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5. Kacheppa, oTBevarowan 3a peanmsaumo GUCLUUNINHDbI:

Kadbegpa doapmaueBTU4ECKON XUMUU N hapMaLeBTUYECKON TEXHOSOMMN

6. CocTtaBuTENM NporpaMmmbi:

BacunbeBa CeeTnaHa InbnHMYHA, K.papM.H, JOLIEHT

[bsakoBa HnHa AnekceeBHa, K.6.H., AOLEHT

7. . PekomeHpoBaHa HMC dapmaneBTtuyeckoro pakynoteta 15.04.2024 .
Mp. Ne 1500-06-04

8. YuebHbIN roa: 2024/2025 CemecTtp(bl): 1,2



9. Uenu v 3apauun y4ye6HOM AUCLUNIINHDI:

Uenbo aucumnnuHbl «[IpombilneHHas dapmMmaueBTMyeckad TexHOSorus» no nporpamme
opauHaTypbl no cneuuwanbHoctn 33.08.01 «dPapmaueBTUYeCKass TEXHOMNOrnsa» SBMNSeTCS
COBEPLLEHCTBOBAHNEM YPOBHSA NPOdeCcCUOHarnbHbIX TEOPETUYECKMX N MPAKTUYECKMX 3HaHUN,
HaBbIKOB M YMEHWW, AatoLlee NpaBo Ha CaMOCTOATENbHYK NPOECCUOHaNbHY AeATENbHOCTb
n crnocobceTBytowee 6onee rnybokoMy OCO3HaHMKO B3aMMOCBSA3N pas3paboTku, NPpOM3BOACTBA,
OLEHKM KayecTBa, HOPMUPOBaHUSA, XpaHEHUs M OCOBEHHOCTEN MPUMEHEHMUSI NeKapCTBEHHbIX
CPEACTB B pasfMyHbIX NIEKAPCTBEHHbLIX hopmaXx.

3apayvyamMmu AUCLUMNNMUHBI SBIAIOTCS:

. yrnybneHne TeopeTMdecKkMx 3HaHuMM B cdepe npou3BOACTBA  JflEKAPCTBEHHbIX
npenapaTtoB, Bblbopa W npuvgaHna WM pauuoHanbHOW NeKapCTBEHHOW OopMbl  C
MCNONb30BaHMEM apceHana COBPEMEHHbIX BCMOMOraTefibHblX BeLeCTB C OAHOBPEMEHHbIM
AOCTWXKEHMEM BbICOKOrO YPOBHSI KayecTBa, BKMNOYas CcaHUTapHO-MUKpobuonormyeckme
TpeboBaHMs W paunoHanbHYK YNakoBKy, obecneuyvBarollytdo yaobcTBO MpPUMEHEHUs W
HeobXxoaNMYy CTabUNbHOCTL;

* npuobpeTeHne un yriybrneHne 3HaHWA 3aKOHOMEPHOCTEN npoueccoB apmaueBTUYECKUX
NPOM3BOACTB, a Takke cneundukn BblIOOpa ONTUMAarbHbIX KOHCTPYKUWA M 3KCnnyaTauum
o6opyaoBaHNs ANst UX OCYLLIECTBIEHUS C Y4ETOM TEXHUYECKMX N IKOFOrMYECKMX aCneKToB;

* hopMMUpOBaHME CNOCOBHOCTUN K PELLUEHUIO KaK KOHKPETHbIX NPOM3BOACTBEHHbIX 3a4ad, Tak u
NepcnekTMBHbIX BOMPOCOB, CBSA3aHHbLIX C ONTUMM3aUMeEN MPOLIECCOB U COBEPLUEHCTBOBAHUEM
annapaTypbl  (bapmMaueBTUYECKMX MNPOU3BOACTB, HarMpaBfeHHbIX Ha Cco34aHne HOBbIX
npenapaTtoB Ha OCHOBaHWMN COBPEMEHHbIX HAaYy4YHbIX JOCTUKEHWUN;

* npuobpeTeHne n COBEPLUEHCTBOBaHWE 3HaHWA HOPMATMBHOW [OKYMEHTauuW, HaBbIKOB
ynpaBneHns TEXHONOMMYECKUM NpoLLEeCcCOM NMPOU3BOACTBA pasfIUYHbBIX NeKapCTBEHHbIX hopm C
Lenbto nonyyeHns apdeKTMBHbIX 1 6e30nacHbIX NekapCTBEHHbIX NpenapaTos.

10. MecTo yuyebHOM AucuunuHbl B cTpykType OOI:

OucumnnnHa  «lpombiwneHHas apmaueBTudeckad TexHonoruay usydaetcd B 1 un 2
cemecTpax, OTHOCUTCS K LUKy 6a30BbIX ANCUMMNAMH y4eBHOro nnaHa noaroToBKM OpAMHATOPOB
no cneuunansHocTtn 33.08.01 «dDapmaueBTUYECKas TEXHOOMNAY.

HaHHaa pgucumnnuHa asnsieTcsa npeawecteyowen Kk 6noky 2 (Mpaktukn) wn 6noky 3
(ClocypnapcTBeHHasa ntoropasi aTrectaumsi) nporpamm opauHaTypbl.

11. NMnaHupyemble pe3ynbTaTbl O0Oy4YeHUss NO AUCUMNNUHE/MOAYNIO (3HAHUA, YMeHus,
HaBblK1), COOTHECEHHbIE C NNIaHUPyeMbIiMU pe3yfibTaTaMu OCBOEeHUsi o6pa3oBaTesibHOM
nporpaMmbl (KOMNETeHUMAMU BbINYCKHUKOB):

MK-1 roTOBHOCTb K OCYLIECTBMEHUIO TEXHONOMMYECKMX MPOoLEecCcoB MNpu MNpPOM3BOACTBE W
N3roTOBNEHNN NEKAPCTBEHHbIX CPEeaCTB.

MK-2 roToBHOCTb Kk 0GecneyYeHuto Ka4ecTBa fiekapCTBEHHbIX CPEACTB Npu UX NPOM3BOACTBE U
N3roToBMEHNN.

MK-3 roTOBHOCTb K NPUMEHEHMIO CMNeLnanmampoBaHHoro obopygoBaHud, npegycMOTPEHHOro
A58 UCrnonb3oBaHNA B NpodeccnoHansHom cdepe.

KomneTteHumm MnaHvpyemble pe3ynbtaTbl 0by4eHus

Kon HassaHune

MNK-1 FOTOBHOCTb K OCYLLECTBMeHuo | 3HaTb:
TexHonorndecknx npoueccos | TpebosaHua CornalieHms 0 eauHbIX NpUHUMNax un

npwm npoun3BoacTBe N | NpaBMnax obpalleHnsa nekapCTBEHHbIX CPEACTB B
M3roTOBSIEHUN NEKapPCTBEHHbIX | paMmKax EBpasnnMckoro SKOHOMUYECKOro CO3a,
cpeacrs. npasuna Hagnexatien npon3BogCTBEHHON NPaKTUKMK,

HOPMaTMBHbIX NPABOBLIX aKTOB U CTaH4apTOB.
dapmaueBTUYECKYD TEXHOSIOMMIO B YacTu
BbIMNOSTHAEMbIX TEXHOMNOMMYECKMX NPOLLECCOB;
TpeboBaHUN K NPON3BOLACTBEHHBIM MOMELLLEHNSAM,
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BCMOMOraTesibHblM NOMELLEHVAM U NepcoHarny;
OcoBEeHHOCTU BbIMOMHAEMbIX TEXHONOIMYECKNX
NpoLEecCcoB, TUMWUYHbIE MPUYUHBI BO3ZHUKHOBEHUS
OTKINOHEHWI, BO3MOXHOCTU UX YCTPAHEHUS

Ctagum TexXHONorm4yecKoro npouecca NponM3BogMMbixX
NneKapCTBEHHbIX CPEACTB U KPUTUYECKME TOUKM
BHYTPMNPON3BOLCTBEHHOIO KOHTPOSSA

3HaHuA TpeboBaHMI K NPOM3BOACTBY W KOHTPOSO
kavectBa J1C.

YmeTtb:

MprMeHATb Npouenypbl cucTeMbl hbapMaLeBTUYECKOrO
KayecTBa B OTHOLLUEHUW BbIMOJTHAEMbIX
TEXHOMNOMM4YEeCKNX NpoLEeccoB

OnpenensaTb BEPOATHOCTU U NPUYNHBI BO3HUKHOBEHMS
OTKITOHEHMWI OT TEXHOJIOMMYECKOro npoLecca,
BO3MOXHOCTU NX OOHapPYXeHUsI

OcyLuecTBnaTb NOUCK, OTOOP M aHanNu3 nHopmauun,
NOSy4YEHHON N3 PasnMYHbIX CTOYHMKOB, C LIENbIO
COBEpPLUEHCTBOBAHUS TEXHOITOIMYECKUX MPOLIECCOB U
ONTUMMU3ALIUU TEXHOTOMMYECKUX LIUKIOB

BnageTb:

HaBblkaMW BbIMOJTHEHMST TEXHOJIOTMYECKNX Onepauunn
npu NPON3BOACTBE NEKAPCTBEHHbLIX CPEACTB

HaBblkamMy noaobopa cocTaBa paspabaTbiBaeMbiX
neKapCTBEHHbIX dopm ans onTuMmn3aLmm
TEXHONOrM4YeCcKoro npolecca

HaBblkamy oOCyLlecTBNeHUs onepauum W KOHTpOns,

CBS13aHHbIX c npuemMkom mMaTepuarnos,
TEXHOJTIOrMYecKnm npoLeccom, YNaKOBKOW,
MapKUPOBKOW

MnK- 2 roToBHOCTb K obecrnevyeHuto | 3HaATb:

kayecTBa neKapCTBEHHbIX
CPEACTB Npu UX NPOU3BOACTBE
N M3rOTOBMNEHUN.

MeTodbl CTaTUCTMYECKOrO YMpaBfieHUs KavyecTBOM,
MeTodbl MaTeMaTUYECKOW CTaTUCTUKK, NMPUMEHAEeMble
NPy OUEHKe pe3ynbTaToB WUCMNbITAHUN NEeKapCTBEHHbIX
CpeAcTB,  WUCXOAHOMO  Cbipbf U YNaKOBOYHbIX
MaTepuanos, NPOMEXYTOYHOM NPOAYKUUN N 06bEKTOB
NPOn3BOACTBEHHOW Cpeabl

AHanuTuyeckMe  MeToAMKM,  UCMonb3yemble  Npwu
BHYTPMNPON3BOLCTBEHHOM KOHTpone
TEeXHOSTOrM4eCcKoro npouecca

Mpoueaypbl hapMaueBTUYECKON CUCTEMbl KadecTBa
NMPUMEHUTENBHO K BbIMNOMHAEMbIM  TEXHOMOMMYECKNM
npoueccam

TpeboBaHMA K Ka4yecTBY MWCXOOHbIX MaTepuanos,
NCNONb3yeMblX B TEXHONOMMYECKOM npoLecce
TpeboBaHUs K KayecTBy MOMy4yaemon NpPOMEXYTOYHOW
1 roTOBOW NpoAyKLuK

Ctagnn TexHonormyeckoro npouecca npon3BoAMMbIX
neKkapCcTBEHHbIX CPeACTB W KPUTUYECKUE  TOUKM
BHYTPUNPON3BOACTBEHHOIO KOHTPOMS

yMeTb:

paspabaTbiBaTb NiiaHbl KOHTPOMS KayecTBa MCMbITaHUN
neKkapCcTBEHHbIX  CPeACTB, WUCXOOHOro  Chipbd WU
yNakoBOYHbIX mMaTepuarnos, NPOMEXYTOYHON
NPOAYKUMM N OOBEKTOB NPON3BOACTBEHHOW Cpeabl

- OueHuBaTb [0OCbe Ha Cepuio NeKapCTBEHHOro
cpeacTea
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BnageTb:
HaBbikamn  NpoBedeHWst  KOHTpond B
npoussoacTBa (BHYTPMNPOU3BOACTBEHHbIN
MEXOMNEPALMOHHbIA  KOHTPOSb) C  LEenbio
COOTBETCTBUSI MPOMEXKYTOYHON NPOAYKUUN
NpoayKumm 3agaHHbiM TpeboBaHnAM
HaBblkamMy opraHu3auum paboT N0  MOHUTOPUHTY
paboTbl nabopaTtopHoro o6opyaoBaHMS M COCTOSHMSA
nabopaTopHbIX  MOMELLUEHUA, UOEHTUUKALUKN KX
cratyca

- HaBblkamMW oOpraHusauun paboT Mo BHYTPEHHEMY U
BHELLHEMY KOHTPOIIO KayecTBa ncnbiTaHUN
NeKapCTBEHHbIX  CPEACTB, WUCXOOHOIMO  Cbhipbd MU
yNakoBOYHbIX MaTepuanos, NPOMEXYTOYHOMN
NpoayKumm n 06 bEKTOB NPOM3BOACTBEHHOW Cpeapl

npouecce
KOHTPO-b,
NpoBepKU
U roToBOWM

MK-3 rOTOBHOCTb K MPUMEHEHUIO
crneunanm3npoBaHHOro
obopynoBaHus,
npeaycMOTPEHHOTO Aans
NCNonb30BaHWs B

npodeccmnoHansHomn cepe.

3HaTb:

XapakTepuCTuKu 1 npaBuna aKcnnyaTauum
TexHonorn4yeckoro o6opyaoBaHus 1 BCroMoraTenbHbIX
CUCTEM, NCMOSb3yEMbIX MPU NPOBELEHUMN
TEXHONOrM4YeCKoro NpoLecca;

TpeboBaHUsA CaHUTAPHOIO pexmma 1 NoXXapHowm
©e3onacHocTH

XapaKTepuCTUKM 1 NpaBuia aKcniyarauum
TexHosnorn4yeckoro o6opyaoBaHus 1 BCrnoMoraTenbHbIX
CUCTEM, UCMOMb3YHILLNXCA B BbINOHAEMOM
TEXHONOrM4YecKom npouecce

YmeTb:

BecTtn MoHUTOPUMHr paboTocnocobHoCTH
TexHosorm4eckoro o6opygoBaHusl, UICNONb3yeMoro B
TEXHONOrM4YeCcKoOM NpoLecce;

BnapgeTb:

HaBbikamy NogrotToBkM oGopyAoBaHUA K MPOBEOEHMIO
TEXHONOrM4Yecknx pabor.

HaBblkamu akcnnyaTaumm TEXHONOIMMYeCcKoro
o6opyaoBaHNs NpU NPOM3BOACTBE NEKAPCTBEHHbIX
CcpencTs;

Hasblkamu npoBeaeHust naeHTMdmKkaumnmn
MCNONb3yeMoro B Xxoae TEXHONOrMYecKoro npowecca
obopyaoBaHus C Lenblo NpeaynpexaeHns
nepenyTbiBaHus;

12. CTpyKTypa 1 cogepxaHue y4ebHON ANCLUNNUHDI

12.1 O6bem AuCUMNNUHbI B 3a4e€THbIX eAnHMLax/yacax B COOTBETCTBUN C Y4€OHbIM

nnaHom — 21/756.

13. Bugbl yye6HOM paboTbli

TpygoemkocTb (4achl)

Bug yuebHoun paboTbl

Bcero
1 cemecTp 2 cemecTp
AyONTOpPHbIE 3aHATUS
B TOM Ynucne: nekumm 28 14 14
npakTn4eckme 270 135 135
MHoueuayanbHble o4 12 12
KOHCynbTaumm




CamocTosaTenbHas 362 199 163
paboTta
KoHTponb 72 36 36
Wroro: 756 396 360
dopma NpoMexyTo4YHOW
3K3aMeH SK3aMeH
arTecTaumu

13.1. CopepxaHue AUCLUNIINHBI

Ne
n/n

HanmeHoBaHue pasgena
ONCLIMNINHBI

CopeprxaHve pasgena AUCUUNIUHBI

1. Nekuun

11

OcHoBHblE Mpouecchbl W
obopynoBaHue
¢hapmaLeBTUHECKOIO
npoun3BoACTBa

O6wme NOHATMA O MawMHaxXx M annapartax. HopmaTuBHOe
perynupoBaHue cpapmMmaLeBTUYECKOro npom3BoacTBa: Tunbl
OCHOBHbIX MpoueccoB dapMaleBTUYECKON TEXHOMOMMM no
pasnMyHbIM MpPU3HaKaM: MexaHu4yeckue, rmapoMexaHuyeckme,
TennoBble, MAacCCOOOMEHHbIE N Ap

MexaHuyeckne npoueccbl M annapatbl. WU3menbyeHue,
npocevMBaHue U nepemMellMBaHue TBepAbIX MaTepuanosB.
MaccobmeHHble npoueccbl U annapaTtbl. OCHOBbI Teopuu
Macconepegayu. MexaHu3Mmbl nepeHoca Macchbl.
MonekynsipHas anddysns. 3akoHbl anddysnmn (3akoHbl Puka).
MeTogbl MHTEHCMdMKaumMmM npouecca macconepegayun: O6uwas
XapakTepucTmka MacCoOOMeHHbIX MpoueccoB. TeopeTudeckue
OCHOBbI 3KCTparnpoBaHus. ObLWwan xapakTepucTuka rnpouecca u
OCODEHHOCTN  3KCTparMpoBaHMs B CUCTEMAX XWOKOCTb -
TBEPAOE TENO W XMOKOCTb — KWOKOCTb: JOKCTparMmpoBaHue B
CUCTEME XWOKOCTb - TBEpaoe Teno. Aacopbums U MOHHBIN
obmeH. OcHoBbl Teopun agcopbuun, gecopbuuun, MOHHOrO
obmeHa: Wcnonb3oBaHne npoLECCOB And pasgeneHuss u
BblAENEeHNA BELLEeCTB M3 ra3oBblX, MApoOrasoBbiX M XUOKMX
cmecen. Kpuctannmsaums. O6wasi xapaktepuctmka M OCHOBLI
KMHETUKM  KpucTannmsaumn.  MeTtogbl — KpucTannusauuw.
AvcTnnnaums n pekTudukaums, xapakrepucTmka npoLeccos.
F'mppomexaHun4yeckne npoueccbl M annapatbl. OCHOBBbI
rnapaBnuku. O6LWaa xapakTepucTMka rmapoanHaMmnyecKnx
npoueccoB. PacTBopeHMe 5neKapCTBEHHbIX BeLeCTB Kak
AN PY3NOHHO-KWHETUYECKMA U MAaCCOOOMEHHbIN NpoLecc.
OCHOBHble NONOXeHMA Teopun pactBopoB: Obuwas
Xapaktepuctvka rugpoamHammyecknx npoueccoB.  OCHOBbI
rmapaenukn. O6wme BONPOCHI NPUKNAAHOM MMOPOMEXAHUKN.
Mmopoctatuka. [ABUxXeHnNe XXUAKOCTEN. PeXnMbl OBUMXKEHUS.
TennoBble npoueccbl. MexaHu3Mbl nepeHoca Tenna.
OcHoBblI Tennonepegaun. [logBoa wu oTBOoA Tenna.
HarpeBaHue. OxnaxageHue. 3amopaxmBaHue. KoHgeHcauus.
BbinapuBaHue. O6uaa xapakrepuctuka TensoBbIX NpoLEeccoB
(HarpeBaHue, oxnaxaeHue, KOHAeHcaums, BbinapnuBaHue, cyLlka
n gp.). MWcnonb3oBaHue npoueccoB TennoobmeHa B
dapmaueBTnyeckorn  TexHonormm. OCHOBHblE  MOHATMA U
onpeeneHvs: TemnepaTtypHoe none, rpaguMeHT Temneparypbl,
TennoBou NnoToK, TEeNnnoOHOCUTENMN, TennoobMeHHNKN.
YpaBHeHWe TennoBoro banaHca.

1.2

CoBpemeHHOEe coCTOosAHNE
TEXHONOornm
npou3BoACTBa  TBEpAbIX
NEeKapCTBEHHbIX hOPM.

TBepable nekapcTBeHHble ()OpMbl U BcnoMmoraTtesfbHble
BelWecTBa B WX NpPOU3BOACTBE: knaccudmkaumum  u
XapaKkTepucTuka TBepAblX NekapcTBeHHbIX OPM( COBPEMEHHbIE
BMAbl TabneTnpoBaHHbIX OpPM), BCnoMoraTenbHble BELLECTBA B
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NPOM3BOACTBE TBEPAbIX NTEKAPCTBEHHbLIX POPM.

OcCHOBHble TexHonorn4yeckue npoueccbli M annapartbl B
npousBoAcCTBe TBepAbIX neKapcTBeHHbIX dopwm:
n3Menb4YyeHne, NpPocemBaHne, CMeLLeHue, rpaHynsaumsl, cyluka,
npeccoBaHne( COBpeMEHHble TEeHAEHUMU COBEpPLUEHCTBOBAHUS
TabneToYHbIX NPECCOB), METOALI HAHECEHWS MOKPbITUNA.
YacTHass TexHonorus TBepAbiX JNeKapCTBeHHbIX dopmMm:
MHOIOKOMMOHEHTHbIX, c MoAU(PULIMPOBaHHbIM
BbICBOOOXAEHMEM: TpaHylbl, MUKPOrpaHynbl, MUKPOCHEpPDI
(nenneTbl), Kancynbl, MWKPOKancynbl, TPUTYPaALUOHHbIE W
npeccoBaHHble TabneTku, TabNeTkM OpOKOMy3aribHble,
TabneTkn [Ansi NPUrOTOBMEHMSI pacTBOpa WM  CYCMeH3uu,

TabneTku C MoAuuUMPOBaHHBIM  BbICBOOOXOEHMEM (C
YCKOPEHHbIM, OTCPOYEHHBLIM 7 MHOrodgasHbIM
BbICBOOOXOEHMEM), TAbNeTKN c MoaMUUNPOBaHHBLIM
BbICBOGOXOEHMEM (Tabnetkn c KOHTPONUPyeEMbIM

BbICBO60)KLI,eHI/IeM n I'IpOJ'IOHFVIpOBaHHbIe),CVICTeMbI OOCTaBKM
JNIeKapCTBEHHbIX BELLECTB.

2. MMpakTuyeckue 3aHATUSA

2.1

OcHoBHbIE MpoLEecChl
obopynoBaHue
dhapmaLeBTUHECKOIO
npounsBoAcCTBa

7l

O6wme NOHATMA O MawMHaxXx u annapartax. HopmatuBHoe
perynupoBaHue cpapmMmaLeBTUYECKOro npomM3BoacTBa: Tunbl
OCHOBHbIX MpoueccoB dapMaleBTUYECKON TEXHOMOMMM no
pasnMyHbIM MpU3HaKaM: MexXaHW4Yeckue, rnapoMexaHuyeckme,
TennoBble, MaccoobMeHHble 1 ap. ObLMe NOHATMA O MallnHAxX
n annapatax. OCHOBHble MNOHATMA O nNepefaToYHbIX
MexaHu3max. 3akoH paBHOBecus.  TepMoaMHamMuyeckoe
paBHOBecue. HanpaBneHve u OBMXyLlasi cuna npoLLEeCCOB.
HopmaTtusHoe perynvposaHue dapmaLeBTUHECKOIO
npoussoacTea. TpeboBaHus, NnpeabaBngemMble K 060pya0BaHMIO
Ha  dapmaueBTnyecknx npoussoacteax. CepTudmkauus
obopynoBaHusa hapmaleBTUYECKOro NpoOM3BOACTBA.

MexaHuyeckne npoueccbl M annapatbl. WU3menbuyeHue,
npoceMBaHMe WU nepemMeluMBaHMe TBepAbIX MaTepuanos.
TeopeTunyeckme OCHOBbl M3MenbYyeHusa: ob6bemHas n
NOBEPXHOCTHad runoTesbl: ViamenbyeHre TBepAbliX MaTepuasnos.
Onpegenenne. HasHayeHue u Buabl. TEOPETUYECKME OCHOBBI
n3MenbyYeHns: obbemMHasi U NOBEPXHOCTHAs rmnoTesbl. Teopus
PebunHoepa. OcHoBHOe npaBuio wu3MenbyeHus. Pabota
namvenbyeHuns. Mamenbyawowme  MawuHbl  (Opobunku  wn
mMenbHuubl).  Knaccudumkaums wn  xapaktepuctvka  MalluuH.
BankoBble, xepHoBble MenbHUUbI. BeryHbl. [Je3nHTerpatopsl,
ancmembpaTopbl, aKcuenbcuopbl. bapabaHHble MenbHWUUbI:
BMOpaLMOHHbIE, CTPYNHO-BUBPALMOHHbIE, KonnonaHble. Beibop
N3MenbyawLmMx MalwMH B 3aBUCUMOCTM OT  CTPYKTYpbI
maTepnana u Tpebyemon pgucnepcHoctu. OcoBGeHHoCTU
M3MenbYeHNa  MaTepuarioB C  KIETOYHOW  CTPYKTYPOM.
HasHaueHune n ncnonb3oBaHne n3menbYyeHns B
hapmaueBTMHECKOM  TexHorormn.  KpuousmenbyeHuwe, ero
BNUSIHUE  HA  Ka4yeCTBO  WM3MENbYEHHOro  MaTepwuana.
M3menbyeHne B XMOKMX W BA3KMX cpedax. Knaccudpukaums
N3MeNbYEeHHOro martepuana. Onpegenexue. Buapl
knaccudpwmkaumm. Cuta um cutoBom aHanu3.  CnocoObl
rPOXOYEHNs. YCTPOMCTBaA U NpUHUMN paboTbl BpaLLatoLLMXCS,
KayaloLmxcs, BUOPALMOHHBLIX TPOXOTOB  (TMPAUMOHHBLIX W
NHEPLMOHHbIX). PakTopbl, BAMAIOWME HA NPOU3BOAUTENBHOCTb
N 3dPdPeKTMBHOCTb npocemBannsa. OCHOBbI rMapaBinyecKomn
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Knaccuukaumm  usMenbvyeHHoro Martepuana. BosgywHas
cenapaumus. YCTpPoOMCTBO W npuHUMN paboTbl BO3AYLUHbIX
cenapartopoB. [MHeBMO- W rugpoknaccudgukatopbl. ObnacTtu
NPUMEHEHUS. MepemewvBaHne  TBepablX  MaTepuanos.
HasHaueHune nepemMeLunBaHus. lNpounssoacTeo
nopoLKkoobpasHbix cmecen. PakTopbl, BRAMSKOWME Ha OOHO-
pOOHOCTb CMecen B npouecce nonyvyeHus, TPaHCNOPTUPOBKU Y

XpaHeHus
MaccobMeHHble npoueccbl U annapatbl. OCHOBbI Teopum
Macconepegauu. MexaHun3Mmbl nepeHoca macchl.

MonekynspHas anddysns. 3akoHbl anddysnn (3akoHsbl Puka).
MeTtogbl MHTeHcMdmkaumm npouecca macconepegayun: O6uwias
XapaKkTepucTuka MaccooOMeHHbIX npoueccoB. OnpegerneHue.
Knaccudmkaumsa. Mecto n ponb npoueccoB MaccoobmeHa B
hapmaLueBTUYECKON TEXHOMNOMNMN. OcHosBbl Teopuu
mMacconepegaun. Cratmka  MacCOOOMEHHbIX  MPOLECCOB.
CnocoObl  BblpaeHuss coctaBa ¢as3. 3akoHbl ©a30BoOro
paBHoBecuda. KoadhdmumeHt pacnpegenennsa. HanpaeneHue
npoueccoB MaccornepeHoca, wux obpatumoctb. KuHeTuka
MaccoobMeHHbIX npoueccoB. OCHOBHblIE MOHATUA. MexaHn3mbl
nepeHoca Mmaccbl. MonekynapHas auddysms.  3akoHbI
anddysumn (3akoHbl dPuka). KoadpdpuumeHTbl MONeKkynsipHoOn
anddysnu. KoHBeKkTMBHas anddysuns, KoadbnumeHT
KOHBeKTUBHOWN Anddysnn. Any3noHHbIN NorpaHNYHbINA CHOMN.
TeopeTnyeckne Mogenu nepeHoca Maccbl (MneHo4vHas,
MOrpaHNYHOro Crosi, MNOBEPXHOCTM OOHOBMEHMS W 4p.).
Macconepepadya. OcHOBHOe YypaBHeEHME Macconepenadn.
KoathpmumeHTel mMacconepefadnm u ux BblpaxeHue. CpegHsas
ABMXyLL AN cvna npouecca macconepegayv.Metoabl
WMHTEeHCMdUKauumn npouecca macconepegayn. Ponb 1 3HaveHne
rmapoanHaMumkn npoecca.

MaccobmeHHble npoueccbl M annapartbl. TeopeTuyeckue
OCHOBBbI 3KcTparnpoBaHua. O0Llasa xapakTepucTmka npouecca
N OCOBEHHOCTM 3KCTparMpoBaHWs B CUCTEMAX >KUOKOCTb -
TBEPAOE TENO W XMOKOCTb — KWOKOCTb: JOKCTparMpoBaHue B
cucteme  xugkoctb - TBepgoe  Teno.  Onpegenenve.
TeopeTuyeckne OCHOBbI 3KCTparnpoBaHus. Ob6was
XapakTepucTnka npolecca u oCOBEHHOCTU 3KCTparMpoBaHus B
CUCTEMax >XMOKOCTb - TBepAoe Teno W XUAOKOCTb - XWOKOCTb.

