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I1II. XapakTepncTHKA 00001eAHBLIX TPYAOBLIX PyHKIHIT

3.1. OGo0mennan TpyaAoBas GyHKUHA

CranmapTHEIE TAGOPATOPHBIE U ONBITHO-
Honmeropanpe | TPOMBIILVICHHEIE HCCIIE/OBAHHA Kon A YpoBeHs 4
HaHOCTPYKTYPUPOBaHHBIX KBANTHHKALHK
JIEKaPCTBEHHLIX CPEICTR
HpoHxcxoxaeHue :
obobweHHoN TpyAcBofi OpuruHan X | 3aHMCTBOBaHO H3 OpHTrHHANA
$yHELEH
Koa PerncrpalHoHHEIH
OpHrHHaNA HOMep
npodieccHOHANBHOTO
CTAaHAApPTA
Bo3MoxkHEIe Texuuk-nabopanT
HAHMEHOBAHH
AOJDKHOCTe,
npodeccuii
TpebopaHus k Cpeanee mpodeccaoHanbHOe 00pa3oBaHue — MPOTPAMMbI IOATOTOBKH
00Opa3zoBaHHIO H CTIEMAAINCTOB CPEeIHErO 3BEHA
0O yeHHIO
TpebopaHud K -
OIBITY
NpaKTHYECKOH
paboThl
Ocobble ycnoBus TTpoxoxaeHue obs3aTeNbHEIX NPEABAPHTEIBHEIX (TIPH NOCTYIUIEHHH Ha paboTy) H
ponycka k paGote | mepHOAMYECKHX MEMIMHCKHX OCMOTPOB (00Ce0BaHHI), a TAKOKEe BHEOUSPETHBIX
MeAULMHCKAX OCMOTPOB (00CIICA0BaHHN) B TOPA/IKE, YCTAHOBIEHHOM
sakomofaTenscTBoM Poceuiickolt denepauun’
[IpoxokaeHHe MHCTPYKTAXKA IO OXpaHe TPYJa U TCXHHKe fesomacHocTH'
Jpyrue HononuutensHoe npogeccroranbHOE 00pa3oBaHHe — NPOTPaMMBI OBBINEHAA
XapaKTepPACTHKHA KBanupUKAKK 10 MPOQHIIC AEATEILHOCTH

JonomHuTeALHEIE XapaKTePUCTHKH:

HammenoBaHHe Kox HanmMeHoBaHHe 6a30BOM IpYIIEL, I0TDKHOCTH (Mpodeccn) uin
JOKYMEHTa CTIEHAJIBHOCTH
OK3 3119 Texuukn B 001acTH (PUIMYECKHX M TEXHHYECKAX HAYK, HE
BXOJAIINE B APYTHE IPYIIEI

EKC’ - TeXHUK-TabOpanT

OKTIATP® 26999 TeXHUK-NaGOpaHT

OKCO™ 2.18.02.01 | AHATHTHYECKHI KOHTPOJIb KAYeCTBA XHMHYECKHX COEAMHEHUH

2.18.02.06 | XuMHuccKas TEXHOJOTHS OPraHHIeCKHX BEIIECTB




3.1.1. Tpynosas ¢ynknus

IMpoBencHue NaGopaTOPHBIX
HUCIBITAHUH CEIPBS H
3KCTIEPHMEHTANIBHBIX COCTABOB YpoBeH

Kon A/01.4 (noxypoBeHE) 4
HAHOCTPYKTYPHPOBAHHEIX KB UKALH
JIEKAPCTBEHHBIX CPEACTE HA €10
OCHOBE M0 CTAHJAPTHEIM METOMKAM

HanmMenoBanue

IIpoKcxokASHHE
Tpyaoeoi GYHKUHH

Opurusan X 3auMCTBOBaHO M3 OPHTHHANA

Kog PeructpaupoHHbIH
OpHTHHATA HOMeEp
npodeCCHOHARBHOTO
CTaHAApTa

Tpynosrie Moarotoska NafopaTopHoil mocyasl U mpocTeifmero ofopydoBanus mms orbopa
AeHCTBAA npo6 M AaHanu3a MCXOAHOTO CHIphd H  IKCHEPUMEHTANBHBIX  COCTABOR
| HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBECHHEIX CPEACTB

HoaroroBka aHanMTOB M [EATCHTOB, IIpHBELeHHEe B pabodee COCTOAHHE
npocTedmux 1afopaTopHEIX NPHOOPOR JUIA aHAIM3a CHIPbS, MONMYNPOXYKTOB H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEJICTB

OrGop mpo6  HMCXOHMHOTO  CHIPS H  3KCIHCPUMEHTABHBIX  COCTABOB
HAHOCTPYKTYPHPOBAHHEIX  JIEKAPCTBEHHEIX CPeACTB A NpPOBEASHHA MX
nadOpPaTOPHBIX HCIIBITAHMA

HcnbiTangs B MaGopaTOpHHA MCXOOHOTO CHIPES H OKCIICPHMCHTAIBHBIX COCTaBOR
HAHOCTPYKTYPHPOBAHHBIX NIEKAPCTBEHHBIX CPENICTE MO CTAHAAPTHEIM METOXHKAM B
COOTBETCTBHH C TpeOOBAHHAMM OXPaHEbI TPYJIa

YTHIM3auAS MPOAYKTOB, OIY9EHABIX B Pe3yNbTaTe MpOBeAeHHs NabopaTopHLIX
AHAJH30B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB, B COOTBETCTBHH ¢
npasHaaMu 1abopaTopuH

OTKIIOYeHHe H OYNCTKAa o0opyZoBaHHMs MOCHe TpOBeAeHHs nabopaToPHBIX
AHANM30B HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, MBITBE IIOCYIHI,
yoopka pabouero Mecta

Benenne naGopaTopHOTO >KypHAna, 3alOJIHCHHME NOKYMEHTAUWH H I[POTOKOJIOB
HCIBITAHHA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH C
TpeGoBaHHAMA HaleXKanleil MpOU3BOACTBCHHON NPAKTHKH

' Heobxonumele TIpoH3BOANTE OYACTKY H KANAGPOBKY aGopaTopHOH NMOCYAH M IpocTeilierc
YMEHUsA oGopynoBauHa A oT0opa Tpo6 HAHOCTPYKTYPHPOBAHHBIX IIEKaPCTBEHHEIX
. CpeACTB

[MonroTaBnuBaTh W CTAHAAPTH30BATh AHAIMTEL M PEAar¢HTEl UL  aHANIH3A
HAHOCTPYKTYPHPOBAHHBEIX  JICKAPCTBEHHBIX CPeACTB B  COOTBETCTBHH €O
CTAHJAPTHHIMH METOAHKAMH

Otbmparh  pempe3eHTATHBHEIE NPOOGBI  CHIPbl M SKCIEPHMEHTANBHBIX
HAHOCTPYKTYPHPOBAaHHEIX  JIEKAPCTBEHHBIX CpeNCTB 0e3  HapymeHHs HBX
¢TaOWIHLHOCTH U CBOHCTR

HoaroraeueaTs  Na0OpaTopHEle  OOpasiBl I MCCHEJOBAHHS  CBOMCTB
HAHOCTPYKTYpHPOBAHHBIX  JNEKAPCTBEHHEIX CPEACTB B COOTBETCTBHH  CO
CTaHAAPTHBIMA METOIHKAMH

Paborarh ¢ mpocTeAUIAMA JIaOOPATOPHLIME NpHOOpaMM, CPeICTBAMH H3MEPCHMA,
HCIIBITATENBHBIM M BCIIOMOTATENBHEIM 1a00paTopHBIM 000OpYZXOBaHHEM A aHAJH3A
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB M0 CTAHAAPTHHIM METONHKAaM
OCYINECTBILITE KOHTPOh  KauecTBa Chipbsi M SKCHCPHMEHTATBHEIX COCTABOB




| HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB N0 CTAHAAPTHEIM METONHKAM

OdopmiaTh JNOKYMEHTALHIO o naGopaTopHBEIM HCIBITAHHAM
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPECTR
Heo6xomumeie OTpacieBHE CTaHJapThl, TEXHHYECKHE YCIOBHA H HOPMATHBBI ONpEACTCHHS
SHAHHA noKasaTeneii KauecTa HAHOCTPYKTYPHPOBAHHEIX JEKaPCTBEHHBIX CPECTB

MeTons! TTOArOTOBKH PEAKTHBOB, MATEPHANIOB H MpocTeiimiero ofopyaoBaHUs s
KOHTPOJISl Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX ICKaPCTBEHHEIX CPE/CTB

Mertomsl paloTHl ¢ pcakTHBAMH U XHMHYECKHMHM BEMIECTBAMH Ul OTIPEIECNCHHA
noKazareneil Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTREHHBIX CPEACTB
Metoaer paborel ¢ mpocTteHmHM  o0OpymOBaHHEM IS HCIBITAHMA
HAHOCTPYKTYPHPOBAHHBIX IEKapCTBEHHBIX CPEACTB

MeTobl KOHTPOJIS Ka4eCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHEIX CPEJCTE
IMopsanok odopMneHus 1abopaTOPHOTrO XKypHaNA, MPOTOKONOB, aKTOB HCHBITAHMMH
' 10 B COOTBETCTBHHM ¢ HHCTPYKUMAMH IO OQOPMIICHMIO H APYTroH TEXHHUECKOH

JOKYMEHTALUeH
Tpe6opanusi CaHHTAPHOTO pEKHMA, OXpaHBl Tpyda, NOXapHOH 6e30MacHOCTH,
OXpPaHBl OKPYKAIOOIECH Cpebl

Apyrue -

XapaKTEePUCTHKH

3.1.2. Tpynosan pynknus

H3arotorneHHe skcrepuMeHTANBHBIX

COCTaBOB NONYIIPOAYKTOB H TOTOBEIX YpOBeHB
HaumeHoBaune | JIEKAPCTBEHHHIX Popm Koxa A/02.4 (nodyposess) 4
HAHOCTPYKTYPHPOBAHHBIX KkBaIndHKauuH

JICKaPCTBCHHEBIX CPCACTE T10 IPOITHCH

[poHcxoxacHHe Opurxyan X 3aiMCTBORAHO H3 OPHFHHANA
Tpynoeoi yHKLMH N )
Koz PerucTpatiHOHHBIH
OpHTHHANA HOMEP
npoecCHOHANBHOTO
CTAaHAApPTA
Tpynossie INoarotoBka  ChIpb  [UIA  H3TOTOBNEHHMS  DKCMEPAMEHTAIBHBIX  COCTABOB
AelicTBHR HAROCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPEZCTB COTVIACHO HHCTPYKITHAM

WsroToBnenne MNOMYNpoAYKTA JNA NOMYy4CHHS SKCMEPAMEHTANBHBIX COCTaBOB
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB COTIACHO HHCTPYKIMAM
IMoaroTtopka oGOpYAOBaHHA MM H3TOTOBIECHHSA JKCOCPHMEHTAIBHBIX COCTABOB
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHBBIX CPEACTE COMNAaCHO MHCTPYKIHAM
OGpafoTka cBIpbs I MOJNYYEHHS HAHOCTPYKTYPHPOBAaHHBIX JCKAPCTBEHHBIX
CPCACTB MO OPOMHCH

H3roTORNEHWE  HAHOYACTHI  JUIA  CO3JaHHA  HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB M0 MPOTHCH

Pasrpyzka  oGopynoBaHHd  TOCIE€  IOMYYEHHS  HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPECTB COITIACHO HHCTPYKIHIM

OTK/IIOUCHHE H OYHCTKA o0OpYIOBaHHs IOCHKE NPOBEACHHA paboT ¢ HCXOMHBIM
cHIppeM H  IHOAYOPOAYKTAMH JUIA HOINYy4YeHHS HAHOCTPYKTYPHPOBAHHEIX
JICKAPCTBEHHBIX CPEACTB

Y6opka pabodero MecTa nocie paGoT MO H3rOTOB/IEHUIO HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEBIX CPEelICTE
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Benenne nmabopaTopHOro JXypHajia, 3allONHCHHE XOKYMEHTAllMH H TIPOTOKOIOB
MCIIBITAHHI CHIpBA, MONYNPOAYKTOB M TOTOBHIX HaHOCTPYKTYPHPOBAHHEIX
NEKapCTBCHHBIX CPEACTB B COOTBETCTBHH C TpeOOBAHHMAMM HALIEeXalei
MPOH3BOACTBCHHOH MPaKTHKH

HeoGxonumeie
YMeHHS

IMpoH3BOJMTHL OYHCTKY H KaMOPOBKY NabopaTopHOM MOCY/EL, a TakkKe HACTPOHKY
0bopynoBaHUA and NoNy4YeHHs 9KCIIEPHMEHTANBHBIX COCTABOB
HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTS

Bemomare  Jia0opaTopHble MPOLIEAYPEL OYACTKA W MOATOTOBKH KOMIIOHEHTOB
HAHOCTPYKTYPHPOBAHHEIX ~ JIEKAPCTBEHHBIX ~ CPEICTB  COMIACHO  TpeOoBaHmAM
TEXHAYECKOH JOKYMEHTALMH IT0 MPOBEICHUIO H3IMEPEHHI apaMeTpoB

PaGotats ¢ maGopaTopHEIM 000pyAOBaHHEM H MpHOOpaMA AJ19 OYUCTKH M MOANOTOBKA
OCHOBHBIX KOMIIOHEHTOB HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COTNIACHO
TpeGOBaHHSAM TEXHHYECKOM MOKYMEHTaUMH mno pabore ¢ 1abopaTOpHEIM
000pyAOBaHUEM

Pabotate ¢ nafoparopHeM O0OpyIOBaHHEM H TPHOOpPaMHM MU H3TOTOBICHHA
HDOMYNPOAYKTOB M TOTOBEIX HAHOCTPYKTYPHPOBAHHBIX IEKAPCTBEHHBIX CpPEACTB
cornacHo TpefoBaHHAM TEXHUYECKOH ZOKYMeHTalUHH no paboTe ¢ mabopaTOpHBIM
oGopyaoBaHHEM

Brumonuste J1aGopaTopHele TpOLEedypbl MOAYYECHHS MONYNPOAYKTOB M TOTOBEIX
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB  COMIACHO  TpeboBaHHAM
TeXHNYeCKOH NOKYMEHTALHH 0 POBeJCHHIO JabopaToPHBIX MPONEAYp

OdopMistTh  JOKYMEHTAOMIO [0 MOMYYCHHIO  HAHOCTPYKTYPUPOBAHHBIX
JeKapCTBEHHBIX CPE/ICTB

HeobGxomumeie
IHAHHA

OTpacneBsie CTAHJAPTHL, TEXHHYECKHE YCJIOBHA M HOPMATHBHI Ha COCTaBBl H
METO/BI H3TOTOBJICHHS HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

MeToae MNOAFOTOBKH  CHIPBA M4 CO3JAaHHS  HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEJICTB

MeTtofpl NOArOTOBKH OOOPYAOBaHHA IJsl CO3JaHHA HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBCHHBIX CPEACTB

Meroas paborel ¢ OGOpYAOBaHHEM JUIA CO3JAHHA HAHOCTPYKTYPHPOBAHHBIX
NEKapCTBEHHBIX CPEACTB

MeToxH TONY4YEHHA MOMYNPOAYKTOBR H TOTOBHIX JIEKAPCTBEHHBIX  (HOpM
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTE

TNopsamox opopmneHns 1abOpaTOPHOTO JKYPHANA, MPOTOKOIOB, AKTOB HCTIBITAHUM
COLMACHO TPeOOBAHMAM  TeXHHUYECKOM JOKYMEHTAUMH 1O  OQOpMIEHHIO
mab0paTOPHLIX KYPHAJIOB

TpeGoBanus CAHHTAPHOTO PEXHMa, OXpaHBl TpyJa, TOXapHOH $e30MacHOCTH,
OXpaHEl OKPYXKAIOIIECH cpeAbl

Hpyrue

XapaKTCPUCTHKA

3.1.3. Tpyaosast pyHKOHEA

HaumMeHoBaHue

HapaboTka B ONILITHO-
TMPOMBILLIEHHBIX YCIOBHAX HA OCHOBE

o YposeHs
BLHIOPaHHOH PeLIENTYPS! H TEXHONOTHA. | [ | A/03 4 (nonyposexs)
cepuii nexapeTBeHHOH GopMBI KpaHGBKALIN

HAHOCTPYKTYPAPOBAHHEIX
JIEKAPCTBEHHBIX CPeJICTB




[MpoHcxoxaeHHE
Tpyaoeo GyHKLHH
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> 3aHMCTBOBAHO K3
| opuruHana

Oprranan

Kon opurnnana PerdcTpaunoHHBIH
HoMep
npodieccHOHANBHOTO
CTaHjAapTa

Tpyaoseie
HelcTrug

[ToAroToBKa CHIpBA A HM3IOTOB/EHMS ONBITHO-NPOMBINDICHHEIX — CEPHH
NEKapCTBEHHONW  (OpMBI  HAHOCTPYKTYPUPOBAHHBIX  JICKAPCTBEHHEIX CPEACTB
COCJIACHO HHCTPYKIHH

H3roTopieHHe NMONYNPOAYKTOB NPH HOMYYEHHH ONBITHO-TPOMBIIUIEHABIX CepHi
NEKAPCTBEHHOM GOPMEI  HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTEB
COrIACHO HHCTPYKIUN

HoaroTopka 0GopyAOBaHUS A H3TOTOBJIEHHS ONBITHO-IPOMBHINIIEHHBIX CEpHil
rOTOBOH JEKAPCTBEHHOM (OPMEI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHHIX
CpeICTB IO MIPONUCH

3arpyska Chipbs B 000pYAOBAHNE H H3TOTOBJICHHE ONBITHO-NIPOMBILEIEHHBIX CCpUi
AEKapcTBEHHOH (GOPMBI HAHOCTPYKTYPHPOBAHHBIX ACKApCTBEHHBIX CPESACTB HA
nabopaTtopHoM ©OBOpYNOBaHMH B COOTBEICTBHH ¢ MPOEKTOM J1aGopaTopHOro
perIaMeHTa

KonTpone mponecca OOJMydeHHd MOMYNPOAYKTOB H TOTOBOi JleKapcTBEHHOMH
dopMBl  HAHOCTPYKTYPHPOBAHHEIX  JIEKADCTBEHHBIX CPEJACTB Ha  ONBITHO-
HNPOMBIIICHHOM O0OpYJAOBaHHH B COOTBETCTBHH € NIPOEKTOM TEXHOJIOTHYECKOTO
pernameHTa

Pasrpyska obopyaoBanns Ge3 HapylleHHA cTaOHIBHOCTH M KaUeCTBA IOJIyYSeHHOTO
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPENICTB

OTKmoYeHHe M ouHCcTKa 0G0pYAOBaHKS MOCHE MpOoBedeHUs paboT Mo NOMy4eHHIO
ONBITHO-MPOMBILIIEHHBIX CEPHil eKapcTBeHHOH GOPMBI HAHOCTPYKTYPUPOBAHHEIX
JIEKAPCTBEHHEIX CPENICTR

Begenne  JOKYMEHTAaUdH  MPOM3BOACTBA  ONBITHO-TIPOMBIIUIEHHEIX — CepHId
JexapcTBeHHOM GOPMEI HAHOCTPYKTYPHPOBAHHEIX NEKAPCTBEHHBIX CPEACTB

Heo6xonamuie
yMeHuUs

KoHTponupoBaTh MOKa3aTelH KauecTBa CHIpb M MOJNYNPOAYKTOR  AJs
H3TOTOBJIEHHS  ONBITHO-TIPOMBIIIEHHBIX ~ CePHH  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB

[loaroTaBMMBATL  ONBITHO-IPOMBILUICHHOS o0OpyZOBaHME IS NOJNYYEHHS
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

Jo3dpoBaTe OCHOBHOE CHIpEE€ M JIONMOJHHMTENBHbIE KOMIOHEHTHl TOTOBBIX
JIeKapCTBEHHBIX (OPM HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

KoHTpomnpoBaTe peXHM paGoTs! ONBITHO-NPOMBIIIEHHOTO OOOpYAOBAaHHA U
M3COTOBACHHS  CEpHH  NMEeKapcTBeHHOH  (OpMBI  HAHOCTPYKTYPHPOBaHHBIX
NIEKapCTBEHHBIX CPEACTB B COOTBETCTBHH ¢ IIPOCKTOM perjiaMeHTa

PaGoTaTh ¢ 060OpyJOBaHHEM il NOJNYYEHHS OMNBITHO-MPOMBIIUICHHBIX CePHH
J€KapcTBEHHOM GOPMEI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Becru 3amonasemble GOpPMBI 10 TEXHONOTHYECKH ONMEpAUHAM INPOH3BOACTBA
OTHITHO-TIPOMBIILIEHHBIX Ceprii leKapcTBeHHOH $OPMBI HAHOCTPYKTYPHAPOBAHHBIX
JIeKapCcTBEHHBIX CPEACTB

DKCIUTyaTHpOBaTh 060pyAOBaHHE JUIR MOMY4E€HHA OTBITHO-NPOMBILUTEHHBIX CepHil
TOTOBOH JEKapcTBeHHOH GOpPMBI  HAHOCTPYKTYPHPOBAHHBIX  JIEKapCTBEHHBIX
CPEACTB

OuMmars 06OpYNOBAHHE MOCNE IMONYYEHHS ONBITHO-NPOMBININIEHHBIX CCPUH
roroBofi nexapcTBeHHOM (oOpMBI  HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTB
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HeobxonuMeic
3HAHHA

OTpaciieBble CTAHAAPTH, TEXHHYIECKHE YCIOBHA M HOPMATHBEI Ha COCTaBbl H
METOJIBI MTOJIY4EHHs] HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB

MeToxpl MNOATOTOBKH CHIPb H MOJMYNPOAYKTOB JUIA MOMy4YeHHs ONBITHO-
TPOMBIIIEHHBIX  Cepuii  JeKapcTBeHHOH (OpPMH  HAHOCTPYKTYPHPOBAHHEIX
NIEKAPCTBEHHBIX CPECTB

Meroasl MOATOTOBKH K HACTpOHKH O0OpyAOBaHMA JUIS MNOMYYEHHS OIBITHO-
OpOMBINUIEHHBIX ~Cepuil  JieKapCTBeHHOM (POPMBEI  HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHLIX CPEJICTB B COOTBETCTBHAM ¢ TpeOOBaHUMH OXpaHbl TpyAa

PexuM B 0cOGEHHOCTH KOHTPOIA NpPOoIEcca NOMYIeHHA ONBITHO-MPOMBIILIIEHHEBIX
cepHil HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHEIX CPEICTB

JOKyMEHTAlUA MPOU3BOACTBA ONBITHO-MPOMHININCHHBIX CEPHH JICKAPCTBEHHOM
(opMBI HAHOCTPYKTYPHPOBAHHHEIX JIEKAPCTBEHHBIX CPEIICTB

TpeGoBaHHs CAHHTApPHOTO PEXHMA, OXpaHBI TpyAa, NoxapHoH 6Ge30macHOCTH,
OXPaHbl OKPYKAIIEH CPERHI

Hpyrne

XapakTepHCTHKH

3.1.4. Tpynoean ¢pyHkuus

HenpiTanms ONEITHO-MPOMBIIIICHHBIX
cepHil HAHOCTPYKTYPHPOBaHHBIX Ypoeens
HanmeHoeaHne | IEKAPCTBEHHBIX CPE/ICTB B Kon A/04.4 (nomypoBens) 4
nabopaTopAH MO CTAHJAPTHLIM KBAMHGHKALBH
METORHKAM
[poucxoxnekiue OpHrrnan X 3aHMCTBOBAHO H3 OPHIHHANA
TPYAOoBOH QyHKLHK , S N
Kon PerucrpauHoHHHIH
OpHIrHHana HOMEp
npodecCHOHANBHOTO
CTaHAapTa
TpynoBrie [MoaroToRKa aHATHTOB M PEAreHTOB, MpHBeAcHUe JabopaTOpHEIX NMpHOOPOB MUIf
AeHCTBHS HCCHenoBaHUN CBOHCTB HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEOCTB B

pabouee cocTOsHHE

IIpoBepka paGoTocnocOOHOCTH NPOCTEHIIEro aHANATHIECKOro oGopyoBaHus A
HCCICIOBaHNA CBOMCTB HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB U B
cnyvae Heo0XOJUMOCTH BEIBOJI €70 Ha pabouril pexuM

Ot6op npo6 JKCMEPUMEHTATBHBIX O0paslioB TOTOBHIX JIEKAPCTBEHHHIX (opM
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB 110 CTAHAAPTHBIM METOIHKaM

Onpejie/leHHe CPOKOB NOJHOCTH paboyHX PacTBOPOB, PEAKTUBOB H CTaHOAPTHBIX
06pasoB HAHOCTPYKTYPHPOBAHHBIX JIEKApCTBEHHBIX CPENCTB MO CTAHAAPTHBIM
METOIHKAM

IToaroToBxa npof HAHOCTPYKTYPHPOBAHHBIX JEKApCTBEHHBIX CPEJCTB K aHAIN3Y H
NpoBeAcHNE TAGOPATOPHBIX NCOEITAHAN N0 CTAHAAPTHEIM MECTONHKAM

VTHIH3aIMA TPOAYKTOB, MOMYYeHHbIX B Pe3yNbTaTe BPOBEACHHA JIAGOPATOPHBIX
AHAJK30B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, B COOTBETCTBUM C
npaBHJIAMH J1a00paTOpHH

OTKMOYeHHe W OYHMCTKAa OOGOpYIOBaHHMA TMOCHE MpPOBENSHHA Na60paTOPHBIX
AHANM30B HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHEIX CPOACTR

Benenne naGopaTopHOro >kypHana, odopMiIcHHE AOKYMCHTAalMH H NPOTOKOJIOB
HCOBITAHHH HAHOCTPYKTYPUPOBAHHLIX JICKADCTBEHHBIX CPEACTB B COOTBETCTBHH C
TpeGoBaHUAME HaJJICKaIIEeH NPOM3BOACTBEHHON NPAKTHKH
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HeobxonuMbie [IpoH3BOAHTE OYHCTKY ¥ KaHOPOBKY aGopaTopHOH NocyAsl H 06opyaoBanus Wi
YMCHHA orbopa mpol TIOTOBBIX JIEKApCTBEHHHIX ¢OpM  HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB MO CTAHIAPTHEIM METOJHKAM

HoaroraBnHpaTh aHAMMTEL M PEArcHTH VIS KOHTPOJNIA Ka4ecTBa OIBITHO-
NPOMBUIUIEHHEIX ~CCpUil  JTEKapCTBeHHOH (OPMEI  HAHOCTPYKTYPUPOBAHHEIX
JIeKapCTBEHHEBIX CPEe/ICTB

Orfupare NpoGE TOTOBBIX JICKApCTBEHHBIX (OPM HAHOCTPYKTYPHPOBAaHHBIX
JNIeKapCTBEHHBIX CPeACTB Oe3 HapyllleHHs cTa0MIBHOCTH M CBOHCTB U TOTOBHTH H3
HHX 00pasisl ULl HCCNCAOBAHAR

[loAroTaBMHBaTe, HACTpauBaTh W KanuOpopaTh nabopaTopHble NpUOOPE MU
KOHTPOJIA KAYeCcTBA ONBITHO-MPOMBIMUIEHHBIX CEpUil JIEKApCTBEHHOH (opMEl
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTE

PafoTtaTh €O CpeAcTBAMHM H3MEPEHHH, HCHLITATEABHBIM, BCIOMOTATENBHBIM M
TEXHONOTHYCCKHAM obopyoBaHHEM ans KOHTPOJIA KauecTBa
HAHOCTPYKTYPUPOBAaHHBIX JEKAPCTBEHHEIX CPEACTB

OcymecTBIAT: NabOpaTOPHLIH KOHTPONL KaueCTBAa ONBITHO-NPOMBIIUICHHEIX
cepuii JIeKApCTBEHHO!N (OPMEI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTREHHBIX CPEACTB
OdopMisATh  JOKyMEHTAllHIC 10  [IOMYYCHHMIO  HAHOCTPYKTYPHPOBAHHBIX
NeKApPCTBEHHHBIX CPEJCTB

HeoGxoaumeie OTpacneBrie CTAHAAPTHI, TEXHHYECKHE YCJIIOBHA U HOPMATABB! ONpPEACICHHA
3HAHHUA HoKkazaTeneil KauecTpa HaHOCTPYKTYPHPOBAHHEBIX JICKAPCTBEHHBIX CPEACTB
MeToAsl TOOTOTORKH J1abopaTopHOM mOCyZbl, PEaKTHBOB H MAaTCpHAaNoOB LA
KOHTpOJIs KA9€CTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CPEACTB

MeTtofpl MOAroTOBKH NpubOpoB H 0o0opyAoBaHHA M1 KOHTPOJ KaduecTsa
HAHOCTPYKTYPHUPOBAHHHIX JICKAPCTBEHHBIX CPEACTE

Mertomsl paGoTel ¢ mpEQopaMH H 000pydOBaHHEM IJIA KOHTPOIA KadecTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPeCTB

JokyMmeHTauus, oQopMisieMasd TpH ONpelefieHUH [OKasaTeneH KadecTsa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHEIX CPEACTE

TpeGopaHAs CaHMTAPHOTO DPEXKMMA, OXPaHBl TPY/AA, MOXKAPHOH O$e30macHOCTH,
OXpPaHEI OKPY’KAIOLIEH Cpeibl

Hpyrue -

XapaKTepHCTHKH

3.2. O6obmenuan TpynoBast pyHKIHS

dapmalieBTHUCCKAA pa3padOTKa
i COCTABA H TEXHONOINH ¥YposeHs
HauMenoBaHue Kox B P 5
- HAHOCTPYKTYPHPOBAHHBIX KBamHHKaLHH
| JIEKAPCTBEHHBIX CPEACTB '
[TpoHcxokaeHHE ﬁ
i MCTBOBAHO H3 _
06o6weHHoH . OpuruHan X | 3an ]
. OpHrMHala ; i
TpyaoBoii GyHKUHH | | . o a
Koa opurinana PervcTpaunonHsiil HOMEp
npodeccHOHANBHOTO
cTaHaapTa
BozMoxHEIE TexAuk
HanMeHOBaHHA Texmnk-nabopant
IOJDKHOCTEH,
npodecchit
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Tpebopanus x Cpennee npodeccHoHanbHoe 00pa3oBaHAe — POTPaMMbl IIOATOTOBKH
o6paz0BaHHUIO H CMICIHANACTOB CPeJHETro 3BEHA
00yIeHHIO
TpeboBanns k -
OMEITY
NPaKTHICCKOH
paboTEIL
Ocobrle ycnoBus TIpoxoxaenue obs3aTebHEIX NPeIBapHTEIbHEIX (IPH NOCTYIUICHHH Ha paboTy) H
Jonycka K pabore NepHOAAYECKHX MeJUIHHCKUX OCMOTpOB (00cneaoBaHHil), a TaKKe
BHEOYEPEAHBIX MeULHHCKAX 0CMOTPOB (06CIeI0BaHHM) B TIOPAJIKE,
YCTaHOBIIEHHOM 3aKOHOAaTenbcTBOM Poccuiickol Oenepanun
; TIpoxoxaeHne HACTPYKTaXa 0 OXpaHe TPyJa H TeXHHKe O€30MacHOCTH
. Jlpyrue JonoHATenbHBE NpodecCHOHANBHEIE IPOIPAMMBI — MPOTrPAMMBI HOBHILBEHHS
| XapaKTepUCTHKH KBaM(UKALHH 110 NPOPUMO AeATeIbHOCTH

JlononHUTENbEBIE XapaKTePHCTHKH:

HanMenoBanue Kox HanmMenosanne 6a3oBoii rpynmnel, AOMKHOCTH (TIpodeccHr) Kin
JIOKYMEHTa CIIENMAJIBHOCTH

0OK3 3111 TexHuku B 061aCTH XMMHYECKHX H PH3HIECKHX HAYK

EKC — Texuunk-nabopant

OKIIATP 26927 TexHHMK
26999 TexHuK-n1abopanT
27309 DapManeBT

OKCO 2.18.02.01 AHaJTHTAYECKHI KOHTPOJIh KauecTBa XMMHYECCKHX COeAMHEHU N
2.18.02.06 XHMHUecKas TEXHOJOTH OPTaHUYECKHX BEIIECTR
3.33.02.01 ®apmanus

3.2.1. Tpynosas ¢yHKIHES

HaumeHoBaHHe

BrIGOp METOAHK 3KCIIEPUMEHTANIBHBIX
HCCIIEIOBAHME 110 Pe3yAbTaTaM MOHCKA

HAHOCTPYKTYPHPOBAHHBIX
NEKAPCTBEHHBIX CPEACTBAX

- VpoBenb

-TeXH
H aHA/IM3a HayYHO-TSXHUYECKOH Koa B/01.5 | (nomyposens) 5
JIATEPATYPHI O KBATHHKALMN

IMpoucxosaeHue

3auMCTBOBAHO H3 i
Tpynoeoit yHKIUNH |Opumﬂan X OpUrHHana
Kon opurunana  PerMcTpaunoHHEIH HoMep
npodeCCHOHANBHOIO
CTAHJApTA
Tpynosrie ITouck onyGnukoBaHHOH HWHGOPMALHK O HAHOCTPYKTYPAPOBAHHEBIX JICKAPCTBECHHEIX
JeHCTBHA CpeacTs
Hcnonpiopanue oOHapyKeHHOH HHpOpMalMu o©  HaHOCTPYKTYPHPOBAaHHBIX
NEKAapCTBEHHLIX ~ CPEACTBAX JUIA  YTOYHEHHS  BHIOPAHHOTO  HANmpaBICHHA
JIMTEPaTYPHOTO MOHCKA
[Monck AeTaTU3HPOBAHHOM uHpoOpMaLHH 0 HaHOCTPYKTYpPHPOBAHHEIX

JIEKAPCTBEHHBIX CPCNICTBAX

AHanu3  HalileHHoro B  [NCPBOHCTOYHHKAx  MarepHama o
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPECTBAX

KOHKPETHHIX
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Onpenenenie w o0OCHOBAaHHE METONOB CHHTE3a H aHAJIH3a KOHKPETHHIX
HAHOCTPYKTYPHPOBAHHBIX IIEKapCTBEHHBIX CPEACTB IO  pe3yibTaTaM aHalH3a
JHTEePaTYpPHl
HeobxoauMmeie PafoTats ¢ KaTaloraMi HayTHEIX H HAyYHO-TEXHHYECKUX OHOIHOTEK
yYMEHHS Paborars ¢ OazamMm JAHHEIX B 00JacTH XWMMHH, XHMHYECKOH TEXHOJIOTHH,
dapMalleBTHYECKON TEXHOIOTHH, SHONOIHH M HAHOTEXHOMOTHH
PaGoTath ¢ TeXHHYECKOH JIHTEPATYPOil HAa AHTIIMACKOM S3BIKE
0606mars H aHAJIK3UPOBATh HAYYHO-TEXHUYECKYIO HHGOPMAILHIO B 00IaCTH XUMHH,
XAMAYecKOol  TexHomoruW, (papManeBTHYSCKOH  TEXHOJNOTHHM, OHONOTHH H
HAHOTEXHOJIOTHH
Cocrapimsith 0630psl HAYIHO-TEXHUYECKOH JINTEpaTypsl
Heobxonumele OtpacneBbie CTaHAAPTH, TEXHAYECKHE YCIOBHA U BEOPMATHBEL HA COCTABBI, METOIBI
3HAHHA NONYYcHUss W OMNpeleNicHHe nokaszatelell KayecTBa HaHOCTPYKTYPHPOBAHHBIX
JICKApCTBEHHBIX CPEACTB
TpebopaHus  OOIIErocyJapcTBEHHBIX  34KOHOJATENBHBIX  AOKYMEHTOB MO
GapMOKONIeM K HCXOAHBIM AaKTHBHEIM (apMalleBTHYCCKHM CyOCTaHIMAM H
BCIIOMOTATENIFHBIM BEIIECTBAM
dapmakonefiHEle TpeGOBaHHA K  CBIPBIO, MOJNYNPOAYKTaM M TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTRCHHEIM CPEICTBAaM
OCHOBHBIE NOJMKEHUS MEXKAYHAPOAHBIX M HAUHMOHANBHBIX CTAHAAPTOB KauecTBa
JEKAPCTBEHHBIX CPEICTB, KOTOpbIE OTBEYAIOT €€ Ha3HA4YEHHIO, PETHCTPALHOHHOMY
J0Che M cnerpdpuKaliu
OcHOBHBIE TEXHONOTHH H METOAB M[ONYYEHHS  HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB
Crocobsl U BO3MOKHOCTH MOMCKA HAyYHOH M HayTHO-TEXHHUYECKOM JIMTEPAaTYpH B
obnacTy pa3paboTKi M MPON3BOACTBA JCKAPCTBEHHBIX CPEACTE
Texnuyeckuit aHrnHicKHU#M A3HIK B 001aCTH pa3pabOTKH JIEKAPCTBEHHEBIX CPEACTB
TpeGopanusi CaHHTApHOLO PeXHUMa, OXpaHHl Tpyda, MOXapHo#l GesomacHoctH,
OXPaHEI OKPYKAIOLIEH Cpeibl
ITopsapox AelicTBUi NpHA Ipe3BEMYANHEIX CHTYaLHAX
Hpyrue -
| XapaKTEepHCTHKH
3.2.2. Tpynosasn pynkmus
Bri6op chipbs H MAaTEPHATIOB 1A Voosems
s Tm—— e A HAHOCTPYKTYPHPORAHHEIX Kon B/02.5 (non];ponenh) 5
JIEKAPCTBEHHBIX CPE/ACTE B KBATHOUKALIHH
COOTBETCTBHH ¢ HX Ha3HAYCHHEM
roodene , Opmas X | e
Kon opurasana  PerucTpauHOHHBIA HOMep
npodeccHOHANEHOTO
CTaHAAPTA
TpyaoBeie Onpenieesiyie U BHIGOP OCHOBHEIX KOMIOHEHTOB pa3paGatsiBacMoll JEKapCTBEHHOM
JAeHCTBUSA (opMEI HAHOCTPYKTYPHPOBAHHEBIX JICKAPCTBEHHBIX CPEACTR

