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PABOYASA NPOrPAMMA YYEEHOW OUCLUUNIUHbBI
B1.B.0.1 ®apmaueBTNYECKAA TEXHONOIMA
1. Wndp n HaumeHoBaHMe cneunanbHOCTU:
33.08.03 dapmaueBTnyeckas XumMmmns, apMakorHo3us

2. Mpodcdunb noaroTroBkM/cneymannsauus: -

3. Keanudmkauusa (cteneHb) BbiNyCKHUKA: [1poBM30Op-aHanUTHK
4. dopma ob6pa3oBaHUA: OYHas

5. Kacheppa, oTBevarLasn 3a peanmsaumo AUCLUNIIUHBI:
Kadbenpa hapmaueBTnyeckon xsummmn n papMmaneBTUHECKON TEXHONOMN

6. CoctaButenu nporpammbl: Bacunbesa CeeTtnaHa MnbuHMYHa , K.papM.H.
7. PekomeHpgoBaHa: HMC dapmaueBTudeckoro gakynbteta 22.05.2023 r. p. Ne
1500-06-04

8. YuebHbIn roa: 2023/2024 CemecTp(bl): 2



9. Llenu u 3apaym y4ue6HOM AUCLUNIINHDBI:

LUenv wn 3agaun y4ebHOW OUCUMMNUHBLE.  SBNAETCA  COBEPLLUEHCTBOBAHMEM  YPOBHS
NPOgECCUOHANbHbIX TEOPETUYECKUX U MPAKTUYECKMX 3HaAHWIN, HaBLIKOB M YMEHWI, Oawoliee
MpPaBO Ha CaMOCTOATENbHYIO NpodeccroHanbHylo AesTENbHOCTb U crnocobeTByloulee Gonee
rMyGOKOMY OCO3HaHWIO B3aUMOCBSI3M B 00MNacT MNPUMEHEHUS  CreuManvManpoBaHHOIO
obopyaoBaHus, NpegyCMOTPEHHOro AN UCMONb30BaHWA MPU MPOM3BOACTBE NEKAaPCTBEHHbIX
npenaparos.

OcHoBHbIe 3aga4v ANCUUNIIUHDI:

- yrnybneHne TeopeTMYecKNX 3HaHUM B cdhepe NMpoM3BOACTBA NIEKApCTBEHHbIX NpenapaTtoB C
MCNONb30BaHMEM apceHana COBPEMEHHbIX BCMOMOraTeflbHbIX BeLeCTB C OAHOBPEMEHHbLIM
OOCTWXKEHMEM BbICOKOrO YPOBHS Ka4ecTBa;

dopmupoBaHue y oby4vatowierocs yrryObrneHHbIX 3HaHWWA, HaBblkOB B 06nactv NpUMEHeHUs
TexHornorun n obopyaoBaHus Ans NpoM3BOACTBa TBEPAbIX NeKapCTBEHHbIX (hopM.

- npuobpeTeHne un yrnybrieHMe 3HaHMA 3aKOHOMEPHOCTEW npoueccoB dapMaueBTUYECKMX
NPOM3BOACTB, a Takke cneundukn BblOOpa ONTUMANbHbLIX KOHCTPYKUMA W 3KChnyaTaumm
o6opyaoBaHuNS ANs UX OCYLLIECTBIEHUS C YH4ETOM TEXHUYECKNX aCNeEKTOB;

- hopmmpoBaHne CNOCOBHOCTUN K PELLUEHUIO KaK KOHKPETHbIX NPOU3BOACTBEHHbIX 3a4ad, Tak u
NepcneKkTMBHbLIX BOMPOCOB, CBSA3a@HHbLIX C ONTUMU3aLMEN MPOLIECCOB U COBEPLUEHCTBOBAHNEM
annapaTypbl (bapmMaueBTUYECKMX MNPOU3BOACTB, HarpaBfeHHbIX Ha CcOo34aHWe HOBbIX
npenapaTtoB Ha OCHOBaHWMN COBPEMEHHbIX HAaYy4YHbIX JOCTMKEHWUN;

- npuobpeTeHne W COBEPLUEHCTBOBAHWE 3HAHWMMA HOPMAaTMBHOW [OOKYMEHTaLMK, HaBbIKOB
ynpaBneHnss TEXHONOMMYECKMM NpOoLLeCCOM NMPOU3BOACTBA Pa3NUYHbIX eKapCTBEHHbLIX OPM C
Lenbto nonyyeHns adeKTUBHbIX M 6e30nacHbIX NekapCTBEHHbIX NpenapaTos.

10. MecTo y4ye6HOM agncumnnuHbl B cTpykType OOIT:

AvcunnnnHa OTHOCUTCA K LMKNY BapuMaTUBHbIX AUCUMNAUH Y4ebHOro nnaHa MOAroTOBKU
OpAMHATOPOB MO creunanbHocTn «PapmMaLueBTMyeckas XMMnsa 1 bapmMaKkorHO3ns ».

[aHHaga gucuunnuHa nsyvyaeTcsa BO 2 CEMeCcTpe U sBnsieTcs npegwecTsylowen K brioky 2
(MpakTukn) n brioky 3 (FocyaapcTBeHHasa UToroBas aTrecraums).

11. MnaHupyemble pe3ynbTaTbl 06y4YeHUss NO AUCUMNNUHE/MOAYNIO (3HAHUA, YMeHUs,
HaBblKK), COOTHECEHHbIE C NJIAaHMPYEMbIMU pe3yribTaTaMu OCBOeHUsi o6Gpa3oBaTenibHON
nporpamMmbl (KOMNETeHLUMAMU BbINYCKHUKOB):

KomneTeHums MnaHnpyeMble pesynbTaTtbl 00y4eHus
Kon HassaHune
MK-4 | roTOBHOCTb K MNPUMEHEHUIO | 3HAMb:
cneunanmanpoBaHHOro . HOPMaTUBHYIO JOKYMEHTaLMIO,
obopyaoBaHus, pernamMeHTUpYyHoLLY NPOM3BOACTBO M Ka4eCTBO
npeaycMOTPEHHOIO ANSA | nekapCTBEHHbIX NpenapaToB Ha hapMaLeBTU4ECKNX
MCNONb30BaHWS B | NpeanpuaTUsiX; OCHOBHble TPEOOBaHMSA K NMEKAPCTBEHHbIM
npodeccrnoHansHom cdepe dopmam 1 nokasaTenu nx Kayecraa.
. TEXHOMOINI0 Pa3NUYHbIX NEKapCTBEHHbIX OPM,
NOMny4YeHHbIX B YCIOBUSX (hapMaLeBTUYECKOro
npou3BoaCcTBa.
o YCTPONCTBO M NPUHLMNbI paboTbl COBPEMEHHOMO
nabopaTopHOro 1 NPoOn3BOACTBEHHOIO 060PYAOBAHNS.
ymems:
e OLEHMBaATb OCHOBHbIE TEXHUYECKME XapPaKTEPUCTUKM
dapmaLeBTM4eckoro obopyaoBaHMsa 1 MaLlvH.
. BblOMpaTb ONTUManbHbIN BapuUaHT TEXHOMNOrnu
NeKapCTBEHHbIX (HOPM
enadems:




. HaBblKaMWN COCTaBEHUS1 TEXHONOMMYECKNX
pa3gernoB NPOMbILLIIEHHOIO perfiaMeHTa Ha
NPOWM3BOACTBO FOTOBbIX JIEKAPCTBEHHbLIX (hOPM, B TOM
yucre TEXHONOMMYECKUX M annapaTypHbIX CXem
NPOV3BOACTBA NIeKaPCTBEHHbIX (POPM.

12. CTpyKTypa 1 coaepxxaHue y4e6HON AUCLMUMNIIUHbI

12.1 O6bemM gMcuMNIUHbLI B 3a4eTHbIX eaMHMLax/yacax B COOTBETCTBMU C y4€OHbIM

nnaHom — 2/72.

13. Buabl yye6HOM paboTbl

TpyooemKkocTb
Bcero Mo cemecTpam
Bug y4ebHom paboThl
1 cemecTp 2 cemecTp
AyOuTOpHbIE 3aHATUSA
nekumm
B TOM 4ucCre: npaxkTuyeckme 30 30
nabopaTopHbie
CamocTtodarensHas pabora 42 42
B TOM 4uCrie: KypcoBasi paboTta
(NpoekT)
dopma NpomeXyTO4HOM aTTecTaumnm
3a4yem
WToro: 72 72

13.1. CopepxaHue AUCLUUNIIUHbI

Ne HanmeHoBaHue
n/ pasgena gucumniunHbl
n

CopepxxaHue pasaena AUCUMNIUHBI

1. MpakTuyeckue 3aHATUSA

1.1 | OcHOBHblE MpoOLEcChl U
obopynoBaHue
dapmaLeBTNYECKOro
npov3BoACTBa  TBEpAbIX
nekapcTBEHHbIX POpM.

O6wme nNoHATMA O MawwmHax U annapatax. HopmaTuBHOe
perynupoBaHue dpapmaLeBTUYECKOro npoussoacTea: Tunbl
OCHOBHbIX MpoLieccoB apmMaleBTnyeckon TexHonornn. Obwme
MOHATUA O MawwuHax M annapatax. OCHOBHble MNOHATUS O
nepegaTodHbiXx MexaHuamax. HopmaTtuBHOe perynupoBaHue

dapmaueBTNYECKOro NPOV3BOACTBA. TpeboBaHus,
npeabsBnsgemMble K o00OpydoBaHWO Ha dapmaueBTUYECKUX
npoun3BoACTBaXx. CepTtudukaums obopynoBaHus

dapmaueBTNYECKOro NPOn3BOACTRA.

OcHOBHble annapatbl B  MNPOU3BOACTBE  TBEpPAbIX
neKapcTBeHHbIX ¢hopMm: VamenbyeHne TBepablX MaTepuaros.
MpuHUKMNbl paboThl M3MENbYAOLMX MaLUWH, NX Knaccudgukaums.
Cbinyune wmatepuansl, ux knaccudukaums. [lpocenBaHue.
MepemewmBaHue TBEpObIX U NACTOOOpPa3yoLWNX MaTepmanos n
ero ponb B TexHonormn. Cmecutenu, Buabl M NPUHLAMbI
paboTbl. Buabl rpaHynupoBaHus: cyxoe (GpukeTupoBaHue,
KOMMNaKTUPOBaHWE), BNaxkHoe (NpoAaBfiMBaHWEM, CKaTbiBAHUEM,




BO B3BELUEHHOM Croe, pacnbUIMTENbHLIM BbICYLUMBAHUEM).
PasHoBugHoCTHM " nNpUHLMN paboTbl rPaHynsiToOpoB,
CMecUTENEen-rpaHynAaToOpoB, rPaHyNATOPOB NCEBOOOXKMKEHHOrO
cnos, akctpyaepoB. Cywka BnaxHbix rpaHyn. ObopygoBaHue
AN aHanu3a  rpaHynaTta:  onpederneHume  CTPYKTYPHO-
MEXaHNYECKNX  CBOWCTB, [PaHYy/IOMETPUYECKOro  COCTaBa,
BrarocoaepxaHus, cbinydecTtun, npeccyemoctn v ap.. MNMpuHuun
paboTbl POTALMOHHLIX TabneTtnpeccoB. MeTannooeTekTopsl,
yCTaHOBKM anis obecnbineBaHust Tabnetok. O6opyaoBaHmne Ans
HaHeCceHus MNOKPbITUA. TexHomnornyeckoe obopyaoBaHve Ans
npov3BOACTBA rPaHyn W  MUKporpaHyn. TexHonornyeckoe
obopygoBaHue ans MNpoM3BOACTBA IpaHyn W  MUKPOrpaHyn.
HanonHeHune Kancyn nekapcTBEHHbIMMN BellecTBamMu
(nopowkamu, XuaKMMKM cocTaBamu, nennetamun):  MallvHbI
LUHEKOBbIE, POTOPHbIE U MOpPLUHEBbIE. ABTOMATUYECKNE NNHUN,
npeccel W gpyroe obopygoBaHue, WUCMNonb3yemoe Ans
npoun3BoACTBa Kancyn. KoHTponbHble npnbopsbl:
dunbpmnnaTopbl, Npubopbl ANs onpeneneHnss NPOYHOCTU Ha
ckatme, "kadawwasacs", "Bpawarwwaacs Kop3vHka" un o gp
Banugauusa obopygoBaHus.

N =

CoBpemeHHOEe COCTOsiHMNE
TEXHOorm
npov3BoAcTBa  TBEpAbIX
NeKkapcTBEHHbIX hOpPM.

TBepable nekapcTBeHHble (popMbI U BcrnomoraTtesribHble
BelwecTBa B UX NPOM3BOACTBE: TBepAble feKkapCTBEHHbIEe
dopmbl. CpaBHuTenbHas xapaktepuctuka. Obuwme TpeboBaHus.
TpeboBaHus Kk BcnomoraTenbHbIM BellecTBam. OCHOBHble
rpynnbl  BCMOMOraTesibHblX  BELWeCTB, MpPUMEHSEMbIX B
NPOV3BOACTBE TBEPAbIX NEKapCTBEHHbIX (DOPM: HamnoMHUTENW,
CBA3blBalOLLME BeLecTBa, KOMMO3ULNOHHBbIE HaMNOMHUTENU AN
NPsSIMOr0  NPECcCOBaHWs,  pas3pbIXNsaoWwme, NPOSIOHraTopbl,
cKonb3sLue n cMasblBarome, nneHkoobpasytoLime
KOMMO3NLUUKN,  KOPPUreHTbl,  Kpacutenun.  XapakTtepucTtuka
BCMOMoOratesnbHblX BellecTB.HoMeHknatypa BCroOMOraTernbHbIX
BELLECTB.

OcHOBHblIe TeXHOJNIOrM4Yyeckme npoueccbli B NpouM3BOACTBE
TBepAbIX JeKapCTBEHHbIX opMm: Vi3menbyeHne TBepAbIX
mMaTepunanos.. lMpocenBanBaHue. CmelueHue. Buabl
rpaHynupoBannga. Cylwka. AHanu3 rpaHynata: onpegenexHve
CTPYKTYPHO-MEXAHNYECKMX  CBOWCTB, PaHyrnoMeTpuyecKoro
COoCTaBa, BNarocofepXaHusi, Cbiny4yecTn, NpeccyeMocTu u ap..
TexHonorns nonydyeHus Tabnetok: npsMoe npeccoBaHue
HerpaHynMpoBaHHOM CMeECU MOPOLLKOOOPAa3sHbIX WHrpPeaneHTOoB
unn TabneTupoBaHwe nNpeaBapuTENbHO  PaHYNMPOBAHHbIX
(BnaxHblM unn cyxum cnocobom) macc. BnusHue cocTasa
TabneTupyembix macc, cnocoba TabnetupoBaHus, BENUYMHDI
AaBMEeHUs TMpeccoBaHWss Ha TMPOYHOCTb W pacnagaemMocTb
Tabnetok. Llenn HaHeceHua nokpbITMA. Buabl nokpbiTun u
cnocobbl MX HaHeceHus. HaHeceHuMe nNOKpbITUA MEeToa0oM
OpaXupoBaHus, B ycTaHoBkax ©OapabaHHOro Tuna, B
NCEBAOOXIKEHHOM CrOE, NPECCOBAHHbIE MOKPLITUS.
TexHonornyeckas cxema NonyYeHUs pasnuyHbiX BUOOB rpaHyI.
TexHonorns MukporpaHynuposaHus. TpeboBaHusa K Karncynam.
TexHonornyeckne cxembl MOMyYEHUS TBEPObIX >KenaTUHOBbIX
kancyn. lNMonyyeHne n oueHka KayecTBa XXenaTMHOBOM Macchbl.
HanonHeHne Kancyn nekapcTBEHHbIMU BeLlecTBamu
(mopowkamu, XuOKMMKM cocTaBamu, nenfetTamu): MallvHbI
LUHEKOBble, POTOpPHble W noplwHeBble. ObecnbinvBaHue.
MokpbiTve kancyn obonoykamu. TexHomnorusa 3anamku kancyn,




GaHgaxmpoBaHus. CraHgapTtusaums N  HOpMMpOBaHuE
kayecTBa. BcnomoraTenbHble BelwecTBa B MNpoM3BOACTBE
MUKpokancyn. HomeHknatypa. Buabl o6onodek MuKpokancyn.
TexHonornyeckne cxembl NOy4YEHNS MUKPOKaNCys pasfnyHbIMM
mMeTodamun:  (PU3NYECKUMM  (OpaKMpoBaHME, pachblfieHune,
AuncneprupoBaHne, HanblfneHne B MNCEeBAOOXKMKEHHOM Croe);
PUINKO-XMMUYECKMMM  (KoaLepBaums, CroXHas KoauepBauus,
ncnapeHuve nerkoneTyyero  pacTBOPUTENS);  XUMUYECKUMMU.
OueHka kayecTBa MuKpokancyn. JlekapCTBeHHble OpMbl C
MUKpoOKancynamu.. XapakTepucTuka NpecCoBaHHbIX TabneTok.
TexHonornyeckme  cxembl  npoussoacteBa.  [lMocTaguiHbIn
KOHTpONb KadecTtBa TabneTok. [MokasaTenn kayecTBa: BHELLUHWUIA
BUA, CPedHAs Macca M OTKIOHEHWS OT Hee, KONMYeCTBEHHOe
cogepXaHume  neKapCTBEHHbIX  BeWecTB, OAHOPOAHOCTb
A031pOoBaHus, pacnagaemMmocTb, NPOYHOCTb, CKOPOCTb
pacTBOpPEHUA OEeWCTBYIOLMX BeLWEeCTB, MUKpobuonornyeckas
ynctora. Hopmbl 1 meToamkm onpegenexus.. BnusHue
papmaueBTUYECKNX (HAKTOPOB Ha KMHETUKY BbICBOOOXAEHUSA U
BCACbIBaHUA NeKapCTBEHHbIX BELeCTB 13 TNd. Xapakrepuctumka
oparnbHbIX TabneTok: pacTBOPUMbIX BO pTY,
ObICTPOPACTBOPUMBLIX U NNOUNMU3NPOBAHHBLIX  AWCKOB.
TexHonorn4yeckun npowecc npou3BOACTBa TabneTok:
OyKkKanbHbIX, ANS paccacbiBaHMs, ObICTPO PaCTBOPSHOLLMXCS,
CybnuHrBanbHbIX,  AUCNEPrMpYEMbIX B MOSIOCTM  pTa,
pacnagalwwmxcs B POTOBOM  MOMOCTW,  KeBaTellbHbIX;
nuoomnuanMpoBaHHblX  guckoB. HopmwupoBaHue  kadecTtBa.
XapakTepuctuka TabneTok, NPUMEHSIEMbIX nocne
npeaBapuUTENbHOIO NPUrOTOBIIEHUSA pacTBOpa UMM CYCMEH3WUW.
TexHonornyeckmin npouecc TabrneTok pacTBOPUMLIX, TabreTok
ANS  U3rOTOBNEHWUS Kanenb, LWUNyYMx W OUMcneprupyemblx
Tabnetok. OueHka kadecTtBa. PacoBka, ynakoBka, MapKMpOBKa.
XapakrepucTtuka TabneTok c MOANULMPOBAHHBLIM
BbicBOOOXAEHNEM. MeTtoabl moaudumkauum BbICBOBOXOEHUS
NeKapcTBEHHOro  BellecTBa:  (pusmyeckne,  XMMUYECKUe,
TexHonorn4yeckne). TexHonornyeckmi npoLecc TabneTok-panng,
KMLEeYHOPaCTBOPMMbIX, MHOroasHbIX, panua petapa.
CraHgapTu3aums M HOpMMpOBaHME KadecTBa TabneTok C
MOOMMULMPOBAHHBIM  BbICBODOXAEHMEM.  XapaKTepucTuka
TabneTok C KOHTPONMpyeMbIM BbICBODOXAEHMEM (nnaBatoLyme,
C MUKpOKancyrnamu) u nposyioHrMpoBaHHbIX (TabneTkn petapa,
KapKacHble, MHOrOCNOVHbIE, UMMNMAHTUPYyEMble, UM OENO).

