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BbICLLUENO OBPA3OBAHUA
«BOPOHEXCKWUN rOCYOAPCTBEHHbI YHUBEPCUTET»
(Preoy BO «BI'Y»)
YTBEPXOAIKO
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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 dapmauesTudeckoro gakynbteTta 15.04.2024 r. MNp. Ne
1500-06-04

8. YuebOHbIn roa: 2024/2025 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):

KomneTteHuust MnaHupyemble pesynbTaTbl 06yYeHus
Kon HassaHune
MK-4 | roTOBHOCTb K MNPUMEHEHUIO | 3HAMb:

creumanmampoBaHHOro . HOPMAaTUBHYIO JOKYMEHTaLWIO,

o6opynosaHus, pernameHTUPYIOLLLYIO MPOM3BOACTBO M Ka4eCTBO

npeaycMOTPEHHOro ANS | NnekapCTBEHHbIX NpenapaToB Ha dyapMaLeBTUYECKUX

CMOoNb30BaHNA B | npeanpusTusix;

npodeccuoHansHon cepe e TEXHOMOTMI0 TBEPAbIX NEKapCTBEHHbIX (OPM,
MOMy4YeHHbIX B YCNOBUSAX (papMaLeBTUYEeCcKoro
NpPOn3BOACTBA.

e YCTPOWCTBO M NPUHLMMbLI paboTbl COBPEMEHHOMO
nabopaTopHOro 1 NPON3BOACTBEHHOIO
obopynoBaHus.

e TpeboBaHWs K NPOM3BOACTBEHHbIM MOMELLEHUAM,
BCMOMOraTesibHbIM MOMELLEHUSIM U NepcoHany

e TpeboBaHMs K NPOM3BOACTBY U KOHTPOJIO KayecTBa
Jic.

® XapakTePUCTUKM 1 NpaBuna aKkcnnyartaumm
TEeXHOMorm4eckoro o6opyaoBaHms un
BCMOMOraTefibHbIX CUCTEM, MCNOSb3YIOLLMXCA B




BbIMOJIHIEMOM TEXHOSOrMYEeCkoM npoLecce
e 0COGEHHOCTU TEXHOMOMMYECKMX NPOLLECCOB,
TUNUYHBIE NPUYMHBI BO3HUKHOBEHWS OTKIOHEHWIA,
BO3MOXHOCTU UX YCTPaHEHUS!
e NMPUHLMMbI CTaHAapTM3aLMmn U KOHTPOINS KayecTBa
NeKapCTBEHHbIX CpeaCcTB
ymemsn:
e OUEHMBaTb OCHOBHbIE TEXHUYECKME XapPaKTEPUCTUKU
hapmaueBTMYECKOro 06OPYAOBaHNSA Y MALLVH.

. BblOMpaTb ONTUManbHbLIA BapuaHT TEeXHOMNornu

NeKkapcTBEHHbIX (hOPM

esradems:
. HaBblKaMW COCTaBIIEHUSA TEXHOMNOMMYECKUX
pa3aenoB NPOMbILLIIEHHOrO pernamMeHTa Ha
NpPOM3BOACTBO FOTOBbIX NIEKAPCTBEHHbLIX POPM, B TOM
yucre TEXHOMNOrMYECKNX 1 annapaTypHbIX CXEM
Npon3BOACTBA NEKapCTBEHHbIX (POPM.

12. CTpyKTypa u cogepxaHue y4eOHOMN AUCLMUMIIMHDI

12.1 O6bem AUCUMNNUHbI B 3a4eTHbIX egnHMLax/yacax B COOTBETCTBUN C Y4€OHbIM
nnaHom — 2/72.

13. Buabl y4e6HOM paboTbl

TpyaoeMKOCTb
] Bcero o cemecTpam
Bug yyebHon paboThbl
1 cemecTtp 2 ceMecTp
AyaNTOPHbIE 3aHATUS
neKkumm
B TOM yucne: npakTuyeckme 30 30
nabopaTopHble
CamocTtodrenbHas paborta 42 42
B TOM 4ucrne: Kypcoasi paborta
(npoekT)
dopma NpoMEXYTOYHON aTTecTaumnm
3a4yem
WToro: 72 72
13.1. CopgepxaHue gUCLUUNIIUHbI
Ne HanmeHoBaHne CopepxxaHue pasgena AUCUnnivHbI
n/ pasgena guCuunivHbl
n

1. lpaKkTu4yeckue 3aHATUA

1.1 | OcHoBHble npoueccbl U | O6WwKe NOHATUA O MawuHax M annapartax. HopmaTtuBHoe
obopynoBaHue perynupoBaHue dapMaLeBTM4YEeCKOro nNponsBoacTBa: Tunbl
hapmaLeBTU4eCKoro OCHOBHbIX MpoLeccoB hapmaLeBTuyeckon TexHonormn. O6wme
npou3BOACTBA  TBEPAbIX | MOHATMS O MawwuHax M annapatax. OCHOBHble MOHATUS O
neKapCcTBEHHbIX hOpM. nepefaToyHbIX  MexaHu3max. HopmaTuBHOe perynupoBaHue




dapmaLeBTUYECKOrO nNpo13BOACTBA. TpeboBaHus,
npeabsiBnsieMble K 000OpydoBaHWO Ha dapmaueBTUYECKUX
NpoM3BOACTBAX. CepTtndukaums o6opynoBaHus
hapmaueBTUHECKOrO NPON3BOACTBA.

OcHOBHble annapatbl B  MNPOU3BOACTBE  TBEpPAbIX
neKapcTBeHHbIX (hopM: V3menbyeHne TBepabiX MaTepuaros.
MpuHUKMNBI paboThl M3MeENbYaOLWMX MaLLUWH, NX Knaccudukaums.
Cbinyune wmatepuanbl, uX Knaccudpumkaums. [lpocenBaHue.
MepemelwmBaHue TBepObIX U NAcTOOOpa3yloLWNX MaTepmanos u
ero ponb B TexHonormn. CmecuTtenu, BuAbl WU MNPUHLMIMLI
paboTbl. Bugbl rpaHynupoBaHus: cyxoe (OpukeTupoBaHue,
KOMMNaKkTUpOBaHWEe), BraxxHoe (NpoaaBfiMBaHWEM, CKaTbiBAHUEM,
BO B3BELLUEHHOM Crloe, pacnbifIMTeNbHbIM BbICYLUMBAHUEM).
PasHoBMgHOCTM M MpPMHUMI paboTbl  rpaHynsiTopos,
CMecUTENen-rpaHynaTopoB, rPaHynATOPOB NCEBOOOXKMKEHHOrO
cnos, akcTtpygepoB. Cywka BnaxHbix rpaHyn. O6opyaooBaHue
ANA  aHanusa  rpaHynsarta:  onpegernieHne  CTPYKTYPHO-
MEXaHU4YeCKMX CBOWCTB, TpPaHyJIOMETPUYECKOro  COCTaBa,
Briarocofep)kaHusi, cbinydecTun, npeccyemoctn u ap.. MNMpuHumn
paboTbl poTauMOHHbIX TabnertnpeccoB. MeTannogeTekTopsbl,
yCcTaHOBKM ansa obecnbineBaHuns Tabnetok. O6opyaoBaHue ans
HaHeceHus1 MOKPbITUIA. TexHomnornyeckoe obopyagoBaHWe Ans
npov3BoACTBA rPaHyn W MUKporpaHyn. TexHonornyeckoe
obopynoBaHne [Onsi MPOM3BOACTBA rpaHy/nl M MWUKPOrpaHyn.
HanonHeHne Kancyn nekapcTBEHHbIMU BeLlecTBamm
(nopowkamMu, XuOKMMM CcOCTaBamu, nennetamu). MalluHbl
LLIHEKOBbIE, POTOPHbLIE U MOpPLLUHEBLIE. ABTOMATUYECKNE NNHUN,
npeccbl W agpyroe obopygoBaHue, ucnonb3yemoe Ans
npovsBoAcTea Kancyn. KoHTponbHbIe npnoopbI:
dunbpmnnaTopbl, NPUoopbLl AN onpeaeneHns MNpPOYHOCTU Ha
ckatme, "kadawuwaacs", "Bpawarwuwiaacs Kop3vHka" un - ap
Banvagauus obopynoBaHus.

N =

CoBpemMeHHOe coCcTosiHue
TEXHONOrnm
npov3BoACTBa  TBEpAbIX
nekapCTBEHHbIX (OOPM.

TBepable nekapcTBeHHble (popMbI U BCrnomMoraTtesibHble
BewecTBa B UX NPOM3BOACTBE: TBepAable NeKkapCTBEHHblEe
dopmbl. CpaBHUTENBHAsA xapakTtepuctuka. Obwue TpeboBaHus.
TpeboBaHna k BcnomoratesnbHbiM BewectBaM. OCHOBHbIE
rpynnbl  BCMOMOraTeNibHbIX  BELLECTB, MPUMEHSEMbIX B
NpOM3BOACTBE TBEPAbIX NEKApPCTBEHHbIX (POPM: HaNOMHUTENW,
CBA3bIBaKOLLME BELECTBa, KOMMO3ULNOHHbIE HAMNOMHUTENW AN
NPSIMOrO  NPEeCCOBaHWs,  paspbIXNSAlOWMe,  NPONOHraTopbl,
cKonb3swme n CcMa3biBaroLue, nneHkoobpasyoLine
KOMMO3ULUUKN,  KOPPUreHTbl,  Kpacutenun.  XapaKTepucTuka
BCMOMoOraTenbHbIX BellecTB.HomMeHknatypa BCMoOMOraTenbHbIX
BELLeCTB.

OCHOBHblIe TeXHONOrnyeckue npoueccbl B NPOoU3BOACTBE
TBepAbIX JeKapCTBEHHbIX opM: V3menbyeHne TBepAbIX
Martepuanos.. lMpocenBanBaHue. CwmelueHue. Bugbl
rpaHynupoBannga. Cylwka. AHanu3 rpaHynata: onpegenexHve
CTPYKTYPHO-MEXAHNYECKMX  CBOWCTB, paHynoOMeTpUYEeCKOro
COCTaBa, BMnarocogepXaHusi, Cbiny4yecTu, NpeccyemocT u ap..
TexHonorns nonyyeHus TabneTtok: npsMoe npeccoBaHue
HerpaHynMpoBaHHOM CMECU MNOPOLLKOOOpPa3sHbIX WHIPEeANEHTOB
wnn TabnetMpoBaHWe nNpeaBapUTENbHO  FPaHYNMPOBAHHbIX
(BNaxHbIM MM cyxum cnocobom) macc. BnusiHme coctaBa
Tabnetupyembix Macc, crnocoba TabnetupoBaHWs, BENUYMHbI
AaBMNEeHUs MpeccoBaHWsi Ha MNPOYHOCTb W pacnagaemMocTb




Tabnetok. Llenn HaHeceHus nokpbiTwA. Buabl nokpbiTun u
Cnocobbl KX HaHeceHusi. HaHeceHue noKpbITUA METOAOM
ApaXupoBaHusi, B  ycTaHOBKax 6apabaHHoro Tuna, B
NCEBAOOXMKEHHOM CroOe, NPECCOBAHHbIE MOKPLITUS.
TexHonornyeckas cxema nonyYyeHus pasrnmyHbiX BUOOB rpaHyn.
TexHonorns MukporpaHynuposaHusa. TpeboBaHusa K Kancynam.
TexHonornyeckne cxembl MOMyYEHUS TBEPObIX >KEeNaTUHOBbLIX
kancyn. NMony4yeHne n oueHka KayecTBa XXenaTMHOBOM Macchbl.
HanonHeHne Kancyn nekapcTBEHHbIMU BeLlecTBamu
(nopowkamu, XuOKMMKM cOoCTaBamu, nennetamun): MallvHbI
LUHEKOBble, PpOTOpHble UK nopwHesble. ObecnbinMBaHue.
MokpbiTe kKancyn obonoykamu. TexHOMorvs 3anavku Kancyn,
OaHgaXxunpoBaHusl. CrangapTtusaums n HOPMMpPOBaHMEe
KayecTBa. BcnomoraTenbHble BelwectBa B MNpOM3BOACTBE
MuKpokancyn. HomeHknatypa. Buabl o6onodek Mukpokancys.
TexHonornyeckne cxembl NOAy4YEHNUS MUKPOKaNCys pasfinyHbIMU
mMeTodamun:  (OU3NYECKUMM  (OpaKMpoBaHME, pacnblfieHune,
AVCneprupoBaHMe, HanbineHne B MNCEeBAOOXKMKEHHOM Coe);
PUNKO-XMMUYECKMMUK  (KoaLepBauus, CroXHas KoauepBauus,
ncnapeHuve rnerkoneTyyero  pacTBoOpUTENS); XMMUYECKUMMW.
OueHka kayecTBa MuKpokancyn. JlekapCTBeHHble OpMbl C
MUKpoOKancynamu.. XapakTepucTuka npecCoBaHHbIX TabneTok.
TexHonornyeckne  cxembl  npousBoactBa.  [locTtagunHbin
KOHTPONb kadecTBa Tabnetok. [MokasaTenn kayecTBa: BHELLUHWUIA
BMA, CPedHAs Macca M OTKIMOHEHWS OT Hee, KONMYEeCTBEHHOe
cogepXaHue  neKkapCTBEHHbIX  BewecTB, OAHOPOAHOCTb
A031poBaHus, pacnagaemocTb, NPOYHOCTb, CKOpPOCTb
pacTBOpPEHUsA AEeWCTBYHOLMX BELWECTB, MUKpobuonorunyeckas
yuctota. Hopmbl ©n MeToaMKM onpefenexHus.. BnuaHue
hapmaueBTUHECKNX (PAKTOPOB Ha KMHETUKY BbICBOOOXAEHMS U
BCACbIBaHUA NEKapCTBEHHbIX BELECTB 13 TNd. XapaKkrepuctumka
oparbHbIX TabneTox: pacTBOPUMbIX BO pTY,
ObICTPOPACTBOPUMBLIX U NNOUIM3UPOBAHHBIX  AWUCKOB.
TexHonornyeckui npowecc npoun3BoAcTBa TabneTok:
OyKKarnbHbIX, ANS paccacbiBaHMs, ObICTPO PaCTBOPSHOLLMXCS,
CybnuHreanbHbIX,  AUCNEpPrMpyeMbix B MOSIOCTM  pTa,
pacnagawwmxcs B POTOBOM  MOMOCTW,  >KeBaTellbHbIX;
NMoUnM3nMpoBaHHbIX  AMCkoB. HopmupoBaHne  kadecTBa.
Xapaktepuctuka TabneTok, NPYMEHSIEMbIX nocne
npeaBapuUTENbHOIO NPUIOTOBIIEHUA pacTBOpa UMW CYCMEH3UW.
TexHonornyeckmi npouecc TabneTok pacTBOPUMbIX, TabreTok
ANA  U3rOTOBNEHUS Kanenb, LWWUNYyYMx W OUCneprupyemblx
Tabnetok. OueHka kadecTBa. PacoBka, ynakoBKa, MapKMpPOBKa.
XapakrepucTtuka TabneTtok C MOANPULNPOBAHHBLIM
BbicBOGOXAEHMEM. MeToabl Mogudukauumn BbICBOOOXAEHUS
NeKapCcTBEHHOro  BewlecTBa:  (pusmyeckne,  XMMUYECKME,
TexHonornyeckne). TexHonornyeckmi npoLecc TabneTok-panng,
KMLEeYHOPaCTBOPMMbIX, MHOrodasHbIX, panua petapa.
CraHgapTu3aums uM HOpMMpOBaHME KadecTBa TabneTok C
MOONULMPOBAHHBIM  BbICBODOXAEHMEM.  XapaKTepucTuka
TabneTok C KOHTpPONMpPyeMbIM BbiCBODOXOEHMEM (NnaBatoLlune,
C MUKpOKancyrnamu) u nposioHrMpoBaHHbIX (TabneTkn petapa,
KapKacHble, MHOrOCnOVHbIE, UMMNaHTUpyeMble, UK Aeno).

13.2. Tembl (pa3genbl) AUCUUMNNUHBLI U BUAbLI 3aHATUN




Buabl 3aHaTUIA (YacoB)

HanmeHoBaHWe TeMbI

(Pa3nena) AMCLMNNAHDI JNlekuy | Mpaktudeck | JlabopatopH [CamocTosiTensH| Bceer

nn ne ble as paboTa 0

lMpoueccol n
obopyaoBaHue
1 | dphapmavueBTUHECKOrO 10 10 20
Npoun3BoACTBa TBEPAbIX
nexkapCcTBeHHbIX OpM.

CoBpemeHHoe
COCTOSIHME TEXHONOrnm
Npoun3BOACTBA TBEPAbIX
nexkapCcTBeHHbIX POopM.

NToro: 30 42 72

14. MeToaunyeckue ykasaHus Ansi 00y4aroLWMXCcsl N0 OCBOEHUIO AUCLMUMIIUHbI

PaboTa ¢ npe3eHTauMoHHLIM MaTepuarnom (anekTpoHHast cuctema Moodle), BeinonHeHne
npakTU4YecKMx 3agaHuin, pelieHmne TeCTOBbIX 3a4aHNi.

OOyueHune cknagblBaeTcsl M3 KOHTaKTHOM paboTbl obyyalwolmxcs ¢ npenopaBaTenem,
BKIIOYAIOLWLEN ayauTOpHble 3aHATUS  (NEKUMOHHBbIM KypC W MpakTUYeckne 3aHsatus) W
CaMOCTOSITENbHON paboThl.

