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I. O01Me cBejeHUA

Pa3paboTka peLienTypbl HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB 26.022

(HanMeHOBaHHe BUZa IPO(eCCHOHATBHOM JesTeTbHOCTH) Kog,

OcHoBHast ejb BUad HpO(l)ECCHOH&U'ILHOﬁ AedaTeJIbHOCTH:

\O6ecnequHe TIOJTHOTO 1JMK/Ia pa3paboTK HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

['pymimna 3aHsTH:

1223 PykoBoguTenu nogpaszeneHui no 2131 Buosioru, 60TaHWKH, 300710TH U
Hay4HbIM HUCCJIe[JOBAaHUSIM U CreLyaTuCThl POICTBEHHBIX 3aHATUN
pa3paboTkam

2145 VHKeHepbl-XUMUKU 3111 TexHUKY B 00/1aCTH XMMHUYECKUX

(bu3Myeckrx Hayk

3119 TexHUKU B 00/1aCTH PU3NUECKUX U - -
TeXHUYECKUX HayK, He BXOAsLe B




‘ ADPYyTHe rpyniibl ‘ ‘

(xoz OK3) (HaumMeHOBaHue) (xoz OK3) (HauMeHOBaHUe)

OTHeceHue K BUIaM S5KOHOMUUECKOM JiesTeTbHOCTHU:

72.11 HayuHblie rccieioBaHus ¥ pa3paboTKy B 001aCTh GUOTEXHOIOTUN

72.19.3 HayuHble vccieoBanus ¥ pa3paboTKy B 06/1aCTU HAHOTEXHOJIOTHI

(kom OKB2) (HauMeHOBaHKe BUJa SKOHOMUUECKOM /1eATelTlbHOCTH)




II. Onucanue TPyAOBBIX (DYHKIHI, BXOAAIINX B MPo¢eccHoHAMbHBIN cTaHAApT (PyHKIHOHA/IbHAsA KapTa BHAA
npodeccCHoOHATBHOM IeATe/TbHOCTH)

O600111eHHBIe TPYA0BbIe HYHKLIUN TpyzoBble QYHKIMU
yYPOBEHb
Ko yPOBEHb (moxypoBeHb
HauMeHOBaHUe KBa/M(uUKalj HauMeHOBaHHe KOZ )
A 14151 KBa/M(uKaLll
15151
A |CrangapTHble 1abopaTopHbBIE U 4 [TpoBezeHue 1abOpaTOPHBIX UCTIHITAHUHN ChIPbS U A/01.4 4
OTBITHO-TIPOMBILLITIEHHBIE 5KCIIepPUMEeHTa/IbHBIX COCTABOB HAHOCTPYKTYPHUPOBAaHHBIX
WCC/IeJOBaHUS JIEKaPCTBEHHBIX CPEJICTB Ha ero OCHOBE 10 CTaHJAPTHHIM MeTOAUKaM
HaHOCTPYKTYPHUPOBAHHbBIX W3rotoBneHue 3KCriepuMeHTaIbHbIX COCTaBOB MOJIYTIPOJYKTOB U A/02.4 4
JIeKapCTBEHHBIX CPeJCTB TOTOBBIX JIEKAPCTBEHHBIX (POPM HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB I10 MPOMNUCH
HapaboTKa B OTbITHO-TIPOMBIIIIJIEHHBIX YCIOBHUSIX HAa OCHOBE A/03.4 4
BBIOPAaHHOU peLieNnTyPbl U TEXHOJIOTHUH CePHi IeKapCTBEHHOU (HhOPMBbI
HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPeZICTB
VcrnibiTaHysl OMBITHO-TIPOMBILLIZIEHHBIX CePUM A/04.4 4
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB B TabOpaTOPHU 110
CTaHAAPTHBIM MeTOUKaM
B |®apmarieBTHUeCKas pa3paboTka 5 BbI60p MeTOAMK 3KCIIepUMeHTaIbHBIX UCC/IeIOBAaHUM TI0 Pe3y/bTaTaM B/01.5 5
COCTaBa U TEXHOJIOTUU MOMCKA Y aHa/iM3a Hay4YHO-TeXHUYeCKOU JINTepaTyphl O
HaHOCTPYKTYPHUPOBAHHbBIX HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPeACTBaX
JIeKapCTBeHHbIX CPe/CTB BbI00p ChIpbst ¥ MaTepUasnoB /ISl TIOTyYeHUsT B/02.5 5
HaHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB B COOTBETCTBUU C
VX Ha3HaueHveM
Br160p TexHOMOTHMH 1 060pPY/10BaHUS [JIs1 TTIO/TyYeHHsT B/03.5 5
5KCIMepUMEeHTa/bHbIX COCTaBOB IMOJYIPOAYKTOB U TOTOBOM
JIeKapCTBeHHOM ()OpMbI HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX
CpeJCTB
Bri6op MeTomomoruM j1abopaTOPHBIX UCTTBITAHUH B/04.5 5
5KCIIEePUMEHTa/IbHBIX COCTABOB MOJIYNPOAYKTOB U TOTOBOM




JIeKapCTBeHHOM ()OpMbI HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX
CpeJCTB

O6paboTka pe3ynbTaToB J1TaOOPaTOPHBIX UCTILITAHUHN ChIPbS U
9KCIIePUMEHTA/IbHBIX COCTAaBOB HAHOCTPYKTYPHUPOBAaHHBIX
JIEKApCTBEHHBIX CPEZICTB C MIOMOIIbIO CTaHAaPTHBIX MaTeMaTUUECKUX
Y CTAaTUCTUUYECKHX TIPUEMOB U METO/I0B

B/05.5

[TpoBeieHre SKCTIEPUMEHTOB [I/Isl Ba/IUIALIMN TEXHO/IOTHUECKOTO
TpoLiecca ¥ MeTO/IMK KOHTPOJISI KaueCTBa HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBEHHBIX CPeJCTB

B/06.5

[ToaroroBka rnpoekTa 3aK/IH0YeHUs1 0 TEXHUYECKOM BO3MOKHOCTU U
11€/1eC000Pa3HOCTH BBIMYCKA OTBITHOM MapTHH HOBBIX
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHbIX CPE/ICTB HA OCHOBAaHUU
aHa/M3a HayuyHO-TeXHUUeCKOM JINTepaTypbl

B/07.5

YripaBneHue pa3paboTKoil peLienTyphl
HaHOCTPYKTYPHUPOBaHHBIX
NIeKapCTBEHHBIX CPEJICTB U BBIITYCKOM
OTBITHOM TIApTHU TI0 Her

CocTaB/ieHUe TeXHUUECKOro 3d/1dHUA Ha 3dKYTIKY, IIPOEKTHUPOBaHUE U
H3roTOBJ/IEHHE KOMIVIEKTYIOINX N OCHACTKHU OJIA IMTPOMU3BOACTBA
HOBBIX HAHOCTPYKTYPHUPDOBAHHLIX JIEKaADCTBEHHbIX CPEACTB

C/01.6

KonTposb (hapmaiieBTHUeCKOM pa3paboTKX U BBIOOD peLienTyphl
T'OTOBOM JIEKapCTBEHHOH ()OPMbI HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

C/02.6

YmnpaBreHre MPOX3BO/CTBOM OIBITHO-TIPOMBIILIZIEHHOW Cepyun
TOTOBOM JIeKapCTBEHHOM (hopMbI Ha OCHOBE BLIOPAHHOM pPeLIeTnTypPhI
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPEZICTB

C/03.6

KoHTpO/1b aHaIUTUUeCKUX U TEXHOJIOTMUeCKUX UCIIBITAHUM OIbITHOM
TIapTUM TOTOBOM JIeKapCTBEHHOU (hOPMBI Ha OCHOBe BLIOpaHHOM
peLleNnTypbl HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPeJ/ICTB

C/04.6

KOHTpO/Tb MOITOTOBKY [JOKYMEHTALIMH 110 HapabOTKe OIbITHO-
TIPOMBIIIJIEHHOM Cepur TOTOBOU JieKapCTBEHHOU (POPMBI
HaHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB

C/05.6

YripaBneHue O6MOIOrHUeCKUMHU
WCTIBITAaHUSIMH ChIPbSI ¥ TOTOBOM
NleKapCTBEHHOU (pOpMbI
HAHOCTPYKTYPHPOBAHHbBIX
JIeKapCTBEHHBIX CPe/ICTB

Bri60p crioco6oB obecrieueHrsi MUKPOOMOJ/IOTMUECKON UMCTOTBI
OTBITHOM TAapTHY TOTOBOM JIeKapCTBEHHOU (POPMBbI
HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPEZICTB

D/01.6

Br160p MeTOIMK ¥ KOHTPOJIb TIPOBeZIeHus 1a00pPaTOPHBIX
MHKPOOHOIOTUUECKUX UCITBITAHUH TTOTYTIPOAYKTOB U OTBITHOM

D/02.6




NapTUX HaHOCTPYKTYPUPOBAHHbIX JIeKAPDCTBEHHbBIX CPE/ICTB

KoHTposb npoBefieHrst 6M0/IOTHYeCKUX UCTTBITAaHWMA OTBITHOM MapTUH
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPEZICTB

D/03.6

OdopmiieHHe pe3y/bTaTOB MCC/Ie0BaHUN 1 BblJjaua 3aK/IH0UeHUs O
MHUKPOOHOIOTMUeCKOM KauecTBe OTMBITHON MapThd
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHbBIX CPE/ICTB

D/04.6

Opranm3auysi pa3paboTKH peLienTyphbl
HOBOT'0 HAHOCTPYKTYPHPOBAHHOT'O
(hapmalieBTUUECKOr0 COCTaBa U ero
NleKapCTBeHHOU (hOpMbI B
COOTBETCTBUU C TEXHUUECKUM
3a/laHueM

OrmpeiesieHrie HarpaB/IeHUH Pa3pabOTKH HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPeZICTB /Il COCTaB/IeHNUs TeXHUYeCKOro 3a/laHus Ha
CO3/jaHKe HOBOM peLieNTyphl 1je/1IeBOr0 Ha3HaueHUs!

E/01.7

OpraHu3aljusi oMcka HayyHo-TeXHU4eCKou nHhopmMaluu o
CyIIecTBYHOLLel opMe HAHOCTPYKTYPHUPOBaHHBIX JieKapCTBEHHBIX
CPeJCTB U [JOCTYITHOM ChIpbe /IJisl ee TIPOU3BO/ICTBA

E/02.7

Opl"aHI/BaL[I/IH MoJIy4yeHHs 1 NCCieJ0BaHUA SKCIIEPUMEHTA/TbHBIX
COCTaBOB, BbI60pa PeLerTyphl U TEXHOJIOTHHW U3TOTOBJ/IEHUA
HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBLIX CPE/CTB

E/03.7

OpraHu3arnusi BbIITyCKa OMBITHOM Cepur HAaHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB T0 pa3pabOTaHHOM peLiernType

E/04.7

[TpoBepka 1 cornacoBaHue JOKyMeHTaly 10 pa3paboTKe TeXHOIO0TMU
T10J/1y4eHus1 TOTOBOM JIeKapCTBEHHOU (POPMBbI
HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPeZICTB

E/05.7




IT1. XapakTepucTHKa 00001[€eHHBIX TPYAOBBIX (QyHKIHIA

3.1. O6o01enHas TpyaoBas GpyHkiusa «CTaHJjapTHbIe Ia00pPaTOPHbIE H ONBITHO-NPOMBILLIEHHbIE
HCC/IeA0BAaHUS] HAHOCTPYKTYPHUPOBAHHBIX JIEKAaPCTBEHHbBIX CPeACTB»

CraHpapTHbIe 1abopaTOpPHbBIE U OTBITHO-
IIpOMBIII/IEHHbIE UCCIeA0BaHUA YpoBeHb
HaumeHoBaHKe p A Kop A P 4
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX KBaM(UKALH
CpeacTB
[MpoucxosxaeHre 060011IeHHOM 3auMCTBOBaHO U3
N OpuruHan X
TPYZOBOH QYHKLIUH OpUrvHama
Kon PerucrpaliioHHbI HOMep
OpUTHHa npo¢hecCHOHANTBHOTO
a CTaHJapTa

Bo3MoyKHbIe HAIMEHOBAHHUS
JO/DKHOCTeH, rpodeccuit

TexHUK-/1ab0paHT

TpeboBaHMs K 00pa30BaHUIO
1 00yueHHI0

CpenHee ripodeccrioHanibHOe 00pa3oBaHue - MPOrpPaMMbl TIOATOTOBKU
CTIeL[a/TMCTOB CPe/IHEro 3BeHa

TpeboBaHUs K OTBITY
TIPaKTHUeCKOH paboThI

Oco0bble yc/ioBHs OTTyCKa K
paboTe

[TpoxokaeHue 00si3aTe/TbHBIX TPe/[BaPUTEbHBIX (TIPU MOCTYTI/IEHUH Ha paboTy)
Y TIepUOANUECKUX MeJULIMHCKUX 0CMOTPOB (00C/ieioBaHmii), a TaKKe
BHeouepeAHbIX MeJUIIMHCKHUX 0CMOTPOB (06C/eloBaHui) B MOPSIIKe,
YCTaHOBJIEHHOM 3aKOHO/aTe/ibcTBOM Poccurickont ®efepaiumn

[TpoxokaeHre UHCTPYKTa)ka TI0 OXpaHe TPy/a U TeXHUKe 0€301MacHOCTH

Jpyrue xapakTepuCTUKU

HononxutenbHOe TipodeccroHanbHOe 00pa30BaHue - TPOTrPAMMBI TIOBBILIIEHHS
KBa/TM(UKALIY TI0 IPOGUIIIO JeaTebHOCTH

[JornonHuTenbHbIe XapaKTePUCTHUKU

HanmeHoBaHue jOKyMeHTa

HanmeHoBaHue 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)

Koz
WJ/IN CI1era/IbHOCTHU

OK3 3119. TexHUKY B 00/1aCTH (PU3NIECKUX U TEXHIUECKUX HayK, He
BXOZSIIIMe B IpyTHe TPYIIIIbI
ETKC umu EKC TexHUK-/1a00paHT
OKIIATP 26999 TexHUK-/1ab0paHT
OKCO 2016 2.18.02.01 AHanmMTHUYeCcKUii KOHTPOJIb KaueCcTBa XUMHUeCKUX
CcoeIMHEeHUI
2.18.02.06 XuUMurUecKasi TeXHOJIOTHsI OpraHUYeCKuX BelleCTB

3.1.1. TpypoBas ¢pyHKIus

[MTpoucxosxaeHre 06001IeHHOM

[TpoBeseHue 1ab0paTOPHBIX UCTTLITAHUI
CBIPbSI U 3KCIIepUMEHTa/IbHBIX COCTaBOB
YposeHb
HaumeHoBaHue HaHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX Kop, A/01.4 4
KBa/mMuKaLum
CpeZiCTB Ha ero OCHOBE T10 CTaHJapTHBIM
MeTOJVKaM
OpuruvHan X | 3auMCTBOBaHO U3 ‘ 1296




TPyZA0BOM HyHKIUU

OpUrMHana \
Kog, PerucrpaljioHHbIit HOMep
OpUTHMHa npodeccroHanBEHOTO
a cTaHzapTa

TpyzoBbIe eHCTBUSA

[MToaroroBka 1abopaTOpHOI MOCYABI U TIPOCTENIIIero 060pyj0BaHus A/isi 0TOOpa
1po0 1 aHa/M3a UCXOAHOTO ChIPbS M SKCIIePUMEHTATBHBIX COCTAaBOB
HaHOCTPYKTYPUPOBAHHbBIX JIEKaPCTBEHHBIX CPEJICTB

[ToaroToBKa aHaIMTOB M peAreHTOB, TIPHBejeHre B paboyee COCTOSIHUE
MpOCTeNIINX 1TabopaTOPHBIX IPUOOPOB /ISt aHA/IN3a ChIPbhS], TIOMYTIPOAYKTOB U
HAHOCTPYKTYPHUPOBaHHbIX JIEKapCTBEHHBIX CPe/CTB

OT60p P06 UCXOHOTO CBIPhS U IKCTIEPUMEHTA/IbHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZCTB /IS TPOBEAEHHS UX
71abopPaTOPHBIX UCTTBLITAHHUH

VcnibiTanus B 1ab0OpPaTOPUM UCXOAHOTO ChIPhSI M KCIIEPUMEHTAaIbHbIX COCTABOB
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/CTB M0 CTaHaPTHLIM MEeTOAUKaM
B COOTBETCTBHM C TpeOOBAaHUSMU OXPaHbI TPyZa

YTunusaiys poyKTOB, TIOJYYeHHBIX B pe3y/ibTaTe TIPOBeieHus 1abopaTOpPHbBIX
aHaJIM30B HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJICTB, B COOTBETCTBUU C
ripaBUIaMu 1abopaToprun

OTK/TI0UeHKEe ¥ OUUCTKA 000PY/I0BaHUS MOC/Ie TTPOBEEHHsT JTabOPaTOPHBIX
aHa/IM30B HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPEZICTB, MbIThE ITOCY/Ib,
ybopka pabouero mecta

Bezienne nabopaTopHOro >XypHasa, 3ario/iHeHe 0KyMeHTalluy U MPOTOKOJI0B
WCIIbITAaHMIM HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB B COOTBETCTBUU
¢ TpeOOBaHUSAMU HajijIeKalleid TPOU3BO/ICTBEHHOW TIPAKTUKU

HeobOxopumbie ymeHust

TTpOU3BOAUTH OUKMCTKY U KaTMOPOBKY /1aD0paTOPHOM MOCY/IbI U MPOCTEMHILIEro
obopyoBaHus [y 0TOOpa MPOO HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/iCTB

[ToproraBnMBaTh U CTaHAAPTU30BaTh aHA/IUTHI M peareHThl [1J1s1 aHa/Iv3a
HaHOCTPYKTYPUPOBaHHBIX JIeKaPCTBEHHBIX CPeJCTB B COOTBETCTBUU CO
CTaHJAPTHBIMU METOJUKaMU

OT6upath pernpe3eHTaTUBHBIE TIPOOBI CHIPBS U IKCIIEPUMEHTATBHBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPe/ICTB 0e3 HapyIIeHusT UX
CTabUIBHOCTH U CBOMCTB

[MToaroraBnvBaTth 1abopaToOpHbIe 0OpA3IIbI 1 UCCIe0BaHUs CBOWCTB
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPE/ICTB B COOTBETCTBUH CO
CTaHJapTHBIMU METOZUKaMH1

PaboraTh ¢ MpocTeHIMMH JJabopPaTOPHBIMHU MPHOOpPaMH, Cpe/iCTBaMHU
M3MepeHUs1, UCTTBITATe/IbHBIM U BCIIOMOTaTe/IbHbIM J1a00PaTOPHBIM
006opy/10BaHKEM [I7IS aHa/IM3a HAHOCTPYKTYPHUPOBAaHHBIX JIEKapCTBEHHBIX
CpPeZICTB TI0 CTaHJAPTHBIM METOAUKaM

OCYH.[ECTBJIHTL KOHTPOJIb Ka4eCTBa ChIPbA U SKCIIEPUMEHTA/IbHBIX COCTABOB
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPeACTB M0 CTaHAAPTHBIM METOJAWUKAM

OdopMSTh JOKYMEHTALHIO T10 J1aO0paTOPHBIM HUCTIBITAHUSIM
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Heobxogumble 3HaHUS

OTpaCJ'[eBbIe CTaHAAPThI, TEXHUUYECKHWE YC/TIOBHUSA U HOPMATHUBEI OIIpeae/jieHus
T0Ka3aTesieil KauecTBa HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDEACTB

MeTo/ibI TTOATOTOBKY PEAaKTUBOB, MaTepHasioB U MPOCTeHiero 060py0BaHUs
JI71s1 KOHTPOJIS1 Ka4eCTBa HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB




MeTozpb! paboThl C peakTHBaMU ¥ XMMUYeCKUMU BellleCTBaMH [J1sl OTpe/ieIeHUs
ToKasaresell KauecTBa HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Merto/ib1 paboThI € TIpOCTeHIIMM 000pY/J0OBaHKEM [I7ISl UCTIBITAHUM
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

MeTo/ibl KOHTPOJIS1 KaueCTBa HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

[Mopsimok ohopmMeHust 1abopaTOPHOTO XKypHasa, IPOTOKOJIOB, aKTOB
WCTIBITAHWUM TI0 B COOTBETCTBUU C MHCTPYKIUSIMH 110 O(OPMJIEHHIO U APYTON
TeXHUYEeCKOM JOKyMeHTaleu

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TTO’KapHOUW 6e30TacHOCTH,
OXpaHbl OKpy»Katollel cpefibl

Oco0ble yc/1oBUS J0ITyCKa K
paboTe

[pyrue xapakTepucTUKU

3.1.2. TpypoBasi pyHKIHA

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOU HyHKIUH

N3roroBeHue SKCIMEPpUMEHTA/IbHBIX
COCTaBOB TIOJIYTIPOAYKTOB Y T'OTOBBIX v
OBEHb
HanmeHosanue JleKapCTBeHHBIX (hopM Koz A/02.4 P 4
KBa/MUKaLn
HaHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeACTB I10 IMMPOIMUCHU
3aMMCTBOBaHO U3
Opurusan X 1296
OpUrvHama
Kon PervcrpaijioHHbIi HOMep
OpUTHHA NpodeCcCHOHaTLHOTO
a CTaHJapTa

TpyzoBbIe elCTBUS

[ToAroTOBKa ChIPbS /1J1s K3TOTOBJIEHUS SKCIIePUMeHTaIbHbIX COCTAaBOB
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEZCTB COTJIAaCHO UHCTPYKLIUAM

W3rotoBneHue NnosynpoAyKTa JJisi 0JIyuyeHus: SKCIiepUMeHTa bHbIX COCTaBOB
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEZCTB COTJIaCHO UHCTPYKLIUAM

HOAFOTOBKa OGOPy,E[OBaHI/IH AJIs1 U3rOTOBJIEHHSA SKCIIEDUMEHTA/IBHBIX COCTABOB
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX CPEACTB COTJIACHO MHCTPYKIHUAM