13.2. Tembl (pa3gensbl) AUCUMNNUHBI U BUAbI 3aHATUN

No Bugpl 3aHaTUin (4acos)
n; HavnmeHoBanne Temb! Jleky | Mpaktudeck | JNlabopatopH [CamocTtosaTenbH| Bceer
(pasgena) gucumninHbl

n nn ne ble asa pabota o]
lMpoueccol n
obopygosaHue

1 | dphapmaueBTN4ECKOrO 10 10 20
npounssoacTBa TBEpPAbIX
NeKapCTBEHHbIX OPM.

5 CoBpemeHHoe 20 39 52
COCTOSIHUE TEXHOSI0MMMn




Npoun3BOACTBa TBEPAbIX
NeKapCTBEHHbIX OPM.

NToro: 30 42 72

14. MeToaunyeckue ykasaHus Ansi 00y4aroLWMXCs MO OCBOEHUIO AUCLMUMIIUHDI

PaboTta ¢ npe3eHTauMOHHbIM MaTepuanom (anekTpoHHas cuctema Moodle), BbinonHeHne
npakTU4YecKMx 3agaHuin, pelieHmne TeCcToBbIX 3a4aHni.

O6yyeHune cknagblBaeTcsl M3 KOHTAKTHOM paboTbl obyvatolwmxcs ¢ npenogasaTenem,
BKIIOYAIOLWEN ayauTOpHble 3aHATUSA  (NEKUMOHHBbIM KypC W MpakTU4Yeckne 3aHsaTus) W
camocCTosITeNIbHOM paboThl.

B cootBetctBUM C TpeboBaHuamu SroOC BO B yyebHOM npouecce LUMPOKO

MCMNOMNb3YIOTCA aKTUBHbIE U WHTEPAKTUBHblE (QOPMbl MPOBEAEHUS 3aHATUA. Mcnonb3oBaHue
WHTEpaKTMBHON Moaenu obydyeHus npegycmaTpvBaloT MOAENUMpPOBaHWE CcuUTyauumn, 6nmskux K
npodeccroHanbHoM AeaTenbHOCTM NPOBU30Pa; COBMECTHOE peLleHue npobnem.

NHTepakTMBHasa cdopma NnpoBedeHUs 3aHATUI OpraHM3yeTcs B Buae MHOAMBUOYanbHOWN,
napHbIX K TPynnoBbiIX paboT, ocywecTBndetcs pabota € AOKYMEHTaMuM W pasfvyHbIMU
MCTOYHMKaMW  UHGOpMaumn.  MHTepakTUBHble  MEeTOAbl  OCHOBaHbl  Ha  MpuHUMNax
B3aMMOLENCTBUS, aKTUBHOCTU oOy4yaemblX, OMope Ha [rpynnoBOM OnbIT, 06a3aTenbHOn
obpaTtHon ceasn. CosgaeTcs cpeda obpasoBaTenbHOro obLLEHUsi, KOTopas XapakTepusyeTcs
OTKPbITOCTbIO, B3aVMOLENCTBMEM YYACTHUKOB, PAaBEHCTBOM WX apryMeHTOB, HaKOMMeHUem
COBMECTHOrO 3HaHUs1, BO3MOXXHOCTbIO B3aUMHOW OLIEHKU N KOHTPONS.

OcHoBHOe  y4yeBHOe Bpems  BbldenseTcsd Ha  MpakTtudeckylo  paboty no
dapmaLeBTUYECKON TEXHOMNOMNM.

Mpn n3yveHun y4ebHoM gMCUMNIMHBI HEOBXOAMMO MCMONb30BaTh HarnsAHble nocobus,
N OCBOWUTb MPaKTUYECKNe YMEHUS NO KaKOoMY pasgeny.

MpakTnyeckne 3aHATUA MPOBOAATCA B BMAE ONpoca, OOBbACHEHWS, BbINOSTHEHWUS
NPaKTUYECKOW 4YacTuU 3aHATWS, AEMOHCTpauMM MMEKLLEerocs martepuana U MCnonb3oBaHUs
HarnsiaHbIX NOCObU, peLleHnst CUTYaLUMOHHbIX 3a4au.

CamocTodatenbHasa pabota opanHaToOpoB nogpasymeBaeT NOArOTOBKY K TEeMaTU4eCKOMy
TeKyLemMy KOHTPOMI, MPaKTUYECKUM 3aHATUSM W BKNoYaeT paboTy ¢ yyebHbIM maTtepuanom
9NEKTPOHHbIX Nocobun kadenpbl, y4ebHOW, Hay4yHOW, CNPaBOYHOW NMTEpPaTyporn U Apyrumu
MHOPMALIMOHHBIMW NCTOYHUKAMMU.

OueHka pe3ynbTaToOB CaMOCTOATENbHOM paboTbl OpraHM3yeTcsl Kak eOUMHCTBO ABYX
POPM: CaMOKOHTPOSTb U KOHTPOSb CO CTOPOHbI NpenoaaBaTens.

CaMOKOHTPOMb 3aBUCUT OT OMpeferieHHbIX KavyecTB JIMYHOCTWU, OTBETCTBEHHOCTM 3a
pe3ynbTaTbl CBOEro oby4yeHus, 3aMHTEPECOBAHHOCTU B MOMOXUTENbHOM OLEHKe CBOEro Tpyaa,
mMaTepuanbHbIX U MOpasnbHbIX CTUMYMOB, OT TOrO HACKOMbKO OOy4YaeMbli MOTUBMPOBAH B
AOCTUDKEHMM HaUMyYLMX pe3ynbTaToB. 3ajada npenogaBaTens CoCToMT B TOM, YTOObI co3aathb
yCrnoBuUs AN BbINONHEHUSA caMocTosATeNnbHON paboTbl (y4ebHo-meToanyeckoe obecrnieveHue),
noBbiWaTb €€ 3HA4YMMOCTb, M T[PaMOTHO OCYLLECTBMATb KOHTPOMb CaMOCTOATENbHOM
AeATenbHOCTN opAavHaTopa (POHA OLEHOYHbIX CPEACTB).

Pabota c yudebHOM nuTepaTypon paccmaTpuBaeTcs Kak Bug ydebHowm paboTbl Mo
AvcumnnunHe dapmaueBTuieckasi TEXHOMNOMMA 1 BbINOMHAETCS B Npegenax 4yacos, OTBOAUMBIX
Ha eé& wusyyeHne (B pasgene CPC). Kaxgbim obydawowminca obecrnevyeH [OCTYNOM K
6ubnmoTevHbiM oHagam BIY, a Takke K 9nMeKTpOHHbIM 6a3amM AaHHbIX, MHAOPMALMOHHO-
CMPaBOYHbIM 1 MOMCKOBLIM CUCTEMAM, B TOM Yncne B cetn MHTepHeT.

NcxoaHbii ypoBEHb 3HaHUIN OpAMHATOPOB onpefenseTca Bo BpeMs pa3bopos Tem, npu
peLleHnn TUMOBbIX CUTYaLMOHHbIX 3a4a4 U BbIMNOMHEHUN NPAKTUYECKUX HABbIKOB Ha KOHTAKTHbIX
NPaKTUYECKUX 3aHATUSAX.

B koHUe wu3ydyeHus y4yebHOM AUCUMNANHBI NPOBOAUTCA MPOMEXYTOYHbIA KOHTPOSb




3HaHWN - MPOBEPKON TEOPEeTUYECKUX 3HaHWW U NPaKTUYECKUX YMEHUA U peLleHueMm
CUTYaUMOHHbIX 3aday. VIsyyeHne aucLUMNNuHbl 3aBepLuaeTcsa caaden 3adeTta Bo 2 CeMeCTpe.

Ha kaxgom 3aHATUM opauHaTopam npefnaraetcsa BbINOSHUTbL WMHAUBMAOYaNbHOE Wnu
rpynnoBoe 3agjaHne NpOAYKTUBHOIO MM TBOPYECKOro Xapakrepa.

Ne HanmeHoBaHue pasgena Bup yuye6GHoro MeToabl ob6yyeHus
n/n AUCLUMUNIUHBI 3aHATUA
1 2 3 4
Mpouecchbl 1 o6opynoBaHve npakTnyeckoe N3NOXeHNe, MHCTPYKLUUSA,
1 hapmavneBTMHECKOTrO 3aHATHe 06bsACHEHME, pa3bsCHEHNE,
npou3BoACTBa TBEPAbIX UNMCTpaums, 4eMOHCTpauns
nekapcTBeHHbIX hopM. npeseHTauun,. peLleHne

pacYeTHbIX N CUTYaLMOHHbIX
3agad, obyyeHue B

COTPYAHMYECTBE
CoBpeMeHHOoe CoCTosiHME npakTuyeckoe 06bsAICHEHME, pa3bsICHEHNE,
2 | TeXHOMNOrMM NPOM3BOACTBA 3aHaTHe AEMOHCTpaUus pelleHme
TBEPAbIX NEKAPCTBEHHbIX (hopM. AVAaKTUYECKMX 3adad (pacyeTHble
3agayun), obyyeHune B
COTPYAHMNYECTBE

15. YyebGHO-MeTOQUUYECKOE N MH(pOPMaLIMOHHOE obecneYvyeHne ANCLUNIIUHDbI

a) OCHOBHas nurteparypa:

No
NcTouHuMK
n/n
dapmaueBTMYECKasi TEXHOMOrMs Ans nNpoBU3OPOB-OpOMHATOPOB : yyebHoe
1 nocobwue / [H.A. [bsikoBa u gp.] ; BopoHex. roc. yH-T, Kad. dpapmaueBT. xummm
' n dapmaueBT. TexHonormm .— BopoHex : Usgatenbckun gom BlY, 2020 .—
470 c.
IbsikoBa, HuHa AnekceeBHa. NpombilneHHas apmaueBTUYecKkas TEXHOMNOMS
duTonpenapartoB [ONEKTPOHHLIN pecypc] : yyebHoe nocobue / H.A. [bskosa,
A.WN. CnnekuH ; BopoHexX. roc. YH-T .— ONEKTPOH. TEKCTOBbIE AaH. — BOpoHex
2. : Magatenbckuin gom BIY, 2021 .— 3arn. ¢ TuTyn. akpaHa .— Pexum gocrtyna:
ANs 3aperucTpupoBaHHbIX uyutatenem BIY .— TekctoBbln dhanmn .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m21-14.pdf>.
[ DeTanbHasa nHgopmaums |

0) AononHUTenbHas nuTepartypa:

Ne
NcToYHMK
n/n
3 FOCT P 52249-2009. T[lpaBuna npou3BOACTBA M KOHTPONS Ka4yecTBa
' neKkapcTBEeHHbIX CPeacTB.




TOCT P 52896 -2017 T[lpon3BOACTBO  NEKApPCTBEHHbIX  CPEeacTB.
Mpon3BOACTBEHHBIE  CUCTEMbI M ObOpydoBaHMe Ans  NPOM3BOACTBA
nekapcTBeHHbIX cpenctB. Obwme TpeboBaHns

OCT  64-02-003-2002. [pogykuma  MeOULMHCKOW  MPOMBILLSIEHHOCTU.
TexHonornyeckne pernameHtel npomssoacTBa. CopgepxaHue, nNopsSaoK
pa3paboTKu, cornacoBaHns U YTBEPXKOEHMS.

Mpukas MuHncTepcTea npombiwieHHoCTN 1 Toproenn oT 14 nioHa 2013 r. Ne
916 "O6 yTtBepxaeHun [lpaBun opraHMsaumm nNpPOM3BOACTBA W KOHTPONS
KayecTBa JlekapCTBEHHbIX cpefcTs”

AnekceeB, KoHcTaHTMH BwuktopoBuy. dapmaueBTnyeckass HaHOTEXHOSorma
y4yebHoe nocobue / K.B. Anekcees, C.A. Keguk, E.B. bnbiHckas ; noa pea. C.A.
Keonka .— Mocksa : 3AO "MHcTuTyT (papmaueBTmnyecknx texHonornn", 2016
— 541 c.

NocynapcteeHHas papmakonesa Poccunckon denepaumn. — 14-e usa. - Pexum
poctyna http://femb.ru/femb/pharmacopea.php

MeToguyeckme maTepuarbl MO OpraHn3aumm caMmocToAaTesNlbHoN paboTbl
opAanHaTopoB, obyyatowmxcsa no cneynansHocTn 33.08.01 -
dapmaueBTMYECKast TEXHONOrMs [QNeKTPOHHbIM pecypc] : MeTogmyeckoe
nocobwue / [H.A. bskoBa n gp.] ; BopoHex. roc. yH-T .— ONEeKTPOH. TEKCTOBbIE
AaH. — BopoHex : Msgatenbcknin gom BI'Y, 2020 .— 3arn. ¢ Tutyna akpaHa .—
Pexum goctyna: onga sapernctpmpoBaHHbIX Yntatenen BI'Y .— TekcToBbin
dann .— <URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-107.pdf>.

CoBpemeHHble acnekTbl hapmaueBTmnyeckon TexHonormm / A.C. beneHosa, H.A.
Abskosa, KO.A. NonkosHukoBa, C.U. NMpoBoTopoBa, T.A. bpexHesa. - BopoHex:
MN3paTenbckun gom BIY, 2022 — 146 c.

Mpoueccbl 1 obopygoBaHve B (hpapmaueBTMYECKOM MPOM3BOACTBE: YyyebHoe
nocobmne/ C.A. T[lpoBotopoBa, M.A. BepeteHHukoBa, A. W. CnuBkuH;
BopoHexckun rocygapCTBeHHbIN yHUBEpPCUTET.- BopoHex : MsgaTensckun gom
BI'y, 2022 — 192 c.

10.

dapmaueBTryeckas TexHonorus: yyebHoe nocobue/ KO.A. MNonkoeHukosa, C.U.
MpoBoTopoBa; BopoHEeXCKuin rocyaapCTBEHHbIA YyHUBEPCUTET.- BopoHex
MN3paTenbckun gom BIY, 2022 — 130 c.

B) MH(POPMAaLMOHHBIE 3M1EKTPOHHO-06pa3oBaTeNbHbIE PECYPCHI:

Ne NCTOYHNMK

n/n

1 OnektpoHHass Oubnuoteka BY3a. Pexum poctyna: http:// www.lib.vsu.ru/,
cBOOOHbIN

5 OHnaniH-kypc «®dapmaueBTnyeckasi TEXHOMNOMNS AN OpAMHATOPOB» Ha caunTe
https://edu.vsu.ru/course/view.php?id=14080

3 CIMC KoHcynbtaHTtlntoc Pexxum goctyna: http://www.consultant.ru

16. MNepeyeHb yyeGHO-MeTOAMYECKOTO 06ecneyeHUs AN CaMmoCTOATEeNbHON paboTbl

Ne
NcTOYHMK

n/n
MeTogudeckune martepuvanbl MO OpraHM3auMM CamMoCTOATENbHOM paboTbl OPAMHATOPOB,
obyvatowmxca no cneumanbHocTn 33.08.01 - dapmaueBTnyeckasd TEXHONOMMNS

1 meToandeckoe nocobue / H. A. [IbsikoBa, 0. A. MNMonkosHukoBa, C. W. MNposoToposa, T.
A. bpexHeBa .— BopoHex : WNsgaTtenbcknin gom BIY, 2020 .— 44 ¢c. — 2,8 n.n. —
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-107.pdf>.

2 ObskoBa, HnHa AnekceeBHa. Npon3BoacTBEHHAA NpakTuka no apmaueBTn4eCcKom



https://lib.vsu.ru/zgate?ACTION=follow&SESSION_ID=4638&TERM=%D0%94%D1%8C%D1%8F%D0%BA%D0%BE%D0%B2%D0%B0,%20%D0%9D%D0%B8%D0%BD%D0%B0%20%D0%90%D0%BB%D0%B5%D0%BA%D1%81%D0%B5%D0%B5%D0%B2%D0%BD%D0%B0%5B1,1004,4,101%5D&LANG=rus

TEeXHONorMm [SNeKTPOHHbIN pecypc] : yuebHo-meToanyeckoe nocobue / H.A. [lbakosa,
C.W. MNMpoBoTopoBa ; BopoHex. roc. yH-T .— ONEKTPOH. TEKCTOBbIE AaH. — BOpoHeX :
Mspatenscknin gom BI'Y, 2021 .— 3arn. ¢ TuTyn. akpaHa .— Pexum goctyna: ans
3aperncTpupoBaHHbIX Yutatenen BI'Y .— TekcTtoBbii hann .—
<URL:http://mww.lib.vsu.ru/elib/texts/method/vsu/m21-13.pdf>.