B cootBetctBMM ¢ TpeboBaHmsmn SroOC BO B ydyebHOM npouecce LMPOKO

NCNOMb3YIOTCA aKkTUBHbIE W WHTEPAKTMBHbIE (POPMbI NPOBEOEHUS 3aHATUA. Mcnonb3oBaHue
WHTEPaKTUBHOM MoAenn obyvyeHus NpegycMaTpuBaloT MOOENMPOBAHME CUTyauun, Bnmsknx K
npodeccmnoHanbHoM AeaTenbHOCTU NPOBM30pa; COBMECTHOE peLlieHne npobnem.

MHTepakTuBHaa popma nNpoBeAeHNa 3aHATUN OpraHu3yeTca B BUAe UHOMBUAYaNbLHOWN,
MapHbIX K TPynnoBbiIX paboT, ocywecTBndetcs pabota € AOKYMEHTaMUM W pasfvyHbIMU
UCTOYHUKaMK  WHopMauun.  VIHTepakTMBHblE  MeTOAbl  OCHOBaHbl  Ha  npuHUMNax
B3aMMOAENCTBUSA, aKTUBHOCTU oOOy4yaemblX, OMope Ha TrpynnoBol OnbIT, o0bA3aTenbHOWn
obpatHon ceasn. Cosgaetca cpena obpasoBaTenbHOro ObLLEeHUS, KOTopasi XxapakTepuayeTtca
OTKPbITOCTbIO, B3aMMOAEWCTBMEM YYaACTHMKOB, PABEHCTBOM WX apryMeEHTOB, HaKOMiEHUEM
COBMECTHOIO 3HaHUS!, BO3MOXXHOCTbI B3aUMHOW OLIEHKU U KOHTPONS.

OcHoBHOe  y4yebHOe Bpemsa BblOensieTcs Ha  npakTuyeckyro  paboty no
dapmaLeBTUYECKON TEXHOMNOMNM.

Mpn n3yyeHmm yyebHom AncuMnIMHbl HEOBXOANMO UCMONBb30BaTh HarnsaHble nocobus,
N OCBOUTb MPaKTUYECKUE YMEHUS MO KaXKAOMY pasgeny.

MpakTuyeckne 3aHATUS NPOBOAATCA B BuOE Ornpoca, OObACHEHUS, BbIMNOSIHEHNS
NMPaKTUYECKON 4YacTu 3aHATUHA, AEeMOHCTpauMM MMEKLLErocss martepumana u WUCNosib30BaHUS
HarnsiaHbIX NOCOBUI, peLleHnst CUTYaLUMOHHbIX 3a4au.

CamocTtodatenbHast paboTa opAnHATOPOB Nogpas3ymMeBaeT NOArOTOBKY K TeMaTuyeckoMy
TEKyLL,eMy KOHTPOSI, MPaKTUYECKUM 3aHATMAM M BKNtovaeT paboTy ¢ ydebHbIM MaTepuanom
9NEKTPOHHbIX Nocobun kadenpbl, y4ebHOW, Hay4yHOW, CNPaBOYHOM NUTEpaTypon n ApyruMmmn
NHPOPMALMOHHBIMU NCTOYHUKAMMU.

OueHka pes3ynbTaToOB CaMOCTOATENbHOM pPaboTbl OpraHM3yeTcs Kak eOUHCTBO ABYX
GdOpM: CaMOKOHTPOITb U KOHTPOMb CO CTOPOHLI NpenodaBaTtens.

CaMOKOHTPOSb 3aBMCUT OT OMpeAerneHHbIX KadecTB NMYHOCTWM, OTBETCTBEHHOCTU 3a
pe3ynbTaTbl CBOEro oby4yeHusl, 3aMHTEPECOBAHHOCTM B MOMOXUTENbHOM OLEHKEe CBOEro Tpyaa,
MaTepuanbHbIX M MOparbHbIX CTUMYFOB, OT TOr0 HACKOMbKO Oby4aemblii MOTMBUPOBAH B
AOCTWXKEHMM HaunydwWwmx pesynbtatoB. 3agada npenogasartens COCTOUT B TOM, YToObI co3aaTb
YCNOBMS ON1A BbINOMHEHMSA camMoCcToATeNbHON paboTbl (y4ebHO-MeToamdeckoe obecneyeHue),




noBblWaTb €€ 3HA4YMMOCTb, W T[PaMOTHO OCYLLECTBMATb KOHTPOMb CaMOCTOSATENbHOM
AeaTenbHOCTN opamHaTopa (poHa oLEeHOYHbIX CPencTB).

Pabota c yyebHOW nuTepaTypon paccmaTpuBaeTca kak Bug ydebHom paboTbl Mo
avcunnnuHe dapmMaueBTMyecKkasi TEXHOOMMSA U BbINOMHAETCA B Npegernax 4yacos, OTBOAUMbIX
Ha eé wusydyeHne (B pasgene CPC). Kaxgbii obydatowminca obecneyeH [OCTYynoM K
6ubnmoTtevHbiM oHaam BIY, a Takke K 9neKkTpOHHbIM 6asam AaHHbIX, MHGOPMAaLNOHHO-
CMpaBOYHbIM 1 MOMCKOBLIM CUCTEMAM, B TOM Yncne B ceTn IHTepHeT.

McxoaHbii ypoBEHb 3HAHUI OpAMHATOPOB onpefenseTca Bo BpemMs pa3bopoB Tem, nNpu
peLleHnn TUMOBbIX CUTYaLMOHHbIX 3a4a4 U BbINOMHEHUN NPAKTUYECKUX HABbIKOB Ha KOHTAKTHbIX
NPaKTUYECKNX 3aHATUAX.

B koOHUe wu3yyeHuss y4yebGHOM AUCUMNAUHBI NPOBOAUTCA MPOMEXYTOYHbBIA KOHTPOSb
3HAaHWN - MPOBEPKON TEOPETUYECKMX 3HAHMA U NPaKTUYECKUX YMEHUA U peLleHUeEM
CUTYaUMOHHbIX 3aday. MayyeHne aucumnnunHbl 3aBepLuaeTcs caaden 3a4eTta Bo 2 CEMECTpE.

Ha kaxgom 3aHAaTum opavHaTopam npeanaraeTcs BbiNOMHUTb WHAWBMAYaNbHOE Wn
rpynnoBoe 3agaHne NpOAYKTUBHOIO MM TBOPYECKOro Xapakrepa.

Ne HanmeHoBaHue pasgena Bua yye6Horo MeTtoabl 06y4eHus
n/n OUCLUNNUHBI 3aHATUA
1 2 3 4
Mpouecchbl 1 obopyagoBaHue npakTn4eckoe N3IOXEHNE, NHCTPYKLUMS,
1 dhapmMaueBTUYECKOTO 3aHATHE 00bsiICHEHME, pa3bsCHEHME,
NPoOn3BoOACTBa TBEPAbIX UNMCTpaLUms, AEMOHCTPaLMs
nexkapcTBEHHbIX (OOPM. npeseHTauun,. peLueHne

pacyYeTHbIX N CUTYaLMOHHbIX
3agad, obyyeHue B

COTPYAHMYECTBE
CoBpeMeHHoe cocTosiHMEe npakTuyeckoe 06bsACHEHME, pa3bsCHEHNE,
2 | TexXHonorun Nnpor3BoACcTBa 3aHATHne AEeMOHCTpauns pelleHne
TBEPAbIX NeKapCTBEHHbLIX hopMm. ANOaKTUYECKNX 3a4ad (pacyeTHble
3agaum), obyyeHue B
COTPYOHMYECTBE

15. YuyeOGHO-MeTOAMNUYECKOE U UH(pOpPMaLMOHHOE obecnevyeHne AUCUUNIIUHbI

a) OCHOBHas nuTteparypa:




Ne
n/n

NcTouHUK

dapmaueBTMyeCKasd TEXHOMNOrnsa Ans NpoBU3OPOB-OPOMHATOPOB : ydebHoe
noco6bue / [H.A. dbskoBa n ap.] ; BopoHex. roc. yH-T, Kad. bapmaueBT. Xummm
n dapmauesT. TexHonornn .— BopoHex : Uspatenbckun gom BIY, 2020 .—
470 c.

IbsakoBa, HuHa AnekceesHa. [pombilLneHHas dapmaleBTUYeckasd TEXHONOMS
dutonpenapaTtoB [ONeKTPOHHbIN pecypc] : yd4ebHoe nocobue / H.A. [ObsikoBa,
A.WN. CnnekuH ; BOpoHeX. roc. YH-T .— ONEKTPOH. TEKCTOBbIE AaH. — BoOpoHex
: Msgatensckun gom BIY, 2021 .— 3arn. ¢ TuTyn. akpaHa .— Pexum gocrtyna:
ANs 3aperucTpupoBaHHbIX yutatenen BlIY .— TekctoBbln dhann .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m21-14.pdf>.

[ DeTanbHaga nHdgopmaums |

0) AononHUTeNbHas nuTepartypa:

Ne
n/n

NcTouHUK

3.

FOCT P 52249-2009. [lpaBuna npou3BOACTBA WM KOHTPONS KayecTBa
NEeKapCTBEHHbIX CPEACTB.

PeweHne CoseTta EBpasunckon akoHomuveckon kommccum ot 03.11.2016 N 77
"O6 yTtBepxaeHun [lpaBun Hagnexawen npon3BoACTBEHHON MNPAKTUKK
EBpasninckoro SKOHOMM4YECKOro corosa”.

OCT  64-02-003-2002. [pogykuma  MeOULMHCKOW  MPOMBILLSIEHHOCTW.
TexHomnormyeckne pernameHTbl npousBoactea. CopgepxaHue, nopsaok
pa3paboTKu, cornacoBaHnsi U YTBEPXKOEHMS.

MocTtaHoBneHue [MpasutensctBa PP ot 06.07.2012 N 686 "O6 yTBEpXAEHUN
NONOXEHUA NULEH3NPOBaHMM NPON3BOACTBA NNEKAPCTBEHHbLIX CPeacTB".

Pewenne CoeTta EBpasuinckon akoHomuyeckon kommccum ot 03.11.2016 N 78
"O T[lpaBunax perucTpaumMm M 3KCNepTU3bl JIEKAapCTBEHHbIX CpeacTB Ans
MEOMLMHCKOro NpuMmeHeHns".

Mpuka3z MuHuUcTepcTBa NPOMbILWIEHHOCTU U ToproBnn oT 14 uioHa 2013 1. Ne
916 "O6 yrtBepxaeHun [lpaBun opraHu3aumm nNpPOM3BOACTBA U KOHTPONS
KayecTBa NiekapCTBEHHbIX cpeacTs”

AnekceeB, KoHcTaHTMH BwuktopoBuy. dapmaueBTnyeckass HaHOTEXHOSorma
y4yebHoe nocobue / K.B. Anekcees, C.A. Keauk, E.B. bnbiHckagd ; nog peq. C.A.
Keonka .— Mocksa : 3AO "MHcTutyT hapmaueBTmnyecknx TexHonornn", 2016
— 541 c.

locypapctBeHHas apmakoness Poccunckon Pepepauun. — 15 usg.: M.
MuHuctepctBo 3gpaBooxpaHeHus Poccuickon ®epepauun, 2023. - Pexum
aoctyna: https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-
15/?ysclid=luugkeqglh81129063

MeToanyeckme matepumanbl NO OpraHn3aunm CaMoCTOSATENBHON paboTbl
opAanHaTopoB, obyyatowmxcsa no cneynanbHoctn 33.08.01 -
dapmaueBTMYECKasa TEXHOMNOMMS [ONEKTPOHHbIA pecypc] : MeToanyeckoe
nocobwue / [H.A. bskoBa n gp.] ; BopoHex. roc. yH-T .— ONeKTPOH. TEKCTOBbIE
AaH. — BopoHex : N3paTtenbckuin 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>.

B) MHCDOPMAaLMOHHbIE 3NEKTPOHHO-06pa3oBaTeNbHbIE PECYPCHI:

Ne
n/n

NcTouHMK




1 onektpoHHass ©Oubnuoteka BY3a. Pexum poctyna: http:// www.lib.vsu.ru/,
CcBOOOAHLIN

5 OnnanH-kypc «PapmaueBTvyecKkass TEXHONOMNSE AN OpAMHATOPOB» Ha caunTe
https://edu.vsu.ru/course/view.php?id=14080

3 CINC KoHcynbTaHnTlntoc Pexxnm goctyna: http://www.consultant.ru

16. MepeyeHb y4eOHO-MeTOAMYECKOrO obecnevyeHns Ans CamoCToOATeNbHON paboThl

Ne
NCTOYHUK

n/n
MeTogudeckne matepuanbl MO OpraHM3auMM CamoCTOsATENbHOM paboTbl OPAMHATOPOB,
obyvatowmxca no cneumanbHocTn 33.08.01 - dapmaueBTUYeckass TEXHONOrMs

1 meTogudeckoe nocobue / H. A. Obskosa, KO. A. MNonkoeHukoBa, C. W. NposoTtoposa, T.

A. bpexHeBa .— BopoHex : Wsgatenbckun gom BIY, 2020 .— 44 c. — 2,8 n.n. —
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-107.pdf>.

[bsakoa, HnHa AnekceeBHa. Npon3BoacTBeHHas npakTMka no apmMaueBTUyeckomn
TexXHonorum [ONeKTpoHHbIA pecypc] : y4ebHo-meToandeckoe nocobme / H.A. [lbsikoBa,
C.W. MNMpoBoTopoBa ; BopoHex. roc. yH-T .— OMNEKTPOH. TEKCTOBbIE AaH. — BOpoHeX :
2 Uspatensckunin gom BI'Y, 2021 .— 3arn. ¢ TuTyn. skpaHa .— Pexum goctyna: ans
3aperncTpupoBaHHbIX Yutatenen BI'Y .— TekcTtoBbii hann .—
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m21-13.pdf>.

OHnanH-kypc «PapmaueBTmyeckasi TEXHONOMMA ANs OpAUHATOPOB» Ha canTe
https://edu.vsu.ru/course/view.php?id=14080

17. WHcdpopMauMOHHbIE TEeXHONOrnu, ucnonb3yemble AnNA peanusauum y4vebHoMn
OUCLUMNNUHbI, BKNKO4Yasa NporpamMmmHoe obecnevyeHne U MHGpOPMALMOHHO-CMPaBOYHbIe
cucrtembl (Npy1 Heo6xoAMMOCTH)

1. OnekTpoHHasa 6ubnunoteka BY3a. Pexxum goctyna: http:// www.lib.vsu.ru/

2. Peanusauus y4yebHOM ANCUMNNAWHBI CTYAEHTAM OCYLUECTBASETCA C NPUMEHEHNEM
3NEeKTPOHHOro 00y4yeHusa, ANCTaHUMOHHbLIX OobpasoBaTenbHbIX TexHonornn. Ha caunte
www.edu.vsu co3gaH OHnamH-kypc «®PapmaueBTMyeckass TexHororma  ans
opavHaTopoB» Ha caunTte https://edu.vsu.ru/course/view.php?id=14080

3. icnonb3oBaHne MHOpPMaLMOHHO-CNpaBoYHOM cucTtembl « KoHCcynbTaHT Mntocy - ans
CTYOEHTOB OTKPbIT NOCTOSIHHbIA JOCTYN B y4ebHOW ayguTopum And caMmOCTOATESIbHON
paboTthl (yn. CtygeHyeckas, 4.3)

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

18. MaTepuanbHO-TeXxHUn4YecKkoe obecneyeHne QUCLUNIINHBI;

HanmeHoBaHve nomelleHni 4ns NpoBeAeHUs BCeX BMAOB y4ebHOM eAaTenbHOCTH,
npeayCMOTPEHHOW y4eOHbIM NNaHOM, B TOM YMCAE NOMELLEHNS AN CaMOCTOSATENbHOM
paboTbl, C ykasaHneM rnepevyHs OCHOBHOro obopyaoBaHus, y4ebHO-HarnsaHbIX Nocobun n
MCNONb3yeMOro NPorpaMmmMHoro obecneyeHus
YyebHas ayguTopusi Onsi NpOBEOEHUs NPaKTUYECKMX 3aHATUMI:  cneunannavpoBaHHas
mebenb, MynbTUMeaMa-npoeKkTop, HOYTOYK, 9KpaH HaCTeHHbIW, nnaHweTt Lenovo (15 wr.).
MO: WinPro 8, OfficeSTD 2013 RUS OLP NL Acdmc, LibreOffice 7.1, Mozilla Firefox, CINC

«TAPAHT-O6pasoBaHuey, CINC «KoHcynbTaHT MNnioc» ana obpasoBaHus.



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
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

MomeweHne AnNa CamMoOCTOATENbHOW pPaboTbl C BO3MOXHOCTBIO MOAKIHOYEHMS K CETU
«WHTepHeT»: CneumanuanpoBaHHass Mmebenb, KomnbiloTepbl (12 WT.), OOCKa MarHUTHO-
mapkepHas. NO: WinPro 8, OfficeSTD 2013 RUS OLP NL Acdmc, LibreOffice 7.1, Mozilla
Firefox, CINC «TAPAHT-O6pasoBaHuey, CINC «KoHcynbTaHT lNntoc» ansa obpasosaHus.