OO6paboTKa ChIpbs /17151 TT0/TyUeHHUsT HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CPeJiCTB 1O TIPOMUCU

N3roroBieHue HAHOYaCTULl 414 CO34dHWA HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHLIX CPEACTB I10 IPOITMCHU

Pa3srpy3ka 060pyioBaHus 11OC/Ie TIOy4YeHUst HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB COT/IaCHO UHCTPYKLUSM

OTK/MIOUeHKEe U OUMCTKA 000pY/J0BaHUS TI0C/Ie TIPOBeleHHs paboT C MCXOJHBIM
ChIPbEM U TOTYTIPOIYKTaMH ZIJIs TIOJTyUeHUs] HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPe/ICTB

Y6opka pabouero mecta 1ocsie paboT 1o U3roTOB/IEHUIO
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Bezenuie 1abopaTopHOTo >KypHasa, 3aro/iHeHHe JOKYMeHTALM| U TTPOTOKOJIOB
WCITIBITAaHUM ChIPbSl, OMYNPOAYKTOB U TOTOBBIX HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPe/ICTB B COOTBETCTBUU C TpebOBaHUSMU HajJiexKall|ei
TPOU3BO/CTBEHHOM TTPAKTHUKKU

HeobOxopumbie ymeHust

[Tpou3BOUTh OUMCTKY U KaTUOPOBKY /1a00paTOPHOM MOCY/IbI, @ TAKXKE
HaCTPOWKY 060pyZ0oBaHUs /IS TT0JTyUeHUsl SKCTIepUMeHTaIbHbBIX COCTaBOB




HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

BbIMoHATE 1abopaTopHbIe MPOLeAyPbl OUMCTKH U ITOATOTOBKH KOMITOHEHTOB
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COTIACHO TpeOoBaHUSIM
TeXHUYEeCKOM AOKYMeHTAaLUU 10 TPOBeieHUI0 3MepeHU apaMeTpoB

PaboTathb ¢ 1abopaTOpHBIM 000pyAOBaHKEM U MPUOOpPaMHU [I7Ist OUUCTKH U
MO/JrOTOBKM OCHOBHBIX KOMITOHEHTOB HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/ICTB COTJIaCHO TPeOOBaHUSM TeXHUYECKOU JOKYMEHTAI[|U 110 paboTe ¢
nabopaTopHbIM 000py/10BaHEM

PaboTaTb ¢ 1labopaTopHBIM 000pY/JOBaHUEM U TIPUOOpPAMU JIJIsl U3TOTOBIEHUS
TIOJTYTIPOAYKTOB ¥ TOTOBBIX HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEZICTB
COTrJIaCHO TPeOOBaHUSIM TeXHUUECKOH JOKYMEeHTAlMH 10 paboTe C
nabopaTopHbIM 060py/10BaHEM

BrInosiHATE 1abopaTopHbIe MPOLeyPhI MOJTyYeHus! TOTYTIPOAYKTOB U TOTOBBIX
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COTIACHO TpeOOBaHUSIM
TEeXHUYECKOU [JOKYMEeHTAL[UH 110 MPOBeIeHHI0 1ab0paTOPHBIX MPOLIEYP

OdopmsIATE JOKYMEHTALMIO 10 MOJIyYeHHUI0 HAHOCTPYKTYPUPOBaHHBIX
JIeKapCTBEHHBIX CPe/ICTB

Heobxoqumble 3HaHUS

OTpacneBble CTaHJAPThl, TEXHUUECKHE YC/IOBUS 1 HODMATUBBI HA COCTaBbI U
METO/Ibl U3TOTOBJIEHUS] HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

MeTozp! TOATOTOBKHU ChIPBS /11 CO3Z,aHNUs HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTo/p!I MOATOTOBKY 000y JOBaHUS /ISl CO3/IaHMSI HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTtozp! paboThl ¢ 060py/J0BaHUEM /IS CO3/jaHNs] HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

METOAI:I MMOoJ/TyueHU s IOJIYTIPOAYKTOB U I'OTOBBIX JIEKADCTBEHHBIX (l)OpM
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

[Mopsinok oopmieHus 1abopaToOpHOTo XKypHasa, IPOTOKOJIOB, aKTOB
WCTIBITAaHWH COTJIACHO TPeOOBAHUSM TEXHUUECKOU JOKYMEHTAL[UH T10
odopmsieHH 0 Tab0pPaTOPHBIX >KypPHAJIOB

TpeboBaHUsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e301macHOCTH,
OXpaHbl OKPY>Karollleld cpe/ib

Oco0bvble ycsioBUS JOTTyCKa K

pabore

Lpyrve xapakTepuCTUKA

3.1.3. TpypoBasi pyHKIMA

HaumeHoBaHue

[TpoucxosxieHre 06001IeHHOM

TPY/10BOM HDyHKLIM

HapaboTKa B OIBITHO-TIPOMBIIIIEHHBIX
YCJIOBUSIX Ha OCHOBe BbIOpaHHOM
PELEITYPLI U 'I:JEXHOIIOI‘I/II/I cepumn Kon A/03.4 YpoBeHb 4
JIeKapCTBeHHOM (popMbI KBa/M(HKALK
HaHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHbIX
CpefCTB
Opurwnan X | Sumiermonaio ua 1296
Koz PerucrpalvioHHbIN HOMeEp
OpUIrvHasI rpodeccroHaabHOTO

a cTaHzjapra




TpyzoBble felcTBuUS

[ToaroToBKa ChbIpbs [i/11 U3rOTOBJIEHUS] ONBITHO-IPOMBILLIEHHBIX CepUl
JIeKapCTBeHHOM (pOpPMbI HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB
COT/IaCHO UHCTPYKLIMU

V3rotoBneHue MnosynpoAyKTOB NPU MOJIyUYeHUH OIbITHO-NIPOMBILLIEHHBIX CepUl
JIeKapCTBeHHOM ()OpPMbI HAHOCTPYKTYPHUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB
COIJIaCHO MHCTPYKLIMU

[ToaroToBka 000py/10BaHKS /IJIs1 U3TOTOBJIEHUSI OTTBITHO-TIPOMBIILLJIEHHBIX CepHii
TOTOBOM JIeKapCTBEHHOM (pOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
CpeJiCTB IO NPOIUCH

3arpy3ska CbIpbsi B 000py/ZJOBaHMEe ¥ U3rOTOBJIEHHE OITBITHO-TIPOMBIIILJIEHHBIX
cepuii leKapCTBeHHOM (hOpMbl HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeACTB Ha JabopaTOpHOM 000PYZIOBaHUH B COOTBETCTBUU C ITPOEKTOM
nabopaToOpHOTO perjaaMeHTa

KonTposb rnpotiecca noayueHus MOAYTPOJYKTOB U FTOTOBOW JieKapCTBEHHOM
(hopMbI HAHOCTPYKTYPHPOBAHHBIX JIeKaPCTBEHHBIX CPE/ICTB Ha OTBbITHO-
TIPOMBIIIJIEHHOM 000PYZI0BaHUM B COOTBETCTBHM C TIPOEKTOM TEXHOIOTMUECKOTO
perjameHTa

Pa3rpy3ka o6opyjoBaHusi 6e3 HapyIeHus: CTabMIbHOCTH M KauecTBa
TIOJTy4Y€HHOTO HAaHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

OTk/roueHre ¥ 0UMCTKa 000pyZ0BaHus 10C/ie poBejeHust paboT 1o
TIOJTYYeHHIO OTTBITHO-TIPOMBIIIIEHHBIX CepHi JieKapCTBeHHON (OpMbI
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

Begenue 10KymMeHTaLMy TIPOM3BO/CTBA OIMBITHO-MIPOMBIIIIEHHBIX CEpUI
JieKapCTBeHHOM (hOpMbI HAHOCTPYKTYPHUPOBAHHBIX JIeKApCTBEHHBIX CPeJICTB

Heob6xoavmMbie ymMeHUst

KoHTponupoBath 1okKasateny KauecTBa ChIpbsi U MOIYTIPOLYKTOB /IS
W3TOTOBJIEHUS OMIBITHO-TIPOMBIII/IEHHBIX CepU HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

HOAI’OTHBJH/IB&TB OINBITHO-TTPOMBILI/IEHHOE O60py,[[OBaHI/Ie AJIs TI0JTyUeHU A
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

,HO3HPOB8TL OCHOBHOE€ CbIpb€ 1 OOTIO/THUTE/IbHbIE KOMITOHEHTBI T'OTOBLIX
JIEKAPCTBEHHBIX (i)OpM HAaHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPE/CTB

KoHTponmpoBath pexkuM paboThl OMBITHO-TIPOMBIIIIEHHOTO 000pY/J0BaHUS U
W3TOTOBJIEHUsI Cepuii JieKapCTBeHHOW (hOpMbl HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPEZICTB B COOTBETCTBUM C TIPOEKTOM perjlaMeHTa

PaboTatb ¢ 060pyAOBaHUEM JIsl TIOTYUYEHUST OIbITHO-TIPOMBIIILJIEHHBIX CepHii
JIeKapCTBeHHOM (hOpMbI HAHOCTPYKTYPUPOBAHHBIX JIeKApCTBEHHBIX CPeJICTB

BecTu 3anosiHsiemMble (pOPMBI 110 TEXHOJIOTMYECKU OrlepaLiysiM IPOU3BO/CTBA
OTIBITHO-TIPOMBII/IEHHBIX CepUii JIeKapCTBeHHOM (OpPMbI
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

OKcrutyaTUpoBaTh 000pyZOBaHUE ISt TIOTYUY€HUsI OTTBITHO-TIPOMBIIILJIEHHBIX
cepuii rOTOBOM JIeKapCTBEHHOM (POPMbI HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPe/ICTB

Ouwurtiate 060pyZ0BaHKe T0C/Ie MOJTyUeHHs! ONbITHO-TIPOMBIILIZIEHHBIX CepUid
TOTOBOM JIeKapCTBEHHOM (pOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
CpeACTB

Heobxoqumble 3HaHUs

OTpaCHeBbIe CTaH/IapPThbl, TEXHUYECKKe YC/I0BHUA 1 HOPDMAaTHBBI Ha COCTaBbI U
MEeTO/bI IMMO/Ty4YeHHsI HAHOCTPYKTYDPHPOBAHHBIX JIEKADCTBEHHBIX CPe/iCTB

MeTo/p! TOATOTOBKHY ChIPbSI M MOYNIPOAYKTOB [/l TOTyYeHHsI ONbITHO-
TIPOMBII/IEHHBIX CepHii IeKapCTBeHHON ()OpMbl HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBeHHBIX CPefICTB




MeTo/bl MOATOTOBKY U HACTPOMKU 000PYA0BaHKS [i/Isl TIOMyU€eHUs OTIbITHO-
TIPOMBIIIEHHBIX CepHii leKapCTBeHHON (OpMbl HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeZICTB B COOTBETCTBUM C TPeOOBaHUSMHU OXPaHbI TPy/ia

PexxuM 1 0cOOEHHOCTH KOHTPO/JIA IponecCa MoJiyueHus OrbITHO-
TIPOMBILIIJIEHHBIX CEPI/IFI HAHOCTDPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPECTB

,HOKYMEHTEIL[I/IH IMPON3BOACTBA OINBITHO-IMTPOMBIII/IEHHBIX CEPI/IFI HEKapCTBeHHOﬁ
(bOprI HAaHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPE/CTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Karolliei cpejibl

Oco6ble yc/IoBUS OITyCKa K
paboTe

Jpyrue xapakTepyuCTUKU

3.1.4. TpypoBas ¢pyHKIus

HanmeHoBaHue

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM HyHKLIUN

HcneiTanus OINBITHO-TIPOMBIIITIEHHBIX
Ccepyi HAaHOCTPYKTYPHUPOBAHHBIX YpoBeHb
P pyITYPHD Koa | A/04.4 P 4
JleKapCTBeHHBIX CPeZICTB B J1abopaTopuu KBa/MHKALIH
M0 CTaHAaPTHBIM METOAWKaM
3aMMCTBOBaHO U3
OpuruHan X 1296
OpUrvHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a CTaHgapra

TpyzoBbIe elCTBUSA

[ToAroToBKa aHa/IUTOB U peareHToB, TMpHBe/ieHHe 1ab0paTOPHBIX MPUOOPOB ISt
WCC/IeIOBaHUI CBOMCTB HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB B
pabouee coCTOsTHHE

[TpoBepka paboTOCIIOCOOHOCTH TIPOCTEHIIIETO aHATUTUYECKOTO 000PY/I0BaHUS
11 UCC/TeZIOBaHMsI CBOMCTB HAHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB
1 B clydyae He06X0[UMOCTH BLIBO/] €70 Ha pab0uMi pesxxuM

OT60p npob 3KCIIepuMeHTaTBHBIX 00pa3l0B TOTOBBIX JIEKAPCTBEHHBIX (HOpM
HAHOCTPYKTYPHUPOBAHHbIX JIEKADCTBEHHBIX CPE/ICTB M0 CTAHAAPTHBIM METOAUKAM

Ompe/esieHe CPOKOB rOJJHOCTH pabouMX pacTBOPOB, PEAaKTUBOB M CTaH/|apPTHBIX
00pa3iioB HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB TI0 CTaHAAPTHBIM
MeTOoJuKaM

[ToaroroBka mpo6 HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB K aHA/TU3Y
Y TIpOBe/ieHNe 1abopaTOPHBIX UCTIHITAHUM TI0 CTaHAAaPTHBIM METOAKaM

YTunusaiys npoyKToB, TIOMyUYeHHBIX B pe3y/bTaTe TIpoBeZeHus 1ab0opaTOpHbIX
aHa/IM30B HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJCTB, B COOTBETCTBUU C
npaBWIaMy labopaTopun

OTK/TFOUeHHe ¥ OUMCTKA 000PYA0BaHKs 1T0C/Ie TIPOBe/ieHHs 1abopaTOPHBIX
aHa/IM30B HAHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

Benenne mabopaTopHoro >xypHasa, oopmieHre JOKyMeHTaluy 1 TPOTOKOIOB
WCTIBITAaHWM HAHOCTPYKTYPHUPOBAHHBIX JIEKapCTBEHHBIX CPeZICTB B COOTBETCTBUM
¢ TpebOBaHUAMU HayIeXKaIllel TTPOHU3BO/CTBeHHOMN TTPAKTUKHU

Heobxoavmbie ymMeHUst

[Tpou3BOUTH OUMCTKY U KaMUOPOBKY /1ab0paTOPHOM MOCyAbl U 000py/10BaHKs
[U1s1 0TOOpa Mpob TOTOBBIX JIEKAPCTBEHHBIX (HOPM HAaHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB T0 CTAaHJAPTHBIM METOAUKaM

HO,E[FOTaB]II/IBaTb dHA/TUTBI U p€areHThI /14 KOHTPOJIA Ka4e€CTBd OIIBITHO-




TIPOMBILLJIEHHBIX CEpPHil IeKapCTBeHHOM (hOpMbl HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJiCTB

OTt6upath MpoOBI TOTOBLIX JIEKAPCTBEHHBIX (JOPM HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeZICTB 0e3 HapyIleHUs! CTAOMTbHOCTH U CBOWCTB M TOTOBUTh
13 HUX 00pa3sLibl [t UCC/IeI0BaHUH

[MoaroraBnuBaTh, HACTPaUBaTh M KayMbpoBaTh 1abopaTopHbie MPUOOPHI Jjist
KOHTPOJIS1 KaUeCTBa OMbITHO-TIPOMBILLIJIEHHBIX CEPU JIEKapCTBEHHOM ()OPMBI
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

PaboTath co cpeficTBaMu U3MepeHU, UCTIbITaTe/IbHbIM, BCTIOMOTaTe/TbHbIM U
TeXHOJIOTUUECKHUM 000PYZI0BaHUEM [I/Isi KOHTPOJIS KauecTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

Ocy1ecTBASTE 1a00paTOPHBIN KOHTPO/Ib KAYeCTBA OMBITHO-TIPOMBIIIIEHHBIX
cepuii leKapCTBeHHOM (hOpMbl HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
Cpe/iCcTB

OdopmsIATE JOKYMEHTALIMIO TT0 TOJTyYeHHI0 HAaHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

Heobxogumble 3HaHUs

OrtpacneBble CTaHAAPTHI, TEXHUYECKHE YCIOBUS 1 HOPMaTUBBI OMpe/ie/ieHus
roKasaTesieil KaueCcTBa HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB

MeTo/ibI 1OATOTOBKH J1TaDOpaTOPHO# MOCY/bl, pEAKTUBOB M MaTepyasioB /st
KOHTPOJIS KaueCTBa HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

MeTo/ibI MOATOTOBKY IMPUOOPOB 1 000PY/0BaHUS /I/Is1 KOHTPOJISI KaueCTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

MeTogp! paboThl ¢ mprbOOpamMu 1 060pyZIOBaHKEM Jis KOHTPOJISI KaueCTBa
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

HNokymeHTanusi, ohopmisieMasi Ipy orpezie/ieH|uH MoKa3aTesieli KauecTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kalo11leid Cpe/ibl

Oco0bble yc/ioBUS OITyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.2. O6o01enHas TpyaoBas pynkiusa «PapManeBTHUecKasi pa3padoTKa cocTaBa U TEXHO/IOTHH
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPeJICTB»

HanmeHoBaHue

dapmarieBTHUeCKas pa3paboTKa cocTaBa u
TeXHOJIOTUM HaHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPeZICTB

YpoBeHb

Koa B KBa/TMUKaLUA

Hponcxovm,quHe 0000111eHHOMT OpruHan X 3auMCTBOBaHO U3
TPYZAOBOU (HyHKIIUU opurvHasia
Koz PerucrpauvioHHbIN HOMeEp
OpUIrvHasI rpodeccroHaabHOTO
a CTaHzapTa
Bo3moxkHbIe HauMeHOBaHus | TexHUK

JOJDKHOCTeH, rpodeccui

TexHUK-1a60paHT

TpeboBaHus K 00pa30BaHUIO
1 00yUueHHUI0

Cpeanee npodeccroHansHOe 00pa3oBaHMe - IPOrPaMMBbI ITOTOTOBKH
CTeLaIMCTOB Cpe/IHero 3BeHa

TpeboBaHus K OMBITY
TIPAKTHUUeCKOH paboThI




Oco0bble yc/ioBHs OTTyCKa K
pabote

[TpoxokaeHue 00si3aTe/TbHBIX MPe/[BaPUTEIbHBIX (TIPU MOCTYTI/IeHWH Ha paboTy)
Y TIEPHOIMUECKUX MEeJIUI[UHCKUX OCMOTPOB (00C/IeIoBaHMI), a TaKXKe
BHeouepeJHbIX MeJUIIMHCKUX 0CMOTPOB (06CeloBaHuii) B MOPSsIZIKe,
YCTaHOBJIEHHOM 3aKOHOZaTebCTBOM Poccurickort defepanumn

[TpoxokaeHre UHCTPYKTaXka TI0 0OXpaHe TPy/a U TeXHUKe 0€301macHOCTH

[pyrue xapakTepuCTUKU

[ononHuTenbHbIE POdeCcCHOHaIbHBIE TIPOTPAMMBI - TIPOTPaMMBbI TTOBBIILIEHHST
KBa/IM(UKALUU 110 IPODUITIO [1eATeTbHOCTH

,Z[OHOJ'IHI/ITEJ'IBHBIE XdPaKTePUCTHUKU

HauMeHOBaH e J0KyMeHTa Ko HanmeHoBaHye 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
WU CTeLaJbHOCTH
OK3 3111. TexHUKY B 00/1aCTH XMMUUECKUX U (PU3UUECKUX HayK
ETKC i EKC TexXHUK-/1a00paHT
OKIIOTP 26927 TexHUK
26999 TexHUK-1a00paHT
27309 ®dapmarieBT
OKCO 2016 2.18.02.01 AHanmMTHUYeCcKUii KOHTPOJIb KaueCcTBa XUMHUeCKHX
coeZIMHeHU
2.18.02.06 XUMHYecKasi TeXHOJIOTHsI OpPraHUYeCKuX BelleCTB
3.33.02.01 ®dapmarus

3.2.1. TpypoBas ¢pyHKIus

[MTpoucxosxaeHre 06001IeHHOM
TPYZAOBOM (HyHKIUH

BbI60p METOIMK 3KCIIepUMeHTaTbHBIX
I/ICCJ'IE,Z[OBEIHI/II‘/JI IO pe3yJ/ibTaTaM IMOWCKa U
o YpoBeHb
Haumenosanue aHa/M3a Hay4YHO-TeXHUYeCKOU Koz B/01.5 5)
KBa/mMuKaLum
JIMTepaTypbl 0 HAHOCTPYKTYPUPOBaHHbIX
JIEKAPCTBEHHLIX CPEACTBAX
3aMMCTBOBaHO U3
Opwurunan X 1296
OpUryHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a CTaHgapra

TpyZoBbIe 1elCTBUS

I[Mouck ony6MKoBaHHOM MH(OPMALK 0 HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBEHHBIX CPefICTB

Wcronp30BaHre 00Hapy>KeHHOM MH(POPMALK 0 HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTBAX //isl yTOUHEHUsI BLIOPAHHOTO HarlpaB/IeHHs
JIUTepaTypHOro NOMCKa

[Towvck AeTanu3rpoBaHHOW MH(POPMALIMK O HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBeHHBIX CpefiCTBax

AHanu3 HallIeHHOTO B IePBOMCTOYHUKAX MaTepuasia 0 KOHKPeTHBIX
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTBaxX

OripezenieHrie 1 060CHOBaHME METO/IOB CHHTe3a U aHa/n3a KOHKPeTHBIX
HaHOCTPYKTYPUPOBaHHBIX JIeKaPCTBEHHBIX CPeJCTB I10 pe3y/bTaTaM aHaau3a
JIUTepaTypbl

