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NMPOrPAMMA NMPAKTUKU
b2.62 lNpou3BoacTBEeHHasA NpaKkTUKa NO OpraHn3auumn KOHTPonsa u
Haa3opa B cchepe obpalleHnsA NeKapCTBEHHbIX CPeacTB

1. Koo n HaumeHoBaHMe cneunarnbLHOCTU:
33.08.02 YnpaBneHune n akoHoOMKUKa hapmauum
2. NMpodunb nogrotoBku/cneunanusayms: OTCyTCTByeT
3. KBanudukauma BbinyCKHUKA: NMPOBU3OP-MeHeaXep
4. ®opma obyyeHUs: ovHas
5. Kacheapa, oTBevalowasn 3a peanusaumio NPakTUKN: yNpaBrieHNs U SKOHOMUKM
drapmauum

6. CoctaButenu nporpammbl: YynaHanmHa EneHa EBreHbeBHa, A.papM.H.,
npodeccop, KysémknHa AnekcaHgpa BacunbesHa, K.dpapM.H., bongbipeBa EneHa
BrnagumupoBHa, K.doapMm.H.

7. PekomeHpaoBaHa: Hay4yHO-MeTOANYECKMM COBETOM (hapMaLleBTUYECKOrO (hakynbTeTa,
npoTtokosi Ne 1500-06-05 ot 25.04.2022 r.

8. YuebHbIN roa: 2022-2023 CewmecTp(bl): 2



9.llenu n 3aga4v NpakTUKu:

Llensamn npon3BoACTBEHHOW NPAKTUKM NO OpraHmn3auum KOHTPOns U Hag3opa B cdepe
obpaLlleHns nekapCTBEHHbIX CPEACTB ABNAOTCA NonyyYeHne npodeccrmoHarnbHbIX HaBbIKOB
Nno oOpraHu3auunm KOHTPOJSIbHO-HAO30pHOM OeAaTenbHOCTM B cdepe obpaueHus
NeKapCTBEHHbIX CPeaCTB.

3apgayamm NpPon3BOACTBEHHOW MPaKTUKU MO OpraHuM3auumn KOHTPONns v Hagsopa B
chepe obpalleHns nekapcTBEHHbIX CPEACTB SABNAKTCS:

- opMMpOBaHME Yy OPAMHATOPOB HAaBLIKOB MO OpraHM3aumm u MNpOBEAEHUIO
rocyaapCTBEHHOro Hagsopa B o06nactu COOTBETCTBUA NEKApCTBEHHbLIX CpPeacTB
3aaBNeHHbIM TPeOOBaHMSAM K UX Ka4ECTBY;

- dopMMpoBaHME Yy OpAMHATOPOB HAaBbLIKOB MO  OpraHu3auun
©e30MacHOCTM NekapCTBEHHLIX NpenapaToB Npu nx obpalleHuy;

- opMMpOBaHNE Y OPAMHATOPOB YMEHUMN U HaBLIKOB MO OpraHuM3aumMmM KOHTPOIs
KayecTBa NleKapCTBEHHbIX NpenapaTos, B T.4. MO OpPraHM3aunn 3KCNepTu3bl NIEKapCTBEHHbIX
CpeacTB C NOMOLLLI XMMUYECKMX, BUONOrnyecknx, rU3nKo-XMMMUYECKMX N MHbIX METOOOB.
- dopMMpoOBaHNE Yy OPAMHATOPOB HABLIKOB MO WCMOSMIHEHWUIO FOCYAAPCTBEHHOM
YHKUMM NO OCYLIECTBNEHUO TOCYAapCTBEHHONO Haa3opa W KOHTponsi B cdepe
oOpallieHns nekapCcTBEHHbIX CPeacTs.

MOHUTOPUHIa

10. MecTo npakTtuku B cTpyktype OOIl: npaktuka oTHocuTcA K brioky 2, 6asoBas 4yacTb
obpasoBartenbHOM Nporpammbl No cneymansHocTn 33.08.02 «YnpaBneHne M 3KOHOMUKA
dapmaunmny».

11. Bupa npaktuku, cnoco6 n ¢popma ee npoBeaeHus

Bua npakTukn: npomM3BoaCcTBEHHas.

Cnoco6 npoBeaeHUA NPAKTUKU: CTalMOHapHas/Bble3gHas.
dopma npoBeAeHUA NPAKTUKU: ANCKPETHas.

Peanunsyetcs yactnyHo B cbopme npaktudeckon nogrotosku (MI).

12. MnaHupyeMble pe3ynbTaTbl OOy4YeHUsi MPU MPOXOXKAEHUU MNPAKTUKU (3HaAHUA,
YMEHMUSl, HaBblKM), COOTHECEHHble C MNJlIaHUpPyeMbiMU pe3yfibTaTaMu OCBOEHUS
obGpasoBaTenbLHOWN NporpamMmbl (KOMMNEeTeHUUAMU BbINYCKHUKOB):

KomneTteHuus [MnaHnpyemble pesynbTaThbl
Kon Has3BaHue oby4yeHus
IMK-1 | [OTOBHOCTb K NpOBEAEeHUo | YMeTb: OCYLLECTBNATb NOWUCK " OLIEHKY)|
npouenyp BBO3a | (papmaveBTnyeckon uHopmaumMm, B TOM 4uUcne B
neKkapCTBEHHbIX CPeacTB B | pecypcax € uHopmaumen o BBose B PO
Poccuinckyto denepaunio 1 | IeKapCTBEHHbIX  CcpeactTB WM BbiBo3e M3 PO
BbIBO3a NEeKapCTBEHHbIX | JIeKapCTBEHHbIX CPeacTB
cpeacts  mn3  Poccunckon | Bnagetb: HaBblKaMn npouenypsl BBO3a
depepaummn nekapCTBeHHbIX NpenapatoB Ha Tepputoputo PO u
BblBO3a JIEKapPCTBEHHbIX CpeacTB n3 PO
[MK-2 | FoTOBHOCTb K NpoBEeAEHU0 | YMETb: OCYLLECTBNATb NMOWUCK " OLEHKY

npoueayp no U3bATUO K3

rpaxxgaHckoro obopoTa pecypcax Cc WHdopmaumen o 3abpakoBaHHbIX

hanbcnnunpoBaHHbIX, NeKapCTBEHHbIX CcpeacTBax W ToBapax anTevyHoro

Heao6poKa4YeCTBEHHbIX U accopTMMeHTa

KOHTpadaKTHbIX BnageTb: HaBblkamMu  opraHusauum  paboTbl Mo

NeKapCTBEHHbIX CPEACTB U | UIBSTUIO n3 rpakaaHckoro obopoTa

NX YHUYTOXEHMIO dhanbcnrumMpoBaHHbIX, HenobpokayeCcTBEHHbIX,
KOHTpaaKTHbIX  NEKApCTBEHHbIX CPeactB U UX
YHUUTOXEHMEM, BKIOYas NekapCTBeHHble npenapaThbl,
cogepxaiyne HapKoTU4eckne cpeacTea 7

dapmMaueBTMYECKON WMHGOpPMaLMK, B TOM 4uCre B

MCUXOTPONHbIE BELLECTBA M UX MPEKYPCOpbI.




MK-3

[(OTOBHOCTb K NpOBEAEHUIO
npoueayp,
npeasyCMOTPEHHbIX Mpu
rocygapCTBeHHON
peructpauum

JIEKapCTBEHHbIX MpenapaToB

YMeTb: 0o(opMnsATb  OOKYMEHTbI
NOCbe Ha NnekapCcTBeHHble Npenapartbl

perncTpaumoHHOro

Bnagetb: HaBblkamy oOpraHusauuv [OOKYMEHTarbHOro
CONpPOBOXOEHUS perucTpauum NEeKapCTBEHHbIX
npenapaTos

MK-8 | FOTOBHOCTL K OpraHm3aumm [YMeTb: 0popMnaTb AOKYMEHTbI MPOTOKOSIOB UCMbITAHUN
3KCNepTM3bl NEKAapCTBEHHbIX M akTOB 0TOOpa 0bpa3suoB (Npob) nekapcTBEHHbIX
CpeacTB C NOMOLLbLO CPeACTB B paMKax NpoBeAeHUs1 «BXOAHOIO KOHTPOSs»
XUMUYECKUX, BnapeTb:
ononornyeckmx, uU3snko- - HaBblkaMM MO OpraHMsauum 3IKCNepTu3sbl
XUMUYECKMX U UHBIX nekapCTBEHHbIX CPeACTB XMMWYECKUMU, (PUINYECKUMN,
MeTo4oB Buonornyeckumn, OU3NKO- XMMUYECKMMN MeTodamMn B

anTeYHbIX YCMOBUSIX W B YCNOBUAX  3aBOLCKUX
nabopaTtopuin, He3aBUCMMbIX NadopaTopui;

- HaBblkaMW [OKYMEHTanbHOro COMNpPOBOXOEHUSA
9KCNepTU3bl NEKAPCTBEHHbIX CPEACTB

MK-9 | FoToBHOCTL K OpraHusaumm | YMmeTsb: OCYyLLEeCTBNATb Nnounck n OLIEHKY|

KOHTpOIIA Ka4decTBa
JIeKapCTBEeHHbIX CpeaCcTB

dapmaueBTM4ECKON WHOPMaLUUKM, B TOM 4uUcre B
pecypcax ¢ MHopmaunen o NpoBeaeHNN SKCNepPTU3bI

KayecTtBa mMeToaoB KOHTpPOJ14 KayecTtBa
JIeKapCTBEHHbIX cpencTtB and MeanUMHCKOro
npuMeHeHnA

BnageTtb: HaBblkamu 1o opraHnsaunm KOHTPOINA

KayecTBa IeKapCTBEHHbIX MNpenapaTtoB B paMKax
OCYLLEeCTBNEHNSs  TFOCYAapCTBEHHOro Hagsopa 3a

Ka4€CTBOM J1eKapCTBEHHbIX CpeaCcTB

13. O6bemM npakTUKu B 3a4eTHbIX eanHuuax/yac —15 3ET/5404acos.
Popma NpoMeXXyToO4HHOM aTTecTalum - 3a4eT C OLIeHKOU

14. Buabl y4eb6HOMU paboTbl

TpyaoeMKocTb
Mo cemecTtpam
Bug yuebHon paboThbl Bcero
2 cemecTp
9. 4., B dhopme MM

Bcero yacos 540 432 108
B TOM 4unche:;
JlekumoHHble 3aHATUSA (KOHTakTHasA pabota) - -
MpakTnyeckme 3aHATUA (KOHTaKTHasa paboTa) 20 20
CamocTosiTenbHas pabota 520 412 108
dopma NpoMeEXYTOHHON aTTecTaumm - -
(3a¥em c oyeHkoul — 0 4ac.)

Wtoro: 540 432 108

KoHTakTHass  pabota oOy4valomMxCca  OCYLLECTBNSIETCA B OCHOBHOW  3Tan

NPON3BOACTBEHHOW MPaKTUKM B y4yebHOW ayautopum Ons nNpoBeAeHnsa yd4ebHbIX 3aHATUM
apmaveBTudeckoro akynoteta (kopnyc 7). KoHTakTHaa paboTta oO6y4arouxcs
peanu3yetcs C  WUCNONb30BaHWEM  3NIEKTPOHHOrO  OOyYeHMs U OUCTaHLUMOHHbBIX
obGpasoBaTenbHbIX TEXHOOMMIN (B 3NEKTPOHHOM MHPOPMaLMOHHO-06pa3oBaTenbLHON cpeae -
obGpasoBaTenbHbIn  nNopTan «3ONeKTPOHHbIM  yHMBepcuteT BIY» - Pexum pgoctyna:
https://edu.vsu.ru/ oHnanH-kypc «OpraHnsaunsi KOHTPOSIbHO-Pa3peLUNTENBHON AEATENBHOCTU
B chepe obpaLleHus neKapCTBEHHbIX cpeacTs (opavHatypa)»
https://edu.vsu.ru/course/view.php?id=3429). O6bem KOHTaKTHOM paboTbl Oby4aromMxXca Ha



https://edu.vsu.ru/course/view.php?id=3429

Npon3BOACTBEHHOW npakTuke - 20 4. KoHTakTHas paboTta obyvarolumxcs BknovaeT B cebs
NpakTUYeckne 3aHATUA W 3aHATUA  TUna  KOHCYyNbTauui  (TPYnnoBble  KOHCYmMbTauuM,
HAMBMAYarbHblE KOHCYNbTauuuM u (Unu) uHaveBuayanbHas paboTta oby4vatolmxcs), B TOM
yucre ¢ UCnonb3oBaHWeM AUCTaAHLMOHHbLIX 06pa3oBaTeNbHbIX TEXHOOTMIA.

15. CoaepxaHme nNpakTUKu

n/n Pasgenbl (aTankbl) CopepxaHue pasnena
NpaKkTUKn

1. NoaroToBUTENBLHLIN MHcTpykTaxk no TexHuke GesonacHocTu, obliee 3HAaKOMCTBO C

(opraHM3aumoHHbIN) 0as3on npakTWKW, COCTaBneHMEe W yTBepXaeHwe rpaduka
NPOXOXXAEHUS NPAKTUKM.

OpavHaTtop cocTtaensieT NHAMBUAOYaNbHbIN rpaduk
NPOXOXOEHUS  MpPaKTWMKW,  KOTOPbIA  COrMacoBbiBaeTcsi  C
pykoBoguterniem oT 0asbl-NnpakTUkM W pPyKoBOAMTENEM  OT|
Kadbegpsl.

B nHanBuayanbHOM nnaHe ykasbliBaeTcs:

-HaMMeHoBaHWe  CTPYKTYpPHOro  noApasgeneHvst  anteyHom
opraHusaumu;

- NpodyeccroHanbHble YMEHUS U HaBblKW, KOTOpble OCBaMBaeT
opavHaTop;

-nporpaMmma caMOCTOSTENbHOM paboTbl MO NPaKTUKE;

-rpadouk paboTbl Hag MHAUBUAYANbHLIM 3aHATUEM;

-nepeYveHb OTYETHbIX JOKYMEHTOB MO NpPaKTUKe.

2. OcHoBHON

2.1 M3yuyeHne wn aHanus 1. OpraHusaumsi BBO3a/BblBO3a JEKAPCTBEHHbLIX CPEACTB
agMUHUCTPaTUBHOWN \019 MEAULMHCKOrO NPUMEHEHUs Ha TeppuTtoputo P *
npouenypbl no 2. OpraHusauus AOKYMeHTanbHoro COMNpPOBOXOEHS
npoBeAeHNIo pervcTpaumm fiekapcTBeHHbIX NpenapaTos.
rocygapCcTBEHHOrO 3. OpraHm3aumm KOHTPOSMbHO-HAA30PHbLIX MEPOnpUATUN B
KOHTpONs M Hag3opa B Liensix obecnedveHns kadectsa J1C.
cchepe obpaLleHus 4, lMnaHnpoBaHme NpoBeaeHNsI MPOBEPOK.
nekapCTBEHHbIX 5. Mopspok npoBedeHus npoBepok Poc3gpasBHaa3opom
cpeacTs cyGBbeKTOB po3Hu4HoM Toproenu JIC. *

5.1. OpraHusaumsi n npoBeaeHe NNaHOBOW NPOBEPKN;
5.2. Opranusauusi 1 npoBeAeHNE BHEMAHOBOWN NPOBEPKMY;
5.3. [lokyMeHTapHble 1 Bble3aHbIE NPOBEPKY;

5.4. MNopsigok opraHn3aLmm NPOBEPKY;

5.5. KoHTponbHas 3akynka.

6. OdopmreHne pesynbTaToB NPOBEPKN.

7. MNpuHATNE Mep No pesynbTaTam NpPOBEPKW.

2.2. 3awmTa npas opuandecknx nuy| 1. Mpasa lopuanyeckux Ml M MHAKBUAYANbHLIX
W MHAMBUAYANbHBIX npeanpuHuMarenen npu NpoBegeHNn NPOBEPOK.
NpeanpUHAMATENEH npu 2. Mopsaok obxxanoBaHWs pe3ynbTaToB NPOBEPKU.
NpoBeAEHMN MPOBEPOK

2.3 OpraHusauus koHTpons 1. OpraHusaumss MOHUTOPUHra uHgopmauun o JIC, n3baTbIX|
kayecrtBa J1C Ha 13 obpalleHns B CBSI3N C HECOOTBETCTBMEM MX KadyecTsa.
TeppuTopumn 2. OpraHusaumun KOHTPOMs Ka4yecTBa JIeKapCTBEHHbIX CPEACTB
BopoHexckon obnactu Ha TeppuTopuKn BopoHexcko obnacTu ¢ uernbio NpeaoTBpaLLeHus

nocTtynneHus anbcurumMpoBaHHbIX U HEeLOOPOKAYECTBEHHbIX|
InekapCTBEHHbIX CpeacTB Ha TeppuTopuio BopoHexckon obnactu
n obecnedeHnst kavectBa, 9(ODEKTUBHOCTM M ©Oe30MacHOCTU
INekapCTBEHHbIX CPeaCTB.

3. OpraHusauus KOHTpOIs KayecTBa Jic B
papmaLleBTUYECKMX OpraHn3aLnsx.

4. OpraHuzauma  pabotbl Cc  danbCnULMPOBaHHBIMMU,
KOHTpadaKTHbIMK U HeaobpokadecTBeHHbIMK J1T1.

5. OpraHusaumsa paboTbl B aBTOMaTU3MPOBAHHOW CUCTEME]
«BbIBOPOYHBIN KOHTPONbY Npu cbope M obpaboTke cBegeHUn O
cepusax n naptuax J1C, nocTynaroLwwmx B rpaxgaHckui obopor. *

6. [lopagok  ocyllecTBreHUss  BbIDOPOYHOrO  KOHTPONS
kayectBa J1C.

