Annomayusa K padoueil npozpamme OUCUUNTUHDL
«buodapmaums»

OCHOBHOM  00pa30BaTeIbHOW MpPOrpaMMbl  BBHICHIETO OOpa3oBaHusl  (OpAMHATYpa) IO
cnenuanbHocTy 33.08. 01 dapmaiieBTHYECKAs TEXHOJIOTHS
KOO, HAUMEHOBAHUEe CNeYUaIbHOCMU

Kadenpa: _dapmarieBrrueckoit Xumun v hapMaKOTHO3UH

1. Ile1b ocBOCHMS AMCHMILIMHBI: YJacTHe B (GOPMUPOBAHUU TPOPECCHOHATIBHBIX
kommerennuii: I1K-1, ITIK-2, TIK-5, IIK-6

2. Mecto aucuumiuHbl B cTpykrype OOII

2.1. MucuumuHa «buodapmanusy» OTHOCUTCS K BapuaTuBHON yacTu 010ka b1 (MHIekc
b1.B./1B.2.2) OOII BO.

3. TpeGoBaHusi K pe3yJIbTaTaM OCBOCHHS NIPOrPaMMBbI M CUMILIMHBI (MOIYJISA) 1O
¢dopmMupoBaHNI0 KOMIIETEHIIHI

W3yuenune TUCHMIIMHBI HAINPaBICHO Ha (OPMHUPOBAHUE Y OOYYArOIIUXCSA CIETYIOLIHX
npodeccuoranbHbIX (ITK) komneTeHnii:

Haumeno
Kon BaHUe

Ne Pe3ynbTaThl 0CBOCHUS NUCHUIUIMHBI (JOCTUXKEHUSI KOMIIETEHIINH )
i/ | NOMHCT | KOMIICTCH (3HaTbh, yMETh, BIAJIETh)
eHIUU | uu (WA

e€ 4acTH)

1 [IK-1 TOTOBHOCT | 3Hamb:
b K ® TMPUHIUNBI U CIOCOOBI IMOJYYEHHUS JIEKApPCTBEHHBIX (opM,
OCYIIECTB CII0CO0OB JOCTABKH;
JICHHIO ® COBpPEMEHHOE COCTOSIHHE " MIEPCIIEKTUBBI pa3BUTUA
TEXHOJIOT (apMarieBTUIECKON TEXHOJIOTUH;
AYECKHUX ® JIOCTHKCHHS COBPEMEHHOH (hapMaleBTHUECKON HAYKH W
IIPOLIECCO NPaKTUKH;
B [IpU ® KOHIENIIMIO Pa3BUTHS MEAULUHBI U apMalliy Ha COBPEMEHHOM
MIPOU3BOL JTare;
CTBE U ®  THITbI OCHOBHBIX TEXHOJOTHYECKHX IPOLIECCOB;
U3TOTOBIIE e OnodapmaneBTHIECKYIO KOHIICTIITUIO TEXHOJIOTHH
HUU JIEKapCTBEHHBIX MPETapaToB,
JIEKapCTBE ® MaTeMaTHYeCKHE METOJbl YCTAaHOBJIEHUS KOPPEJSLUOHHOMN
HHBIX 3aBHCUMOCTH (hapMaKOKHHETUYECKUX napameTpoB u
npenapar OrodapMaIieBTUIECKUX XapaKTEPUCTHK;
OB ® OTEUYECTBEHHBIE M MexayHapomubeie craHmaptel (GMP, GLP,

GCP, GSP, GPP, GDP), papmakornen;

e nmpukazpl M3 PO, meromuueckue yKazaHUSI WU WHCTPYKIIUH,

yTBepxkennbie M3 PO;

cucTeMy Kiaccu(UKaIHii TeKapCTBEHHBIX MPETapaToB;

CUCTEeMY KJIaccu(pHUKaIK JICKaPCTBEHHBIX (hOpM;

cUCTeMY KJIacCU(UKAIIH BCIOMOTATEIIbHBIX BEIICCTB;

o0mye NpUHIUIBI pa3paOOTKH, WCIBITAHUS W PETUCTpAIUU

JIEKapCTBEHHBIX MPETapaToB,

® METOJOJIOTHIO ONTHUMH3AINU CYIIECTBYIOMINX JIEKAPCTBEHHBIX
OpenapaToB Ha OCHOBE COBPEMEHHBIX TEXHOJIOTHH U
OnodapmMarieBTHUECKUX HCCIICIOBAHUNA B COOTBETCTBHH C
MEXTYHAPOTHOW CHCTEMOW TpeOOBaHMIA U CTAHIAPTOB;

