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1. IlepeyeHb MJIAHUPYEMBIX Pe3yJIbTATOB 00y4YeHHUsI MO AMCHHUILINHE, COOTHECEHHbIX
¢ IJIAHMpPYeMbIMH pe3yabTatamu ocBoeHust OINIOII

B pesynpTaTe OCBOCHUS AUCLMILIUHBL Y
CIENyIOle KOMIETEHIUH,
OCBOEHUS TPOTPaMMbl OPJIMHATYPHI:

00ydJaromuxcst TOKHBI OBITh CHOPMHUPOBAHBI

o0ecreynBaIue JTOCTHKCHUE IUIAHUPYEMBIX —PpE3yJIbTaTOB

Koa u HaumeHoOBaHUe HaumeHoBanue Ilianupyemblie pe3yabTaTbl 00y4eHHUs.
KOMIIeTeHIUil ramna OpauHaTop J0JKEH TMPOAEMOHCTPUPOBATH
(popmupoBanus caeAyouue pe3yabTaThbl:
KOMIIETeHIH U
IIK-2 ToroBHocts k | [IK-2.1 BpISBASTH | HA YpOBHE 3HAHMIA:
MPOBEJICHUIO MPOLEAYDP | HEIPUTOJIHbIE K | - TpeOoBaHUS 3aKOHOAATENbCTBA Poccuiickoit
o U3BSITHIO U3 | IPUMEHEHUIO Oenepanun  (PP) x  danbcupuupoBaHHBIM,
IpaXkJIaHCKOT0 000pOTa | JIEKapCTBEHHBIE HEOOPOKAYECTBEHHBIM HW  KOHTpa(daKTHBIM
danbcuguIMpPOBaHHBIX, | CPEICTBA u | nekapctBeHHbiM  cpenctBam  (JIC), kputepun
HEe00pOKAaYeCTBEHHBIX | pa3paldaThIBaTh orHecenuss JIC Kk  HeENpUroOAHBIM  JUIS
u KOHTpa(aKTHBIX | MEPOTIPUSATHUS 10 | MEJULIMHCKOTO HCII0JIb30BaHUS, MOPSIIOK
JIEKapCTBEHHBIX U3BATHIO WX W3 | U3BATUSA W3 OOpalleHUs HENPUTOIHBIX IS
CpenCTB u ux | oOpamieHus MEIULMHCKOro ucnoias3oBanus JIC, npaBuia ux
YHUYTOXEHUIO YHUYTOXKEHUS
HA YPOBHE YMEHHUIi:
- BBIABISTh HENPUTOJHBIE K MPUMEHEHHUIO
JIEKapCTBEHHBIE CpPEICTBA U pa3pabaThiBaTh
MEPOTIPUATHS 0 HU3BATUIO M3 OOpaIICHHUS H
nepefave s YHUUTOXKEHUS HENPUTOJHBIX K
IIPUMEHEHHUIO JIEKAPCTBEHHBIX CPEJICTB
2. O0beM U MecTO IMCHUILTHHBI B cTpyKType OIT BO
Jucnumamaa otHOcHTCS K 0a30Boi yactu OIIOII, sBusercs o0s3aTenbHON AUCITUTIMHOMN,
m3ydqaercs Ha 1 kypce B  lcemecrpe.dopma  IPOMEXKYTOUHOH  arTecTallMd  —
mubdepeHupoBaHHblii  3auer. [lpakThueckas TOArOTOBKAa MpU  peaju3aluy  JIaHHOU

JUCLHUIIIIMHBI OPraHU3YeTCs IyTEM IIPOBENCHUS NPAKTUYECKUX 3aHATUH, IIPEIyCMaTPUBAIOIINAX

ydacThe o0yd4aroluxcs B BBIIOJHEHHUH OT/AEIbHBIX 3JIEMEHTOB paloT, CBSA3aHHBIX C Oyayluei
npodeccuoHaIbHOM JlesTenbHOCThI0. O0BbEeM AMCHUILUIMHBI cocTaBiseT 72 Jaca (2 3.€.).
3. Conep:kanue ¥ CTPYKTYpPa IMCHHIIIHHBI

3.1. CTpyKTypa JMCHHILIHHBI

O0beM IMCUHUILINHBI, Yac. ®opma
KonrakTtHas TeKYILIero
padora KOHTPOJIA
o0yyarommuxcs ¢ creBaeM
HaumenoBanue y N y
Ne ni/m Bcero | npenogasarenem octu/
pa3jaeJioB CP | TIA
4acoB 10 BUAAM NMPOMEKY
Y4eOHbIX TOYHOM
3aHATHI aTrrecTall
JI \ 113 \ Cem UM
Cemecmp 1
I'ocynapcTtBeHHOE
Paspen | | PerYTHPOBAHHC 12 2 6 Tecr, acce™
BBISIBJICHUS, U3BATHUS U3
IpaXkJIaHCKOro 000poTa U
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O0beM IMCUMILINHBI, Yac. dopma
KonraktHas TeKYLIero
padora KOHTPOJIA
HanMeHoBAHe o0yyaromuxcs ¢ ycneBaem
Ne n/m Bcero | mpenogasaresem octu/
pa3aesioB CP | IA
4acoB o BUAaM MPOMEKY
Y4eOHbIX TOYHOM
3aHATHI aTrrecTan
J | II3 | Cem un
YHUUTOKEHUS
danbcupuIMpPOBaHHBIX,
HEJ00pOKaYEeCTBEHHBIX U
KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB
Opranuzanus paboTsl B
anTEeYHbIX U MEIULIUHCKUX
OpraHu3aIusIX 1o
BBISIBJICHUIO, U3BATHIO,
pa3MEILEHHIO, ITepeaye Tecr,
Pasgen 2 | 701 YHHITOKEHHA 54 9 38 18 CUTYaIlMOHH
HETIPUTOTHBIX JIJIS b€ 3a7aHus
MEAUIIMHCKOTO
HCIIOJIH30BaAHUS
JIEKapPCTBEHHBIX CPEJICTB,
JIOKYMEHTUPOBAHUE
poLeayp
IIpomMe:kyTOUHAsI aTTECTAMSA 6 6 3auer
Bcero: | 72 4 38 24 6

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

3.2. ConepxaHue TUCUMILTUHBI

Pasnen 1. I'ocymapcTBeHHOE perynMpoBaHHE BBISIBICHUS, U3BATHS U3 TI'PaXIaHCKOIO
000opoTa U yHMUTOXKEHUS (anbCUPHUIMPOBAHHBIX, HEJOOPOKAUYECTBEHHBIX M KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPENICTB

O0630p HOPMAaTUBHBIX IMPABOBBIX AKTOB, PEIVIAMEHTUPYIOUIUX TOPSIOK BbISBICHMUS,
U3BATHS U3 TPaXJAaHCKOro  o0OpoTa W YHHYTOXKEHUs  (hanbcuduumpoBaHHBIX,
Heo0pokayecTBeHHbIX M KOoHTpadakTHbIX JIC. Onpenenenrne y4acCTHUKOB CUCTEMbI OOpallieHus
JIC, ux B3aumomeiictBue. Ilopsnok wuHpopMupoBanus cyobektoB obOpamenus JIC o
BBISIBJICHHBIX  (QalibcH(ULMPOBAHHBIX, HEAOOpOKadecTBEHHbIX M  KoHTpadakTHbix JIC.
ITpuocranosnenue npumenenus JIC. Ilpoeenenue npouenyp mo M3BATHIO U3 TPaKIAHCKOTO
obopora ¢anbcuPUIMPOBAHHBIX, HEAOOpPOKAaYeCTBEHHbIX U KoHTpadakTHeix JIC u mx
yHUYTOKEeHUI0. OcHoBaHust U mopsanok yHuuToxkeHust JIC. OTBETCTBEHHOCTh CYOBEKTOB
obparmenus JIC 3a HecOOMOIeHUE ICHCTBYIOIIETO 3aKOHOIaTEIHCTRA.

Paznen 2. Opranauzanusi pabOThl B aTEUHBIX U MEIUIIMHCKUX OPTaHHU3alUSX TI10 BBISBICHHIO,
U3BATHIO, PAa3MELICHUIO, MepeAade i YHUYTOXKEHUS HENPUTOAHBIX Uil MEIULHUHCKOIO
WCTIOJIb30BaHMS JICKAPCTBEHHBIX CPEICTB, JOKYMEHTHPOBAHUE MPOLIETYP

IlepeueHb W coOJepkKaHUE OCHOBHBIX IPOLECCOB JKU3HEHHOIO IMKJIA HENPUTOJHBIX IS
MEIUIIUHCKOTO HCIIOJIE30BaHUS JIEKAPCTBEHHBIX cpeactB(HMUJIC), MOTEHIINAJIHLHO
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HaxXoAAUMXcsi B 000pOTe€ B aNTE€YHOM M MEIUIMHCKOM OpraHu3aluu. OTambl BBIABICHUS
HMWJIC B anteuHodt M MenMUMHCKON opranHuzanuu. Co3JaHUE CHUCTEMbI MPEIOTBPAILICHUS
IOCTYIUIGHUsT B  alTeKy M  MEIULMHCKYIO OpraHuzanuio  (GambCcUPUUUPOBAaHHBIX U
HEeIOOPOKAYECTBEHHBIX JIeKapcTBeHHbIX mpenapatoB (JIII). Pernmamentanmus mporuenypsl
IPUEMOYHOIO KOHTPOJISI M JIPYTMX INPOU3BOACTBEHHBIX ONepaluid, coOarofeHne TpeOoBaHUN
HOPMAaTUBHBIX aKTOB 10 npuemke U xpaHeHuto JIC. Opranu3aliiOHHbIE MEPONPUATHUS AITEYHON
U MEIMLIMHCKONM OpraHM3alii 110 BBIBICHHUIO, H3BATHIO, pPa3sMEIICHHIO, Iepenade A
yanutoxkennss HMMIIC.  Tlopsimok  OnepaTHBHOTO — OTCIEKHMBAaHUS ~ HWHGOpMAIMU |
MH(GOPMHUPOBAHUS IIEPCOHAIA O BBISBIECHHBIX (panbcHPUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX,
koHTpadakTHbIX JIC. TpeboBanus k pasmerennto HMUJIC. Pa3paboTka cucteMbl BHYTPEHHETO
KoHTposst BbIABiaeHMs JIC, mpumenmux B HErOJHOCTb B pe3yjbTaTe HapyIICHHs YCIOBUU
XpaHEHHs, UCTEUEHHs CpOKa TOAHOCTH U Jp. npuuuHaM. Pa3paborka COIl. [lokymeHTHpOBaHME
polenyp, OTYETHOCTh. MOHUTOPMHI U MOJJAEp)KaHHE NPOPEecCHOHATbHON KBaIH(pUKALUU
IepPCOoHAIA.

4. ®oH/1 OLIEHOYHBIX CPEICTB 10 AUCHHUILIMHE

4.1. ®opmMbI U MaTEPUAIbI TEKYLIET0 KOHTPOJISA

4.1.1. B xome peanu3anmuu AUCHUIUIMHBL B KadecTBe (HOPMBI TEKYyIIEr0 KOHTPOIS
yCIIeBaeMOCTH (BKJIIOYash 3HaHUs) OOy4aroIlMXcs HCHOJNb3YIOTCS: TECT, 3CCE, CHUTYallUOHHBIE
3amanus. KOHTpOJIb BBIOJHEHUST 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
YHAYTOKECHUS  (pambcupuuupoBaHHBIX,  HEAOOPOKAUYECTBEHHBIX W KOHTpagaKTHBIX
JIEKapCTBEHHBIX CPENICTB

Tecmoegvie 3a0anus
Bapuanr 1
3aaHue: YKaKUTe NPaBUIbHBIA OTBET UM OTBETHI:
1. B cootBerctBuu ¢ @3 «OO0 oOpaleHHH JEKapCTBEHHBIX CPEICTBY» 3allpeliaeTcss Ipojaxa
cienyromux nepeunciaeHubix JIC:

A. @anscuduuuposanssix JIC
b. Heno6pokauectBennsix JIC
B. Konrpadaxtasix JIC
I'. JIC anTeuyHOro U3roToBJICHUS
J.JIII, He 3aperucTpupOoBaHHbIX Ais IpuMeHeHus B PO

2. ®3 «O06 oOpameHny JEKapCTBEHHBIX CPEACTBY» JAaHO CIEAyolllee OIpeaesieHue
HEeT0OPOKAaYeCTBEHHOTO JIEKaPCTBEHHOT'O CPE/ICTBA!