OcHoBHbIE cnocobbl 3KCTparnpoBaHus: 3KCTpakuus
O[HOKpaTHasi, = MHOroKpaTHas C  MEPEeKPeCTHbIM  TOKOM
pacTBopuTENS, MHOroKpaTHasi NPOTUBOTOYHAS,

LUMPKYNAUMOHHANA. DKCTPaKUns B CUCTEME XKUOKOCTb - XUAKOCTb.
Onpegenenne. O6waa xapaktepuctuka npouecca. Coctas
9KCTPakuMoHHOM cucTembl. PactBoputenu (akcTpareHTbl) Ans
XMOKOCTHOM 3KCTpakummn, ux xapakrepuctuka. KoaddpuumeHT
pacnpegenenund. Bbibop akcTtpareHTta. OcCHOBHbIE CMOCO6LI
9KCTPaKUMOHHOTO  pasfenieHus:  SKCTpakumMsi  OaHOKpaTHas,
MHOrOKpaTHasi C NepeKkpecTHbiIM TOKOM  pacTBOpuUTEnNs,
MHOrOKpaTHasi C MNPOTMBOTOYHBLIM ABMXEHUWEM pacTBOPUTENS,
HenpepbiBHas MPOTUBOTOYHAS, MNPOTUBOTOYHAs C dnermon,
9KCTpaKkuunsa ABYMSA pacTBOPUTENSIMMN.

Macco6meHHble npoueccbl U annapatbl. Agcopbuus u
MOHHbIN 0o6MeH. OcHOBbl Teopun agcopbuuu, gecopduwmn,
noHHoro obmeHa: Vcnonb3oBaHue NpoLeccoB Ans pasgeneHus
N BblAeneHMs BELLECTB M3 ra3oBblX, MaporasoBbIX W XUAKUX
cmecen. Apcopbums. Teopua agcopbummn. AgcopbeHThbl, UxX
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OCHOBHble CBOWCTBa M obnactu NMPUMEHEHNA. KnHeTuka

agcopbumn. Mytn WHTEHCMdUKaLnm aAcopOLMOHHbIX
npoueccoB. [ecopbuus, cnocodbl ee npoeaeHusi. Ancopbepsi.
MNOHHBbIN obmeH. MoHHOOOMEHHbIE MaTepuansol,

KnaccudukaLlms, OCHOBHble CBOWCTBa M 06nactu NpUMEHeHus.
OcHoBbI Teopun MOHHOro obmeHa. [MpuHUUNUanbHbIE CXeMbI
MOHHOOOMEHHbIX yCTaHOBOK. [lpumeHeHne apgcopbumm wn
noHHoro obmeHa B dapmaueBTMYECKOM  TEXHOMOMUW.
Abcopbuna. OnpegeneHne. Xapakrepuctmka npouecca. Buibop
abcopbeHta.  Pusnuyeckaa  abcopbuma u  abcopbumsa
conpoBoOXgaemMasi XMMUYeCcKon peakumen. PaBHoBecue mexay
dasamun. BnnsHue temnepaTypbl U OaBNEHWs Ha paBHOBECKE.
Hecopbumna n cnocobbl ee npoBedeHUS.

Kpucrtannusauma. OO6OwWaa xapakTepucTMka W OCHOBbI
KAHeTUKM Kpuctannusauum. MeToabl Kpuctannusauuu.
Auctunnauma 7] pekTudpmkaums, XapaKTepucTuKa
npoLeccoB: Kpuctannusaums. Onpegenernne. O6was
XapakTepucTMka WM OCHOBbl  KMHETUKM  KpucTanmnusauuu.
CkopocTb 06pasoBaHnNAa 1 pocTa kpucTtannos. PaBHoBecue npwu
KpucTannmsaumm. 3aBUCMMOCTb PaBHOBECHOW KOHLIEHTpauun u
nepecbilleHnss  OoT  Temnepatypbl. Bnuaume  ycnosui
KpMCTannmsaumMm Ha CKOpPOCTb MNpouecca W XapaKTepuCTUKM
KpuctannoB. Metoabl kpuctannuaauun. Cnocobbl oxnaxgeHus
pactBopoB. KpuctannusaumoHHoe  pasgeneHve  CMecen.
HanpaeneHHas Kpuctannmsauyusi. Kpuctannusatopbl:
NOBEPXHOCTHble N 0b6beMHble. OucTunnauma u pekTudukaumns
Kak cnocobbl pasgeneHns xuokux cmecen. OnpepeneHue.
XapaktepucTtuka npoueccoB. OCHOBHble 3akoHbl (1-h u 2-i
3akoHbl KoHoBanosa).

Ouctnnnauums. 3aKoH Payna-[anbToHa. MpocTtasa "
dpakumoHHasa guctunnaums. [leperoHka nog  BakKyymMoOM.
Anctnnnaumns B TOke BOAAHOrO napa v MHepTHOrO rasa.
Pektndmkaumnsa. Pusmyeckne OCHOBbI  PEKTUDUKALMOHHBIX
npoLeccoB.

F'mppomexaHunyeckune npoueccbl UM annapatbl. OCHOBbI
rmapaBnuku. O6LWan xapakTepucTMka ruapoanHaMmnyecKnx
npoueccoB. PacTBOpeHMe 5eKapCTBEHHbIX BeLeCTB Kak
AN PY3NOHHO-KWHETUYECKMA U MAaCCOOOMEHHbIN NpoLecc.
OCHOBHble NONOXeHMA Teopun pacteopoB: Obuwas
XapakTepuctuka rugpoguHamuydeckmx npoueccoB. OCHOBbI
rmapaenukn. O6wme BOMNpPOChbl NPUKNAAHOW MMOPOMEXAHUKW.
MmopocTtatmka. [BWMXKEHME XUOKOCTEN. Pexmmbl OBWKEHUS:
NnamMuHapHbIn 1 TypOyneHTHbIn. MexaHu3Mbl NTaMUHAPHOrO U
TypOyneHTHOro ABwxeHus. 'mapogMHaMmn4ecknii norpaHnYHbIN
crnon. lNneHoyHoe TeyeHune KUOKOCTEN. OcHoBHble
XapakTepUCTUKM NIEHKM n NAEHOYHOro TeyeHus.
MmapoanHaMmnyeckne pexnmbl OBWXKEHUS MNNEHOK. [BuxeHune
Xungkocten B crnoe u no Tpybonposogam. TeyeHue Kugkocten
yepe3  HenoaBWXHblE  3E€pPHUCTble  CoM U MOPUCTbIe
neperopogkn. 3HayeHne rMapoAVMHaMUKN 3EPHUCTbLIX CMOEB B
npoueccax ¢apmaueBTnyeckon  TexHonormn.  OCHOBHbIE
XapakTePUCTUKN COEB: AUCNEPCHOCTb, yAeNbHas NOBEPXHOCTb
cBoboaHbIN  0ObeM  Crnoes, NOPUCTOCTb, NOPO3HOCTb,
3KBMBANEHTHLIN AMaMeTp, KaHanoB. 3aBUCUMOCTb CKOPOCTMU
ABWKEHUSA >KUOKOCTU OT XapakKTepuCTUK MOPUCTOro Cros u
Xngkoctn. vgpoovHamuka NCEBAOOXKMKEHHbIX  (KMNALMX)
3epHUCTbIX  cnoeB. Wcnonb3oBaHWe NCEeBOOOXKWMKEHUS B
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dapmaueBTUYECKOM Npon3BOACTBE. XapakTepuctuka
nceBAooOXmwKeHns. OCHOBHble CBOWCTBA MCEBOOOXMKEHHOMO
cnos. ®dusnMyeckne OCHOBbI  MNCEBAOOXMXKEHUNA. MeTtogbl
AncneprupoBaHus rasos n XnakocTten. OcHOBHblE
XapaKTepuUCTUKN NeH n amynbcui. CBOOGOOHOE M CTECHEHHOoe
ABWXKEHWe ny3blper n Kanenb. PacTBopeHue nekapCTBEHHbIX
BELWEeCTB Kak ANdY3MOHHO-KMHETUYECKUA N MACCOOOMEHHbIN
npouecc. OCHOBHble MONOXeHUA Teopun pactBopoB. CTagum
pacTBOpPeHUs. YpaBHeHne pacTBopeHus. PakTopbl, BAMsSIOLWNE
Ha Mpouecc pacTBOpeHuss  (U3MEeNbYeHne, UN3MEHEeHUs
Temneparypbl n pexuma rmapoanHaMumKu,
KomnnekcoobpasoBaHme u gp.). PacTBOpMMOCTbL BELLECTB Kak
O4Ha N3  OCHOBHbIX  (PU3UKO-XMMUYECKUX  XapaKTepuCTUK
NEKapPCTBEHHbLIX M BCMOMOraTesnbHbIX BELLECTB, MCMNOMb3yeMblX
ANSA N3roTOBMEHUS XUOKNX NEeKapCTBEHHbIX (POPM.

Cnoco0bl pacTBOPEHUS: nepuognyeckuin npouecc,
NPSIMOTOYHBLIA M MPOTUBOTOYHLIA  MpoLecChbl, npouecc B
HENoOABWXHOM cnoe. VIHTeHCcMduKaums npouecca pacTBOPEHUS.
lNepemewmnBaHne pactBopoB. PasgeneHne reTeporeHHbIX
cuctem.  Knaccudmkaums UM OCHOBHblIE — XapaKTEpPUCTUKU
reteporeHHbix cuctem. OCHOBHble cnocobbl pasgeneHus das.
Knaccudumkaums, npuHumunel BeiGopa u oueHka 3ddeKTUBHOCTH
MeToOoB pasgeneHund. PasgeneHve nog OencTBUMEM  CUN
TSHKeCTU.  Xapaktepuctuka  npouecca. OcaxgeHne U
oTcTtanBaHme. CKopoCcTb oTCcTanmBaHus. PakTopbl, BAMSIOWMNE Ha
CKOpOCTb OoTCTamBaHusa. PasgeneHne nog OencTBMEM Pas3HOCTU
Aaenenus. PunbTpoBaHue. XapakTepucTuka npouecca. Teopusi
(UNLTPOBaHWS:  COMPOTUBNEHME NEPEropogkn W OcCafka,
npou3BoANTENBbHOCTb unbTpa. CKOPOCTb (PMNbTPOBAHNUS, €e
3aBMCUMOCTb OT Mepenaga AaBreHus, TemnepaTtypbl WU
CTPYKTYpbI ocagka. YpaBHeHue dbunbTpoBaHMS.
Knaccudgukauum BNOOB PUNbTPOBAHWKS. Cnoco0bl
dunbTpoBaHusa. PasgeneHne B Mofe UEHTPOOEXHbIX Curl.
LieHTpudpyruposaHue. TeopeTudeckne OCHOBBI
LeHTpUdyrmpoBaHus. LleHTpobexHoe OoTCTavBaHue "
ueHTpobexHoe dunbTpoBaHne. OuyncTKa rasoB OT MbiM B
uuknoHax. PasgeneHne  cycneH3MM UM 3MynNbCun B
rmapoumknoHax. PakTop pasgeneHus.

TennoBble npoueccbl. MexaHM3Mbl MNepeHoca Tenna.
OcHoBbl Tennonepegaun. [logBoa wu oTtBOoA Tenna.
HarpeBaHue. OxnaxgeHue. 3amopaxmnBaHue. KoHgeHcauus.
BbinapuBaHue: ObLias xapakrepucTmka TennoBbIX NpoLeccoB
(HarpeBaHue, oxnaxageHue, KOHAeHCcaums, BbinapnBaHue, cyLlka
n gap.). MWcnonb3oBaHune npoueccoB TennoobmeHa B
dapmaueBTnyeckon  TexHonormn. OCHOBHbIE MOHATUS U
onpeeneHvs: TemnepaTtypHoe none, rpaguMeHT Temneparypbl,
TENoBON NOTOK, TEennoHocuTenu, TennoobMeHHMKN.
YpaBHeHue TennoBoro 6anaHca. TennoobmeH. MexaHunambl
nepeHoca Tenna (TenfnonpoBOAHOCTb, KOHBEKLNS,
ny4yeucnyckaHme) TennonpoBoAHOCTb. TennonpoBO4HOCTb U
TemMnepaTyponpoBOAHOCTb TBEPAbLIX MaTepuanos, XUOKOCTEN U
rasos. Jlyyencnyckanve. ®dusmyeckme OCHOBbI MpoLecca.
JlyyeucnyckatenbHasas wu nornowaTtenbHass CNocobHOCTb Ten.
3akoH Kupxroga. CoBMECTHbI MEPEHOC Tenna KOHBEKUMEN W
nsnyvyeHmem. OcHoBbl Tennonepegayn. OCHOBHOe ypaBHeHWe
Tennonepegaun. [iBnxkyuias cuna npouecca (CpeaHss pasHoCTb
Temnepartyp tennoHocutenen). KoacddumumeHT Tennonepegayu.
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Css3b mMexay Ko3appurLMEeHTOM Tennonepeaayn "
KoabpuumeHTamm Tennootaadn. PacnpegeneHne Temnepatyp
BAOMb NMOBEPXHOCTM Tennonepenadun. BsammHoe HanpasneHve
OBWXEHNA TennoHocuTenen (MpsAIMOTOK, NPOTUBOTOK,
NepeKpPecTHbIN TOK, CMELLAHHbIN TOK), ero onTMMarbHbI BbIOOp
N BNUAHWE Ha CPedHK pasHOCTb Temnepatyp. lMogsog wm
otBoa Tenna. Knaccudumkaums nNpOMbILIEHHbIX cnocoboB
nogsoga u oTBoga Tenna. HarpeBaHue. TennoHocutenw.
Knaccndumkaums. TpeboBaHus, MNpeabsBhsieMble K HUM, WX
CpaBHUTENbHbIE XapaKTEPUCTUKM U obnactm npuMeHeHus.
Mcnonb3oBaHne  BOOSHOrO  napa  Kak  TEnroHocuTens.
MpeumyLiecTsa BOASIHOMO napa nepea apyrumu
TennoHocutensaMmn. YaenbHasi TennoemMkocTb napa. CkpbiTas

Tennota wucnapeHus u napoobpasoBaHUs. XapakTepucTuka
BOASIHOMO Napa: BNaXHOro HaCbILLEHHOrO, CyXOro HaCbILLEHHOrO,
neperpetoro. HarpeBaHne BoasiHeiM  Napom: "OCTpbIM",
"rnyxum". XKapoTpybHble n BOAOTPYOHbIE KOTMbI ANs HAapaboTku

BOOAHOIO napa. HarpeBaHme TOMOYHbIMU ra3amMmu.
Mcnonb3oBaHne TEXHUYECKUX U OTXOOSALLMX ra3oB B KayecTBe
TennoHocuTenen. HarpeBaHme NMPOMEXYTOYHbIMU
TennoHocUTendamMun: napamm BbICOKOTEMMEPATYPHbIX

opraHmyeckux TennoHocutenen (BOT), neperpeton BOOow,
MUHepanbHbIMWU Macnamu, pacnnaBfeHHbIMU CMEecsMU CONeWn.
Cnocobbl HarpeBaHUs ANEKTPUYECKUM TOKOM. .

OxnaxpeHwue. OTBOA Tenna BOAOM, BO34YXOM "
HU3KoTeMMnepaTypHbIMK XnaKumm XnagareHTamu.
Boaoo6opoTHble Lmknbl hapMaueBTUYECKUX NPON3BOACTB.
KongeHcauunsa. Onpegenenne. MexaHu3ambl  KOHOEHCALWUMN:
nneHoyHas, kanenbHasd. 3amopaxuBaHue. [lpumeHeHne
oXnaxaeHnss W 3aMopaxuBaHua B hapmaueBTUYECKOn
TexHonorun. Kpuonpoueccbl. BbinapuBaHune. OnpepeneHue.
HasHauyeHne ©n  TexHudeckMe  MeTodbl  BbliNapuBaHUS.
lNpuMeHeHWe BbinapmBaHna B dhapmaueBTUYECKON TEXHOSOrMN.
MpemmyLiecTBO BbiNapuBaHus NO4  Bakyymom. TennoTta
camouncnapeHusl.

2.2

CoBpemeHHOEe COCTOsiHME
TEXHONOormm
npov3BoAcTBa  TBepabIX
nekapCTBEHHbIX (OOPM.

TBepable nekapcTBeHHble ¢popMbl U BcrnomoraTtesibHble
BellecTBa B UX NPOM3BOACTBE: TBepAble feKkapCTBEHHbIEe
dopmbl. CpaBHUTENLHAsA xapakrepuctmka. Obuimne TpeboBaHms.
TpeboBaHus Kk BcnomoraTenbHbIM BellecTBam. OCHOBHble
rpynnbl  BCOMOraTefibHbIX  BELWecTB, MPUMEHSIEMbIX B
NPOV3BOACTBE TBEPAbIX NEeKapCTBEHHbIX (DOPM: HanoMHUTENW,
CBA3blBalOLLME BeLecTBa, KOMMO3ULNOHHbIE HaMNOMHUTENU AN
NPSIMOro  NPECcCOBaHWs,  Pa3pbIXNAOLWME,  NPOSOHraTopbl,
cKonb3siue n cMmasbliBaroLue, nneHkoobpasytoLime
KOMMO3ULUK,  KOPPUreHTbl,  Kpacutenun.  XapakTtepucTuka
BCMOMOrareribHbIX BELLECTB.

OcHOBHble TexHonoruyeckme npoueccbl M annapatbl B
npoussoAcTBe TBepAbIX reKapcTBeHHbIX dopwm:
N3menbyeHve TBepabix MaTepuanos. [lpuHuunbl paboThbl
n3MernbyawwWwmx MawuH, ux  knaccudpukaums.  Ceinyyue
mMaTtepwuarnsl, nx Knaccudukaums. MpocenBaHue.
lMepemelwmBaHue TBepObIX 1N NAacTOOOpasyoLWNX MaTepmanos u
ero ponb B TexHonormn. Cwmecutenu, Buabl W NPUHLMNbI
paboTbl. Bugbl rpaHynupoBaHus: cyxoe (bpvkeTupoBaHue,
KOMNaKTUpoBaHue), BriakHoe (NpoAaBnvBaHWeM, CkaTbiBaHMEM,
BO B3BELUEHHOM Crfoe, pacnblfiMTenbHbIM BbICYLLUMBAHNEM).
PasHoBMgHOCTM M npuHUMn  paboTbl  rpaHynsiTopos,




11

cMecuTenen-rpaHynaTopoB, rPaHynATOPOB MCEBAOOXKMKEHHOIO
cnos, akcTpygepoB. Cyllka BRaxHbIX rpaHyn. AHanus
rpaHynarta: onpegeneHne CTPYKTYPHO-MeXaHUYeCKUX CBOWCTB,
rpaHyrnomMeTpuYecKoro coctaBsa, BriarocoAepKaHus, Cbiny4yecTu,
npeccyemMocTu 1 Ap.. TexHonorusa nony4yeHms TabneTok: npsmoe
npeccoBaHMe HerpaHynMpoBaHHONW CMeCU MOPOLUKOOBpPa3HbIX
WHrpeaMeHToB  unu  TabneTupoBaHue  npegBapuTesibHO
rPaHyNMPOBaHHbIX (BMaXHbIM WM CyxuMm crnocobom) macc.
MpuHuMn paboTbl poTauMoOHHbIX TabnetnpeccoB. BnusaHue
coctaBa Tabnetupyembix Mmacc, cnocoba TabneTupoBaHus,
BENUYMHbI  JaBfeHMs  MPeccoBaHUA Ha  MPOYHOCTb W
pacnagaemocTb TabneTtok. MeTtannogeTekTopbl, yCTaHOBKU AN
obecnbineBaHnst Tabnetok. Llenn HaHeceHus nokpbITun. Bugbl
MOKPbITUA M CNocobbl MX HaHeceHusi. HaHeceHue NOKpbITUIA
METOAOM ApaxupoBaHusi, B yCcTaHoBKax ©apabaHHoro tmna, B
NCEBAOOXMKEHHOM cnoe, npeccoBaHHble NOKPbITUS.
O6GopynoBaHve [nNs  HaHECEeHWUs MNOKPbITUNA. Banungauns
TEXHOMNOrM4YeCKNX NPoLeccoB 1 sepudmrkaums.

YactHaa TexHonorMs TBepAbiX JeKapCcTBEeHHbIX dopmMm:
MHOFOKOMMOHEHTHbIX, c MoAanULNPOBaHHbLIM
BbiCBOOOXAEeHUeM: TexHonornyeckass cxema nony4yeHus
pasnuMyHbIX BUAOB rpaHyn: ObICTPOPACTBOPUMbBIX, LUUMYYMX,
rpaHyn Ona  >KeBaHudA, TrpaHyn Ans  paccacbiBaHus, C
MOAMMULNPOBAHHBIM BbICBOOOXAEHWEM, C MPONIOHMMPOBAHHbBIM
BbICBOOOXAEHNEM, AN 3anofiHeHMs1 TBepablX XenaTMHOBbIX
kancyn. [osupoBaHve rpaHyn B TBepable >KenaTuHOBble
Kancynbl, OAHOpa3oBble MakeTbl, nakoHbl. TexHonorns
MUKpOrpaHynmpoBaHus. TexHonormdeckoe obopygoBaHue ans
npov3BoACTBa rpaHyn w MukporpaHyn. CraHgapTtmsaums wu
HOpMMpOBaHWe kavecTBa. MeToabl NonyvYeHns nenneT: npamas
nenneTusaums, nenneTMpoBaHue obkaTblBaHMEM, B
NCEBAOOXIWKEHHOM Crioe M NenneTupoBaHWe HacravBaHUEM.
TexHonorns nenneTt HEemnoKpbITbIX W MOKPbITbIX 0BonoYkamu.
Ob6opyanoBaHne B TEXHOMOrMYECKOM Mpouecce npovsBoacTBa
nennet. WHkancynupoBaHue nennet. CraHgaptmsauua w
HOpMWpOBaHWE  KadecTBa. TpeboBaHMa K  Kancynam.
TexHonornyeckme cxembl MOMyYeHUs TBEPAbIX KenaTUHOBbIX
kancyn. lNMonydeHne n oueHKka KavyecTBa XenaTUHOBOW Macchl.
HanonHeHwne Kancyn nekapcTBEHHbIMU BeLlecTBamu
(nopowkamu, XuOKMMKM cOCTaBamu, nennetamun): MallvHb
LUHEKOBbIE, pPOTOpPHble W nopwHeBble. ObecnbinuBaHue.
MokpbITve kancyn obonoykamu. TexHOmnorumsa 3anawmku kancyn,
GaHgaxupoBaHus. ABTOMaTUYECKME NMHWMK, MPECChbl U Opyroe
obopyaoBaHue, wucnonb3yemoe [Ans NpoM3BOACTBA Karncyn.

CraHpgapTtusauns n HOPMWpOBaHWe KayecTBa.
BcnomorarteneHble BellecTBa B MPOU3BOACTBE MUKPOKAarMCyrl.
HomeHknaTypa. Buapl oboroyek MUKpoKancyn.

TexHonornyeckme cxembl NOAY4YEHUsT MMKPOKANCYN pasfiMyHbIMM
mMeTogamun:  (PU3NYECKUMM  (OpaKMpOBaHME, pacnblfieHune,
ANCneprupoBaHne, HanbineHne B MNCEeBAOOXKMKEHHOM Croe);
HM3MKO-XMMMYECKUMM  (KOoaLepBaLmsl, CroXHasa KoalepBauus,
ncnapeHve  nerkoneTyyero  pacTBOPUTENS);  XUMUYECKUMMU.
AnnapaTypHasi cxema npou3BoacTBa Mukpokancyn. OueHka
KayecTBa MUKpOKancyrn. JlekapcTBeHHbIEe dopmbl C
MUKpoKancynamu..  XapakTepuctvka  TPUTYPauMOHHbIX W
npeccoBaHHbIX TabneTok. TexHonornyeckne u annapaTypHble
CXeMbl npousBoacTea. [locTaguiHbIl  KOHTPOSIb  KadecTBa
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Tabnetok. [lokasaTtenu KayecTBa: BHEWHWWA BUA, CPeOHss
Macca M OTKMOHEHWs OT Hee, KONMYecTBEeHHOe coepXaHue
NEKapCTBEHHbIX  BELLECTB, OAHOPOAHOCTb  J03UPOBaHWS,
pacnagaemocTb, NPOYHOCTb, CKOpPOCTb pacTBOpeHUs
AENCTBYIOLMX BeLWecTB, MMKpobronormyeckas ynctorta. Hopmel
n  metoaukn  onpegeneHus.  KoHTporbHble  Npubopsbl:
GpubpunnaTopbl, Npubopbl ANA onpeaeneHus NPOYHOCTU Ha
ckatme, "kadawwascda", "Bpawarowaacs KopsuvHka" u - ap.
Brnnanne  apmaueBTUYHECKUX  (PAKTOPOB  HA  KUHETUKY
BbICBODOOXAEHNS N BCaCblBaHUS NEKApPCTBEHHbIX BELLECTB U3
TabneTok. XapakTepucTmka opasnbHblX TabneTok: pacTBOPUMbIX
BO pTY, BbICTPOPaAcTBOPUMBIX U NMOMUIU3NPOBAHHbIX OUCKOB.
TexHonorn4yeckun npouecc Mu annapartypHasi cxema
npou3BoacTBa TabneTok: OykkanbHbIX, ANs paccacbiBaHUs,
ObICTPO PaCTBOPSAIOLLMXCHA, CYyONMHIrBarnbHbIX, AUCNeprnpyembix
B NONOCTU pTa, pacnagalwwuxcs B POTOBOM  MNOMOCTW,
XeBaTenbHbIX; NMOUNN3NPOBaHHBLIX AMCKOB. HopmupoBaHue
KayecTBa. XapakTepucTuka TabneTok, MNpUMEHSIeMbIX Mocne
npeaBapuUTENbHOIO NPUIOTOBIIEHUA pacTBOpa UMW CYCMEeH3Uw.
TexHonornyecknn npouecc TabneTtok pacTBOPMMbIX, Tabnetok
ANS  U3rOTOBNEHWUs Kanenb, LWUNyYnx W Aucneprupyembix
TabneTtok. AnnapaTypHass cxema npouseoacTtea. OueHka
kayectBa. dacoBka, ynakoBka, MapkupoBka. Banugauus
TEXHOSTOMMYEeCKMX NPOLECCOB N Bepudumkaums. XapakTrepmucTmka
TabneTok ¢ mMoanmuMpoBaHHbIM BbicBOBOXOEeHWEM. MeToabl
Moaudukaumm BbICBOOOXAEHMS NeKapCTBEHHOrO BeLlecTBa:
(cpmsnueckme, XUMN4eckue, TEXHONorn4yeckme).
TexHonorn4yeckmmn npouecc TabneTok-panua,
KMLEeYHOPaCTBOPMMbIX, MHOroasHbIX, panua petapa.
AnnapaTypHoe COMNpoOBOXAEHME TEXHOMOMMYEeCcKoro mnpoecca.
CraHgapTusaumss M HOpMMpOBaHME KavecTBa TabneTok c
MOONMULMPOBAHHBIM  BbICBODOXAEHMEM.  XapaKTepucTuka
TabneTok C KOHTPONMpyeMbIM BbICBODOXAEHMEM (nnaBatoLyme,
C MUKpOKancyrnamu) u nposyioHrMpoBaHHbIX (TabneTkn petapa,
KapKacHble, MHOrOCMNoWmHble, WMMMaHTUpyemble, WNu Aeno).
TexHonornyeckmin npouecc TabneTtok ¢ MoandULMPOBAHHBIM
BbICBODOXOEHMEM U €ro annapaTypHOe COMpPOBOXAEHME.
CraHgapTu3aums W HOpMMpoBaHMe KadecTBa. Banupauus
TEXHOSTOMMYEeCKMX MpoueccoB n Bepudukaums. Cuctemol 1-ro
nokoreHna (MUKpOKancynbl, MuKpocdepbl), CUCTEMbl 2-T0
nokoneHns  (HaHodactuubl). TepaneBTUYECKME  CUCTEMBDI
AOCTaBKN NEKapCTBEHHbIX BellecTB (OCMOTUYECKM aKTMBHasi
TepaneBTU4yeckas cuctema, racTpOpPETEHTUBHbIE
nekapcTBeHHble (PopMbl, NekapCTBEHHbIE POPMbI AENO).

2.3

CoBpemMeHHOe CcoCTosiHUE
TEXHONOormm

npousBoacTBa
duTonpenapaTos.

XapakTepucTuka BUoNormyeckn akTMBHbIX BELLECTB.
Knaccudmkaumsa dputonpenapatoB. COCTOsSHUE M NEPCNeKTUBbI
pa3BUTUSA MPOMBILLNIEHHOTO MPOWU3BOACTBa huUTONpPEenapaTos.
CoBpemeHHble TpeboBaHusA K KayecTsy. TexHuko-
9KOHOMMYeckne ocobeHHOCTM NMPOn3BOACTBa huTonpenapaTos.
OcHoBHasi HopMaTUBHAasA JOKYMEHTaLus.

ObecrnieyeHne kayecTBa MNpv MNPOMbILLNIEHHOM NPOU3BOACTBE
dutonpenapaTos.

TpeboBaHua K nepcoHany, 3aHATOMY B MPOMbILLSIEHHOM
npoussoacTee mTonenapaTos.

TpeboBaHna K  NPOU3BOACTBEHHbIM  MOMELLEHUAM  Onis
npou3sBoAcTBa uTonpenapaTos.
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TpeboBaHus K obopynoBaHuio Aans npoussoacTBa
dutonpenapatoB. OcobeHHOCTN NPOU3BOACTBEHHOIO npouecca
duTonpenapartoB, TEXHOMOrMYeckMe CcTaguvM npou3BOACTBA
nekapCTBEHHbIX NMpenapaToB U3 PacTUTENbHOO Cbipbs
KoHTponb KayecTBa M OCOBGEHHOCTM ero npoBedeHUs npwu
NMPOMbILUNIEHHOM NPON3BOACTBE fleKapCTBEHHbIX NpenapaToB un3
PacTUTENBbHOrO ChIPbS.

PactutenbHoe cblpbe: KpaTkas XapakTepuCTUKa, WCTOYHMKM,
Knaccudukaums pacTUTENbHOro CblpbS, npobnema
CTaHgapTu3auMmM  NpoueccoB  BblpawmBaHus 1 cbopa
NEKapPCTBEHHbIX PACTEHWN.