7.  OpraHusauus MOHUTOPWHra 3PP EKTUBHOCTH "
©esonacHocTn JIC B pamkax opraHu3aumm chapmakoHaasopa. *

8. [lopsgok  npuHATWS " ochopmneHus peLueHmns




PocsgpaBHag3opa NO  YHUYTOXEHWIO HenobpOKavyeCTBEHHBIX,
hanbcMpPULMPOBaHHbIX 1 KOHTpadakTHbIX J1C.

3akouYnTENBHbLIN

O(bOpMJ'IeHI/Ie AOHEeBHMKa, oOoT4eTa Tno I'IpOl/I3BO,EI,CTBeHHOI7I

NMPaKTuKe, NoAroToBKa K npomemyTquoﬂ atTectauun.

15.1. CopepxaHve nHaUBUAYanbHbIX KOHCYTbTaLuK

Ne HanmeHoBaHne .
CopepxaHve TeMbl MHOUBUAYAINbHOW KOHCYNbTaLmm
n/n pasgena/TeMbl ANCLMMIWHBI

1. OpraHunsauns BBO3a/BbiBO3a 1. Mopsinok paboThbl B aBTOMAaTU3MpPOBaHHOM
nekapcTBeHHbIX CPeAcTB Ans | uHdopmaumoHHon cucteme PocsgpaBHagsopa (ganee — AUC)
MeOMLIMHCKOTO NpuMeHeHus | npu cbope n obpaboTke cBeaeHwuit o cepusx u naptusax J1C,
Ha TeppuToputo PO NOCTyNawLwWmx B rpaxkgaHckmii obopot PP, npepoctaBnsiembix

npeanpuaTMSMU-NPOM3BOANTENSMM n opraHv3aumnsamMu,
ocyuwectensowmmn Beo3 J1IM Ha Tepputopuio PO.

2. nopsaok odopmieHns BBO3a/BblBO3a HApPKOTUYECKUX
CpeacTB, MCUMXOTPOMHbIX BELWEeCTB WM WX MPEeKypcopoB Ha
Tepputoputo PO.

2 Mopsigok npoBeaeHns 1. OpraHusaums 1 npoBegeHne NNaHoBOW NPOBEPKY;
npoBepokK 2. OpraHu3aums 1 npoBeJeHne BHENMAHOBOW NPOBEPKMY;
PocsgpasHagsopom 3. JokymeHTapHble 1 Bble34HbIE MPOBEPKY;
cybbekToB PO3HUYHOW 4. lNopsgok opraHusaLmn NpoBeEPKY;

Toproenu J1C. 5. KoHTponbHas 3akynka.
6. lopsgok  odopmneHnss  pesynbTaToB  MPOBEPKM:
COCTaBlEHME aKTa MPOBEPKM, OOpMIIEHME npeanucaHus Ha
yCTpaHeHve HapyLLEeHWN.
3 OpraHusaums  pabotbl B
N 1. Mopspok dopmupoBaHus PocgpaBHag3opoM  nnaHa
aBTOMAaTU3MPOBaHHON
_ | BbIBOPOYHOro koHTponsa kadectsa JIC.
cucteme «BbIBOpOYHbIN
2. CogaepxaHne nnaHoB BbIDOPOYHOro KOHTPOISi KavyecTea
KOHTpOmnb» npu cbope u
y nekapCTBEHHbIX CPeAcCTB Ha NpeabiayLime oTYeTHbIe Neproab.
obpaboTke  cBegeHMn O
cepusx u napmsx NC 3. MHdopmaums, kputepumn n noaxoq npu opmmnpoBaHum
'’ | nnaHa BbIBOPOYHOrO KOHTPONS KavecTBa NeKapCTBEHHbIX
NOCTYNakoLLNX B
_ cpencTs.
rpakxgaHckum o6opoT.

4 OpraHusaumss  MOHWUTOPUHra 1. Mopsagok cbopa n aHanusa uHGOPMaLMKM O Cry4vasix
apbpekTMBHOCTH N | NOBOYHbIX OENCTBUA, He YyKa3aHHbIX B WHCTPYKUUM MO
©esonacHoctn JIC B pamKax | NPUMEHEHNIO  FIEKAapCTBEHHOro npenapata, O Cepbe3HbIX
opraHusaumm HexXenaTenbHbIX peakuusx, HenpeaBuMOEHHbIX HexenaTenbHbIX
hapmakoHagsopa. peakumsix Mpu NPUMEHEHWM IeKapCTBEHHbIX npenapaTtoB, 06

OCOBEHHOCTAX B3aVMOAENCTBUS NeKapCTBEHHbIX NpenapaToB C
OpYyrMMn NekapCcTBEHHbIMU NpenapaTamMu.

2. [Mopsaok BHECEHUS] CBEOEHUN O BbISIBNEHHbIX Cryyasx
HexenaTenbHbIX  peakuui UK criyvasx TepaneBTUYECKON
HeahhEeKTMBHOCTK npu NPYMEHEHUN neKkapCTBEHHbIX
npenapaTtoB, paspelleHHbIX K obpaiweHuo B Poccunckon
defepaumm B rocygapCTBEHHYH WHMOPMALUOHHYIO CUCTEMY
«dapmakoHagsop».

3. Mopsigok pabotbl B AC «DapmakoHag3op».

4, Mopsgok dopmupoBaHmna pekomMeHgauun
PocsgpaBHag3opom no utoram MoHuTopuHra 6esonacHoctu J1IC
N NX JOKYMEHTaNbHOro 0pOpPMIIEHUS.

16. MNepeyeHb OCHOBHOW WU AOMNOJNIHUTENBHOW NUTEpaTypbl, PECYPCOB MHTEPHET,
Heo6XxoAUMbIX ANSA OCBOEHUSA AUCLUMNIIUHDI
a) oCHOBHasa nuTepaTtypa

Ne n/n NcTo4vHnk

OpraHusauuns dapmaueBTUYecKon OesaTernbHOCTU uvkn nekuywn / E. E. Yynmanguha, . T.

1. memboukas .— MN3a. 2-e, nepepad. — BopoHex : sgatenbckun gom BIY, 2019 .— 235 c.
YnpaeneHune 1 akoHOMKKa papManmm : y4ebHuk / nog peq. V. A. Hapkesuda. - M. : TOOTAP-Megaua,
2019. - 928 c. : un. - 928 c. - URL : https://www.studentlibrary.ru/book/ISBN9785970452288.html

6) gononHuTenbHasa nuteparypa

No n/n |ACTOYHUK
MporpamMmma © MeToaMYeckue maTepuanbl K MPOBEOEHU0 MPOM3BOACTBEHHOM MPAKTUKU MO

3. OopraHu3aumm KOHTPons U Hag3opa B cpepe obpalleHnss NekapcTBEHHbIX CpeaCcTB Afsl OPANHATOPOB,
obyyarowmxca no cneymnansHoctn 33.08.02 "YnpaBneHne u 3koHOMMKa dapmauun” : y4ebHO-



https://www.studentlibrary.ru/book/ISBN9785970452288.html

mMeToguueckoe nocobue / E. E. YynaHauHa, A. B. KysemkuHa, E. B. Bongeipesa, J1. Tl. MuxuHa .—|
BopoHex : W3paTtenbckun aom By, 2020 — 44 C. —
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-63.pdf>.

4. BHykoBa B.A., [paBoBble 0CHOBbI hapmaueBTUYeckon gesitenbHocTu / BHykoBa B.A., Cnivvak U.B. -
M. : MA0OTAP-Megua, 2020. - 432 C. - URL
https://www.studentlibrary.ru/book/ISBN9785970454077.html

5. MonuHckas T.A., [paBoBble OCHOBbLI OpraHv3aunm bapmMaueBTUYECKON OeATENbHOCTU © y4ebHuK / T.
A. MonuHckasa, M. A. Wuwos, C. B. OJasugos. - M. : TOOTAP-Meana, 2020. - 384 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970453100.html
BapakwaHoB A.P., [ocyaoapCcTBeHHOE perynupoBaHue OeATenbHOCTM anTeuHbIX OopraHu3auun u ux

6. CTPYKTYPHbIX NoapasgeneHuit. : ydebHoe nocobue / bagakwaHos A.P., BaknHa C.H., ATkHuHa .11, -
M. : r90TAP-Menna, 2018. - 272 C. - URL
https://www.studentlibrary.ru/book/ISBN9785970447222.html

7. YnpaBrneHue kayecTBoM [OnekTpoHHbIN pecypc] / poaseHckun C.A. - M. : MpocnekT, 2017. — 224 c.
URL : https://www.studentlibrary.ru/book/ISBN9785392242122.html
ITenaxuH B.K., PAPMAKOHAOSOP / B.K. JlenaxuH, A.B. Actaxosa, C.K. 3bipsHoB - M. : TQOTAP-

3. Megna, 2011. - Tekct : anekTpoHHbln // OBC "KoHcynbTaHT cTygeHta" : [canT]. - URL
https://www.studentlibrary.ru/book/970409169V0026.html
Jlanuayc B.A..Bceobuiee kavectBo (TQM) B poccuiicknx komnaHmsx /

9. B.A.Jlanugyc; [Noc. yH-T ynp., Hau. doHa noarot. kagpos .— M. : HoBoctu, 2000 .— 431c.

10 Bacosckuii J1.E. YnpaBneHue kadyectBoM : YuebHuk / J1.E.Bacosckuin, B.B.lMNpoTtackes .— M. : UHdpa-
' M, 2001 .— 211 c. : un., Tabn. — (Bbiclwee obpaszoBaHne) .— ISBN 5-16-000448-3 :31.10.
LLlyknuH O.C.YnpaBneHue kayectsom : TepmuHon. cros. / LLykmuH O. C. — BopoHex, 2002 .— 92 ¢. —
11. URL:http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf
12.  |PykoBoacTBo no npumeHeHuto ctaHgapta MCO 9001:2000 B obnacTtv obyveHus n obpasoBaHust /
Mep. ¢ anrn. AJ1. PacknHa .— M., 2002 .— 127 c. — (bubnuoteka xypHana "CtaHgapTbl 1 Kade-
ctBo") (Jom kavecTtBa ; Bbin. 10(19)) .— ISBN 5-94938-006-1 : 220.00.
13 Mmemb6oukas I'.T. B nabupuHtax papmauestuyeckoro meHegxkmenta / [.T. Tnemboukas. — M.: Jlut-

" [repa, 2007 — 254 c.

14 HukutnH B.A. YnpaBneHue kadectBom Ha 6ase ctaHgaptoB MCO 9000: 2000 : MNonuTtuka. OueHka.

* |®opmupoBaHue. Pecypcol / B.A. HukutnH .— CI16. v agp. : MNutep, 2002 .— 261,[1] ¢. : vn., Tabn. —
(Teopus n npakTnka meHegkmeHTa) .— bnbnuorp.: ¢.262 .— ISBN 5- 94723-122-0 : 85.00.

15 KauecTBo B nctopun umMsnnusauun. SBOMOLUMS, TEHOEHLUMN N NEPCNEKTUBLI yNpaBneHns KavecT-

" |Bom : B 3-x T. / noa pea. k. [bxypaHa; nep. ¢ aHrn. O.B. 3amatuHon n A.A. Jlleea .— M. : Ctan-
\napTbl 1 kavecTBo, 2004 - T. 1 .— 2004 .— 207 c. : un. — (bmbnunoTeka Bcepoccunckom
opraHunsaumm kavecta (BOK)) .— bubnuorp. B koHue rm. — ISBN 5-94938-019-3. T. 2 .— 2004
.— 207 c. : un. — (bnbnunoTteka Bcepoccuickon opraHnsaumm kadectsa (BOC)) .— Bubnuorp. B
npumeu. B KoHue rn. — ISBN5-94938-017-7. T. 3 .— 2004 .— 205 c. : un. — (bnbnuoteka
Bcepoccuiickon opraHnsaumm kadectsa (BOC)) .— Bubnuorp. B npumeu. B KoHuUe . — ISBN5-
94938-020-7.

B) MHOPMAaLMOHHbIE 3NEKTPOHHO-0Opa3oBaTenbHblE pecypcbl (oduumnanbHble
pecypcbl UHTEPHET)™:

Ne n/n Pecypc

16. 3HB BIY. - Pexxum goctyna: https:/lib.vsu.ru/

17. |OGpaszoBaTtenbHblii  nopTan  «ONeKTPOHHbI  yHuMBepcuteT BIY». - Pexum gocTyna;
https://edu.vsu.ru/ oHnamH-kypc «OpraHusaums KOHTPOSbHO-paspeLlLmMTeNnbHON OeATEeNbHOCTU B
ccthepe obpalleHus neKapCTBEHHbIX cpeacTs (opguHaTypa)»|
https://edu.vsu.ru/course/view.php?id=3429

18. [OBC «3nekTpoHHas bubnunoteka TexHnyeckoro BY3a» (3B5C «KoHcynbTaHT cTygeHTan)- Pexum
\poctyna: http://www.studentlibrary.ru/

19. [KoHcymnbTaHT Nfc — MHOPMAaLUOHHO-CIpaBoYHas cuctema. - Pexxum goctyna:
http://www.consultant.ru/

20. |Cawrt rasetbl «PapmaueBTUYECKUI BECTHUK» - Pexknm goctyna: http://www.remedium.ru

21. |Cawnt PepepanbHoOn cnyx0Obl rOCYygapCTBEHHOM CTAaTUCTUKK - Pexxknm goctyna: http://www.gks.ru/

22. |Cant MuHucTepcTBa 30paBoOXpaHeHnst U coumnansHoro passutusa PO - Pexxum goctyna:
https://www.rosminzdrav.ru/

23. |Cawnt ®epepanbHom cnyxobl No HAag30py B cdhepe 30paBOOXPaHEHMS 1 COLMAribHOro passutus (B
TOM 4ncne apxme HomepoB «BecTHuk Poc3gpaBHagsopay) - Pexum goctyna:
http://www.roszdravnadzor.ru/

17. UHdopMaLMOHHbIEe TeXHONOrMu, MCNosib3yeMble NMpy NpoBeAeHUM NMPaKTUKK,
BKIlOYas nporpamMmmMmHoe obecneyeHne u MHbopMaLNOHHO-CNpPaBoOYHbIe
cucrtembl (NpyM HeO6Xxo0ANMOCTH)


http://www.lib.vsu.ru/elib/texts/method/vsu/m20-63.pdf
https://www.studentlibrary.ru/book/ISBN9785970454077.html
https://www.studentlibrary.ru/book/ISBN9785970453100.html
https://www.studentlibrary.ru/book/ISBN9785970447222.html
https://www.studentlibrary.ru/book/ISBN9785392242122.html
https://www.studentlibrary.ru/book/970409169V0026.html
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%259B%25D0%25B0%25D0%25BF%25D0%25B8%25D0%25B4%25D1%2583%25D1%2581%2C%20%25D0%2592%25D0%25B0%25D0%25B4%25D0%25B8%25D0%25BC%20%25D0%2590%25D1%2580%25D0%25BA%25D0%25B0%25D0%25B4%25D1%258C%25D0%25B5%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%2591%25D0%25B0%25D1%2581%25D0%25BE%25D0%25B2%25D1%2581%25D0%25BA%25D0%25B8%25D0%25B9%2C%20%25D0%259B%25D0%25B5%25D0%25BE%25D0%25BD%25D0%25B8%25D0%25B4%20%25D0%2595%25D1%2584%25D0%25B8%25D0%25BC%25D0%25BE%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%25A9%25D1%2583%25D0%25BA%25D0%25B8%25D0%25BD%2C%20%25D0%259E%25D0%25BB%25D0%25B5%25D0%25B3%20%25D0%25A1%25D0%25B5%25D0%25BC%25D0%25B5%25D0%25BD%25D0%25BE%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%259D%25D0%25B8%25D0%25BA%25D0%25B8%25D1%2582%25D0%25B8%25D0%25BD%2C%20%25D0%2592%25D0%25BB%25D0%25B0%25D0%25B4%25D0%25B8%25D0%25BC%25D0%25B8%25D1%2580%20%25D0%2590%25D0%25BB%25D0%25B5%25D0%25BA%25D1%2581%25D0%25B5%25D0%25B5%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
https://lib.vsu.ru/
https://edu.vsu.ru/
https://edu.vsu.ru/course/view.php?id=3429
http://www.studentlibrary.ru/
http://www.consultant.ru/
http://www.remedium.ru/
http://www.gks.ru/
https://www.rosminzdrav.ru/
http://www.roszdravnadzor.ru/

Mpon3BOACTBEHHAA NpakTUKa NpPOBOAMTCSA B (POPME KOHTakKTHOWM M CaMOCTOSITENbHOWN
paboTbl. [Ons BbINOSIHEHUA CcaMOCTOATENbHOM paboTbl CTYAEHTY peKkoMeHAayeTcs
ucnonb3oBatb BeCb Habop MeTodOB W CPEeACTB  COBPEMEHHbBIX  WH(OPMALMOHHbBIX
TEXHOMNOrMA ONsi U3y4YeHUs OTedeCTBEHHOM W 3apybexHoOn nutepaTypbl MO KOHTPOSIbHO-
paspeLlmTenbHONn OeaTenbHOCTU B cdhepe obpalleHnss nekapCTBeHHbIX cpeacts. Emy
npegocTaBnseTcs BO3MOXHOCTb paboTaTb B MOMELLEHMAX, NPeAoCTaBNEHHbIX anTeYHbIMM
opraHusaumamm - 6asamm npakTUKW, cornacHo gorosopam ¢ 6asamy Npou3BOLCTBEHHOW
NpaKkTUKKN, a Takke B Y4EeOHbIX ayanTopusx kadenpbl U NMOMELLEHUM AN CaMOCTOATENBHON
paboTbl C BO3MOXHOCTbIO NOAKIOYEHUS K ceTu «/HTepHeT», nmeTb goctyn K MHTepHeT-
pecypcamMm M 3fIEKTPOHHOW Mo4YTe, UCMOMb30BaTb MMEKLWMECa Ha Kadeape ynpaBrieHus u
9KOHOMWKM hapmauun capmaueBTMYeckoro dakynoteta MHGOOPMAUMOHHBLIE TEXHOSOMMN,
ncnonb3oBaTh pecypcbl 3o0HanbHOW HayyHon 6ubnuotekn BlIY, B TOM 4yncre 3neKTPOHHO-
6mMbnmnoteyHble cuctembl. B xoae MOArOTOBKM K TEKyLMM aTTecTaumsiM U NpoMeXyTOYHON
aTTectaumMm  CTyAQeHTY  pEeKOMeHAyeTCs  aKTMBHO  WUCMOMb30BaTb  3fIEKTPOHHbIN
obpasoBaTtenbHbIn noptan Moodle, ¢ npegocTaBneHMem SOMOMHUTESNIbLHOMO TEOPETUYECKOro
MaTepuana M HOPMaTUBHO-NMPABOBLIX AOKYMEHTOB, y4eOHO-MeTogM4eckoro maTtepuana u
nepeyHer BOMPOCOB [ANsi MOAMOTOBKM K TeKyWwuM aTTecTaumsam Uu  NPOMEXYTOYHON
aTTectaumn. B xoge npakTukM 3anofiHeHMe AHEBHMKA OCYLLECTBASIETCS MO OKOHYaHMUIO
pabodero AOHA. [HEBHMK NPaKTUKM LOMKEH WMEeTb TUTYNbHbIA NUCT, NnaH u rpaduk
pacnpegeneHnsa pabovero BpeMeHn npakTukaHta, oopmMIieHNe exeqHEBHOW NMPakTUYECKON
paboThbl.

