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1. MEPEYEHb KOMIIETEHIUI, ®OPMUPYEMBIX JTAUCIHUILIMHON

Kon HaumeHoBaHue Nuaukarop B pesyibTarte ocBoeHHs
KOMIIETEHI] KOMIIETCHLIUH JOCTH/KEHHSA AUCHUIIJIMHBI 00yYarouiics
HH KOMIICTCHIIHH HOJIKeH
Yuueepcanvnvie komnemenyuu u unouKamopvl ux 00CMUICEHUS
YK-1 Cnocoben ocymect- YK-1.1. Ananuzupyer | 3HaTh:

BJIITh MOUCK, KPUTH-
YeCKHUil aHaAIu3 1
cuHTe3 uHdopmanuu,
NMPUMEHATh CUCTEM-
HBIA OAXO0J JIS pe-
LIEHUS] OCTABJIEHHbIX
3a1a4

3ajady, BBIICNSAS €€
0a3oBbIC
COCTaBJISAIOIINE;
VYK-1.2. Ompenenser,
HHTEPIIPETUPYET u

pamxupyer uH(opma-
U0, TpeOyeMyr s
peleHnsT TIOCTaBJICH-
HOW 3aJ1auu;

YK-1.3. OcymecTBis-
€T TIoncK HH()OpPMAITUU
JJIsA PECHICHUA I10C-
TaBICHHON 3aJa4ydl IO
PasIn4HBIM TUIIaM
3aIpOCOB;

YK-1.4. Tlpu obpa-
botke  wmH(DOpMAIUU
oranyaer (akTel OT
MHEHUH, HWHTepIpeTra-
Ui, OIeHOK, (hopMu-
pyet COOCTBEHHBIE
MHEHUSI ¥ CYXJCHUS,
apryMeHTHPYEeT CBOM
BBIBOABI W TOYKY
3peHUS;

YK-1.5 Paccmarpusa-
€T W TIpejIaraeT Bo3-
MOJKHBIE BapHAHTHI pe-
IIEHUS TTIOCTAaBJIIEHHOMN
3aJ]a41, OLIEHUBAs UX
JIOCTOMHCTBA U HEJIOC-
TaTKH.

- MOHATHE U Kiaccu(UKaus
CHCTEM;

- CTPYKTYpY U 3aKOHOMEPHOCTH
(YHKIMOHUPOBAHUS CUCTEM;

- 0COOEHHOCTH CUCTEMHOTO
MOX0/1a B HAYYHOM [TO3HAHHU;

- IIOHSTHE O CUCTEME, e¢ LEIIX,
3aja4ax ¥ OOIIMX MPHHIUIAX;

- OCHOBHBbIC TEXHOJOI'MU IIOHUCKa N
cbopa nH(hopMaIuy;

- bopmatel mpencTaBiIeHUS
WHPOPMAIIK B KOMITBIOTEPE;

- MpaBUJIa UCTIOJIL30BAHUS CPEICTB
CBSI3H;

- MHOOPMAIMOHHO-TTOUCKOBBIC
CHCTEMBI U 0a3bl JaHHBIX;

- TEXHOJIOTHIO OCYIIECTBICHHS
novcka nHpopMaIny;

- TEXHOJIOTHIO CHCTEMaTU3aluH
MOJy4eHHOH HH(OpMAIINK;

- COCOOBI CTaTUCTUYECKON 00pa-
OOTKM JaHHBIX, PEICTABICHHBIX B
Pa3IMYHBIX HU3MEPUTENBHBIX IIIKa-
Jlax ¥ aHAJIU3 TTOJIyYSHHBIX pe3yJib-
TaTOB;

- Buzbl 1 GopMbl paboTHI ¢ ieaa-
TOrMYeCcKOil U HayYyHOH JINTEpaTy-
poii;

- TpeboBaHMs K 0POPMIICHUIO
oubrorpaduu (CrucKa JIMTepary-

pBI).
YMmeTh:

- paboTatb ¢ nHpopManuei,
MIPEACTABICHHON B Pa3IMYHOMN




dopme;

- 00pabatbIBaTh JaHHBIE CPEICT-
BaMH CTAHJIaPTHOIO MPOrPaMMHOTO
obecrieyeHus;

- CHHTE3MpOBaTh HH()OPMAIIHIO,
MPEICTABICHHYIO B Pa3IMYHbIX
HCTOYHUKAX; -

- BEIOMpaTh HCTOYHUKU UHPOpPMa-
IIUH, aJICKBATHBIC TOCTABICHHBIM

3aJjauaM U COOTBETCTBYIOINE Ha-
YYHOMY MUPOBO33PCHUIO;

- OCYIIECTBISTH MOUCK HH(OpMa-
uu;

- HHTEPIPETUPOBATH U PAHKHUPO-
BaTh UHPOPMAIIHIO, TPEOYEMYFO JIJIst
peleHust TOCTABICHHOM 3a/1a9H.

Baajgern:

- IEPCOHAJIbHBIM KOMIIBIOTEPOM U
IOUCKOBBLIMHU CECPBUCAMU;

- METOAWKAMH aHAJIUTHKO-CHHTE-
THYECKO 00paboTKN HHPOPMAIH
W3 pa3IYHbIX HHPOPMAIIIOHHO-
TIOMCKOBBIX CHCTEM (IIpeIMEeTH3a-
s, aHHOTHPOBaHUe, pedepupo-
BaHHE).

Ilpogheccuonanvuvie Komnemenyuu u UHOUKAMOPBL UX OOCHIUICEHUS

IK-1

Cnoco0eH mnpoBOAUTH
Hay4YHbIC¢  HCCJIEI0BA-
HUS 10 cdopMyn-

POBaHHOH TeMaTHKe M
MoJy4yaTh HOBBIEe Ha-
YUHble U NPUKJIATHbIE
pe3yJbTaThl.

IK-1.1. /IlemoHCcTpHpY-
€T 3HAaHUS OCHOBHEIX
METOIOB 00paboTKu
XUMHYECKOl wuH(]popma-
MU W TpeOOBaHWM K
oTYeTaM M IMPOCKTaM;
Ha3HaucHUs Haubolee
pacipoCcTpaHeHHBIX
CPEJICTB aBTOMAaTH3allUU
WH(POPMAITUOHHON  Jies-
TEIBHOCTH, HAa3HAYCHHS
u  (YyHKIUH Olepanu-
OHHEIX CHUCTEM;

MK-1.2. Vcnionp3yer
COBpPEMEHHBIE METOIBI
JUTSL PETIIEHUS] XUMHYEC-
KHUX 3aja4, paboTaer ¢
0a3aMu TaHHBIX B KOM-
MBIOTEPHBIX CETAX;
UCTIONIB3YET MOJTy4CH-
HBIC 3HAHUS JIJIs 00pa-
OOTKM XMMHYECKOU WH-
(dbopMaIu 1 cocTaBJie-
HUSI OTYCTOB M MIPOCK-

3HATB:

- OCHOBHBIE METOJIOB 00pabOTKH
XUMHUYECKON WHpOpMAIUK U
TpeOOBaHUI K OTUETAM M MPOCKTaM;

- Ha3HaueHMs HanboJee
pacipoCTpaHEHHBIX CPEJCTB
aBTOMATH3allUU HH(POPMAIMOHHON
JIEATEIBHOCTH; - Ha3HAYEHUS U
(YHKUIMH OTIEPalMOHHBIX CUCTEM.

YmMertn:

- UCIIOJIb30BaTh COBPEMCHHEIC
METOJbI IS PCIICHUSA XUMUYCCKUX
3ajgay, - pa60TaTB ¢ 6azamu JaHHBIX
B KOMITBIOTEPHBIX CETAX,

- ACTIOJIb30BaTh IOJIyYCHHBIC
3HAHUS 17151 00pabOTKH XUMUIECKOM
WHPOPMAITUH U COCTABIICHUS
OTYETOB U MPOCKTOB;

- HCIOJIB30BaTh 0a30BbIC 3HAHHS B




TOB; UCIIOJIB3YeT 0a30-
BbIe 3HaHMA B 007acTH
€CTECTBCHHBIX HAYK MPH
pelIeHuy 3a1a4y
XUMHUYIECKOTO TTPODOHILS;

K- 1.3. Biazgeer Ha-
BBIKAMHU UCTIONB30BAHUS
NproOPETEeHHBIX 3HAHUHT
Y YMEHUH B IpaKTHYEC-
KOU JNesTENbHOCTU U
MOBCEAHEBHOMN JKH3HHU;
HaBBIKaMH d(PPEeKTHB-
HOM OpraHu3aluu 1uH-
JTUBHTYyaTbHOTO HHPOP-
MAaIMOHHOTO MPOCT-
paHcTBa: 3¢ (HEeKTHBHOTO
MpUMEHEHUs1 HH(popMa-
UOHHBIX 00pa3oBa-
TEJBHBIX PECYPCOB B
y49eOHON TeITeIHHOCTH,
co3manus 0a3 JaHHBIX,
MIPUMEHEHUS] METO/IOB
MaTeMaTHYECKOTO MO-
JEUPOBAHUS TSI pe-
nIeHus npoeCCUoHaNb-
HBIX 337a49; METOAAMH

00J1aCTH €CTECTBEHHBIX HAYK MPH
peLIeHNH 3a/1a9 XUMUIECKOTO
npogus.

Baagernb:

HaBBIKAMH HCTIOJIb30BaAHUS
MPHOOPETEHHBIX 3HAHUH ¥ YMEHHUN
B MIPAKTHYECKOH EATENHHOCTH U
MOBCEAHEBHOMW JKU3HU; - HABBIKAMH
3¢ (EeKTUBHON OpraHU3aIUuK
WHAWBHUTyaJIEHOTO
WH(POPMAIMOHHOTO TPOCTPAHCTBA:
3¢ (HEeKTUBHOTO MPUME-HEHUS
MH(POPMAITMOHHBIX
00pa3oBaTeIbHBIX PECYPCOB B
yueOHOI AeqaTeNbHOCTH, CO3IaHHs
0a3 NaHHBIX, TPIMEHEHHUS METO0B
MaTeMaTHYECKOTO MOJICTHPOBAHUS
JUTSI pEeIICHUs IPO(PECCUOHATLHBIX
3aja4; - METOJaMH CTaTUCTUYECKOM
00pabOTKH pe3yIbTaTOB AKCIIEPH-
MEHTAaIBHBIX HCCIICAOBAHHH.

CTaTUCTUYECKOU
00pabOTKHU pe3yJIbTaTOB
IKCTIEPUMEHTAITBHBIX
HUCCJIEIOBAHUN.

IIK-16 Cnoco0HoCTB u | [IK-16.1. Hcnonesyer | 3HaTh: - OCHOBHbIE  (PU3HKO-
rOTOBHOCTH TEOpPETUYECKUE 3HAHUS | XUMHUYECKHE U XUMUYECKHAE METO/IbI
NPUHUMATHL Y4YacTue B | U MPAaKTUYECKUE | aHAIN3a TSt paspaboTKH,
NPON3BOJACTBEHHOI HaBBIKH OCHOB | UCCIICIOBAaHUH M OKCIEPTU3BI
AesATeILHOCTH pa3paboTKu JIEKapCTBEHHBIX CPEJICTB;
apmaneBTHYeCKUX JIEKApCTBEHHBIX CPEJCTB | - TEOPETHYECKHUE OCHOBBI
opraHu3anui no | B npoeccHoHaIbHON | COBPEMEHHOr0 (hapMaieBTHIECKOro
pa3padoTke U | IeSTeNbHOCTH; aHanu3a.