[MoarotoBka nEKapCTBEHHOrO Chblpbsi K 3KCTParMpoBaHUIO W
npumeHsiemoe obopygoBaHMe. TexHOMorMdeckne CBOWCTBA
N3MErNbYEHHOro pacTUTENbHOrO MaTepuana: onpegeneHue
HaCbINHON Macchbl (HacbInHOWM NNOTHOCTK), aHanus
(paKkUMOHHOrO cocTaBa, onpeaenexHve Cbiny4yecTu,
onpegeneHne nopucTocTn (MOPO3HOCTM) CNOSi PaCTUTENbHOrO
Cblpbsi, HAOYXaeMOCTb CbIpbSi.

OKCTparmpoBaHme pacTUTENbHOTO  Cbipbsl.  TeopeTnyeckue
OCHOBbI MpoLecca 9KCTparmpoBaHus, akTopbl, BAMSKOLWME Ha
npouecc 3KCTparMpoBaHUs pacTUTenbLHOro matepunana. Metoabl
9KCTparmpoBaHus 1 ncnonb3yemoe obopyagosaHve
MpuroToBneHne cCNUPTO-BOAHbLIX AKCTPAreHToB, YY4€T cnupTta
MeToabl 3KCTparMpoBaHuWsi U ucnonb3dyemoe obopyaoBaHue.
HoBble noaxodbl K BbIGOPY OKCTpaAreHToB B TEXHONOMMU
dutonpenapaTos, NpPUMeHeHne OByxdasHbIX cucTem
9KCTpareHToB. MpumeHeHne ans 9KCTparmpoBaHus
pacTUTENbHOrO Chipbs PAcTBOPOB (M/UNKU pacnnaBoB) BELLECTB,
Mcnonb3yeMbliXx B KayecTBe BCMOMOraTeflbHbIX B COCTaBax
MSITKMX IEKAapPCTBEHHbLIX (POPM 1 KOCMETUYECKUX CPEACTB
OnTnmmusaums, MogenupoBaHve n MaclutabupoBaHue npolecca
9KCTparMpoBaHMs pacTUTENbHOrO Cbipbs

MpounsBoacTeo CyMMapHbIX HaTUBHbIX (raneHoBbIX)
npenapaTtoB.  [loaroToBka  feKapCTBEHHONO  Cbipbst K
9KCTparMpoBaHuio 1 NpumMeHsemoe obopygoBaHue.

TexHonorna Hactoek. [lyTm WHTeHCudMKaumm npou3BOACTBA
HaCTOex. CranpapTtusaums HaCTOex. PereHepauus
(pekynepaums) cnupTa 13 oTpaboTaHHOro pacTUTenbHOro
mMaTepuana.

Mpon3BOACTBO 3KCTPaKTOB. [1pOM3BOACTBO XUOKMX IKCTPAKTOB
pasnuyHbiMn Metogamu. OCobBEeHHOCTM TEXHOMOrMK CNMPTOBLIX
akcTpakToB. OCOBGEHHOCTU TEXHOMOMMM BOAHbBIX SKCTPAKTOB.
OKkcTparmpoBaHme pacTUTENbLHOIro CbIpbs OByxdasHom
CUCTEMOW  3KCTpareHToB. HomeHknatypa u  0COBEHHOCTU
TEXHOJTOTUN XUOKNX SKCTPAKTOB.

MpoM3BOACTBO MYCTbIX U CYXMX IKCTPAKTOB. XapaKTepucTuka
GannacTHbIX BeLeCTB U MeTodbl MX yadaneHusi. BeinapusaHue
BbITSXKEK. MeToabl CyLUKX, MCNOSb3yeMble MPU Noy4YeHUn CyxXmx
9KCTPaKTOB.

OKCTpaKTbl-KOHLEeHTpaThl. MonunakcTpakTbl (NonndpakunoHHbIe
akcTpakThl). MeanumHckme macna (Olea medicata) (macnsHble
aKcTpakTbl). OcobeHHOCTM wux TexHonornu. Kcnonbsyemble
9KCTpareHTbl 1 METOAbI AKCTPAKLMM.

[aneHoBble npenapatbl M3  CBEXEro W  chneuuanbHo
NMOArOTOBNEHHOIO Cbipbsi: COKW, npenapatbl (OUTOHUWAOB W
BUOreHHbIX CTUMYNATOPOB.

OdupHble macna. Knaccudumkaumsi, cnocobbl UX NONYyYEeHUs u




14

cTaHgapTusaumm ApomaTHble BOAbl, CUpONbl:  crneunduka
TEXHONMOMMN W CcTaHgapTusaumMum. YCTaHOBKW ANS MNOofy4YeHus
apomaTHbIX BoA. Cneumduka m nepcnekTMBbl NPOU3BOACTBA
anukcunpos, 6anb3amos.

MakcumanbHO  O4MLlEHHble  (HOBOrasieHoOBbLIE)
MeTOoAbl MNONYYEeHUS U OYUCTKA, KOHTPOSIb KayecTBa.
Mpenapatbl WHAMBUAOYaAnbHbIX BELWECTB, BblAENsSEMbIX U3
pacTeHni. MeToabl BblAE€NEeHUs, OYUCTKM U pasaeneHms CyMMbl
UHOMBMAYanbHbIX  BewecTtB.  duToCcTepuHbl  (CTepouapl,
cTeponbl), MeToabl WX  BblAENeHWss U NepCnekTuBbI
NCNONb30BaHWS.

JlekapcTBeHHbIE pacTuTesibHble cbopebl. KomnnekcHas
nepepaboTtka pactutenbHoro chipbsa. O6opygoBaHue w
mMaTepuanbl 4nst acoBKN N yNakoBKM dMTonpenapaTos.

npenapaTbil:

3. UHamBuayanbHble KOHCYNbTauuu

3.1 | OcHoBHble npoueccbl K | Beibop maTepuanoB annapaToB 1 OUueHka paboyunx ycrosun ansg
obopyaoBaHue NPOM3BOACTBA KOHKPETHOro nn. TUnoBble peLueHus.
dapmaLeBTUYECKOIO
npou3BoAcTBa

3.2 | CoBpeMeHHOe cocCTOosiHMe | YacTHas TeXHONOrms TBepAbIX NeKkapCTBEHHbIX hOpM Ha
TEXHONOormm npumMmepe KoHkpeTHoro nn. O6ocHoBaHWe Bbibopa
npov3BoACTBa  TBepAblX | BCnoMoraTeslbHbIX BELWECTB B NPON3BOACTBE M.
neKapCTBEHHbIX (OOpM

3.3 | CoBpemeHHoOe cocTosiHne | OxpaHa Tpyda W TexHuka 6Ge3onacHOCTM Mpu NPoM3BOACTBE

TEXHONOrnK
npounsBoAcCTBa
duTonpenapaTtoB

dumTonpenapaTos. OcHoBHbIE NoSIoXKeHus Mpukasa
MuHnpomTopra Poccun N 916 «O6 yTtBepxaeHun [pasun
Hagnexawen npoM3BOACTBEHHOM MpPaKTUKUY, Kacaromecs
npousBOACTBa MpenapaTtoB U3  pacTUTENbHOMO  CbipbA.
TpeboBaHua NOCT P 52249-2009 k npov3BOACTBY NpenapaToB
N3 pactuTenbHoro cbipbs. OnNTMMM3aums, mMogenupoBaHue W
mMacwTabupoBaHme npouecca 3KCTparMpoBaHMsa pacTUTENbHOMo

CbIpbA.
YacTHass TEexXHOMNorMs HacTOeK, OKCTPaKTOB,  JIIMKCUPOB,
Ganb3amMoB, MeOULMHCKUX Macen, 3UPHbIX Macer, COKOB,
UTOHLUMOOB, OMOreHHbIX CTUMYNSTOPOB, apoMaTHbIX BOA,

cuponsbl: cneu,mchKa TEXHOOrmn n CtTaHaapTu3auunn. YCcTaHOBKM
Ona nonyvyeHna apomMaTHbIX BOO, HOBOrasieHOBbIX npenapatos,
npenapartos wvHOuBMAyalrbHbIX BeWeCcTB, BbloeNndeMblX W3
paCTeHI/IIZ. Bbuonornyeckn aktmeHble A00OaBKM K NULLE.

13.2. Pasgenbl AMCLUUNNUHBLI U BUAbI 3aHATUN

Bugpbl 3aHaTui (4acos)
o
Ne HanmeHoBaHve MpakTu- WHaveuaya CamocTos
n/ pasgena Jlekuu JbHblE KoHT | Bcer
yeckme TenbHas
n ANCUUNANHDI n KOHCynbTaL ponb o
3aHATMA - paboTta
Mpouecchl 1
1 obopynosaHne 14 90 8 120 24 | 256
dapmaueBTnYecKor
0 Npom3BoAcTBa
CoBpemeHHoe
COCTOSIHUE
TEXHONOormm
2 npou3BOACTBa 14 90 8 122 24 258
TBEpPAbIX
neKapCTBEHHbIX
dopM.
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CoBpemeHHoe
COCTOSIHMNE

3 TEeXHONormm - 90 8 120 24 242
npou3BoACTBa

dmTonpenapaTtos.

WNToro 28 270 24 362 72 756

14. MeTogn4yeckue ykasaHusa ansa odby4arowmxcsi N0 OCBOEHUIO ANCLUIMIIUHDI

O6yyeHne cknagbiBaeTcsl M3 KOHTAKTHOM paboTbl obydarolmxcs ¢ npenopaBaTenem,
BKIIOYAlOLWEN ayauTOpHble 3aHATMS  (NEKUMOHHbIM KypC W MNpakTUYeckue 3aHAaATus) WU
camocTosiTenbHOM paboThbl.

B cootBetctBUM C TpeboBaHuamm ®rOC opamHaTypbl B y4eOHOM npouecce LUMPOKO

NCMNONb3YIOTCHA aKTUBHbIE W WHTEPaKTMBHble (POPMbI NpoBedeHus 3aHATUW. Kcnonb3oBaHue
WHTEPaKTMBHON Moaenu obydeHus npegycmaTpvBatoT MOAENMpPOBaHME CUTyauun, 6nmskux K
npodgeccroHanbHOM AeaTeNbHOCTM NPOBM30pa-TEXHOMOra; COBMECTHOE pelueHne npobnem.

NHTepakTuBHasi popma NnpoBeAeHMs 3aHATUIN OpraHu3yeTcs B BUAE MHAMBUAOYAIbHOW,
napHbIX K TPynnoBbIX paboT, ocyuwectBndetrcs pabota C AOKYMEHTaMUM W pasfvyHbIMU
UCTOYHUKaMN  nHopmauun.  NHTepakTuBHble  MeTodbl  OCHOBaHbl  Ha  NpUHUMNax
B3aMMOLENCTBUSA, aKTUBHOCTM oOOy4yaeMblX, OMope Ha rpynnoBol OnbIT, o0bs3aTenbHOWn
obpartHon cessn. Co3gaeTtca cpefa obpasoBaTernibHOrO O6GLEHUS, KOTOpasi XapakTepusyeTtcs
OTKPbITOCTbIO, B3aMMOAEWCTBMEM YYACTHMKOB, PaBEHCTBOM WX aprymMeHTOB, HaKOMMeHuem
COBMECTHOrO 3HaHWS, BO3MOXHOCTbIO B3aMMHOW OLEHKN 1 KOHTPONS.

JlekumoHHbIM  MaTepuan nogaeTca B dopme npobnemMHbIX NEeKUuun, nekuum-
BM3yanu3aumn. Ha npakTudecknx 3aHATUSX  UCMOMb3YKTCA  Crneaylowme  TeXHONOMUu:
MO3MLMOHHOrO O00yYeHusi, AMAAKTUYEeCKUX 3afad, TEeXHONOrMn pasBUTUS  KPUTUYECKOro
MblneHusa (pabota ¢ MHPOPMALMOHHBIM TEKCTOM, B3anmoobyveHne, ANCKYCCus), KNoYeBble
TepMUHbI U Op. Wcnonb3oBaHWe CPeacTB HarnsigHOCTM M MHTEPAKTUBHbLIX TEXHOMOrum
obecrneynBaloT BbICOKYHD aKTUBHOCTb OOyYalLMXCA W BbICOKOE KayeCTBO YCBOEHMS
n3yyaemoro matepuana.

OcHoBHOe  y4ebHOe Bpems  BblgenseTca Ha  npakTudeckyro  paboTy  no
hapmaLeBTUHECKON TEXHOMNOIMMN.

Mpn n3yvyeHmmn y4ebHOM gMCUMNIIMHBI HEOOXOAMMO MCMNONb30BaTh HarnagHble nocobus,
annapatypy 1 0CBOUTb Y4ebBHbI MaTtepuan no KaxgoMmy pasgeny.

MpakTnyeckne 3aHATUA MpPOBOAATCA B BMAE oOnpoca, OObACHEHWs, BbIMNONHEHUS
NPaKkTUYECKON YacTu 3aHATUSA, AEMOHCTpauMM UMELLErocs marepuana M MCnonb30BaHUA
HarnsaHbIX NOCOBUN, pelleHnss CUTYaUMOHHbIX 3a4a4, OTBETOB Ha TECTOBbIE 3aJaHus.

CamocTosiTensHasa pabota opamMHaTopoB nogpasyMeBaeT NOArOTOBKY K TEMaTu4eckomy
TeKyLeMy KOHTPOSI0, NMPaKkTUYECKUM 3aHATUMAM WU BKNOYaeT paboTty ¢ y4ebHbIM maTtepuanom
9NEKTPOHHbIX Nnocobun kadenpbl, y4ebHOW, Hay4yHOW, CNPaBOYHOW NMTepaTypon U Apyrummn
NHPOPMaLIMOHHBIMWN NCTOYHUKaMMU.

OueHka pe3ynbTaToOB CaMOCTOATENbHOM paboTbl OpraHM3yeTcsl Kak eOuMHCTBO ABYX
hOpM: CaMOKOHTPOMb 1 KOHTPOSb CO CTOPOHbI NpenoaasaTens.

CaMOKOHTPONb 3aBUCUT OT OnpedenieHHbiX KayecTB JIMYHOCTM, OTBETCTBEHHOCTWU 3a
pe3ynbTaTbl CBOEro oby4YeHus, 3aMHTEPECOBAHHOCTU B MOMOXUTENbHOW OLIEHKE CBOEro Tpyaa,
MaTepuanbHbIX U MOparbHbIX CTMMYNOB, OT TOr0 HACKOMbKO OOy4Yaembli MOTMBUPOBaH B
AOCTWXKEHMM HaunydwWwmx pesynbtatoB. 3agada npenogasartens COCToMT B TOM, 4Tobbl co3aaTtb
yCrioBusi Ansi BbINOSIHEHNS CaMOCTOSITENbHOM paboThl (y4ebHo-meToaudeckoe obecnedeHue),
noBbIlWAaTb €€ 3HA4YMMOCTb, W [PaAMOTHO OCYLECTBMASATb KOHTPOMb CaMOCTOATENbHOW
AeaTenbHOCTN opamHaTopa (poH OLEeHOYHbBIX CPEeACTB).

Pabota c yuebHOM nuTepaTypon paccmaTpuBaeTcs kak Bua ydebHom paboTbl no
ancuunnuHe lNpombiwneHHas apmaueBTUYeckas TEXHONMOrMA M BbINONHAETCS B npegenax
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yacoB, OTBOAUMbIX Ha €€ u3ydeHume (B pasgene CPC). Kaxgbin obydarowminca obecrneyeH
AoCcTynom K 0OubnmnoteyHbiMm coHgam BlY, a Tawke K 3MeKTPOHHbIM 06asaM [gaHHbIX,
MHOPMAaLIMOHHO-CNPAaBOYHbIM 1 MOUCKOBLIM CUCTEMAaM, B TOM 4ncne B ceTu NIHTepHeT.

Mo kaxgomy pasgeny ydyebHOM  AucuMnauHbl  paspaboTaHbl  MeToau4veckue
pekomMeHaauMm Ans opaMHaTopoB U nNpenodaBaTenen.

McxoOHbii ypoBEHb 3HAHWM CTYAEHTOB OMNpedensieTcs TeCTUpPOBaHMEM, a Takke BO
Bpems pasbopoB TeEM, MNPM pPeeHnn TUMOBbIX CUTYaUMOHHbIX 3adavy W  BbIMOSHEHWM
NPaKTUYECKMUX 3a4aHNA HA KOHTaKTHbIX NPaKTUYECKMUX 3aHATUSIX.

B KOHUe wu3yyeHus y4vyebHOW AUCUMMANHBI NPOBOAUTCS MNPOMEXYTOUYHbIA KOHTPOIb
3HaHMA C WCMONb30BAaHMEM TECTOBOrO KOHTPOSSl, MPOBEPKOM TEOPETUYECKUX 3HAHUN WU
peLLEeHNEM CUTYaLMOHHbIX 3aday. N3ydeHre ancumnnmHbl 3aBepLuaeTcs caaden ak3ameHoB B 1
n 2 ceMecTpax.

Ha kaxgom 3aHAaTUM opavHaTopam npegnaraeTcs BbINOMHWUTbL MHAMBUAOYaNbHOE Wnv
rpynnoBoe 3agaHne NpoAyKTUBHOIO UMK TBOPYECKOrO XapakTrepa.

Bonpocbl no y4yeGHOM guUCUMNNMHE BKOYEHbl B WMTOroByw rocygapCTBEHHYHO
aTTecTaumto BbIMyCKHUKOB.

Ne HaumeHoBaHue pasgena aucumnnuibl | Bug yyeb6Horo | Metoabl ob6yueHus
n/n 3aHATUA
1 2 3 5
OcHoBHble npoueccbl 1 obopygoBaHue | Jlekuns NOSACHUTENbHO-
1 dapmaLeBTUYECKOTO MpakTudeckoe MNNICTPaTMUBHAs Nekuus,
npo13BOACTBa 3aHATHE N3NOXEHNE, NHCTPYKLUMS,
00bsiICHEHME, pa3bsCHEHME,
yrnpaKHEHWe, UNncTpaums,
OEMOHCTpauus. peLleHne
pacyeTHbIX 3agad, obyyeHue B
COTpPYyAHMYECTBE
CoBpeMeHHOEe COCTOSHNE TEXHONOrNn Jlekumsa NOSACHUTEINbHO-
2 NPOM3BOACTBA TBEPAbIX NEeKapCTBEHHbIX | [pakTuyeckoe nnncTpaTnBHasa nekums,
dopm. 3aHATUEe N3IOXEHNE, NHCTPYKLUMS,
00bsICHEHME, pa3bsCHEHME,
yrnpaxXHeHue, unncTpaums,
OEeMOHCTpauus. pelleHne
pacYeTHbIX U CUTYaLMOHHbIX
3agad, obyyeHuve B
COTpygHMyecTBe
CoBpeMEHHOE COCTOAHME TEXHOMOINK MpakTnyeckoe n3noxeHue, oobsACHEHMe,
3 Npou3BOACTBa chTonpenapaTOB. 3aHdTHne pa3bACcHeHUe, UnntcTpaumnd,
OeMOHCTpauus, obyyeHue B
COTPYAHMYECTBE
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15. Yye6GHO-MeTOAMYECKOE U MHPOPMaLUMOHHOe obecnevyeHne QUCLUMNIIUHDI
a) OCHOBHas nuTteparypa.

Ne n/n

NcTouHuK

dapmaueBTUYEeCcKasi TEXHONOMMS A5si NPOBM30POB-OpAMHATOPOB : y4ebHoe nocobue /

1. [H.A. ObsikoBa n gp.] ; BopoHex. roc. yH-T, Kadb. dpapmaueBT. xumum n dpapmavresT.
TexHonornn .— BopoHex : Msgatenbckun gom BI'Y, 2020 .— 470 c.
IbakoBa, HwHa AnekceeBHa. [lpomblwneHHas dapmaueBTnyeckas TeXHONors
duTonpenapaTtoB [ONEKTPOHHbIA pecypc] : ydebHoe nocobue / H.A. ObsikoBa, A.W.
CnuBkuH ; BOpoOHeX. roc. yH-T .— OneKTpPOH. TeKCcToBble faH. — BopoHex :
2. Uspatenscknin gom BIY, 2021 .— 3arn. ¢ TuTyn. akpaHa .— Pexum goctyna: ans
3aperncTpmpoBaHHbIX yuTartenen Bry — TekcToBbIN dann —

<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m21-14.pdf>.

6) AononHUTeNbHasA NuTepartypa:

Ne n/n

NcTouHuK

3.

FOCT P 52249-2009. lNpaBuna npon3BoacTBa M KOHTPOSISI KayecTBa fiekapCTBEHHbIX
CpeacTB.
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FOCT P 52896 -2017 lMpom3BOoACTBO NEKapCTBEHHbIX cpeacTtB. [1pon3BoaCTBEHHbIE
4, cuctembl 1M obopydoBaHWe AN NPOU3BOACTBA JieKapCTBEHHbIX cpeacTts. O6wue
TpeboBaHus

OCT 64-02-003-2002. MNpoayKums MeanumnMHCKON NPOMBbILLIIEHHOCTU. TexHonormyeckue
5. | pernameHTbl npou3BoacTtBa. CopepxaHue, nopsaook paspaboTku, cornacoBaHust U
yTBEepPXOEeHUS.

Mpuka3z MuHncTepcTBa NpOMbILWEHHOCTM U ToproBnn oT 14 noHs 2013 r. Ne 916 "O6
6. |yTBepxaeHun [lpaBun opraHvMsauum nNpovM3BOACTBA W KOHTPONSA  KadecTBa
nexkapcTBEHHbIX cpencTs”

AnekceeB, KoHcTaHTMH BukTopoBuy. dapmaueBtTnyeckasi HaHOTexHonorus ;. ydebHoe
7. nocodue / K.B. Anekcee, C.A. Keguk, E.B. bnbiHckasa ; nog pen. C.A. Keauka .—
Mocksa : 3AO "UHcTUTYT dhapmaueBTrMyeckux TexHonornn”, 2016 .— 541 c.

dapmaueBTnyeckaa TexHonorus. [MpombIWNEHHOE MPOU3BOACTBO JIEKAPCTBEHHbIX
CpeadcTB : PyKOBOACTBO K mabopaTopHbiM 3aHATMSM . [yyebHoe nocobue ans
ncnonb3oBaHms B y4eb. npouecce obpasoBaT. oOpraHusauun, peanusyoLwmnx

8. nporpamMmbl BbICW. 00pa3oBaHMs no cneuunanbHocTn'®apmauma”] : B 2 4. / [T.A
BpexHesa n gp.] ; noa pea. N.U. KpacHioka .— Mockea : TOOTAP-Megua, 2017- .—
ISBN 978-5-9704-3763-6.
locynapctBeHHas dapmakonea Poccunckon ®depepaumn. — 15 wu3g.: M.

9 MwuHucTepcTBO 3gpaBooxpaHeHus Poccunckon ®epepaunn, 2023. - Pexum goctyna:

https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-
15/?ysclid=luugkeqglh81129063

Pewenne Coeta EBpaswuiickon akoHomudeckon kommuccmm ot 03.11.2016 N 77 "O6
10. | ytBepxaeHun [lpaBun Hagnexawen npou3BOACTBEHHOM MpakTUKKM EBpasninckoro
3KOHOMMYECKOro cokosa".

MNMocTtaHoBneHne [lpaButenbctBa P® ot 06.07.2012 N 686 "O6 yTBEepxaeHun

11.
NONOXXeHNst NNLIEH3MPOBaHNM NPOU3BOACTBA NIEKAPCTBEHHbLIX CpeacTs”.

PeweHne Coeeta EBpaswuiickon akoHomudeckon komwmccmm ot 03.11.2016 N 78 "O
12. | MNpaBunax perncrpaumm m 3KCnepTu3bl NEKAPCTBEHHbLIX CPEACTB AN MEeAWMLMHCKOro
npumeHeHms"

B) MHCPOPMALMOHHbIE 311eKTPOHHO-06pa3oBaTeNbHbIE PECYPChI:

Ne n/n | McTOoYHMK

13 OnekTpoHHasa 6ubnuoteka BY3a. Pexxum goctyna: http:// www.lib.vsu.ru/, cBobogHbIN

OYMK  «[lpombiuneHHass  hbapmaueBTudeckas  TexHonorus.  dutonpenapatbiy
14. | https://edu.vsu.ru/course/view.php?id=3809 (cnpaBka o0 peructpaummn Ne29 ot
05.03.2020T.)

OHnanH-kypc  «[MpombiluneHHass dapMaueBTMYeckast TexHomnorusl» Ha  caiTe

15. www.edu.vsu: https://edu.vsu.ru/course/view.php?id=3231

OHnanH-kypc «CoBpeMeHHOe COCTOSIHME TexXHONorMM npou3BoAcTBa  TBEpAbIX

16. nekapcTBeHHbIX hopm» www.edu.vsu: https://edu.vsu.ru/course/view.php?id=4701

170 CINC KoHcynbTtaHtlntoc Pexxum goctyna: http://www.consultant.ru

16. NMepeyeHb y4eOHO-MeTOAMYECKOrO o6ecnevyeHuns Ans camoCcToATeNbLHON paboThl

Ne

NcToOYHUK

n/n
MeToaudeckne maTtepuanbl MO OpraHM3auMM CamoCTOSTENbHOM paboThl OpPAMHATOPOB,
obyvarowmxca no cneuymwanbHoctn 33.08.01 - dapmaueBTUdeckad TexXHOMNOrmns

1 meToanyeckoe nocobue / H. A. [Obsikosa, KO. A. MNMonkosHukoea, C. W. MNposoTopoea, T.

A. bpexHeBa .— BopoHex : N3gaTtenbckun gom BIY, 2020 .— 44 ¢. — 2,8 n.n. —
<URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m20-107.pdf>.

OYMK  «[lpomblwneHHas  dapmaueBTnyeckas  TexHororus.  dutonpenapaTbl»
2 https://edu.vsu.ru/course/view.php?id=3809 (cnpaBka o0 peructpaumm Ne29 ot
05.03.20207.)

3 OHnanH-kypc  «CoBpeMeHHOe COCTOSIHME  TEXHONOrMM  MpouM3BOACTBA  TBEPAbIX



https://edu.vsu.ru/course/view.php?id=4701
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nekapcTBeHHbIX dopm» www.edu.vsu: https://edu.vsu.ru/course/view.php?id=4701

OunnanH-kypc «[lMpombiwneHHass apmaueBTudeckas TexHonornay»  www.edu.vsu:
https://fedu.vsu.ru/course/view.php?id=3231

17. WHdpopmMauMOHHbIE TEeXHOJNIOrMK, Wucnonb3yemMble AnA peanusauuum y4veOHOWM
AUCLUMNIIMHbI, BKNKOYasa nporpaMmmMHoe obecneyeHne U MHGpOPMaLMOHHO-CNpPaBO4HbIe
cucTtembl (MpyM HeO6XO0AMMOCTH)

1. OnekTpoHHas 6ubnuoTteka BY3a. Pexxum goctyna: http:// www.lib.vsu.ru/

2. Peanusaums y4yebBHOW AUCUMNAWMHBI CTYAEHTaM OCYLEeCTBNSAETCHS C MPUMEHEHNEM
3MIEKTPOHHOrO0  0By4YeHus, OUCTaHUMOHHBIX obpasoBaTenbHbIX TexHomnorMi. Ha cante
www.edu.vsu cosgaH JYMK  «[lpombiwneHHas  ¢hapmaueBTnyeckass  TeXHOMOrus.
dutonpenapatbl» https://edu.vsu.ru/course/view.php?id=3809 (cnpaeka o pernctpauum Ne29 ot
05.03.2020 r.) U onnamH-kypc «[lMpomblwneHHass dapMaueBTMYECKas TEXHOMNorusy» cante
www.edu.vsu:  https://edu.vsu.ru/course/view.php?id=3231, OnnanH-kypc «CoBpemeHHoe
COCTOSIHME TEXHOMNOrMM MpPOU3BOACTBA TBEPAbIX JIEKAPCTBEHHbLIX Gopm»  Www.edu.vsu:
https://fedu.vsu.ru/course/view.php?id=4701_B KOTOpPOM pasMelleHa Yy4yebHas u HaydHasd
nutepaTypa no Kypcy, npes3eHTauuMm no TemMam 3aHATWA, TecToBble 3aJayu, matepuansl Ans
NOArOTOBKM K aTTecTaumsam 1 NpoBeLeHNSA TEKYLLEN N NPOMEXYTOYHOM aTTeCcTaunn.

3. Wcnonb3oBaHuve WHMOpMAaLMOHHO-cNpaBodHOW cuctembl «KoHcynbTaHT [Mnioc» - ans
CTYAEHTOB OTKPbIT MOCTOSIHHbBIA OOCTYN B MOMELLEHUN AN CaMOCTOATeNbHOM paboTtbl (yi.
CtygeHyeckas, 4.3).

4. Bsanmopgencteue NOCPEACTBOM  3IIEKTPOHHOWN noyTbl C  npenogaBaTenem
Dyakova_N_A@mail.ru; provotorova-svetlana@mail.ru

18. MaTepuanbHO-TeXHU4YeCcKoe obecneyeHme AUCLUUNIINHDI:

HanmeHoBaHWe nomelleHnin ans npoBeaeHnst BCcex BUAOB Apgpec (MecTononoxeHme)
y4yebHOM aesaTenbHOCTU, NPeayCMOTPEHHON y4eOHbIM nomeLleHnn ong npoBeaeHns
nnaHoM, B TOM YMcCre NOMELEHNs AN CaMOCTOATENbHOM BCEX BNAOB y4ebHom
paboThl, C yka3aHMeM nepeyvHs OCHOBHOro obopyaoBaHus, OeATenbHOCTH,
y4yebHO-HarnagHbIX NOCOBUN U UCMONb3YEMOro npegycMoTPeHHON y4eOHbIM
nporpamMmHoro obecneveHus nraHom (B cryyae peanusauuu

obpasoBaTenbHON NporpamMmmb
B ceTeBon popme
AONOSHUTENBHO YKa3blBaeTcs
HavMeHOBaHMe opraHnsauun, ¢
KOTOPOW 3aKIYeEH 40roBop)

YyebHasa ayantopus Ana npoBeaeHns NekUMoHHbIX 3aHatui: | 394036, r.  BopoHex, yn.
cneunanuampoBaHHaa Mebenb, MynbTMMeaua-npoekTop, | CtyaeH4veckasd, 4. 3

3KpaH HaCTEeHHbIA C 9NEeKTPonpMBOAOM, MEepPCOHAsbHbIN
komnbtoTep. MO: WinPro 8, OfficeSTD 2013 RUS OLP NL
Acdmc, LibreOffice 7.1, Mozilla Firefox, CINC «[IAPAHT-
O6pa3soBaHuey, Cric «KoHcynbTaHT Mnwoc» ans
obpaszoBaHus.

