OCHOBHOM
cruenuanbHoctd 33.08.01 dapmanieBTHUYECKAs TEXHOIOTUS
KOO, HAUMEHOBAHUE CNeYUAIbHOCMU

Annomayus K padoueil npozpamme NPaAKmMuUKU

IIpousBoacTBeHHasl (KIMHUYECKAs1) MPAKTUKA 3

o0Opa3oBaTenbHOI

nporpaMMbl  BheIcHIero  oOpa3oBaHusl  (OpauMHATYypa) IO

Kadenpa: ¢apmaneruueckoit Xumun u papMaKoOrHO3UH

1. Ieb ocBOeHHUSI NPAKTHKHU: y4acTUe B (OPMUPOBAHUH COOTBETCTBYIOIINX KOMITETCHIIUH
[1K-1, IIK-2, T1K-4,ITK-5

2. Mecto npaktuku B cTpykrype OOII
2.1 IIpousBoacTBeHHAs (KIMHUYECKas) TPAKTHKA 3 OTHOCUTCS K 0a30BOM 4acTH (MHIEKC
b1. b3) baoka 1 OOIT BO

3. TpeGoBaHus K pe3yJbTaTaM 0CBOEHHS POrpaMMbl NIPAKTUKHU 110 (POPMUPOBAHUIO
KOMIIeTEeHIM I
W3ydyenue mnpakTUKK HampaBiIeHO Ha (QOpMHpPOBaHUE y OOy4alOUIMXCS CIEAYIOLIUX
npodeccuonanbibix (I1K) komnerenmuii:

HanmeHnoBanu
Kon

No | xomme © Pe3ynbrarbl OCBOCHHS MPAKTUKU
KOMIIETEHIINHU

/T | TeHIH (w6 (3HaTh, YMETH, BIAJICTh)

1 4acTH)

1. |IK-1 | roroBHocTh K | 3HATH:
OCYHICCTBJICHU — TPUHLHUIIBI U CIIOCOOBI MOJIYYEHHUS JIEKapCTBEHHBIX (OopM,
IO CII0CO0OB JOCTABKH;
TEXHOJIOTHYEC

KHX IIPOLIECCOB
npu
IIPOU3BOJICTBE
u
M3TOTOBJICHUH
JIEKapCTBEHHBI
X CpEZCTB

-COBPEMEHHOE COCTOSTHUE U NEPCIEKTUBBI pa3-
BUTHS (DapMalleBTUYECKOI TEXHOJIOTUHY;

-JIOCTUXKEHUSI COBPEMEHHOW (apMaleBTUUECKOW HAayKu H
NPaKTUKU;

-KOHLIENIINIO Pa3BUTHsI MEAULIMHBI U hapMaruu
Ha COBPEMEHHOM 3Tarle;

-THUIIBI OCHOBHBIX TEXHOJIOTUYECKUX ITPOLIECCOB;
-onodapmaneBTHIECKYIO KOHIIEIIIHO
JIEKapCTBEHHBIX NIPENapaToB,

-MaTeMaTU4YeCKHe METObl YCTAaHOBJICHUS KOPPEIALMOHHON
3aBHCUMOCTH (papMaKOKHMHETUYECKUX Mapa-

METpOB 1 OM0o(hapMaIeBTHUECKUX XapaKTEPUCTHK;

- OTEUECTBEHHBIE U MEXIyHaponHble craHnaptsl (GMP, GLP,
GCP, GSP, GPP, GDP), papmaxonewu;

-npukaspl M3 PD, meTonuueckue yka3anus U

WHCTPYKIIUH, yTBepkAeHHbIE M3 PD;

-CUCTEMY KJIacCU(UKAIMIA JTeKapCTBEHHbBIX

CPEACTB;

-CUCTEMY KJIacCU(UKAIINH JEeKApCTBEHHbIX

dopm;

-CUCTEMY KJIacCU(UKAIIMH BCIOMOTaTEIbHBIX

BEILIECTB;