Heobxomymbie ymMeHUst

PaboTath C KaTajoraMyd HayYHbIX U HAyUHO-TEXHUUECKUX OMOIMOTEK

PaboTaTth ¢ 6a3amMu JAaHHBIX B 00/1aCTH XMMHH, XUMHUECKOW TEXHOJIOTHH,




(hapMareBTUUeCKOW TeXHOIOTHU, OMO/IOTUM Y HAHOTeXHOJIOTUH

PaboTath ¢ TeXHUYECKOM JINTepaTypOi Ha aHT/IMACKOM SI3bIKe

O0600111aTh ¥ aHAIM3UPOBATh HAYYHO-TEXHUUECKYIO0 UH(POPMALIMIO B 00/1aCTH
XUMUHM, XUMHUECKOW TeXHOJIOTHH, (hapMal|eBTUUeCKOW TeXHOJIOTWH, OUOJIOTHH U
HaHOTeXHOJIOTHUU

CocraBnisiTh 0030pbl HAYUHO-TEXHUUECKOW JTTepaTyphl

HeobOxoaumble 3HaHUS

OTpacsieBble CTaHJAPThI, TEXHUUECKHE YC/IOBUS U HODMATUBBI Ha COCTaBhI,
MeTO/IbI TIO/TyUeHUsl U OTpejiesieHre ToKasaTesieli KauecTBa
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapMOKOITeH K MUCXOJHBIM aKTUBHBIM (papMalieBTHUeCKUM CYOCTaHIUSIM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

dapmakorieiiHble TpeOOBaHUS K ChIPbIO, TTO/IYTPOAYKTaM U FOTOBBIM
HaHOCTPYKTYPUPOBaHHBIM JIeKapCTBEHHBIM CpeZiCTBaM

OcHOBHBIE NIOJIO’KEHUS] MEXX/YHAPOJHBIX Y HallMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeZICTB, KOTOpPble OTBEYAOT ee Ha3HayeHH!IO,
perucTpaliioHHOMY JI0Che U crieliprKaum

OCHOBHbIe TEXHOJIOTUW U MeTO/Ibl IT0JTyUeHHsI HAHOCTPYKTYPUPOBaHHBIX
JIeKapCTBEHHBIX CPefICTB

Crioco0ObI ¥ BO3MOKHOCTHY TIOMCKA HAyYHOW M HAyYHO-TEXHUUYECKOU JTUTepaTyphl
B 00/1acTH pa3pabOTKU U MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB

TexHUUeCKUH aHTJIMHACKUH SI3bIK B 00/71aCTH pa3pabOTKY JIeKapCTBEHHBIX CPE/ICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleld Cpe/ibI

[TopsifoK eliCTBUI NPY Ype3BbIYalHbIX CUTYaLUsIX

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.2.2. TpypoBasi pyHKIUA

HaumeHoBaHue

BbI160p CBIPbS ¥ MaTepPHUasIOB ISt

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOU HyHKIUH

T10/1yYeHUs] HAHOCTPYKTYPHUPOBaHHbIX YpoBeHb
Kop B/02.5 5
JIEKapCTBEHHBIX CPeICTB B COOTBETCTBUU C KBaHH(bHKauHH
HNX Ha3HAUYeHueM
3aMMCTBOBaHO U3
Opurusan X 1296
OpUrvHama
Kon PerucrpaliioHHbI HOMep
OpUTHMHa npodeccroHaNBEHOTO
a CTaHJapTa

TpyzoBbie felcTBUS

OnpepeneHvie 1 BIOODP OCHOBHBIX KOMITOHEHTOB pa3pabaTbiBaeMoii
JIeKapCTBeHHOM (pOPMbI HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJCTB

OnpepeneHve 1 BLIOOP BCIIOMOTaTe/TbHBIX BellleCTB pa3pabaThiBaeMoid
JIeKapCTBeHHOM (hOpMbI HAHOCTPYKTYPUPOBAHHBIX JIeKApCTBEHHBIX CPeJICTB

[Mog6op nHGOPMaLKK 0 BO3MOXHBIX TIOCTABIUKAX U CTOUMOCTH ChIPbS U
CyOCTaHIUM [/t CO3/IaHUs HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

AHanu3 cBefieHUM 0 (PU3UKO-XMMHUUYECKHUX U TEXHOOTMUeCKHUX CBOMCTBAX
CyOCTaHLIMH 1 BCIIOMOTATe/IbHBIX BEIeCTB Pa3/IMUHbIX TOPTOBLIX MapOK M




TIPOM3BO/iUTe/eH /IJisl CO3/iaHKsI HAHOCTPYKTYPUPOBAHHbBIX JIeKapPCTBEHHBIX
CpeJCTB

Heobxomvmbie ymMeHUst

AHanu3upoBaTh PHIHOK ChIPbS [I/1s1 CO3/]aHUs1 HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBeHHbIX (hOpM (papMalieBTUUeCKOro Ha3HaueHust

OuleHMBATH OXKUZAeMbIN BKJIaZ ¥ BJMsiHUE (hapMarieBTHUeCKOi CyOCTaHIU 1
BCIIOMOTaTe/IbHbIX BeLeCTB, B TOM UMC/Ie HAHOCTPYKTYPUPOBaHHbIX, Ha
KauecTBO F'OTOBOM JIeKapCTBEHHOW (hOPMBbI

OtleHMBaTh JOCTYITHOCTD U 1ie71eco00pa3HOCTb UCTI0/Ib30BaHUS
(apmalieBTHUeCKOM cyOCTaHIMM U BCTIOMOTaTe/IbHbIX BEI|eCTB, B TOM UUC/Ie
HaHOCTPYKTYPUPOBaHHbBIX, B TOTOBOI JIeKapCTBEHHOM (opme

O1LleHUBATh TEXHOJIOTMUYECKYIO BO3MOKHOCTD BBITTYyCKa HAHOCTPYKTYPUPOBAaHHOM
(hapMareBTHUeCKOM CyOCTaHI[UM

PaboTath ¢ TeXHUUYECKOH JINTepaTypOi Ha aHTTIMACKOM SI3bIKe

Heobxoaumble 3HaHUS

OTpacsieBble CTaHJAPThI, TEXHUUECKHUE YC/IOBUSI 1 HOPMATUBBI Ha COCTaBhI,
METO/IbI TOJTyUYeHUs] U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

TpeboBaHust 00111eroCyJapCTBeHHBIX 3aKOHOATeNbHBIX JOKYMEHTOB T10
(hapMoKoIIer K UICXOJHBIM aKTUBHBIM (papmalieBTHUeCKUM CyOCTaHLUSM 1
BCIIOMOTaTe/IbHbIM BellleCTBaM

OcHOBHBIE TIO/I0’KEHUST MEXX/[YHAPOIHBIX Y HALIMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HAueHUIo,
PeryucTpaloHHOMY A0Che U CrieludrKaLiu

OcCHOBHBIE TEXHOJIOTHY TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBaHHBIX
(hapmaliieBTUUECKHUX COCTaBOB

I[TpaBusa sKcruTyaTalyu 1abopaTopHOTo, OMBITHO-TIPOMBIIIJIEHHOTO U
TIPOMBIIIIEHHOTO TeXHOJIOTHYeCKOro 000pyZioBaHus [i/Isl TTO/TyUeH st
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

dapmakorieiiHble TpebOBaHUs K ChIPbIO, MOTYTPOAYKTaM U FOTOBBIM
JIeKapCTBEHHBIM (popMaM HaHOCTPYKTYPHPOBaHHBIX (papMar|eBTHUeCKUX
COCTaBOB

TexHUUeCKUM aHTJIMMUCKUM SI3bIK B 00/1aCTH pa3pa60TK1/1 JIEKAPCTBEHHLBIX CPEACTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Karollieil cpejibl

Oco6blIe yC/IoBUS AOITyCKa K
paboTe

Jpyrue xapakTepuCTUKU

3.2.3. TpypoBas ¢pyHKIus

HaumeHoBaHue

ITpoucxosxzaeHue 06001eHHOM
TPYI0BOM (QYHKI[UH

Bbi60p TexHOMOTMM ¥ 000pPYI0BaHUS 151
MOJIyueHHs SKCII€EpUMEHTA/IbHBIX COCTaBOB
HOJIYHPO,[LYKTO‘? N IrOTOBOU Kop B/03.5 YposeHb 5
JleKapCTBeHHOM (popMBI KBa/M(HKALH
HAaHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX
CpeJCTB
OpuruHan X 3aMMCTBOBaHO U3 1296
OpWTMHana
Koz PerucrpauyoHHbiéi HOMep
OpHUTHHa rpogeccroHaIbHOTO

d CTaHJapTa




TpyzoBbIe felCTBUS

AHanuv3 BO3MOXXHOCTeH MeTOZ0B U3rOTOB/IEHUS IKCITIEPUMEHTA/IbHBIX COCTaBOB
Y TOTOBBIX JIEKAPCTBEHHBIX (JOPM HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeJICTB C YYeTOM Tpe/Iio/iaraeMoro myTy BBeJjeHUs1 B OpraHv3M, J03bl, GHU3UKO-
XUMHUECKUX U TEXHOJIOTHUeCKUX CBOMCTB ChIPbS U CyOCTaHI[UN

[Toxbop nHpOpPMaIHy 0 BO3MOKHBIX TIOCTABIIMKAX ¥ CTOUMOCTH 000pyZ0BaHMs
Ji71s BIOPAHHBIX TeXHOJIOTHH TOTy4eHUs] HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

Br160p TexHOMOrMUeckoro o60pyj0BaHus [Jisl U3TOTOBJIEHUS
5KCIepUMeHTa/IbHbIX COCTABOB MOIYIIPOAYKTOB ¥ TOTOBOW JIeKapCTBEHHOU
(hopMbl HAHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPeZICTB

Heobxogumble ymeHUsI

[Toxbupatsk mMabopaTopHOe U OMBITHO-TTPOMBIILIZIEHHOE 000pyI0BaHUe /IS
KOHKDPETHOM 118/ TIPY pa3pabOTKe rOTOBBIX JIEKAPCTBEHHBIX ()OPM
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpoBoAWTH aHa/M3 PhIHKA 000PY/0BaHUS /IS CO3/aHMUs
HaHOCTPYKTYPUPOBAHHBIX JieKapCTBeHHbIX (hopM (apMalieBTHYeCKOro
Ha3HaueHUst

PaboTaTh C TeXHUUECKOM JIUTePATyPOi Ha aHTJIMICKOM SI3bIKe

Pa3pabaTbiBaTh yCOBEPIIEHCTBOBAHHbIE TPAUIIMOHHBIE U/TH HOBBIE BU/IBI
TeXHOJIOTHH T0/TyueHHsI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX (hopM
(hapMar|eBTHUeCKOro Ha3HaueHUs C UCTIOb30BaHHUEM BBIODAHHOTO
obopyjoBaHus

ApantupoBaTh BbIOpAHHBIE COCTaBbl U TEXHOIOTUU K TEXHUUECKUM
0CO00EHHOCTSIM TPAAULIMIOHHOTO M/ HOBOTO J1aDOPaTOPHOTO U OTTBITHOTO
o0opy/j0BaHus /17151 TTOJTyUYeHHUs] HAHOCTPYKTYPUPOBAHHBIX JIeKAaPCTBEHHBIX (hOpM
(hapmalieBTUUECKOro Ha3HauyeHusl

Heobxoaumble 3HaHUS

OTpacsieBble CTaHAPThI, TEXHUUECKHE YC/IOBUSI 1 HOPMATUBBI Ha COCTABhI,
METO/IbI TTOJTyUYeHUs] U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

TpeboBaHust 0011eroCyJapCTBEHHBIX 3aKOHOATeNbHBIX JOKYyMEHTOB T10
(hapMoKoOIIer K UICXOJHBIM aKTUBHBIM (papMalieBTHUeCKHUM CyOCTaHLIUSM 1
BCIIOMOTaTe/IbHbIM BellleCTBaM

OCHOBHBIE MOI0KEHUS] Me)KYHapOHBIX U HallMOHA/IbHBIX CTaHjapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHUIo,
PeryucTpaloHHOMY [0Che U CrieludrKaLiu

dapmakorieiiHble TpebOBaHUS K ChIPBIO, MOJTYTPOAYKTaM U FOTOBBIM
JleKapCTBeHHbIM (hopMaM HaHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB

[TpaBua KCIuTyaTaljui 060pyA0BaHUs [Jisi TIPOU3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TexHOM0rusi NPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPE/ICTB

TexHUUeCKWY aHTJIMHCKUH SI3BIK B 00/71aCTH pa3pabOTKY JIeKapCTBEHHBIX CPE/ICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbI TPY/ia, M0KapHO# 6e301acHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco6blie yc/ioBUS AOMyCKa K
pabore

[pyruye xapakTepUCTUKU

3.2.4. TpypoBasi pyHKIHA

Hanmenosanue ’BBI6OP METO/I0JIOTHH J1abopaTOPHBIX Kon B/04.5 Yposenb




CpefCTB

WCTIBITAaHUM SKCIIepUMeHTaTbHbIX

COCTaBOB TOJIYTIPOAYKTOB U TOTOBOM
JieKapCTBeHHOM (popMbI KBanMUKaLK
HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX

ITpoucxosxaeHre 0600IIeHHOM
TPYJOBOH (YHKLIAH

OpuruHan X 3aMMCTBOBaHO U3 1296
OpurvHana
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyoBbie felcTBUS

VccnefoBaHye ¥ aHanu3 CyLLeCTBYIOLMX MeTO/I0B U MeTOZMK ITPOBe/leHHs]
nabopaTOpHBIX UCHBITAHUM SKCTIepUMeHTalbHbIX COCTABOB TO/IYTIPOAYKTOB U
TOTOBO# JIeKapCTBEHHOM (pOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
CpeACTB

Bri60p m160 pa3paboTKa HOBBIX METOZIOB M METO/IUK TIPOBE/IEeHHUSI
71abopaTOPHBIX UCTIBLITAHUM IKCIIEPUMEHTA/TBHBIX COCTABOB TMOTYTPOAYKTOB U
rOTOBOM JIeKapCTBeHHOM (hOpMbI

[Toxbop nHpOpPMAaIHK 0 TEXHUYeCKUX 0COOEHHOCTSIX, TIOCTaBIIHKAX,
(bYHKI[MOHAIBHBIX BO3MOKHOCTSIX M CTOUMOCTH 000pYZOBaHus /1711 BBIOpaHHOU
TeXHOJIOTUU U3rOTOBJIEHUS

Br160p CpezcTB M3MepeH i, UCITBITaTeIbHOTO M BCIIOMOTaTe/IbHOTO
obopyioBaHus [i71st IPOBeZieHust 1Tab0pPaTOPHBIX MCITBITAHUI
5KCIepUMeHTa/IbHbIX COCTaBOB MOIYIIPOAYKTOB ¥ TOTOBOW JIeKapCTBEHHOU
(hopMbl HAHOCTPYKTYPHPOBaHHBIX JIeKapCTBEHHBIX CPeZICTB

[TpoBeseHMe CIOXHBIX JTa00PAaTOPHBIX UCIIBITAHUM SKCTIepUMeHTaTbHbIX
COCTaBOB TI0JIYTIPO/IYKTOB ¥ TOTOBOM JieKapCTBEHHOU (hOpMbI
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPe/ICTB

[TpoBefieHMe CpaBHUTE/IBLHOM OLIEHKHU TMOJIyNPOAYKTOB U TOTOBOM (DOPMBI,
TIOJIyYeHHBIX C TIOMOIIIBI0 Pa3/TMUYHbIX TeXHOJOTHM U3TOTOBJIEHUS
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

BbIOOp ONTHUMaLHOTO COCTaBa TOTOBLIX JIEKAPCTBEHHBIX (HOPM
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

OdopmieHrie HOpMaTUBHO-TEXHUUECKOM I0KyMEHTALUX Ha TOTOBYIO
JIeKapCTBEHHYO (h)OpMYy HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CPEJICTB

Heob6xoivMble yMeHUst

Bbi6upaTh 1abopaTOpHbIe METOAMKH /IJIS aHATM3a MOTYTIPOIYKTOB 1 TOTOBBIX
JIeKapCTBEHHBIX )OPM HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB;
BbIOMpPATh HEOOXOJUMOE [I/Isl STUX METOAUK 000py10BaHNe

CoBepliIeHCTBOBaTh M3BeCTHBIE W/IM pa3pabaThiBaTh HOBbIe 1abopaTOpHbIe
METO/MKH aHasr3a MOoIYyIPOAYKTOB 1 TOTOBBIX JIeKapCTBEHHBIX (hopM
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[TpoBOAWTH aHA/M3 PhIHKA peareHTOB, MaTepHasIoB M 1ab0paTOPHOTO
o0opyioBaHus 1715t TabOPaTOPHBIX UCTILITAHUMA TIOYTIPOAYKTOB U
HaHOCTPYKTYPUPOBaHHBIX JIeKapCTBEeHHbIX (hOpM (hapMarieBTHYeCKOIr0
Ha3HaueHUst

PaboTaTb Ha COBpeMEeHHOM KOHTPOJIbHO-M3MePUTeILHOM JlabopaTopHOM
000pyI0BaHMH [IJ151 aHA/IM3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

AHanm3upoBaTh MOKa3aTe/l KauecTBa U CBOWCTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB /ISl BbIOOpAa ONTUMAIbHOTO COCTaBa M TEXHOIOTUH
TIO/TyYeHUs




PaboTath ¢ TeXHUUECKOH JINTepaTypOi Ha aHTTIMHACKOM SI3bIKe

Heobxoaumble 3HaHUS

OtpacneBble CTaHAAPThI, TEXHUYECKUE YCIOBUS 1 HOPMAaTUBBI HAa COCTaBbI U
orpe/ie/ieHue TI0Ka3aTe/iell KaueCTBa HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeJCTB

TpeboBaHust 00111eroCyJapCTBeHHBIX 3aKOHOATeNbHBIX JOKYMEHTOB T10
(hapMoKoIIer K UICXOJHBIM aKTUBHBIM (papMalieBTUUeCKUM CyOCTaHLUSM 1
BCIIOMOTaTe/IbHbIM BellleCTBaM

OcHOBHBIE TIOJIO’KEHUST MEXX/[YHAPOAHBIX Y HALIMOHA/IbHBIX CTaH/1apTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHUIo,
PEerrucTpalioHHOMY [0Che U CrieludrKaLiu

dapmakorneiiHble TpeOOBaHMS K ChIPbIO, MOAYIPOJYKTaM 1 TOTOBBIM
JleKapCTBeHHbIM (hopMaM HaHOCTPYKTYpPHUPOBAHHBIX (hapMalieBTUUeCKIX
COCTaBOB

dapmakoreiiHble ¥ TeXHUUECKHe TpeOOBaHUS K peareHTaM, MaTepraaaM 1
nabopaTopHBIM TIpUbOpaM il KOHTPOJISI KaueCTBa HAHOCTPYKTYPUPOBAaHHBIX
(hapmaiieBTUUECKHUX COCTaBOB

MeTtozp! paboTel ¢ MprbOpaMu U 000PYI0BaHUEM AJIs1 KOHTPOJISI KaueCTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, METO/[bl MX Ka/TTMOPOBKY U
KBa/IM(UKaLIUU

dapmakorieiiHble MeTO/Ibl oripefiesieHrs1 hapMaKO-TeXHO/IOTHUeCKHUX
XapaKTepUCTUK HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TexHo/0rUs MPOM3BOACTBAa HAHOCTPYKTYPHUPOBaHHbIX (hapMar{eBTUUeCKUX
COCTaBOB

TexHUUeCKUH aHTIMHACKUH SI3bIK B 00/1aCTH pa3pabOTKY JIEKapCTBEHHBIX CPE/ICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleid cpe/ib

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.2.5. TpypoBas ¢pyHKIus

HaunmeHoBaHue

O6paboTka pe3y/bTaToB 1a00PaTOPHBIX
UCITBITAHUN CHIPbSI U SKCIIEPUMEHTATbHBIX
COCTaBOB HAaHOCTPYKTYPUPOBAHHBIX

YpoBeHb

ITpoucxosaeHre 0600IIEHHOM
TPYZA0BOH (HyHKLIUU

Kop | B/05.5 5
JIeKapCTBEHHBIX CPe/CTB C TTOMOLLBIO KBa/MQUKaLH1
CTaH/IAPTHBIX MaTeMaTUUeCKHUX U
CTaTUCTUYECKUX IIPUEMOB U METO/10B
Opurusan X 3aMMCTBOBaHO K13 1296
OpUrvHana
Kop PerucrpaliioHHbI# HOMEp
OpHUTHHA rpo¢ecCrOHaTBHOTO
a CTaHjapTa

TpyzoBble felcTBuUs

[ToAroTOBKA 3KCTIepUMeHTaIbHBIX IaHHBIX O CBOMCTBAax 00pasijoB
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPeZCTB /sl MOCIeyolleld ux
00paboTKM B CTaTUCTUUYECKHUX MPOrpPaMMax

OrieHKa MOTPEeITHOCTU YKCTIepuMeHTa U 00paboTka pe3yibTaToB U3MepeHni
CBOMCTB HAHOCTPYKTYPHUPOBAHHbIX JIeKAPCTBEHHBIX CPEZICTB C paCUeTOM
Cpe/iHero 3HaueHusi U JOBePUTE/IbHOTO MHTepBasa




CoctaBneHre CBOJHBIX Tab/HIL ¥ TIOCTPOEHHE aHAIUTUUECKUX rPadrKOB 110
pe3ysibTataM 00pabOTKHM SKCIIepUMEHTAIbHBIX JAHHBIX O CBOMCTBAX
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

Bezenue 1abopaTopHOro >xypHana, oopMieHre J0KyMeHTaLWH 110
MaTeMaTHYeCKOW ¥ CTaTUCTUUECKOH 00paboTKe pe3y/ibTaTOB UCCIeA0BaHUN
CBOMCTB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heob6xoivMble ymMeHUst

PaboTath ¢ nporpaMMHbIM 0OecrieueHreM J1JabopaTOPHOTO aHATUTUUYECKOTO
o0opyioBaHus [/ KOHTPOJISI KAUueCTBa HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBEHHBIX CPeJiCTB

