO M OCMBICICHHUIO MPOOIEeM
HAYy4YHOTO 3HaHHS, BO3MOXKHOCTU €ro MpPHUKIAJHOTO HCIOJb30BAHUSA, a TaKXe HaBBIKOB
MUCHMEHHOTO U3JI0KEHHUSI COOCTBEHHBIX MBICTICH U OTHOIICHHS K PA3JINYHBIM SIBJICHHUSIM.

OcceomkHo ObITh HamewyataHo 12 mpudrom vepes 1,0 untepBan (MS Word), obumm
o0bemMoM 2 - 3 ctpanulpl. CTpaHHIIBI 3CCE JOJIKHBI UMETh CKBO3HYIO HyMepaluio. B BepxHem
IPaBOM YIJ1y NEepBOM CTpaHUIIbl yKa3bIBaeTcs (aMuiius, MMs, OTYECTBO OpAMHATOpA, KYpC,
HaNpaBJIeHUE TOATOTOBKH, NMpOoGWiIb mporpamMmbl. Huke, 1O HEHTPY — TeMma 3CCe KUPHBIM
HIpUPTOM.

Occe mpenmnoyiaraeT IOCIEAOBATEIbHOE, JOTMYHOE M JI0Ka3aTeIbHOE PAaCKPHITHE
3asBICHHOMN TEMBI.

Pexomenoayuu no pabome ¢ rumepamypoti

JIrobast popma camocTosATENHHON paboTHl OpauHATOpa (MOArOTOBKA K CEMHUHAPCKOMY
3aHSTHIO, HANMCAHUE 5CCE) HAYMHACTCS C HM3YyYCHHs] COOTBETCTBYIOIIUX HWH(MOPMAIIMOHHBIX
UCTOYHHKOB.

PexoMennauu opauHaTopy:

- 11eJ1ec000pa3Ho AeaTh 3aMucH MPH U3Y4eHUH WH(OPMAIIMOHHBIX UCTOYHUKOB

-110 HanboJiee BaKHBIM UCTOYHUKAM c/ieNaTh Oubnnorpaduyeckoe onrcanue

- JleNaTh 3alyCH MO KJIIOYEBBIM MO3MIMSIM HMCTOYHHMKA C IENBI0 JalbHEHIIel CChUIKH, THO0
yKa3aTh HOMepa pa3/ieloB, CTPAHULL.

Beinensiores ciemyromnye BUAbI 3anuceil mpu padboTe ¢ IuTepaTypoil:

KoHcnekT - kpaTkasi cxemaTuyeckas 3alliChb OCHOBHOT'O COZAEp)KaHUSI HAyYHOH padOThlI.
Llenpio sBAETCS HE MEPENUCHIBAHHE JIMTEPATYPHOTO HCTOYHMKA, A BBIABJICHHE CHUCTEMbI
JI0Ka3aTelbCTB, OCHOBHBIX BBIBOAOB. KOHCHIEKT 1O/KEH coudeTaTh IOJIHOTY H3JI0XKEHUS C
KPaTKOCTbIO.
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[utata - TOYHOE BOCHPOM3BEACHUE TEKCTA. 3aKIIOYAeTCd B KaBbIUKU. TOYHO
yK%BIBaeTCSI CTpaHI/ILIa HNCTOYHHKA.

Te3ucel - KOHIEHTPUPOBAHHOE U3JIOKCHHUE OCHOBHBIX TOJOXKCHHH IMPOYUTAHHOTO
Marepuana.

AHHOTaIMS - 04€Hb KPaTKOE N3JI0KEHHE COACPKaHUS IPOYUTAHHON PaOOTHI.

Pestome - Haubosee 001IMe BHIBOIBI U TIOJI0KEHUS paObOTHI, €€ KOHIIETITyaJIbHbIE UTOTH.

3anucu B TOW WM MHOW (popMe HE TONBKO CIIOCOOCTBYIOT IMOHMMAHHIO U YCBOCHHIO
U3y4yaeMoro marepuaja, HO W TIOMOTAlOT BbIpabaThIBaTh HAaBBIKU SCHOTO W3JIOKEHUS B
NHCBMEHHOW ()OpPME TEX WIIM HHBIX TEOPETUYECKUX BOIPOCOB.