OnpenenenWe ®  BRIOOp  BCIOMOTATENBHEIX  BENIECTB  pa3paGaThiBacMOH
JIEKAPCTBEHHOM GOPMBI HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPENICTB

Honbop wuHbOpMAIME O BOIMOKHBIX IOCTaBIIMKaX H CTOHMOCTH CBIpbd H
cyGCTaHIMY UL CO3/IaHHS HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
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AHamM3 CBEACHMM © (PUIMKO-XHMHYECKMX M TEXHOJNOTHYCCKHX CBOHCTBax
cyOcTamnmit ¥ BCOOMOTATENBHBIX BENICCTE pAa3sMMYHBEIX TOPrOBBIX Mapok H
NPOH3BOAMTENEH UM CO3/IaHHA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HeobxomumMeie
yMeHHAs

AHANH3HPOBAaTh  PBIHOK  CHIpbA A1 CO3MAHHS  HAHOCTPYKTYPHPOBAHHBEIX
JCKapCTBeHHBIX (opM (apMalleBTHYECKOTO Ha3HAYEHHSA

OleHHBaTE OXHMAAEMBI BKNAI H BnugHHe (apManmeBTHYeckod cyOcTaHIMH K
BCIIOMOTATC/BHEIX BEMECTB, B TOM YHCIE€ HAHOCTPYKTYPHUPOBAHHEBIX, Ha KayeCTBO
rOTOBOM JieKapCcTBEHHOR (POpPMEI

OneHUBAaTL AOCTYNHOCT H Lielecoo0pa3sHOCTE HCMONB30BaHUA (dapManeBTHYeCKol
cyOCTaHIMH H BCIIOMOTATENbHBIX BEIIECTB, B TOM YHC/IC HAHOCTPYKTYPHPOBAHHBIX, B
rOTOROl JIeKapcTBEHHOH (opme

OueHHBaTE TEeXHOMOTHYECKYID BO3MOXKHOCTH BBITYCKA HAHOCTPYKTYPHPOBAHHOHN
¢apManeBTHIECKOH cyOcTaHIAK

PaboTaTh ¢ TEXHHYECKOH TUTEPATY POl Ha AHITHACKOM A3bIKe

HeobxoamMere
SHAHUA

OTpacineBble CTAHAAPTEL, TEXHHYECKHE YCJIOBHA U HOPMATHBEI HA COCTAaBHI, METOMHI
NOJYYEHHs M CBOHCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEICTB

Tpe6oBarmns ofmerocyIapcTBeHHEIX 3aKOHOAATENLHBIX JOKYMEHTOB MO (apMOKOIeH
K HCXOOHBIM AaKTHBHBIM ¢(apMaleBTHYCCKHM CYOCTaHLMAM H BCIOMOTATESILHBIM
BELIECTBAM

OCHOBHBIE TIOJOKEHHS MEXIYHAPOAHBIX H HAIMOHANBHEIX CTAHAAPTOB KadecTBa
NEKAPCTBEHHBIX CPEACTB, KOTOpPHIE OTBEYAIOT €€ HAa3HAUCHHIO, PETHCTPAIIHOHHOMY
AOChE H CIeHPHKAIIY

OCHOBHBIE TEXHOJIOTHH MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX (PapMalieBTHIECKAX
COCTABOB

Ilpapuna  SKcIIyaTtanuu  Ja0OpaTopHOro,  ONBITHO-MPOMBIIUIEHHOTO M
NPOMBIIITIEHHOT O TEXHOJOTHYECKOTO obopyaoBaHuA A MONYIeHUA
HaHOCTPYKTYPHPOBAHHBIX JIGKAPCTBEHHLIX CPEACTB

dapmakoneiinbie TpeGOBAHHA K CHIPBIO, MOMYNPOAYKTAM H FOTOBEIM JIEKAPCTBCHHBIM
(dopMaM HAHOCTPYKTYPHPOBaHHBIX (apMalleBTHIECKHX COCTABOB

Texumueckuil aHrnuiicknii A36IK B 001aCTH pa3spabOTKH JNEKAPCTBEHHBIX CPEACTB

TpeGoBaHHs CAaHATAPHOTO peXUMa, OXPaHb! TPya, MoXapHON 6e20MacEOCTH, OXPaHbL

Hpyrue

XapaKTepPHCTHKH

OKpyXaromei cpelbl

3.2.3. Tpyasosas pyHkuusg

BriGop Texaonorid 1 o60opyAoBaHuA
JUTA TONYYSHHUA 3KCIIEPAMEHTAIBHBIX y
. POBEHb

COCTaBOB 1101 TOB H N'OTOROH
HanmeHoBaHHe YAPOAYK Koxa B/03.5 {noaypoBeHs) 5

NexapcTBeHHOH GopMBI KpanadHKaUMH

HAHOCTPYKTYPHPOBAHHBIX

JICKAPCTBEHHEIX CPENICTB

!
Tpomexoxaetiite { Opurunan X 3aKMCTROBAHO H3 OPHTHHALA
Tpynoeoil GyHKORR | )
Kon PervcTpalMoHHEIR HoMep
OpHrHHANA npodeccHonansHero
CTaHAApTa

Tpynoseie AHaIH? BO3MOMKHOCTEH METONOB H3NOTORJICHUA JKCHEPHMEHTANBHBIX COCTABOB H
JAehcTBHSA TOTOBHIX JIEKApCTBEHHBIX JOPM HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEACTB €
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YYIETOM MPpEANONaracMoro Myt BBEJIEHHA B OPraHu3M, OO3H, (1)“3HKO-XHMH‘-ICCKHX H
TEXHOIOIHYECKHX CBOHCTB CBIPbA H CY6CTEIH1(HH

IMon6op nudopmManmu 0 BOIMOKHBIX HOCTABIMIMKAX H CTOUMOCTH 000OpYIOOBaHHS Jist
BRIOpAHHBIX TEXHONOTHI MNONYYEHHS HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHEBIX
CpeICTB

BriGop TexHonorudeckoro o0opymoBaHHsS A H3TOTOBJEHHS DKCIIEPAMEHTANIBHBIX
COCTABOB NOJYIPOLYKTOB H roTOBOM JNEKAPCTBEHHOH dopmMEl
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPENCTB

HeobxonnmMeie
YMCHUS

[Mopbupare nalopatropHoe H  ONBITHO-IPOMBIIUIEHHOE o0OpyHOBaHHE IS
KOHKpeTHOH 1enu mnpd  pa3paloTKe TOTOBBIX  JEKapCcTBEHHBIX  dopM
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

IIpoBOANTE aHAMH3 PHIHKA 0GOpPYAOBAHHA UL CO3AAHHA HAHOCTPYKTYPHPOBAHHLIX
JEKAPCTBEHHEIX dopM dapMalleBTHIECKOro Ha3HA4eHHS

PaboTtarh ¢ TexHA9ECKOH IUTEpaTYpPOH Ha AaHTNIHICKOM A3BIKE

Pa3paGaThiBaTh  yCOBEpPUICHCTBOBAHHBIC TPAIHLUMOHHEIC HAM HOBBIE  BHIBI
TEXHOJNIOTHH  [ONy4YeHHS  HAHOCTPYKTYPHUPOBAHHBIX  JIEKApCTBEHHBEIX  GOpM
(hapMaLeBTHYECKOTO HA3HAYEHHUs ¢ HCIIOJIB30BAHHEM BRIOpaHHOro 060pyAOBaHUS

AnanTApoBaTh BEIOpaHHBIE COCTABBHI M TEXHONOIHH K TEXHHYECKHM OCOOEHHOCTAM
TPAEMIAOHHOTO MM HOBOro faGopaTOpHOIO H ONBITHOrO OCOpYAOBaHHA A
TIONMY9EHHA HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX GopM (papMaleBTHUECKOTO
HasHadeHHA

HeobxoanMmerie
IHaHUA

OTpacneBsie CTAHAAPTHL, TEXHUUECKHE YCIOBHS H HOPMATHBH HA COCTABHL, METOOHI
MONyYeH s H CBOHCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TpeGopanus  oOmerocyJapcTBeHHBIX  3aKOHOAATEILHEIX ~ JOKYMEHTOB IO
dapMoKkonen K HCXONHBIM aKTHBHBIM (apMaleBTHYeCKHM CYOCTaHIHAM H
BCIIOMOTATCIIBHEIM BEIIECTBAM

OcHOBHBIE TONOXKCHHA MCEKIOYHAPOOAHBIX H HAIHOHAIBHBEIX CTAHOAPTOB KadcCTBa
JIEKapCTBEHHBIX CPEACTB, KOTOPBIC OTECHAIOT €€ HasHAYCHHIO, PECHCTPAUHOHHOMY
JOCBEC H CHCHHC]}HK&I[HH

dapmaxoneiinbie TpeGOBAHUA K CHIPBIO, NONYHNPOAYKTAM H FOTOBBIM JICKAPCTBEHHBIM
(dbopMaM HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPe/ICTB

[Mpasrjia SKCIUTYaTallMH 000OpYAOBAHKS AJIS POH3IBOACTBA HAHOCTPYKTYPHPOBAHHEIX
NEKAPCTBEHHBIX CPEACTB

TeXHONOrHA NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX TEKAPCTBEHHBIX CPEICTB

TexHuveckuil aHrMUACKAI A3BIK B 001aCTH pa3palOTKH JIeKapCTBEHHBIX CPSACTE

TpeGoraHus caHMTApHOrC peXXHMa, OXpaHBl TpyIa, MNOKApHOH O€30IAaCHOCTH,
OXPaHBbl OKPY>KArOMER Cpeiibl

Apyrue
XapaKTepHCTHKH

3.24. Tpyaoran dpyaxkous

Beibop MeTomomornu naGopaTopHHX
HCIBITAHUH SKCIICPUMEHTANBHBIX

YpopeHn
Hatveropaye | COCTABOB HOMYTIPONIYKTOB H COTOBOit Kon B/04.5 (HoypoBeHs) 5
NeKapCTBEHHOM GOpPMEBI KBATHbHKALNH

HAHOCTPYKTYPHPOBaHHBIX
NIEKAPCTBEHHEIX CPeJICTB




[MpoucxoxaeHue
TpyaoBoi QYHKUUH
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. 3aHMCTBOBAHO H3

Opurusan - X | OpHIHHANA

Koz opurinana  PerncTpaumoHHBI HoMep
npoecCHOHANBHOIO
CTaHHapTa

Tpyznosele
HEHCTBHSA

Hccnemopaine H aHAIM3 CYIIECTBYIOMIMX METONOB H METOXHK MpPOBEICHHS
naGopaTopHBIX HCNBITAHMI SKCOEPAMEHTANBHEIX COCTABOB NOJIYNPOAYKTOR H
TOTOBOI IEKAPCTBEHHOM HOpMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

Bribop mufo pa3paGoTka HOBRIX METOJOB H METOQHK HpoBeeHHs NabopaTOpHEIX
HUCHOBITAHMA  SKCIEPHMEHTANLHBIX  COCTABOB  HMOAYNPOAYKTOB H  TOTOBOM
JICKAPCTBEHHOM (POpMEI

lloaGop wHpOpMaHH O  TEXHHYCCKHX  OCOOEHHOCTAX,  MOCTABLIMKAaX,
dYHKLIMOHANBHBIX BO3MOXHOCTAX M CTOMMOCTH 00OpyZOBanMs A BHIOpaHHOM
TEXHOJIOTHH H3TOTOBIEHHUS

BriGop cpelcTB H3MEPCHHM, HCHBITATEFHOTO H BCIIOMOTaTeIbHOTO 000pynoBaHUS
s npoBedeHHs JNaGOPaTOPHBIX HCNBITAHAH 3KCHEPHMEHTANBHBIX COCTABOB
NOAYIIPOAYKTOB K TOTOBOH JeKapcTBeHHOW GOpPMEI HAHOCTPYKTYPHPOBAHHEIX
J€KapCTBEHHEIX CPENICTB

IIpoBenenne CAOKHBIX NabOPATOPHBIX HCIBITAHHA HKCIEPHMECHTANIBLHEIX COCTABOB
NONYNPOAYKTOB M TOTOBOH INeKapcTBeHHOH (OPMBI HAHOCTPYKTYPHPOBAHHBIX
JNEKAPCTBEHHBIX CPEACTB

IIpoBeneHHe CpABHHTENBHOH OLEHKH IMOJYNPOAYKTOB H ToToBoH  (opMEHIL,
IOJYYEHHEIX c OOMOIIBIO pas’UYHBIX TEXHOJIOTHH H3TOTOBICHUS
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPE/ICTB

Beibop ONTHMAJILHOTO COCTaBa T'OTOBEIX TEKAPCTBEHHBIX dopm
HAHOCTPYKTYPHPOBAHHBIX AEKAPCTBEHHBIX CPEACTB

OdopMncHue  HOPMATHBHO-TEXHAYECKOH  MOKYMEHTAMH  HAa  TOTOBYIO
JIeKapCTBEHHYIO (OpMY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHRIX CPE/ICTB

Heobxoqumeie
yMEHRA

Bribupars naopaTopHile METOOHKH A aHAIA3a IOJYNPOAYKTOB H TOTOBBIX
NEKapCTBEHHHX (OpM  HAHOCTPYKTYPHPOBAaHHEIX  JISKApPCTBEHHBIX  CPEJCTB,
BHIOHpAaTs HEOOX0AUMOE I STHX METOIHK 00opyAcBaHKe

CoBepIIeHCTBOBATE H3BECTHHIC WM pa3pabaTHBaTh HOBBIC NaGOPaTOPHEIE METONHKH
aHaJIH3a TIONMYTIPOAYKTOB 0 FOTOBBIX J€KAPCTBEHHBIX dopm
HAHOCTPYKTYPHPOBAHHELX JIEKAPCTBEHHBIX CPEACTB

TlpoBOANTEL aHATH3 PHIHKA PEAreHTOB, MATEPHANIOB H JAa0OPaTOPHOro 0BOpYAOBaHHUS
ang  AabopaTOpHBIX HCTIBEITAHHNA MONYNPOAYKTOB H  HAHOCTPYKTYPHPOBAHHBIX
JeKapcTBeHHBIX hopM dapManeBTHIECKOTO Ha3HAYCHHA

PaGoTaTh Ha  COBPEMEHHOM  KOHTPONLHO-H3MEDHTENBHOM  naGopaTopHOM
oBOpyOBaHHH JUIS aHAH33 HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTE

AHaIH3HpOBaTh IIOKA3aTe)ld KayecTBa M CBOHCTBA HAHOCTPYKTYPUPOBAaHHBHIX
NeKapcTBEHHBIX CpPeACTB WIS BHIOOpPAa ONTHMANBHOTO COCTABA M TEXHOJOTHH
MOMyYEHANA

PaboTarh ¢ TeXHHYECKOil MUTepaTypol Ha ABTNHHCKOM A3BIKS

Heobxognmeie
SHAHHASN

OTpacieBblc CTAHAAPTHl, TCXHHYECKHE YCNOBMS H HODMATHBBl HA COCTaBBl H
ONpeNe/ICHHE TOKazareNell KayecTBa HAHOCTPYKTYPHPOBAHHBIX NEKapCTBEHHBIX

CPE/ACTR

TpeGoBanmus  OOLIETOCYHAPCTBCHHBIX  3aKOHORATENBHBLIX ~ AOKYMEGHTOB 1O
dapMokomem K HMCXOJHBIM AaKTHBHBIM (bapMALEBTHYECKHM CyOCTaHUMAM H
BCIIOMOTaTeNbHBIM BEHIECTBAM

OCHOBHBIE TOJIOXKEHHS MEKOYHAPOIHLIX H HAIMOHAJBHBRIX CTAHOAPTOB Ka4decTBa
JNeKapcTBEeHHBIX CPEACTB, KOTOPBIC OTBEYANOT €€ HASHA4YCHHIO, PErHCTPAOHOHHOMY
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AOCHE H CeH(pUKaIH

dapMakoneiinpie TpeGOBaHAS K CHIPBIO, MOIYNPOXYKTaM H FOTOBBIM JIEKAPCTBCHHBIM
dopMamM HAHOCTPYKTYPHPOBAHHBIX GapMaNleBTHYECKHX COCTABOB

dapMmakoneiiHble W TexXHWYeckHe TpeOoBaHHAs K peareHTaM, MaT¢pHalaM H
naGopaTopHEIM OpuHOOpaM N4 KOHTPOJ KAyecTBa HAHOCTPYKTYPHPOBaHHBIX
(hapmaeBTHUYECKHX COCTABOB

Mertoner pafotst ¢ npubGopamMu H o0OpyIoBaHHEM UL KOHTpONA KadecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, METOALl HX KalnAOPOBKH H
KBATH(HKALHH

®dapMakonieiiHble METOAH! OlpefieNcHus $PapMaKo-TEXHONOTHIECKHX XapaKTepHCTHK
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TeXHOJIOTHs MTPOM3BOACTBA HAHOCTPYKTYPUPORAHHEIX (hapMaleBTHYECKHX COCTaBOB

Texruueckuit aHrMuickmit 43HIK B 00NacTA pa3paboTKH JNEKAPCTBCHHBIX CPEACTR

TpeGoBaHHMA CAHHTApHOrO PpeXHMa, OXpaHbl TpyJa, MOXKapHOH Ge30macHOCTH,
OXpaHbl OKPYXKAIOLIeH cpebl

Hpyrue
XApaKTEPHCTHKH

3.2.5. Tpyaosas pyHKOHS

O06paboTKa pe3ybTaToOB
nabopaTOPHBIX HCILITAHUE CHIPBS 1
IKCHEPHMEHTAILHBIX COCTABOB YpopeHs