® T[PUHIMUIBI CO3/IaHUS COBPEMEHHBIX JIGKAPCTBEHHBIX (opM,




Ymems
[ ]

OCHOBHBIE METOJIOJIOTUYECKHE IOIXOAbl K CO3JaHUI0 U
KOHCTPYHUPOBaHUIO TeparieBTUUECKHX CHCTEM
(TpaHCIEepMATBHBIX, OpaJIbHBIX, UHTpaBaruHaJIbHBIX,
UHTPAOKYIISIPHBIX U [Ip.);

YCTPOMCTBO M MNPUHIMUNBI  pabOThl  COBPEMEHHOTO
71a00paTOPHOTO U MTPOU3BOACTBEHHOTO 000PYI0OBAHNS,
TpeOOBaHUS K YIAaKOBKE, MAPKUPOBKE, TPAHCTIOPTHPOBAHUIO
U XpaHEHUIO TOBapOB AalTEYHOTO AaCCOPTUMEHTa B
cootBeTcTBUHU ¢ HJI;

OCHOBHBIE TIyTU M (DOPMBI HCIIOJIIB30BAHUS JIEKAPCTBEHHOTO
PaCTUTENBLHOTO CHIPbsi B (DapMalleBTUYECKOW NPAKTHKE H
MPOMBIIIIIEHHOM IIPOU3BOJCTBE

MIPOBOJIUTH pacyeT 00IIel Macchl (WM 00bemMa)
JICKapCTBEHHBIX MPENapaToB, KOJTUYECTBA JICKAPCTBEHHBIX U
BCIIOMOTaTEJbHBIX BEIIECTB;

JI03MPOBATH 110 Macce TBEPAbIE, BA3KUE U )KUIKUE
JIeKapCTBEHHbIE BEIIECTBA;

JIO3UPOBATh MO0 00BEMY KUAKUE TPEnapaThl C MOMOIIBIO
anTeYHbIX OIOPETOK U MUIMETOK, a TAKXKE KaIlIIMU;

BBIOMpATh ONTUMAIIBHBIN BapUAHT TEXHOJIOTUU U
W3TOTaBIINBATH JICKAPCTBEHHBIC (DOPMBEI;

BbIOMpaTh YIAaKOBOYHBIN MaTepHall U OCYILIECTBISATh
MapKUPOBKY B 3aBUCUMOCTH OT BUJa JIEKAPCTBEHHON (hOPMBI,
MyTH BBEJICHUS U PUINKO-XUMUYECKUX CBOHCTB
JIEKapCTBEHHBIX U BCIIOMOTaTENbHbIX BEUIECTB; OLIEHUBAThH
TEXHUYECKUE XapAKTePUCTUKHU (apMaIleBTUIECKOTO
000pyI0BaHUS U MAIlTUH;

NOJTy4aTh TOTOBBIE JIEKAPCTBEHHbIE (HOPMBI Ha Ta0OpaTOPHO-
MPOMBINIJICHHOM 000pY/I0BaHUU;

COCTaBJISITh MaTepUAbHBIN OalaHC HA OTAETIbHBIC
KOMIIOHEHTHI TEXHOJIOTUYECKOT O Mpoliecca Ha OTAEIbHbIE
CTaJuHU U OOIIMIL;

paccUMTHIBaTh KOJMYECTBO CHIPhS M IKCTpAreHTa, s
MIPOU3BO/ICTBA IKCTPAKIIMOHHBIX MPENapaToB;

IPOBOAWTH MOAOOP  BCIOMOTAaTENbHBIX BEHIECTB  IPHU
pa3paboTKe JIEKapCTBEHHBIX (OPM C yYETOM BIIUSHUSA
O6unodapmMarieBTUIECKIX (HaKTOPOB

Braoemeo:

HaBbIKAMH COCTABJICHUA TCXHOJIOTUYCCKUX pa3;[en013
HpOMBII_HJIeHHOFO pernaMeHTa Ha HpOI/ISBO,Z[CTBO TOTOBBIX
JICKApPCTBCHHBIX (bOPM, B TOM HHUCJIC TCXHOJIOTHYCCKUX U
anmapaTypHBIX CXE€M IIPOU3BOJICTBA T'OTOBBIX JIEKAPCTBEHHBIX
dopm;