YyebHaa ayautopma ana  npoBedeHua  npaktudeckux | 394036, r. BopoHex, yn.
3aHATUK: cneuuanusanpoBaHHas Mebenb, MynbTumegua- | CtygeHdeckasd, 4. 3
NpoeKTop, HOYTOYK, 3KpaH HacTeHHbIW, NnaHweT Lenovo (15
wT.). MO: WinPro 8, OfficeSTD 2013 RUS OLP NL Acdmc,
LibreOffice 7.1, Mozilla Firefox, CIC «[APAHT-
Ob6bpasoBaHue», CIC  «KoHcynbtant  [noc»  gns
obpasoBaHus.



https://edu.vsu.ru/course/view.php?id=4701
https://edu.vsu.ru/course/view.php?id=4701
mailto:Dyakova_N_A@mail.ru
mailto:Dyakova_N_A@mail.ru
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lNomelieHne
BO3MO>XHOCTbIO

obpasoBaHus.

ans

CaMOCTOSTENbHOM
NOAKMIYEHNs K
CneumanuanpoBaHHasa mebenb, komnbioTepbl (12 WT.), gocka
MarHuTHo-mapkepHas. MO: WinPro 8, OfficeSTD 2013 RUS
OLP NL Acdmc, LibreOffice 7.1,
«TAPAHT-O6pa3soBaHue», CIIC «KoHcynbTaHT [Nnioc» ang

paboThl
cetn

«MHTEepHeT»:

Mozilla Firefox, CI1C

c | 394036, .
CryneHueckas, o. 3

BopoHex, yn.

19. ®oHA OLEeHOYHbIX CPEeacTB:

19.1.

nnaHupyemMbiX pe3ynbTaToB 06y‘-IeHVIﬂ

I'Iepequb KOMMNeTeHUun ¢ YKa3aHuem 3TtanoB (bOpMMpOBaHVIﬂ n

Kog un copepxaHue | MnaHMpyemble pe3ynbTaTtbl | dTanbl
KOoMneTeHUuun (unum ee | obyuyeHus (nokasarenu | dopmMupoBaHus P»OC*
yacTm) AOCTUNXEeHUA 3agaHHoOro | KomneTeHUuuu (cpencTtBa
YPOBHS ocBoeHus | (pasaensbl (TemMbl) | oueHUBaHUA
KOMMeTeHLMN NoCPeaAcTBOM | AUCLIMNINUHDI wnm | )
¢opmupoBaHusa 3HaHuK, | MoaynA ] nx
YMEHUU, HaBbIKOB) HauMeHoBaHMe)
MK-1. 3HaTtb: OcHoBHble npouecchl | CobecenoBaH
rOTOBHOCTb K | -TpeboBaHuns CornawwieHns o | n obopynoBaHue | ne
OCYLLIECTBIEHMNIO €[MHbIX NpUHLMNax n drapMaLEeBTUYECKOTO (vHomBuayan
TEXHONOrNYECKNX npaeunax obpawieHms npou3BoacTea bHOE)
npoueccos npu | NekapCcTBEHHbIX CPEACTB B
npon3BoACTBE n | pamkax EBpasuinckoro CoBpeMeHHoe Komnnekr
N3roTOBNEHNN 3KOHOMMYECKOrO COH3a, COCTOSIHUE TECTOB B
neKapCcTBEHHbIX npaBuna Hagnexatiemn TEXHOMNOrnm cucteme
CPEeAcCTB. NPON3BOACTBEHHON NPAKTMKK, | MPON3BOACTBA Moodle
HOPMAaTMBHbIX NPaBOBbIX TBEpAbIX
aKTOB M CTaHOapTOB. NeKapCTBEHHbIX Komnnekr
-GapmaLeBTMYECKYHO dopm. KM Ne1
TEXHOJOIMI0 B YacTu Komnnekr
BbIMONTHAEMbIX CoBpemeHHoe KM Ne2
TEXHONOIrMYECKNX NPOLIECCOB; | COCTOSIHNE Komnnekr
-XapaKTepucTmkm TEXHOSOMNU KM Ne3
NPON3BOACTBEHHbIX npou3BoacTBa Komnnekr
NOMELLLEHWH, dmTonpenapaTos. KM Ne4
NCNONb3YOLLMXCH B
BbIMOMHAEMOM
TEXHONOrM4YeCcKoOM NnpoLecce
-OCco6eHHOCTU BbIMOMHAEMbIX
TEXHONOrMYECKNX NPOLECCOB,
TUMWYHbBIE NPUYMHDI
BO3HNKHOBEHUS OTKIOHEHNIA,
BO3MOXXHOCTM MX YCTPaHEHUS
-CTagumn TeXHONOrn4eckoro
npouecca Npon3BoANMbIX
NeKkapCTBEHHbIX CPeacCTB U
KpUTUYECKME TOYKM
BHYTPMNPON3BOLACTBEHHOIO
KOHTpoOns
YmeTb: OcHoeHble npouecchl | CobecenoBaH
-[MpumeHaTb Nnpoueaypsbl n obopygoBaHue | ne
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cucTembl drapmMaLieBTUYECKOrO (vHomBuayan
hapmaueBTUYECKOro npousBoacTBa bHOE)
KayecTBa B OTHOLLEHUN
BbIMOMHAEMbIX CoBpemeHHoe WHausunayans
TEXHOSTOrMYeCKMX NPoLEeccoB; | COCTOSIHUE HOe 3agjaHue
- Onpepensitb BEPOATHOCTM U | TEXHOMNOMMK (npakTnyecko
NPUYNHBI BO3HUKHOBEHUS npou3soacTea e)
OTKITOHEHUI OT TBEPAbIX
TEXHOSIOrM4YeCcKoro npouecca, | NnekapCTBEHHbIX
BO3MOXXHOCTU UX dopm.
OBHapyXeHns; Komnnekr
-OcyuwecTtenaTtb nonck, otéop | CoBpemeHHoe TecToB B
1 aHanun3 nHdopmaunm, COCTOSIHUE cucteme
NoSTly4EeHHOW M3 PasfinyHbIX TEXHONornu Moodle
NCTOYHMKOB, C LieNbio npousBoacTBa
COBEpPLUEHCTBOBaAHMUSA dmTonpenapaTos. Komnnekr
TEXHOSTOMMYECKUX NpoL,EeccoB KM Ne1
n onTUMM3aLmm Komnnekr
TEXHONOMMYECKMUX LIMKNOB KM Ne2
Komnnekr
KM Ne3
Komnnekr
KM Ne4
BnageThb: OcHoBHble MpoLecchl
[NogroToBka NOMELLEHUN, | U obopygoBaHue | Komnnekr
obopynoBaHust U nepcoHana | hapmaueBTMYECKOro | TeCcToB B
K npoBedeHN0 | MPOM3BOACTBA cucteme
TEXHOMNOrM4YeckKnx padbot Moodle
BbinonHeHune CoBpemeHHoe
TEXHONOIMMYECKNX onepauni | COCTOSHUE Komnnekr
npu NPON3BOACTBE | TEXHOSIOTUU KM Ne1
NeKkapCTBEHHbIX CPEeACTB npomsBoacTBa Komnnekr
- rOTOBHOCTbLHIO K | TBEpabIX KM Ne2
BbIMOMHEHNIO neKapCTBEHHbIX Komnnekr
TEXHOMOMMYECKMXx onepauun | dopm. KM Ne3
npu nNpov3BOACTBE Komnnekr
NEKapCTBEHHbLIX CPEACTB; CoBpeMeHHoe KM Ne4
- HaBbikamu nogbopa | cocTosiHne
coctaBa pa3spabaTbiBaeMbix | TEXHONOMMM
nekapcTBeHHbIX ¢opM Ansa | NpoM3BOACTBA
onTumMmsaumm duTonpenapaTos.
TEeXHONOrM4eCcKoro npowecca
-HaBbikamn  ocyLiecTBneHus
onepauumn " KOHTPOSS,
CBA3a@HHbLIX C  MPUEMKOM
MaTepwanos,
TEXHONOMNYECKNM
NpPOLECCOM, yMaKOBKOW,
MapKMPOBKOW
nK-2. 3HaTb: OcHoBHble npouecchl | CobecenoBaH
rOTOBHOCTb K| -TpeboBaHua K KayecTtsy | u obopynoBaHue | ne
obecneyeHnIo KavecTBa | NONy4aemMon MPOMEXYTOYHON | hapMaLeBTUYECKOro (vHaouBmayan
NeKapCTBEHHbIX CPEACTB | U FOTOBOW NPOAYKLMM; npomsBoacTBa bHOE)
npu UX NPOU3BOACTBE U | -AHaNUTUYECKne  MeTOOMKM,
N3roToBMNEHNN. ucrnornb3syemble npu | CoBpemeHHoe WHausuayans
BHYTPUNPOU3BOACTBEHHOM COCTOSIHUNE Hoe 3ajaHue
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KOHTpOMEe TEXHOOrM4YeCcKoro
npouecca;

-Ctagum  TEXHONOrnM4eckoro
npouecca NPOM3BOANMbIX
NeKapCTBEHHbIX CpPeacTB W
KpUTn4eckme TOYKN
BHYTPUNPOU3BOACTBEHHOMO
KOHTpONS;

-MpyHUMNbI Banugauum
TEXHOMOMMYEeCKMX npoLEeCCoB
U aHanMUTUYECKUX METOAMK,
KBanuMukaunum NoMeLLEHNN U
obopynoBaHusl, MHXEHEPHbIX
CUCTEM;

-TpeboBaHusi K  Ka4yecTBy
NCXOOHbIX maTepuanos,
NCNonb3yemMbix B

TEXHOMNOMM4YeCcKOM NPOLIECCE;
-TpeboBaHuMsi K  Ka4yecTBy
nosiy4aeMon NpoOMEXYTOYHOM
N roTOBOW NPOAYKLUMMU;

- MeTtoabl
ynpasneHuns
MeToabl
CTaTUCTUKN,

CTaTUCTUYECKOTO
KayecTBOM,
MaTemMaTn4ecKomn
npuMeHsiemMble
npu OueHKke pe3ynbTaToB
UCNbITAHUN  NEKapCTBEHHbIX
CPeACTB, UCXOOHOTO Chbipbsi U
YyNakoBOYHbIX  MaTepuarnos,
NPOMEXYTOYHON NPOAYKUUN 1
00BbEKTOB MPOVN3BOACTBEHHOM
cpeabl
-Mpouenypesl
dhapmaueBTMYECKON CUCTEMBI
KayecTBa MNPUMEHUTENBHO K
BbINOSIHAEMbIM
TEXHONOrM4YecKMM npoueccam

TEeXHOormm
npon3BoacTBa
TBEpAbIX
NeKapCTBEHHbIX

dopm.

CoBpeMeHHoe
COCTOsIHNE
TEeXHONormm
npou3eoacTea
duTonpenapaTos.

yMeTb:
-MpumeHATb  aHanuTU4Yeckune
METOOUKA W BU3yalbHbIA
KOHTPOSIb  TEXHONOMMYECKOro
npouecca

- PaspabaTbiBaTh
KOHTpoOns KayecTBa,
UCNbITAHUN  NEKapCTBEHHbIX
CPEACTB, MCXOOHOMO Chipbsi U
YNakoBOYHbIX  MaTepuarnos,
NPOMEXYTOYHON NPOAYKUUN 1
00bEeKTOB MPOUN3BOACTBEHHOM
cpeapl

nnaHbl

OcHOBHble MpoLECCHI
" obopynoBaHue
dapmMaLeBTUYECKOTO
npomsBoacTBa

CoBpemeHHoe
COCTOsIHNE
TEeXHONormm
npousBoacTBa
TBEpAbIX
NeKkapCTBEHHbIX

dopm.

CoBpemeHHoe
COCTOSHME
TEeXHOMornm
npousBoacTBa
duTonpenapaTtos.

CobecenoBaH
ne
(vHavBuagyan
bHOE)

WHgusnayanb
Hoe 3agaHue

(npakTnyecko
e)
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BnageThb: OcHoBHble npouecchl | CobecenoBaH
- HaBblkamn npoBegeHus | n obopygoBaHue | ne
KOHTpoOns B npouecce | apmaueBTndeckoro | (MHauBMayan
npousBoacTBa npousBoacTBa bHOE)
(BHYTPUNPOM3BOACTBEHHbIV
KOHTPOSb, CoBpemeHHoe WHaneuayanb
MeXonepauOHHbIN COCTOSIHUE HOe 3agjaHue
KOHTPOSb) C LieNbl0 NPOBEPKM | TEXHOMNOMMM (npakTnyecko
COOTBETCTBUSA npomsBoacTBa e)
NPOMEXYTOYHON NpoayKUUKN U | TBEPAbIX
roTOBOW NPOAYKLUMWN | NeKapCTBEHHbIX
3agaHHbIM TpeboBaHMAM dopm.
- HaBblkamn  npoBeneHusi
paboT no BHyTpeHHemy u | CoBpeMeEHHOEe
BHELUHEMY KOHTPOSO | COCTOSIHME
KayecTtBa UCNbITAHUIA | TEXHONOTNN
NeKkapCTBEHHbIX CpeacTB, | NPou3BOACTBaA
NCXOLHOro Cblipbsi n | dutonpenapartos.
YyNakoBOYHbIX  MaTepuarnos,
NPOMEXYTOYHOWN NPOaYKUUN 1
00BbEKTOB MPOMN3BOACTBEHHOM
cpeabl
nK-3. 3HaTtb: OcHoBHble npouecchl | CobecenoBaH
rOTOBHOCTb K | - XapaKkTepucTukm 1 npasmna | u obopynoBaHue | ne
NPUMEHEHUIO aKkcnnyataumm hapmaueBTMyeckoro | (MHauBMAyan
cneumanmanpoBaHHOro TEXHONOrM4ecKoro npomsBoacTBa bHOE)
obopynoBaHus, obopynoBaHus u
NPeayCMOTPEHHOro  ANns | BCnomoraTenbHbIX CUCTEM, CoBpemeHHoe
NCNonb30BaHMs B | ICNONb3yeMbIX Mpu COCTOsIHNE Komnnekr
npogeccmnoHarnbHon npoBeaeHnn TEXHOMNOMN KM Ne1
cepe. TEXHOMOMMYEeCcKoro npouecca | NnponsBoacTBa Komnnekr
TBEpPabIX KM Ne2
NeKapCTBEHHbIX Komnnekr
dopm. KM Ne3
Komnnekr
KM Ne4
YmeTb: OcHoBHble npouecchl | CobecenoBaH
OcyuecTBnsaTb BbIGOp | U1 obopynoBaHue | ne
crneumanm3npoBaHHOro hapmaueBTmyeckoro | (MHauBMAyan
obopynoBaHus, npousBoacTBa bHOE)
paunoHanbHO
NCNonb3yemoro B | CoBpemeHHoOe
TEXHOSTOrM4YEeCKOM COCTOsIHNE
npowecce; TEeXHOormm
npousBoacTBa
TBEpAbIX
NeKkapCTBEHHbIX
dopm.
Bnapgetb: OcHoBHble npouecchl | MHamBuayans
- HaBbikamn  nogroToBku | un obopyaoBaHue | Hoe 3agaHne
obopyaoBaHMs K NpoBeaeHnto | hapmaueBTUYECKOro
TexHororm4yeckmx pabor. npousBoacTBa

- HaBblkamu 3Kcnnyatauunn
TEXHOJTOrM4eCcKoro
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obopynoBaHus npu | CoBpemeHHoe
npou3BoACTBE COCTOsIHME
nekapCTBEHHbIX CPEACTB; TEeXHOsormm
npousBoacTBa
TBEpAbIX
neKapCTBEHHbIX
dopm.
NMpomexyToyHaa atTrectaumnsa Ne1i Komnnekr
KMM Ne5
NMpomexyToyHasn atrectaumsa Ne2 Komnnekr
KMM Ne6

19.2 OnucaHve KpuTepuveB M LWKanbl OLEHUBaAHUA KOMMNETEeHUUN (pe3ynbTaToB
obyyeHus1) Npu NPOMEXYyTOYHOM aTTecTaumm

OueHuBaHMe pesynbTaTa OCBOEHWUSI AUCLMUNIMHBI NPOBOAMUTCS B (DOPME YETbIPEX TEKYLLMX
aTTecTauuin B oopMe TeCTUPOBAHUS U MO KOHTPOIbHO-U3MepUTENbHBIM MaTepuanam, u AByX
NMPOMEXYTOUHBIX (3K3aMeH) aTTecTaunit (KOHTPONbHO-U3MepUTENbHbIE MaTepuansl).

Tekywasn arrectauusi (KOMNbLIOTEPHOE TECTUPOBaHMUeE)

Kputepum ) oLeHMBaHUA | YpoBeHb C(b?pMMpOBaHHOCTM ILIkana oLeHoK

KOMNeTeHumnn KOMNeTeHumnn

>90% npaBubHbIX OTBETOB MoBbILWEHHbIM YPOBEHD OTNWYHO

>80% npaBuibHbIX OTBETOB ba3oBbIl ypoBEHb XOpOLLO

>70% npaBunbHbIX OTBETOB [MoporoBbI YpOBEHb yOOBNETBOPUTENBHO

<70% npaBunbHbIX OTBETOB - HeyOoBNEeTBOPUTENBH
0

Tekywasn atrectaums (KOHTPONbLHO-U3MEpPUTESIbHLIN MaTepuan)

YpoBeHb
. Llkana
Kputepuun oueHMBaHUA KOMMNETEHLNIA chopmupoBaHHO OLIEHOK
CTN KOMNETEHLNN Y
BcectopoHHne rnybokue 3HaHMs no  dapmaueBTMyeckon | MoBbILEHHbIN OTNINYHO
TEeXHONoruu, nonHoe obocHoBaHHOE N3nNoXeHne | ypoBEHb

XapaKkTEepUCTUK  NEKapCTBEHHbIX (OPM, TEXHOMOrMYECKNX
NPOLIECCOB UX U3rOTOBIEHMUS, XPaHEHUS, YNAKOBKN B YCIOBUAX
NMPOMBILUNIEHHOr0 MPOU3BOACTBA C YYETOM TEeopeTU4eCcKux
OCHOB 1 3aKOHOB MPOLECCOB MOMyyYeHus u npeobpasoBaHus
NeKapCTBEHHbIX CPeACTB W BCrNoMoraTernbHbIX BeLecTB B
nekapcTBeHHble dopmbl. 3HaHWe 6GuodhapmaueBTNYECKOn
KOHLENUUN TEXHONOrMM NEeKapCTBEHHbIX nNpenapatoB U
BNUSHMA (papmaueBTUYecknx akTtopoB Ha OBUONOrnyeckyro
AOCTYNHOCTb NEeKapCTBEHHbIX BELLECTB. 3HaHWEe U yMeHue
MCnonb3oBaTb  OCHOBHbIE HOpMaTUBHbIE  [LOKYMEHTbI,
KacaroLimecs Npou3BOACTBA, KOHTPONSA KavyecTBa, XpaHEHUs U
NPUMEHEHNST  NEeKapCTBEHHbIX cpeacTB. 3HaHMe  obwux
NPUHUMNOB BblGOpa n OLLEHKM TEXHOSTOrM4YECKOro
obopygoBaHus.  [lpuMeHeHne  3HaHMn AN pelleHus
CUTYaLMOHHbIX 3agau, xopoLuasi opueHTauus no
Ncnonb3yembiM HopMmaTuBHbIM AokymeHTam (GMP, GLP, GPP,
o, ©oC, OCTbl, npukasel M3 P® u pap.). besynpeuHoe
BbIMOMIHEHWE B Mpouecce WU3ydeHus AUCUUMAWHBI  BCeX
3afaHuin, NpedyCMOTPEHHbIX (POPMaMU TEKYLLLEro KOHTPOIS.
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MonHoe 3HaHMe y4yebGHOoro maTepuana, npegyCMOTPEHHOrO
nporpamMmMmon,  ycrewHoe BbINOSIHEHWE BCeX  3afaHun,
npegycMOTPEHHbIX dopMaMn  Tekyllero KoHTpons. OteeT
ob6ocHOBaH, aprymeHTMpoBaH. [onyuieHbl He3HauYnTenbHble
OLUNGKN, HETOYHOCTK, KOTOpPbIE MCMpaBsieHbl MOCNe 3aMeYaHun
npenogaearensi.

BasoBbin
YPOBEHb

XOpPOLLIO

3HaHMe OCHOBHbIX MOMNOXeHUN NnporpamMmbl. OTBET HE MONHbLIN,
0e3 obocHoBaHUM U  0ObSACHEHUNW. Cnabble 3HaHWA
HOPMAaTMBHOW OOKYMEHTaLMMW, 3HAYUTESbHblE 3aTPyAHEHUS B
TEOpPEeTMYECKMX BOMpOCcax, kacallwmecs OCHOBHbIX NPOLECCOB
M annapatoB dapmMaleBTMYECKON TEXHOMOrMMK, a TakKke
3aTpydgHEHUs B  U3NOXEHMM TEXHONOMMYECKoro mnpoecca.
Ownbkn ycTpaHAlTCAa N0 AOMNOMHUTENbHBIM  BOMpOCaM
npenogasaTens.

MoporoBbii
YPOBEHb

ynooBsnet
BOpUTEN
bHO

3HaHMA  HecucTemaTudeckume, OTpbIBOYHble. B oTBeTax
OOonNyLeHbl rpyoble, NPUHLUMNnanIbHble ownbku. 3aTpygHeHus B
onodapmaueBTUYECKOM KOHLUENUUKN, TEOPETUYECKNX OCHOBAaX
NPUroTOBMNEHNS neKkapCTBEHHbIX dopwm, paborte
TEXHOMOrM4Yeckoro  obopyooBaHUSA,  OCHOBHbIX  CTaausax
TEXHOMOrMYECKNX MPOLECCOB W3rOTOBMIEHMS JIEKAPCTBEHHbIX
dopm. 3atpyaHeHuMss u owMbBKM He YCTpaHsTCs nocne
HaBOAALLMX BOMPOCOB Npenogasarensi.

HeyaoBn
eTBOpUT
enbHO

[lns oueHVBaHWs pe3ynbTaToB 0Oy4YeHMs NP NMPOMEXYTOYHOM aTTecTaumm UCNONb3YHTCS

crnegyowimne nokasartenm

1. 3HaHue v BrnageHue cogepxaHnem y4ebHoro marepmana

, HO v nOHATUNHBIM

annapatom no gncuuninHe «npOMbILLIJ'IeHHaFI d)apMaLl,eBTl/l‘-leCKaﬂ TEXHOITIOTrNA».

2. YMeHue cBA3blBaTb TeopeTnveckne 3HaHnA C nNpakTnyeCknmm HaBblkamMu no
ancuuninnHe «npOMbILLIJ'IeHHaFl CbapMaLl,eBTW-IGCKaFI TEXHOITIOrNA».

3. YMeHue npeacTtaBuTb OTBET Npumepamu, daktamm, UNncTpaumsmm B COOTBETCTBUN C
AaHHbiMn OHA no MNpombiwneHHon dapmMaueBTUYECKON TEXHOMOMNN.

4. YMeHue peliaTb NpodeccroHarnbHble 3agayn B cepe paspaboTky, NpousBoacTBa U

KOHTpPOJ14 Ka4yeCTBa JieKapCTBEHHbIX CpeCTB.

5. BnageTb HaBblkamu 060CHOBaHUSA U npoBegeHna TeXHoNnorm4eckoro npouecca

Npoun3BOACTBa JleKapCTBEHHbIX POPM B COOTBETCTBUM ¢ TpeboBaHuamn OHI no

dapmaueBTUYECKON TEXHOMOTUN.

CoueTtaHune YKa3aHHbIX NATU rnokasaTenemn onpeaendaeT Kputepun oueHnBaHnAa

pesynbTaToB 06y4YeHnsa (ChopMUPOBAHHOCTN KOMNETEHLMIN) HA MPOMEXYTOUYHbIX

aTTecTaymnax:
MpomexyToyHas atTectaums (KOHTPOJIbHO-U3MEpPUTENIbHbLIN MaTepuran)
YpoBeHb
. cchopmupoBaHHocT | Lkana
Kputepum oueHnBaHusa koMmneTeHuni
n OLeHOK
KOMNeTeHuU MmN
BcectopoHHune rnybokme 3HaHuMa no  dapmaueBTMYecKor | MoBbILWEHHbIN OTNWYHO
TEeXHONoruu, nonHoe ob6ocHoBaHHOE N3NoXeHne | ypoBEHb

XapaKTepuCTUK NeKapCTBEHHbIX (OPM, TEXHOOrMYECKMX
NMPOLECCOB WX W3rOTOBMEHWUS,, XpaHEHWsl, YMNakoBKUW B
YCNOBMSIX  MPOMbILINEHHOrO  NPOM3BOACTBA C  Y4ETOM
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TeopeTMYeCcKMX OCHOB WM 3aKOHOB NPOLECCOB MOMyYeHUsa u
npeobpasoBaHus nekapCcTBEHHbIX cpencts n
BCNOMOraTernbHbIX BeELLECTB B JleKapCTBEHHble OPMbI.
3HaHMe OuodapmaueBTUYECKON KOHUENuUUMU TEXHONOrnm
nekapCcTBEHHbIX NpenapaToB U BRMAHUSA dhapMaueBTUYECKNX
dakTopoB Ha GMoNorMyeckyto OOCTYMHOCTb NeKapCTBEHHbIX
BellecTB. 3HaHWEe UM YMeHWe UCMNoNb30BaTb OCHOBHLIE
HOpMaTMBHblE [JOKYMEHTbl, Kacarouwmeca MpoM3BOACTBa,
KOHTpoOns KayecTBa, XpaHeHus n npUMeHeHns
NeKapCTBEHHbIX CPeAcTB. 3HaHMe 06LWNX NPUHLMNOB BbiGopa
N OUEHKM TexHonornyeckoro obopyanoBaHus. [NpumeHeHne
3HAHWA ONA  peleHnss CUTYauMOHHbIX 3adad, Xopolas
OpveHTauMs no UCNofb3yeMblM HOPMaTUBHBIM OOKYMEHTaM
(GMP, GLP, GPP, T®, ®C, OCTbl, npukassl M3 PO n gp.).
BesynpeyHoe  BbiNOMHEHME B npouecce  M3yyYeHus
ANCUMNANHBI BCeX 3afaHui, NpedyCMOTPEHHbIX dhopmMamu
TEKYLLEro KOHTpons.

MNMonHoe 3HaHWe y4yeBHOro martepwuana, NpPeayCMOTPEHHOro
nporpamMmMon, ycrnewHoe BbINOfIHEHME BCEX 3adaHun,
npeayCcMOTPEeHHbIX opmMamMu Tekywlero KoHtpons. Otset
o6ocHOBaH, apryMeHTupoBaH. [onylieHbl He3Ha4uTenbHble
OWMnBKM, HETOYHOCTM, KOTOpble  WCMpaBfieHbl  nocne
3amMeyaHui npenogasarens.

Ba3oBblli ypoBEHb

XOPOLLIO

3HaHWe OCHOBHbIX MONoXeHun nporpammbl. OTBET He
nonHbln, 63 060oCHOBaHUI U 0O0BACHEHUI. Cnabble 3HaHUSA
HOPMAaTMBHOW AOKYMEHTaUUKN, 3Ha4YNTENbHbIE 3aTPyAHEHUS B
TEOPETUHECKNX BOMnpocax, Kacarolumecs OCHOBHbIX
NnpoLEeccoB U annapaToB dapMaLeBTUYECKON TEXHOMNOrnK, a
Takke 3aTPYAHEHUS] B U3MOXEHUN  TEXHONOrMYEeCKOro
npouecca. OwwnbKM yYCTPaAHAKTCA MO  OOMNOSTHUTENbHbIM
BOMpocam npenofasaTens.

NoporoBbii
YPOBEHb

ynooBnet
BOpUTEN
bHO

3HaHMsa HecucTemaTtuyeckue, OTpbIBOYHblE. B oTBeTax
AonyLieHbl rpyoble, NpyHUMnuanbHble ownbkn. 3aTpyaHeHus
B OuodhapmMaueBTMYECKON  KOHUENUWUKW, TeopeTU4ecKnx
OCHOBax nNPUroTOBMNEHUSA JeKapCTBEHHbIX ¢opm, paboTte
TEXHONMOrM4eckoro  ObOpyAOBaHWS, OCHOBHbIX  CTagusax
TEXHOSOMMYECKMX NPOLECCOB U3rOTOBMNEHUS NEKAPCTBEHHbIX
dopM. 3aTpygHeHus 1 owunbku He YCTpaHsaKTCa nocne
HaBOOALLMX BONPOCOB NpenogasaTtens.

HeyaoBnM
eTBOpUT
enbHO

19.3 TunoBble KOHTPOJibHbIE 33a4aHWA WNU UHble MaTepuanbl, Heobxogumbie
ANns  OLEeHKU 3HaHUW, YMEeHWUW, HaBblkOB U (MNM) onbiTa AEATEeNbHOCTH,
XapakTtepusyrouwme 3Tanbl popMMPOBaAHUA KOMMNETEHLUM B NpoLecce OCBOEHUA

obGpa3oBaTenibHON NpPorpamMmbiI

19.3.1 lNepeyeHb BonpocoB K 3k3ameHy (MpomexyToyHasn atrectaumnsNe1)

1. TloToBble nekapCTBEHHble CpPEACTBa B feKapCTBEHHOM obGecnevyeHun HacerneHus.
CoBpemeHHasa CTpyKTypa

MpeumyLiecTBa NPOMbILLNIEHHOTO MNPOM3BOACTBA NEKapCTB.

drapmaueBTUYECKMX NPeanpUATUN.