HaumeHopanue | HAHOCTPYKTYPHPOBaHHBIX Koa B/05.5 | (nonyposeHs) 5

JIEKAPCTBEHHHIX CPEACTR ¢ MOMOINBIO KBanHQHKALUNH
CTAHAAPTHEIX MaTeMaTHYCCKUX H
CTAaTHCTHYECKHX NPHEMOB H METOAOB

ITpoHcxoxaeHHe
Tpya0BOH PYHKLMH

Opurunan X | 3aMMCTBOBAHO H3 OPUTHHANA

-

Koa PeructpaunoHHeli
OpHICHHATa HOMeEp
npogdecCHOHANBHOTO
CTaHAapTa

Tpynoseie
AEHCTBHSA

TIoArOTOBKA  SKCMEPHMEHTANBHBIX  JAaHHEIX O  CBOMCTBaX  00pasioB
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB JUIA MOCTEAYIOmEeH HX
00paboTKH B CTATHCTHYECKHX MPOTpaMMax

Onuenka MOTPENTHOCTH 3KCIEpUMEHTa H 00paGoTka pe3yNsTAaTOB H3MEPEHHH
CBOMCTBE HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPEACTB ¢ PacueTOM CPEAHEro
3HAYEHHs M JIOBEPHTEIILHOTO HHTEpBAa

COCTaBlIeHHE CBOABBIX TaONHL M TOCTPOCHHE AHAIMTHYECKHX TIpadHKOB N0
pesynsTaraM  o0paGoTKM  DKCHEPHMEHTAIBHBIX  JNAaHHBIX O ¢BOiicTBAX
HAHOCTPYKTYPHPOBAHHBIX NEKapCTBCHHBIX CPE/ICTB

Benense  nabopaTopHOro  xXypHana, odopmieHHe  JOKyMEHTaUHH IO
MATEMATHYECKOH H CTATHCTHYecKolM o006paboTke pesyhTaToB HCCIENOBaHHI
CBOMCTE HAHOCTPYKTYPHPOBAHHAIX JIEKAPCTBEHHBIX CPEACTB

HeoOxoaumMeie
YMCHHS

PaGotats ¢ NOpoTpaMMHBIM o0ecmeyeHueM JaGOpaTopHOTO — aHANMTHYECKOTO
0bOpyOBaHUA Ul KOHTPOJA KageCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB

Pa6oTarh ¢ mporpaMMHBEIM 00¢criedeHHeM I MATEMATHYECKOTO H CTATUCTHIECKOro
AHAIM3a pe3yNBTATOB OKCIEPHMEHTAILHOTO OMpeneNeHHs IMOKAa3aTeNicH KauecTsa
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HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTR

[MpoBoanTe NEPBAYHYIO MATCMATHYECKYH) H  CTATHCTHYECKYIO 0OpaboTKy
Pe3YNBTATOB  IKCIEPHMEHTABHOTO  ONpENENCHHA — ToKasarenelfl  kauecTba
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHDBIX CPEICTE

OdopMIATE TOKYMEHTAOHIO IO MATEMATHYECKOMY M CTaTHCTHYCCKOMY AHAINM3Y
CBOHMCTB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

HeobxonuMbre
3HAHHS

OTpac/icBrle CTAHAAPTHI, TEXHHYECKHE YCIOBHS M HOPMAaTHBEI Ha ONpEAEICHHE
noKazaTeiell KauecTBa HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

TpeGopanns  oblIErocymapcTBEHHEIX — 3aKOHOJATENIBHBIX — AOKYMEHTOB IO
¢apMoKOIIeM K HCXODHBIM aKTHBHBIM (apMalleBTHYECKHM CYOCTAHLMAM H
BCIIOMOTATeIbHEIM BelIeCTBaM

OCHOBHEIC MONOXKEHAS MEXAYHAPOIHEIX H HAIMOHATBHBIX CTAHIAPTOB KavecTBa
JICKApPCTBEHHBIX CPEACTB, KOTOPHE OTBEYAIOT €€ Ha3HAYEHMIO, PErHCTPALIHOHHOMY
JOCHE M cemu(pAKaLiH

Meromsl paboTel ¢ mporpaMMHBIM 0oOecliedeHHeM NabopaTOpHEIX HPHGOPOB,
IpHMEHSIEMEBIX JJIA ONpefieNeHds MoKa3aTelieli kayecTRa HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEBIX CPEJICTE

Mertoasl 00paboTKH pe3yNbTATOR 3KCHECPUMEHTANBHOTO ONPEACTICHHs MOKa3aTenei
KayecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEIICTB

Ilopsgok  COCTABNEHHS  TEXHAYECKOH  OTYeTHOHM — JOKYMEHTAUMH MO
MAaTeMaTHYECKOR H CTATHCTHYECKOHM 00paboTKe pesynbTaTOB HCCHEMOBaHUM
CBONCTB HAHOCTPYKTYPHPOBAHHBIX JIEKAapCTBEHHBIX CPEACTR

TpeoBaHHA CAHHTAPHOIO PeKHMA, OXPaHBl TPyAa, MoxapHoH Oe30NmacHOCTH,
OXpaHbl OKPYKAIOWIEH CPENIbL

Hpyrue

XapaxKTCpHCTHKH

3.2.6. Tpynosas gynkuus

IpoBeaeHye 3KCIICPHMERTOB I

YposeHb ‘

BAMAALIUHN TEXHOIOTHYESCKOrO
HanmeHoranne | MPOLIECCA H METOMK KOHTPOIIA Kon : B/06.5 (nopypoBeHs) ; 5
Ka4y€CTBA HAHOCTPYKTYPHPOBAHHBIX keankduKaukg [
JEKAPCTBEHHEIX CPEICTR
MpoucxoxaeHAe | Opurwnan X 3aHuMCTBOBAHO H3
Tpyaoeoit GyHKUAM o OpUTHHANA -
Kon opurunana  PerHcTpallHOHHEI HOMEp
npodeCCHOHANBHOrO
cTaHpapTa

Tpynosrie
OeHCTRHA

Paspaforka 3zajaHus s cOopa SKeMepHMEHTaNbHOR MHGOpMALUMH [0 BaNHIALUH
TeXHOJIOTHYECKOTO nopoluecca n METOJIHK KOHTPOJA KauecTBa
HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBCHHBIX CPEACTE

Brifop METOAMK BaJHJAUAH TEXHONOTHYECKOTO MNpOIlecca H METOMHK KOHTPOIA
KAYeCTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPE/ICTB

OcymecTBNeHHe HEOOXOMMMBIX PAcueTOB Ui OLCHKH OapaMeTpoR BaTHIALHH
TEXHONOTHIECKOTO mpoLecca H METOIHK KOHTpOJIA KayecTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/CTE

CocTaplieHHE TOPOTOKOJIOB BaNMEalHH  paspabaTeiBaeMBIX METOIMK aHAIH3a
HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPCACTB

OdopMiieHHe oTdeta [0 BATHAALNH TEXHONOTHYECKOTO Mpouecca H METOMHK
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KOHTPOJIS KA4eCTBa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB

: HeobxomuMele IpoBoauTh  OGOCHOBaHHEIH  BEIOOp MOAXOAAIIMX  METOAUK  BaMIALHH
yMeHuUs TEXHOJIOTHYECKOT0 mponecca H METOIHK KOHTPOJIA KayecTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPECTB

[Tonb30BaThC MATEMATHYECKHMM W CTATHCTHYCCKHMH  MeTodaMH  0o0paGoTKH
PE3YJILTATOB KCIIEPIMEHTA

Pa6orats ¢ TEXHHYECKOH THTepaTYpOH HA aHITIHACKOM SA3BIKE

TMopsAmoK cOCTaBleHHS TEXHHYECKOH OTYETHOH MOKYMEHTAaUMH IO BalHAALAM

TEXHOMOTHUYECKOTO nporecca H METOAHMK KOHTPOJIA KayecTna
HAHOCTPYKTYPHPOBAHHBIX JCKAPCTBEHHHBIX CPEACTE
Heobxoanmere OtpacieBbie CTAHAAPTEL, TEXHUUSCKHE YCIOBAA H HOPMATHBH HAa COCTABBLI, METOIEI
3HaHHS NOIY4YEHHs ¥ CBOMCTBA HAHOCTPYKTYPHPOBAHHBIX JE€KAPCTBCHHBIX CPENCTB

TpeGoBannss  oOIIerocyJapCTBCHHEIX — 3aKOHOZATENBHBIX  JAOKYMEHTOB IO
¢apMOKOIleH K HCXOZHBIM AaKTHBHEIM (papMaleBTHYECKUM CyOCTaHUMAM H
BCIIOMOraTe/IbHBIM BEMECTBAM

OCHOBHBIE TONOXEHHS MEKIYHAPOAHBIX W HAMOHANBHLIX CTAHAAPTOB KauYeCcTBa
JIEKAPCTBEHHBIX CPENCTB, KOTOPHIE OTBEYAIOT €€ HABHAUCHHIO, PETHCTPAUOHHOMY
JIOCKE H cenH¢UKalHH

MeTo/ib BAHAALMH B hapMaumn

TexHnueckuil aHrTHICKHI A3EIK B 00JIaCTH pa3paboTKH JIEKAPCTBCHHEIX CPENCTE
IMopsanok cocTaBieHus! OTYCTHOH JOKYMEHTALIHH: aKTOB, OPOTOKOIOB HCCIIEAOBAHMH,
AHAJIATHIECKNX OTYETOB

TpeGoBanus CaHHTAPHOrO pEXHMA, OXpaHEI TpyHda, NOXapHOH Oe30MacHOCTH,
OXpaHBI OKpYXKaloIeH cpebl

Jpyrue -
XapaKTCPUCTHKA
3.2.7. Tpynoras pynknus

T[ToATOTOBKA IMPOEKTA 3AKTOYEHHSA O |

TeXHHYECKOH BOSMOYKHOCTH H

1eN1ecO00PasHOCTH BBITYCKA OTBITHOM v

pOBEHB

MApTHH HOBbLIX
HaumeHoBaHHe Koa | B/07.5 (moaypoBeHb) 5

HAHOCTPYKTYPHPOBAHHBIX KnanuduKaLHH

NEKAPCTBEHHEIX CPEICTB HA OCHOBAHHH

aHAIH3a HAYTHO-TEXHHYCCKOH

JIHTEPaTYpPhI

: JAHMCTBOBAHO H3
IpoHcxoxaeHHE | Opurmsan X BAHO
Tpyaoeoil hyHKkuMH oppurywana
Koa oprrudana PernctpaunoHHEI i HOMep
npodeccHoHanbHOro
cTaHoapta

Tpyaorsie OtopMIeHKe AHATATAYECKOTO 0630pa 110 IUTEpaTyPHOMY TOHCKY B 00MAacTH HOBBIX
OeiicTBHA COCTABOB M TEXHOJOTHH TPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIeKAPCTBEHHBIX

CpEACTB

O¢opMieHHe ZOKYMEHTOB JUIA OTYETA O BEIOOpE MOAXOAAMEr0 ChIPES H MaT¢PHATIOB
JUTS H3TOTOBNIEHHS HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHEIX CPEICTB

OdopMncHEe JOKYMEHTOB A OTYETa O BHIOOpe METOAOB M 00OpYROBAHHA JULL
M3rOTOBJIEHHS OSKCIEPHMEHTAJABHBIX COCTABOB MONYNPOAYKTOB H  TOTOBOH
NEKapCTBEHHOM (HOPMbI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
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OdopMiteHHe TOKYMEHTOB JUIA 0T9eTa O BEIGOpe METOIOB, METOOHK H 000pyIOBaHNA
A1 NpoBeAcHHs mabOpaTOPHEIX HCIBITAHHH 3KCICPUMEHTANBHBIX COCTABOB
HOJYHPOAYKTOR M TOTOBOH JieKapcTBeHHOH ¢opMBbl HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPe[ICTB

OdopMnenne JOKYMEHTOB M  OTYETA Ha OCHOBE TEXHONOTHYECKHX H
aHAIIMTHYECKHX HCCTIEIOBAHHIA TOTOBOM JIeXapcTBEHHOM (hopMBl

HAaHOCTPYKTYPHPOBAHHBIX JIGKAPCTBCHHEIX CPEACTR

OdopMiIeHHe NOKYMEHTOB [UIS OTYeTa © BHINONHEHHBIX HCCACHNOBAHHAX B
COOTBETCTBHH ¢ TpeGOBaHHWAMH pPETHCTPALHOHHOTO [OChe B (opMmare oOmero
TEXHHYECKOTO JOKYMeHTa

Heobxoxumeie
YMEHHA

AHanmM3NpoBaTh  HAYYHO-TEXHHIECKYI0  HMHGOPMAlHi0 AN COCTAaBICHHS
AHAIHTHYECKHX OTYeTOBR B OONACTH mMOHMCKa HOBLIX COCTABOB H TEXHONOIHH

MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX IEKAPCTBEHHBIX CPEACTR

Pabotats ¢ nporpaMMHEIM O0€CIICUeHHEM /I8 MATEMATHIECKOI0 aHaIH3a Pe3yIbTaToB
IKCTIEPHMEHTAIBHBIX ~ HCCHCAOBAHME  HAHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX

CpeAcTB

PaboTaTh ¢ TeXHIYECKOMH THTepaTypoH HA aHLIIHACKOM SA3bIKe

IMopsinok cocTaBieHHa TEXHUYECKOH OTYETHOH JOKYMEHTAlMH

Heobxonumere
SHAHHA

OTpacrieBLIE CTAHAPTHL, TEXHHYECKHE YCIOBHA M HOPMATHBE! HAa COCTABHIL, METOJBL
TNOJTY4eHHs] M CBOHCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TpeboBanus  oOmerocyfapCTBEHHBIX — 3aKOHOJATENBHBIX  AOKYMEHTOB IO
dapMokomerm K MCXOOHBIM AKTHBHEIM (apMalleBTHUYCCKHM CYOCTaHLMIM H
BCIIOMOT-ATEIBHBIM BEIIECTBAM

OCHOBHEIE TIONOXCHHS MEXAYHAPOAHHIX M HAILHOHAIBHBIX CTaHJAPTOB KAYeCTBa
JEKapCTBEHHBIX CpPeJICTB, KOTOpble OTBEYAIOT €€ Ha3HAYCHHIO, PErHCTPAUHOHHOMY
JOCHE H CrIelHQuKalLin

TpeGoanus K GOPMHPOBAHHIO PETHCTPALIHOHHOIO J0Che HAa KOMILUIEKT JOKYMEHTOB
conepxamuii BClO HHGOPMAIHIO O JIEKApCTBEHHOM CPEJICTBE

Meroae 06paboTKH HayYHO-TEXAHYecKoi HHpopMaIun

Merogel paboTsl ¢ mporpamMMEBIM ofecredeHueM JabopaTOpHEIX NpuOOopoB mnd
onpesfenenns IMOKasaTelell KadecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEBIX
CPEACTB

IMpHHUMNE  cOCTaBNEHHS  OTYETHOH  JOKYMEHTAllHH: AaKTOB, NPOTOKONOB
HUCCNENOBARHN, AHATHTHISCKHX OTYETOR

Texunueckuii aHMTHNCKHI 36K B 001aCTH pa3paboTKH JIEKapCTBEHHBIX CPEACTB

TpeGoBaHHMa CAHHTAPHOTO pEXHMA, OXpaHBl Tpy/a, NOKapHOH Oe€30MacHOCTH,
OXpaHBl OKPYXaKMmeER Cpelbl

 Npyrne
| XapaKTepHCTHKH

3.3. OGoomennasi TpyaoBas GyHKIHSA

Vnpasnenue pa3paboTRoi
enTypEl
H pettenTyp Ko C VposeHs | 6
auMeHOBaHHe | HAHOCTPYKTYPHPOBAHHBIX a onr—
TIEKAPCTBEHHBIX CPENICTB H
BBRITYCKOM ONBITHOM MapTW# 10 HEH
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TpoucxoxaeHne 3
ofobmeHnoft Opurunan X 3aUMCTROBAHO H? i
TPYAOBOIi . OpHrHHAA ;
¢ywxwna L ' i
Koa opurnnana PernctpaunonHElit HoMep
npodecCHOHANBHOTO
CTaHnapTa
Bo3MoxHBIE XHIMHUK-UCCICAOBATEI
HAHMEHOBaHHA Hmxenep-TeXHONOr NPOU3BOACTBEHHOTO YHaCTKA
ROIDKHOCTEH,
npodeccuit

TpebGoBanud k
0bpa3oBaHHIO H
00 yueHHIO

Briciice oGpazoparue — GakaaBpHaT

TpeboBanus K
OITBITY
HpPAKTHYCCKOH
paGoTH

He MeHee Tpex et paboThl B 00nactu pa3paboTku dapMaeBTHYECKHX COCTABOB

Oco0EIe ycnoeus
aomycka K pabote

IIpoxoxaeHue obszaTebHBIX IpeIBapHTENbHEIX (IPH NOCTYIUIEHHH Ha paboTy) H
NEPUOMYECKAX METHIHHCKHX OCMOTPOB (0OcIe10Ban i), a TAKKE BHEOUEPEAHBIX
MeJHIKHCKHX 0CMOTPOB (06¢/1e10BaHMil) B NOPAIKE, YCTAHOBIIEHHOM
3aKOHOZATeNECTBOM Poccuiickol Meaepanun

TIpoxoxIeHne HHCTPYKTaXa 0 OXpaHe TPy/ia M TeXHHKe 6e30MacHOCTH

Hpyrue

XapaKTePUCTHKH

HononuuteasHoe npodeccuoHanbHOEe 00pa3oBaHHE — NPOTPAMMBI IOBEILICHHS
KBAJINQHKALKH, IPOrpaMMbl NPodecCHOHANBHOM TIEPENOATOTORKE 1O IPohHIIO

JCATCIBHOCTH

JlonmonHUTeNbHBIE XapaKTEPACTHKH:

HaumeHnoBaHne Kon HaumenoBaHHe $a30Bo#i TPYNIBL, HOJDKHOCTH (IIpothecCH ) Ml
AOKYMEHTa CNENHANBHOCTH
OK3 2145 W HXeHEe pEI-XHMHKH
EKC - HrxeHep-TeXHONOT (TEXHOIIOT)
- HmkeHep o KauecTBY
OKIIOTP 22860 Vmkenep-xAMHK
25850 IlpoBmsop
27142 TexHomor
27392 XHMHUK
OKCO 1.04.03.02 | Xumus, pH3HKa U MEXAHHKA MATEPHAIIOR
2.18.03.01 | XuMHvecKas TEXHOJOTHS
2.28.03.03 | HamomaTtepnasl