NPOU3BOACTBY IIK-16.2. Brmonsser | YMeTb: - METOJAaMH MPOBEICHUS

JIEKAPCTBEHHBIX TEXHOJIOTHYECKHUE KOHTPOJIS, yCTaHABIIUBATh

cpelacTB orepauuu npu | nognuaHOCTh JIC Mo peakuusaM Ha
MIPOU3BO/ICTBE UX CTPYKTYpHbIE (PparMeHTsr;

JICKApPCTBECHHBIX CPEACTB

- TPUMEHATH METOJbl  aHaIu3a
HEOPTraHWYECKUX M OPTraHUYECKUX
JIC B mpakTHuecKou ACSITEIHEHOCTH.
Baanern: - METOoJaMU
Ka4eCTBEHHOTO M KOJHUYECTBEHHOTO

KOHTpoJIst kadectBa JIC;

- METOdaMH OpOBCACHUSA
XUMHUYCCKOI0 aHaJIn3a "
SKCIICPUMCHTAJIbHBIMU METOdaMH

ompeneneHus (PU3UKO-XMMHUYECKUX




CBOMCTB OpraHMYECKHX HHU3KO- U
BBICOKOMOJIEKYIISIPHBIX
COCIUHCHMI;

- HaBBIKAMH paboThI c
XUMAYECKUMH  pEakTHBaMH U
(U3NUECKUMH ~ YCTaHOBKAMH  C
COONIOJICHNEM  HOPM  TEXHUKHU
OesonmacHocTH W TpeboBaHMI
OXpaHbl TpyJa B JIA0OPATOPHBIX
YCIIOBHSIX.

2. OEHMBAHUE BBIIIOJITHEHUS IPAKTUYECKHUX 3ATAHUM

4-0asIbHAA Moxa3arenn Kpurepun
KaJjia
(ypoBeHb
OCBOECHMUS)
OTnuyHO 1.TlomHota BbeIMoOaHe- | CTyaeHTOM 3a/laHue pelIeHo
(TOBBILIIEHHBIH HHUS MPaKTHYECKOro | camocrodarenbno. Ilpu  stom  cocraBien
YPOBEHb) 3aJlaHus; MPABUJIBHBIN aTOPUTM PELICHUS 3aJaHus, B
2. CBOEBpEMEHHOCTh JIOTUYECKUX PACCYXKACHHUSX, B BBIOOpE
BBIIIOJIHEHU 3aaHUs; (dhopMynl U pelieHNH HET OIIMOOK, MONyYeH
3. [TocienoBaTeNnbHOCTD | BEPHBIN OTBET, 3aJlaHUEC peueHo
u PaIMOHAILHOCTh | PALIMOHATIBHBIM CIIOCOOOM.
BBITIOJIHCHUS 3a]JaHUS; _
Xoporo 4. CamocTosTensHocrs | CTYACHTOM 3aJaHie PEIICHO C TOACKa3KOM
(6a30BbIit peLLeHNS; MpenoaBaTels. I[Ipu »a3TOM cocraBieH
YPOBEHb) 5.1 T.JL. MPaBUJIbHBIN aJTOPUTM PEIICHHS 3a/IaHusl, B
JIOTUYECKOM PAaCCYKJIE€HUU U PEIICHUH HET
CYIIIECTBEHHBIX OMIMOOK; MPABUIILHO CIeTaH
BbIOOp dopMyn ans  pelieHus;  ecTh
O0OBSCHEHHE PEIICHUS, HO 3aJjaHue PEIIeHO
HEepaIMOHAIBHBIM CIIOCOOOM WJIH JTOMYIIEHO
He Oojiee MBYX HECYIIECTBEHHBIX OINMHUOOK,
MTOJTyYE€H BEPHBIA OTBET.
Y noBneTBopUTENH Crynentom 3a/1aHNe peuieHo c
HO MojICKa3kaMu mipenojgaBatens. [lpu sTtom
(TToporoBbIit 3a/IaHKe MOHATO MPaBUIIBHO, B JIOTHYECKOM
YPOBEHb) pPacCyXJICHUM HET CYIIECTBEHHBIX OIIHMOOK,
HO JOMYIIEHBl CYIIECTBEHHBIE OIIMOKU B
BbIOOpe GOpMYT WM B MaTeMaTHYECKUX
pacyerax; 3aJlaHU€ PELIEHO HE IMOJIHOCTHIO
WM B 00IIIeM BHUJIE.
HeynosnerBopure CryneHToM 3aJjaHuE HE PEILICHO.
JBHO

(ypoBeHB HE




‘ chopmupoBaH) ‘

3. COOTBETCTBHUE U3YYAEMBIX PA3JIEJIOB, U3YYAEMBIX PA3/IEJIOB,
PE3YJIbTATOB OBYUYEHUSA U ONEHOYHBIX CPEJACTB

Ne
n/n

AUCHMILINHBI)

KonTposmpyemblie pa3aesibl (TeMbl)

Koa xonTpoJn-
pyeMoii koMIie-
TeHIHH
(WJIn ee 4acTH)

HaumeHnoBanue
OLICHOYHOI'0 CPeACTBA

JlucuuminHapHabsiii Moayiab 1 TexHonorus
[IPOM3BO/ICTBA JIEKAPCTBEHHBIX IIPENapaToB

+ [MHBEKIIMOHHBIE JICKAPCTBCHHBLIC

(bopMBI.

1. 06uwe npummmB Oprammanuy YK-1, IIK-1
[IPOMBIIIJICHHOTO IPOU3BO/ICTBA YcTHblit onpoc
TecToBbIl KOHTPOJIb
CuTyanoHHbIe 3a7a41
2. [[Ipouiecce! anmapatsl papmares- YK-1, I[IK-1
TUYECKON TEXHOJIOTUH YcTHsIi onpoc
TecToBBINM KOHTPOIIb
CutyalnnoHHbIC 337291
3. |M3BneueHus U3 TEKAPCTBEHHOTO YK-1, IIK-1 VeTHBI ompoc
PACTUTENBEHOTO ChIPbs TecTOBBIH KOHTPOD
CuTyanmoHHbIe 3a7a41
4. |TBepple 103MpOBAHHEIE JEKap- YK-1, I1IK-1
CTBEHHBIE (DOPMBI VeTHBIi onpoc
TecToBbIN KOHTPOJIb
CuTyanmoHHbIe 3a7a41
Msrkue JeKapcTBEHHBIE (POPMBI YK-1, IIK-1
5. [MPOMBIIICHHOTO ITPOU3BOJICTBA VCTHBI onpoc
TecToBbIi KOHTPOJIb
CuTyanmoHHbIe 3a7a4l
6 YK-1, IIK-1

VYeTHbII onpoc
TecToBBIN KOHTPOIIb
CuryanroHHbIE 331a41




JucuunimHapHbii MOyJib 2. TexHomorus
M3TOTOBJICHUS JICKAPCTBEHHBIX MpENapaToB

7. |dapmarieBTHYECKAS TEXHONOTHS YK-1, IIK-1
KaK HayKa VeTHbIi onpoc
TecToBbI KOHTPOJIb
CurtyannoHHBbIE 337a41
8. [Teepble neKkapcTBeHHbIE GOPMBI YK-1, IIK-1
VYcerHbll onpoc
TecToBbIiI KOHTPOJIb
CutyaunoHHbIE 337a41
9. PKuskue nexapcTBeHHbIE (POPMBI YK-1, IIK-1

AIITCYHOI'O U3TOTOBJICHUA V CTHBIH oIpoc

TecToBbIl KOHTPOJIb
CutyalnoHHbIE 337a41

10. Msrkue nexapcraenubie hopmsr YK-1, IIK-1

AIITCYHOI'O U3IOTOBJICHUA V CTHBIH oIpoc

TecToBBIN KOHTPOJIb
CuryaunoHHbIE 331a41

4. OHEHOYHBIE CPEACTBA JUIAA TEKYIHEI'O KOHTPOJIA
YCHEBAEMOCTH, NPOMEXYTOYHOM ATTECTAIIMU IO UTOTAM
OCBOEHMSA JUCIIAITJIMHBI

Bonpocwt ona ycmnozo onpoca

1. CoBpeMeHHOE COCTOSIHIE U EPCTIEKTUBBI Pa3BUTHUS (HapMalleBTUUECKON TEXHOIOTHH.

2. OpraHuzanus JAeATENbHOCTH (apMaleBTUYECKUX TNPEANPHUSITUA B  COOTBETCTBHHM C
TpeOOBaHUSAMU JIEUCTBYIOIINX 3aKOHO/IATEIbHBIX aKTOB.

3. Cucrema ynpapieHHs U OpraHu3aluy papMareBTHYECKOro IPeANpUITHS.

4.0OcHOBHbIE HOPMATHUBHbBIE JOKYMEHTBHI, PETJIaMEHTUPYIOLIUE MPOM3BOACTBO JIEKAPCTBEHHBIX
IIPEnapaToB.

5 l'ocynapcTBeHHast perjaaMeHTal sl KOHTPOJIS KaueCcTBa JI€KapCTBEHHBIX CPEJICTB.

6. KonTposp 3a oOpalieHHeM JIEKapCTBEHHBIX CPEICTB, U3BSATHE M3 I'Pa)kIaHCKOro obopoTa
banbcu@UIMPOBaHHBIX, HEJOOPOKAYECTBEHHBIX U KOHTPa(paKTHBIX

7. HopmaTuBHBIE TPEOOBAHMS K YHUUTOXKEHUIO JIEKAPCTBEHHBIX CPECTB.

8. CTanapTu3alys 1 HOPMUPOBAaHUE KauyecTBa B (hapMaIiH.

9.0pranmsanus  NPOM3BOACTBA  JICKAPCTBEHHBIX  IIPENapaToB B COOTBETCTBHUM  C
coBpeMeHHbIMUTpeOoBanusIMU GMP.

10. CymHocTs, 3a1a4i, OCHOBHBIE HAIIPABJICHUs COBEPLICHCTBOBAHMS OpraHU3alluy TPyZAa Ha
(bapMareBTUYECKIX TPEATNPUATHSIX.

11. Oxpana Tpyna u TeXHUKa 0€30MacHOCTH Ha apMarieBTUUECKUX MPEATPUITHSIX.



12. Benenue aenonpon3BoACTBA Ha (hapMalleBTUYECKUX TPEANPUATHSIX.

13.TpeGoBaHuss K I@epcOHaly, pacCTaHOBKAa KaJpoB U  YIpaBieHHEe pabOTHHUKAMHU
(bapMareBTUYECKIX MPEATPUSITHH.

14. KBanin(ukanmoHHple  NPUHLMIOBL  [0A0Opa,  oOydyeHMs,  aTTecTaluM  I[epcoHalla
(bapMareBTUYECKIX MPEATPUSITHH.

15.Cucrema obGecnieueHus: KauecTBa JICKapCTBEHHBIX MpernapaToB. Banuganus TeXHOIOTHYECKUX
IIPOLIECCOB.

16.001mue npuHIMIBI BEIOOPA M OLIEHKH KauyecTBa U pabOThl TEXHOJIOIMYECKOr0000py10BAHNUS.
17. O6ume npuHIMIIBI BBIOOPA U OLIEHKU KAa4ecTBa U pabOThI TPUOOPOB, UCTIONIB3YEMBIX B
bu3nueckoM U GU3NKO-XUMHUECKOM METO/AX aHaIM3a.

18. 'ocynapctBennas ®@apmakones. Ctpykrypa I'ocynapcrsennoit @apmakoneu.