Onnann-kypc «PapmaLeBTnyecKkasi TEXHOMOMMs ANA OpAMHATOpPOB» Ha cawTe
https://edu.vsu.ru/course/view.php?id=14080

17. WHcdopmMaunOHHbIE TEeXHONOrnu, ucnonb3yemble AnNA peanusauum y4ebHoMn
AUCLUMNNUHbI, BKNKOYasa nNporpamMmmHoe obecnevyeHne u MHGPOPMALUMOHHO-CNPABOYHbLIE
cucTtembl (MpyM HeO6XO0AMMOCTH)

1. OnekTpoHHas 6ubnunoteka BY3a. Pexum goctyna: http:// www.lib.vsu.ru/

2. Peanusauus y4yebHOM ANCUMNNAWNHBI CTYAEHTAM OCYLLUECTBASETCA C NPUMEHEHNEM
3NEeKTPOHHOro 0by4yeHnsa, ANCTaHUMOHHLIX obpasoBaTtenbHbIX TexHonornn. Ha caunte
www.edu.vsu co3gaH OHnamH-kypc «®PapmaueBTuyeckass TexHonorms  ans
opavHaTopoB» Ha canTte https://edu.vsu.ru/course/view.php?id=14080

3. cnonb3oBaHne MHopMaLMOHHO-CNpaBoYHOM cucTtembl « KoHcynbTaHT ntocy - ans
CTYOEHTOB OTKPbIT NOCTOSIHHbLIA LOCTYN B y4ebHOW ayauTopum Ond camoCTOATENbHOM
paboTtbl (yn. CtygeHyeckas, 4.3)

4. BsaumogenctBMe MocpeAcTBOM  OMEeKTPOHHOW Mo4vTbl € npenogaBaTeriem
provotorova-svetlana@mail.ru

18. MaTepuanbHO-TeXxHNU4YeCcKoe obecneyeHme QUCLUMIINHDI:

HanmeHoBaHve nomelleHni Ans NpoBeAeHNs BCeX BUAOB y4ebHOM AeAaTenbHOCTH,
npeayCcMOTPEHHOW y4eOHbIM NaHOM, B TOM YMCe NOMELLEHNs ANS CaMOCTOSATENbHOM
paboTbl, C ykasaHVeM rnepevyHs OCHOBHOro obopyaoBaHus, y4ebHO-HarnsaHbIX Nocobun n
MCNonb3yemoro NnporpammMHoro obecneyeHms
YyebHas ayguTtopusi Ons NpOBEOEHUS NPaKTUYECKMX 3aHATUMI:  cneunanu3npoBaHHas
mebernb, MynbTMMeaua-npoeKkTop, HOyTOyK, 9KpaH HacTeHHbIn, nnaHweT Lenovo (15 wr.).
MNO: WinPro 8, OfficeSTD 2013 RUS OLP NL Acdmc, LibreOffice 7.1, Mozilla Firefox, CIC

«TAPAHT-O6pa3soaHune», CINC «KoHcynbTaHT MNntoc» ans obpasoBaHus.
MomeweHne ana camocToATeNnbHOW paboTbl C BO3MOXHOCTbIO MOAKIKOYEHUS K CeTu

«WHTepHeT»: CneumanusanpoBaHHas Mebenb, komnbloTepbl (12 WT.), JOCKa MarHUTHO-
mapkepHas. MO: WinPro 8, OfficeSTD 2013 RUS OLP NL Acdmc, LibreOffice 7.1, Mozilla
Firefox, CINC «TAPAHT-O6pasoBaHue», CINC «KoHcynbTaHT lMNntoc» ana obpasosaHus.

19. ®oHA OLEeHOYHbIX CPEeACTB:

19.1. TlepeyeHb KOMNETEHLUN C yKa3aHMeM 3Tanos hopMupoBaHUs n
nnaHupyemMbiX pe3ynbTaToB 00y4eHus
MopsifoK oLeHkM ocBoeHNst oby4atowmmMmmcs y4ebHoro matepuana onpegensieTcs
cofiepXxaHvmem crnenyroLmx pasaenos AUCUUNIUHBIL



http://www.lib.vsu.ru/elib/texts/method/vsu/m21-13.pdf
https://edu.vsu.ru/course/view.php?id=14080
mailto:Dyakova_N_A@mail.ru

Kog un MnaHMpyemMble pe3ynbTaTbl OTanbl
coepkaHu oby4eHus (nokasartenmu dopMmnpoBaHms POC*

e AOCTWKEHUS 3aaHHOrO YPOBHSA KoMneTeHLMn (cpeactBa
KoMneTeHy, OCBOEHUSI KOMNETEHLMM (pasgenbl (Tembl) OLeHNBaHMSA)
nn (unu ee nocpeacTsoM hOpMMPOBaHUSA ANCUUNANHBI NI

yacTm) 3HaHWUA, YMEHWIA, HABbIKOB) MOAYINS 1 KX
HanMeHOBaHUe)
3HaTb: Mpoueccol 1
MK-4 . HopmaTtusHyto obopynoBaHue
FOTOB;'OCT" OOKYMeHTaLmIo, hapmaueBTNYECKOro
NpuMeHeHyn | PETNaMEHTUpYoLLLyio npou3sBoacTea

10 Npon3BOACTBO n KayecTBO | TBEpAbIX
cneumanuan | NekapCTBEHHbIX MNpenapaToB Ha | NIeKapCTBEHHbIX
POBAHHOIO | hapmaLieBTUYECKNX dopmM.
obopynosa npeanpuaATUNX; OCHOBHble | CoBpeMeHHoe
n HIA, TpeboBaHMs K NeKapCTBEHHbIM | COCTOSIHWNE Cobecenosanme

peaycMmor $o (vHamMBugyarnbHoe)
PEHHOTO pMaM M nokasaTenu  UX | TeXHOMormu
Aans KayecTBa. npomsBoacTBa
VICI'II_?;I'I;II:?BOBa J.'IeKa TexHonornio  pasnuyHbIX | TBEpAObIX Komnnekr KM
PCTBEHHbIX dopM, | nekapCTBEHHbIX
MPOECCUO | 115 nvueHHbIX B YCMOBMSAX | chOpM.
HanbHON
chepe drapmaLeBTUYECKOro )
npousBoacTBa.
. YCTPONCTBO UM MPUHLMNGI
paboTbl COBPEMEHHOr0
nabopaTopHOro n
NPOn3BOACTBEHHOIO
o6opynoBaHus.
Mpouecchbl 1 CobecenoBaHune
obopynoBaHue (vHamBugyanbHoe)
dapmaLEeBTNYECKOIO
npon3BoacTea NHameuayanbHoe
TBEpPAbIX 3agaHue
NeKapCTBEHHbIX (npakTuyeckoe)
dopm.
yMeThb:
. OueHuBaTb OCHOBHbIE
TexXHu4eckme XapaKkTepUCTUKM Komnnekt KUM
dapmaLEeBTUYECKOTO
0bopyAoBaHNUs U MaLLVH. CoBpemeHHoe CobecenoBaHue
*Buibupate COCTOSIHUE (VHaMBUOYanbHOe)
ONTUManbHbIN BApUaHT | ot
TEXHONMOrMM 1 U3roTaBnMBaTb
NeKkapcTBEHHbIE (*)0pr| npon3soacTBa I/IHﬂVlBVlﬂ,yaﬂbHoe
TBEpPAbIX 3agaHue
nekapcTBEHHbIX (npakTnyeckoe)
dopm.
Komnnekt KM
BnageTb: Mpouecchl 1 CobecenoBaHune
. HaBbIkaMu no | obopynosaHune (vHouBuAayansHoe)
NPUMEHEHUIO  TEXHOMOMMYecKoro | dpapmMaueBTUYECKOro
obopyaoBaHus npousBoacTBa NHameuayanbHoe
. HaBblkamy  cocTaBneHus | TBepAbiX 3agaHue




Koa n
coaepxaHu
e
KOMNeTeHL,
un (Mnun ee
yacTm)

MnaHMpyemMble pe3ynbTaTbl
oby4eHus (nokasartenmu
OOCTWXKEHWS 3aaHHOrO YPOBHS
OCBOEHUSI KOMNETEHLMM
nocpeacTsomM oopMUpPOBaHUS
3HaHWUA, YMEHWIA, HABbIKOB)

OTanbl
dopmmpoBaHnsA
KOMNeTeHuun
(paspgensb! (Tembl)
ANCUMNINHBI NN
Moayns n ux
HanMeHOBaHUe)

o0C*
(cpenctea
oLeHVBaHus)

TEXHONOrMYECKMX pasfenos
NPOMBILLSIEHHOrO perfameHTa Ha
NPOV3BOACTBO rOTOBbIX
NeKapcTBEHHbIX opM, B TOM
yucne TEXHONOrMYeCKMX n
annapaTypHbIX CXem
NpouM3BOACTBA  JIEKAPCTBEHHbIX

dopm.

nekapcTBEHHbIX
dopm.

CoBpeMeHHoe
COCTOsIHNE
TEeXHOmormm
npou3eoacTBa
TBEpAObIX
NeKkapCTBEHHbIX

dopm.

(MpakTnyeckoe)

Komnnekt KUM

TeKyLLI,aFI arrecrauus

TecTtupoBaHue
Komnnekt KUM

MpomexxyTouHas aTTecTauuns

Komnnekt KM

19.2 OnncaHue KpUTEpUEB U LIKanbl OLLEHMBAHUA KOMMNETEHLUUN (pe3ynbTaToB 00y4YeHus)

OueHuBaHWe pesynbTata OCBOEHUS AUCLMMIMHBI MPOBOAUTCS B (DOPME OfHOW TEKYLLEN
aTTecTauumn B opme TECTUPOBAHUS U MO KOHTPOSIbHO-U3MepUTESbHBIM MaTepuarnam, U O4HOM
NMPOMEXYTOYHON (3a4eT) aTTecTauuin No KOHTPOSbHO-U3MepPUTENbHLIM MaTepuanam.

Tekywasa atrectaums (KOMNbIOTEPHOE TECTUPOBaHue)

Kputepun ) OLEHNBaHUS | YPOBEHb Cd)?pMVIpOBaHHOCTVI LLlkana oLeHok
KOMMNeTeHUunn KOMMNeTeHUnn
>90% npaBubHbIX OTBETOB MoBbILWEHHbIA YPOBEHD OTNWYHO
>80% npaBunbHbIX OTBETOB ba3soBbI ypoBeHb XOpOLLIO
>70% npaBunbHbIX OTBETOB [MoporoBbIN YpOBEHb yAOBNETBOPUTENBHO
<70% npaBuWnbHbIX OTBETOB - HeyaoBNEeTBOPUTENbH
0
Tekywas atrectaums (KOHTPONbHO-U3MepUTENbHbLIN MaTepuan)
LLkana oueHnBaHUsA TeKyLlen atTectaumm
YpoBeHb
o Lkana
Kputepuun oueHMBaHUSA KOMMNETEHLNI C(*)OpMI/IpOBaHHOv OLIEHOK
CTM KOMMNETEHLMN
BcectopoHHne rnybokue 3HaHMsa no  dapmaueBTMYecKoun | MMOoBbILLEHHbIN OTNWYHO
TEeXHOosoruu, nonHoe obocHoBaHHOE N3nNoXeHve | ypoBeHb
XapaKkTEePUCTUK  NEeKapCTBEHHbIX (OPM, TEXHOMOrMYeCKmX

NPOLIECCOB UX U3rOTOBMNEHUS!, XPaHEHWS], YNAKOBKU B YCIOBUSIX
NPOMbILLMEHHOrO MPOU3BOACTBA C Y4E€TOM TEOopPEeTUYECKUX
OCHOB W 3aKOHOB MPOLECCOB MOMyYeHUss U npeobpasoBaHUs
NeKapCTBEHHbIX CPeACTB M BCMOMOraTellbHbIX BELECTB B
nekapcTBeHHble opMbl. 3HaHWe GuodapmaLeBTUYEeCKON
KOHLIENUMN  TEXHOMOrMW  NIeKapCTBEHHbIX MNpenapaToB U
BNUSIHUS (papmaLeBTUYeckux (OakTopoB Ha BMonormyeckyo




OOCTYMNHOCTb NIEeKapCTBEHHbIX BELLECTB. 3HaHME M yMeHue
1ncnonb3oBaTb OCHOBHbIE HOpMaTMBHbIE OOKYMEHTbI,
Kacarollmecsa NnporM3BOACTBaA, KOHTPOSSI Ka4yecTBa, XPaHEHNSA U
NPUMEHEHUSI NEKApPCTBEHHbIX CpPeAcTB. 3HaHMe obLmx
NPUHLMNOB BblbOpa " OLEHKMN TEXHOJTOrMYecKoro
obopypoBaHud.  [lpuMeHeHMe  3HaHUMM  ONs peLleHus
CUTYaLMNOHHbIX 3apau, xopoLuasi opueHTaums no
ucnonb3yembliM HopmaTuBHbIM fokymeHTam (GMP, GLP, GPP,
e, ©C, OCTbl, npukassl M3 P® u gp.). beaynpedHoe
BbIMOMHEHNE B Mpouecce W3ydeHUa AUCUUNIIUHBLI  BCEX
3a4aHnin, NpegyCMOTPEHHbIX dopMaMm TEKYLLIETO KOHTPONS.

lMonHoe 3HaHue y4yebHOro maTtepuana, npenycCMOTPEHHOro
nporpamMmmMmon,  ycrewHoe BbINOSIHEHWE BCeX  3afaHui,
npegycMOTPEHHbIX dopMaMn  Tekyllero KoHTpons. OteeT
o6ocHOBaH, aprymeHTMpoBaH. [onyuieHbl He3HauYnTenbHble
OLINGKN, HETOYHOCTK, KOTOPbIE UCMpPaBSieHbl MOCNe 3aMeYaHun
npenogasaTens.

BasoBbin
YPOBEHb

XOPOLLIO

3HaHMe OCHOBHbIX MOMNOXeHUN NporpamMmmbl. OTBET HE MOMHbLIN,
0e3 obocHoBaHMM U 0DObscHeHuW. Cnabble 3HaHWA
HOPMAaTMBHOW OOKYMEHTALUMW, 3HAYUTENbHblE 3aTPYAHEHUS B
TEeopeTUYeCcKMx Bonpocax, KacarwLlnecsa OCHOBHbLIX NPOLIECCOB
N annapatoB dapmMaLeBTMYECKON TEXHOMOrMK, a TaKke
3aTpydHEHUs B U3NOXEHMM TEXHONOrMYecKoro npolecca.
Ownbkn ycTpaHaTCA Mo  AONOMHUTENbHBIM  BOMpPOCaM
npenogasaTens.

MoporoBbii
YPOBEHb

ynooBnet
BOpUTEN
bHO

3HaHMA HecucTemMaTuyeckne, OTpbiBOYHbIE. B oTBeTax
OONyLWeHbl rpyoble, npuHUMnManbHble ownbkn. 3atpygHeHus
N OWMOKN He YCTpaHAKTCA Mocne HaBOASLWMX BOMPOCOB
npenogasarens.

HeyaoBI
eTBopUT
enbHO

Lkana oueHnBaHus npomemyTquoﬁ aTTeCTauunn.

KpI/ITepI/II/I OLIEHMBaHUS KOMMETEHLMI

YpoBeHb
chopMmnpoBaHHO
CTU KOMMETEHLU N

Lkana
OLIEHOK

BcectopoHHne rnybokue 3HaHMs No  dpapmaueBTUYECKOM
TEeXHosoruu, nonHoe obocHoBaHHOE n3noxeHve
XapaKkTepuUCTUK  NEKapCTBEHHbIX OPM, TEXHOMOrMYEeCKNx
NpoLLeCCOB UX U3rOTOBMEHMUS, XPaHEHUS, YNAKOBK/ B YCIOBUAX
NPOMbILINIEHHOr0 MPOU3BOACTBA C YYETOM TeopeTU4ecKuX
OCHOB M 3aKOHOB MpPOLECCOB Morny4YyeHus n npeobpasoBaHus
NeKapCTBEHHbIX CPeACTB W BCNOMOraTesnbHbIX BelecTB B
nekapcTBeHHble (opmbl. 3HaHue OGuodhapmaueBTUIECKOM
KOHLENUUN TEXHONOrMn JNeKapCTBeHHbIX npenapaToB U
BNUSHMA papmaueBTUYeckux akTopoB Ha OMONOrnM4eckyto
OOCTYNHOCTb NEKapCTBEHHbIX BELLECTB. 3HaHWE U yMeHue
ncnonb3oBaTb OCHOBHblE HOpMaTMBHbIE  [OKYMEHTbI,
KacaroLmecs NponsBOACTBa, KOHTPONA KayecTBa, XpaHeHUs U
NPUMEHEHNST  NEKapCTBEHHbIX CpeacTB. 3HaHuMe  obwux
NPYHLMNOB BblbOpa n OLLeHKM TEXHOSIOrM4eCcKoro
obopynoBaHud. [pumMeHeHMe  3HaHUM  ONa  peLleHus
CUTYaLUNOHHbIX 3agau, xopoLuasi opueHTaums no
ncnonb3yembiM HopmaTuBHbIM AokymeHTam (GMP, GLP, GPP,
o, oC, OCTbl, npukasel M3 P® u pgp.). besynpeyHoe
BbIMOMHEHNe B Mpouecce W3ydeHUa AOUCUUNIIUHBLI  BCEX
3afaHun, NpeyCMOTPEHHbLIX POPMaMK TEKYLLLEro KOHTPOIS.

[NoBbILLEHHbIN
YpOBEHb

3a4yTeHo

lMonHoe 3HaHue y4yebHOro maTtepuana, npenycCMOTPEHHOro
nporpamMMon,  ycrewHoe BbINOSIHEHWE BCEX  3agaHun,

BasoBbin
YPOBEHb

3a4TeHo




npeaycMOTPeHHbIX dopMamn  Tekywero KoHTponsi. OTeeT
0o60oCHOBaH, apryMeHTMpoBaH. [onylieHbl He3HauuTenbHble
OLUMOKKN, HETOYHOCTU, KOTOPbIE UCMPaBIEHbI NOCIe 3amMedaHuii
npenogasarensi.

3HaHne OCHOBHbIX MOMoXeHnn nporpammbl. OTBET He NonHbIN, | [NoporoBbi 3a4TeHo
6e3 obocHoBaHuMn U  00bsAicHeEHMA. Cnabble 3HaHWS | YPOBEHb
HOPMAaTMBHOW OOKyMEHTaLuW, 3HavuTernbHble 3aTpyAHEHUSA B
TeopeTUYeCcKNX BOMPOCcax, KacarLmnecs OCHOBHbIX NMPOLECCOB
M annapatoB dapmaleBTMYECKON TEXHOMOMMK, a Takke
3aTpyOHEHUS B  U3NOXEHWM TEeXHONOrM4yeckoro mnpouecca.
Ownbkn ycTpaHaTCA NOo  AONOMHUTENbHBIM  BOMPOCaM

npenogaearensi.
3HaHMA HecucTemaTuMyeckue, OTpbiBOYHble. B oTeetax | — He
aonyuieHbl rpybble, npuHuMnuanbHble ownbkn. 3atpyaHeHus 3a4YTeHo
N OWKOKN He YCTpaHAKTCA Mocne HaBOASLWMX BOMPOCOB

npenogaearensi.

19.3 TunoBble KOHTPOJSIbHble 3afJaHUA WM WHble MaTepuanbl, Heobxoaumble AN
OLleHKU 3HaHWW, YMEHWMW, HaBbIKOB U (MNK) onbiTa AeATENbHOCTU, XapaKTepusylowme
3aTanbl (OPMMPOBAHMA KOMMNETEeHUMA B nMNpouecce OCBOEHUs obpa3oBaTefibHOM
nporpamMmmbl

19.3.1 NMepeueHb BonpocoB (Tekywas atrecrauua)

1. loToBble nekapCTBEHHble CpeAcTBa B feKkapCTBEHHOM obecnevyeHun HaceneHus.
MpenmyLiecTBa NPOMbILLIEHHOrO NPOM3BOACTBA fIEKapCTB.

2. 3akoHopaTenbHble  OCHOBbl  HOPMWPOBAHWSA  MPOW3BOACTBA  JleKapCTBEHHbIX
npenapaTos.

3. dapmaueBTUYeckMe QakTopbl U UX BIAUSIHME Ha TepaneBTUYECKY0 3PdEKTUBHOCTb
nekapcTB.

4. 3HayvyeHne neKkapCTBEHHOMW OPMbl W TEXHOMOIMM €€ U3FOTOBMEeHUS  Kak
hapmaueBTUYECKMX (PaKTOPOB, BNUSIOLWMUX HA BUOAOCTYNHOCTL NeKapCTB.

5. [lpoun3BOACTBEHHbIN pernameHT Kak OCHOBHOW TEXHONOrMYeCcKUA  OOKYMEHT.
CrtpykTypa.