19. ®oHA OLEHOYHbIX CPEeACTB:

19.1. Mepe4yeHb KOMNETEHUUN C YKa3aHMEM 3TanoB hopMUpoOBaHNA U

coaepXxaHveMm crieyroLmnx pasaenos AMCUUMIUHDI:

nnaHupyeMbix pe3ynbTaToB o6y4yeHus
Mopsaok oLeHKN 0CBOeHMs oby4yatommmucs y4ebHoro matepuarna onpegensietcs

NPON3BOACTBEHHLIM
NoMeLLEHMAM, BCNOMOraTenbHbIM
NMOMeELLEHMAM U NepcoHany
-TpeboBaHNst K NPOW3BOACTBY M
KoHTponto kayectsa JIC.
-XapakTepucTukM w1 npasuna
aKcnnyaTaumm TEeXHOOrM4ecKoro

obopynoBaHus n
BCroMoraTernbHbIX cucTem,
NCNONb3YLLMXCH B
BbIMONHAEMOM TEXHOMNOrM4eCcKkom
npouecce

-OCODEHHOCTM  TEXHOMNOTrNYEeCKMX

npoueccoB, TUMUYHbIE MPUYUHDI
BO3HUKHOBEHUA OTKITOHEHUHN,
BO3MOXHOCTU NUX YCTPAHEHUA

Koa n lMnaHnpyemMble pesynbTaTbl OT1anbl
coaepKaHu o0y4eHus (Nnokasartenu dopMnpoBaHms POC*

e OOCTWXKEHWS 3aaHHOr0 YPOBHS KOMNeTeHuun (cpeactBa
KOMNeTeHL, OCBOEHUSI KOMMNETEHLMM (pasgenbl (Tembl) OLeHNBaHMSA)
nn (nnu ee nocpeacTBoM oOpMMPOBaHUSA ANCUUNANHBI UK

yacTn) 3HaHWN, YMEHWUI, HAaBLIKOB) MOAYINA U KX
HanMeHOBaHKe)
3HaTb: Mpouecchl n
MK-4 -HOPMaTMBHYIO  AOKYMeHTauuio, | obopyaoBaHue
r°T°B|'<"°CTb pernameHTUpYoLLYo dhapmaLeBTU4eCKoro
npumeHenn | MPON3BOACTBO n KayecTBO | Npon3BoACTBa

10 NeKapCTBEHHbIX NpenapaToB Ha | TBepAbIX
creumanuaun | dpapmaueBTUYECKNX NeKapCTBEHHbIX
POBAHHOIO | npegnpuATUsX; dopm.
0BOpyAoBa | rexHonormio TBEpAbIX | CoBpeMeHHoe
I'Ipel-/;ll/)I/;(':’I\/IOT NeKkapCTBEHHbIX dopwm, | cocTosiHue

PEHHOTO Nony4YeHHbIX B YCNOBUSAX | TEXHOMNOMMK
Ans dhapmaLeBTM4ecKoro npomsBoacTBa
MCNonb30Ba | NPOM3BOACTBA. TBEpPAbIX
HWA B -yCTPOWCTBO M NPUHLMMbLI paboTbl | NEKapCTBEHHbIX
MPOECCO | CnphemenHoro NaBOpPaTOPHOrO 1 | hopM.
HarnbHoOW CobecenoBaHune
cchepe NpOV3BOACTBEHHOIO ) (MHAMBAYanbHOE)
obopynoBaHus.
-TpeboBaHus K

Komnnekt KM




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

e OOCTWXKEHWS 3aaHHOrO YPOBHS KOMNeTeHuun (cpeacTBa
KOMNeTeHL, OCBOEHUSI KOMNETEHLMM (pasgenbl (Tembl) OLeHNBaHMSA)
nn (unu ee nocpeacTsoM hOpMMPOBaHUSA ANCUUNANHBI NI

yacTm) 3HaHWA, YMEHWI, HABbIKOB) MOAYINS 1 KX
HanMeHOBaHUe)
-NPUMHUMNBI  CTaHZapTM3auumn U
KOHTpoOns kayecTBa
neKkapCTBEHHbIX CPeACTB
Mpouecchbl 1 CobecepoBaHue
obopygoBaHue (nHonBmnayaneHoe)
dapmaLeBTNYECKOIO
npomsBoacTBa NHameuayanbHoe
TBEPAbIX 3agaHue
neKapCTBEHHbIX (MpakTnyeckoe)
dopm.
yMeThb:
. OueHuBaTb OCHOBHbIE
TeXHu4eckme XapaKkTepuUCTUKM Komnnekt KUM
dapmaLeBTUYECKOrO
0bopyAoBaHNs 1 MaLLVH. CoBpemeHHoe CobecenoBaHune
*Bbibupats COCTOsIHUE (VHaMBUAYanbHOE)
ONTUMarnbHbIN BapUaHT | o
TEXHONMOrMM 1 U3roTaBnMBaTb
neKapCTBEHHbIE (bOprl npon3soacTBa MH,D,MBM,D,yaﬂbHoe
TBEPAbIX 3agaHue
NeKapCTBEHHbIX (npakTnyeckoe)
dopm.
Komnnekt KM
BNnagetb: Mpouecchl n CobecenoBaHune
. HaBbIKaMU no | obopygoBaHue (vHamBuayanbHoe)
NMPUMEHEHMI0  TEXHOMOorn4eckoro | papmMaLeBTU4ecKoro
obopyaoBaHus npom3BoacTBa NHameuayanbHoe
. HaBblkamn coctaBneHusi | TBepabIX 3afaHne
TEXHONOrMYeCcKnx pa3fenos | NeKapCTBEeHHbIX (npakTnyeckoe)
MPOMBILLMIEHHOTO perniameHTa Ha | opm.
Nnpon3BOACTBO roTOBbIX
nekapcTBeHHbiX opMm, B Tom | CoBpemeHHoe
yucne TEXHOOrM4YeCKNX N | COCTOsIHME
annapaTypHbIX cxem | TexHomnornm Komnnekt KUM
npovM3BOACTBA  NIEKAPCTBEHHbIX | MPON3BOACTBA
dopm. TBEpAbIX
NeKapCTBEHHbIX
. dopm.

Tekywan attectaums

TectnpoBaHue
Komnnekt KM

MpomexyToyHas aTTecTauus

Komnnekt KUM




19.2 OnucaHue KpUTEepMUEB U LLKalbl OLLeHMBaHUA KOMNEeTEeHUUN (pe3ynbTaToB 0b0y4YeHus)
OueHnBaHue pesynbTata OCBOEHUS ANCUMMITMHBI NPOBOANTCSA B (DOPME OOHOW TEKyLLEen
aTTecTtauum B popmMe TECTUPOBAHMS N MO KOHTPOSbHO-U3MEPUTENBHLIM MaTepuanam, 1 0QHON
NPOMEXYTOYHON (3a4eT) aTTecTaunin Mo KOHTPOSIbHO-U3MEpPUTENbHLIM MaTepuanam.

Tekywas atrectauusi (KOMNbLIOTEPHOE TECTUPOBaHMUeE)

Kputepun ) OLEeHNBaHUSA | YpOBEHb C(b?pMVIpOBaHHOCTVI ILlkana oLeHoK

KOMMNeTeHUUn KOMNeTeHUUn

>90% npaBUIbHbLIX OTBETOB [MoBbILWEHHbIN YPOBEHb OTNWYHO

>80% npaBuibHbIX OTBETOB ba3soBbIl ypoBEHb XOpOLLO

>70% npaBubHbIX OTBETOB lMoporoBbIN YPOBEHb yOOBNETBOPUTENBHO

<70% npaBunbHbIX OTBETOB - Heya4oBMeTBOPUTENBH
0

Tekywasn atrectaums (KOHTPONbLHO-U3MEpPUTESIbHLIN MaTepuan)

LLikana oueHMBaHUA TeKyllen aTTecTauum

YpoBeHb
. Wkana
Kputepun oLeHnBaHUA KOMNETEHL M chopMmnpoBaHHO OLIGHOK
CTN KOMMNETEHLNI
BcecTtopoHHMe rnybokue 3HaHMs no  dapmaueBTMdeckon | MoBbILEHHbIN OTNUYHO
TEeXHONoruu, nonHoe obocHoBaHHOE N3NoXeHne | ypoBeHb

XapaKkTepuUCTUK  NEeKapCTBEHHbIX OPM, TEXHOMOrMYeCKnx
NPoOLECCOB UX U3rOTOBMNEHNSA, XpaHEHWS], YNAKOBKN B YCNOBUSX
NPOMBILLUNIEHHOTO NPOU3BOACTBA C YYETOM TeopeTU4EeCKUx
OCHOB M 3aKOHOB MpPOLECCOB Mony4vyeHus n npeobpasoBaHus
NeKapCTBEHHbIX CPeACTB M BCMOMOraTeNbHbIX BELEeCTB B
nekapctBeHHble opmbl. 3HaHMe OuodapmaleBTUHeCcKon
KOHLENUUN  TEXHONOrMU JNeKapCTBEHHbIX MNpenapaToB U
BNUSHMA papmaueBTnYecknx akTtopoB Ha OGuonornyeckyro
OOCTYMHOCTb FEKapCTBEHHbLIX BewecTB. 3HaHMe U yMeHue
ucnonb3oBaTb OCHOBHbIE HOpPMaTMBHbIE  OOKYMEHTHI,
Kacaromecs NponsBOACTBa, KOHTPONSA KayecTBa, XpaHeHUs U
NPUMEHEHNS  NEKapCTBEHHbLIX CPEeACTB. 3HaHuMe  obLmx
NPUHLMNOB Bblbopa " OLIEHKM TEXHONOrMYEeCKOro
obopypoBaHud. [lpuMeHeHMe  3HaHUMM  ONns peLIeHus
CUTYaLMOHHbIX 3agau, xopoLias OopueHTaums no
ncnonb3yembiM HopmaTuBHbIM AokymeHTam (GMP, GLP, GPP,
o, ©oC, OCTbl, npukasel M3 P® u pap.). besynpeuHoe
BbIMOSIHEHME B Mpouecce W3yyeHus AUCUUMAMHBLI  BCEeX
3agaHnin, NpegyCcMoTPEeHHbIX dOpPMaMm TEKYLLLETO KOHTPOSS.

MonHoe 3HaHue y4yebHOro maTepuana, npeaycMoTpeHHoro | basoBbin XOpOLLO
nporpaMmon, YycCrnelwHoe BbINOfIHEHME BCEX  3adaHui, | ypOBEHb
NpeayCMOTPEHHbIX opmamMu  Tekywiero KoHtpons. OTtseT
obocHOBaH, aprymeHTMpoBaH. [onyuieHbl He3HaunTesnbHble
OLWMOBKN, HETOYHOCTU, KOTOPbIE UCMPaBMEeHbl NOCe 3aMedaHni

npenogaearens.

3HaHne OCHOBHbIX MNOMOXeHUN nporpaMmmbl. OTBET He NonHbIK, | NoporoBbin yoosneTt
6e3 obocHoBaHMM U  00bsAcHeHMW. Cnabble 3HaHWS | YPOBEHb BopuTen
HOPMAaTMBHOW LOKYMEHTauuW, 3HauuTenbHble 3aTpyaHEHUS B bHO

TeopeTMyeckux BOrpocax, kacawLlmecsa OCHOBHbIX NPOLEeCcCcoB
M annapatoB dapmaleBTMYEeCKON TEXHOMOrMK, a Takke
3aTpygHEeHUa B U3NOXEHUMM TEXHOMNOrM4ecKkoro mnpotecca.
OwnbKM  yCcTpaHAKTCA NO  AONOMHMTENbHbIM  BOMPOCaM




npenogaBartesid.

3HaHMA HecucTemaTudeckue, OTpbiBOYHbIE. B oTBeTax
OOonyLweHbl rpydbie, npuHUuMnuanbHble ownbkn. 3atpygHeHus
N OWMOKMN He YCTPaHAKTCA MNocne HaBOoAAWMX BOMPOCOB
npenogasarens.

HeyaoBn
eTBOpUT
enbHO

LLikana oueHMBaHUsI MPOMEXYTOYHOMN aTTecTauun.

Kputepun oLeHnBaHNA KOMMNETEHL M

YpoBeHb
chopmMmnpoBaHHO
CTW KOMMETEHLUN

Llkana
OLIEHOK

BcecTtopoHHMe rnyboknme 3HaHMs nNo  dhapmaueBTUYECKOM
TexHonoruu, nosiHoe ob6ocHoBaHHOE N3noxeHve
XapaKkTepuUCTUK  NEeKapCTBEHHbIX (OPM, TEXHOMOrMYeCcKnx
NpoLLeCcCcoB UX U3rOTOBMEHUS, XPaHEHUS, YNAKOBK/ B YCIOBUSAX
NPOMBILLUNIEHHOTO NPOU3BOACTBA C YYETOM TeopeTU4eCKUx
OCHOB M 3aKOHOB MpPOLEeCCOB MonyyYyeHus n npeobpasoBaHuns
NeKapCTBEHHbIX CPeACTB M BCMOMOraTeNnbHbIX BeLeCcTB B
nekapcTBeHHble opmbl. 3HaHMe OuodhapmaleBTU4EeCKoOM
KOHUEeNuUun TexHONOormM fneKkapCTBEHHbIX MpenapatoB U
BNUSHMA papmaueBTUYecknx akTtopoB Ha OBuonornyeckyro
OOCTYMHOCTb fEeKapCTBEHHbLIX BelwlecTB. 3HaHMe U yMeHue
ucnonb3oBaTb OCHOBHbIE HOpMaTMBHbIE  OOKYMEHTHI,
KacaroLmecs NponsBOACTBa, KOHTPOMSA KayecTBa, XpaHeHUs U
NPUMEHEHNS  NIEKAapCTBEHHbLIX CPeACcTB. 3HaHMe oblwmnx
NPUHLMNOB BblGOpa " OLIEHKM TEXHONOMM4YEeCKoro
obopygoBaHusi.  [lpuMeHeHWe  3HaHMW  Ans  peLleHus
CUTYaLMOHHbIX 3agau, xopowas OopueHTaums no
ncnonb3yembiM HopmaTuBHbIM fokymeHTam (GMP, GLP, GPP,
e, oC, OCTbl, npukassl M3 P® u gp.). besynpedHoe
BbIMOSIHEHME B Mpouecce WU3yvyeHus AUCUUMAMHBI  BCEeX
3a4aHui, NpegyCMOTPEHHbIX (POPMaMM TEKYLLLEro KOHTPOIS.

lNoBbILLWEHHbIN
YpOBEHb

3a4YTEHO

MonHoe 3HaHWe y4yebGHOro MaTtepuana, npeagycMOTPEHHOro
nporpamMmoi, YycrellHoe  BbINOMHEHME  BCeX  3aJaHui,
npeaycMOTpeHHbIX dopMamn  Tekywero KoHTponsi. OTeeT
060CHOBaH, apryMeHTMpoBaH. [onylieHbl He3HauuTernbHble
OLUNOKKN, HETOYHOCTU, KOTOPbIE UCMPaBIEHbI NOCMe 3amMmedaHuii
npenogasarernsi.

BasoBbin
YPOBEHb

3a4TEeHO

3HaHMe OCHOBHbIX NONOXeHun nporpaMmmbl. OTBET He MOSHbIN,
0e3 obocHoBaHMW U 0ObsAcHeHur. Cnabble 3HaAHUA
HOPMAaTMBHOW LOKYMEHTauWUW, 3Ha4uTeNbHble 3aTpyaHEHUS B
TEOpPeTUYECKNX BOMpPOCAaXx, KacalLmecss OCHOBHbIX NPOLIECCOB
M annapatoB ¢apMaueBTUY4ECKON TEXHOMNOIMM, a Takke
3aTpyQHEHUS B  U3NOXEHUM TEeXHONOrM4yeckoro mnpotecca.
Ownbkn ycTpaHATCA MO  AONOMHMTENbHBIM  BOMPOCaM
npenogaearens.

Moporosbii
YpOBEHb

3a4TeHo

3HaHMA HecucTemaTudeckue, OTpbIBOYHbIE. B oTBeTax
ponylieHsl rpybble, npuHUMnuanbHble ownbkn. 3aTtpyaHeHus
N ownbKN He YCTPaHAKTCS MNOocne HaBOASLIMX BOMNPOCOB
npenogasarens.

He
3a4TeHo

19.3 TunoBble KOHTPOJSIbHblE 3afJaHWA WM WHble MaTepuanbl, Heobxoaumblie AN
OLeHKM 3HaHMW, YMEHUW, HaBbIKOB U (UNK) oNbiTa AEATENIbHOCTU, XapaKTepusylowme
aTanbl (OPMMPOBAHMA KOMMNETEHLUMA B nMnpouecce OCBOEHUsi obpa3oBaTeribHOM

nporpamMmmbl
19.3.1 NMepeyeHb BonpocoB (Tekywas atrecrauun)




1. [OTOBblE NEeKapCTBEHHble CpeAcTBa B JleKapCTBEHHOM obecneyeHun HaceneHus.
MpenmyLiecTBa NPOMBbILLAIEHHOrO NPOM3BOACTBA NEeKapCTB.

2.  3akoHopaTtenbHble  OCHOBbl  HOPMWPOBAHWSA  MPOU3BOACTBA  JIEKAPCTBEHHbIX
npenapaTos.

3.  ®dapmaueBTMYECKME (PAKTOPblI U UX BAUAHME Ha TepaneBTUYECKYyto 3(peKkTUBHOCTb
nekapcTs.

4. 3HayeHue nekapCTBEHHOM OPMbl W TEXHOMOIMM €€ U3FOTOBMEHUs  Kak
hapmaueBTMYECKMX (DaKTOPOB, BNUSOLMNX HA BMOAOCTYNHOCTL NeKapCTB.