19. CrangapTu30BaHHBIE IPOLEAYPHI BINALMNA METOJUK KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CPEJICTB.

20. IIpaBuia 1 HOpMbI CAHUTAPHO-TUTUEHUUECKOTO U MPOTHUBOANUAEMUYECKOIO PeXKUMa alTeK U
(dapmMaleBTUYECKUX MPEATIPUATHI.

21.0xpana okpyxatomeid cpeabl. OcHoBHOe TOHSATHE. (OCHOBHBIE AaCIEKTHl OXpaHbI
OKpPY’KaroIlle MpUpOoIHOM cpenbl. [IpuHIMIIBI OXpaHbl OKpYXkKarOENd IPUPOJHON CPEbI.

22. 3akoHOJATeNbHbIE U HOPMATUBHBIE MPABOBBIC AKThI, ITOCTAHOBJIEHUS, IPUKA3bl B 00JIaCTH
OXpaHBbI 3/I0pPOBBSl HACEJICHHUs, ACATEIBHOCTH B cepe oOpaimieHus JIEKapCTBEHHBIX CPEICTB
MaNTEYHOI'0 U3rOTOBJICHUS JIEKAPCTBEHHBIX MIPENAapaToB.

23. AnTeuHoe U3rOTOBIICHHUE JIEKAPCTBEHHBIX (PopM ((hapMaKomeiHbIE TTOIXOIbI).

24. TpebGoBaHus K epcoHaly, 000py10BaHUIO, TOMEIIEHUSM ITPOU3BOICTBEHHBIX AITEK.

25. TpeOoBaHMs K TIOMEUICHHSM JUIi OCHOBHBIX M BCIIOMOTATEIBHBIX TEXHOJOTHUYECKUX
IPOLIECCOB.

26. CnocoOwsl moaAep)KaHUs HEOOXOJMMOTo KJlacca YHCTOTHI B  MPOU3BOJICTBEHHBIX
MOMEIEHUSX.

27. KoHTpoJib OpraHu3aiy pabo4yero Mecra TEXHOJIOra, 000py/10BaHUE U OCHAIIICHHUE.

28 ITpuHUMIIBI, METOABI U METOJUKH OIPEICIICHUS TEXHOJOTMYECKUX ITOKA3aTeIel KadecTBa
CBIPBS, OTYIPOTYKTOB.

29..0Opranu3aiys MaTepuabHO-TEXHUYECKOT0 obecrieueHus papMalieBTUYECKOro IpeAnpUsSTHSL.
3aKymnoyHas JOTUCTHKA.

30. CoBpemeHHas cucTeMa KiacCU(UKALMU JIEKAPCTBEHHBIX CPEACTB, JEKapCTBEHHBIX (HopM,
JIEKapCTBEHHBIX MPENapaToB.

31. Teopernueckue OCHOBBI TEXHOJOTUU JIEKAPCTBEHHBIX (OPM B YCIOBHUAX aNTeKH U
MPOMBIIIJIEHHOT'O TPOU3BOJICTBA.

32. buodapmaneBTuuecKre OCHOBBI TEXHOJIIOTHUH JIEKAPCTBEHHBIX MTPETapaToB.

33.1IpuHUMIIBI CO3/IaHUSI COBPEMEHHBIX JIEKAPCTBEHHBIX ()OPM, OCHOBHBIE METOOJOTHYECKHE
MOJIXOJIBI.

34.I1pobGnembr BO3MOKHOU (dbapmareBTUIeCKOM, (hapMakoIMHAMUYECKOH,
(apMaKOKMHETHYECKOH HECOBMECTUMOCTH JIEKAPCTBEHHBIX CPECTB.

35. OO0uiue npuHIUNIBI pa3padOTKHU U UCIIBITAHUS JIEKAPCTBEHHBIX IPENaparos.
36.@opMHpoBaHUE 3a8BJIEHUS O IOCYAAPCTBEHHOM pPErMCTpalMy JIEKAPCTBEHHOIO Ipemnapara,
nepeyeHb TOKYMEHTOB Uil POPMHUPOBAHUS PETUCTPALIMOHHOTO J1I0CKE.

37.]'ocygapcTBeHHas perucTpanysl JIEKapCTBEHHBIX IPENapaToB: IPOBEACHMSI AKCIEPTHU3HI,
XapaKTePUCTHKA KCIEPTHOTO YUPEKICHHUS, TOTHOMOYHSI SKCIIEPTHOU KOMUCCUH

38.1lopsaok NpUHATHS pELIEHUs O TOCYJapCTBEHHOM PErMCTpaluy JIEKAPCTBEHHOTO Ipernapara
WM 00 0TKaze, pa3MelleHne HHPopMaIim.

39.3akoHonaTenbHas perjameHTanus nopsaka Beoza B P® u BbiBo3a u3 PO nexapcTBEHHBIX
CPEICTB.

40. Turbl OCHOBHBIX TEXHOJIOTHYECKUX MPOIECCOB.

41. TpeboBanus K yrmakoBKe ¥ (JaCOBKE Pa3IMUHBIX JIEKAPCTBEHHBIX (hOPM.

42. Opranu3zanus XpaHeHHs JIEKAPCTBEHHBIX CPEJCTB.



43. Opranu3zanus TpaHCIIOPTUPOBAHUS JIEKAPCTBEHHBIX CPEJICTB.

44.OCHOBBI 3KOHOMHUYECKHX IPOLECCOB U MEXAHW3MOB (POpMUPOBaHUSA U (PYHKIIMOHHUPOBAHUS
PBIHOYHBIX OTHOILEHHH B 00acT papmanuu.

45. MapkeTuHronas ciry:k6a (hapMaleBTHUECKOro MpeIpusTHsL.

Kpumepuu OUCHUBAHUA OMBEMO6 HA 60NPOCHL YCMHO20 cobeceoosanusn:

«Omauunoy - BCECTOPOHHEE, CUCTEMAaTUUECKOE U TIIyOOKOe 3HaHHe yueOHOro MaTepuaia,
OCHOBHOM U JIOIIOJIHUTEIILHOM JIMTEPATYPHI, B3aUMOCBS3M OCHOBHBIX ITOHATUHN AUCLUIUIMHBI B UX
3Ha4YeHUU Ui npuodperaemoit npodeccuu. [IposBieHne TBOpuecKux crocoOHocTeH B
NOHUMaHHH, U3JI0)KEHUH U UCTIOJIb30BaHUH Y4eOHO-TIPOrpaMMHOI0 MaTepuara.

«Xopowo» - 1TONHOE 3HaHME y4yeOHOro  MaTepuaya, OCHOBHOM  JHMTEparyphl,
PEKOMEHI0BAaHHOW K 3aHATHI0. OOyyarouuiicsi NMOKa3bIBa€T CUCTEMHBIM XapakTep 3HaHUM IO
JUCLUIUIMHE U CIHOCOOEH K CaMOCTOSITEIbHOMY IIONOJHEHUI0O U OOHOBIEHHIO B XOj€
nanpHelmei yaeoHoi padboTsl 1 MpodheCcCHOHATFHON IeATEIbHOCTH.

«Yooenemeopumenvno» - 3HaHue yueOHOro marepuaga B oObeMe, HEOOXOJUMOM JUis
JAIbHEHIIET0 OCBOCHUS JUCLUIUINHBI, 3HAKOM C OCHOBHOM JIMTEPATYPOH, PEKOMEHJOBAaHHOMN K
3aHATHIO. OOyuaromuiics 10MycKaeT MOrpelHoCcTH, HO o0agaeT He0OOXOUMbIM 3HAHUSAMU JJIS
UX YCTpaHEHUs 110/ pyKOBOICTBOM IPENOJaBaTEIs.

«Heyooenemeopumenvno» - OOHAPYKUBAIOTCS CYLIECTBEHHbIE NPOOEIbl B 3HAHMAX
OCHOBHOTO Y4eOHOTO MaTepHuasa, JOMYCKAIOTCS NMPUHLIUIHAIbHBIE OIMMOKH TPU OTBETE Ha
BOIIPOCBI.

HpnMeprle TECTOBBbIC 3a/laHUA IO JUCHUIIJIMHE

1.YCJOBUSI WU KOMILJIEKC MEPOIIPUSITUN, HAINPABJIEHHBIX HA
NPEAOTBPAIIEHUE MHMKPOBHOI'O U JAPYI'OI'o 3APAKEHUS TIPH
MNOJYYEHUU CTEPWIBHOM MNPOJAYKIINU HA BCEX ITAIMAX
TEXHOJIOI'MYECKOTI'O ITPOLIECCA

1) nesnHdekums

2) acenTuka

) CTepunmsauus

) oumLieHne

) cooTBETCTBUE TPEOOBAHUAM

2.HEKOTOPBIE JIEKAPCTBEHHBIE BEIIECTBA TP BBICOKOW CTEINEHHU
JIACHEPCHOCTMH IMPOSIBJISAIOT TOKCUYECKOE JEVCTBHUE, IOTOMY YTO

1) yBenuuuBaeTcst paCTBOPUMOCTD, CJIEJ0BATEIbHO, KOJIMYECTBO ITONABLIETO B KPOBb
JIEKapCTBEHHOT'0 BEIeCcTBa, 00pa3ys BBICOKME KOHIIEHTPAIHI

2) yMeHbLIEHME pa3MepoB 4YacTHI[ BELIECTBA  BBI3bIBACT OBICTPYI0  HMHAKTHUBAIUIO
JIEKapCTBEHHOT O

BEIIECTBA

3) DOCTM>KEHHE BBICOKOM CTETEHU JUCIEPCHOCTH CIIOCOOCTBYET KyMYJISILIMH JIEKAPCTBEHHOTO
BEILECTBA B OPTaHU3ME U OKA3aHUIO0 TOKCUYECKOTO JEHCTBHUS

4) nu3menpyeHHe JEKapCTBEHHbBIX BEIIECTB IPUBOJUT K U3MEHEHHUIO (PU3NYECKUX CBOMCTB
npenapara

5) n3MenbUeHne JIEKapCTBEHHBIX BEIIECTB MPUBOJIUT K U3MEHEHUIO (hapMaKOJIOTHYECKOTO
JIEHCTBHUS IIperapara

3. B POCCHHUCKYIO ®EJEPAIIMIO PA3PEIIEH BBO3 JIEKAPCTBEHHBIX
CPEJACTB
1) panbcupumpoBaHHBIX



2) HeToOpPOKAYECTBEHHBIX

3) koHTpahaKTHBIX

4) ¢ UCTEKIIMM CPOKOM I'OJJTHOCTHU
5) HAPKOTUYECKUX

4. OBSI3AHHOCTDH MO YIUIATE BbIBO3HbBIX TAMOXEHHBIX MNOLIJIMH B
OTHOILIEHUU TOBAPOB, IOMEIAEMBIX 10O/l TAMOXKEHHYIO IPOLUEAYPY
9KCIIOPTA, BOSHUKAET Y JIEKJIAPAHTA C MOMEHTA

1) 3aKiItOuEHUs] BHELIHETOPTOBBIX KOHTPAKTOB

2) COOTBETCTBYIOIIEH MapKUPOBKH JICKAPCTBEHHBIX MPENapaToB

3) 3amoJyiHeHus AeKJIapalii Ha TOBaphbl

4) peructpanuy TaMOXKEHHBIM OPTaHOM JICKJIapaIllii Ha TOBAPHI

5) nepecevyeHus TaMOKEHHOW IPAHUIIBI

5. BBO3 HE 3APETMCTPUPOBAHHOI'O B POCCHUMCKOH ®EJIEPAIINU
JEKAPCTBEHHOTI'O ITPENTAPATA JIJISI OKA3AHUS MEJJULIMHCKOM MMOMOIIA
OI'PAHUYEHHOMY KOHTUHI'EHTY IAIIMEHTOB C PEAKOM U (MJIN) OCOBO
TSKEJOM MATOJIOT'MENA OCYIECTBJSAAETCSI HA OCHOBAHUU