A. JIC, conpoBoxaemMoe JI0’)KHOH HHPOpMaLueil o ero coctaBe U (UIM) IPOU3BOIUTENE

b. JIC, ne cootBercTByOIee TpeOOBaHUSIM (HapMaKONEeWHOW CcTaThl JMOO B Ciydae ee
OTCYTCTBHS TPEOOBAaHUSIM HOPMATUBHOM TOKYMEHTAIIMU MJIM HOPMATUBHOTO TOKYMEHTA

B. JIC, Haxopsmeecst B 000poTe C HapyIIEHHEM IPa)KIaHCKOTO 3aKOHOIaTeTLCTBA

I'. JIC, Haxonsuieecss B 000pOTe ¢ HApyLIEHHEM aTEHTHOT'O 3aKOHOAATENbCTBA

JIC ¢ ncrekmmm cpokoM rOJJTHOCTH

3. Opran  rocymapCcTBEHHOTO  HAA30pa,  OCYHICCTBISIFOIIMN  KOHTPOJb  COOJIOICHUS
3aKOHOJIATENLCTBA 00 0OpallleHUH JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO MPUMEHEHHS
(YromHOMOYEHHBIN OpraH):

A. @enepanpHas ciayx0a 1o Ha30py B chepe 3ApaBOOXPaHEHUS

b. MunucrepcTBo 31paBooxpanenus Poccuiickon @enepannu
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. ®enepanbHas cinyx0a 1Mo Haa30py B cdepe 3auuThl MpaB MoTpeOuTeaeii u OJaromnonydus

YCJIOBCKA

OcHOBHBIMU HCTOUYHUKAaMHU HH(opMaryn o BeisiBieHHIXx HMWJIIC sBnsitoTcst:

. InpopmanmoHHble MUCbMa, COJEPXKALUME PEHICHUS YIOJIHOMOYEHHOro (heaepaabHOro

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

. Mudopmanmsi, moryueHHast OT HaCeJICHUs

OcHoBaHueM Mg U3BATHS U3 TPAXKIAAHCKOTO obopoTa W  YHUYTOXCHHS
Heo0poKadecTBEHHbIX, (anbcudunupoBannplx JIC s MEIUIIMHCKOTO TMPUMEHEHHS
SIBIISIETCA:

. Pemienue Baagensia JIC

Pemenne dexnepanbHoii ciry)0Obl 10 Haa30py B chepe 3apaBooxpanenus (PoczapaBHanzopa)

. Petenue denepanbHoii ci1ykObI 10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAA30py
. Pemenue cyna
. Pemenne ®enepanpHoil ciy:xObl MO 3aluMTe IMpaB MoTpeduTeneii u obecrnedeHus

Osarononyuust uenoBeka (Pocrorpednanzopa)
Pemenne MunucrepcTa 3apaBooxpanenus PO

K.Pewienue oprana UCHOJIHUTEIBHOM BIACTH cyObekTa PO

6.

A.

OcHoBaHMEM JUIsl U3BATUS U3 TPAXKJIAHCKOTOo 000poTa M yHUUYTOXKEHUS KOHTpadakTHbIX JIC
SBIISICTCS:

Pemenne Bnagenbua JIC, Pemenune @PenepanpHoil ciay:kObl 1O Haa3opy B cdepe
3apaBooxpanenus (Poc3apaBHanzopa)

b. Pemienue cyna

B.

Pemienne ®enepanbHON CIyxObl MO 3alIMTE MpaB TMOTpeOHWTENed u  oOecredeHus
Osarononyuust uenoBeka (Pocrorpednanzopa)

I'. Pemienne MunucrepcrBa 3apaBooxpanenusi PO

i

7.

o>

A.

Pemenue oprana UCroJHUTENBHON BiIacTu cyObekTa PO

B ciyuyae HEBBINIONHEHUS PELICHUS] YIOJHOMOYEHHOIO opraHa 00 U3bSTUH, YHUUTOKEHUU U
BbIBO3e HepoOpokauecTBeHHBIX JIC wu  (wnm) danscupuumpoBannsix JIC, a Tarke
HenosyyeHus: oT Biajenbla JIC coobiieHus o MpUHATHIX Mepax, YIIOJIHOMOYEHHBIH OpraH:

. OGpamtaercs B cya

OOpamaercs B JHICH3UPYIONIMH oOpraH ¢ TpeOOBaHHEM NPUOCTAHOBIEHUS JIEHCTBHS
JULEH3UN

. OOparaercs B IMLIEH3UPYIOLUI OpraH ¢ TpeOOBaHUEM aHHYJIUPOBAHUS JTUIICH3UU
. Pemraer Bonpoc B NpeTeH3MOHHOM MOPSAKE

VHuuroxkenne HenoOpokadectBeHHBIX JIC u  (wm)  danscudpunmposanneix  JIC
OCYIIECTBIISCTCA:

.OpFaHI/BaHI/IS{MI/I, UMCIOIIIMMH JIMICH3WIKIO Ha JOCATCIIBHOCTH II0 C60py, HUCIIOJIB30BaHHIO,

00€3BpeKMBAHUIO, TPAHCIIOPTHPOBKE U pa3MelneHnio otxoaoB | - IV kmacca omacHoctu
OpranuzanusMy, UMEIOIIMMHU JTUICH3UI0 Ha PapMaIieBTUYECKYIO IesTEIbHOCTh

. OpranuzanusiMu, UMEIOLUTMMH JIMIEH3MI0 Ha IPOU3BOACTBO U peanu3aiuio JIC

Opranm3anus, ocymectBisitonias yanutoxxkenne JIC, coctaiser akt 00 yanuroxxernu JIC, B
KOTOPOM YKa3bIBarOTCS:
[Hata u mecto ynnuroxenus JIC
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b. ®amunus, uMs, OTYECTBO JIMI], MPUHUMABIIMUX y4yacThue B yHuuToxkeHuu JIC, ux mecto
paboTHI U TOJDKHOCTH

B. O6ocHoBanue yanuroxenus JIC

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

. HaumenoBanue npoussoauTtess JIC

E. CBenenus o Biagenbiie JIC

XK.Crnoco6 ynnuroxenus JIC

3. CBeneHus o0 JOKYMEHTax, 1o KOTopbiM repeaansbl JIC Ha yHUUTOKEHHE

N. KoHTpOs1b, MOHUTOPUHT

10.  Cormacho KoAIl P®, Crates 6.33. «OOpamenue ¢anbcupuIMpPOBAHHBIX,
KOHTpa(aKTHBIX, HEJOOPOKAYECTBEHHBIX M HE3aPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB,
MEIUIUHCKUX U3IeNuil 1 000poT (hanbcu(UIMPOBAHHBIX OMOIIOTUYECKH aKTUBHBIX T00OABOK»
MOJJIeKaT aJMHUHUCTPATUBHOMY B3BICKAHUIO, €CJIM 3THU JIEHCTBUS HE COJEp>KaT IMPU3HAKOB
YTOJIOBHO HAKa3yeMOT0 JACSHUS:

. IIlpon3BoacTBO, MpoAaka Win BBO3 Ha TeppuTopuio PO danscudunuposannsix JIC
[IpousBoncTBO, peanm3amus WM BBO3 Ha Tepputopuio PD  danscudummpoBaHHbIX
MEAUIIMHCKUX U3JIETHHA

. [Iponaxa unu BB0o3 Ha Teppuropuro PO kontpadaxtabix JIC

. Peanu3zanus wiu BBo3 Ha TeppuTOpHio PO KOHTpagakTHRIX MEIULMHCKUX U3AETUI

. O6opot hansCcuPUIUPOBAHHBIX OMOJIOTHYECKU aKTUBHBIX JOOABOK

. Ilpoxaxa wnu BBO3 Ha Tepputoputo PO nenodbpokauectBenubix JIC

K.Peanuzanus wiu BBO3 Ha TeppuToprio PO HenoOpokayecTBEHHBIX MEAUIIMHCKUX U3t

3. HesakoHHbIE TPOU3BOACTBO, MPOJaka UM BBO3 Ha TeppUTOpHi0 PP HezaperucTpupoBaHHBIX

JIC

o >

eslo= Mo Blvv}

Bapuant 2

3amaHue: yKaKuTe MPaBUIbHBIA OTBET UM OTBETHI:

1. ®3 «OO6 oOpameHuu JEKapCTBEHHBIX CPEACTB» JAaHO CIENYIOIee OIpeaesieHnue
banbcuGUIMPOBAHHOTO JIEKAPCTBEHHOTO CPEICTBRA:

. JIC, conpoBorxiaemoe JI0’)KHOM HHpOopMaIieit o ero coctaBe u (W) TPOU3BOIUTEINE
JIC, He cooTBeTcTByOIIEee TpeOoBaHUSAM (hapMaKONeHHON CTaThbu IIMOO B cllydae ee
OTCYTCTBHSI TP€OOBAaHUSM HOPMAaTUBHOM TOKyMEHTAIlMU WJIM HOPMAaTUBHOT'O JOKYMEHTa

. JIC, naxopseecss B 000poTe ¢ HapyIIEHHEM T'PaKTaHCKOTO 3aKOHOATENhCTBA

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

. JIC ¢ ucTeKImuM CpOKOM TOJHOCTH

HO® 9

N

®3 «O6 oOpamieHuu JIeKapCTBEHHBIX CPEJACTB» JaHO CIEAYIollee OIpeseleHne
KOHTpa(aKTHOTO JIEKApPCTBEHHOTO CPE/ICTBA!

. JIC, conpoBorkaaemoe 10kHOI HH(popMalen o ero cocraBe M (WIn) NPOU3BOAUTENE
JIC, He cootrBercTByIOIIEe TpeOOoBaHUAM (apMaKONeWHOW cTaTbu JIMOO B Cllydae ee
OTCYTCTBHS TPEOOBAaHUSIM HOPMATUBHOM TOKYMEHTAIIUU MJIM HOPMATUBHOTO TOKYMEHTA

. JIC, Haxopsimeecst B 000poTe C HapyIIEHUEM I'PaXIaHCKOTO 3aKOHOIAaTeIhCTBA

. JIC, Haxopsiieecs B 000poTe ¢ HapylIeHHEeM NaTEeHTHOTO 3aKOHOJaTeIbCTBA

. JIC ¢ ncrekmmm cpokoM TrOJJHOCTH

o>

W MHOaw

Y1oIHOMOYEHHBI OpraH B ciy4yae BbIsBIEHHUS (akToB oOpaiieHuss Ha Teppuropun PO
HenoOpokayecTBeHHBIX JIC u (mn) panscuduuupoBanubix JIC npuHUMaeT perieHue:

A.O mnepenaue nepeurcieHHbIXx JIC Ha yHUYTOXEHHE OpraHu3allld, UMEIOUIeH MpaBo Ha
yauutoxxenue JIC
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. O6s3p1Batolee npou3BoauTeNs nepeuncieHHbIX JIC ocyecTBUTh UX U3BATHE, YHUUTOKEHUE

U BBIBO3 B IOJIHOM 00BeMe ¢ Tepputopun PO

. O6${3BIBaIOH_I€e BJIaACIIblld YKAa3aHHBIX JIC OCYIICCTBUTDh UX HU3BATUC, YHUUYTOXKCHNEC U BbIBO3

B [IOJIHOM 00beMe ¢ Teppuropuu PO

Pemienre YomHOMOYEHHOTO OpraHa JJOJKHO CO/ICPIKATh:

. CBenieHus 0 JIEeKapCTBEHHBIX CPENCTBAX

. OCHOBaHMS U3BATUSI U YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJICTB

. CpOK M3BATUSA U YHUUTOXKCHUS JIEKAPCTBEHHBIX CPEACTB

. CBeneHus 0 BIa/ieNblie JIEKAPCTBEHHBIX CPENICTB

. CBeneHus 0 MPOU3BOAUTEINE JIEKAPCTBEHHBIX CPENICTB

. adopmaruio o JoKyMeHTax, MOATBEpKAaomuX coorsercTBre JIC

Cpok HMCHOJHEHHS pElIeHUs YTIOJHOMOYEHHOI'O OpraHa WIM COOOIIEHHE O HECOIVIACHU C
HUM HE JIOJDKEH MPEBbIIIATh:

.30 guent
. 45 nuent
. 60 mueit

Yuuuroxenne HemoOpokadectBeHHBIX JIC w  (wim)  damscudpunupoBanneix  JIC
OCYIIIECTBIISIETCS:

. Ha cnermanbHO 000pyIOBaHHBIX TUIOMIAAKAX, MTOJTUTOHAX
. B crienimanbHO 000pyIOBaHHBIX MOMEIIEHHSIX
. C coOmronenreM TpeOoOBaHUN B 00JAacTH OXpaHbl OKpY’KaroLIEH Cpellbl B COOTBETCTBUU C

3aKoHoJiaTenbCcTBOM Poccuiickoit denepanniu

AKT 00 YHUYTOXKEHHH HEIO0OpOKAYEeCTBEHHBIX JICKAPCTBEHHBIX CpeIcTB U (Win)
danbcupUIMPOBAHHBIX JICKAPCTBCHHBIX CPEJICTB:

. llonnuceiBaeTcs BceMu JTUIIaMU, IPUHUMABUIMMU y4acThe B YHUUTOkeHUH JIC
. 3aBepsieTcs MevaThio OPraHu3alliy, OCYIIeCTBIsomen yauuroxenue JIC
. HeobxoauMocTs nmoAmnucu akta 1 He0OXOAUMOCTh TIeUaTH He perJaMeHTHPOBAHbBI

AKT 00 yHnutoxxenuu JIC niam ero Komnwusi, 3aBepeHHasi B yCTAaHOBJIEHHOM IOPSAJIKE, B TEUCHHUE
5 pa®ouux JHEN co JHS €ro COCTaBJICHUS HaIlPaBIISIETCS B YIIOJTHOMOUYEHHBIN OpraH:

. Bnagensuem YHUYTOKCHHBIX JICKAPCTBCHHBIX CPEACTB

Opranuzanuei, ocyecTsisitonie yauutoxxenue JIC

. [Ipoussonurenem JIC

BeisiBnenne  QambcuuuupoBaHHBIX, HepoOpokauecTBeHHBIX JIC B COOTBETCTBMM C
CYILIECTBYIOIIENH CUCTEMOMW BBISBICHUS U U3bATUS U3 oOpaiieHus JIC, kauecTBO KOTOPBHIX HE
COOTBETCTBYET YCTAHOBJIEHHBIM TPEOOBAHUM, OCYILIECTBIISAETCS:

. I[OJ'DKHOCTHBIMI/I JIMIaMH1 YIIOJTHOMOYCHHOTI'O (bejlepanbﬁoro opraHa HCIIOJIHUTEIILHOM BIIACTH

Ha ocHoBanuu nH¢popmanuu, nocrynawoueii ot npoussoaureneit JIC

. Ha ocHoBanuu nndopmMaiuu, nocTynaroueil OT S3KCIepTHBIX OpraHU3aIHii

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

CornacHo YronoBHoMy KOJIEKCY PO, Cratbs 238.1. «O6parenue
(banbcuUIMPOBAHHBIX, HETOOPOKaYEeCTBEHHBIX M HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, MEIUIIMHCKUX U3JETUI U 000poT (hambCUPUIMPOBAHHBIX OMOJIOTUYECKH aKTUBHBIX
00aBOK»IIOJIEKAT YTOJIOBHOMY IPECIEAOBAHUIO CIIEAYIOLIUE JEsHUS, COBEPIIECHHbIE B

9
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KpymHOM pasmepe: (ctoumocts JIC, MEIUIMHCKUX W3ACTUH WM OMOJOTHYECKH AKTHBHBIX
N00aBOK B CyMMe, MPEBBIIIAIONICH CTO THICAY PYyOIIeH):

. IIpousBoacTBO, cOBIT WiM BBO3 Ha Tepputopuro P®D danscudumupoBannpix JIC wim

MEIUIMHCKUX U3JeIni
CObIT mii BBO3 Ha TeppuTopuio PO HegoOpokadecTBeHHBIX JIC M MEAUITMHCKHUX U3JICTUI

. Hezakonnsle mpou3BOACTBO, COBIT WM BBO3 Ha Tepputopuio P® B memsax cObita

HE3ApCTUCTPUPOBAHHBIX JIC nimm MCOUIIMHCKHNX I/ISIIC.]'H/Iﬁ

. [Ipou3BoxacTBO, COBIT MM BBO3 Ha Tepputopuio PO QambcuuuupoBaHHBIX OHOIOTHYECKU

AKTHUBHBIX I[O6aBOK, CoACpKaMX HE 3asaBJIICHHBIC IIPU FOCYHapCTBeHHOﬁ perucrpaunun

dapmaleBTUYECKHEe CyOCTaHIINH

Temvwl occe

1. Ilpuuuabel u mpoOnembl oOpamieHuss KOHTpadakTHBIX, (adbCU(DUIMPOBAHHBIX W
HE00POKAaYECTBEHHBIX JICKAPCTBEHHBIX MpernapaToB B Poccuu u 3a pyOexomM.
2. Tlopsnox BwIsiBICHHS (GaTbCUPUIIMPOBAHHBIX, HenoOpokadecTBeHHBIX JIC B TpaskaaHCKOM

obopore.

3. CnocoObl BBIIBIEHHUS Q)aHBCH(bI/IHI/IpOBaHHBIX JICKAaPCTBCHHLIX CPCACTB U 3alIUTHI JICTaJIbHO

MPOU3BEJACHHON MPOAYKIIHUHI

Crioco6b1 yHMUTOXEeHU (hanbcu(UIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Metoap! 60pr0BI ¢ hanbcudukanmeit TeKapCTBEHHBIX CPEICTB

6. Mcrounuku mpousBojacTBa  (GaJbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX
JIeTaJIN3alus ¥ KaHAJIbl pacTpOCTPaHEHHS

oA~

CpCacCTB, ux

7. OCHOBHBIE PETyIUPYIOIIUE MEpbl IO MPEAOTBPAIICHUIO TMOSBICHUS B TPAKIAHCKOM
o0bopoTte parbcu(UIUPOBAHHBIX U HETOOPOKAYCCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB.

Pa3I[CJI 2. OpraHmauHs{ B alITCYHBIX U MCOAWIUWHCKHUX OpPraHu3anugax pa6OTI)I 110 BBISIBJICHHUIO,

HU3BATUIO, Pa3MCHICHUIO, IMEpCAaAuC MJId YHHUUTOXCHUSA HCIPUTOAHBIX JIA
HCII0JIb30BAaHHUA JICKAPCTBCHHBLIX CPCACTB, JOKYMCHTHUPOBAHUC ITPOLUCAYP

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

1. K HenmpuroHpIM ISl MEAUIMHCKOTO UCTIOIh30BaHus JIC MOKHO OTHECTH:
A. @anscuduuuposannsie JIC

b. Heno6pokauectsennsie JIC

B. Konrpadaxtusie JIC

I'. JIC ¢ ucTeKmuM CpoKOM TOAHOCTH

J. JIC, XpaHUBIIKECS ¢ HAPYILICHUEM YCTaHOBJIEHHBIX TPeOOBaHUMA

MEIUIIMHCKOr O

E. JIC, B nmporiecce XxpaHeHuUs! KOTOPBIX MPOU3OIIIN U3MEHEHHsI BHEILIHETO BUJa, 1IBETA, 3amaxa

K. JIC, He nonb3yrouuecs CrpocoM

2. K ocHOBHBIM nmponeccam Cucremsnl YIIpaBJICHUA ABUKCHUCM HCTIPHUT'OJHBIX K MEAULIMHCKOMY

HCITOJIB30BAHUIO JICKAPCTBECHHBIX CPEACTB MOKHO OTHECTH!

A. Beisisnenne HMWJIC, npunsitue pemenus o0 nzbstun HMWJIIC u3 rpaxaanckoro o6opora,

uH(popMupoBaHue cyobekToB obparmienus JIC
b. Ananus cyobexkramu obpamenus JIC undopmanuun o BorsiieHHsix HMUJIC
B. IIpoBepka Hammuus HMUJIC
I'. Cbop, uzomuposannoe xpaneare HMUJIC

. lepenaua HMUWJIC nnst yHuuToXeHUs (BO3BpAT MOCTABIIMKY/ BIaACIIbITY/TIPOU3BOIUTEITIO)

E. Yauuroxenne HMUNJIC

10
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Oransl BeisiBiienus HMUJIC B anTeyHOM 1 METMIIMHCKON OpraHu3aiuu

. CBOeBpeMEeHHOE OTCIIe)KMBaHWE HMH(QOpPMAIMK O BBIBICHHBIX (DaTbCUUIUPOBAHHBIX U

HenoOpokayecTBeHHBIX JIC Ha caiiTe YTOJIHOMOYEHHOTO OpraHa
[TpoBeneHue BHYTpEHHETO KOHTPOJIA COOIIOIEHUS YCIOBUIM XpaHeHus, cpokoB roguoctu JIII,
coxpanenus kauectsa JIII, opranuzauuu padorst c HMUJIC

. [IppeMo4HBIi KOHTPOJIb

Meponpusarus Ipu IpUEMOYHOM KOHTpOJIE A1 npeaynpexaeaus noctymienus HMNJIC

. IIpoBepka nocrtynarommx JIII Ha HaiMuMe B MEpeyHE MNOMJIEKAIUX IPUOCTAHOBICHUIO

oOpareHus
[IpoBepka nocrynatomux JII1 Ha HaMUKe B IepedHe MOISKAIUX U3BIATUIO U3 00paleHus

. KoHTposb cpokoB rogHoCTH
. BusyanbHblil KOHTPOJIb Ka4eCcTBa
. O0s3arensHbIl aHanu3 kayectsa JIC

[TpoBepka mHpOpManMOHHBIX THceM Poc3apaBHag30pa O MPHOCTAHOBICHUU pealu3allvy,
U3bITHH U3 oOpanieHus u win oT3biBe JIIT mpousBoauTeneM ocyecTBIseTCS Ha caiTe

. PocniotpeGHaazopa

Poc3npaBnanzopa

. Munsznpasa Poccun
. TepputopuanbHOro oprasa Haa30pa

Bunet 300 n3onmposanHoro xpanenus JII1

.30Ha KapaHTHHHOI'O XpaHCHHA

30Ha U3BATHIX U3 oOpaeHus GaabcuPuIMpOBaHHBIX U HeJoOpokadecTBeHHBIX JITT

. 30Ha H30JIMPOBAHHOT'O XPAaHCHUS JIII ¢ ucrexmum CPOKOM TI'OAHOCTH, BBIABJICHHBIX IIPpH

BHYTPEHHEM KOHTPOJIE COOJIIOACHUS CPOKOB FOJJHOCTH

B 30nax xapantunHoro xpanenus JIC cneayer pazMeniaTh B Clydasx:

. CoMHEHUH B MNOJJIMHHOCTHU 00 KavyecTBe

HecootBercTBHii B TOBAPHO-COMMPOBOAUTCIIBHBIX JOKYMCHTAX

. [IpuoctanoBke obpateHus
. OrcyterBusd 3apeructpupoBaHHoi eHsl Ha JKHBJIIIT
. lHognexxamux nepeounenke JIII

N3 xapanTuHHOH 30HBI JIIT MOXeT OBITh MEpeMeEIIeH:

. B 30HYy XpaHeHus u3bATHIX U3 oOpalleHus

B03BpameH MMOCTAaBIIUKY

. Bo3Bpaiien B nanpHeimunii 000poT
. OTmpaBiieH Ha YHUYTOXECHUE

Eciu B wmenunuuckoit opranmszanuu JIII mpenHasHaueHb JUIST  YHUUYTOXKEHHUSA, HX
HEOOXOINMO:

. IToMecTHTBh B eMKOCTB JIFOOOT0 OBCTa

[TomecTUTh B €MKOCTB JIFOOOTO 1IBETA, KPOME KPACHOTO U KEJITOTO

. IIpomapkupoBath Hagnuceo «Otxoabl. Knace I'»

. [IpomapkupoBaTe Hagnucero «OTxonbl. Kinace b»
['epMETHYHO 3aKPBITh KPBILLIKY

B CIyda€ HECOOTBCTCTBHA TOBAPOB aIllITCYHOroO aCCOpPTUMCHTA YCJIOBHUAM J0OroBopa,

11
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JAHHBIM COIPOBOJUTENIBHBIX JJOKYMEHTOB, BBIABICHHS IIPU MpPUEMKE 005, MOpYH, HEJOCTAuN
TOBapoOB, OOHApYXeHUSI HeloOpOKadeCTBEHHBIX, (hanbCU(UIIMPOBAHHBIX U KOHTpa(aKTHBIX
TOBAapOB O(POPMIIAIOTCS:

A. AKT 00 YCTaHOBJICHHOM PAcCXOXKJICHHH IO KOJMYECTBY M KaueCTBY NPH MpPHUEMKE TOBApHO-
MaTepHaIbHBIX IEHHOCTEH

b. IIperensus nocraBIUKy

B. XKypHnan peructpanuu pe3ynbTaToB IPUEMOYHOTO KOHTPOJIS

I'. ’Kypnan ydera 1BUKEHHS TOBapOB

Bapuant 2
3ananue: yKaKuTe MPaBUIbHBINA OTBET UM OTBETHI

1. K ocHOBHBIM mpolieccaM KU3HEHHOTO IIMKJIa HEMPUTOIHBIX K MEAUIIUHCKOMY
HCITOJIB30BaHUIO JiekapcTBeHHBIX cpenctB (HMMJIC), moTeHmaibHO HaXOASIIIUXCS B
000poTE B anTEYHON M MEIULIMHCKON OpraHu3alud MOYXHO OTHECTH:

A. Boisisnenne HMMWJIC npu npueMoYyHOM KOHTPOJIE

b. Ananuz unpopmanuu o BeisiBieHHBIXx HMWJIC Ha caiite YOJIHOMOYEHHOTO JIMLA

B. IlpoBepka Hannuns HMUJIC

I'. Coop, nzomuposannoe xpanearne HMUNJIC

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

E. Yanuroxenne HMUJIC

K.JlokyMeHTHpOBaHUE MTPOLIEAYD

2. Dransl npenynpexaenus u BoisiBienuss HMWJICB anreynoit opranuzanuu
A. Bbi6op nocraBuyika

. [IppeMo4HBII KOHTPOJIB

. Pazmemenne o mecram XxpaHeHus

. MHpOopManImOHHO-aHATMTHYECKUI MOHUTOPUHT KadyecTBa JIC

. Buyrpennuii konTpons obecnieuenns kadecrsa JII1

W MW

BrlisiBneHne He3aperucTpupoBaHHOM, HEJOOPOKaueCTBEHHOU, (hanbCU(PUIIMPOBAHHON 1
KOHTpa(akTHON NMPOJYKIIUHU B allTeKe OCYIECTBIIACTCS