5. MpON3BOACTBEHHLIM  pPernameHT Kak OCHOBHOW TEXHONOMMYECKUA  OOKYMEHT.
CrtpykTypa.

6. MpounsBoacTBeHHaa TepmuHonorus. MaTepuanbHbii GanaHc, ero CywHOCTb W
3Ha4veHue.

7.  XapakTepucTMka OCHOBHbIX MPOU3BOACTBEHHbIX npoueccoB. O6wWmMe noHATUS O
MalLMHax 1 annaparax.

8. Xapaktepuctuka npouecca wuamernbyeHnsa. Buabl wnsmenpyeHus. OcobeHHOCTU
n3menbyYeHnsa TBepabix Ten.

9. TeopeTnyeckne OCHOBbl M3MenbyeHusi. Cnocobbl n3menbyeHus n knaccudukaums
n3mMenbyaoLLmnx MaLluH.

10. YCTpOWCTBO U MPUHLMN OENCTBUS MaWWH AN CPeaHero u Merkoro UaMesnbYeHus:
nspesbiBalolne, pasgaBnuBalOline  MalWHbl,  YOApPHO-LEHTPOOEeXHble  MerbHULbI
(amcmembpaTop, gesnHTerpaTop).

11. YCTpOWCTBO M NPUHLMMN OENCTBUS MaLlIWH ONs TOHKOroO m3mernbveHus: 6apabaHHble
MeIbHULbI.

12. YCTpOMCTBO W NPUHUMN OEeNCTBUST BUOPALMOHHBIX M CTPYWHbIX MenbHUL, Ans
CBEPXTOHKOIo U3MesbYeHuS.

13. CwutoBasa knaccudukauusa maMenbyeHHbIX MaTepuanoB. CuTa M CUTOBOW aHanus.
dakTopsbl, BMSOLWNE HA NPON3BOAUTENBHOCTL U 3(PPEKTUBHOCTD MPOCENBAHMS.

14. YcTponcTso 1 NpuHLUMN paboThl BpaLLaroLNXCH, KayaroLwmnxca 1 BUOPaUMOHHbIX CUT.

15. T[lepemewmBaHne B ¢apmMaueBTU4ECKOM TexHonormn. PakTopbl, BNULAOWME Ha
KayecTBO cmelumBaHus. CmecuTenu ¢ BpawaroLLmMMcs KOpnycoM 1 YEPBAYHO-NONACTHbIE.

16. YcCTpoMcTBO U nNPUHLMN pPaboTbl CMecuTenen C MNCEBAOOXKMKEHNEM CbIMy4vero
MaTepvana v ¢ BpaLlaloLnMCcs KOHYCOM.

17. XapakrepucTuka TabrneTtok Kak fiekapcTBeHHON popMbl. OCHOBHbIE TEXHONOIMYECKME
CXeMbl NPoM3BoACTBa TabneTok.

18. BcnomoraTenbHble BELWECTBA U UX HA3HaYeHe B NpoM3BOACTBE TabneTok.

19. OU3NKO-XMMUYECKME WU TEXHONOrMYEecKMe CBOMCTBA ChiNyynx Matepuanos Ansg
TabneTMpoBaHMa U METOAbI X ONpeaeneHus.

20. Uenu n cnocobbl rpaHynMpoBaHns. YCTPOWUCTBO M NpuHUMn paboTbl 06opyaoBaHUs
AN BAAXHOro rpaHynMpoBaHus: onepaumm CMewmBaHus U yBRaXHeHus. [paHynsaTopbl,
npvHUMN paboThbl.

21. YCTpoucTBO U NpuHUMN paboTbl LLEHTPOOEXKHOIO M BbICOKOCKOPOCTHOIMO cCMecuTenen-
rpaHynsiTopoB.

22. Cywka n onygpusaHue rpaHynara. YCTPOMCTBO M NPUHUMN SENCTBUS CYLUMMOK Tuna
CI1-30.

23. CTpyKTypHOE rpaHynupoBaHue B NCEBOOOXWMKEHHOM Croe. YCTPOMCTBO M NPUHLMN
paboTbl 06opynosaHus (CI-30).

24. CywHOCTb mMeToda CTPYKTYPHOIO rpaHynmMpoBaHus pacnblnTENbHbIM
BbICYLLUMBAHWEM, €0 OTNNYMTENbHBLIE 0COBEeHHOCTU. OBopyaoBaHue.

25. Cyxoe rpaHynupoBaHve. BcnomoraTenbHble BellecTBa, CYyWHOCTb MeToaa,
YCTPOMWCTBO U NpuHUmMn paboTbl o6opyaoBaHus.



26. AHanus rpadynaTta, metodbl U npubopbl. BrnvsiHue cnocoba rpaHynupoBaHua w©
TEXHOSOMMYEeCKUX XapakTePUCTUK rpaHynaTa Ha Ka4yecTBo TabneTok.

27. Bwuabl TabneTo4YHbIX MaLWH, X YCTPOMUCTBO U NPUHLUMN paboThbl.

28. [Mpsamoe npeccoBaHne TabneTok.

29. TabneTkn nokpbiTble 06onoykon. Llenn HaHeceHus MOKPLITUMI, UX BUOblI U MeToabl
HaHeceHus. BcnomoratenbHble BeLECTBa, UX Ha3HayeHne n accoptumeHT. OGopyaoBaHue.

30. TexHonorndeckum npowecc HaHeceHus OpaXnpoBaHHbIX NOKPbITUI "
BCNoMoraTerbHbIX BelecTs. CyCneH3NoHHbIN MEeTOA ApaKupoBaHu4.

31. Bwuabl 1 TexXHOMNOrMs HaHeceHWs MNMEeHOYHbIX obonovek Ha TabrneTknm U rpaHynbl.
PacTteopuTtenu. O6opynoBaHue. konormdeckme npobnemoi.

32. XapakTepucTvka HanpeccoBaHHbIX MOKPbITUA Ha TabneTkm W TEexXHOnorus ux
HaHeceHus. [penmyLLecTBa U HEQOCTaATKN NOKPLITUNA.

33. MHorocrnoiHble " KapkacHble  Tabnetkn.  TpuTypauumOHHble  TabneTkw.
BcnomoraTtenbHble BewecTBa. TexXHOMNorns npoMs3soacTBaa.

34. OueHka kadecTtBa Tabnetok no P XIV. NokaszaTtenn kayecTsa, UX HOPMbI 1 NPUBOPHLI.

35. [paxe Kak nekapcTBeHHasa popma. XapakTepucTuka, TEeXHOMOrMYeckun npoLecc
Npou3BOACTBA, NOKPbITUE 060no4YKamMum, oLeHKa kadecTBa, ynakoska. HomeHknatypa.

36. [paHynbl Kak nekapcTBeHHas dopMa. XapakTepucTuka, TEXHONMOMMYECKUA npouece
NpoM3BOACTBA, OLeHKa kavyecTBa, pacoBka u ynakoBka. HomeHknaTtypa.

37. XapaktepucTuka TensnoBbiX MPOLECCOB W TenSIOHOCUTENEN. Tennonepegaya.
TennonpoBoaHocTb. KoHBekuusi. Jlydemcnyckanme. CnoXHbI TennoobmMeH u ypaBHEHue
Tennonepeaayun.

38. XapakTepucTuka BOLSHOro napa Kak TennoHocuTens. HarpeBaHue «OCTpbiM» WU
«FAYyXUM» NapomM.

39. O6waa xapakTepuctuka TennoobmeHHbix annapatoB. [lapoBble pyb6aluku.
TpybuaTble TeNNO0BMEHHMKIN, YCTPONCTBO U NPUHLUMUN paboTbl.

40. OxnaxgeHne n KoHaeHcauusi B dhapmMaueBTnyeckon TexHonormn. Llenn n metoabi.
Annapartypa.

41. BbinapuBaHue B dapMaLeBTUYECKON TEXHOMorMu. Xapaktepuctuka npouecca u
MeToAbl BbinapuBaHus. BeinapueaHme nog Bakyymom. MNMpuHUunuanbHble CXembl YCTaHOBOK.

42. Cnoco®bl CYLWKX: KOHTaKTHas, KOHBEKTUBHAS, crneLmanbHas.

43. Cnocobbl cywkn TepmonabunbHbix BewecTs. JInodunbHasa cywka. PagnaumoHHas n
BbICOKOYACTOTHAs CyLUKa. YCTPOMUCTBO U NpuHLUmMn paboTbl o6opyaoBaHus.

44. MepguumHcKne Kancynbl. Xapaktepuctuka. Tunbl Kancyn n ux HasHadeHune. Obias
TexHonorm4yeckas cxema nponssoacTea. [purotoBneHme xenaTMHOBOW Macchbl.

45. MeTogbl NONyYeHUs KenaTMHOBbLIX Kancyn (NorpyxeHue, npeccoBaHne, KanesnbHbIn).
O6opynoBanue v npuHumn ero paboTtbl. CpaBHUTENbHAA XapakTePUCTUKA METOLOB.

46. XapakTepucTuka opanbHbIX TabneTok: pacTBOPMMbIX BO PTY, ObICTPOPaCTBOPUMBIX U
NMOMUIIM3NPOBAHHBIX OUCKOB. TEXHONMOrM4yeckMn npouecc W annapaTypHas cxema
npou3BoacTBa TabneTtok: OyKkanbHblX, ANS paccacbiBaHusA, ObICTPO pPacTBOPSHOLLMXCS,
CyOnMHIrBanbHbIX, AUCNEPrMpyeEMbIX B MOSIOCTU pTa, pacnajalrolmxcss B pOTOBOM MOMOCTH,
XeBaTerbHbIX; MMOPUNN3NPOBAHHbLIX SUCKOB.

47. XapakTepuctuka TabneTok, NpuMeHaeMbix Nocne npeaBapuTenbHOro NPUroToBEHUSA
pacTBopa WMnNu cycneHsun. TexHONornm4yeckui npouecc TabneTok pacTBOpMMBbIX, TabneTok
AN M3roTOBMEHUS Kanenb, WMNyYnx U gucneprmpyembix TabneTtok. AnnapatypHas cxema
npomssoacTtea. OueHka kayecTBa.

48. Xapaktepuctmka Tabnetok ¢ moamdumumpoBaHHbIM BbicBOOOXAEHNEM. MeToabl
MoauduKkaLumMm BbICBODOXAEHUA NEeKapCTBEHHOro BellecTBa: (pusmdeckme, xumudeckue,
TexHorornyeckue). TexHorormyeckunm npouecc Tabnetok-panui, KUweYHOpacTBOPUMBIX,
MHOrogasHbIX, panug petapa.



49. Xapaktepuctvka TabrneTok C KOHTPONUpyeMbiM BbicBOOOXOeHMEM (Mnasatowine, C
MUKpoOKancyrnamu) 1 MpOSsIOHMMPOBaHHbIX (TabneTkn peTapAd, KapkacHble, MHOrOCOWHbIE,
nMnNNaHTupyemble, nnn geno). TexHonorn4yeckuin npouecc TabneTok ¢ MoAMPULNPOBAHHBIM
BbICBODOXOEHNEM U ero annapaTtypHoe conpoBoxaeHne. CtaHgapTusaums ¥ HopMUpoBaHue
KayecTBa.

50. TepaneBTUYeCKME CUCTEMbI [OCTaBKM JIEKAPCTBEHHbIX BELLECTB (OCMOTUYECKM
aKTMBHasa TepaneBTMYECcKass CUCTema, TracTPOpPEeTEeHTUBHbIE JeKapCTBEHHbIe OPMbl,
nekapcTBeHHble dopMbl Aeno).

51. MerToabl nony4yeHus TBepAblX XenaTuHOBbIX kancyn O6opyaoBaHWe v NPUHLMN ero
paboTbl. CpaBHUTENbHAsA XapakTepUCTMKa METOO0B.

52. MeToabl nony4yeHus MArkux kenatmHoBbiX kancyn O6GopygooBaHve U NPUHULMN ero
paboTtbl. CpaBHUTENbHAsA XapakTepUCTMKa METOO0B.

19.3.2 TlepevyeHb TeCTOBbIX 3aAaHWN cpeaHero ypoBHA cnoxHoctu ( Tekywasn
arrecrtaums):

1.HanguTe owmnbky B TEXHOMOrM4eckom npouecce: «lpu nony4yeHnn Tabnetok MeToaom
NPsIMOro NPeCccoBaHWA OENCTBYOLLIEE M BCNOMOraTenbHbIe BELLECTBA U3MENBYNIUN, NPOCESN,
3arpy3unu B cmecutenb. [NonydeHHyo TabneTouHyo Maccy nNoABeprinm npeccoBaHnto, OAHaKo
nosy4eHHble TabneTkn Npununanu K Nnpecc-MHCTPYMeHTY. B 4em cocTouT TexHonormyeckas
oLnbKa»:

a) He4oCTaTOYHO paBHOMEPHOE CMELLMBaHWE KOMMOHEHTOB;

0) HegoOCTaTOYHOE KOJNMMYECTBO CKOJSb3ALLMX BELLECTB;

B) HE4OCTATOMHOE KONMYECTBO CKIIEMBAIOLLNX BELLECTB;

r) HegocTaToYHasA CTENEHb M3MeNbYEeHMA OENCTBYIOLLErO BELLeCTBa.

OT1BeT: HeJocTaTO4YHOE KONMMYECTBO CKOMb3SALLNX BELLECTB;

2.BbiGepuTe K KakoMy Krnaccy YMCTOTbl OTHOCUTCH NOMELLEHMeE No ero onncaHuio: «MNomelleHne
npegHasHa4yeHo Ansi NpUroToBeHMs pacTBOPOB, NoANEXaLlnxX CTepunusyowen unstpaumm
npu acenTU4YeckoMm NpouseBoacTee. Ecnn npoaykumna nogsepraeTcst UHULLHON TEPMUYECKON
cTepunusaunm 3TM NOMeLLEHUS UCMONb3YIOT ANA NPUrOTOBNEHUSA PAacTBOPOB, NOABEPXKEHHbIX
BbICOKOMY PUCKY MUKPOOHOWN KOHTaMuHaumn. HanonHeHue Tak e NpoBOAMTCS B MOMELLEHUAX
He HWXe 3TOro Kracca 4YmMctoTbl. KomnnekT ogexabl nepcoHana BKnoyaeT KOMOMHE30H unm
GPOYHBIN KOCTIOM, MOTHO OGnerawLmi 3ansacTbs C BICOKUM BOPOTHUKOM U
cooTBeTCTBYOLYO 00yBb nnn 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 pernaMmeHTUpyoLLen AOKYMeHTaummn?

a) Cneundukaumn;

0) 3anucy;

B) OOrOBOPbI;

) TEXHONOMMYECKUIN pErNamMmeHT.

OTBeT: 3anucu

4. [lokymeHTarnbHO ohopMIIeHHOEe onvcaHne onepaunin, noanexalux BbINoNHEeHUIo, Mep
NPEeAOCTOPOXKHOCTM U MEPONPUATAN, MPSAMO WU KOCBEHHO OTHOCSLLUXCS K MPOU3BOACTBY
MPOMEXYTOYHOW MPOAYKLMKN, hapMaLeBTUHECKON CybCTaHUMM Unn NiekapCTBEHHOro CpeacTBa
aTO0:

a) Mpouenypa;

0) onepauus;



B) cneundukaums;

') TEXHONOIrMYECKNA NpoLiecc.

OrBerT: Npoueaypa

5.[JaviTe npaBunbLHoe onpederieHne cUcCTeMe KadecTea:

a) CoBOKYMHOCTb BCEX 3fIEMEHTOB CUCTEMbI, HAMPaBeHHOW Ha BHeAPEHWE NOMUTUKN B
obnacTu kayecTBa U obecnevyeHns OOCTUXKEHNS Lernen B o0nacTn KavyecTsa;

6) meToabl M BUAbI 4EATENBHOCTM ONEPATMBHOIO Xapakrepa, UCnonb3yemble ANsi BbIMOSTHEHNS
TpeboBaHMI MO KA4YEeCTBY U HanNpaBMeHHbl Ha yNpaBfieHne NpoLEeccoM, YCTPaHEHNE NMPUYMH
Hey4OBMETBOPUTENBHOIMO PYHKLMOHMPOBAHNA Ha BCEX 3Tanax XXU3HEHHOro LinKna npoayKumm;
B) CMCTEMaTMYeCKMI NPOLIECC OLEHKM, KOHTpOrs, obmeHa nHgopmaumnen n ob3opa p1ckos s
Ka4yecTBa NeKkapCTBEHHbIX CPEACTB Ha NPOTSKEHUN UX XXU3HEHHOIO LIMKNA;

) AOKYMEHT, codep Kallmin NonuTUKy B 06r1acT kKadecTea U ONUChIBAOLLIMIA CUCTEMY KavyecTBa
opraHusaumm, OXBaTbIBAKOLLUUA BCHO AEATENbHOCTb OPraHn3auumn Unm TorbKo ee 4acTb.