2.  3akoHopaTenbHble  OCHOBbl  HOPMWPOBAHWS  NPOW3BOACTBA

npenapatoB. GXP npakTuKku.

NNeKapCTBEHHbIX

3.  [lpaBuna opraHnsauuy NPOU3BOACTBA M KOHTPOJSISi KaYeCcTBa NIEKAPCTBEHHbIX CPEACTB

(GMP) B P®. VcTopusa cosgaHnsi 1 OCHOBHbIE pa3aerbi.
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4. Mopsagok yTBepXAEeHUS U paspelleHne K MNPUMEHEHUIO HOBbIX JeKapCTBEHHbIX
cpencte B PO.

5. HopmupoBaHue kayecTBa roToBbIX JIEKAPCTBEHHbIX CPEACTB.

6. dapmaueBTnieckne akTopbl U UX BNAUSIHME HA TepaneBTUYECKY0 3ddEKTUBHOCTb
nekapcTs.

7. 3HayeHWe nekapCTBEHHOW (OpPMbI UM  TEXHOMOrMM €ee WU3FOTOBMEHUS  Kak
hapmaueBTUYECKMX (DaKTOPOB, BAUSIOLWMNX HA BUOAOCTYNHOCTL NeKapCTB.

8. MpOM3BOACTBEHHbBIA  perfiamMeHT KakK OCHOBHOW  TEXHOSIOrMYECKUN  OOKYMEHT.
CTtpykTypa, Buabl 1 nocriefoBaTenbHOCTb pa3paboTkn pernamMeHToB.

9. MpousBoacTBeHHaa TepmuHonorua. MaTepuanbHbii GanaHc, ero CywHOCTb W
3Ha4veHue.

lMpoueccbi u o60pydoeaHue ghapmayesmu4ecko20 npouzsodcmea

10. XapaKTepuCTuKa OCHOBHbIX MPOM3BOACTBEHHLIX MpoueccoB. OOWMe MOHATMA O
MalUMHax 1 annapaTax.

11. XapaktepucTuka npouecca u3MenbyeHusi. Bugbl wuamenbyeHusi. OcobGeHHocTU
Nn3MenbYeHns Teepabix Ten.

12. TeopeTuyeckme OCHOBbl M3MeNnbyeHusi. Cnocobbl M3MenbYeHnss U Knaccudpukaums
N3MenbYaoLLnX MaLUVH.

13. YCcTpOWCTBO M NpUHUMMN OEWACTBUS MalUWH AN cpedHero M Menkoro M3merbYeHus:
n3pesbiBallMe, pasgaBnMBalOWME  MalUvHbl,  YOAPHO-LEHTPOOEXHbIE  MENbHULbI
(oucmembparop, gesnHTerpartop).

14. YCTPOWCTBO WM NPUHLMN OEWACTBMS MaLUWH ONst TOHKOro uamenbyeHus: 6apabaHHble
MenbHULLbI.

15. YcTpomcTBO WM MpUHUMN LEUCTBUS BUOPALMOHHBLIX WM CTPYWHbIX MEnbHUL Ang
CBEPXTOHKOr0 N3MesbYeHMS.

16. CwutoBas knaccudukauus M3MenbyYeHHbIX maTepuanoB. CuTa M CUTOBOW aHanms.
dakTopsbl, BMSAOLLINE HA NPON3BOAUTENBHOCTL U 3PEKTUBHOCTL NMPOCENBAHMSA.

17. YctponcTeo u NnpuHUMN paboTbl BpallatoLNXCH, Ka4aroLmnXca N BUOPaUMOHHBIX CUT.

18. TllepemewmBaHne B dpapmauLeBTUYECKON TexHonormn. PakTopbl, BRUSOLWINE Ha
Ka4yecTBO cmelmBaHnsa. CMecuTenu ¢ BpaLlatoLwmMmMcs KOpnycoM 1 YepBAYHO-NONacTHbIE.

19. VYcTponctBO W npuvHUMn paboTbl cMecuTener C MNCEBAOOXIMKEHNEM CbiNy4ero
MaTepuana v ¢ BpallalLMMCst KOHYCOM.

CoepemMeHHOe cocmosiHue mexHosioauu rpouszeodcmea meepobixX
JlekapcmeeHHbIX ¢hopMm

20. XapaktepucTtuka TabneTok Kak fiekapCcTBeHHOM popMbl. OCHOBHbIE TEXHOMOrMYeckne
CXeMbl NPOM3BOACTBA TabneTok.

21. BcnomoraTenbHble BelLeCTBa U UX Ha3Ha4YeHve B NPON3BOACTBE TabneTok.

22. OU3MKO-XMMUYECKME W TEXHOMOrMYeckne CBOMCTBA CbiNyyux MaTepuanos Ans
TabneTnpoBaHUs N METOAbI X ONpeaeneHuns.

23. Uenu n cnocobbl rpaHynMpoBaHns. YCTPOUCTBO U NpuHUMN paboTbl 06opyaoBaHUS
ANA BNAXHOro rpaHynvpoBaHWsA: onepaumv CMeLMBaHUA U YBRaxXHeHus. [paHynsTopsl,
npvHUMn paboThbl.

24. YCTpPOWCTBO U NpuUHUUN paboTbl LLEHTPOOEXHOIO U BbICOKOCKOPOCTHOIO CMecuTenemn-
rpaHynaTopos..

25. Cywka u onyapuBaHue rpaHynsita. YCTPOWCTBO M NPUHUMN AENCTBUSA CYLLMIIOK TUna
Cn-30.

26. CTpyKTypHOE rpaHynMpoBaHue B MCEBOOOXWKEHHOM Crioe. YCTPOWCTBO M MPUHLMM
paboTbl 06opynoBaHus (CI-30).
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27. CywHocTb mMeToda CTPYKTYPHOro rpaHynMpoBaHns pacnblfMTesnbHbIM
BbICyLUMBAHNEM, €0 OTNNYNTENBLHBIE 0C0B6EeHHOCTU. O6opyaoBaHMe.

28. Cyxoe rpaHynupoBaHue. BcnomoraTenbHble BewecTBa, CyWHOCTb MeToaa,
YCTPONCTBO M NPUHLMN paboTbl 060pyaoBaHNS.

29. AHanua rpaHynata, metoabl M npubopbl. BnvaHue cnocoba rpaHynupoBaHus ©
TEXHONMOMMYECKMNX XapakTEPUCTUK rpaHynsaTa Ha Ka4ecTBO TabneTok.

30. Bwuabl TabNeTo4YHbIX MaLUWH, UX YCTPOMUCTBO M NpMHUMN paboThbl.

31. [lpsamoe npeccoBaHue TabneTok.

32. Tabnetku nokpbiTble obonoykon. Llenn HaHeceHns NOKPbITUA, UX BUAbl U MeTonbl
HaHeceHus. BcnomoraTenbHble BeWweCcTBa, UX Ha3HayeHne n accoptumeHT. ObopyaoBaHue.

33. TexHonornyeckun npoLecc HaHeceHus OpaXnpoBaHHbIX MOKPbITUN "
BCMoMoratesbHblX BelecTB. CyCneH3VOHHbIN METOA ApaXXMpOBaHWS.

34. Buabl 1 TEXHOMNOrMA HaHECeHWsa MNMEHOYHbIX obonovek Ha TabneTkM wu rpaHynbl.
Pacteoputenn. ObopyaoBaHue. Jkonormdeckue npobnemei.

35. XapakTtepucTvka HanpeccoBaHHbIX MOKPbITUA Ha Tabnetkm u TexHonorus Uux
HaHeceHus. MNpenmyLecTBa M He4OCTaTKU NOKPbITUN.

36. MHOrocnonHsle n KapkacHble  TabneTku. TpuTypaumnoHHble  TabneTkw.
BcrnomoratensHble BellecTsa. TeXHONOrns nponsBoacTsa.

37. OueHka kadecTtBa Tabnetok no ® XIV. NokaszaTtenn kayecTsa, UX HOPMbI 1 NPUBOPHLI.

38. [paxe Kak nekapcTBeHHasi dopma. XapakTepucTuka, TEXHOSMOrMYEeCcKUn npouecc
nNpov3BOACTBa, NOKPbITUE 060no4YKamm, oLeHKa kadecTBa, ynakoka. HomeHknatypa.

39. [paHynbl Kak nekapcTBeHHas popma. XapakTepuctmka, TEXHONOrMYEeCKNin npouecc
NpoM3BOACTBA, OLeHKa kavyecTBa, (pacoBka u ynakoBka. HomeHknaTtypa.

CoepemMeHHOe cOCmosiHUe mexHosio2uu rnpouszeodcmea ¢humonpenapamos

40. CywHoCcTb npouecca 3KCTparMpoBaHWUs FfEKapCTBEHHONO pPacTUTENbHOMO CbIpbS.
MonekynsipHasa n KoHBeKTuBHasa anddyansa n dakTopbl BNUSAIOLLME HA ee CKOPOCTb.

41. OcHOBHble (paKTOpPbl TEXHOMOIMUK, BIMAIOWME Ha NPOLECC 3JKCTparnpoBaHus.
YnpaBneHue npoLeccoM 3KCTparnpoBaHUSA NIeKapCTBEHHOIO PaCTUTENBbHOMO ChIpPbA.

42. OCOBEHHOCTN 3JKCTPArMpoBaHWUS CBEXEr0 W BbICYLUEHHOrO PacTUTENbHOIO ChIPbS.
BbI6Op 1 xapakTepucTmka aKCTpareHToB.

43. Cnocobbl 3KCTparMpoBaHuA: Mauepauus, BapuaHTbl pemauepaumu. AnnapaTtypa.
MHTeHcndukaums npouecca.

44. Cnocobbl 3KCTparMpoBaHWs: Nepkonaund, penepkonaumsa. AnnapaTtypa.

45. Cnocobbl MNpPOTUBOTOYHOIO 3JKCTPArMpoBaHWs. YCTPOUCTBO M NpuHUMN paboThbl
obopynoBaHus.

46. Hactomkn. XapakTepuctuka. TexHonormdeckas cxema nonydyeHusa. OuucTka.
CraHpgapTtusauus. XpaHeHvne. HomeHknatypa.

47. OKCTpaKTbl XuaKue. XapakTrepuctuka. TexHonornyeckas cxema nosnyyeHusi. Oumcrka.
CraHgapTtusauna. XpaHeHvne. HomeHknatypa.

48. OKCTpakTbl rycTble. XapakTepuctuka. TexHonorus nosnydeHusi. Cnocobbl O4YMCTKM
BbITSOKKM. CTaHgapTu3aums. XpaHeHne. HomeHknartypa.

49. DJOKCTpakTbl Cyxue. XapakTepucTuka. TexHOMNOormvyeckne Cxembl MOMyveHus.
CraHgapTtusauna. XpaHeHvne. HomeHknatypa.

50. OKcTpakTbl-KOHUEHTpaTbl. Xapaktepuctuka. Knaccudumkaums. BcnomoraTenbHble
BellecTBa. TexHonornda nonyderHnsa. CtaHgaptmsaums. HomeHknartypa.

51. MacnsHble 3KCcTpakTbl. MeToabl aKcTparMpoBaHusA. TexHONorna nonyyeHna macna
LUMNOBHMKA M Macrna obnenunxu.

MNepeyeHb BonpocoB K ak3ameHy (MpomexyToyHas aTrecTtaumsNe2)
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1. [OTOBble neKkapCTBEHHble cpeacTBa B JfleKapCTBEHHOM 06ecneyvyeHun HacerneHus.
MpevmyllecTBa MNPOMBILLNEHHOrO Mpou3BoACTBa fekapcTB. CoBpeMeHHast  CTpykTypa
hapmaueBTUYECKMX NpeanpuUsTUi.

2. 3akoHoaaTenbHble OCHOBbI HOPMUPOBaHUS NPOU3BOACTBA NEKapPCTBEHHbIX NpenapaTos.
GxP npaktukn.

3. MpaBuna opraHn3auum NPon3BOACTBA M KOHTPOMS KayecTBa NeKapCTBEHHbIX CPeacTB
(GMP) B P®. UcTopusa cosgaHns U OCHOBHbIE pasaensl.

4, Mopsagok yTBepXXAeHUS 1 paspeLleHme K MPUMEHEHNIO HOBbIX JIeKapCTBEHHbIX CPeacTB B
Po.

5. HopmupoBaHue kayecTBa roToBbIX JIEKAPCTBEHHbIX CPEACTB.

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

7. 3HayeHMe neKkapCTBEHHOM  (POpMbI M TEXHOMOMMW €€  U3FOTOBMEHUS  Kak
hapmaueBTMYECKMX (DaKTOPOB, BNUSOLMNX HA BMOAOCTYNHOCTL NeKapCTB.

8. Mpon3BOACTBEHHBIA PErfnameHT Kak OCHOBHOW TEXHOMOrMYecknin JokyMmeHT. CTpykTypa,
BMAbl U NOCNeaoBaTenbHOCTb pa3paboTkn pernameHToB.

9. MpounsBoacTBeHHasa TepMuHonorna. MaTepuanbHbii 6anaHc, ero CyLWHOCTb U 3Ha4YeHue.

Mpouecchkl n o6opyaoBaHue chapmaLeBTUYECKOrO NPOU3BOACTBA

10. XapaktepucTMka OCHOBHbIX MNPOU3BOACTBEHHbIX MpoueccoB. OOWMe MNOHATMA O
MalluHaxX 1 annapaTax.

11. XapaktepucTuka TenmnoBbIX MNPOLECCOB W  TEnroHOCUTENEN. Tennonepegava.
TennonpoBogHocTb. KoHBekuus. Jlyyeucnyckanme. CRnoXHbI TennoobMeH W  ypaBHEHUe
Tennonepeaayn.

12. XapaktepucTvka BOASIHOTO napa Kak TennoHocuTens. HarpeeBaHue «OCTpbIM» U
«FNyXUM» NapomM.

13. O6Lwasa xapaktepucTuka TtennoobmMeHHbIX annapaTtoB. [lapoBblie pybawkn. Tpybuatbie
TEeNnNooObMEHHNKM, YCTPOMNCTBO M NPUHLMN paboTbl.

14. OxnaxgeHne M KoHOeHcaumsa B apmaueBTUYecKon TexHonoruu. Llenn n metogbl.
Annapatypa.

15. BbinapusaHue B hapmaueBTUYECKOM TEXHONOMMKN. XapakTepucTmka npouecca n Metoapl
BbinapueaHus. BeinapnBaHue nog Bakyymom. MNpuHUmMnuanbHble CXeMbl YCTaHOBOK.

16. XapakTtepuctvka BakyyM-BbiMapHbix annapatoB. «LleHTputepm». Mobo4yHble sBneHus
npw BbiNapuBaHUu.

17. Cnocobbl CyLLKN: KOHTaKTHasA, KOHBEKTUBHASA, cneumarnbHasl.

18.  TeopeTuyeckme OCHOBbI CyLIKN. POpMbI U BUAbI CBA3M Bnarn ¢ Mmatepuanom. CtaTtuka
CYLLKM.

19. CsoucTtBa BnaxHoro Bo3gyxa. KnHetuka cywku. daktopsbl, onpegensiowme npoueccsl
CYyLLKW (amnarpamma).

20. KamepHble 1 neHToYHble cywnnkn. CyLnnKn ¢ NCEBAOOXKMKEHHBIM CROEM. YCTPOWCTBO,
NPUHLMN OeNCTBUS, NpeMMyLLLecTBa U HegocTaTku. NprmeHeHue.

21. Cywwunkn pacnbinuTernbHble, BaKyyM-CyLIUIbHblE LWKadbl W BanbLOBble BaKyyM-
CYLLMITKW. YCTPOWCTBO, NPUHLMN OENCTBUS, NPUMEHEHWE, NPENMYLLIECTBA U HEOOCTaTKW.

22. Cnocobbl cywkn TepmonabunbHbix BelecTB. JlnodunbHaa cywka. PaguaunoHHas u

BbICOKOYACTOTHas CyLUKa. YCTPOMUCTBO U NpuHUmMn paboTbl o6opyaoBaHus.
CoBpeMeHHOe COCTOsIHME TEXHONOrMM NpoM3BOACTBA TBEPAbIX FleKapCTBEHHbIX hopMm

23. MeaunuuHckme kancynbl. XapaktepucTuka. Tunbl Kancyn u ux HasHadeHune. Ob6uias
TexHororm4yeckas cxema nponssoacTea. [puroToBneHme xenaTMHOBOW Macchbl.
24. MeToabl nonyyeHus XenaTUHOBLIX Kancyrn (norpyxeHue, npeccoBaHue, KanernbHbIn).

O6opyaoBanue n npuHumn ero pabotbl. CpaBHUTENBHAA XapakTepPUCTUKA METOLO0B.

25.  XapaktepucTuka oparnbHbiX TabneTok: pacTBOPUMbIX BO pTy, GbICTPOPacTBOPUMMbIX U
NMOMUIM3NPOBaHHbIX  AUCKOB.  TEexHONOrmyeckuin npouecc W annapatypHas cxema
npou3BoAcTBa TabneTok: OykkanbHbIX, ANS paccacbiBaHus, ObICTPO pPaCTBOPSIOLLMXCA,
CcybnuHreanbHbIX, OMCNEpPrupyemblix B MOMOCTM pTa, pacnagarwuxcss B pOTOBOW MNOSOCTH,
XeBaTenbHbIX; NMMOMUNN3NPOBAHHbIX ANCKOB

26.  XapakTepucTuka TabrneTtok, NpUMeHseMblX nocrne npeaBapuTenbHOro MpPUroToBMEHUS
pacTBopa Wnu CycneHaun. TexHOnorn4yecku npouecc TabneTtok pacTBOpUMbIX, TabneTok Ans
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N3roTOBNEHNS Kanefb, LWWNy4nux W Aucneprupyemblx TabneTok. AnnapatypHas cxema
npoussoacTea. OueHKka kadecTBa

27. Xapaktepuctmka Tabnetok € MoOAMUUMPOBaHHbIM  BbicBOOOXAeHMeM. MeTtoabl
mMoaudukaumm BbICBODOXOEHNA FNEeKapCTBEHHOrO BellecTBa: (pmsmdeckme, XMMUYeECKMe,
TexHornormyeckme). TexHomormyeckui npouecc TabneTok-panva, Kuiwe4yHOpacTBOPUMBIX,
MHOroasHbIX, panug petapa.

28. Xapaktepuctmka Tabnetok C KOHTpONMMpyembiM BbICBOGOXAEHMEM (nnaBarwowue, C
MUKpoKancyrnamv) u npOSIOHIMPOBaHHbLIX (TabneTku peTtapd, KapkacHble, MHOrOCIOWHbIE,
UMNNaHTUpyemble, Unu geno). TexHonornyeckuin npouecc Tabnetok ¢ MoaMPULUPOBAHHBIM
BbICBODOXAEHNEM M ero annapaTypHoe conpoBoxaeHune. CTaHgapTM3aums U HOpMMpoBaHue
KayecTBa.

29. TepaneBTUYECKME CUCTEMbI [OOCTABKM JEKAPCTBEHHbLIX BELLECTB (OCMOTUYECKM
aKTUBHaa TepaneBTMYeckas CUCTeMa, [aCTPOPETEHTMBHbIE JIeKapCTBEHHble  OpPMbI,
nekapcTBeHHble dopMbl Aeno).

30.MeToabl nonyyeHuss TBepAblX xenaTuHoBbIX kancyn O6opygoBaHve v NpuHUUN ero paboThbl.
CpaBHuTenbHasa xapakTepucTnka MeTogoB.

31.MeToabl NonyyYeHnss MArkUX xenaTtuHoBbIX kancyn OGopygoBaHWe M NpuHUMN ero paboThbl.
CpaBHuTenbHasa xapakTepucTnka MeTogoB.

CoBpeMeHHOe COCTOsiHME TEXHOSOrMM npomssoacTBa puTonpenapaToB

32. MeTtoabl pekynepaummM 3TaHona U3 OTpabOTaHHOrO  PacTUTENbHOrO  CbIpbS.
PekTudumkauma ataHona. YCTPOMUCTBO M NPUHUMM paboTbl pEKTUPUKALNOHHBIX YCTaHOBOK.

33. Onukenpbl. Xapaktepuctuka. TexHonornsa nonydeHusa. CraHgapTtusaumnd. XpaHeHue.
HomeHknaTtypa.

34. lMpenapaTbl M3 CBEXWX pacTEHUW. TEeXHOMormst MNOSIyYEHUS COKOB WU  U3BIIEYEHUN.
CrangapTtusaums. HomeHknaTtypa.

35. Mpenapatbl OMOreHHbIX CTUMYNSATOPOB. WCTOYHMKM OUOreHHbIX CTUMYNATOPOB, WX
csonctsa. lNonyyeHne npenapatoB. CTaHaapTM3auunsa. HomeHknaTtypa.

36. MakcumanbHO  ouuwieHHble  duTonpenapatbl. Cnocobbl  OYUCTKM  U3BREYEHUN.
YCTPONCTBO W MPUHUMN  OEWCTBUS 9OKCTPAKTOB CMECUTENbHO-OTCTOMHBIX, KOMOHHbLIX U
LeHTpobexHbIX. HoMeHknaTypa HoBOraneHoBbIX NpenapaTos.

37. Mpenapatbl MHAMBMAOYaNbHbIX BELWeCTB U3 pacTUTeNnbHOro cbipbd. Cnocobbl
BblAENEHUs, OYMCTKM W pasfeneHvs CymMmbl UHOMBUOYanbHbIX BewecTB. JlekapCTBEHHbIE
dopmbl. HomeHknaTtypa.

38. Brvonornyeckn aktuBHble gobasku. HyTpuueBTMKM 1 napadapmaueBTukn. pobnembl
knaccudukauuu. Npobnembl 6e3onacHoro npumeHeHnsa bAL.

19.3.4 TecToBbIe 3afaHUA (KOHTPOSILHO-U3MEPUTENIbHbLIA MaTepuan)
TectoBble 3agaHua no gucuunnuHe «lMpomblwneHHas dapmMaueBTMdeckasd TEXHONOrnsa»

pasmMeLlleHbl Ha obpasoBaTenbHbl nopTane «3NeKTPOHHbIN yHuBepcuTeT BIY» B pasgene
«ONEeKTPOHHbIE KypcCbI» — «PapmaueBTN4ECKUI dakynbTeT» — «Kadbegpa
dapmaueBTnyeCKOM XuMmm K bapmaueBTUYECKOM TexHonormm» —  «[1poMbinieHHas
papmaueBTMyeckass TexHonorua. dutonpenapatbl» — «baHk BonpocoB» — «Bonpockl» no
ccoiike https://fedu.vsu.ru. TectoBble 3agaHus pacnpegeneHol no 4 kareropusiv, obuiee
KOJSiM4ecTBO BonpocoB — 260.

Ne HasBaHue kateropum Kon-Bo Bonpocos
n/n

1. Tekywasa attectaums Ne1 60

2. Tekywasa atrectaumsa Ne2 80

3. Tekywasn atrectauma Ne3 60

4, Tekywasn atrectauma Ne4 60

19.3.4.1 NMpumepbl TeCTOBLIX 3aAaHUN:
Mpumepbl TECTOBLIX 3a4aHUN CpeaHero ypoBHS CIIOXKHOCTHU:
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1.Haintn owmnbkun B TEXHONOIMYECKOM NpoLecce, BolbepuTe HENPaBUIbHO YKa3aHHYH/NULLHIOW

cTaguio.
TabneTkn pypauunuHa nonyyaroT METOAOM NPSIMOro NPeccoBaHUs:
BP-1. CaHuTtapHas nogarotoBka Npon3BoAcCTBa
BP-1.1. CaHutapHas o6paboTka npoM3BOACTBEHHbIX MOMELLEHWI
BP-1.2. CanutapHasa obpaboTka o6opynoBaHus
BP-1.3. lNogrotoBka TEXHONOMMYECKOro Bo3gyxa
BP-1.4. CaHuTapHas NOAroToBka TEXHONOIMYECKON O4eXxabl
BP-1.5. CaHuTapHas nogrotoBka nepcoHana
BP-2. MNogroTtoBka cyGcTaHLmMm n BCnOMoraTesnbHbIX BELLECTB
BP-2.1. lamenbyeHne cybcTaHummn n BCnoMoraTesbHbIX BELECTB
BP-2.2. lNpocenBaHne cyGcTaHummn n BCnoMoraTenbHbIX BELLECTB
BP-2.3. OtBelwwmBaHne cybcTaHumm 1 BCnomMoraTenbHbIX BELLECTB
Tr-3. TabnetupoBaHue.
Tr-3.1. CMmeLlumMBaHne NOPOLLKOB
TM-3.2. BnaxkHoe rpaHynupoBaHue
TM-3.3. NpeccosaHne
Tr-4. OueHka kavecTBa u Gpakepax.
YMO-5. dacoska, ynakoBka 1 MapkupoBKa.
a) BnaxHoe rpaHynupoBsaHve
©) oTBewwmBaHMe cybCTaHUUN N BCMIOMOraTeNbHbIX BELLECTB;
B) CaHWTapHas NO4roTOBKA NepcoHana;
r) oueHKa KayecTBa 1 Gpakepax.
OTtBeT: BnaxHoe rpaHynnpoBaHue

2.Hangunte owmnbky B TexHomnorn4yeckom npouecce: «lMpn nony4yeHnn tabnetok MeTogom

npAaAMoro npeccoBaHuAa ,D,eVICTByPOMGG 1 BCNnoMoratesibHble BelleCcTBa NU3MENb4unun, npocednu,
3arpys3minm B CMeCUTESb. I'IonyquHyro Ta6neTquy+o MaccCy nogeeprinn npeccoBaHnio, 0gHaKo
nony4yeHHble TabneTtkn npunmnann K npecc-nHCTpyMeHTYy. B yem cocTouT TexHonorn4yeckas

oLmnbkay:
a) HeoCTaTO4YHO PaBHOMEPHOE CMELUMBaHNE KOMMOHEHTOB;
6) He4OCTaTOYHOE KONMMYECTBO CKOMb3ALLNX BELLECTB;
B) HEOCTATOYHOE KONMMYECTBO CKITEUBAOLLMX BELLECTB,;
r) HeQocTaTovHasa CTeNeHb U3MerbYeHNS OENCTBYIOLLErO BELLECTBA.
OTBeT: HeOCTaTOYHOE KONMYECTBO CKOMb3ALLNX BELLECTB;

3.BbibepuTte K Kakomy Kraccy YMCTOTbl OTHOCUTCS NOMELLLEHME MO ero onncaHuio: «lomelleHve
npegHasHa4yeHo Ans npuroToBreHNss pacTBOPOB, NOAMNEXalLnx cTtepunuayrowen ounbTpauum
npu acenTU4YeckoMm NpouseoacTee. Ecnn npoaykumna nogsepraeTcs QUHULLHON TEPMUYECKON
cTepunuaaumm 3Tn NOMeLLLEHNSA NCNOSMb3YIOT A5 NPUrOTOBIEHUS PAacTBOPOB, NOABEPKEHHbIX
BbICOKOMY PUCKY MUKPOBHOWN KOHTaMUHaUMKU. HanonHeHne Tak ke NpoBoANTCS B MOMELLEHUAX
He HWKe 3TOro Knacca 4vctoTbl. KomnnekT ogexabl nepcoHana BkntovaeT KOMOUHE3OH unu

GpOYHBIN KOCTIOM, NOTHO O6nerarLWwnii 3ansiCTbsi C BbICOKMM BOPOTHUKOM Y
COOTBEeTCTBYHOLLYI0 00yBb Mnun 6axunel. Bonockl, 6opoaa, ycbl 4OMKHbI ObITb 3aKPbIThI»

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

3.Cneumndukaumns — aTo:
a) [OKyMeHT, cogepxawuin ykKaszaHust NO  BbIMNOMIHEHMIO  OTAEMbHbIX
onepauu;

BUOOB
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0) [IOKYMEHT, OTpaXaloLLuiA npoLecc Mpov3BOACTBA KaXAOW cepun npoayKuuu, B
T.4. paspelleHMe Ha ee peanusauuio, U Bce aKTopbl, BRUSIOLLME HA KavyecTBO rOTOBOW
NpoAayKuuu;

B) [AOKYMEHT, copepxawmin TpeboBaHMss K MaTepuanam U MPOAYKTaM,
MCMONb3yeMbIM UMW MoMny4YaembiM NPy NPOU3BOACTBE, SBMSIOLMIACA OCHOBOW NS OLEHKM
KayecTBa fieKkapCTBEHHbIX CPEACTB;

r) [OKYMEHT, Onpeaensiiolwmin Bce WCNoNb3yeMble WCXOAHble Martepuvanbsl U
onepawmn No NPOM3BOACTBY U YNaKoBKe NPOAYKLUN.

OTBeT: [AOKYMEHT, copepxallmin TpeboBaHus kK MaTepuanam 1 npogykram,
MCMONb3yEMbIM UK NOSNy4YaeMbIM NPU NPOU3BOACTBE, SBMSOLMIACA OCHOBOW AN OLEHKU
KayecTBa fekapCTBEHHbIX CPEACTB
4.JTro6owt MmaTepuan, B3siTblA U3 TECT-CUCTEMbI NS U3YYEHUS, aHann3a unm XpaHeHust — aTo:

a) Ob6paseu;

0) 00BEKT UCMbITAHUS;
B) CcTaHOapTHbIN OObEKT;
r HOCUTErb.