3.3.1. Tpynoran pyaxous

HanmMeHoBaHHe

CocTtaBneHHe TEXHHYECKOTO 3a/[aHUsA
| Ha 38KYTKY, TPOCKTHPOBAHHE H

; H3rOTOBJIEHHE KOMILTEKTYIOIIHX U
OCHACTKH AJIA MPOM3BOACTEA HOBEIX
HAHOCTPYKTYPHPOBAHHEIX
NEKapCTBEHHBIX CPEACTB

YpopeHn
{noaypoBeHs) 6
KBanAgHKanHn

Kon C/01.6




[MpoucxoxaeHne
TpyAosoii HyHKLMK
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I Opurdpan X ! JauMCTBORAHO H3 OPHIHHANA

Kon oprrusana  PervcTpaumoHHbil HOMep
npodecCHOHANBHOTO
cTaHpapTa

Tpyaossie
JelcTBHA

H3syuenne U 06001IeHHE JOKYMEHTANKHA [UIS Pa3paboTKH TEXHHYCCKOTO 3alaHHA Ha
NoJyYeHHe HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

CocrasneHne Nepedts TeXHAYecKnX TpeOopaHuil, NPeNBABIACMBIX K OCHACTKE A
HOJIYUeHHS HAROCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEIICTR

CocTapnenne MepeyHs OCHOBHEIX TEXHOJOTHYECKAX TNApaMeTpOB, ONpEACIIAIOMINX
neneBoe  HCNONB30BaHHE W [PHMEHEHAE  OCHACTKM I TOJy4YeHHS
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

CoctasneHde mnepeuns TpeGOBaHMI K HAJEKHOCTH, YPOBHIO YHH(QHKaOHH H
CTaHJapTH3aLHH, Ge30MacHOCTH OCHACTKH UL MONYIeHNA HAHOCTPYKTYPHPOBAHHEIX
JIeKapCTBEHHBIX CPEJICTB

Pa3paboTka u odopMIeHHe YCIOBHI 3KCIUTyaTallHH, TpeOOBaHHMA K TEXHHUECKOMY
OOCITY’)KHBAHHIO H PEMOHTY OCHAaCTKH [N INONY4ECHUS HAHOCTPYKTYPHPOBaHHEIX
JICKApCTBCHHEIX CPE/ICTE

CocTaBncHue nepeds ZONOMHHTENBHEIX TpeGoBaHMl, SKOHOMHYECKHX MOKa3aTene
OCHACTKH /IS MOMyYeHNA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

OdopmneHse TEXHMYECKOTO 3aZiaHHs Ha HM3TOTOBNCHHE OCHACTKH M IOJYyYCHHA
HAHOCTPYKTYPUPOBAHHBIX NIEKAPCTBEHHBIX CPeJCTB M €ro COrNacoBaHHE

Heobxomumeie
YMEHUs

PaGotare ¢ 3CKH3aMH, cxeMaMH, TaONMHLUAMM, TE€XHOMOTHYECKHMH HHCTPYKLIHAMH,
KapTaMH TIpoiecca, HCOOXOmHMEIME U1 NMPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHLIX CPENICTR

- OueHABATH TeXHUYCCKHE TpeboBaHHs K MpOU3BOACTBY HOBHIX

HaHOCTPYKTYPHPOBAaHHEIX JIGKAPCTBEHHEIX CPeICTB

PaboTath ¢ TexHAIECKOH JUTEPAaTYpOH Ha aHTTIHACKOM SI3BIKE

O606ImaTh TEXHAYECKHE CBEACHUA U O(OPMIATE MPOEKT TEXHHIECKOTO 3ajlaHus Ha
MPOH3BOACTBO HOBEIX HAHOCTPYKTYPHPOBAHHEIX IEKAPCTBEHHBIX CPEICTB

HeobxonuMbie
3HAHAYA

OTpacneBsie CTaHAAPTHL, TEXHHYECKHE YCIOBHA M HOPMATHBHI Ha COCTaBBI, METOABI
ONYYEeHHs H CBOMCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Tpe6opaHus ofIerocyAapcTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB 10 (GapMOKOIEH
K HCXOZHBHIM AKTHBHEIM (apMalleBTHUeCKHM CyOCTaHIOHMAM W BCIOMOTaTeAbHBIM
BeIIECTBAM

OCHOBHBIC NOJOXKEHHS MEXTYHAPOOHBIX H HAIMCHANBHBIX CTaHIApPTOB KAveCTBa
JIEKAPCTBECHHBIX CPEACTB, KOTOpHE OTBEYAlOT €¢ HASHAYEHHIO, PETHCTPALHOHHOMY
OOChe H crenu(puKanuu

TexHoNOrHA, MeTOABI H OGOPYAOBaHME NPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
NEKaPCTBEHHBIX CPEACTB

dapmakonefiHble H TEXHONOTHYECKHE TPeOOBaHHA K CHIPHIO, IOMYNPOAYKTaM H
rOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBCHHBIM CPEACTBAM

Cranpaprsl, MONOXEHHs, HHCTPYKOHA 110  TEXHONOIHYeCKOH  IOArOTOBKE
NpoH3BOACTBA U OQOPMIICHHIO TeXHAIECKOH HOKYMEHTAlHH K HAJIEKHOCTH, YPOBHIO
yHAQUKAMM H CTAaHJAPTH3alHH, 0€30MacCHOCTH OCHACTKM [UIA  TOJyIeHHA
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEACTE

TexaudeckHil aHrmuicKmil A3bIK B 00J1acTH pa3spaboTKH JNEKAPCTBEHHBIX CPEICTB

Tpe6oBaHHs CaHUTApHOIO PEXHMA, OXPaHH TpyAa, MNOXapHOH Oe3omacHOCTH,
OXpaHEBI OKpYXKalollei cpejibl

Hpyrue

XapaKTePHCTHKH
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3.3.2. Tpynosas pynknns

HaumeHOBaHHE

KonTtpoib hapMaLeBTHYECKOH
pa3paboTku U BEIOOP pelienTypHI
rotopoll TekapcTBeHHOi GopMBI
HaHOCTPYKTYPHPOBAHHBIX
NeKapCTBeHHBIX CPEACTB

Vpobenb
(noaypoeexs) 6
KBaNH(HKALMH

Kon C/02.6

TTpoxcxoxIEHHE
Tpynoeoli ¢YHKUHH

3aHMCTBOBAHO H3

Opururan X OpHIHHANA

Koxn opurspana PeructpalMoOHHBIA HOMED
npodeCCHOHANEHOTO

cTaHaapTa

. TpynoBsie
aencTeud

KoHTponb onpefeNeHus (PH3HKO-XHMHYECKHX M TEXHONOTMYECKHX XapaKTePHCTHK
OONyYeHHBIX cyOCTaHmuil H BCTIOMOraTeNbHEIX BEHICCTB

KoHTpone H3roToBNEHAs MOIENBHEIX cMecelt  CyOcTaHLMi
BCTIOMOTATENIbHBIX BEINECTB

H  Pa3THYHBIX

Kontpons onpeaeneHud ¢HU3MKO-XMMHAYECKAX H TEXHONOIHISCKMX XapaKTepHCTHK
MOIENEHEIX cMecei

KonTtpons H3roTOBNeHHs JNabopaTOpHEIX 00pa3lioB TOTOBOH JIEKAPCTBEHHOM dopMl
HA OCHOBE BHIOpaHHBIX MOJENBLHBIX CMECEH

KonTponms onpenenesns GHI3UKO-XHMHMIECKHX H TEXHONOTHYECKHX XapaKTepHCTHK
nabopaTopHEIX 0OpasLOB TOTOBOH IEKapCTBEHHOM GOpMEI

IpoBepka CpPOKOB TORHOCTH NabOpaTOPHLIX OOpasHOB TOTOBOW NeKAapCTBEHHOH
¢OpMBI HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

KOHTpoNmh OpeAMETHO-KONHISCTBEHHOTO Y9eTa HAPKOTHYECKHX, INCHXOTPOMHEBIX
BEIIECTB H UX MPEKYPCOPOR

HeobxoauMble
yMeHHsA

AHANMMZUPOBATh CBOWCTBA CEIPBA, MPOMEXYTOMHBIX MPOAYKTOB H roTOBOI
neKapcTBeHHOH ¢GOpPMBI HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTE IO
METO/THEAM MONYUCHHA CYOCTaHIH H BCNIOMOTATENbHEIX BELIECTB

. HAHOCTPYKTYPHPOBaHHBIX

FOTOBBIX
Pa3THIHBIX

KouTponupoBarts A3TOTORJICHHE NPOMENYTOUHRIX H
NpOXYKTOB M3  CyOCTaHIHE  H
BCIIOMOTATeNbHEIX BEINECTR

TIpoBOAUTE IPEAMETHO-KOJIHYCCTBEHABIH Y4eT HAPKOTHYECKUX, NCHXOTPONMHEIX
BEILECTB H HX NPEKYPCOPOB

KOHTpOIHpOBATh NPaBHIBHOCTE SKCITyaTallHH J1abopaTopHOTO 0OOpYAOBaHHA A
NOJIYYeHHS M KOHTPOJA Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX JI€KapCTBEHHEIX CPEICTB

Heo0xoauMrie
IHAHHSA

OTpacrieBrle CTAHOAPTHL, TEXHHYESCKNE YCIOBHA H HOPMATHBEI Ha COCTAaBBl M METOIBI
NOJy4eHHs HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CpeICTB

TpeforaHus 00IErocyIapCTBEHHEIX 3aKOHOJATENBHEIX JOKYMEHTOB 110 GapMOKOMNeH
K HCXOMHBIM AKTHBHEIM (hapMameBTHUYCCKHM CyOCTaHIMAM H BCOOMOIAaTCHRBHEIM
BellecTBaM

OCHOBHBIE MONOXEHHA MEXIYHAPOAHBMX M HAOHOHAJNBHBIX CTAHAAPTOB KavdecTBa
NEKAPCTBEHHLIX CPEJCTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYEHHIO, PErHCTPAHHOHHOMY
A0Che U crienupHKAIHH

dapMakoneiinple H TEXHONOTHYECKHE Tpe(oBaHHd K CHIPBIO, NOMYMPOAYKTAM H
FOTOBEIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEJICTBAM

TexHONOrHs NPOA3BOACTBA HAHOCTPYKTYPHPOBAHHBIX NIEKaPCTBEHHBIX CPEICTB

O6opymoBaHHe nabopaTopHH pazpalboTKH H KOHTpOJA KayecTsa
HAHOCTPYKTYPHPOBAHHBIX IEKAPCTBEHABIX CPE/CTB H NPABHIIA €70 IKCILTy aTaluH
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- Metonp! anannsa ¢$apMalleBTHUCCKUX CYOCTaHUMI, BCOOMOraTeNBHBIX BEIIECTB,
MOJYNPOIYKTOB H FOTOBBIX JIEKAPCTBEHHEIX GopM

Crangaprsl, NONOKCHHUA, WHCTPYKUHH 110  TeXHONOTHYeCKOH  HOATOTOBKE
TPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Opranmsauds JTaGOPaTOPHOTO KOHTPOJNA NPOW3BOJACTBA HAaHOCTPYKTYPHPOBAHHEBIX
JICKapCTBEHHEIX CPEACTB

TlpaBuna XpaHeHHsi H Y4eTa HapKOTHYECKHX, IICHXOTPONHBIX BEMIECTB H HX
NpeKypcopos

TexHHUCCKHIT aHTMACKHIA A3BIK B 00NACTH pa3pabOTKy JIEKAPCTBEHHEIX CPE/ACTB

TpeGoBaHHA CAHATAPHOTO peXHMA, OXpaHbl TpyAa, HoxkapHOH Oe€30MacHOCTH,
OXpaHBI OKPYXAKIIEH Cpeabl

Hpyrue -
XapaKTEPUCTHKH
3.3.3. Tpynoras pyaxnns
YnpapicHUE OPOH3BOACTBOM
ONBITHO-NIPOMBIILICHHON CEPHH
H rOTOBOM NeKApCTBEHHOM GOPMEI Ha YpoBeHs
aHMEHOBAHME N Koa C/03.6 (moaypoBens) 6
OCHOBE BEIOPaHHOMN pelENTYPEI SR S—
HAHOCTPYKTYPHPOBAHHEIX
JIeKAPCTBEHHBIX CPEIICTR
ok | Oprman X | Samiemouaio
Kon opuruxana PerucTpaunoHHHi HOMEp
npodiecCHOHANBHOTO
cTanaaprta
TpyuaoBeie - KorTpons MOArOTOBKH CyOCTAHLHH H  BCIIOMOTATENBHEIX KOMIIOHCHTOB A
ACHCTBHA NOJNTYYEHHS ONBITHON MapTHH TOTOBOH NeKapcTBeHHOM ¢opMe!
HaHOCTPYKTYPHPOBAaHHBIX JCKaPCTBEHHHIX CPEICTB
KoHTpons moAroTOBKH ONBITHOTO 0GOPYAOBAHHA ANA MONYYEHHS ONBLITHOH MapTHH
rOTOBRO# JeKapCTBeHHOi GopMBL
KoHTpone 3arpy3kdn cyOcTaHIIHM H BCOOMOTaTENbHBIX KOMIIOHEHTOB B OIBITHOS
o6opyIOBaHHE A HONYYEeHHA OMEITHON MapTHH ToToBOH JekapcTBeHHOH (OpMBI
HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTB
Kontpons OCYMECTBIEHHY TEXHOJIOIHYECKOro Mpoliecca HOMydYeHHs OMBITHOH
NapTHU TOTOBOM NEKapCTBEHHOH (OPMBI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX
Cpe/iCTE H €¢ HapaDOTKH
KonTpom, pasrpyskd ONBITHOTO OGOpYNOBaHMS ONBITHOM [AapTHH TOTOBOH
nexapcTBeHAOH GOpPMEI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CPEACTB
KoHTponbs TpeAMETHO-KONIHIECTBEHHOrO Y4YeTa HapKOTUYECKHX, [CHXOTPOIHBIX
BENICCTB M HX MPEKypcopoB
Heo6xomaumeie - KOHTpONMMpOBaTE Ka4yecTBO CHIPBA JUIA MOJMYUEHHS HAHOCTPYKTYPHPOBAHHBIX
YMEHHI HEKApPCTBEHHBIX CPEACTE

BeibupaTh  OCHOBHEIE  €OWHHMUBI  TeXHoJormdeckoro  obopynoBaHus — Ha
NPOM3BOJACTBCHHOM Y9acTKe ¢ ONpeNeNeHHEM TEXHONOTHUYECKOH CXCMBI A
MOJIy4e¢HHA ONBITHOH napTiH rOTOBOM JeKapCTBEHHOM dbopMEBL
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTE

OnpeneisaTh KpATHYECKHE NApaMeTpPel TEXHOMOTMYECKOro Mpolecca U JOMyCTHMEIE
HHTEPBAIH UX BapAaGeNbHOCTH Ui KOPPEKTUPOBKH HMapaMeTpOB TEXHOJIOTHYECKOro
npolecca MOTyYeHHs ONBITHOM TapTHH _FOTOBOHM  JIEKapCTBEHHOH  (opmel
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HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

Onpenenarts HeOOXOmHMblE HANOABKM CyOCTAHIHI H BCIIOMOTaTeNBHBIX BEIIECTE, a
TalOKe TeXHONOTHYECKHE MOTEPH

CoCTap/IATh MATEPHANBHBIH OAJIAHC MPOH3BOCTEA TOTOBOH JIEKAPCTBEHHOH (JOPMEI

KOoHTpolMpoBaTs NpaBMIBHYEO SKCIUTYaTallMl0 OMBITHOrO o0OpyAoBaHHA Mnd
NONYYeHHE HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTR

Konrtpomaporath TEXHOJIOTHIECKHE MapaMeTpsl OpPOH3BOACTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/CTB

IIpoBOOMTE NPEAMETHO-KOMHYECTBECHHAIH YY€T HAPKOTHYECKHX, MCHXOTPONHBIX
BEECTB H HX NMPEKYPCOPOB

HeobxomumMeie
3HAHUA

O'IpaCJICBHC CTaHAAPTH, TCXHHYECKHE YCIIOBHA H HOPMATHBRI Ha COCTABBL H METOIEI
IIONYUYCHHA HAHOCTPYKTYPHPOBAHHEIX NEKAPCTBEHHBIX CPEACTE

Tpe6oranus 06merocyapcTBEHHEIX 3aKOHOAATENBHBIX AOKYMEHTOB 110 apMOKoIIeH
K HMCXOOHHIM AKTHBHEIM (apMalleBTHUCCKHUM cyOCTaHOMAM H BCIIOMOTAaTe/ILHEIM
BCIIECTBAM

OCHOBHEIE MOJIOXKEHHS MEXIYHAPOAHBIX H HAIMOHANBHBIX CTAHAAPTOB KadecTBa
NEKapCTBEHHBIX CPEJICTB, KOTOPHIE OTBEYAlOT €¢ HAa3HAYEHHWIO, PETHCTPAIHOHHOMY
IOCHe U CIelH(PUKAIH

dapMakoneiiHpie H TEXHONOTHYECKHE TPeOOBaHHA K CBHIPHIO, IONYNPOAYKTaM H
FOTOBBIM HAHOCTPYKTYPHUPOBAHHEIM JIEKADCTBEHHLIM CPEACTRAM

Texuonorus, METONH W O0OpYIOBAHAE A IPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
NeKapCTBEHHBIX CPEACTB, NPABIIA OKCIUIYaTalldd, NOBEPKH M  KBaTM(BKarmm
obopynoBaHAs

Metoapl aHan@sa (apMallcBTHUECKHX CyOCTaHIHI, BCIIOMOTATENBHBIX BCILCCTB,
IOJIYIIPOAYKTOB H TOTOBEIX JIEKAPCTBEHHEIX (opM

CTaHzapTel, TONOXKEHHS, MHCTPYKIMH MO  TEXHOMOIMYECKOH  MOATOTOBKE
NPOU3BCACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPEACTB

Opranuzanus naGopaTOpHOTO KOHTPONIS IPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

Texangeckuil aHTTHICKHIA A3BIK B 00/1aCTH pa3paboTKH JIEKAPCTBEHHEIX CPEACTB

TpaBuna XpaHeHWs M ydera HAPKOTHYECKHX, TICHXOTPONHBIX BEIIECTB H HX
IPeKypcopoB

TpeGoBaHUA CAHHTAPHOTO pEKMMa, OXpaHbl TpyAa, NOXapHOH Ge3omacHoCTH,
OXpaHbl OKpYXXaloleH cpeibl