. IIpy nprueMoYHOM KOHTpOJIE

. ExenHeBHO B mepuos XpaHeHus

. IIpy BHyTpHanTe4yHo U3roTOBIECHUU

oollien e

BusyanpHblil KOHTpOJIb KauecTBa nocrynaromux JIC Briarogyaer
. CooTBeTCTBHE ONHUCAHUIO
CootBercTBHE TPeOOBAaHUSAM 0 MaPKUPOBKE
. llenmocTHOCTH ynakoBKH
. CooTBeTCTBHE CepHii
. OTcyTCcTBHE MPU3HAKOB (QabCUPUKALINN

HOmTw>s

Opranuzannonssie Meponpusatus no padore ¢ HMMJIC B MeauIIMHCKOM OpraHu3aiiu
. ITpoBepka manmmuuss HMWJIC
[TpunsTHe pemenns 00 UIBATUN
. UadopmupoBanue noapas3aeieHuin
. COop, M301MpPOBaHHOE XPaHEHUE
. Ilepenayva st yHUUTONKEHUS
. Bo3Bpar nocrasmuky
K. JlokyMeHTHpOBaHNE MTPOLIEYD

MW 9
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B 30HE 3BATHIX U3 oOpamenus pa3mentarorcs JITT
. ®anbcuupoBaHHbIe
Heno6pokayecTBeHHbIE
. Konrpadaxrasie
. C UCTEKIIUM CPOKOM T'OJHOCTH
. XpaHUBIIHECS C HAPYIICHUEM YCTAaHOBIICHHBIX TPEOOBAHMIA

HOWH o

Cobmonienue ycnoBuii xpaneHus JIIT B 30He U3BIITHIX U3 OOpaICHHS
. He TpeGyeTtcs

Tpebyercst
. Mnorna tpebyercst

w7 > N

TpeOyeTcst coboiIeHne YCIOBHI XpaHEHUsI B KApAaHTUHHOW 30He cienytomux rpymm JIIT
. Tepmonabunbusie JIIT

Nmvmynoo6unomornueckue JIIT
. llomnexamue [IKY
. [ToTenumanpHO MoAseKAaIME BO3BPALLIEHUIO B 000pOT, TMO0 BO3BpATy MOCTABIIUKY

e

W13 30HBI XpaHeHUs U3bATHIX U3 oOpateHus JIII MokHO nepenars:
. Tonpko Ha yHMUYTOXKEHUE

ITocraBiuky
. BepnyTs B nponaxy

W o> ©

10. [lepenaya JIIT mocTaBUIMKY U3 30HBI XpaHEHUSI U3BATHIX U3 0OpAIEHNs BO3ZMOXKHA:

. Ecyin JIIT Ob11 3a0pakoBaH Mpu IPHEMOYHOM KOHTPOJIE
Ecnu B 1oroBope ¢ nocTaBmMKOM IPOIKUCAHO YCIOBHE O BO3BPATE TOBAPOB, PU3HAHHBIX
HE00pOKaYeCTBEHHBIMU, (PalibCU(PUIIMPOBAHHBIMU, KOHTPA(PaKTHBIMHU MTOCIIE TTOCTYTLICHUS
B aNTEKy U Mepelayu paB COOCTBEHHOCTU

B. Eciu y JIII uctek cpok rogHOCTH

o >

Cumyayuonmnsie 3a0anus
OoOmast naGopMaIIs Ui BLIITOJHEHNUS CUTYAIIMOHHBIX 3aIaHUI

1.B anTeuHyr0 OpraHu3alUIO MO JOrOBOPY IOCTAaBKM MOCTYNHJIA MapTUs TOBapoOB, B COCTaBE
KOTOpOH OBIIM CIEQyIolINe JIeKapCTBEHHbIE NpenapaThl, MEIUIMHCKUAE W3JEIHUs U JIpyrue
TOBapbI:

- AMMMaK, pacTBOp A HapyKHOro npumeHeHuss u uHramsiuuii 10% 40 mi, ¢uiakoHs!
TEMHOI0 cTekia, npoussoacrtsa OO0 «'unmokpar», Poccus, cepus 010415.

- bucenton 480, KOHIIEHTpaT AJig MPUTOTOBIEHUS pacTBopa misg uHdy3uu (80 mr+16
Mr)/mia 5 mii, ammyisl (5), noanoHs! (2), mauku KapToHHBIE, rpousBojcTBa AO «BapmaBckuit
dapmanesruueckuii 3aBox [lonsgar, [lonbma, cepus O6AE1213.

- Kapauomaraui, TabneTku nokpbIThle miieHouHoM o0onoukoi 150 mr+30,39 mr 100 mT.,
(akoHbI TEMHOTO cTeka, mpousBoacTBa «Hukomen ['moX», I'epmanus - cepun 11026347.

Hatime omeemul Ha credyroujue 60NPocyL.

—  OOBsACHUTE OPSAIOK U ATAIMBI TPUEMOYHOTO KOHTPOJIS. B KakuxX TOKyMEHTax MOCTaBIIUKA
oTpaxkaercs MHGOpMAIUs O TOATBEPKICHUM COOTBETCTBUS KadecTBa (MO0 KaXAOMY W3
BHJIOB TOBAPHBIX EIUHUIL)?

— Kakum o0pa3oM criemyer mpoBepuTh UHGOPMAIUIO O TOITBEPKICHHUH COOTBETCTBUS
KauecTBa IMOCTYNMUBIIMX OT TocTaBiuka TtoBapoB?  [IpoBeppTe wuHPOpMauio o
MOATBEPKICHUN COOTBETCTBHUS Ka4eCTBA MOCTYMUBIINX OT MOCTABIIUKA TOBAPOB.

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

2.B pesynbraTe mpOBEpKH COOIIONEHUS JHIIEH3MOHHBIX TPEOOBaHMI B OpraHU3allMHd ONTOBOM
TOPrOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMH BBISIBIIEHA IOATOTOBJICHHAS K peald3allyd NapTus
JIeKapCTBEeHHOTO Tpenapata «l'epuenTtuH, TUOGUIM3HPOBAHHBINA MOPOIIOK JJISl IPUTOTOBICHUS
p-pa mns uHby3uh 440 mr (¢a.) /B kommuiekTe ¢ pactBoputenem cepur  N3555/B2055 (ma
ymakoBKax ykazaH npousBoautenb ®.Xobdman-JIs Pomr Jita., [Beiinapus, J>xenentex UHK,
CIIA), B OTHOIIIEHUU KOTOPOTO MMeeTcs nHpopmarmoHHoe nmuchbMo denepaibHON CTyKOBI 110
HAJ30py B cdepe 3apaBOOXpPaHEHHS O MPU3HAHUU ero (adbCHPUIMPOBAHHBIM. PykoBOaHTETH
OpraHMu3aIiH MOSCHUIL, YTO eMy 3Ta HH(OpMalKs HEU3BECTHA.

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

— Kakue Bupl HapylIeHU JOMYIIEHbI B JaHHOM opranu3auuu’?

— KaxoB mopsZoK ycTaHOBIEH U WU3BATHS W3 TPAXKIAHCKOTO 000pOTa M YHUUTOKCHHS
¢banbcuuIPOBaHHBIX JIEKAPCTBEHHBIX MpenaparoB? HopMaTuBHOE 060CHOBaHHE.

— Ilosicuute mopsAoK mMmoiydeHus (apMaleBTHUECKONH opraHu3anuei HHQoOpMaIuu o
HeT00pOKaueCTBEHHBIX U (Daabcu(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX U AITOPUTM
ee JIUCTBUI MpHU BHISBICHUH TAKHUX JICKAPCTBEHHBIX CPEJICTB.

— Kro ummeer mpaBo yHWYTOXEHUS HETOOPOKAaYeCTBEHHBIX M (hambcuUIIMpOBAaHHBIX
JIEKapCTBEHHbIX cpecTB. HopmaTuBHOE 000CHOBaHME.

— Kakue mpaBoBbIe MOCIEICTBUS MOTYT HACTYNHTH JIJIsl OPraHU3AIMHONTOBON TOPTrOBIU
JIC? Kakyro OTBETCTBEHHOCTb MOT'YT IIOHECTU BUHOBHBIE JIM1IA?

3.B anteky MeaMLIMHCKONW OpraHu3aliy IO JOrOBOPY IMOCTABKH MOCTYINHUJIA HApTUs TOBApOB, B
cocTaBe KOTOpOW ObUIM CIEAYIOUIME JIEKapCTBEHHbIE Ipernaparbl, MEAUIMHCKUE H3IENUS U
JpyTHe TOBaphbl, B T.4.:
- Anexapo, TaObIETKH, MOKPHIThIE KHIIEYHOPACTBOPUMOM 06omoukoit 50 mr 10 mT.,
YIIaKOBKU S4YEHKOBbIE KOHTYpHbIE (3), mauku KapToHHbIE, npousBogutesib OAO «Cunresy,
Poccus, cepust 47045
- MeHnomneiic, kancyisl 15 mT, ynakoBKH sSYEHCTbIe KOHTYpHbIE (2), MayKu KapTOHHbIE
cepus ME1701P, npoussogurens»Tomncon sun Kannep Jlta», Bennkobpurtanus/ ynakoBaHo:
«Cenrpan®apma (Konrpakt [1skunr) Jita (Benukobpuranus)
- [Tapaueramon-Yb®, Tabnetku 500 mr 10 mr, ynakoBKH O€3bsS3bIYKOBBIE KOHTYpHBIE,
cepus 130216, npousBoautesns OAO «Ypanbuodapm», Poccus
- Kanbuus xsopua, pactBop 11 BHyTpuBeHHOro BBezeHus 100mr/mit 10 mu, ammynsr (10),
nayku KapToHHble, npousBogutenb DI'YII «Apmasupckasobuodpadbpuka», Poccus, cepus
110913.
Haiime omeemul Ha credyrowjue 60npocul:
—OO0BbsacHUTE MOPAZIOK U ATaNbl IPUEMOYHOIO KOHTPOJIS. B Kakux T0KyMEHTax MOCTaBIUKA
oTpaxkaeTcss MH(pOpMAIMs O MOATBEP)KICHUHM COOTBETCTBHS KadecTBa (10 KaXAOMY U3
BHJIOB TOBAPHBIX EAUHUIT)?
—Kakum o6pazom cnenyer mpoBepuTh HH(OpMAIMIO O MOJATBEPXKIEHHUH COOTBETCTBHUS
KayecTBa IMOCTYNMBIIMX OT TMoOcCTaBIIuMKa ToBapoB?  [IpoBepbre uHpOpMaLUO O
MOATBEP>KIEHUU COOTBETCTBHSI KaueCTBa MOCTYMHUBIINX OT MTOCTABIIMKA TOBAPOB.

4B otneneHMM MEAUIMHCKOW OpraHW3allMM IpU TMPOBEJCHUHM BHYTPEHHEW IPOBEPKHU
COOJIIO/ICHHSI YCIIOBUI XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB YCTAHOBIIECHO:

- JEeKapCTBeHHBIM Tmpemapar «OkcomuH», Ma3b HazampHas 0,25%-10 1., TyOBI
anmomMuHueBsle, mpousBoauTens OO0 «O30H», XpaHUTCA B IOMEIIEHNUN CTaplIeil MeTUIUHCKON
cecTphl B Kagy Mpy KOMHATHOM TeMIeparype;
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- JIEKapCTBEHHBIN mpernapaT «Me3aTtoHa pacTBop i HHbeKIn 10 Mr/Mia B ammynax 1 M
Nel0y», mpomsBogutenb OAO «/lanmbxumpapmy», TpeOyromuid 3amMTHl OT CBETA, XPAHUTCS HA
CTeJulake B KaOMHETE CTapIieii MeUIIMHCKON CEeCTPHI.

atime omseemul Ha credyrouue 60npocyl:
-EcTp 11 Hapymienust ycioBuil XxpaneHus 1aHHbIX JII1?
-Kak cnenyer mnoctynute ¢ JIII, KOTOpble XpaHWIUCh € HapyUIEHUEM YCTaHOBIIEHHBIX
TpeOoBaHUi1?
- ['ne MmeauurHCcKMEe paOOTHUKU MOTYT MIPOYUTATH YCIOBUS XpaHEeHUs! KOHKpeTHbIX JIT1?

O61ua;1 I/IHd)ODMaHI/IH JUISL BRIDOJHEHHMS CUTYAIIMOHHBIX 3aJIaHHM

Ilposeoume npuemounwviti KOHmMpoab nocmynuswiux JIII, nposedume nposepky na omcymcmeue
nocmynuswiux JIII cpedu  uzvameix u3z obpawjeHus (NPUOCMAHOBIEHHLIX, OMO3EAHHbIX
npousgooumenem, GarbCuPuUYUPOBAHHBIX, HeO0OPOKAUeCmeeHHbIX U m.0.) Ha  catme
Pocsopasnaozopa,  Oatime omeemwvl Ha  nocmaeieHuvle onpocvl. OOOCHYUImMe omeembl
0eticmeyrWUMU HOPMAMUBHBIMU NPABosbiMu akmamu. Ilo pezyriomamam npuemku 3anoaHume
JKypnan pecucmpayuu pe3yiomamos npuemoyHo20 KOHMpPOJ.