6. MaTepuajibHO-TEXHUYECKOE H YUeOHO-MeTOAuYecKoe odecnevyeHne mNporpaMmmbl
OPAHHATYPBI

Jliia obecrieueHus peanu3anui AUCUUIUIMHBI UCIIOIB3YIOTCACIEUATBHO 000pYA10BaHHBIE
MOMEIICHUS Ul TPOBEJACHHUS YYEOHBIX 3aHATHHA, B TOM YHCIE: ayAUTOPUH, 00OPYIAOBaHHBIC
MyJIbTUMEAUMHBIMU W HMHBIMH CPEICTBAMU OOYYEHHS, [O3BOJIIOIIMMHU HCIIOJIb30BATh
CHUMYJILIMOHHBIC TEXHOJOTHUH, C THUIIOBBIMH HabopaMu MpodecCHOHATBHBIX MOZCNeH B
KOJIMYECTBE, MO3BOJISIONIEM OOYYarolIMMCS OCBaWBaTh YMEHMsI M HaBBIKU, MPETyCMOTPEHHBIE
npo(ecCHOHANBHOM  eATENIbHOCTbIO, WHIMBUAYAIbHO, a TaKkKe UuHOoe 000opyaoBaHue,
HEo0X0uMoOe I peain3aluy mporpaMMel opauHatypsl ([Ipunoxenue 1).

Jnst mpoBeAeHUsT JIGKIUNA, TPAKTUYSCKUX 3aHATUN OO0YYarOlUXCS HCIOJIb3YIOTCS
MOMEIEHUS, OCHAILIEHHBICTIPE3EHTAIIMIOHHBIM 000pyI0BaHuEeM (MYyJIbTUMEINA-IPOEKTOP, IKPaH,
KOMITBIOTEP JIJISl YIIPABIICHHUS ).

Jl111 caMOCTOATEbHOM paboThl 00yYaIOIIUXCsl UCTIONB3YIOTCS TOMEIIECHHUS, OCHAIIICHHBIE
KOMIIBIOTEPHON TEXHUKOW ¢ BO3MOXKHOCTBIO MO/IKIIIOUeHUs K cetu "MHTepHeT" 1 obecrieueHrem
JIOCTYTIA B 3JIEKTPOHHYIO HH()OPMAIIMOHHO-00Pa30BaTEeIbHYIO CPEAYy OpraHU3aIIH.

IIpoepammmnoe obecneuenue obwe2o HasHa4eHusl

Jns obecrieyeHuss peav3alliy JUCHMIUIMHBI HCIOJIB3YETCsl CTAHAAPTHBIM KOMIUIEKT
nporpammHoro obecnedenust (I10), Bkmrowarommii peryiasipHo OOHOBIsieMOe€ CBOOOJHO
pactipoctpansiemoe u auueHznonHoe [10, B Tom yncine Windows u MS Office.

OcnosHas numepamypa

1. ®apmakonanzop [Dnexrponnsiii pecypc] / B.K. Jlenaxun, A.B. Acraxosa, C.K. 3bIpsiHOB -
M. : I'SOTAP-Menna, 2011. Pexxum JOCTyma:
http://client.studmedlib.ru/book/970409169V0026.html

2. YnpaBieHue U 5KOHOMHKa (apMaruu [DeKTpoHHBIN pecypc] : yueOHuk / mox pexa. U. A.
HapkeBnua. - M. : I'DOTAP-Menma, 2017. - 928 c. : wun. Pexum pocryna:
http://client.studmedlib.ru/book/ISBN9785970445907.html

Jononnumenvnasn numepamypa

1. Buykoga, B. A. IIpaBoBsie 0cHOBHI (papmarieBTHUECKO# nestensHocTH / B. A. BHykoBa, 1. B.
Cmnuak - MockBa : [D0OTAP-Menua, 2018. - 416 c. - ISBN 978-5-9704-4297-5. - Tekcr :
anektponHsiit // URL : http://www.studmedlib.ru/book/ISBN9785970442975 .html