Hpyrue

XapPaKTEPHCTHKH

3.3.4. Tpynosan ¢ynkuusa

KOHTpONE aHATMTHYECKUX H
TEeXHOJOTHYSCKAX HCIBITAHHHA

OTILITHOM MapTHHM TOTOBOH VpoBeHs

Hanmesiosatne | JIEKAPCTBCHHOM (OpMBI Ha OCHOBE Koa | C/04.6 | (noayposenn) 6
BHIOpAHHOH peLenTyphl KBanupHKalKK
HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

l'lpouqu‘xmenne OpuruHan X 3aMMCTBOBAaHO M3 OpHTHHANa

TpyA0BOH PYHKLEH _

Koa opurasana  PernctpaunoHHE#R HoMep
npodecCHOHATEHOTO
CTaHpapTa
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Tpyzaoebie
JelcTBHA

KouTpoms mpoBeneHMs TEXHOJNOTHYECKHX HMCHbITAHMH ONBITHBIX  00pasiob
HAHOCTPYKTYPHPOBAHHBEIX JICKAPCTBEHHEIX CPEACTB € LENBK) OLICHKH COOTBETCTBHA
3a[aHHBIM B TEXHHIECKOM 3aJaHHH TpeGOBaHUIM

KOHTponp H3ydYeHHS cTa0MIBHOCTH ONBITHRIX 00pa3slioB HAHOCTPYKTYPUPOBAHHBIX
NEKAPCTBEHHBIX CPeACTB IO Pe3y/IbTATAM KOJITOCPOUYHBIX M YCKOPEHHBIX NCIIBITAHHH

OueHKa IPpUYHH BO3MOXKHOTO 00pa3oBaHHs OpakOBaHHBIX HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPEJICTB H NPEJUTOXKeHHE CII0CO00B HX YCTPaHCHHUS

OdopMIeHHE TMPOTOKOJIOB HCIBITAHMI ONBITHBIX OOpa3smoB Ha OCHOBE BEIOpaHHOI
pelenTypsl HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEIX CPEACTB

OdopmiaeHne 3aKMOYEHHS © TEXHHYECKOH BO3MOMXHOCTH TIPOMEBILUIEHHOTO
MPOM3BOACTBA HAHOCTPYKTYPMPOBAHHBIX JICKAPCTBEHHBIX CPEACTE Ha OCHOBE
BEIOpaHHOM pelenTypsl

Heobxoaumeie
yYMEHHA

ITpoBOAMTE aHANMTAYECKUH KOHTPOJh HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
CPEICTB O pa3pabOTAHHEIM METOAHKAM aHaJiH3a

AHanu3HpoBaTh TEXHOJIOTHIECKHE CBOHCTBA HaHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTE HA OCHOBE JAHHBIX, INOJyYeHHBIX IIPH pa3paboTke
ONTHMAJIBHOIO COCTABA H TEXHOJIOTHH

IIpoBOAUTE  YCKOPEHHBIE  HCIBITAaHEA  OOpasmoB  HAHOCTPYKTYPHPOBAHHBIX
NIEKapCTBEHHBIX CPEACTB € HCMONB30BaHAEM JIA00paTOPHOTO O00pYIOBaHHA

CHcTeMaTH3UPOBATH A AHAJIM3HPOBATH Pe3YNBTATHI HCTIBITAHMI
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTR

OGOPMIITE TEXHHYECKYIO [JOKYMEHTaHHIO, BKIIOYAIONYI0 IPOEKT OMNBITHO-
NMPOMBIIUIEHHOTO perfiaMeHTa H OT4eT o0 (apMameBTHUecKoi  paspaborke
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

HeobxonuMeie
3HAHUA

OTpacieesie CTAHZAPTHI, TEXHUYECKHE YCTIOBMA M HOPMATHBLI Ha COCTABEI, METOIEI
MOJIYYCHHS H CBOHCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Tpe6oBaHus 00merocyaapcTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB N0 (hapMOkoneH
K HCXONHBIM AaKTHBHBIM (papMalleBTHYECKUM CYOCTaHIHAM H BCIIOMOTAaTE/BHBIM
BEINECTBAM

dapMakoneliHble H TEXHOJNOTHYeCKHe TpeGOBaHHS K CBIPBIO, NOJYNPOOYKTaM H
TOTOBEIM HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPEACTBAM

TeXHONOrHA NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBCHHBIX CPEACTB

[pazuna SKCILTyaTallHH rabopaTtopHOTO H ONIBITHO-NPOMBIILIEHHOTO
TEXHONOTHYECKOro OOOpYHOBaHHA IINA NpPOH3BOACTBA H  KOHTPONA KadecTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHMIX CPEICTB

Texanueckuii aHTTAICKHI A3BIK B 00ACTH pa3pabOTKH JIEKAPCTBEHHBIX CPEACTB

TpeboBarms CaHHTAPHOTO PEKHMa, OXpaHBl TpyAa, MNoxapHoH OesomacHOCTH,
OXpaHBl OKpYXKalollek cpebl

Hpyrue

XapaKTEPHCTHKH

3.3.5. Tpyaosaa pyHkuna

Hanmenoeanne

KoHTpons HoAroToBKY
NOKYMEHTAIIHH 0 HapaGoTKe
ONEBITHO-TIPOMBILUNCHHON CEPHH
rotoBofi NekapcTeHHOl QopMBI KBATHOHKALH
HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHBIX CPEACTB

YpoeeHs
Koa | C/05.6 | (moayposeHs) 6




IMpoucxoxacHne
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Tpydoeoil hyHKIHH Opurgﬂén X

3auMcTBOBRANO H3
OpHTHHANA

Konopururana  Peructpaumonubii HoMep
npodeCCHOHANEHOTO
CTaHAapTa

Tpynosrie
JcHcTBHA

0600menne TpeboBaHHil K  KAaueCTBY TIOTOROM  JIeKapcTBeHHOH — GOpMBEI
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Pa3paboTka U odopMiIcHHe oTHeTa MO HapabOTKe OMBITHO-IIPOMBINIIEHHON Cepnn
TOTOBOI JIEKAPCTBEHHOH YOPMEI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

PaspaGoTka mHCTpyKumii mo pabore ¢ ofopymzoBaHHeM O NONYYeHHS TOTOBOI
neKapcTBeHHOH ¢opMBI HAHOCTPYKTYPHPOBAHHBIX JCKApPCTBEHHBIX CPEACTB H
IPOBSACHUS €€ HCIBITaHHH

OdopMneHne TEXHONOTHYECKOH CXEMEBI NONYy4YeHHS TOTOBOH INEKApCTBEHHOH (opMEI
HaHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEACTB

PazpaGoTka B odopmienne NabopaTOPHEIX U ONBITHO-TIPOMBIIINIEHHEIX PETJIaMEHTOB
HOMydeHHS  TOTOBOM  JIEKapCTBEHHOH — QOpMEI  HAHOCTPYKTYPHPOBAHHBIX
TIEKapCTBEHHBIX CPEACTB

PazpaGotka M odopMieHHEe HHCTPYKIHI ¥ MPOTOKONOB HCHBITAHMH TIOTOBOM
neKapcTBeHHON (bOpMbl HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBCHHBIX CPEACTB

PazpaGotka ¥ opopMiIeHHEe MaKeTOB JOChe HA CEPHIO TIPH TIPOH3BOACTBE TOTOBOM
NeKapCTBEHHON (POpMBl HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

Heobxonumeie
YMeHUS

OdopMIATE HPOTOKOIBI, HECTPYKIHH IO paboTe ¢ o0OpyHoBaHHEM M MOTYyYeHHA
rOTOBOI1 JlekapcTBeHHOM GopMBl HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

Pa3pabaTbiBaTE TEXHOJOTHYECKYE) CXeMYy [OJIy4eHHS HaHOCTPYKTYPHPOBAHHEIX
NIEKaPCTBEHHBIX CPCACTB B COOTBETCTBHH C IOCYZApCTBCHHBIMM CTaHAApTaMH H
MpaBHJIAMH -

Pa3zpaGaThiBaTe HPOEKT J1aGOPATOPHOTG M ONBITHO-IIPOMBIILIEHHOTO peTlaMeHTa
NOJY4YEHH HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHHIX CPEICTB B COOTBETCTBHH C
rocyJapcTBEHHBIMH CTAHAAPTAMM M IIPAaBIIAMH

PaBGotaTh ¢ mporpaMMHEIM OfeclleYeHHeM IS MHDKCHEPHEIX PacdeToB H CO3MaHEA
TEXHONIOTHYECKUX CXeM ITPOH3BOLACTBA HAHOCTPYKTYPHPOBAHHBIX JICKaPCTBEHHHIX

CpelcTB

Pabotate ¢ TeXHHYECKOH MUTEpaTypoi Ha aHTTHACKOM SI3BIKE

HeobxoauMmese
SHAHHUA

OTpacneBsie CTAHAAPTHL, TEXHHUYCCKHE YCIOBHA H HOPMATHBEI HA COCTABHL H CBOMCTBA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

TpeGopanus 06merocyaapCTBEHHBIX 3aKOHOAATENBHBIX AOKYMEHTOB 1o dapMOKoIeH
K MCXOOHBIM AKTHBHBIM (apMalleBTHUYCCKHM CyOCTaHIMAM H BCIIOMOTATENBHBIM
BEIECTBAM

OCHOBHBIC IOJIOXKEHHSA MCKIAYHAPOAHHIX M HAlMOHANBHBIX CTaHAAPTOB KavecTBa
JIEKAPCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAIOT €€ HA3HAYCHHIO, PErHCTPAHOHHOMY
JOCHe H cnenu¢pHKanHn

dapmakoneiiHEle H TeXHOJNOTHYECKHE TpeOOBAHHA K CHIPHIO, MONYNPOAYKTAM M
TOTOBBIM JIEKAPCTBEHHBIM (OpMaM HAHOCTPYKTYPHPOBaHHBIX (apManeBTHYECKHX
COCTABOB

Texnonornd, MeToanl H 0COpYAOBaHME NPOH3BOIACTBA HAHOCTPYKTYPHPOBAHHBIX
(hapMalleBTHYCCKHX COCTABOB

[paBuna 3KCIUTyaTaumpH, NOBEPKE H KBauudukauuu nabopaTopHOro, OMBITHO-
MPOMBIIIIEHHOTO W IPOH3BOICTBEHHOTO 000pyIOBaHHS

CraHapTsl, [OONOXeHHd, WHCTPYKUMH 1O  TEXHONOTHYECKOH  MOATOTOBKE
OpPOH3BOACTRA

Texauueckuii aHTHHCKHHA A3HIK B 00J1aCTH pa3paboTKu JIeKapCTBEHHBIX CPEACTB




29

[

TpeGoBaHHs CAHHTAPHOTO PEXHMa, OXPaHBI TPYAA, [0XKapHOH 6€30IACHOCTH, OXPAHEL
OKpyxalolleH Cpeanl

! XApaKTCPHCTHKH

Apyrne

3.4. O60o0mennas TpyaoBan pyHxmHA

ViipaneHHe GBONOrMIeCKIMH
ACTILITAHUAMH CBIPbA M TOTOBOKH Vposens
HauMeHOBaHHe : JIEKAPCTBEHHOMH (HOPMEL Koz D - 6
HaHOCTPYKTYPHPOBAHHBIX
TIEKAPCTBEHHBIX CPEACTB
[NpoucxoxaeHue
oﬁpgﬁmenﬂilﬁ OpHrHHan X 3aUMCTBOBAHO M3
TpynoBoH bysKIwm | CpUrHHANA
Kog opurudana  PerucTpalMoHHbIi HOMED
npodeccHoHATEHOTO
CTaHAapTa
Bo3MoxHBIE Bronor-uccnexoratens
HaMMEeHOBaHMA Muxpobuonor
IOJDKHOCTEH,
npodeccuii

TpeGopanns k
obpa30RaHHIO 1
00yIeHHIO

Beiciee ofpasoanne — fakaaBpHaT

TpebopaHus K
ONBITY
OpaKTHYECKOMH
paboTEl

He meree Tpex JieT paboTHI B 001aCTH OHONOTHIECKAX HCCIIEA0BaHHH
(apManeBTHYECKUX COCTABOB

Oco6Hie ycnosns
JOIycKa K pabote

[TpoxoxaeHue 0GA3aTeNBHBIX OpPeABAPUTENLHBIX (NPH NOCTYIIEHUH Ha paboTy) 1
NepHOJHYECKHX MEAHIMHCKAX OCMOTPOB (06¢/1eI0BaHMI), 4 TaKKe BHCOUSPEAHBIX
MEOUIMHCKHUX ocMOTpoB (06CaeIOBAHAH) B MOPAIKE, YCTAHOBICHHOM
zakoHOAaTeIbcTBOM Poceniickoit ®eneparun

TTpoxoxkaeHHe HHCTPYKTAXKa 10 OXPaHe TPy/a H TEXHHKE 0e30MacHOCTH

Apyrne
XapaKTepHCTHKH

Jononuurensuoe npodecCHOHANEHOE 00pa30BaHKE — MPOrPAMMEI MOBBILICHUS
KBaH(HKALHMH, OpOrpaMMEl podecCHOHAILHOH NEpenoAroToBKH 1o npodriio
- BesATeJIBHOCTH

JIONONMHUTENbHEIE XapaKTEPACTHKH:

HaumenoBaHue Kon HaumeHnopanwue 6a30Boii IPYNIEl, JOKHOCTH (IPOQeCCHH) HIH
JOKYMEHTa CHEeNHAIBHOCTH
OK3 2131 Buonoru, 60TaHHKH, 300JI0TH H CNICIHATUCTE! POACTBEHHBIX
3aHATHI

EKC - Bbuosor
- MukpobHromor

OKILATP 20321 Buonor
20327 buoxumux
22516 HHXeHep-MIKpoGHOIOr
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22860 WiKeHep-XAMHAK
24219 Mukpoburonor
OKCO 2.18.03.01 | Xummweckas TEXHONOFHS
2.19.03.01 | buorexHonorus
2.28.03.03 | HanomarepHaibl
3.4.1. TpynoBas pynxnns
BriGop criocobo obecneucHUs
MHKpPOOHONOTHYECKOH YHCTOTH v
3 OBCHB
HaumeHoBaHHE ﬁ:ll:;mou ]]apT‘I‘—lH FOTOBOH Kox D/01.6 (HO,I::{])OBGHB) 6
pcTBeHHOH POpPMBI KEANHQUKALHH
HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB
Moonsongenre  opmss X Somiemoso e
“ Koa opurrnnana PerncrpauioHHHH HOMep
npodiecCHOHaNBHOTO
CTaHAapTa
Tpyaossie Ilonfop HHEGOpMamuu © CYWECTBYIOIMX MeToax H cmocofax obecreqeHus
AeticTeus MAKPOOHONOTHIECKOH YMCTOTHL paspaboTanHoi JIeKapcTBeHHOMH GopMbl
WccnegopaHHe  CYIIECTBYIOIIMX  MeTOmoB M cmocoboB  obecrmedeHus
MHKPOOHOIOTHIECKON YHCTOTHI pa3paboTaHHOH AexapcTBeHHOH GopMb
Boifop MeTomoB u chocoboB ofecfieueHHS MHKPOOHONOTHYECKOH HHCTOTHI
pa3paboTaHHOM JEKapCTBEHHOMN POPMBI
PaspaboTka HporpaMMBl MHKPOGHONOIHYECKOTO MOHHMTOPHHIA MPOH3BOACTBEHHOM
cpedpl OpH NPON3BOACIBE ONBITHEIX HAPTHH TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHEBIX CPEJICTB
Heobxomumele PaGoTaTh ¢ TEXHHYECKOH JIMTEpaTypoil O CYIISCTBYIOIMHX MeEToflaXx H cltocobax
YMEHHA obecnedennsd MHKPOOHONOTHYECKOH YHCTOTHI pa3paboTaHHON JieKapCTBEeHHOH
(GOpPMBL HA PYCCKOM H aHDHACKOM A3bIKaX
PaboTath ¢ 6a3aMH JAaHHEIX B 00/1aCTH OHOTEXHOIOTHH H HAHOTEXHONOTHA
O600maTh H aHAIM3HPOBATH HAYIHO-TEXHHYECKylo HH(popMamuio B 001acTH
OHOTeXHONOTAH M HAHOTEXHOJIOTHH
PaGoTaTh ¢ 060pPYAOBAHHEM H MaTepHallaMHF JUI MHKpOOHOIOrAYeCKOr0 aHalH3a
HeoGxoouMeie OtpacneBble CTaHAapThl, TEXHHYECKHE YCIOBAA M HOPMAaTHBEL Ha CBOHCTBa
3HaHAA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB B 00JIaCTH MUKPOOHOIOTHYCCKOH

SYHCTOTHI

TpeGopaHns 00IMETroCyIapCTBEHHBIX 3aKOHOATENBHEIX JOKYMEHTOB IO (apMOKOIIEH
K MCXONHBEIM AKTHBHEIM (PapMaleBTHYECKHM CYOCTaHLIUSAM H BCHOMOTATEIbLHBIM
BCIIECTBAM

OCHOBHEI® TIOJIOXKEHHS] MEXIYHAPOJHBIX H HAIMOHANBHBIX CTAHAAPTOB KadeCcTBa
NEKAPCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYeHMIO, PETHCTPALHOHHOMY
JIOChe H crienudpHKaluy

Texumueckue  TpeGoBaHMA K  CHIPBIO,  MONYNPONYKTaM  H  TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPeCTBaM

TexHoNOrHA NPOH3BOICTBA HAHOCTPYKTY PHPOBAHHEIX JICKAPCTBEHHBIX CPEACTB

Croco6Bl H BOZMOKHOCTH [IOMCKA HaydHOit M HAyIHO-TEXHHYECKOH JIMTEpATypH MO
3aJaHHOH TéMaTHKE

Bugel H YCNOBMA MHKPOGHOJIOTMYECKHX MCIBITAHHH _CHIPbA, MPOMEKYTOTHOM
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IPOAYKIMH H FOTOBEIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[pasuna pabotel ¢ ofopyloBaHHEM ¥  MarepualaMH JUid  [POBEACHHA
MHKPOOHOJNOTHYECKHX HCOLITAHHH

Texuuyeckuil anrMHiicKMii A3E1K B 0071acTH paspabOTKH JIeKApPCTBEHHBIX CPEICTB

TpeGoBaHHA CAHMTApHOTO pPEXHUMa, OXpaHH TpyAa, NOXapHOH G(e30MacHOCTH,
OXpaHbl OKPYKAIOMIEH CPeJIEI

