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NMPOrPAMMA NPAKTUKU
M.02.04(M) NpousBoacTBeHHasA NpakTUKa NO opraHuU3auumn KOHTPOSA U
Haa3opa B cdepe obpaleHUs nekapcTBeHHbIX CpeaAcTB

1. Kog u HaumeHoBaHMe cneumnanbHOCTU:
33.08.02 YnpaBneHue n 3koHOMMKKa dhapmaumnu
2. Mpodmnb nogroroBku/cneumnanusaumsa: oTCyTcTByeT
3. KBanudukauma BbINyCKHUKA: NPOBU30p-MeHeaXep
4. dopma 06y4eHus: o4yHas
5. Kacheapa, oTBevaroLwlan 3a peanusauuio NpakTUKKU: yNpaBrieHNs 1 SKOHOMUKK
dapmarmm

6. CoctaButenn nporpammbl: YynaHanmHa EneHa EBreHbeBHa, A.hapMm.H.,
npodpeccop, KysémkmHa AnekcaHgpa BacunbeBHa, K.papm.H., Muxuna Jlapuca
[MaBnoBHa, cT.npenogasaTernb.

7. PekomeHaoBaHa: Hay4YHO-MEeTO4MYECKMM COBETOM (hapMaLeBTUYeCKOro hakynbTeTa,
npotokon Ne 1500-06-07 ot 24.03.2025 .

8. YuebHbIn roa: 2025-2026 CemecTtp(bl): 2



9.lenu u 3agayv npakTUKK:

Llensamu npon3BoaCTBEHHOM MPaKTUKM MO OpraHn3auum KOHTPOSs U Hag3opa B cdepe
obpalyeHuns nekapCcTBEHHbIX CPeACTB ABNATCA NOSyYyeHne NpodeccmoHarnbHbIX HAaBbIKOB
No oOpraHMsauun KOHTPONbHO-HAA30pHOM OeATenbHOCTM B cdepe obpalieHus
nexkapCcTBEHHbIX CPeaCTB.

3agavyamu Npou3BOACTBEHHOM MPAaKTUMKMA MO OpraHM3auum KOHTpona v Hagsopa B
chepe obpalleHnst NEKaPCTBEHHbIX CPEACTB SABMASOTCS:

- dopMupoBaHue Yy OpOAMHATOPOB HAaBLIKOB MO OpraHuMs3auun U MNpoBeAeHUro
rocygapCTBEHHOro Hagsopa B o6nactu COOTBETCTBUSA  JiIeKapCTBEHHbIX  CPeacTB
3asBNeHHbIM TpebOBaHMAM K UX Ka4ECTBY;,

- GhOpMMpPOBaHME Y OPOVHATOPOB HABbLIKOB  OCPOPMIIEHNS LOKYMEHTOB B OGMac perrpaLym
AaHHbIX M BEOEHNSA [OKYMEHOOBOPOTa;

- dopMupoBaHMe y OpAUHATOPOB HaBLIKOB MO OpraHM3aumm
6e30MacHOCTM NeKapCTBEHHbIX NpenapaToB Npu Ux obpaLleHuu;

- dopMUpoBaHNE y OpPAMHATOPOB YMEHUA W HABLIKOB MO OpraHM3aumm KOHTPOIs
KaydecTBa NleKapCTBEHHbIX NpenapaToB, B T.4. MO OpraHn3aumnmn aKCnepTu3bl JIEKAPCTBEHHbIX
CpeacTB C NMOMOLLLI XUMUYECKUX, BUONOrnM4ecknx, U3NKO-XMMMUYECKMX N UHBIX METOLOB.
- dopMupoBaHNEe Yy OPAMHATOPOB HAaBLIKOB MO WCMOSIHEHUID OCYAApPCTBEHHOM
QYHKUMM MO OCYLLECTBIIEHUIO TOCYAAapCTBEHHOrO HaAa3opa W KOHTpons B cdepe
obpalleHnsa nekapcTBEHHbIX CPeOCTB.

MOHUTOPUHra

10. MecTo npaktukm B cTpyktype OOIl: npakTtuka oTHocuUTCA K Brioky 2, 6a3oBas 4yacTb
obpasoBartenbHON nporpaMmmbl No crneunanbHocTn 33.08.02 «YnpaBneHne n 3KOHOMMKA
dapmayunm».

11. Bua npakTuku, cnocob u ¢popma ee npoBegeHus

Bua npakTuKu: npon3BoaCTBEHHAS.

Cnoco6 npoBeaeHUA NPaKTUKN: CTauMOHapHas/Bble3gHas.
dopma npoBeaeHNA NPAKTUKU: OMCKPETHaS.

Peannsyetca yactudHo B bopme npaktudeckon noarotosku (M01).

12. MnaHupyemMble pe3ynbTaTbl OOY4YEeHUA NPU MPOXOXAEHUU NPAKTUKU (3HAHMUA,
YMEeHUsi, HaBblkW), COOTHECEHHble C MJIaHupyeMbiMU pe3yfibTaTaMu OCBOEHUSA
obpa3oBaTefnibHOM NporpamMmbl (KOMNEeTEHUMAMM BbINYCKHUKOB):

KomneTteHums lMnaHnpyemMble pesynbTaTbl

Kog HaseaHue obyyeHus

MK-1 | foToBHOCTL K  MpoBedeHuo | YMeTb: OCYLEeCTBASATb MNOUCK W OUEHKY dapmaleBTUYecKomn
npoLeayp BBO3a NeKapCTBEHHbIX | MHOpMauuKn, B TOM YUcre B pecypcax ¢ nHdopmalmen o BBO3€
cpencTs B Poccuiickyo | B PO nekapCTBEHHbIX CPpeACTB U BbiBO3e 13 PP nekapcTBeHHbIX
depepaumio " BblBO3a | CpeacTB
nekapctBeHHblx  cpeAcTB M3 | BnageTtb: HaBblkamu  npouefypbl  BBO3a  NEeKapCTBEHHbIX
Poccuiickon ®egepaunn npenapatoB Ha Tepputopuio PP un BbiBO3a NEKapCTBEHHbIX

cpeacts u3 PO

MK-2 | [OTOBHOCTL K NpoBEeAEHUIO YMeTb: OCYyLeCTBNATL MOUCK W OLUEHKY dapMaLueBTU4eCcKon
npoueayp no nsbATU 13 WHpopmaumm, B TOM Yucne B pecypcax C UHdopmauunen o
rpaxgaHckoro obopota 3abpakoBaHHbIX NNEKAPCTBEHHbIX CPEACTBaxX M TOBapax anTeyHoro
danbLcudULMpoBaHHBbIX, accopTuMeHTa
HeJoOpOKaYeCTBEHHbIX U Bnagetb: HaBblkamu opraHu3aumm paboTbl MO U3bATUIO U3
KOHTpadaKTHbIX rpaxgaHckoro obopoTta danbcuuLMpoBaHHbIX,
nekapcTBeHHbIX CPeacTB N Ux Heo0bpOKaYEeCTBEHHbIX, KOHTPAaKTHLIX NEKAPCTBEHHLIX CPEACTB
YHUUTOXEHUIO M UX YHUYTOXEHMEM, BKIMYasi nNekapCcTBeHHble Mpenaparhl,

cofepxallmMe HapKoTuyecknme cpeactsa W MCUXOTPOMHbIE
BeLLeCcTBa U X NPEKYpPCopbl.

MK-3 | [OTOBHOCTL K NpoBEeAEHUIO YMeTb: 0hopMNsATb OOKYMEHTbLI B 0b6nacTn perutpaumm AaHHbIX U
npouenyp, NpegycCMOTPEHHbIX NPU BEAEHUS OOKYMEHO000poTa, B T.4. PErMcTpauMOHHOrO [OCbe Ha
rocyapCTBEHHOW perncrTpaumm  [nekapcTBeHHble npenapaTbl ANd MeJULMHCKOrO NPUMEHEHUS.
nekapcTBeHHbIX npenapaTos

Bnapgets: HaBblKamMK opraHusauumu OOKYMEHTarnbHoro
COMPOBOXAEHNSA perncTpauumn nekapcTBEHHbIX npenapaTtoB Angd
MeOMLMHCKOro NpUMEHEHUS




MK-8 | FOTOBHOCTbL K OpraHu3aLum

SKCNepTU3bl NNEKapCTBEHHbIX YMeTb: 0hopMAsTb JOKYMEHTbI MPOTOKOSIOB UCMbITAHUIA U aKTOB
CpencTs C NOMOLLIbIO XUMUYECKUX, loT6opa 06pas3LioB (NPo6) NekapCTBEHHLIX CPEACTB B paMKax
Bronornyecknx, usnko- NPOBeEHNS! «BXOJHOrO KOHTPOMS»

XUMUYECKUX U UHbIX METOAOB BnapeTb:

- HaBbIkaMy MO OpraHM3aLuK 9KCNEPTM3bI NIeKapCTBEHHbIX CPEeACTB
XUMUYECKUMU, OM3NYECKUMI, BUOTOTUYECKUMU, PUBMKO-
XMMUYECKMMUN METOAAMM B anTeYHbIX YCIIOBUSX U B YCITOBUSIX
3aBOACKMX NabopaTopuii, He3aBUCUMbIX nabopaTopuid;

- HaBblkaMV [JOKYMEHTasrIbHOrO CONPOBOXAEHUS 3KCNePTH3bI
NekapCTBEHHbIX CPeaCcTB

MK-9 | FOTOBHOCTE K  opraHusauuu | YMeTb: OCYLLECTBMSATb MOMCK M OUEeHKY dapmaLeBTUYecKoi
KOHTpOnsi KayecTBa | MHdopmMauMn, B TOM uuclle B pecypcax C MHdopmauuen o
nNeKkapcTBEHHbIX CpeacTB NPOBEAEHUN IKCNEPTM3bl KayecTBa METOHAOB KOHTPOSsS KayecTBa
NeKapCTBEHHbIX CPeACTB AN MEAMLMHCKOrO NPYMEHEHUS]
Brnagetb: HaBblkaMM MO OpraHMsauMu KOHTPONsS  KayecTBa
NeKapcTBeHHbIX  MpenapatoB B  paMKax  OCYLIEeCTBeHUs
rocyfapCTBEHHOrO Haz3opa 3a KayeCTBOM JeKapCTBEHHbIX
cpeacTts

13. O6beM npakTUKU B 3a4eTHbIX eauHuuax/yac —15 3ET/5404acos.
dopma NpoMeXXyTOHHOM aTTecTauum - 3a4eT C OLLEHKOM

14. Bugbl y4ebHOM paboThbl

TpyaoemMKocTb
Mo cemecTpam
Bug y4ebHow paboTbl Bcero
2 cemMecTp

Bcero vacos 540 540
B TOM YuChe:
JlekumoHHble 3aHATUA (KOHTakTHasA pabora) - -
[MpakTuyeckne 3aHATUSA (KOHTaKTHasa paboTa) 20 20
CamocTtosaTenbHas paboTa 520 520
dopma NpomexyTouHOM aTTecTauum - -
(3a4em c oyeHkoli — 0 yac.)

Wtoro: 540 540

KoHTakTHas pabota obOyyallmMxcss  OCyLWeCTBNAeTCA B OCHOBHOM  3Tan
NPOVN3BOACTBEHHOW MNPaKTUKM B Yy4ebHOM ayauTtopum Ons nNpoBeAeHust y4eOHbIX 3aHATUN
dapmaueBTudeckoro dakynbteta (kopnyc 7). KoHTakTHas pabota obOy4arowwmxcs
peanu3yetcs C  WUCMONb30OBaHMEM  3NIEKTPOHHOrO  OOy4YeHUss U OUCTaAHLMOHHbIX
obpasoBaTenbHbIX TEXHOMOMMI (B 3NIEKTPOHHOM MHGOpPMaLMOHHO-00pa3oBaTenbLHON cpeae -

obpasoBaTenbHbIN  NopTan «OneKTpOoHHbIN  yHMBepcuteT BIY» - Pexum poctyna:
https://edu.vsu.ru/ oHnanH-kypc « OpraHm3aums KOHTPOSIbHO-pa3peLNTESNIbHON AeATENbHOCTH
B chepe obpaLleHns neKapCTBEHHbIX cpencTs (opanHaTypa)»

https://edu.vsu.ru/course/view.php?id=3429). O6bemM KOHTaKTHOM paboTbl OOyyaloLWMXCs Ha
nponsBoacTBeHHOM npaktuke - 20 4. KoHTakTHas paboTa oby4varowmxcsa BkroyaeT B cebs
NpakTUYecKne 3aHATUS U 3aHATMS TUNa KOHCynbTauun (rpynnoBble  KOHCYNbTauuw,
nHOnBMAYyanbHble KOHCynbTauun u (Mnu) mHameBugyanoHas pabota obyvarowimxcs), B TOM
4yucrne ¢ NCNonb3oBaHNEM ANCTAHUMOHHBLIX 0Opa3oBaTeNbHbIX TEXHOMOMNNA.

15. CopepxaHue npakTUKm

n/n Paspgenbl (aTanbl) ConepxaHve pasgena
NpaKkTyKn
1. NogrotoBUTENbBHbLIN MHCTpyKTaX No TexHuke Ge3onacHocTu, obliee 3HaKOMCTBO C
(opraHu3aLMOHHbIN) Ga3o MpakTukM, COCTaBneHue W yTBepXaeHue rpacduka
NPOXOXAEHUSA MPaKTUKK.



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

OpauHaTop cocTtaBnsieT WHOUBMAYaNbHbIN rpacuk
NPOXOXAEHWST  MPaKTUKM,  KOTOPbIA  COrfacoBbiBaeTcs  C
pykoBogutenem OT 0asbl-NpakTku W pykoBoguTenem  oT
Kadpeapbl.
B nHavBrayanbHOM nnaHe ykasbiBaeTcs:
-HaUMEHOBaHME  CTPYKTYPHOro nogpasfeneHnss  anTevyHow
opraHmsaumu;
- npodeccroHarnbHble YMEHUS U HaBblkM, KOTOPble OCBavBaeT
opanHaTop;
-nporpaMmmMa camocToATEeNbHON paboThl NO NPaKTUKE;
-rpadouk paboTbl Hag HANBUAYANbHBIM 3aHATUEM;
-nepeyeHb OTHETHbIX JOKYMEHTOB MO NPaKTUKE.
2. OcHoBHON
2.1 N3yyeHne wu aHanu3 1. OpraHusaums BBO3a/BbiBO3a J1I€KAapCTBEHHbIX CPEACTB
agMUHUCTPaTUBHOWN Anst Me4MUUHCKOro NpuMeHeHus Ha Tepputopuio PO.*
npoweaypsb! no 2. OpraHusauus OOKYMEHTanbHOoro COMpoBOXAeHNS
NpoBEeAEHUNIO perncTpaumnm nekapcTBeHHbIX NpenapaTos.
rocygapcTBEHHOro 3. OpraHusaumm KOHTPOSbHO-HAA30PHbBIX MEpPONpUSATUA B
KOHTpOns W Hag3opa B Lenax obecneyeHns kavectaa J1C.
chepe obpalleHns 4, lMnaHnpoBaHme NpoBeaeHUs NPOBEPOK.
NeKkapCTBEHHbIX 5. Mopspok npoBegeHuns npoBepok Poc3gpasBHaasopom
cpencTs CcybbekToB po3HuyHom Toproenu J1C. *
5.1. OpraHu3auumsa n npoBefeHne NaHoBoW NPOBEPKY;
5.2. Opranunsauus 1 npoBedeHne BHEMNNAHOBOW NPOBEPKY;
5.3. lokyMeHTapHbIe 1 Bble3aHble NPOBEPKY;
5.4. Nopsiaok opraHmnsaunmn NpoBeEPKK;
5.5. KoHTponbHas 3akynka.
6. OcbopmneHne pe3ynbTaToB NPOBEPKM.
7. MpuHATHE Mep MO pe3ynbTaTam NPOBEPKM.
2.2. SaLLI,l/ITa npas OPUANYECKUX NnLL 1. I'IpaBa tOpI/IJJ,I/I‘-IeCKI/IX nny n nHanBunayanbHbIX|
W MHAVMBUAYANbHBIX npeanpyHMMarenei npu NpoBeaeHUN NPOBEPOK.
. 2. Mopsapok obxanoBaHWsa pe3yrnbTaToB NPOBEPKU.
npegnpvHumaTenen npu
npoBeAeHUN NPOBEPOK
2.3 OpraHnsauyus KOHTpons 1.  OpraHusauma MOHUTOpUHra nHgopmaumm o JIC, na3baTbixX
kadectBa JIC Ha 13 obpalleHnsl B CBSI3N C HECOOTBETCTBMEM UX Ka4yecTBa.
TeppuTopun 2. OpraHuzauumn KOHTPOMS KayecTBa NIEKAapCTBEHHbLIX CPEACTB
BopoHexckon obnactu Ha TeppuTOopUn BopoHexckor obnacTu ¢ Lenbio NpeaoTBpaLLeHms
NOCTynneHus ganbCurUNPOBaHHbIX U HeA0OpOKa4YeCTBEHHBbIX
nekapCTBEHHbIX CPEACTB Ha TeppuTopuio BopoHexckon obnacTtu
n obecnedyeHns kadecTBa, 3(PPEKTMBHOCTM K Be30nacHOCTU
INekapCTBEHHbIX CPeACTB.
3.  OpraHusauuns KOHTpOns KayecTBa Jic B
dbapMaLeBTUHECKMUX OpraHn3auusx.
4. OpraHusauuss paboTbl C  danbcunuMpoBaHHbIMY,
KOHTpadaKTHbIMM U HegobpokavecTBeHHbIMK JTT1.
5. Opranunsauusa paboTbl B aBTOMaTU3MPOBAHHOW CUCTEME
«BbIOOpPOYHbI KOHTPONb» MNpu cbope U 0OpaboTke CBedeHuin o
cepusx n naptusx JIC, noctynaoowmx B rpakgaHckmm obopor. *
6. Mopsgok  ocywecTBrneHus BbIOOPOYHOrO  KOHTpONs
kayectBa J1C.
7. Opranunsauus MOHUTOPWHra adpekTnBHOCTU 7
GesonacHocTn JIC B pamkax opraHu3aumm apmakoHagsopa. *
8. Tllopspok NPUHATUSA " odopmneHus peLueHus
Poc3gpaBHag3opa MO YHUHUTOXEHMIO HepobpokavyeCTBEHHBIX,
dbanbcnununpoBaHHbIX U KOHTpadakTHbIX J1C.
3. 3aKnounTENbHbIN OdopMneHne [OHEBHWKA, OT4eTa MO MPOU3BOLCTBEHHOM
npakTyke, NOAroTOBKA K NPOMEXYTOYHOW aTTecTauun.