18. MaTepnanbHO-TeEXHUYECKOe obecneyvyeHne NPaKkTUKN.

HanmeHoBaHMe nomelleHM AnNA npoBeaeHUs Bcex BUAOB y4eOHOM AeATeNbHOCTH,
npeaycMOTPEHHON Y4eOHbIM MSIaHOM, B TOM YMCIIe NOMELLEeHUs ANsi CaMoCcToATeNIbHOM paboThbl, €
yKazaHMeM nepe4vyHsi OCHOBHOro o60pyaoBaHus, y4eOHO-HarnsgHbIX N0OCO6Mi U NCNOJNb3yemMoro
nporpamMmMHoOro obecneyeHus
YyebHaa ayguTtopusa: crneuuanuavpoBaHHad Mebenb, MynbTuMeaua-npoekTop, 3KpaH HaCTEHHbIN,

KOMMbIOTEPDI, MOAKIIOYEHHbIE K ceTn VHTepHeT, MY,

MO: CINC «APAHT-O6pasoaHue»,CINC"KoHcynbTaHT MNntoc" ana obpasosanus, OfficeSTD 2013 RUS OLP
NL Acdmc, WinPro 8, OfficeSTD, Android 8, Libreoffice 7.1, uHtrepHeT-6pay3sep Mozilla Firefox.

lMomelleHne OnNs CcaMoOCTOATENbHON pPaboTbl C BO3MOXHOCTBIO MOAKMOYEHUS K ceTu  «MHTepHeT»:
CneumnanusmpoBaHHas mebenb, KOMMbIOTEPbI, [OCKA MarHUTHO-MapKepHasi.

MO: CIC «TAPAHT-O6pa3soBanune», CIC "KoHcynbTtaHT lMnoc" ana obpasoeaHus, OfficeSTD 2013 RUS
OLP NL Acdmc, Libreoffice 7.1, nitepHeT-6pay3ep Mozilla Firefox.

TepputopuranbHbii opraH PegepanbHon cnyxbbl No Hag3opy B cdepe 3gpaBooxpaHeHms no BO
[lenapTtameHT 30paBooxpaHeHnsi BopoHexckon obnactu

BrogxeTHoe yupexaeHne BopoHexckon obnactv « BOpOHEXCKUIN LEHTP KOHTPONSA KayecTsa 1 cepTndmkaumnm
NEeKapCTBEHHbIX CPEACTBY»

000 "PAPMNHBECT"

YacTtHoe yypexaeHue 3gpaBooxpaHeHus "KnuHnyeckasa 6onbHuua " PXKI -MeguumnHa ropoga BopoHexa
000 "Kr"

000 "¢APM CEBEP"

000 "AMIT"

KaseHHoe npegnpusatne BopoHexckon obnactu "BopoHexdapmauns”

000 "MegWuBecT Npynn"

000 "ButamuHka"

000 "MegyHuua"

®OrKy "416 Bl MuHo6opoHbl Poccun

3A0 "PAPMALIEBTUYECKWNE MPEMNAPATbI"

BY3 BO "BopoHexckas obnactHasa knvHudeckasi 6onbHuiua Ne 1"

000 "UeHTp"

000 "Topoackast anteka"

000 "Opnosckne antekn"

000 "bepexnueas anteka"

000 "AnTteka "Bepeck”

000 "AnTteka "Uedesn”

OO0 "Anteka "MuHgans"

000 "AnTteka "Anuot"

000 "AnTteka "duTonntoc”

000 "TPYOPAPM" (MakcaBuT)




000 "YNTTAPAPMA"

000 "MpogsuxeHnedapm”

000 "OKAPAPM"

n agpyrue antedHble opraHumsauun, C KOTOPbIMW 3aKrk4eHbl OOroBopbl B COOTBETCTBUM C pPeeCTpPOM 6a3
NPaKTUK

19. ®oHA OLIEHOYHbIX CPeACTB:

19.1. MNepeyeHb KOMMNETEHLMIA C yKa3aHUEM 3TanoB (hOPMUPOBAHUS U MIIAHUPYEMbIX

pe3ynbTaToB O0y4eHUs

Koa n cogepxaHune MnaHvpyeMble pesynbTaTbl 00y4eHns OTanbl hopmmnpoBaHus
KomneTeHuun (Mnu ee (nokazaTenu JOCTWKEHUS 3a4aHHOro KoMneTeHumn (pasgensl
4yacTu) YPOBHA OCBOEHWSI KOMMETEHLUN (aTanbl) NpakTukn)
NnocpeacTBoM (popMMpPOBaHUS 3HAHUIA,
YMEHWI, HaBbIKOB)
MK -1 roToBHOCTb K YMeTb:  OCyWecTBnsATb MNOUCK U oueHky | Pasgen 2.
nposefeHnio hapmaueBTuyeckon nHgpopmaumm, B Tom vmcne | OcHoBHOW aTan
npowenyp sBo3a B pecypcax C uHdopmaumen o BBo3e B PO
neKapCTBEHHbIX neKapcTBEHHbIX CpeacTB U BbiBO3e u3 Pd
cpeacTs B neKapCcTBEHHbIX CpeacTB
Poccunckyto BrnageTtb:  HaBblikamn  npouegypbl  BBO3a
denepaumio n NeKapCTBEHHbIX NpenapaTtoB Ha TepPUTOPUID
BblBO3a P® 1 BbIBO3a nekapCTBEHHbIX cpeacTs u3 PO
neKapCTBEHHbIX
cpencTts u3
Poccuickoin
depepaumm
[MK-2 roToBHOCTb K YMeTb:  OCywWecTBnssTb MNOUCK U oueHky | Pasgen 2.
npoBeaEeHNIO dapmaneBTnyeckon nHdpopmaumm, B Tom vmncne | OcHoBHoWM aTan
npoueayp no B pecypcax € MHdopmaunen o 3abpakoBaHHbIX
N3bATUIO 13 nekapCTBEHHbIX cpencreax " TOoBapax
rpakgaHcKoro anTe4yHoro accopTMMeHTa
nekapCTBEHHbIX BrnageTb: HaBbikamu opraHusauun paboTbl Mo
cpeacTB U nx U3BATUIO "3 rpaxgaHcKoro obopoTa
YHUYTOXEHUIO danbcnmumMpoBaHHbIX, HeLOBPOKAYECTBEHHbIX,
KOHTpadaKTHbIX NEKapCTBEHHbIX CPeACTB M UX
YHUHTOXEHNEM, BKItOYas nekapcTBeHHbIE
npenapatbl, cogepxawme  HapkKoTU4Yeckue
cpeactBa M MCUXOTPOMHbIE BeLwecTBa U KX
NpeKypcopbl.
MK-3 YMeThb: ochopmMnATb DOKyMeHTbl | Pasgen 2.
FOTOBHOCTb K pPEerMcTpaumMoHHOro Jdocke Ha JekapcTBeHHble | OCHOBHOW 3Tan
NpoBEAEHUNIO npenaparbl
npouenyp, Brapgets: HaBbIKaMK opraHusaumm
nNpegyCcMOTPEHHbIX OOKYMEHTAaNbHOIO COMPOBOXAEHUS perncTpaumm
Npu rocygapCTBEHHON | NeKapCTBEHHbIX NpenapaToB
permcTpaumm
NeKkapCTBEHHbIX
npenapartos
MK-8 YMeTb: opopMNATL JOKYMEHTbI MPOTOKOMNOB Pasgen 2.
rOTOBHOCTb K ucnbiTaHWi 1 akToB oTbopa obpasuos (Mpob) OcHoBHoM aTan
opraHmsaumm NeKapCTBEHHbIX CPEeACTB B paMKax NpOBEAEHMS 2.3.0praHusaums
3KCMepTm3bl «BXOOHOrO KOHTPOMs» KOHTPOMs kayecTBa
neKapCcTBEHHbIX Bnagetsb: J1C Ha Tepputopum
CpencTB C MOMOLLbHO - HaBblkaMW MO OpraHM3auun 3KCNepTu3bl | BopoHexckon obnactu
XUMUYECKNX, NeKapCTBEHHbIX cpencTs XUMUYECKNMMU,
BGuronornyeckux, PU3nHECKMM, Buonornyeckmum, dusmko-
PU3MKO- XUMUYECKUX | XMMUYECKUMN METOAAMU B anTEYHbIX YCIOBUSIX U
N VHbIX METOAOB B YCIoBuUAX 3aBOACKMX nabopartopun,
He3aBMCKMMbIX nabopaTopui;
- HaBbIKaAMM OOKYMEHTANbHOro
COMPOBOXAEHMSA  SKCMEPTU3bl  JIEKAPCTBEHHbIX
cpencTs




MK-9 YMeTb:  OCyLLecTBnsATb MNOUCK U oueHky | Pasgen 2.

FOTOBHOCTb K hapmaLeBTMHECKON MHGOPMaLUMK, B TOM yucre | OcHOBHOM 3Tan
opraHusaumn B pecypcax C MWHdopmauven o npoeedeHuun | 2.3.0praHusauusi
KOHTPOSSA KayecTBa 9KCMepTM3bl  KayecTBa METOAOB  KOHTPONS | KOHTPOMSA KayecTBa
nekapcTBEHHbIX KayecTBa  JlekapCTBeHHbIXx  cpeacte  ansa | JIC Ha Tepputopumn
cpeacTs MeANLNHCKOro NpUMeHeHUs BopoHexckon obnactu

Bnapgetb: HaBblkaMy MO OpraHM3aunm KOHTPOIs
Ka4yeCTBa J1eKapCTBEHHbIX NnpenapaTtoB B paMKax
ocyLliecTBneHna rocyoapCTtBeHHOro Haasopa 3a
Ka4eCTBOM J1EKapCTBEHHbIX CPpeacCTB
npOMe)KYTO‘-IHaﬂ aTrecTauunsa No NpakTuke BKIrO4YaeT NoAroToBKy U 3aluty oT4yeTa no
npakKTUukKe.

19.2. OnucaHue KpUTEPUEB U LIKaNbl OLleHMBAHUA KOMNETEHUUI (pe3ynbTaToB
00y4YeHuUs) Npur TeKyLen U NPOMEXYTOHYHOMN aTTecTauum
Onsa oueHMBaHMs TeKkylwMx pes3ynbTaToB MNPOU3BOLACTBEHHOM MPaKTUKM  UCMOMb3YTCS
cnegyloLne nokasaTenu:

1. YpoBeHb AOCTMXEHUSA MNnaHMpyeMblX pesynbTaTtoB obyyeHus (npodpeccroHarnbHble
KayecTBa, HaBbIKM U KOMMETEHUUKN), OEMOHCTPUPYEMbIE OPAMHATOPOM - O0MSA BbIMNOMHEHHbIX
BMOOB paboT, 3annaHMPOBaHHbLIX NPOrpaMMONn NPaKTUKK;

2. CobnogeHne opraHM3aumMoHHbIX U AUCUMMNMHAPHBIX TpeboBaHWi, NpeabsBigeMbIX K
opAvHaTOpPY MpU MNPOXOXAEHUN NPaKTUKW - NpefoCTaBfieHMe MpPaBUbHO 3aMnOSfIHEHHOro
AHEeBHMKa, WTOrOBOr0 OTYyeTa opauvHaTopa MO  OCBOEHUKD  MPAKTUYECKUX  HaBbIKOB,
NOSTIOXUTENbHBIA OT3blB PYKOBOAUTENS OT oOpraHu3aumm — ©0asbl NpakTUKKM, OTCYTCTBUE
NPOMYCKOB MO HEYBaXXUTENbHOW MPUYMHE.

CooTHOLWEHNE noKasaTenen, KpUTepueB M LWKanbl OLEHMBAHWUA pe3yrbTaToB OOyYeHus Ha
TEeKyLen atrecrayumn.

YpoBeHb
KpuTepumn oLeHMBaHUSA KOMMNETEHLNI chopmupoBaHHocTn | LLlkana oueHok
KOMNEeTEHLNN
1. OOyvawownnca BbINOMHUIT BCE MPaKTUYECKME HaBbIKW, Bbicokuii OTtnunyHo
3asBMEHHbIE B MporpaMMe MpakTUKM K gaTe  Tekywen (yrny6bneHHbIn)
aTTecTauum.

2. O6y4valowmncs B YCTAHOBIEHHbLIE CPOKM NpenocTaBun
HeoOXoAMMYKD OTYETHOCTb MO MPaKTUKe — [OHEBHUK C
OnMnCcaHHbIM obbemom pabor, COOTBETCTBYIOLLNM
MPOMEXYTOYHOMY  Mepuofdy  MPOXOXKAEHWUS  MPaKTUKM U
0OpPMIIEHHBIN B COOTBETCTBUM C TpeboBaHUsIMN 0hOpMIEHMS
OTYETHOW JOKYMEHTaUUn

1. Obyvalowmnca BbiNoAHWN He MeHee 95% npakTnyeckmx [MoBbILLEHHbIN XopoLuo
HaBbIKOB, 3asiBMIEHHbIE B NMporpamMmme NpakTUKW K AaTte TeKyLlen (NpPOABUHYTLIN)
aTtTecTtauum YPOBEHb
2. O6y4vaowmncss B YCTAHOBIIEHHbLIE CPOKM NpenocTaBun
HeoOXOAMMYKD OTYETHOCTb MO MNPaKTMKE — [HEBHWK, C
OMnCaHHbIM obbemom pabor, COOTBETCTBYIOLLNM
MPOMEXYTOYHOMY  Mepuofdy  MPOXOXKAEHWUS  MPaKTUKM U
0GOpPMIIEHHLIN B COOTBETCTBUM C TpeboBaHMs MU 0DOPMITEHMS
OTYETHOW JOKYMEHTaUUU

1. Obyuvawowmnca BbinonHWn He meHee 90% npakTUYEeCcKMX MoporoBbIn YpnosneTtsopu-
HaBbIKOB, 3asiBMIEHHbIE B NMporpamMmme NpakTUKK K AaTte Tekylen | (6a3oBbli) ypoBEHb TEnbHO
aTTecTtauum

2. OOyvawunca B YCTaHOBIEHHbIE CPOKM parMeHTapHo
npeaocTaBun  HEOBXOAMMYIO OTYETHOCTb MO  MpakTuke —
OHEBHUK C OMucaHHbIM 06bLEMOM paboT, COOTBETCTBYHOLLMM
MPOMEXYTOYHOMY  Mepuofdy  MPOXOXKAEHWUS  MpaKTUKM U
0CPOPMIEHHBIN B COOTBETCTBUM C TpebOBaHUSIMU OdPopMITEHMS
OTYETHOW JOKYMEHTaUUU

OueHka «HeyOOBMNeTBOPUTENBbHO» BbICTaBnseTcs B NnoboM u3 - Heynoenetsopu-
OBYX Cryyaes. TenbHO

1. OOGyvarowunca BbinonHun  MeHee 90%  MpakKTUYECKUX
HaBbIKOB, 3asiBMIEHHbIE B NMporpamMmme NpakTUKW K AaTte TekyLlen
aTTecTtauum

2. Obyvalwminca B yCTaAHOBMNEHHbIE CPOKU He MpefocTaBun
HeOOXOAMMYK OTYETHOCTb MO MpaKTUKe — [OHEBHWK C




OnncaHHbIM obbemMom pa60T, COOTBETCTBYOLLMM
NPOMEXYTOHYHOMY nepuoay npoxoxaeHusa NPaKTUKN n
Od)OpMﬂeHHbIVI He B COOTBeTCTBMN C Tpe6OBaHI/I$|MI/I
Od)OpMJ'IeHVIﬂ OTYETHON OOKYMeHTauunmn

OueHka 3HaHUW, YMEHUW W HaBbLIKOB, XapaKTepusywLMx 3Tanbl (opMUPOBaHUS
KOMNeTeHUNN, NPy NPOXOXOEHUU NPaKTUKN NPOBOAUTCA B XOAEe MPOMEXYTOYHOW aTTecTauumn.
[MpomexyTodHas aTtTectauns npoBOAUTCA B COOTBETCTBMM C [MONOXeHNeM O NpoMEXYTOYHOW
aTTectaumMm oby4dalowmxca no nporpaMMmam Bbicwero obpasoBaHusa. [lpomexyToyHas
aTTectauMs Mo nNpakTUKe BKMKYaeT BXOAHOM KOHTPOMb (MpedocTaBreHne oT4yeTa,
npefocTaBfieHMe OTYETHbIX [JOKYMEHTOB, KOTOpble BU3UPYKOTCA MOAMUCHLIO pyKoBOAUTENS U
neyaTtbio opraHusaumn. OTYeT codepXuT cnegylowme cocTaBnsawwme: obpaboTaHHbIM U
CUCTEMATU3NPOBAHHLIN MaTepuan no TemMatuke npakTuku. [lpegoctaBnaeTcs OHEBHUK
NPOXOXAEHUS NPaKTUKK (OOSMKHO BbITb onucaHo He MeHee 70% BbINOMHEHHbIX BUAOB pabor,
3anfiaHMpoBaHHbIX NPOrpaMMon NPakTUKK)), a TaKkKe MNPaKTUKOOPUEHTUPOBaAHHOE 3ajaHue,
Nno3BonsoLLEee OLEHUTb CTeNeHb CHOPMUPOBAHHOCTU YMEHUI U(UITN) HABbIKOB.