OT1BeT: COBOKYMHOCTb BCEX 3IEMEHTOB CUCTEMBbI, HANpPaBEHHOW Ha BHEOPEHME MOMUTUKU B
obnacTu kayecTBa U obecneYvyeHns OOCTUXKEHUS Lenen B o6nacT KayecTBa;

6.Hangnte cootBeTcTBME:

JTabopaTopHbIN pernamMmeHT — 370

a)TexHONorMyecknuin JOKyMeHT, 3aBepLUaloLLNA HayYHble nccrneaoBaHns B TabopaTopHbIX
ycnosusix pa3paboTKy MeToda Npon3BOACTBA NleKapCTBEHHOIO CPeacTBa;

6)yacTb cuctembl GMP, koTOpas rapaHTUpPyeT, YTO NCXOQHOE Cbipbe U MaTepuansl He Bbinu
paspeLleHbl AN UCNoNb30BaHUSA, a NpoayKumst He Bbina paspelueHa AN NPoAaXu unm
MOCTaBKW Npexae, Yem X Ka4ecTBO He BblNo NPU3HaHO yAOBNETBOPUTENBHbLIM;
B)TEXHONOMMYECKNA AOKYMEHT, pernaMeHTUpyoLmi AenCcTByoLee cepumHoe Npon3soacTBo
nekapcTBEHHOro cpeacTsa;

NNOCTOSAHHBIA KOHTPOSb U OLIEHKY BCEro Npou3BOACTBaA.

OTBeT: TexHONorMyeckui AOKyMEHT, 3aBepLUaloLLnin HayYHble NCCneaoBaHus B nabopaTopHbIX
ycnoBsusix pa3paboTKky MeToda Npon3BOACTBa flekapCTBEHHOIO CPeacTBa;

7.HanTtun cooteeTcTBME:!

YnpaBneHne Ka4ecTBOM -3TO

a) ...-4acTb yNpaBreHNsa Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKLUMS NOCTOSHHO
NPOM3BOANTCA N KOHTPONMPYETCS NO CTaHA4apTaM KadecTBa, COOTBETCTBYHOLLUM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMUN perncTpaLMoHHOro 4ocke,
NPOTOKOMA KIMHUYECKMX UCCnegoBaHMi U cneuudurkauumn Ha 3Ty NpOAYyKUMIO;

0) ....-perynsipHoe npoBeaeHne 0630pa kayecTBa BCeX NPON3BEAEHHbIX NIEKAaPCTBEHHbIX
npenapaToB, B TOM YUCIe NIeKapCTBEHHbIX NpenapaToB, N3roTOBNAEMbIX TONbKO Ha 9KCNOpT, C
Lenblo NoaTBEPXKAEHMSA NOCTOSHCTBA MMEIOLLErocs npoLecca, COOTBETCTBUS AENCTBYHOLLUM
cneumduKkaLmam Kak Ha UICXO4HOE Chipbe, Tak M Ha rOTOBYH NPOAYKUMIO, ANS BbISIBIIEHNS
TEHOEHUMN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLIEHMA NPOAYKUMM M NpoLiecca;

B) ....- BOMPOCHI, KOTOPbIE MO OTAENBbHOCTU UMK B LLENIOM BAUSIOT HA Ka4eCTBO NPOAYKLUNUN,
npeactaenseT cobo COBOKYNHOCTb OpraHn3aLMOHHbIX Mep, HanpaBfeHHbIX Ha obecnedeHne
COOTBETCTBMSA Ka4ecTBa NekapCTBEHHbIX CPEACTB UX NpeAHa3Ha4YeHuHo;

r) ...-oT6op Npob, NnpoBeaeHME UCNbITAHUI, NPOBEPKM HA COOTBETCTBUE TpeboBaHMAM
cneumdukaummn, a Takke npoueaypbl OpraHnsaumm, LOKYMEHTMPOBaHMSA 1 Bbi4aun pa3peLLeHns
Ha BbIMNYCK;

a) ...-CMCTEMAaTMU3NPOBaHHbIV NPOLIECC OLIEHKM PUCKOB AJ1si KaYecTBa NIeKapCTBEHHOro
CcpeacTea, UX KOHTPONS, nepeaayn MHopmauum, a Takke 063opa B OTHOLLIEHWUM YKa3aHHbIX
PVCKOB.

OtBer: ...~ BOMPOChbI, KOTOPbIE MO OTAENbHOCTU UMW B LIENTOM BIIUSIIOT HA KAYECTBO

npoaykuuu, npeacTaensieT cobor COBOKYNHOCTb OPraHM3aLMOHHbIX Mep, HanpaBneHHbIX Ha
obecrneyeHne COOTBETCTBMSA KAYeCTBa NIEKapCTBEHHbIX CPEACTB MX NpeaHa3HaYeHuHo;

8.Hantu cooTBeTcTBME:

OpraHusaums NnpoM3BoACTBa M KOHTPOIIS KA4YeCTBa fNIeKapCTBEHHLIX CPEACTB-3TO

a) ...-4acTb ynpaBfeHnsa kKa4yecTBOM, KOTopasi rapaHTUPYeT, YTO NPOAYKLUMNSA NOCTOSAHHO
NpoOun3BOANTCS U KOHTPONUPYETCS MO CTaHdapTaM KadecTBa, COOTBETCTBYHOLLUM €€



npeaHas3Ha4yeHuto, a Takke B COOTBETCTBMM C TpeboBaHMAMN perncTpaLmMoHHOro 4ocke,
NPOTOKONa KIMUHUYECKMUX UCCNegoBaHUM 1 cneumndukaummn Ha 3Ty NPoAYKLUMIO.

0) ....-perynsipHoe nposeAeHne 0630pa kayecTBa BCEX NPON3BEAEHHbIX TEKapCTBEHHbIX
npenapaToB, B TOM YMCIie NEeKapCTBEHHbIX NpenapaToB, N3roTOBNSAEMbIX TONbKO Ha 3KCMOopT, C
Lienbio NoATBEPXKAEHMS MOCTOSIHCTBA MMEHLLLErocsl NpoLecca, COOTBETCTBUS AENCTBYOLUM
crneundmrKaumsam Kak Ha UICXOOHOE Cbipbe, Tak M Ha rOTOBYH MPOAYKLMIO, AN BbISIBNEHMS
TEeHAEHUMN 1 YCTAHOBMNEHMS1 BO3MOXHOCTU YNydLLEHMS NPOAYKUMMU 1 NpoLecca;

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

r) ...-0T6Op Npo6, NpoBEAEHNE UCTbITaHWI, MPOBEPKM HA COOTBETCTBME TPebOBaHNAM
cneumdurKauuii, a Takke npoueaypbl opraHm3aumnm, LOKYMEHTMPOBaHUS U Bblgayvu paspeLueHus
Ha BbIMYCK;

a) ...-CMCTEMAaTMN3NPOBaHHbIN NPOLIECC OLIEHKM PUCKOB AJ1si KaYecTBa NEKapCTBEHHOMO
CpeacTBa, UX KOHTPONSA, nepegayn MHpopmauum, a Takke 063opa B OTHOLLIEHWUM YKa3aHHbIX
PVCKOB.

OTBer: ...-4acTb yrnpaBfeH1s KA4eCTBOM, KOTOpasi rapaHTUPYeT, YTO NpoayKLMs

MOCTOAHHO NMPON3BOONTCA N KOHTPOJTNMPYETCA NO CTaHAapTaM KayeCcTBa, COOTBETCTBYHOLLNM ee
npegHa3Ha4YyeHuto, a Takke B COOTBETCTBUA C Tpe6OBaHVI$IMVI pernctpaumoHHOro aocbe,
NpoOTOKOMNa KIMNMHNYEeCKNX nccnenoBaHum n CI'IeLI,I/ICbI/IKaLl,I/II/I Ha 3Ty NpoAyKUUIO.

9.HanTtn cooTeeTCTBME:!

KoHTpornb kavecTBa - 370

a) ...-4aCTb ynpaBreHnsa Ka4ecTBOM, KOTOpasi rapaHTMpyeT, YTO NPOAYKUUSA NOCTOSIHHO
NPOM3BOANTCA U KOHTPONMPYETCS NO CTaHA4apTaM KadecTBa, COOTBETCTBYHOLLUM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMMN PErncTpaLmMoHHOro Aocke,
NPOTOKONA KIMHUYECKMX UCCNefOoBaHUA 1 cneundukauumn Ha 3Ty NPOAYKLUMIO;

6) ....-perynspHoe nposefeHne o63opa kayecTBa BCEX NPOU3BEAEHHbIX NEKapCTBEHHbIX
npenapaToB, B TOM YUCIe NIeKapCTBEHHbIX NpenapaToB, N3roTOBNAEMbIX TOMbKO Ha 3KCMOPT, C
Lenbio NoATBEPXKAEHMS MOCTOSHCTBA MMEIOLLLErocst NpoLecca, COOTBETCTBUS AENCTBYIOLLNM
cneundmrKaLmsam Kak Ha UICXOOHOE Cbipbe, Tak U Ha rOTOBYHO NPOAYKUMIO, A5 BbISIBNEHUS
TEHOEHUUN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLLIEeHMs NPpOAyKUMM 1 NpoLiecca;

B) ....- BOMPOCBHI, KOTOPbIE N0 OTAENBbHOCTU UMK B LLENIOM BAUSIOT HA Ka4eCTBO NPOAYKLUNN,
npeacraBnseT cobon COBOKYMHOCTb OPraHn3aLMOHHbIX Mep, HanpaBneHHbIX Ha obecneyeHne
COOTBETCTBMSA KayecTBa NeKapCTBEHHbIX CPEeACTB UX NpeAHasHa4YeHuIo;

r) ...-0TOGOp Npo6, NnpoBeAeHNE UCTbITAHNIA, MPOBEPKN HA COOTBETCTBME TPEOOBAHUAM
cneundmrkaLmin, a Takke npoueaypbl opraHusaummn, AOKYMEHTUPOBaHUS 1 Bbl4auun paspeLleHms
Ha BbINyCK;

a) ...-CUCTEMATU3NPOBAHHbIN NPOLIECC OLIEHKN PUCKOB A5 KaYecTBa NIeKapCTBEHHOIO
cpencTsa, UX KOHTpOns, nepeaayn nHopmMauum, a Takke 063opa B OTHOLLEHUM YKa3aHHbIX
PVCKOB.

OTBerT: ...-oT60p Npo6, NpoBeAeHME UCNbITAHNI, NPOBEPKM HA COOTBETCTBNE TpeboBaHUAM
crneumdukaummn, a Takke npoueaypbl OpraHnsaumm, LOKYMEHTUPOBAHUSA 1 BblAayu paspeLleHuns
Ha BbINYyCK;

10.Hantn cooTBeTCTBUE:

O630p KayecTBa NpoayKUUN

a) ...-4acTb ynpaBrieHNs Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKLUMS NOCTOSHHO
NPOM3BOANTCA U KOHTPONMPYETCS NO CTaHA4apTaM KadecTBa, COOTBETCTBYHOLLNM ee
npeaHasHa4yeHuto, a Takke B COOTBETCTBMM C TpeboBaHMAMUN PErnMCcTpaLmMoHHOro Aocke,
NPOTOKOMA KIMMHUYECKMX UCCneaoBaHui U cneuyndmkaummn Ha aTy NPpOAYKLMIO;

06) ....-perynsipHoe npoBegeHne o630opa kayecTBa BCEX NPON3BEAEHHbIX NEKAPCTBEHHbIX
npenapaToB, B TOM YUCIIE NIEKapCTBEHHbIX NpenapaToB, N3roTOBNAEMbIX TONTbKO Ha AKCNOpPT, C
Lienbto NoaTBEPXKAEHMSA NOCTOSIHCTBA MMEIOLLErocs npoLecca, COOTBETCTBUS AENCTBYHOLLUM
crneumdukaLmam Kak Ha UICXO4HOE Cbipbe, Tak U Ha rOTOBYHO NPOAYKUMIO, ANS BbISIBIIEHNS
TEHOEHUUN N YCTAHOBMEHUSA BO3MOXHOCTU YIyyLLIEHMA NPOAYKUMM M NpoLiecca;



B) ....- BOMPOCbI, KOTOPbIE MO OTAENBHOCTU UMK B LIENIOM BIUSIIOT HA KA4YeCTBO NPOAYKLMM,
npeacTtaBnsieT coboi COBOKYMHOCTb OPraHU3aLMOHHbIX Mep, HanpaBreHHbIX Ha obecneyeHne
COOTBETCTBMSA Ka4yecTBa NeKapCTBEHHbIX CPeACTB MX NpeaHa3HauYeHUIo;

r) ...-0T6Op Npo6, NpoBeAEHNE UCTbITaHWI, MPOBEPKM HA COOTBETCTBME TPpebOBaHNAM
cneumdurKauuii, a Takke npoleaypbl opraHM3aumnm, OKYMEHTMPOBaHUS U Bblgavu paspeLueHus
Ha BbIMYCK;

a) ...-CMCTEMAaTN3NPOBaHHbIV NPOLIECC OLIEHKM PUCKOB AJ1si KaYecTBa NeKapCTBEHHOMO
CpeacTBa, UX KOHTPONS, nepegayn nHpopmauum, a Takke 063opa B OTHOLLEHWUM YKa3aHHbIX
PVCKOB.

OTBer: ....-perynsipHoe npoeefeHne 0630pa kayecTsa BCeX NPoON3BeAEHHbIX

NeKapCTBEHHbIX MpenapaToB, B TOM YMCIe NeKapCTBEHHbIX npenapaToB, N3roTOBMAEMbIX
TONbKO Ha 3KCMOPT, C LieNbio NOATBEPXKAEHMS MOCTOSHCTBA MMEHLLLerocs npoLecca,
COOTBETCTBMS AENCTBYIOLNM creumduKkaLmsiM Kak Ha UICXO4HOE Cbipbe, TaK U Ha roTOBYHO
NPOAYKUMIO, ONS BbISBNEHUS TEHOEHLUUN U YCTAaHOBINEHMS BO3MOXXHOCTYM YIyYLLEHUsI NPOAYKLUN
1 npouecca;

11.HanTtn cooTBeTCTBME:

YnpaerneHne puckamu onsi KadecTtsa

a) ...-4acTb ynpaBfeHnsa Ka4yeCTBOM, KOTOpasi rapaHTUPYeT, YTO NPOAYKLUUNSA NOCTOSHHO
NpOun3BOANTCS U KOHTPONUPYETCS MO CTaHdapTaM KadecTBa, COOTBETCTBYHOLLUM ee
npeaHasHa4YeHuto, a Takke B COOTBETCTBMM C TpeboBaHNSIMIN PEMMCTPALMOHHOIO AOChE,
NPOTOKOSa KIMHNYECKNX NCCNnegoBaHUn u cneumdmrkaumm Ha 3Ty NPoayKUMIO;

6) ....-perynsipHoe npoBegeHne o630pa KayecTBa BCeX NPON3BELAEHHbIX NEKAPCTBEHHbIX
npenaparoB, B TOM YMCNe NeKapCTBEHHbIX NpenapaToB, N3roTOBNSIEMbIX TOMbKO Ha 3KCMOPT, C
Lenbio NoATBEPXKAEHMSI MOCTOSHCTBA MMEIOLLIErOCA NpoLecca, COOTBETCTBUS AENCTBYHOLLUM
cneunguKaumsam Kak Ha MCXOO4HOE Cbipbe, TakK U Ha rOTOBYO NPOAYKLUMIO, ANS BbISIBIIEHUS
TEHAEHUUN N YCTAHOBMEHNS BO3MOXHOCTU Yry4LLEeHMS NPOAYKUMA U npoLiecca;

B) ....- BOMpPOCBHI, KOTOPLIE NO OTAENMBbHOCTU UMK B LIENOM BIIMSAIKOT Ha Ka4eCTBO NPOAYKLUUH,
npegcTaensieT cobon COBOKYMHOCTb OpraHn3aLUmnoHHbIX Mep, HanpaBleHHbIX Ha obecrneyeHne
COOTBETCTBUA Ka4yeCTBa JIEKAPCTBEHHLIX CPEACTB MX NpeaHa3HauYeHUIo;

r ...-0T6Op Npob, NpoBeaeHMEe NCMbITaHWUA, MPOBEPKN HA COOTBETCTBME TPEOOBaAHMAM
crneumdukaummn, a Takke npoueaypbl OpraHnsaumm, LOKYMEHTUPOBaHUSA 1 BblAauu paspeLleHuns
Ha BbIMYCK;

a) ...-CUCTEMAaTM3NPOBAHHbIN NPOLIECC OLIEHKM PUCKOB ANSA Ka4ecTBa NekapCTBEHHOIO
CpeAcTBa, UX KOHTPOns, nepegayn nHgopmauun, a Takke o063opa B OTHOLLIEHMMN YKa3aHHbIX
PUCKOB.

OTBerT: ...-CUCTEMATU3NPOBAHHbLIN NPOLIECC OLEHKN PUCKOB OJ1S KavecTBa

NeKapCcTBEHHOro CpeacTBa, UX KOHTPOrA, nepeaayn nHgpopmMauum, a Takke ob3opa B
OTHOLLEHMWN YKa3aHHbIX PUCKOB.

12.Hantu cooTBEeTCTBUE:
OT1yeThl - 3TO

a) [oKyMeHTbl, oUKCUpYIOLLME BbINOSTHEHUE Pa3fMYHbIX OEACTBUIA ANA AoKa3aTensCcTBa
COOTBETCTBUS MHCTPYKUMAM, HANnpumMep, MeponpusiTuii, NpOUCLLIECTBUN, paccrenoBaHui;

06) OOKYMEHTbI, COMPOBOXAaloLLMe BbINOMTHEHWE KOHKPETHbIX 3a4aHUin, NPOEKTOB UIu
paccnefoBaHUN U oTpaxatloLme pesynbTaTthl, BbIBOAbI U pekoMeHaauuu;

B) OOKYMEHThLI, coaepaLine yKkasaHus no NpoBe4EeHUIO N perncTpauumn oTaenbHbIX
onepauui;

r) OOKYMEHTbI, coAepalume pestoMe pesyrnbTaTtoB UCMbITaHN 06pa3LoB NPOAYKLMM NI

NCXOOHOrO Chipbsl M YNAKOBOYHbBIX MaTepManoB BMECTE C OLLEHKON COOTBETCTBUSA
yCTaHOBMNEHHOW crneumdmrKalmm.