2. Perucrpainus M HCIOJIB30BaHHE JIEKAPCTBEHHBIX CPencTB [DnekTpoHHBI pecypc| / B.IL
[Magankua, M.P. Cakaee - M. : I'DOTAP-Memmna, 2011. Pexum pocryna:
http://client.studmedlib.ru/book/970409169V0025.html

IIpogheccuonanvhuvle 6a3vl OaHHBIX, UHPOPMAYUOHHBIE CHPABOUHBLE CUCTEMbL

1. IIpaBoBas 6a3a naHHBIX «KOHCYIBTAHT CTyI€HTa» [ DIEKTPOHHBIN pecypc|: opuIanbHbIN

caift. — Pexxum nocryna: http://www.studmedlib.ru/ — 3ari. ¢ skpana.

2. IlpaBoBas 6a3a nanHbIX «KOHCYIBTaHT MIIHOC» [DNEKTPOHHBIN pecypc]: oduLuanbHBINA CalT.

— Pexxum nocryma: http://www.consultant.ru//— 3ari. ¢ sxpana.

3. Hayunasanexrponnas oubnmoreka «KubepJleHnnkay - [I1eKTpOoHHBIN pecypc]: opHInaIbHbINA

caiit. — Pexxum noctyma:https://cyberleninka.ru/— 3aru. ¢ sxpana.
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http://client.studmedlib.ru/book/ISBN9785970445907.html
http://www.studmedlib.ru/
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4. Hayunas oanextponHas Oubmmoreka «eLIBRARY.RU» [Dnektponnbiii  pecypcl:
oUIANTBHBINA caliT. — Pesxxum moctyna:https://elibrary.ru/— 3ari. ¢ sxpana.

5. T'ocynapcTBeHHBIN peecTp JICKAPCTBEHHBIX CPEICTB [DJIEKTPOHHBIN pecypc]: odHummaibHbINA
caift. — Pexxum pocryna:https://grls.rosminzdrav.ru/—3ar:. ¢ skpaHa.

6. OdurnmanpHeiii cailt enepabHON CITYKObI MO HAA30pY B chepe 3ApaBOOXPAHCHUS B CETH
"MHTepHET»[ DIIEKTPOHHBII pecypc]: ounmanbHbIH Caur. — Pexxum
noctyna:https://https://roszdravnadzor.gov.ru/—3ar. ¢ skpaHa.

7. IlporpaMMHO-annapaTHbli KOMIUIEKC I HPOBEPKU TEKCTOBBIX JOKYMEHTOB Ha Hajlu4ue
3aMMCTBOBAaHUMN M3 OTKPHITHIX MCTOYHUKOB B ceTH MHTepHET u Apyrux uctouHukoB Cucrema
«AHTHUIIIArUaT»| DIEKTPOHHBIN pecypc]: ouIMaNbHBIH Caur. — Pexxum
noctyna:https://www.antiplagiat.ru/ —3ar. ¢ skpaHa.
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[TpodeccuonanpHas moxens Ne 2, ucrosib3yemasi Ipy peaausanuu oopasoBaTesbHoOM nmporpamMmmbl 33.08.02 «YnpapiieHre U dKOHOMHKA (hapMaIium»

Pabouas mporpaMma
IUCLUUIUIMHBL, B PaMKax
KOTOPOH UCIIONIBb3YETCS

HpO(beCCI/IOHaHBHaﬂ MOACIb

b1.B.5 OpraHI/IBaHI/IH pa60TbI C HEMMPUTOJAHBIMU IJId MEAUITMHCKOT'O UCITIOJIBb30BaHUS JICKAPCTBECHHBIMHA

cpe€acTBaMu B MCIUIIMHCKUX W allTCYHBIX OpTraHHU3alusIXx

JomxHOCTD

JupekTop (3aBenyrominii, HaYaJTbHUK) aTEUHON OpraHN3aluu
3amecTuTeNnb TUpeKTopa (3aBeAyIoIero, HadyalbHUKA) aTeYHOM OpraHu3aluuu

TpynoBas ¢pyHKIHS

VYrpasieHre Ka4eCTBOM Pe3yabTaTOB TEKYIICH NeSTEILHOCTH (papMaIieBTUUIECKON OpraHu3aIii