[Ona oueHuBaHWs pe3ynbTaToB MNPOM3BOLACTBEHHOW  MPAKTUKK NCNonb3ylTCA
cnegyrouime nokasartenu:

1. YpoBeHb AOOCTMXEHWUSA MNNaHuMpyeMbiX pes3yrbTaToB 00ydeHusa (npodheccroHasnbHble
KayecTBa, HaBblKM N KOMMETEHLUUKN), AEMOHCTPUPYEMble OpAMHATOPOM - A0S BbINOSIHEHHOIO
3aaHus, 3annaHMpoBaHHbIX MPOrpaMMOn NPaKTUKK;

2. CobnogeHne opraHmM3aumMoHHbIX U AUCUMNIIMHAPHbBIX TpeboBaHWi, NpeabsBigeMbIX K
opavMHaTopy nNpu MNPOXOXOEHUW MNPaKTUKM - NpedocTaBfeHne npaBuUIibHO 3arofHEHHOro
AHEBHVKA, WTOroBOro OT4yeTa opauHaTopa MO  OCBOEHWIO  MPaKTU4EeCKUX  HaBbIKOB,
NONOXUTENbHbBIA OT3bIB PYKOBOAUTENS OT oOpraHu3auum — 6asbl NpakTukK, OTCYTCTBUE
NPOMYCKOB MO HEYBaXXUTENbHON NPUYMHE.

Onsa oueHnBaHWa pes3ynbTaToB OOy4YeHMS Ha 3a4eTe C OUEHKOW wucnonb3yetcs 4-
BGannbHas Wkana: «OTANYHOY», «XOPOLLOY», «yAOBNETBOPUTENBHOY, «HEYL0BNETBOPUTENBHOY.

CooTHoLLEeHNe nokasaTenen, KpUTEPUEB U LLUKAllbl OLleHNBaHNA Pe3yribTaToB o6yquvm.

YpoBeHb
Kputepun oueHMBaHNst KOMNETEHLNN cchopmMmpoBaHHOCTH Lkana
KOMMNeTeHLUN OLIEHOK
MporpamMmma  NpakTUKA  BbIMNOfIHEHA B COOTBETCTBMM  C Bobicokuii OTnunyHo
yTBEPXXAEHHbIM  rpacdmkomM.  OOyyaloLWMACA  BbIMNOMHWI  BCE (yrny6neHHbIn)
NpakTMyeckme HaBblkKW, 3asiBMieHHble B MporpaMme MpaKTUKK. YpPOBEHb
MonHoe COOTBETCTBUE oTBeTa opauHatopa Ha
NPaKkTUKOOPUEHTMPOBAHHOE 3afaHue peLleHnto ¢ 06O0CHOBaHMEM.
KomneTeHuuMn  copMMpOBaHbl  MOSIHOCTbIO,  UCMOSb3YHTCH
CUCTEMATUYECKN. MpakTMkoopneHTUpoBaHHOE 3agaHve
0e30LWnNB0oYHO BLINONHEHO Gonee yem Ha 90%. OGyuvarowwmincs B
NONMHOM Mepe BnageeT MNOHATUMHBLIM annapaTtoM gaHHOW obnacTu,
CnocobeH MNpPUMMEHATb TEOpeTUYEeCKMe 3HaHUA Ans  peLleHus
NpakTMyeckMx 3agady B 00nactu ynpaBrneHUs KOHTPOSIbHO -
paspeLlunTenbLHON DeATenbHOCTbIO hapmaueBTUYECKON
opraHusaumm
OTBeT obyyvarollerocss Ha NPaKTMKOOPUEHTUPOBAHHOE 3ajaHue MoBbILEHHBIV Xopoulo

He COOTBETCTBYET anroputmy, HO obydvarowmics paet | (MPOABUHYTHIN) YPOBEHb
npaBuWmbHblE  OTBETHI  MPU  YTOYHEHWU  npenogaBaTernsi.
KomneTteHumMn B Uenom cgOpMMPOBaHbI, HO MPOSIBASIOTCA U
UCnonb3ylTcA (parMeHTapHO, He B TOMHOM OO6beme, 4TO
BblpaXaeTcl B  OTAENbHbIX HETOYHOCTAX MNpuM  OTBETE.
MpakTukoopUeHTNpPoBaHHOE 3agaHne 6e30LWNMBOYHO BbINOMHEHO
bonee 4yem Ha 80% u meHee 90%. OOy4varoWUNCca B MOSHON
Mepe BnageeT MOHATUMHBIM annapaTtoM [aHHoW obnacTtu,
cnocobeH MpUMeHATb TeopeTUYeckMe 3HaHUs AN peLleHus
npakTM4eckux 3agady B obnacTv ynpaBneHust KOHTPOSbHO -

paspeLumTenbHON OEeATEeNbHOCTBIO dapmaueBTUHECKON

opraHusaumm
OTBeT 0by4valoLerocs Ha NPaKTUKOOPUEHTMPOBAHHOE 3agaHne He|  [Moporosbin (6a30BbIN) YnosneTtsopu-
COOTBETCTBYET anroputMmy, oby4arolnincst 4aeT HEMOSHbIE OTBETH YpOBEHb TernbHO

Ha YTOYHAKWNne BOMpPOCHI npenogaBsartend. Op,u,leaTop




BHMMaTerneH Kk npobneme notpebutens. VrHopupyeT akTyarnbHy
HopmaTuBHyt0 6a3y. [daHHbI ypoBeHb obsizaTeneH Ans BCeX|
ocBaMBaloWMX  OCHOBHY0  obpasoBaTerlbHyl0  nporpammy.
MpakTMKkoopuUeHTUpoBaHHoe 3adaHMe Ge30LNBOYHO BbIMONTHEHO
oonee 4yem Ha 70% u meHee 80%. KomneTeHUUN HE MOSMHOCTLIO
CHOPMUPOBAHbI, YTO BblpaXaeTcsl B GECCUCTEMHBIX, OTPbIBOYHbIX
3HaHUSIX, OonyckaeMmblX NpoddeccuoHanbHbIX OLINMBKaX, HEYMEHWUN
CBSI3bIBaTb TEOPWUIO C NPaKTUMKOW, (POPMYNMpOBaTh BbIBOAbLI MO

oTBeTy.
OueHKa «HeyLOoBNEeTBOPUTENBHO» BbICTaBMSETCS B JioGoM U3 - HeynoeneTteopu-
Tpex criyyaes. TenbHO

1. ObyyaroLmiica He npoLuen BXOAHOW KOHTPOIb - MpeaocTaBun
HEMomnHbIM  MepevyeHb  OTYETHOW  AOKyMeHTauuu,  OT3blB
pyKOBOAUTENSA NPAKTUYECKON NOArOTOBKM OT OpraHunsaunm 6asbl-
NPaKkTUKN C OLLEHKON «HEYA0BNETBOPUTEITLHOY.

2. OTBeT opAmMHaTOpa Ha MPakTUKOOPUEHTUPOBAHHOE 3afdaHue
He COOTBETCTBYET anropuTMmy, obyyalLlMincss AaeT HenorHble
OTBETHI Ha  yTOYHAOWME  BOMNPOCHI npenogasaTtens.
MpakTnKkoopneHTMpoBaHHOE 3agaHne 6e30LWMB0YHO BbINOTHEHO
MeHee 4yeM Ha 70%. KomneTteHumn He cOpMUPOBaHbI, YTO
BblpaXXaeTcd B  OECCUCTEMHbIX, OTPbIBOYHbIX  3HAHMSX,
ponyckaemblx rpybbix npodeccnoHanbHbIX ownbKax, HeyMeHuUm
CBA3bIBaTb TEOPUIO C NPaKTUKOW, (POpMYNMpoBaThb BbIBOAbI MO
OTBETY, OTCYTCTBUM COBCTBEHHOW NPOGECCUOHANBHOW NO3ULMMN.
3. Cpatowme, 3aMeyeHHble B MOMOLWM ApYyr Apyry, a Takke
Nnonb3yloLwmecs HepaspeLwleHHbIMU NocCobuaAMU U PasfMYHOro
poda 3anucaMu, a TaKkke Hapyllawlwme YCTaHOBMEHHble
npasBuna Ha MNPOMEXYTOYHOW aTTecTauuu, yoansawTcs ¢
ayAMTOPUM C OLEHKOW «HEeyaoBNEeTBOPUTENbHOY.

19.3. TwvnoBble KOHTPOJSIbHblE 3afAaHUA WM MHble MaTepuanbl, Heob6xoaumble AnNA
OLIeHKU 3HaHWWA, YMEHMUW, HaBLIKOB U (MNK) onbiTa AeATEeNbHOCTU, XapaKTepusyrowme
aTanbl opMUpPOBaAHUA KOMMNETEHUUA B MNpouecce OCBOEHUA oOObOpa3oBaTesiIbHOM

nporpaMmmbi:

19.3.1. MepeyeHb TeM MHAUBUAYANbHbLIX 3aHATUN

1. OpraHusauns BBO3a/BblBO3a NEKApPCTBEHHbIX CPEeACTB ANA MeAUUMHCKOrO MpUMEHEeHUs
Ha TeppuTopuio P®.

2. Mopsgok mpoBedeHMst NpoBepok Poc3gpaBHaAg30poM CyObEKTOB PO3HUYHOW TOProBnu
nc.

3. OpraHusaums paboTbl B aBTOMaTU3NPOBAHHON cuCcTeMe «BbIBOPOYHbIN KOHTPOMbY» MNpu
cbope n obpaboTke cBegeHUI o0 cepusix n Naptusx JIC, nocTynawowmx B rpaxxgaHckuin 060poT.

4, OpraHunsaumnsa MOHUTOpUHra adpdeKkTMBHOCTM 1 BesonacHocTy JIC B pamkax opraHvmsaumm
dapmakoHaasopa.

19.3.2 TecTOBbLIE 3ag4aHuA

MK-1 [OTOBHOCTL K Npoueaypam BBO3a JIEKapCTBEHHbLIX NpenapaToB B
Poccuinickon ®epepaummn u BbiBO3a JEKAPCTBEHHLIX CPeAcTB U3
Poccuinckon denepauunm

1. B cooTtBeTcTBUM C lNocTaHoBneHnem lNpasutenbctea PP ot 5 anpensa 2022 r. N 593
yCTaHOBMEHbl OCOBEHHOCTM Aonycka K BBO3Yy Ha Tepputoputo Poccuiickon depepaumm m
obpalueHne B Poccunckon degepauunmn 3apernctTpmpoBaHHbIX NTIEKAPCTBEHHbIX NpenapaToB Ans
MEeOMLUMHCKOrO NPUMEHEHUS B YNakoBKax, NpeAHas3HayYeHHbIX Ans obpalleHnsa B MHOCTPaHHbIX
rocypapcteax. OueHnTe ocobeHHOCTM Aonycka K BBO3Yy JaHHbIX NIEKapCTBEHHbIX NpenapaTos.

. B Criyyae AedeKkTypbl IeKapCTBEHHbIX NpenapaTos
. ANsi NPOBEAEHUS KINMHUYECKUX UCCNEeAOoBaHWI NekapCTBEHHbIX NpenapaTos
. ANsi NpPoBefeHUs1 3KCNepTU3bl JIEKaPCTBEHHbLIX CPEACTB ANS OCYLLECTBIEHUS

rocyapCTBEHHON perncTpaummn nekapcTBeHHbIX NpenapaTos

OTBeT: B crnyyae gedekTypbl NekapCTBEHHbIX NpenapaToB



2. B cootBeTctBUM C [locTaHoBneHuem [lpasutensctea P® ot 5 mapta 2020 r. N 230
ocywiecTBnsaeTcsa nopsgok npu BeBo3e B Poccunckyto defepaumto KOHKPETHOM NapTum
He3aperMcTpupoBaHHbIX NeKapCTBEHHbIX NpenapaToB, coAepXallmMx HapKoTUYeckne cpencrasa
UM NCUXOTPOMHbIE BelecTBa AN OKa3aHuUs MeOVMUMHCKOM MOMOLWM MO KU3HEHHbIM
nokasaHUsIM KOHKPETHOro nauMeHTa unv rpynnsl NauneHToB B CrnyyYyae, ecrnn UMeeTCcs pelueHne
Bpa4ebHON KOMUCCUN MEOULMHCKOW opraHuM3aumm o HeaIHEKTUBHOCTU WU HEBO3MOXXHOCTU
NPUMEHEHNA Yy KOHKPETHOro rnaumMeHTa MHbIX 3aperucTpuUpoBaHHbIX  JleKapCTBEHHbIX
npenapaTtoB, B TOM YuCIle coaepXalmx apyrme 4encTeylolmne BeLlectsa, 1 0 HeobxoanmMocTu
BBO3a OrnpeaerneHHoro He3aperncTpupoBaHHOIO NeKapCTBEHHOro npenapara C ykasaHuem ero
MeXOyHapoOHOro  HenaTteHTOBaHHOro (UM XMMMYECKOro, WM rpynnmpoBOYHOIO)
HauMeHoBaHuA, bopMbl Bbinycka 1 konudectea. OLeHUTe COOTBETCTBME NePEYHa JOKYMEHTOB
ana nonyyeHus paspeweHns M3 P® Ha BBO3 HesapeructpupoBaHHbIX JIIT KOHKpeTHoMy
naumMeHTy MO >XMU3HEHHbIM MNOKa3aHUsM Kpome obda3aTefibHbIX [OOKYMEHTOB Heobxoanmo
npegcrasuts B8 M3 PO:

1. 3aKMYeHne KOHCUNMyMa Bpayen

2. obpalleHne perMoHanbHOro opraHa YhpaBfieHWs 30pPaBOOXpPaHEHMEM O
HeobxoaMMoCTN BBO3a He3apernctpupoBaHHbix J1M aAns KOHKpeTHOoro nauueHTa

3. Konusa nacrnopTa Unu cBuaeTeNnbCTBa O POXAEHUN NaumeHTa

. COOTBETCTBYET

. He CooTBEeTCTBYEeT

. OTBeT: COOTBETCTBYET

3. B cpok, He npeBbiwaowmn NatM paboumx OHEen, OCYLLEeCTBSIETCA pacCMOTpeHue
3asBMEHNA N MNPUHATUE peLleHNd O Bblavye paspelleHns Ha BBO3 KOHKPETHOW napTum
3aperncTpuMpoBaHHbIX M (UNKX)  He3aperucTpupoBaHHbLIX  JIEKAPCTBEHHbLIX  CPEACTB,
npegHasHa4vYeHHbIX 49 NPOBeAEHUS KIMMHUYECKUX UCCeAoBaHUI NeKapCTBEHHbIX NpenapaTos,
npoBefeHNsT 9KCMNEPTU3bl JIEKAPCTBEHHbLIX CPEeACTB AN OCYLIECTBNEHUS rocyaapCTBEHHOM
permcTpauum nekapCTBEHHbIX MpenapaToB WMAWM ONs OKa3aHus MeAMLMHCKOW MOMOLM Mo
XWM3HEHHbIM MOKa3aHWAM KOHKpeTHoro nauueHTa. OueHuTe OaHHbIN CPOK Ha COOTBETCTBME
OencTByoLen HopMaTUBHO-NPaBOBOW AOKYMEHTaLNN.