15.1. CopepxxaHme nHaMBuAyarnbHbIX KOHCYIbTaLun

neKapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MpPUMEHEHMs
Ha TeppuToputo PO

Ne HanmeHoBaHue .
Co.qep>+<aH|/|e TeMbl MHOMBMAYyalnbHOU KOHCYNbTaUlnUn
n/n pasgena/Tembl ANCUUNINHBI
1. OpraHusaunss BBO3a/BbiBO3a 1. Mopsigok paboTbl B aBTOMaTU3NPOBAHHOW

MHpopmaunoHHon cucteme PocagpaeHagsopa (ganee — AUC)
npu cbope M obpaboTke cBegeHun o cepuax u naptusax J1C,
nocTynawLmx B rpaxgaHckuii obopot P®, npepocTaBnsieMbix
npeanpuUsTUSMU-NPON3BOANTENSMN " opraHusaumnsamu,




ocyulectenstowmmu Beo3 J1N Ha TeppuToputo PO.

2. nopsiaiok odopMrieHnMs BBO3a/BbiBO3a HaPKOTUYECKUX
CcpeacTB, MCMXOTPOMHbIX BELWECTB M WX MNPEKypcopoB Ha
Tepputopuio PO,

2 Mopsgok npoBeaeHus 1. OpraHu3aums v NnpoBeaeHne NaHoBOW NPOBEPKY;
NpoBepPOK 2. OpraHusaums v npoBegeHne BHEMNNAHOBOW NPOBEPKMY;
PocsgpaBHagsopom 3. [lokyMeHTapHbIe 1 Bble3aHbIE MPOBEPKMY;
cybbekToB PO3HNYHON 4. MNopsgok opraHnsaLum NpoBeEpPKMY;
Toproenu J1C. 5. KoHTponbHas 3akynka.
6. Mopsgok  odopmneHus pe3ynbLTatoB  MpPOBEPKU:
COCTaBneHMe akTa MNpOBEepKu, OoopMNeHne npegnucaHus Ha
yCTpaHEeHME HapYLLUEHWM.
3 OpraHuszaumsa  pabotel B
o 1. Mopsagok dopmupoBaHua PocapaBHag3opoMm  nraHa
aBTOMaTU3MPOBAHHOM
_ | BbIOOpOYHOro KoHTpons kadvectsa J1C.
cucteme «BbIGOpOYHBIN
2. CopgepxaHve nnaHoB BbIGOPOYHOIO KOHTPONS KayecTBa
KOHTpoOmnb» npu cbope u
g rnekapCTBEHHbIX CPeACTB Ha npeaplayLine oTYeTHbIE Neproap.
obpabotke  cBeACHMiA ° 3 WHopmaums, kputepmum n nogxoq npu opMmmpoBaHnm
cepusaix u naptuax JIC, : P » Kputep P pMP
nnaHa BbIOOPOYHOIO KOHTPONA KayecTBa JEKApPCTBEHHbIX
noCcTynaoLLmX B
. cpencTs.
rpakgaHckuii o6opoT.

4 OpraHu3aums MOHWTOPWHra 1. Mopspok cbopa n aHanmsa mHdOpMauun O cryyasx
acppekTnBHOCTM M | NOBOYHbIX OEWCTBMWA, HE YKa3aHHbIX B  MHCTPYKLUMM MO
6esonacHocTu JIC B pamkax | MPUMEHEHUI0 JeKapCTBEHHOrO npenapata, O Cepbe3HbIX
opraHusauum HeXXenaTtenbHbIX peakuusax, HenpeaBuAEHHbIX HeXernaTenbHbIX
hapmakoHaasopa. peakumsix npu MNpUMEHEHUM NeKapCTBEHHbIX npenapaTtoB, 00

0COBEHHOCTSAX B3aMMOAEWCTBUS NIEKAPCTBEHHbIX MpenapaToB C
OPYrMMU NeKapCTBEHHbIMY NpenapaTamu.

2. lMopsaok BHECEHWA CBEAEHMIN O BbISIBIEHHbLIX Cryyasix
HexernaTemnbHbIX  peakuMi U1 cryyqasx TepaneBTUYECKON
HeaPhEKTUBHOCTH npu NPUMEHEHNM neKapCTBEHHbIX
npenapaToB, paspelleHHbIX K obpaweHnto B Poccuinckon
dPenepaumm B rocygapCTBEHHYHO WHMOPMALMOHHYK CUCTEMY
«dapmakoHaasop».

3. Mopsaok paboTel B AC «®apmakoHaasop».

4. Mopsigok dopmmpoBaHus pekoMeHaaunm
Poc3gpaBHaa3opom no utoram MoHuTopuHra 6esonacHocTtu J1C
N MX OKYMEHTaNbHOro 0opMIIeHus.

16. MNMepeyeHb OCHOBHOM U AOMNOSIHUTENBLHOMW NUTEpaTypbl, PECYPCOB MHTEPHET,
HeobXxoauMbIX AN OCBOEHUSI AUCLUNSIUHDI
a) oCHOBHasi nuTepaTtypa

Ne n/n

NCcTOYHUK

OpraHunsauusa dapmaueBTUYECKONn OeATeNbHOCTH uukn nekuun / E. E. Yynanguna, . T.
Mmemboukas .— W3ga. 2-e, nepepad. — BopoHex : NsgaTenbckuin gom BIY, 2019 .— 235 c.

"peHTuKOBa, W. . YnpaBneHne v 3KOHOMMUKa ddapmauun: rocyfapcTBEHHOe perynuposaHue wu
knaccndukaumoHHble HOpMbl B cdepe obpalleHus nekapCTBeHHbIX CpeacTB M OPYrnx TOBapoB
anTe4yHoro accopTumeHTa : ydebHoe nocobue / W. . 'peHTuKoBa, E. B. puropeeBa. — Kemeposo :
Keml'MY, 2022. — 165 c. — TeKcT : aneKTpoHHbIN // JlaHb : aneKTpoHHO-6nbnmnoTeyHas cuctema. —

URL: https://e.lanbook.com/book/275942

0) gononHuTenbHasa nutepaTtypa

Ne n/n

McTouHMK

3.

OpraHusauns KOHTPOmbHO-pa3pellnTenbHON AesaTenbHOCTU B cdepe obpalleHust nekapcTBEHHbIX
cpencTB: yd4ebHo-MeToamnyeckoe nocobue: Ansi opavMHaToOpoB, OOyyaloLmMxcs No cneumanbHOCTAM
33.08.02 "YnpaBneHue wu 3akoHoMmuka apmaumn" n 33.08.03 "dPapmaueBTudeckad Xumus U
bapmakorHo3usa" kak pykoBoACTBO 1S BbINOMHEHUS npakTuyeckux 3aganunm / E. E. YynanguHa, E. B.
bonaeipeBa, J1. Tl. Muxuna, A. B. KysemkuHa ; BopoHexckuii rocyqapCTBEHHbIN YHUBEPCUTET,
BopoHex : spgaTtenbckun gom BI'Y, 2021 - URL : https://e.lanbook.com/book/454871

MypaTtoBa, H. . BBegeHue B npoeccuoHanbHyo AesTenbHOCTb dhapMaLeBTUYeCcKoro Tuna :
y4ebHoe nocobve / H. IN. MypatoBa, I'. H. AHgpnaHoBa, A. J1. NeTpoB ; OTBETCTBEHHLIN peaakTop .
H. AHpopuaHoBa. — EkatepuHbypr : Ypanbckuii TMY, 2021. — 178 c. — ISBN 978-5-89895-995-1. —
'TekcT : aneKkTpoHHbIN // JlaHb : anekTpoHHO-6ubnmoTevHas cuctema. — URL:
https://e.lanbook.com/book/317411

[©1

JlobapeBa, H. B. YnpaBneHue kadyectBoMm: [pakTukym : yuebHoe nocobue / H. B. Jlobapea. —

Mocka : PTY MUPJA, 2023. — 78 c. — ISBN 978-5-7339-1960-7. — TeKCT : 9neKTPOHHbIN // JlaHb :



https://e.lanbook.com/book/454871
https://e.lanbook.com/book/317411

ANEKTPOHHO-O6MbnnoteyHasa cuctema. — URL: https://e.lanbook.com/book/382757

dapmakoHaasop : yuebHoe nocobue / coctaButenu O. B. LWaTtanosa [u ap.]. — Bonrorpag :
6. BonrlTMY, 2022. — 52 ¢. — ISBN 978-5-9652-0752-7. — TeKCT : 3NeKTPOHHbIN // JlaHb : 3NeKTPOHHO-
bnbnmoTteyvHas cuctema. — URL: https://e.lanbook.com/book/295823

JNanngyc B.A..Bceo6Guiee kayectBo (TQM) B pOCCUINCKMX KOMN@HUSAX /
7. B.A.Jlanngyc; Noc. yH-T ynp., Hau. doHg nogrot. kagpos .— M. : Hosoctn, 2000 .— 431c.

Bacosckuii J1.E. YnpaBneHue kayectBom : YuebHuk / J1.E.bacoBckuin, B.B.MpoTackeB .— M. : VIHdpa-
8. M, 2001 .— 211 c. : un., Tabn. — (Bbicwee obpasoBaHue) .— ISBN 5-16-000448-3 :31.10.

9. LLlyknH O.C.YnpaBneHue kavyecTBoM : TepmuHon. crnos. / LykmnH O. C. — BopoHex, 2002 .— 92 ¢c. —
https://reallib.org/reader?file=812298&pg=15

10. |PykoBogcTBO no npumeHeHuto ctaHgapta MCO 9001:2000 B obnactu obyyeHnsi u obpasoBaHus /
Mep. ¢ aHrn. AJ1. PacknHa .— M., 2002 .— 127 c. — (bnubnunoteka xypHana "CtaHgapTbl v
kayecTtBo") (Jom kayecTBa ; Bbin. 10(19)) .— ISBN 5-94938-006-1 : 220.00.

11. [memboukas I'.T. B nabupuHTax dapmaueBTmyeckoro meHemkmenta / I.T. Tnemboukas. — M.: JluT-
Tepa, 2007 — 254 c.

12. |HukutuH B.A. YnpasneHue kayectBom Ha 6a3e craHaaptos MCO 9000: 2000 : MNonutuka. OueHka.
dopmuposanme. Pecypcel / B.A. Hukutui .— CI16. u gp. : NMutep, 2002 .— 261,[1] c. : un., Tabn. —
(Teopus 1 NnpakTvka meHegxmeHTa) .— bubnuorp.: ¢.262 .— ISBN 5- 94723-122-0 : 85.00.

13. |®apmauus: Hay4yHO-NPaKTU4ECKnii XxypHan/Poccunckmin ueHTp papmaueBTn4eckon 1 Megnko-
Tex.uHopmaumn. — M.: 3a nocnegHue natb net

14. |Hoeas anTeka: exemec. xypHan. M.: 3a nocnegHue natb net

B) MHGOpPMaLMOHHbIE 3NEKTPOHHO-00pa3oBaTesbHble pecypchbl (oduLmanbHbie pecypchl

WHTEpHeT)™
Ne n/n Pecypc
16. [3HB BI'Y. - Pexum goctyna: https://lib.vsu.ru/
17. |OGpasoBaTtenbHblii  nopTan  «ONEKTPOHHbIM  yHuBepcuteT BIY». - Pexum  pgoctyna:
https://edu.vsu.ru/ oHnawH-kypc «OpraHm3aums KOHTPONbHO-pa3pPELUNTENBHON OEATENbHOCTU B
cchepe obpalleHus nekapCTBEHHbIX cpencTs (opaunHaTypa)»

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

18. [DnekTpoHHO-GMGNMOTEYHas cuctema "faHb"pasgen: CeTeBasi anekTpoHHasi Gubnuoteka (C3B)
Tematuka pecypca: rymaHuTapHble " €CTECTBEHHbIE OVCUMMIWHBI.
Pexum goctyna : https://e.lanbook.com

19. [KoHcynbTaHT nntoc — MHAOPMaLMOHHO-CNpaBoYHas cuctema. - Pexxum goctyna:
http://www.consultant.ru/
20. (CanT rasetbl «®apmaLeBTUHECKUN BECTHUKY - Pexxum goctyna: https://pharmvestnik.ru/

21. (CanT koMnaHum «Ipynna Pemegnym»- Pexxum goctyna: https://remedium.ru/

22. (CaunT ®egepanbHoOn cnyx0Obl roCyAapCTBEHHOW CTaTUCTUKK - Pexxum goctyna: http://www.gks.ru/

23. [CanT MuHucTepcTBa 3apaBooxpaHeHus P® - Pexum goctyna: https://www.rosminzdrav.ru/,
https://minzdrav.gov.ru

24, (CanT ®enepanbHon cnyx6bl Mo Haa3opy B cdepe 30paBoOXpaHEHUst (B TOM YUCTIE apXUB HOMEPOB
«BecTHUK PocsgpaBHagsopay) - Pexxum goctyna: http://www.roszdravnadzor.ru/

25. |CaunT EBpasuiickon akoHoMu4eckomn komuccum - Pexxum goctyna: https://eec.eaeunion.org/

26. | Cant Peectpa OXIM wn JIB EASC-Pexum goctyna: https://Ik.regmed.ru/Register/EAEU_SmPC

17.AHcdbopMaLMOHHbIEe TEXHONOIrMU, UCNOJSb3yeMble NMPU NPoBeAEHUUN NMPaKTUKMU,
BKJ1HOYasa nporpaMmMHoe obecneyeHne n HOpMaLUMOHHO-CNpaBOYHbIe
cucteMbl (MpyM HeO6XO0ANMOCTH)
MponsBoACTBEHHAs nNpakTUKa MNpoBOAUTCS B (POpME KOHTAKTHOM W CaMOCTOSTENbHOW
paboTbl. [Onsi BbINONHEHMS camMocTosTeNnbHOM paboTbl  CTyOeHTY peKkoOMeHayeTcs
ncnonb3oBaTtb BeCb HaboOp MeToAoB W CPeACTB  COBPEMEHHbBIX  MHAOPMALMOHHBIX
TEXHOSMOMMA AN U3yYeHUs1 OTEeYECTBEHHOM W 3apyDOeXHOW nuTepaTypbl MO KOHTPOSIbHO-
paspelmnTenbHOn aeaTenbHoCTn B cdepe obpalleHus nekapCTBEHHbIX cpeacTB. Emy
npenocTaBnseTcss BO3MOXHOCTb paboTaTtb B MOMELLEHUSIX, NPeAOCTaBMEHHbIX anTeYHbIMU
opraHusauuamm - 6asamu npakTUKM, COrnacHo goroBopam C 6asamu nNpou3BOACTBEHHOWM
NPaKTUKN, a Takke B y4ebHbIX ayantopusax kadeapbl U NOMELLEHUN A1 CAMOCTOATENbHOM


https://e.lanbook.com/book/382757
https://e.lanbook.com/book/295823
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
https://reallib.org/reader?file=812298&pg=15
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
https://e.lanbook.com/
http://www.consultant.ru/
http://www.gks.ru/
https://www.rosminzdrav.ru/
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paboTbl C BO3MOXHOCTbIO NOAKNIOYEHUst K ceTu «/HTepHeT», umeTb AocTtyn K WHTepHeT-
pecypcam M 3NeKTPOHHOW Mo4Te, UCMONb30BaTb MMEKLWMECA Ha Kadenpe ynpaBreHus U
9KOHOMMKM (papmMaumn dapmaueBTUYeckoro akyrnbTeta WUH(POPMAaLMNOHHbIE TEXHOSOrMMU,
Mcnonb3oBaTh pecypcbl 30HanbHOM HayyYHoW Oubnuotekn BIY, B TOM 4ucne 9neKTpOHHO-
6ubnnoTeyHble cuctembl. B xoae NOArOTOBKM K TEKyLUMM aTTecTauusMm M NpoOMEXyTOYHOM
aTTecTauuu CTYOEHTY  peKkoMeHayeTcs aKTUBHO MCMOMb30BaTb  AJIEKTPOHHbLIN
obpasoBaTtenbHbIn noptan Moodle, ¢ npegocTaBneHneM LONOSTHUTENBHOIO TEOPETUYECKOrO
mMartepumana M HOpPMaTUBHO-MPABOBLIX [LOKYMEHTOB, y4ebHO-MEeToAMYECKOro maTtepuana u
nepevyHen BOMNPOCOB Af11 MNOArNOTOBKM K TeKylWMM aTTecTaumMsim 1 NpOMEXYTOYHON
atTectaumn. B xoge npakTuKM 3anofiHeHMe [OHEBHWKA OCYLECTBASAETCA MO OKOHYaHMIO
paboyero AHA. [HEBHUK MNPaAKTUKM LOSMKEH WMETb TUTYNbHbLIN NWUCT, NNaH u rpaduk
pacnpegeneHns paboyero BpeMeHn nNpakTukaHTa, oopMIiIeEHNE eXeQHEBHOW NPaKTUYECKON
paboTbl.