1) 3akmroueHus

2) 3asBIEHUS

3) JOKYMEHTOB, IMOJATBEPKIAIOIINX KAa4eCTBO Mpenapara

4) MeTUIIMHCKOM KapThI MMallMCHTA

5) mpasun GDP

6. B TIEPEYEHb CBEJIEHHM, BKJIIOYAEMBIX B OIEPATUBHOE
YBEAOMJIEHUE O BbISIBJIEHUU ®AITBCU®OUIIUPOBAHHOI'O U (MJIN)
KOHTPA®AKTHOI'O JEKAPCTBEHHOI'O CPEJCTBA BHOCHUTCHA
HAUMEHOBAHMUE JIEKAPCTBEHHOI'O CPEJICTBA

1) Toprosoe

2) MeXIyHapOJAHOE HEMMaTEeHTOBAaHHOE

3) ToproBoe 1 MEXIyHAPOTHOE HEMATCHTOBAaHHOE

4) Tonbko g (hapMarieBTHUYECKUX CyOCTaHIIHIA

5) HAPKOTUYECKUX U TICUXOTPOITHBIX MTPETapaToB

7. DPAJIBbCUOULINPOBAHHOE JIEKAPCTBEHHOE CPEJICTBO -2TO

1) nekapcTBEHHOE CPEICTBO, CONPOBOXKIAEMOE JIOKHOU HH(pOpMaLuelt 0 ero coctaBe v (Win)
MIPOU3BOIUTEIIE

2) nexapCcTBEHHOE CPEJCTBO, HE COOTBETCTBYIOIIEE TPEOOBAHUAM (papMaKONeHHON CTaThbH JIHO0
B cllyyae €€ OTCYTCTBHS TpeOOBaHUSM HOPMATHBHON JOKYMEHTAallMd WM HOPMAaTHUBHOTO
JIOKyMEHTa

3) IeKkapCcTBEHHOE CpEICTBO, Haxojsdlieecs B 000OpOT€ C HApYyLIEHUEM TPaKIaHCKOTO
3aKOHOJATEIbCTBA

4) Ouonormyeckuil JIEKapCTBEHHBIM Mpemapar, CXO0XHMH [0 [apamMeTpaM KadecTBa,
3P PEKTUBHOCTH U O€30MACHOCTH C peepeHTHBIM OHOIOTHYECKUM JIEKAPCTBEHHBIM MTPENapaToM
B TaKOM K€ JICKapCTBEHHOH (hOpMe M UMEIOITUI UACHTUYHBINA CITIOCOO BBEICHUSI

5) nexkapCTBEHHBIM IpenapaTr, NPOU3BEIEHHBIM WM M3TOTOBJIEHHBIM W3 OAHOIO BHJA
JIEKapCTBEHHOI'O PACTUTENBHOIO CHIPhS MIIM HECKOJIBKUX BUJIOB TAKOTO CHIPBS U pealnu3yeMblil B
pacgacoBaHHOM BHUJI€ BO BTOPUYHOH (TIOTPEOUTENHCKON) YITAKOBKE

8. KOHTPA®AKTHOE JIEKAPCTBEHHOE CPEJACTBO - 9TO
1) nexapcTBEHHOE CPENICTBO, COMPOBOXKAAEMOE JIOKHOU MH(OpMaIel 0 ero coctaBe u (KJIn)
MPOU3BOLAUTEIIE



2) nexapCcTBEHHOE CPEJCTBO, HE COOTBETCTBYIOIIEE TPEOOBAHUAM (papMaKONEeHHON CTaThH OO
B cllyyae €€ OTCYTCTBHS TpeOOBaHUSM HOPMATHBHON JOKYMEHTAllMd WM HOPMAaTUBHOTO
JIOKYMEHTa

3) iekapCTBEHHOE CPEJICTBO, HAXOAIIEeCs] B 000pOTE C HAPYLICHUEM IPaKIaHCKOTO
3aKOHOJATEIbCTBA

4) OuonorMYecKuil JEeKapCTBEHHBIM Mpemapar, CXOXHM [0 [apamMerpaM KadecTBa,
3¢ (HeKTUBHOCTU U 6€30MAaCHOCTU ¢ PePEePEHTHBIM OMOIOTUYECKUM JICKAaPCTBEHHBIM TIPErapaToM
B TaKOI1 Jke JIeKapCTBEHHOM popMe U MMEIOLIUI UIEHTUYHBIN c1i0c00 BBEICHUS

5) 7nekapCTBEHHBIM TMpenapar, MNPOU3BEACHHBIM WM M3TOTOBJICHHBIM M3 OJHOTO BHUIA
JIEKAPCTBEHHOI'O0 PACTUTEIBHOTO ChIPhS MU HECKOJIBKHX BUJIOB TAKOT'O ChIPbSl U PEAIM3YEMBbII B
pacgacoBaHHOM BHUJI€ BO BTOPUYHOHN (TIOTPEOUTEILCKON) YITAaKOBKE.

9. KAKYIO ®A3Y KJIWUHUYECKHUX MCCJEJIOBAHHUI  HA3BIBAIOT
«IMOCTPETUCTPAIIUOHHBIE UCCJIEAOBAHUS»

1) ®azal

2) ®aza Il

3) ®aza IlI

4) ®aza IV

5) ®aza V

10. JJs1 PETHCTPAIIMU JIEKAPCTBEHHOI'O TIIPEITAPATA 3ASIBUTEJIb
NPEACTABJIAET B YIIOJTHOMOYEHHBIN OPI'AH (AKCIIEPTHYIO
OPITAHU3ALNIO) PEGEPEHTHOI'O TOCYJAPCTBA 3ASIBJIEHUE

1) Ha OymMa)kHOM HOCHUTEIIe

2) B BUJIE JIEKTPOHHOTO IOKYMEHTa

3) Ha OyMa)kHOM HocHUTele U (WIN) B BUJIE 3JIEKTPOHHOTO JOKYMEHTa

4) ohopmiieHme 3asBICHUIM BPEMEHHO MTPHUOCTAHOBIICHO

5) 3asBJIEHUE HY)KHO TOJIBKO MPH PErUCTpaIiy (papMaleBTHUECKUX CyOCTaHIU.

I(pumepuu OUEHKU omeema cmyOeHma npu 6blNO/IHEHUU MECMOBbIX 3a0anui

Onenka TpeOoBanus Kk 3HAHUAM

OneHka «OTJIMYHO» BBICTABISETCS CTYACHTY, €CIM OH TIyOOKO H
MPOYHO  OCBOMJI  MPOTPAMMHBIA  MaTepuaji,  HCUYEPIBIBAIONIE,
OTIHHO MOCJIEA0BATENBHO, YETKO M JIOTUYECKH CTPOMHO €r0o M3JIaraer, yMeeT
TECHO YBS3BIBATH TEOPHUIO C TPAKTHKOW, CBOOOJHO CHpPAaBISETCS C
3aJa4amMy, BONpPOCAMU M JPYTMMH BHJAMU NPUMEHEHUS 3HAHUU,
MpUYEM HE 3aTPYIHSETCA C OTBETOM IIpU BHUJIOM3MEHEHUM 33JIaHUM,

IMpaBUJILHO 00OCHOBBIBAET MMPUHATOC PECUICHUC.

OI_IeHKa «XOpOIIO» BBICTABIACTCA CTYACHTY, €CJIM OH TBCPAO 3HACT
Marepuall, rpaMOTHO W II0 CYWICCTBY H3Jara€t €ro, HE JOIyCKas
XOpotuo CYIICCTBCHHBIX HETOYHOCTEM B OTBETE Ha BOIIPOC, IIPAaBUJIBHO
MNPUMCHACT TCOPCTUUCCKHUE ITOJOXKCHHUA MPH PCHICHUN NPAKTHYCCKHUX
BOITPOCOB U 3aaa4, BIIAACCT HGO6XOI[I/IMI>IMI/I HaBbBIKaMU U IIpUEMaMH UX

BBIINIOJIHCHMU .




OueHKka «yJIOBJIETBOPUTEIIBHO» BBICTABJISETCS CTYIEHTY, €CIIM OH
UMEEeT 3HaHMs TOJBKO OCHOBHOI'O XapaKTepa, HO HE YCBOWJI €ro
YIOBJIETBOPUTEILHO .

JleTaneil, JOMyCKaeT HETOYHOCTH, HEJIOCTATOYHO IpaBUIIbHBIC
(GOpMYIUPOBKH, HAPYIIEHUS JIOTHYECKOW MOCIEA0BATEILHOCTH B
U3JI0’)KEHUU MIPOTrPAMMHOI0 MaTepuasa, UCIBIThIBACT 3aTPYAHEHUS IPU

000CHOBaHHMH OTBETA.

OrneHka «HeYJIOBIETBOPUTEIHHOY» BBICTABIISETCS CTYACHTY, KOTOPBIN
HE 3HAeT 3HAYUTENbHOM 4acTH MPOTrpaMMHOI0 MaTepuana, IOMyCcKaeT
HEYOBJICTBOPUTEILHO CYIIIECTBEHHbIC OIIMOKU, UMEET 3aTPyJHEHUSI IPU OTBETE HA BOIPOCHI
u 000CHOBaHUU OTBETOB. Kak MIpaBuIIO, OLICHKa
«HEYJIOBJIETBOPUTEIBHO» CTABUTCS CTYACHTaM, KOTOpPbIE HE MOTYT
MPOJOJDKUTh ~ 00ydeHHue  0e3  JOMOJHUTEIBHBIX  3aHATUM  TIO

COOTBETCTBYIOLIEH TUCIUILJINHE.

Cumyayuonnvie 3a0auu

1. JIns BBIBO3a JICKAPCTBEHHBIX CPEICTB HEOOXOUMO MTPOUTH TaMOXEHHOE 0hopMIIeHHE.
OcHOBHBIE TOKYMEHTBI, KOTOPbIE HEOOXOMMO OPOPMHUTH: KOHTPAKT; JOKYMEHTHI 00 OIJIaTe;
WHBOWC (CUET Ha OIUIaTy). YKaXUTE KaKOW KOHTPAKT O(popMIIsieTCsl Ha JAHHOM dTarle.
OTaJloH OTBETA: BHELIIHETOPIOBBIN

2. Jlns BbIBO3a JIEKAPCTBEHHBIX CPEACTB HEOOXOAMMO 3aKIIOYEHUE BHEUTHETOPTOBBIX
KOHTpakToB. OCHOBHBIC pa3/ielibl BHEUTHETOPTOBBIX KOHTPAKTOB: HOMEP M JaTa KOHTPAKTa,
Ha3BaHME TOBapa U aCCOPTHUMEHT, YCIOBHS MMOCTaBKU, 00IIasi CyMMa JI0TOBOPA, YCIOBHUS OTUIATHI.
VYkaxnute HeAOCTAOIINI PEKBU3UT KOHTPAKTA.

DTaNloH OTBETA: CPOK JEHCTBHUS

3. BBo3 B Poccuiickyto ®Penepannio KOHKPETHOH MapTHM 3aperHCTPUPOBAHHBIX M (MJIH)
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB MOXKET OCYIIECTBIIATHCS HA OCHOBAaHUU
3akiaroueHns MunucrepcrBa 3apaBooxpaHeHus Poccuiickonn denepanuu 10 3asBICHUAM
IOPUAMYECKUX JMIl. Bam HeoOXoauMo NpOBEpUTh MPAaBUIBHOCTh 3arOIHEHMs 3asBIICHUS
IOPUJIMYECKOTO JIMLA JUI TOJy4eHMs 3aKIIOueHUs. 3asBICHHUE COJEPXKUT HH(OpMaIUIO:
yKa3aHWe HAaUMEHOBAHUS JIEKAPCTBEHHOI'O Tpenapara, [J03bl, KOHILIEHTpalHuH, (acoBKH,
HAaUMEHOBAHMs OpraHW3alUd - IIPOU3BOAMTENA, CTPaHbl IPOU3BOACTBA JIEKAPCTBEHHOI'O
npernapara. Y KaKuTe HEJOCTAIOINE CBEACHHUS.