OTBerT: Obpaszeu;

5.MeToabl 1 BUAbI AEATENBHOCTM ONEepaTUBHOIO XxapakTepa, UCnonb3yemble NS BbINONHEHNS
TpeboBaHWIi N0 Ka4ecTBY U HanpaBlieHHbIe Ha ynpaBreHne NPOLIeCCOM, YCTpaHeHNe NpUYnH
Hey4O0BMeTBOPUTENBHOMO (PYHKLIMOHMPOBAHUS HA BCEX 3Tanax XXM3HEHHOTO LiMKna Npoaykuum —
aTo:

a) YnpaBneHue Ka4yecTBoM;

0) cucTtemMa KadecTBa;

B) PYKOBOACTBO MO Ka4ecTBY;

r) yrnpasneHne puckamu Ansi Ka4yecTsa.
OTBerT: YnpaBneHne Ka4yecTBOM;

6.Mpasuna GMP He pernameHTUpYIoT:

a) dapmaneBTUYECKYIO TEXHOMOMMIO

0) TpeboBaHus Kk Buonornyeckon JOCTYNHOCTM NpenapaTa

B) TpeboBaHWs K 30aHMUSM 1 MOMELLLEHNAM hapMNpPOn3BOACTBa;

r) TpeboBaHus K nepcoHany

) HeobxoaMMOCTb Banuaaumm

OTBer: TpeboBaHus K Buonormyeckon OCTYNHOCTM Nnpenapara
7.Mepenag gaBneHns Mexay NOMeLLEeHNSMIN Pa3Horo Kracca YMCTOTbl co3aaeTca Ans:

a) Co3sgaHusa KoMOpPTHOCTU NepcoHana;

0) obnervyeHnsi NpoBeaeHUs TEXHONOIMYECKMX Onepaumni;

B) CHWXXEHMS pUCKa KOHTaMMHaL MM NPOM3BOAUMOrO NPOAYKTA;

r) aBTOMAaTMYECKOro 3aKpbIiTUSA ABEPEN B YNCTOE NOMELLEHUNE;

a) obneryeHns y6opku noMeLLeHUs.

OrtBeT: CHWXEHUSA pUCKa KOHTaMMHaLMn NpoM3BoANMOro npoaykTa

8.470 He OTHOCAT K pernameHTpytoLLen JOKyMeHTaunun?

a) Cneundmkauymu;

6) 3anucu;

B) 4OroBOpbI;

) TEXHOSIOMMYECKUI pernameHT.

OTBeT: 3anucu
9.[lokymeHTanbLHO opopmIieHHOE onucaHue onepaunin, noanexalmx BbiNOSTHEHUIO, Mep
NPEeAOCTOPOXKHOCTM U MEPONPUATAIA, MPSAMO UININ KOCBEHHO OTHOCSLLUXCS K MPOU3BOACTBY
MPOMEXYTOYHOW MPOAYKLMKN, hapMaLeBTUHECKON CybCTaHUMM Unn NiekapCTBEHHOro CpeacTBa
370!

a) Mpouenypa;

©) onepauus;

B) cneumdukaums;



33

) TEXHOSTOrMYECKUIN npoLecc.

OTBer: Npouenypa
10.0anTe npaBunbHOE ornpeaeneHne cMCTemMe KavyecTBa:

a) COBOKYMHOCTb BCEX 3N1IEMEHTOB CUCTEMbI, HANPaBIEHHOW Ha BHEAPEHWE NONNTUKN B
obnacTu kayecTBa U obecnevyeHns OOCTUXKEHUS Lernen B obnacTn Ka4yecTsa;

6) meToabl M BUAObI AEATENBHOCTM ONepaTMBHONO XapakTepa, UCMnosb3yemble ans
BbINOSIHEHMSA TPeBOBaHUI MO Ka4YeCTBY U HanpaBfeHHbl Ha ynpaBeHne NpoLeccom,
yCTpaHeHne NpUYnH HeYaOoBNeTBOPUTENbHOrO OyHKLIMOHMPOBAHMS Ha BCEX aTanax XXM3HEeHHOro
LMKNa npoayKuuu;

B) CMCTEMATMYECKMI NPOLIECC OLEHKM, KOHTPONs, obMeHa nHdopmaumen n obsopa
PUCKOB AJ151 Ka4eCcTBa NeKapCTBEHHbIX CPEACTB Ha MPOTSHKEHUN UX KUSHEHHOTO LIMKNA;

r) AOKYMEHT, CoOAepKaLLmii NONMTUKY B 0611acTy Ka4yecTsa 1 ONUCHLIBAKOLWNIA CUCTEMY
KayecTBa OpraHM3aLmm, OXBaTbIBAOLLNA BCIO AEATENbHOCTL OpraHn3auumn Unm TonbKko ee
yacTb.

OTBeT: COBOKYMHOCTb BCEX 3NIEMEHTOB CUCTEMbI, HANPaBEHHOW Ha BHEApPEHWE
NMONUTUKN B 06NacTu KayecTBa 1 obecnevyeHns JOCTKEHUS Lenen B 0bnact Ka4yecTsa;

11.[JOKyMEHT, KOTOpPbI ONUCLIBAET LENn, An3anH, MeTodoMnorn, CTaTUCTUYECKME acnekTbl U
opraHu3aumio uccreaoBaHus:

a) MpoTokon;

0) cepTudmkaT ayguTa;

B) NMPOMEXYTOUHbIA OTYET O KITMHNUYECKOM UCTbITaHUU/UCcneaoBaHuu;
r) nonpaeka K MPOTOKOIy.

OTBerT: MpoTokor;

12.06paseL B OKOHYATENbHOW yNakoBKe, 0TOBpaHHbIA N3 Cepun roTOBOW MPOAYKLUKN, KOTOPbIV
XPaHAT B LeNaxX NOATBEPKAEHUSI MOEHTUYHOCTUN — 3TO:

a) KoHTponbHbI 06pasel;

0) apxvBHbIN 0bpasel;

B) NepBUYHbIN CTaHOApPTHLIN 0bpasel;
r BTOPUYHbIN CTaHAApPTHbLIN 0bpaseL.
OrtBeT: apXxMBHbIN 0bpasel;

13.[lokymeHTbI, cogepkaiimne nogpobHyto nHopmauuo 060 BCEM UCMONb3yeEMOM UCXOLHOM
Cbipbe, 060pPyA0BaAHUN M KOMMBIOTEPU3NPOBAHHBIX CUCTEMAX (MPU UX HANU4YUK) — 3TO:

a) MpoTokonbi;

0) cneundmkaumnu;

B) npoueaypbl;

r) NPOU3BOACTBEHHbIE PELENTYPbI, TEXHONOrMYECKNE MHCTPYKLUMMN, UHCTPYKLMM NO
yrnakoBKe, MeTOANKM UCTIbITaHUMNA.

OtBer: NPON3BOACTBEHHbBIE PELIENTYPbI, TEXHONOIMYECKUE NHCTPYKLIMM,

MHCTPYKUMM MO YNaKoBKe, METOAMKN UCTIbITaHWUN.
14.KoHTpOrnbHbIE 1 apxmBHbIe 06pa3ubl XPaHAT Kak MUHUMYM:

a) B TeueHne cpoka rogHocTn cepuu;

0) B TeyeHue roga nocne nponsBoAcCTBa Cepuum;

B) B Te4YeHWe cpoKa rOgHOCTM CEPUUN U FOA NOCIE NCTEYEHNST CpOKa FOAHOCTY;

r) B Te€YEeHMe cpoka rOAHOCTM CEPUM U NSATU NET UCTEYEHUS CPOKA rOQHOCTH.

OTBeT: B TE€YEHMe cpoKka roAgHOCTM CEpPUM 1 rof Nnocne NCTeYeHns cpoka
rOAHOCTY;

15.Banngaunu nognexar:

a) BcrnomorartenbHble NPoLECChl, MPOLECChl OYUCTKU, NPOLECCHI CAaHUTapHON
06paboTkM NoMeLLEeHNI;

0) aHannTU4ecKue MeToaUKN;

B) TEXHONOrM4Yeckne NPoLECCh, BKITOYas KOHTPOJSIbHbIE onepauuu;

r oOLLMe KOHCTPYKTMBHbIE 9fIEMEHTbI 30aHUN;

) obopynoBaHue, NPAMO He BNUSIOLLEE HA Ka4eCTBO NONynpogykra u/unm

roToBOro npoaykra.
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OTBerT: BcnomorartenbHble NPoLEecChl, MPOLLECCHI OYNUCTKKU, NPOLECChl CAaHUTapHOWN
06paboTkM NOMeLLEHNI;

0) aHannTu4yecKkue MeToauKu;

B) TEXHONOrM4yeckne NPoLecchl, BKIoYas KOHTPOIbHbIE onepaunu;

16.Kakaa n3 cragum ksanmukaumm nponssoacTesa MOXeT NPOBOANTLCS Kak C
ncnonb3oBaHneM, Tak 1 6e3 ncnonb3oBaHna nmMuMTaTopa npenapara:

a) Keanudgukauunsa yHKLUNOHNPOBAHNS;

0) KBanudukaums akcnnyataumm;

B) KBanudukaLma MOHTaxa;

r KBanuukaumsi NpOeKTHOW JOKYMEHTaLNN.
OtBerT: Keanundukaums yHKLMOHUPOBAHUS;

17 .Kakas u3 ctaguin ksanvdukaumum npousBoACTBa NPOBOAUTCH C UCNONb30OBaHWEM MMUTaTopa
npenapaTa unun ogHol Cepun peanbHOro Npoaykra

a) KBanudukauusa skcnnyatauuu,

0) KBanudukaumsi MOHTaxa;

B) KBanudmkaumnsa NpoekTHON AOKYyMEHTaLMK;
r KBanupukaums QyHKLMOHUPOBAHMS.
OTBerT: KBanudukauus akcnnyaTauuu;

18.PykoBogutenv npom3BoACTBa M NoApasaernieHns KOHTPONSA kKavyecTBa AOSMKHbI ObITb:
a) HesaBucumbl apyr ot Apyra;
0) 3aBUCKMbI OPYr OT Apyra;
B) YaCTMYHO 3aBUCUMBbI APYr OT Apyra, YTobbl UCKMOYNTL BO3MOXHOCTb
BO3HVKHOBEHMWS PUCKOB A5 Ka4eCcTBa NPOAyKLMMN.
OTBerT: HesaBucumbl apyr oT apyra;

19.Hanante cooTBeTCTBUE:
[pOMBILLNEHHBIN pernaMmeHT — 3To

a) TexHonorm4eckm JOKYMEHT, 3aBepLUaloLLnin Hay4Hble NCCIEeAOoBaHNS B
nabopaTopHbIX YCNOBUAX pa3paboTky MeToda NPOn3BOACTBA JIEKAPCTBEHHOMO CPEACTBa;

6) yacTtb cuctembl GMP, kOoTOpas rapaHTUpyeT, YTO UCXOAHOE Cbipbe N MaTepuarnbl
He Oblnn paspeLleHbl Ans MCMONb30BaHNA, a NPoAyKUMS He Bbina paspelueHa Ans Npoaaxm
UM NOCTaBKU Npexae, YeM UX Ka4eCTBO He BbISI0 NPU3HAHO YAOBMAETBOPUTENBHbLIM,

B) TEXHOMOrMYECKUIN JOKYMEHT, pernaMeHTUPYOLWNA ENCTBYIOLLIEE CEPUNHOE
NPOM3BOACTBO NIEKAPCTBEHHOIO CPEACTBA;

r) NOCTOSIHHBIN KOHTPOSb U OLEHKY BCEro Npon3BoacTBa.

OTBerT: TEXHONOMMYECKNN JOKYMEHT, pernameHTUpyoLwWmnii AencTeylolee

CepumnHoe NpOM3BOACTBO fIEKapCTBEHHOMO CPeACTBa;

20.Hangute cooTBeTCTBME:
JTabopaTopHbIN pernameHT — 3To

a) TexHonornyecknn JOKYMEHT, 3aBepLUAOLLMIA HAYYHble UCCnenoBaHNsA B
nabopaTtopHbIX yCrioBusix paspaboTKy MeToaa Npon3BOACTBA NIEKapCTBEHHOMO CPeacTBa;

6) 4yacTtb cuctembl GMP, KoTOpas rapaHTUpyeT, YTO MCXOOHOE Cbipbe U MaTepuarbl
He OblnNKn paspeLleHbl Ang UCNob30BaHWs, a NPOAYKUMS He Bbina paspelueHa Angd npogaxu
VNN NOCTaBKM Npexae, YeM UX Ka4eCcTBO He ObIfo NPU3HAHO YAOBNETBOPUTESbHbIM;

B) TEXHONMOMMYECKUA AOKYMEHT, pernaMeHTUpyoLWmi JenCTByoLLee CepuinHoe
NpOun3BOACTBO JIEKAPCTBEHHOIO CPELCTBA;

r) NOCTOSIHHBIN KOHTPOSb M OLEHKY BCEro Npon3BoaCcTBa.

OTBerT: TexHonorn4yecknin 4OKyMEHT, 3aBepLUaloLLni Hay4Hble UCCIeAoBaHns B

nabopaTopHbIX YCNOBUAX pa3paboTky MeToaa Npon3BOACTBA NEKAPCTBEHHOIO CPeaCTBa;

21HananTte cooTBeTCTBUE:
Banugauusa — ato

a) TexHonornyecknin QOKYMEHT, 3aBepLUAOLLMIA HAyYHble UCCNeLOBaHUs B
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nabopaTtopHbIX YCroBusix paspaboTKy MeToda Npou3BOACTBa JIeKapCTBEHHOrO CPeACcTBa;

©) uvacTtb cuctembl GMP, koTOpas rapaHTUpyeT, YTO UCXOQHOE Chipbe 1 MaTepuansl
He Oblnn paspeLleHbl Anst UCMONb30BaHNA, a NPOAYKUMS He Obina paspelueHa Ans Npoaaxm
WNN NOCTaBKM Npexae, YeM UX Ka4eCcTBO He ObINo NPU3HAHO YAOBNETBOPUTESbHbLIM;

B) TEXHOMOIMYECKMUIA OOKYMEHT, pErnaMeHTUPYIOLWNA OENCTBYIOLEE CEPUIHOE
NPOM3BOACTBO NIEKAapPCTBEHHOIO CPeACTBa;

r) MNOCTOSIHHbIA KOHTPOSb U OLIEHKY BCEro NPOU3BOACTBA.

OTBeT: MOCTOSIHHbIA KOHTPOMb U OLLEHKY BCEro Npov3BOACTBA.

22.Hangute cootBeTcTBME:
KoHTpornb kavyecTBa-aTo

a) TexHonornyeckun JOKYMEHT, 3aBepLUatoL i HayYHble UcCnefoBaHus B
nabopaTtopHbIX YCrioBusix paspaboTKky MeToda Npon3BOACTBaA NleKapCTBEHHOMO CPeacTBa;

6) yacTtb cuctembl GMP, KOTOpasa rapaHTUpyeT, YTO UCXOOHOE Cbipbe U MaTepuansl
He Obinn paspeLleHbl Anst UCMONb30BaHNA, a NPOAYKUMS He Obina paspelueHa Ans Npoaaxm
WNN NOCTaBKM Npexae, YeM UX Ka4ecTBO He Bblno NPU3HAHO YAOBNETBOPUTENbHbIM;

B) TEXHONOIMYECKNIA OOKYMEHT, PErNaMeHTUPYIOLNA OENCTBYIOLEE CEPUIHOE
NPOM3BOACTBO NIEKapCTBEHHOIO CPeACTBa;

) MOCTOSIHHbIA KOHTPOSb 1 OLIEHKY BCEro NpOn3BOACTBA.

OTBerT: yacTb cuctembl GMP, koTopasa rapaHTUpyeT, YTO UCXOL4HOE CbIpbe U

MaTepuanbl He 6binn pa3peLUeHbl ANS UCMOoNb30BaHMSA, a NPOAYKLMA He Bbina paspelueHa ans
NPOAaXM UMM NOCTaBKM NPEXae, YeM UX Ka4ecTBO He ObiNo NPM3HAHO YA0BNETBOPUTENBHbBIM;

23.Hantn cooTtBeTcTBME:
YnpaBneHne ka4eCTBOM -3TO

a) ...-4acTb ynpaBfeHns Ka4yeCTBOM, KOTopas rapaHTUpyeT, YTO NPOAYKUnA
NMOCTOSIHHO MPOWN3BOANTCS U KOHTPONMPYETCS MO cCTaHA4apTaM KadecTBa, COOTBETCTBYIOLUM €€
npegHasHa4YeHuto, a Takke B COOTBETCTBMM C TPebOBaHNSIMU PEMMCTPALMOHHOIO 4OChE,
NPOTOKOMA KINMHUYECKNX NCCcnegoBaHuin u cneumdmrkaumm Ha 3Ty NPoayKLUMIO;

0) ....-perynsipHoe npoBegeHne ob3opa KavyecTBa BCEX NPON3BEAEHHbIX
neKapCTBEHHbIX MpenapaToB, B TOM YUCIIE fIeKapCTBEHHbIX NpenapaToB, 3roTOBISIEMbIX
TOSIbKO Ha 3KCNOPT, C Lenbio NoATBEPXKAEHNA NOCTOSIHCTBA MMEKLLErocsa npoLecca,
COOTBETCTBUS AENCTBYHOLLUM cneundnKkaumnam Kak Ha UICXOAHOE Cbipbe, Tak U Ha roTOBYHO
NPOAYKUMIO, ANS BbISBNEHUS TEHOEHUUN N YCTAHOBIIEHNSA BO3MOXHOCTU YIyYLIEeHMs NpoayKumnm
N npouecca;

B) ....- BONPOCHI, KOTOPbLIE MO OTAENbHOCTU UM B LIENTOM BIUAIOT HA KAa4ecTBO
npoayKumu, npeacraBnsdeT cobor COBOKYMHOCTb OPraHU3aLMOHHbIX Mep, HanpaBlieHHbIX Ha
obecneyeHne COOTBETCTBMS KadeCTBa NEKAPCTBEHHbIX CPEACTB NX NPeaHa3HauYeHNIo;

r ...-0TOOp Npob, NpoBeAeHNE NCTNbITaHWI, MPOBEPKN HA COOTBETCTBUE
TpeboBaHMsaM cneumdukauuin, a Takke npouenypbl OpraHmsaumm, JOKYMEHTMPOBAHUS U
BblJaun paspeLLeHnst Ha BbIMycCK;

a) ...-CUCTEMaTU3NPOBAHHbLIN NPOLIECC OLIEHKN PUCKOB A8 KayecTBa
NneKapCTBEHHOIO CPeacTBa, UX KOHTPOns, nepegayn nHdopmaumm, a Takke ob3opa B
OTHOLLEHUN yKa3aHHbIX PUCKOB.

OTBerT: ....- BOMPOCHI, KOTOPbIE MO OTAESIbHOCTM UMM B LLEMOM BUSIIOT Ha
Ka4yeCcTBO NPOoAyKuMn, NpeacTaBnseT cobon COBOKYMHOCTb OpraHM3aumMoOHHbIX Mep,
HanpaBsreHHbIX Ha obecnedeHne COOTBETCTBUSA Ka4eCcTBa JIEKAPCTBEHHbIX CPEACTB UX
npeaHasHa4YeHuIo;

24.HanTtun cooTBeTCTBUE:
OpraHunsaums Npon3BoACTBA M KOHTPONS KayecTBa NEKapCTBEHHbIX CPEACTB-3TO

a) ...-4acTb ynpaBfeHnsl Ka4eCTBOM, KOTOpas rapaHTUPYeT, YTO NPOAYKLMS
NMOCTOSIHHO NPOM3BOANTCH M KOHTPONMPYETCS NO CTaHZ4apTaM KadyecTBa, COOTBETCTBYHOLLNM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMUN PErnCTpaLMOHHOro 4oChe,
NPOTOKOMAa KIMMHUYECKMX UCCnegoBaHMi U cneuyudmkaunm Ha 3Ty NpoAayKUMIO.

0) ....-perynsipHoe npoBegeHne ob3opa KavyecTsa BCEX NPON3BEOEHHbIX
nekapcTBEHHbIX NpenapaToB, B TOM YMCIe NekapCTBEHHbIX NpenapaToB, M3roTOBSEMbIX
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TONBbKO Ha 3KCMOPT, C Lenbio NOATBEPXKAEHMSA NOCTOAHCTBA MMEKLLLErocs npoLiecca,
COOTBETCTBMSA AENCTBYIOLUM CNeLMPUKALUSM Kak Ha MCXOAHOE Cbipbe, TaK U Ha rOTOBYHO
NPOAYKUMIO, ANS BbISIBNEHUSI TEHOEHUUN N YCTAHOBIIEHNSA BO3MOXHOCTU YIyYLLIEHMS NpoayKumnm
n npouecca;

B) ....- BONPOCbI, KOTOPbIE MO OTAENbHOCTM UMW B LLENOM BIUSIIOT Ha Ka4eCTBO
npoaykumm, npeactaensieT cobor COBOKYNMHOCTb OPraHM3auUMOHHbBIX Mep, HanpaBreHHbIX Ha
obecrnevyeHne COOTBETCTBUA Ka4eCTBa JIeKapCTBEHHbIX CPEACTB UX NpegHAa3HAYeHNIo;

r ...-0T6op Npob, NnpoBeaeHne NCNbITaHUA, MPOBEPKN HA COOTBETCTBUE
TpeboBaHMaAM cneumdpukauni, a Takke NpoLeaypbl OpraHn3auun, 4OKyMEHTUPOBAHNS U
Bblaun pa3peLLeHmnst Ha BbIMycCK;

a) ...-CUCTEMATN3MPOBAHHbIN NPOLLECC OLIEHKN PUCKOB OIS KayecTBa
NekapCTBEHHOrO CpeacTBa, UX KOHTPONS, nepeaayn nipopmMauum, a Takke o63opa B
OTHOLLEHUN YKa3aHHbIX PUCKOB.

OTBerT: ...-4acCTb yrnpaBneHnst Ka4eCTBOM, KOTOpas rapaHTMpPYyeT, YTO NPOAYKLUS
NMOCTOSAHHO MPOU3BOANTCS U KOHTPONMPYETCS NO CTaHA4apTaM KayecTBa, COOTBETCTBYHOLLUM €€
npegHasHa4yeHuto, a Takke B COOTBETCTBUM C TPEOOBAHMAMWN PEMMCTPALMOHHONO LOCHE,
NPOTOKOMA KIMMHUYECKMX MCCNnegoBaHui u cneundmkaunm Ha 3Ty NPOAYKLMIO.

25.Hantn cootBeTCcTBUE:
KoHTpornb kavecTBa - 370

a) ...-4acTb ynpaBfeHnss Ka4eCTBOM, KOTOpas rapaHTUpPYeT, YTO NPoaYyKUMS
MOCTOSIHHO MPOM3BOANTCH U KOHTPONMPYETCS NO CTaHA4apTaM KadyecTBa, COOTBETCTBYHOLLUNM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMM PErNCTPaLMOHHOIO Aoche,
NPOTOKOMNA KIMMHUYECKMX MCCNneaoBaHui 1 cneundmkaunm Ha aTy NPOAYKLMIO;

0) ....-perynsipHoe npoBegeHne ob63opa KavyecTsa BCEX NPON3BEOEHHbIX
NeKkapCTBEHHbIX NpenapaToB, B TOM YMCIe NeKapCTBEHHbIX NpenapaToB, M3roTOBMSEeMbIX
TONbKO Ha 3KCMOPT, C Lenblo NOATBEPXKAEHMSA NOCTOSIHCTBA MMEIOLLLErocs npolecca,
COOTBETCTBMSA OENCTBYIOLMM crieundmKaumsM Kak Ha MCXOOHOE Cbipbe, Tak U Ha roTOBYHO
NPOAYKUMIO, ANS BbISBNEHUS TEHOEHUUN N YCTAHOBIIEHNSA BO3MOXHOCTU YIyYLIEeHMs NpoayKumnm
1 npouecca;

B) ....- BOMPOChHI, KOTOPbIE N0 OTAENBHOCTU UMK B LLIENOM BIUSIIOT HA Ka4eCcTBO
NpoAyKuMK, NpeacTaBnseT cobon COBOKYMHOCTb OPraHN3aunoOHHbIX Mep, HanpaBneHHbIX Ha
obecnevyeHne COOTBETCTBUA Ka4eCTBa JIeKapCTBEHHbIX CPEACTB UX NpeaHAa3HAYEHNIO;

r ...-0TBop Npob, NpoBeaeHNe NCNbITAHWUA, MPOBEPKN HA COOTBETCTBUE
TpeboBaHMsM crneumdukaLmin, a Takke Nnpoueaypbl OpraHnsaumm, LOKYMEHTUPOBaHUSA U
Bbl4aun pa3peLLeHnst Ha BbIMycCK;

a) ...-CUCTEMATN3NPOBAHHbIN NPOLLECC OLIEHKN PUCKOB AJ11A KayecTBa
NeKapCTBEHHOIO CpeacTBa, X KOHTPONS, nepeaaym nHopmaumm, a Takke o63opa B
OTHOLLEHUN YKa3aHHbIX PUCKOB.

OtBerT: ...-0T60p NPO6, NPoBEAEHNE UCTILITAHWUI, MPOBEPKM HA COOTBETCTBUE
TpeboBaHMsM crneumdukaLmin, a Takke Nnpoueaypbl OpraHn3aumm, LOKYMEHTUPOBaHUSA 1
Bbl4aun pa3peLLeHns Ha BbIMycCK;

26.HanTtn cootBeTCcTBUE:!
O630p KayecTBa NpoayKLUn

a) ...-4aCTb ynpaBfeHnss Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NPOAYKLMS
NMOCTOSIHHO NPOM3BOANTCH U KOHTPONMPYETCS NO CTaHZ4apTaM KadyecTBa, COOTBETCTBYHOLLNM ee
npeaHasHa4yeHuto, a Takke B COOTBETCTBMM C TpebOBaHMAMM PErNCTPALMOHHOIO AoChe,
NPOTOKONA KIMMHUYECKMX UCCnegoBaHmm 1 cneundmrkaunm Ha 3Ty NPOAYKLMIO;

0) ....-perynsipHoe npoBefeHne 0630pa kayecTBa BCcex NPomn3BeeHHbIX
NeKapCTBEHHbIX NpenapaToB, B TOM YMCIe NeKapCTBEHHbIX NPenapaToB, M3roTOBSEMbIX
TONbKO Ha 3KCNOPT, C LUenblo NOATBEPXKAEHMSA NOCTOSIHCTBA MMEIOLLLErocs npolecca,
COOTBETCTBMA OENCTBYIOLWMM cneundmrKaumsamM Kak Ha UICXOOHOE Cbipbe, Tak U Ha roTOBYHO
NPOAYKUMIO, ANS BbISIBNEHUSI TEHOEHUUN N YCTAHOBEHNSA BO3MOXHOCTU YIyYLLIEHWS NPOAYKLMM
n npouecca;
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B) ....- BOMPOChI, KOTOPbIE MO OTAENbHOCTU UMW B LIENTOM BINUSIOT HA KAYECTBO
npoaykuuu, npeacTaBnsieT cobor COBOKYNHOCTb OPraHM3aLMOHHbIX Mep, HanpaBreHHbIX Ha
obecrneyeHne COOTBETCTBMS KAYECTBA NIEKAPCTBEHHbIX CPEACTB MX NpedHa3HaYeHuHo;

r) ...-0TGOp Npo6, NPOBEAEHNE UCMbITAHMI, NPOBEPKM HA COOTBETCTBME
TpeboBaHMAM cneundukaLmin, a Takke NpoLeaypbl OpraHM3aumm, AOKYMEHTUPOBAHMUS U
BblAauM pa3peLleHnst Ha BbIMyCK;

a) ...-CUCTEMAaTMU3NPOBAaHHbIV NPOLIECC OLIEHKM PUCKOB Arsi KayecTsa
neKkapcTBEHHOro CPeACTBa, UX KOHTPONS, nepeaaym nHdopmaumm, a Takke ob3opa B
OTHOLLEHMWN YKa3aHHbIX PUCKOB.

OTBeT: ....-perynsipHoe npoeegeHne o063opa kayecTsa BCeX NPON3BELAEHHbIX
neKkapCcTBEHHbIX NpenapaToB, B TOM Y/Ce NEeKapCTBEHHbIX NpenapaToB, U3roTOBMNSEMbIX
TOJbKO Ha 3KCMOPT, C Lienbto NOATBEPXKAEHNSI MOCTOSAHCTBA MMEOLLLErocsi npoLiecca,
COOTBETCTBMS AENCTBYIOLNM creumduKkaLmsiM Kak Ha UCXO4HOE Cbipbe, Tak U Ha rOTOBYHO
NPOAYKUMIO, ANS BbISIBNEHUS TEHAEHLUN U YCTAHOBIEHMSI BO3MOXHOCTU YIydLLEHUS NPOoaYKLMK
M npouecca;

27.HanTtun cooteeTCcTBUE:!
YnpaBneHue puckamu ans kadecrtea

a) ...-4acTb ynpaBfeHns Ka4eCTBOM, KOTOpas rapaHTUpyeT, YTO NpoayKuMs
MOCTOSIHHO NPOM3BOANUTCH U KOHTPONMPYETCS NO CTaHA4apTaM KavyecTBa, COOTBETCTBYHOLLUM ee
npeaHasHavyeHuio, a Takke B COOTBETCTBMM C TpeboBaHMAMM PErNCTPaLMOHHOIO Aoche,
NPOTOKOMAa KIMMHUYECKMX MCCnegoBaHMm 1 cneundukaunum Ha 3Ty NPpOAYKLMIO;

0) ....-perynsipHoe npoBeaeHne 063opa kadecTBa BCEX NPOM3BEOEHHbIX
NeKapCTBEHHbIX NpPenapaToB, B TOM YMCIe NeKapCTBEHHbLIX NpenapaToB, M3roTOBMSEMbIX
TONbKO Ha 3KCMOPT, C LUenblo NOATBEPXKAEHMSA NOCTOSHCTBA MMEIOLLEerocs npouecca,
COOTBETCTBMSA OENCTBYIOLWMM crieundmKaumnsamM Kak Ha MCXOAHOE Cbipbe, Tak U Ha roTOBYHO
NPOAYKUMIO, ANS BbISIBNEHUSI TEHOEHUUN N YCTAHOBIIEHNSA BO3MOXHOCTU YIyYLIEHWS NPOAYKLUn
n npouecca;

B) ....- BOMPOChbI, KOTOPbIE MO OTAENBHOCTU UMK B LIENIOM BAUSIKOT HA Ka4eCTBO
NPOAYyKUMK, NpeacTaBnsieT cobor COBOKYMHOCTb OPraHN3aunMoHHbIX Mep, HanpaBneHHbIX Ha
obecrneyeHne COOTBETCTBUSA Ka4eCTBa JIeKapCTBEHHbIX CPEACTB UX NpegHa3HAYEHNIO;

r) ...-0T6op Npob, NnpoBeaeHNe NCTbITAHUA, MPOBEPKN HA COOTBETCTBUE
TpeboBaHMaM crneumdukaLmin, a Takke npoueaypbl OpraHn3aumm, LOKYMEHTUPOBaHUSA U
Bblaun paspeLLeHmnst Ha BbIMycCK;

a) ...-CUCTEMATU3MPOBAHHbIN NPOLLECC OLIEHKN PUCKOB A118 KayecTBa
NeKkapCcTBEHHOro CpeacTBa, X KOHTPONS, nepegaydv nHgopmauum, a Takke ob3opa B
OTHOLLEHUWN YKa3aHHbIX PUCKOB.