6. [lpousBoacTBeHHass TepMuHororns. MartepuanbHbli 6anaHc, ero CywHOCTb W
3Ha4veHue.

7.  XapakTepucTvka OCHOBHbIX MPOU3BOACTBEHHbIX npoueccoB. O6WwMe noHATUS O
MalLMHax v annaparax.

8.  Xapaktepuctuka npouecca wuamenbyeHus. Bugbl wunsamenbyeHuns. OcobeHHOCTU
n3MenbyYeHns TBepablX Ter.

9. TeopeTuyeckne OCHOBbI M3MernbyeHns. Cnocobbl M3MeNbYeHUs U Knaccudurkaums
N3MerbyaoLwmx MaLLmnH.

10. YCTpOWCTBO U MPUHLUMN OENCTBUS MALUUH ONA CPpedHero M Mernkoro naMernbYeHus:
n3pesblBalolMe, pasgaBnuBalOliMe  MaWWHbl,  YOAPHO-LEHTPOOEeXHble  MenbHULbI
(oucmembpatop, aesnHTerpartop).

11. YCTpOWCTBO M NPUHLMN OENCTBUS MaLUMH ONsi TOHKOrO mM3menbvyeHus: 6apabaHHbie
MeSbHULbI.

12. YCTpOMCTBO W NPUHUMN OEeUCTBUS BUOPALMOHHBLIX W CTPYMHbIX MeNbHUL AO5S
CBEPXTOHKOIo U3MerbYeHus.

13. CwuroBas knaccugukaunsa usamernbyeHHblXx maTepuanoB. Cuta U CUTOBOW aHanua.
dakTopbl, BANAIOLWNE HA NPON3BOANTENBHOCTL U 3(P(PEKTMBHOCTL NPOCEUBAHNA.

14. YCTPOWCTBO M NpUHUMN paboTbl BpaLLAIOLWLMXCS, Ka4atoLMUXCH U BUOPALMOHHbIX CUT.



15. T[llepemelwmBaHne B dapMaueBTUYECKOM TexHonormn. daktopbl, BAULAOWNE Ha
KayecTBO cMmelLmBaHus. CmecuTenu ¢ BpaLaroLmMmMcs KOpnycoM 1 YepBAYHO-NONACTHbIE.

16. YcTpoucTBO W npuHUMN paboTbl CMecuTener C MNCEBLOOXIMKEHNEM CbiNy4ero
MaTepuana v ¢ BpaLlalLwnMCcs KOHYCOM.

17. XapaktepucTuka TabneTok Kak nekapctBeHHon popmbl. OCHOBHbIE TEXHONOMMYECKNe
CXeMbl MPON3BOACTBa TabNeToK.

18. BcnomoraTenbHble BelWeCTBa U UX Ha3Ha4YeHne B NpoM3BOACTBE TabneTok.

19. Ou3NKO-XMMUYECKME U TEXHOMNOrMyeckne CBOMCTBA ChiNyyYnx MaTtepuanos Ang
TabneTMpoBaHMsa U MeToabl UX onpeaeneHuns.

20. LUenu n cnocobbl rpaHynMpoBaHns. YCTPOWUCTBO M NpuHUMN paboTbl 06opyaoBaHNs
AN BNaXHOro rpaHynMpoBaHWs: ornepauum CMeLnBaHuA U yBRaxHeHusa. [paHynatopbl,
nNpuUHUUN paboTbl.

21. YcTponcTtBO M NpuHUMN paboTbl LEHTPOBEXKHOrO U BbICOKOCKOPOCTHOINO CMecuTenen-
rpaHynaToOpoOB.

22. Cywka n onygpusaHue rpaHynara. YCTPONCTBO M NPUHUMM OENCTBUS CyLUMMOK Tuna
CI1-30.

23. CTpyKTypHOE rpaHynupoBaHue B NCEBOOOXWMKEHHOM Croe. YCTPOMCTBO M NMPUHLMN
paboTbl o6opynosaHus (CIr-30).

24. CywHoCTb mMeToda CTPYKTYPHOro rpaHynMpoBaHns pacnblfMTesNbHbIM
BbICYLUMBAHNEM, €0 OTNNYNTENbHBIE 0Cc0b6eHHOCTU. O6opyaoBaHMe.

25. Cyxoe rpaHynupoBaHue. BcnomoraTesibHble BewecTBa, CyWHOCTb MeToaa,
YCTPONCTBO M NPUHLMN paboTbl 060pyaoBaHNS.

26. AHanua rpaHynata, metoabl M npubopbl. BnusHue cnocoba rpaHynupoBaHus U
TEXHONMOMMYECKMX XapakTePUCTUK rpaHynaTa Ha Ka4ecTBO TabneTok.

27. Bwuabl TabNeToYHbIX MaLMH, X YCTPOMCTBO U NPUHLUMN paboThbl.

28. [lpsimoe npeccoBaHne TabneTok.

29. TabneTtku nokpbiTble 06onoykon. Llenn HaHeceHns NMOKPbITUIA, UX BUObI U MeToabl
HaHeceHus. BcnomoraTenbHble BelwlecTBa, UX Has3HadeHne n accoptumeHT. ObopynoBaHue.

30. TexHonormnyeckun npoLecc HaHeceHus OpaXnpoBaHHbIX MOKPbITUN "
BCNoMoratesibHblX BelecTB. CyCneH3VOHHbIN METOA APaXXNPOBaHWS.

31. Bwuabl n TexXHONOrMA HaHeceHus MMEHOYHbIX 06OoNoYeKk Ha TabneTkn u rpaHysbl.
PacTteopuTtenu. O6opyaoBaHue. konormdeckme npobnemoi.

32. XapakTtepucTvka HanpeccoBaHHbIX MOKPbITUA Ha Tabnetkm u TexXHOnorus ux
HaHeceHus. MNpenmyLecTsa M He4OCTATKU NOKPbLITUN.

33. MHoOrocnonHsle n KapkacHble  TabneTku. TputypaunoHHble  TabneTkw.
BcnomoratenbHble BewlecTsa. TexXHONorns npon3BoacTsa.

34. OueHka kayecTtBa Tabnetok no P XIV. MNokasaTenu kavyecTsa, X HOpMbl U NPUBOPHI.

35. [Opaxe Kak nekapcTBeHHasd popma. XapakTepucTuka, TEXHONOrMYeckun npouecc
Npou3BOACTBA, NOKpbITUE 060noYKamum, oLeHKa kadecTBa, ynakoska. HomeHknatypa.

36. [paHynbl Kak nekapcTBeHHas dopMa. XapakKTepucTuKa, TEXHOMOrMYeckuin npouecc
NpoM3BOACTBA, OLeHKa kavyecTBa, pacoBka 1 ynakoBka. HomeHknaTtypa.

37. XapakTtepucTvka TennoBbIX MPOLEccoB W TenmoHocuTenen.  Tennonepegava.
TennonpoBogHocTb. KoHBekuus. JlyyeucnyckaHne. CnoxHbid TennoobMeH u ypaBHeHue
Tennonepeaayun.

38. XapakTtepucTvka BOASHOrO napa Kak TenrnoHocuTens. HarpeBaHue «OCTpbiM» U
«FNYyXUM» NapomM.

39. O6waa xapakTepuctuka TennoobmeHHblx annapaTtoB. [lapoBble pyb6aLlkw.
Tpyb4yaTtblie TeENNO0GMEHHUKM, YCTPOUCTBO U NPUHLMN paboThbl.

40. OxnaxgeHue n KoHgeHcauus B dpapmaLeBTUYeckon TexHonoruu. Llenn n metogbl.
Annapartypa.



41. BbinapuBaHne B ¢apmMaueBTUYECKOM TEXHOSMOrMnN. XapakTepucTuka npolecca wu
MeToAbl BbinapusaHus. BeinapuBaHve nog Bakyymom. MNpuHUunuanbHble CXembl YCTaHOBOK.

42. Cnocobbl CyLUKN: KOHTaKTHasi, KOHBEKTMBHAs, crneumanbHas.

43. Cnocobbl cywkn TepmonabunbHbelx BewecTB. JInodunbHasa cywka. PagMaumoHHas v
BbICOKOYACTOTHas CyLUKa. YCTPOMUCTBO U NpuHUmMN paboTbl o6opyaoBaHus.

44. MepguumHckue Kancynbl. Xapaktepuctuka. Tunbl Kancyn u ux HasHadeHue. O6uwas
TexHornorm4yeckas cxema npoussoactea. [purotoBneHme xxenaTMHOBOW Macchbl.

45. MeToapbl NONyYeHNs XenaTUHOBLIX Kancyn (NorpyeHune, npeccoBaHne, KanesbHbIN).
O6opynosaHue 1 npuHUMN ero paboTbl. CpaBHUTENBHASA XapakTepucTmka METOAOB.

46. XapakTepucTuka opanbHbIX TabneTok: pacTBOPMMbIX BO PTY, ObICTPOPaCTBOPUMBIX U
NUOMUIN3NPOBAHHbBIX AUCKOB. TexHONOrMyeckUn npouecc W annapatypHad cxema
npousBoAcTBa TabneTtok: OykkanbHblX, AN paccacbiBaHUs, ObICTPO pacTBOPSHOLLMXCS,
CcybnuHreanbHbIX, AUCNEpPrMpyemMbIX B MOMOCTM pTa, pacnagarolmxca B pOTOBOM MOMOCTH,
XeBaTenbHbIX; TIMOPUNN3NPOBAHHBIX OUCKOB.

47. XapakTepucTuka TabneTok, NpuMeHaeMblx Nocrne npeaBapuTenibHOro NPUroToBNEHUS
pacTBopa WM CycrneH3mun. TexHONMorm4yeckuin npouecc TabneTok pacTBOPUMbIX, TabneTok
AN U3roTOBMEHUSA Kanenb, WWNyYnx U gucneprmpyemMbix TabneTtok. AnnapatypHas cxema
npoussoacTtea. OueHka KayecTBa.

48. Xapaktepuctmka Tabnetok ¢ mMoanduumMpoBaHHLIM BbiCBOOOXAeHWeM. MeToabl
MoauduKaLmMm BbICBODOXAEHUSA NEKapCTBEHHOro BellecTBa: (husmdeckme, xvmunyeckue,
TexHonormyeckme). TexHomormyeckun npouecc Tabnetok-panvg, KUeYHOPacTBOPUMBIX,
MHOroasHbIX, panug petapa.

49. XapakTepucTuka Tabnetok C KOHTPONMPyeMbIM BbICBOOOXAEHMEM (nnaBarowime, C
MUKpOKancynamm) M MpOSIOHMMPOBaHHbIX (TabneTkn peTapAd, KapKacHble, MHOrOCrovHbIe,
UMnNNaHTupyemble, nnn geno). TexHonornvyeckuin npouecc TabneTok ¢ MoAMPULNPOBAHHBIM
BbICBOBOXOEHMEM 1 ero annapaTypHoe conposoxaeHue. CTaHgapTM3aums 1 HopMmpoBaHmue
KayecTBa.

50. TepaneBTuyeckme CUCTEMbI [AOCTABKM JIEKAPCTBEHHbLIX BeLWecTB (OCMOTUYECKN
aKTUBHad TepaneBTMYeckasi CUCTEMA, TracTPOPETEHTUBHbIE JieKapCTBEHHblE OPMbI,
nekapcTBeHHble (bopMbl Aeno).

51. MeToabl nony4eHns TBepAblX XenaTuHOBbLIX kancyn O6opyaoBaHWe U NPUHLMN ero
paboTbl. CpaBHUTENbHASA XapakTepucTuka METOAOB.

52. MeToabl nony4yeHus MArkux xenatmHoBbIx kancyn O6opygoBaHvMe WM NpuHUMN ero
paboTbl. CpaBHUTENbHASA XapakTepucTuka METOAOB.

19.3.2 TlepeyeHb TeCTOBbIX 3aAaHWN cpeaHero ypoBHA cnoxHoctu ( Tekywas
aTrecrauus):

1.Hangute owmnbky B TEXHOMOrM4eckom npouvecce: «lpun nonyyeHnn Tabnetok METOAOM
NPSIMOro NPeccoBaHWsA OENCTBYOLLIEE M BCNIOMOraTesibHble BELLLECTBA N3MENbYNIN, NPOCEANN,
3arpy3unu B cmecutenb. [onydeHHyo TabneTouHyo Maccy NoABeprnm NpeccoBaHnio, OAHaKo
Nnony4YeHHble TabneTkn Nnpununanm K NPecc-MHCTPYMeHTY. B yem cocTonTt TexHonornyeckas
oLInOKa»:

a) He4OCTaTOYHO paBHOMEPHOE CMELLNBaHME KOMMOHEHTOB;

0) HegoOCTaTOYHOE KONMMYECTBO CKOSb3ALLMX BELLECTB;

B) HEAOCTATOYHOE KONIMYECTBO CKIEMBAIOLLMX BELLECTB;

r) HegocTaToYHasA CTENeHb U3MeNbYEeHNS OeNCTBYIOLLErO BeLLecTBa.

OTBeT: HegoCTaTOYHOE KONMNYECTBO CKOMb3ALLMX BELLECTB;

2.BbibepuTe k KakoMy Krnaccy YMCTOTbl OTHOCUTCSI MOMELLeHME Mo ero onucaHuio: «MomelleHne
npegHasHavyeHo Ans NPUroToBEHMS PacTBOPOB, MOAMEXaLLUMX CTEPUNU3YIOLLEN UbTpaLmm



npu acenTuyeckom npoussoactee. Ecnu npogykumna nogsepraeTcs (PUHULLHON TEPMUYECKON
cTepunmsauumn 3T NoOMeLLEeHNsa UCNoMb3YIOT AN NPUroTOBMEHMS PacTBOPOB, NOABEPXKEHHbIX
BbICOKOMY PUCKY MUKPOBOHOM KOHTaMmnHaLmn. HanonHeHne Tak ke NpoBoANTCA B NOMELLIEHMAX
He HWKe 3TOro Knacca 4YvctoTbl. KoMnnekT ogexabl nepcoHana BKNoYaeT KOMOUHE3O0H unu
OpPHOYHBIN KOCTIOM, MOTHO obnerarwLwmn 3ansacTbs C BbICOKMM BOPOTHUKOM U
COOTBETCTBYIOLLYO 00yBb Mnn 6axunel. Bonockl, 6opoaa, ycbl OMKHbI ObiTb 3aKPbITbI»

a) Knacc A;
0) knacc B;
B) knacc C;
r knacc D.
OtBerT: knacc C

3.4T0 HE OTHOCAT K pernaMeHTUpyoLen JOKyMeHTaunun?

a) Cneundukaumn;

6) 3anucu;

B) AOroBOpPLI;

) TEXHONOMMYECKUIN pernameHT.

OtBeT: 3anucu

4.[JokymeHTanbHO ohOpMIEHHOE ONUCaHNe onepaunin, Nognexalmnx BolNONIHEHNIO, Mep
NPEeAOCTOPOXKHOCTM U MEPONPUATUNA, NPSMO UM KOCBEHHO OTHOCALLMXCS K NPON3BOACTBY
NPOMEXYTOYHOWN NPOAYKLMM, hapMaLEBTUYECKON CyOCTaHLUMM UK NEKapCTBEHHOrO CpeacTBa
aTO:

a) Mpouenypa;

0) onepauus;

B) cneundukaums;

) TEXHONMOIrMYECKNn NpoLecc.

OtBerT: Npoueaypa

5.[Jante npaBunbHOE onpeaeneHne cucteme KayecTsa:

a) COBOKYMHOCTb BCEX 3NIEMEHTOB CUCTEMbI, HanpPaBfeHHON Ha BHEAPEHME NOSTUTUKM B
obnacTtn kayecTBa 1 obecnevyeHnss AOCTUXKEHUS Lienen B obnacTu KayecTsa;

6) meToabl M BUAbI 4EATENBHOCTM ONEPATMBHOIO Xapakrepa, UCNonb3yemble Ansi BbIMOSTHEHNS
TpeboBaHMi N0 Ka4eCTBY M HanpaBfeHHbl Ha yrnpaBneHne NpoLeccoMm, ycTpaHeHme NpuynH
HeyaoBNeTBOPUTENBHOMO (PYHKLNMOHNPOBAHMS Ha BCEX dTanax XM3HEHHOTO LMKIa NpoayKunu;
B) CMCTEMaTMYeCKMI NPOLLEeCC OLEHKM, KOHTpOrs, obmeHa nHdopmaumnen n ob3opa p1ckos s
KayecTBa NeKapCTBEHHbIX CPEACTB Ha MPOTSXKEHMUM UX XKU3HEHHOIO LUKNa;

r) AOKYMEHT, cogepKalumi NonnTuky B ob6racti Kayectsa 1 ONUCHLIBAOLLMA CUCTEMY KavyecTBa
opraHuMsaumm, oXBaTblBalOLLMIN BCIO AEATENbHOCTb OpraHn3aLmm unm TonbKo ee YacTb.

OTBeT: COBOKYNHOCTb BCEX 3NIEMEHTOB CUCTEMbI, HANPaBIEHHOW Ha BHEAPEHME NONUTUKN B
obnacTtu ka4yecTBa 1 obecneyeHnst JOCTMKEHUS Lienern B obnactn KayecTsa;

6.Hangnte cootBeTcTBME:

JTabopaTopHbIN pernameHT — 3To

a)TexHONorMyecknin JOKyMEHT, 3aBepLUaloLLNin HayYHbIe nccrneaoBaHns B nabopaTopHbIX
ycnoBusx pa3paboTky MeToaa Npon3BoACTBa NNEKapCTBEHHOrO CPEeACTBa;

6)uacTtb cuctembl GMP, kOoTOpasi rapaHTUpyeT, YTO UCXOOHOE Cbipbe N MaTepuasnbl He Obinn
paspeLLeHbl AN UCNOoSb30BaHWs, a NPOAYKUMA He Obina paspelueHa angd npogaxun unm
NMOCTaBKM Npexae, YeM UX Ka4eCTBO He BbiNo Npu3HaHO yO0BMETBOPUTESNBbHBIM;
B)TEXHOMNOMMYECKUA JOKYMEHT, perfnaMmeHTUpYyoLWun JeiCcTByoLlee cepumiHoe NpomM3BoaCcTBO
neKapCTBEHHOIo CpeacTBa;

NNOCTOAHHBIN KOHTPOSb M OLEHKY BCEro nponsBoacTsa.