DTaJIoH OTBeTa: JIEKApCTBEHHAs popma

4 JIna monmy4yeHMs 3aKIIOYEHUS Ha BBO3 HE3apErHMCTPUPOBAHHOTO JIEKAPCTBEHHOIO INpernapara
JUT OKa3aHWsl MEIUIIMHCKOW ITOMOIIM IO JKU3HEHHBIM ITOKa3aHUSM KOHKPETHOTO MalMeHTa
3asgBUTENb MPEACTABIACT B MHUHHUCTEPCTBO 3PaBOOXPAHEHHs KOIHMIO MPOTOKOJA 3aKJIIOUYCHHS
BpaueOHOW KOMHUCCHM C YKa3aHHEM TOpProBOrO HAaMMEHOBaHUS JIMOO MeEXIyHapOJHOIO
HENaTeHTOBAaHHOTO HAaWMEHOBAaHMs, JO3MPOBKM M KOJMYECTBA HE3apErHCTPUPOBAHHOIO
JIEKapCTBEHHOTO TMperapata W OOOCHOBAaHMEM HEOOXOJUMOCTH €ro BBO3a. YKaXHUTE
HEJIOCTAIOLINE CBEICHUS.

DTaJIoH OTBeTAa: JIEKapCTBEHHAas Gopma

5. Jlns monydeHMs 3aKiIIOUEHUs Ha BBO3 HE3apETMCTPUPOBAHHOIO JIEKAPCTBEHHOTO Ipernapara
JUId OKa3aHWs MEIUIIMHCKOM IMOMOIIM IO JKU3HEHHBIM I10Ka3aHUSM KOHKPETHOI'O MallMeHTa
3asiBUTEIIb MIPEACTaBIsET B MUHUCTEPCTBO 3paBOOXPAHEHMsI KOMHIO MPOTOKOJIA 3aKIFOYEHHUS




BpaueOHOM KOMMCCHM C YyKa3aHHEM TOPrOBOTO HAMMEHOBaHMSA JIMOO MEXIYHAPOTHOTO
HETIaTeHTOBAaHHOTO HaMMEHOBaHWS, JIEKapCTBEHHOM bopmBI u KOJIMYECTBA
HE3aperuCTPUPOBAHHOIO JICKAPCTBEHHOIO Mpernapara U OOOCHOBAaHHEM HEOOXOJUMOCTH €ro
BBO3a. YKQXHUTE HEJOCTAIOIINE CBEACHUS.

DTajoH OTBETA: JO3UPOBKA

6. Bam HCO6XOI[I/IMO IMPOBCPUTDH MMPABUJIBHOCTH 3alIOJIHCHHA OINICPATUBHOI'O YBCIOMIICHHUA O
BBISIBJICHUN HC,Z[O6pOKa‘IeCTBeHHOFO JICKApCTBCHHOT'O CPpCACTBA. B kadecTBe HECOOTBETCTBUS
JICKAPCTBCHHOT'O CPCACTBA Tpe60BaHI/IHM HOPMATUBHOI'O JOKYMCHTA 110 KAYCCTBY YKa3aHO:
«OIINO0YHAs I/IH(l)OpMaI_II/IH Ha YIIaKOBKE€ JICKAPCTBCHHOI'O CPEACTBA O HAMMCHOBAHUHA U
JO3UPOBKE). VkaxuTe Imo KaKOMY KpUTCPUIO BBISIBJICHO HECOOTBETCTBUC

JTaJloH OTBETA! MapKHUpOBKa

7.  YHHUUYTOXXEHUE HEJOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB  OCYILIECTBISIETCA
OpraHu3aiyeif, WMEIOIEeH JIMIEH3WI0 Ha OCYIIECTBICHHE JEATENBHOCTH 1o  cOopy,
TPAHCIIOPTUPOBAHMIO, 00paOOTKE, yTUIU3ALUHU, 00E3BPEKUBAHNIO, pa3MEIeHHIO 0TX00B [ - IV
KJ1accoB onacHOCTH. COTPYyIHUKHU (PapMalieBTUYECKUX MPEINPUATUN HE MOTYT CAaMOCTOSTEIILHO

YTUIU3UPOBATh MpenapaThl C UCTEKIIUM CPOKOM TroAHOCTH. Kak MmpaBUIBLHO MOCTYMHUTh, YTOOBI
HE HAPYIIUTh CAHUTAPHBIC U 3aKOHO/IATEIbHBIE HOPMBI?

DTaloOH OTBETA: 3aKJIFOUUTH JIOTOBOP C OPraHU3alUel, UMEIOILEH JTUIEH3UI0

8. Ha ¢apmarieBTHUECKOM MPEIPUATUH YCTAaHOBIIEH (DAKT MPOU3BOACTBEHHOI0 Opaka rnocie
pa3MelieHus] MPOAYKIIMM Ha pBIHKE. YKaXHUTe NpoQecCHOHalIbHbIE JEHUCTBUS B JaHHOU
CUTYallUN.

DTaJOH OTBETA: OT3bIB MPOIYKIIUU

9. OmepaTuBHOE YBEJJOMJICHHE O BBISBICHHH HETOOPOKaYeCTBEHHOTO JIGKAPCTBEHHOTO CPENICTBA
COJEPKUT HHGPOPMALIMIO: O «KOHTAKTHOW TOYKE», YKa3aHHME TOCYIapcTBa, Ha TEPPUTOPUU
KOTOPOTO BBISIBIIEHO HEJOOPOKAUECTBEHHOE JIEKAPCTBEHHOE CPEICTBO, TOPrOBOE HAUMEHOBAHHUE,
MEXyHapOAHOE HeNaTeHTOBAHHOE HAaMEHOBAaHUE, T03UPOBKa, (hopMa BBIITyCKa, HOMEpP CEepHUH,
CPOK rOJTHOCTH, 00BEM CEpPHUH, J1aTa IPOU3BO/ICTBA, HANMEHOBAHUE IIPOU3BOAUTENS U 1€ KATENS
PETUCTPALIMOHHOTO  YIOCTOBEPEHMS, YKa3aHME TIOCyJapcTBa, HAa TEPPUTOPUU KOTOPOIO
HAXOJUTCS MPOU3BOJIUTEND, KOJIMUYECTBO BBISBICHHBIX YIAKOBOK, BUJ OpPraHU3allid, B KOTOPOH
OBbUIO BBISIBJICHO HEJ0OPOKAaUYECTBEHHOE JIEKApCTBEHHOE CPE/ICTBO, HAMMEHOBAHUE TIOCTABILMKA,
yKa3aHWe TIOCylapcTBa, Ha TEPPUTOPUU KOTOPOTO HAXOAWUTCS MOCTaBIIUK, ONHMCAHUE
HECOOTBETCTBUI, JEWCTBHSA, IPEANPUHATBIE  YIOJHOMOYEHHBIM  OPraHOM.  YKaKHTe
HEJOCTAIONINE CBEICHUSI.

OTaJloH OTBeTa: JIEKapCTBEHHAs popma

10. OmepaTuBHOE YBEIOMIEHHE O BBISBICHUU HEIOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO
CpeICTBa COACPKHUT HMHPOPMAIMIO: O «KOHTAKTHOW TOYKE», YyKa3aHWE TOCyIapcTBa, Ha
TEPPUTOPUU KOTOPOTO BBISBICHO HETOOPOKAUECTBEHHOE JIEKAPCTBEHHOE CPEICTBO, TOPTOBOE
HAaMMEHOBAaHHE, MEXIYHAPOJHOE HEMaTEHTOBAaHHOE HAWMEHOBAaHME, JICKapCTBEHHas Gdopma,
dbopMa BBITYCKAa, HOMEpP CEpUHU, CPOK TOAHOCTH, OOBEM CepuH, Jara MPOU3BOJICTBA,
HAaWMEHOBAHHME TPOU3BOJUTENS M JIEpKATENsI PETHCTPAMOHHOTO YIOCTOBEPEHHS, YKa3aHUE
rocyJapcTBa, Ha TEPPUTOPUU KOTOPOTO HAXOJAUTCS MPOU3BOAMUTEINb, KOJIMYECTBO BBISIBICHHBIX
YIaKOBOK, BHJ] OpPraHU3aIlllH, B KOTOPOH OBLIO BBIIBICHO HETOOPOKAYECTBEHHOE JIEKAPCTBEHHOE
CpPEeICTBO, HAaMMEHOBAHME IIOCTABIIMKA, YKa3aHUE TOCYJapCTBa, HA TEPPUTOPUU KOTOPOTO
HaXOJHUTCS MOCTaBIIMK, OITKCAHHE HECOOTBETCTBMI, JIeHCTBUA, MIPEATPUHSITHIC
YIOJIHOMOYEHHBIM OPraHOM. Y Ka)KUTE HEJOCTAIOIINE CBEACHUSI.

OTaJIOH OTBETA: JO3UPOBKA



11. Vkaxure Kak IOJDKEH IMOCTYNUTh JAEpXkKaTelb PETUCTPALMOHHOIO YAOCTOBEPEHUS IIPU
yTpaTe WIKA HOBPEXKICHUN PETUCTPAIMOHHOTO YI0CTOBEPEHUS JICKApCTBEHHOT'O IpernapaTa.
DTaJoOH OTBETa: TOJIYYUTh AyOIHKaT

12. Bam HE00X0UMO 3aMOTHUTH TAOJHUIly PETUCTPAIIMOHHOTO yaocToBepeHus «ubopmanms o
NPOM3BOJUTENIE  JIEKAPDCTBEHHOrO  mpemapara». Ilpu  3TOM, NPOU3BOJICTBO  T'OTOBBIX
JICKapCTBEHHBIX (OpM, TMEepBUYHAS YIAKOBKA M BTOPUYHAS YIIAKOBKA OCYIICCTBISIOTCS Ha
pa3HBIX MPOM3BOJICTBCHHBIX IUIOMIA/IKAX. YKAKUTE aApEC KAKUX MPOU3BOACTBEHHBIX TUIOIIATO0K
HE00X0/IMMO BHECTH B TaOJIHILY.

DTaJIOH OTBETa: BCEX

13.  JlokyMeHTOM, MOJTBEP)KIAIOIIMM PETUCTPAIIMIO JICKAPCTBEHHOTO IIperapara, SBISICTCS
PETUCTPAIIMOHHOE yIOCTOBEPEHHE. YKAKUTE CPOK JICUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPCHHUS
Ha BIIEPBBIC PETUCTPUPYEMBIH JIEKAPCTBEHHBIN Tpenapar.

DTalloH OTBETA: 5 JIET.

14.Tlopsinox  OuodapmalleBTUUECKON OLEHKM IpU  pa3pabOTKe HOBBIX JIEKAPCTBEHHbIX
IpenapaToB BKIKOYACT ITOCIEA0BATEILHOCTh: 1) OMBITHI in Vitro; 2) omeITEl in vivo; 3)
WCCJICIOBAHMSI HA 3I0POBBIX JIFOISIX-I00pOBOJIbIIAX; 4) HCCIICTOBAHUS Ha . Onpenenure
HEJIOCTAIONIHA dTat.

DTajoH 0TBETa: OOJBHBIX

15. Tlepuox 6MOIOrMYECKOTrO MOITYCYIIECTBOBAHMS JIEKAPCTBEHHOT'O BEIIECTBA B KPOBU — BpeEMH,
B TEYEHHE KOTOPOrO KOHIICHTpAIMs BEUIECTBA B IJIa3Me KPOBH yMEHbIIAETCS Ha (YKaXHTe
qucio B %).