OTBeT: ...-CUCTEMATN3MPOBAHHbIN MPOLECC OLIEHKM PUCKOB AN1S KayecTBa
NeKkapCcTBEHHOro CpeacTBa, X KOHTPON4, nepegaym nHgopmauum, a Takke ob3opa B
OTHOLLEHUN yKa3aHHbIX PUCKOB.

28.Hantun cooTBeTCcTBUE:
OtyeThbl - 370

a) [OoKyMeHTbI, hUKCUpYyoLLME BbINOSIHEHNE Pa3fnNYHbIX JENCTBMIA ANd
AoKasaTenbCTBa COOTBETCTBUS MHCTPYKUUAM, HAanpumep, MeponpuUsTUin, NpOMCLLECTBUN,
paccrnenoBaHum;

0) AOKYMEHTbI, COMPOBOXAAOLLME BbINOSTHEHME KOHKPETHLIX 3a4aHunin, NMPOEKTOB
UM paccrnegoBaHni 1 OTpaxarowwme pesynbTaTthl, BbIBOAbI M pEKOMEHOaUmnY;

B) OOKYMEHTbI, coepXallune ykasaHnda no npoBefeHuIo U perncTpauumn otaenbHbIX
onepauui;

r AOKYMEHTbI, COAepXallne pestome pesynbTaTtoB UchbiTaHnin ob6pasuoB

NpOaYKLUMU UMM NCXOOHOIO ChIPbs U YNaKOBOYHbIX MaTepuaroB BMECTE C OLEHKON
COOTBETCTBUSA YCTAaHOBNEHHON cneLumdukauuu.

OTBerT: OOKYMEHTbI, COMPOBOXAatoLLNE BbINOSTHEHME KOHKPETHbIX 3aaHnii,
NMPOEKTOB MM paccregoBaHnii N oTpaxaroLme pesynbTaTthl, BbIBOObI U PEKOMEHOALMNN;

29.Hantn cooTBeTcTBUE:
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3anvcu - ato

a) [oKyMeHTbl, UKCUpyoLmne BbiNOSHEHNE PasnUYHbIX AeNCTBUN NS
AokasaTenbCTBa COOTBETCTBUS MHCTPYKLUUAM, HAanpumep, MeponpuaTuii, NpoucLLIeCTBUN,
paccnenoBaHum;

0) AOKYMEHTbI, COMPOBOXAAOLLME BbINOSIHEHNE KOHKPETHbIX 3a4aHnii, MPOEKTOB
U1 paccrnegoBaHui U OTpaxatowme pesynbTaTthl, BbIBOAbI M pEKOMEHOaLUN;

B) OOKYMEHTbI, cogepallne ykasaHnda no npoBefeHuIo U perncTpauumn otTaenbHbIX
onepauuu;

r AOKYMEHTbI, CoaepXXallne pestomMme pe3ynbTaToB UcnbiTaHnin o6pasuos

NPOaYKLUMU UM NCXOAHOIO ChIPbs U YNAKOBOYHbIX MaTepuanoB BMECTE C OLEeHKOW
COOTBETCTBUS YCTAaHOBNEHHON cneLumdurkaumu.

OTBerT: [oKkyMeHTbI, UKCUMPYIOLLINE BbINOSTHEHME Pa3fUYHbIX 4EeNCTBUN OIS
AokasaTenbCTBa COOTBETCTBUS MHCTPYKLUUAM, Hanpumep, MeponpuaTuii, NpoucLLIeCTBUN,
paccrnenoBaHum;

30.HanTun cooTBeTCTBME:
[oKyMeHTbI, noAgTBep)KaatoLLmMe KayecTBo - 3T0

a) [oKyMeHThbI, UKCUPYIOLNE BbINOSTHEHNE PasfnUYHbIX AENCTBUN NS
AoKasaTenbCTBa COOTBETCTBUS MHCTPYKUUAM, HAanpumep, MeponpusTUin, NponCLLECTBUN,
paccrnenoBaHum;

0) AOKYMEHTbI, COMPOBOXAAOLLME BbINOSIHEHNE KOHKPETHBIX 3a4aHnin, MPOEKTOB
UI paccriegoBaHui U OTpaxarowme pesynbTaTthl, BbIBOAbI M pEKOMEHOaUUu;

B) OOKYMEHTbI, coaepXallne ykasaHnsa no NpoBeaeHUIO U perncTpauumn otTaenbHbIX
onepauui;

r) AOKYMEHTbLI, CoAepXallne pestoMe pe3ynbTaToB UCMbITaHU 00pasLoB

NPOAYKLMM NI UCXOOHOTO ChIPbsi U YNAKOBOYHbIX MaTeEpPUanoB BMECTE C OLEHKOM
COOTBETCTBMS YCTAHOBMNEHHON crieundukaumm.

OTBeT: AOKYMEHTbI, cofepallme pestoMe pe3ynbTaToB UCMbITaHWii 06pasLoB
NPOAYKLUMM NI UCXOOHOTO ChIPbsi U YNAKOBOYHbIX MaTEPUanoB BMECTE C OLEHKOM
COOTBETCTBMSA YCTAHOBMEHHON crieumndukaumm.

31. Hantu cootBeTCcTBUE:
MpoTokonbl (NNaHbl) - aTO

a) [OKyMeHTbI, hUKCHpYyoLLME BbINOSIHEHWE Pa3fiMYHbIX 4ENCTBMIA ANd
AoKasaTenbCTBa COOTBETCTBUS MHCTPYKUUAM, HAanpumep, MeponpusTUin, NponCLLECTBUN,
paccrnenoBaHum;

0) AOKYMEHTbI, COMPOBOXAAOLLME BbINOSIHEHNE KOHKPETHbIX 3a4aHnii, MPOEKTOB
UM paccrnegoBaHui U OTpaxatrowwme pesynbTaTthl, BbIBOAbI M peKOMeHaauuu;

B) AOKYMEHTbI, coaepallme ykasaHusi No NpOBEAEHUIO U perncTpauum oTaenbHbIX
onepauui;

r AOKYMEHTbI, COAepXallne pestome pesynbTaTtoB UChbiTaHnn obpasLoB

NpOaYKLUMU UM NCXOOHOIO ChIPbs U YNaKOBOYHbIX MaTepuarnoB BMECTE C OLEeHKOW
COOTBETCTBUSA YCTAaHOBNEHHON cneLmdukauuu.

OTBeT: OOKYMEHTbI, coepXaliue yKkasaHua no npoBefeHuto U pernctpauum
OTAENbHLIX onepauun;

32.ConoctaBbTe BMA Hagnexaulen NnpakTuku 1 €€ OCHOBHOMW NMPUHLMI:
GCP

a) OnctpmbbroTopbl JOMKHBI CO34aBaTh M NOAAEPXKNBATE CUCTEMY Ka4ecTBa,
yCTaHaBNMBaLLyo 06493aHHOCTH, NPOLLECCHI Y MPUHLUMBI YIPaBEHNUS PUCKaMMN B OTHOLLEHUN
OCYLLEeCTBIISEMON MU OEATENbHOCTMY;

0) peknamMmaumm Ha KayecTBO NPOayKLMK cnegyeT TwaTternbHO paccMaTpmBaTh, a
NPUYMHBI YXyOLEeHUs Ka4eCcTBa paccrneaoBath C NPUHATUEM COOTBETCTBYIOLLMX MEp MO UX
npeaoTBpaLLEHUIO;
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B) cuctema obecneyveHnst KayecTBa, MMeLLLLAs OTHOLLEHWS K NpoLieccam
opraHu3auumm, NNaHNpoBaHUIO, MOPSAKY NPOBEAEHUS U KOHTPOMNSA UccnegoBaHns B obnacTtu
oXpaHbl 340POBbA YeroBeka 1 6e30nacHOCTI OKpYXatoLLen cpeabl;

r) npaBa, 6e3onacHocTb 1 6narononyyne cyGbLEKTOB UCCNEeAOBaHNS UMELOT
NepBOCTENEHHOE 3HAYEHME N AOMKHbI NPEBANNPOBATL HaZ MHTEPECaMKN HayKkn 1 obLLecTBa.

OtBerT: npaea, 6e3onacHocTb K Grarononyyme cyobekToB UCCe0oBaAHNSA NMEIOT
NepBOCTENEHHOE 3HAYEHME N AOMKHbI NPEBANNPOBATL HaZ MHTEPECaMMN HayKkn 1 obLLecTBa.

33.ConocTtaBbTe BMA Hagnexauien NpakTnkm n eé OCHOBHOW MPUHLMI:
GMP

a) [MCcTprObLIOTOPLI AOMKHBI CO34aBaTh M NOAAEPKUBATL CUCTEMY KAYecTBa,
yCTaHaBnMBatLLyto 0653aHHOCTU, NPOLIECCHI U MPUHLMMbI YNPaBNEHUSI PUCKaMU B OTHOLLEHWM
OCYLLIECTBMAEMON UMUK OEATENBHOCTY;

0) peknamMaumm Ha Ka4ecTBO NpPoayKUUM crieayeT TwaTenbHO paccmaTpueaTh, a
MPUYMHBI YXYALIEHMS! Ka4ecTBa paccrnenoBaTb C NPUHATUEM COOTBETCTBYHOLLMX Mep Mo UX
NpPeaoTBpaLLEHMIO;

B) cucTeMa obecneyeHusi KayecTsa, MMeloLLasi OTHOLLEHUS K NpoLeccam
opraHusauuu, NnaHMpPoBaHMIo, NOPSAKY NPOBEAEHMS U KOHTPOIS UCCreoBaHus B 06nacTtu
OXpaHbl 300pOBbs YernoBeka 1 6e30MacHOCTM OKpyKatoLLe cpeapl;

r) npasa, 6e3onacHoCTb 1 Gnaronony4yve cyobeKkToB NCCreaoBaHNs UMErT

nepBocTeneHHoe 3Ha4yeHne N OOoJKHbI npeBannpoBaTb HaQ MHTEPEeCaMn Haykn 1 obuwecTBa.

OTBeT: peknaMaunm Ha Ka4ecTBo NpoayKuun creayeT TwaTenbHO
paccMmaTpuBaTh, @ NPUYMHBI YXyALEHWS Ka4yecTBa paccnefoBaTh C NPUHATUEM
COOTBETCTBYHIOLLMX MEP MO UX NPeaoTBPALLEHMIO;

34. ConocTtaBbTe BMA Hagnexawen npakTukm u €€ OCHOBHOW MPUHLUNIM:
GDP

a) AncTpubboTOPbI AOMKHBI CO34aBaTh M NOAAEPKUBATL CUCTEMY KayecTBa,
yCTaHaBIMBAKLLYI0 0653aHHOCTW, NPOLECCHI M NPUHLMIbBI YNPABEHUS pUCKaMW B OTHOLLEHWUN
OCYLLECTBAEMON UMWN OEATENBHOCTY;

6) Peknamaunm Ha ka4eCcTBO NPOAYKLMK credyeT TwaTenbHO paccmaTpuBaTh, a
NPUYMHBI YXyOLWEHNS KadecTBa paccrnefoBatb C MPUHSATUEM COOTBETCTBYOLLMX MEP MO UX
NpeaoTBpaLLEHNIO;

B) Cuctema obecneveHns ka4yecTea, MMeroLLast OTHOLLIEHUS K NpoLeccam
opraHu3aumm, NNaHNpoBaHUIO, MOPSAKY NPOBEAEHUS U KOHTPONSA UcCcrnegoBaHnsi B obractu
OXpaHbl 300POBbA YerioBeka 1 6e30MacHOCTU OKpYXKatoLEen cpeapbl;

r MpaBa, 6e3onacHoCcTb 1 Bnarononyyme cybbLEKTOB UCCreAoBaHUS UMET

nepBoCTeneHHOEe 3Ha4YyeHne 1 OOIKHbl npeBannpoBaTb Ha4 MHTepeCcaMn Haykm n obuiecTBa.

OTBeT: [VcTprbbLIOTOPLI AOMKHBI CO34aBaTh M NoAAEPKNBATL CUCTEMY
KayecTBa, yCTaHaBMNMBaloLLyt 0653aHHOCTU, NPOLECChl U MPUHLMMBI YNPaBleHUst puckamu B
OTHOLLEHMWN OCYLLECTBMSIEMON UMW OESTENBHOCTY;

35.ConocTtaBbTe BMA Hagnexalen npakTuki 1 €€ OCHOBHOM MPUHLMI:
GDP

a) AncTpmnbbioTopbl A4OMKHBLI CO34aBaTh M NOAAEPKMBATL CUCTEMY Ka4YeCcTBa,
yCTaHaBNMBatoLLyo 06513aHHOCTH, MPOLIECCHI U NPUHLMMNbI yNPaBNeHUA pUckamm B OTHOLLEHUN
OCYLLECTBIISEMON MU LEATENBHOCTMU;

0) peknaMaumm Ha Ka4yecTBO NpoayKuun crnegyeT TwaTtenbHO paccMaTpuBaTthb, a
NPUYMHBI YXyOLEeHUs KayecTBa paccrefoBaTth C NPUHATUEM COOTBETCTBYIOLNX Mep MO UX
npenoTBpaLLEHNIO;
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B) cuctema obecrieyeHust kayecTsa, MMetoLLasi OTHOLLEHUS K MpoLieccam
opraHu3aummn, NNaHNpPoBaHUIO, MOPSAKY NPOBEAEHUS U KOHTPOMSA UccnenoBaHnst B obnacTtu
OXpaHbl 3[0pOBbS YerioBeka 1 6e30MacHOCTU OKpYXKatoLEeN Cpeabl;

r) npasa, 6e3onacHOCTb 1 Gnaronony4yve cyobeKkToB NCCIea0oBaHNS UMEHT

NepBOCTENeHHOE 3HAaYeHMe 1 AOMKHbI NPEBanNMpoBaTh Hag UHTEpecammn Hayku 1 obLiecTtsa.

OTBerT: cucTema obecnevyeHns KayecTBa, MMeHoLLIas OTHOLLEHUS K npoLieccam
opraHu3aumm, NNaHNpPoBaHUIO, MOPSAKY NPOBEAEHUS U KOHTPOMSA UccnenoBaHnst B obnacTtu
OXpaHbl 3[0POBbS YeroBeka 1 6e30MacHOCTU OKpYXKatoLwe cpeabl;

36.AHann3 kayecTBa NPOAYKLMM 1 aHanmn3 puckoB BKITOYAKOT B cebsi:

a) OueHKy pucka ansi ka4ecTBa, OCHOBbIBAsiCb HA Hay4YHOM MOAX0AE, OnbiTe
paboTbl U, B KOHEYHOM CYETE, UCXOAs U3 3aLUUTLI NOTPebuTens;
0) aHanu3 BCex CyLLECTBEHHbIX OTKIIOHEHMWI UMM HECOOTBETCTBUM, Pe3yNbTaToB UX

paccrnenoBaHusi U oLeHka 3pheKTMBHOCTM NpeanpUHUMaeMblX KOPPEKTUPYIOLLUX UK
npeaynpexaatLwmx Mep;

B) aHanu3 Bcex cepui, Anst KOTOPbIX OTMEYEHbI OTKIIOHEHUS OT cneundukaumin, u
pe3ynbTaToB paccrefoBaHMs 3TUX OTKIIOHEHWN;

r) COOTBETCTBME NPUHUMAEMbIX MEP U CTEMNEHb AOKYMEHTaNbHOro ohopMIeHUs
npouecca aHanvaa xapakrepa pucka.

OTBeT: aHanu3 BCeX CYLLECTBEHHbIX OTKITOHEHMIN U HECOOTBETCTBUIA,
pe3ynbTaToB UX paccrefoBaHUs U oLeHka 3heKTUBHOCTM NpeanpuHuMaeMblx
KOPPEKTUPYIOLLIMX UMK NpeaynpexaatoLmx Mep;

37.Hangute cooTBETCTBUE:
OueHKa cooTBEeTCTBUS - 3TO

a) [OKyMEHT, yaOCTOBEPSIOLLNIA, YTO cepTUmLnpoBaHHbIie NPOAYKLNA (Npouecc)
COOTBETCTBYET YCTAHOBIIEHHBIM TPEOOBAHMAM TEXHUYECKMX PErNIaMEHTOB, MOSTOKEHNAM
CTaHOapToB UK YCNOBUSIM JOroBOpa;

0) COBOKYMHOCTb NPaBwu BbINOMHEHNSI paGoT No cepTUdMKauum, ee y4acTHUKOB U
npaBun yHKLMOHNMPOBaAHNS CUCTEMbI B LIESIOM;

B) OeATeNbHOCTb, CBA3aHHAA C NpAMbIM UM KOCBEHHbIM onpeagereHnem 1oro, 4to
cooTBeTCTBYIOLLNE Tpe6OBaHVIFI K 06'beKTy BbINOJTHAKOTCA;

r) npoueaypa, pesynbTaToM KOTOPOWi ABMSETCA A0KYMEeHTanbHoe YA0CTOBEPEHME
TOro, YTO NPOAYKLMS, NPOLECChbl COOTBETCTBYIOT TpeboBaHNAM

D,) TEXHUNYECKUX pernameHToB Ui ctaHgapToB, yCrioB1UAM OOroBOpPOB.

OTBeT: npoueaypa, pe3ynbTaToM KOTOPOW ABMSIETCA AOKYMeHTarnbHoe
YOOCTOBEpPEHME TOrO, YTO NPOAYKLMS, NPOLECChl COOTBETCTBYIOT TpeboBaHMAM

38.Hangurte cooTBeTCcTBUE:
CepTudpmkat cooTBETCTBUS - 3TO

a) [loKyMeHT, yAOCTOBEPSAOLNIA, YTO CepTUMDULMPOBaHHbIE NPOAYKLUMS (NpoLiecc)
COOTBETCTBYET YCTAHOBMNEHHbLIM TPeHOBaHNAM TEXHUYECKUX PErfaMeHTOB, NONOXEHUAM
CTaHAapTOB UNN YCNOBMAM A0OroBoOpa;

6) COBOKYMHOCTb MpaBuI BbINOMHEHNsI paboT No cepTuduKkauum, ee y4acTHUKOB U
npaBun YHKLNOHNUPOBAHNS CUCTEMbI B LIETNIOM;

B) AeATENbHOCTb, CBSA3aHHAsA C NPSIMbIM UNN KOCBEHHbLIM ONpeaeneHmnem Toro, 4to
COOTBETCTBYIOLNE TpeboBaHNS K 0OBLEKTY BbIMNOMHAOTCS;

F) npoueaypa, pe3ynbtatomMm KOTOpOI7I ABNAEeTCA OOKYMEeHTalrlbHOe yaoCToBepeHune
TOro, 4TO NPoAyKUuA, npouecCbl COOTBETCTBYHOT Tpe6OBaHVIFIM;

a) TEXHWUYECKMX PErNTAaMEHTOB UMW CTaHOAPTOB, YCIIOBUSM JOrOBOPOB.
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OTBeT: [lOKyMEHT, y4OCTOBEPSIOLLNIA, YTO CepTUdMUMPOBaHHbIE NPOAYKLMUS
(npouecc) cooTBETCTBYET YCTAHOBMEHHBIM TPEOOBaHUSIM TEXHUYECKMX PETNTaMEHTOB,
NONOXEHNAM CTaHOapTOB UMK YCIOBUSIM JOrOBOpPA;

39.Hangute cooTBETCTBUE:
Cuctema ceptudmkauumn - ato

a) [OKyMEHT, yOOCTOBEPSIIOLNIA, YTO cepTUMLMpoBaHHbIE NPOAYKLUMS (Npouecc)
COOTBETCTBYET YCTAHOBIIEHHBIM TPEOOBAHMAM TEXHUYECKMX PErNTAMEHTOB, MOSTOXKEHNSAM
CTaHOapTOB MIN YCIOBKSIM JOrOBOP3;

0) COBOKYMHOCTb NpaBuI BbINOMNIHEHNA paboT no cepTudmkaumm, ee y4acTHUKOB 1
npaBun PyHKLUMOHMPOBAHUSA CUCTEMbI B LIENOM;

B) [AesiTeNbHOCTb, CBSA3aHHAs C NPSIMbIM UM KOCBEHHbLIM OnpeaeneHnemM Toro, YTo
COOTBETCTBYIOLWME TpebOBaHNS K 06 LEKTY BbINOMHAOTCS;

F) npoueaypa, pe3ynbtatomMm KOTOpOIZ ABNAeTCA JOKYyMeHTallbHOEe yaOoCTOBEepEeHue
TOro, 4TO NpoAykKuud, npoueccCbl COOTBETCTBYIHOT TpeGOBaHI/IFIM;

a) TEXHWUYECKMX PErfaMeHTOB UM CTaHOAPTOB, YCIIOBUSIM JOrOBOPOB.

OTBer: COBOKYMHOCTb npaBui BbINONTHEHUA pa60T no CepTVICbI/IKaLI,I/IVI, ee
y4aCTHMUKOB U npaBus beHKLl,I/IOHVIpOBaHVIFI CUCTEMbI B LIeNnom,

40.YKaxute cooTBeTCcTBME
XapaKTepucTuka rotToBoro npogykra — a7o:

a) NocnegoBaTenbHOCTb CTaAUN U onepauuin TEXHONOrMYEeCKOro NpoLecca;

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

B) YepTeX NPOM3BOACTBEHHOIO NOTOKA;

r) onncaHmne cnocoboB 1 ycrnosuin paboTbl N0 CTaaMsaM U onepaumsam;

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

OTBeT: cocTaB, onucaHue, opma Bbinycka, NPUMEHEHNE N YCIOBUSA XpaHEHUS
neKkapCTBEHHOro npenaparTa;

41.YKaxuTte COOTBETCTBUE

AnnapaTtypHas cxema Nnpou3BOACTBa — 3TO

a) nocnenoBaTenbHOCTbL CTaguM 1 onepauuin TEXHOMOrMYeCcKoro npowecca

6) cocTaB, onncaHune, dopma Bbinycka, NPUMEHEHNE N YCIOBUSA XPaHEHMS NEKapCTBEHHOIO
npenapara

B) YepTeX NpoM3BOACTBEHHOIO NOTOKA

r) onncaHne cnocoboB 1 ycrnosun paboTbl MO CTaamsM 1 onepaumsm

[) NnepeyeHb NeKkapCTBEHHbIX 1 BCMOMOraTeNbHbIX BELLECTB C pernaMmeHTaumen napameTpoB
KauyecTBa

OTBeT: 4yepTex NPON3BOLACTBEHHOrO NOTOKA

42.YKaxuTte COOTBETCTBUE

AnnapaTtypHas cxema Nnpou3BOACTBa — 3TO

a) nocrnegoBaTenbHOCTb CTaAuM U onepauuin TEXHONOrMYEeCKOro NpoLecca;

6) cocTaB, onncaHune, oopma Bbinycka, NPUMEHEHNE N YCNOBUSA XPaHEHWS NEKapCTBEHHOIO
npenapara;

B) YepTEeX NPOM3BOACTBEHHOIO NOTOKA;

r) onucaHune cnoco6boB 1 ycnosun paboTbl NO CTagusaM U onepauunsim;

[) NnepeyeHb NeKkapCTBEHHbIX M BCMIOMOraTeNbHbIX BELLLECTB C pernamMmeHTaumen napameTpos
KayecTBa.

OT1BeT: YepTex NPON3BOACTBEHHOIO MOTOKA;

43.YKaxute cooTBeTCTBME
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M3noxeHne TeXHOMNorm4yeckoro npouecca — aTo:

a) MNocnegoBaTenbHOCTb CTaAUIM U onepaunin TEXHONOrMYECKoro npoLecca;

6) cocTaB, onncaHune, doopma Bbinycka, NPUMEHEHNE N YCIOBUSA XPaHEHMWS NNEKapCTBEHHOIO
npenapara;

B) YepTeXX NPOU3BOACTBEHHOMO NOTOKA;

r) onncaHne cnocoboB 1 ycrnosun paboTbl MO CTaansM 1 onepauusim;

A) NepeyeHb NekapCTBEHHbIX N BCMIOMOraTeNbHbIX BELLECTB C perfiameHTaumnen napameTpos
KayecTBa.

OTBeT: onucaHue cnocoboB 1 ycnosui paboTbl NO CTagMaAM U onepaumam;

44.YcTaHOBUTE COOTBETCTBME TEPMUHA U Er0 COAEPKaHUSA:

WcnbiTaHne — aTo

a) NMpouecc onpegeneHnss COOTBETCTBUSA 3HAYEHU NapameTpa NpoAyKTa yCTaHOBMNEHHbIM
TpeboBaHMAM UM HOPMaM.

0) COBOKYNHOCTb OENCTBUIN AN ONpeaenieHnst OTHOLLEHMWST OAHOM (M3MEPSIEMOWN) BESNTUUUHBI K
APpYrov OAHOPOLHON BEMWYMNHE, NPUHSATON BCEMM YHaCTHUKaMM 3a eQUHNLLY, XPaHSLLYOCS B
TEXHMYECKOM CpeacTBe.

B) 9KCNepuMeHTanbHoe onpeaeneHne KoMYeCTBEHHbIX U (M) Ka4eCTBEHHbIX XapaKTepPUCTUK
CBONCTB 06beKkTa UCMbITaHWN.

OTBeT: 3KCnepuMeHTanbHoe onpeaeneHne KONMYEeCTBEHHbIX U (MNKN) Ka4eCTBEHHbIX
XapakTepUCTUK CBOMCTB 0ObEKTa UCMbITaHWMNA.

45.YCcTaHoBUTE COOTBETCTBUE THMA aHANUTUYECKON METOLAUKU N ero XapaKTepUCTUKKn:
McnbiTaHna no nokasaTento kadecTsa «VI,EI,eHTVI(*)I/IKaLI,VIFI» - 3TO

a) npegHa3Ha4veHbl Ana nsMmepeHuna cogepxXaHna aHannmta B npo6e;

6) MOXeT NpoBOANTLCA KaK B BMAe KOJIN4eCTBEHHOIo namepeHund, Tak U B Buae UCNbiTaHNA Ha
npeaenbl cogepxXaHna,

B) npeagHasHa4veHbl Anda nogreepxXgeHna noaiMHHOCTUN aHannTa B o6pasu,e.

OtBer: npeagHasHaveHbl AnAa nogreepxXgeHna noariMHHOCTKN aHanmTa B 06pa3u,e.

46.K oba3aHHOCTSIM pyKOBOACTBA UCNbITaTeNbHOM NlabopaTopmmn He OTHOCUTCS:

a) Paspa6otka COIl1 n nx BHegpeHue B UCnbiTaTenbHOM nabopartopuu,
cucTemMaTMyeckas NpoBepka ux cobnioaeHus;

0) obecneyeHne BegeHMs yyeTa 3anucen o ksanudukauumn, oby4yeHumm, onbite n
KOMMNEeTEHUUN CneunanmcToB U TEXHUYECKOro NepcoHana ncnbitTatensHon naboparopuu;

B) obecnevyeHne YeTKoro NoHNMaHnss 06s3aHHOCTEN BCEMU COTPYAHMKaAMM
ncnblTaTensHon naboparopun 1, NpyM HeO6xoAMMOCTH, 0GecneunBaeT X COOTBETCTBYOLLNE
oby4eHune 1 NoaroToBKy;

r obecneyeHne HanM4mMa cuctembl obecneyeHns KayecTsa 1 HasHadYeHue nu,
OTBETCTBEHHbIX 3a cucTeMy obecnevyeHuss kadecTaa.
OTBeT: Paspabotka COIl n ux BHeapeHue B ncnbiTatensHon naboparopun,

cucTeMaTtmyeckasl NPoBepKa Mx cobnogeHuns;
47 .YKaxute cooTBeTcTBme

XapakTepucTmka roToBoro npogykra — a7o:

a) MNMocnepoBaTeNbHOCTL CTaAUM 1 onepaunin TEXHONOMMYECKOro NpoLecca;

6) cocTas, onncaHune, doopma Bbinycka, NPUMEHEHUE N YCITOBUSA XPaHEHUS NEKapCTBEHHOIO
npenapara;

B) YepTeX NpOM3BOACTBEHHOIO NOTOKA;

r) onvMcaHne cnocoboB 1 yCnoBuin paboTbl MO CTagusaM 1 onepaumsm;

[) nepeyeHb NeKkapCTBEHHbIX 1 BCMOMOraTeNbHbIX BELLIECTB C pernaMmeHTaumen napameTpos
KayecTBa.