18JwaTepManbHCFTeXHquCKOG10690HequMG!HpaKTMKM.

CornacHo Aorosopam c b6asamu ﬂpOI/I3BOﬂ,CTBeHHOIZ NPaKTUKN.

HanmeHoBaHue nomelleHun gnsa npoBegeHuA Bcex BMaoB Anpec (MeCTOHOﬂO)KeHVIe) nomMeLleHumn

y4yebHOM aeATenbHOCTU, NPeAYCMOTPEHHOMN Yy4eOHbIM Ans NnpoBeAeHNA BCceX BUAOB y4eOHOM
nnaHom, B TOM Yucrie NoMeLleHUs Ofisi CaMOCTOATeNIbHON peATeNnbHOCTU, NPeaAyCMOTPEeHHOMN
paboThl, C yka3zaHMeM nepeyHss OCHOBHOro 060pynoBaHus, y4eOHbIM NfaHoMm (B cnyyvae
y4eObHO-HarnsaHbIX NOCOOMIN N UCNONbL3YEeMOro peanusauumu obpasoBaTesibHOMN
nporpamMmmHoro o6ecneveHus nporpamMmmbl B ceTeBon thopme

AONONHUTENbLHO YKa3biBaeTcA
HaMMeHoBaHMWe opraHusauum, ¢
KOTOPOM 3aKNn4YeH A0roBop)

YuyebHasi ayguTopus Ans npoBedeHusi y4ebHbix 3aHaTui: | 394036, r. BopoHex, yn. CtyaeHueckas,
crneuuanuavmpoBaHHas  mebenb,  MynbTMMeaua-npoekTop, | 4. 3

3KpaH HaACTEHHbIA, KOMMbIOTEPbLI, MNOAKIIOYEHHbIE K CEeTU
WHTepHerT, MoY. Mo: CIIC «TAPAHT-
ObpasosaHMe», CIIC"KOHCYIBTaHT Iyoc" oJis
obpasoranmsa, OfficeSTD 2013 RUS OLP NL Acdmc,
WinPro 8, OfficeSTD, Android 8, Libreoffice
7.1, unrepHer-6payszep Mozilla Firefox.

lMomMelleHne ansg caMoCToATENbHOM paboTbl C BO3MOXHOCTbIO | 394036, r. BopoHex, yn. CTyaeHdeckas,
nogknoyeHna k cetn «WHTepHeT»: CneumanusnpoBaHHas | 4. 3

mebenb, KOMNbIOTEPLI, JOCKa MarHUTHO-MapKepHasi.

MO: CIC «T'APAHT-OBpazoBaHue», CIC"KOHCYJIbTAHT
[Mmoc" nna obpazoBanusa, OfficeSTD 2013 RUS OLP
NL Acdmc, Libreoffice 7.1, wuHTepHeT-Opays3ep
Mozilla Firefox.

000 "dapm Cesep" 1. BopoHex, yn. JlomoHocoBa, a. 114/5 O6opygoBaHme cornacHo 4oroBopy
00O "UeHTp" r. BopoHex, yn. MawuHocTpoutenen, a. 78 O6opygoBaHne cornacHo 4oroBopy
00O "AMMN" r. BopoHex, yn. KO. AHoHuca, . 1 O6opygoBaHme cornacHo 4oroBopy
OO0 "PUTTIA" BopoHexckuii omnunan r. Mocksa, Lu. O6opynoBaHme cornacHo 4oroBopy
Kawwupckoe, nom 22, kopnyc 4(1)

00O "bapuka" BopoHexckasi obnacTtb, r. BopoHex, yn. O6opynoBaHme cornacHo 4oroBopy
"eHepana JInstokoBa, A4.85, oduc 271

BY3 BO "BOKO[" oHkoancnaHcep r. BopoHex, yn. O6opynoBaHme cornacHo 4oroBopy
Banuexosckoro, a. 4

BY BO "BopoHexckui LKKOJIC" BY BO «BLIKKOJIC») O6opynoBaHme cornacHo 4oroBopy

BopoHex, yn. 3aropogHas, 4. 68

3A0 "dapmdumpma "CoTtekc" MockoBckasi obnacteCepruneso- | O6opyaoBaHWe COrnacHo 4OroBopy
lNocaackuin panoH, cenbckoe noceneHne bepesHakoBcKoe,
nocenok benukoso, a. 11.

AO "Padapma" Jluneukast obnactb, TepOyHckui paroH, ceno | O6opyaoBaHue CornacHo 4OoroBopy
TepbyHbl, ynuua JopoxHas, 4.6A

OO0 "BuHHodapm Mpynn" r. Mockea, yn. KoxxeBHuyeckas, O6opynoBaHue cornacHo AoroBopy
0.14 ctp.5, 3 atax, nom. 17

OO0 "AnTeka "lopopckas anteka" r. Mockea, bonbLuon O6opynoBaHue cornacHo 4OoroBopy
TonmadéBcknin nepeynok, a. 4, ctp. 1, kB. 11

00O "bepexnuBas anteka" BopoHexckasi 065, r. BopoHex, O6opynoBaHue cornacHo A40oroBopy

yn. Bnagumupa Hesckoro, g 15

000 "Tpyadapm" Huxeropoackas o6nactb, r. HuxHui O6opynoBaHue cornacHo 4orosopy




Hoeropog, yn. BepxHe-lleyepckas, 4. 4, K. 1, nomeLleHune 1

OO0 "durnadpapma"BopoHex, r. BopoHex, yn. 45
CTpenkoBow aneuaun, 4.259/1, nomew.1/5

O6opynoBaHue cornacHo 4oroBopy

000 "OKADAPM" Hmxeropoackas obnactb, ropod HwkHuI
Hosropog, ynuua benuHckoro, gom 118/29, nomewenune M5

O6opynoBaHue cornacHo 4OoroBopy

o. 34

OO0 "Menoaus 3gopoebs 1" r. BopoHex, yn. HoBocmbupckas,

O6opynoBaHuWe CornacHo 4OroBopy

17, ochuc 407

OO0 "MensagpaB BopoHex" r. BopoHex, yn. KyubirnHa, aom

O6opynoBaHuWe CornacHo 4OroBopy

000 «AnTteka-A.B.e-1» r. MockBa, MyHULUNANbHbIA OKPYT
®dunu-[asbiakoBo BH.Tep.r., yn. MiBaHa ®paHko, gom 8, 18-
aTax, nomelieHne Ne 1, komHata Ne 47, ocomuc Ne 3.

O6opynoBaHve CornacHo 4oroBopy

000 "CaHa" r. BopoHex, MockoBckuiA NpocnekT, A. 42

O6opyaoBaHMe cornacHo A0roBopy

OO0 «AlNB3» Tynbckas obnacTtb, ropoa Tyna,
KpacHoapmerickunin npocnekT, gom 7, od. 819.

O6opynoBaHume cornacHo AoroBopy

OO0 "Anpenb r. BopoHex" KpacHopapckuii kpan, T.
KpacHogap, yn. byaexHoro, 4.2, kopn.1

O6opynoBaHune cornacHo A0roBopy

Z apyrue 6asbl NPaKTUKK COrfaCHO aKkTyalsibHbIM AOroBopam

19. PoHA OLEHOUHbIX CPencTB:

19.1. TlepeyvyeHb KOMMNETEHLUUN C yKazaHuem 3TanoB POPMUPOBAHUA U MITAHUPYEMbIX
pe3ynbTaTtoB O0y4YeHus

Kog v cogepxaHue
KoMneTeHuun (unu ee
yacTu)

MnaHnpyemble pesynbTaTtbl 0Oy4eHns
(nokasaTenu JOCTMXEeHUS 3a4aHHOro
YPOBHSI OCBOEHMSI KOMMETEHLMN
nocpeacTBoM OPMUPOBAHNS 3HAHWN,
YMEHUI, HaBbIKOB)

OTanbl hopMrpoBaHus
koMneTeHuun (pasgensl
(aTanbl) npakTukm)

MK -1 roToBHOCTb K

YMeTb: OCYyLLECTBIATb NMONCK 1" OLUEHKY

Paspen 2.

NleKapCTBEeHHbIX

BnageTb: HaBblkamu opraHu3auum paboTbl No

nposefeHunto dhapmaveBTMyeckon nHpopmauum, B Tom ymcne | OcHoBHOW aTan
npoueayp BBO3a B pecypcax Cc uHdopmaumen o BBo3e B PO

nekapcTBEHHbIX nekapcTBeHHbIX cpeacTtB U BbiBo3e wu3 P

CpencTB B NeKapCTBEHHbIX CPEACTB

Poccuiickyto Bnagetb:  HaBblkamu  npouedypbl  BBO3a

depepauymio n NEeKapCTBEHHbIX MpenapaToB Ha TeppuTopuIo

BblBO3a P® un BbIBO3a nekapcTBEHHbIX cpeacTs n3 PO

NeKapCTBEHHbIX

CpeacTB 13

Poccuiickon

degepaumm

[MK-2 roToBHOCTb K YMeTb: OCywecTBNsATb MOUCK U oueHky | Pasgen 2.
nNpoBeAeHUI0 dapmaueBTU4ecKon nHcopmaumm, B Tom Yucne | OcHoBHOW aTtan
npoueayp no B pecypcax ¢ MHdopMauuen o 3abpakoBaHHbIX

N3bATUIO N3 nekapcTBeHHbIX  cpeacTBax " ToBapax

rpakgaHckoro anTeyHoro accopTUMeHTa

CPEACTB U UX N3BATUIO 13 rpaXkgaHcKoro obopoTa
YHUYTOXEHUIO dhansbcUULUMPOBaHHbIX,
Hea00OpPOKaYECTBEHHbIX, KOHTpadhaKTHbIX
NEeKapPCTBEHHbIX CPEACTB U UX YHUUTOXEHMEM,
BKNto4as NeKapCcTBEHHbIE npenaparbl,
cogepxalme HapkoTUYeckne cpeacrtea MU
NCUXOTPOMHbIE BELLLECTBA U UX NPEKYPCOPbI.
MK-3 YMeTb: 0gopMnsaATb [JOKyMeHTbl B obnactu | Pasgen 2.
rOTOBHOCTb K permTpaunm JaHHbIX 7] BeaeHus | OcHoBHoOW aTan
npoBeAEHUI0 OOKyMeHoo0opoTa, B T.4. PErMcTpaumoHHOro
npoueayp, JOCbe Ha neKapCTBEHHble npenapartbl AN
NpeayCMOTPEHHbIX MEeOMLMHCKOro NPUMEHEHMS.
npu
rocygapcTtBeHHOM Bnapgetb: HaBblkaMu opraHusauuu
peructpaumm OOKYMEHTanbHOro COMpPOBOXAEHUS permctpauuu
neKapCTBEHHbIX neKkapCTBEHHbIX MpenapaTtoB Ans MeAULMUHCKOro
npenapaTros NPUMEHEHNS




MK-8 Paszpen 2.

FOTOBHOCTB K YMeTb: 0hOpMMATL JOKYMEHTbI MPOTOKOMOB OcHoBHol aTan
opraHusaumm MCMbITaHNiA 1 aKToB 0T60pa 06pa3LoB (Npob) 2.3.0OpraHusauus
SKCNepTn3bl neKapcTBeHHbIX CPeCTB B paMKax NpoBeaeHus KOHTpOIs ka4ecTBa
feKapCTBEHHbIX «BXOLIHOIO KOHTPOSSI» NC Ha Tepputopum
CPEACTB C NMOMOWbIO | BnapeThb: BopoHexckoi obnacTu
XUMUYECKNX,

Gronoruyeckwx, - HaBblkaMK MO OpraHU3aLun 3KCNepPTU3bl

(PM3NKO- XUIMUMECKIX nekapcTBEHHbIX cpencTs XMMUYECKNMU,

W NHBIX METOA0B dmanyeckmmn, ovnonorn4yeckumu, dmnamnko-

XUMUYECKMMUN METOAAMM B anTeYHbIX YCIOBUAX U
B YCIOBUSAX 3aBOACKMX nabopatopui,
He3aBMCUMbIX nabopaTopuid;

- HaBblkamu OOKYMEHTarnbHoro
COMPOBOXAEHWS  9KCMEPTM3bl  FEeKapCTBEHHbIX
cpencTs
MK-9 YMeTb: OCywecTBNATb MOUCK W oueHky | Pasgen 2.
rOTOBHOCTb K apmavneBTryeckon nHdopmauun, B Tom yucne | OcHoBHOM 3Tan
opraHusauum B pecypcax C WHcopmaumen o nposegeHuun | 2.3.0praHusauus
KOHTPOIS KadecTBa 3KCMepTM3bl KayecTBa METOAOB  KOHTPOMS | KOHTPONS KayecTBa
NeKkapCTBEHHbIX KayecTBa  nekapcTBeHHbIX cpeactB  and | JIC Ha TeppuTopumn
cpeacTs MeANLUHCKOro NpUMeHeHus BopoHexckon obnactm

Bna,qub: HaBblkaMM MO OpraHmn3aunm KOHTpOIA
Ka4yecTBa J1eKapCTBEHHbIX NMpenapaTtoB B paMKax
ocywlecTBnieHnAa rocygapCTtBeHHOro Hag3opa 3a
Ka4yeCTBOM J1IEKapPCTBEHHbIX CPeaCcTB
MpomexyTouHasa aTTecTaumsa NO NpakTUKe BKMNO4YaeT NOAroTOBKY M 3aliuTy oTyeTa no
npakTuke.

19.2. OnucaHue KpUTEpPUEB M LWKanbl OLEeHMBaHUA KOMMNeTeHUUI (pe3ynbLTaToB
o6yuyeHusl) NPy TeKyLeiln 1 MPOMEXYTOYHOM aTTecTaumm
[ns oueHMBaHUS TeKylWwuX pe3ynbTaToB MPOU3BOACTBEHHOW MPaKTUKM  MCMOSb3YTCS
cneayoume nokasaTternu:

1. YpoBeHb [OOCTWXEHWUsI MiaHuMpyeMblX pe3ynbTaTtoB obyveHus (npodbeccroHanbHble
KayecTBa, HaBbIKM N KOMMETEHUMW), AEMOHCTPUPYEMbIE OPANHATOPOM - AOMS BbINOSHEHHbIX
BMOOB paboT, 3annaHMpoBaHHbIX MPOrPaMMON NPaKTUKK;

2. CobnogeHne opraHn3aumoHHbIX U AMCUMNIMHAPHBLIX TpeboBaHMIN, NpeabsaBnsAeMbiX K
opavHaToOpy MpU MPOXOXAEHUW MNPaKTUKM - NPeAoCTaBreHne npaBUibHO 3anoSfIHEHHOIO
AHEBHWKa, WTOroBOro OT4YeTa OpAvMHaTopa MO OCBOEHUIO MPaKTUYECKUX  HaBbIKOB,
NONOXUTENbHbLIA OT3blB PYKOBOAMUTENS OT oOpraHu3aumMm — 6asbl NpakTUKW, OTCYTCTBUE
MPOMYCKOB MO HEYBaXUTENbHOW NPUYMNHE.

CooTHOoLWeHWe nokasaTenen, KputepueB U LWKanbl OLEHUBAHUSA pe3ynbTaToB OOyyYeHus Ha
TeKywen atrecraymn.