OTBeT: TeXHONOrMYECKUn JOKYMEHT, 3aBepLUaloLLMIA HayYHble uccneaoBaHns B labopaTopHbIX
ycnoBusx pa3paboTky MeToaa Npon3BOACTBa NNEKapCTBEHHOrO CPEACTBa;

7.Hantu cooTBeTCTBME:

YnpaBneHne Ka4eCcTBOM -3TO

a) ...-4acTb ynpaBneHnsa kKayecTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKUNSA NOCTOAHHO
NPOmn3BOANTCS U KOHTPONUPYETCS MO CTaHZ4apTam KavyecTBa, COOTBETCTBYIOLIUM €€



npeaHas3Ha4yeHuto, a Takke B COOTBETCTBMM C TpeboBaHMAMN perncTpaLmMoHHOro 4ocke,
NPOTOKONa KIMMHUYECKMX UCCNeQoBaHUN 1 cneumndukaummn Ha 3Ty NPoAYKLUMIO;

0) ....-perynsipHoe nposeAeHne 0630pa kayecTBa BCEX NPON3BEAEHHbIX TEKapCTBEHHbIX
npenapaToB, B TOM YMCIie NeKapCTBEHHbIX NpenapaToB, N3roTOBMNAEMbIX TONbKO Ha 3KCMOopPT, C
Lienbio NoATBEPXKAEHMS MOCTOSHCTBA MMEIOLLLErocsi NpoLecca, COOTBETCTBUS AeNCTBYOLLNM
crneundmrKaumsam Kak Ha UICXOOHOE Cbipbe, Tak M Ha rOTOBYH MPOAYKLMIO, AN BbISIBNEHMS
TEeHAEHUMN 1 YCTAHOBMNEHMS1 BO3MOXHOCTU YNyuLLEHMS NPOAYKLMM U NPOLECCa;

B) ....- BONPOCHI, KOTOPbIE MO OTAENLHOCTM UMW B LIENOM BNUSIIOT Ha Ka4eCTBO NpoAyKUMK,
npeacTtaBnsieT coboin COBOKYMHOCTb OPraHN3aLMOHHbIX Mep, HanpaBreHHbIX Ha obecneyeHne
COOTBETCTBMSA Ka4yecTBa NeKapCTBEHHbIX CPeACTB MX NpeaHa3HauYeHUIo;

r) ...-0TOOp Npo6, NpoBeAEHNE UCMbITaHWIA, NPOBEPKN HA COOTBETCTBUE TPEbOBaHMAM
cneundmrkaumin, a Takke npoueaypbl opraHn3aLmmn, JOKYMEHTUPOBaHUS U BblAayun paspeLleHms
Ha BbIMYCK;

a) ...-CUCTEeMaTU3MPOBaHHbI NPOLIECC OLIEHKN PUCKOB AN KayecTBa NeKkapCTBEHHOro
cpencTsa, UX KOHTPOns, nepedayn nHopmMauun, a Takke 063opa B OTHOLLEHUM YKa3aHHbIX
PUCKOB.

OTBerT: ....- BONPOCbI, KOTOPbIE MO OTAENbLHOCTM UMW B LIENOM BINUSIIOT Ha Ka4eCTBO

npoaykuuu, npeactaensieT cobor COBOKYNHOCTb OPraHM3aLMOHHbIX Mep, HanpaBneHHbIX Ha
obecrneyeHne COOTBETCTBMS KAYeCTBa NIEKApPCTBEHHbIX CPEACTB MX NpeaHa3HaYeHuHo;

8.HanTtun cooteeTcTBME:!

OpraHunsaums Npomn3BoACTBA M KOHTPOMS KayecTBa NeKapCTBEHHbIX CPEACTB-3TO

a) ...-4acTb ynpaBrieHNsa Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKLUMSA NOCTOSHHO
NPOM3BOANTCA N KOHTPONMPYETCS NO CTaHA4apTaM KadecTBa, COOTBETCTBYHOLLUM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMUN perncTpaLMoHHOro 4ocke,
NPOTOKOMAa KIMMHUYECKMX MCCnegoBaHnm 1 cneundukaunm Ha 3Ty NPpOAYKLMIO.

6) ....-perynsipHoe npoBeaeHne o63opa KayecTBa BCeX NPON3BELAEHHbIX NEKAaPCTBEHHbIX
npenapaToB, B TOM YMCIE NEKapCTBEHHbIX NpenapaToB, N3roTOBNSEMbIX TONTbKO Ha 3KCNOpPT, C
Lenblo NoaTBEPXKAEHMS NOCTOSHCTBA MMEIOLLEerocs npouecca, COOTBETCTBMSA OENCTBYOLLNM
cneumdpuKkaLmam Kak Ha UICXO4HOE Cbipbe, Tak M Ha rOTOBYH NPOAYKUMIO, ANS BbISIBIIEHNS
TEHOEHUUN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLlEeHMsa NPOAyKUMM 1 NpoLiecca;

B) ....- BOMPOCHI, KOTOPbIE N0 OTAENBbHOCTU UMK B LENOM BAUSIOT HA Ka4eCTBO NPOAYKLUNN,
npeacraenseT cobon COBOKYNHOCTb OpraHM3aLMOHHbIX Mep, HanpaBfeHHbIX Ha obecnedeHne
COOTBETCTBMSA KayecTBa NeKapCTBEHHbIX CPEACTB UX NpeAHa3Ha4yeHuIo;

r) ...-0TOGOp Npo6, NpoBeAEeHNE UCTbITAHNIA, MPOBEPKN HA COOTBETCTBUE TPEOOBAHNAM
crneumdukaummn, a Takke npoueaypbl OpraHn3aumm, LOKYMEHTUPOBaHUSA 1 BblAauun paspeLleHuns
Ha BbINyCK;

a) ...-CUCTEMATU3NPOBAHHbLIN NPOLIECC OLIEHKN PUCKOB A1 KA4YecTBa NeKapCTBEHHOIro
CpeAcTBa, UX KOHTPOns, nepeaayun nHdopmauun, a Takke o63opa B OTHOLLIEHMMN YKa3aHHbIX
PWCKOB.

OTBeT: ...-4aCTb ynpaBfeHns Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NpoayKumus
MOCTOSIHHO NPOM3BOANTCH U KOHTPONMPYETCS NO CTaHA4apTaM KavyecTBa, COOTBETCTBYHOLLNM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpebOBaHMAMUN PErnCTpaLMoOHHOro 4oChe,
NPOTOKONA KIMMHUYECKMX UCCNneaoBaHui 1 cneundmkaunm Ha aTy NPOAYKLMIO.

9.Hantu cootBeTcTBME:

KoHTpornb KayecTBa - 97O

a) ...-4acTb ynpaBneHnsa kKa4yeCcTBOM, KOTOpas rapaHTUPYyeT, YTO NPOAYKLUUSA NOCTOSHHO
Npomn3BOANTCSA U KOHTPONUPYETCH MO CTaHAapTaM KadecTBa, COOTBETCTBYHOLLUM ee
npegHasHa4yeHuto, a Takke B COOTBETCTBMM C TpeboBaHMSIMIN PErMCTPALMOHHOIO 4OChE,
NPOTOKOMA KIMHUYECKNX MCCnegoBaHnin u cneumdmrkaumm Ha 3Ty NPOayKLUMIO;

06) ....-perynsipHoe npoBegeHne 0630pa KayecTBa BCeX NPON3BEAEHHbIX NNEKAPCTBEHHbIX
npenaparoB, B TOM YMCe NeKapCTBEHHbIX NpenapaToB, N3roTOBNSIEMbIX TOSbKO Ha 3KCMOPT, C
Lenbio NOATBEPXKAEHMS NOCTOSAHCTBA MMEIOLLIEroCH NpoLecca, COOTBETCTBUS AENCTBYHOLLUM
cneunguKkaumsam Kak Ha UICXOL4HOE Cbipbe, Tak U Ha rOTOBYIO NPOAYKLMIO, ANS BbISBIIEHUS
TEHAEHUUN N YCTaHOBMEHUS BO3MOXHOCTU yry4lLeHUs NPoayKUMK 1 npoLecca;



B) ....- BOMPOCbI, KOTOPbIE NO OTAENBHOCTU UMK B LLENOM BIUSAKOT Ha KA4eCTBO NPOAYKLUN,
npeacrtasnseT cobon COBOKYMHOCTb OPraHn3aLMoHHbIX Mep, HanpaBneHHbIX Ha obecneyeHne
COOTBETCTBMSA KayecTBa NeKapCTBEHHbIX CPEeACTB UX NPeAHa3Ha4YeHuIo;

r) ...-oT6op Npob, NnpoBeAeHME UCNbITAHUIN, NPOBEPKM HA COOTBETCTBUE TpeboBaHMAM
cneundmrkaumn, a Takke npoueaypbl opraHusaummn, JOKYMEHTUPOBaHUS 1 Bbl4ayn pa3peLleHms
Ha BbINyCK;

a) ...-CUCTEMATU3NPOBAHHbIN NPOLIECC OLIEHKN PUCKOB AN1s1 KAaYecTBa NIeKapCTBEHHOIO
cpencTBa, UX KOHTPOrs, nepeaayn nHopmMauum, a Takke 063opa B OTHOLLEHMM YKa3aHHbIX
PUCKOB.

OTBerT: ...-0160p Npob, NpoBeAeHNe NCNbITAHUA, NPOBEPKN HA COOTBETCTBUE TPEOOBAHNAM
crneumdukaummn, a Takke npoueaypbl OpraHnsaumm, LOKYMEHTUPOBAHUSA 1 BblAayu paspeLleHuns
Ha BbINyCK;

10.HanTtn cooTBeTCTBME:

O630p kauecTBa NPOaYKLMK

a) ...-4acTb ynpaBfeHnsa Ka4yeCTBOM, KOTOpasi rapaHTUPYeT, YTO NPOAYKLUUNSA NOCTOSHHO
NpoOun3BOANTCS U KOHTPONUPYETCH MO CTaHdapTaM KadecTsa, COOTBETCTBYHOLLMM ee
npegHasHa4YeHuo, a Takke B COOTBETCTBMM C TPeOOBaHNSIMU PErMCTPALMOHHOIO AOChE,
NPOTOKOMA KIMMHNYECKNX NCCnegoBaHUi u cneumdurkaumm Ha 3Ty NPoayKUMIO;

6) ....-perynsipHoe npoBeaeHne 063opa kayecTBa BCeX NPON3BEAEHHbIX NIEKAaPCTBEHHbIX
npenaparoB, B TOM YMCNe NeKapCTBEHHbLIX NpenapaToB, N3roTOBNSIEMbIX TONbKO Ha 3KCMOPT, C
Lenbio NoATBEPXKAEHMSI MOCTOSHCTBA MMEIOLLIErOCA NpoLecca, COOTBETCTBUS AENCTBYHOLLUM
cneumduKkaLmam Kak Ha UCXO4HOE Chipbe, Tak M Ha rOTOBYH NPOAYKUMIO, ANS BbISIBIIEHNS
TEHAEHUUN N YCTAHOBMEHNS BO3MOXHOCTU Yry4LLEHUs NPOAYKUMN N NpoLecca;

B) ....- BOMpPOCBHI, KOTOPbIE MO OTAENbHOCTM UM B LIENIOM BITMSIOT Ha KA4eCTBO MPOAyKLUUH,
npegcTaBnsieT coboin COBOKYMHOCTb OpraHn3aumnoHHbIX Mep, HanpaBleHHbIX Ha obecrneyeHne
COOTBETCTBUA Ka4yeCTBa JIEKAPCTBEHHLIX CPEACTB MX NpeAHa3Ha4YeHUIo;

r) ...-0T6Op Npo6, NpoBEAEHNE UCTbITaHWIA, MPOBEPKM HA COOTBETCTBME TPEOOBaHNAM
cneumdmrKauuii, a Takke npoleaypbl opraHM3auum, JOKYMEHTUPOBaHWUS U BblAayun paspeLLeHmst
Ha BbIMYCK;

a) ...-CMCTEMAaTU3NPOBaHHbIV NPOLIECC OLIEHKM PUCKOB NSl Ka4ecTBa NEKapCTBEHHOro
CpeacTBa, UX KOHTPONS, nepeaayn MHopmauum, a Takke 063opa B OTHOLLEHWUM YKa3aHHbIX
PVCKOB.

OTBer: ....-perynsipHoe nposefeHne 063opa kayecTsa BCeX Npon3BeaeHHbIX

NeKapCTBEHHbIX NMpenapartos, B TOM Y/CIE NeKapCTBEHHbIX Npenaparos, 3roToBMsAeMbIX
TOMBLKO Ha 3KCMOPT, C LiEMNbIo NMOATBEPXAEHMS NMOCTOAHCTBA MMEILLErocs npoLiecca,
COOTBETCTBMS AEVCTBYIOLLIMM CneumdmrKaLmaM Kak Ha MICXOQHOE Cbipbe, TaK U Ha roTOBYIO
NPOAYKLMIO, ANSA BbIABNEHUA TEHAESHLUM U YCTAHOBMNEHNA BO3MOXHOCTY YNyULLEHUS NPOAYKLIMK
1 npotecca;

11.Hantn cooTBETCTBUE:

YnpaBneHue puckamu ans kadecrtea

a) ...-4acCTb yNpaBfieHNa Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKUMS NOCTOSAHHO
NPOM3BOANTCA N KOHTPONMPYETCS NO CTaHAapTaM KadecTBa, COOTBETCTBYHOLLUM ee
npeaHasHavYeHunio, a Takke B COOTBETCTBMM C TpeOOBaHMAMMN PErNCTPALMOHHOIO A0ChE,
NPOTOKONA KIMMHUYECKMX UCCNegoBaHMm 1 cneundurkaunm Ha 3Ty NPOAYKLMIO;

0) ....-perynsipHoe npoBeaeHne 0630pa kKayecTBa BCeX NPON3BEAEHHbIX NEKAPCTBEHHbIX
npenapaToB, B TOM YMCIE NIeKapCTBEHHbIX NPenapaToB, N3roTOBNSEMbIX TONTbKO Ha 3KCNOpPT, C
Lenblo NoaTBEPXKAEHMSA NOCTOSIHCTBA MMEIOLLLErocs npoLecca, COOTBETCTBMSA AENCTBYIOLNM
cneumdukaLmam Kak Ha UCXO4HOE Chipbe, Tak M Ha rOTOBYH NPOAYKUMIO, ANS BbIIBIIEHNS
TEHOEHUUN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLLIEeHMsA NPOAYKUMM M NpoLiecca;

B) ....- BOMPOCHI, KOTOPbIE N0 OTAENBbHOCTU UMK B LLENIOM BAUAIOT HA Ka4€CTBO NpoayKuun,
npeactaenseT cobon COBOKYNHOCTb OpraHn3aLMOHHbIX Mep, HanpaBfeHHbIX Ha obecnedeHne
COOTBETCTBMSA Ka4ecTBa NekapCTBEHHbIX CPEACTB UX NPpeAHa3Ha4YeHuIo;

r ...-0T6op Npob, NnpoBeAeHNe UCNbITAHWIA, MPOBEPKN HA COOTBETCTBUE TPEOOBAHNAM
crneumdukaummn, a Takke npoueaypbl OpraHnsaumm, LOKYMEHTUPOBAHUSA 1 BblAayu paspeLleHuns
Ha BbINYCK;



a) ...-CUCTEMATU3UPOBAHHbIV NPOLECC OLeHKN PUCKOB ANS KavyecTBa fiekapCTBEHHOro
CpeacTBa, UX KOHTPONS, nepegayn nHcpopmauum, a Takke 063opa B OTHOLLEHUM yKa3aHHbIX
PVCKOB.

OTBer: ...-CUCTEMaTM3NPOBAHHbIV NPOLIECC OLIEHKM PUCKOB Ansi KayecTBa
neKkapcTBEHHOro CPeACTBa, UX KOHTPONS, nepeaaym nHdopmaumm, a Takke ob3opa B
OTHOLLEHMWN YKa3aHHbIX PUCKOB.

12.Hantun cooTBeTCcTBUE:
OT1yeTbl - 37O

a) [oKyMeHTbI, oUKCUMpYIOLLME BINOSTHEHWE Pa3fMYHbIX JEACTBUA NS oKasaTenbCcTBa
COOTBETCTBUSA MHCTPYKUMAM, HAanpumep, MeponpusaTuii, NpoucLLIECTBUN, paccrnegoBaHui;

0) OOKYMEHTbI, COMPOBOXAAIOLLMNE BbINOSTHEHWE KOHKPETHBIX 3a4aHUi, MPOEKTOB UIn
paccnefoBaHUn 1 oTpaxatoLwme pesynbTaTthl, BbIBOALI U pekoMeHaauuu;

B) OOKYMEHThLI, coaepaliue ykasaHusa no NnpoBeAeHUIO N perncTpauumn otTaenbHbIX
onepauuu;

r OOKYMEHThLI, cogepKaliue pes3toMe pesynbTaToB MCMbiTaHMI 00pasLoB NPoayKUUN NNn

NCXOOHOrO Chipbs U YNAKOBOYHbIX MaTepManoB BMECTE C OLLEHKON COOTBETCTBUSA
yCTaHOBMNEHHOM cneumndukauun.

OTBerT: AOKYMEHTbI, COMPOBOXAAOLLME BbINOSTHEHNE KOHKPETHBIX 3a4aHnin, MPOEKTOB
UM paccrnegoBaHui U oTpaxarowme pesynbTaTthl, BbIBOAbI M pEKOMeHaauuu;

13.Hantun cooTBeTCcTBUE:
[oKyMeHTbI, noAgTBepXKaatoLLMe KayecTBo - 3T0

a) [OoKyMeHTbI, OUKCUpPYIOLLME BINOSTHEHWE PA3fMYHbIX OEWCTBUIA ANA JoKkasaTenbCcTBa
COOTBETCTBUSI MHCTPYKUMSAM, HAanpumMep, MeponpusaTuii, MpoOUCLLIECTBUN, paccrenoBaHni;

0) OOKYMEHTbI, COMPOBOXAAIOLLNE BbINMOSTHEHWE KOHKPETHLIX 3a4aHUin, MPOEKTOB UMK
paccnefoBaHUn K oTpaxatloLwme pesynbTaTthl, BbIBOALI U pekoMeHaauuu;

B) OOKYMEHThI, coaepaline yKkasaHus no NpoBeAeHUIO N perncTpaumumn oTaenbHbIX
ornepauuu;

r OOKYMEHThI, coaepKaliue pesioMe pesynbTaToB UCMbiTaHMi 06pasLoB NPoayKunn nnu

NCXOOHOrO Chipbs U YNAKOBOYHbBIX MaTepmanoB BMECTE C OLLEHKON COOTBETCTBUSA
yCTaHOBMNEHHOM cneumdukauunn.

OTBerT: AOKYMEHTbI, CoAepXallne pestome pesynbTaToB UCMbITaHUN 06pas3LoB
NPOaYKLMW NN NCXOAHOIO ChbIPbs U YNAKOBOYHbIX MaTepuanoB BMECTE C OLEHKOMN
COOTBETCTBUSA YCTAaHOBNEHHON cneLumdukauuu.

14. Hantn cooTBeTCcTBME:

MpoTokonkl (NNaHsbl) - 3TO

a) [oKyMEeHTbI, OUKCUMPYIOLLME BINOSTHEHME PA3NMYHbIX 4EWCTBUIA ANA JoKa3aTeNbCcTBa
COOTBETCTBUSI MHCTPYKUMSAM, HAanpumMep, MeponpusaTuii, MpOUCLLIECTBUN, paccreqoBaHnii;

0) OOKYMEHTbI, CONPOBOXAAtoLLME BbINOMTHEHME KOHKPETHbIX 3a4aHnin, NMPOEKTOB UMn
paccnefoBaHUn 1 oTpaxaroLwme pesynbTaTthl, BbIBOALI U pekoMeHaauuu;

B) OOKYMEHTbI, coepXaliue yKkasaHusa no NnpoBedeHuIo N perncTpauumn otaenbHbIX
onepauu;

r OOKYMEHThI, codeprKaline pes3ioMe pesynbTaToB UCMbiTaHMi 06pasLoB NPogyKLMN Nnn

NCXOOHOrO ChlpbS U YNAKOBOYHbLIX MaTepuanoB BMECTE C OLLEHKON COOTBETCTBUSA
YyCTaHOBNEHHOW crieundurKaLmm.