OTBerT: AOKYMEHTbI, COMPOBOXAAOLLMNE BbINOSTHEHNE KOHKPETHLIX 3a4aHnin, MPOEKTOB
UNu paccrnefoBaHui U oTpaxarLwme pesynbTaTthl, BbIBOAbI U peKOMeHaauuu;

13.Hantu cooTBeTcTBUE:
[oKyMeHTbI, noATBepKaatoLLMe KayecTBo - 3TO



a) [oKyMeHTbI, (onKCupyowmne BbINOSHEHWE PasfiMYHbIX JENCTBUN ANS AoKa3aTenbCcTBa
COOTBETCTBMSA UHCTPYKUMAM, Hanpumep, MeponpuaTuii, NPONCLLIECTBUN, paccrefoBaHUm;

06) OOKYMEHTbI, COMPOBOXAatoLLME BbINOMTHEHMNE KOHKPETHbIX 3a4aHUi, NPOEKTOB Unn
paccnefoBaHUn 1 oTpaxatoLwme pesynbTaTthl, BbIBOALI U pekoMeHaauuu;

B) AOKYMEHTbI, cofepKallme ykasaHusi No NpoBegeHnto 1 perncTpauum oTaenbHbIX
onepauuu;

r OOKYMEHTbI, coAepalume pestoMe pesyrbTaTtoB UCMbITaHU 06pasLoB NPOAYKLMN UK
MCXOOHOrO ChIPbS N YNAaKOBOYHbIX MaTepranoB BMeCTe C OLEHKON COOTBETCTBUS
YyCTaHOBMNEHHOM cneumdukaumnn.

OTBeT: AOKYMEHTbI, cogepalume pestome pesynbTaToB UChbliTaHU 06pa3yos
NPOaYKLUMU U NCXOAHOIO ChIPbs U YNAKOBOYHbIX MaTepuanoB BMECTE C OLEeHKOW
COOTBETCTBUA YCTAHOBIIEHHOWN crieundurkaumn.

14. Haintn cooTBeTCcTBME:

MpoTokonbl (NNaHsbl) - 3TO

a) [loKyMeHTbI, (onKCupytowmne BbINOSIHEHNE PasnnYHbIX AENCTBMI ANs AoKa3aTenbCcTBa
COOTBETCTBMSA UHCTPYKUMAM, HANpUmep, MeponpuaTuii, NPONCLLIECTBUI, paccrefoBaHWm;

6) OOKYMEHTbI, COMPOBOXAAtoLLME BbINOMTHEHWE KOHKPETHbIX 3a4aHUiN, NPOEKTOB Unn
paccrnegoBaHuii 1 oTpaxarowme pesynbTaThl, BbIBOAbI U peKOMeHAaumm;

B) AOKYMEHTbI, coAepalume ykasaHusi No NpoBegeHnto 1 perncTpaunm oTaenbHbIX
onepauui;

r) OOKYMEHTbI, cofepalume pe3tome pesynbTaToB UChbiTaHU 00pa3uoB NpoayKuumn nnm

MCXOLHOrO ChIPbS N YNAaKOBOYHbIX MaTepranoB BMeCTe C OLEHKON COOTBETCTBUSA
YyCTaHOBMEHHOW crieumdmrKaLlmm.

OTBeT: AOKYMEHTbI, cogepXallme ykasaHusi No NpoBeAEHMIO U perncTpaumnm oTaenbHbIX
ornepauuu;

15.ConocTaBbTe B1A Haanexatllen npakTuki u €€ OCHOBHOW NPUHLINM
GCP

a) AncTpubboTOpbI AOMMKHBLI CO34aBaTh M NOAAEPKUBATL CUCTEMY KayecTBa,
yCTaHaBMBaoLLYyt0 0653aHHOCTH, NPOLECChl 1 NPUHLMMbBI YNPaBneHUs pUckamn B OTHOLLEHWUN
OCYLLECTBIIAEMOV UMW OEATENBHOCTY;

6) peknamaumm Ha Ka4ecTBO NPOAYKUUM creayeT TwaTenbHO paccMaTpuBaTth, a NPUYMHBI
yXyALWeHNst KayecTBa paccrnenoBatb C MPUHATUEM COOTBETCTBYIOLLNX Mep N0 UX
npeaoTBpaLLeHNIo;

B) cucTema obecneyeHns KadecTBa, MMEKLLLas OTHOLLEHMS K NpoLeccaM opraHusaumu,
NNaHUpPOBaHMIO, MOPSAKY NPOBEAEHUSA U KOHTPONSA UccrneoBaHnsi B 06r1acTn OXpaHbl 300pOBbs
YyenoBeka 1 6e30MacHOCTU OKpyXatoLLen cpeapl;

r) npaesa, 6e3onacHocTb 1 Gnarononyyne cy6GbLEKTOB NCCrefoBaHNUS UMEKOT
NepBOCTENEeHHOE 3HAYeHMe N AOMKHbI NPEBANNPOBaTh Hag UHTEpecammn Hayku 1 obLiecTsa.
OTBerT: npaea, 6e3onacHocTb 1 6riarononyyme cyobLEKTOB MCCEA0BaHNUS UMEKOT

nepBoCTeneHHOoE 3Ha4yeHne N OOIMKHbI NnpeBannupoBaTb Ha4 MHTepecaMn Haykm 1 obulecTtBa.

16.ConocTaBbTe BUO Hagnexallen npakTukn n eé OCHOBHOW NPUHLINM;
GMP

a) OunctpnbbloTopbl OMKHBI CO3aaBaTh M NOAAEPKUBATL CUCTEMY KavyeCTBa,
yCTaHaBnNuMBaLLyo 06593aHHOCTH, NPOLLECCHI Y MPUHLMMbBI YNPaBNeHNss pUcCkamn B OTHOLLIEHUN
OCYLLECTBAEMON UMWN OEATENBHOCTY;

0) peknaMaumm Ha Ka4yecTBO NPOAYKLMM cregyeT TwaTenbHO paccMaTpmBaTh, a NpUYMHbI
yXyALlEeHNst KayecTBa paccnenoBatb C NPUHATUEM COOTBETCTBYHOLLNX MEP MO UX
npenoTBpaLLEHNIO;

B) cuctema obecneyveHnst kadecTsa, MMEKLLas OTHOLLEHMS K NpoLleccamM opraHm3awmu,
nnaHMpoBaHMto, NOPSIAKY NPOBEAEHNSA N KOHTPOMS UCCreaoBaHms B 0611acTn oxpaHbl 300pOBbS
yenoseka 1 6e30NacHOCTU OKpYyXXatoLen cpeap;

r npaea, 6e3onacHocTb K 6riarononyyme cybbLekToB UCCenoBaHNS UMEKOT

nepBocTeneHHoe 3Ha4YeHne 1 OOJKHbI npeBannpoBaTb Ha4 MHTEpeCcaMn Haykn 1 obuecTtBa.



OrBerT: peknamaunnm Ha Ka4eCcTtBo NpoAyKuun crnegyetT TwaTtesibHO pacCMaTpuBaTth, a
NPUYUHbI YXyAlWeHNnd KadecTBa paccnenoBaTtb C NPUHATUEM COOTBETCTBYHOLLUX MepP NO UX
npeaoTBpaLleHnto;

17. ConoctaBbTe BUA Hagnexaluen npakTuku 1 eé OCHOBHON NPUHLMN:
GDP

a) OncTpnbbloTopbl A0MKHBLI CO30aBaTh U NOAAEPKMBATL CUCTEMY KayecTBa,
yCTaHaBNMBaLLy0 0653aHHOCTM, NPOLIECCHI M MPUHLMMbLI YIpaBeHUst pUckamm B OTHOLLEHUN
OCYLLECTBMAEMON UMWN OEATENBHOCTY;

06) Peknamaumm Ha Ka4ecTBO NpoAYKLMKN CrieayeT TulaTenlbHO paccMaTpuBaTh, a NPUYMHLI
yXyOLeHnsi Ka4yecTBa paccnenoBatb C NPUHATUEM COOTBETCTBYHOLLMX Mep MO UX
npenoTBpaLLEHWIO;

B) Cuctema obecrneyeHnss kayecTBa, UMetoLLLIasi OTHOLLEHNS K NpoLeccamM opraHmM3aumm,
nnaHMpoBaHWIO, NOPSIAKY NPOBEAEHMS U KOHTPONSA UCCnenoBaHWs B 001acT oXpaHbl 340p0OBbst
yenoseka 1 6e30NacHOCTUN OKpYyXXatoLen cpeap;

r MpaBa, 6e3onacHOCTb 1 Gnaronony4yne cybbekToB UCCNeaOBaHNA UMEIOT
nepBOCTENEeHHOEe 3Ha4YeHne 1 OOMKHbI NpeBanuMpoBaTb Hag MHTepecamun Hayku 1 obLlecTsa.
OTBeT: AncTpnbbOTOPbLI AOMKHbLI CO30aBaTh U NOAAEPKMBATL CUCTEMY KayYecTBa,
yCTaHaBNMBaLLy0 06593aHHOCTM, NPOLIECCHI Y MPUHLMMbLI YIPaBeHUst pUCKaMmn B OTHOLLEHWUN
OCYLLIECTBISAEMON UMW OeATENBbHOCTY;

18.ConocTaBbTe B1A Haanexatllen npakTuki u eé 0OCHOBHOW NPUHLINM

GDP

a) OncTpmnbbloTopbl 4OMKHBLI CO34aBaTh U NOAAEPXKMBATL CUCTEMY KayecTBa,
yCTaHaBNMBaLLy0 0653aHHOCTM, NPOLIECCHI M MPUHLMMbLI YIPaBeHUst pPUCKaMmn B OTHOLLEHUN
OCYLLECTBIIIEMOWN UMW OEATENBHOCTMU;

0) peknaMaumm Ha Ka4yecTBO NPoaYyKUMK criegyeT TwaTenbHO paccMaTpmBaTh, a NPUYMHbI
yXyALEeHNs KadecTBa paccrnenoBaTtb C MPUHATUEM COOTBETCTBYHOLLMX MeP MO nX
npenoTBpaLLEHNIO;

B) cnctema obecneveHnst kKayecTea, MMerLWas OTHOLLIEHMS K MpoLeccamM opraHu3auuuy,
nnaHnMpoBaHmio, NOPSIAKY NPOBEAEHNSA N KOHTPOMS UCCreaoBaHms B 0611acTn oxpaHbl 300pOBbS
YyernoBeka 1 6e30MacHOCTM OKpYyKatoLLen cpeqbl;

r) npaesa, 6e3onacHocTb 1 Gnarononyyne cyGbLEKTOB NCCrefoBaHNUS UMEKOT
nepBOCTENEHHOE 3HaYeHNe U SOMKHbI MPeBanMpoBaTh Hag UHTepecaMmn Haykm n obulecTtsa.

OTBer: cucTeMa obecneyeHust KayecTBa, MMeLLasi OTHOLLEHUS K NpoLeccam
opraHu3saumm, NnaHMPOBaHUIO, MOPSAKY NPOBEAEHNS U KOHTPOIS UCCreaoBaHUs B o6nactm
OXpaHbl 300pOBbs YeroBeka 1 6e30MacHOCTM OKpyKatoLLen cpeapl;

19.AHanu3 kayecTea NPOAYKLUM N aHaNM3 PUCKOB BKIOYaKOT B ce0s:

a) OueHKy pucka ans kayecTsa, OCHOBbIBAsiCb HA Hay4YHOM Moaxoae, onbiTe paboThl U, B
KOHEYHOM cYeTe, UCXOASA U3 3alUUTbl NOTPeduTens;
6) aHanu3 BCeX CYLLECTBEHHbIX OTKIIOHEHMWI UM HECOOTBETCTBUM, Pe3yNbTaToB UX

paccnefoBaHus 1 oueHka addeKTUBHOCTU NpeanpuHUMaeMblX KOPPEKTUPYHOLLMX UMK
npegynpexaaroLmx Mep;

B) aHanms Bcex Cepui, Ans KOTOPbIX OTMEeYEHbl OTKITOHEHMS OT cneumndmrKkalmmn, n
pesyrnbTaToB paccrnefoBaHNA 3TUX OTKITOHEHWM;

r COOTBETCTBME MPUHMMAEMbIX MEP U CTENEHb AOKYMEHTaNbHOIro ohopmeHms npouecca
aHanmsa xapaktepa pucka.

OTBerT: aHanms BCEX CYLLLECTBEHHbIX OTKMOHEHUI UM HECOOTBETCTBUN, Pe3yrbTaToB UX
paccnefoBaHus 1 oueHka addeKTUBHOCTN NpeanpyHUMaeMbIX KOPPEKTUPYHOLLMX UMK
npegynpexaaroLmx Mep;

20.YkaxuTe cooTBeTCTBUE

XapakTepucTuka rotoBoro npoaykra — a7o:

a) MNocnegoBaTenbHOCTb CTaAUIN U onepaunin TEXHONOrMYEeCKoro npoLecca;
6) cocTaB, onncaHune, dopma Bbinycka, NPUMEHEHNE N YCNOBUSA XPaAHEHMUS NEKAaPCTBEHHOIO



npenapara;
B) YepTex NpoM3BOACTBEHHOIO NOTOKA;

r) onncaHmne cnocoboB 1 ycrnoBuin paboTbl N0 CTaansaM M onepaumaMm;

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

OTBeT: cocTaB, onucaHue, opma Bbinycka, MPUMEHEHNE N YCNOBUSA XpaHEHUS
NeKkapCcTBEHHOro npenapara;

21.YKaxute cooTBeTCTBUE

AnnapaTtypHas cxema Nnpou3BOACTBa — 3TO

a) nocnenoBaTenbHOCTbL CTagun 1 onepauuin TEXHONOrMYEeCKoro npotecca

6) cocTas, onncaHune, doopma Bbinycka, NPUMEHEHNE N YCOBUSA XPaHEHUS NEKapCTBEHHOIO
npenapara

B) YepTeX NpoM3BOACTBEHHOIO NOTOKA

r) onmMcaHne cnocoboB 1 yYCNoBUn paboTbl MO CTagMsaM U onepaunsim

[) nepeyeHb NeKkapCTBEHHbIX M BCMOMOraTeNbHbIX BELLECTB C pernameHTaumen napameTpos
KayecTBa

OTBeT: yepTex NPOU3BOLACTBEHHOrO NOTOKA

22.YKaxuTe cooTBeTCTBUE

AnnapaTtypHas cxema Nnpou3BOACTBa — 3TO

a) nocnegoBaTenbHOCTbL CTagu 1 onepaunin TEXHONOrM4YeCcKoro npoLecca;

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

B) YepTEeX NPOM3BOACTBEHHOIO MOTOKA;

r) onncaHmne cnocoboB 1 ycrnoBuin paboTbl MO CTaaMsaM M onepaumsaM;

[) NnepeyeHb NeKkapCTBEHHbIX 1 BCMOMOraTesNbHbIX BELLECTB C perfnameHTaumMen napameTpos
KayecTBa.

OTBeT: yepTex NPOU3BOLACTBEHHOrO NOTOKA,;

23.YKkaxuTte cooTBeTCTBME

M3noxeHne TEXHONOrMYEeCKoro npouecca — aTo:

a) MNocnegoBaTenbHOCTb CTaAUN U onepaLnin TEXHONOMMYECKOro npouecca;

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

B) YepTeX NpOM3BOACTBEHHOIO NOTOKA;

r) onncaHmne cnocoboB 1 ycrnosuin paboTbl N0 CTaansM 1 ONepaunsm;

[) nepeyeHb NeKkapCTBEHHbIX M BCMOMOraTeNbHbIX BELLECTB C pernameHTaumen napameTpos
KayecTBa.

OTBeT: onucaHne cnocoboB 1 yYCnoBuin paboTbl MO CTagMaM 1 onepaumnsm;

24.YCcTaHOBUTE COOTBETCTBNE TEPMUHA U IO COAEPKAHUA:

UcnbiTaHne — aTo

a) MNpouecc onpeaeneHns COOTBETCTBUS 3HAYEHMIN NapameTpa NPOAYKTa YCTaHOBEHHbIM
TpeboBaHWSM UM HOpMaM.

6) COBOKYNHOCTb AEVCTBUM A8 onpeAeneHns OTHOLWEHUSA OAHOWN (M3MepseMOon) BENUYMHBI K
APYron 0AHOPOAHON BENUYMHE, NPUHATON BCEMM YHaCTHMKAMM 3a eANHULY, XPaHSLLYIOCS B
TEXHNYECKOM CpefCTBeE.

B) 9KCNepuMeHTanbHoe onpeaeneHne KOMYeCTBEHHbIX U (M) Ka4eCTBEHHbIX XapakKTePUCTUK
CBONCTB 06beKTa NCMbITaHUN.

OTBeT: 9KCNepUMeHTanbHoe onpeaeneHne KonMYeCcTBEHHbIX 1 (MNN) KaYeCTBEHHbIX
XapakTEPUCTUK CBOUCTB OO bEKTa MCMbITaHUM.