HaBbIKaAMH HOCTaHHﬁHOFO KOHTpO.HSI KadycCTBa HpI/I
HpOH3BOHCTBeIIH3FOTOBHCHH}[HeKapCTBeHHBDiHpeHapaTOB;
YMEHHEM COCTaBJISATh MaTepUATBHBIN OajaHC ¥ TPOBEICHUEM
pacdeToB C YYETOM PACXOIHBIX HOPM BCEX BUJIOB
TCXHOJIOTHUYCCKOTO Mpouecca npu nponu3BOACTBC pa3JIMIHBIX
JICKAPCTBCHHEBIX MPECIAapaToB MO CTAANAM

[K-2

TOTOBHOCT

3nams:




b K e OCHOBBHI AcicTBYyIOIIEN B PD cucTeMbl roCcy1apCTBEHHOTO
obecrieue KOHTPOJIS KauecTBa, d3PppekTuBHOCTH U 6e3onacHoctu JIC
HUIO e TpeOOBaHUS K MOMEIICHHUSIM JIJIsl OCHOBHBIX U
KayecTBa BCIIOMOTaTEIbHBIX TEXHOJIOTUUECKHUX MPOIECCOB (ITOrOTOBKH,
JIEKapCTBe HPOU3BOJICTBA, YITAKOBKU U XPAHCHUS JICKAPCTBEHHBIX
HHBIX IIPENapaToB);
npemnapar e  CIOCOOBI MOJIEPKAHUSI HEOOXOAMMOTO KJIACCa YUCTOTHI
OB MpU UX HIOMEIICHUS U MCIIOTIb3YeMBIE C 3TON
IIPOU3BOJ e [esbI0 000pyIOBaHKE (CHCTEMa BEHTHIISAIMHI, BO3AYIIHbIE
CTBE 51 GuIbTpHI, GaKTEPULIUAHBIE 00JIyYaTEeN! U JIp.), MaTepUaibl U
WU3TOTOBJIC Je3UHUIUPYIOLINE CPEICTBA;
HUU ®  [IPUHIIMIIBI orpeeCHUsI CTaHapPTHOCTH CBIpPbS,
BCIIOMOTATENbHBIX BEIECTB, JIEKAPCTBEHHBIX IPENapaToB H
OpernaparoB,  3allUThl  OT  3arps3HEHUss B Hpolecce
HPOU3BOJICTBA, TPAHCTIOPTUPOBKU U XPAHCHUS
Ymems:
e o0ecreunBaTh NPEAYNPEAUTETHLHBIC MEPOTIPHUSITHS TSI
o0ecrnevyeHns KauecTBa JIEKApCTBEHHBIX IIPENapaToB
® MPOBOJUTH 00s3aTEIbHBIC BUIBI KOHTPOJISI KA4eCTBa
JICKapCTBEHHBIX MPENapaToB;
® MPOBOJUTH XUMUYECKYIO U (PUIUKO-XUMUYECKYIO
CTAOMIIM3AIIMIO PaCTBOPOB, IMYJIbCUH, CYCIICH3U;
Braoemy:
® HaBBIKAMU OpPTaHU3aLUH MPEAYIPEIUTEIbHBIX MEPOTIPUATUI
1o 00ecreyeHHIo KauecTBa JeKapCTBEHHBIX MIPEnapaToB
® HaBBIKAMHU MTOCTAIUHHOTO KOHTPOJISl Ka4ecTBa MPU
MIPOU3BOJICTBE M U3TOTOBICHUH JIEKAPCTBEHHBIX MPENapaTOB;
e coBpeMeHHbIMU TecTamu «PacTBopeHue»,
«BricBOOOKIEHUEY», «CTEPUITBHOCTDY,
«Mukpobuoioruyeckast Y4ucToTa», «MexaHudeckue
BKJIIOUEHUS», ATIMPOTEHHOCTbY, «ATrperaTuBHas
YCTOWYHUBOCTH» U T.J.
® YUHUTHIBATh BIMSIHHE YCIIOBUIM XpaHEHUS U BHJIa YITaKOBKU HA
CTaOMIIBHOCTH JIEKAPCTBEHHBIX (HOPM;
® OpraHu3OBBIBATH U TMPOBOJUTH 3aroTOBKY, MPUEMKY H
CTaHIapTU3AIUIO JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhs
[IK-5 TOTOBHOCT | 3Hamb:
b K ® OCHOBBI IICUXOJIOTHH YIPaBICHUS;
IIPUMCHCH ® TPUHIMIBI (PapMaeBTUIECKON 3TUKU U JCOHTOJIOTHH.
LAY e TpeOOBaHUS K IEPCOHATY: KBATM(DUKAITMOHHBIC MPUHITUITHI
OCHOBHBIX noabdopa, 00ydeHus1, aTTECTAIUH;
TIPUHIIATIO e MpaBa U NMPOPECCHOHAIBHBIC 00SI3aHHOCTH IPOBU30PA,
B paboTarouiero Ha Bcex JI0JKHOCTSX BbIIIEHA3BAHHOMN
YIpaBJICH CIIELUAIIBHOCTH;
i B e  CoJep)KaHWEe TUIIOBBIX MTPABUII BHYTPEHHETO TPYIOBOTO
npoq)ecczl pacropsaka, paBuI OXPaHbl TPY/a U TEXHUKH
OgaHBHOH 0€30MaCHOCTH, BEJIeHUE JIEONPOU3BOCTBA B YUPEKICHUM;
chepe