OtBeT: OOKYMEHTbI, coepXallune yKasaHua no npoBefeHuIo U perucTpauumn oTaernbHbIX
onepauui;

15.ConocTaBbTe BUA Hagnexaiuen npakTukm n eé OCHOBHOW NPUHLNM:
GCP

a) OncTpnbbloTopbl AOMKHBLI CO30aBaTh U NOAAEPXKMBATL CUCTEMY KayecTBa,
yCTaHaBNMBatoLLyo 06513aHHOCTM, NPOLIECCHI U NPUHLUMNbI YNPaBNeHNA puckaMmm B OTHOLLEHWN
OCYLLECTBIISEMON MU LEATENBHOCTMU;

06) peknamMaumm Ha KayecTBO NPoaYKLUMU crneayeT TwaTensHO paccMaTpmBaTh, a NPUYMHbI
yXyALeHUs KadecTBa paccrneoBaTtb C MPUHATUEM COOTBETCTBYHOLLUX Mep MO nX
npenoTBpaLLEHNIO;



B) cuctema obecneveHnst KavecTBa, MMeroLlasi OTHOLLEHMS K NpoLeccaM opraHm3aumm,
NNaHNMPOBaHMIO, MOPSAKY NPOBEAEHUSA U KOHTPOMNSA UccrneoBaHnsi B 0611acTn OXpaHbl 300pOBbs
YyenoBeka 1 6e30MacHOCTY OKpyXatoLlen cpeabl;

r) npaea, 6e3onacHocTb 1 Gnarononyyne cy6GbLEKTOB UCCrefoBaHNS UMEKOT
NepBOCTENEHHOE 3HAYEHME N AOMKHbI MPEBANNPOBATh HaZ MHTEPECaMMN HAyKkn 1 obLLecTBa.
OTBerT: npasa, 6e3onacHocTb 1 6riarononyyme cyobLEKTOB MCCEA0BaHUS UMEKOT
NepBOCTENEHHOE 3HAYEHME N AOMKHbI NPEBANNPOBATL Ha[ UHTEPECAMN Haykn 1 obLecTsa.

16.ConocTaBbTe B1g Hagnexatuen npakTuku 1 €€ OCHOBHOW NPUHLIAM:

GMP

a) OncTpmnbbloTopbl AOMKHBLI CO34aBaTh U NOAAEPXKMBATL CUCTEMY KayecTBa,
yCTaHaBNMBaLLy0 06493aHHOCTM, NPOLIECCHI M MPUHLMMbLI YIPaBEHUS pPUCKaMn B OTHOLLEHUN
OCYLLECTBIISIEMON UMW OEATENBHOCTMU;

06) peknamMaumm Ha KayecTBO NPoayKLMK cnefyeT TwaTtenbHo paccMaTpmBaTh, a NMPUYMHbI
yXyALeHNs KadecTBa paccnenosaTb C MPUHATUEM COOTBETCTBYHOLLMX MeP Mo UX
npenoTBpaLLEHNIO;

B) cuctema obecneyveHnst kKauecTBa, MMerLWas OTHOLLEHMS K NpoLeccam opraHn3auuu,
nnaHMpoBaHWIO, NOPSIAKY NPOBEAEHMS N KOHTPONS UccnegoBaHMsa B 061acT OXpaHbl 340POBbS
yenoseka 1 6€30NacHOCTUN OKpYyXXatoLen cpeap;

r npaea, 6e3onacHocTb K Griarononyymne cyobLeKToB UCCIEA0BAHNS UMEIOT
nepBOCTENEHHOE 3HaYeHMe 1 LOMKHbI NpeBanuMpoBaTh Hag MHTepecammn Hayku 1 obLlecTsa.
OTBerT: peknamMaumm Ha KayecTBO NPOoayKLMK cnegyeT TwaTtenbHo paccMmaTpmBaTh, a
NPUYMHBI YXyOLWEHWs Ka4eCcTBa paccreaoBaTth C MPUHATUEM COOTBETCTBYIOLLMX MEP MO UX
npeaoTBpaLLEHUID;

17. ConocTaBbTe BUAO Hagnexalien npakTyuku n eé OCHOBHOM NPUHLMM

GDP

a) OncTpnbbloTopbl AOMKHBLI CO30aBaTh U NOAAEPXKMBATL CUCTEMY KayecTBa,
yCTaHaBNMBalLLy0 06593aHHOCTU, NPOLIECCHI M MPUHLUMbBI YIPaBAEHUS PUCKaMn B OTHOLLEHUN
OCYLLECTBAEMON UMWN OEATENBHOCTY;

6) Peknamaumu Ha Ka4yecTBO NpoayKuuKn criegyeT TwaTtenbHO paccMaTpuBaTh, a NPUYMHLI
yXyALleHns KayecTBa paccnenoBatb C NMPUHATUEM COOTBETCTBYHOLLMX MeP MO UX
NpeaoTBpPaLLEHNIO;

B) Cuctema obecneyeHns ka4yecTBa, MMetoLLLasi OTHOLLEHMS K MpoLieccam opraHmM3auun,
nNaHMpoBaHWIO, NOPSAKY NPOBEAEHMS U KOHTPONA nccrnefoBaHus B 06nacTn oxpaHbl 300pOBbs
yenoseka 1 6e30NacHOCTN OKpYyXXatoLen cpeapl;

r MpaBa, 6e3onacHoOCTb 1 Bnarononyyne cybbEKTOB MCCNEAOBaHUS UMEIOT
nepBOCTENEHHOE 3HaYeHVe 1 OOMKHbI NpeBanupoBaTh Hag MHTepecamun Hayku 1 obLlecTsa.
OTBeT: AncTprnbbioTopbl 4OMKHBLI CO34aBaTh M NOAAEPKMBATL CUCTEMY Ka4YeCcTBa,
yCTaHaBNMBaLLy0 0653aHHOCTM, NPOLIECCHI M MPUHLMMbLI YIPaBeHUst pUcKkammn B OTHOLLEHUN
OCYLLECTBMAEMON UMUN OEATENBHOCTY;

18.ConocTaBbTe BUA Hagnexaiuen npakTukm n €€ OCHOBHOW NPUHLNM:

GDP

a) OunctpnbbloTopbl OMKHBI CO3aaBaTh M NOAAEPKUBATL CUCTEMY KavyeCTBa,
yCTaHaBNMBatoLLyo 06513aHHOCTH, NPOLIECCHI U NPUHLUMbBI yNPaBNeHNa pyckamm B OTHOLLIEHUMN
OCYLLEeCTBIISEMON MU OEATENbHOCTMY;

0) peknaMaumm Ha Ka4yecTBO NPOAYKLMM cregyeT TwaTenbHO paccMaTpmBaTh, a NpUYMHbI
yXyALEeHNs KadecTBa paccnenoBaTb C MPUHATUEM COOTBETCTBYHOLLMX MEP NO UX
npenoTBpaLLEHNIO;

B) cnctema obecneyveHnst kKa4ecTBa, MMELLAas OTHOLLIEHMS K NpoLeccamM opraH1M3aumm,
nnaHUMpoBaHuto, NOPSIAKY NPOBEAEHNS N KOHTPOSS UCCreaoBaHMs B 0611acTn oxpaHbl 300pOBbS
yernoseka 1 6e30nacHOCTM OKpYKatoLLen cpeabl;



r npaea, 6e3onacHocTb 1 Bnarononyyne cybbLEKTOB UCCIeA0oBaHNS UMEKOT
NepBOCTENEHHOE 3HAYEHME N AOMKHbI NPEBANNPOBaTh Ha4 UHTEpecammn Hayku n obuiecTsa.
OTBerT: cuctema obecneyveHnst KayecTBa, MMeKLLLAs OTHOLLEHWSI K npoLeccam
opraHu3auumm, NNaHNpoBaHUIO, MOPSAKY NPOBEAEHUS U KOHTPONSA UccneaoBaHns B obnacTtu
OXpaHbl 300POBbA YerioBeka 1 6e30MacHOCTN OKpYXKatoLLen cpeapl;

19.AHanus ka4yecTBa npoaykumn n aHanun3 pucKoB BKIMKOYAKT B cebs:

a) OueHKy pucka Ans Ka4ecTBa, OCHOBbIBasICb HA HAay4YHOM MOAXOAE, onbiTe paboThl U, B
KOHEYHOM cyeTe, UCXOAA U3 3aLLMThl NoTpedbuTens;
06) aHanu3 BCEX CYLLECTBEHHbIX OTKIIOHEHMWI UM HECOOTBETCTBUM, Pe3yNbTaToB UX

paccnenoBaHus U oueHka 3EKTUBHOCTY NpeanpUHNMAEMbIX KOPPEKTUPYHOLLMX UK
npegynpexaarLmnx Mep;

B) aHanm3 BCex CeEpUIA, ANs KOTOPbIX OTMEeYeHbl OTKITOHEHMS1 OT crieumduKauun, m
pes3ynbTaToB paccriegoBaHNA 3TUX OTKITOHEHWIA;

r COOTBETCTBME MPUHMMAEMbIX MEP U CTENEHb AOKYMEHTaINbHOro opopmMIieHns npouecca
aHanusa xapaktepa pucka.

OTBerT: aHanm3 BCEX CYLLLECTBEHHbIX OTKIOHEHWUI UM HECOOTBETCTBUN, PEe3yribTaToB UX
paccrnenoBaHus U oueHka 3dEKTUBHOCTI NPeANpPUHUMAEMbIX KOPPEKTUPYHOLLMX UMK
npeaynpexaarwmnx Mep;

20.Ykaxunte cooTBeTCcTBUE

XapaKTepucTuka rotToBoro Npoaykra — a7o:

a) MNocnegoBaTenbHOCTb CTaAUN U onepaunin TEXHONOrMYEeCKoro npouecca;

6) cocTaB, onncaHune, dopma Bbinycka, NPUMEHEHNE N YCIOBUSA XPaHEHUS NIEKAPCTBEHHOIO
npenapara;

B) YepTeX NPON3BOACTBEHHOIO NOTOKA;

r) onncaHmne cnocoboB 1 ycrnoBuin paboTbl N0 CTaansiM 1 ONepaunsiM;

A) NepeyeHb NeKapCTBEHHLIX N BCMOMOraTeNibHbIX BELLIECTB C perfnaMmeHTaumen napameTpoB
KayecTBa.

OTBeT: cocTaB, onncaHve, opma Bbinycka, MPUMEHEHNE N YCIOBUSA XpPaHEHUS
nekapcTBEHHOrO npenapaTa;

21.Ykaxunte cooTBeTCcTBME

AnnapaTtypHasi cxema Nnpou3BOACTBa — 3TO

a) nocnenoBaTenbHOCTb CTaguM 1 onepauuin TEXHONOrMYeCcKoro npotecca

6) cocTaB, onncaHune, dopma BbiNycka, NPUMEHEHNE N YCITOBUSA XPaHEHUS NIEKAapCTBEHHOIO
npenapara

B) YepTeX NpoM3BOACTBEHHOIO NOTOKA

r) onncaHne cnoco6oB 1 ycrnoeuin paboTkl MO CTaansiM 1 onepauusim

[) nepeyeHb NeKkapCTBEHHbIX M BCMOMOraTeNbHbIX BELLECTB C pernameHTaumen napameTpos
KayecTBa

OTBeT: YepTex NPON3BOACTBEHHOIO MOTOKA

22 .YKkaxunTte cooTBeTCTBME

AnnapaTtypHas cxema Npou3BOACTBa — 3TO

a) nocrnegoBaTenbHOCTb CTaAun U onepauuin TEXHONOrMYEeCKOoro NpPoLEecca;

6) cocTaB, onucaHune, dopma Bbinycka, NPUMEHEHNE N YCITOBUA XPaHEHUS NIEKAPCTBEHHOIO
npenapara;

B) YepTEeX NPOM3BOACTBEHHOIO NOTOKA;

r) onucaHune cnoco6oB 1 ycnosuin paboTbl NO CTagusaM U onepauusim;

[) NnepeyeHb NeKkapCTBEHHbIX 1 BCMIOMOraTeNbHbIX BELLLECTB C perfnaMmeHTaumen napameTpos
KavecTBa.

OTBeT: yepTex NPON3BOLACTBEHHOrO NOTOKA;

23.YKkaxunte cooTBeTCTBME

M3noxeHne TeXHOMNornm4yeckoro npowecca — aTo:

a) MNMocnepoBaTeNbHOCTL CTaAUIM 1 Onepaunin TEXHONOrM4YeCcKoro npoLecca;

6) cocTaB, onncaHune, opma Bbinycka, NPUMEHEHNE N YCNOBUSA XPaAHEHUS NEKAaPCTBEHHOIO



npenapara;
B) YepTex NpOM3BOACTBEHHOIO NOTOKA;

r) onncaHmne cnocoboB 1 ycrnoBuin paboTbl N0 CTaanaM U onepaumsaM;

[) nepeyeHb NekapCTBEHHbIX 1 BCMOMOraTebHbIX BELLECTB C perfameHTaumMen napameTpos
KayecTBa.

OTBeT: onucaHne cnocoboB 1 yCnoBuin paboTbl MO CTagMaM 1 onepaumnsim;

24.YcTaHOBUTE COOTBETCTBNE TEPMUHA U €0 COAEPKAHNA:

WcnbiTaHne — aTo

a) Mpouecc onpegeneHnss COOTBETCTBUSA 3HAYEHUI NapameTpa NPoAyKTa YCTAaHOBMEHHbIM
TpeboBaHMsIM NN HOpMaM.

6) COBOKYNHOCTb AENCTBUM ANSA onpeaenieHns OTHOLEHUS OAHOM (M3MepPSIEMON) BENUYNHBI K
APYrov OAHOPOLHON BENMYMNHE, NPUHSATON BCEMU Yy4aCTHUKAMUN 3a eANHNLY, XPaHSILLYHOCS B
TEeXHUYECKOM cpeacTBe.

B) 9KCNepuMeHTanbHoe onpeaerneHne KOMYeCTBEHHbIX 1 (M) Ka4eCTBEHHbIX XapaKTepUCTUK
CBONCTB 06beKTa NCMbITaHUN.

OTBeT: 3KCnepMMeHTanbHoe onpeaeneHne KoNM4YeCcTBEHHbIX U (M) Ka4eCTBEHHbIX
XapaKTepPUCTUK CBONCTB 0OBbEKTA NCMbITAHUA.

25.YcTaHOBMTE COOTBETCTBME TUMNA aHANUTUYECKON METOOWKN U Er0 XapakTepPUCTUKM:
McnbiTaHna no nokasaTernto KadecTBa «MaeHTUduKaumay - ato

a) npegHasHaveHbl Ans N3MepeHus cogepXaHnsa aHanuTa B nNpooe;

6) MOXeT NPoOBOAUTLCA Kak B BUAE KONMMYECTBEHHOIO M3MEPEHUS, TaK U B BUAE UCMbITaHUSA Ha
npeaensl cogepXxaHus;

B) NpeaHa3HayeHbl Ans NogTBepXKAeHMst NOANMHHOCTU aHanuTa B obpasue.

OTBeT: NpeaHasHaueHbl 41s NoATBEPXKAEHMS NOANIMHHOCTN aHanuTa B obpasue.

26.YKaxunte cooTBETCTBUE

XapakTepucTuka roToBoro npogykra — a7o:

a) MNocnegoBaTenbHOCTb CTaAUN U onepaLnin TEXHONOMMYECKOro npouecca;

6) cocTaB, onncaHune, dopma BbiNycka, NPUMEHEHNE N YCITOBUSA XPaHEHUS NIEKAapCTBEHHOIO
npenapara;

B) YepTeXX NPOU3BOACTBEHHOMO NOTOKA;

r) onucaHne cnocoboB 1 yCnosun paboTbl MO CTagusaM 1 onepaumsm;

[) NnepeyeHb NeKkapCTBEHHbIX M BCMOMOraTesbHbIX BELLECTB C pernameHTaumen napameTpos
KayecTBa.

OTBeT: cocTaB, onncaHne, opma Bbinycka, MPUMEHEHNE N YCIOBUSA XpaHEHUS
neKkapCTBEHHOIO npenaparTa;

19.3.3 MepevyeHb NpPUMEPHbLIX TECTOBbLIX 3afaHUMA MNOBbIWEHHON cnoxHocTu (TekyLwas
aTrecTauus)

1.Cneumndukaumns — aTo:

OTBert: [JokymMeHT, cogepxalumi TpeboBaHma K MaTepmanam n npoaykram, UCnonb3yemMbiM Unm
nonyyaemMbiM Npu NPOU3BOACTBE, ABNAIOLNNCA OCHOBOW A5 OLIEHKM KayecTBa NeKkapCTBEHHbIX
cpencTs.

2.Jlrobon maTepwman, B3ATbIN U3 TECT-CUCTEMbI 115 U3YYEeHUs, aHann3a unm XpaHeHust — aT1o:
OtBeT: Ob6pasey

3.MeToabl 1 BUAbI AEATENBHOCTN ONepaTUBHOIO xapakrtepa, UCnosibdyemMble AN BbIMOMHEHNS
TpeboBaHM MO KaA4yeCTBY M HanpaBliEHHblE Ha YyrNpaBreHWe MpPOLLEeCCOM, YCTPaHEHUE MPUYMH
Hey4OBMNETBOPUTENBHOMO OYHKLMOHMPOBAHUS Ha BCEX 3Tanax XM3HEHHOro Lukna npogykumm —
370!

OTBeT: YnpaBneHne Ka4eCTBOM

4.0ueHKa 1 OOKYMEHTMPOBaHWE NOATBEPXKAEHMS COOTBETCTBUSA MPOU3BOLACTBEHHOrO npoLecca
M KadecTBa NPOAYyKTa, yCTaHOBMNEHHbIM TpeboBaHmam GMP, aTo:

OTBeT: Banuaauus

5.[lokyMeHTaneHO O(opMIeHHOe onncaHve onepauun, nognexawmx BbINOSIHEHUIO, Mep
NpegoCcTOPOXHOCTU U MEepOonpUATUR, NPAMO UM KOCBEHHO OTHOCALIMXCA K NPOU3BOACTBY



MPOMEXYTOYHON NpoAyKUUW, hapmauleBTUYeCcKon CybCTaHLUMN UM nekapcTBEHHONo CpeacTsa
aTo:

OTBeT: npoueaypa

6.[lanTe onpeneneHne cUCTemMe KayecTea:

OTBeT: COBOKYMHOCTb BCEX AMEMEHTOB CUCTEMbI, HanpaBneHHON Ha BHeApPEeHWE NOMUTUKN B
obnacTu kayecTBa 1 obecneYyeHuns JoCTKeHUs Lenen B obnactu kayectsa

7.[JOKyMEHT, KOTOpPbIA ONMUCbIBaAET Lenu, An3anH, MeTOLOMOrni, CTaTUCTUYECKMe acnekTbl U
opraHmsaumio uccnegoBaHus -3T1o:

OTBeT: NpoTOKON

8.006pasel, B OKOHYATENbHOM YyNakoBKE, OTOOPaHHbIA U3 Cepun roTOBON NMPOAYKUUKN, KOTOPLIN
XPaHAT B LeNsiX NOATBEPXKAEHUA WOEHTUYHOCTUN — 3TO:

OTBeT: ApxnBHbI 06pasey

9.KOHTpOnbHbIE N apxMBHbIE 06pa3sLbl XPaHAT Kak MUHUMYM:

OTBeT: B Te4eHne Cpoka rogqHoOCTM CepUn 1 rod Nocne UCTeYeHnss cpoka rogHOCTU
10.PykoBoauTeny nponssoacTea 1 NoApa3genieHnsa KOHTPOMs KavyecTBa AOSKHbI OblTh:

OTBeT: He3aBNCUMbI Apyr OT Apyra.