25.YcTaHoBUTE COOTBETCTBME TUMNA aHaNMUTUYECKON METOOUKN U €ro XapaKTepUCTUKK:
VcnbiTaHns no nokasaTento KadecTBa «uaeHTudmkaums» - ato

a) npegHa3HayYeHbl AN U3MepeHns cogepXxaHusa aHanuta B npobe;

6) MOXeT NPoBOAUTLCA KaK B BMOE KONMYECTBEHHOIrO U3MepeHusl, Tak 1 B BUAE UCMbITaHUA Ha
npegensl CoAepXaHus;



B) NpeaHasHayYeHbl Ansi NOATBEPXAEHUA NOAMHHOCTN aHanuTa B obpasLe.
OTBeT: NpeaHasHaueHbl A4S NoATBEPXKAEHMSI NOANMHHOCTU aHanuTa B obpasue.
26.YKakute cooTBEeTCTBUE

XapaKTepI/ICTVIKa roToBOro npoAykrta — 3T1o:

a) MNocnegoBaTtenbHOCTb CTaAUN U onepauuin TEXHONONMYECKOro NpoLecca;

6) cocTaB, onncaHune, opma Bbinycka, NPUMEHEHNE N YCIOBUA XPaHEHUS NEKAPCTBEHHOIO
npenapara;

B) YepTeXX NPON3BOACTBEHHOMO NMOTOKA;

r) onncaHmne cnocoboB 1 ycrnoBuin paboTbl N0 CTaansaM U onepaumaMm;

[) nepeyeHb NnekapCTBEHHbIX N BCNOMOraTesibHbIX BELLLECTB C perfiaMmeHTaumen napameTpos
KayecTBa.

OTBeT: cocTaB, onncaHue, hopma Bbinycka, NPUMEHEHME U YCITOBUS XpaHEHUS
nekapcTBEHHOro npenapara;

19.3.3 lMepevyeHb NpPUMEPHbIX TECTOBbLIX 3af4aHUMA MNOBbIWEeHHON cnoxHocTu (TekyLwas
arrecraums)

1.Cneumndoukauyms — aTo:

OTBert: [JokymMeHT, cogepxalumi TpeboBaHMa K MaTepmanam n npoaykram, UCnonb3yeMbiM 1nm
nony4aemMbiM Npu NPON3BOACTBE, ABMSIOLLNACA OCHOBOWM ANS OLEHKN KayecTBa NeKapCTBEHHbIX
CPeAcTB.

2.JTrobon maTtepman, B3ATbIN U3 TECT-CUCTEMbI AN U3YYEHUS, aHann3a UM XpaHeHnsa — 3To:
OTtBeT: O6pasey

3.MeToabl 1 BUAObI AEATENBLHOCTN ONEpaTUBHOIO XapakTepa, UCNonb3yemMble ANs BbINOSHEHUS
TpeboBaHWI NO Ka4yeCTBY W HanpaBfeHHble Ha ynpaBrfieHUe NpoueccoM, YCTpaHeHue MpUYmH
HeyaO0BNEeTBOPUTENBHOMO (PYHKLIMOHMPOBAHUSA HA BCEX 3Tanax XXU3HEHHOTO LMKna NpoayKumm —
370:

OTBeT: YnpaBneHue Ka4ecTBoM

4.0ueHKa n AOKYMEHTMPOBaHMEe NOATBEPXOEHNSA COOTBETCTBMS MPOM3BOACTBEHHOMO npouecca
N Ka4yecTBa NpoayKTa, yCTaHoBMNEHHbIM TpebosaHuam GMP, aTo:

OTBerT: Banupauus

5.[1o0KyMeHTanbHO O(OpMIEHHOE oONucaHMe onepauun, noanexawmx BbINOSTHEHNIO, Mep
NPEeAOCTOPOXKHOCTM N MEPONPUATUIA, NPSMO WM KOCBEHHO OTHOCSLUMXCA K NPOW3BOACTBY
NPOMEXYTOYHON NpoAyKUUW, dhapmaLeBTUHECKON CyOCTaHUMN UM NEeKapCTBEHHOro cpeacTea
aTo:

OTBeT: npoueaypa

6.[]anTe onpeneneHne cUCTEME Ka4yecTea:

OTBeT: COBOKYMNHOCTb BCEX 3NIEMEHTOB CUCTEMbI, HanpaBneHHON Ha BHeApPEHWME MNONMUTUKL B
obnacTtu kayecTBa 1 obecnevyeHns AOCTUXKEHUS Lienen B obnactu kayecTsa

7.[JOKyMEHT, KOTOpbIA ONMUCbIBaAeT Lenu, An3anH, MeTOLONOrni, CTaTUCTUYECKME acnekTbl W
opraHuMsaumio nccnegoBaHus -3To:

OTBeT: NPOTOKON

8.06pa3sey, B OKOHYaTENbHOM YyNakoBKe, OTOOPaHHbIM U3 cepun roTOBOW NpoayKUUKU, KOTOPbIN
XPaHAT B Lensax NoaTBEPKAEHUS NOEHTUYHOCTUN — 3TO:

OTBeT: ApxvBHbIV 06pasey,

9.KOHTpOnbHbIE N apxmBHble 06pa3sLbl XpaHAT Kak MUHUMYM:

OTBeT: B Te4YeHne CpoKa rogqHOCTM CEPUN N FOA NOCHE NCTEYEHNSI CpOoKa FOAHOCTU
10.PykoBoanTEnM Npon3BoaCcTBa 1 NOAPa3neNeHNsa KOHTPOMS KavyecTBa AOSKHbI ObiTh:

OTBeT: He3aBNCUMbI Apyr OT Apyra.

11.0OpraHnsaums NponsBoACTBa U KOHTPOMNS KavyecTBa fiekapCTBEHHbIX CPeACTB-3TO

OTBeT: 4yacTb ynpaBfeHUA KadeCTBOM, KOTOpasi rapaHTupyeT, YTO MpOAYKUMS MOCTOSIHHO
NpoM3BOANTCA UM  KOHTPONMpPyeTca No CTaHdapTaM KayecTBa, COOTBETCTBYHOLUM ee
npegHasHavyeHuo, a Takke B COOTBETCTBMM C TpeboBaHMAMW pPermcTpaumoHHOro A0Che,
NPOTOKOMAa KMMHUYECKMX UCCneaoBaHuii U cneuyudmkaunm Ha 3Ty NPOAYKUMIO.

13.KoHTponb KayecTBa - 3TO



OTtBet: oT6op npob, npoBedeHVe WCMbITaHWA, MPOBEPKM HA COOTBETCTBME TpeboBaHWUSM
crneumdukaummn, a Takke npoueaypbl opraHu3aunm, JOKYMEHTUPOBAHWS U Bbl4auyy paspeLueHus
Ha BbIMYCK.

14. PerynapHoe npoBegeHne o0630pa kavyecTBa BCEX MNPOU3BELEHHbIX EKapCTBEHHbIX
npenapaToB, B TOM YMCre fekapCTBEHHbIX MpenapaToB, U3roTOBMASEMbIX TOSIbKO Ha JKCMOPT, C
LUenblo noaTBEPKAEHMS MOCTOSHCTBA MMEIOLWEroca npouecca, COOTBETCTBUSA AEWCTBYIOLLMM
cneunguKkaumsam Kak Ha UCXOOHOEe Cbipbe, TaK M Ha roTOBYID MPOAYKLUUIO, Of1S1 BbISIBIIEHUS
TEHOEHUUN N YCTAHOBEHUSA BO3MOXXHOCTU YryyLleHUs NpoayKumMm 1 npouecca — aT1o:

OTBet: O630p Ka4yecTBa NPoOAyKUUM

15.HanTtu cooTBeTCTBME:!

JOKyMeHTbI, COMpoBOXAAlLMEe  BbINOSIHEHWE  KOHKPETHbIX  3adaHui, MPOEKTOB  UNu
paccrnenoBaHui U oTpaxarowme pesynbTaThl, BbIBOAbI U pekoMeHaaumm — aTo:

OtBeT: OTUeThHI

16.[JO0KyMeHTbI, OUKCUPYIOLME BbLINOSIHEHWE pPasnUYHbIX OEACTBUA ON9 [OoKasaTernbCcTBa
COOTBETCTBUSA UHCTPYKUMAM, HAanpumep, MeponpuaTuii, NPONCLLIECTBUI, paccrefoBaHni — 3T0:
OTtBeT: 3anucu

17.[JOKyMeHTbI, cogepXXallme ykasaHus rno npoBeaeHUIO U perucTpaumm otaesbHbIX onepauun
— 37T0:

OTBeT: [1poToKOsbI (NaHbl)

18.CoctaB, onucaHue, dopmMa Bbinycka, NMPUMEHEHUE U YCINOBUS XPaHEHWUS NeKapCTBEHHOMO
npenapara— aTo0:

OTBeT: XapakTepucTuka rotToBoro npoaykra

19.YcTaHoBWTE COOTBETCTBME TEPMUHA N EFO COAEPKAHUS:

aKcnepumMeHTanbHoe onpefeneHne KonuUYecTBEHHbIX U (MNIM) KavyeCTBEHHbIX XapaKTepUCTUK
CBONCTB 06beKTa UCMbITaHWU — 3TO:

OTBeT: VcnbiTaHne

20.K 0653aHHOCTAM pYyKOBOACTBA MCMbITaTeNbHOW nabopaTtopum He OTHOCUTCS:

OtBeT: paspaboTtka COIll n nx BHeapeHne B ucnbiTaTenbHOM nabopatopun, cuctemaTndeckas
npoBepKa Ux cobnogeHuns.

21.Komnnekc gencranin, HeobxoammbIx 451 NOMy4YEeHUs1 TOTOBOMO NpoaykKTa -aTo:

OT1BeT: TexHonorn4eckni npouecc

22.3BEHO TEXHONOrM4YeCcKoro npouecca, NoslydeHne NPOMEXYTOYHOro (KOHEYHOro) npogykra -
aTo:

OTBeT: TexHonornyeckasa cragus

23.OnemeHTapHas YacTb TEXHOMOrMYECKOW CTagun, BbINOSIHAEMAada 3a OA4MH NpuemM OTAENbHbIM
onepaTtopoM unu paboTHUKOM - 3TO:

OTBeT: TexHoNnornyeckasa onepaums

24.CpaBHEHNE TEOpPEeTUYECKNM BO3MOXKHOMO WM MNPAKTUYECKM MOfyYeHHOro BbIXOo4a rOTOBOMO
nNpoAyKTa - 3T0:

OTtBeT: MaTepuanbHbIn 6anaHc

25.0npegeneHHoe KonuyectBO OAHOPOOHOIO FOTOBOrO NPOAYKTa, WU3rOTOBMEHHOMO 3a OAWH
NPOM3BOACTBEHHbIN LIMKIT NPU MOCTOSAHHbLIX YCITOBUSIX-3TO:

OTtBeT: TexHonornyeckas cepus

27.BcnomoraTenbHble BELWECTBA, BUA, NEKapCTBEHHOM DOPMbI 1 MYTU BBELAEHWS,
hapmaueBTMYECKAsE TEXHOMOrns, U3MKO-XMMUYECKME CBOWCTBA NEKApPCTBEHHbLIX BELLECTB,
XnMmnyeckas mogudukaumsa sBelectsa — 370:

OTtBet: ®apmaueBTUHECKME hakTopbl

28.CooTBETCTBUE NEKAPCTBEHHOrO cpeactesa TpeboBaHMaM dhapMakonenHon crtaTbu nMbo B
cny4ae ee OTCYTCTBUSA HOPMAaTUBHOW AOKYMEHTaUUN U HOPMATMBHOIO LOKYMEHTa - 3TO:
OTBeTt: KayecTBO nekapcTBEHHOro cpeacTea

29.XapaKkTepuctuka nekapcTBEHHOro CpeacTBa, OCHOBaHHAas Ha CPaBHUTENbHOM aHanuse ero
3PP EeKTUBHOCTU N pUCKa NPUYMHEHNSI Bpeaa 340POBbIO — 3TO:

OTtBeT: Be3onacHOCTb NekapCTBEHHOroO cpeacTaa

30.XapakTtepucTnuka CTENeHW MOMNOXUTENbHOrO BIIUSHUS FEeKapCTBEHHOro npenapaTta Ha
TeyeHue, NPOOOIPKUTENBHOCTL 3aboneBaHus UM ero npefoTspalleHne, peabunutauuio, Ha
COXpaHeHue, NpegoTBpaLleHne unu npepbisaHne 6epeMeHHOCTN — 3TO:

OTBeT: OP(PEeKTUBHOCTL NEKAPCTBEHHOIO NpenapaTta



31.CnocobHOCTb NEeKapCTBEHHOIO CpeacTBa COXpaHATb CBOM  (DU3MKO-XMMUYECKME 1
MUKpoburonormyeckme CBOMCTBa B TedeHne onpeaeneHHoro BpeMeH C MOMEeHTa ero Bbinycka —
aTO:

OtBeT: CTabunbHOCTb

32.Ha kakux npubopax ocyllecTBnsieTcs TecT «PacTBopeHue» Ans TBepAblX NeKapCTBEHHbIX
¢opwm cornacHo AH[:

OTBeT: BpallaLwascsa Kop3nHka, lonacTHas MeLlarnka, NPoToYHas syerika

33.Tect «PacnagaemocTb» Ang TBEpAbIX NleKapCTBEHHbIX hopM cornacHo [P ocylwecTensieTca

Ha npubope Tuna:

OTBeT: KavaloLLasaca Kop3nHka

34. Ykaxute, OnNs 4ero wucnonb3yetcs crneaywouwee obopynoBaHMe B OUEHKe (OU3NKO-
XUMNYECKNX N TEXHONOMMYECKNUX CBONCTB CbIMy4nx MaTepuarnos:
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OTBeT: onpegeneHune coinyyecTu
35. Ykaxute, Kakon nokasaTenb MpuM OLEHKe Ka4yecTBa TabMeTok MNo3BONsSieT onpeaensTb

cneaywoliee obopyaoBaHue:

MINIPRESS.RU

OT1BeT: pacnagaemMocTb TabneTok

36.Kakoe obopynoBaHne n3obpakeHO Ha pUCYHKe?
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OTBeT: BpaLLatoLlasics Kop3nHka

37.MpaBuna Hagnexalen NpoM3BoACTBEHHON NPaKTUKM YyCTaHaBNMBaKT TpeboBaHus:

OTBeT: K opraHuM3auun nNpom3BOACTBA U KOHTPOMS KayecTBa JeKapCTBEHHbIX CpeacTB Ans
MeOULMHCKOrO NPUMEHEHNSI U BETEPUHAPHOIO NPUMEHEHMS.

38.lMpaBnna Hagnexatllen NpomM3BOACTBEHHOM NPaKTUKN pacnpoCTPaHATCS Ha:

OTBeT: BCe BNAbI NEKapCTBEHHbIX CPeaCcTB

39. Obwee noHATUE, ucnonb3dyemoe A 0603Ha4YeHMA UCXOOHbIX MaTtepuaros, peakTMBOB U
pacTBopuTenen, npegHasHayYeHHblX AN NPOM3BOACTBA MPOMEXYTOYHOM NPOAYKUUW  Unn
hapmaueBTMYECKOM cybCcTaHLmnm

OTBeT: McxogHoe cbipbe

40. JencTteusa, ygocToBepsiolMe W noagTeepXaawlimne AOOKyMEHTanbHO TOT pakT, 4To
obopygoBaHuMe wunuM  BCNOMOraTernbHble CUCTEMblI  CMOHTMPOBAHbI  AOIMKHBIM  0Bpasom,
NpaBunbHO OYHKLUMOHMPYIOT N OENCTBUTENBHO NPUBOAAT K OXXnaaemMbliM pesynbtaTtam

—37T0:

OtBeT: KBanudukaums

41. 3o0Ha, NOCTPOEHHass W akchnyaTupyemasa Takmm o6pa3om, 4YTobbl KOHTPONMpoBaTb
BO3MOXHYI0 KOHTaMMHaUMIO W CryvyanlHoe pacrnpoOCTpPaHEHWe >XMBbIX MMUKPOOPraHU3MOB,
KOTOpasa 3KChnyaTupyeTcss npyv OTpuUaTeNbHOM [AaBfEHUU MO OTHOLUEHUIO K CMEXHbIM
KnaccuuunpoBaHHbIM NOMELLEHUSM M NO3BONSAEeT 3(PEPEKTUBHO YCTPAHATbL HE3HAYUTENbHbIE
KonuyecTBa HaxodsAWMXCA B BO3gyxXe WCTOMHWKOB KOHTaMuHauuKW, Mpu 3TOM CTeneHb
OCYLLECTBIIAEMOro KOHTPOSIS 3aBUCUT OT BuAa MUKPOOPraHmama, UCrnosib3yemoro B npowecce —
aTO:

OTtBeT: KOoHTpOonupyemas 3oHa

42. KOHTpOrib, BbINOMHAEMbIA B XOAE TEXHOSMOMMYECKOro Mpouecca C Uenblo NpoBepKu
COOTBETCTBMSA MPOMEXYTOYHOM MNPOAYKUMM U (UNK) NpoayKumn 3agaHHbiM TpeboBaHuAM, Mo
pesynbTaTaM KOTOPOro MOXET BbINOMHATLCA KOPPEKTUPOBKA MapameTpoB TEXHONOrM4eCcKoro
npouecca — 3T0:

OTBeT: KOHTPOSb B NPOLIECCE NMPOM3BOACTBA

43. CoOTHOLLIEHNE MEXY KONMMYECTBOM MPOAYKUUU UK MaTepuarnos, KOTOPOE TEOPETUYECKM
MOXET MCMNONb30BaTbCA B MNPOU3BOACTBE W MOfydaTbCsA B pesynbTate MNpPOM3BOACTBA, M
KONMMYECTBOM MPOAYKUUM UK MaTepuanos, hakTU4ECKM UCMOMb30BaHHbIM B MPOU3BOACTBE U
drakTU4ecKkn NonyyYeHHbIM B pesyrbTaTe NPOU3BOACTBA, C Y4ETOM AOMYCTUMbIX OTKNOHEHUA —
370:

OTtBeT: MmaTtepmanbHbli 6anaHc

44. YactnyHo obpaboTaHHOE UCXOAHOE Chipbe, KOTOPOE OOSMKHO NPOWTKM nocrneayowmne ctagum
Npoun3BOACTBa Npexae, YemM OHO CTaHET HepacdacoBaHHOM NPOAYKLUMEN — ITO:

OTBeT: NpoMeXyToYHast NPOAYKLUNS

45. [lokymeHTanbHO O(hopMIieHHOE onucaHue onepauun, noanexawux BbINOMHEHW, Mep
NPEeAOCTOPOXKHOCTU U MEpOnpUATUA, NPSMO UMM KOCBEHHO OTHOCSALUMXCA K NPOW3BOACTBY



MPOMEXYTOYHOWN NPOAYKLMKN, hapMaLeBTU4YeCKon cybCcTaHUMM UIn fieKapCTBEHHOro CpeacTBa —
3TO:

OTBeT: npoueaypa

46. MNepeyeHb UCMbITAHUN, CCbINIOK HAa aHaNMTUYECKne MEeTOOMKN U KpUTEPUEB NPUEMIIEMOCTMU,
npeacTaBnaoWmx cobor YMCNoBble rpaHuubl, WHTEpPBanbl WKW Apyrne Kputepun Ans
COOTBETCTBYIOLMX UCMbITAHUIN - 3TO:

OTBeT: cneundukaums

47. Jhwobon maTepuan, WCNOMb3yeMblA NPU  yNakoBKE JIEKAPCTBEHHOrO  CPeacTBa,
dapmaueBTnyeCcKon  cybcTaHUMM MMM NPOMEXYTOYHOM  NpoAYyKUMM, KpOoMe  fobon
TPaHCNOPTHOW Tapbl ANA XpaHEeHUs1, TPAHCNOPTUPOBKM UMK OTIPY3KN - 3TO:

OTBeT: ynakoBOYHbIN MaTepuan

48.YnakoBo4Hble MaTepuarbl NOAPA3AensaTCs Ha:

OTBeT: NepBuYHbIE U BTOPUYHbIE

49.Annapat npegHasHa4veH ans ...

