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1. Pekomenoauuu no no02omoeKe K ceMuHapam.

OO0yuaroumces Cleayer:

- IPUHOCHTH € 000 PEKOMEHIOBAaHHYIO MPETOAABATENIEM JINTEPATYPY K KOHKPETHOMY 3aHATHUIO;

- J10 OYEpEeOHOr0 CEMUHAPCKOro 3aHATHsS MO0 PEKOMEHIOBAHHBIM JINTEPATYPHBIM HCTOYHHUKAM
npopaboTaTh TEOPETUUECKUH MaTephall COOTBETCTBYIOIICH TeMbl 3aHATHS W OTpaboTaTh 3aJaHus,
OIpeJIeJICHHBIE JUISl TOATOTOBKH K CEMUHAPCKOMY 3aHSTHUIO;

- IIpY MOJATOTOBKE K CEMHHAPCKUM 3aHSTUSAM CIIEAyeT UCIOJIb30BaTh HE TOJBKO JEKIMH, HO U
yueOHYI0 JINTepaTypy;

- B Hayajie 3aHATHH 3a7aTh MPENoAaBaTeNI0 BOIPOCH JUIsl ONpoca MO MaTepuaty, BbI3BaBIIEMY
3aTpyIHEHUs B €r0 IOHUMAHUY;

- B X0J1€ CEMMHAPCKOT'0 3aHATUS 1aBaTh KOHKPETHBIE, YETKUE OTBETHI I10 CYLIECTBY BOIIPOCOB;

- B XO0JI¢ KOJIJIOKBUYMa CJIEAYeT COCPEIOTOUYMTHCS Ha BONpOcax OWIIeTa, OCTapaThCsl HAIKMCaTh
CXEMy OTBETa, 00lyMaTh CBOM OTBETHI HA ITOCTABJICHHBIC BOIIPOCKHI U XOJ] peIIeHUs 3a1a4 (IIPU HATUYHH),
WCTIOJIb30BaHUE TPEAOCTABICHHBIX MaTepUaIOB (COOPHUK CXeM, TpUOOPOB U 000pYIOBAHNS; TAOIHUIIHI)
00s13aTEeNBHO.

[TpuMepHbIe BONIPOCHI AJIsi CAMOIIPOBEPKU

Bomnpocs! 1y camonpoBepku 1o Teme 1. Opranusanus Ipou3BOJICTBA JIEKAPCTBEHHBIX CPEACTB Ha
IIPOMBIILIJIEHHOM IPEIIpUSTHE.
1. IlpombluieHHass TEXHOJIOTUS JIEKapCTBEHHBIX ImpemnapatoB. lLlenmu. 3amaun. VYcnoBus ans
IIPOMBIIIIJIEHHOTO BBIIYCKa Mpenaparos.
2. JlexapcTBeHHBIE CPE/ICTBA, CYOCTAHIIHSI, CHIPHE, BCIIOMOTaTEIbHBIEC BEIIECTBA, MTOIYIPOIYKT
(monydalpuxkar), cepus, JeKapcTBeHHast popma, JIEKapCTBEHHBIN IpenapaT, FOTOBast IPOAYKIIHS
3. IlpaBmia opraHu3anuu TPOMU3BOJACTBA U KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEJCTB.
Obecnevenue kadecTBa jekapcTBeHHbIX cpenacts. GMP, GLP, GCP u T.1.
4. HauMeHoBaHHWE M OpraHU3allMOHHO-TIpaBOBas (opMa MPEANPHUATHSA, pPOJb U MECTO Ha
(bapMarieBTUYECKOM pPhIHKE, 3aJjaud ¥ (QYHKIIUH NPEAIPUSTHSL.

Bompocs! quist camonpoBepku o teme 2. CTpykTypa (papMaleBTUYECKOro NpeAnpusTUs.