Bomnpocst:
— OnummmuTe NOpsA0K 1 ATallbl IPUEMOYHOTO KOHTPOJIA.

— Kak mpoBepuTh cBeZieHHsI 0 TOCYIapCTBEHHOM peructpanuu noctynusmx JIIT?

— Kakas wuHbopMaius 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 nmpoBeputh J0CTOBEPHOCTH CBEJICHUN O MOATBEpKAeHUN cooTBeTcTBUS JII1?

- Kak mnpoBeputrh Hamuume/oTCyTCTBUE TocTaBieHHBIX JIII cpenu  BBISIBICHHBIX
HetoOpokayecTBeHHBIX/panbcuduuupoBanHbix JITT?

— Onummre aJropuT™M JEHCTBUH MpU  BBIABICHWHM B  IOCTaBICHHON MapTHH
HenpoOpokayectBeHHbIX JIC, dhanbcuduimpoBanusix JIC?

5.B anTeuHyro opraHusanuio Mo JOTOBOPY MOCTaBKH MOCTYIHJIA MapTHs TOBapoOB, B COCTaBe
KOTOpOM OBLIN ClIeAYIOIIME JIEKAPCTBEHHBIE NIPENapaTsl U Ipyriue TOBaphl:

- AxBanerpuM®, xarum g npuema BHyTph 15000 ME/Min 10 mui, drakoH-KanenbHUIbI
(1), mauku xapronusle, cepus 010520, 100 ¢i., npousBoaurens «Megana®dapma AKIIMOHEPHOE
O6mmectBo» (ITombia)

- «ApOuzomn, kancynsl 10 mT., ymakoBKU SYeHKOBbIe KOHTYpHBIE (4), MauKH KapTOHHBIE)
cepusa 2170720, 100 n., npoussoaurens OAO «Dapmcrannapr-Jlekcpencraa»

- «Yronp axkTUBUpOBaHHBIM, Tabmetkn 250 mr 10 mrT., ynakoBkM Oe3bsdyeKOBBIE
KOHTypHBIe», cepus 520519, 50 yn., mnpousBogutenr OAO «UpOuTckuii XUMHUKO-
dapmanesTuueckuii 3aBoa» (Poccus)

- Anmarens®, cycrieH3us i npueMa BHyTpb 170 mui, guakonsl (1), mauku kapTOHHBIE/ B
KOMIIJIEKTE C JIOKKOM MepHOil/», cepust 210919, 20 ¢i., npousBoautens «bankandapma - Tposu
AJl» (bonrapus)

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

6. B anTeuHyio opraHu3aiuio Mo JOrOBOPY IMOCTABKH IMOCTYNWJIA MapTHs TOBAPOB, B COCTaBe
KOTOPOH OBLTH CIIeTyIONINE JICKApPCTBEHHBIE MTPETapaThl U APYTHe TOBAPHI:

- «utpamon II, tabmetku 10 1mT., ynakoBKH O€3bAYCHKOBBIE KOHTYPHBIE», CEpHS
500819, 30 n., npousBogurens OAO «Ypanbuodapm» (Poccus)
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- [Tapanieramos, Tabmetku 500 mr 10 mT., ynmakoBku Oe3bSYEHKOBBIE KOHTYPHBIC, CEPHsI
1280417, 400 ym., mpousBoactBa OAO «Tarxumbapmmpemnapatsi», Poccus

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

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

- «AyrMeHTHH®, TaOJETKU TIOKPBIThIE IUICHOYHOW oOonoukod 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)ODMaL[I/ISI BBINTOJITHCHUA AJ19 CUTYAITMOHHBIX SaﬂaHI/Iﬁ

Haiime oyenxy cumyayuu, gulsigume HaApYUeHUs, ONUWUME Al20PUMM He00X00UMbIX Oelicmaull
0mMEemMCcmeeHH020 UYa U pyKosooumeJisi anmekxu u ux OOKyMeHmaibHoe oghopmieHue 8 O0aHHOuU
cumyayuu. Ilosicnume. umeromcs au Hapywenus: ycroeuil xpanenus JII1? Kax ciedyem
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:

> JIII T'punndepon ¢ noparaguaom, Ma3b HazansHast, 10 000 ME/r +2 mr/r, no 5r., B Ty0ax
AIIOMHHHEBBIX ¢ OYIIIOHaMU, TOMEIIEHHBIX BMECTE C HHCTPYKIMEH B MMaYKH U3 KapToHa, 25 yI.,
XpaHUTCSA Ha CTeulaXax B TOMemeHnH XxpaHeHus. Kpome Toro, mpoBu3opom Oblia
odopmiena temaruueckas ButpuHa «lIpodunakruka rpunna u OPBI», B nentpe kotopoii 6bu1a
pacrojio’keHa yrakoBKa Ma3u Ha3aJlbHOH [ punmndepoH ¢ noparaguHoM.

8.Ha ocHOBaHWMM TIpHKa3a TJIABHOTO Bpaya MEIUIIMHCKON OpraHM3allMi KOMHCCHUEH U3
COTPYIHUKOB aNTEeKH T'OTOBBIX JIEKAPCTBEHHBIX (POPM MEIUIIMHCKOW OpraHM3aluy MpPOBEACHA
MpPOBEpPKa COOJIIOJICHUST YCJIIOBUM XpaHCHHS JICKAPCTBEHHBIX IPENapaToB B  OTICICHHUIX
MEAUIIMHCKOW OpTaHHU3aIl|H.
B pe3ynbrate mpoBepKH YCTAaHOBIIEHO:
v' JlekapCTBEHHBIE TIpenaparbl XpaHATCS B KaOWMHETaX CTAPHIMX MEIUIUHCKUAX CECTEp
OTJEICHUH.
v' B kabuHeTax OTCYTCTBYIOT XOJIOJMJIBHUKH, TPHOOPHI JJIss PErHCTPAIllMH I1apaMeTpOB
BO3/IyXa.
v' JlekapCTBEHHBIE TIpeNapaThl 1 MEAUIIMHCKHUE M3/IEHs XpaHATcs B mKadax, Temreparypa B
MTOMEIICHNU Ha MOMEHT MPOBEPKHU 3aUKCHUpPOBaHA 25 IPalycoB.
v' BbIsABIIEHBI JIEKAPCTBEHHBIE TIPENAPaThl C HCTEKIIUM CPOKOM T'OTHOCTH.

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

— Kakue HOpMaTuBHBIE MPaBOBBIE AKThl PETIAMEHTHUPYIOT TpeOOBaHMUS K YCIOBHSM U
OpraHU3alMi XpaHEHUs1 B MEAUIMHCKUX OpraHu3alusX JIEKApCTBEHHBIX MpPENapaTroB U
MEIUIIMHCKUX U3IETIUN?

— CdopmynupyiiTe OCHOBHBIE TpeOOBaHUS, TMPEABABISAEMbIE K OCHAIEHUIO W
000pyIOBaHUIO TIOMEIIEHUH XpaHEHHUs JIEKAPCTBEHHBIX CPEJICTB B MEAUIIMHCKOU
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OpraHM3alMy C LEJNbI0 IPENOTBPALEHUS MCIOIb30BAaHUSA B MEIULUHCKHAX LEJAX
HMWJIC. Jlaiite HopmMaTUBHOE 0OOCHOBAaHHE CBOMM OTBETAaM.

— Kaxkue nexapcTBeHHble cCpeAcTBa TPEOYIOT OCOOBIX YCIOBUH XpaHEHUS U Kak HX
OpraHu30BaTh?

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

— Kak crnexyer mnoctynuTe € JIEKapCTBEHHBIMM IIpelapaTaMH, XPAaHHUBIIUMUCA C
HapyIICHUAMHU IPEANACAHHBIX YCIOBUM XPAaHEHUA?

— 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 mocTynuiy B MEJUIMHCKYIO OPTaHU3aLHI0?

— Kaxk ocymecTBiATs cO0p, HM30JIMPOBAaHHOE XPAHEHHWE HEMPUTOAHBIX JIEKAPCTBEHHBIX
CPEICTB U Nepefady UX sl YHUYTOKCHUS?

— Kak opranusoBarb cO0Op U XpaHEHHUE OMACHBIX OTXOJOB B MEIULMHCKOW OpraHu3anuu?
HopmaTuBHBIN JOKYMEHT.

— Kaxkue 1okymMeHTHI Hy’)KHO O(QOPMIISITH NPH BBISIBICHUHN Henpuroaueix JIC?

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

HOPMAMUBHbIMU NPABOBbIMU AKMAMU.

9.B amrTeke mpoBeneHa MpOBEpPKa COOTBETCTBHSI JIEKAPCTBEHHBIX MPENapaToB yCTAHOBJICHHBIM
TpeOOBaHUSIM K MX KayeCTBY MOJDKHOCTHBIMH JIMIIAaMHU OpraHa TOCYJapCTBEHHOTO Haa30pa B
cdepe oOparieHust TEKapCTBEHHBIX CPE/ICTB.

Kakoii opran ocymecTsisieT denepanbHblii TOCYIapCTBEHHBINH HAI30p B cdepe oOpamieHus
JIEKapCTBEHHBIX cpencTB? [lepeunciauTe ero moJIHOMOYHS.

Krto B anTeke momkeH OTBeYaTh 3a KauecTBO JIEKaPCTBEHHBIX mpemapaToB? TpebGoBaHus K
JAHHOMY COTPYJHUKY.

Kakue opranmzanvoHHbIE MEPONPHUATUS I TpeaoTBpaiieHust ucnonb3zoBanus HMUJIC
cJieyeT MPOBOJIUTH B anTeke?

ANTOPUTM JEUCTBUI NEpCcOHaANa anTeKH B CIIy4Yae BBISBICHHUS B allTeKE HENPUTOJHBIX K
MEIHUIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX MTPENapaToB.

4.2. @opMbl U MaTepuaIbl IPOMEKYTOYHON aTTeCTallH.
4.2.1. IlpomexyTouyHast aTTecTalusi IPOBOIUTCA B (pOopMe 3aueTarno Ouaeram, KaxIplid u3

KOTOPBIX BKJIFOYACT OJHO KCﬁC'SaﬂaHHG.

4.2.2. Onucanne mokasaTeiaed u KPpUTCPUCB OLICHUBAHUA KOMIIETCHIIUM Ha Ppa3JINYHBIX

sTanax ux (OpMHUPOBAHMSL.

IToka3aTequ ocBOCHUSA .
KpuTtepuii ouennBanus

Jrtan popmMupyemMoit €CKPHUITO OueHovnble
(bopmHpy (neckp P) KOMIIeTeHIUH 1

KOMIeTeHIHH KOMIEeTeHIHH cpeiacTBa

(kak genaer)
(4ToO Aes1aer)

IIK-2.1  BbIBIATH | HA YPOBHE YMEHHId: - 0e3  CyIIEeCTBEHHBIX Ketic-
HETPUTO/IHBIE K |- BBISIBIISITH | HApYLICHUN BBISIBIISICT 3a/laHus
IPUMEHEHUIO HETIPUTO/THBIC K | HEIPUTO/HbIE K
JIeKapCTBEHHbIE PUMEHEHHUIO MIPUMEHEHHIO JIC U
cpencTBa U | JIEKapCTBEHHBIC pa3pabarbIBaeT
pa3pabaTbIBaTh CpecTBa U | MEpONIPHUSATHS 110 HM3BITUIO
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MEPOTIPUATHS o | pa3pabaTbiBaTh 13 o0pallleHusi W Tiepeaade
U3BATUIO ux H3 | MCPOIIPUATHA o | AJji YHUUTOXKCHUA
oOpamieHus U3BSITHIO U3 | HETPUTOIHBIX K

oOpamienus u nepenade | npumeHenuto JIC

TUIst YHUYTOXKCHUS

HCIIPUT'OJHBIX K

NPUMEHEHHIO

JICKApCTBCHHBIX

Cpe/ICTB

4.2.3. @oHA OUEHOYHBIX CPEIACTB MPOMEKYTOYHON aTTeCTallud [0 AMCIUILIMHE
aTTECTAllUU.
Ketic-3a0anus

1.  Pazpaborarb MNpPOEKT JIOKAJBHOTO AaKTa aNTEYHOM OpraHuM3alud — CTaHIAPTHYIO
onepaunonnyo mpouenypy (COII) na Temy: Opranuzamuss paOoTel B anTeke  C
HEMPUTOAHBIMU  JUIS  MEIUIIMHCKOTO  HCIOJb30BAaHHUSA JIEKAPCTBEHHBIMH  CPEICTBAMH,
BBIBJIEHHBIMHU HA 3TAre NTPUEMOYHOTO KOHTPOJIA. [JOKyMEHTHpOBaHHUE NPOLIEAYD.

2. Pa3pa0otaTh NpOEKT JIOKAIBHOT0 aKkTa ante4Hoil opranuzaunu — COII Ha Temy: Iopsiiok
OCYHICCTBJICHUA B anTeyHoOn opraHu3anun HGO6XOIII/IMI)IX HeﬁCTBHﬁ o nmpeaoTBpaliCHUIO
HoTaIaHus ¢danscuduIpoBaHHBIX, HeI0OPOKaueCTBEHHBIX, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX MPENapaToB K MOKYMATEIIIO.