. COOTBETCTBYET
. He cooTBEeTCTBYET
o OTBeT: COOTBETCTBYET

4. OueHnTte pgonyck K BBO3y B Poccunckyto Odenepaumio KOHKPETHOM NapTum
He3aperncTpuUpoBaHHbIX JEeKapCTBEHHbIX CPeacTB, MpeadHa3HadeHHbIX ANnd npoBeaeHus
KIMMHUYECKUX  UCCNedoBaHUA  NEKapCTBEHHbIX MNpenapaTtoB, MPOBEOEHUA  3KCnepTu3bl
NeKapCTBEHHbIX CPEACTB ANs OCYLEeCTBNEHNS rocyaapCTBEHHOW perncTpaumm nekapcTBEeHHbIX
npenapatoB WM AN OKa3aHMs MEOUUUHCKOM MOMOWM MO  KU3HEHHbIM MOKa3aHUAM
KOHKPETHOro  nauueHTa Ha OCHOBaHWM  paspelleHns, BblAaHHOMo  YNONHOMOYEHHbIM
denepanbHbIM  OpraHOM  WCMOSMIHUTENbHOW BlacTM MO 3asiBNIEHUAM Ha COOTBETCTBUE
OEenCcTByoLWEN HOpMaTUBHO-NPaBOBOW AOKYMEHTaLUMN.

. COOTBETCTBYET
o He COOTBETCTBYET
. OTBeET: COOTBETCTBYET

5. WsrotoButenb obecneuynmBaeT 6e3onacHOCTb ToBapa B TeYeHWE YCTaHOBMEHHOrO
cpoka cnyxbbl MM cpoka rogHocTn ToBapa wunu B TedeHne 10 neT nocne nepegayu
noTpebuTento, ecrnm cpok cryxbbl He ycTaHoBneH. OueHnTe AeaTenbHOCTb U3roTOBUTENS Ha
COOTBETCTBUE OENCTBYIOLLEN HOPMaTMBHO-NPABOBOW AOKYMEHTALUN.



° COOTBETCTBYET

. He CoOoTBEeTCTBYET
. OTBeT: COOTBETCTBYET
MK-2 FOTOBHOCTb K MpoBedeHWo npoueayp Mo U3bATAIO U3

rpaxkgaHckoro obopoTa danscnruUmMpoBaHHbIX, HeA0OPOKaYeCTBEHHDIX,
KOHTpaaKTHbIX JIEKAPCTBEHHbIX CPEACTB U UX YHUMTOXEHNE

1. Brnageney yHuyTOXEHHbIX JIC Hanpasun konuto akta o6 yHu4ToxxeHumn J1C yepes
yeTblpe paboymMx [HEeW CO [OHA ero COCTaBfeHUA B YMOSMIHOMOYEHHbIM opraH. OueHuTe
AeaTenbHOCTb Bnagenbua YHUYTOXeHHbIX JIC Ha cooTBeTCTBME AENCTBYKOLEN HOpMaTUBHO-
NpaBoOBOW JOKYMEHTaLuN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBerT: cooTBeTCTBYET

2. Ha OCHOBaHUU peleHns BnagenbLa HeaobpoKka4yeCTBEHHbIX "
danbcudnumpoBaHHbix JIC ona BeTepuHapHOro NpUMEHEHUs ObiNn U3bATbI U3 FPaX4aHCKoro
obopoTa gaHHble JIC 1 yHUYTOXEHbI. PelueHne oT denepanbHOM criyxObl N0 BETEPUHAPHOMY U
uTocaHuTapHoMmy Haasopy (PoccenbxosHagsopa) He 6bino npegcrtaBneHo. OueHuTe
AeaTenbHOCTb Bnagenbua YHUYTOXeEHHbIX JIC Ha cooTBeTCTBME AENCTBYIOLEN HOPMATUBHO-
NpaBOBON JOKYMEHTaLNN.

. COOTBETCTBYET
. HE COOTBETCTBYET

OTBeT: cCoOTBETCTBYET

3. Ha ocHoBaHuM pelweHnss Bnagenbua KoHTpadakTHbiX JIC 6biM M3bATHI K3
rpaxxgaHckoro obopota aaHHble JIC 1M yHn4yTOXEHbI. PelueHne cyga He Obino npeacTtaBrieHo.
OueHnTe pOedaTenbHOCTb Bnagenbua YHUYTOXeHHbIX JIC Ha cooTBeTCTBME [AEeWCTBYHOLLEN
HOPMaTUBHO-MPaBOBOM AOKYMEHTaLNN.

L] COOTBETCTBYET
L] HE COOTBETCTBYET

OTBET: HE COOTBETCTBYET

4, AnTeyHOM oOpraHusauuen, UMerLlen JNUUEH3MI Ha dapmaueBTUYeCcKyo
AEeATenbHOCTb, Ha  OCHOBaHMM  peleHus  Bnagenbua  HeaobpoKauYeCTBEHHbIX WU
danbcnuumpoBaHHbix JIC, 6bIM u3bATHI M3 rpaxagaHckoro obopoTta pfaHHble JIC un
YHUYTOXEHbI. OueHuTe [eATenbHOCTb Bnagenbua YHUYTOXEHHbIX JIC Ha cooTBeTcTBUE
OEenCTByoLWEN HOpMaTUBHO-NPaBOBOW AOKYMEHTaLUMN.

. COOTBETCTBYET
. He CooTBeTCTBYET

OTBeT: He COOTBETCTBYET

5. MNpoBu3op npu npuemke ToBapa obHapyxun HekadvecTBeHHbI J1IMT (MapkMpoBKa Ha
NepBUYHON yNaKoOBKE HE COOTBETCTBOBANa MapKMPOBKE Ha BTOpPMYHOM ynakoBke). NpoBusop
NOMECTUST TOBap B KapaHTUHHYKO 30HY anTe4YHOW opraHmsauuu 1 oTpasus pacxoxgeHus «AkTte
006 YCTaHOBMEHHbIX PaCXOXOEHUAX B KOMMYECTBE M KayecTBe nNpu MNpUEMKE TOBAPHO-



MaTtepuanbHbliX LUeHHocTen». OueHuTe [OesaTeNnbHOCTb MNpoBM3Opa Ha  COOTBETCTBME
AEencTByloLWen HOpMaTUBHO-MPABOBOW JOKYMEHTaUUN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBerT: cooTBeTCTBYET

MK-3 [OTOBHOCTbL K MpOBeOEeHU0 npoueadyp MO rocygapCTBEHHON
perucTpauunmn nekapCTBeHHbIX NpenapaTos
1. Mo wMepe peanusauum Kaxgoro 3Tana rocydapCTBEHHOM — perncrpaumm

neKapCcTBEHHOro npenapata MHOPMaUus O PeLleHun No KakaoMy aTany BHocunacb B 6asy
AaHHbIX MO PerucTpauMmn nekapcTBEeHHbIX CPeacTB B TedeHue OByx AHel. OueHuTe OaHHY
AeATenbHOCTb Ha COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-NPaBOBOW AOKYMEHTALNN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBerT: CooTBEeTCTBYET

2. Mpn rocygapctBeHHOW peructpauum B P®  opdaHHOro nekapcTBEHHOro
npenapata ang opMUpoBaHUA pasfena KAMHUYECKOW [OKYMEHTauuuM pernctpalmoHHOro
Aocbe npeacTaBunmM OT4ETbl O pesyrnbTaTax MeXAyHapOAHbIX MHOMOLEHTPOBbLIX KIMHUYECKUX
nccrnegoBaHusx opdaHHOro fekapCTBEHHOro npenapaTta, 4YacTb M3 KOTOpbIX NpoBedeHa Ha
Tepputopun P®. OueHnTe AaHHYO npoueaypy Ha COOTBETCTBME OEWCTBYHOLLEN HOPMATUBHO-
NpaBOBOW JOKYMEHTaLNN.

. COOTBETCTBYET
. HE COOTBETCTBYET

OTBeT: COOTBETCTBYET

3. Ha BnepBble pernctpupyembin B Poccun nekapcTBEHHbIW npenapart Bblaanu
pernctpaumoHHoe yaoctoBepeHune. Cpok ero gencrsusa coctasnset 5 net. OueHuTe OaHHYHo
npolenypy Ha CoOoTBETCTBUE AEUCTBYHOLLEN HOPMATUBHO-NPABOBOM JOKYMEHTALMUN.

L] COOTBETCTBYET
L] HE COOTBETCTBYET

OTBeT: cooTBETCTBYET

4, Ha JI[1 nocne noatBepxaeHWs ero rocpernctpauum Bblgann perncrtpaumoHHoe
yooctoBepeHne. Cpok ero gencreusi coctaeBndet 5 net. OueHuTe aaHHyK npouenypy Ha
COOTBETCTBUE OENCTBYIOLWEN HOPMATUBHO-NPABOBOW JOKYMEHTaL NN,

L] COOTBETCTBYET
L] HE COOTBETCTBYET

OTBeT: He COOTBETCTBYET

5. B anteyHywo opraHusaumo obpatuncsa notpebutens € peuentom  Ha
akcTemnopanbHbii J. MNMocne narotoBneHns notpebutens notTpeboBan yaoCTOBEPUTLCS, YTO
AaHHbIn J1I 3apernctpypoBaH B PO n npegoctaBuTtb eMy peecTp 3apernctpupoBaHHbix J1T B
P®. MNpoBusop-TexHonor oTkasan notpedutento. OueHnTe gencTBne NpoBmn3opa-TeXHoriora Ha
COOTBETCTBUE AENCTBYIOLLIEN HOPMATUBHO-NPaABOBOW JOKYMEHTaLMUN.

. COOTBETCTBYET



° HE COOTBETCTBYET

OTBerT: cooTBeTCTBYET

K-8 | loTOBHOCTBL K opraHn3aunn I3KCNnepTn3bl JNeKapCTBEHHbIX cpeacTtB C MOMOLUbHO
XUMUYECKMX, BMONOrnMYecKux, CbVISVIKO-XVIMI/I‘-IeCKI/IX N NHbIX MEeTOO0B

3agava Ne 1. OueHuTe Ka4yecTBO fieKapCTBEHHOM (PpOpPMbI MO NoKasaTesnto OTKIIOHEHUS Mo
Macce HaBeCKW NekapcTBEHHOro BeulectBa TpeboBaHusaMm npukasza M3 PO ot 26.10.2015 Ne
751H. PacTtBop npotaprona 2%-10 mn.

K 1Mn nekapctBeHHon ¢hopmbl npubasunm 10 kanenb CMeCcKH, COCTOSILLEN M3 pPaBHbIX
yacTen pacTBoOpa Xenes3oaMMOHMEBBLIX KBACLOB W pasBedeHHOW a3oTHOW KucnoTbl. [locne
obecupeunBaHus TutpoBanm 0,02 H pacTBOPOM aMMOHUS poAdaHuga C MonpaBOYHbIM
koabpmumeHtom K=0,9805 go xentoBaTopo3oBoro okpawmeaHusa. 1 mn 0,02 H pacteBopa
aMmmoHus poaaHuga cootseTctByeT 0,0268r npoTtaprona. Pacxog tutpaHTta 0,78 mn.

° COOTBETCTBYET
° HE COOTBETCTBYET

PeweHne. NponncaHHas macca nekapctBeHHoro Bewectsa 2/100x10=0,2 .

B cootBeTcTBMM ¢ Tabnuuen 4 npunoxenus 3 k MNMpaBunam, yTBEPXXAEHHLIM MPUKA30M
MwuH3gpasa P® ot 26.10.2015 N 751H gonyctumoe OTKINOHeHue Ans gaHHou HaBeckn +10%.
T.e cogepxaHue B nek. gopme 4.6. 0,18-0,22r

Cr=VxKxTxP/a(V) Cr=0.78x0.9805x0.0268x10/1=0.209r

Takum obGpasom nekapcTBeHHas ¢opma ynoBreTBopsdeT TpeboBaHMsIM npukasa no
OTKITOHEHNSAM MacCbl HaBECKM NpoTaprona.

OTBeT: cCoOTBETCTBYET

3apada Ne 2. OueHunTe Ka4yecTBO NekapCTBEHHOM (POpMbI MO NoKasaTento OTKIOHEHWE NO
Macce HaBEeCKM IeKapCTBEHHOrO BelecTBa cornacHo TpeboBaHuam npukasza M3 PO ot
26.10.2015 Ne 751H.

PactBop HaTtpma xnopuga 10%- 150 wmn. OnpegeneHne  nNpoBOAUNOCH
pedpakTomeTpuyeckn. Temnepatypa 25°C. [MokasaTenb NpPenoMrieHns aHanM3npyemoro
pactBopa n=1,3491, nokasaTenb NperomMreHnss BOObl OYULLEHHOM MNPU TOW Xe TemnepaTtype
n=1,3325.

o COOTBETCTBYET

o He COOTBETCTBYeT

PeweHnue. lNponucaHHasa macca nekapctBeHHoro Bewectsa 10/100x150= 15,0 r.

B cooTtBeTcTBMM € Tabnuuen 4 npunoxeHunsa 3 Kk NpaBunam, yTBEPXAEHHbIM MPUKA30M
MwuHsgpasa P® ot 26.10.2015 N 751H, LonyCcTUMOE OTKITOHEHME ANs AaHHOW HaBeckn +3%, T.e
coaepxxaHue B nekapcTBeHHoM bopme AOMKHO ObiTh 14,55 - 15,45 .

NamepeHne nposoaunock npu Temnepatype 25°C, wucnonb3yem aKkTU4eckuii
nokasaTtenb MnpenomsieHns pacTeopuTens. Haxogum B cnpaBoOYHbIX Tabnuuax dakrtop
npenomMneHna HaTpma xropuaa gnga pacteopa nNponucaHHom KoHueHTpauum F=0,00164.

Cr= (n-no)xP/Fx100 Cr=(1,3491-1,3325)150/100x0,00164=15,18 r

Taknm oGpasom nekapctBeHHas dopma ygosreTBopseT TpeboBaHuAM npukasa no
OTKNOHEHNSM MacCbl HaBeCKU HaTpua xnopuaa.

OTBeT: cooTBETCTBYET

3apava Ne 3. Bbl pykoBoaUTENb anTevyHon opraHmsaumn. OueHnTe cogepxaHne HaTpus
xrnopuvaa B N3bsaTON NekapcTBEHHOM hopme.

Bbinu paccunTaHbl OONYCTUMbIE OTKNOHEHUS AONs HaTpus Xropwuga, Nno nokasaTtento
OTKIIOHEHNS MO Macce HaBEeCKM NeKapCTBEHHOro BeLLeCTBa yaoBreTsopsowme TpeboBaHnaM
npukasa M3 PO o1 26.10.2015 Ne 751H, 0o cTepunmsaumm n n3bAaTbiX U3 anTekn s NPOBEPKMY,
ecnu usrotaBnuBanacb cCepust BHyTpuanTeyHOW 3aroTtoBku B konundectBe 20 pnakoHoB Mo
NPOoMnucK.



Pacteop dpypaumnnnumHa 0,02% - 100,0
HaTpus xnopuaga 0,9
N3bsaTa nekapcTtBeHHas popma no nponucu (cogepxaHve Hatpua xrnopuaa 0,847 )

° COOTBETCTBYET
° HE COOTBETCTBYET

PeweHue. Mpun nsrotoBneHnn B ogHy 3arpysky 2 n pacrtesopa 6epyT maccy HaBeckun 18 r
AN KOTOpOM B CoOTBeTCTBMM C TpeboBaHusmm npukaza M3 PO N 7514 (Tabnuua 4
npunoXxeHuna 3) JonNycTUMO OTKIOHeHne 3%, T.e. NMpyY XMMWYECKOM KOHTpOre AonyckaeTca
OTKIOHeHne +3% n cogepxaHue HaTpua xrnopuaa 4.6 17,46-18,54 r.

N3baTa nekapctBeHHas opmMa no nponucu. cogepxkaHuve Hatpusa xnopuga 0,9 r um
A0NyCTUMOE OTKINOHeHue 6% (Tabnuua 4 npunoxexus 3), HaTpusa xnopuaa 4.6 0.846-0.954r.

Taknm obpasom gomkHo ObITb 17,46-18,54 1., 0,846-0,954 .

OTBeT: cooTBETCTBYET

MK-9 FOTOBHOCTb K OpraHv3aLuy KOHTPOSSA KavyecTBa NekapCTBEHHbIX
cpeacTB

3apgaya Ne 1. OueHuTe pencTBuMe npoBu3opa-aHanUTMKa Mo KONMYECTBEHHOMY
onpeaeneHunto pacteopa MarHua cynosgarta 20 %.

KonuyectBeHHOe onpeaeneHne. 5 M KOHUEHTpaTa MOMELWaT B MEpPHy Konby
emkocTbio 100 Mn 1 goBoaAaT Bogon Ao meTtkn. K 2 mn passeaeHHOro pactBopa KOHLUEeHTpaTta
npubasnsawt 25—30 wmn Boabl, 4—5 M ammuadHoro OydepHoro pactsBopa, 0,1 r
MHOWKaATOPHOM CMECU KUCITOTHOIO XPOM YEPHOro CneumanbHoro U TUTPYKT pacTBOPOM TpUrioHa
b (0,05 monb/n) 4O CMHErO OKpaLLMBaHUS.