YpoBeHb
Kputepumn oueHnBaHNA KOMNETEHUNI ChopMmMPOBaAHHOCTH LLikana oueHok
KoOMnNeTeHuU MmN
1. OOyvawwmicss BbINOMHWI BCE MpaKTUYeCckue HaBblKY, Bbicokui OTnuyHo
3asiBNEeHHble B MporpaMme nMpakTUKW K JaTe Tekyllewn (yrmybneHHbIN)
aTTecTauum.
2. OOGyvawwumiics B YCTaHOBMEHHble CpPOKM NpeaocTaBui
HeoOXOAMMYIO OTYETHOCTb MO MNpakTuke — [OHEBHUK C
OMNMCaHHbIM ob6bemom pabor, COOTBETCTBYOLUMM
NPOMEXYTOYHOMY  Mepuoay  MPOXOXAEHWS  MPaKTUKM 1
OhOPMIIEHHBIN B COOTBETCTBUMN C TpeboBaHnaMM odopmMieHmns
OTYETHOW JOKYMEHTaLun
1. OGyvarowmncsa BbINONHWA He MeHee 95% npakTU4ecKnx MoBbIWEHHbIN Xopouo
HaBbIKOB, 3asBMIEHHbIE B MPOrpaMMe NpakTVKn K AaTe TeKywen (MpOABMHYTHIN)
aTTectauum YypOBEHb
2. O6yvawwwmnca B yYCTaHOBMEHHbIE CPOKU NpedocTaBwn
HeobXoAMMYI0 OTYETHOCTb MO MpakTWKe — [OHEBHWK, C
ONMCaHHLIM o6beMoM pabor, COOTBETCTBYIOLLUM
NPOMEXYTOYHOMY  Mnepuody  NPOXOXAEHUS  NPaKTUKM U
OhOPMIEHHbIN B COOTBETCTBUM C TpeboBaHMAMU OHOPMIEHUS
OTYETHOW JOKYMEHTaLUK




1. O6yuatowmica BboinonHun He MeHee 90% npakTnyeckux | Noporosbiv (6a30BbIN) YpnosneTtsopu-
HaBbIKOB, 3asIBMIEHHbIE B MPOrpaMmMe NpakTVK1 K AaTe TeKylen YypOBEHb TEnbHO
aTTectauum

2. Obyvarwunca B YCTAHOBIIEHHbIE CPOKU bparMeHTapHoO
npegocTaBuil  HEOOXOAMMYKO OTYETHOCTb MO  MpakTuke —
OHEBHVK C OnucaHHbIM 0bbemoMm paboT, COOTBETCTBYIOLLUM
NPOMEXYTOYHOMY  nepuoy  MPOXOXAEHWUS  MPaKTUKU U1
0POPMMEHHBIN B COOTBETCTBUU C TpeboBaHUAMN 0OPMIEHUS
OTYETHOM JOKYMEHTaLmMm

OueHka «HeyaoBNeTBOPUTENBHO» BbICTABMAETCA B MOOOM MX - HeynosneTtsopu-
Tpex cny4yaes. TenbHO

1. O6yvatowwumiica BbinonHun meHee 90% nNpakTU4ECKMX
HaBbIKOB, 3asiBfieHHbIe B NporpamMme NpakTUKK K aate Tekyllen
aTTecTauun.

2. OGyvawwuncs B YCTaAHOBIIEHHbIE CPOKM He NpeaocTaBwil
HeoOXOOMMYKD OTYETHOCTb MO MpaKTMKe — [OHEBHUK C
OnMcaHHbIM 06bEMOM pabor, COOTBETCTBYIOLLUM
NMPOMEXYTOYHOMY  Mepuody  MNPOXOXAEHUS  MPaKTUKM 1
OCQOpPMIIEHHBIN HEe B COOTBETCTBMM C  TpeboBaHuAMHK
0POpPMIEHUS OTHETHOWN AOKYMEHTaLMUN

3.073bIB OTBETCTBEHHOIO NULa OT NPOUIBLHON OpraHM3aumm o
paboTte opauHaTopa (3aBepeHHbIN MevyaTbld OopraHm3auun)
COAEPXNUT PEKOMEHOYEMYIO HEYAOBETBOPUTENbBHYIO OLIEHKY.

OueHka 3HaHW, YMEHWA W HaBbIKOB, XapaKTepuUsylLmx 3Tanbl (opMMpoBaHUS
KOMMNETEHUMIA, NPU NPOXOXAEHUN NPAKTUKXA MPOBOAMTCS B XOA4E MPOMEXYTOYHOW aTTecTauun.
[MpomexyTovHas aTtTecTaunsa NpoBOAUTCA B COOTBETCTBMM C [lonoXeHMeM O MpPOMeEXyTOYHOM
aTTectaumm obyvarwmxca no nporpammam Bbiclwero obpasoBaHus. [lpomexyToyHas
aTTecTaumMa NO nNpakTUKe BKOYaeT BXOAHOW KOHTPONb  (MpedocTaBrieHne  oT4eTa,
npeaocTaBfeHne OTYETHbIX AOKYMEHTOB, KOTOpble BU3UPYHOTCA MOAMUCHLID PYKOBOOUTENS U
neyatblo opraHudaumm. OTYEeT coaepXuT cneaywowme cocrtaBndawowme: obpaboTaHHbIN ©
CUCTEMATU3NPOBAHHbLIN MaTepuan no Tematuke npakTukn. [lpepoctaBnaeTca OHEBHUK
NPOXOXAEHUSA MPaKTUKK (OOIMKHO BbITb onucaHo He MeHee 70% BbINOSIHEHHbIX BUOOB pabor,
3annaHMpoBaHHbIX MPOrpaMMon MpPakTUKW)), a Takke MNPaKTUKOOPUEHTUPOBaHHOE 3ajaHue,
no3BonstLee oLueHUTb CTeNneHb CHOPMUPOBAHHOCTU YMEHUI U(USTN) HABbIKOB.

[Ana oueHnBaHMA pe3ynbTaTOB MNPOM3BOACTBEHHOW  MPAKTUKM NCNonb3yrTCs
crnegyrowmne nokasartenu:

1. YpoBeHb AOCTMXEHUA MNNaHUpyembiX pesynbTaTtoB 00ydeHus (npodpeccuoHanbHble
KayecTBa, HaBblKM N KOMMNETEeHUUN), AEMOHCTPUpPyeMble OpPOMHATOPOM - A0S BbINOSIHEHHOMO
3afaHus, 3anaHnpoBaHHbIX NPOrpaMMON NPaKTUKK;

2. CobniogeHne opraHM3aumMOoHHbIX U ANCLUMNIIMHAPHbLIX TpeboBaHW, NpeabsaBnseMbiX K
opaMHaTOpPY NpW MNPOXOXOEHUU MNPAKTUKM - MNpefocTaBreHue nNpaBUiibHO 3amnoSIHEHHOrO
OHEBHMKA, WTOroBOro OT4YeTa opauHaTopa MO  OCBOEHMK  MPaKTUYECKMX  HaBbIKOB,
NMONOXUTENbHbBIA OT3bIB PYKOBOAMTENS OT oOpraHu3auum — 6asbl NpakTukK, OTCYTCTBUE
NPOMYCKOB MO HEYBaXXUTENbHON NpUYMHE.

[Ana oueHuBaHusA pesynbTaToB OOy4YeHUsI Ha 3a4yeTe C OLEHKOM wucnonb3dyeTcs 4-
GannbHas WKana: «OTIIMYHOY, KXOPOLLO», yA0OBNETBOPUTENBHOY, KHEY40BNETBOPUTENBHOY.

CooTHoLLeHWe nokasaTenen, KpuUTtepmeB 1 LLKalbl OLeHNBaHUA pe3yribTaToB o6yqum;|.

YpoBeHb
KpuTepumn oueHnBaHnsa KomneTeHuunin chopmMupoBaHHOCTH Wkana
KoMMeTeHunn OLIEHOK
lNporpamMma  npakTWUKM  BbINOfIHEHA B COOTBETCTBUM  C Bbicokui OTnnyHo

yTBEPXAEHHbIM  rpadmkom. OOyyaowmuncs  BbIMOMHUN  Bce| (yrmyOneHHbIn) ypoBEHb
NpakTUyeckne HaBblku, 3asBieHHble B MporpamMme MpakTUKK.
MonHoe COOTBETCTBME oTBeTa opauHaTtopa Ha
NPaKkTMKOOPUEHTMPOBAHHOE 3aJaHne peLlleHno ¢ 060CHOBaHMEM.
KomneTeHumn  cdopmupoBaHbl  MOSTHOCTLIO,  MCMOMb3YHTCA
CUCTEMaTUYECKN. MpaKkTMKoOpUEeHTUPOBaHHOE 3apaHve
GesownboyHo BbINonHeHo BGonee yem Ha 90%. ObGyyvatowmiics B
NOMHOM Mepe BnageeT NOHATUMHLIM annapaToM AaHHOW obnacTtw,
cnocobeH MPUMEHsITb  TEOpeTUYECKMe 3HaHUA Ans  pelleHus




NpakTn4eCcknx 3agady B obnactu ynpaBneHnAa KOHTPOJIbHO -

paspeLnTesibHoON 0eaTenbHOCTbIo dapmavneBTUYECKON
opraHu3aumu
OTBeT obyyarLierocss Ha NpakTMKOOPMEHTMPOBAHHOE 3adaHue MoBbILLIEHHBIN Xopouuo

He COOTBETCTBYeT alroputMy, HO obyvalowmncs paeT | (NpoaBUHYTLIN) YPOBEHb
npaBumnbHble  OTBETbI  MpPU  YTOYHEHUW npenogasaTens.
KomneteHuun B LENoM cOPMUPOBaHbLI, HO MNPOSIBMSKOTCA U
NCNonb3ylTCca parMeHTapHO, He B MOMHOM obbeme, 4TO
BblpaXaeTcsi B  OTAENbHbIX HETOYHOCTAX Npu  OTBeTe.
lMpakTnkoopmeHTUpoBaHHOE 3agaHne 6e30WMB0oYHO BbIMOMHEHO
6ornee 4yem Ha 80% un meHee 90%. OByvarowmnca B NOMHON
Mepe BriageeT MNOHATUMAHbIM annapaTtoM [OaHHoW obnacTu,
cnocobeH MNPUMEHSITb TEOPETUYECKME 3HaHWS ON1S PeLleHust
npakTU4YeckMx 3agady B o06nacTtv ynpaeneHUst KOHTPOSbHO -

paspeLunTernbHOW AesATENbHOCTbIO thapmaLieBTUYECKON

opraHusaumm
OTBeT 06y4aloLLlerocs Ha NPakTMKOOPUeHTUpoBaHHOe 3afaHne He| [oporosbiit (6a30BbIN) YnoBneTBopu-
COOTBETCTBYET anropMTMy, oby4atoLMiics AaeT HeMosHble OTBETI YpOBEHb TEnbHO

Ha  yTouHsilOWMe  BoMmpocbl  npenogasaTtensd.  OpguHaTtop
BHMMaTeneH k npobneme notpebutens. UrHopupyeT akTyanbHyLo
HopmaTuBHYyl0 ©a3dy. [daHHbIM ypoBeHb obsi3aTeneH Ana BCeX|
OCBavBalLWMX  OCHOBHYWO  OBpasoBaTenbHyld  MporpaMmy.
MpakTukoOpMeHTUpoBaHHOe 3adaHne 6e30Wn60YHO BbIMOMHEHO
bonee yem Ha 70% n meHee 80%. KomneTeHuun He MONHOCTbLIO
CHOPMMPOBaHBI, YTO BbIpaXaeTcsl B GECCUCTEMHbIX, OTPbIBOYHbIX
3HaHWAX, AonyckaeMblX npodeccnoHanbHbIX owWnbKax, HeymMmeHum
CBSA3bIBaTb TEOPUIO C MNPAKTUKOW, (POPMYNUpPOBaTb BbIBOAbI MO

oTBETY.
OLeHKa «Hey[ooBnNeTBOPUTENbHO» BbLICTABMAETCA B NOGOM U3 - HeynoeneTsopu-
cryyaes. TEnbHO

1. ObyyaoLmincsa He NpoLuesnt BXOQHOW KOHTPOIb - NpeaocTaBun
HEMoOmMHbIA  MepeyYeHb  OTYETHOM  OOKYMEHTauun,  OT3bIB
PYKOBOAUTENS NPAKTMYECKOW NOATOTOBKM OT opraHm3auun 6asbi-
NPaKTUKN C OLEHKON «HEYL,0BIETBOPUTENBHOY.

2. OTBeT OpavHaTopa Ha MPaKTUKOOPUEHTUPOBAHHOE 3adaHue
He COOTBETCTBYET anroputMy, obyyarolmnca aaeT HenosHble
OTBEThHI Ha yTOUHsIoLWMe BOMpPOCHI npenogasaTens.
MpakTMKoopueHTUpoBaHHoe 3agaHne 6e30WnNB0YHO BbINOSTHEHO
MeHee yeM Ha 70%. KomneTeHuun He ccopMMpoBaHbl, YTO
BblpakaeTcd B  OECCMCTEMHbIX, OTPbIBOYHbIX  3HAHUSX,
gonyckaemblx rpybbix npodeccrmoHanbHbIX oOWnbKax, HeyMeHNM
CBA3blBaTb TEOPUIO C NpPaKTUKOW, popMynupoBaTb BbIBOAbI MO
OTBETY, OTCYTCTBUMN COBCTBEHHON NPOdECCNOHANBHON NO3ULUN.
3. Cparowme, 3ameyveHHble B MOMOLLM OpYyr Opyry, a Takke
NoNb3yKLLMECs Hepas3peLLlEHHbIMU MOCOBUAMU K PA3NIUYHOIO
poda 3anuMcaMu, a Takke Hapylawlme YCTaHOBIEHHbIe
npaevna Ha MNPOMEXYTOYHOW aTTecTaumn, yaansawTcs C
ayouTOpUKM C OLLEHKOW «HEYL,0BMNETBOPUTENBHOY.

4. .OT3bIB OTBETCTBEHHOIO Nu1La OT NPOodUNbLHON opraHu3aumm o
paboTe opauHaTopa (3aBEepeHHbI MevaTblo  OopraHv3auum)
COOEPXKUT PEKOMEHOYEMYI0 HEYAOBNETBOPUTENBHYIO OLIEHKY.

19.3. TunoBble KOHTPOSibHble 3aflaHUA UNU UHble MaTepuanbl, Heobxoaumbie AnNA
OLIEHKM 3HaHWW, YMEHWUMW, HaBbIKOB M (UNK) onbiTa AEATENbHOCTU, XapaKTepusylolme
atanbl OpPMUPOBAHUA KOMMNETEHUMA B MNpouecce OCBOEHUMA obpa3oBaTesibHOMN
nporpamMmmbi:

19.3.1. MNepeyeHb TeM MHAMBUAYaANbHbIX 3aHATUN

1. OpraHnsaumsa BBO3a/BbiBO3a NEKAPCTBEHHbLIX CPEACTB ANs MEeOUUMHCKOrO NpUMEHEeHUs
Ha TeppuToputo PO.

2. Mopsgok npoBedeHus NpoBepok Poc3apaBHaa30pOM CyOBHEKTOB PO3HUYHOW TOProBv
JIC.



3. OpraHusaums paboTbl B aBTOMaTU3NPOBAHHOW cUCTeMe «BblBOPOYHBIN KOHTPOMbY Npu
cbope n obpaboTke cBegeHUn o cepusx n naptusx J1C, nocTynarowmx B rpaxkgaHcknin o6opoT.

4. OpraHunsaumsi MOHUTOPUHra agpdekTMBHOCTM N 6esonacHocTh JIC B pamkax opraHusaumm
dapmakoHag3opa.

19.3.2 TecTOBbIe 3apaHuA

MK-1 (OTOBHOCTb K NpoLeaypamM BBO3a JIeKapCTBEHHbIX NpenapaTos B
Poccunickon depepaumm M BbiBO3a JEKAPCTBEHHbLIX CPeacTB U3
Poccunckon ®epepaumm

1. B cootBetcTBMM C lNocTtaHoBneHuem lpasutensctea P® ot 5 anpena 2022 r. N 593
yCTaHoBMeHbl OCODEHHOCTM Aonycka K BBO3Yy Ha Tepputoputo Poccuinckon depepaumn um
obpalleHne B Poccunckon degepaumm 3aperncTpupoBaHHbIX NEKapCTBEHHbIX NpenapaToB A
MEAMLMHCKOro NpUMEHEHUS B yNakoBKaX, NpeAHasHayeHHbIX Ans obpalleHns B MHOCTPaHHbIX
rocyaapcreax. OueHnTe ocobeHHOCTM JoNnyCcKa K BBO3Y AaHHbIX NIEKapCTBEHHbIX NpenapaTos.

. B crnyyae fedekTypbl IekapCTBEHHbIX NpenapaToB
. Ansi NPOBEAEHUS KNMHUYECKUX UCCNEeA0BaHNIN NEKapCTBEHHbIX NpenapaToB
. ANsi NPOBeOEHUs1 3KCNEepPTU3bl NEKAPCTBEHHbIX CPEACTB ANs OCYLECTBEHUSs

rocyapCTBEHHOW perncTpaumm fekapcTBEeHHbIX NpenapaToB
OTBeT: B criyyae gedekTypbl fiekapCTBEHHbIX NpenapaTos

2. B cpok, He npeBbiwawwmun natu paboumx OHEW, OCYLLECTBISETCA pacCMOTPEHME
3ad9BNeHns N MNPUHATUE peLlleHns O Bbldaye paspelleHns Ha BBO3 KOHKPETHOM napTuum
3aperncTpupoBaHHbIX M (UMW)  HEe3aperuCTpUpoOBaHHbIX  JIEKAPCTBEHHbIX  CPEACTB,
npegHasHa4YeHHbIX Ang NpoBeaeHNs KITMHUYECKUX UCCeaoBaHMN NeKapCTBEHHbIX NpenapaTos,
NpoBeAEHNsT SKCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB AN OCYLECTBNEHUS rocyaapCTBEHHOM
perMcTpauumn nekapCcTBEHHbIX MpenapaTtoB WNUM AnNs oKas3aHusk MeOUUMHCKOW MNOMOLUM Mo
XXW3HEHHbIM MOKa3aHWsAM KOHKpeTHoro nauueHTta. OueHuMTe OaHHbI CPOK Ha COOTBETCTBUE
AENCTBYIOLEN HOPMATUBHO-MPABOBOM AOKYMEHTaLUM.