[IpaBua nonycka k GpapManeBTHYECKON JeSTENbHOCTH.
JIneH3upoBaHue NPeANpUATHUS.
JloikHOCTH (papMalieBTHUYECKUX paOOTHUKOB - BUBI paboT, BBIMOJIHAEMbIE Ha paboyeM MecTe.
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TpeboBanusi, npeabsBIIIEMbIE K 3/1aHUSM, TOMEIIEHUSIM U 000pYAOBaHUIO (apMalleBTUUECKUX
NPEATPUATHI.
5. OcHoBHBIE II€Xa, MOJCOOHBIE II€Xa M OTIENICHHs, KOTOphle OOCIYKMBAaIOT OCHOBHBIE II€Xa
(apMareBTHYECKOro MPOM3BOJICTBA.
6.  TpeOoBanus, nmpeabsBIsIeMble K IEPCOHANY, TUYHONU TUTHUEHE, OJCKE, CAHUTApUH, O0yUeHUe
MepCcoHaNa Ha IPEIIPUSTUH.

Bormpocs! muist camonpoBepku 1o teme 3. HoMeHKIaTypHsblil CIMCOK IPenaparoB, BBITYCKAEMbIX
MIPEANPUSITHEM.
1.  OmpexneneHue roToBbIX JEKapCTBEHHBIX (JOPM B COOTBETCTBHE ¢ ['ocyapcTBeHHON papMakoreeii.
2. JlexapCTBEHHBIE CPEICTBA, MOAJIEKAIIUE XPAHEHUIO B CIIELMANbHBIX ycinoBusaX. IIpaBuna mx
XpaHEHUS.

Bonpocer st camompoBepku 1o  Teme 4. OCHOBHbIE TMIpoliecchl U 00OpyAOBaHHE
(hapmaleBTHUECKOI TEXHOJIOTHH.
1. TIpousBoncTBeHHBIN Mporiecc, TexHonorudeckuit nmporecc (TII), rexnonoruueckas cramus (TC),
texHosoruueckas onepauus (TO), BcnomorarensHbie padoTsl (BB).
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2. TexHonoruyeckoe oO6OpynOBaHHE M ammnapaTypa, MpUMEHsSEeMbIe NMPU MPOU3BOACTBE JICKAPCTBEHHBIX
IIpenapaToB.

Bonpockl nns  camonpoBepku 1o Teme S. PernmameHTupyromas M perMCTpUpYOLIas
JOKYMEHTAI}s1, HOpMHUPYIOLasi IPOU3BOJCTBEHHBIN Mpoliecc Ha (apMalleBTUYECKOM MPEAIIPUSITHE.
1.  PeructpamuoHHOE yIOCTOBEpEHHE JICKApPCTBEHHOIO Ipenaparta, rocynapcTBeHHas Qapmaxores
(I'®), obmas dapmakomneitnas crarbst (ODPC), Ttexuuueckue ycioBus (TY), TexHOIOTHYECKUE
pernaMeHThl: Jaboparopuelid pernament (JIP), onbiTHO-ipombinuieHHbl pernameHT (OITP), myckoBoi
pernamenT (I1yP), npombiinenssiii pernament (I1P).
2.  TexHonoruueckas cxema npousBoAcTBa. llpuHuMn cocraBieHus. AmnmnaparypHas cxema
IIPOM3BOJICTBA. [[pUHIUIIBI PACIIONIOKEHUSI allllapaTyphl B IiEXax.
3. TpeOoBanus k npoueccy npousBojcTsa. HopmMaTuBHast JOKyMeHTaLUs IPEAPUATHUS.
4.  Bammpanus. CamouHcnekuus. Ayaut. Ayrcopcusr. Pexnamanuu.
5. Cucrema KOHTPOJISI KaUecTBa HAa NPEANPUATHH.

2. Pexomenoayuu no pewieHuIo CumyayuoOHHbIX 3a0au.

JIist penieHusl CUTYyalMOHHBIX 3a/1a4 I1eJIeCO00pa3HO MOCTPOHUTHh AITOPUTM UX pelreHus. Takxke
PEKOMEHyeTCsl 10 BO3MOXKHOCTH IOJb30BaThcsi mnporpammoi  Microsoft Excel. JXemarenbHo
MOJIB30BAThCS KAIBKYJISITOPOM, €CJIH €CTh TaKas BO3MOXHOCTh, TaK KAaK CTATHCTUYCCKUE BBIYUCIICHHS
CJIOXKHO MPOBOJUTH BpyuHYyI0. O0yUaromemycs Claeayer:

1. Ynopsa0ounTh UCXO/IHbIE JaHHbIE, TPEOYIOIIME aHAIN3, 110 ONIPEIETICHHOMY IIPU3HAKY.

2. [Ipu HexBaTKe JaHHBIX MX MOXXHO BBIYMCIMTb, HCIHOJb3Yyd MaTeMaTU4YeCKHe MU
CTaTUCTHYECKHE (HOPMYJIBL.