1 mn pacteopa TpunoHa b (0,05 monb/n) cootBetctBYeT 0,01232 r marHmna cynbdata
(MgS0O4 x 7TH20).

lMpoBM3Op-aHaNUTMK paccyuTan npeaBapuTenbHbIA  MHTEpBan pacxoga TUTpaHTa
(nonpaBoyHbIN KO3 PuumeHT 0,05 wmonb/n  pactBopa TpunoHa B paseH 0,9805).
MpeaBapuTenbHbIN MHTEPBAnN pacxoga TutpaHta 1,62-1,69 mn.

* COOTBETCTBYET
* HE COOTBETCTBYET

Pewenne. B cootBetctBum c lNpukaszom MunHagpaBa PO ot 26.10.2015 N 7514 «O6
YyTBEPXOEHUN MpaBUIl  M3rOTOBMIEHUA W OTMycKa JNeKapCTBEHHbIX rpenapaToB Ang
MeaMLUMHCKOro NpUMEHeHNs anTeyvyHbIMU opraHusauusmu, nHaANBMAYanbHbIMU
npegnpuHUMaTensaMu, UMeELWMMN  NIMUEH3NI0  Ha  dapMaueBTUYECKyld OeATerbHOCTb»
(tabnmua 8 npunoxeHus 3) OOMNYCTUMO OTKMOHEHWe +2%, T.e. KOHueHTpauus 19,6-20,4 %.
MpeaBaputenbHbI MHTEpPBar pacxoga TutpaHta 1,62-1,69 mn

OTBeT: COOTBETCTBYET

3apaya Ne 4. OueHuTe [OencTBuMs NpoBM3Opa-aHanMTMKa MO pacyeTy obbema
NPUroTOBIIEHHOW NIEKAPCTBEHHOW hOPMbl YAOBMAETBOPAOLWNA TpeboBaHmsaM npukasa M3 PO ot
26.10.2015 Ne 751H no nokasatento «OTknNoHeHMss no obwen macce (ob6bemy)», ecnu
nponucaHo 200 M MUKCTYpbI. [ony4yeHHbIn pe3ynbTaT - AOMKHO ObiTb 196Mn-204 mn.

. COOTBETCTBYET
. He CooTBeTCTBYET

PeweHune. B cootBeTcTBUM C Tabnuuen 3 npunoxerHns 3 K MNMpaBunam, yTBepXAeHHbIM
npukaszom MwuH3sgpaBsa P® ot 26.10.2015 N 751H, gonycTMmoe OTKNOHeHue Ons [OaHHOro
ob6bema £2%. 200+-200/100x2, gormkHo 6bITe 196Mn-204 mn.

OtBeT: cooTBETCTBYET



3apaya Ne 2. Bbl pykoBoguTenb anteyHon opraHudaumn. OueHuTe cogepXaHue HaTpus
xnopuaa B U3bsTON NekapcTBeHHOM hopme.

lMpoBM3OPOM-aHANUTUKOM ObINiM paccynTaHbl AOMNYCTUMbIE OTKMOHEHUA ANA HaTpus
xnopuga, Mo nokasaTern OTKIIOHEHUS MO Macce HaBeCKW JleKapCTBEHHOro BellecTBa
yaosneTsopsiiowmne tpedoaHuam npukasza M3 PO ot 26.10.2015 Ne 751H, oo ctepunmsaumm u
N3BbATBIX M3 anTekn Ons NpOBepKU (M3roTaeBnmBanacb Cepusi BHYTpUanTe4yHOW 3aroTOBKU B
konuyectee 20 pbnakoHOB NO NPOMNUCK).

Pacteop dypaumnnnumHa 0,02% - 100,0

HaTpus xnopuaga 0,9

N3bsaTa nekapcTtBeHHas oopma no nponucu (cogepkaHme Hatpua xropuaa 0,847 1)

. COOTBETCTBYET
. HE COOTBETCTBYET

PeweHue. MNMpun nsrotosneHnn B ogHy 3arpysky 2 n pacrtesopa 6epyTt maccy HaBeckn 18 r
Ans KoTopon B cooTBeTcTBMM C TpeboBaHusmm npukaza M3 PO N 751H (tabnuua 4
npunoXxeHuna 3) JonycTUMO OTKIOHeHWe 3%, T.e. Npu XMMWYECKOM KOHTpone pornyckaeTcs
OTKIOHeHne +3% n cogepxaHue HaTpus xnopuga 4.6 17,46-18,54 r.

N3baTa nekapcTBeHHas opma Mno nponucu. copgepxkaHuve HaTtpusa xnopuga 0,9 r um
AO0NYyCTUMOE OTKINOHeHne 6% (Tabnuua 4 npunoxexus 3), Hatpua xnopuga 4.6 0.846-0.954r.

Takmnm obpasom gomkHo ObiTb 17,46-18,54 1., 0,846-0,954 r.

OrtBerT: cooTBeTCTBYET

19.3.3. NMepeyeHb NpakTU4ECKNX 3afaHUN

MNK-1

1. B cootBeTcTBUM C lNocTaHoBneHnem lNpasutenbctea PP ot 5 anpens 2022 r. N 593
yCTaHOBIEHbl OCOBEHHOCTM Aonycka K BBO3Yy Ha Tepputoputo Poccuinckon depepaumm m
obpauwieHne B Poccuinckon denepaumm 3aperncTpupoBaHHbIX JIEKAPCTBEHHbBIX NpenapaToB Ass
MeAMLMHCKOro NPUMEHEHNSA B yrnakoBKax, NpeaHasHadeHHbIX Ana obpalieHmnst B MHOCTPaHHbIX
rocygapcrteax. OueHunTe ocobeHHOCTM Jonycka K BBO3Y JaHHbIX IEKAPCTBEHHbIX NpenapaTos.

OTteeT: B cooTBeTCcTBUK C [NocTaHoBneHuem lNpasutensctea PP ot 5 anpensa 2022 r. N
593 ponyckaetca Kk BBO3y Ha Tepputoputo Poccunckon Pepepaumm n  obpalleHue B
Poccunckon  degepaumm  3aperMcTpupoBaHHbIX — NIEKAPCTBEHHbIX — NpenapatoB AN
MEeOMLMHCKOro NpUMEHEHUs B yrakoBKax, NpeaHa3HayeHHbIX ana obpalleHns B MHOCTPaHHbIX
rocygapcTsax, B criyqyae gedekTypbl NekapCTBEHHbIX Npenapartos.

2. B cootBeTcTtBUM C NocTaHosneHnem lpasutensctea PP ot 5 mapta 2020 r. N 230
ocyLlecTBnsaeTca nopagok npu BBo3e B Poccuickyto Pegepauunio  KOHKPETHOW napTum
He3aperncTpUpoBaHHbIX NIEKapCTBEHHbIX MpenapaToB, coAepXallimMx HapKoTUYeckme cpencrtsa
UM  NCUXOTPOMHbIE BeLlecTBa ANA OKasaHUs MeOMUUHCKOW MNOMOLWKM MO KU3HEHHbIM
NMoKasaHMAM KOHKPETHOro naumeHTa unu rpynnbl NaunMeHTOB B CriyYae, eCnNn UMEeTCH peLLeHune
Bpa4ebHOM KOMUCCUN MEOULIMHCKON OpraHmM3aumm o He3IddEKTUBHOCTM WU HEBO3MOXXHOCTMU
NMPUMEHEHUA Y KOHKPETHOro MauueHTa WHbIX 3aperucTpUMpoBaHHbIX  JIEKAapPCTBEHHbIX
npenapartos, B TOM YMCne cogepxalmnx gpyrume JencTeytolime BeLwecTsa, 1 0 HeobxoaMMoCTH
BBO3a OnpeaeneHHoro He3aperncTpupoBaHHOIO NEKapCTBEHHOrO npenaparta C yka3aHUeM ero
MEXOYHApOOHOro  HEenaTeHTOBaHHOMo (UM XMMUYECKOro,  WNn  FpynnMpOBOYHOrO)
HanmMeHoBaHWs, POPMbI BbiNycka 1 konmyectsa. OueHnTe COOTBETCTBUE NEPEYHA JOKYMEHTOB
Ana nonyyvyeHusa paspewexHns M3 P® Ha BBO3 He3apeructpumpoBaHHbIX JII1 KOHKpeTHOMy
NauneHTy Mo >KU3HEHHbIM MOKa3aHWAM Kpome oba3aTenbHbiX LOKYMEHTOB HeobGxoanmo
npeacrtasutb B M3 P®: 3akntoyeHne koHcununyma Bpaden, obpalleHne permoHanbHOro opraHa
ynpaBneHusi 34paBoOXpaHEeHNEeM O HeobXOAMMOCTM BBO3a HesapernctpuposaHHbix JIM ans
KOHKPETHOro nauueHTa, Konus nacrnopra unv ceugeTenbCcTBa O pOXAeHUN NauneHTa.

OTBeT: COOTBETCTBYET, T.K. BCE 9TU AOKYMEHTbI Heobxoaumo npeactasute B M3 PO B
cooTBeTCTBUM C [1ocTaHoBNeHueM [NpasutensctBa PO ot 5 mapTta 2020 r. N 230.



3. B cpok, He npeBbiWwakowmi Natn paboumx AHEW, OCYLEeCTBRSETCS PacCMOTPeHue
3ad9BneHNa N MPUHATUE pPELLUEHUs O Bblave paspelleHusi Ha BBO3 KOHKPETHOW napTuu
3aperncTpupoBaHHbiX M (UNX)  He3aperucTpupoBaHHbLIX  JIEeKAPCTBEHHbIX  CPEeAcCTB,
npegHasHavYeHHbIX 419 NpoBeaeHNs KITMHUYECKUX UCCneaoBaHMin NeKapCTBEHHbIX NpenapaTos,
npoBefeHNs 9KCNepTU3bl JIeKapCTBEHHbIX CPenCTB AN OCYLIEeCTBNEeHUs rocyaapCTBEHHOM
perMcTpauum fekapCTBEHHbIX MpenapaTtoB WNU AN OKasaHusk MeOMLUMHCKOW MNOMOLLM Mo
XU3HEHHbLIM MOKa3aHWAM KOHKPEeTHOro nauueHta. OueHuTe AaHHbIA CPOK Ha COOTBETCTBME
AencTByoLen HOpMaTUBHO-NPaBOBOW JOKYMEHTaUUN.

OTtBeT: cooTBETCTBYEeT, Ha OCHoBaHun degepanbHoro 3akoHa Ne61-O®3 n
MocTtaHoBneHusa NMpasutensctea Ne 853.

4. OueHuTte ponyck K BBO3y B Poccunckyio ®Pefepaumio KOHKPETHOM nNapTum
He3aperMcTpuUpoBaHHbLIX JfEeKApPCTBEHHbLIX CPEeACTB, MpeAHasHadeHHbIX And npoBeaeHus
KNWHMYECKUX  UCCredoBaHUM  NEeKapCTBEHHbIX MpenapaToB, MpPOBeAEHUA  3KCNepTusbl
NeKapCTBEHHbIX CPeaCTB AN OCYLIECTBMEHUS roCy4apCTBEHHOW perncTpauumn fekapCTBEHHbIX
npenapaTtoB wWnNu pAns oOKa3aHUs MEeOWMUUHCKOM MNOMOLUM MO  >KU3HEHHbIM MOKa3aHUsM
KOHKPETHOro naumeHTa Ha OCHOBaHUW paspelleHus, BblAHHOMO  YNOSIHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMOSIHUTENBbHOM BfacTM MO 3asBNIEHMSIM Ha COOTBETCTBUE
OencTByLen HopMaTUBHO-NPaBOBOW AOKYMEHTaLNN.

OTBeT: COOTBETCTBYET, HA OCHOBaHMK PefeparnbHoro 3akoHa Ne61-d3 rnaea 9.

5. WUsrotoButenb obecneuvnBaetr 6e30nMacHOCTb TOBapa B TeYeHWEe YCTaHOBIIEHHOIO
Cpoka cnyxObl MMM Cpoka rogHOCTM ToBapa wunuM B TeydeHue 10 neT nocne nepefaydu
noTpeduTento, ecnn cpok crnyxbbl He ycTaHoBneH. OueHnTe OesATenbHOCTb M3roTOBUTENS Ha
COOTBETCTBUE AeNCTBYIOLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLUN.

OTBeT: cooTBETCTBYeT, Ha ocHoBaHun ®PegepanbHoro 3akoHa «O 3awuTe npas
notpeburenen»

6. ®apmaueBTmnyeckmii 3aBog B r. MockBe OCyLLECTBISIET BBO3 fIEKAPCTBEHHbLIX CPEACTB
B P® pgna uenen cobCTBEHHOro MNpomM3BOACTBA JleKapCTBEHHbIX cpeactB. OueHuTe
BO3MOXXHOCTb [JaHHOro NpoLecca C TOYKN 3peHnst COOTBETCTBUS HOPMaTUBHO-NpaBoBon 6ase.

OTBeT: cooTBeTCTBYET, Ha oOcHoBaHun [locTtaHoBneHus [lpaButensctea Ne 853
opraHmM3aunn-npon3BoanTENN MOryT OCYLLECTBMATbL BBO3 NleKapCTBEHHbIX cpeacts B PP onga
uenen cobCTBEHHOro NPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

7. MeguumHckaa opraHusauuss B r. BopoHexe ocCyLLecTBNAKT BBO3 JleKapCTBEHHbIX
cpenctB B PO ons okaszaHnss MeOMUMHCKON MOMOLUM MO KM3HEHHbBIM MOKa3aHUSAM KOHKPETHOro
naymeHta. OueHMTe BO3MOXHOCTb [AaHHOrO Mpouecca C TOYKM 3pPEeHus COOTBETCTBUSA
HOpMaTMBHO-NpaBoBon base.

OtBeT: cooTBeTCTBYeT, Ha OcCHoBaHun [locTtaHoBneHus [lpaButenbctBa Ne 853
MeaMUMHCKas opraHMsaumsi MOXET OCYLLeCTBMATb BBO3 JieKapCTBEHHbIX cpeacTB B P ans
oKasaHWsa MEULMHCKON NOMOLLM MO XMU3HEHHbIM NOKa3aHMAM KOHKPETHOIo nauueHTa.

8. OpraHusauusa onToBOW TOProBnvM nekapcTBeHHbiMn cpeactBamm 3A0 «Papmnura»
OCYLLIEeCTBNSAET BBO3 NIEKapPCTBEHHbIX cpeacTB B PP. OueHnTe BO3MOXHOCTb AaHHOrO npolecca
C TOYKM 3pEHMS COOTBETCTBUSA HOPMATUBHO-NPaBoBon H6ase.

OtBeT: cooTBeTCTByeT, Ha ocHoBaHuu [locTtaHoBneHus [IpaButenbctBa Ne 853
opraHusaumsa ONTOBOW TOProBfv NeKapCTBEHHbIMU CpeAcTBaMM MOXET OCYLeCTBNATb BBO3
neKkapCcTBeHHbIX cpeacTs B PO.



9. OpraHmsauusi pO3HUYHOM  TOProBnM  rnekapcTBeHHbiMM  cpeactBamn OO0
«3gpas®apmauusa» B r. Mockse ocyLlecTBNsieT BBO3 fleKapCTBEHHbIX cpeacTB B P®. OueHute
BO3MOXHOCTb JA@HHOr0O NpoLecca C TOYKM 3pEHUS COOTBETCTBUA HOpMaTUBHO-NpaBoBon 6ase.

OTtBeT: He cooTBeTCTBYeT, Ha OcHoBaHuM [locTtaHoBneHus lMpaButenbctBa Ne 853
opraHuMsaumsa pPO3HUYHOW TOProBNW JIEKAPCTBEHHbLIMU CPEeACTBaAMU HE MOXET OCYLUEeCTBNATb
BBO3 JlekapCTBEHHbIX cpeacTs B PO.

10. MeaunumnHckaa opraHusauus B r. BopoHexe OCyLeCcTBRST BBO3 JIEKAPCTBEHHbIX
cpenctB B PO ana npoBefeHUsa KIMHUYECKUX MUCCReaoBaHUM NIeKapCTBEHHOro npenapara B
OTAENEHUSX AaHHOW MeaUUMHCKON opraHusauuun. OueHuTe BO3MOXHOCTb JaHHOro npouecca C
TOYKWN 3pEeHUsS COOTBETCTBUS HOPMATUBHO-NPaBoBoKn base.

OTtBeT: He cooTBeTCTBYeT, Ha ocHoBaHuu [locTaHoBneHus [MpaButensctea Ne 853
MeanUMHCKasa opraHmnsauus He MOXET OCYLLECTBMIATbL BBO3 fleKapCTBEHHbIX cpeacts B PP onga
npoBefeHNs KITMHUYECKNX UCCNeLoBaHUA NeKapCTBEHHOro npenaparta B OTAeNeHnax OaHHOM
MeANLMHCKOW OpraHn3aumu.

MK-2

1. Bnageney yHuyTOXEHHbIX JIC Hanpasun konuto akta 06 yHu4ToxXeHumn J1C yepes
yeTblpe paboynx AHA CO [HS ero COCTaBNeHUst B YMOSHOMOYEHHbIN opraH. OueHuTte
AeaTenbHOCTb Bnagenbua yHUYTOXeHHbIX JIC Ha coOoTBETCTBME OENCTBYHOLLEN HOPMaTUBHO-
NpaBoOBOW JOKYMEHTaLUN.