. COOTBETCTBYET
o He COOTBETCTBYET
o OTBeT: cooTBETCTBYET

3. Ouennte ponyck k BBO3y B Poccuinckyto degepaumio KOHKPETHOM NapTum
HEe3apermMcTpupoBaHHbIX JIEKAPCTBEHHbIX CPeACTB, MpedHasHadYeHHbIX AN NpoBeAeHust
KITMHUYECKMX  UCCMeaoBaHUN  NeKapCTBEHHbIX MpenapaTtoB, MpPOBeAeHNA  3KCNepTU3bl
neKapCTBEHHbIX CPeacTB 4SS OCYLLECTBNEHUS rocyJapCTBEHHON perncrpauum nekapCrBeHHbIX
npenapaTtoB wunM Ans OKasaHus MeOUMUWMHCKOW MNOMOWM MO  JKU3HEHHbIM MNOoKa3aHUsM
KOHKPETHOro nauuMeHTa Ha OCHOBaHUW paspelleHns, BblgAaHHOTO  YNOMTHOMOYEHHbIM
deaepanbHbIM - OpraHoM  WUCMOSTHATENBbHOM BrlacTM MO 3asBNEHMAM Ha COOTBETCTBME
AencTByoLen HOpMaTUBHO-NPaBOBOW JOKYMEHTaLNN.

. cooTBeTCTBYEeT
o He COOTBETCTBYeT
o OTBeT: cooTBETCTBYET

4. WNarotoBuTenb obecneuymBaeT 6Ge3onacHOCTb ToBapa B TeYEHWe YCTaHOBMEHHOIo
Cpoka cnyx0bl MM Cpoka rogHOCTM ToBapa wunu B TedeHne 10 neT nocne nepefaydn
notpebutento, ecnn cpok crnyxbbl He ycTtaHoBneH. OueHnTe OeATeNnbHOCTb U3rOTOBUTENS Ha
COOTBETCTBUE AEUCTBYHOLLLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLMN.



. COOTBETCTBYET

o He COOTBEeTCTBYeT
o OTBeT: cooTBETCTBYET
MK-2 [OTOBHOCTb K nMpoBedeHu0 npouedyp Mo U3bATUIO U3

rpaxkgaHckoro obopoTa hanbcnuMpoBaHHbIX, HeAOOBPOKAYECTBEHHbIX,
KOHTpadaKTHbIX NIEKAPCTBEHHbBIX CPEACTB N UX YHUYTOXEHNE

1. Bnageneyu yHnytoxeHHbIX J1IC Hanpaeun konuto akta 06 yHuuToxXeHun J1C yepes
yeTblpe pabouymx [HEW CO OHA ero COCTaBfEHUA B YMOSIHOMOYEHHbIM opraH. OueHuTe
AeaTernibHOCTb Bragenbla yHUYTOXeHHbIX JIC Ha cooTBeTCTBUE AENCTBYHOLLEN HOPMATUBHO-
NnpaBoOBON JOKYMEHTaLNN.

° CoOoTBEeTCTBYET
° HE COOTBETCTBYET

OTBeT: cooTBETCTBYET

2. Ha OCHOBaHUK peLueHuns Bnagenbua HegobpoKaYyeCTBEHHbIX n
danscuduuynpoBaHHbix JIC ona BeTepuHapHOro NpUMeEHeHNs BbiNn U3bATbl U3 FPaX4aHCKOro
obopoTta gaHHble JIC n yHn4TOXeHbI. PelieHne oT deaepanbHon cnyObl N0 BETEPUHAPHOMY U
dutocaHnTapHoMy Hagsopy (Poccenbxo3Hagsopa) He 6bino npeactaeneHo. OueHuTe
AEATEeNbHOCTb Bnagenbua yHUYTOXeHHbIX JIC Ha cooTBETCTBME AEWNCTBYIOLLEN HOPMATUBHO-
NpaBoOBON JOKYMEHTaLNN.

° CoOoTBETCTBYET
° HE COOTBETCTBYET

OtBerT: COOTBETCTBYET

3. Ha ocHoBaHuM pelweHus Bragensua KoHTpadakTHbiX JIC Oblnv M3bATbI U3
rpaxkgaHckoro obopota gaHHble JIC n yHu4TOXEHBbI. PewweHne cyga He Obino npeacTaBrieHo.
OueHuTe peaTenbHOCTb Bragenbua YHUYTOXeHHbIX JIC Ha cooTBeTCTBME [EWCTBYHOLLEN
HOPMaTUBHO-NPAaBOBOW AOKYMEHTALNN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBeT: He COOTBETCTBYET

4, AnTeyHoOM oOpraHu3aumen, UMerLen JNUUEH3NI Ha dapmaueBTUYECKYO
AEeATeNbHOCTb, Ha  OCHOBaHMM  peleHus  Bnagenbua  HeAobpOKAYeCTBEHHbIX U
danbcudmuynpoBaHHbix JIC, ObINMM M3bATBI U3  rpaxgaHckoro obopoTta paHHble JIC u
YHUYTOXEHbI. OueHnTe [eAaTenbHOCTb Bragenbua YHUYTOXEHHbIX JIC Ha cooTBeTcTBUE
AEencTByOLLEN HOPMATUBHO-MPaBOBOM AOKYMEHTaUuu.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBET: He COOTBETCTBYET

5. MNpoBusop npu npuemke ToBapa OBHapyxmn HekadvecTBeHHbI J1IT (MapkMpoBka Ha
NepBUYHON YMakoBKE He COOTBETCTBOBaNa MapKMpOBKE Ha BTOPWUYHOM ynakoske). [MpoBusop
NOMECTUIT TOBap B KaPaHTUHHYKO 30HY anTe4yHOW OpraHu3auum U oTpasun pacxoxaeHus «Akte
00 YCTaHOBMEHHbIX PaCXOXOEHUAX B KONMUYECTBE M KavecTBe Mpu nNpuémkKe TOBapHO-
MatepuarnbHbIX UeHHocTeny». OueHuTe [OeATenbHOCTb MNpoBM3Opa Ha  COOTBETCTBUE
AencTByoLen HOpMaTUBHO-NPaBOBOW JOKYMEHTaLNN.



. COOTBETCTBYET
. He COOTBeTCTBYeT

OtBerT: COOTBETCTBYET

MK-3 [OTOBHOCTbL K MpoOBedeHUo npoueadyp MO rocygapCTBEHHON
perncTpauumn nekapcTBeHHbIX NpenapaTos
1. Mo wMepe peanu3auumn Kaxgoro 3Tana rocydapCTBEHHOM — perncrpaumm

nekapcTBEHHOro npenapata MHopMaums O pelleHun Mo Kaxaomy aTany BHocunacb B 6asy
AaHHbIX NO perucTpauumn NekapcTBeHHbIX CPeAcTB B TeyeHue AByx AHel. OueHuTe AaHHYo
AEeATENbHOCTb Ha COOTBETCTBUE AENCTBYIOLLEN HOPMaTUBHO-NPaBOBOW AOKYMEHTaLMN.

° CoOoTBEeTCTBYET
° HE COOTBETCTBYEeT

OTBeT: cooTBETCTBYET

2. Mpn rocypnapctBeHHoOW peructpauum B PO opdaHHOro rekapCTBEHHOro
npenapata Ana ¢opmupoBaHus pasgena KAMHUYEeCKOW [OOKyMeHTauuu pernctpaumoHHOro
Aocbe NpeacTaBuUnM OTYETbl O pesynbTaTax MeXAyHapOAHbIX MHOMOLEHTPOBbLIX KITMHUYECKUX
nccnenoBaHnsix opaHHOro fiekapCTBEHHOro npenapara, YacTb M3 KOTOpbIX NpoBedeHa Ha
Tepputopun P®. OueHnte gaHHyO npoueaypy Ha COOTBETCTBME OeNCTBYHLWEN HOPMaTUBHO-
NpaBOBON JOKYMEHTaLNN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBeT: cooTBETCTBYET

3. Ha BnepBble pernctpmpyembin B Poccum nekapCTBEHHbIM NpenapaTt Bblganu
pernctpaunoHHoe ygoctosepeHue. Cpok ero gencteusa coctasnset 5 net. OueHuTe OaHHyo
npolenypy Ha cCoOoTBETCTBUE AENCTBYHOLLEN HOPMATUBHO-NPABOBOM JOKYMEHTAaLMN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBeT: cooTBETCTBYET

4, Ha JI[1 nocne noatBepxaeHUst ero rocpernctpauum Bblganu pernctpaumoHHoe
yooctoBepeHune. Cpok ero gencteus coctaengetr 5 net. OueHuTe AaHHy npoueaypy Ha
COOTBETCTBUE AENCTBYHOLLLEN HOPMATUBHO-NPABOBOW JOKYMEHTAaLMN.

° COOTBETCTBYET
° HE COOTBETCTBYET

OTBeT: He cooTBETCTBYET

5. B anTteyHyiwo opraHusaumio obpartuncsa notpebutens € peuentom  Ha
akcTtemnopanbHbi JIMN. ocne narotosneHus notpebutens notpeboBan yooCcTOBEPUTLCH, YTO
AaHHbin J1M 3apernctpupoBaH B P® n npegoctaButb eMy peecTtp 3apernctpupoBaHHbix J1N B
P®. MNpoBusop-TexHonor otkasan notpedutento. OueHnTe gencTene NpoBmn3opa-TexHorora Ha
COOTBETCTBME OENCTBYHOLLEN HOPMATUBHO-NPaABOBOW JOKYMEHTaLMW.

. COOTBETCTBYET
. He COOTBEeTCTBYeT

OTBeT: cooTBETCTBYET



MK-8

[OTOBHOCTb K OopraHm3aunmn 3KCNepTu3bl JieKapCTBEHHbIX CpencTB C MOMOLLbIO
XUMUYECKNX, BMONOTrNYECKUX, CbI/ISI/IKO-XI/IMI/I‘-IeCKI/IX N NHbIX MEeTO40B




3apaya Ne 1. OueHuTe KayeCTBO JieKapCTBEHHOM (POPMbI MO MOKasaTento
OTKINOHEHNA MO Macce HaBEeCKM nekapCTBEHHOro BeulectBa TpeboBaHusm OO6Lien
dapmakonenHon ctatbe OPC.1.8.0001 «JlekapcTBEHHblIE nMpenapaTbl anTe4YHOro
narotosneHus», MO XV. mnsgaHua Pacteop npotaprona 2%-10 mn.

K 1mn nekapctBeHHon dopmbl npubaBunm 10 kanenb CMecu, COCTOSALEN U3
paBHbIX YacTen pacTBopa Xefne3oaMMOHMEBLIX KBaCLOB W pasBedeHHOM a30THOM
kncnotol. [Nocne obecusevmBanusa Tutposanu 0,02 H pacTBOPOM aMMOHUSA pofaHuaa C
nonpasoYHbIM KO3 puuymeHTom K=0,9805 o »xenToBaTOpO30BOro okpalumpaHus. 1 mn
0,02 H pactBOopa ammoHusa popaHuga cooTtBeTcTByeT 0,0268r nportaprona. Pacxog
TntpaHTta 0,78 mn.

° COOTBETCTBYET
° HE COOTBETCTBYET

PeweHune. MNponncaHHaa macca nekapctBeHHoro Bewlectsa 2/100x10=0,2r.

B cootBetctBUM ¢ Tabnuuen 7 OPC.1.8.0001 «JlekapcTBeHHble npenaparhbl
anteyHoro wusrotosreHnay»,l® XV wunsgaHna— [onycTMMmble OTKNOHEHUS B Macce
HaBECKW OTAENbHbIX JIEKAPCTBEHHbLIX CPEACTB B XXUOKMX NEKAaPCTBEHHbIX hopmMax- npwu
N3roToBMEHMN Macco-06bEMHbIM MeTogom +10%. T.e cogepxaHune B nek. gopme A4.6.
0,18-0,22r

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

Taknm o6pa3omM nekapcTBeHHas hopma yaoBrneTBopsieT TpeboBaHMAM npukasa
Mo OTKITIOHEHMSIM MacCbl HAaBECKM NpoTaprona.

OTBeT: cooTBETCTBYET

3apaya Ne 2. OueHuTe KayecTBO JleKapCTBEHHOW (popMbl MO MOKasaTento
OTKIMOHEHNE MO Macce HaBeCKW JleKapCTBEHHOro BellecTBa corfacHo TpeboBaHUAM
Obwen dapmakoneniHon ctatbe O®PC.1.8.0001 «JlekapcTBeHHble npenapaTbl
anTey4yHoro narotoBneHus», MO XV nsganuna

PactBop Hatpua xnopuga 10%- 150 wmn. OnpegeneHve npoBOAUNOCH
pedpakTOMETPUYECKN. Temnepatypa 25°C. lMokasaTenb npenomneHna
aHanusmpyemoro pactsopa n=1,3491, nokasaTtenb nNpenomMneHuss BoAbl OYULLEHHOW
npw Ton xxe Temnepatype n=1,3325.

o COOTBETCTBYET

. He COOTBETCTBYEeT

PeweHne. MNponncaHHaa macca nekapctBeHHoro BewectBa 10/100x150= 15,0 r.

B cootBetctBuM ¢ Tabnuuen 7 OPC.1.8.0001 «JlekapcTBeHHble npenaparhbl
anTevHoro marotoeneHusy , F® XV mnsgaHns— [onycTuMoe OTKINOHEeHWEe ONsi aHHOW
HaBeckn 3%, T.e cogep)xaHue B NekapCTBEHHON hopme JOMKHO BbiTb 14,55 - 15,45 .

MamepeHue nposoaunock npu Temnepatype 25°C, ucnonbayem aKkTuyeckuii
nokasaTenb NpenomMreHus pacteopuTtens. Haxoamm B cnpaBoyHbiX Tabnuuax gakrop
npenomMneHna HaTpus xnopuga ona pacteopa nponncaHHon KoHueHTpaunn F=0,00164.

Cr= (n-ng)xP/Fx100 Cr=(1,3491-1,3325)150/100x0,00164=15,18 r

Takum obpasom nekapcTBeHHasa popmMa yaoBneTBopseT TpeboBaHMsM npukasa
MO OTKMOHEHMSAM MacCbl HABECKM HATpusa xrnopuaa.

OTBeT: cooTBETCTBYET

3apaya Ne 3. Bbl pykoBoauTenb anteyHon opraHudaumn. OueHuTte cogepxaHue
HaTpus xrnopuga B N3bATOMN nekapCTBEeHHOM dopwme.

16



Bbinn paccuntaHbl OOMYyCTUMbIE OTKIMOHEHWA AONS HaTpusa xropuaa, no rnokasaTernto
OTKINOHEHWNS NO Macce HaBeCKM NeKapCTBEHHOro BelecTBa yaosneTsopstowme TpeboBaHUAM
OdC.1.8.0001 «JlekapcTBeHHble npenapaTbl anTe4yHoro uarotosrieHusi» P XV mnsgaHua—ao
cTepunmMsaumMm 1M U3bATBIX W3 anTekn [Ons NPOBEpPKM, €Cnn  Mu3rotaenuBanacb Ccepus
BHYTpUManTe4yHon 3arotoBku B Konuyectse 20 ¢oriakoHOB MO Nponucu.

PactBop cpypauunnnmHa 0,02% - 100,0

Hatpus xnopuaga 0,9

N3baTa nekapctBeHHasa popmMa no nponucu (coaepxkaHme Hatpua xnopuaa 0,847 1)

° CoOTBEeTCTBYET
° HE COOTBETCTBYEeT

PeweHue. MNMpn n3rotoBneHnn B 0aHy 3arpysky 2 n pacteopa 6epyT maccy HaBecku 18 r
ANna KoTopon B cooTBeTCcTBMM C TpeboBaHnammn OPC.1.8.0001 «JlekapcTBeHHbIe npenapaTbl
anTe4yHoro n3rotoBneHus», P XV nsgaHna gonyctumo oTknoHeHue 3%, T.e. Npy XMMUYECKOM
KOHTpOne agonyckaetcsa oTknoHeHne 3% n cogepxaHue HaTpus xnopuga 4.6 17,46-18,54 r.
N3baTta nekapcTBeHHasi popma Mo nponucu. cogepxaHuve Hatpua xnopmga 0,9 r um
AonycTnMoe OTKNoHeHne 6% (Tabnuua 4 npunoxeHna 3), Hatpusa xnopuaa 4.6 0.846-0.954r.
Taknum obpasom AomkHO 6biTh 17,46-18,54 ., 0,846-0,954 r.