3. [IpoBect pacueThl, HalWTH HCKOMYK 3aKOHOMEPHOCTb C MCIIOJIB30BAaHUEM YXKe

YIOPSIIOYEHHBIX 3HaueHu. [Ipyu pacuerax Bcerzaa cienyer Mmojib30BaThCsl CTATUCTUYECKUMHU (POpMyTIaMu
(cpeanue, KO3(PPUIMEHTHI, WHAEKCHI, MOKa3aTenu). Bce Qopmysiabl MOXXKHO HAWTH B TEOPETUUYECKUX
HCTOYHUKAX BMECTE C OJPOOHBIMU OOBSCHEHUSIMHU.

4. B HEKOTOpBIX CiIy4asx TMOJY4YMBIIMECS JaHHBIE PACUCTOB CIEAYET INPEIACTaBUTH B
rpapudeckoM (popmare. MOKHO BOCIOIB30BATHCS BCTPOEHHBIMU cpeacTBamMu Excel mis Busyanuzanuu
rpaduKoB, [UarpaMm M T.J.

S. Crnenyer conmocTaBUTh U MPOAHAIM3UPOBATh BCE AAHHBIE, KOTOPHIE MOIYYHJIUCH B XOJ€
BBIUMCIICHUH U TpaduuecKue JaHHbIE, €CIIM TaKOBbIE OBbLIM MpEACTaBIEHBl B MpeaplaylieM mare. Takum
0o0pa3oM, HaXOJUTCS OTBET HA [TOCTABJIEHHYIO 3a/auy.

3. Pexomenoayuu no pewienuto mecmoe.

1. OdeHbp BaXHO BCerja BHUMATENIBHO YUTAaTh 3aJaHUs 10 KOHIA, HE IBITAsCh IOHATH
YCJIOBHS «I10 TIEPBBIM CJIOBAM» WJIM BBINIOJIHUB MOA0OHBIE 3aJaHUs B MPEABIIYIIUX TECTUPOBAHUSIX.

2. HeoOxoauMo KOHIIEHTPHUPOBAThCS HAa KOHKPETHOM BONPOCE W HAXOIUTH pPEIICHUs,
MOAXOJIAIINE UMEHHO K HEMY.

3. MHorue 3aaHusi MOXKHO OBICTpEe pelIMTh, €CJIM HE MCKaTh cpa3y MpPaBUIIbHBIM BapUaHT
OTBETA, a MOCJIEI0BATEILHO UCKIIIOUATh T€, KOTOPBIE SIBHO HE MOAXOAAT. MeTo1 UCKII0YEHHS TI03BOJISAET
B UTOT'E€ CKOHIIEHTPUPOBAaTh BHUMAaHHUE HAa OJTHOM-JBYX BEPOATHBIX BApUAHTAX.

4. [Ipouecc yranpiBaHus MPaBUIBHBIX OTBETOB KEJIATEIbHO CBECTH K MUHUMYMY.

5. [Tpy moAroToBKE K TECTy HE CIEAYeT MPOCTO 3ay4YMBaTh pasfesl yueOHHKa, He0OXOIMMO
MOHATh JIOTUKY HW3JIOKEHHOTO MaTepuasia. bojplrylo MOMOIIb  OKa3blBalOT  Pa3HOOOpa3HbIE
OIyOJIMKOBaHHBIE COOPHUKHU TECTOB, IHTEpHET-TpeHaKEPHI.



4. Pexomenoayuu no pabome c numepamypoil.

Jlrobass ¢opma caMOCTOATENBHON paboTHl OOydYaromerocs, HampuMmep, TMOATOTOBKAa K
CEeMHUHAPCKOMY 3aHATHIO, HAUMHACTCSA C M3YYEHHUSI COOTBETCTBYIOIEH JHMTEpAaTyphl, Kak B OHOIMOTEKE,
TaK ¥ JOMa.