3. PazpalotaTh NpoeKT JOKaIBbHOr0 aKkTa ante4Hoil opranuzauuu — COII Ha Temy: Iopsinok
U JOKyMEHTaJIbHOE O(opMIIeHHE MPOBEICHHUS BHYTPEHHETO ayauTa COOJIIOICHUS YCIOBHH
XpaHEHUs, CPOKOB TOXHOCTH JIGKAPCTBEHHBIX IPENapaToB, HAIWYUS JICKAPCTBEHHBIX
npemnaparoB, HCOPUTOAHBIX IJId MCAWUIUHCKOI'O HCIIOJIb30BAaHUSA, OpTraHHU3aln pa6OTI)I C
HMUWJIC.

4.  Pa3paboTarh NPOEKT JIOKAILHOrO akTa anteyHod opranmsanuu — COIl Ha Temy:
Opranuszanus paboTel B anTeke IO MpUEMKe, XPaHEHHIO, OO0ECIEYEHUIO0 KadecTBa,
peanu3anuu TEpMOIaOUITBHBIX JIEKapCTBEHHBIX IpernapaToB (BKITIOUAst

I/IMMyHO6I/IOJ'IOl"I/I‘-IeCKI/Ie HH) N JICKAapCTBCHHBIX IMPCIaparoB C OIPpaHUYCHHBIM CpPOKOM
TOOHOCTH.

5.  Pazpaborare mnpoekT JoKaJpHOro akTa anteyHod opranuzauun — COII Ha Temy:
Opranu3zaiys CUuCTeMbl KayecTBa B alTeke.
6. Paszpaborare mnpoekT JoKalpHOro akTa anTeyHod opranuzamuu — COII Ha Temy:

OO0ecrnieyeHne Ka4yecTBa JICKAPCTBEHHBIX IpENapaToB alTEUYHOTO W3TOTOBJICHHMS Ha HJTarax
NpEAYNPEAUTENbHBIX  MEPONPUATHIA, M3TOTOBIEHUS M  OTIOycKa. JlOKyMeHTHpoBaHUE
IpoLeayp.

7.  PazpaboTarh MpOEKT JOKaIbHOTO aKkTa anteyHoi opranuzanuu — COII Ha Temy: [Topsamox
opraHu3aiu padoTel ¢ HHGOPMAIIHEH O MPUOCTAHOBICHUH PEaTU3allH, OT3bIBE U U3BSTUU
U3 oOpalleHHsl IEKapCTBEHHBIX MperapaToB, HE3aperuCTPUPOBAHHBIXMEIUIIMHCKUX U3IEIUN
u 3a0pakoBanHbIX BAJl. OcyiecTBienre u JOKyMEHTUPOBAHHE MPOIECCOB.

4.2.4. llIxanel OlleHUBaHUS.
[[Ixanp! OTIeHUBAaHUSI TEKYIIETO KOHTPOJIA.
lxana oyenusanus mecma

Onenka «OTIAYHO» KonmuaecTro npaBmibHBIX 0TBeTOB 90-100%
Onenka «Xoporio» KonmuecTBo npaBuiibHBIX OTBETOB 75-89%
Ouenka «Y 10BIETBOPUTEIIHHOY KonmuaecTBo npaBmibHBIX 0TBeTOB 60 - 74%
Onenka «HeymoBIeTBOPUTENHHO KonuuecTBo npaBuIbHBIX OTBETOB 59% 1 MeHee

[Ixana oyenusanus acce
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Onenka «OTINYHOY

Ouenka «XopoIioy»

OueHka
«Y 1OBIETBOPUTEIILHO»

Orenka
«HeynoBneTBOpUTENEHO
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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
M TOJHO JOKa3bIBA€TCs BBIABUHYTHIM TE3UC. DCCE HAMUCAHO
IPAMOTHO M CTWJIACTHYECKH COOTBETCTBYET COJIEPKAHUIO,
(dakTHuecKkue OomMOKH OTCYTCTBYIOT. JJOCTUTHYTO CMBICIOBOE
€AMHCTBO TEKCTA. 3aKJIIOYEHUE COJEPHKUT BBIBOABI, JIOTHYHO
BBITEKAIOIINE U3 COJICPKAHUSI OCHOBHOM 4acTu

Cogepxanuie pabOThl MOJHOCTbIO COOTBETCTBYET Teme. Tema
ACCE PACKpPbhITA C HE3HAYUTEIbHBIMH OTKJIOHEHUSIMU OT HEe.
Jlormueckoe U mocneI0BaTEbHOE U3I0KEHUE TeKCTa padoThl,
4eTKO C(HOpPMYITHpPOBAH TE3UC, COOTBETCTBYIOIIMI TeMe dcce.
Dcce HamMcaHO T'PaMOTHO M CTHJIMCTUYECKH COOTBETCTBYET
COAEP)KAHUIO, HMMEIOTCS eMHUYHBIC dakTuyeckue
HETOYHOCTH,  HUMEIOTCS ~ HE3HAYUTEIbHBIE  HAPYIICHHS
MOCJICIOBATEILbHOCTH B M3JIOKEHWU MBICIICH. 3aKiItoueHue
COJIEPUT BBIBOJIbI, JIOTUYHO BBITEKAIOUIUE W3 COJACPKAHMS
OCHOBHOM YacCTH.

Copnepxanne paboThl B OCHOBHOM pacKphiBaeT Temy. B acce
JIaH BEpPHbIA, HO OJHOCTOPOHHUN WJIM HEJOCTATOYHO IOJIHBII
OTBET Ha TEMY, IONYILIEHbI OTKJIOHEHHS OT HEE UJIU OT/EJIbHbIE
OMMOKA B  HM3JIOKCHHH  (PAKTUYECKOTO  Marepuana.
OOHapyXeHO HEJIOCTATOYHOE YMEHHE JelaThb BBIBOJABI H
0000meHuss. Marepuall U3J0KEH JOCTATOYHO JIOTHYHO, HO
MMEIOTCSl  OTHENbHBIE  HApYLIEHUS  IOCJIEI0BATEIbHOCTH
BBIPAKEHHS MbICIEH. BBIBOJBI HE MOJHOCTBIO COOTBETCTBYIOT
COJIEPKAHUIO OCHOBHOM YaCTH.

TemMa TMOTHOCTHIO HEPACKPHITA, UYTO CBUJIETEIBCTBYET O
MOBEPXHOCTHOM 3HAaHUU. DCCE XAPAKTEPU3YETCS CIydalHbIM
pacrmoyioKEeHUEM MaTepualia, OTCYTCTBUEM CBSI3U MEXKIY
gacTaMmu, Oe3 BBIBOJAAa M 0000IIEHWH M(WIU) BBIBOABI HE
BBITEKAIOT U3 OCHOBHOM YaCTH.

Llxana OYEHUBAHUS CUmM)YayuOHHO2cO0 3a0aHUs

Onenka «OTINYHO»

Ouenka «Xoporo»

OneHka
«Y 1OBIETBOPUTEIHHOY

OTBer Ha BONpOC 33JaHus J1aH NpaBWIbHBINA. OO0bACHEHHE X072
€ro pemieHusi MoapoOHOe, JIOTM4HOoe, ©0e3 omubok, 0e3
3aTpy/IHEHUI B TEOPETMYECKOM OOOCHOBAaHUH, B CXEMaTHUYECKUX
M300paXeHUSIX U JIEMOHCTpALUAX; OTBETHI Ha JOIMOJIHUTEJIbHbBIE
BOIIPOCHI BEPHBIE U YETKHE

OTBeT Ha BONpOC 33/JaHus JaH NpaBuWiIbHbIA. OOBsICHEHHE XOJa
€ro pemeHus MnoApoOHOE, HO HENOCTaTOYHO JIOTHUYHOE, C
€IMHUYHBIMU omuoKamMu B JeTansx, HEKOTOPBIMH
3aTpyJHEHUSIMU B TEOPETUIECKOM 000CHOBaHUH, B
CXEMaTUYEeCKUX H300pKEHUSAX U JEMOHCTPALMSX; OTBETHl Ha
JIOTIOJTHUTENBHBIE BOIIPOCHI BEPHBIE, HO HEOCTATOYHO YETKHE
OTtBeT Ha BONpOC 3a/JaHus JaH NpaBWIbHbI. OObSICHEHHE XOAa
€ro pEelIeHUsT HEIOCTAaTOYHO II0JIHOE, HEIMOCIEI0BATENbHOE, C
omuOKamMu, CiIa0bIM  TEOPETUYECKUM  OOOCHOBAaHHEM,  CO
3HAYUTENIBbHBIMHU 3aTPYAHEHHUSIMH M OLIMOKAMHU B CXeMaTHYECKHX
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M300paKeHUAX, JACMOHCTPALUSX; OTBETHl Ha JOMOJHUTEIHHBIC
BOIPOCHI HEJJOCTATOYHO YETKHUE, C OMMOKAMU B ACTAJSIX
OrneHka OTBeT Ha BONPOC 3a1aHMs JaH HeNpaBUiIbHbIN. OOBSICHEHUE X012
«HeynoBIeTBOPUTEIBHO» €r0 PEIIeHUs] JaHO HETOJIHOEe, HeMOCIeA0BaTeIbHOe, ¢ TPYyOhIMU
omuOKkamMu, 0€3 TEeOpeTHUYEeCKOro OOOCHOBAHHUS, OTBETHl Ha
JOTIOJTHUTEIBHBIE BOIPOCHI HETIPABUWIIbHbBIE (OTCYTCTBYIOT)

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

Ouenka «OTIUYHO» [IpennaraemMoe pemeHue KeWc-3ajanus IpaBwibHOe. I3maraer
Marepuana T'PaMOTHO, JIOTMYHO; CHUCTEMATHU3UpPYEeT MaTephasl s
pelieHust  3aJaHusA;  3HAYMTENIbHAas  4acTh  Kelica  pellieHa
CaMOCTOATENIHO; JIEMOHCTPUPYET TEOPETHUYECKUE 3HAHUS MpHU
pelIeHUN 3a/1aHuil; OTBETHI Ha JOMOJHUTEIBHBIE BOIPOCHI BEPHBIE,
YETKHUE.

Ouenka «Xoporoy» [IpennaraemMoe pemeHue KeWc-3ajaHus IpaBwibHOe. I3maraer
Marepuai rpaMOTHO, HO HEJOCTATOYHO JIOTMYHO; CUCTEMATU3UPYET
Marepuan s pelieHus 3aJaHusl; 3HAYWTEIbHAs 4YacTh Kekca
pelieHa caMOCTOATENbHO; HEMOJIHO JEMOHCTPUPYET TEOPETUUECKUE
3HaHUS TIPU PEIICHWW 3a/laHuii; OTBETHl Ha JOMOJHUTEIbHBIC
BOIIPOCHI BEPHBIE, HO HEJOCTATOYHO YETKHE

Ouenka [Ipennaraemoe pemeHue Keic-3aJanus IpaBwibHOe. I3maraer

«Y 1OBIETBOPUTEIHHOY Marepuanl HEIOCJEI0BATEINbHO, HEJIOCTATOYHO JIOTUYHO;
CHUCTEMAaTU3UpPYET MaTepuall ISl pelIeHUsl 3aJlaHus;, Majlas 4acTh
Keilca penieHa CaMOCTOATEIbHO; HENOJHO  JIEMOHCTPUPYET
TEOPETUUECKHE 3HAHWUSA TPU pEHICHUW 3aJaHul; OTBEThl Ha
JIOTIOTHUTEIbHBIE BOIPOCHl HEJOCTATOYHO UYETKHE, C OIMMOKaMU B
JETAJSIX OTBETHI

Ouenka [Ipennaraemoe pemnieHue keic-3alaHus HenpaBuiibHOe. M3maraer

«HeynoBneTBOPUTENbHO» MaTepHal  HEIMOCJEI0BAaTeIbHO, HEJOCTaTOYHO JIOTUYHO, HE
CUCTEMATU3UPYET MaTepuall Uisl peuleHUs 3a/JaHusl; Mayas 4acTh
Keiica pelieHa CaMOCTOSATENIbHO; HEMOJHO  JIEMOHCTPHUPYET
TEOPETUUECKUE 3HAHUSA NPU pEUIeHUM 3aJaHui; OTBEThl Ha
JOTIOJTHUTEILHBIE BOMPOCHI HETIPABUWIIbHBIE (OTCYTCTBYIOT)

3a oOTBET Ha Keic-3ajaHue BBICTABIACTCS OleHKa «OTinuHO», «XOpoIioy,

«Y IOBIETBOPUTEIBHOY, «HeyaoBIeTBOPUTEIHHOY, KOTOPAS SBJISIETCS OLIEHKOM MO JUCIUTIINHE.

OueHku «YIOBIETBOPUTENBHO», «XO0pouo», «OTIUYHO» O3HAYAOT YCHEHNIHOE OCBOEHHUE

JUCITATIITUHBI.