OTBeT: cooTBETCTBYET

MK-9 [[OTOBHOCTb K OpraHuM3auum KOHTPOMA KavyecTBa feKapCTBEHHbIX
cpeacTs

3apgaya Ne 1. OueHuTe p[gencteme nNpoBM3Opa-aHanUTUKaA MO  KONUYECTBEHHOMY
onpegerneHunto pacteopa MmarHusa cynedgaTta 20 %.

KonuyectBeHHOe onpegeneHve. 5 M KOHUEHTpaTa MoMmellalT B MEpHYK Konby
emkocTbto 100 Mn 1 goBoaAaAT BoAoM 40 MeTKU. K 2 MmN pa3BeleHHOro pactBopa KOHLUEeHTpaTta
npubasnswt 25—30 mn Boabl, 4—5 MmN ammuadHoro OydepHoro pactBopa, 0,1 r
WHOWKATOPHOM CMECU KUCIIOTHOrO XPOM YEpPHOro cneunanbHOro 1 TUTPYT pacTBOPOM TPUSTOHA
b (0,05 monb/n) A0 cMHEro okpaluMBaHus.

1 mn pacteopa TpunoHa b (0,05 monb/n) cootBetctByeT 0,01232 r marHms cynbdgata
(MgS0O4 x 7H20).

lMpoBu3op-aHaNUTUK paccuyuTan npeaBapuTenbHbIi  MHTEpBan pacxoga TUTpaHTa
(nonpaBoyHbIN kKO3 PUumeHT 0,05 wmonb/n  pactBopa TpunoHa b paeseH 0,9805).
MpeaBapuTenbHbIn HTEPBAan pacxoga TutpaHta 1,62-1,69 mn.

* COOTBETCTBYET
* HE COOTBETCTBYET

PeweHnne. B cootBetctBUM C TpeboBaHuamn OPC.1.8.0001 «JlekapcTBeHHbIE
npenapaTbl anTe4YHOro narotosnenHna», Fe XV nsgaxHus, tabnuua 6 — [lonyctumble OTKIIOHEHUS
B KOHLUEHTpaumm KOHLEHTPUPOBAHHbBIX PacTBOPOB - [AOMYCTUMO OTKMAOHeHWe 2%, T.e.
KoHUeHTpaums 19,6-20,4 %. MNpegBapuTenbHbI MHTEPBan pacxoga Tutparta 1,62-1,69 mn

OTBeT: cooTBETCTBYET

3agadya Ne 4. OueHunTe [encTBus npoBM3Opa-aHanuTUKa no pacdety obbema
NMPUroTOBIIEHHON neKkapCcTBeHHON bopMbl yaosneTsopswowmn TpebosaHmam OPC.1.8.0001
«JlekapcTBeHHble npenapaTtbl anTe4yHoro marotoBneHusa», N® XV wmsgaHus, no nokasaTento
«OTKNoOHeHns no obuwen macce (06bemy)», ecnu nponucaHo 200 Mn MUKCTYpbl. [lonyyYyeHHbIn
pesynbTaT - A0MKHO 6bITb 196Mn-204 mn.

. COOTBETCTBYET
. He COOTBeTCTBYeT



Pewenwne. B cootBeTcTBUM C Tabnuuen 1 — [onycTMMble OTKNOHEHUSA B obemM obbéme
XUAKNX NEKAPCTBEHHbIX POPM MPU N3roTOBNEHMM Macco-06bEMHbIM MeTogom- OPC.1.8.0001
«JlekapCcTBeHHble npenapaTtbl anTeyHoro wuarotoBneHus»,[® XV wusgaHusa, [onycrnmoe
OTKIMOHEeHMe anst AaHHoro oobema +2%. 200+-200/100x2, nomkHO ObiTb 196Mn-204 mn.

OTBeT: cooTBETCTBYET

3agada Ne 2. Bbl pykoBoauTenb anteyHon opraHmsaumn. OueHnTe cogepkaHne HaTpus
xnopuvaa B U3bATON nekapcTBEHHOM hopme.

[MpoBM3OpPOM-aHaANUTUKOM ObINIM  paccynTaHbl AOMYCTUMbIE OTKMOHEHWA ONfs HaTpus
xnopuga, Mo rmnokasaTesnilo OTKMOHEHMST MO Macce HaBeCKW JIeKapCTBEHHOro BeLlecTBa
yoosneteopsiowme TpedosaHmsam OPC.1.8.0001 «JlekapcTBeHHble mnpenapaTbl anTeYHOro
narotosrieHusi», 'd XV umsgaHusa, 0o crepunmsauum M U3bATLIX U3 anTekun A5 NpoBepKu
(n3rotaBnmuBanacb cepusi BHyTpManTe4yHou 3aroToBkuM B Konimyectse 20 pnakoHOB MO NponucK).

PacteBop dpypaumnnnumHa 0,02% - 100,0

Hatpusa xnopuga 0,9

N3baTa nekapctBeHHas popma no nponucu (cogepkaHme Hatpusa xropuaa 0,847 r)

* COoOTBETCTBYET
® HE COOTBETCTBYET

PeweHue. Mpun n3rotoBneHnn B ogHy 3arpy3ky 2 n pacteopa 6epyT maccy HaBecku 18 r
Ans kotopown B cootBeTcTBMM € TpeboBaHnamm OPC.1.8.0001 «JlekapcTBeHHbIe npenapaTthbl
anTeyHoro marotoBnenusay ,[d XV nsgaxus, Tabnuua 7 — [JonycTMMble OTKIIOHEHUA B Macce
HaBEeCKM OTAESIbHbIX JeKapCTBEHHbIX CPEeACTB B XUOKUX JEeKapCTBEHHbIX ¢hopmax npwu
N3roToBMEHMM MacCo-OObEMHBIM METOAOM- AOoNyCTUMO OTKNoHeHne 3%, T.e. npwu
XMMUYECKOM KOHTpOsSie AonyckaeTcsa OTKNoHeHue 3% wn copepXaHue HaTpus xnopuga Aa.6
17,46-18,54 r.

N3baTa nekapctBeHHas ¢opma Mo nponucu. copgepxaHue Hatpua xnopuga 0,9 r um
AONYyCTUMOE OTKMNOHeHne 6% , HaTpusa xnopuaa 4.6 0.846-0.954r.

Takum obpasom AosmkHO 6bITb 17,46-18,54 1., 0,846-0,954 r.

OtBerT: COOTBETCTBYET

19.3.3. lNNepeyeHb NpakTUYECKUX 3a8aHUN

MK-1

1. B cooTtBeTcTBMM C lNocTaHoBneHnem lNpasutensctea PP ot 5 anpens 2022 r. N 593
yCTaHOBNEHbl OCODEHHOCTM Aonycka K BBO3y Ha Tepputoputo Poccuiickon depepauum um
obpauueHne B Poccuinckon defepaunmn 3apernctTpmpoBaHHbIX NIEKapCTBEHHbIX NpenapaTtoB Ans
MEeAMLMHCKOro NpMMEHEHUs B ynakoBKax, NpefHa3HavyeHHbIX Ang obpalleHns B UHOCTPaHHbIX
rocygapcteax. OueHnTe ocobeHHOCTM JonyCcKa K BBO3Y AaHHbIX FIEKapCTBEHHbIX NpenapaTos.

OTtBerT: B cooTBeTCcTBUM C [NocTaHoBneHnem lMNpasutensctea PP ot 5 anpens 2022 r. N
593 ponyckaetca Kk BBO3y Ha Tepputoputo Poccuickon depepaumm n obpaweHve B
Poccunckon  depgepaunm  3apermcTpypoBaHHbIX  FIEKAPCTBEHHbLIX  MpenapaToB  Ans
MEAMLMHCKOrO NpMMEHEHUS B yNakoBKax, NpeAHa3HadYeHHbIX Ansg obpalleHnss B MHOCTPaHHbIX
rocygapcraax, B criydae geektypbl ekapCTBEHHbIX NpenapaTos.

2. B cpok, He npeBblWaWmMi NaTn paboumx AHEW, OCYLLeCTBMSETCS PacCMOTPeHue
3asBMEHNSA U MPUHATUE pELLUEHUS O Bblgaye paspelleHnsl Ha BBO3 KOHKPETHOW napTum
3aperucTpMpoBaHHbiX 1 (MNM)  HE3apPerncTpuMpoBaHHbIX  JIEKApCTBEHHbIX  CPEACTB,
npegHasHa4YeHHbIX AN NPOBEeAEHUS KIMMHUYECKUX NCCNeLOoBaHW NIeKapCTBEHHbBIX NpenapaTos,
npoBefeHUs1 3KCMepTU3bl JIeKapCTBEHHbIX CPeaCcTB [ANs OCYLEeCTBMEHUA rocygapCTBEHHON
permcTpauumn nekapcTBEHHbIX MpenapaTtoB uAM ANs OKasaHus MeOUUMHCKOM MNOMOLUM No
XW3HEHHbIM MOKa3aHUAM KOHKpeTHOro nauueHta. OueHuTe [aHHbI CPOK Ha COOTBETCTBUE
OencTByoLEen HOpMaTUBHO-NPaBOBOW JOKYMEHTaLNN.



OTteeT: cooTBeTCTByeT, Ha ocHoBaHun degepanbHoro 3akoHa Ne61-®3 wu
MocTtaHoBneHus NpasutenbctBa Ne 853.

3. Ouenute pgonyck Kk BBo3y B Poccuiickyto ®Pepepaumio KOHKPETHOM napTum
He3aperMcTpupoBaHHbIX JIEKAPCTBEHHbIX CPeAcTB, MNpedHasHavyeHHbIX Ana  npoBefeHus
KNWHMYECKMX  UCCNEeAOBaHWM  FIEKAPCTBEHHbIX MpenapaTtoB, MNPOBEOEHUS  3KCNEepTU3bl
NeKapCTBEHHbIX CPeacTB AN OCYLLEeCTBNEHUS rocygapCTBEHHOW pernctpaumm nekapcTBeHHbIX
npenapaTtoB WNW Ans OKasaHus MeOUMUMHCKOM MOMOLLM MO  XKUM3HEHHbIM MNOoKa3aHUAM
KOHKPETHOro naumMeHTa Ha OCHOBaHWW pas3pelleHusi, BbIAAHHOIMO  YNOSIHOMOYEHHbIM
denepanbHbIM - OpraHOM  MCMOMHUTENBbHOM BRacTM MO  3asBMNEHUsIM Ha COOTBETCTBUE
AEenCcTByoLLEN HOPMATUBHO-MPABOBOM AOKYMEHTaLUUu.

OTBeT: cooTBeTCTBYET, HAa OCHOBaHMK ®enepanbHoro 3akoHa Ne61-d3 rnasa 9.

4. WNarotoButenb obecneymBaeT 6Ge30nacHOCTb ToBapa B TEYEHWE YCTaHOBIIEHHOMO
Cpoka cnyx0bl MAM cpoka rogHoCcTM Toeapa unm B TedeHne 10 neT nocne nepegayv
noTpeduTento, ecnn cpok crnyxbbl He ycTaHoBneH. OueHuTe OesATenbHOCTb U3roTOBUTENA Ha
COOTBETCTBUE AEUCTBYIOLLLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLMN.

OTBeT: cooTBeTCTBYeT, Ha ocHoBaHun ®egepanbHoro 3akoHa «O 3awuTe npas
notpebutenen»

5. ®apmaueBTuyeckni 3aBog B r. MockBe OCyLleCTBNSAeT BBO3 JIeKapCTBEHHbIX CPeacTB
B PO pgnsa uenen cobCTBEHHOro MPOM3BOACTBA JlEKApCTBEHHbIX cpeacTtB. OueHute
BO3MOXHOCTb AaHHOro NpoLecca ¢ TOYKMN 3peHnst COOTBETCTBUS HOpMaTUBHO-NpaBoBon 6ase.

OtBeT: cooTBeTCTBYET, Ha oOcHoBaHun [loctaHoBneHusa [lpaButenbctBa Ne 853
opraHuM3aunn-nNpon3BoaANTENN MOryT OCYLLECTBMIATbL BBO3 fleKapCTBEHHbIX cpeacTB B PO ong
uenen cobCTBEHHOro NPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

6. MeguumnHckaa opraHusauusi B . BopoHexe OcCyLuecTBNSAKT BBO3 JIEKAPCTBEHHbIX
cpeacts B PO gna okasaHna MeguUMHCKON NOMOLLM MO XXU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
nayveHta. OueHuTe BO3MOXHOCTb [aHHOrO nMpouecca C TOYKM 3PEHUA COOTBETCTBUS
HOpMaTUBHO-NPaBoBoON ba3se.

OTBeT: COOTBETCTBYeT, Ha ocHoBaHuu [locTaHoBneHus [paBuTtenbctBa Ne 853
MeaMUMHCKas opraHu3auusi MOXeT OCYLLECTBIATb BBO3 JleKapCTBEHHbIX cpeacTB B PP ans
OKasaHWs MeANLIMHCKON MOMOLLIM MO XXM3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauueHTa.

7. OpraHunsauus onToBOM TOProenu nekapcTBeHHbIMM cpeacteamm 3A0 «dapmnurar
OCYLLIECTBNSET BBO3 JleKapCTBEHHbIX cpeacTB B P®. OueHnTe BO3MOXHOCTb AAaHHOro npolecca
C TOYKM 3pEHNS COOTBETCTBMUS HOPMaTUBHO-NpaBoBon Hase.

OTBeT: COOTBETCTBYeT, Ha ocHoBaHuu [locTaHoBneHus [paBuTtenbctBa Ne 853
opraHu3auusi ofnTOBOW TOProBIMW fEKApCTBEHHbIMM CpeacTBaMM MOXET OCYLEeCTBRSATb BBO3
neKkapcTBEHHbIX cpeacTs B PO.

8. OpraHusaumsa poO3HMYHOM  TOProBnM  nekapcTBeHHbiMM  cpegctBamm OO0
«3gpas®apmaums» B r. MockBe OCyLLEeCTBNSAET BBO3 fleKapCTBEHHbIX cpeacts B P®. OueHute
BO3MOXXHOCTb JaHHOro npouecca C TOYKU 3peHnsi COOTBETCTBUSA HOPMATUBHO-MpaBoBoKn 6ase.

OTBeT: He COOTBETCTBYET, Ha ocHoBaHWWM [locTaHoBneHus [lMpaButenbctBa Ne 853
OopraHn3auus PO3HUYHOW TOProBMfM fIEKAPCTBEHHbIMWM CPEACTBAMU HE MOXET OCYLLEeCTBNATb
BBO3 NleKapCTBEHHbIX cpeacTs B PO.

9. MeguumHckas opraHusauma B r. BopoHexe ocyLlecTBAAT BBO3 JleKapCTBEHHbIX
cpeacts B PO ans npoBegeHus KIMHUYECKUX UCCeaoBaHWUN NeKapCTBEHHOrO npenaparta B



oTAENeHUAX AaHHOW MeOMUUHCKOM opraHmnsauun. OueHnTe BO3MOXHOCTb AaHHOro npouecca ¢
TOYKM 3pEHMSA COOTBETCTBUSA HOPMATUBHO-NPaBoBon Hase.

OTBeT: He cooTBeTCTBYyeT, Ha ocHoBaHun [loctaHoBneHusa [lpasutenbctea Ne 853
MeaVUMHCKas opraHn3auns He MOXET OCYLLEeCTBMATbL BBO3 fleKapCTBEHHbIX cpeacTs B PO ang
npoBefeHNsT KITMHUYECKUX UCCnesoBaHU NeKapCTBEHHOro npenapaTta B OTAeNeHnaxX SaHHOM
MeaMLMHCKOW opraHm3auuu.

MK-2

1. Brnageneu yHu4toxeHHbIX JIC Hanpasun konuto akta 06 yHuuToxeHun JIC yepes
yeTblpe pabounMx AHS CO [OHA €ero COCTaBfeHUst B YMOMHOMOYEHHbIN opraH. OueHuTe
AeaTenbHOCTb Bnagernbua YHUYTOXeHHbIX JIC Ha cooTBeTCTBME OeNCTBYHOLEN HOPMaTUBHO-
NpaBoOBOW JOKYMEHTaLuN.

OTBeT: cooTBeTCTBYeT, T.K. Ha OCHoBaHuwu [loctaHoBneHun [MpaButensctea Ne1447
BnagerneL, yHM4ToXeHHbIx JIC gomkeH HanpaBuTb Konuio akta 06 yHuyToxeHun JIC B TeyeHune
5 pabounx gHA Co AHA ero CoOCTaBneHUst B YNOSTHOMOYEHHbIA OpraH.

2. Ha OCHOBaHWUN peLeHuns Bnagenbua He[0BpoKayeCTBEHHbIX "
danscuduunpoBaHHbix JIC ana BeTepnHapHOro NpMMeHeHust 6binyv N3bATbl U3 rPaXKAaHCKOro
obopoTta gaHHble JIC n yHn4TOXeHbl. PeleHne ot degeparnbHomn criyxbbl N0 BETEpUHAPHOMY U
dutocaHnTapHoMy Hagsopy (Poccenbxo3Hags3opa) He 6bino  npegctaBneHo. OueHute
AeATenbHOCTb Bragernbla yHUYTOXeHHbIX JIC Ha cooTBeTCcTBME OEeWCTBYHOLWEN HOPMAaTUBHO-
NpaBOBON JOKYMEHTaLNN.