Pexomennanuu:

- BBIOpaHHBIM HCTOYHHUK JIMTEPATyphbl LeJIeco00pa3HO BHHUMATEIBHO MPOCMOTPETH; CIEAYET
O3HAKOMHTHCS C OTJIaBJICHHEM, ITPOYUTATh aHHOTALIUIO U MPEAUCIOBHE; 11eJIeco00pa3Ho ee MPOIUCTATh,
pPaccMOTpeTh WILTIOCTPAIMK, TaOIUIbI, AUATPAMMBI, MIPHJIOKEHUS, TAKOE MIOBEPXHOCTHOE O3HAKOMIICHHUE
MO3BOJIUT y3HATh, KAKWE IJIaBbI CIEAYET YNTATh BHUMATEIHHO, a KaKHe IPOYUTATh ObICTPO;

- B KHHWT€ WJIHM JKypHaJe, MPUHAUIekKAIUE CaMOMy O0YYaromeMycsl, KIIFOUEBbIE TIO3UIIUU MOMXKHO
BBIJICJIATE MapKepOM WM JelaTh IIOMETKHM Ha NOJsIX; npu padore ¢ HMHTEpHET-MCTOUHUKOM
1eJ1ec000pa3HO TaKKe BBIICIATH BAXKHYIO HH(OPMAIIHIO;

- eCIM KHUTa WM JKypHaJl HE SBISAIOTCS COOCTBEHHOCTBIO CTYIEHTa, TO IeJIeco00pa3sHo
3aMMchbiBaTh HOMEpa CTPaHMIl, KOTOpbIE NPUBIEKIM BHUMAHHUE, IMO3XKE CIEAYET BEPHYTHCS K HUM,
MepeunTaTh WIK MepenucaTb Hy)KHYI0 HHGopMaIuio; GU3NYecKoe AeUCTBUE M0 3aMHUCHIBAHUIO IOMOTaeT
MIPOYHO 3aJI0KUTh JAHHYIO UHPOPMAIUIO B «OAaHK MMAMSATH».

Brinenstores cneayromnye BUAbI 3aUCcei mpu padboTe ¢ IuTepaTypoil:

KoHcmekT - kpaTkas cxemarudeckas 3alliCh OCHOBHOTO COJEp)KaHHUS HayqHOH pabotsl. Llenmbio
SBIIAETCS HE TMEpPENUCBhIBAHUE JHUTEPATYpHOIO HCTOYHHKA, a BBISBICHHE CHCTEMBI JI0Ka3aTEbCTB,
OCHOBHBIX BbIBOJIOB. KOHCIIEKT TOMIKEH COUETaTh MOTHOTY U3JI0KEHHUS C KPAaTKOCTHIO.

[{utaTa - TOYHOE BOCHPOHU3BEIEHUE TEKCTAa. 3aKIIOYAaeTCs B KaBBIYKU. TOYHO YyKa3bIBAETCS
CTpaHMIIa ICTOYHUKA.

Te3uckl - KOHIIEHTPUPOBAHHOE U3JI0’KEHNE OCHOBHBIX MOJIOKEHUI MPOUYNTAHHOTO MaTepuara.

AHHOTAIMS - OYEHb KPATKOE M3JI0KEHUE COJICPKAHMS TPOUUTAHHON pabOTHI.

Pesrome - Hanbosree oO1ie BEIBOIBI M TTOJIOKEHHSI Pa0OTHI, €€ KOHIETITYaJIbHbIE HTOTH.

3anucu B TOW WIM MHON (popMe HE TOJBKO CITOCOOCTBYIOT TOHUMAHHUIO U YCBOCHHUIO M3y4aeMOTO
MaTepHalia, HO M IMOMOTal0T BbIpabaThIBaTh HABBIKM SICHOTO M3JI0KEHHUS B MHCHMEHHOW (hopMe TeX HITh

HHBIX TCOPETUYCCKUX BOIIPOCOB.