Hpyrue -
XapaKTepHCTHKH
3.4.2. Tpynoras pynknas
BHIGOp METOIHK H KOHTPOIb
mpoBecHUA Ja0OPaTOPHEIX
MHKpOGHONOTHYECKHX HCMBITAHAHR . YpoBeHs
HawnmeHoBaHne Kon D/02.6 {noayposeHs) 6
NOMYIPOAYKTOB H OIBKTHON NapTHH KBaTHGHKALHH
HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPENCTB
Tpomedete O X | St |
Kon 'ciﬁﬁﬁmana PeructpanioHHBIA HOMEp
npodeccHoHaNbHOTO
CTaHAapTa
Tpynosste Koutpons o16opa mpo§ s MpPOBEACHAS MHKPOOHONOTHYECKHX UCCIel0BaHHH
neicTBus BXOZIHOTO CHIPBS, MATEPHAIIOB, TIONYTIPOAYKTOB H ONBITHEIX 00pa3LIoB
KonTposib HccneaosaHHs TOMYNPOOYKTOB H ONBITHRIX 06pasuoB B COOTBETCTBHH ©
TpeGOoBAHHAMM TIO  MHKPOOHOJNOTHYECKOH  HHCTOTE, HPEABABIAEMBIMH K
HAHOCTPYKTYPHPOBaHHBIM JICKAPCTBEHHBIM CPEACTBAM
OLeHKa HCIONB3YeMBIX B UCC/IEIOBAHAH METOAMK MAKPOOHONOTHIECKUX HOIIEITAHHI
HOMYNPOAYKTOB K OBITHOH NapTHM HaHOCTPYKTYPHPOBAHHBIX JICKAPCTECHHBIX
CPEACTB
KoHTpoNhb NpeIMETHO-KOJIMYECTBEHHOTO Y4eTa HApKOTHYCCKUX, ICHXOTPOIHBIX
BEIIECTE H MX HPEKYpPCOPOB
Bei6op MeTOAMK H YCJOBHM HpPOBEJEHHMs MHKPOOHONOIHYECKHH HCIBITAHMI
MONYNPOXYKTOB M OMBITHOH NAPTUH HaHOCTPYKTYPHPOBAHHBIX IJIEKAPCTBCHHEIX
CPEACTB
HeobxonuMsle PaboTaTh ¢ TeXHH9eCKOM THTEPATYPOH Ha PYCCKOM H aHTTTHHCKOM A3BIKaX
YMEHHSA PaGoTaTh ¢ 06OpYIOBAHHEM M MaTepHAIaMU Ut 0T00opa mpol M MX MOCHeYIOMmEro
MHKpPOOHONIOTHYECKOrO aHaJIu3a
OueHupath PPEKTHBHOCT MHKPOOHONOTHYECKHX METOAMK B TNPHIOKCHHM K
KOHKPETHOMY BHAY HAHOCTPYKTYPHPOBAHHHBIX IEKAPCTBCHHBIX CPEICTB
[IpoBoANTE MNPeAMETHO-KOIMYECTBEHHBIH YYeT HAPKOTHYCCKHX, IICHXOTPOIHBIX
BEIIECTB M HX [IPEKYPCOPOB
Heobxommnmbie OtpaciieBple  CTAHAAPTH,  TEXHMYCCKME  YCIOBMA H  HOPMATHBEL  Ha
3HAHHA MHKPOOHONIOTHYECKHE METOIBI ACCIEeNOBAHUA HAHOCTPYKTYPHUPOBAaHHEIX
JICKAPCTBEHHBIX CPEICTB
Tpe6oraiins 06merocyAapcTBEHHBIX 3aKOHOAATENBHEIX JOKYMCHTOB TI0 dbapmoxornen
K HCXONHBIM AKTHBHBIM (apMaLEBTHUeCKHM CYOCTAHIMAM M BCIIOMOTaTENbHbBIM
BeIECTBaM
OCHOBHEIE TOJIOKEHHS MEKAYHApPOAHBIX H HAIHOHAJIBHBIX CTAHAAPTOB KAav€CTBA
JIEKAPCTBEHHHIX CPEACTB, KOTOPHIE OTBEYAKOT €e HA3HAYCHHIO, PErMCTPAIMOHHOMY
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JOCKE B crienM(pHKAIHH

Texunueckue  TpeGoBaHHA K  CHIpbIO, MONYNMPOXYKTaM H  TOTOBHIM
HAHOCTPYKTYPHPOBAHHBIM JIEKapCTBEHHEIM CPEACTBAM

Texnonorud NPoH3BOACTEA HAHOCTPYKTYPAPOBAHHBIX (hapMaLieRTHIECKHX COCTABOB

Bugsl M yenoBHS MHKpOOHONOTHYECKMX HCHBITAaHMH CHIPbS, IMPOMEXKYTOYHBIX
NPOAYKTOB H HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

IIpapuna pabotel ¢ ©o0OpyJOBaHHEM H MaTepHalaMH [  IPOBEJACHHS
MHKPOOHONOTHYECKAX HCTIBITAHU{E HAHOCTPYKTYPHPOBAHHBIX IEKAPCTBEHHBIX CPeICTB

[IpaBuia XpaHeHMss H yd9eTa HAPKOTHUECKHX, NCHXOTPONHEIX BEIIECTB H HX
MPEKyPCOPOB

Texuuucckuii aHOMHICKHI A3BIK B 00NACTH pa3pabOTKU JIEKAPCTBEHHBIX CPEACTB

TpefoBaHHs CAHHTAPHOTO PEXHMA, OXPaHBI TpyAa, NoXapHO# OesomacHOCTH,
OXpPaHEl OKPY)KalOIIEeH cpebl

Jpyrne

XapakKTCpPpHCTHKH

3.4.3. Tpyaosan pynkuns

KoHTtpons npoeeaeuus ;
GHOJIOTHYECKAX HCIBITAHUIH . Vpoeens

HanmeroBaHie | OTIBITHOM IMAPTHH Kon Df03.6§ {nNoAypOBEHSs) 6

HAHOCTPYKTYPHPOBaHHBIX | xBankduKanun
JIEKApCTBEHHBIX CPEACTB

TponcxoxaeHue
TpydoBoil hyHKUHH

| Opurnan X - 3aMMCTBOBAHO U3 OPHTHHANA

Kon opuruxana  PericTpallHOHHEIR HOMED
npodeccHeHaNBHOTO
CTaHJApTA

Tpyaoseie
JeHCTBHA

Kontpom, Beifopa mokasaTeneifi W HampapieHHi GHOMOTMYECKHX HCCIICIOBAHUMH
ONBITHOM TIAPTHH HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHELIX CPSACTB

Koutposs BEIOOpa  (penieBaHTHEIX) BHAOB JKHBOTHBIX JANA  BBHINOAHCHHA
OMONOrM9ecKHX  MCNMBITAHWIA  OMBITHOH  NAPTHH  HAHOCTPYKTYPHPOBAHHEBIX
NEKapCTBEHHBIX CPEJICTB

KOHTpONs NOATOTOBKY AOKYMEHTALMH 171 MPOBEAEHHS GHONOTHYECKHX MCIBITAHUH
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB (OMMCAHHE HCCIIEJOBAHMS,
TPOTOKON HCC/IEROBAHHS, 3a4BKa Ha XXHBOTHRBIX B KOMHCCHIO N0 GUO3THKE

KonTpons BBIMIOJTHEHAR (apMaKOJHHAMHYECKOTO HCCIeIOBaHNA
HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBCHHBIX CpeAcTB H ¢e  (hapMakoorHIecKoid
AKTHBHOCTH

KoHnTpomb BEINONTHEHUA TOKCHKOJIOTHIECKOTO HCCJISAOBAHHS
HAHOCTPYKTYPHPOBAHHBIX NIEKAPCTBEHHBIX CPEICTE

KoHTponh  BHINONHEHHS  paclIMpeHHBIX  OMONOrMYECKMX — HCCNENOBaHHH
HHHOBALHMOHHLIX HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBEHHBIX CPEACTE

[Mogbop OesomacHoi neyefHOM [0361 HAHOCTPYKTYPHPOBAHHOH JEKAPCTBCHHOM
$OpMEI

Heobxonumere
yMeHHA

Pa6oTaTh ¢ TEXHHYECKOM JInTepaTypoil Ha pycCKOM M HHOCTPaHHOM A3BIKAX

PaGorath ¢ OOOpYAOBaHHEM H MaTEPHATAMH [N OHONOTHYCCKHX MCOBITAHUH
(hapMaLieBTHYECKHX IPOAYKTOB

BuiGupars f1abopaTopHble METOAMKA H HeoOXOmuMoe Ui HHX o0OpyZOBaHHE MUIA
OGHOJIOTHYECKOTO AHAIH3A HAHOCTPYKTYPHPOBaHHEIX JICKAPCTBEHHBIX CPE/ICTB
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[MpoBoAMTs aHanH3 pEIEKa MATEPHAIOB H J1alOpaTopHOro OOOPYAOBAHHS A
OHOTOrA9ecKHX HCIBITaHHI HaHOCTPYKTYPAPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

TIpoBoauTL odopMIeHHEe JOKYMEHTAIIMH MO OHONOTHYECKHM HCCICIOBAHHAM B
COOTBETCTBHH C JIOKANBHON TEXHHYECKOH JOKYMEHTAUUCH

Heobxonumeie
3HAHUA

OTpacneBsic CTAHAAPTHL, TEXHHUECKHE YCIOBHS W HOPMATHBEL HA COCTABBI, METOIBL
mONyYeHHst H GHONOTNYECKHAE HCILITAHHA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHEIX
CpeacTs

TpeGosanus o6merocyJapcTRCHHBIX 3aKOHOAATENBHEIX JOKYMEHTOB 10 (GapMOKOIeH
K HCXONHBIM AKTHBHEIM (apMalcBTHUSCKUM CyOCTAHIHAM H BCIIOMOTAaTeIBHBIM
BeleCTBaM

OcHOBHBIE TMOJIOKEHHS MEXAYHAPOAHHX H HAUMOHAIBHBIX CTAHZAPTOB KAadecTBa
NERAPCTBEHHBIX CPEJCTB, KOTOpBIE OTBEYAIOT €€ HA3HAYCHHIO, PerHCTPAallHOHHOMY
JOCHe H cnienA¢HKaLHH

TexHugeckme TpeGOBAHHA K CHIPBIO, NOMYIPOAYKTAM H IOTOBHIM JIEKAPCTBCHHBIM
thopMaM HAHOCTPYKTYPHPOBAHHBIX (apMaleBTHYECCKHX COCTABOB

Texnuyeckue TpeGopanHd K MaTepHalsaM U naGoparopHelM npubopam  ams
6HONOTHUECKNX MCOBITAHAI HAHOCTPYKTYPHPOBAHHEIX (hapMaleBTHYECKHX COCTABOR

MeTtoasl paGoTsl ¢ npaGopaMH U 00OpyAOBaHHEM JUIA OHONOMMYECKUX HCIBITAHHA
HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBCHHLIX CPEACTB

Buasi u  yeaoBHd  OHOJNIOTHUECKMX — MCHBITAHHH — HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB

TexHomOrna NpoH3BOACTEA HAHOCTPYKTYPHPOBAHHEIX (papMalleBTHYECKHX COCTABOB

Tpapuna XpaHeHHs M YUeTa HApKOTHYECKHX, IICHXOTPOMHBEIX BEIDECTB H HX
TNPEKYpcopoB

CTaHAApTH, TONOXKEHHK, HWHCTPYKIHH Wit  GHONOrMYEcKOTO  aHATIH3a
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEICTB

Texunueckuil aHrIHIICKAN A3BIK B 00J1aCTH pa3pabOTKA JIEKAPCTBEHHBIX CPEACTB

TpeGoBaHHs CAHMTAPHOTO PEXKHMA, OXpAHH Tpylda, NOXapHOH Oe30MacHOCTH,
OXPaHBl OKPYKaIOWEH CPEIb]

- lpyrue

. XapaKTepHCTHKH

3.4.4. Tpyoosas ¢pyHKUMS

Odopmnenne pe3yaLTaTOB
HCCNISIOBAHH H BbIJa4a 3aKIIOUCHHAS

YpobeHb

0 MHKpOOHOJIOTHYECKOM KayecTBE

HaumeHOBaHHE Po . Koa | D/04.6 | (nomyposeis) 6
OMBITHOH MapTHH KBaATH KA
HAHOCTPYKTYPHPOBaHHEIX

JICKapCTECHHBIX CPEACTB

TTpoucxoxpeHHe
TpyaoBod HyHKIHH

. Opurusan X

. 3aMMCTROBAHO M3
| OpHTHHAna |

Kon opurunana PerncTpauloHHsii HOMEP
npodeccHoHaNBHOTO
CTaHAapTa

Tpyaoseie
JEHCTBHA

Onucanne TpeGoBaHHN K MHKPOOHOMOTHYECKOH YHCTOTE IOTOBOW JIEKAPCTBEHHOH
(dOpMBI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPECTB

Paspabotka u odopMneHHe OTUETa O BEHIOOpE METONOB M CNOcoGOB obecriedeHms
TpeOyemolf MHMKpOOHONOrHUeCKOH WHCTOTHI HOBOH  JIeKapCTBEHHOH  (OpMEI
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPC/ICTE




34

PazpaGotka u odopmirenne ordera o006 3KCHEPUMEHTANBHOM — HCOEITAHHH
dbapMakoAUHAMHKH, (apMAKOKHHETHKM H TOKCHYHOCTH HOBOH JIeKapCTBEHHOH
(bopMbl HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

PazpaGotka u oopMieHHe OTUETA O PACIIHPCHHBIX OHONOTHYECKHX MCCIICAOBAHHAX
WHHOBAIAOHHBIX HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Odopminenue obobmaomero 0T4eTa 0 BHIOMIHEHHBX HCCHCAOBAHUAX H HOAOTOBKA
3aKMIOYeHHs 0 KadecTee, >(bdexTHBHOCTH H 0€30MacHOCTH HOBOH NE¢KApPCTBEHHOM
¢opMBI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPECTB

Heo6xoanmeie
YMeHUS

PaspabatpiBaTh  cucTeMy TpeOoBaHHH K  MHKpOOHONOIMYECKOH — 4HMCTOTE
HAHOCTPYKTYDHPOBAHHEIX  JICKAPCTBEHHEIX  CPEACTE B COOTBETCTBHH ¢
rOCYIapCTBEHHBIMH CTAHIAPTAMH U NpaBAIaMH

Pa3zpabaTeiBaTe  cHcTeMy — TpeGoBaHmii Kk OHonormdeckoff — akTHBHOCTH
HAHOCTPYKTYPHPOBAHHEIX  JIEKAPCTBEHHBIX  CPEACTB B COOTBETCTBHH ¢
rocyaapcTBeHHBIMH CTAHAAPTaMH H IPaBHIIAMH

TIpoBoAKTH 0hOPMIICHHE OTIETOB H HOPMATHBHO-TEXHHYECKOM JOKYMEHTALMH

HeobxomaMeie
SHAHHA

OtpacneBsie CTaHAAPTH, TeXHHYECKAE YCIOBHA H HOPMATHBBI Ha COCTAaBhI, METOABI
OOAYYeHHS, MHKpOOHONOTHYEeCKYI0 UYHCTOTY M OHONOTHYECKYI0 aKTHBHOCTD
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Tpe6osaHus ofImerocysapcTBEHHBIX 3aKOHOATENBHEIX NOKYMEHTOB 1O (apMOKONEH
K HMCXOIHBIM AKTHBHBIM (apMalleBTHYECKHM CYOCTaHIHSAM M BCIHOMOTAaTEIBHBIM
BEUISCTBAM

OCHOBHBIC TONOKEHHS MEXIYHAPOAHBLIX W HAIMOHAJNHHBIX CTaHJApTOB KadecTBa
JIEKAPCTBEHHHIX CPEACTB, KOTOPHIE OTBCUAIOT €€ HA3HAYECHHIO, PETHCTPAIIHOHHOMY
NOCke H crienupHKaum

Texnuueckue  TpeGoBaHMA K  CBHIPBIO, MONYNPOAYKTaM H  TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPEACTBAM

TeXHOAOIUs NPOH3BOACTEA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTRCHHEIX CPEACTB

Buagsi M ycnoBus OHONOIMYECKHX H  MHKpOOHOJIOMHYECKHX  MCTIRITAHHIA
HAHOCTPYKTYPHPOBAHHBIX NEKAPCTBEHHBIX CPCACTR

MeToapl GHONOTHYECKOrC M MHKPOOGHONOTHYEeCKOTO aHaiH3a (apMalleBTHIECKHX
cyOcraHnmii, BCIOMOTaTENBHBIX  BENICCTB,  NONYNPOAYKTOB W TOTOBHIX
JIeKapCTBEHHBIX (hOpPM

CrapgapThl, WONOXEHAL, HMHCTPYKIMH 10 OQOPMICHHIO JOKYMEHTAUHH IO
TpeGOBaHAI0 K CHPBI), MOMYNPOAYKTaM H TOTOBEIM HAHOCTPYKTYPHPOBaHHBIM
NEKAPCTBEHHBIM CPEACTBAM

MeToasl TUpPOBEACHHA  HAyYHO-HUCCIACAOBATEILCKHX paloT H  OpraHM3aldH
naGopaTOpHOTO KOHTPOIA IIPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CPEICTR

Texauueckuit aHrTHHCKUN A3BIK B 001acTH pa3paboTKH NeKapCTBEHHBIX CPEACTB

TpeGoBaHHA CaHHTApHOIO pEXHMa, OXpaHbl TpyJa, NOXapHOH OGe30macHoCTH,
OXpPaHEI OKpY:Karoueil cpebl

Hpyrme

XapaKTEPHCTHKH

3.5. O6o0mennas Tpyaopan GyHKIHA

Opranuzaims paspaboTKu peLlenTyphl |
HOBOTO HAHOCTPYKTYPHPOBaHHOTO
Haumetobanne | dapMalieBTHUECKOrO COCTABA H €10 Koa E
NeKapcTBeHHOH QOPMEL B COOTBETCTBHH
¢ TEXHUIECKHM 33JaHUEM

!
VYpoeens | 7
KBaTHHKALMH




TMponcxoxaeHHe

obobmenHo# Opurunan X 3auMCTBOBAHO H3 i
TpYROBO# | OpHrHHANA |
GynKuUH S R B
Kon opuruHana PerucTpalMoHHBIH HOMED
ApOgECCHOHATEHOTO
CTaHzapTa
- Bo3MoXHBIE HauansHUK HccnenoBaTenbekoi naboparopuu
HaHMCHOBAHHSA 3asemyromuii naGopatopueit HecneaoBaHui H pa3paboTok
HOKHOCTEH, PykoBOAHTENE 1IEHTpa HCClieNOBaHHIH U pa3paGoTok
npoeccHii HagayisHHK nabopaTopiH HAyYHBIX HCCIENOBAHUH