-001IMe PUHIKIBI Pa3pabOTKH, UCIIBITAHHS U

TCXHOJIOTHH




perucTparum JeKapcTBEHHBIX MPENnaparos,

-METOOJIOTUIO ONITUMHU3AINH CYIIECTBYIOIIHX

JIEKapCTBEHHBIX  IMPErMapatoB Ha  OCHOBE  COBPEMEHHBIX
TEXHOJIOTUH 1 6rodapMaIieBTUIECKIX

HCCIIEIOBAHUN B COOTBETCTBUHM C MEXAYHAPOJIHOW CHCTEMOM
TpeOOBaHUI U CTaHIAPTOB;

-IPUHLUINBL  CO3JaHMSI COBPEMEHHBIX JIEKAPCTBEHHBIX (HOpM,
OCHOBHBIE METOJIOJIOTHUECKUE

MOJIXOJbl K CO3JaHUI0 M KOHCTPYUPOBAHUIO TEPANEBTHUYECKUX
CHCTEM (TpaHCACPMAIIbHBIX,

OpaJIbHBIX, UHTPABarMHAIbHBIX, UHTPAOKYJISAP-

HBIX U Jp.);

— YCTPOWCTBO M MNPUHIUIBI pPabOThl COBPEMEHHOTO
71a00pPaTOPHOTO U MTPOU3BOACTBEHHOTO 000PY/I0OBAHNS,

— TpeboBaHHUS K VIIaKOBKE, MapKUPOBKE,
TPAHCTIIOPTHUPOBAHUIO W XPAHEHUIO TOBAPOB ANTEUYHOTO
accopTuMeHTa B cooTBeTcTBUU ¢ H/;

-OCHOBHBIC TYTH H (HOPMBI HCIIOJIB30BAHHS JIEKAPCTBEHHOTO
PacCTUTENBLHOTO ChIpbSd B  (papMalleBTUYECKOM MpPaKTHKE W
MPOMBINIIICHHOM TIPOU3BOJICTBE

Ymers:

— TPOBOAMTH pacueT o0Iel Macchl (Wi o0bema)
JICKapCTBEHHBIX MPENapaToB, KOJTUIECTBA
JIEKapCTBEHHBIX U BCIIOMOTaTeNbHBIX BEIIECTB;

— JI03MPOBATh 110 MAcCCe TBEP/BIC, BSI3KHUE U )KHUJIKHE
JICKapCTBEHHBIC BEIIECTBA;

— JI03UpOBAaTh 1O 00BEMY KHUJIKHE NMpenapaThl ¢ TOMOIIbIO
aNTEeYHbIX OIOPETOK U MUIMETOK, a TAKXKE KAIUISIMU;

— BbIOMpaTh ONTUMAJIbHBII BapUAHT TEXHOJIOTUU U
U3TOTaBIIMBATH JIEKApPCTBEHHBIE (DOPMBI;

— BBIOMpATh YIAKOBOYHBIM MaTE€pPHUAall M OCYIIECTBIISITh
MapKUPOBKY B 3aBUCUMOCTH OT BUJa JIEKAPCTBEHHON
(dbopMbI, TyTH BBeleHUS U GUZUKO-XUMHYECKUX CBOKCTB
JICKapPCTBEHHBIX U BCIIOMOTATEIbHBIX BEIICCTB;

— OILIGHHUBATh TEXHUYECKHE XapaKTEPUCTUKHI
(dbapmareBTUuecKoro 000pyI0BaHMs U MAIllHH;

— TIONy4aTh TOTOBBIE JIEKAPCTBEHHBIC (DOPMBI Ha
71a00paTOPHO-TIPOMBILIUIEHHOM 000pY/I0BaHUHY;

— COCTaBJISATh MaTepHANIbHBIN OajaHC Ha OTJENbHbBIE
KOMIIOHEHTHI TEXHOJIOTUYECKOT0 Mpoliecca Ha OTAEIbHbIE
CTaJuHU U OOIIMIL;

—  PacCUYUTHIBATh KOJIMYECTBO ChIPbS U AKCTPAreHTa, JIs
MIPOU3BOJICTBA IKCTPAKIIMOHHBIX TMPENapaToB;