PaboTath ¢ MporpaMMHBIM 00ecIieueHueM [ijist MaTeMaTHUeCKOro 1
CTaTUCTUYECKOr0 aHa/u3a pe3y/IbTaTOB SKCIIePUMEHTaIbHOIO ONpe/e/leHus
ToKasaresieil KauecTBa HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpoBOAWTH MEPBUYHYIO0 MaTeMaTUUECKYIO U CTaTUCTUYECKYH0 00paboTKy
pe3y/IbTaToB 3KCIIepUMeHTaIbHOI0 OIpe/ie/leHHs IToKa3aTe/leil KauecTBa
HaHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

OdopmsIATE JOKYMEHTALMIO [0 MaTeMaTUUeCKOMY M CTaTUCTUUECKOMY aHaIu3y
CBOWCTB HAHOCTPYKTYPHPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

Heobxoqumble 3HaHUS

OTpacnieBble CTaH[APThl, TEXHUUECKHE YC/I0BUS 1 HODMATUBBI Ha OMpe/iesieHre
TroKasaTesieil KaueCTBa HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB

TpeboBaHus 0011[ETOCYZAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX IOKYMEHTOB T10
(hapMoKoTer K KCXOIHBIM aKTUBHBIM (hapMarieBTHUECKUM CYOCTaHIIUSM U
BCTIOMOTaTe/IbHbIM BEI[eCTBaM

OCHOBHBIE T0JIOXKEHUST MeXXAYHApOAHbIX U HALIMOHAIbHBIX CTaHJJapPTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHMUIo,
PEerrMcTpaloOHHOMY 0Che U crieludrKaLiu

MeTo/p! paboThI ¢ MPpOrpaMMHBIM 0becTieueHreM 1ab0paTOPHBIX TIPUOOPOB,
MIPUMEHSIeMBIX JIJIs1 OTIpe/ie/ieHHs TIoKa3aTesiell KauecTBa
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

MeTopb! 06pabOTKYM pe3ybTaTOB SKCIIEPUMEHTAIBHOTO OTIpe/ie/ieH st
ToKasareseil KauecTBa HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[Topsiiok cocTaB/ieHUs] TEXHUYECKON OTYeTHOM JJOKyMEHTAI|U T10
MaTeMaTUUeCKOW U CTaTUCTHUYeCKOl 00paboTKe pe3y/bTaTOB UCC/IeJOBaHU
CBOMCTB HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKpY»Katollel cpefibl

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.2.6. TpypoBasi GpyHKIMA

IMpoucxosxaeHre 06001IeHHOM

HPOBE,E[EHHE SKCIIEpUMEHTOB [JId
Ba/IU/IALIUM TeXHOJIOTHUYeCKOTO0 Tpolecca
YposeHb
Haumenosanue Y METOJUK KOHTPOJISI KaueCTBa Kop B/06.5 5
KBa/mMuKaum
HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX
CpeacTB
3aMMCTBOBaHO U3
Opwurunan X 1296
OpHUrHHajAa

TPyZAOBOU HyHKIUH

Kon PerucrpaijioHHbIit HOMep




OpUTHHa rpogeccroHaIbHOTO
a CTaHjapra

TpyZoBbIe 1elCTBUS

PaspaboTka 3aganus it cbopa 3KCIiepyuMeHTabHOM UH(POPMalIUH 110
Ba/IM/JALIMM TEXHOJIOTMUECKOT0 TPoLjecca ¥ MEeTOJUK KOHTPOJISI KauecTBa
HaHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPE/ICTB

Bb160p MeTOMK Ba/MJAIIMM TeXHOIOIMUYeCKOro TTpoljecca ¥ MeTOAUK KOHTPOJIS
KaueCcTBa HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB

Ocy1iecTBeHre HeOOXOUMBIX PACUeTOB /I7Isl OLIeHKU TTapaMeTpPOB BaJTH/Ial[iM
TeXHOJIOTUUeCKOro Mmpoljecca U MeTOAUK KOHTPOJIsl KauecTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

CocraBnieHue IMMPOTOKOJIOB Ba/INAdallUX pa3pa6aTLIBaEMbIX METO/JMK aHa/Ih3ad
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

Odopmenue oTueTta Mo BaauAaLMK TEXHOJIOTMUECKOTO MpoLiecca U MeTOAUK
KOHTPOJIsI KaueCTBa HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHbBIX CPe/ICTB

Heobxomvmbie ymMeHUst

[TpoBouTH 060CHOBAHHBIM BHIOOP TIOAXOASAIINX METOAUK BaUJaliun
TeXHOJIOTMUeCKOTo TpoLjecca ¥ MeTOJUK KOHTPOJISI KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKapCTBEHHBIX CPe/ICTB

[MTosp30BaThCSt MaTeMaTUUECKUMU U CTaTUCTUYECKUMHU MeTolaMu 00paboTKH
pe3y/IbTaTOB IKCIIepUMEHTA

PaboTath ¢ TeXHUUYECKOM JIMTepaTypOi Ha aHT/IMHACKOM SI3bIKe

[Topsimok cocTaB/ieHHs TEXHUYECKOM OTUETHOM JOKYMEHTAalWU 10 BaIualiuu
TeXHOJIOTMUeCKOro MpoLjecca U MeTOJUK KOHTPOJIS KauecTBa
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

Heobxoqumble 3HaHUS

OTpacneBble CTaH[APThl, TEXHUUECKHE YC/I0OBUS 1 HOPMATUBBI HA COCTaBbI,
MEeTO/IbI IT0JIyUYeHHs U CBOWCTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKaPCTBEHHBIX
CpeACTB

TpeboBaHust 0011eroCyJApCTBEHHBIX 3aKOHOATeNbHBIX JOKYMEHTOB T10
(hapMOKoTIien K UCXO/IHbIM aKTUBHBIM (papMarieBTHUeCKUM CyOCcTaHLIMsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

OcHOBHBbIE TOJIOKEHUST MEXX/YHAPOHBIX Y HALlMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHuIo,
PEeryucTpalioHHOMY 0Che U CrieludrKaLliu

MeTozbl Bamuzaiuu B hapMarlyu

TexHUUeCKUI aHTJTUMCKUH 361K B 00/1aCTU Pa3pabOTKK JIeKapCTBEHHBIX CPEZICTB

HOpH,[[OK COCTAaB/IEHUSI OTYETHOM AOKYMEHTallH1: aKTOB, IIPOTOKOJIOB
HCCHEAOB&HHﬁ, dHA/IMTHYeCKHUX OTUeTOB

TpeboBaHUsI CAHUTAPHOTO PEXKMa, OXPaHbI TPY/1a, T0YKapHO# 6e301acHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco6blie yc/ioBUS AOMyCKa K
pabore

[pyrue xapakTepUCTUKU

3.2.7. TpypoBasi pyHKIHA

Hanmenosanue [ToaroToBKa rMpoeKTa 3aK/IH0UeHUst 0 Kon B/07.5 Yposenb 5

TEXHUUYECKON BO3MOXXHOCTH U
11e/1eCO00pPa3HOCTH BBIMTYCKa OTIBITHOU
TIAPTUM HOBBIX HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB HAa OCHOBAHUH

KBa/mMuKaum




JIUTepaTypbl

dHa/IM3ad HaquO-TEXHI/IHECKOﬁ

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM HyHKLIUN

Oprunan X 3aMMCTBOBaHO U3 1296
OpUrMHana
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a cTaHzapTa

TpyZoBbIe elCTBUSA

OdopmeHre aHaUTHUECKOT0 0630pa 10 IMTepaTypHOMY TIOMCKY B 06/1acTu
HOBBIX COCTaBOB M T€XHOJIOTHI ITPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB

OdopmiieHre JOKYMEHTOB [I/Isl OTU€Ta O BEIOOPE TIOAXO/SIIEr0 ChIPhs U
MaTepHasIoB [Ijisl U3rOTOBJIeHUsI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

OdopmieHne JOKyMeHTOB [/l OTUeTa O BEIOOpe MeTO/[0B M 000pyJOBaHUS /st
W3rOTOB/IEHUS SKCTIepUMEHTA/IbHBIX COCTABOB TOJYNPOAYKTOB U FOTOBOU
JIeKapCTBeHHOM ()OpMbI HAHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPeJCTB

OdopmiieHre JOKYMEHTOB /ISl OTUeTa O BIOOPe METOZOB, METOIUK 1
obopy/j0BaHus /7151 IPOBe/IeHNs Tab0pPaTOPHBIX UCITBITaHUMA
5KCIIepUMEeHTabHbIX COCTaBOB MOTYIIPOAYKTOB Y TOTOBOM JIeKapCTBEHHOU
(hopMbl HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

OdopmneHne JOKYMEHTOB Ji/Isl OTYeTa HA OCHOBE TEXHOJIOTUYECKUX U
aHAJIMTUYECKUX HMCCIeJOBaHUM FOTOBOM JIeKapCTBEHHOM (hOPMBbI
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

OdopmeHne JOKYMEHTOB /Il OTUEeTa O BIMOJTHEHHbIX UCC/Iel0BaHUSIX B
COOTBETCTBUM C TPeOOBaHUSMM PerUCTPALiIOHHOTO JoChe B (hopmarte ob1iiero
TEXHUUYECKOTO JJOKyMeHTa

HeobOxopumbie ymeHust

AHanu3upoBaTh HayYHO-TEXHUUECKYH0 UH(POPMAI[UIO /IJis COCTaB/IeHUSI
AHAJTUTUYECKUX OTUYETOB B 00/71aCTH TIOMCKA HOBBIX COCTABOB M T€XHOJIOTHH
TIPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

PaboTaThb ¢ MporpaMMHBIM ObecriedeHHeM AJIsi MaTeMaTUYeCKOTo aHa/i3a
pe3y/IbTaToB 3KCIIepUMeHTa/IbHbIX UCC/IeJ0BAHUM HAHOCTPYKTYPUPOBaHHBIX
JIeKapCTBEHHBIX CPe/ICTB

PaboTath ¢ TeXHUUYECKOM JIMTepaTypOi Ha aHTTIMHCKOM SI3bIKEe

HOPHAOK COCTAaBJ/IeHUSI TEXHUUECKOM OTUeTHOM AOKYMEHTalu

Heobxogumble 3HaHUS

Ortpac/ieBble CTaHAPThI, TEXHMUECKHE YCIOBUSI K HOPMATHBbI HA COCTaBHhl,
METO/IbI TTO/TyUeHUs] ¥ CBOWCTBAa HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeicTB

TpeboBaHust 001[eTOCYAAPCTBEHHBIX 3aKOHO/AaTe/IbHBIX I0KYMEHTOB T10
(hapMOKOIIeH K UCXO/JHBIM aKTUBHBIM (papMalieBTHUeCKUM CYOCTaHIUSIM 1
BCIIOMOTraTe/IbHbIM BellleCTBaM

OcHOBHBIE NIOJI0’KEHUS] MEX/YHAPOJHBIX Y HallMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHUIo,
perucTpaliioHHOMY I0Che U crieldprKaum

TpeboBanusi K pOPMUPOBAHUIO PETUCTPALMOHHOIO J0Che Ha KOMILJIEKT
JIOKYMEHTOB CO/IeprKalliiii BCt0 UH(POPMALUIO O JIeKapCTBEHHOM CpPe/iCTBe

MeTo/ib1 06paboTKKM HayuyHO-TeXHUUECKOW MHPOpPMaLIUU

MeTto/ibl paboThI C TIPOrpaMMHBIM 0bOecrieueHreM J1ab0paTOPHBIX MPUOOPOB 1S
oripe/ie/ieHust TIOKa3aTesieli KauecTBa HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
CpefiCTB




HpI/IHI_[I/IHbI COCTAaBJIeHUSI OTUETHOM AOKYMEHTALIMU: dKTOB, TIPOTOKOJIOB
HCCHEAOB&HHﬁ, dHA/IMTUYeCKHUX OTUYETOB

TexHUUeCKU aHTTUHUCKUH 361K B 00/1aCTU Pa3pabOTKK JIeKapCTBEHHBIX CPEZICTB

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, N0KapHO# 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0bble yc/1oBUS [OTTyCKa K
pabore

Jpyrue xapakTepuCTUKU

3.3. O6o61eHHas TPy/AoBas GPYHKIUs «Y IPaB/ieHHEe Pa3padoTKo| perenTypsbl
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U BHINYCKOM ONBITHOM MapTHH 110 Hei»

HaumeHoBaHue

Hel

YmnpasneHue pa3paboTKO# perenTyphbl
HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CPE/ICTB Y BBITTYCKOM OIBITHOM MapTHU TI0

YpoBseHb

Ko C KBa/mMuKaum

ITpoucxosxaeHue 06001eHHOM
TPYI0BOM QYHKI[UH

3auMCTBOBAHO U3

Opurunan X
OpUrMHasma
Koz PerucrpauyoHHbIli HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

Bo3MoykHBIe HAUMEHOBaHUSI
JIOJKHOCTeH, mpodeccuii

XUMHUK-UCCe0BaTeTb
VHkeHep-TexXHOJIOT IPOX3BO/CTBEHHOIO yUacTKa

TpeboBanus K 06pa30BaHKIO
1 00yUueHHI0

Briciiee o6pa3oBaHue - 6akasaBpyUaT

TpeboBaHus K OMBITY
TIPAKTHUeCKOH paboThI

He meHee Tpex jieT paboThl B 00/1aCTH pa3paboTKK hapMarieBTUUECKUX COCTaBOB

Oco0bble yc/ioBUs JIOTTyCKa K
paboTe

[TpoxoxkaeHue 00s13aTe/TbHBIX MPe[BAPUTEIbHBIX (TIPY MOCTYIJIEHUH Ha paboTy)
Y TIEPUONUECKUX MeIUIIMHCKUX 0CMOTPOB (00C/IeI0BaHmIA), a TaKkKe
BHeOUepeHbIX MeIMI[UHCKMX 0CMOTPOB (00C/ieloBaHMiA) B TTOPsIJKE,
yCTaHOBJIEHHOM 3aKOHO/iaTesibcTBoM Poccuiickoi ®efjepariuu

[TpoxoXkaeHre UHCTPYKTa)ka 10 OXpaHe TPy/a U TeEXHUKe 6e301MacHOCTH

[pyrue xapakTepucTUKH

HornonmHuTenbHOe rpodeccroHanbHOe 00pa3oBaHMe - POrpPaMMbl TTOBBILLIEHUS
KBa/IM(UKaLMY, TPOrpaMMbl MPoQeCcCOHaTbHOM MepernoroToBKY M0 MPO(UII0
JlesITeNIbHOCTH

[JononHuTenbHbIe XapaKTePUCTUKU

HauMeHOBaHHE /IOKyMEHTa Kox HanmeHoBaHre 6a30B0ii IPYTIIbI, AOHKHOCTH (TIpodeccrn)
WU CTeLUaJbHOCTH
OK3 2145. VH)XKeHepbl-XUMUKU
ETKC nm EKC VH)XeHep-TeXHOJIOT (TeXHOJIOT)
VH)xeHep 1o KauecTBy
OKILATP 22860 VHXeHep-XUMUK
25850 [TpoBu30p
27142 TexHosor
27392 XUMUK
OKCO 2016 1.04.03.02 Xumus, Hr3MKa U MexaHWKa MaTepHasoB
2.18.03.01 XyMuyeckast TeXHOJIOTUsI




2.28.03.03 HaHomaTtepuasbl

3.3.1. TpypoBasi pyHKIMA

HaumeHoBaHue

CocTaBJ/ieHUe TeXHUUECKOTr0 3aJladHHA Ha
3dKYTIKY, TIPOEKTHUPOBaHUE U
N3roTOBJ/IEHWE KOMITJIEKTYIOINUX 1

YpoBseHb

ITpoucxosxaeHue 06001eHHOM
TPY/10BOM QYHKI[UH

Koz C/01.6 6
OCHACTKHU [Jid TIPOU3BOACTBA HOBBIX KBaJIHCl)HKauHH
HaHOCTPYKTYPHUPOBaHHBIX JIeKaPCTBEHHbIX
CpesCTB
OpuruHan X 3aMMCTBOBaHO U3 1296
OpurMHana
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyoBbie felcTBUS

I/I3y‘-IEHI/IE nu 0606LL[6HI/IE AOKYMEHTalluu OJ1d pa3pa60TK1/1 TeXHHUUYEeCKOro 3aJdaHHs
Ha I10/Iy4yeHre HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPECTB

CocTaBneHue TiepeyuHsi TeXHUUeCKUX TpeOOBaHUM, TIpebsB/IsieMbIX K OCHACTKe
JI71s1 TIOyYeHs] HAHOCTPYKTYPHPOBaHHBIX JIeKapCTBEHHBIX CPeJICTB

CocTraByieHue rnepeyHs OCHOBHBIX TEXHOJ/IOTHYECKHUX IMdPpaMeTPOB,
onpene/arlnX 1e/1eBoe MCII0/J1b30BaHe U IIpUMEeHEeHHe OCHACTKH /14
IMoJ/1yueHA HaHOCTPDYKTYPHUPOBAHHBIX JIEKADCTBEHHLIX CPDEACTB

CocraBneHue TiepeyuHsi TpeOOBaHMM K HafIe)KHOCTH, YPOBHIO YHU(DUKALIY U
CTaHAapTU3aluY, 6e30MacHOCTH OCHACTKHU [ijisl TIOJTyYeHust
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Pa3paboTka 1 opopmiieHre YCIOBUM SKCITTyaTal[iu, TpeboBaHUs K
TeXHUUECKOMY 00C/Ty>KHBAHHIO Y PEMOHTY OCHACTKH [I/ISl IOy YeHUsT
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

CocraBieHye repeyHst JOMOJHUTeIbHBIX TpeOoBaHNH, S5KOHOMUYeCKUX
TroKa3aTesiell OCHAaCTKU /1/1s1 T10/1yUeHHUs] HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

OdopmiieHre TeXHUUYECKOTO 3alaHusi HA U3TOTOBJIEHHEe OCHACTKU ISt
T0JTyUeHUsI HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB U €T0
CorJyilacoBaHHe

HeobOxopumbie ymeHust

PaboTaTb ¢ 3CKHU3aMu, CXeMaMH, TaO/IUIIaMH, TeXHOTIOTUUeCKUMU
WMHCTPYKLMSMH, KapTaMH TpoLiecca, Heo0X0AUMBIMHU /1JIs TIPOU3BOZCTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHbIX CPeJCTB

OtleHMBATh TeXHUUECKHe TPeOOBaHMS K MPOM3BO/ICTBY HOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKaPCTBEHHBIX CPe/ICTB

PaboTaThb ¢ TeXHUUECKOM JIUTePaTypOil Ha aHTJIMICKOM $SI3bIKe

0606H.[aTb TeXHHUYeCKue CBe/ieHuda U OCbOpMJ'IHTb MPOEKT TEXHUUYECKOI'0 3a/laHUA
Ha IIPOKM3BOACTBO HOBBIX HAHOCTPYKTYPHUPOBAHHLIX JIEKAPDCTBEHHBIX CPEACTB

Heobxoaumble 3HaHUS

OTpacsieBble CTaHJAPTHI, TEXHUUECKHe YC/IOBUSI 1 HOPMATHBBI Ha COCTaBhI,
METO/IbI OJTyYe€HUs] U CBOWCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHLUsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

OCHOBHBIE T10/I0YKEHUS MEeXAYHAPOAHBIX M HALIMOHAJ/IBHBIX CTAHAAPTOB Kd4€CTBd




JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHMUIo,
PEeryucTpalioHHOMY [0Che U CrieludrKaliu

TexHosorusi, MeToZibl 1 060pyT0BaHKe TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

dapmakoreiiHble ¥ TEXHOJIOTMYeCKHe TPeOOBaHUS K ChIPBIO, TTO/TYTIPOAYKTaM U
rOTOBBIM HAHOCTPYKTYPUPOBaHHBIM JIEKAPCTBEHHBIM CPeJCTBaM

CTaH,E[apTI:»I, MOJIO’KeHUsA, MHCTPYKLUU T10 TeXHOJIOTUUECKOM IIoAroToBKe
IMpOM3BOACTBA U O(bOprIEHI/I}O TeXHUUeCKOM AOKYMEHTallh1 K HaZle>)KHOCTH,
YPOBHIO YHI/I('I)I/IKaL[I/II/I " CTaHOapTHU3al1u, 0e30MacHOCTH OCHACTKH AJIA
MMOJIy4eHHsd HaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPEACTB

TexHUUeCKU aHTTUHCKUH 361K B 00/1aCTU Pa3pabOTKK JIeKapCTBEHHBIX CPEZICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXPaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.3.2. TpypoBasi pyHKIMA

IMpoucxosxaeHre 06001IeHHOM
TPYyZAOBOU HyHKIUH

KonTtponb (apmaiieBTHUECKOM
pa3pabOTKK U BLIOOP pelienTypbl FOTOBOM
o YpoBeHb
HanmeHoBaHue | JIeKaPCTBEHHOW (hOPMBI Koy C/02.6 6
KBa/MPUKaIuu
HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX
Cpe/iCTB
3aMMCTBOBaHO U3
OpuruHan X 1296
OpUrvHama
Kon PerucrpaliioHHbI HOMep
OpUTHHA NpodeCcCHOHaTLHOTO
a CTaHJapTa

TpyzoBbIe felCTBUSA

KOHTPOJ'II: oripeae/ieHrs CbI/IBI/IKO-XI/IMI/I‘-IECKI/IX N TeXHOJ/IOTHMYeCKHX
XdPaKTePUCTHK IMO/TyUEHHBIX CY6CTaHHHﬁ " BCIIOMOT'aTe/IbHBIX BeIleCTB

KOHTPOHL H3r0TOBJ/IEHUA MO Ee/IbHBIX cMmecei CY6CT8HHHﬁ " PA3/IMUHBIX
BCIIOMOT'aT€/IbHbIX BEIIECTB

KOHTPOHL orpene/jeHus d)I/BI/IKO—XI/IMI/I‘JECKI/IX N TeXHOJIOTn4eCKux
XdPAKTEPUCTHUK MO E/IbHbBIX cMmecei

KOHTPOJ'IL HN3roToBJ/IEHUA na6opaT0prlx O6p83].[OB FOTOBOM HEKapCTBEHHOﬁ
Q)OPMLI Ha OCHOBe BBI6paHHbIX MO/ e/IbHbIX cMecei