e 10100p, pacCTaHOBKA KaJpOB W YIpPABJICHHE pPaOOTHUKAMH
(apMarieBTUIeCKIX OpraHu3aIui, OCYIIIECTBIICHHUE
3¢h(heKTUBHONH KaapoBOH TOIUTHKKA C HCIOJIH30BAHUEM
MOTHBAIIMIOHHBIX ~ YCTAHOBOK W  COOJIIOJIGHUEM  HOPM




Ymemo
[ ]

TPYZOBOTO IIpaBa
y4acTBOBaTh B 1oa0ope, 00yueHnH, aTTecTalluyi IpoBU30pa,
paboTaroiero Ha BCex JO0JDKHOCTSIX CHEeUaTbHOCTH;
PYKOBOAWTH  pabOTOW  MOJOABIX  CIEHHATINCTOB |
¢dapmareBToB, OKa3bIBaTh MPaKTHYECKYIO "
KOHCYJIbTATUBHYIO MOMOILb MPU W3TOTOBICHHUH U KOHTPOJIE
Ka4ecTBa JIGKAPCTBEHHBIX MPENapaToB

Braoems:

HaBBIKAMH 00CCIICUCHUs COOTFOICHHUE TTPABHMIT OXPAHBI TPy 1a
U TEXHUKH 0€30MacHOCTH, TPYJOBOTO 3aKOHOAATEIhCTBA;
HaBBIKAMHU COOJTFOICHUS TTPUHITUIIOB STUKU W JICOHTOJIOTHH B
o0ImeHnn ¢ MEAWIMHCKUMH #  (apMaleBTHUYCCKUMU
pabOoTHHUKAMHU, TOTPEOUTENISIMU

ITK-6

TOTOBHOCT
b K
opranusa
UH
TEXHOJIOT
HUYCCKUX
poIIecco
B npu
IPOM3BOJI
CTBE u
U3TOTOBIIE
HUH
JIEKapCTBe
HHBIX
npemnapar
OB

3name:

Ymems
[ ]

rocy/1apCTBEHHOE HOPMUPOBAHNE IIPOU3BOJCTBA
JIeKapCTBEHHBIX MPEnapaToB;

OuodapmMareBTUYECKYIO0 KOHIICTITUIO TEXHOJIOTUH
JIEKapCTBEHHBIX MPENapaToB, MaTeMaTUUYECKHE METO/IbI
YCTaHOBJIEHUS KOPPEIALMOHHON 3aBUCHMOCTH
(bapMaKOKMHETHYECKUX MTapaMeTPOB U

0o apMareBTHUECKUX XapaKTePUCTHK;

OCHOBHbIE HOPMATHBHBIE TOKYMEHTHI, KaCarolIHecs
MIPOU3BOJICTBA, KOHTPOJIS KAYECTBA, PACIIPOCTPAHECHHUS,
XpaHEHUs U PUMEHEHUS JICKAPCTBEHHBIX TPENapaToB U
U3JIeUI MEUIIMHCKOTO Ha3HAUEHUS: OTE€UECTBEHHBIE U
MexnyHapoansie crangaptel (GMP, GLP, GCP, GPP),
dbapmakorien; npukassl M3 PD, MeToandeckue ykazanus u
MHCTPYKLUH, YTBEepKIeHHble M3 PD;

oOu1re NpUHIUIBI Pa3pabOTKH, UCTIBITAHUS U PETUCTPALIUN
JIEKapCTBEHHBIX MIPENAapaTOB, METOI0JIOTUIO ONTUMHU3ALUU
CYIIECTBYIOIINX JIEKAPCTBEHHBIX MPENapaToB Ha OCHOBE
COBPEMEHHBIX TEXHOJIOTUM 1 OModapMaIieBTUIECKIX
UCCJIEIOBAHUM B COOTBETCTBUM C MEKIYHAPOJHOM CUCTEMOU
TpeOOBaHMUI U CTAaHAAPTOB;