MPOBOAUTH MOI0OP BCIIOMOTATENIBHBIX BEIIECTB MPH pa3paboTKe
JIEKapCTBEHHBIX (JOPM C yUETOM BIHSHUS OHO(PapMarieBTHIECKUX
¢daxTopoB
Baanern:

— HaBBIKAMH COCTABJICHUS TEXHOJOTHYECKHUX Pa3/IeiIoB
IIPOMBIIIIEHHOTO PETJIaMEHTa Ha MPOU3BOICTBO TOTOBBIX
JICKAPCTBEHHBIX (DOPM, B TOM YHUCJIE TEXHOJIOTHIYCCKUX U




anmapaTypHBIX CXeM IPOU3BOJICTBA TOTOBBIX
JIEKapCTBEHHBIX (HOpM;
— HaBBIKaMH [OCTAJUHHOTO KOHTPOJIS KauecTBA MPH
IPOU3BOJICTBE U M3TOTOBJICHNUH JICKAPCTBEHHBIX CPEJICTB;
YMEHHUEM COCTaBJISTh MAaTEPUANIbHBIN OallaHC U POBEICHUEM
pacyeToB ¢ y4eTOM pacXOJHBIX HOPM BCEX BHUIOB
TEXHOJIOTUYECKOTO IMpolecca Py MPOU3BOJCTBE PA3INIHBIX
JICKaPCTBEHHBIX MPENapaToB MO CTAAUAM

I1K-2

TOTOBHOCTH K
00ecIeYeHn O
KayecTBa
JICKapPCTBCHHBI
X CPEICTB IIpU
X
MIPOU3BOJICTBE
u
HN3IroTOBJICHUU

3HaTh:

— OCHOBBI JieicTByIOMIE B PD crucTeMbl rocy1apCTBEHHOTO
KOHTPOJIA KadecTBa, dpdexkruBHOoCTH U O6e3omacHocTr JIC

— TpeOoBaHMs K TOMEIICHHUSIM ISl OCHOBHBIX U
BCIIOMOTaTeNbHBIX TEXHOJIOTUYECKUX MPOIIECCOB
(TOATOTOBKH, MPOU3BOJICTBA, YIIAKOBKH U XPAHEHUS
JIEKapCTBEHHBIX MPENapaToB);

—  c1ocoObl MoAJIepKaHUs HE0OXO0AUMOTO KJIACCa YUCTOTHI
MIOMEIIEHUS ¥ UCTIOJIb3yEeMBbIE C 3TOM

— 1eTplo 000pynoBaHKEe (CHCTEMa BEHTHIISIINH,
BO3JIYIIHBIC (DUIBTPBI, OAKTEPUIIHIHBIE 00TydaTeIn 1
Ip.), MaTepHalbl U Ae3WHPUIIUPYIOLTIE CPEACTBA;

MPUHIIMIIBI oTpeieNeHUs CTaH/IapTHOCTH CBIPBS,
BCIIOMOTATENbHBIX  BEIIECTB, JIEKAPCTBEHHBIX CPEACTB U
MIPenapaToB, 3allUThl OT 3arpsA3HEHUs] B IPOIECCe MPOU3BOICTBA,
TPAHCTIOPTUPOBKHU U XPAHCHHUS

Ymers:

— o0ecneunBaTh MPEAyNPEIUTENbHBIE MEPOTIPUATHS IS
o0ecrievueHns KauecTBa JICKAPCTBEHHBIX CPEICTB

— TpOBOAUTH 00s3aTeNbHBIE BUJIBI KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX MPENapaToB;

— TIPOBOJMUTH XMMHUYECKYIO U (U3UKO-XUMHUYECKYIO
CTaOMIIM3ALUIO PACTBOPOB, IMYIIbCUH, CYCTICH3UM;

Baanern:

— HaBBIKAMH OpPTaHU3AlHU TPEIyTPEaUTEIEHBIX
MEPONPHUSITHIA IO 00ECTICUSHUIO KayecTBa
JIEKapCTBEHHBIX CPE/ICTB

— HaBBIKAMH MMOCTAJAUHHOTO KOHTPOJIS KauecTBa MpHU
MIPOU3BOJICTBE U U3TOTOBJICHUH JIEKAPCTBEHHBIX CPE/ICTB;

— COBpEMEHHBIMH TecTamu «PacTBopeHue»,
«BrvicBOOOKACHHEY, «CTEPUIBHOCTDY,
«MukpoOuoIornyecKas 4YucToTay, «MexaHnuecKkue
BKJIIOUEHUS», «ANIMPOT€HHOCTbY, «ArperaTuBHas
YCTOMYUBOCTH» U T.]I.