OTBeT: COOTBETCTBYET, T.K. Ha OCHoBaHuW [loctaHoBneHun [MpaButenbctea Ne1447
n3bATUE U3 rpaxgaHckoro obopoTa AaHHbIX JIC U yHUYTOXEHMe HedobpoKavyeCTBEHHbLIX U
danbcnuumnpoBaHHbix JIC gonyckaeTcsa pewleHneM Bnagernbua.

3. Ha ocHoBaHuu pelweHus Bnagenbua kKoHTpadakTHbix JIC Obinn n3baTbl M3
rpaxgaHckoro obopota gaHHble JIC n yHUYTOXEHbI. PelweHne cyga He 6bino npeacrabBneHo.
OueHuTte pedaATenbHOCTb Bragenbua YHUYTOXEHHbIX JIC Ha coOoTBETCTBME [LEWCTBYHOLLEN
HOPMaTUBHO-NPaBOBOW AOKYMEHTaLNN.

OTBeT: He COOTBETCTBYET, T.K. HA OCHOBaHuW lNocTaHoBneHun MNpaBuTtenscTBa Ne1447
KOHTpadakTHble JIC yHMUTOXaTCA NO peLUeHno cyaa.

4, AnTeyHoOM oOpraHusaumen, uUMewLWen nUUEH3NKD Ha dapmMaueBTUYECKYHO
OEATENbHOCTb, Ha  OCHOBaHMM  pelleHust  Bnagenbua  HeaoOpoKaydeCTBEHHbIX U
danbcnduumnpoBaHHbix JIC, 6binuM n3bATHI M3  rpaxgaHckoro obopoTta pfgaHHble JIC un
YHUYTOXEHbI. OueHnTe aOeaTenbHOCTb Briagenbua YHUYTOXeHHbIX JIC Ha cooTBeTcTBME
AEenCTBYyoLLEeN HOPMATUBHO-NPABOBOWN JOKYMEHTaL NN,

OTBeT: He COOTBETCTBYET, NOTOMY YTO y anTe4YHOW OpraHu3aLun OTCYTCTBYET NULEH3NS
Ha yHu4TOXeHwue JIT1.

5. lMpoBu3op npu npuemke ToBapa OBHapYyXun HekavecTBeHHbIN JII (MapkupoBka Ha
NepBMYHOWN YyNakoBKE He COOTBETCTBOBaria MapKMpoBKE Ha BTOPUMYHOWM ynakoske). [1poBusop
NOMECTUIT TOBap B KAPAHTUHHYH 30HY anTeYHOM OpraHmM3auun u oTpasun pacxoxneHus «Akte
00 YCTaHOBMEHHbIX PACXOXAEHUAX B KOMWYECTBE W KayecTBe MNpu MPUEMKE TOBapHO-
MatepuarnbHbIX LUeHHocTen». OueHuTe OedATeNnbHOCTb MpoBM30Opa Ha  COOTBETCTBUE
AEenCTBYOLLEN HOPMATUBHO-MPaBOBOM AOKYMEHTaUuu.

OTBeT: COOTBETCTBYET, T.K. AENCTBUA NPOBM30Opa OCYyLLeCTBNEHbl no npasunam HAIT
(Mpwkas Ne647H)

6. Bnagenbuamu JIC, umetowmmm nnueH3no Ha apmaneBTUYecKyo aesaTenbHoCTb, 16
CeHTAbpsa ObiNO NPOM3BEAEHO YHUYTOXEHWE IEKApPCTBEHHbIX CPeACTB M LPYrMX TOBapoB
anTeyHoOro accopTMMeHTa B chneumanbHO o06opyaoBaHHbIX nomelleHunax. OueHuTe



AeATeribHOCTb Brajernbla yHUYTOXeHHbIX JIC Ha cooTBeTCcTBME OeUCTBYHOLWEN HOPMaTUBHO-
NpaBOBON JOKYMEHTaLNN.

OTBeT: He COOTBETCTBYeT, MNOTOMYy 4TO Yy Bnagenbua (Hanpumep, anTe4yHoON
opraHu3auun) OTCyTCTBYET NULIEH3US Ha yHUYTOXeHwue JTT1.

7. lNpu npnemMke ToBapa B anTE4YHOW opraHusaumm YneH npMemMoYHOM KOMUCCUN BbISBUII
HeqOOpoKayeCTBEHHbIE JlEKAPCTBEHHblE MpenapaTtbl. [lanee OH oTpasun KaydeCTBEHHble
pacxoxaeHna B «AkTe 006 YCTaHOBMEHHbIX PACXOXOEHUAX B KONMUYECTBE M KayecTBe Mpu
NPUEMKe TOBapHO-MaTepuarbHbIX LEHHOCTEN» U HEMEASIEHHO YTUNU3MPOBan AaHHbIA TOBap B
cneumanbHo obopygoBaHHOM nomewieHnn. OueHnTe OEWCTBUS YreHa NPUEMOYHON KOMUCCUM
Ha COOTBETCTBME AEeUCTBYHOLLEN HOPMATUBHO-NPABOBON JOKYMEHTaLMN.

OTBeT: He cooTBeTCcTBYET, T.K. No npasunam HAI (Mpukas Ne647H) npoBM30Op LOSMKEH
NMOMECTUTb TOBap B KAPaHTUHHYHO 30HY anTEe4YHOM OpraHm3auunn.

8. Bo Bpemsi WHBEHTapusauumm 3aBedylolMin  anTedyHOW opraHu3aumm cnucan
NleKapCTBEHHbIE NpenapaThl Mo NpUYMHE NOpYM, NpomnsoLlealen Bo Bpemsa xpaHeHus. OueHnte
AencTBMe 3aBefyoLero anTe4yHon opraHnu3aumm Ha COOTBETCTBUE AENCTBYIOLEN HOPMATUBHO-
NpaBOBON JOKYMEHTaLNN.

OtBeT: He cooTBeTcTBYET, T.K. no npasunam HAI (Mpukaz Ne647H) 3aBenyroLnn
anTe4yHon opraHn3aunmn SOSmKEH NOMECTUTb TOBAp B KAPAHTUHHYIO 30HY anTEeYHOW OpraHM3aLmm
1 BO3MELLIEHME NPOM3BOANTCS 3a CYET BUHOBHbIX NNL.

9. lpeactaButenn ®denepanbHon cnyxObl MO Haglopy B cdepe 3awuTbl npas
notpebutenen wn 6narononydna dJenoseka (PocnoTtpebHags3op) npoBenv  MOHUTOPUHT
©e30MacHOCTN NEKAPCTBEHHbIX CPeACTB ANA MEAULMHCKOrO MPUMEHEHUSI Ha TeppuTopum
BopoHexckon obnactm ¢ uenblo  BbiSBAEHUS  danbCUPUUNPOBAHHBIX  JIEKAPCTBEHHbIX
npenapatoB B  anTeyHbix  opraHum3auusax. OueHnte  OgencteMe  npencraBUTENEN
PocnotpebHagsopa Ha cooTBEeTCTBME AENCTBYIOLLEN HOPMATUBHO-MPABOBOM AOKYMEHTaLNUN.

OTBeT: He COOTBETCTBYET, AaHHbIN MOHUTOPUHI OCyLLUEeCTBIAET PocsnpaBHausop.

10. TlpoBusop, ans onucaHus HIIP noTpebutens anTeyHoW oOpraHuM3auuu, BHeEC
COOTBETCTBYHOLLYIO 3aNnCb B aBTOMAaTU3NPOBAHHYHD MHAOPMALUMNOHHYK cuctemy «KOHTposb-
danbcudukaT», cosgaHHyw Poc3gpaBHag3opoM OnA B3aMMOAEWCTBUS € ydaCTHUKaMU
dapmMaueBTUYECKOrO PblHKA, KOTOpas CTana €4uHOM LEHTpanu3oBaHHOM 0a30M OaHHbIX MO
HIMP B Poccun. OueHnTte gencrens nposmsopa.

OTBeT: He COOTBETCTBYET, T.K. NpoBMU30p, Ans onucaHus HIP notpebutens anteyHou
opraHusaumn, [JOorbKeH BHECTM COOTBETCTBYHOLLYHO 3annucb B aBTOMaTU3MPOBAHHYIO
MHdopMauunoHHyto cuctemy — AUC PocagpasHaasopa.

MK-3

1. Mo wMepe peanu3auum Kaxgoro a3Tana rocyfapCTBEHHOW — perncrpaumm
NIEKapCTBEHHOrO npenapaTta MHopMauus O peLleHnn No Kakaomy aTtany BHocunacb B 6asy
AaHHbIX MO perncTpauum nekapcTBEHHbIX CPeacTB B TeveHne AByX AHen. OueHuTe [aHHYyHo
NesaTenbHOCTb Ha COOTBETCTBUE AENCTBYHOLLLEN HOPMATUBHO-NPABOBOM JOKYMEHTALMN.

OtBeT: cooTBeTcTBYeT, T.K. Ha ocHoBaHun O3 Ne61-®3 u AQMUHMCTPATMBHOIO
pernameHnTa (Mpukas Ne23H) nHGopmaums O pelleHnn No Kaxaomy aTany rocyaapCTBEHHOM
pernctpauumn nekapcTBEHHOro npenapata BHOCUTBCA B ©0asy [AaHHbIX MO  perncrpauun
NeKapCTBEHHbIX CPEACTB B TeYeHMe ABYX AHEN.

2. Mpn rocypapctBeHHOW peructpauum B PP opcdaHHOro nekapcTBEHHOro
npenapaTta Ans OpPMMPOBaHUSA pasgena KIMHUYECKOW [OOKyMeHTauuu peructpauyuoHHOro
Aocbe NpeacTaBunM OTYETbl O pes3ynbTaTaxX MeXAyHapOAHbIX MHOMOLEHTPOBbLIX KITMHUYECKUX



nccnegoBaHuax opdraHHOro NeKapCTBEHHOro npenaparta, 4YacTb M3 KOTOpbIX NpoBedeHa Ha
Tepputopun P®. OueHnTe gaHHy npoueaypy Ha COOTBETCTBME AENCTBYIOLLEN HOPMAaTUBHO-
NpaBoOBOW JOKYMEHTaLuN.

OtBeT: cooTBeTCcTBYyeT, T.K. Ha ocHoBaHun @3 Ne61-O3 n AgMUHUCTPATUBHOIO
pernameHTa (lMpukaz Ne23H) npwu rocygapcTBeHHOW pernctpaumm B PO  opdaHHoro
nekapCTBEHHOro npenapaTta Ans (opMuMpoBaHWA pasgenia  KIMUHUYECKOW [OOKyMeHTauuu
pPErmcTpauuoHHOro  A0Cbe  AOMycKalTCs  OT4eTbl O  pesynbratax  MeXAayHapOAHbIX
MHOIOLIEHTPOBBIX KITMHUYECKNX UCCneoBaHUsX opdyaHHOro nnekapcTBEHHOro npenapara, 4acTb
N3 KOTOpPbIX NpoBeAeHa Ha TeppuTopun PO.

3. Ha BnepBble pernctpypyembin B Poccum nekapcTBeHHbIM NpenapaTt Bblganu
permctpaunoHHoe yaoctosepeHue. Cpok ero gencteBuda coctaenseTt 5 net. OueHuTe OaHHYHo
npolenypy Ha cooTBeTCTBUE AENCTBYHOLLLEN HOPMATUBHO-NPABOBOM JOKYMEHTaLMN.

OTteeT: cooTBeTcTBYeT, T.K. Ha ocHoBaHuM D3 Ne61-O®3 cpok aAencTeus
PErMcTpPauLnoHHOrO YAOCTOBEPEHUSs 5 neT - Ha BhepBble perucTpypyembin B Poccum
nekapCTBEHHbIM Npenapar.

4, Ha JI[1 nocne noatBepXXgeHUst ero rocperncrpauumn Bblganu perncrpauuoHHoe
yooctoBepeHune. Cpok ero genctsma coctaenseT S5 net. OueHuTe JaHHy npoueaypy Ha
COOTBETCTBUE AEUCTBYIOLLLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLMN.

OTBeT: He COOTBETCTBYET, T.K. Ha oOcHoBaHun D3 Ne61-O3 cpok aencreus
perncTpaunoHHOro yaocTtoBepeHnsa B JaHHON cUTyaumm — 6eCcpoyHo.

5. B anTeyHywo opraHmsauuio obpaTtunca notpebutens C peuenTtoMm  Ha
akcTtemnopanbHbin JIMN. Mocne narotosneHms notpebutens notpeboBan yooCToOBEPUTLCH, YTO
AaHHbIn J1M 3apernctpupoBaH B P® n npegoctaButb eMy peecTp 3apernctpupoBaHHbix J1IM B
P®. MNpoBuaop-texHonor otkasan notpebutento. OueHnTe AeNCTBME NPOBM3OPa-TEXHOMOra Ha
COOTBETCTBME OENCTBYHOLLEN HOPMATMBHO-NPABOBOW JOKYMEHTaLMN.

OTBeT: NpoBM30Op npas, ero AencTBusi cooTBeTCTBYOT TpeboBaHusm D3 Ne61-O3 —
akcTtemnoparneHble JIIM He noanexaT rocygapCTBEHHOW pernctpauun.

6. Ha ocHoBaHuM 3asiBNeHuss Ha Bblgadyy 6HeccpoyHOro  perncTpaumoHHOro
YOOCTOBEPEHMS  FleKapCTBEHHOrO  npenapata Oblno  OCYWECTBNIEHO  NOATBEPXAEHUE
rocyapCTBEHHOW perncrpauum rnekapcTBeHHoro npenapata. OueHuTe AaHHyto npoueaypy Ha
COOTBETCTBUE AEUCTBYIOLLEN HOPMATUBHO-NPABOBOWN AOKYMEHTaLUN.

OTteeT: cooTBeTCcTBYeT, T.K. Ha ocHoBaHuM D3 Ne61-®3 cpok AencTeus
pPEerncTpaunoHHOro yaoCToBEPEHUSA B JAHHOW CUTyaumm — 6eCCpoyHO.

7. JlekapcTBEHHbIE CpeacTBa, Npowenlne rocygapCTBEHHYIO perncrpaunio, ooinu
BHECEHbI B O0hnumanbHbIi UCTOYHMK MHpOPMaLMN O NekapCTBEHHbIX npenapaTtax peructp JIC
Poccun. OueHnte gaHHyo npouenypy Ha COOTBETCTBME AENCTBYIOLWEN HOPMATUBHO-NPABOBOM
AOKyMeHTauuu.

OTtBeT: He  COOTBETCTBYeT, T.K. JIEKApCTBEHHble  CpeacTBa,  npowejuuve
rocygapCTBEHHYIHO perucTpauuio, BHOCATCA B oduuManbHbii  UCTOMHUK  MHGOpMauMM O
NeKapCTBEHHbIX Npenapartax — [[0Cy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPELCTB.

8. Ha nekapcTBeHHbIN npenapaTt nocrne MOATBEPXAEHUA €ero rocpermcrpaumnm
BblJanuM permcTpauuoHHoe yaoocToBepeHume Ha ©OeccpouHbii nepuod. OueHuTe aaHHyH
npolenypy Ha cooTBeTCTBUE AENCTBYHOLLLEN HOPMATUBHO-NPABOBOM JOKYMEHTaLMN.



OteeT: cooTBeTcTBYeT, T.K. Ha ocHoBaHuM D3 Ne61-O3 cpok gencreus
perncTpaunoHHOro yaocToBepeHns B JaHHON cUTyaumm — 6eCCpoyHo.

9. depepanbHas  cnyxba no  Hag3opy B cdepe  34paBOOXpaHEHus
(PocsgpaBHag3op) nNpoBoAUT rocygapcTBeHHyto permctpauutio BAL «30N0TOTLICAYHUKY, Y.,
200 rp. OueHuTe gaHHyKO Npoueaypy Ha COOTBETCTBME OEWCTBYHOLWEN HOPMAaTMBHO-NPaBOBOW
AOKYMEeHTaunun.

OTBeT: He COOTBETCTBYET, T.K. BA[bl He npoxoaAdaT rocyaapCTtBeHHYHKO permcrpauntio.

10. Cpok pernctpaumm JIIT Ona BeTepUHAPHOrO MPUMEHEHUS, WUCTEKaKLWMn ¢
14.03.2022 no 31.12.2022, npoaneH Ha 12 wmecsueB. OueHUTe AaHHyK npouenypy Ha
COOTBETCTBME OENCTBYHOLLEN HOPMATUBHO-NPAaBOBOW JOKYMEHTaLMMW.

OTBeT: npouedypa cooTBeTCTBYeT Ha ocHoBaHuu [locTaHoBneHus [Npasutenbcrtea N
353.
MK-9

3agadya Ne 1. OueHuTe penctevMe MNpoBM3Opa-aHanNUTMKa MO  KOSIMYEeCTBEHHOMY
onpegerneHuto pacteopa marHna cynbdata 20 %.