OranoH orsera: 50

16. OmneparuBHOE YBEJOMJIEHHME O BBISIBICHUM HEIOOPOKAUYECTBEHHOTO JIEKapPCTBEHHOTO
CpeICTBa COJCPKUT HHGOpPMAIMIO: HAWMMEHOBAaHWE IIperapara, JeKapCTBeHHas (opMa,
J03UpoBKa, (hopma BBITyCcKa, CPOK TOJHOCTH, JaTa MPOHM3BOACTBA. YKAKUTE HEIOCTAIOIIUE
CBEJICHUSL.

DTanoH OTBEeTa: HOMEp CepUH

17. ]Jlns opraHu3anuu BBo3a Ha TeppuTOpHio PD KOHKpETHOH MapTuu He3aperucTpupoOBaHHBIX
JIEKapPCTBEHHBIX CPEJICTB IS IPOBEICHUS KIMHUUECKUX HCCIEA0BaHNN HEOOXOUMO MOTYyYUTh.
OTajoH OTBeTa: pa3zpelieHne MUHUCTEPCTBA 31paBOOXPAHEHUS.

18. Jlnst opraHu3anuu BBO3a Ha TeppUTOpHI0 PP KOHKPETHOH MapTuu He3aperucTpupoOBaHHBIX
JICKAPCTBCHHLBIX CPCACTB JJIA IMPOBEACHU A SKCIICPTU3BI U FOCY}IapCTBeHHOﬁ peructpannuun
HE00XO0IUMO MOTYUHTh.

OTaoH oTBeTa: paspemeHne MUHHACTEPCTBA 31paBOOXPAHEHUS

19. Jlnst opraHu3anuu BBO3a Ha TeppUTOpHI0 PD KOHKPETHOI MapTuu He3aperuCTPpUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJCTB I OKA3aHUS MEIUIIMHCKON TOMOLIH 10 )KU3HEHHBIM MOKa3aHUAM
KOHKPETHOMY IMAaLUEHTY C PEIKON U (UIIM) 0CO00 TSXKEN0i maTonoruei Heo0XoIMMO MOITYUHUTh.
OTajoH OTBETa: pa3pelieHne MUHNUCTEPCTBA 3/1paBOOXPAaHEHUS

20 HpI/I BBO3C JICKAPCTBCHHBIX CPCACTB AJId OKa3aHUsA MC,Z[HLIHHCKOP'I IIOMOIIIH IO KU3HCHHBIM
[TokazaHusM KOHKPETHOMY TMalUEHTy B MHHHUCTEPCTBO 3paBOOXpPAHEHUS HEOOXOAUMO
npeaoCTaBuUTh NOKYMCHTBHI ITAlIUCHTA: IIPOTOKOJ 3aKIHOYCHUA Bpa‘-IGGHOﬁ KOMHUCCUHN WU
KOHCUJIMyMa Bpayel. YKaXuTe HeIOCTAIOIINE TOKYMEHTHI.

DTaNoH OTBETA: KOMUS Macnopra



21. Bam HE0OXOIMMO TPOBEPUTH MPABUIBLHOCTH COOPKHM pPEKTHU(HUKAITMOHHOW YCTaHOBKH,
KOTOpasi COAEPXKUT: PEKTH(PHKAIMOHHYIO KOJOHHY, AediermMatop, KOHAEHCATOp, COOPHHK.
VYKaXuTe HeJIOCTAIOIIee TEXHOIOTHIECKOe 000PyI0BaHHE.

OTaJ0H OTBETA: IEPETOHHBIN KyO

Ilpumepnvie eonpocwl K 3auemy

(Dapmaueemultecmm mexHoiocun

1.

10.

11.

12.

13.

buodapmanieBTiueckue  OCHOBBI ~ COBPEMEHHOH  (hapMareBTHYECKOWTEXHOIOTHH.
®apmarneBTuyeckue (QpakTopsl: JekapcTBeHHas (opMa, PU3NKO-XUMUYECKOE COCTOSTHUE
JIEKapCTBEHHBIX BEILECTB, BCIIOMOraTENIbHBIE BEIIECTBA, TEXHOJIOTMYECKUM Mpolece, UX
BIIMSTHUE HA TEPANeBTUUYECKYIO 3(PEKTUBHOCTH JIEKapPCTBA.

['ocynapcTBeHHOE  HOPMHUpPOBAHHME IPOM3BOJCTBA JIEKAPCTB, €ro 3HAYCHHE WU
HanpaBieHusi. Hopmuposanue cocrasa nekapcts. [Ipukaz M3 PO ot 14.01.2019 Ne 4u
"O6 yrBepxkaeHun mnopsiaka HasHauenus JIII, dopm penentypueix OmankoB Ha JIII,
nopsika oOpMIICHHS YKA3aHHBIX OJIaHKOB, UX yueTa U XpaHeHus'".

HopmupoBanue  kauecTBa  JIEKapCTBEHHBIX  BELIECTB.  3aBUCHUMOCTb  KadecTBa
JICKapCTBEHHBIX (POPM OT YUCTOTHI JIEKAPCTBEHHBIX BEIIECTB M MX cTaHAapTHOCTU. ['D,
oC.

JlexapcTBenHble BemiecTBa. KX HOMeHKnarypa. SIOBUTbIE M CHJIBHOJAEHCTBYIOLIKE
BelIeCcTBa, UX J03UpoBKa. TalOmuipl BbicIIMX 103. HOpMBbI OTIycKa HapKOTHUYECKUX M
MIPUPABHEHHBIX K HUM BEIIECTB B JICKAPCTBEHHBIX npenaparax. [Ipukazet M3 PO.
Bcenomorarenbubie BemiectBa. Ompenenenue. TpeGoBaHMs, NPEIbABISEMbIE K HHM.
Homenknatypa u kiaccuuKanus BCIOMOTaTeIbHBIX BEUIECTB M0 HA3HAYEHUIO U
arperatHomy coctosinuto. KpaTkas XxapakTepucTuka U IpUMEHEHHE.

BMC - BcromorarensHble BeniecTBa. lcmonb3oBaHue CBONCTB HMX pacTBOPOB B
3aBUCUMOCTH OT KoHUeHTpauuu. [Ipuponnsie, cunrermueckue BMC, accopTHMEHT,
XapaKTEpUCTHKA, IIPUMEPHI UCTIOIb30BAHUS.

Hcnonp3oBaHne MOBEPXHOCTHO-aKTUBHBIX BemecTB (ITIAB) ans  craOunmzanuun
TeTEPOTreHHBIX CHCTEM. XapaKkTepucTuka CTa0MIIN3aTOPOB. Mexanusm
crabmmmsupyromero aeucteus [1AB (kamenu, ciusu, Mblia, TPOU3BOIHBIE TIEJUIIOJIO3B! U
T.J.).

Koncepsantsl. Onpenenenue. TpeboBanus k Hum. Kiaccudukanus. [Ipumenenue.
Jlo3upoBaHue 1o Macce B TEXHOJIOTUH JIEKapCTBEHHBIX (hopM. Bechl, X XxapakTepucTHKA.
[Topomku kak nexapcTBeHHas (popma. Omnpenenenue. XapakTepucTuka. TpeboBaHHs K
nopouikam. Krnaccudukanus mopoukoB Mo COCTaBy, XapakTepy JO3MPOBAHHUS, CIOCO0Y
MPONUCHIBaHUS U TpUMeHeHus. CTaauK TEXHOJIOTHH MOPOIIKOB, UX XapaKTepUCTHKA.
N3rotoBieHre MOPOIIKOOOPA3HBIX cMecei, MX OAHOPOAHOCTb. OCHOBHBIE NpaBUIIA
CMEIINBAHUSI UHTPEIUEHTOB MOPOIIKOB U UX 000cHOBaHHUe. V3roToBIeHNE MOPOIIKOB C
AOBUTBIMU  BemiecTBamMu. [lopomkn ¢ KpacsilMMM, TPYJHOU3MEIBYAEMBIMH,
JIETKOTBUIALIUMHU JIEKAPCTBEHHBIMU BELIECTBAMH U SKCTPAKTaMHU.

[Tpubopsl, anmaparbl, UCHOIb3yeMble MPH H3TOTOBJICHUM MOPOMIKOB. Jl03upoBaHHE U
yIakoBKa MOPOIIKOB. BiusiHue yrmakoBKH Ha KauyeCTBO MOPOIIKOB. BeiOop onTumanbHON
yIIaKOBKH, ero obocHoBanue. OdopmieHne M XpaHeHue mopoukoB. Hampapienus
COBEpUIEHCTBOBAHHUS MMOPOIIKOB: UCIOIb30BaHUE MOTY(HaOpUKaTOB, MaJOi MEeXaHU3AIUN
u J1p.

Kunkue nexapcrsennble Gopmbl. TpeboBanus, npeabspisgeMble k HUM. Kiaccuduxarms
KHUJIKMX JIEKapCTBEHHBIX (OpM TO Crmoco0y NPHUMEHEHHMS U JIUCIEepPCOJIOrMYecKast.
[Tpumepsr. [IpeumymiecTBa KUAKUX JEKaPCTBEHHBIX (JOPM IO CPaBHEHHUIO C TBEPIABIMU U
npyrumu. HanpaBieHus: cOBepIICHCTBOBAHUS KHUIKHX JIGKAPCTBEHHBIX (POPM.
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15.

16.

17.

18.

19.
20.

21.

22.

23.

24,

. JlucriepcuoHHbIe cpeAbl JUIS JKUIKHUX JIeKapCcTBEHHBIX (opMm. Boma ouumnennas ,
tpeboBanuss PC k Hed. OumcTKa BOABI Mepe] AUCTHILIAIUCH. AKBaIUCTHIUISTOPHI
MEPUOANYECKOTO ¥ HEMPEPHIBHOTO JEHCTBHUS, OCOOCHHOCTH WX KOHCTPYKIUH,
MPOU3BOJUTENILHOCTh. Y CIIOBUSI TMEperoHku, cbopa u XpaHeHus Bojabl. KoHTpoib
Ka4yeCTBa BOJIbl OUMIIEHHOM. JleMUHEpaIn30BaHHAas BOJA. Y CTAHOBKH IS MOJIYYEHUS.
HeBomubie aumcnepcuonHble cpenbl. Knaccudukanus. OTUIOBBIA  CIHPT, €ro
pazbasinenue no tabaunam ['®. I'munepuH, )KupHble U MUHEpaiIbHbIE Macia U Ap., UX
XapaKTEepUCTHUKA.

PactBopsI, onpenenenue, XapakTepUCTUKA, PACTBOPUMOCTH JIEKAPCTBEHHBIX BEIIECTB —
OCHOBHasl (DM3HKO-XMMHYECKas XapaKTepUCTHKA, HEeoO0Xoaumas Uil TEXHOJOTHH
pactBopoB. Mcnonp3oBanue (akTopoB, CIOCOOCTBYIOIMX pacTBopeHHio. llpuBectn
MIPUMEPBHL.

Craguu U3rOTOBIICHUSI BOJHBIX PACTBOPOB B anTeKe, UX Xapakrepuctuka. OcoOeHHOCTH
M3TOTOBJIEHUS] PACTBOPOB JIETKOOKHUCISIOIIMXCS BEIIECTB: HO/Aa, 0capcoiia, IIFOKOHATa
KaJIbIIMsI, BEIIECTB, B3AUMHO YXYAIIAIOIINX PACTBOPUMOCTD JIPYT ApyTa.