NPUHIUIBI CO3JaHUS JTFOOBIX COBPEMEHHBIX JIEKaPCTBEHHBIX
¢dbopM, OCHOBHBIE METOIOJIOTUYECKUE TIOIXOIbI K CO3AAHUIO U
KOHCTPYMPOBAHUIO TEPANEBTUUECKUX CUCTEM
(TpaHCcIepMalIbHBIX, OpalIbHBIX, UHTPaBaruHaIbHbIX,
MHTPAOKYJIPHBIX U JIp.);

TpeOOBaHUS K OpraHU3allK U CTPYKType (hapMarieBTHIECKUX
OpraHM3alyii; CUCTeMYy OpraHu3aluy padodero MmecTa
TEXHOJIOTa, 000pyI0OBaHNUE M OCHAIIICHUE, KOHTPOJIb BEPHOCTH
U3MEPUTENbHBIX TPUOOPOB;

TEOPETUYECKHE  OCHOBBI ~ TEXHOJOTMM  M3TOTOBJICHUS
pa3IMYHBIX  JIGKAPCTBEHHBIX  (OpM, KOHLEHTPATOB, U
[pernapaToB BHYTPUANITEYHON 3arOTOBKU

OpraHU30BaTh TEXHOJOTHYECKHI mpoliecc U

o0ecrieunBaTh CAaHUTAPHBIN PEXKUM, ACENTHUECKHIE YCIOBUS
M3TOTOBJICHHSI PENapaToB B COOTBETCTBHUHU C




MCKAYHAPOAHBIMUA U OTCUYCCTBCHHBIMU Tp€6OBaHI/ISIMI/I u
crangaptamu (GMP, 'OCT, npukazamMu 1 HHCTPYKITUSIMH
M3 POD);

OpraHU30BaTh M3TOTOBJIEHHWE BCEX BUIOB JKCTEMIIOPATIBHBIX
JIEKapCTBEHHBIX (hOpM

Braoems:

HaBBIKAMH M3TOTOBJICHUS PA3JIMYHBIX JIEKAPCTBEHHBIX POpM:
TEXHUKOW CO3/IaHUs HEOOXOAMMOTO CAaHUTAPHOTO PEKIMaA
anTeKu U (papMareBTUICCKUX MPEATPUITHI

HaBbIKAMHM  TOCTAJIMMHOTO  KOHTPOJS ~ KayecTBa  IpHU
MIPOU3BOJICTBE U M3TOTOBJICHUH JIEKAPCTBEHHBIX MIPENapaToB

4. O0beM y4eOHOI TUCUMIIIIMHBI M BUbI Y4eOHOH padoThl
OO0mast TpyA0eMKOCTh TUCHIUTUINHBI cocTaBisieT | 3a4. equHuUIbl (36 akan.gac.)

Bun yaeOHO# paboThI TpynoemMkocTh Tpymoemkocts (AY)
0o0BeM B 00BeEM B
3a4ETHBIX aKaJeMHYeCKIX 1 2
equannax (3E) | gacax (AY)
AynuropHas paboTa, B TOM YHUCIIe
Jlexumu (JI) 0,1 4 4 -
JlaGopaTopHbIe TPAKTUKYMBI - - - -
(JIIT)
[Tpaktuueckue 3ansatus (I113) 0,6 20 20 -
Cemunapsl (C) - - - -
CamocTtosTenpHas pabora 0,3 12 12 -
obyugaromierocs (CPO)
IIpomexxyTouHnas arrecrauus -
3a4yeT/3K3aMeH 3a4eT 3a4yeT -
OBIIAA TPY AOEMKOCTD 1 36 36 -
5. Paznennsl AucuMninHbl M popMupyeMblie KOMIIETEHITHT
Ne Kon HaumenoBanue pasnena
11/T1 | KOMIETEHIIUH JUCIUILTAHBI
1 IK-1, Paznen 1. buodapmaneBruueckas ocHOBa (hapMaleBTUIECKOH TEXHOJIOTUI
[1IK-2, TIK- | Paznmen 2. Bnusuaue gapmaneBTHIECKUX (aKTOPOB HA TEPATIEBTHIECCKYIO
5, IIK-6 3G HEKTUBHOCTH JICKAPCTB.
Pazgen 3. Metonas! onpeaenenns papMarieBTHIECKON JOCTYITHOCTH.
Paznen 4. ®apmanieBTHUeCKME HECOBMECTUMOCTHU