11.0OpraHnsaums Npom3BoACTBa M KOHTPOMS Ka4yecTBa NIeKapCTBEHHbIX CPeACTB-3TO

OTBeT: 4acTb ynpaBfeHUs KadeCcTBOM, KOTOpasi rapaHTMpyeT, YTO MpoAyKUMS MOCTOSIHHO
NpoM3BOANTCA UM  KOHTPONMpyeTca No CTaHdapTaM KayecTBa, COOTBETCTBYHOLUM ee
npegHasHavyeHuo, a Takke B COOTBETCTBMM C TpeboBaHMAMW pPerncTpaumoHHOro A0Che,
NPOTOKOMA KIMMHUYECKMX MCCNnegoBaHni 1 cneundmkaunm Ha 3Ty NPOAYKLMIO.

13.KoHTponb KayecTBa - 3TO

OTtBeT: oT60Op nNpob, MpoBegeHME WCMbITAHWIA, MPOBEPKM HA COOTBETCTBME TpeboBaHMSM
cneumdukaummn, a Takke npoueaypbl opraHm3aunm, JOKYMEHTUPOBAHNS U Bblgaun paspeLueHms
Ha BbIMYCK.

14. PerynspHoe npoBedeHne o0630pa KadecTBa BCEX MNPOU3BEAEHHbIX JEKAPCTBEHHbIX
npenapaToB, B TOM 4YMCrle NIeKapCTBEHHbIX MpenapaToB, U3roTOBMASIEMbIX TONIbKO Ha 3KCMOPT, C
Lenblo NoaTBEPKAEHMS MOCTOSHCTBA MMEKOLWErocsa npouecca, COOTBETCTBUSA OENCTBYHOLLMM
cneumduKkaumMamM Kak Ha MCXOOHOE Cbipbe, TaK M Ha rOTOBYH MPOAYKUMIO, ONS BbISBEHWS
TEHOEHUUN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLleHMs NpoAayKumMm 1 npolecca — 3To:

OTBeT: O630p Ka4yecTBa NPOAYKUUM

15.HanTtu cooTBeTCTBME:!

[lOKyMeHTbI, COMpPOBOXAAKLWME  BbINOSIHEHWE  KOHKPETHbIX  3aJaHui, MNPOEKTOB  UNK
paccrnefoBaHuii 1 oTpaxarowme pesynbTaThl, BbIBOAbI U pEKOMeHAaLMN — 3TO:

OtBeT: OTYeThI

16.[JOKyMeHTbI, OUKCUPYIOLWME BbINONHEHUE pPasnUYHbIX OEACTBUA ONA [oKa3aTerbCTBa
COOTBETCTBMSA UHCTPYKUMAM, HANpUmep, MepONpUATUIA, NPOUCLLECTBUI, paccrnefoBaHni — 3TO:
OTBer: 3anucu

17 . [JOoKyMeHTbI, coflepXallne ykasaHus rno npoBedeHUIo U peructpaumm otTaenbHbIX onepauui
— aT0:

OTBer: [1poToKOnbI (NnaHbl)

18.CocTtaB, onucaHue, opma Bbinycka, NMPUMEHEHNE U YCINOBUS XPaHEHUSA NEeKapCTBEHHOro
npenapata— 3T0:

OTBeT: XapakTepucTuka roToBoro npogykra

19.YcTaHoBUTE COOTBETCTBME TEPMUHA N €r0 COAEPKAHUS:

3KCMepuUMeHTanbHoe onpeaeneHne KONMYECTBEHHbIX U (MNM) KayeCTBEHHbIX XapaKTepUCTUK
CBOMCTB 06bEKTA UCMbITAHUN — 3TO:

OTBert: /cnbiTaHne

20.K 065a3aHHOCTAM pYyKOBOACTBA MUCMbITaTENbHOW NabopaTtopum HE OTHOCUTCS:

OTBert: pa3spabotka COIll n nx BHegpeHne B ncnbliTaTtenbHon naboparopun, cuctemaTnyeckas
npoBepKa Ux cobnogeHuns.

21.Komnnekc gencrasnn, HeobxoaMMbIX ANs NosyYyeHnst roTOBOro NpoAyKTa -aTo:

OT1BeT: TexHonornyeckmin npowecc

22.3BEHO TEXHOSIOrM4YeCcKoro npouecca, NnoslydeHne NPOMEXyTOYHOro (KOHEYHOro) npogykra -
aTO0:

OTBeT: TexHonornyeckasa cragus



23.OnemeHTapHas YacTb TEXHOMOrMYECKOM cTagun, BbiMoriHAeMas 3a OA4uH nNpuem OTAENbHbIM
onepaTtopoM unu paboTHUKOM - 3TO:

OTBeT: TexHonornyeckas onepaums

24.CpaBHeHWe TeopeTU4ecknm BO3MOXKHOMO W MNPaKTUYEeCKM MOMydYeHHOro BbIXxoda rOTOBOMO
npoAykTa - 3T0:

OTBeT: MaTepuanbHbIi 6anaHc

25.0npegeneHHoe KonuyectBO OAHOPOOHOrO FOTOBOrO NPOAYKTa, W3roTOBMEHHOro 3a OAWH
NPOM3BOACTBEHHbIN LIMKIT NPU MOCTOSAHHbBIX YCIOBUSIX-3TO:

OTtBeT: TexHonornyeckas cepus

27 .BcnomoraTternbHble BELWeCTBa, BUA NEKapCTBEHHOM (hOPMbI 1 NYTU BBEAEHUS,
hapmaueBTMYECKAs TEXHONMOrns, U3MKO-XMMUYECKME CBOWCTBA NEKAPCTBEHHbLIX BELLECTB,
XnMmnyeckas mogudukaums selectsa — aT70:

OTtBeT: PapmaueBTUveckme akTopsbl

28.CooTBeETCTBME NEKAPCTBEHHOrO cpeacTBa TpeboBaHWAM dhapmakonenHowm ctaTbu Nubo B
cny4ae ee OTCYTCTBUSA HOPMaTUBHOM AOKYMEHTaUUM Uinm HOPMaTMBHOIO JOKYMEHTa - 3TO:
OTtBeT: KauyecTBo NekapcTBEHHOro cpeacTaa

29.XapaKTepucTunka NekapCcTBEHHOrO cpeacTBa, OCHOBaHHAs Ha CPaBHUTENbHOM aHanunse ero
3PPEKTMBHOCTUN M pUCKa NPUYNMHEHNS Bpeaa 340p0BbI0 — 3TO:

OTtBeT: Be3onacHOCTb NekapCTBEHHOro cpeacraa

30.Xapaktepuctmka CTENEHW MNONOXUTENbHOMO BIIUSHMSA JIEKApCTBEHHOrO npenapata Ha
TeyeHne, NpPoaOIMKUTENBHOCTL 3aboneBaHns UnM ero npegoTBpalleHne, peabunutaumio, Ha
COXpaHeHue, NpegoTBpaLleHne nnu npepbisaHne 6epeMeHHOCTN — 3TO:

OTtBeT: OdPEKTUBHOCTL NNIEKAPCTBEHHOIO Npenapara

31.CnocobHOCTb  NEKapCTBEHHOrO CPEeACTBa COXpaHATb CBOM  (DM3UKO-XMMUYECKME W
MUKpoburonormyeckme CBOMCTBa B TedeHne onpeaeneHHoro BpeMeH C MOMEHTa ero Bbinycka —
aTO0:

OrtBeT: CTabunbHOCTb

32.Ha kakux npmbopax ocyuiectBnseTca Tect «PactBopeHne» Ans TBEpPAbIX NeKapCTBEHHbIX
dopwm cornacHo AH:

OTBeT: BpallaLwasaca KOp3nHKa, lonacTHasi MeLlarnka, NpoToYHasa syenka

33.Tect «PacnagaemocTb» And TBEpPAbIX SiekapCTBEHHbIX hopM cornacHo [P ocylecTenseTca
Ha npubope Tuna:

OTBeT: kavaloLaacsa Kop3nHKa

34. Ykaxute, Ons 4ero wucnonb3yeTcsa cnegywuwiee obopyooBaHuMe B OLEHKe (Ou3MKo-
XUMNYECKNX N TEXHONOMMYECKNX CBONCTB ChIMy4nx MaTepunanos:

OTBeT: onpegeneHne coiny4ecTu
35. Ykaxute, KakoM nokasaTenlb Npu OLEHKe KayecTBa TabneTok MO3BONSeT onpeaensitb
cnepgyouwee obopyaosaHue:
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OTBeT: pacnagaemocTb TabneTtok

36.Kakoe obopynoBaHmne n3o06pakeHo Ha pUCyHke?

|
OtBer: BpallarLandaca KOp3nHKa

===F1

37.MpaBuna Hagnexalen NpoM3BoACTBEHHON NPaKTUKM YyCTaHaBNUBAKT TpeboBaHus:

OTBeT: K opraHuM3auun nNpomM3BOACTBA U KOHTPOMS KayecTBa NEKapCTBEHHbIX CpeacTB Ans
MeOULMHCKOrO NPUMEHEHNST 1 BETEPUHAPHOIO NPUMEHEHMS.

38.MpaBuna Hagnexalien NnpoM3BOACTBEHHOW NPAKTUKM PacNpOCTPaHAIOTCS Ha:

OTBeT: BCe BNAbI NIEKAPCTBEHHbIX CPEeACTB

39. Obwee noHATME, ucnonb3yemoe A 0603Ha4YEeHM UCXOOHbIX MaTtepuanos, PpeakTUBOB U
pacTBopuTenen, npegHasHayYeHHblX AN NPOM3BOACTBA MPOMEXYTOYHOM NPOAYKUUW UK
dapmaueBTUYECKON cybcTaHumn

OTBeT: cxoaHoe cbipbe

40. JencTteuna, yaoocToBepsowMe W noaTsepxaatowime [OOKYMEHTanbHO TOT dpakT, 4To
obopynoBaHMe unM  BCMOMOraTefibHble CUCTEMbl CMOHTMPOBaHbI  AOSMKHbIM  0Opasom,
NpaBUNbHO PYHKLUMOHMPYIOT U ENCTBUTENBLHO NPUBOASAT K OXXMAAEMbIM pedynbTatam

—37T0:

OTBert: KBanudgukaums

41. 3oHa, NOCTPOEHHass W akchnyaTupyemasa Takmm o6pa3om, 4Tobbl KOHTPONMpoBaTb
BO3MOXHYI0 KOHTaMMHaUMIO W CryvyanlHoe pacrnpoOCTPaHEHME >KMBbIX MUKPOOPraHU3MOB,
KOTOpasa 3KChnyaTupyeTcss npyv OTpuUUaTENbHOM [AaBMEHUU MO OTHOLUEHUIO K CMEXHbIM
KnaccuuumMpoBaHHbIM NMOMELLEHUAM U NO3BONSeT 3PEPEKTUBHO YCTPaHATb He3HauYUTENbHbIE
KONMMYeCcTBa HaxoOsAWMXCA B BO3[AyXe WCTOMHWKOB KOHTaMuHauuu, Mpu 3TOM CTeneHb



OCYLLECTBIIIEMOro KOHTPOMs 3aBUCUT OT BUAA MUKPOOpraHuama, UCrosib3yemoro B npouecce —
3TO:

OTtBeT: KOoHTpOnupyemas 3oHa

42. KoHTpornb, BbLINOMHAEMbIN B XO4e TEeXHOMOrM4yecKkoro npouecca C LUenbl MNpoBepKu
COOTBETCTBUS MPOMEXYTOYHOM MNPOAYKUMM U (MNun) nNpoaykumm 3agaHHbiM TpeboBaHUAM, no
pesynbTaTaM KOTOPOro MOXET BbIMOMHATLCS KOPPEKTMPOBKA MapamMeTpoB TEXHOMOrMYecKoro
npouecca — 3T0:

OTBeT: KOHTPOSIb B NpoLIecce NPoM3BoaCTBa

43. COOTHOLWEHNE MexXay KONMMYEeCTBOM MPOAYKLUMU UK MaTepuarnos, KOTOPOE TeopeTU4ecKu
MOXeT MCMNOoNb30BaTbCA B MNPOU3BOACTBE W MOMyvaTbCsd B pesynbTate Mpou3BOACTBA, U
KONUYeCTBOM MPOAYKUUN UK MaTepmnanos, dakTUYECKM UCMOMb30BaHHbIM B NPOU3BOACTBE U
haKTMYeCKM NMorlyYeHHbIM B pesynbTate Npou3BOACTBa, C y4ETOM AOMYCTUMbIX OTKNOHEHUA —
370!

OT1BeT: MmaTepuanbHbii 6anaHc

44, YacTtnyHo 0bpaboTaHHOE MCXOOHOE Chipbe, KOTOPOE OOIMKHO MPOMTK nocnegyowme cragmm
NPoOn3BOACTBA Npexae, YeM OHO CTaHEeT HepacdacoBaHHOM NPOAYKUNEN — 3TO:

OTBeT: NpoOMEeXyToYHast NPOAYKUNS

45. [lokymeHTanbHO OdOpPMIIEHHOE OMMUcaHWe onepauun, nognexawux BbIMOSIHEHUID, Mep
NPEeAOCTOPOXKHOCTM U MEpONpUATUIA, NPSMO UMM KOCBEHHO OTHOCSLUMXCA K NPOW3BOACTBY
NPOMEXYTOYHOWN NPOAYKLMKN, hapMaLeBTUYECKON CyOCTaHLMM N NeKapCTBEHHOrO cpeacTea —
370!

OTBeT: npoueaypa

46. MNepeyeHb MUCMbITAHUI, CChINIOK HA aHaNUTUYECKNEe METOOMKN N KpUTEPMEB NPUEMITEMOCTH,
npeacTaBnaWmMx cobor YMCNOoBble T[paHWUbl, WHTEpPBanbl WNWM Apyrne Kputepun Ans
COOTBETCTBYIOLMX UCMbITAHUI - 3TO:

OtBeT: cneundurkaums

47. Jlobon wmaTepuan, WCNONb3yeMbld MpU  YyNaKkoBKe JIEKAPCTBEHHONO CPEACTBa,
hapmaueBTMYECKOM  CyOCTaHUMM WU NPOMEXYTOYHOM  MPOAYKUMM, Kpome  niobon
TPaHCNOPTHOW Tapbl AN XpaHEeHUS, TPAHCNOPTUPOBKU MU OTIPY3KM - 3TO:

OTBeT: ynakoBOYHbIN MaTepuan

48.YnakoBo4yHble MaTepuarbl NOAPA3AeNaTCs Ha:

OTBeT: NepBUYHbIE U BTOPUYHBIE

49.Annapat npegHasHa4veH ans ...

I

OTtBeT: CnnaBneHnst BELWECTB

50.Ha pucyHke nsobpaxeHo:
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51. Kakoe obopygoBaHne mn3obpaxeHo Ha PUCYHKE?
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OTBeT: annapaTHas yCTaHOBKa 411 CEBAOOXKMKEHMS
52. Kakoe ob6opyaoBaHune nsobpaxeHo Ha pUCyHke?
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OTBeT: YCTPONCTBO AN rpaHyNMPOBaHNA pacniaBoB C TBEPAbIMU BKIIOYEHUAMMN
53. Kakoe obopygoBaHue n3o6pakeHO Ha PUCYHKe?

OTBeT: BpémaTeano - BUOpaLUNOHHOE CUTO
55. Ha pucyHke nsobpaxeH npouecc:

OTtBeT: TabnetnpoBaHue
56. Kakoe obopygoBaHue n3o6pakeHO Ha PUCYHKe?



OTtBet: AnnapaT Ans HAaHEeCeHWs MOKPLITUIA Ha TabneTku

19.3.4 NMepeyeHb BonpocoB ([pomexyTo4yHasa aTtrecTtauus)

1. FoTOBble neKkapCTBEHHble cpeacTBa B JieKapCTBEHHOM 0GecneveHMn HaceneHus.
MpevmyllecTBa MPOMBILLNIEHHOrO Mpou3BoAcTBa nekapcTB. CoBpeMeHHast  CTpykTypa
hapmaueBTUYECKMX NpeanpusTUi.

2. 3akoHoaaTernbHble OCHOBbI HOPMUPOBAHWS MPOU3BOACTBA fNlEKapCTBEHHbIX NpenapaTos.
GxP npaktukn.

3. MpaBuna opraHmMsaunm NpoOn3BOACTBA U KOHTPONSA KayecTBa feKapCTBEHHbIX CPeacTB
(GMP) B P®. UcTopusa cosgaHnsi 1 OCHOBHbIE pa3aerbi.

4, Mopsagok yTBepXKAEHUSA N paspeLueHne K MPUMEHEHNI0 HOBbIX JIeKapCTBEHHbIX CPeACTB B
Po.

5. HopmupoBaHue kayecTBa roToBbIX JIEKAPCTBEHHbIX CPEACTB.

6. dapmaueBTUdeckne akTopbl U UX BAUAHWE Ha TepaneBTUYECKY 3PPEKTUBHOCTb
nekapcTB.

7. 3HayeHne nekapCcTBEHHOM (OPMbl M TEXHOMNOMMM €€  U3FOTOBMEHUS  Kak
hapmaueBTUYECKMX (DaKTOPOB, BAUSIOLWMNX HA BUOAOCTYNHOCTL NIeKapCTB.

8. MpON3BOACTBEHHbIV perfnaMeHT Kak OCHOBHOW TEXHOMNOrMYecknin AokymeHT. CTpyKTypa,
BUAbI 1 NOCNeAoBaTENbHOCTL pa3paboTkn pernaMmeHToB.

9. MpounsBoacTBeHHasa TepmuHonorna. MaTtepuanbHbii 6anaHc, ero CyLWHOCTb U 3Ha4YeHune.

10. XapaKkTepucTuka OCHOBHbLIX MPOU3BOACTBEHHbIX MpoueccoB. O6WMe mnoHATUS o
MalLMHax 1 annapaTax.

11. XapakTepucTuka npouecca wuaMmenbveHusi. Bugbl wunamenbuveHuss. OcobeHHoCcTH
n3mMenbyYeHns TBepabix Ten.

12. TeopeTudeckne OCHOBbI M3MenbyeHnda. Crnocobbl M3MernbyYeHuss U Krnaccudumkaums
N3MenbYaoLLnX MaLUVH.

13. YCTpPOMNCTBO M MNPUHUMN OENCTBUS MalUMH AONS CPeAHero U MENKoro WM3MenbYeHus:
napesbiBaroime, pasgaBnuearoume MaLLVHbl, yAApPHO-LEHTPOGEXHbIE MenbHULLbI
(oucmembpatop, aesnHTerpartop).