TpynoBble nelcTBUA

Opranuzanus paboTsl ¢ GpanbcupuurpoBaHHON, HETOOPOKAUECTBEHHOM U KOHTpadakTHON MpoayKIuen

YmMenus — Awnanus uadopmanuu B 006JaCTH 31paBOOXPAHEHUS;
- Pa3paboTka KOppeKTUPYIOIIUX MEPOTIPUSATHIL 110 pe3yIbTaTaM aHaJIu3a
HaumeHoBanue YueOunas aynutopus 212,0cHaieHHas:
CHEUHATBHBIX MOMEIIEHUH, |- Mebenpl0 M NPE3EHTALMOHHBIM 000pYIOBaHHEM (MYyJIbTUMEIHA-TIPOCKTOP, AKpaH, KOMIBIOTEpP IS
obopynoBaHue yIpaBJICHUSI) C BO3MOXKHOCTBIO TMOJAKIIOYEHUST K cetn  «MHTepHeT», mpaBoBOil 0aze JaHHBIX

«KoHcynbTaHT 1moc», opunuaisHoMy caifTy Poc3ipaBHanzopa (MHGOPMALMOHHBIE CUCTEMBbI, I03BOJISIOLIIE
OCYLIECTBIIATh ONEpALlM, CBS3aHHBIE C TOBAapOJBIKCHHEM U BBIABICHHEM (albCU(UIUPOBAHHBIX,
KOHTpa(aKTHBIX M HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX IPENaparoB WM HH(OPMALMOHHBIE IHCbMa
Poc3npaBHanzopa);

TenehoHoM, wuMerOmMIA BHYTPEHHIOIO CBSI3b C OTJEIaMM  amlTeKH,
UCTIOJIBb3YIOUIYIOCS /111 IEIOBBIX KOMMYHUKAIUH (MYJISIK);

[Mankamu ¢ mokymeHTaIuew, BKiIoYaromiei: ToBapoconmpoBoOIUTENbHAS JTOKyMEHTaus (cueT-(haxkTypa,
TOBapHasl HaKJaJHasi, peecTp JOKYMEHTOB, MOATBEP)KIAIOIIMX KauyeCTBO IOCTAaBJIAEMON MPOAYKIIUH);
npoekTbl JokyMeHToB (COII mo pabore ¢ HecooTBeTcTBYIOUIEH mpoaykiueit; [Ipuka3z 06 opranuzanuu
paboTel C TOBapaMH aNTEYHOIO ACCOPTUMEHTA HECOOTBETCTBYIOLErO KauecTBa B  alTEYHOU
opranuszanuu); Jlorosop mnocraBku; J[oroBop Ha YHHMUTOKEHHE HECOOTBETCTBYIOIIEH MPOLYKLIUHU C
OpraHu3aiueil, UMeIel JIUIEH3UI0 Ha AESITEeIbHOCTh 10 COOpY, MCIOIb30BAaHUIO, 00€3BPEKUBAHUIO,
TPaHCHOPTUPOBKE U pa3MmemieHuto oTxojnoB [-IV  kmacca omacHOCTH;AKT 00 yCTaHOBJIEHHOM
PacXoXkJIE€HUU IO KOJUYECTBY M KadecTBY INpHU INpueMKe ToBapa; KypHana perucrpanuu pe3yibTaToB
OPUEMOYHOTO KOHTpOJsA; AKT 00 wu3baTHH (albCUPUIMPOBAHHON, HEJOOPOKAYECTBEHHON U
KOHTpa(akTHON MPOIYKIIMHU U TIEpEMEIICHUN €€ B KApAHTUHHYIO 30HY; AKT (MpUKa3) MO OpraHu3aluy Ha
cnucanue (pambCUPUIMPOBAHHON, HEJOOPOKAYECTBEHHON M KOHTpadakTHON MPOIYKIMHU, MOAJIEKAIIeH
YHUUTOKEHHUI0; Bo3BpaTHas HakianHas; AKT nepeadyd Ha YHUYTO)KEHHE ToBapa, AKT 00 YHUUTOXKEHHH

a TaKXC BHCHIHIOIO CBs3b,
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dbanbcupuIpoBaHHON, HEJOOPOKAYECTBEHHOM MM KOHTpa(haKTHON MPOTyKIIUU
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