OcoOeHHOCTH pa3BelCHUS CTaHIAPTHBIX (hapMaKOMEWHBIX JKUIKOCTEH: pacTBopa
dbopmainibieruaa, XJIOPUCTOBOJOPOJHON KHUCIOTHI, MEPEKUCH BOAOPOJAA, OCHOBHOTO
alerarta allOMUHHUS, aMMHAKa, KUCIIOThI YKCYCHOM.

Macco-00beMHBIN METO/1 U3TOTOBJICHUS KUIKUX JIEKAPCTB, €0 XapaKTePUCTUKA.
HeBonnbie pactBopel. Knaccudukaums mno mnpupoge pactBopurens. Craguun
TEXHOJOTHYECKOTI0 MporLecca.

Komnnmounneie pactBopsl B ¢apmaiuu. PakTopsl, obecrieuynBaromyue Ux CTaOUIbLHOCTS.
Oco0eHHOCTH M3TOTOBJICHUSI PACTBOPOB B YCIIOBUSIX ANTeKU (XapaKTEPUCTHKA CTAJUMN).
TexHomornueckre NpueMbl, UCIOJIb3yeMbl€ JUIsl U3TOTOBJICHUS KOJUIOMAHBIX PACTBOPOB B
3aBHCUMOCTH OT COCTaBa MUIIEII KOJUIOHUJIOB.

Pacteopst BMC. Omnpenenenune. Xapakrepuctuka. Biusaue crtpyktypsl BMC Ha
nporecc pactBopenus. Craaum  TexHosorun pacTtBopoB BMC. OcobGenHoctu
M3TOTOBJIEHHS] PACTBOPOB MEINCUHA, KEJIaTUHA, KpaxMaja, METHILEIUI0I03bl. XpaHeHHne
pactBopoB BMC. XapakTepucTtuka MpOIECCOB, BBI3BIBAIOIINX HW3MEHEHHWE PACTBOPOB
MIPU XPaHEHUHU.

Komnounueie pactBopsl. CycneH3uH, OHMYJbCHM KaK JHCTHEPCHBIE  CHCTEMBI.
ArperatuBHasi, KMHETHYECKas, KOHJEHCAIMOHHAs YCTOWYMBOCTb, XapaKTEPHU3yHOLIas
(UBUKO-XUMHYECKYIO CTA0OMIBHOCTh KOJUIOMIHBIX PACTBOPOB, CYCIIEH3UMN, IMYJIbCUI KaK
mucrepcHbIx cucteM (reteporensbix). BMC u ITAB, npumeHnsiemble 1Uisi CTaOMIH3AIIN
cycmneH3uil u smynbcuil. X crabunmsupyromiee AecTBHE, OCHOBAHHOE Ha (PU3UKO-
XUMUYECKHX MTOBEPXHOCTHBIX SIBICHUSIX.

[lenecooOpa3HOCTh BBEACHUS JIEKAPCTBEHHBIX BEIIECTB, HEPACTBOPUMBIX B BOJIC.
Cycnen3uu kak nekapctBeHHas popma. OmnpeneneHue. XapakTepucTUKa. Y CTONYHBOCTh

(dhapmareBTUUeCKNX CyCIEH3HH, €€ JOCTIKEHHE B TeXHOJIoTuU. O1ieHKa KauecTBa CyCIIeH3UH.

25

26

. MeTobl OaydYeHUsl CyCIEH3UM, UX XapaKTEPUCTUKA. XapAaKTEPUCTHUKA JIEKAPCTBEHHBIX
BEILIECTB, BBOJUMBIX B )KUJKHE TUCIEPCUOHHBIE CPEbl MO TUIY cycneH3ui. CycrneH3nu
TUAPOPWILHBIX U TUIPO(OoOHBIX BemiecTB. CTaOMIU3aTOpPhI, WX KA4YEeCTBEHHBIM U
KOJTMYECTBEHHBIN Mo100p. TeXHOIOTHs CyCTIEH3UIM OKHCH IIMHKA, CEPHI.

. Kamnm, kak nekapctBennas ¢popma. Onpenenenue. Xapakrepuctuka. Knaccudukanus mo

croco0y Ha3HAUYECHUS U IPUMEHSIEMOMY pacTBOpHUTeNt0. OCOOEHHOCTH N3TOTOBJIEHHUS Karelb C
MCIIOJIb30BAaHUEM BO/JIbl OUMIIIEHHOM, CIIUPTa 3TUJIOBOTO, MAacell U INIHUIEPUHA.

27

28

. @akTopel,  OOYCIIOBIMBAIOIINE  TMOJYyYEHHE  KAUYEeCTBEHHBIX  M3BICUCHUN W3
JICKAPCTBCHHOTO PACTUTCIIBHOT'O CBIPbA, U UX HCIOJIB30BAHUC B TCXHOJIOI'MHW HACTOCB U
OoTBapoB. BimsHue (U3MKO-XMMHUYECKUX CBOMCTB JCUCTBYIOIIMX W COMYTCTBYIOIIMX
BCIICCTB JICKAPCTBCHHOTO PACTUTCIILHOI'O ChIPbA HAa IPOUCCC U3BJICUCHU.

. JluauMeHThl  Kak  JekapcTBeHHas — ¢opma.  OmpeneneHue.  XapakTEpUCTHKA.
KJIaCCI/I(bI/IKaI_[I/ISI. CTal[I/II/I HU3TrOTOBJICHHA, OGyCHaBJII/IBaIOH_II/Ie MOJIYYCHHUC KAaYCCTBCHHBIX



JMHUMEHTOB. Y CTOHYMBOCTb T'€TEPOr€HHBIX IMHUMEHTOB, ITyTH €€ JTOCTHKEHUS.

29. Ma3u kak JjekapcTBeHHas (opma. Omnpenenenue. Xapakrepuctuka. Kiaccupukarus
Ma3el B 3aBUCHMOCTH OT Ha3HA4€HHUs, MECTA NMPUMEHEHMSI U KAK JUCIIEPCHBIX CHUCTEM.
TpeboBanus1, IpeabsBIAEMbIE K HUM.

30. OcuoBsl s Maseit. Mx knaccudukarus (ruapoduibabie, TuAPOGoOHbIC U TUPUIBLHEIC),
TpeOOoBaHus, IPEeIbABISIEMbIE K OCHOBAaM. ACCOPTUMEHT U XapaKTEPUCTHKA Ma3eBbIX OCHOB.
Hasnauenue u BBIOOp OCHOB.

buomexnonozua

1. SBnenue pe3ucTeHTHOCTH, 4acTo omnpexaenstouniee ckpuHuHr JIC, cBA3aHO ¢ ux
aKTUBHOCThIO. OOOCHYHTE OHOJOTMYECKYI0 AaKTUBHOCTb CYJlb(paHUIAMUIOB C 3TUX
no3unuii. [Ipoananusupyiite ykazaHubie GakTOpbl U JaiiTe 000CHOBaHUE OMOIOTHYECKOM
aKTUBHOCTH CyJb(aHMIIAMHIOB B JTAHHOM JIEKAPCTBEHHOM CpE/ICTBE (IIperapare).

2. Ilpu nomydyenun BAB pacTUTEIBHOrO MPOUCXOXKICHHSI MOKHO UCIIOIH30BATH B KAUECTBE
UCTOYHUKA PE3EePBbl AUKON MPUPO/IbI, IUIAHTALIMOHHbIE KYJIBTYPhl U KYJIbTYPbl PACTUTEIbHBIX
kJjeTok. OnpenenuTe BO3MOKHOCTb OMOTEXHOIOIHUECKoro npouecca nonydenus JIC Ha ocHoBe
KYJIBTYPbl PACTUTEIbHBIX KIETOK.

3. Tlpoanamu3upyiiTe MPEUMYIIECTBA OMOTEXHOIOTUIECKOTO MTPOU3BOJICTBA BUTAMHUHOB
Ha KOHKPETHBIX IpUMepax U ONpPeesIuTe €ro OCHOBHbIE HEJJOCTATKH.

4. B BT mnpousBojacTBe JIEKapCTBEHHBIX CPEACTB, B YAaCTHOCTH, IpPU IMOJY4YEHUU
QJIKAJIONUJIOB, JIOBOJBHO YacTo MOP(OJIOTMYEcKas CIEeUUalIn3alus KIETOK SBISeTCs
OCHOBHOM  IPEANOCBUIKOM JUIsi aKTUBHOrO cuHTe3a. KakoBa CBA3bp  MexAy
KOJINYECTBEHHBIM BBIXOJIOM AJIKAJIONI0B M CBOMCTBAMU KAJIITYCHON KYJIbTYPBhI KIETOK?

5. Hns 3d¢heKTUBHOTO MPOBEACHUST OMOTEXHOJOTHYECKOTO Ipolecca OOJbIIOe 3HAUYCHHUE
UMeeT MUTaTelbHas CpelJa, B KOTOPOW MHUKPOOpPraHu3Mbl — mpoayueHTsl BAB,
UCIOJIB3YIOT B KayeCTBE HMCTOYHMKA a30Ta Pa3IMYHbIE a30TCOJEpKallle COECIUHEHUS,
BKJIIOUAIOIIME AMUHHBIA a30T MM HOHBI aMMOHHUA. Kakue yciaoBHs IpOBENCHUS
(depMeHTaluyu MO0 MCTOYHMKY a30Ta NpPU MOIYYEHHM AHTUOMOTUKOB OYIyT SIBIATHCA
ONTUMAIbHBIMU?

6. Bo3MOXXHO M TMOJlydeHHE YKa3aHHOTO BBIINIE JICKAPCTBEHHOTO BEIIECTBA (XHHHH)
OMOTEXHOJIOTMYECKUM METOJIOM. B uem 3akmrouaeTcs cnenuduka 3Toro MeToa.

7. Hcnonb3yroTcs U JIEKapCTBEHHBIE BELIECTBA, (POPMYJIIbl KOTOPBIX IPUBEIEHBI

BbIlIE (M30HMA3U[, (pTHBA3K) pU cKpUHUHTE HOBBIX JIC B KauecTBe 0OBEKTOB MTO3UTUBHOIO
KOHTPOJISL.

8. buotexHonornyeckoe mnpousBoAcTBO JIC OCHOBaHO Ha MCIOJIB30BaHMU OHOOOBEKTOB,
(GYHKIIMM KOTOPBIX Ha Pa3HbIX 3Talax MpoIeccoB OMOCHHTE3a pa3iauyHbl. PaccmoTpure
BapHaHTbI UX UCIOJIb30BaHUS.

9. Kak MOXHO OIICHWUTh aHTHOMOTHYECKYIO aKTHBHOCTH JIC, MOCTYNMMBIINX HA KOHTPOIb C
LIEJIbI0 IPOBEPKHU MX KOHLIEHTpAIK?

10.3BecTHO, YTO MHOTHE IICHHBIE JIEKAPCTBEHHBIC PACTEHUS HENb3s KyJIbTUBUPOBaTh B Poccumn
U3-32 KIMMaTU4YecKUX ycinoBHid. [Ipennoxkure BO3MOKHOCTH peEIIEHUs 3TOH MpoOJeMBbl ¢
MOMOUIbIO0 OMOTEXHOJIOTHH.

11.CynepnpoayleHT — 3T0 OM000BEKT NPOMBIIIJIEHHOTO HCIOIb30BaHus. Kak MOXKHO MOITy4nuTh
€ro M KakKMMHU CBOICTBaMH OH JOJKEH 00J1a/1aTh B OTIMYME OT MPUPOJAHOrO IITaMMa KYJIbTYpBbI.
12.PacTuTtenbHbIe KIETKH KaK KCTOUYHUK MoTydeHus: BAB npu Ky1bTHBHPOBAaHUHM UMEIOT CBOU
ocobenHocTH. Kak 3To oTpakaeTcs Ha yCIOBUAX (EPMEHTAMOHHBIX MTPOLIECCOB U MOKHO JIU UX
ONTHUMH3UPOBATH?