KoHTposib onpesiesieHust (PU3NKO-XUMHUUYECKHUX M TEXHOJIOTMUeCKUX
XapaKTePUCTUK J1abopaTOPHBIX 00Pa3lioB rOTOBOM JIeKapCTBEHHOM (OPMBI

[TpoBepKa CPOKOB rofHOCTH JlabopaTOPHBIX 00pa3Li0B TOTOBOM JIeKapCTBEHHOM
(hopMbl HAHOCTPYKTYPHUPOBaHHBIX JIeKapPCTBEHHBIX CPeZICTB

KoHTposb npeiMeTHO-KO/TMUeCTBEHHOTO YYeTa HApKOTUUECKHX, IICUXOTPOIHBIX
BeLL[eCTB U UX MPEeKypPCOPOB

Heobxoavmbie ymMeHUst

AHanu3upoBaTh CBOMCTBA ChIPbs, TPOMEXXYTOUHBIX TIPOAYKTOB ¥ TOTOBOM
JIeKapCTBeHHOM ()OpMbI HAHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPEZCTB M0
MeTOJUKaM T0JTyueHus: CyOCTaHIMI U BCTIOMOTaTe/IbHbIX BellecTB

KOHTpOJII/IDOBaTb H3roTOBJ/IEHHE MMPOMEKXYTOUHBIX X TOTOBBIX
HAHOCTPYKTYPHUPOBAHHbLIX TIPOAYKTOB M3 CY6CTaHL[I/II/I W PA3/IMYHBIX




BCIIOMOr'aTe/IbHBIX BEIEeCTB

[TpoBOAUTL NpeIMEeTHO-KOTMUeCTBEeHHbIN yueT HapKOTUYeCKUX, TICUXOTPOMHbIX
BelL[eCTB U UX MPEeKyPCOPOB

KoHTposmmpoBaTh NMpaBUIbHOCTh SKCITyaTaluH 1abopaTopHOTro 000pyA0BaHMs
[/ TIOJTyUeHHUs1 ¥ KOHTPOJIsL KaueCTBa HAHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX
Cpe/CTB

Heobxoqumble 3HaHUS

OTpaC]'IEBI)Ie CTaH/IdpPThbl, TEXHUYECKHE YC/II0OBHUA U HODMATHBLI Ha COCTAaBbI U
MeTO/bI MOoJ/JIy4eHA HAHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBLIX CPeCTB

TpeboBaHus 0011[ETOCYAPCTBEHHBIX 3aKOHO/IaTe/TbHBIX IOKYMEHTOB T10
(bapMoKoIier K UCXOAHBIM aKTHBHBIM (DapMalleBTHUeCKUM CyOCTaHI[USIM 1
BCTIOMOTaTe/IbHbIM BEI[eCTBaM

OcHOBHBbIE TIOJIO’KEHUST MEXX/[YHAPO/AHBIX Y HALlMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHMUIo,
PEeryucTpaloHHOMY 0Che U CrieludrKaLiu

dapmakorieiiHble ¥ TeXHOJIOTHUeCKHe TpebOBaHMUs K ChIPbIO, TTOTYTIPOAYKTaM U
rOTOBBIM HAaHOCTPYKTYPUPOBAHHBIM JIeKapCTBEHHbIM CpeZiCTBaM

TexHo/10rUsl TPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

O6opyaoBaHue abopaTopyu pa3pabOTKU U KOHTPOJISI KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB U MPABUJIA €r0
3KCIUTyaTaLu

Merto/ibl aHamM3a (hapMar|eBTHUeCKUX CyOCTaHI[|M, BCIIOMOTATe/TbHBIX BEITeCTB,
T0JIyIIPOAYKTOB M TOTOBBIX JIeKapCTBEHHBIX (hOpM

CraH[apThl, NOJI0XKEHUsT, MTHCTPYKLIUM 10 TeXHOJIOTMUeCKOW MOATrOTOBKe
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Opranu3anysi 1abopaToOpHOT0 KOHTPOJISI IPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpaBusia XpaHeHUs U yyeTa HapPKOTUUYECKUX, TICHXOTPOITHBIX BEILeCTB U UX
MIPeKypCOpOB

TexHUYeCKUI aHTIMHCKUH A3bIK B 00/1aCTH pa3pa60TK1/1 JIEKAPCTBEHHLBIX CPEACTB

TpeboBaHMsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e30TmacHOCTH,
OXpaHbl OKpY»Katollel cpefibl

Oco0bble ycioBUs JOTTyCKa K

pabote

Lpyrve xapakTepuCTUKA

3.3.3. TpypoBas QpyHKIUsA

HaumeHoBaHue

[TpoucxosxeHre 06001IeHHOM

TPY/10BOM HyHKLM

YripaBneHue Npor3BOACTBOM OIBITHO-
TIPOMBIIIIZIEHHOW Cepuu TOTOBOM
J'IEKapCTBEIjHOI/I ¢dbopMbI Ha OCHOBe Kox C/03.6 YpoBeHs 6
BBIOPAaHHOU PeLenTypbl KBa/M(HKALH
HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX
CpefiCTB
Opmrmnan X | umeraonano 1296
Koz PerucrpauvioHHbIN HOMeEp
OpUIrvHasI rpodeccroHaabHOTO

a cTaHzjapra




TpyzoBble felcTBuUS

KoHTpO/Ib MOATOTOBKYM CyOCTaHIUM ¥ BCIIOMOTaTe/IbHbIX KOMITIOHEHTOB [1/151
T0JTyYeHHsl OTILITHOM MapTHUU TOTOBOM JIeKapCTBeHHOW (hOpMbl
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

KOHTpOJIb MMOATOTOBKY OMBITHOTO 000PYAOBAHUS [I7Isl TIOTYUY€HHsI OTTLITHOMN
MapTUX FOTOBOU JIeKaPCTBEHHOM (POPMBI

KoHTposb 3arpy3ku cyOCTaHLMI U BCTIOMOTaTe/IbHbIX KOMIIOHEHTOB B OTIBITHOE
obopy/joBaHue /17151 TI0/TyueHUst OTIbITHOM MapTUX TOTOBOU JieKapCTBEHHOM
(hopMbl HAHOCTPYKTYPHPOBaHHbIX JIEKAPCTBEHHBIX CPeZICTB

KoHTpo/b ocy11lecTBIeHUsT TEXHOIOTMYeCKOr o poliecca IMoJyuyeHHs ONbITHON
MapTHUU FOTOBOM JIeKapCTBeHHOW (hOpMbl HAHOCTPYKTYPHPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB U ee HapabOTKH

KOHTpO/Ib pa3rpy3Ku OMbITHOrO 000PY/J0BaHUS OIBITHOM TTAPTHUHM FOTOBOM
JIeKapCTBeHHOM (hOpMbI HAHOCTPYKTYPUPOBAHHBIX JIeKApPCTBEHHBIX CPEJICTB

KoHTpoJib npemMeTHO-KOJIMYeCTBEHHOTO yueTa HAPKOTUYECKUX, TICUXOTPOITHBIX
BelLleCTB U UX TIPEKyPCOPOB

HeobOxopumbie ymeHust

KOHTpOJII/IpOBaTL KaueCTBO CbIpbA AJIA MOJTyUe€HUA HAHOCTDYKTYPHPOBAHHBIX
JIEKAPDCTBEHHBIX CPEACTB

BbiOvpaTh OCHOBHBIE e[JMHHL[bI TEXHOJOTMUeCKoro 000py/10BaHUs Ha
TPOM3BO/ICTBEHHOM y4YacTKe C Orpe/ie/ieHueM TeXHOJIOTMYeCKOW CXeMbl /1J1s1
T0JIyYeHHsl OTILITHOM MapTHUU FOTOBOM JIeKapCTBEHHOMW (hOpMbI
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

Onpegenars KpUTHUECKHe ITapamMeTpbl TEXHOJIOTMUeCKOro IpoLecca U
JOTyCTUMbIe MHTepPBaJIbl UX BapruabelbHOCTH /1/1s1 KOPPEKTUPOBKH MTapaMeTpOB
TeXHOJIOTUUeCKOr0 TIpPoLiecca Moay4YeHus: OMbITHOW MapTUU FOTOBOU
JIeKapCTBeHHOM ()OpMbI HAHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPeJCTB

OmnpesiensTb HeOOXOAUMbIe HA/[0ABKYU CyOCTaHLIMN W BCTIOMOTaTe/IbHBIX
BEIIeCTB, a TAK)Xe TeXHOJ/IOTHUeCKHe TI0TepH

CocTaB/ITh MaTepHasIbHBIN OasaHC MPOU3BOZCTBA TOTOBOM JIeKapCTBEHHOM
thopmbI

KoHTpo/MpoBaTh MpaBUIbHYIO KCIITyaTal[fio OTBITHOTO 000py[0BaHUS AJIst
T10JTyYeHHsI HAHOCTPYKTYPUPOBaHHbIX JIEKaPCTBEHHbIX CPeJCTB

KoHTpo/iMpoBaTk TeXHOIOTHYECKHEe TapaMeTphl MPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

ITpoBOAUTE NpeMeTHO-KO/IMUeCTBEeHHBIN y4yeT HapKOTUYeCKUX, TICUXOTPOIHbBIX
BelL[eCTB U UX NPEeKyPCOPOB

Heobxoqumble 3HaHUs

OTpaCHEBbIe CTAHAAPThI, TEXHUUECKHUE YC/TI0OBHUSA U HOPMATUBBI Ha COCTABBI U
MeTObI MOJJTIyUeHUA HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBLIX CPECTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHIUsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

OCHOBHBIE MOI0KEeHUS] Me)KYHapOHbIX U HAallMOHA/IbHBIX CTaH/|apTOB KauecTBa
JIeKapCTBeHHBIX CPe/ICTB, KOTOPbIe OTBEUAOT ee Ha3HaueHH!IO,
perucTpaliioHHOMY JI0Che U crieldprKaum

dapmakoreiiHble ¥ TEXHOJIOTMYeCKHe TPeOOBaHUS K CBIPBIO, TTO/YTIPOAYKTaM U
rOTOBBIM HAHOCTPYKTYPHUPOBaHHBIM JIEKaPCTBEHHBIM CPefCTBaM

TexHoJs0THsI, METOZBI 1 0060pyI0BaHKE /IJ1s [IPOM3BOZCTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKapCTBEHHBIX CPe/CTB, MpaBuU/ia IKCILTyaTal[iy,
MOBepPKHU U KBasubuKamu 0060py/10BaHus

Merto/ibl aHa/MM3a (hapMar|eBTHUeCKUX CyOCTaHI[|M, BCIOMOTaTe/IbHBIX BEIIECTB,
TOJIyIIPOAYKTOB U TOTOBBIX JIeKapCTBEHHBIX (hOpM




CTaH,[[apTI:I, MOJIO’KeHUA, MHCTPYKLUU 10 TeXHOJIOTUUECKOU I10JIr0TOBKE
IMPON3BOACTBA HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHbIX CPECTB

Opranu3ariysi 1abopaTopHOT0 KOHTPOJISI IPOM3BOZCTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

TexHUUeCKWH aHTJIMHACKUN SI3bIK B 00/71aCTH pa3pabOTKY JIeKapCTBEHHBIX CPE/ICTB

[TpaBua xpaHeHHs1 U yyeTa HAPKOTUYECKUX, ICUXOTPOITHBIX BELeCTB U UX
NIPeKypCOpOB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KaPHOU 6e30TacHOCTH,
OXPaHbI OKPY>KaroITiel Cpe/ibl

Oco0bble yc/1oBUs JOTTyCKa K
pabore

[lpyrue xapakTepucTUKU -

3.3.4. TpypoBasi pyHKIMA

KOHTPOJ'II) dHA/IMTUUYeCKUuX u

TeXHOJIOTUYeCKUXx I/ICHLITaHI/Iﬁ OHbITHOﬁ

ImapTun FOTOBOP’I JIeKa CTBeHHOI‘;I OPMBbI YpoBeHb
HavmeHoBaHue p P bop Kog C/04.6 P 6

Ha OCHOBe BBIOPAaHHOU peljenTyphbI KBa/MHKALIH

HaHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX

CpeacTB
IIpoucxoskaeHre 006001[eHHOM 3aMMCTBOBAHO U3

P KA . Opurusan X 1296
TPY/I0BOU (DyHKIIUM OpHrMHaia
Kon PervcrpaijioHHbIi HOMep
OpUTr'MHa npogeccroHaIbHOro
a cTaHzapTa

pr,E[OBbIe AEﬁCTBHH KOHTPOJ'IL MnpoBeageHNa TEXHO/IOTUUECKHUX I/ICHbITaHI/Iﬁ OITBITHBIX o6pa31_1013

HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB C 1]e/IbI0 OLIeHKH
COOTBETCTBUS 3a/IaHHBIM B TEXHUUECKOM 3aIaHUU TpeOOBaHUSM

KoHTpo/b M3yueHust CTaOUIBHOCTH OMBITHBIX 00pa3LioB
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPeZCTB M0 pe3y/ibTaTaM
JI0JITOCPOUHBIX U YCKOPEHHBIX UCIIbITAaHUM

OrieHKa MPUUYMH BO3MOYKHOT'O 00pa30BaHus OpaKOBaHHbBIX
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB U TIPe/IJIoKeHHe Crioco00B
WX YCTPaHeHUsi

OdopmeHne MPOTOKOIOB UCTIBITAHUM OMBITHBIX 00pa3i{0B HAa OCHOBE
BbIOpAaHHOM peLienTypbl HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEJICTB

OdopmiieHne 3aK/I0UeHHsl O TEXHUYECKOM BO3MOXKHOCTH MPOMBILLIJIEHHOTO
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB Ha OCHOBE
BbIOpaHHOMU peLienTypbl

HeobOxopymbie ymeHust ITpoBOAUTL aHAMUTUYECKUN KOHTPOJIb HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB 0 pa3paboTaHHBIM MeTOAMKaM aHa/In3a

AHanu3upoBaTh TEXHOJIOTUYECKHe CBOMCTBA HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB Ha OCHOBeE JIaHHBIX, M0JIyYeHHbIX TIPU pa3paboTke
OINTUMAaJIHOI'O COCTaBa U TEXHOJIOTUH

[TpoBOUTH yCKOPEHHBIE UCTIBITAHKS 00pa3li0B HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBeHHBIX CPeZICTB C MCII0/Ib30BaHUeM JlabopaTopHoro 060py/10BaHus

CurcTeMaTH3UpoBaTh U aHAIM3UPOBATh pe3y/IbTaThbl UCTILITAHUIN
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHbIX CPeJCTB




OdopmsiT TEXHUUECKYIO JOKYMEHTAL[1I0, BK/IFOUAIOIIYIO MTPOEKT OMbITHO-
TIPOMBILIJIEHHOTO PerjlaMeHTa U OTueT o (hapMarleBTHUeCcKoi pa3paboTke
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Heobxogumble 3HaHUs

Cpe/iCTB

OTpaC]IeBbIe CTAHAAPThI, TEXHUUYECKHWE YC/TIOBHUSA U HOPMATHBEI Ha COCTABBI,
MeTO/bI IMOJJIyUeHUA U CBOMCTBa HAaHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX

TpeboBaHus 00IIeroCyAapCTBEHHBIX 3aKOHO/aTe/IbHBIX JOKYMEHTOB 110
(hapMOKOIIeH K UCXOJHBIM aKTUBHBIM (DapMalieBTUUeCKUM CYOCTaHIUSIM U
BCIIOMOTraTe/IbHbIM BellleCTBamM

dapmakoreiiHble ¥ TEXHOJIOTMYeCKHe TPeOOBaHUS K ChIPBIO, TTO/TYTIPOAYKTaM U
rOTOBBIM HAHOCTPYKTYPHUPOBaHHBIM JIEKAPCTBEHHBIM CpefCTBaM

TexHosorus MPOU3BOACTBA HAHOCTPYKTYDUPOBAHHLIX JIEKAPCTBEHHLIX CPEACTB

[TpaBua 3KCIuTyaTaluy 1abopaTOPHOTO U OTBITHO-TTPOMBIIIIIEHHOTO
TeXHOJIOTMUECKOr0 000pyI0BaHuUs /IJisi IPOU3BO/ICTBA U KOHTPOJIS KauecTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

TexHUYeCKUI aHTIMUCKUH A3bIK B 00/1aCTH pa3pa60TK1/1 JIEKAPCTBEHHLBIX CPEACTB

OXpaHbl OKpYy»Katollel cpefibl

TpeboBaHusi cCAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, N0yKapHOI 6e30TacHOCTH,

Oco0bble yc/ioBUs OTTyCKa K

paboTe

Jpyrue xapakTepuCTUKU

3.3.5. TpyaoBas QpyHKIuUsA

HanmeHoBaHue

ITpoucxosxaeHre 0600IIeHHOM

TPyZA0BOM HyHKIUU

KoHTpo/b MOAr0TOBKM [JOKYMeHTal[iu 110
HapabOTKe OTBITHO-TIPOMBIIILJIEHHOU
Cepuu rOTOBOM JieKapCTBEHHOM (hOPMBI
HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHbBIX
Cpe/CTB

Ko,

C/05.6

YpoBeHb 6
KBa/MUKaLun

OpuruHan X
OpHUrHMHaja

3auMCTBOBaHO U3

1296

PerucTpaljioHHbIH HOMep

OpUrMHa npodeccroHaNBEHOTO

cTaHzapTa

TpyzoBbIe elCTBUSA

O6061eHre TpebOBaHMI K KaUeCTBY TOTOBOM JIeKapCTBEHHOU (HOPMBI
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPe/CTB

JIeKapCTBEHHBIX CPefICTB

Pa3paboTka 1 oopMrieHre oTueTa 1o HapaboTKe OIbITHO-TIPOMBIIIIEHHOM
cepuy rOTOBOM JiIeKapCTBEHHOUM (hOpMbl HAHOCTPYKTYPUPOBaHHBIX

IIpoBeJAeHUA ee WCIILITaHUN

Pa3paboTka UHCTPYKLMI TI0 paboTe ¢ 000py[0BaHHEM JI/IsSI TTO/TyUeHHsT TOTOBOM
JIeKapCTBEHHOM (hOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U

OdopmiieHre TeXHO/IOTUUECKOUW CXeMbI [10/TyueHHsi TOTOBOM JieKapCTBEHHOM
(hopMbl HAHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX CPeZICTB

Pa3paboTka 1 oopmieHre 1ab0paTOPHBIX U OIMBITHO-TTPOMBIIILJIEHHBIX
perjamMeHTOB TI0/TyueHusi TOTOBOM JIeKapCTBEHHOU ()OpPMBbI
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

PaspaboTka u ohopMmieHHe MHCTPYKIMK 1 TIPOTOKOJIOB UCTIBITAHUM TOTOBOM
JIeKapCTBeHHOM (POPMbI HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJCTB




PaspaboTka 1 odopmsieHre MaKeTOB /JOChe Ha CEPUI0 TIPH ITPOM3BO/ICTBE
TOTOBO# JIeKapCTBeHHOM (pOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCcTB

HeobOxopumbie ymeHust

OdopMJIATE TPOTOKOJIBI, MHCTPYKLMU T10 paboTe ¢ 0060pyZ0BaHUEM [jist
T0JIy4YeHHs1 TOTOBOMW JIeKapCTBEHHOM (pOPMbl HAHOCTPYKTYPUPOBaHHbBIX
JIeKapCTBEHHBIX CPefICTB

Pa3pabaTbiBaTh TeXHOJIOTUUECKYHO CXeMY TOyUeHHs HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBEHHBIX CPeJICTB B COOTBETCTBUM C FOCYAapCTBEHHBIMU CTaHAapTaMU U
TIpaBUIaMy

Pa3pabateiBaTh MPOEKT J1ab0paTOPHOTO U OMBITHO-TIPOMBIIIJIEHHOTO PerjiaMeHTa
TI0JIyY€eHHs] HAHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPeZCTB B COOTBETCTBUU
C rOCy/lapCTBeHHbIMU CTaH/AapTaMH U NpaBUIaMU

PaboTath ¢ MporpaMMHBIM 00eCIieueHHueM [i7ist MH)KEHEPHBIX PaCueToB U
CO3/1aHHsI TeXHOJIOTMUeCKHUX CXeM MTPOM3BO/CTBA HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

PaboTath ¢ TeXHUUYECKOU JIMTepaTypOi Ha aHTTIMACKOM SI3bIKe

Heobxogumble 3HaHUs

OTpacneBble CTaHJapThl, TEXHUUECKHE YCJIOBUSI U HOPMATHUBbI Ha COCTaBbl U
CBOICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

TpeboBaHus 00IIeroCyAapCTBEHHBIX 3aKOHO/aTe/IbHBIX JOKYMEHTOB 110
(hapMOKOTIeH K UCXOJHBIM aKTUBHBIM (DapMalieBTUUeCKUM CYOCTaHIUSIM U
BCIIOMOTraTe/IbHbIM BellleCTBaM

OCHOBHBIE TOJ/IOXKEHUST MeXXAYHApOAHbIX U HALIMOHA/IbHBIX CTaHJaPTOB KauecTBa
JIEKapCTBEHHBIX CPEJICTB, KOTOPbIe OTBEYAIOT ee Ha3HAaUeHUI0,
PerrMcTpaLoHHOMY 0Che U crieudrKaLiu

dapmakorieliHble ¥ TeXHOJIOTHUeCKHe TpebOBaHMUs K ChIPbIO, TTOTYTIPOAYKTaM U
TOTOBBIM JIeKapCTBEHHBIM (JOPMaM HAHOCTPYKTYPHUPOBaHHbBIX
(hapMalieBTUUeCKHX COCTAaBOB

TexHosorusi, MeTo/ibl ¥ 000pyZj0BaHKe TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
(hapmalieBTUUECKHUX COCTaBOB

[TpaBusia KCITyaTalyu, TOBePKU M KBaM(HKaIy 1abopaTOpPHOTO, OTIBITHO-
MIPOMBILIEHHOTO Y TIPOM3BO/ICTBEHHOTO 0060pyJ0BaHUS