OTBeT: cocTaB, onncaHune, opma Bblnycka, NPUMMEHEHNE N YCIOBUSA XpaHEHUS
nekapcTBEHHOro npenapara;

19.3.4.2 NMpumMepbl TECTOBbLIX 3aAaHUNA NOBbLILWEHHOrO YPOBHSA CIOXHOCTHU:
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1.YKaxnte NULLHIOK CTagmio B TEXHOSIOMMYECKOM Mnpouecce nonyveHns Tabnetok ypauunmHa
METOAOM NPAMOro NPeccoBaHms:

BP-1. CaHuTtapHas noarotToBka NpovM3BOACTBa

BP-1.1. CanntapHas o6paboTka Npon3BOACTBEHHbLIX NOMELLEHWI
BP-1.2. CanntapHast obpaboTtka o6opygoBaHus

BP-1.3. lNogrotoBka TEXHOMOIMMYECKOro Bo3ayxa

BP-1.4. CaHnTapHasi noArotoBka TEXHOMOrM4eCcKomn oaexabl
BP-1.5. CaHntapHasi nogrotoBka nepcoHana

BP-2. NogroToBka cybGcTaHUmm 1 BCromoraTerbHbIX BELLECTB
BP-2.1. amenbyeHne cybcTaHumm n BCnoMoraTesnbHbIX BELLECTB
BP-2.2. MNMpocenBaHne cyGcTaHumm n BCnoMoraTenbHbIX BELLECTB
BP-2.3. OTBewnBaHme cybCcTaHLUM U BCMOMOraTeNbHbIX BELLLECTB
TrM-3. TabneTtupoBaHue.

TM-3.1. CmelumBaHne NopoLLKOB

TI-3.2. BnaxxHoe rpaHynMpoBaHme

Tr-3.3. lNpeccoBaHne

Tr-4. OueHka kayecTBa 1 bpakepax.

YMO-5. dacoeka, ynakoBka U MapkupoBKa.

OTtBeT: BnaxHoe rpaHynupoBaHue

2. Hangute owwnbky B TexHomnorundeckoM npouecce: «[pyn nonydeHun Tabnetok MeToaom
NPAMOro NpeccoBaHns OENCTBYIOLLIEE N BCNOMOraTenbHbIE BELECTBA U3MENbYNNK, NPOCENATN,
3arpy3unun B cmecutenb. MonyyeHHyto TabneToyHyto Maccy nogBepriv nNpeccoBaHMto, OAHAKo
nosfyvyeHHble TabneTkn npununanyM K Npecc-UHCTPYMEHTy. B 4em cocTouT TexHonornveckas
oLnbKa»:

OTBeT: HeAOCTAaTOYHOE KOJNIMYECTBO CKOJb3SALLUX BeLlecTB

3.Jlto6on maTepwman, B3ATbIN U3 TECT-CUCTEMbI A5 U3YYEHUS, aHann3a unm XpaHeHust — aTo:
OtBeT: OGpaseun

4.MeToabl U BUAbl OEATENBbHOCTU ONEpPaTUBHOIO Xapakrtepa, UCrosib3yemble AN BbiNONIHEHWS
TpeboBaHMin MO KaA4yeCTBY M HanpaBfiEHHblE Ha YynpaBreHne MpoLEeCcCoM, YCTPaHeHUe MNpUYmH
Heya4OoBMNEeTBOPUTENBHOMO OYHKLMOHMPOBAHUSA Ha BCEX 3Tanax XM3HEHHOro uukna npoaykumm —
aTO:

OTtBeT: YnpaBneHme Ka4eCTBOM

5.MNepenag naBneHns mexay NoOMeLLEHUsIMU Pa3HOro Krnacca YMCTOThbl co3daeTcsa ans:

OTBeT: CHUXXEeHUS1 pUMCKa KOHTaMUHaLUM NPOU3BOANUMOro nNpoayKra

6.0ueHKa 1 OOKYMEHTUPOBAHNE MOATBEPXKOEHUS COOTBETCTBUSA MPOM3BOLACTBEHHOIO npouecca
" KayecTBa NpOAyKTa, yCcTaHoBNEHHbIM TpebosaHuam GMP, aTo:

OTBeT: Banupgauuda

7.[JoKyMeHTanbHO O(OpMIIEHHOE oOnNucaHMe onepauun, noanexawmx BbINOSIHEHNIO, Mep
NpegoCTOPOXHOCTU U MEPONPUATUR, MPAMO WUIIM KOCBEHHO OTHOCALUMXCS K NPOU3BOACTBY
NPOMEXYTOYHOM NpoAayKuuK, bapmaueBTU4eCKon cybCcTaHLmMM Nnn nekapcTBEHHOro cpeacTea -
3TO:

OtBerT: lNpoueaypa

8.[1JOKyMeHT, KOTOpbIA ONUCbIBaAET LEenu, AnsanH, METOAONOrNI0, CTaTUCTUYECKME achneKkTbl U
OpraH1M3aumio nccriegoBaHuns - 3T0:

OtBerT: NpoTokon

9.JlokymeHTbI, cogepxawme nogpobHyto UHgopmaumio 060 BCEM UCMONb3YEMOM MCXOO4HOM
cbipbe, 000pya0OBaHNN 1N KOMMBIOTEPU3MPOBAHHbBIX CUCTEMAX (MPU UX HAaNn4mMm) — 3T0:

OTBeT: NPON3BOACTBEHHbIE peLenTypbl, TEXHONOrMYeCKue MHCTPYKLUN, MHCTPYKLMU NO
ynakoBKe, MEeTOAUKU UCNbITaHUN.

10.Kakaa wn3 cragumM KBanudukaumm MNPOU3BOACTBA MOXET MNPOBOAUTLCA KakK C
ncnonb3oBaHneM, Tak 1 6e3 Ucnonb3oBaHNa nMnTaTopa npenapara:

OtBet: KBanudukauma pyHKUMOHMPOBaHUA

11.PykoBoguTenu npomM3BoACTBa U NOAPA3AEeNeHNs KOHTPONSA KayecTBa SOMKHbI ObITh:

OTBet: HezaBucumbl apyr ot Aapyra

12.TexHONorM4eckun OOKYyMEHT, perfnamMmeHTUpyLWnuin JencTByoLee cepunHoe NponsBOACTBO
neKapCTBEHHOIO cpeacTea- aTo:
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OtBeT: NpoMbIlWNeHHbIN pernameHT

13.TexHoNnorM4ecknin OOKYMEHT, 3aBepluallLMi HayyHble UccnefoBaHus B nabopaTopHbIX
ycnoBusx pa3paboTky MeToga Npon3BoaCTBa NIEKAPCTBEHHOIO cpeacTBa— 3TO:

OtBeT: JlaGopaTopHbIN pernameHT

14.MNoCTOAHHBIN KOHTPOSb U OLEHKY BCEro NponsBoacTBa — 3TO:

OTtBeT: Banupauus

15. Yactb cuctemol GMP, KoTOpas rapaHTUpyeT, YTO UCXOAHOE Cbipbe U MaTepuansl He bbinm
paspelleHbl Afs MCMONb30BaHWSA, a npoaykuusa He Obina paspelleHa Ons npoaaxu wnu
NOCTaBKu Npexae, Yem NX KayecTBO He ObINo NPM3HAHO YA0BNETBOPUTENbHBIM -3TO:

OTtBeT: KOHTpONb KavyecTBa

16. YacTb ynpaBreHuMsl KayecTBOM, KOTopas rapaHTupyeT, 4YTO MpoAyKUus MOCTOAHHO
NPOM3BOANTCA UM KOHTPONMpyeTCa Mo CTaHgapTaM KayecTBa, COOTBETCTBYHOLIUM ee
npeaHasHa4yeHulo, a Takke B COOTBETCTBUM C TpeboBaHMAMM pPErMcTpauuoHHOro OoCbe,
NPOTOKOMa KIMMHNYECKUX NCcnefoBaHnn 1 cneumdukauumn Ha aTy npoayKumn-aTo:
OTtBeT:OpraHusauusa npou3BoOACTBa U KOHTPOJA KavyecTBa NIeKapCTBEHHbLIX CPeAcTB
17.[lo0KyMeHTbI, CONpOBOXAAlLWKNe BbINOSIHEHWE KOHKPETHbIX 3aJaHui, MNPOEKTOB  WMn
paccnefoBaHUn U oTpaxaroLwme pesynbTaThl, BbIBOAbI U pekoMeHaauun- 3To:

OtBeT: OTYeThI

18.Peknamaumm Ha ka4yecTBO NPOAyKUMM crnegyeT TwaTenbHO paccMaTtpuBaTtb, a MNPUYMHBI
yXyOlWeHNss KayecTBa paccregoBatb € MPUHATMEM  COOTBETCTBYIOLWMX Mep Mo UX
npeaoTBpaLLEHUIO — 3TO NPUHLUMN Kakon Hagnexaluen npakTuknu?

OtBeT: GMP

19.Cuctema obecneyeHns kadecTBa, MMelOLlass OTHOLIEHMS K NpoueccaM OpraHusauuu,
nnaHMpoBaHWIO, NOPSAKY NPOBEOEHNS N KOHTPONS UCCrnefoBaHnsi B 0611acTi OXpaHbl 340pOBbs
yernoBeka 1 6e30MacHOCTM OKpYXXatoLLLEN cpedbl -3TO NPUHLMN Kakon Haanekawen npakTuku?
OtBeT: GDP

20.Mpouenypa, pesynbTaToM KOTOPOW ABNAETCA LOKYMEHTanbHOEe YAOCTOBEPEHWME TOro, YTO
NPOAYKUMS, NPOLIECCbl COOTBETCTBYIOT TpeboBaHMAM — 3TO:

OTBeT: OLeHKa cooTBeTCTBUA

21.XapakTepuctmka roToBoro npoaykra — aTo:

OTBeT :cocTtaB, onucaHue, ¢opmMa BbilyCKa, NPUMEHEHUe W YCNOBUSA XpaHEeHus
neKapcTBEHHOro npenapara

22. AnnapaTypHasi cxema npou3BoACTBa — 3TO:

OTBeT: YepTeXx NPOU3BOACTBEHHOro NOTOKa

23./3noxeHne TeXHONOrMyeckoro npowecca — aT1o:

OTBeT: onucaHue cnoco6oB M YCNOBUM paboTbl NO CTaguAM U onepaumsam
24.9KkcnepuMeHTansHoe onpeaeneHne KoMYEeCTBEHHbIX U (MNKN) Ka4eCTBEHHbIX XapaKTepUCTUK
CBOMCTB 06bEKTa UCMbITAHUN — 3TO:

OTtBeT:/cnbiTaHue

25.YKaxute BO3MOXHbI€ MPUYUHBbI BO3HUKHOBEHUS Crneaylowmx BUOOB OTKNOHEHUN KadecTBa
TabneTok: cKosbl.

OTBeT: HECOOTBETCTBYHOLWasA NOArOTOBKAa NyaHCOHOB U MaTpuL,

26.YKaxuTe BO3MOXHblE€ MPUYUHBI BO3HWKHOBEHUS CMEeAyloLWMX BMAOB OTKIMOHEHUN KayecTBa
TabneTok: HanunaHwue.

OTBeT: HECOOTBETCTBYIOLWAasA HOpMa Bnarm TabneTo4yHom cMmecu;

27.YKkaxuTe BO3MOXHblE€ MPUYUHbI BO3HUKHOBEHMWS Creayrolmx BUOOB OTKNOHEHMI KavecTBa
TabneTok: MPaMOpPHOCTb TabneTok.

OTBeT: HecOoOTBETCTByKLWAA NOAroTOoBKa OOOpyAoOBaHUsA, a TakKke pasfiMyHble
XUMUYECKNe B3aMMOAENCTBUAM TabneToyHoM Maccbl C mMaTepuanom obopyaoBaHus;
28.YKaxute BO3MOXHbI€ MPUYUHBbI BO3HUKHOBEHUS CNegyolwmx BUOOB OTKIIOHEHMI KayecTBa
TabneTok: Nnoxas NPoOYHOCTb TabneTok.

OTtBet: HapyweHue pexuMmMoB [aBrfieHUSs U CKOPOCTUM poTopa npu TabneTuposBaHWUW.
29.Mpsamoe npeccoBaHne — 3TO:

OTBeT: NnpeccoBaHMe HerpaHyIMpoBaHHOro MaTepuana.

30.[1n9 oLeHKM BO3MOXHOCTU NPAMOro NnpeccoBaHmsi HEOBXoaUMO N3YUUTb:

OTBeT: (hn3nKOo- XMMUYECKME U TEXHOJOrMYeckme CBOMCTBA ChiNy4nX MaTepuarnoB
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31.BaxHbIn TEXHOMNOrMYEeCcKnm nokasaTtenb, XapakTepusyoLmm CMoCcoBHOCTb
nopoLikoobpasHoro Martepuana obpasoBbiBaTb HEMPEpPbLIBHbIA  YCTONYMBLIA MNOTOK  Mpw
BbICbIMaHUM U3 EMKOCTW NOA AENCTBUEM CUIMbl TSXKECTU — 3TO:

OTtBeT: Cbhiny4yecTb

19.3.4.3 lMpumepbl NPaKTUKOOPUEHTUPOBAHHBLIX 3aAaHUN (CUTYyaUNOHHbIE 3a8ayum):

1. OnpegenuTb BO3MOXHbl€ MNPUYMHBI BO3HMKHOBEHWUS Creaylowmx BWUOOB OTKITOHEHWI
KayecTBa TabneToK: CKOmbl, HannnaHne, MPaMOPHOCTb ,MoXas NPOYHOCTbL TAabNEeTKU.
PelwweHune/ oTBeT:

CKOmnbl - BO3MOXHasi MpuvyYnMHa oOpasoBaHMs CKOMOB CBsi3aHa C HECOOTBETCTBYHOLLEN
NOArOTOBKOM NyaHCOHOB M MaTpuu;

HanunaHue obpasyeTcs B pe3ynbTaTe HECOOTBETCTBYIOLLIEN HOpME BNarn TabneTto4Honm cMecy;
MPaMOPHOCTb CBsi3aHa C HECOOTBETCTBYIOLLENA MOArOTOBKOM OOOpydoOBaHUSA, a Takke
PasnMyHbIM  XUMUYECKUM  B3aMMOAEWCTBMAM  TabneTodyHoM Maccbl C  maTepuarniom

o6opyaoBaHus;
nnoxas MNPOYHOCTb TabneTtkn — He ONnTUManbHbI BbIOOP PEXMMOB OABMEHWUS U CKOPOCTU
poTopa npwu TabneTtupoBaHun.

2. OpgHOM ©3 OCHOBHbIX JEKApPCTBEHHbIX OpPM, BbiMyckaemMon apmaueBTU4ECKom
NPOMbILUNEHHOCTLIO ABNSAETCs TabneTtka. B HacToswee Bpems TabnetnpoBaHHble npenapaTbl
coctaBnaoT okono 80% obuwero obbema roToBbIX JleKapCTBEHHbIX ¢(opM. OCHOBHbIM
cnocobom nony4veHnst TabneTok sABndeTcs cnocob npeccoBaHusi. CylecTBYOT pasfinyHble
BapuaHTbl cnocoba npeccoBaHusi. OaMH M3 BapuaHTOB crnocoba npeccoBaHWs HasbiBaeTCst
«npsAMbIM  nipeccoBaHnem». OueHuTe BO3MOXHOCTb MNPUMEHEHMS JaHHoro  crnocoba
NPeccoBaHns C yKazaHMeM ONTUMAarnbHbIX 3HAYEHUA (PU3MKO-XMMUYECKUX U TEXHOMOrMYECKNX
CBOWNCTB TabneTnpyemMbix MaTepumaros.

PeweHue/ oTBeT:

dopma vYacTul- YacTulpbl n3ognamMmeTpruyeckon opmbl,

"paHynomeTpuyeckmin coctas — 0,2-0,5 mm,

BrnaxHocTb- 2-5%

Cbiny4yecTb- Yron ectectBeHHOro otkoca ot 25 0o 30 ¢  Angd XopoLuo Cbiny4ux,

OTBeT: MeTOo4 NPSAMOro MNPEeccoBaHMS MOXHO WCMOMb30BaTb TOMbKO ANA Tex Cbhinyynx
MaTepuanoB , KOTOpble MMEKT ONnTUMarnbHble (U3NKO- XUMUYECKME W TEXHOMNOrnyeckune
cBOMCTBA.

3. lMNpoBeante Heobxoaumble pacdeTbl WM OMNULINTE TEXHOSIOTUK0 NPOM3BOACTBa TabneTok
dypaumnuHa Ha 2000 6nmctepos no 10 TabneTok ansa npuema BHyTpbL No 0,02r

PeweHue

[ns npuroTtoBreHnNs ykasaHHOro konudectea Tabnetok — 2000 G6nuctepoB no 10 Tabnetok -
paccuMTaeM KonuyectBo UcxodHoro cbipbd. Bcero wmsrotasnmeatot 20 000 Tabnetok (2000
o6nnctepos x 10 wrt/6nuctep = 20000TabneTok)

H Coctas no nponucu Ha Tpebyemoe KONMMYeCcTBO rOTOBOW
anMeHoBaHue
Ha 1 TabneTky npoayKumm
dypauunmHa 0,02r 0,02r x 20000 =400 r (0,4 «r)
Hatpua xnopuga 0,8r 0,8r x 20000 = 16000 r (16 kr)
UTtoro 0,82r 16,4 «r

TexHonornyeckas cxema nNpon3BoaCcTBa:

1) pacyeT 3arpy3oKk Ha NPOU3BOACTBO,

2) NOAroToBKa UCXOAHOrO ChIpbs (OTBELUMBAHME CbIPbS, €0 U3MENbYEHME),

3) npoceunBaHwue,

4) TabneTnpoBaHue,

5) ctaHgapTu3aums npoaykTa,

6) dhacoeka, ynakoBska.

4. Mpoeectn onucaHne Tecta «PacnagaemocTb» C ykasaHMeM KonudectBa TabneTok, He
MOKPbITbIX 060MOYKOM, A1 UCNIbITAHUSA N BPEMEHWN UX pacnagaemMoCcTu.

OTBerT:

Mo 'P —BpemMA pacnagaeMoCcTu TabNeTKOK He NOKPbITbIX 060N04YKON — He 6onee 15MuH.
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KonuuyecTtBo TabneTok gns ucnbitaHus- 18.

5.CoctaBuTb MatepuarnbHbI 6anaHc, HaUTU TEXHONOIMYECKUIA BbIXO4, TEXHOOMMYECKYIO TpaTy
N pacxogHbln KO3hULUMEHT Ha NpoLEecc B LIESIOM, eCn B NPOM3BOACTBE CIIOXHOIO NopoLUKa 13
150 Kkr mcxodHbIX MaTepuanos Mocrne maMmenbyYeHusa noryvyeHo 147 Kkr, nocrne npocenBaHus
142,5 kr, nocrne cMeLleHns KOMNOHEHTOB - 141 Kr npoaykTa.

PeweHune/OTBeT:

O6wmn matepmanbHbin 6anaHc: 150 - 141 = 9kr

n =94 %,;

€ =6 %;

Kpacx.=1,064

6.[lns onpeageneHns NpoYHOCTM TabneTok Ha uctupanune B3aTo 10 WTyK TabneTok co cpegHen
maccon 0,33 r. Macca Ttabnetok nocne umcnbitaHus coctasuna 3,135 r. COOTBETCTBYIOT MK
TabneTkn TpeboBaHnsam HT no gaHHOMY nokasaTento.

PeweHne/OTBeT:

BbiBoa: Tabnetkm He COOTBETCTBYHOT TpebGoBaHUAM P, 1. K. nokasartenb
nctupaemoctn 95,0% , T1.e. meHee 97%.

7.Paccuntatb KONMMYECTBO Cbipbs M 0O6bEM 3KCTpareHTa npu narotoreHnn 150 N HaCTOMKM B
cooTHoweHnn 1:5, ecnun KOaPPULMEHT CNMPTONOrNoLweHna celpbsa 1,5.

PeweHune/OTBeT:

PacuyeT cbipbs: 150n : 5 = 30 Kr cbIpbS.

O6bem 3KcTpareHTa ¢ y4YeTomM cnupTonornoueHus cbipbsa: 150n + 45n(30 x 1,5) = 195n
COCTaBMUT OObEeM IKCTpareHTa.

8.CocTaBuTb MaTepuarnbHbIi 6anaHc, HaNTU TEXHONOMMYECKUIA BbIXOA, TEXHONOINYECKYIO TpaTy
N pacxodHbln KO3 MUUMEHT Ha CTaguuM WU3MENbYEeHUs, ecnn B MPOU3BOACTBE CHOXXHOIO
nopotuka n3 150 Kr ncxogHblx MatepuanoB nocre namenb4yeHnsa nonyv4eHo147kr.
PeweHune/OTBeT:

Ctaausa usmenbyeHusa: 150 - 147 = 3 kr

TexHonoru4veckum Bbixoa: n =98%

TexHonorun4eckas tpara: 2%

PacxogHbinkoadcpuumenT: 1,024

9.CocTtaBuTb MaTepuanbHbii 6anaHc, HaNTU TEXHOMNOTMYECKUA BbIXO, TEXHOOMMYECKYHO TpaTy
N pacxogHbld KO MUUMEHT Ha CTagum NpocemBaHud, €Cnu B NPOU3BOACTBE COXHOro
nopotuka n3 150 Kr ncxogHbIX MaTepuarnoB rnocne npocensaHna nonydeHo 142,5 kr npogykra.
PeweHne/OTBeT:

Ctagusa npocenBanus: 147 - 142,5 = 4,5 kr

n = 96,94 %;

€=3,06 %;

Kpacx.=147/142,5=1,031

10.CocTtaBuTb MaTepuanbHbii GanaHc, HanTU TEXHONMOrMYECKUA BbIXOA, TEXHOMOrMYECKYHo
TpaTy M pacxogHbln KOA(MUUMEHT Ha CTaaun CMELLEHUs, eCcniv B NPOU3BOACTBE CIOXHOIo
nopoLuka 13 150 Kr MCXOOHbIX MaTepuanoB Nocre CMELIEHNS KOMMIOHEHTOB NofnyyYeHo - 141 kr
NpoAyKTa.

PeweHne/OTBeT:

CTtaoua cmelleHNst KOMNOHeHToB: 142,5 - 141 = 1,5 kr

n = 98,95 %;

£=1,05%;

Kpacx.=1,016

19.3.5 Mpumep KOHTPONbLHO-U3MEPUTENLHOIO MaTtepuana ( NPoMeXyTo4YyHasa aTTectauus
Ne1)
KoHTponbHO-uameputenbHbin matepuan Ne_1_

1. OxapakTtepu3syiiTe NpoLecc n3MenbyYeHnst TBEpAbIX MaTepuanos: gaTe onpeaeneHne n
BrohapmaLleBTUYECKYHO XapaKTePUCTUKY NpoLiecca, NpuseanTe npuMepsi
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MCMNOMb30BaHUSA N3MEeNbYEHMS Kak OCHOBHOMO M BCMOMOraTenibHOro npoLecca.
MpuBeguTe NPUMEpPI 1 NOSICHUTE NPUHLMN AEACTBUS HaMbonee YacTo UCMONb3yEMOro
obopyaoBaHus.

2. Knaccudukaums outonpenapaTtoB. XapakTepucTmka GUoNormyeckn akTMBHbIX BELLLECTB.
CocTosiHMe n NnepcnekTnBbl pa3BUTUSE NPOMbILLITEHHOrO NPON3BOACTBA
duTonpenapaToB. CoBpeMeHHbIE TpeOOBaHNSA K KA4ECTBY.

3. prnnbl BCNoMoraTesibHbIX BELWECTB B NPpOn3BOACTBE TabneTok. Nx (byHKU,VIOHaJ'IbHoe
Ha3Ha4yeHne n HoMmeHkKnatypa.

KoHTponbHO-n3amepurtenbHbii matepman Ne_2

1. TMpouecc TabneTnpoBaHus cbinydnx matepmanos. O6Lasa xapakTepucTmka
npouecca. OCHOBHble Teopun TabneTnpoBaHus. Kputndeckue napameTpbl
npouecca.

2. TexHUKO-3KoOHOMUYeckme 0cobeHHOCTM NponsBoacTBa utonpenapaToB. OCHOBHas
HopMaTuBHas foKymeHTaumsi. ObecneyeHme ka4ecTsa Npu NPOMbILLIIEHHOM
npousBoacTee omuTonpenapaTos.

3. [lMokpbiTne Tabnetok obonoykamu. CpaBHUTENbHAsS XapaKTEPUCTUKA METOO0B
HaHeCeHWs1 NOKPbITUNA.

Mpumep KOHTPONbHO-U3MepUTENbLHOro Matepuana( npomexyrtoyHasa atrecraumsa Ne2)
KoHTponbHO-u3MeputenbHbin maTtepuan Ne

4. TexHonorusa Hactoek. [yTn nHTeHcudukaumm nponsBoacTBa Hactoek. CTaHaapTmM3aums
HacTtoek. PereHepauusa (pekynepaumsi) cnvpta M3 0TpaboOTaHHOrO pPacTUTENbHOMO
mMaTtepuana.

5. Twgpaenuka Kak Hayka. [wungpoctatmka. OCHOBHble CBOWCTBA W  busmyeckue
XapakTepPUCTUKM KMAKOCTU. KOHCTpyKuum HacocoB. [lopuwHeBble n [lnactuH4yaTtble
Hacocbl.

6. lMpon3BoAcTBO KenaTtuHOBbIX Kancyn. [lpouecc nony4YeHus Kancyn KanesbHbiM
meTogom. OCHOBHblE CTagmm TexHomnormyeckoro npouecca. ObopygoBaHMe U NPUHLMN
€ro ycTponcTaa.

KoHTponbHO-u3mMeputenbHbii maTtepuan Ne2

1. TMpomn3BOACTBO XMAKMX SKCTPAKTOB pasnNUYHbIMU MeTogamMu. YacTHas TEXHOMOIMMS KUOKNUX
9KCTPaKTOB. AHanNu3 XWAOKMX 9SKCTPakToB. HomeHknatypa u OCOBGEHHOCTM TEXHOMNOornu
XNOKNX SKCTPAKTOB.

2. 'mgpogmHamnka. OCHOBHbIE XapaKTEPUCTUKM N BUAbI ABMXKEHUS XNOKOCTEN. KOHCTpyKLmnn
HacocoB. CTpyWnHble Hacochl. LieHTpoGexHble Hacochl.

3. [pynnbl BCnomoraTenbHbIX BELWECTB MO OYHKLMOHANbHOMY Ha3HA4YeHMIO B COCTaBe
XenaTuHoBbIX Karncyn. HomeHknaTtypa.



48

19.4. Metoauyeckue maTepuanbl, onpegenslowme npoueaypbl OLEHUBAHUA 3HaHWUM,
YMEHUW, HaBbIKOB W (MNu) onbiTa [AeATEeNbHOCTW, XapaKTepusywwmx 3Tanbl
chopMMpoBaHUA KOMNETEHLUN

OueHka 3HaHWA, YMEHWA W HaBbIKOB, XapakTepuaywwasi a3Tanbl (OpMUMPOBaHUA
KOMNETEeHUUN B pamkax MU3Yy4YeHUS OUCLUMMUHBI OCYLLECTBNSAETCS B Xo4e TeKylen u
NPOMEXYTOYHOM aTTecTaunii.

Tekywaa atrecraumsa npoBogMTCs B COOTBETCTBUM C [lonoxeHuem O Tekyllien aTTectaumm
obyvatoLwwmxca no nporpaMmam Bbicllero obpasoBaHus BOpPOHEXKCKOro rocygapCTBEHHOMO
yHuBepcuteta. Tekywaa aTrectauus npoBoauTca B opmax: MHOMBUAYanNbHOro orpoca,
MUCbMEHHbLIX pPaboT (KOHTPOSbHbIE, BbINOSIHEHNE MNPAKTUKO-OPUEHTUPOBAHHLIX 3adaHui);
TecTupoBaHus. Tekywasa atrectaums B oopMe KOMMbOTEPHOro TECTUPOBaHUSA NPOBOAUTCS Ha
obpasoBaTenbHOM MopTane «JMNEeKTPOHHbIN YyHMBepcuTteT BIY», npouegypa oOueHMBaHMSA
ABMSIETCH KOSIMYECTBEHHOW U OCYLLECTBNSAETCS B aBTOMaTU3UPOBAHHOW (bopme npu NMOMOLLN
nporpammMHbIx cpegcts Moodle.

KpuTepuu oueHMBaHUA NpuBeaeHbl BhILLE.

lMpomexyToyHas aTTecTauus npoBoaMTCS B COOTBeTCTBUM C  [lonoxeHnem o
NMPOMEXYTOYHON aTTecTaumm oby4valwmxcs no nporpaMmam BbiCWero obpas3oBaHus C
NCNOMb30BaHNEM KOHTPOSIbHO-U3MEPUTENBHbBIX MaTepuarnos.

KOHTpOnbHO-M3MepuTenbHble MaTepmarnbl MPOMEXYTOYHOW aTTecTaumm BKNoYaloT B cebs
TeopeTuyeckme BOMPOCHI, NO3BOMSAOLWME OLEHUTb YPOBEHb MOMy4YeHHbIX 3HAaHUA U NPaKTUKO-
OpPVEHTUPOBAaHHbIE 3aaHnd, NMO3BOSMSAIOWMNE OLEHUTb CTEeNeHb CHOPMUPOBAHHOCTU YMEHUI U
HaBblkoB. [lpy oOUEeHWBaHUN UCMOMNb3YITCA KONMUYECTBEHHbIE WU KaydeCTBEHHble LUKanbl
OLEeHOK. Kputepun oLieHnBaH1s NpuBeLEHbI BbiLle.

3apaHusna pasgenos 19.3.4.1 - 19.3.4.3 peKoMeHAYHTCA K MCNOSIb30BaHUIO NpU
npoBeAeHUN ANarHoOCTUYECKUX paboT ¢ Lenbl OLEeHKU OCTaTOYHbIX 3HAHWUW NO
pe3ynbTaTtaM OCBOEHUA AAaHHOW AUCLUNIINHBI