I

OTBeT: CnnaBnexHus BeLLecTB

50.Ha pucyHke nsobpaxeHo:
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OTBeT: YepBAYHO-NONACTHON CMECUTENb

51. Kakoe obopygoBaHve n3obpaxeHo Ha pUCyHKe?
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OTBeT: annapaTHas yCTaHOBKa A1 MCEBA0OXKMKEHMS
52. Kakoe ob6opygoBaHmne n3obpaxxeHo Ha pUCYHKe?

Gwe. !
OTBeT: YyCTPOWUCTBO ANs rPaHyNIMPOBaHUSA pacniaBoB C TBEPAbIMU BKITHOYEHUSMUA
53. Kakoe obopygoBaHve n3obpaxeHo Ha pUCyHKe?



OTBeT: KavatoLieecs cuto.

54. Kakoe obopygoBaHue n3o6pakeHO Ha PUCYHKe?

OTBeT: Bpéu.l,aTeano - BUOpaLUMNOHHOE CUTO
55. Ha pucyHke nsobpaxeH npouecc:

OtBeT: TabnetupoBaHue
56. Kakoe obopygoBaHue n3obpakeHO Ha PUCYHKe?



OTtBet: AnnapaT Ans HAaHEeCeHWs MOKPLITUIA Ha TabneTku

19.3.4 NMepeyeHb BonpocoB ([MpomexyTo4yHasa atTecrauus)

1. FoTOBble neKkapCTBEHHble cpeacTBa B JieKapCTBEHHOM 0GecneveHMn HaceneHus.
MpevmyllecTBa MNPOMBILLNIEHHOrO Mpou3BoAcTBa nekapcTB. CoBpeMeHHasi  CTpyKTypa
hapmaueBTUYECKMX NpeanpusTUi.

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

3. MpaBuna opraHmMsaunm NpoOn3BOACTBA U KOHTPONSA KayecTBa feKapCTBEHHbIX CPeacTB
(GMP) B P®. UcTopusa cosgaHns n OCHOBHbIE pa3gerbi.

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 perfiaMmeHT Kak OCHOBHOWN TEXHOMNOrMYecknin AokymeHT. CTpyKTypa,
BUAbI 1 NOCNeAoBaTENbHOCTL pa3paboTkn pernaMmeHToB.

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

10. XapaKkTepucTuka OCHOBHbLIX MPOU3BOACTBEHHbIX MpoueccoB. OOWmMe noHATUS ©
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 ANS CpedHero U MEenKoro M3MenbYeHus:
napesbiBaroime, pasgaBnuearoume MaLLVHbl, yAApPHO-LEHTPOGEXHbIE MenbHULLbI
(oucmembpatop, aesnHterpaTtop).

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

15. YCTpONCTBO M MNpUHUMN  OEUCTBUS BUOPALUOHHBIX W  CTPYWHbIX MENbHUL,  ONs
CBEPXTOHKOro N3Mesib4eHMs.

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

17. YCTpOnNCTBO 1 NpUHLMN paboThl BpaLLAOLLNXCH, KayaroLnXca N BUOPaLMOHHBIX CUT.

18. MepemewmBaHve B hapMaLeBTUYECKON TEXHONOrMN. @akTopbl, BNUSAIOLWNE HA KAa4eCTBO
cmelwwmBaHms. CmecuTtenu ¢ BpaLlatoLLMMCs KOPNyCOM MU YepPBAYHO-I0NacTHbIE.

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

20. XapakrtepucTnka TabneTok Kak NekapcTBeHHon opMbl. OCHOBHbIE TEXHOMOrM4Yeckmue
CXeMbl NPOM3BOACTBA TabneTok.



21. BcrnomoraTenbHble BELECTBA U UX HAa3HayYeHWe B NPOM3BOACTBE TabreTok.

22. ®PU3NKO-XMMUYECKME W  TEXHOMOTMYecKkMe CBOWCTBA CbiNyyMx MatepuanoB Aans
TabneTMpoBaHMsa U MeTOAbI X OnpeaeneHus.

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

24.  YCTpPOWMCTBO U MpUHUUN paboTbl LEHTPOOEXHOr0 M BbICOKOCKOPOCTHOrO CMecuTenem-
rpaHynaTopoB.

25. Cywwka n onygpvBaHue rpaHynsara. YCTPONCTBO W NPpUHLMN AencTens cywmnnok tuna Crll-
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. AHanuns rpaHynata, metogbl M npubopbl. BnusHue cnocoba rpaHynupoBaHUS U
TEXHONOMMYECKMNX XapakTePUCTUK rpaHynaTa Ha Ka4yecTBo TabneTok.

30. Buabl TabneToyHbIX MaLUnH, NX YCTPONCTBO M NPUHLMN paboThbl.

31. Mpsimoe npeccoBaHue TabneTok.

32. TabneTtkM nokpbiTble 06onovkon. Llenn HaHeceHus MNOKPbITUIA, MX BUObl U METOAbI
HaHeceHus. BcnomoratenbHble BewwecTBa, UX HasHayeHne n accoptumeHT. ObopyaoBaHue.

33. TexHonorn4yeckmin NpoLecc HaHeCeHNa APaXXMPOBAHHbLIX MOKPLITUA U BCOMOraTenbHbIX
BeLecTB. CyCNeH3NOHHbIM MeToa ApaXnpoBaHus.

34. Buabl 1 TexHoOnorms HaHeceHusa nreHOoYHbIX obonovek Ha TabneTkn u rpaHynbl.
Pacteoputenn. ObopyaoBaHue. Jkonormdeckue npobrnemei.

35. XapakTepucTmka HanpecCoBaHHbIX NMOKPbLITUMA Ha TabneTkn U TEXHONOMNSA X HAHECEHMS.
MpenmyiecTsa n HegOCTaTKN NOKPbLITUN.

36. MHorocnovHble 1 KapkacHble TabneTkn. TpuTypaunoHHble TabneTku. BcnomoraTenbHble
BellecTBa. TexHOMNornsa npoM3BoaCTBa.
37. OueHka kayecTtBa Tabnetok no ' XIV. NokasaTtenu ka4yecTsa, X HOPMbI U NPUBOPBLI.

38. [paxe kak nekapcTBeHHasi opma. XapaKTepucTuka, TEXHONOrnm4yecknin mnpouecc
Npo13BOACTBA, NOKPbITUE 060N0YKamMun, oLeHKa kadecTBa, ynakoska. HomeHknatypa.

39. paHynbl kak nekapcTBeHHast popma. XapakTepucTuka, TEeXHOMOrM4yeckui npouecc
NpoM3BOACTBA, OLeHKa kavyecTBa, (pacoBka n ynakoBka. HomeHknaTypa.

10. XapaktepucTMka OCHOBHbIX MNPOU3BOACTBEHHbLIX MpoueccoB. O6WMe nNoHATUA O
MalluHaxX 1 annapaTax.

11. XapaktepucTuka TenmnoBbIX MNPOLECCOB W  TEnroHOCUTENEN. Tennonepenaya.
TennonpoBogHocTb. KoHBekuus. JlydyeucnyckaHue. CroOXHbI TennoobMeH W ypaBHEHue
Tennonepeaayn.

12. XapaktepucTvka BOASIHOMO napa Kak TennoHocuTens. HarpeeaHue «OCTpbIM» U
«FIYXUM» NapoM.

13. Obwasn xapaktepucTuka TennoobmeHHbIX annapaToB. [laposble pybaliku. Tpybuatbie
TEennoobMeHHNKM, YCTPOMUCTBO M NPUHLUUN paboTbl.

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

15. BbinapuBaHue B hapmaueBTU4ECKON TEXHONOMMK. XapakTepucTmka npouecca n metoapl
BbiNapuBaHus. BeinapnBaHme nog Bakyymom. [NpuHUMNManbHble CXeMbl YCTaHOBOK.

16. XapakTtepucTvka BakyyM-BbiNapHbiXx annapaToB. «LleHTputepm». MoboyHble sBneHus
npwv BbiNapuBaHum.

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

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

20. KamepHbie 1 neHTOYHble Cywmnnkn. CyLINKM C NCeBOOOKMKEHHBIM CNOEM. YCTPOWNCTBO,
NPUHUUN SENCTBUS, NPenMyLLLecTBa U HegocTaTku. MNpumeHeHne.



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

22. Cnocobbl cywkn TepmonabunbHbix BelwlecTB. JInogunbHas cywka. PagnaunoHHas wm
BbICOKOYACTOTHAs CyLUKa. YCTPOMUCTBO U NpuHLMN paboTbl o6opyaoBaHms.

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

24. MeToabl NonyyeHust XenaTUHOBLIX Kancyn (MorpyxeHue, npeccoBaHue, KanemnbHbIn).
O6opynoBaHue 1 NpuHUMN ero paboTbl. CpaBHUTENBbHANA XapakTepucTmka MeTOAO0B.

25. XapakTtepuctmka oparbHbiX TabreTok: pacTBOPMMbIX BO PTy, GbICTpOpPacTBOPUMbIX U
NMOUIM3NPOBaHHbIX  AWCKOB.  TEXHOMOrMYyeckuin npouecc W annapatypHas cxema
npou3BoAcTBa TabneTok: OykkanbHbIX, ANs paccacbiBaHUs, ObICTPO pacTBOPSIOLLMXCA,
CybnuHreanbHbIX, AMCreprupyemblix B MOMOCTM pTa, pacnagalrwuxcss B pPOTOBOW MOSOCTH,
XeBaTenbHbIX; NTMOUNN3NPOBAHHBLIX ANCKOB

26. Xapaktepuctvka TabneTtok, NpMMEHsIEMbIX MOCMe npeaBapuUTENbHOrO NPUroTOBMEHUS
pacTBopa WUnu cycrneHsnn. TexHonorm4eckun npouecc TabneTok pacTBopumMbIX, TabneTok ans
M3roTOBNEHNS Kanefb, LWWNy4nux W gucneprupyemblx TabneTtok. AnnapatypHas cxema
npounssoacTtea. OLeHka KavecTBa

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

28. XapaktepucTnka TabneTok C KOHTPONMpPYEMbIM BbICBOOOXAEHWEM (MnaBarowine, C
MUKpOKarncynamm) u npOSIOHMPOBaHHbIX (TabneTku peTapa, KapkacHble, MHOrOCIOMHbIE,
UMNNaHTUpyemble, Unn geno). TeXHONOrnm4yeckun npouecc Tabnetok ¢ MoanUUMPOBaHHbLIM
BbICBODOXOEHNEM M ero annapaTtypHoe conposoxaeHue. CTaHgapTusaumMs U HOpMUpPOBaHWE
KayecTBa.

29. TepaneBTNYeCKME CUCTEMblI [OOCTaBKM NEKAapCTBEHHbIX BewectB (OCMOTUYECKU
aKTMBHas TepaneBTMYEeCKasi CUCTEMa, racTPOPETEHTUBHbIE NEKapCTBEHHbIE  OpMbl,
nekapcTBeHHble (bopMbl Aeno).

30.MeToabl nony4eHns TBEPAbIX XenaTnHOBLIX kancyn ObopyaoBaHne n NpUHLMN ero paboTsbl.
CpaBHUTENbHAA XxapakTepucTnka MeToaoB.

31.MeTogbl NONyyYeHUss MArkUX XxenaTtuHoBblX kancyn O6opyanoBaHve M NpuHUUN ero paboThbl.
CpaBHuTenbHasa xapakTepucTnka MeTogoB.

19.3.5 MpuMep KOHTPONBLHO-U3MEPUTENBLHOro MaTepuana ( Tekywas aTrecrauus )

KoHTponbHO-n3amepurtenbHbii matepman Ne_1_

1. Oxapakrepusynte npouecc nsamernbyeHus TBepAbIX MaTepunanos: AanTe onpeaeneHme n
BuodapmaueBTUYECKYO XapakTepuCTUKy npouecca, npuseauTe npuMmepsl
MCNOMb30BaHNA N3MeNbYeHMSA Kak OCHOBHOMO M BCMOMOraTenbHOro npowecca.
[MpuBeauTe NpuMepsbl 1 NOACHUTE NPUHLMN AEUCTBUSA Hauboree YacTo UCMOoSb3yeMoro
obopyaoBaHus.

2. [pynnbl BCoMmoraTenbHbIX BELLECTB B MPOU3BOACTBE TabneTok. X (pyHKLMOHansHoe
Ha3HayeHVe U HOMeHKnaTypa.

KoHTponbHO-uameputenbHbii matepuan Ne_2_

1. TMpouecc TabnetTnpoBaHus cbinydnx matepuanos. Ob6Lasa xapakTrepmcTmka
npouecca. OCHOBHLIE 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 n3mMernbYeHns TBepabiX MaTepuarnos: ganTe
onpeneneHve n buodapMaLeBTUYECKYIO XapakTepuCTUKy npouecca, npueeaute
NpUMepbl UCMONb30BaHMS U3MENbYEHMS KaK OCHOBHOIO 1 BCMOMOraTebHOro
npouecca. MNpvBeanTe NPUMEpPbI U NOSICHUTE NPUHLMN AENCTBUSI HaMbonee YacTo
Mcnonb3yemoro o6opyaoBaHus.

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

3. WayuuB nokasatenu kayecTBa Karncyn u METOAMKM UX OnpeaeneHust NpoBecTu
CpaBHUTENbHYIO XapaKTepUCTUKY BO3MOXHbIX AedeKTOB U pacnpeaenuTb Ux no
crnenyoLwmum rpynnam: HeaHaunTenbHble, CEPbE3HbIE U KPUTUYECKME.

JedexTs I'pynna

Hanuuue orBepcTuii

['my6okue napanuHbl

HeoOpe3annsie 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 TabneTnposaHus. Kputuyeckme napameTpbl
npovecca.

2. TlokpbiTne TabneTtok obonovkamn. CpaBHMTENbHAA XapakTepuctmka METO40B
HaHeceHWs 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, onpegensowme npoueaypbl OLEHUBAHUA 3HaHUM,
YMEHMH, HaBblKOB U (Unu) oOnbiTa [EeATEeNIbHOCTU, XapakKTepusywlmx ITanbl
¢hopMmupoBaHUA KOMNEeTEeHLUN




OueHka 3HaHWA, YMEHUA W HaBbIKOB, XapakTepuaywwas a3Tanbl GHOpMUpPOBaHUS
KOMMETEeHUUA B pamKax W3yvyeHUs OUCUMMIMHBLI OCYLEeCTBNSAeTCHS B Xode Tekywen u
NPOMEXYTOYHOM aTTecTauni.

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

KpuTepuu oLeHMBaHUA NpuBeaeHb! BhILLE.

MpomexyToyHas aTtTecTaums npoBoOAMTCA B cOOTBeTCTBUM C  [lonoxeHnem 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 3HAaHUA U NPaKTUKO-
OPUEHTMPOBAHHbIE 3a4aHus, NO3BOMSAOLWINE OLEHUTb CTeneHb CHOPMUPOBAHHOCTU YMEHUI U
HaBbIKOB. [1py OUEHMBAHUN WUCMOMb3YITCA KOMUYECTBEHHbIE WM KaYeCTBEHHble  LuKanbl
OLEeHOK. Kputepun oLieHnBaHus NpuBeaEHbI Bbille.

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