CTaHzAapThI, TIOI0KeHNsI, THCTPYKLIUH T10 TEXHOJIOTHUECKOH TTOATOTOBKE
TIPOU3BOZCTBA

TexHUUeCKUH aHTIMHACKUH SI3bIK B 00/71aCTH pa3pabOTKY JIeKapCTBEHHBIX CPEe/ICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kato11leld Cpe/ibI

Oco0bble yc/ioBHs OTTyCKa K
pabote

[pyrue xapakTepyuCTUKU

3.4. O6001eHHas TpyAoBasa GPyHKIUsA «YNpaB/ieHHe 0H0/I0rHYeCKMMHU HCTIBITAHUSIMU ChIPbS U
rOTOBOM JIeKapCTBeHHOH ()OPMBbI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbBIX CPe/ICTB»

CpefCTB

YnpasneHue 6HU0OTHUECKUMU

UCTILITAHUSIMHU ChIPhsI U TOTOBOM
HavmeHoBaHve | JIEKAPCTBEHHOM (hOPMBI Kop D
HaHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX

YpoBeHb 6
KBa/MpUKaLu

[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKLIUU

3auMCTBOBaHO U3

OpuruHan X
OpHUrHMHaja




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

Bo3MoykHbIe HaMMeHOBaHUsI
JOJDKHOCTeH, rpodeccuii

BI/IOJIOF-I/ICCJ'IE,Z[OBE[TEIIL

Mukpobuosior

TpeboBaHusi K 06pa30BaHMUIO
1 00yueHHIo

Briciiiee O6pa3OBaHI/Ie - 6aKa]'IaBPI/IaT

TpebGoBaHUSI K OIIBITY
TIPaKTHUeCKOM paboThI

He meHee Tpex JsieT paboTbl B 06/1aCTH OMOJIOTHUECKUX UCC/Ie[J0BaHUM
(hapmaliieBTUUECKHUX COCTaBOB

Oco6ble yc/IoBUS OITyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEIbHBIX (TIPU MOCTYTI/IEHWH Ha paboTy)
Y TIEPUOIUUECKUX MEeIUIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeI0BaH ) B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/laTelbcTBOM Poccuiickoi ®esepaiuu

[TpoxoskaeHre UHCTPYKTaXka TI0 0XpaHe TPy/a U TeXHUKe 06€30MmacHOCTH

[pyrue xapakTepuCTUKU

HononxutenbHOe TipodeccroHanbHOe 00pa3oBaHue - IPOrPAMMbI TIOBBILIIEHHS
KBa/IM(UKAaLUU, TIPOrpaMMbI MPOQeCcCrOHaNIbHOM MeperoroTOBKY 0 MPO(UIo

AedaTe/IbHOCTH

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTePUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Ko HanmeHoBaHve 6a30B0i TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
WU CTIel[iabHOCTH
OK3 2131. Buosoru, 60TaHUKH, 300/10TH M CITEL[HATMCThI PO/ICTBEHHBIX
3aHATUN
ETKC nwm EKC Buonor
Mwukpobuosior
OKILATP 20321 buosior
20327 buoxumuk
22516 WH>xeHep-MUKpPOOHO0JIOT
22860 VHXeHep-XUMUK
24219 Muxkpo6uoJior
OKCO 2016 2.18.03.01 XuMuryeckasi TeXHOJIOTHs
2.19.03.01 buoTexHomorus
2.28.03.03 HanomaTepuassl

3.4.1. TpypoBasi pyHKIMA

CpefCTB

Bri6op crioco6oB obecrieueHust

ITpoucxosxzaeHue 06001eHHOM
TPYI0BOM (QYHKI[UH

MHKPO6HOHOFHHECKOﬁ YKUCTOTHI ONBITHOM
o o YpoBeHb
HaumeHoBaHue MapTUU FOTOBOM JieKapCTBEHHOMN (hOpPMBbI Koz D/01.6 6
KBa/TMUKaIUA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
3aMMCTBOBaHO U3
OpuruHan X 1296
OpWTMHana
Koz PerucrpauyoHHbIéi HOMep
OpHUTHHa rpogeccroHaIbHOTO

d CTaHJapTa




TpyzoBble felcTBuUS

[Mogb6op nHGpOPMaLKK O CYIIeCTBYIOLMX METOAAX U criocobax obecrieueHUst
MHUKPOOMOJ/IOTHYECKOM UUCTOTHI pa3pab0TaHHOM JIeKapCTBEHHOM (HhOPMBbI

VccnemoBaHye CyIeCTBYIOIIMX METO/IOB U CIIOCOO0B obecrieueHUsI
MHMKPOOHO/IOTHUECKON YUCTOThI pa3paboTaHHOM JIeKapCTBEHHOW (hOPMBI

Bri60p MeToz10B 1 c11oco60B 00ecrieueHNs MUKPOOHOIOTMUeCKOW YMCTOTEI
pa3paboTaHHOI JieKapCTBeHHOM (OpPMbI

Pa3paboTka rmporpaMMbl MUKPOOHOIOTMUECKOT0 MOHUTOPHHTa
TIPOM3BOZCTBEHHOM Cpe/ibl TIPY TIPOM3BO/ICTBE OIBITHBIX MapTHi FOTOBBIX
HaHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB

Heobxogumble ymeHUsI

PaboTaTh C TEXHUUECKOM JIMTEPATYPOH O CYLIECTBYIOIIMX METO/AX U criocobax
obecrieueHHst MUKPOOHMOIOTMUECKOM UMCTOTHI pa3pab0TaHHOM JIeKapCTBEHHOM
(hopMbI Ha PYCCKOM U aHTTUHACKOM SI3bIKax

PaboTaTth ¢ 6a3amMu JaHHBIX B 00/1aCTH OMOTEXHO/IOTMU U HAHOTEXHOJIOTMU

O0600111aTh ¥ aHAIM3UPOBATh HAYYHO-TEXHUUECKYI0 WH(POPMaLIMIO B 00/1aCTH
OMOTEXHOIOTUU ¥ HAHOTEXHOJIOTUH

PaboTath ¢ 060pyZOBaHKEM U MaTepyaiaMu /i MUKPOOHOIOTMUeCKOoro
aHasm3a

Heobxoqumble 3HaHUS

OTpacneBble CTaHJAPThl, TEXHUUECKHE YC/IOBUSI 1 HOPMATHBBI HA CBOMCTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B 00/1aCTH
MMKPOOHO/IOTMUEeCKO UMCTOThI

TpeboBaHus 00I1[ETOCYAPCTBEHHBIX 3aKOHO/IaTe/TbHBIX IOKYMEHTOB T10
(bapMoKoIer K UCXOHBIM aKTHBHBIM (hapMalleBTHUeCKUM CyOCTaHI[USIM U1
BCIIOMOTaTe/IbHbIM BEI[eCTBaM

OcHOBHBbIE TIOJIO’KEHUST MEXX/[YHAPOJHBIX Y HALlMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHMUIo,
PEeryucTpaloHHOMY A0Che U CrieludrKaLliu

TexHuuueckre TpebOBaHUS K ChIPBIO, MOJTYTPOAYKTaM ¥ FOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JieKapCTBEHHbIM CpeZiCTBaM

TexHo/10rUsl TPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

CriocoObI ¥ BO3MOXXHOCTHY TIOMCKA HAYYHOW Y HAYYHO-T€XHUYECKOH JIUTepaTyphbl
T10 3a/IaHHOM TeMaTHKe

Buibl 11 yC/10BYSt MUKPOOMO/IOTMUECKUX UCTIBITAHUM ChIPbsI, IIPOMEKYTOYHOM
MPOAYKLMM U FOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpaBuia paboTel C 060pyJOBaHHEM U MaTepHaaMU [jisi TIPOBe/IeHUS
MHMKPOOHOIOTHUeCKUX MCIThITAHUH

TexHUYeCKUI aHTIMHCKUH A3bIK B 00/1aCTH paBpa60TKI/I JIEKAPCTBEHHBIX CPEACTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleid cpe/ib

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.4.2. TpypoBas ¢pyHKIusA

Bb160p MeTOMK ¥ KOHTPOJIb TIPOBEZIeHUsT
n1abopaTOPHBIX MUKPOOHO/IOTHUeCKUX
HanmeHoBaHue VICTIbITAHUM MOYTIPOAYKTOB U OMBITHOM Kop, D/02.6
TIapTHUY HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

YpoBeHb
KBa/MPUKaIuu




[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKLIUU

OpuruHan X 3aMMCTBOBaHO U3 1296
OpUrMHana
Kog, PerucrpaljioHHbIit HOMep
OpUrMHan npodeccroHanBEHOTO
a cTaHzapTa

TpyzoBbIe eHCTBUSA

Kontposs oTbopa npo6 /171t TpoBeieHrsT MUKPOOHO/IOTMYeCKUX UCC/Ie/JOBaHUMA
BXOZIHOTO ChIPbS, MaTepPHUasioB, MOIYIPOJYKTOB 1 OIBITHBIX 00pasIioB

KoHTpOJIb MCCIIeI0BaHuS MOJTYTIPOAYKTOB U OIBITHBIX 00pa3ljoB B COOTBETCTBUN
¢ TpeOOBaHUSMH 110 MUKPOOHOIOTHUECKON YHCTOTe, TPebsBISIEMbIMHU K
HaHOCTPYKTYPUPOBaHHBIM JIeKapCTBEHHBIM Cpe/iCTBaM

OtleHKa UCTOMb3yeMbIX B UCC/IeJOBAHUA METOUK MUKPOOMO/IOTUeCKUX
WCIIbITaHWY TIOJIyTIPOAYKTOB U ONBITHOU ITAPTUU HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

KoHTpoJib npemMeTHO-KOJIMYeCTBEHHOTO yueTa HAPKOTUYECKUX, TICUXOTPOITHbBIX
BeLL[eCTB U UX MPEeKypPCOPOB

BbI60p METO/IMK ¥ yC/IOBUI MTPOBe/IeHNs MUKPOOUO/IOTMUeCKUN MCITBITaHHI
TOJIYTIPOAYKTOB U OTBITHOM MapTUM HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

Heobxomvmbie ymMmeHUst

PaboTath ¢ TeXHUYECKOH JIMTepaTypOi Ha PyCCKOM M aHTJIMMCKOM SI3bIKaxX

PabotaTb ¢ 060py/[0BaHIEM M MaTepUaiaMH [jisi 0Tbopa 1pob u ux
MOC/IeIyFOIIET0 MUKPOOHO/IOTHUeCKOro aHa/In3a

OuenrBath 3(p(peKTHBHOCTE MUKPOOHO/IOTHUECKHUX METOJUK B MPU/IOKEHUU K
KOHKPETHOMY BH/ly HAHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPe/ICTB

ITpoBOUTH NpeMEeTHO-KO/IMUEeCTBEHHBbIM yUeT HapKOTUUeCKUX, ICUXOTPOMHbIX
BelL[eCTB U UX NPEeKypPCOPOB

Heobxoaumble 3HaHUS

OTpaCIIEBbIe CTaHAAPTBI, TEXHUYECKHWE YC/I0BHSA U HOPMAaTHBEI Ha
MI/IKPO6I/IOJ'IOI"I/ILIQCKI/IE MeTOJbl NCC/ieJOBaHNU HAHOCTPYKTYPUPDOBAHHBIX
JIEKAPDCTBEHHBIX CPEACTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHLUsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

OcHOBHBI€ TIOJI0’KEHUS] MEXX/YHAPOJHBIX Y HALIMOHA/IbHBIX CTaH/AapTOB KauecTBa
JIeKapCTBeHHBIX CPeZICTB, KOTOPble OTBEUAIOT ee Ha3HaueHH!IO,
perucTpaliioHHOMY /I0Che U crieldprKaum

TexHnyeckrie TpeOOBaHUS K CBIPBIO, ITOTYTIPOAYKTaM U TOTOBBIM
HaHOCTPYKTYPUPOBaHHBIM JIeKaPCTBEHHBIM CpeZiCTBaM

TexHo/0rUs MPOK3BOACTBAa HAHOCTPYKTYPHPOBaHHbIX (hapMar{eBTUUeCKUX
COCTaBOB

BI/I,IU:I " yCj10BUA MI/IKpO6I/IOJIOFI/I‘-IECKI/IX WCTILITAHUN CbIPbS, TPOMEXXYTOUYHBIX
TPOAYKTOB U HAHOCTPYKTYPUPOBAHHLIX JIEKADCTBEHHLIX CPEACTB

I[TpaBusia paboTel ¢ 060pyZOBaHUEM U MaTepraiaMu JIJisl TPOBe/IeHNsT
MUKPOOHO0/IOTHYECKUX UCTIBITAHUM HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJCTB

[TpaBusia XpaHeHUs U yyeTa HapDKOTUUYECKUX, TICHXOTPOITHBIX BEILeCTB U UX
MIPeKypCOpPOB

TexHUUeCKUM aHTJIMIUCKUM SI3bIK B 00/1aCTH pa3pa60TK1/1 JIEKAPCTBEHHLBIX CPEACTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e30racHOCTH,
OXpaHbl OKPY>Katolliei cpe/ibl

Oco6blIe yC/IoBUS AOITyCKa K




paboTe

Lpyrue xapakTepuCTUKU

3.4.3. TpypoBas GpyHKIHA

KOHTpOfIb HpOBe,ILEHI/IH 6I/IOJ'IOFI/I‘-IECKI/IX

UCTILITAHUH OIBITHOU MapTUU YpoBeHb
HaumeHoBaHue p Kog D/03.6 P 6

HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX KBa/MHKALIH

CpeiCTB
IIpoucxoskgeHue 006001IeHHON 3a1MCTBOBAHO U3

P KA . OpurusHan X 1296
TPyA0BOi QYHKLMH OpUrKMHaja
Kon PervcrpaijioHHbIit HOMep
OpUTHMHAJ Npo(eCcCUOHAILHOIO
a cTaHzapTa

TpyzoBbIe elCTBUS

KonTposb BbiOOpa noKa3areneii U HaripaB/ieHU OMOIOTHYeCKUX UCCIeJOBaHUI
OMBITHOW NTapTUX HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

KoHTposb Bbibopa (pesieBaHTHBIX) BU/IOB )KUBOTHBIX [I7IS BBLITIO/THEHUST
OMOI0rMYeCKUX UCTIBITAHUM OTTBITHOM MapTHX HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

KOHTpPO/Ib MTOATOTOBKM JJOKYMEHTAI[UH [I7IsI TPOBEe/IEHUsT OUO0/IOrMUeCKuX
WCTBITaHUN HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeZCTB (OMUCaHue
HCCIIeIOBaHMs], TTPOTOKOJI UCC/IeI0BaHMs, 3asiBKa Ha )KUBOTHBIX B KOMHUCCHIO T10
0103THKe

KoHTpo/b BbINOMHEHUs (hapMaKoJUHAMUUYEeCKOTr0 UCC/Iel0BaHUs
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPeJCTB U ee (papMaKoI0rMueckon
aKTUBHOCTU

KOHTPO/Ib BBITIOJTHEHUS] TOKCUKOJIOTHUECKOTO UCC/IeZIOBaHUS
HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPe/ICTB

KOHTpPO/Ib BBITIOJTHEHUS PACIIUPEHHBIX OUOIOTMUECKUX UCC/IeI0BaHUN
VHHOBALIMOHHBIX HAHOCTPYKTYPUPOBAHHbIX JIEKAPDCTBEHHBIX CPEZICTB

[Tombop Ge3omacHol ieueOHOM A03bI HAHOCTPYKTYPHUPOBAHHOM JIeKapCTBEHHOMN
hopmbl

HeobOxopumbie ymeHust

PaboTaTh C TeXHUUECKOM HHTepaTypOﬁ Ha PyCCKOM Y MHOCTDAHHOM A3bIKAX

PaboTath ¢ 060pyioBaHKEM U MaTepyanaMu /1/1s1 OUOIOTMUeCKUX UCTIBITAHUH
(hapmalieBTUUECKUX TIPOAYKTOB

Bei6upath 1abopaTopHbIe METOAUKUA U HEOOXOJUMOe /Il HUX 000py/I0BaHHe
[U1s1 OMOJIOTMYeCKOro aHa/I3a HAHOCTPYKTYPHUPOBAHHBIX JIEKaPCTBEHHBIX
CpeJiCTB

[TpoBoUTH aHa/IN3 PbIHKA MaTeprasioB U 1abopaTopHOro 060pyA0BaHUs [Jist
OMOI0TYeCKUX UCITLITAHWH HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

[TpoBouTH OOpMIIeHHEe JOKYMEHTal|U 110 OMOI0rMYecKUM UCC/IeJlOBaHUSIM B
COOTBETCTBUHU C JIOKAJIbLHOM TEXHUUECKOW JOKyMeHTaluen

Heobxoaumble 3HaHUS

OTpaCIIEBbIe CTaHAAPThI, TEXHUYECKKWE YC/TIOBHUSA U HOPMATHUBEI Ha COCTABBI,
MEeTObI IOJIyUeHUA U O1O/IOrUeCKKe UCTIbITaHUs HaHOCTDYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHIUsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

OCHOBHBIE T10/I0YKEHUS MEeXAYHAPOAHBIX M HALIMOHAJ/IBHBIX CTAHAAPTOB Kd4€CTBd




JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HaueHMUIo,
PEeryucTpalioHHOMY [0Che U CrieludrKaliu

TexHnyeckrie TpeOOBaHUS K ChIPBIO, MTOJIYTIPOYKTaM U TOTOBBIM
JIeKapCTBeHHBIM (popMaM HaHOCTPYKTYPHPOBaHHBIX (papMarieBTHUeCKUX
COCTaBOB

TexHuueckre TpeboBaHUsI K MaTepraiaM U 1abopaToOpHbIM TIprbopam st
O10/I0rMUeCcKrX UCTIbITAaHUI HAaHOCTPYKTYPHUPOBaHHBIX (papMalieBTUUeCKUX
COCTaBOB

MeTo/p! paboThl ¢ MprbOpamMu 1 060pyZOBaHKEM IJisi OMOIOrUeCKUX
WCTIBITAaHUN HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

Buzbl ¥ ycsioBUst GMOOrMYeCKUX UCITBITAHUN HAaHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJCTB

TexHonorus Npou3BO/ICTBa HAHOCTPYKTYPUPOBAHHBIX (papMar|eBTHUYeCKUX
COCTaBOB

[TpaBusia XpaHeHUs U yyeTa HApKOTUYECKUX, TICUXOTPOITHBIX BEIeCTB U UX
TIpeKypCoOpoB

CTaH,E[apTI)I, MOJIOKeHUA, MHCTPYKIUUW [JIs O1OJ/IOrHYeCKOro aHa/IM3a
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

TexHUUeCKUY aHTIMHACKUN SI3bIK B 00/1aCTH pa3pabOTKY JIeKapCTBEHHBIX CPE/ICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KaPHOU 6e30TacHOCTH,
OXPaHbI OKPY>KaroITiel Cpe/ibl

Oco0ble yc/1oBUS JOITyCKa K
pabore

[lpyrue xapakTepucTUKU

3.4.4. TpypoBasi pyHKIMA

[TpoucxosxeHre 06001IeHHOM
TPYJOBOH (QYHKLIUM

OdopmieHue pe3ybTaTOB UCC/IeI0BaHUN
U BbIJjaya 3aK/IFOUeHHs 0 v
o OBEHb
HaumeHoBaHMe MHKPOOHOIOTMUeCKOM KauecTBe OIbITHON Kop D/04.6 P 6
KBa/TMUKaLUA
HapTUU HAaHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHEIX CPeJICTB
3aMMCTBOBaHO U3
Opurunan X 1296
opUruHana
Koz PerucrpalvioHHbIN HOMeEp
OpHUTHHA npo¢ecCOHANBEHOTO
a cTaHjapra

TpyzoBbIe elCTBUS

Omnucanue Tp66OBaHHﬁ K MI/IKPO6I/IOJ]OFI/I‘-IECKOﬁ YKICTOTE TOTOBOM
HEKapCTBEHHOﬁ (bOprI HAaHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPE/CTB

PaspaboTka 1 oopmieHre oTueTa 0 BbIOOpe MeTOZOB U CII0cOO0B obecrieyeHust
Tpebyemoii MUKPOOHO/IOTHYeCKOM YUCTOThI HOBOU JIEKAPCTBEHHOM (hOPMBI
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

PaspaboTka u odopmeHue oTyeta 06 SKCIIePUMEHTaIbHOM UCIIbITAHUU
(hapmakoiMHaMUKH, (hapMaKOKHHETUKU U TOKCUYHOCTH HOBOH JieKapCTBEHHOM
(hopMbl HAHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPeZICTB

Pa3paboTka 1 ohopM/ieHHe OTUeTa O paCIIUPEeHHBIX OMOIOrMUeCKUX
HCC/IeIOBaHUSIX MHHOBAIIMOHHBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeiCcTB

OdopmieHre 06001aArOILET0 OTYETA O BBITIOJIHEHHBIX UCC/IeJOBAHUSIX




MO/IFOTOBKA 3aK/TFOUEHHs 0 KauecTBe, 3PGeKTHUBHOCTU 1 6e301MaCHOCTA HOBOM
JIeKapCTBeHHOM (hOpMbI HAHOCTPYKTYPUPOBAHHBIX JIEKapCTBEHHBIX CPEJCTB

Heobxomvmbie ymMeHUst

PaspabaTbiBaTh cucTeMy TpeboBaHUM K MUKPOOMO/IOTHYECKOM UUCTOTE
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C
roCy/JapCTBeHHbIMM CTaHJapTaMH U TIpaBUIaMU

PaspabaTbiBaTh cucTeMy TpeboBaHUM K OMOIOTHUYeCKON aKTHBHOCTH
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB B COOTBETCTBUHU C
roCy/lapCTBEeHHBIMHY CTaHJapTaMU U IIpaBUIaMy