14. YCTPONCTBO M MAPUHUMN OEWCTBUS MALUMH ANS TOHKOrO M3MenbyeHus: 6apabaHHble
MenbHULbI.

15. YCTpONCTBO M NpUHUMN  OENCTBUA BUOPALNOHHBIX W CTPYWHbIX MENbHUL, Ons
CBEPXTOHKOro N3Mesib4eHMs.

16. CutoBasa knaccudukaumsi maMenbdeHHbIX MartepuanoB. Cuta U CUTOBOM aHanus.
dakTopbl, BNIUAOLLNE HA NPON3BOANTENBHOCTb U 3(P(PEKTMBHOCTL NpOocCenBaHNS.

17. YCTpOMNCTBO M NpUHLMN paboThl BpaLlaoLWmMXCH, KavaroLwmxcsa n BUOpaLMOHHbIX CUT.

18. MepemewmBaHve B hapMaLeBTUYECKON TEXHONOrMN. @akTopbl, BNUSAIOLWNE HA KAa4eCTBO
cmelwwmBaHms. CmecuTtenu ¢ BpaLlatoLLMMCcs KOPNyCoOM MU YePBAYHO-I0NacTHbIE.

19. YCTpOMCTBO U  NpUHUMN  paboTbl CMecuTenerh C MNCEBAOOXKMKEHNEM  CbiMy4vero
MaTepuana un ¢ BpaLlatLLMMCs KOHYCOM.

20. XapakrtepucTnka TabneTok Kak NekapcTBeHHon opMbl. OCHOBHbIE TEXHOMOrM4Yeckmue
CcxXeMbl NPoM3BOACTBa TabneTok.



21. BcrnomoraTenbHble BELECTBA U UX HAa3HayYeHWe B NPOM3BOACTBE TabreTok.

22. ®PU3NKO-XMMUYECKME W  TEXHOMOTMYeckMe CBOWCTBA CbiNydMx MatepuanoB Ans
TabneTMpoBaHMsa U MeTOAbI X OnpeaeneHus.

23. Llenn n cnocobbl rpaHynnpoBaHna. YCTPOUCTBO M NpuHLUMN paboTbl o6opyaoBaHusa ans
BMaXXHOro rpaHynMpoBaHus: onepaunm CMeLUMBaHUSA U yBIaXHeHUsA. [paHynaTopbl, NpUHLMN
paboTbl.

24.  YCTpPOWMCTBO U MpUHUMN paboTbl LEHTPOOEXHOro M BbICOKOCKOPOCTHOrO CMecuTenem-
rpaHynaTopoB.

25. Cywwka n onygpvBaHue rpaHyndara. YCTPoONCTBO M NpUHLMN geicTBus cywmnnok Tuna Crl-
30.

26. CTpyKTypHOE rpaHynupoBaHve B MNCEBLOOOXWKEHHOM croe. YCTPOWUCTBO W NpUHLMN
paboTbl 06opynoBaHus (CI-30).

27. CylHOCTb MeToda CTPYKTYPHOrO rpaHyfiMpoBaHUSA pacnbiUTeSbHbIM BbICYLLUMBAHUEM,
ero otTnnuuTenbHble ocobeHHocTn. O6opyaoBaHue.

28. Cyxoe rpaHynupoBaHue. BcnomoratenbHble BewecTBa, CyLWHOCTb MeToga, YCTPONCTBO
n NpuHUun paboTbl 060pynoBaHMS.

29. AHanus rpaHynaTta, Metogbl M npubopbl. BrnvsHue cnocoba rpaHynupoBaHuA
TEXHONOMMYECKMNX XapakTePUCTUK rpaHynaTa Ha Ka4yecTBo TabneTok.

30. Buapbl TabneTouHbIX MaLUUH, NX YCTPONCTBO M NPUHLMN paboTbl.

31. Mpsimoe npeccoBaHue TabneTok.

32. TabneTtkn nokpbiTble 06onovkon. Llenn HaHeceHus MNOKPLITMA, MX BUObl MU METOAbI
HaHeceHus. BcnomoratenbHble BewwecTBa, UX HasHayeHne n accoptumeHT. ObopyaoBaHue.

33. TexHOonorn4yecknii NPoLecc HaHeCeHNa ApaXXMpoBaHHbIX MOKPbLITUA U BCNOMOraTenbHbIX
BeLecTB. CyCNeH3NOHHbIM MeToa ApaXnpoBaHus.

34. Buabl 1 TexHoOnorms HaHeceHus MMeHOYHbIX OBorfiodek Ha TabneTknm W rpaHysbl.
Pacteoputenn. ObopyaoBaHue. Jkonormdeckue npobrnemei.

35. XapakTepucTmka HanpecCoBaHHbIX NMOKPbITUA Ha TabneTkn n TEXHONOTNSA UX HAHECEHMS.
MpenmyiecTsa n HegOCTaTKN NOKPbLITUN.

36. MHorocnoviHble n KapkacHble TabneTku. TputypaumoHHble TabneTkn. BcnomoraTenbHble
BellecTBa. TexHOMNornsa npoM3BoaCTBa.
37. OueHka kayecTtBa Tabnetok no ' XIV. NokasaTtenun ka4yecTsa, MX HOPMbI 1 NPUBOPBI.

38. [paxe kak nekapcTBeHHasi opma. XapaKTepucTuka, TEXHONOrnm4yecknin mnpouecc
Npo13BOACTBA, NOKpbITUE 060noYKamun, oLeHKa kadecTBa, ynakoska. HomeHknaTtypa.

39. MpaHynbl Kak rekapcTBeHHast popma. XapakTepucTuka, TEeXHOSTIOrMYecKMn npouecc
NpoM3BOACTBA, OLeHKa kavyecTBa, (pacoBka n ynakoBka. HomeHknaTypa.

10. XapaktepucTMka OCHOBHbIX MNPOU3BOACTBEHHbLIX MpoueccoB. OO6WMe MNOHATMA O
MalLMHax v annaparax.

11. Xapakrepuctvka TennoBblX MNPOLECCOB W  TENMOHOCUTENEN. Tennonepenaya.
TennonpoBogHocTb. KoHBekuud. JlyyeucnyckaHue. CRnoXHbin TennoobmMeH u  ypaBHEHue
Tennonepeaayun.

12. XapaktepucTvka BOASIHOTO napa Kak TenroHocuTensa. HarpeBaHue «OCTpbIM» U
«FIYXUM» NapoM.

13. Obwasn xapaktepucTuka TennoobmeHHbIX annapaToB. [laposble pybaliku. Tpybuatbie
TEennoobMeHHNKM, YCTPONCTBO M MPUHLUUN paboTbl.

14. OxnaxgeHne M KoHOeHcaums B papmaleBTUYecKoW TexHonoruu. Llenn n metogbl.
Annapartypa.

15. BbinapuBaHve B hapmaueBTU4ECKON TEXHONOMMW. XapakTepucTmka npouecca u metoapl
BblnapvBaHuA. BeinapmeaHue nog Bakyymom. MNpuHumMnnansHblie CXxeMbl YCTaHOBOK.

16. XapakTtepucTvka BakyyM-BbiNapHbiXx annapaToB. «LleHTputepm». MoboyHble sBneHus
Npun BbiNapuBaHUw.

17. Cnoco6bl CyLLUKW: KOHTaKTHas, KOHBEKTMBHas, cneuunarnbHas.
18.  TeopeTuyeckme OCHOBbI CyLikU. PopMbl U BMAObI CBSA3M Brnark ¢ matepuanom. Ctatuka
CYLLIKW.

19. CeowcTtBa BnaxHoro Bosgyxa. KuHeTtuka cywkn. ®aktopbl, onpegenstowme npoLecchl
CyWKu (guarpamma).

20. KamepHbie 1 neHToYHble Cywmnnkn. CyLUUKK C NCEBOOOXKUKEHHbBIM CrloeM. YCTPONCTBO,
NPUHUUN SENCTBUS, NPenMyLLLecTBa U HegocTaTku. MNpumeHeHne.



21. Cywwunkn pacnblnuTernbHble, BaKyyM-CylUmbHble LWKadbl W BanbLOBble BaKyyM-
CYLIMIKKN. YCTPOWCTBO, NPUHLMN OENCTBUS, NPUMEHEHME, NPENUMYLLLECTBA U HEOOCTaTKW.

22. Cnocobbl cywkn TepmonabunbHbiX BelwlecTB. JInogunbHas cywka. PaguaunoHHas wm
BbICOKOYACTOTHas CyLUKa. YCTPOMUCTBO U NpuHUmMN paboTbl o6opyaoBaHus.

23. MeguumHcKkne kancynbl. XapaktepucTuka. Tunbl Kancyn M ux HasHadeHune. OO6was
TexHornorm4yeckas cxema npounssoactea. [purotoBneHme xenaTMHOBOW MaccChl.

24. MeToabl NonyyeHust XenaTUHOBLIX Kancyn (MorpyxeHue, npeccoBaHue, KanemnbHbIn).
O6opynoBaHue 1 NpuHUMN ero paboTbl. CpaBHUTENBHASA XapakTepucTmka METOAOB.

25. XapakTtepuctmka oparbHbiX TabreTok: pacTBOPMMbIX BO PTy, GbICTpOpPacTBOPUMbIX U
NMOUNM3NPOBaHHbIX  AUCKOB.  TEXHOMOrMYyeckuin npouecc W annapatypHass cxema
npou3BoAcTBa TabneTtok: OykkanbHbIX, ANs paccacbiBaHUs, ObICTPO pacTBOPSAOLLMXCS,
CybnuHreanbHbIX, AMCreprupyemblix B MOMOCTM pTa, pacnagalrwuxcss B pPOTOBOW MOSOCTH,
XeBaTenbHbIX; NTMOUNN3NPOBAHHBLIX ANCKOB

26. Xapaktepuctvka TabneTtok, NpMMEHsIEMbIX MOCMe npeaBapuUTENbHOrO NPUroTOBMEHUS
pacTBopa WUnu CycrneH3nn. TexHONOorm4eckun npouecc TabneTtok pacTBOpMMbIX, TabneTok Ans
M3roTOBNEHNS Kanefb, LWWNy4nux W gucneprupyemblx TabneTtok. AnnapatypHas cxema
npounssoacTea. OLeHka KavyecTBa

27. Xapakrtepuctnka Tabnetok ¢ MoauduuMpoBaHHbIM  BbiCcBOOOXAeHMEM. MeTonbl
mMoaudukaLumMm BbICBODOXOEHNA NEeKapCTBEHHOrO BellecTBa: (buandeckme, XMMUYECKME,
TexHonormyeckme). TexHonormdeckui npouecc TabneTtok-panva, KueYHOPacTBOPUMbIX,
MHOrodasHbIx, panug petapa.

28. XapaktepucTnka TabneTok C KOHTPONMpPYEMbIM BbICBOOOXAEHWEM (MnaBarowine, C
MUKpOKarncynamm) u npOSIOHrMPOBaHHbIX (TabneTku peTapd, KapkacHble, MHOrOCIOMHbIE,
UMNNaHTUpyemble, Unn geno). TeXHONOrnm4yeckun npouecc Tabnetok ¢ MoanUUMPOBaHHbLIM
BbICBODOXAEHNEM M ero annapaTtypHoe conpoBoxaeHue. CTaHgapTmsaums u HOpMUpOBaHWE
KayecTBa.

29. TepaneBTUYECKME CUCTEMbI [OOCTaBKW JIE€KAPCTBEHHbIX BeLEecTB (OCMOTUYECKM
aKTMBHas TepaneBTMYEeCKasi CUCTEMa, racTPOPETEHTUBHbIE NEKapCTBEHHbIE  OpMbl,
nekapcTBeHHble (bopMbl Aeno).

30.MeToabl nony4eHns TBEPAbIX XenaTuHoBbIX kancyn ObopyaoBaHne u NpUHLMN ero paboTsbl.
CpaBHUTENbHAA XxapakTepucTnka MeToaoB.

31.MeTogbl NonyyYeHUss MArkUX xxenatuHoBbIX kancyn O6opyaoBaHue v NpuHUMN ero paboTbl.
CpaBHuTenbHasa xapakTepucTnka MeTogoB.

19.3.5 MpuMep KOHTPONBLHO-U3MEPUTENBLHOro MaTepuana ( Tekylas aTrecrauus )

KoHTponbHO-n3amepurtenbHbii matepman Ne_1_

1. Oxapakrepusynte npouecc nsamernbyeHus TBeEpAbIX MaTepuanos: fanTe onpeaeneHne n
BuodapmaueBTUYECKYO XapakTepuCTUKy npouecca, npuseauTe npuMmepsl
MCNOMb30BaHNA N3MeNbYeHMs Kak OCHOBHOMO U BCMOMOraTernbHOro npowecca.
[MpuBeauTe NpuMepsbl 1 NOACHUTE NPUHLMN AEUCTBUSA Hauboree YacTo UCMOoSb3yeMoro
obopyaoBaHus.

2. [pynnbl BCoMoraTenbHbIX BELLECTB B MPOU3BOACTBE TabneTok. X (pyHKLMOoHansHoe
Ha3HayeHVe U HOMeHKnaTypa.

KoHTponbHO-uameputenbHbii matepuan Ne_2

1. TMpouecc TabnetTnpoBaHus cbinydnx matepuanos. Ob6Lasa xapakTrepmcTmka
npouecca. OCHOBHbIE Teopun TabnetTupoBaHus. Kputudeckne napameTpbl
npouecca.



2. TlMokpbiTne Tabnetok obonovkamn. CpaBHUTENBbHAA XapakTepucTuka MeTodoB
HaHeCeHUs MOKPbITUN.

19.3.6 MpuMep KOHTPONBLHO-U3MEpPUTENBLHOro MaTepuana ( NPoMeXyTo4YHasi aTTecTauus )

KoHTponbHO-u3mMepuTtenbHbin Matepuan Ne_1_

1. OxapakTepusyinte nNpoLecc U3MernbYeHns TBeEpAbIX MaTepuanos: ganTe
onpeneneHve n buodapMaLeBTUYECKYIO XapakTepuCTUKy npouecca, npueeaute
NpUMepbl UCMONb30BaHMS U3METBbYEHMS KaK OCHOBHOIO 1 BCMIOMOraTeNbHOro
npouecca. MNpvBeanTe NPUMEpPbI U NOSICHUTE NPUHLMN AENCTBUSI HaMbonee YacTo
ncnonb3yemoro o6opyaoBaHus.

2. [pynnbl BcnomoraTenbHbIX BELECTB B Npon3BoacTBe TabneTtok. Mx
byHKLMOHaNbLHOE Ha3Ha4YeHne U HoMeHKnaTypa.

3. WayumB nokasaTenu kayecTsa Kancyn u MeETOAMKM UX OnpeaeneHust NpoBecTu
CpaBHUTENbHYIO XapakTepUCTUKY BO3MOXHbIX AeDEKTOB 1 pacnpeaenuTb Ux no
crnenyoLwmum rpynnam: HeaHaunTenbHble, CEPbE3HbIE U KPUTUYECKME.

JedexTs I'pynna

Hanuuue orBepcTuii

['my6okue napanuHbl

HeoOpe3annsbie kpas

N3nomel

HecooTBeTcTBHE 110 BEICOTE KariCyJibl

ToHkue CTeHKH KaricyJ1

Crenpl Macia

Cxianku

Bxirouenus

KoHTponbHO-n3amepurtenbHbii Mmatepman Ne_2

1. Tpouecc TabneTupoBaHuns cbinyynx matepmnanoB. Obwan xapakrepucTunka
npouecca. OcHoBHblEe Teopuun TabneTnposaHuns. Kputuieckme napameTpbl
npovecca.

2. TlokpbiTne TabneTtok obonovkamn. CpaBHMTENbHAA XapakTepuctmka METO40B
HaHeceHWs1 NOKPbITUN.

3. .lMpeactaButb BbIBOA O BAUSHUU KaXXAOW rpynnbl Aed)eKTOB Ha nokasaTtenu
KayecTBa roToBOM NPOAYKUUN N BO3MOXHbIX COOAX B TEXHONOrMYECKOM
npouecce NpPon3BOACTBa TBEPAbIX KeraTUHOBLIX Kancynax.

19.4. Metoauyeckue maTepuanbl, onpegenslowme npoueaypbl OLUEHUBAHUA 3HaAHWUM,
YMEHMH, HaBblKOB U (Unu) oOnbiTa [EeATEeNIbHOCTU, XapakKTepusywlmx ITanbl
¢hopMmupoBaHUA KOMNEeTEeHLUN




OueHka 3HaHWA, YMEHWA W HaBbIKOB, XapakTepuaylowasi 3Tanbl (OpMUPOBaHUS
KOMMETEeHUUA B pamKax W3yvyeHUs OUCUMMIMHBLI OCYLEeCTBNSAeTCHS B Xode Tekywen u
NPOMEXYTOYHOM aTTecTaunii.

Tekywasa atrectaunsa NPOBOAUTCS B COOTBETCTBUM C [onoxeHnem o TekyLlen aTTectaumm
obyyvalLwwmxca no nporpaMmmam Bbiclero obpasoBaHuMs BOpPOHEXCKOro rocygapCTBEHHOro
yHuBepcuteTa. Tekywas aTTectauus npoBoautcs B opmax: WHAMBUAYaANbHOro ornpoca,
(BbINOMHEHWE NPAKTUKO-OPUEHTUPOBAHHbLIX 3a4aHuN).

KpuTepuu oLeHMBaHUA NpuBeaeHb! BhILLE.

lMpomexyToyHas aTtTecTauus nNpoBOAMTCA B cOOTBeTCTBMM C  [lonoxeHunem o
NPOMEXYTOYHON aTTecTaumm oby4varwmxcs no nporpaMMamMm BbiClero obGpas3oBaHusa C
NCNOMb30BaHNEM KOHTPOSbHO-U3MEPUTENBHBIX MaTepuaros.

KOHTpOnbHO-M3MepuTenbHble MaTepuarnbl MPOMEXYTOYHOW aTTecTaumn BKYalT B cebs
TeopeTuyeckme BOMPOCHI, NO3BOMSAOLLME OLEHUTb YPOBEHb MOMYyYEHHbIX 3HAHUA U MPaKTUKO-
OPUEHTMPOBAHHbIE 3a4aHus, NO3BOMSAOLWINE OLEHUTb CTeneHb CHOPMUPOBAHHOCTU YMEHUI U
HaBbIKOB. [1py OUEHMBaAHUN WUCNOMb3YIOTCA KOMUYECTBEHHbIE WIM KaYeCTBEHHble LuKanbl
OLEeHOK. Kputepun oLieHnBaHus NpuBeaEHbI Bbille.

3adaHus pasdenoe 19.3.2- 19.3.3 pekomMeHOyrOMCcsi K UCMO/1b308aHUIO NMPU npoeedeHuu
duacHocmuy4eckux pabom c uenb OUYEeHKU 0CMamoYHbIX 3HaHul No pe3ysbmamam
oceoeHus1 0aHHOU NpakKmMuKu