5. Meroauyeckue peKOMEHIALMHU 110 OCBOCHHIO JUCIHUILIMHBI
Pexomenoayuu no noozomosxe Kk 1eKYUOHHbIM 3AHAMUAM

N3ydyenne nucHUIUIMHBI TpeOyeT CUCTEMATHYECKOI0 U MOCIEI0BaTEIbHOIO HAKOIUIEHUS
3HaHUH, CIeI0BATENbHO, IPONYCKU OTJCIBHBIX TEM HE MO3BOJIAIOT TITyOOKO OCBOMTH MpPEIMET.
HIMeHHO MOATOMY KOHTPOJIb HaJl CUCTEMATUYECKOM paboToil oOyyaronmxcs Bceraa HaXoAUTCs B
LIEHTpe BHUMaHU Kadeapsl.
OO6yyarommmcst He00X0IUMO:
- mepe]l KakIoi JIeKIMeH mpocMaTpuBaTh pabouyio MporpamMmy AMCHUIUIMHBL, YTO MO3BOJIUT
COKOHOMUTBH BpEMs Ha 3aIIMCBIBAHHWE TEMBI JIEKIIMH, €€ OCHOBHBIX BOIPOCOB, PEKOMEHAYEMOMN
JUTEPATYPBI;
- TIepe]l OYepeTHON JeKIuell He0OX0IMMO MPOCMOTPETh MO KOHCIEKTY MaTepual Mpeablayliei
JeKIMM; TPH 3aTPYAHEHUSAX B BOCHPUATHH MaTepuana cClefyeT OOpaTHThCs K OCHOBHBIM
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JUTEPATypHbIM HCTOYHHMKAM; €CIM pa3o0paTbCsi B MaTepuaie He yNaeTcs, TO HEoOXOIUMO
00paTUTHCS K MPETIOIaBaTeli0 Ha CEMUHAPCKUX 3aHATHSX.
Pexomenoayuu no noozomosxe k 3anamusm

OO0yyaromumcs ciaeayer:

- J10 OYEPEHOI0 CEMHHAapa WIN MPAKTUYECKOrO 3aHATHUA 110 PEKOMEH/I0BaHHbBIM JINTEPATyPHBIM

UCTOYHHKAM TIpopaboTaTh TEOPETHUECKUH MaTepual COOTBETCTBYIOLICH TEMBI 3aHATHA U

0TpaloTaTh 3a/1aHus, ONpeAeIEHHbIE A1 OArOTOBKU K IPAKTUYECKOMY 3aHATHIO;

- IIPH MTOJATOTOBKE K CEMUHAPaM WJIM NPAKTUYECKUM 3aHATHSAM CIIEyeT UCTIOIb30BATh HE TOJIBKO

JEKIMOHHBIN MaTepua, HO ¥ Ipyrue UICTOUHUKU UH(pOpMaIuHy;

- B HauaJse 3aHATHH 3aJaTh [IPETOIaBaTeII0 BOIPOCH IO MaTepHally, BbI3BaBIIEMY 3aTPYAHCHUS

B €0 NOHUMaHUH.

Bonpocut ona camocmosmenvnou noocomosku

Paznen 1. 'ocynapcTBeHHOE peryauMpoBaHKE BBIABICHUS, U3bATUS U3 I'PAXXJAHCKOIO 000poTa U

YHUYTOXKECHUS  (pambcupUUUpOBaHHBIX,  HEAOOPOKAYECTBEHHBIX M KOHTpadaKTHHIX

JIEKapCTBEHHBIX CPECTB

1. KakuM HOpMaTUBHBIM JIOKYMEHTOM periaMeHtupyercs obOpamenue JIC?

2. KakuM HOpMaTHUBHBIM JOKYMEHTOM PErJIAMEHTUPYIOTCS MpaBuiia yHuuToxeHus JII1?

3. Kaxkwue JIC oTHOCSTCA K (hanbcuumpoBaHHbIM, HeT0OpOKayeCTBEHHBIM, KOHTPa(haKTHBIM?

4. KakuMM HOPMATHBHBIMHM IPAaBOBBIMH aKTaMU DPErVIAMEHTHUPYIOTCS MOPSJIOK BBISBIICHUS,

U3BATHS U3 O0pAIeHU M YHUUTOKEHHSI MEAUIIMHCKUX OTX0J10B, BKItouas JIC.

OCHOBHbBIE TIOHATHSL.

Kakne npoOieMbl UMEIOTCS B BBISBICHUH (panbcuuimpoBaHHBIX, HEJOOPOKAUYECTBEHHBIX,

koHTpadakTHbIX JITT?

7. Tlpobnemsr oOpamieHust KOHTpapakTHBIX, (aTbCHPUINPOBAHHBIX U HEJOOPOKAUYECTBEHHBIX

JIeKapCTBEHHbIX IpemnapaToB B Poccun u 3a pyoexoM.

Ha xakux cranusax oopamenus JIII Bo3moxHO nosiBiaeHue HeqoopokayecTBeHHbIX JIC?

9. Kakue nocneacTBys BiIeUeT NPUMEHEHHE B MEIUIIMHCKUX LENsIX Henpuroausix JIC?

10. Kakue opranu3zamnuy BIpase Npou3BOIUTh yHHUTOXKeHHE JIC?

11. KTto Hecer pacxoibl, CBs3aHHbIE C YHHYTOXKEHUEM HenoOpokadecTBeHHbIX JIC,
¢danscuuumponanHbix JIC u konTpadaxtabx JIC?

12. B xakoii cpok Bnajesnen yHuuToxxeHHbIX JIC 00s3aH mpeocTaBUTh «AKT 00 YHUUTOXKESHUN
B DenepanibHyto cyk0y 110 HaI30py B cepe 3ApaBOOXpaHEHUS?

13. Kakue JIC wusbiMaroTcst u3 oOpalleHuss U MepelaroTcs Uil YHUYTOXKEHUS Ha OCHOBAaHUM
perenus Bnazaenbia JIC?

14. Yto0 siBNsieTCSI MCTOYHUKOM HMH(pOpMaLuu o (anbcu(UuIMpoBaHHbIX, HE0OPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX Mpenaparax?

15. Kakass OTBETCTBEHHOCTb HPEAYCMOTpPEHa 3a IPOM3BOJCTBO, pealU3alMI0, OTIYCK
banscuuIpOBaHHBIX,  HEAOOPOKAYECTBEHHBIX, KOHTpaaKTHBIX  JIEKapCTBEHHBIX
IpenapaTos?

oo

©o

Paznen 2. Opranusanusi B anTeUHbIX U MEIUIIMHCKUX OPraHMU3AlMsIX pabOThI MO BHISBICHHUIO,

WU3BATHIO, PAa3MELICHHUIO, NepeAade s YHUYTOXKEHUS HENPUTOAHBIX Uil MEIULIHUHCKOIrO

HCIIOJIb30BaHMUS JIEKAPCTBEHHBIX CPENICTB, JOKYMEHTUPOBAHUE ITPOLEAYD

1. Kakwe opraHu3alMOHHBIE TPOLEAYPHl CIEAyeT TNPEANPUHITH IS TPEIOTBPAIICHHS

MOCTYIUIGHHUsT B aNnTe4Hylo (MEIUIMHCKYIO) opraHuzanuioo ¢arbcuGUIMpoBaHHbBIX,

HEOOPOKAYECTBEHHBIX, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX TIPEMApaToB TMPH TPHEMKE

TOBapoB?

Kakwue JIC MOKHO OTHECTH K HEMMPUTOAHBIM JIJISI MEAUIIMHCKOTO UCTIOJIb30BAHMS?

3. Ha xakmx sramax oOpaieHUss BO3MOXHO MoOsiBiIeHHe HenpuroaHsix JIC B anTeuHol u
MEJTUIIMHCKOW OpTaHu3aIuu’?

N
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4. Kto mpuHumaer pemeHue 00 u3bATHH W yHHuTtokeHMH HMUJIC B anTeunod u
MEIULUHCKOW OpraHnu3anuu’?

5. Kakue cpoku pernaMeHTUpOBaHbI Uil YHUUTOXKEHUS BBIBJICHHBIX HEJ0OPOKAYECTBEHHBIX U
(umm) anbcuUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB?

6. Kem ocymiecTBisieTcs: yHUYTOKEHHE HET0OPOKaYeCTBEHHBIX U (MK) (pabcuGuImpoBaHHBIX
JIEKapCTBEHHBIX CPENCTB?

7. Kakue cBefeHUs JOJDKEH COAEpPKaTh aKT 00 YHHUYTOXEHUU HEJO0OPOKAYECTBEHHBIX M (HJIN)
banbCUPUITMPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB?

8. Ha uro cnenyer oOparute BHUMaHue npu npuemke JIC ans npeqoTBpalieHus B JIe4eOHOM
npouecce HMWJIC?

9. Kak crnenyer opraHu3oBaTh XpaHEHUE BBIABICHHBIX B MEIUIMHCKOM M anTeyHOH
opranuzanuun HMUJIC?

10. KakumMu HOpPMAaTUBHBIMU JOKYMEHTAMH perjaMeHTUpyeTCs KiIacCUpUKALUs M MOPSIOK
00palIeHus: ¢ MEAUIIUHCKUMH OTXO1aMH?

11. K kakuM KjlaccaM ONACHOCTH MJIi OKpY’Karolled NPUPOJHOM CpeAbl OTHOCATCS pPa3HbIe
rpynnst JIC?

12. KakoB mopsaoK JeMcTBUM  OTBETCTBEHHOI'O/JOJKHOCTHOIO JIMLA IPH  BBISBJICHUU
Henpuroaubix JIC B opranuzauusx?

13. Kakue ympaBiieHUeCKHE PELICHUs CIeNyeT MPEeIIPUHATh PYKOBOAMUTENIO OPraHU3alUU MPH
BosiBieHnn HMUJIC?

14. Kakass  OTBETCTBEHHOCTb IpelyCMOTpeHa 3a HapyuleHus B  chepe obopoTa
He100pOKaueCTBEHHBIX | (W) (hanbcu(UIIMPOBAHHBIX JIGKAPCTBEHHBIX CPENICTB?

15. KTo numeer npaBo OCyIIECTBIATh JESATEIbHOCTD 10 YHUYTOXKEHUIO OMACHBIX OTXO0/10B?

Pexomenoayuu no nanucanuro u ogpopmaenuro scce

Occe — 93TO caMoCTOsITeNIbHAas NHCbMEHHass paboTa Ha TeMy, MPeI0KEHHYIO
IpernojiaBaTeJieM  COOTBETCTBYIOUICH — JWMCHUIUIMHBI WM CaMOCTOSITENIbHO — M30paHHas
oOyyaromumMmcs 1o npodyieMaTiKe 4YuTaeMoro Kypca. Llenp HamucaHust 3cce COCTOMT B pa3BUTUHU
HaBBIKOB CaMOCTOSITEIBHOTO TBOPYECKOTO IMOAXOAa K TMOHMMAHUIO M OCMBICICHHUIO MPOOIEM
Hay4YHOTO 3HaHHS, BO3MOXKHOCTU €ro IpPUKIAJHOTO HCIOJb30BAHUA, a TaKXe HaBBIKOB
MUCHMEHHOTO U3JI0KEHHUSI COOCTBEHHBIX MBICTICH W OTHOIICHHS K PA3JINYHBIM SIBIICHHSIM.

OcceomkHO ObITh HamewyaraHo 12 mpudrom vepes 1,0 untepBan (MS Word), obumm
o0bemMoM 2 - 3 ctpanulpl. CTpaHHIIBI ACCE JOIKHBI UMETh CKBO3HYIO HyMepaluio. B BepxHem
IPaBOM YIJIy NEepBOM CTpaHUIIbl yKa3bIBaeTcs (haMuiius, MMs, OTYECTBO OpAUMHATOpA, KYpC,
HaNpaBJIeHUE TOATOTOBKH, MpOoGWiIb mporpamMmbel. Huke, 1O HEHTPY — TeMa 3CCe KUPHBIM
mIpUPTOM.

Occe TmpeamojaraeT IoOCIeNIOoBaTeIbHOE, JIOTHYHOE U JIOKA3aTeNbHOE PAaCKPBITHE
3asBJICHHOMN TEMBI.

Pexomenoayuu no pabome ¢ rumepamypoti

JIrobast popma camocTosTENTbHOW paboTHl OpAuMHATOpa (HMOArOTOBKA K CEMHUHAPCKOMY
3aHATHUIO, HAMMCAHWE 5CCE) HAYMHAETCS C M3YUYEHHsS] COOTBETCTBYIOIIHMX HH()OPMAIIMOHHBIX
UCTOYHUKOB.

PexoMennmauu opauHaTopy:

- 11eJ1ec000pa3Ho AeaTh 3aMucH MPH U3y4eHUH HH(OPMAIIMOHHBIX UCTOYHUKOB

-110 HanboJiee BaKHBIM UCTOYHUKAM c/ieNiaTh Oubnnorpaduyeckoe onrcanue

- JleNaTh 3alyCH MO KJIIOYEBBIM MO3MIMSAM HMCTOYHHMKA C IENBI0 JalbHEHIIel CChUIKH, THO0
yKa3aTh HOMEpa pa3/iesioB, CTPAHHII.