HpOBO,ELI/ITB O(bOpM]'IeHI/Ie OTUeTOB U HOpM&THBHO-TEXHH‘-IECKOﬁ AOKYMEHTalhuu

Heobxoaumble 3HaHUS

OtpacneBble CTaHAAPThI, TEXHUYECKUE YCIOBUSI 1 HOPMaTUBBI Ha COCTaBbI,
METO/IbI TO/TyUeHUsi, MUKPOOUOIOTHYECKYIO UUCTOTY U OHO0J/IOrHUecKyto
aKTUBHOCTbh HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHbBIX CPEJICTB

TpeboBaHust 0011[eTOCYAAPCTBEHHBIX 3aKOHO/IATe/IbHBIX J0KYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHIUAM U
BCIIOMOTraTe/IbHbIM BellleCTBaM

OCHOBHBIE MOI0KEeHUS] Me)KYHapOAHbIX U HAallMOHA/IbHBIX CTaH/|apTOB KauecTBa
JIeKapCTBEHHBIX CPeJICTB, KOTOPbIe OTBEUAIOT ee Ha3HAuUeHUIO,
perucTpaliioHHOMY JI0Che U creldprKaum

TexHuueckre TpeOOBAHUS K ChIPbIO, MTOMYTIIPOAYKTaM 1 TOTOBBIM
HaHOCTPYKTYPHUPOBAHHBIM JIeKapCTBEHHbIM CpeZiCTBaM

TexHoJsiorust MPOKN3BOACTBd HAHOCTPYKTYDPHUPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

Buzpl 1 yciioBust 6M0I0rMYeCcKUX ¥ MUKPOOMOIOTHYEeCKUX UCTTBITaHUM
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

MeTo/jpl OMOIOTUUeCKOr0 ¥ MUKPOOHO/IOTHYEeCKOT0 aHaIn3a
(apMmalleBTHUeCKUX CyOCTaHIMH, BCIIOMOTaTe/IbHBIX BEIIeCTB, MOTYTPOAYKTOB U
TOTOBBIX JIEKAPCTBEHHBIX (POPM

CraHapThl, TI0JI0’KeHHUs, UHCTPYKLIMU 10 0()OPMJIEHHUIO JIOKYMEHTAL[UU 110
TpeOOBaHUIO K CBIPbIO, TIOYTIPOAYKTaM U TOTOBLIM HAaHOCTPYKTYPUPOBAHHBIM
JIeKapCTBEHHbIM CpefiCTBaM

MeTo/ibI TIpOBe/ieHHs1 HayYHO-UCCIe[I0BaTe/IbCKUX paboT U opraHu3aluu
nabopaTOpPHOT0 KOHTPOJISi IPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJiCTB

TexHUUeCKU aHIIMHACKUH SI3bIK B 00/71aCTH pa3pabOTKY JIeKapCTBEHHBIX CPe/ICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKpy»Katollel cpefibl

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.5. O6061eHHas TpyoBas pyHKIus «OpraHusanus pa3padoTKu perenTypbl HOBOro
HAHOCTPYKTYPHPOBAHHOI0 (hapMaljeBTHYeCKOro COCTaBa U ero JieKapCTBeHHoM (popmbl B
COOTBETCTBHH C TEXHHYECKHUM 3a/[aHHeM»

Opranu3anysi paspaboTKU PeLenTypbl
HOBOT'O HAHOCTPYKTYPUPOBAHHOTO
HaumenoBanne | (hapMalleBTHUECKOTO COCTaBa U ero Kop E
JIeKapCTBeHHOW ()OPMBI B COOTBETCTBHH C
TeXHUYECKUM 3aJIaHHEM

YpoBeHb
KBa/mMUKam

ITpoucxosxaeHre 0600IIeHHOM
TPyZA0BOM (HyHKLIUU

3arMCTBOBAHO U3

Opurunan X
OpHUruHaza




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

Bo3MoykHbIe HaMMeHOBaHUsI
J0JDKHOCTeH, rpodeccuii

HavanbHUK HcCefoBaTe/IbCKoM mabopaTopun
3aBefytonuii 1abopaToprel UcciejoBaHUM U pa3paboToK
PykoBouTe/b LIEHTPA UCC/IeJOBAHUH 1 pa3paboToK
HavanbHYK 1abopaTopyy HayYHBIX UCCIeI0BaHUN

TpeboBanus kK 06pa3oBaHIO
1 00yUueHHI0

Briciiee 06pa3oBaHUe - MAarkCTPaTypa, CreLUaIuTeT

TpeboBaHus K OMBITY
TIPAKTHUUeCKO paboThI

He meHee misATH jieT B 00/1acTH pa3paboTKy HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPEe/ICTB

Oco0bble yc/1oBUs JI0TTyCKa K
paboTe

[TpoxoxkaeHue 00s13aTe/TbHBIX MPe[BAPUTEIbHBIX (TIPY MOCTYIJIEHWH Ha paboTy)
Y TIEPUOMUECKUX MeJUIIMHCKUX 0CMOTPOB (00C/Ie0BaHmiA), a TaKkKe
BHeOUepeHbIX MeIMI[UHCKUX 0CMOTPOB (00C/ieloBaHMiA) B TTOPsIJKE,
yCTaHOBJIEHHOM 3aKOHO/iaTesibcTBoM Poccuiickoi ®efjepaiiuu

[TpoxoXkaeHre UHCTPYKTa)ka 10 OXpaHe TPy/a U TeEXHUKe 6e301MacHOCTH

[pyrue xapakTepucTUK1

HormnomHuTenbHOe rpodeccroHanbHOe 00pa3oBaHUe - MPOrpPaMMbl TTOBBILLIEHUS
KBa/IM(UKaLMY, TPOrpaMMbl MPOQeCCOHaNIbHOM MepernoroToBKY M0 MPO(UI0
JlesITeTIbHOCTH; yJacThe B KOHrpeccaX, KOH(pepeHLusIX, TocellieHre MpodrIbHbBIX
BBICTaBOK U CEMHHApOB

[JomnonHuTenbHbIe XapaKTePUCTHUKU

HanmeHoBaHue jOKyMeHTa

HanmeHoBaHue 6a30BOM TPYIIILI, O/DKHOCTH (TIpOdeccrm)

Koz
WJ/IN CI1era/IbHOCTHU

OK3 1223. PykoBoguTeny nozpaszesieHui 1o HayYHbIM
HCC/IeIOBaHUSIM 1 pa3paboTkam
ETKC nwm EKC HauaspHUK McceoBaTebCKoM 1abopaTopun
OKIIOTP 44490 HauansHuK rpymnmnsl (6r0po), 1abopaTopuM B COCTaBe
KOHCTPYKTOPCKOI'O, TEXHOJIOTUYECKOr 0,
VCCJIe[J0BaTe/IbCKOr0, paCYeTHOI 0, SKCIIePUMEeHTaIbHOTO U
JPYT'MX OCHOBHBIX OT[e/I0B
44901 HauayibHUK caMOCTOSITeTbHOTO OT/iena (J1abopaTtopun)
(KOHCTPYKTOPCKOr0, UCC/Ie[j0BaTeIbCKOr0, pacueTHOro,
9KCITIepUMEHTaTbHOTO)
OKCO 2016 2.19.04.01 buortexHosorus
2.28.04.03 HanomaTepuasisl
2.28.04.04 HaHocucrembl 1 HaHOMaTepuasbl

3.33.05.01 dapmarnus

3.5.1. TpypoBasa QpyHKIus

OmnpeiesieHye HarpaB/IeHUA Pa3pabOTKH
HaHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX
HaunmeHoBaHue CpefiCTB /11 COCTaBJ/IeHUSI TeXHUYeCKOr'o Koz E/01.7
3a/jaHusl Ha CO3/JlaHUe HOBOU peLienTypbl
1|e/1eBOr0 Ha3HaYeHUs

YpoBeHb
KBa/TMUKaLUH




[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKLIUU

OpuruHan X 3aMMCTBOBaHO U3 1296
OpUrMHana
Kog, PerucrpaljioHHbIit HOMep
OpUTHMHa npodeccroHanBEHOTO
a cTaHzapTa

TpyzoBbIe eHCTBUSA

Crparernueckoe yrpaJieHHe HarpaB/ieHreM pa3paboToOK Ha OCHOBaHUU
JTUTepPaTypHOTO TTOMCKA, N3y4YeHHs MaTeHTHBIX 0a3 JaHHBIX

IToAroToBKa U CorylacoBaHMe C 3aKa3uMKaMH HalpaB/ieHUsl pa3paboTKu
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHbIX CPe/ICTB

[ToaroroBKa u corjiacoBaHle TeXHWYECKOTO 3a/laHusi Ha pa3paboTKy HOBOM
peLleNnTypbl HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPeJCTB L1eJIeBOr0
Ha3HauyYeHUst

[ToaroToBKa M coriacoBaHue TiylaHa pa3pabOTKH HOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHbIX CPe/ICTB

YmpaBsieHre MpoeKTaMu 10 pa3paboTKe HOBBIX HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

[ToaroToBKa M CorjiacOBaHUe OTYETOB O (hapMalieBTUUeCKOU pa3paboTke
HaHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeJICTB B COOTBETCTBUU C
MeXKyHapOJHbIMU TpeOoBaHUSAMHU B (hopMaTe 00IIero TeXHUUECKOro JOKyMeHTa
PErucTpPariiOHHOTO 10Che

[TogroToBKa U corjaacoBaHve OTYETOB O BalTWZALIMK TEXHOIOTUYECKOT0
riporjecca nojy4yeHus HAHOCTPYKTYPHUPOBAHHbIX JIeKapCTBEHHBIX CPe/ICTB

OrnpefienieHre NepCrieKTUB pa3BUTHS OpPraHU3aliiy B OTHOLLIEHUY BBIITyCKa
HOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HeobOxopumbie ymeHust

Bri6upath HarpaB/ieHUsi HAYYHO-TEXHIUUECKOM pa3paboTKu HOBBIX BUZIOB
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

CornacoBbIBaTh U YTBEDXKAATh AOKYMEHTaLHUIO0 110 pa3pa60TKe HOBBIX BH/I0B
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

H]IaHI/IpOBaTb 3TaIlbl pa3p{:160TKI/I HOBBIX BU/J10B HAHOCTDYKTYPHWPOBAHHBIX
JIEKAPCTBEHHLIX CPEACTB U OCYLIECTBJIATHE KOHTPOJIb UX BBITIOJIHEHUA

OCYH.[ECTBJIHTB o6paTHy}0 CBA3b HCCHEAOB&TEHBCKOﬁ Jla60paT0pI/II/I Cco
CMEXXHBIMU MOApa3e/IeHUAMUA ITPOU3BOACTBA U 3dKa3UHNKAMH

[TpyUHMMATD PeIeHus 110 aKTyalIHu3aLiH, MPOI0/DKeHUIO UK TIPEKPaILieHHI0
IIPOEKTOB pa3pabOTKK HOBBIX BUZIOB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeicTB

PaboTaTth ¢ TeXHUYECKOM JINTepaTypOi Ha aHT/IMHACKOM SI3bIKe

Heobxoaumble 3HaHUS

OtpacneBble CTaHAAPThI, TEXHUYECKUE YCIOBUSI 1 HOPMaTUBBI Ha COCTaBbI,
MeTO/ibI TTOJTyYeHHsI ¥ CBOMCTBA HAHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX
CpeJCTB

TpeboBaHust 0011[eTOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX J0KYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHIUsAM U
BCIIOMOTraTe/IbHbIM BellleCTBaM

OCHOBHBIE MOI0KEeHUS] Me)KYHapOAHbIX U HAallMOHA/IbHBIX CTaH/|apTOB KauecTBa
JIeKapCTBEHHBIX CPeJ/ICTB, KOTOPbIe OTBEUAIOT ee Ha3HAueHUIo,
perucTpaliioHHOMY JI0Che U creldprKaum

METO,I[OJ'IOFI/ISI MpoBeaeHrd U OL€HKH Ba/IMAdLIMOHHBIX WCTILITAaHUI

COAEP)KEIHI/IE AOKYMEHTOB O €IMHBIX TIPUHIHWIIAX W IIPpdBU/IdX O6paLL[eHI/IH
JIEKAPCTBEHHLIX CPEACTB AJId MeAULIMHCKOI'O IMTPUMEHEHUA

TexHUYecKre, TeXHOJIOTHUecKue 1 papMakorelinble Tpeb0BaHMUs K ChIPEIO,




TMOJIyNIPOAYKTaM ¥ TOTOBBIM HAHOCTPYKTYPHUPOBAHHBIM JIEKapCTBEHHBIM
cpefCcTBamM

TexHuueckre u papMakorneiiHble TpeOOBaHUS K peakKThBaM, MaTephanaM U
000py/I0BaHUIO /IS aHa/I3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TexHo/10rUsl TPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

Bujibl 11 yciioBUst U3UKO-XUMAYECKUX M MUKPOOHOIOTMYeCKUX UCITBITaHUN
ChIPbS, TPOMEKYTOUHOW MPOAYKLMU U TOTOBBIX HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBeHHBIX CPefICTB

Buibl 11 ycsioBUst OMO/IOTMYECKUX UCTIBITAaHUH HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

I[TpaBusa paboTel ¢ 060pyZOBaHUEM U MaTepranaMy AJisl IPOBeieHNsT HU3UKO-
XUMHYECKHX, MUKPOOHOJIOTHUECKUX 1 OHOIOTHUeCKUX UCC/Ie/[0BaHUIM

TexHUUECKHE BO3MOXXHOCTH 1ab0paTOpyu pa3pabOTKU U KOHTPOJIS KauecTBa
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

[Mopsinok odopMeHusi, COT/IaCOBaHUs U YTBEPKAEHHUs T0KyMeHTalluy 1
OTYETHOCTH B COOTBETCTBUHU C TPeOOBAHUSMU PETYIATOPHBIX OPraHOB

TpyznoBoe 3akoHOaTeIbCTBO Poccuiickoii ®esiepaliiv B UacTH,
perjiaMeHTUPYIOLel BhITIO/THEHHE TPYAOBBIX 00s13aHHOCTeH

TexHUUeCKU aHTJIMACKUN S13bIK B 00/1aCTH pa3paboTKu
HaHOCTPYKTYPUPOBAaHHbIX JIEKApCTBEHHBIX CPeJCTB U ITPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30IacHOCTH,
OXpaHbl OKpYy>Karollel cpefibl

Oco0bble yc/ioBUs JIOTTyCKa K
pabore

[pyrue xapakTepucTUKU

3.5.2. TpypoBasi pyHKIMA

OpFaHI/I3aI_[I/Iﬂ MOXCKa Hay4UHO-
TeXHUUYeCKOH I/IHCbOpMaL[I/II/I (0]
HarMeHoBArE cylecTBytoiiei oopme Ko £/02.7 YpoBeHb 7
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHbBIX KBaM(UKALH
CPeJZiCTB U JJOCTYITHOM ChIpbe [/ISl ee
MpOU3BOACTBA
IpoucxoskaeHue 006001eHHOM 3aMMCTBOBAHO U3
Tp[;zAOBoﬁ)KngKuHH - Opurusan X OpUTHHaa 1296
Kon PerucrpaliioHHbI HOMep
OpHTMHaJ npogeccroHabHOrO
a CTaHJapTa

TpyzoBbie felcTBUS

ITogroToBka u corjacoBaHue IjlaHa MOMCKa HayYHO-TeXHUUECKOW MH(pOopMaLu
0 CylecTBytoIlel ¢hopmMe HAHOCTPYKTYPUPOBAHHbBIX JIeKaPCTBEHHBIX CPeJCTB

Ha3HaueHHe OTBETCTBEHHBIX 3a TIOMCK HAyYHO-TeXHUYEeCKON U JIOTUCTUKO-
9KOHOMHYeCKOU MH(OPMaLIUU O CYIIleCTBYIOIel Gpopme
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPEZICTB U JJOCTYITHOM ChIphe /IJIsi ee
TIPOM3BO/ICTBA

[ToaroToBKa U corjacoBaHue IaHa (PMHAHCOBBIX 3aTpPaT M0 3aKyNKaM ChIpbs U
o0opyioBaHus [/ IPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/iCTB




CornacoBaHrie HOMEHK/IATyPbl ¥ TEXHUUECKUX XapaKTePUCTHK CyOCTaHLUM U
BCITIOMOTAaTe/IbHBIX MaTepHasioB, MPHOOpPETaeMbIX /ISl pa3pabOTKU U
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

HeobOxopumbie ymeHust

CDOPMI/IPOBBTB TpeGOBaHI/IH K HOBBIM BHldM HAaHOCTDYKTYPHPOBAHHBIX
JIEKAPDCTBEHHBIX CPEACTB

CornacoBbIBaTh U YTBEDPXKAATh Pe3yJ/IbTdThl HAYUYHO-TEXHUUECKOI'O aHA/IM3ad
PBIHKA HAHOCTPYKTYPHUPOBAHHLIX JIEKAPDCTBEHHLIX CPEACTB

CornacoBbIBaThb U YTBEDXKIATh (bI/IHaHCOBO-BKOHOMI/I'-IECKy'I-O AOKYMEHTal MO 110
dHa/IM3y PbIHKA HAHOCTPYKTYDPUPOBAHHBIX /IEKAPCTBEHHBIX CPEACTB U ChIPbA /1A
HUX, d TaKXKe 110 3aKYIIKaM CbIPDbA

OcytiecTBaSTE 00pPAaTHYIO CBSI3b UCC/IEA0BATE/ILCKOM TabopaTopuu €
NoZipa3ze/ieHUsIMU TIPOM3BO/ICTBA U 3aKa3UMKaMU

PaboTath ¢ TeXHUUYECKOH JINTepaTypOi Ha aHTTIMACKOM SI3bIKe

Heobxoaumble 3HaHUS

OTpacsieBble CTaHJAPThI, TEXHUUECKHUE YC/IOBUSI 1 HOPMATUBBI Ha COCTaBhI,
METO/IbI TOJTyUYeHUs] U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

TpeboBaHust 00111eroCyJapCTBeHHBIX 3aKOHOATeNbHBIX JOKYMEHTOB T10
(hapMoKoIIer K UICXOJHBIM aKTUBHBIM (papmalieBTHUeCKUM CyOCTaHLUSM 1
BCIIOMOTaTe/IbHbIM BellleCTBaM

METOAOI{OFI/IH MpoBeaeHrd U OL€HKH Ba/IMAdIIMOHHBIX HCITbITAHUI

[IpaBusa HazyieXxaler NporM3BOACTBEHHOW MPAaKTUKY, TTPaBUJia Ha/iexxalen
nabopaTOPHOM MPAKTUKU T10 YCTaHOBJ/IEHUIO TPeOOBaHUH K OpraHU3aluu
TPOM3BO/[CTBA M KOHTPOJIS1 KAYEeCTBA JIEKAPCTBEHHBIX CPE/ICTB /IS
MeJULMHCKOTO MPUMEeHEeHUsI

TexHuueckre, TeXHOJIOTHUECKHe U (papmMakorieiiHbie TpeOOBaHKS K ChIPbIO,
TOJIyNIPOAAYKTaM ¥ TOTOBBIM HAaHOCTPYKTYPUPOBAHHBIM JIeKapCTBEHHBIM
cpefCcTBamM

TexHUYecKre U apMakorieliHble TpeOOBaHMs K peakKTUBaM, MaTephaiaM
000py/I0BaHUIO /TS aHa/I3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Texnonorus MPOKN3BOACTBd HAHOCTPYKTYDHUPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

[MTopsimok oopMieHusi, COr1acoOBaHUs U YTBEPIKZEHHUS JOKyMeHTaLUy 10
aHa/IM3y pbIHKA HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB U ChIPbS /IS
HUX, a TaK)Ke I10 3aKyIIKaM ChIPbsI

[TepcrieKTUBBI TEXHUUECKOTO Pa3BUTHSI OPraHU3alU U OTPAC/IU U OTipe/iesieHre
9KOHOMHYeCKoU 3(h(HeKTUBHOCTH pa3pab0TOK HAaHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

TpyzaoBoe 3akoHoaTenbCTBO Poccuiickoii desiepaliy B UacTH,
perjaMeHTUPYIOIeH BhITIOTHEHHE TPYAOBBIX 00s13aHHOCTeH

TexHUUeCKU aHTJTUMCKUH 361K B 00/1aCTU pa3paboTKu
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB U TIPOM3BO/ICTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

TpeboBaHUsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOM 6e30TmacHOCTH,
OXpaHbl OKpY»Katollel cpefibl

[Topsiok eliCTBUM MPY Upe3BbIYalHbIX CUTYALUSIX

Oco0bble yc/ioBUS JOTTyCKa K
pabote

[pyrue xapakTepucTHUKN

3.5.3. TpypoBas ¢pyHkuus




ITpoucxosxaeHue 06001eHHOM
TPY10BOM QYHKI[UH

OpFaHI/I3aI_[I/Iﬂ MOJIy4Y€HHsA 1 UCCie0BaHuA
SKCIIepUMEHTA/IbHBIX COCTABOB, BbI60pa
YpoBeHb
HavmeHosanue peLenTypbl U TEXHOJIOTHUH U3TOTOBJIEHUS Kop E/03.7 7
KBa/TUUKaLUA
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpejcTB
3aMMCTBOBaHO U3
Opurunan X 1296
OpHUrHMHaja
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHziapTa

TpyoBbie felcTBUS

CoriacoBaHMe UCIO/b3yeMbIX BH/I0B M 00bEMOB ChIpbsi, MaTepHaioB U
00opy/ioBaHus TPU U3TOTOB/IEHUY U UCC/Ie/JOBAaHUU KCTIePUMEHTa/IbHbIX
COCTaBOB HAHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPEZICTB

CoriacoBaHue 10C/Ie/[0BaTe/IbHOCTH U 00beMa (PU3NKO-XUMUUeCKUX U
TeXHOJIOTMUeCKUX MCC/IeZJlOBAHNH ChIPbSl U SKCIIepUMeHTa/IbHbIX COCTaBOB
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHbBIX CPe/ICTB

Ha3HaueHue OTBETCTBEHHBIX 3a U3TOTOBJIEHHE U UCCIIe/IOBAHIE
9KCIIePUMEHTa/TbHBIX COCTAaBOB HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpefiCTB

Ha3HaueHue OTBETCTBEHHBIX 3a MPeJAMETHO-KOJINYeCTBEHHBIN yyeT
HapKOTHUEeCKUX, TICUXOTPOMHBIX BeIleCTB U UX MPEKyPCOPOB

OOr1ii KOHTPOJIb BBIITOJTHEHHS T171aHa PaboT 110 MCC/Ie[OBAHUIO ChIPbS 1
9KCITePUMEHTa/IbHBIX COCTABOB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeicTB

BrI60p 1 cornacoBaHue peLenTypbl U TEXHOJIOTHH MOy YeHUSI
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

YTBep)K'E[eHI/Ie OTUETHOM AOKYMEHTalllH 10 pa3pa60TKe COCTdBOB U TeXHOJIOTHUN
TMoJIyue€HHA HaHOCTPDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX IMPEI1apdTOB

HeobOxopumbie ymeHust

KOHTpOHHpOBaTL BBI60p CbIPpbS, MaT€pPHAJIOB U O60py,E[OBaHI/IH AJIA
TMMPpON3BOACTBA HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPECTB

KoHTpo/mMpoBaTh BEIOOP U TIOC/IEI0BATEIEHOCTD (PU3UKO-XUMHUECKUX,
MHMKPOOHOIOTHUECKUX ¥ OMO/IOTMUeCKUX UCTIBITAHUMA ChIPbsI M HOBBIX COCTAaBOB
HaHOCTPYKTYPUPOBaHHbIX JIEKaPCTBEHHBIX CPE/ICTB

CornacoBbiBaTh U yTBEPXKAAaTh HOBbIM COCTaB HAHOCTPYKTYPUPOBAHHbBIX
JIEKapCTBEHHBIX CPeJCTB

KoHTpoupoBaTh 000pOT HAPKOTHUECKUX, TICHXOTPOITHBIX BEIIIECTB U UX
TIPEKYPCOPOB

PaboraTh C TeXHHUUECKOH IUTePATypOil Ha MUHOCTPAHHOM SI3bIKe

OO11aThCs € 3aKa3UMKaMy Ha MIHOCTPAHHOM $I3bIKe

OCYH.[GCTBJIHTB B3aHMOAEI‘;ICTBHe HCCHE,E[OB&TEHLCKOﬁ J'Ia60paTOpI/II/I C
OCTa/IbHBIMH MMOApa3ae/IeHUsIMHA IIPOHU3BOACTBA

Heobxoumble 3HaHUs

OrtpacneBble CTaHAAPTHI, TEXHUYECKHUE YCIOBHS 1 HOPMaTUBBI HA COCTaBbI,
MEeTO/IbI TT0JIyUYeHHs U CBOWCTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
Cpe/iCTB

TpeboBaHust 0011eroCyJApCTBEHHBIX 3aKOHOATeNbHBIX JOKYMEHTOB T10
(hapMOKoOTIer K UCXO/IHBIM aKTUBHBIM (hapMarieBTUUeCKUM CyOCTaHLIUsM 1
BCIIOMOTaTe/IbHbIM BelljeCTBaM

MeTop0n0rusi IpoBeeHUs U OLIeHKU BaTUAALMOHHbBIX UCTIBITAHUN




[TpaBusia HafIeXKallei Mpor3BOICTBEHHOU MPAaKTUKH, TIPaBU/Ia Hai/iexxallei
nabopaTOPHOM MPAKTUKHU T10 YCTaHOBJIEHHUIO TPeOOBAaHMH K OpraHU3ariviu
TIPOM3BO/ICTBA U KOHTPOJISI KAUeCTBa JIeKAPCTBEHHBIX CPe/ICTB JJist
MeIUL[UHCKOTO TIPUMeHeHHsT

TexHuueckre, TeXHO/IOTHUeCKHe U (papMakorieiiHbie TpeOOBaHKS K ChIPbIO,
TOJIYTIPOAYKTaM U FOTOBBIM HaHOCTPYKTYPUPOBAHHBIM JIeKapCTBEHHBIM
cpeJicTBaM

Texaunyeckre u papmMakorneliHbie TpeOOBaHMS K PeakKTUBaM, MaTephaaaM u
000py/I0BaHMIO /17T aHa/IM3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TexHO0rus NpoOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

Bubl ¥ yC/10BUSI UCTIBITAHUN ChIPbSI, TPOMEXXYTOUHOM MPOAYKIIMU U FTOTOBBIX
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

[TpaBua paboTel c 060pyjOBaHHEM U MaTepUaaMU [jisi TIPOBe/IeHUsI
9KCIepUMEeHTa/IbHBIX UCC/Ie[JOBaHUH HaHOCTPYKTYPUPOBAHHBIX JieKapCTBEHHBIX
CpeJCTB

OpraHu3anys ¥ MeTo/[0/I0TUsl TIPOBeIeHUs UCC/IeIOBaHUM B 00/1acTH pa3paboTKu
Y TIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpaBu/a XpaHeHUs1 U yueTa HAPKOTUUECKUX, TICUXOTPOITHBIX BEL[ECTB U UX
MIPEeKypPCOPOB

TexHuueckre BO3MOXXHOCTH 1abopaTopyu pa3pabOTKU U KOHTPOJIsE KauecTBa
HAHOCTPYKTYPUPOBaHHBIX JIEKapCTBEHHBIX CPe/ICTB

[Topsifok oopmiieHusi, COTr/IaCOBaHUS U yTBEPKAEHUS JTOKa/IbHbIX
HOPMAaTHBHBIX JJOKYMEHTOB U OTUETHBIX MaTepraioB

[TepcrieKTUBBI TEXHUUECKOTO Pa3BUTHSI OPTaHU3alK U OTPAC/IU U OTpe/iesieHre
9KOHOMMUECKOW 3PeKTUBHOCTUA Pa3pab0TOK HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

TpyznoBoe 3akoHOoaTebCTBO Poccuiickoli ®esiepalii B UacCTH,
perjiaMeHTUPYIOLeH BhITIO/THEHHE TPYAOBBIX 00s13aHHOCTeH

TexHUUeCKWH aHTJIMHACKUH SI3bIK B 00/1aCTH pa3paboTKu
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB 1 MPOU3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Karollieil cpejibl

[TopsioK feliCTBUM MPU Upe3BbIYalHbIX CUTYaLUsSIX

Oco0ble yc/1oBUS OTTyCKa K
paboTe

[lpyrue xapakTepucTUKU

3.5.4. TpypoBas GpyHKIMA

[TpoucxosxeHre 06001IeHHOM
TPYJOBOH (QYHKLIM

OpFaHI/BaL[I/IH BBIITyCKd OITLITHOM cepuun
YpoBeHb
HaumeHoBaHMe HaHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX Kop, E/04.7 7
o KBa/mMpuKaum
CpeAiCTB TI0 pa3paboTaHHOM peLienType
3aMMCTBOBaHO U3
OpwuruHan X 1296
OpHUTHHAsA
Koz PerucrpauvioHHbIN HOMeEp
OpUTHMHaN npodecCcHoHaTbHOTO

a cTaHzjapra




TpyzoBble felcTBuUS

HaszHaueHue OTBETCTBEHHBIX 3a BBIITYCK OITBLITHOU mapTumn
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

CoracoBaHue MjiaHa BBIITyCKa OITBLITHOU MMapTuHn U Ba/IMJAALIKMK IIpoLecCa
I10J1yu4eHHA HaHOCTPDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDEACTB

CorniacoBaHre TeXHUUECKOTO 3a/JaHUs Ha 3aKYIIKY, IPOeKTUPOBaHNe 1
W3rOTOB/IEHUE KOMILIEKTYIOIIMX U OCHACTKM JI/1s1 IPOU3BO/ICTBA HOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

CornacoBaHue MeTOZIOB, YC/IOBUM U PeXXKUMOB (DM3UKO-XUMUYECKUX U
TeXHOJIOTMYeCKUX UCC/IeZl0BaHUM UCII0/Ib3yeMOr0 ChIPbsl, IPOMEXXYTOYHOU U
TOTOBOW OMNBITHOU [MAPTUXM HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJCTB

CoriacoBaHue BH/I0B, 10C/Ie/[0BATEILHOCTH U 00beMa MUKPOOHO/IOrMYeCKHX
WCC/IeJOBaHUM UCII0/Ib3YEMOT0 ChIPbsl, IPOMEKYTOYHOM M TOTOBOM OIBITHOM
NapTUH HAHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX CPe/ICTB

CorniacoBaHye BUZIOB, TIOC/IeJ0BaTe/IbHOCTH U 00beMa OG10/I0rnIecKux
WCC/eJOBaHUM UCII0/Ib3YEMOT0 ChIPbsl, IPOMEKYTOYHOM M TOTOBOM OIBITHOM
MapTUM HAaHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJCTB

Ha3HaueHue OTBETCTBEHHBIX 3a MPeJAMETHO-KOJINYeCTBEHHBIN yyeT
HapKOTHUEeCKUX, TICUXOTPOMHBIX BeIlleCTB U UX MPEKyPCOPOB

[ToAroToBKa 3aK/IIOUEHHUsI 0 TEXHUUECKOW BO3MOYKHOCTH TIPOMBIIIIEHHOT'O
MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB I10
pa3pabOTaHHOM pelenType U TEXHOIOTUN

HeobOxopumbie ymeHust

KoHTpoMpoBath BhIMyCK ONbITHON NapTUX HOBBIX HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJiCTB

CornacoBbIBaTh U YTBEDXKAATh 3dKYIIKY HEO6XOAI/IMOI‘O O60py,£[OBaHI/I$I AJIA
BBIITYCKad OIILITHOM MMapTun

CorniacoBbIBaTh U yTBEP)KJATh POrpaMMy (PU3UKO-XUMUUECKUX U
TeXHOJIOTUUeCKHX HUCC/IeloBaHUM 00pa31ioB OIMbITHOM MapTUu
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

CoriacoBbIBaTh 1 YTBEPXKJATh MPOrPaMMy MUKPOOHOIOTHYECKUX UCITBITaHUH
00pasI|0B OIBITHOM MMapTUX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

KoHTpo/mMpoBaTh 060pOT HAPKOTHUECKHUX, TICUXOTPOITHBIX BEI[eCTB U UX
TIPEKYPCOPOB

O600111aTh ¥ OL]eHWBATh Pe3yJbTaThl BBITyCKa OMBITHOM MapTUX HOBBIX
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

Heobxoaumble 3HaHUS

OTpacsieBble CTaHJAPThI, TEXHUUECKHe YC/IOBUSI 1 HOPMATUBBI Ha COCTaBhI,
METO/IbI TOJTyYe€HUsS U CBOWCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

TpeboBaHus 00I1[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapmoKorien K UCXOAHbIM aKTUBHBIM (papMaljeBTHUeCKUM CyOCTaHIUsAM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

METOAOHOI’I/IH MpoBeaeHNdA U OL€HKH Ba/IMAdLIMOHHBIX WCTILITAaHUI

[TpaBusia HafyieXKallei Mpor3BOICTBEHHOU MPAaKTUKH, TIPaBUJIa Ha/exxalllei
nabopaTopHOM MPAKTHUKU I10 YCTaHOBJ/IEHHIO TPeOOBaHUM K OpraHu3aliin
TPOU3BO/CTBA Y KOHTPOJISI KQUeCTBa JIeKapCTBEHHBIX CPeJICTB /151
MeJULMHCKOTO MPUMEeHEeHUsI

TexHUYeCKre, TeXHOJIOTHUeCKre U JapMaKorieliHbie TpeOOBaHMUS K CHIPBIO,
TOJIYTIPOAYKTaM U FOTOBBIM HaHOCTPYKTYPUPOBAHHBIM JIeKapCTBEHHBIM
cpefCcTBaM

TexHuueckue U (hapMakoreiiHble TpeOOBaHHUS K peaKTHBaM, MaTepHaiam U
000py/10BaHHIO ZIJIs1 aHa/I3a HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPEJICTB




TexHOI0rUs OMBITHOTO U MPOMBIIIJIEHHOT'O MPOM3BOACTBA
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

[TpaBusia XpaHeHUs U yyeTa HApKOTUYECKUX, TICUXOTPOITHBIX BEIeCTB U UX
NIpeKypCopoB

TexHHUuecKre BO3MOKHOCTH OINBITHO-TIPOMBIIIJIEHHOT'O TIPOMU3BO/ICTBA
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDELCTB

[Mopsimok oopMieHus], COT/IACOBAaHUS U YTBEP)KAEHUS TOKyMEHTALUN U
OTYEeTHOCTH TI0 peaKTHUBaM, MaTepHaiaM U 000py/10BaHHUIO /IJisi aHaIM3a
HAHOCTPYKTYPHUPOBaHHbBIX JIEKapCTBEHHBIX CPe/ICTB

[TepcrieKTUBBI TEXHUUECKOTO Pa3BUTHSI OPraHU3alMU U OTPAC/IU U OTipe/iesieHre
9KOHOMHYeCKoU 3(h(eKTUBHOCTH pa3pab0TOK HAaHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

TpyzaoBoe 3akoHOoaTebCTBO Poccuiickoii ®esiepaliiy B UacTH,
perjiaMeHTUPYIOLeH BhITIOTHEHHE TPYAOBBIX 00s13aHHOCTeH

TpeboBaHusi CAHUTAPHOTO PEXKUMa, OXpaHbl TPY/ia, TI0’KapHOU 6e30TacHOCTH,
OXpaHbl OKPY>Katolileid Cpe/ib

[TopsimoK [elCTBUM MPU Upe3BbIYalHbIX CUTYaLUSIX

Oco0ble yc/1oBUS JIOTTyCKa K
pabore

Jpyrue xapakTepuCTUKU

3.5.5. TpypoBas pyHKIMA

IMpoucxoxzaerre 06001IeHHOH
TPY/I0BOM HyHKLIH

[TpoBepka u corjacoBaHue AOKYMeHTalUuu
110 pa3paboTKe TeXHOIOTHUH TOTyUYeHUsI
o o YpoBeHb
Hawnmenoanue TOTOBOM JIeKapCTBEHHOU (POPMBI Koa E/05.7 7
KBa/MUKaLuy
HAHOCTPYKTYPHUPOBAHHLIX J1€KapCTBEHHBIX
CpefCTB
3auMCTBOBaHO U3
OpuruHan X 1296
OpUruHazna
Koz PerucrpauyoHHbIl HOMep
OpHUTHHas npo¢ecCOHANBHOTO
a CTaHJapTa

TpyzoBbIe elCTBUSA

CoriacoBaHue BU/I0B U )OPMBI IOKYMEHTAIUY TIPH TTOJTHOM LIUKJIe pa3paboTKH
Y BBINIOJTHEHUH MCC/IeJOBAHUM F'OTOBBIX HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBEHHBIX CPe/ICTB

Opranuzauys ¥ obecrieueHre BeIeHUsI JJOKYMEHTAL[|UK TIPU TTIOJTHOM LIUKJTe
pa3pabOoTKH ¥ BBINTOJTHEHUH UCCJIe/JOBAHIIA TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

CorlacoBaHve U yTBep)K/eHre JOKYMeHTalu pu 000poTe PeakTHBOB,
MaTeprasoB /sl aHa/In3a, ChIPbS, TIOTYTIPOAYKTOB ¥ 00pa3ioB
HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPe/ICTB

OpranHu3aliysi BeIeH!s JOKyMeHTAalUH, OTHOCSIIeHCs K mpubopam u
000py/10BaHKIO, TIPU pa3pabOTKe U BBITIOJHEHHUH UCC/Ie/JOBaHU
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

HaszHaueHue OTBETCTBEHHBIX 3a BeJeHre JOKYMEHTallU BCEX ypOBHEﬁ

HeobOxoaumbie ymeHust

Bei6paTs He0OX0AMMBIE U 10CTaTOUHBIE JOPMBI JOKYMEHTAIUH TIPH TTOJTHOM
L[MKJIe pa3paboOTKH 1 BBITIOTHEHUH MCC/Ie[0BaHNI TOTOBBIX
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHbIX CPeJCTB




KoHTponmpoBath BefieHHe JOKYMeHTALMH TOTHOTO LIMK/Ia pa3paboTKy 1
BBITIO/THEHUM UCCJIe[JOBaHMN FOTOBBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHbBIX
CpeJCTB

O600111aTh U OLIeHUBATh COCTOSIHHE W BO3MOYKHOCTH MCCIe/I0BaTeTbCKON
naboparopuu /i71si pa3paboTKH HOBBIX BH/IOB HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBEHHBIX CPefICTB

HeobOxoaumble 3HaHUS

OTpacneBble CTaHapThl, TEXHUUECKUE YCI0BHSI 1 HOPMAaTUBbI Ha COCTaBbI,
MeTO/bl ITOJIyYeHHUsI U CBOMCTBA HAHOCTPYKTYPHUPOBAHHbBIX JIeKapCTBEHHBIX
CpeACTB

TpeboBaHus 0011[ETOCYAAPCTBEHHBIX 3aKOHO/IaTe/IbHBIX JOKYMEHTOB T10
(hapMOKOITeH K MUCXOJHBIM aKTUBHBIM (papMalleBTHUeCKUM CYOCTaHIUSIM U
BCIIOMOTaTe/IbHbIM BellleCTBaM

MeTop0n0r1s IPOBEEHUs U OLIeHKH BaTUAALMOHHbBIX UCTIBITAHUN

[TpaBusia HafyieXalei MpOX3BOACTBEHHOU MPAKTUKH, TIPaBU/Ia Ha/iexXxarlllen
nabopaTOPHOM MPAKTUKHU T10 YCTaHOBJIEHHUIO TPeOOBaHMH K OpraHU3ariviu
TIPOM3BO/ICTBA U KOHTPOJIS1 KAUeCTBA JIeKAPCTBEHHBIX CPe/ICTB /IS
MeJULIMHCKOTO TIPUMeHeHHs

TexHUYeCKre, TeXHOTIOTHUeCKHe U JapMaKorieliHbie TpeOOBaHMUS K CHIPBIO,
TMOJIYTIPOAYKTaM U FOTOBBIM HaHOCTPYKTYPUPOBAHHBIM JIeKapCTBEHHBIM
cpeZcTBaM

Texauyeckre u papmMakorneiiHbie TpeOOBaHMS K PeakKTUBaM, MaTephaaaM H
000py/J0BaHKIO ZIJIsl aHa/I3a HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPeJICTB

TexHO/IOTUs OMBITHOTO ¥ MPOMBIIIJIEHHOTO TIPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

BI/I,ZU:I " yCJI0BUSA WUCTILITAHUI HaHOCTDYKTYPHUPOBAHHLIX JIEKADCTBEHHBLIX CDEACTB

I[TpaBusia paboTel ¢ 060pyZOBaHUEM U MaTepraiaMH JIJisl TPOBe/IeHNsT
WCIIbITAaHMM HAaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPEZICTB, MOPSAJ0K
rpoBe/ieHus1 KBaTM(UKaLMOHHBIX MepPOTIPUSATHI

TexHUYEeCKHEe BO3MOYXHOCTH JIabopaTOpHH 10 pa3paboTKe ¥ OIBITHO-
MIPOMBIIIEHHOMY TIPOM3BO/ICTBY HAHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX
Cpe/iCTB

[Mopsinok odopmiieHusi, COTJIaCOBaHUS JOKyMeHTal[ii U OTYeTHOCTU TIPU
TI0JTHOM IIMKJIe Pa3pabOTKU U BBITTOJTHEHUU UCC/IeIOBAaHUNA TOTOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[TepcrieKTUBbI TEXHUUECKOTO Pa3BUTHsL OpPraHU3al[ii U OTPaC/Iu U ompefiesieHre
KOHOMHYeCKoU 3(h(eKTUBHOCTH pa3paboToK

TpynoBoe 3akoHOZaTebCTBO Poccuiickont desepaljuu B 4yacTy,
perjiaMeHTUPYIOLel BhITIO/THEHHe TPYAOBBIX 00si3aHHOCTeH

TpeboBaHuUsI CAHUTAPHOTO PEXXKUMa, OXPaHbI TPY/ia, T0YKapHO# 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

[TopsifoK felCTBYI NIPY Ype3BbIYalHbIX CUTYaLUsX

Oco6blie yc/ioBUS AOMyCKa K
paboTe

[pyrue xapakTepUCTUKU

IV. CBepieHnsi 00 opraHu3anusax — pa3padoTynKax npodecCHOHA/ILHOTO CTaHAAPTA

4.1. OTBeTCTBEeHHAs OpraHu3anusa-pa3padboTUuK




®on/ MHPPACTPYKTYPHBIX U 00pa3oBarenbHbix iporpaMm (POCHAHO), ropog MockBa
I'eHepasibHBIN AUPEKTOD CBuHapeHKO AHzpel ['eHHazbeBUY

4.2. HauMeHoOBaHMsA OpraHU3anuii-pa3padoTUYNKoB

AHO «HaioHanbHOe areHTCTBO pa3BUTUS KBa/md(pUKalyii», ropoj, MockBa

3A0 «VMHCTUTYT (papMal|eBTHUEeCKUX TEXHOIOTUi», ropos MockBa

OAO «Tarxumdapmripenapatbi», ropoj, Kasanb, Pecniybsinka TatapcTtaH

000 «<HAHOJIEK», ropos MockBa

OO0 «Hanodapma [eBesnorveHT», ropo Kasaub, Pecriy6mvika Tatapctan

OOO HayuHo-tipon3Bo/icTBeHHasi pupMa «Marepura Meguka XonguHr» (humman), ropos YensonHCK

OOP «Poccuiickrii COrH03 IPOMBILLIZIEHHHWKOB U TIpeJIIpUHUMaTenei», ropos, Mocksa

OO U WN|F

VHCTUTYT TOHKMX XUMHUUYECKUX TexHoorui uMeHu M. B. JlomoHocoBa ®PI'BOY BO «MUPOA -
Pocculickuii TeXHOIOTMUeCKUl YyHUBePCUTeT», Topoj MockBa

(=]

OI'BY «Bcepoccuiickuii HayuHO-MCCIe10BaTeTbCKUM UHCTUTYT TPyJa» MUHUCTEPCTBa TpyAa U
colManbHOM 3amuThl Poccutickoii @enepaiiyiu, ropof, Mocksa