— YYUTBIBATh BIUSHUE YCIOBHI XpaHEHUS U BUAA
YIaKOBKH Ha CTAaOUIILHOCTH JICKAPCTBEHHBIX (HOPM;

OpPraHU30BBIBATH U IIPOBOJAUTH 3arOTOBKY, IPUEMKY U
CTaHIaPTU3AIUIO JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhs

I1K-4

TOTOBHOCTH
HUCIIOJIB30BaTh
OCHOBBI
O9KOHOMHYCCKHU
X W IPaBOBBIX

3HaTh:

— Koncrurynuio P®; ®enepanbhslii 3akoH «O0 oxpane
3/10pOBbs IPaXAaH»; 3aKOHbI U 3aKOHOAATEIbHBIE AKThI
Poccuiickoit denepanuu, HOpMaTUBHO-METOANYECKHUE
matepuaisl M3 Poccun, pernameHTupyomue




3HAHWUH B
npodeccronan
BHOM
ACATCIIBHOCTHU

TEXHOJIOTHIO JICKAPCTBEHHBIX IPENapaToB, PaBhiIa
KOHTPOJISI, XpaHEHUs, y4eTa U OTIIYCKa JIEKAPCTBEHHBIX
CPEICTB, B TOM YHCJIE SINOBUTBHIX U CHJIBHOACHCTBYIOIINX
cnuckoB [IKKH, HapkoTHuecKuX, MICUXOTPOMHBIX,
IIPEKYPCOPOB U JP.

— HJI no oxpane okpyxaromein cpelbl, CAHUTapHOMY
PEKUMY U TEXHHKE 0€301MacHOCTH (aAMUHUCTPATUBHAS U
YroJIOBHAsl OTBETCTBEHHOCTH 32 UX HapyLICHHUE).

I1K-5

TOTOBHOCTH K
MIPUMEHEHHIO
OCHOBHBbIX
MIPUHITUTIOB
yIIpaBJICHUS B
npodeccuoHant
BHOI cepe

3HaTh:

— OCHOBBI IICUXOJIOTUHU YIIPABJICHHUS;
NPUHIUIBI apMarieBTUIECKON 3TUKU U IEOHTOJIOTHH.
— TpeOOBaHMA K MEPCOHATY: KBATH(PHUKAIIMOHHbIE
MPUHIIUIIBI TO00pa, 00yUeHUsl, aTTeCTaIUH;
npaBa u podeccruoHabHbIE 003aHHOCTH MPOBU30PA,
paboTaromero Ha BCeX JOJDKHOCTSIX BBIIICHA3BAHHOM
CHELUATbHOCTH;
COJIepKaHNe THITOBBIX MPABHJI BHYTPEHHETO TPYAOBOTO
pacropsiKa, MpaBil OXpaHbl TPYa U TEXHUKU
0€301aCHOCTH, BECHUE JICTIONPON3BOJICTBA B
YUPEIKIACHUY;
noa0op, paccTaHOBKa KaJIpoB M yIpaBlieHHE pPaOOTHUKAMHU

(bapMareBTUIeCKIX OpraHu3aIuii, OCYIIIECTBIICHHE
3¢(deKTUBHOW  KAJAPOBOM  TOJUTHKA C  HCHOJIB30BaHHUEM
MOTHBAIIMOHHBIX YCTAHOBOK M COOJIOZCHUEM HOPM TPYIOBOTO
npaBa

Ymers:

— ydacTBOBaTh B oJ00pe, 00yUeHUH, aTTECTALUH
POBU30pa, pabOTAIOIIET0 Ha BCEX JOJDKHOCTSIX
CTIEINATIbHOCTH;