5. Pekomenoayuu no npoxoiicoenuro npaKmuKku

Ha noaroroBurensHOM 3Tame, mocie BBOAHBIX HHCTPYKTaxel, oOydaromemycss HeoOXO0IuMo
O3HAKOMUTBCS € 00s3aTeIbHBIM MUHUMYMOM COZIEp)KaHUs pabodel mporpaMmbl yueOHOM MPaKTHKH U MO
COIJIACOBAHUIO C PYKOBOJHUTEIEM MPAKTHKH pa3paboTaTh MHAMBUAYAIbHBINA MiaH. [locie yTBepxaeHus
WH/IMBUYAJILHOTO IJIaHA PAKTUKU OH CTAHOBHUTCS 00S3aTENIbHBIM JIJIs1 UCIIOJTHEHHUS.

PykoBoauTeneM MpakTUKM COCTaBIsAeTCs rpaduK MHIUBUIYaIbHBIX KOHCYJIbTALMH, HA KOTOPBIX
oOyuaroleiicss uMeeT BO3MOKHOCTh 33JaTh BO3HMKIIHME BOIPOCHL. PykoBoauTens, B CBOIO Oudepenb, B
paMKax TeKyIIero KOHTPOJISI BBISIBIISIET YPOBEHB MOATOTOBICHHOCTH 00YJarOIIETroCs K MPaKTHKE.

B TeueHme NpakTHKU OOYYAIONIUIICS €XEITHEBHO 3allOJHSAET JHEBHHK, B KOTOPOM B ITOJHOM
o0beMe OTpakaeT BCE BUIBI BHIMOJIHEHHBIX PadOT U TPYIOEMKOCTh. JIHEBHUK MPAKTUKH NPEICTaBIISET
cO0OH exXeTHEBHBIN PACHIMPEHHBII OTYET O BBINOJHEHHOH paboTe M OMHCaHUE ee COAEp)KaHUs, 4To
MOJITBEPXKIACTCS JTMYHON MOANUCHI0 PYKOBOAUTENS MpakTUKU. K THEBHMKY NMpHIIaraioTcsi pe3ysbTaThl
yueOHOM npakTuku (0popMIIEHHBIE PE3yIbTaThl UCCIEOBaHMS B OpME OTUETA U TIp.).

[To TpeGoBanuio 0Oy4aromIUiica MPEACTABIAET THEBHUK HAa MPOBEPKY PYKOBOAMTENIO MPAKTUKU
JUISL OCYIIECTBIICHUS TEKYILEr0 KOHTPOJISL.



Ha 3akmrountensHOM 3Tane 00ydaroluiics TOTOBUT omuen 0 npoxodicOeHuy y4eOHou npaKmuKu,
a pYKOBOJUTEIb MPAKTUKU AET 0M3bl8 PYKOBOOUMENS O NPOXOAHCOeHUU Y4eOHOU NPaKkmuKu, B KOTOPOM
OTpa)KEHa XapaKTEPUCTUKA JESITEIbHOCTH 00YYaroLIerocs BO BpeMsl IPOXOXKICHUS Y4eOHOH MpPAKTUKH,
(bopmupyroLIascs B X0/€ MPOBEJCHUS TEKYLIEro KOHTPOJIs, a TaK K€ BBICTABISETCS OLCHKA (3a4TE€HO/He
3aYTE€HO) Ha OCHOBAaHMM IIPE/ICTABICHHBIX OTYETHBIX JOKYMEHTOB, SBIIAIOLIASACA pPE3YyIbTaTOM
MIPOMEKYTOUHOMN aTTecTally. B oT4eTe 0 MpoxoxkIeHNH y4eOHOM MPaKTHKH B TIOJIHOM MEpe OTPasKaroTCs
CPOKH, IOPSNOK IIPOXOXKICHHs IIPAKTUKH, & TAKXKE CTEIEHb BBIIIOJHEHMs 3aJaHMs Ha IPAKTUKY.
OOyuaromieiicst 1aeT OTYET O MPOXOXKICHUH MPAKTUKUA PYKOBOAUTEIIO HE TO3/JHEE IOCIEAHEro pabouero
IHS TIPAKTHUKH.