13. Ipu noxy4eHnn aHTHOMOTHKOB B TIporiecce (pepMeHTaIH B TUTATEIBHOM Cpejie BO3MOXKHO
U30BITOYHOE WU HEJOCTATOUYHOE COJICPKAHNE YKa3aHHOTO BellecTBa (rioko3a). Kak B 3Tom
Cllydae MO>KHO ONTUMU3UPOBATh YCJIOBUS (pepMEHTALUH [T NOTYYEeHUsT MaKCUMaIbHOTO
KOJIMYECTBA 1I€JIEBOTO MPOAYKTA?

14. IlpuBeauTe CpaBHUTEIBHYIO XapAKTEPUCTUKY KAJILUTYCHBIX U CYCIEH3MOHHBIX KYJIBTYp NpU
UCIIOJIb30BaHUM UX B KauecTBe cyOcTpara ais noinydeHuss BAB OnorexHonornyeckumu



METOJIaMHU.

15. Omnpenenute poiib ¥ 3HaU€HUS (DEPMEHTOB PACTUTEIBHBIX KJIETOK C 1elbio nosyuenus JIC.
16. U3BeCTHO, YTO B YCIOBUSAX MPOMBIIUICHHOTO MPOW3BOICTBA MIPUPOJIHEIC MPOIylIeHTH BAB
JOJIKHBI OBITh TEeHETHYECKH MoANUIpoBanbl. Kak pemraercs nanHas npobsiemMa B IIaHe

s dexTuBHOCTH U O6e3onacHocTy noxydeHus JIC?

17. B mpouecce ¢epMeHTAalUU PACTUTENIbHBIX KIETOK JUJIsl YBEJIMUYEHHUsS BBIXOJA LIEJIEBOTO
MPOIYKTA

(HampuMep, MMKOHKHA) OBLIO MPEAJIOKEHO 3HAYUTEIILHO YBEIMUUTh 00beM pepmeHTepa (0omee
2000 1), ucIOaB30BaTh TPEXJIONACTHYIO MELIAJIKY, YBEJIMUUTH M0Ja4y KUCIOPOAa U MOBBICUTh
BIaXXHOCTH ¢ 50% 10 60-70%. Onpenenute kakue OMMOKU ObUIH JOMYIEHBI IPU BBIOOpE
yCIOBHH (hepMEHTALINH.

18. [Tonyuenue cyOCTaHIIMN aCKOPOMHOBOI KUCIIOTHI SIBJISIETCSI MHOTOCTaIMMHBIM MPOIIECCOM, B
KOTOPOM COYETAIOTCS METO/Ibl OPTaHUYECKOT0 U MHUKPOOHOJIOTHYECKOro cuHTe3a. Kakoit
MPEIIIECTBEHHUK aCKOPOMHOBOM KUCIIOTHI MOMYYaIOT C UCIIOIb30BAaHHEM OMOTEXHOJIOTUU U
KaKOBO 3HaYECHHE 3TOTO dTara JJisi BCero mporecca B meaoM?

19. B npou3BoAcTBe NEHUIMLINHA B Hauane (epMeHTaluu Obulo N00AaBIEHO B MUTATEIbHYIO
cpeny

OTIpeIeIEHHOE KOJIMYECTBO (PEHUITYKCYCHOM KUCIIOTHI, YTO MPUBEJIO K CHUKEHHIO BBIX0/1a
neneBoro mpoaykra. Kakas ommoOka Obl1a ommyiieHa B JaHHOM Iporecce?

20. IToyuemy B yclnoBUSIX OMOTEXHOIOTUYECKUX MPOIECCOB AaHTUOMOTHUK, pearupyromui

C yka3zaHHBIM coeiMHCHHEM (HO B (hopme KohepMeHTa), IPeOYTUTEIIbHEE TIOIy4aTh METOI0M
OnocuHTE3a, a He OprcuHTe3a’?

Kpumepuu OUEHKU omeema Ha 3aueme

Onenka Kpurepun orera

3aureHo ['myGokoe u xopollee 3HaHHWE M MOHMMaHUE NpeaMeTa, B TOM YHCIe
TEPMHUHOJIOTUI U OCHOBHBIX MOHSTHI; TEOPETUYECKHUX
3aKOHOMEPHOCTE; baxTHUeCKuX JAaHHBIX; 00CTOSITENbHBIH,

JIOTMYECKHUI ¥ TPAMOTHBIN OTBET BO BPEMS C/Iauy 3a4€Ta; YAECIbHbBINA BEC
OIIMOOK MPU KOHTPOJILHOM TeCTUPOBaHUU — He Oosee 50%.

He3aureno Cnaboe  3HaHWE  OCHOBHOM  TEPMHUHOIIOTUH,  TEOPETHYECKHX
3aKOHOMEpPHOCTEH, (aKTUUECKHX JaHHBIX, ONIMOOYHBIM OTBET Ha

3a4ere; yJAeNbHBIA BEC OIMOOK MPU KOHTPOJIHHOM TECTUPOBAHUN —
6omnee 50%.

METOJIUYECKHUE YKA3AHUS JI/151 OBYUAIOLUXCSI IO OCBOEHUIO
JUCIHUATITAHBI

Juctmmumaa  «®@apmareBTiueckass TEXHOJIOTHS) — HalpaBiieHa Ha  (OpPMHpOBaAHHE
kommerennuii: YK-1, TIK-1.

[TpomexyTouHas aTTecTalus MPEANoiaraeT 3adeT, SK3aMeH

[Ipuctynas Kk M3y4eHHUIO NUCHUIUIMHBI, HEOOXOAMMO B TMEPBYIO OYEPEIb O3HAKOMHTHCS C
cojepkanueM padoueit mporpammsbl gucturiaHb (PTLT).




Jlexuyuy UMEIOT LENbI0 JaTh CUCTEMATU3UPOBAHHBIE OCHOBBI HAYUHBIX 3HAHUM.

ITpu n3yuenuu u npopaboTKe TEOPETUUECKOIO MaTepraga HEO0O0XOAUMO:

- MOBTOPUTH 3aKOHCIIEKTMPOBAHHBIN HAa JICKIIMOHHOM 3aHATUU MaTepuan U JOIOJIHUThH €ro C
Y4€TOM PEKOMEHI0OBAHHOM 10 TaHHOM TE€ME JINTEPATYPHI;

- NPHU CAMOCTOSTEIBHOM M3Y4YEHHM TEOPETUYECKOM TEMBbl CHEJaTh KOHCIIEKT, HCIOJIb3Ys
pekoMennoBaHHble B PIIJI nuTepaTypHble MCTOYHHMKHM M pPecypchl HHGOPMAlMOHHO-
TEJICKOMMYHUKAIIMOHHOU cetu «HTepHeT»

- IIPU NOJTOTOBKE K IPOMEKYTOUHON aTTeCTallMy 110 MOAYJIIO UCIIOIb30BaTh MaTepuanbl (GpoHaa
OLICHOYHBIX CPECTB.

[IpakTudyeckue 3aHATHS IPOBOAATCS C 1LEJbI0 YIIyOJNeHHUs M 3aKpeIUIeHHus 3HaHWM,
NOJYYCHHBIX Ha JIEKUMSAX M B MPOIECCE CaMOCTOATENbHON padOThl HaJ HOPMAaTUBHBIMHU
JIOKYMEHTaMH, y4eOHOH ¥ HayYHOU JIUTepaTypoil.

[Tpy TOATOTOBKE K MPAKTUYECKOMY 3aHATHIO HEOOXOANMO:

- U3Y4YUTb, IOBTOPUTH TEOPETUYECKUI MaTepHUall 110 3aJ]aHHOMN TEME;
- IIPY BBIIIOJIHEHUU JIOMAIIHUX PACYETHBIX 3aJaHUM, U3YYUTh, [IOBTOPUTH TUIIOBBIC 3aJaHUS,
BBITOJIHAEMBIE B Ay JUTOPUH.

PexoMengauuu nmo padore ¢ HAY4YHOU M y4eOHOM JUTEPATYpOii

Pabota ¢ yueOHOM 1 HayuyHOU IUTEPaTypOl SABJISETCS IN1aBHOM (hopMOii caMOCTOATEIbHOM
paboTel U HEoOXoAMMa NpHU MOATOTOBKE K YCTHOMY OIPOCY Ha CEMUHAPCKUX 3aHATHUSX, K
MOJyJIbHBIM KOHTPOJIBHBIM paboTaM, onpocy, 3aueTy. OHa BKiItOYaeT npopaboTKy JEKIIMOHHOTO
MaTepuala — HM3y4EHHE PEKOMEHJOBAHHBIX MCTOYHUKOB M JUTEPATYPHI IO TEMATUKE JICKIUN.
KoHcniekT nekinun J0oKeH cojepxkarh pedepaTUBHYIO 3alMCh OCHOBHBIX BOIPOCOB JICKIUH,
IPEJUIOKEHHBIX MpernojaBareneM cxeMm (IpuU HMX JIEMOHCTpAlMM), OCHOBHBIX HCTOYHHKOB U
JUTEpATyphl 1O T€MaM, BBIBOJBI IO KaXI0My Bompocy. KOHCHEKT NoikeH ObITh BBINOJHEH B
OTIeNbHON TeTpaau mo npeamery. OH JOKEH OBITh aKKypaTHBIM, XOpPOIIO YHMTAaEeMbIM, HE
coJiepKaTh He OTHOCSILYIOCS K TeMe MH(OPMAIUIO T PUCYHKH.

KoHcnekTel HayqHOU IUTEPaTypBhI IPU CAMOCTOATEIBHON OATOTOBKE K 3aHATUSAM JTOJIKHBI
OBITh BBINOJIHEHBI TaKXe AKKypaTHO, COAEP)KaTh OTBEThl HAa KAl MOCTABJIECHHBIH B TeMe
BOIPOC, MMETh CCBUIKY Ha MCTOYHMK HH(pOpMaluu ¢ 00sS3aTelbHBIM YKa3aHHEM aBTOpa,
Ha3BaHUS M ToJla W3JaHUS HUCHOJb3yeMOW Hay4yHOH suTepaTypbl. KOHCHEKT MoOXeT ObITh
OTOPHBIM (COZIEPKATh JIUIIL OCHOBHBIE KJIFOUEBBIE MO3UIMH), HO MPU 3TOM MO3BOJISIOIINM J1aTh
HOJIHBIM OTBET IO BOIPOCY, MOXKET ObITh MOJAPOOHBIM. OObEM KOHCIIEKTa ONPEAEIsIeTCs CaMUM
00yJaronuMcs.

B nporecce paboTsl ¢ yueOHOM 1 HayYHOH JTUTEpaTypoil 00ydarouiics MOXKeT:

- JenaTh 3alUCH IO XOJAYy 4YTE€HHsS B BUJE NPOCTOrO0 MM Pa3BEpHYTOro IUlaHa (CO3/4aBaTh
nepevyeHb OCHOBHBIX BONIPOCOB, PACCMOTPEHHBIX B HICTOUHHKE);

- COCTaBJIATh Te€3UChl (LUUMTUpOBaHUE Hauboyiee BaXXHBIX MECT CTaTbH MM MOHOrpaduu,
KOPOTKOE M3JI0’KEHNE OCHOBHBIX MBICIIEH aBTOpa);

- TOTOBUTH aHHOTAIUH (KpaTKoe 0000IIeHHEe OCHOBHBIX BOIIPOCOB pabOThI);

- CO3/1aBaTh KOHCIIEKTHI (Pa3BEPHYTHIC TE3UCHI).