Beinensiores criemyromnye BUAbI 3anuceil mpu padboTe ¢ IuTepaTypoil:

KoHcmiekT - kpaTkasi cxemarnyeckasi 3alich OCHOBHOTO COZAEP)KaHUSI HAYYHOH PaOOTHI.
Llenpio sBAETCS HE MEPENUCHIBAHHE JIMTEPATYPHOTO HCTOYHMKA, A BBIABJICHHUE CHUCTEMbI
JI0Ka3aTeIbCTB, OCHOBHBIX BBHIBOZOB. KOHCIIEKT IOMKEH COYETaTh IIOJIHOTY H3JIO0XKECHHUS C
KPaTKOCTBIO.
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[Iutata - TOYHOE BOCHPOM3BEACHUE TEKCTA. 3aKIIOYAeTCs B KaBBbIUKU. TOYHO
yKaSBIBaCTCSI CTpaHI/ILIa HNCTOYHHKA.

Te3ucel - KOHIEHTPUPOBAHHOE U3JIOKCHUE OCHOBHBIX TOJOXKECHHH IMPOYUTAHHOTO
Marepuania.

AHHOTaIMS - 04€Hb KPaTKOE N3JI0KEHHE COACPKaHNS IPOYUTAHHOW PaOOTHI.

Pestome - Haubosee 001IMe BHIBOIBI U TIOJIOKEHUS paOOTHI, €€ KOHIIETITYyaJbHbIE HTOTH.

3anucu B TOW WM MHOW (popMe HE TONBKO CIIOCOOCTBYIOT IMOHMMAHMIO U YCBOCHHIO
H3y4acMoOro wmarcpuajia, HO H IIOMOTIaroT Bblpa6aTBIBaTB HaBBIKM ACHOI'O H3JIOKCHHUA B
NHCBMEHHOW ()OpPME TEX WIIM HHBIX TEOPETUUECKUX BOIPOCOB.

6. MaTepuajibHO-TeXHHYECKOE H YUeOHO-MeTOInYecKoe o0ecreueHne mMporpaMmmbl
OPAUHATYPbI

Jliia obecrieueHus peanr3anui AUCUUIUIMHBI UCIOIB3YIOTCSACIEUANIBHO 000pyI10BaHHbIE
MOMEIICHUS Ul MPOBEJACHUA YYEOHBIX 3aHATHHA, B TOM YHCIE: ayAUTOPUH, 00OPYAOBaHHBIC
MyJbTUMEAUMHBIMU W HMHBIMH CPEICTBAMU OOYYEHHS, T[O3BOJSIOIIMMHU HCIIOJIb30BATh
CHUMYJIILIMOHHBIE TEXHOJOTWH, C THUIOBBIMH HabopaMu MpopecCHOHATBHBIX MOJENeH B
KOJIMUECTBE, MO3BOJISIONIEM O0YyYarolIMMCsS OCBaWBaTh YMEHHsI MU HaBBIKU, MPETyCMOTPEHHBIE
npo(ecCHOHANBHOM  eATENIbHOCTbIO, WHIUMBUAYAIbHO, a TaKkKe UHOe 000pyaoBaHueE,
Heo0X0ouMoe I pean3anuu nporpamMmel opauHaTtypsl (Ilpunoxenue 1).

Jnst mpoBeAeHUsT JICKIUNA, TPAKTUYECKUX 3aHATUN OO0YYalOlUXCS HCIOIB3YIOTCS
MOMEIEHUS, OCHAILIEHHBICTIPE3EHTAIIMOHHBIM 000pyI0BaHEM (MYyJIbTUMEINA-TIPOCKTOP, IKPaH,
KOMIIBIOTEP JUIsl YIPABICHUS).

Jl5ig caMOCTOATEbHOM paboThl 00YUYAOIUXCSI UCTIOIB3YIOTCS TOMEIICHHUS, OCHAIIICHHBIE
KOMIIBIOTEPHON TEXHUKON ¢ BO3MOXKHOCTBIO MO/IKIIIOUEHUs K cetu "MHTepHeT" n obecrieueHrem
JOCTYTIA B 3JIEKTPOHHYIO HHPOPMAIIMOHHO-00pa30BaTENbHYIO CPEy OpraHU3alUH.

IIpoepammmnoe obecneuenue obue2o HA3HAYEHUs.

s obecriedeHusi peanu3all TUCHUIUIMHBI UCIOJIb3YeTCS CTaHIAPTHBINH KOMILIEKT
nporpammuoro ooOecrneuenus (I10), Brmrowaromuid peryispHo OOHOBISIEMOE CBOOOJHO
pacnpoctpansiemoe u nuiensuonnoe [10, B Tom yncne Windows u MS Office.

Ocnognas numepamypa

1. ®apmakonanzop [Dnexkrponnsiii pecypc] / B.K. Jlenaxun, A.B. AcraxoBa, C.K. 3bIpsiHOB -
M. : I'DOTAP-Menua, 2011. Pexum JOCTyma:
http://client.studmedlib.ru/book/970409169Vv0026.html

2. YmpaBlieHHe M SKOHOMHKa (apMaiuu [DneKTpoHHbIH pecypc] : yueOHuk / mon pen. U. A.
HapkeBnua. - M. : I'DOTAP-Menwma, 2017. - 928 c. : wun. Pexum pocryna:
http://client.studmedlib.ru/book/ISBN9785970445907.html

Jononnumenvnasn numepamypa

1. BuykoBa, B. A. IIpaBoBbie 0OCHOBBI (hapmarieBTHUECKOM aestenbHocTH / B. A. Baykosa, 1. B.
Cnounuak - Mocksa : IDOTAP-Meaua, 2018. - 416 c¢. - ISBN 978-5-9704-4297-5. - TekcrT :
anexTpoHHbIH // URL : http://www.studmedlib.ru/book/ISBN9785970442975 .html

2. Peructparisi ¥ HCIIOJIB30BAaHHUE JIEKAPCTBEHHBIX CPEICTB [DnekTpoHHBI pecype] / B.IL
[Magankua, M.P. Cakaee - M. : I'DOTAP-Memmna, 2011. Pexum pocryna:
http://client.studmedlib.ru/book/970409169Vv0025.html

IIpogheccuonanvhuvle 6a3zvl OaHHbIX, UHDOPMAYUOHHBIE CHPABOUHBIE CUCTEMbL

1. TlpaBoBas 6a3a nanHbIX «KOHCYNBTAHT CTyACHTa» [ DNEKTPOHHBIN pecypc|: odbumantbHpIN

caiit. — Pesxxum nocryna: http://www.studmedlib.ru/ — 3arun. ¢ sxpaHna.

2. IlpaBoBas 6a3a maHHBIX «KOHCYIBTAHT TUTFOCY [ DJIEKTPOHHBIN pecypc]: OpHUIHATLHBIA CaHT.

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

3. HayunasekrponHas 6ubnmuoreka «KubepJleHnHkay - [DaeKTpoHHbIH pecypc]: obHIanbHbIi

caiit. — Pexxum nocryma:https://cyberleninka.ru/— 3ar. ¢ sxpana.
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http://www.studmedlib.ru/
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4. Hayunass snekrponnas  Oumbmmoreka  «eLIBRARY.RU»  [Daektponnbiii  pecypc]:
ounmanpHbi caiT. — Pesxxum noctyna:https://elibrary.ru/— 3armn. ¢ skpana.

5. lN'ocynapcTBeHHBIN peecTp JICKaPCTBEHHBIX CPEICTB [DJIEKTPOHHBIN pecypc]: odHuImaibHbINA
caift. — Pexxum pocryna:https://grls.rosminzdrav.ru/—3ar:. ¢ skpaHa.

6. OdurmanpHeiii cailt denepanbHON CITYKObI MO HAA30pY B chepe 3ApaBOOXPAHCHUS B CETH
"MHTepHET»[ DIIEKTPOHHBII pecypc]: ounmanbHbINA Caur. — Pexxum
noctymna:https://https://roszdravnadzor.gov.ru/—3ar. ¢ skpaHa.

7. IlporpaMMHoO-anmnapaTHblii KOMIUIEKC I IPOBEPKU TEKCTOBBIX JIOKYMEHTOB Ha HaJlU4yue
3aMCTBOBAaHUMN M3 OTKPBITHIX MCTOYHUKOB B ceTH MHTepHET u Apyrux ucrtouHukoB Cucrema
«AHTHUIIIArUaT™»| DJIEKTPOHHBIN pecypc]: ounMaNbHBIH Caur. — Pexxum
nocryna:https://www.antiplagiat.ru/ —3aru. ¢ sxpana.
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ITpodeccuonanpHas moxens Ne 2, ucrosib3yemasi IpH peaausanuu oopazoaTebHOM nmporpaMmbl 33.08.02 «YpaBieHne u S)KOHOMHUKA hapMaIium»

Pabouas mporpaMma
IUCLUUIUIMHBL, B PaMKax
KOTOPOH UCIIOJIB3YETCS

HpO(beCCI/IOHaHBHaﬂ MOACIb

b1.B.5 OpraHI/I3aHI/I${ pa6OTBI C HCMIPUTOAHBIMU IJId MEAUIMHCKOT'O UCIIOJIB30BaHUS JICKAPCTBEHHBIMUA

cpe€acTBaMu B MCIUIIMHCKUX W allTCYHBIX OpTraHHU3alusIXx

JomxHOCTD

JupekTop (3aBenyrominii, HaYaJTbHUK) alTEYHOM OpraHN3aluu
3aMmecTuTeNb TUpeKTopa (3aBe1yIoIIero, HadyalbHUKA) aTeYHO OpraHu3alun

TpynoBas ¢pyHKIHS

VYrpasieHre Ka4eCTBOM Pe3yabTaTOB TEKYIICH NeSTEILHOCTH (papMaIieBTUUIECKON OpraHu3aIii

TpynoBble nelcTBUA

Opranuzanus paboTsl ¢ GanbcuGUuIupoBaHHOMN, HEJOOPOKAUYECTBEHHOM U KOHTpa(akTHON MpoAyKIIHeH

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

«KoHcynbTaHT 11toc», opunuaisHoMy caiiTy Poc3paBHanzopa (MH(GOPMALIOHHBIE CUCTEMBI, T03BOJIAIOLINE
OCYLIECTBIIATh ONEpALlM, CBS3aHHBIE C TOBAapOJBIKCHHEM U BBIABICHHEM (albCU(UIUPOBAHHBIX,
KOHTpa(aKTHBIX M HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX IPENapaTroB WM HH(OPMALMOHHBIE IHCbMa
Poc3npaBHanzopa);

TenedpoHnoMm, wuMerOmMi BHYTPEHHIOI CBSI3b C OTHAEIaMM aNTeKH,
UCTIOJIB3YIOUIYIOCS /ISl IEIOBBIX KOMMYHUKAIUH (MYJISIK);

[MTankamu ¢ mokymeHTaIuew, BKiIOYaromiei: ToBapocompoBOIUTENbHAS JTOKyMEHTalus (cueT-(haxkTypa,
TOBapHasl HaKJaJHas, peecTp JOKYMEHTOB, MOATBEP)KIAIOIIMX KauyeCTBO IOCTABIIAEMON MPOAYKIUH);
npoekTbl JokyMeHToB (COII no pabore ¢ HecooTBeTcTBYIOLIEH mpoaykiuei; [Ipuka3z o6 opranuzanuu
paboTel C TOBapaMH aNTEYHOIO ACCOPTUMEHTA HECOOTBETCTBYIOLErO KauecTBa B  alTEYHOU
opranuszanuu); Jlorosop mnocraBku; J[oroBop Ha YHHMUYTOKEHHE HECOOTBETCTBYIOIIEH MPOLYKIUHU C
OpraHu3aiyeil, UMeIel JTUIEH3UI0 Ha JESITeNbHOCTh 10 COOpY, MCHOJIb30BaHUIO, 00€3BPEKUBAHUIO,
TPaHCHOPTHPOBKE U pa3MmemieHuto oTtxojnoB [-IV  kmacca omacHOCTH;AKT 00 yCTaHOBJIEHHOM
PacXoXkJIE€HUU IO KOJUYECTBY M KadecTBY INpHU NpueMKe ToBapa; KypHana perucrpanuu pe3yibTaToB
OPUEMOYHOTO KOHTpOJsA; AKT 00 u3bATHH (anbCU(UIMPOBAHHOW, HEIOOPOKAYECTBEHHOH U
KOHTpa(akTHON MPOIYKIIMHU U IIEPEMEIICHUN €€ B KApAHTUHHYIO 30HY; AKT (MpUKa3) MO OpraHu3aluy Ha
cnucanue (GpambCUPUIUPOBAHHON, HEJOOPOKAYECTBEHHON M KOHTpadakTHON MPOIYKIMHU, MOAJIEKAIIeH
YHUUTOXKEHUI0; Bo3BpaTHas HakiaaHas; AKT nepeJadyd Ha YHUUTOXXEHHE ToBapa, AKT 00 YHUUTOXKEHUH

a TaKXXC€ BHCIIHIOIO CBA3b,
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dbanbcupuIpoBaHHON, HEJOOPOKAYECTBEHHOM MM KOHTpa(haKTHON MPOTyKIIUU
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