OTBeT: COOTBETCTBYET, T.K. Ha OCHOBaHuu [locTtaHoBneHun [paButenbctBa Ne1447
Bnageney, yHUYToXeHHbIX JIC gosmkeH HanpaBuTb Konuto akta 06 yHuyToxeHun J1C B TeveHme 5
paboumx OHA CO AHSA ero COCTaBfiEHUS B YNONIHOMOYEHHbIN OpraH.

2. Ha OCHOBaHWK peLleHns Bnagensua Hef0BpoKaYeCTBEHHbIX n
danbcnuumpoBaHHbix JIC ana BeTepMHapHOro NPUMEHEHUSA Obinn U3bATHLI U3 FPaXK4aHCKOro
obopoTta gaHHble JIC 1 yHUYTOXEHbI. PelueHne oT denepanbHOn crnyxObl N0 BETEPUHAPHOMY U
dutocaHuTapHoMmy Haasopy (Poccenbxo3Hags3opa) He Obino npeactaesneHo. OueHuTe
AeaTenbHOCTb Bnagenbua YHUYTOXEHHbIX JIC Ha coOTBETCTBME AEWNCTBYHOLLEN HOPMATUBHO-
NnpaBOBOW JOKYMEHTaLUN.

OTBeT: COOTBETCTBYET, T.K. Ha OCHOBaHuM [loctaHoBneHuu [lpasBuTtenbctBa Ne1447
n3bATME U3 rpaxgaHckoro obopoTa AaHHbIX JIC M yHUYTOXEHWe HeOobpoKayeCTBEHHbIX W
danbcnuumpoBaHHbix JIC gonyckaeTcs pelleHMemM Bnagensua.

3. Ha ocHoBaHuM pelweHnss Bnagenbua KoHTpadakTHbiX JIC 6biinM M3bATbI K3
rpaxxgaHckoro obopota gaHHble JIC 1M yHMuyTOXEHBbI. PelieHne cyga He Obino npeacTtaBrieHo.
OueHnTe pOesaTenbHOCTb Bnagenbua YHUYTOXeHHbIX JIC Ha CcoOoTBETCTBME [LENCTBYIOLLEN
HOPMAaTUBHO-MPaBOBOM AOKYMEHTaLNN.

OTBET: HE COOTBETCTBYET, T.K. HA OCHOBaHuKU lNocTtaHoBneHun MNpaButenscTea Ne1447
KOHTpadakTHble JIC yHM4YTOXaTCA NO pELLEeHNIo cyaa.

4, AnTeyHOM oOpraHusaunen, UMerLlen JNUUEH3MK Ha dapmaueBTUYeCKyro
AEATeNnbHOCTb, Ha  OCHOBaHMM  peleHna  Bnagenbua  HeaobpPOKayeCTBEHHbIX W
danbcnuumpoBaHHbix JIC, 6bIMM u3bATHI M3  rpaxagaHckoro obopoTta pfaHHble JIC u
yHUYTOXEHbl. OueHuTe [OedATenbHOCTb Bragenbua YHUYTOXeHHbIX JIC Ha cooTBeTCcTBUE
AencTByloLWen HOpMaTUBHO-NPABOBOW JOKYMEHTaUuUK.

OTBeT: He COOTBETCTBYET, NOTOMY YTO Yy anTEYHOW OpraHM3auumn OTCYTCTBYET NULIEH3VS
Ha yHu4TOXeHwue J1I1.

5. MNpoBu3op npu npuemke ToBapa obHapyxun HekadvecTBeHHbI J1IT (MapkMpoBKka Ha
nepBUYHON YyMNakoBKe HEe COOTBETCTBOBAaNa MapKUpOBKE Ha BTOPUYHOM ynakoBke). [MpoBusop
NOMECTWUST TOBap B KapaHTUHHYKO 30HY anTe4YHOW opraHu3aumm 1 oTpasun pacxoxaeHnsa «Akte



006 YCTaHOBMEHHbIX PaCXOXOEHUAX B KOMWYECTBE M KayecTBe nNpu MNpUEMKE TOBAPHO-
MaTepuanbHbliX LeHHocTen». OueHnTe [OesaTenbHOCTb MNpoBM3oOpa Ha  COOTBETCTBUE
AEencTByoLwen HOpMaTUBHO-MPaBOBOW JOKYMEHTaUUN.

OTBeT: cooTBeTCTBYET, T.K. OEUCTBUS MPOBM3Opa OCyLlecTBfieHbl no npasunam HATl
(Mpuka3 Ne647H)

6. Bnagenbuamu J1C, umeowmmMmmn nuueHs3nio Ha apmaueBTUYeCcKyo AesaTenbHOoCTb, 16
CeHTABpSA 6bINO NPOU3BEOEHO YHUYTOXEHWE FEeKapCTBEHHbIX CPeacTB U Opyrnx TOBapoB
anTeyHoro accopTMMeHTa B  cneuvanbHO obopyaoBaHHbIX  MNomeweHusx.  OueHuTe
AeaTernbHOCTb Bnagenbua yHUYTOXeHHbIX JIC Ha cooTBeTCTBME OEeNCTBYHOLLEA HOPMaTUBHO-
NpaBoOBOW JOKYMEHTaLuN.

OTBeT: He COOTBETCTBYET, MOTOMYy 4TO Yy Bnagenbua (Hanpumep, anTe4yHou
opraHv3auun) oTCYTCTBYET NMLEH3NS Ha yHUYTOXeHue JIT.

7. MNpu npuemke ToBapa B anTe4YHOW OpraHn3aLumn YreH NpuemMoYHon KOMUCCUM BbISIBUM
HenobpokavyecTBeHHblE IeKapCTBeHHble npenapaTbl. [Janee OH OTpasvn KayecCTBEHHble
pacxoxgeHuss B «AkTe 00 YCTAHOBMEHHbIX PaCXOXOEHUAX B KOMNWYECTBE M KayecTse npwu
NpuMémke ToBapHO-MaTepuarnbHbIX LLEHHOCTEN» U HeMeaNeHHO YTUNM3NPOBan AaHHbIA ToBap B
cneumanbHO o6opyaoBaHHOM nomelleHun. OueHUTe AeNCTBUS YneHa NMPUEMOYHON KOMUCCUM
Ha COOTBETCTBUE AENCTBYIOLLE HOPMATUBHO-NPABOBOWN JOKYMEHTaLUN.

OTBeT: He cooTBeTCcTBYET, T.K. N0 npasunam HAI (MNpukas Ne647H) npoBn3op OOSKEH
NOMECTUTb TOBap B KAPAHTMHHYIO 30HY anTe4yHOn opraHu3auunu.

8. Bo Bpemsa wuHBeHTapusauuu 3aBefylOLMA  anTe4YHOW oOpraHu3aummu cnucan
nekapCTBEHHbIe npenapaTtbl Mo NPUYNHE NOPYM, NPOM3oLLEaLLEN BO BpeMs XpaHeHus. OueHuTe
AencTBMe 3aBeayoLero anTe4yHom opraHn3aunm Ha COOTBETCTBME AEUCTBYHOLLEN HOPMATUBHO-
NpaBOBOW JOKYMEHTaLNN.

OTBeT: He cooTBeTcTBYET, T.K. no npasunam HAI (Mpuka3z Ne647H) 3aBeayroLUn
anTeyHoW OpraHmn3aLmmn JOSMKEH NOMECTUTb TOBAp B KAPAHTUHHYIO 30HY anTe4YHOW opraHu3aumm
1 BO3MELLEHNE NPON3BOANTCA 3a CHET BUHOBHbIX MKLL.

9. lpeactasutenn ®epepansHon cnyxbbl MO Hag3opy B cdepe 3awmTbl npas
notpedbutenen wun 6Gnarononyyns 4enoseka (PocnotpebGHag3op) npoBenn MOHUTOPUHT
6e30nacHOCTM NeKapCTBEHHbIX CPeAcTB ANs MeOULMHCKOro MNpUMEHEHUs Ha Tepputopun
BopoHexckon obnactm C uenbko  BbiBNEHUs anbCcuduUnMpoOBaHHbIX FEKapPCTBEHHbIX
npenapatoB B  anTeuyHblx  opraHu3aumax. OueHuTe  OeWcTBME  NpeacTaBuTenen
PocnotpebHaa3opa Ha COOTBETCTBME AENCTBYIOLLIEN HOPMATUBHO-NPABOBOM AOKYMEHTALUN.

OTBET: He COOTBETCTBYET, AaHHbI MOHUTOPUHT ocyLlecTBnsAeT Poc3apaBHaasop.

10. lMpoBusop, ans onucaHums HIP notpebutens anteyHoM oOpraHuM3auuun, BHEC
COOTBETCTBYHLLYIO 3anNnCb B aBTOMATU3NPOBAHHYK MHEOPMaUMOHHY0 cuctemy «KOHTpOnb-
danbcungukat», cosgaHHyro Pocs3gpaBHag3opoM  ONA B3aMMOOEWUCTBUMS € ydaCTHMKaMum
dapMaueBTUYECKOrO pbiHKA, KOTopas cTana eguMHOW LeHTpanM3oBaHHOW 6a3on gaHHbIX Mo
HIMP B Poccun. OueHunTe gencreus nposusopa.

OTBeT: He COOTBETCTBYET, T.K. NPOBM30p, Ana onucaHms HIP notpebutena anteyHoun
opraHuvsaumn, [OO/MKeH BHECTW COOTBETCTBYIOLYK 3annucb B aBTOMaTU3NPOBAHHYHO
nHopmaumnoHHyto cuctemy — AVC PocsapaBHaasopa.

MK-3



1. Mo M™Mepe peanusauum Kaxkgoro aTana rocygapCTBEHHOW  perncrpaumm
neKapcTBEHHOro npenapata MHOPMauus O peLleHun No KakaoMy 3Tany BHocunacb B 6asy
AaHHbIX MO PerucTpauMmn NnekapcTBEeHHbIX CPeACTB B TeyeHune AByX AHen. OueHuTe AaHHY
AeATenbHOCTb Ha COOTBETCTBME AENCTBYHOLLIEN HOPMATUBHO-NPaBOBOW AOKYMEHTALNN.

OtBeT: cooTBeTCcTBYET, T.K. Ha ocHoBaHun O3 Ne61-®3 M AOMUHUCTPATUBHOIO
pernameHnTa (Mpukas Ne23H) nHopmMaums O pelleHnn Mo KaKOoMy 3Tany rocygapCTBEHHOW
permctpauum nekapcTBEHHOro npenapata BHOCUTbCA B 6a3y [aHHbIX NO  perucrpauum
NeKapCTBEHHbIX CPeACTB B TeYeHue OABYX AHEN.

2. Mpn rocygapctBeHHOW peructpauum B P®  opdaHHOro nekapcTBEHHOro
npenapata ana QopMupoBaHua pasfena KIMHUYECKOW [AOKYMEHTauun pernctpaumoHHOro
Aocbe npeacTaBunnM OT4eTbl O pesyfibTaTax MeXAyHapOAHbIX MHOTOLEHTPOBbLIX KITMHUYECKUX
nccnegoBaHusix opdaHHOro fekapCTBEHHOro npenaparta, 4YacTb M3 KOTOpbIX NpoBeAeHa Ha
Tepputopun P®. OueHnte OaHHyl npoueaypy Ha COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-
NpaBoOBOW JOKYMEHTaLuN.

OtBeT: cooTBeTCcTBYeT, T.K. Ha ocHoBaHun D3 Ne61-®3 u AOMUHUCTPATUBHOIO
pernameHTa (lMpukaz Ne23H) npu rocygapcTBeHHoOW peructpauun B P®  opdaHHoro
nekapCTBEHHOro npenapata Ansa ¢OpMMPOBaHUA pasferna  KIMHUYECKOW [OOKyMeHTauum
perMcTpaumMoHHOro  ocbe  OONycKalTCss  OTYeTbl O  pesynbTatax  MexayHapoOHbIX
MHOIOLIEHTPOBbIX KIMHUYECKUX UCCIeaoBaHNsIX opddaHHOro fIekapCTBEHHOro npenaparta, 4Yactb
N3 KOTOPbIX NpoBeaeHa Ha TeppuTopumn PO.

3. Ha BnepBble pernctpupyembin B Poccun nekapcTBEHHbIW npenapart Bblaanu
permctpaunoHHoe yaoctoBepeHne. Cpok ero gencteuda coctaBndet 5 net. OueHuTe gaHHyHo
npolenypy Ha COOTBETCTBUE AENCTBYHOLLLEN HOPMATUBHO-NPABOBOW JOKYMEHTALMUN.

OteeT: cooTBeTCcTBYeT, T.K. Ha ocHoBaHun D3 Ne61-O3 cpok gencTeus
perucTpauuoHHOro yaocToBepeHna S5 neT - Ha BhepBble pernctpupyemoin B Poccuu
nekapcTBeHHbIN nNpenapar.

4, Ha JI[1 nocne noatBepxaeHWsa ero rocpernctpauum Bblgann perncrtpaumoHHoe
yooctoBepeHune. Cpok ero gencreusi coctaesndetr 5 net. OueHnTe aaHHy npouenypy Ha
COOTBETCTBUE AENCTBYIOLEN HOPMATUBHO-NPABOBOW JOKYMEHTaL NN,

OTBeT: He COOTBETCTBYET, T.K. Ha oOcHoBaHuMM B3 Ne61-Od3 cCcpok pencTeus
PErMcTPaLMOHHOro YAOCTOBEPEHUS B JAHHOW CUTYyaLmm — 6ECCPOYHO.

5. B anTteyHywo opraHusaumo obpatuncsa notpebutens € peuentom  Ha
akcTtemnopanbHbin JIMN. NMocne narotoBneHust notpebutens notpeboBan yaoCTOBEPUTLCS, YTO
naHHbIn J1IN 3apernctpupoBaH B PO 1 npegoctaButb eMy peecTp 3apermctpupoBaHHbix J11 B
P®. MNpoBusop-TexHonor oTkasan notpedutento. OueHnTe OencTBME NPOBM3Opa-TEXHOMOrA Ha
COOTBETCTBUE AENCTBYIOLEN HOPMATUBHO-NPABOBON JOKYMEHTaLUN.

OTBeT: npoBu3op npaB, €ro OencTBuA cooTBETCTBYHOT TpeboBaHusasm O3 Ne61-O3 —
akctemnopaneHble JIIN He nognexaT rocygapCTBEHHOW perncTpauunm.

6. Ha ocHoBaHuMM 3asBneHns Ha Bblgady 6eccpovyHOro perncrpauyMoHHOro
yOOCTOBEPEHNSA  NIEKapCTBEHHOro npenapata ObINO  OCyLWeCcTBNEHO  NOATBEPXAEeHME
rocyaAapCTBEHHOW perncTpaunm nekapctBeHHoro npenapata. OueHnTe AaHHy npouenypy Ha
COOTBETCTBUE AENCTBYHOLLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLMUN.

OtBeT: cooTBeTCcTByeT, T.K. Ha ocHoBaHun D3 Ne61-O3 cpok aencTeus
perncTpaunoHHOro yaoCTOBEPEHUSA B AAHHOM CUTyauumn — 6eCccpoYHo.



7. NekapcTBeHHble cpefcTBa, Npolledllne rocygapCTBEHHY perncrpauuto, 6binu
BHECEHbl B ouLManbHbli UICTOMHUK MHAOPMaUUM O NekapcTBeHHbIX npenapaTax pernctp J1C
Poccun. OueHuTe gaHHyo npoueaypy Ha COOTBETCTBME AEWCTBYIOLWEN HOPMaTUBHO-NPaBOBOM
AOKyMEHTaUUN.

OTBerT: HE COOTBETCTBYET, T.K. JIeKapCTBEHHbIE cpeacTtea, npoweaLwne
rocygapcCrtBeHHYO perncrtpauuio, BHOCATCA B Od)MLlMaﬂbeIVI MUCTOYHUK I/IHC*)OpMaLI,I/II/I (0]
JIEKapCTBEHHbIX Mpenapatax — Focy,uapCTBeHan‘/'l peecTp nekapCTBeHHbIX CPeacCTB.

8. Ha nekapcTBeHHbIi npenapaT nocne MNOATBEPXKAEHUS €ero rocperncrpauum
BblOanu perncTpauuoHHoe YyAoCToBepeHMe Ha GeccpouHbli nepuod. OueHuTe AaHHYHo
npoueaypy Ha COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-NPABOBOWN AOKYMEHTaLNN.

OtBeTt: cooTBeTCcTByeT, T.K. Ha ocHoBaHun D3 Ne61-O3 cpok AencTeus
perncTpaumoHHOro yagoCToBepEHUS B JaHHOM CUTyaunm — 6eccpoYHo.

Q. denepanbHaas  cnyxba no  Hagsopy B cdepe  30paBOOXpaHEHUs
(PocaapaBHaa3op) NpoBOAUT rOCYAapCTBEHHY pernctpaumio BAL «30MoTOTLICAYHUKY, Y.,
200 rp. OueHnTe AaHHyO NpoLedypy Ha COOTBETCTBME AEUCTBYHOLLEA HOPMaTUBHO-NPaBOBOW
[IOKYMEHTaLW.

OTBeT: He COOTBETCTBYET, T.K. BAbl He npoxoaAaT rocyaapCTtBeHHYI0 pernctpauuio.

10. Cpok peructpaumn JIIM gna BeTEPUHAPHOrO MNPUMEHEHUS, UCTEKalWnn ¢
14.03.2022 no 31.12.2022, npoaneH Ha 12 wmecsueB. OueHuTe AaHHYKO npoueaypy Ha
COOTBETCTBUE OENCTBYOLWEN HOPMATUBHO-NPABOBOW JOKYMEHTaLUN.