KonunyectBeHHOe onpegeneHne. 5 M KOHUEHTpaTa MnoMeLwarT B MeEpHyH Konoby
emkocTbto 100 Mn 1 goBoaAaT Bogon A0 MeTKU. K 2 MmN pasBeleHHOro pactBopa KoHLUeHTpaTta
npubasnswt 25—30 mn Boabl, 4—5 MmN ammuadHoro ©OydgepHoro pactBopa, 0,1 r
WHOMKATOPHOM CMECHU KUCITOTHOrO XPOM YEPHOro CrneumnanbHOro U TUTPYHT pacTBOPOM TPUIOHa
b (0,05 monb/n) Ao cMHero okpaluMBaHus.

1 mn pacteopa TpunoHa b (0,05 monb/n) cootBetctByeT 0,01232 r marHms cynbdgata
(MgS04 x 7TH20).

lMpoBun3op-aHanNUTUK paccumTan npenBapuTenbHbIM WMHTEPBAN pacxoga TUTpaHTa
(nonpaBoyHbIN KO3 PUumeHT 0,05 wmonb/n pactBopa TpunoHa b paeseH 0,9805).
MpeaBapuTenbHbIn MHTEpPBan pacxoga TutpaHta 1,62-1,69 mn.

OtBerT: cooTBeTcTBYET. PeweHne. B cootBetctBUM ¢ OPC.1.8.0001 «JlekapcTBEHHbIE
npenapatbl anTe4yHoro marotoerneHus», P XV msgaHms [onycTMMo OTKNoHeHue 2%, T.e.
KOoHueHTpaums 19,6-20,4 %. MNpeaBapuTenbHbIi MHTEPBAn pacxoga TutpanTa 1,62-1,69 mn

3agayda Ne 2. OueHnTe Ka4yecTBO NieKapCTBEHHOM (hOopMbI MO NoKa3aTento OTKNOHEHUS MO
Macce HaBeCKW NeKapCTBEHHOro BewecTsa TpeboBaHusam npukasza M3 P® ot 26.10.2015 Ne
751H. PacTtBop npoTtaprona 2%-10 mn.

K 1mn nekapctseHHon opmbl npmnbasunm 10 kanenb cMecu, COCTosLEN U3 paBHbIX
yacTen pacTBOpa >Xefe3oaMMOHMEBBIX KBAcLOB M pasBefeHHOW as3oTHOW KucnoTbl. [locne
obecupeunBaHna TutpoBann 0,02 H pacTBOPOM aMMOHMS poJaHuaa C MNoNpaBOYHbIM
koadppuumeHtom K=0,9805 po xentoBaTopo3oBoro okpawwwmsaHusa. 1 mn 0,02 H pacTtsBopa
ammoHus pogaHuga cootsetctByeT 0,0268r npoTtaprona. Pacxog tutpaHTta 0,78 mn.

OteT: cootBeTcTByeT. PeweHune. [lNponucaHHas Macca neKkapCTBEHHOro BeLlecTBa
2/100x10=0,2 .

B cooteeTtctBuM ¢ Tabnmuen 7 OPC.1.8.0001 «JlekapcTBeHHbIE NpenapaTtbl anTe4YHOoro
narotoeneHnay, e XV msgaHma — [JonycTuMble OTKNOHEHWS B Macce HaBECKM OTAESIbHbIX
NEeKapCTBEHHbIX CPEACTB B XMOKUX JIEKAPCTBEHHbIX opmMax Mpuv WU3roTOBMIEHNUN MAaCCO-
OOBLEMHBIM METOAOM - AOMYCTMMOE OTKINOHEeHue Ans gaHHowm HaBeckn +10%. T.e cogepxaHue
B nek. popme a.6. 0,18-0,22r

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

Takum ob6pa3om nekapCTBeHHas dopma yaosneTBopsieT TpeboBaHUAM npukasa no
OTKINOHEHMSAM MacCbl HABECKWM npoTaprona.



3agaya Ne 3. OueHunTe Ka4ecTBO NekapCTBEHHOM hOPMbI MO NoKasaTento OTKIOHEHME MO
Macce HaBeCKM neKkapCTBEHHOro BewectBa cornacHo TtpeboBaHusam OPC.1.8.0001
«JlekapcTBeHHble npenapaTbl anTe4YyHoro narotosrieHus», 'O XV nsgaHus

PactBop HaTtpua xmnopmga 10% - 150 wmn. OnpegeneHve  npoBOAMOCH
pedpakTtomeTpudeckn. Temnepatypa 250C. [lokasaTenb NpenoMneHus aHanuanpyemoro
pactBopa n=1,3491, nokasaTenb NperioMreHns BOAbl OYULLEHHOW MpWU TOW Xe TemnepaType
n=1,3325.

OteTt: cootBeTcTByeT. PeweHue. [lNponucaHHas Macca nekapCTBEHHOro BellecTBa
10/100x150= 15,0 r. B cootBetctBUM Cc Tabnuuen 7 OPC.1.8.0001 «JlekapcTBEHHbIE
npenapatbl anTe4YHOro n3rotoBneHuns», e XV mnsgaHna gonyctmMmoe OTKNOHEHME ANs 4aHHON
HaBecku £3%, T.e cogep)xaHue B fnekapCTBEHHON hopme JOMKHO ObiTb 14,55 - 15,45 1.

N3mepeHne nposoaunocb npu Temnepatype 250C, wucnonb3yem pakTuyeckum
nokasaTternb npenoMmneHna pacteopuTens. Haxogmm B crnpaBoyvHbIX Tabnuuax akTop
npesioMieHnst HaTpUa xropuaa Ansa pacTeopa nponvcaHHon koHueHTpaunn F=0,00164.

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

Takum obpasom nekapcTBeHHas dopma yaosneTBopsieT TpeboBaHUAM npukasa no
OTKNIOHEHNSM MacCbl HaBECKN HaTpusa xropuaa.

3agaya Ne 4. OueHunTe [encTeusi npoBu3Opa-aHanuTUKa nNo pacdety obbema
NPUroTOBIIEHHOM feKapCTBEHHON hopmbl yaosneTBopsowmnn TpebosaHnam OPC.1.8.0001
«JlekapcTBeHHble npenapaTtbl anTeyHoro uarotosrieHnay, [® XV msgaHna no nokasaTento
«OTKknNoHeHnsa no obuen macce (o6bemy)», ecnu nponmcadHo 200 Mn MUKCTYpbl. [lonyYyeHHbIn
pesynbTar - A0MKHO 6bITb 196Mn-204 mn.

OtBeT: cootBeTcTByeT. PeweHne. B cootBeTtctBUM C Tabnuuen 1 — [onycTumble
OTKNOHEHNS B 06OLEM OOBbEME KUOKUX NEKAPCTBEHHbIX (POpM MNpu M3roTOBNEHUW MacCo-
006bEMHbIM MeTogom ODC.1.8.0001 «JlekapCTBEHHbIE NpenapaTtbl anTEYHOr0 NU3roTOBIIEHUSIY,
F® XV usgaHusa - JonyctuMoe OTKMNOHeHue ana gaHHoro obvema +2%. 200+-200/100x2,
JOJIKHO ObITb 196Mn-204 mn.

3apada Ne 5. Bbl pykoBoauTenb antevyHon opraHmsauun. OueHnTe cogepxaHme HaTpus
Xnopuaa B U3bATON NekapCcTBEHHOM hopme.

[MpoBM3OPOM-aHANUTUKOM ObINIM  paccynTaHbl AOMYCTUMbIE OTKIOHEHUA ONs HaTpus
xnopuga, no nmnokasaTesnilo OTKMOHEHMSI MO MacCce HaBeCKW JIeKapCTBEHHOro BellecTBa
yoosneTteopsitowme TpedosaHmsam OPC.1.8.0001 «JlekapcTBeHHble npenapatbl anTeYHOro
narotosrieHusi», ® XV uzgaHus o cTepunmsaumm n U3bATbIX U3 anTekn Ons NpoBepKu
(n3rotaBnuBanacbh cepusi BHyTpManTe4yHou 3arotoBku B Konmyectse 20 hnakoHOB Mo NponucK).

Pacteop cpypaumnnnumHa 0,02% - 100,0

Hatpus xnopuga 0,9

N3baTa nekapctBeHHasa popma no nponucu (cogepkaHme Hatpua xropuaa 0,847 r)

OtBeT: cooTBeTcTBYeT. PeweHune. Npn n3rotoBneHmn B OAHy 3arpysky 2 1 pacTtBopa
OGepyT maccy HaBecku 18 r , ons koTopon B cooTBeTcTBUM ¢ TpeboBaHmamm OPC.1.8.0001
«JlekapcTBeHHble MnpenapaTbl anTe4yHoro wusrotoBneHusiy, [P XV wusgaHunsa (tabnuua 7)
AONYCTUMO OTKITOHEHME £3%, T.€. NPU XMMMUYECKOM KOHTPONE A0MNyCcKaeTcsl OTKNOHeHne +3% wn
cogepxaHne HaTpua xnopuga 4.6 17,46-18,54 r.

N3baTa nekapctBeHHas ¢opma Mo nponucu. copgepxaHue Hatpua xnopuga 0,9 r um
A0NyCcTUMOeE OTKNOHeHne 6% (Tabnuua 4 npunoxeHuna 3), Hatpua xnopuaa 4.6 0.846-0.954r.

Takum obpasom JormkHO ObiTb 17,46-18,54 1., 0,846-0,954 r.



19.3.3 CopepxaHue (CTpyKTypa) oTyeTa

OT4eT No NpakTuke

CTpykTypa oT4yeTa

1. Llenb 1 3agayn npomM3BOACTBEHHOM NPaKTUKNA.

2. KpaTkas xapakrepuctuka 4eATenbHOCTN anTeYHOW OpraHn3aumm, ycrioBui n o6CTaHoBKM,
B KOTOPOW NMpoxoausia npakTuka.

3. Mopsagok NPoOXoXOeHWs NPakTUKW, ee codepXaHue B COOTBETCTBMM C 3adaHuMeM Ha

NPaKTUKY, BbINOSIHEHME NPOrpaMmbl NMPaKTUKU. YKasaTb NPOTMBOPEYMS MEXOY Teopuen n NpakTUKOMW,
BbISIBNIEHHbIE BO BPEMSA NPAKTUKK, UX NpUYmHbl. COBCTBEHHAA TOYKa 3pEHUSA CTyAeHTa Ha BO3MOXHOCTb
NX yCTpaHeHusl. YkasaTb HegocTaTkm npakTuku (obopyaoBaHme, opraHm3aumsi, CHabxeHne), X nNpuymnHbl
N BO3MOXXHOCTW YCTPaHEHMS.

4, MpodeccrmoHanbHble HaBblKW, OCBOEHHbIE BO BpeMs MpakTUku (HanmeHoBaHue
NPaKTUYECKOro HaBblka M YPOBEHb €0 OCBOEHUS — BbINOSMHAN CaMOCTOSITENBHO, NMOMOran BbINOMHATb,
Habnogan 3a BbIMOMHEHMEM).

5. OueHka MONesHoCTM MpaKTUKM OBnageHus npodeccuoHanbHbIMU - MPaKTUYECKUMU
HaBblKaMW.

6. AHanu3 npakTUkM (OLEHKa MPaKTUKK, ee MONOoXUTErNbHbIE U OTpuLUaTeNlbHblE CTOPOHSI,
TPYAHOCTM M NpobrnemMamu, ¢ KOTOPbIMU MPULLIOCH CTOMKHYTLCA BO BPEMS MPOXOXAEHUS NPaKTUKM).

7. BbiBOAbI, NPeanoXeHNs U NoXenaHusi Nno yny4yweHno opraHmM3aummn NpakTmKu.

Moanuck npakTukaHTa, AaTa

19.4. MeToanyeckue matepuanbl, onpeaensolme npoueaypbl oeHUBaHUA 3HaAHUNA, YMEHUMN,
HaBbIKOB U (UNN) ONbITa AeATENIbHOCTU, XapaKTepu3yroLwmx 3Tanbl oopMmupoBaHus
KOMMNeTeHUun

OueHka 3HaHW, YMEHMA U HaBbIKOB, XapakKTepu3ylLmux a3Tanbl HOPMUPOBAHUSA
KOMMeTEeHUMNA, NPpU MPOXOXAEHUN MPaAKTUKU MPOBOAUTCH B XOAE TeKyllenh U MpPoOMeEXYTOYHOM
atTectaunn. Tekywaa aTtrectaumsi NPOBOAUTCA B COOTBETCTBUM C [lONOXeHMEM O TekyLien
atTectauum  oby4varwowmxca No  OCHOBHbIM  npodyeccuoHarnbHbiIM  0bpasoBaTenbHbIM
nporpammamM BOpOHEXCKOro rocyaapCTBEHHOIO YHUBEPCUTETA.

Tekywas aTtTrectauusi HanpasfeHa Ha obecrneyeHMe KOHTPONS npouecca YCBOEHUS
npodeccnoHanbHbIX YMEHUM W HaBbIKOB OPAMHATOPOB Ha nNpakTuke, (opMUpoBaHNA
COOTBETCTBYHOLLMX KOMMNETEHLNA N BbINOIHEHUSA UHAMBUAYANBHbLIX 3a4aHUMN.

dopma TeKywen atrectaumMm — TMpOBepKa [OHEBHMKOB MPAKTUYECKOM MOAroTOBKM
pykoBoguTeneMm  npakTuku oT yHuBepcutetTa. OueHKa BbICTaBMsieTCA B COOTBETCTBUM C
Kputepmnamm, npeactasneHHbiMn B n. 19.2.

lMpomexyTodHaa aTTecTauus NpoBOAUTCS B COOTBETCTBUM C [lonoxeHnem O nposeneHumn
NPOMEXYTOYHON aTTecTaumm obyyarwmuxca no obpasoBaTeribHbIM MporpaMmamM  BbICLLETO
obpa3oBaHnss BOpoOHEXCKOro rocygapCTBEHHOIO yHUBepcuTeTa.

MpomexyTodHas aTTecTaumsa No NpakTUKe BKIIOYaeT BXOAHOW KOHTPOSNb (NpefocTaBneHune
oTyeTa, nNpefoCTaBNEeHME OTYETHbIX [OOKYMEHTOB, KOTOpble BU3UPYKOTCA  NOAMNUCHIO
pykoBoAUTENA M neyaTbio opraHm3aumn. OTYeT coaepXuT crnegywume CcocTaBnstowme:
00paboTaHHbIN 1 CUCTEMATU3NPOBAHHbBIN MaTepuan No TemaTuke NpakTukn. MNpegocrasnseTcs
AHEBHUK MPOXOXOEHUSA NPaKTUKM (BOSMKHO BbiTb onmcaHo He meHee 70% BbINOMHEHHbLIX BUOOB
paboT, 3annaHUPOBaHHLIX MNPOrPaMMON MPaKTUKK)), a TakkKe NPaKTUKOOPUEHTUPOBAHHOE
3agaHue, No3BongLLee OLUEHUTb CTeNeHb COOPMUPOBAHHOCTU YMEHWNIA N(MMN) HABbIKOB.

[HEeBHUK NpaKkTU4eCcKon NoaroTOBKU BeOEeTCA OpauMHaTOpPOM exeaHeBHO. B koHue paboyen
HeJenu OHEeBHWK NOAMNUCLIBAETCA PYKOBOAUTENEM NPaKTUKM OT OopraHu3auun — 6asbl NpakTUKu
N OpaOVHaTOPOM, rAe OTpaXKeHbl OCBOEHHbIE UM CaMOCTOATENbHO MO0 B Ka4ecTBe MOMOLLHMKA
nnbo B KavecTBe HabngaTensa Buabl NpodeccnoHarnbHbiX pabor.

MTOroBbI OTYET NO OCBOEHMIO NPOGECCUOHANBbHBLIX HaBbLIKOB COCTaBNAETCS OpANHATOPOM
Nno YyCTaHOBMEHHOW dopMe W [A0SMKeH oTpaxatb obllee BneyaTneHuwe opauHaTopa oOT
NPOXOXAEHUA MNPAKTUKX, ©asbl NPaKTUKW, C BbIABMEHWEM [OCTOMHCTB M HEOOCTaTKOB B
cogepXaHun npakTukn, 6asbl NpakTUKKM, opraHnsaumm paboTbl opaMHaTopa CO CTOPOHbLI 6as3bl



npaktukn. OTYeT [OMKEeH coaepXaTb 3dfeMEHTbl KPUTMYECKOW OLeHKM obyvatowleroca o6
opraHmsaunm npaktuki. OTyeT noanucbiBaeTcs obyvarowmmcs. OueHka BbiCTaBnseTca B
COOTBETCTBUU C KpUTEPUAMMU, NpeacTaBrieHHbiMK B N. 19.2.

3apaHusa pasgenos 19.3.2 1 19.3.3 pekoMeHAYITCH K UCMNOMb30BaHUIO NpU NpoBeaeHnn
ANarHOCTUYECKUX paboT C Lenbio OLEHKM OCTaTOYHbIX 3HAHUW NO pesynbTaTaM OCBOEHWUSA
AaHHOW NPaKTUKW.