PYKOBOIUTH pabOTOIl MOJOABIX CHELMATUCTOB U (hapMaleBTOB,
OKa3bIBaTh INPAKTUYECKYI0O M KOHCYJIBTATUBHYIO ITOMOIIb IPH
U3TOTOBJICHUH M KOHTPOJIE KayeCcTBa JIEKAPCTBEHHBIX MIPENapaToB
Baanern:

— HaBbIKaMH obOecrieueHus COOII0ICHUE TPaBUIT OXPaHBbI
TPpyZa ¥ TEXHUKH 0€30MacHOCTH, TPYIOBOTO
3aKOHO/IaTEIIbCTBA;

HaBBIKAMU COOJIIOJICHUS] TPUHIMIIOB ATUKU WU JEOHTOJOTHU B
oO01eHn N c MEIULMHCKAMA u dbapmareBTHIeCKUMHU
pabOTHHUKAMHU, TOTPEOUTEIIMU

4. O0beM NPaKTHKH U BUAbI PadoThI
OO6m1ast TpyI0EMKOCTh MPAKTUKH cocTaBisieT 58 3ad. equHunbl (2088 akan.gac.)

HaumenoBanue pasnena O0bem TpynoemMkocTb
MIPOM3BOJICTBEHHON TTPAKTHUKH o rogam  (AY)

B 3a4YETHEIX B 1 ron 2 1O

eqununax (3E) | akagpemuueckux
gacax (AY)
[IpousBoacTBeHHast (KTMHUYeCKas ) 58 2088 612 1476
MpaKkTUKa 3

[IpomexxyTouHas aTTecTanust 3a4eT 3a4er | 3ader

O01mast Tpy10eMKOCTh 58 2088 612 1476




S. Pa3neiibl NPaKTHKU U (JOPMHUPYEMble KOMIIETEHIIUH

Ne HaunmenoBanue paznena
Kon xomrie-TeHIuun

n/n IPAKTUKU

1. | [IK-1, I1IK-2, TIK-4, [Tpon3BoacTBEeHHAS (KIIMHUYECKAs) MPAKTHKA 3

I1K-5

Paznen 1. AxTyanbHble BOIPOCH CKpUHUHTA, Pa3paboTKH,
IIPOM3BOJICTBA, CTAHIAPTU3ALMH, ONITUMHU3AIMH U KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX MPEMapaToB B Pa3IHUHBIX
JIEKapCTBEHHBIX (hOpMax.

HopmartuBHas 1 TeXHOIOTHYECKask JOKYMEHTAIHSL.
Paznen 2. Cucrema GMP, GLP npu npousBojicTBe
(bapmarieBTUYECKON MPOTYKIIHH

Paznen 3. buodapmarus ¢ ocHoBamu apMaKOKMHETHKH.
BuodapmaneBruyeckas KOHIENINS Pa3pabOTKH,
CTaHJAPTU3ALMH U ONTUMU3ALINH JIEKAPCTBEHHBIX
IIpenapaToB

Paznen 4. ®apmalieBTHUECKass HECOBMECTUMOCTD

Paznen 5. CoBpeMeHHOE COCTOSIHUE TEXHOJIOTHUI
U3TOTOBJICHUSI PA3IMYHbIX JIEKAPCTBEHHBIX (OPM.

Pa3znen 6. CoBpeMeHHbIE JIEKapCTBEHHBIE CPECTBA,
BCIIOMOTaTeIbHbIE BEIECTBA, AUCIIEPCUOHHBIE CPE/IbI
Paznien 7. JlekapcTBeHHBIE ()OPMBI, IPUMEHSEMBIC B
romeonaTiy. JlekapcTBeHHbIe (OPMBI, IPUMEHSEMBIE B
BETepUHAPUH

Paznen 8. CoBpeMeHHBIE BU/IbI YITAKOBOK U YITAKOBOYHBIX
MaTepHaioB (TyObl, TIOOMKU-KaeIbHHIIbI, IIMPHII- TFOOUKH,
IINPHL-aMITYJIbI, OIHOI030BbIE YIIAKOBKH, a3p030JIbHbIE
0aJUIOHBI, CIIPEH, BEHTOAUCKHU, HHTAJICTHI U Jp).