OTBeT: npoueaypa COOTBETCTBYeT Ha ocHoBaHuu [MocTtaHoBneHus MMpaButensctea Ne
353.
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3apaya Ne 1. OueHuTe pfencTeme npoBu3opa-aHanuTMka Mo KOSIMYECTBEHHOMY
onpegerneHuio pacteopa marHus cynodgata 20 %.

KonuyectBeHHOe onpegeneHne. 5 MM KOHUEHTpata MOMeLlalT B MEPHY Korby
emkocTbto 100 mn 1 goBoaAaT Bogon Ao MeTku. K 2 Mn pasBefeHHOro pacteopa KOHUeHTpaTa
npubasnawt 25—30 wmn Boabl, 4—5 M ammunadHoro ©OydepHoro pacteBopa, 0,1 r
MHOWKaATOPHOM CMECU KUCITOTHOIO XPOM YEPHOro CneumansHOro u TUTPYKT pacTBOPOM TPUIOHa
b (0,05 monb/n) OO CMHErO OKpaLLMBaHMS.

1 mn pacteopa TpunoHa b (0,05 monb/n) cootBetctByeT 0,01232 r marHmna cynbdata
(MgS0O4 x 7TH20).

lMpoBu3oOp-aHanNUTUK paccuuTan npeaBapuTenbHbIi  WMHTEpBan pacxoga TUTpaHTa
(nonpaBoyHbIM  KO3dhGumumeHT 0,05 wm™onb/n  pactBopa TpunoHa B paeeH 0,9805).
MpeaBapuTenbHbIN MHTEpPBA pacxoga TutpaHta 1,62-1,69 mn.

OtBeT: cooTtBeTcTBYeT. PeweHne. B cootBetctBUM C [lpukaszom MwuH3agpaBa PO ot
26.10.2015 N 751H «O6 yTBEpXOEHUM npaBwuST M3rOTOBSIEHNA W OTMNyCKa NEeKapCTBEHHbIX
npenapaTtoB A1 MeAUUMHCKOrO NPUMEHEHUS anTeYHbIMN OpraHu3aumsMu, MHAMBUAYaNbHbIMM
npegnpuHUMaTensamMy, UMeELWMN  NIMUEH3NI0  Ha  dapMaueBTUYECKyD OeATerNbHOCTb»
(tabnuua 8 npunoxeHua 3) 4ONyCTUMO OTKNMOHeHue +2%, T.e. KoHueHTpauus 19,6-20,4 %.
[MpepBapuTenbHbIM MHTEPBan pacxoga TutpaHTta 1,62-1,69 mn

3apava Ne 2. OueHunTe Ka4yecTBO NeKapCTBEHHOW POpMbl MO NokasaTento OTKINOHEHMUS NO
Macce HaBEeCKM NneKkapcTBEHHOro BewectBa TpeboaHmsam npukasza M3 PP ot 26.10.2015 Ne
751H. Pacteop npotaprona 2%-10 mn.

K 1mn nekapctBeHHon ¢opmbl npubasunmn 10 kanenb CMecu, COCTOSILLEN M3 PaBHbIX
yacTen pacTBOpa Xenes3oaMMOHMEBbLIX KBACLOB U pasBedeHHOW as3oTHOW KucnoTbl. [locne



obecueunBaHmss TutpoBanm 0,02 H pacTBOPOM aMMOHMSA pofaHuga C MNOMPaBOYHbIM
koapbpmumeHtom K=0,9805 po xentoBaTopos3oBoro okpawwmvsaHua. 1 mn 0,02 H pacTtBopa
aMmmoHus poaaHuga cootseTcTByeT 0,0268r npoTtaprona. Pacxog tutpaHTta 0,78 mn.

OtBeT: cooTBeTCcTBYET. PelweHue. [lponucaHHas macca JiekapCTBEHHOro BellecTBa
2/100x10=10,2 .

B cooTtBeTcTBMM € Tabnuuen 4 npunoxeHna 3 K Npasunam, yTBepXXA4eHHbIM NpUKasom
MwuHsgpasa P® ot 26.10.2015 N 751H gonycTumoe OTKMNOHeHWe Ans aaHHon HaBeckn £10%.
T.e cogepxaHue B nek. gopme 4.6. 0,18-0,22r

CIr=VxKxTxP/a(V) CI'=0.78x0.9805x0.0268x10/1=0.209r

Takum obpasom nekapcTBeHHas opma yaoBreTBopdeT TpeboBaHMsM npukasa no
OTKITOHEHNSAM MaccCbl HaBECKM NpoTaprosa.

3apava Ne 3. OueHunTe Ka4yecTBO NekapCTBEHHOM (DOpPMbI MO NoKasaTesto OTKNOHEHME No
Macce HaBEeCKM JIeKapCTBEHHOrO BellecTBa cornacHo TpeboBaHusim npukaza M3 PO ot
26.10.2015 Ne 751H.

PactBop Hatpua xmopuga 10% - 150 wmn. OnpegeneHve  npoBOAMNOCH
pedpakTomeTpudeckn. Temnepatypa 250C. [lokasatenb npesioMneHus aHanuampyemoro
pactBopa n=1,3491, nokasatenb NpenomMreHns BoAbl OYMLLEHHOM MpPU TOW Xe TemnepaType
n=1,3325.

OteeT: cootBeTcTBYyeT. PeweHune. [NponucaHHaa Mmacca nekapcTBEHHOro BellecTBa
10/100x150= 15,0 r.

B cooTtBeTcTBMM C Tabnuuen 4 npunoxeHna 3 k NpaBunam, yTBepXXAEHHbIM NPUKa30M
MwuH3gpasa P® ot 26.10.2015 N 751H, gonycTMMoe OTKNOHeHWe ansa gaHHom HaBeckn 3%, T.e
cogepxaHue B riekapcTBeHHon bopme OOMKHO bbiTb 14,55 - 1545 .

N3mepeHne nposogunocb npu Temnepatype 250C, wucnonb3yem dakTU4eckun
nokasaTtenb npenioMneHns pacTeBoputens. Haxogmm B cnpaBoOYHbIX Tabnuuax dakrtop
npenomMneHnsa HaTpua xnopuaa ang pacteopa nNponucaHHom koHueHTpaumn F=0,00164.

CI'= (n-n0)xP/Fx100 CI'=(1,3491-1,3325)150/100x0,00164=15,18 r

Takum ob6pa3om nekapcTBeHHas bopma yaoBreTBopsdeT TpeboBaHMsM npukasa Mo
OTKITOHEHMSIM MacCbl HaBECKM HaTpua xropuaa.

3apaya Ne 4. OueHuTe JOencTBusi NpoBM3Opa-aHanuMTMka MO pacyeTy obbema
NPUroTOBIIEHHOW NIEKAaPCTBEHHOW hOPMbl YAOBMAETBOPAOLWNIA TpeboBaHmsaM npukasa M3 PO ot
26.10.2015 Ne 751H no nokasatento «OTKNOHeHMst no obwen macce (ob6bemy)», ecnu
nponucaHo 200 M MUKCTYpbI. [Nony4vyeHHbIn pe3ynbTaT - 4OMKHO ObiTb 196MNn-204 mn.

OTtBeT: cootBeTcTByeT. PeweHune. B cootBeTcTBMM € Tabnuuen 3 npunoxeHums 3 K
lMpaBunam, yTBepXaeHHbIM npukasom MwuHsgpaBa PP ot 26.10.2015 N 751H, gonyctumoe
OTKITOHEeHne ans gaHHoro oobema +2%. 200+-200/100x2, gomkHO ObiTe 196Mn1-204 mn.

3apaya Ne 5. Bbl pykoBoauTenb anTedHon opraHudaumn. OueHnTe cogepaHne Hatpus
xnopmnaa B N3bATON NeKkapcTBEHHON hopMme.

[MpoBn3opomM-aHanNMTUKOM ObinNn paccumMTaHbl OOMNYCTUMbIE OTKITOHEHUS ONs HaTpus
xnopuga, Mo nokasaTent OTKIOHEHMS MO MacCe HaBECKW JEeKapCTBEHHOrNo BeLlecTBa
yooBneTBopsowme TpedosaHnam npmkasza M3 PP ot 26.10.2015 Ne 751H, oo ctepunmsaumm u
N3bATBIX M3 anTekn Ons NPOBEPKM (M3roTaeBnmBanacb cCepusi BHYTPUaNTE4YHOW 3aroTOBKU B
konuyectee 20 bnakoHOB MO NPOMNMUCK).

PacTtBop cpypauunnnmHa 0,02% - 100,0

Hatpus xnopuga 0,9

N3baTa nekapcTtBeHHas dhopma no nponucu (cogepxkaHme Hatpusa xnopmaa 0,847 r)

OtBeT: cootBeTcTBYET. PeweHune. [pu n3rotoBneHnn B OAHy 3arpy3ky 2 N pacteopa
OepyT maccy HaBeckun 18 r ona KOTopon B COOTBETCTBMM C TpeboBaHmsmun npukasa M3 PO N
751H (Tabnuua 4 npunoxeHns 3) 4ONYCTUMO OTKITOHEHNe 3%, T.e. NPY XMMUYECKOM KOHTpOne
ponyckaeTcs oTKNnoHeHne +3% v cogepxaHme HaTpua xnopuga 4.6 17,46-18,54 r.



N3baTa nekapctBeHHas ¢opma no nponucu. copepxkaHuve HaTtpusa xnopuga 0,9 r um
A0oNyCcTMMOE OTKIOHeHne +6% (Tabnuua 4 npunoxerHna 3), HaTpua xnopuga 4.6 0.846-0.954r.
Takum obpasom AormkHo 6biTb 17,46-18,54 1., 0,846-0,954 .

19.3.3 CopepxaHue (CTpyKTypa) oTyeTa

OtyeT no npakTnke

CtpykTypa oT4yeTa

1. Llenb n 3aga4m npon3BoACTBEHHON NPAKTUKN.

2. KpaTkasi xapakTepuctvka AessTeNbHOCTU anTeyHoW opraHnu3aumm, yCroBuin 1 06CTaHOBKM,
B KOTOPOW Npoxoauna npaktuka.

3. MopsOok NPOXOXAEHUS MPaKTUKW, ee coaepXaHue B COOTBETCTBUM C 3adaHMeM Ha

NPaKTUKy, BbINOSIHEHME NPOrpaMMbl MPakTUKK. YKasaTb NPOTUBOPEYMS MEXAYy TeOpuMen U NpakTUKOW,
BbISIBIEHHbIE BO BPEMS NPAKTMKW, X NpUYnHbl. COBCTBEHHAs TOYKa 3peHUst CTyAeHTa Ha BO3MOXHOCTb
nX ycTpaHeHus. YkasaTb HeJoCTaTKM NpakTukn (obopyaoBaHue, opraHnsaumsi, CHabxxeHue), NX NPUYnHbI
N BO3MOXXHOCTM YCTPaHEHWS.

4, MpodgeccroHanbHble HaBblkKM, OCBOEHHble BO BPEMs MNPaKTUKM  (HauMeHoBaHue
NPaKTU4eCKOro HaBblka W YPOBEHb €ro OCBOEHWUS — BbIMOJSTHAN CaMOCTOSATENIbHO, MOMOran BbINOSHATD,
Habnogan 3a BbIMOMHEHWEM).

5. OueHka NOMEe3HOCTU MpaKTUKM OBMageHus npodecCMoHanbHbIMU  NPaKTUYECKUMU
HaBbIKaMW.

6. AHanu3 npakTukM (OueHKa MPaKTUKW, ee MONOXUTENbHbIE U OTpUUaTENbHbIE CTOPOHbI,
TPYAHOCTM M Npobrnemamu, ¢ KOTOPbIMW MPULLIIOCH CTOSKHYTLCS BO BPEMS NMPOXOXAEHUSI NPAKTUKN).

7. BbiBOAbI, NpeanoXeHns 1 NOXenaHus No yry4LleHNo OpraHn3aummn npakTuku.

Moanuck npakTukaHTa, AaTta

19.4. MeTognyeckue Matepmansbl, onpegensirowme npouesypbl OLeHUMBAaHUA 3HAHUN, YMEHUN,
HaBbIKOB U (MNX) ONbiTa AeATENIbHOCTU, XapaKTepuU3yLWmxX atanbl popMMpoBaHUA
KOMMeTeHLnN

OueHKka 3HaHWA, YMEHWA W HaBbIKOB, XapaKTepu3ywLwMx 3Tanbl (OopMUPOBaHMUS
KOMMNEeTEHUNA, NPU NPOXOXOEHUN NPaKTUKM MPOBOAMTCH B XO4e TeKyllen U MpoMexXyTOYHOM
atrectauun. Tekywiaa aTTectaums NpPoOBOAUTCS B COOTBETCTBUM C [lonoxeHnem O Tekylleun
aTTecTaumm oby4arLmnxcst N0 OCHOBHbIM NpodeccuoHarnbHbIM obpasoBaTeribHbIM NporpaMmam
BopoHexckoro rocyaapCTBeHHOro yHMBepcuTeTa.

Tekywaa artrectaums HanpaBrfieHa Ha obecnevyeHve KOHTPONA npouecca YCBOEHUS
npodeccnoHanbHbIX YMEHWUW W HaBbIKOB OPAMHATOPOB Ha MpakTuke, dopMUpoBaHUA
COOTBETCTBYHOLLMX KOMMNETEHUUIN U BbINOSTHEHUSA NHONBUAYANbHbLIX 3a0aHUN.

dopma Tekywenm aTrectrauMm — npoBepka [OHEBHUKOB MNPaKTUYECKOW MNOArOTOBKU
pykoBoauTeneMm npakTukn OT YyHuBepcuTeTa. OueHka BbICTaBNSETCA B COOTBETCTBUM C
Kputepuammn, npeactasneHHbiMmn B . 19.2.

[MpomexyTodHas aTTecTaunsa NPoBOAUTCA B COOTBETCTBMM C [lonoxeHnem o npoBeneHun
NPOMEXYTOYHON aTtTecTaumm obydarwmxcs no obpasoBaTeribHbIM MporpaMmam  BbICLLEro
o6pa3oBaHna BopoHEXCKOro rocygapcTBEHHOro yHUBepcuTeTa.

[MpomexyTodHas aTTecTaums No npakTuke BKOYaeT BXOOHOW KOHTPOSb (NpegocTaBreHne
oTyeTa, nNpefocTaBrieHMe OTYETHbIX [AOKYMEHTOB, KOTOpble BU3UPYHOTCA  MNOAMUCHIO
pykoBoauTens u nedvatbto opraHusaumum. OTYeT coaepXuT criegylolme cocTaBnsowme:
06paboTaHHbIN U CMCTEMATU3MPOBAHHbBIA MaTepuarn no TemaTuke npakTuku. MNpegocrtaBnseTcs
AHEBHVIK NMPOXOXAEHNSA NPAKTUKK (OOSMKHO BbiTb onmcaHo He MmeHee 70% BbINOSIHEHHbIX BUOOB
paboT, 3annaHWpPOBaHHbIX MNPOrpPaMMON MPaKTUKKU)), a TakKe MNPaKTUKOOPUEHTUPOBAHHOE
3agaHune, No3BoNsLLEe OLEHUTb CTeneHb COOPMUPOBAHHOCTM YMEHUI U(MUNK) HABbIKOB.

[HEBHMK NpakTMYeCcKon NOAroTOBKU BeAETCA OpAMHATOPOM exeaHeBHO. B koHue pabouyen
Hegenu OHEBHUK NOLNUCLIBAETCA PYKOBOAMTENEM MPaKTUKM OT opraHmsaumm — 6asbl NpakTuku
N OpANHATOPOM, r4e OTpaXkeHbl OCBOEHHbIE MM CaMOCTOATENBHO NMMBO B KayecTBe NOMOLLHUKA
nnbo B KayecTee Habngatensa Buabl NpodeccnoHarnbHbix paborT.



MToroBbi OTYET NO OCBOEHUIO I'IpOd)eCCI/IOHaJ'IbeIX HaBbIKOB COCTaBJ1dA€TCA OpANHATOPOM
no yCTaHOBﬂeHHOVI cbopme N OOJDKEeH OoTpaxaTb obuiee BnevaTneHue opaunHaTopa OoT
MPOXOXAOEHUA TIPAKTUKH, 6a3sbl npakTukn, C BbidBNIeHNMEM [OOCTOUHCTB W HEeOOCTaTKOB B
cogepXaHnn rnpakTuKkK, 6a3sbl npakTukn, opraHn3aunn pa6OTbI opanHaTopa CO CTOPOHbI 6asbl
MPaKTUKN. OT14eT pOoNmKeH cogepXaTb 3J1EMEHTLI KpVITVI‘-IGCKOﬁ OUEHKN o6yl-|a+ou.|,erocs=| 00
opraHn3aunn npakTuKkn. OT14yeT nognuckbiBaeTcA O6y‘-IaPOLIJ,I/IMCFI. OueHka BbICTaBnsieTcs B
COOTBETCTBUN C KpUTepuamMu, npeacrasrneHHbIMn B 1. 19.2.

3apaHusa pasgenos 19.3.2 n 19.3.3 pekoMeHOyTCa K UCMONb30BaHMIO Npu NpoBeaeHun
AnarHoCcTn4ecknx paboT C uenbld OUEHKM OCTaTOYHbIX 3HaHMK MO pesyribTaTaM OCBOEHUS
AaHHOM MPaKTUKW.
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