Tpebopanus x
06pa3oBaHHIO H

Bricuree o6pa3oBaHue — MarucTpaTypa, ClelHaHTET

obydeHuo

Tpebopanua k He MeHee 14TH neT B o6nacT pa3paboTKH HAHOCTPYKTYPHPOBAHHEBIX
OTIBITY NIeKapCTBEHHBIX CPEIICTBR

NMPaKTHYECKOH

paboTEI

Ocobkre yenopus
Aomycka K pabore

Tpoxoxaenne oba3areNbHEIX NIPeABAPHTENBHbIX (MPH NOCTYIUIEHHH Ha paboTy) U
NepHOIHYECKAX MEIULMHCKUX 0CMOTPOB (00cHeioBaHuMi), a Takke BHEOYEPSAHBIX
MeIHLMHCKHX OCMOTpOR (00ce0BaHuil) B NOPAAKE, YCTAHOBICHHOM
3aKoHOJaTeNEcTBOM Poccniickoi Geneparmu

TpoxoxaeHNe KHCTPYKTAKA M0 OXPaHe TPYAA H TEXHHKE 5€30IMacHOCTH

Hpyrne
XapaKTepuCTHKH

JlononaureabHOE MpodeccHoHaNnbHOe 00pa30BaHHE — OPOrPaMMBI MMOBHIIIEHANA
KBaJRQHKADKH, IPOrpaMMel podecCHOHANBHOM NEPENOArOTOBKH 110 MPodHITO
JIeATeNEHOCTH;, YIaCTHE B KOHrpeccax, KoH(pepeHLIUIX, MOCEmeHne MPpOPHILHBIX
BBICTABOK H CEMHHApOB

JIONOJIHUTE ILHEIE XapPaKTEPHCTHKH:

HanmeHoBanne Kon Haumenoranue 6a20B0fi MpYNIEL, XOMKHOCTH (IpodecCHA) AIIH
JOKYMEHTA CNCNUANEHOCTH
OK3 1223 PykoBoauTenu nofpa3szieieHHH o Hay9HBIM HCCIICAOBAHHAM H
pa3paboTkaM
EKC — HagaJIbHUK MCCIenoBaTeNbCKOil 1abopaTopHH
OKIIATP 44490 HauansHuk rpymnmel (6iopo), 1abopaTopHH B COCTaBE
KOBCTPYKTOPCKOTO, TEXHOJIOTHYECKOT0, HCCIIEAOBATENBCKOTO,
PacueTHOrO, YKCIEPHMEHTAIBHOIO H OCHOBHEIX OTAENIOB
44901 HayansHuK caMOCTOATENBHOTO oTaeNa (J1abopaTopHu)
(KOHCTPYKTOPCKOT'O, HCCIICIOBATENBCKOTO, PacIeTHOTO,
IKCIEPHMEHTAIBHOIO)
OKCO 2.19.04.01 | buorexnonorus
2.28.04.03 | HanoMaTepnaJbl
2.28.04.04 | HanocHcTeMEl 1 HAHOMATEPHAJIBI
3.33.05.01 : dapmMaius
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3.5.1. Tpyaosas $ynkuus

OnpenencHue HANpaBIcHUi

pazpaboTKH

HaHOCTPYKTYPHPOBAHHBIX YpoBeHb
HaumeHoBanue | JIEKAPCTBEHHEIX CPEACTE JUIS Kon | E/01.7 | (nonypoBeHs) 7

COCTABJICHHA TCXHHISCKOID 3aJ1aHHuA KBaNH(pHKALMH

Ha cO3JaHHe HOBOU PELENTYPHI
1[eJIEBOrO Ha3HAYCHHS

IpoucxoxaeHue
TpyaoBoH PyHKIHH

3aHMCTBOBAHO H3

Opuranan X opHruHAna

Koa Peructpauuonnblii HoMep
OpUrHHana npodeccHoHaNBHOTO
CTAHAAPTA

Tpynoseie
AeiicTBHA

CrpaTernyeckoe  ynpasjeHH¢ HampaBleHHeM pa3pafoTOK Ha  OCHOBAaHHH
JTHTEPATYPHOrO MOACKA, H3YUCHHA MATEHTHRIX 6a3 JaHHBIX

[MoarotorKka H COIJIACOBAHHE C 3aKa34MKaMH  HalpaBleHWs pa3paboTKE
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

TToaroToBKa M COTNIACOBAHAE TEXHUYSCKOTO 3ajaHWd Ha pa3paboTky HOBOH
pemenTyps]  HAHOCTPYKTYPHPOBAHHBIX  JIEKaPCTBEHHBIX  CPEACTB  LENEBOTO
Ha3zHaYeHUs1

[loAroToEka M COrMacoBaHme IUIAHAa pa3palOTKH HOBHIX HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Vipagnenue npoeKTaMH N0 pa3paboTKe HOBRIX  HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBECHHBIX CPEICTB

[MoaroToBKA H  COTNIACOBAHHE OTYETOB O (hapMaHmeBTHYeCKOH paspaGoTke
HAHOCTPYKTYPUPOBAHHEIX  JIEKAPCTBEHHBIX  CPEACTB B COOTBETCTBHH €
MEXIYHAPOIHHIME TpeGOBaHMAMH B ¢opMare OOIIErc TEXHHIECKOrO IOKYMEHTa
PETACTPALHOHHOTO JOCHE

IMToAroToBKa M COTNACOBaHHE OTUYCTCB O BalMJALMH TEXHONOTHYECKOTO Mpouecca
MONYyYEHHUs] HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTH

Onpenencude NEPCHEKTHE Pa3BUTHA OPTaHM3alMA B OTHOLICHHH BBINYCKAa HOBBIX
HAHOCTPYKTYPHPOBAHHEIX IEKapCTBEHHEIX CPE/ICTB

HeobxoauMele
YMCHHASA

Buifupars HampapiieHHs ~HayqHO-TeXHHYecKoH pa3pa0OTKH HOBBIX  BHIOB
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

CornmacoBelBaTh M YTBepXKIATH INOKYMEHTallHI0 Mo pa3paboTKe HOBBIX BHJOB
HaHOCTPYKTYPHPOBAHHKEIX JIEKAPCTBEHHEIX CPEJICTB

[1anupoBaTh OSTambl pa3paGOTKH HOBEIX BHIOOB  HAaHOCTPYKTYPHUPOBAHHBIX
NeKapCTBEHHBIX CPEACTB H OCYMECTB/IIT KOHTPONIb X BHINOIHEHHSA

OcymecTBIATh OOPATHYIO CBA3H HCCIENOBATENBCKOH NabOpaTopHH €O CMEKHBIMH
NoJipa3aeNcHHAMH TPOH3BOJACTBA H 3aKa3YHKaMH

[IpuaMMaTe pemeHds 0O aKTYaTH3alUH, NPOAO/DKEHWIO HIH IpPEKpalleHUIO
HpOEKTOB pPa3paGOTKM HOBHIX BHIOB HAHOCTPYKTYPHPOBAHHBIX JICKaPCTBEHHBIX

CPeICTB

PafoTaTe ¢ TEXHHYECKOH IHTepaTypoil Ha aHIJTHICKOM SI3BIKS

HeoGxomuMeie
IHAHNA

OTpacnieBbie CTAHZAPTHI, TEXHHYCCKAE YCIOBHA M HOPMATHBBI HA COCTAaBBI, METOALI
ITOJIYYCHHA B CBOHCTBA HAHOCTPYKTYPHPOBAKHBIX NEKAPCTBCHHBIX CPEACTB

TpeGoBaHAA O6MIETOCYIAPCTBEHHBIX 3aKOHOIATE/BHBIX JOKYMEHTOB [0 papMOKOIeH
K HCXOOHBIM AKTHBHLIM (papMalleBTHYCCKHM CYOCTAHLMAM H BCIOMOTraTCNIbHBIM
BEIIECTBAM
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OCHOBHBIC MOJOKEHNS MEXKIYHAPOAHBIX H HALMOHAIBHBIX CTaHAAPTOB KAYECTBA
NeKAPCTBEHHEIX CPEICTB, KOTOphIE OTBEYAlOT €¢ HAa3HAYCHMIO, PETHCTPAHBEOHHOMY
Aocke H cnennHKalHH

MeToxonorus MpoB¢ACHAS ¥ OLeHKH BaTHJAIHOHHBIX HCIIBITAHMIH

CopepxaEne JOKYMEHTOB O €QHHBIX TpPHHUMIAX M INpapanax OOpalleHHs
NIEKAPCTBEHHBIX CPeCTR A MEANIIMHCKOTO MPUMEHEHHS

Texnuueckne, TeXHONOTHYECKHE W (apmakonelinble TpeCOBaHHA K CHIPBIO,
NONYINPOAYKTaM H FOTOBHIM HAHOCTPYKTYPHPOBAHHBIM JIEKaPCTBCHHEIM CPEACTBAM

Texnndeckue ® dapMakomneiliHsle TpeOOBaHHA K PpeakTHBaM, MaT¢puanaM H
060pYAOBAHHIC /IS aHAJIM3a HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTB

TexH0NOTHS POU3BOICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPECTR

Buapl 1 ycnoBus GU3HKO-XHMHYECKAX H MHAKPOOHONTOTHYECKUX HCOBITAHHHA CHIPLA,

MPOMEXKYTOYHOH IIPOAYKIHH U TOTOBBIX HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBEHHBIX
CpencTB

Buasi u  ycnoBHA — GUONOTHYECKMX  HCMBITAHHH — HAHOCTPYKTYPHPOBAHHEIX
NIEKAPCTBEHHEBIX CPeICTB

[Ipasuna paboTei ¢ OGOpYAOBaHHEM M MaTepHanmaMH i OpoBeaeHHs ¢usuko-
XUMHYECKUX, MEUKPOOHOTOTHYECKAX H OHONOrHYeCKHX HCCIIEAOBAHHH

TexHuueckne BO3MOKHOCTH JaGopaTOPHE pa3paboTKH M KOHTPOIA KadecTBa
HAHOCTPYKTYPHPORAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

ITopsagok o¢opMIeHuUS, COTIACOBAHUA M YTBEPKACHHAA JOKYMEHTALKH M OTYETHOCTH
B COOTBETCTBHH ¢ TPeOOBAHUAMH PErYITOPHEIX OpPraHOB

Tpynosoe 3akoHoRatenscTBO Poccuiickolt Meepaly B 4acTH, peraMeHTHPYIOweH
BHITOJIHEHHE TPYAOBHIX 00s13aHHOCTEH

Texnugeckuli aHrmmiickuii s3bIK B 0OmacTH paspaboTKH HAHOCTPYKTYPHPOBAaHHBIX
JICKapCTBEHHEIX CPeICTB H MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX NEKAPCTBEHHBIX

CpeACTB

TpeGoBaHus CAHUTAPHOTO peXHMa, OXpaHBl Tpy[a, NOKapHOH OGe30nacHOCTH,
OXpaHBl OKpyKalotlleH cpeabl

Apyrue -
XapaKTepHCTHKH
3.5.2. Tpyaosas GyHKUHA
Opranuszanusg noucKa HayyHo-
TeXHHUEeCKOH HHpopMalHK 0
CYIECTBYIOIEH Bopme VpobeHb
HaumeHopaHie | HAHOCTPYKTYPHPOBAHHEIX Kox | E/02.7 | (nomypopens) 7
JNIeKApPCTBEHHBIX CPEMICTE U kBanubukaumn
OOCTYITHOM CHIpLE IS €€
TIPOU3BOACTRA
[Mpodcxoxnenne Opurmnan X 3aHMCTBOBAHO H3
TpynoBoi ¢pynkuau | | OpHrHHana g
Kon opuarunana PerncrpanHoHHEIT HOMeD
npodecCHOHATEHOTO
CTaHpapTa
. TpynoBeie [TOArOTOBKA M COTJIACOBAHHE IUIAHA MOHCKA HAYYHO-TEXHAYECKOH HH@POPMAIIHH O
AeficTBHA cymectyomiell GopMe HaHOCTPYKTYPHPOBAHHBIX ICKapPCTBEHHBIX CPEICTB

Ha3HaueHwe OTBETCTBEHHHIX 334 MOACK HAYYHO-TEXHHYECKOHM M JIOTHCTHKO-
SKOHOMHYecKoH HAdOPMAaH O CYNIECTBYIOIIEH (opMeé HAHOCTPYKTYPHPOBAHHBIX
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JICKApPCTBCHHBIX CPCACTE H JOCTYITHOM CHIpBC I €€ TIPDOH3BOJICTBA

IMoaroToBKA W COTNacCOBAHHME IUIAHA (PMHAHCOBBIX 3aTPAT MO 3aKyIKaM CHpPbY H
o00OpyZOBaHHA 1A IPOM3BOACTBA HAHOCTPYKTYPHPOBAaHHBEIX JICKAPCTBEHHBIX
CpeJICTB

CormacopaHue HOMEHKIATYPH R TEXHHYECKHX XAPAaKTEPHCTHK CyOcTaHuMit
BCMIOMOTATENIBHBIX MATEPHAJIOB, IPHOOPETACMBIX JUIA pa3palboTKH W TPOH3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEJICTR

Heo6xonuMmuie
YMEHHSA

®opmupoBaTte  TpeboBaHHA K  HOBBIM  BHJAM  HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTR

CornacoBsiBaTE M YTBEpXKAATE PE3yNbTaTel HAYYHO-TEXHHYECKOIO aHAH3a pBHIHKA
HaHOCTPYKTYPHPOBAaHHBIX NEKAPCTBEHHBIX CPEACTB

CornacoBLIBaTh M YTBEPXKAATH (PMHAHCOBO-SKOHOMHYECKYIO NOKYMEHTAOHIO TIO
aHATIM3Y pHIHKA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB M CEIPbS ANA
HHX, a TAKKE 110 3aKYTIKAM CHIPhA

OcymecTBmare  o0paTHYIO  CBA3b  HccneAoBaTenbckod — nabopatopum  ©
noApazAeneHusMH IPOU3BOACTBA H 3aKa34YHKaMH

PaboTaTh ¢ TEXHHYECKOH JIMTEpaTypoil Ha AHTIMHCKOM SI3HIKE

HeobxonuMeie
3HAHHSA

OTpaciesble CTAaHAAPTEI, TEXHHYECKHE YCIIOBAS H HOPMATHBBI HA COCTaBBL, METOJBI
NOMYUCHHSA W CBOHCTBa HAHOCTPYKTYPHUPOBAHHHIX JIEKAPCTBEHHBIX CPEACTE

Tpebopanus o0mMErocyAapcTBEHHBIX 3aKOHOIATENBHEIX JOKYMEHTOB IO ()apMOKONEH
K HCXONHHIM AaKTHBHBIM (papMaleBTHYECKUM CYOCTAHUMAM H BCIOMOTATEIbHEIM
BEINECTBAM

MeTozonorus NpopeReHHs H ONEHKH BATHAALIMOHHBIX HCIBITAHHI

IpaBuna HagrexKalleli OPOW3BOACTBEHHON NPAKTHKH, MPaBHIA HaJISKAIICH
nabopaTopHON NpakTMKH 10 YCTaHOBJICHHIO TpeOoBamdii K  OpraHH3alMH
IMPON3BOJACTBA H KOHTPOJs KauecTBA JIEKAPCTBCHHBIX CPEACTE BAA MEAHIHHCKOro
IIpUMEHEHHS

TeXHHYeCKNe, TEXHONOTAIeCKHe H (dapMakoneiiHble TPeOOBaHHS K  CHIPHIO,
MONYNpPOAYKTaM H FOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHEIM CPEACTBAM

Texumueckue H ¢apMakoneiinsie TpeGoBaHAS K peaKTHBAM, MaTepHAlIaM M
00OpYAOBAaHAKY A1 aHAJIM3A HAHOCTPYKTYPHPOBAHHEIX JEKAPCTBEHHBIX CPEACTE

TeXHONOrHsA NPOH3BOACTBA HAHOCTPYKTYPHPORAHHBIX JICKAPCTBEHHBIX CPEACTB

ITopanox odopMiIeHHs, COrIACOBAHAS H YTBEPXK/CHHA JOKYMEHTALHH MO aHAIH3Y
pHIHKA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHHIX CPSACTE H CHIPBSA JULA HHX, @ TaKKe
O 33KYTIKaM CHIPbA

[TepcneKTHBEI T€XHHYECKOTO Pa3BHTUS OpTaHH3allMd M OTPacin H OIpelesieHHe
IKOHOMHYECKOM s>¢deKTHBHOCTH pa3paboTOK HaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBCHHBLIX CPESCTB

Tpynopoe 3akoHozaTenscTBo Poccniickoit deaepan B 4acTH, PCIAMEHTHPYIOMEH
BHI[IOJIHEHHE TPYAOBLIX 00g3aHHOCTeH

Texnuveckuii aHrmmiickmii s3p1k B 0OJIACTH pa3paboTKH HAHOCTPYKTYPHPOBAHHBIX
JEKAPCTBEHHBIX CPEJICTB H MPOH3BOACTRA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX

CpeicTB

TpeGopaHHs CaHMTApPHOTO peXXMMa, OXpaHB TpyAa, HoXkapHo# OesomacHocTH,
OXpaHEl OKPYXKAIOMEH Cpeibl

IMopapox peficTBuil Npy Ype3BEMANHBIX CHTYALHAX

HApyrue

XapakTEPHCTHKA




39

3.5.3. Tpynosas ¢pysxuus

HaumeHnopatte

Oprasu3aiys NoNyuYeHHus H
HCCJICAOBAHKA SKCIEPUMEHTANBHEIX
COCTABOB, BBIOOpA peLenTypsl H
TEXHOMOTHH M3MOTOBJICHHA
HaHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB

YpopeHb
Kon E/03.7 | (nomypoeeus) 7
KeanudpHKauiu

IponcxoxaenuHe
TpYaoeoil PyHKLUMK

 Opurunan X . 3aHMCTBOBAHO M3 OpUrHHANA

Kon PervcTpauHOHHB HOMEp
OpHrHHANA npodiecCHOHANBHOIO
CTaHAApTA

Tpynossie
JeHCcTBHA

CornacopaHue MCIOONB3YEMBIX BMAOB H 00BEMOB ChIpbS, MATCPHAlNOB H
0BOpyNOBaHHA TPH H3rOTOBICHHN M HCCIEJOBAHHH PKCIEPHMEHTAILHEIX COCTABOB
HAHOCTPYKTYPHPOBAHHHIX IEKAPCTBEHHEIX CPe/ICTR

CormacopaHue  OOCNEJOBATENBHOCTH H  o0beMa  (PH3MKO-XMMHYECKHX H
TEXHOJIOTHYECKHX  HCCINENOBAHHH CHIpbS W SKCIIEPUMEHTANBHLIX  COCTABOB
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTE

HasHaueHHe OTBETCTBEHHEIX 3a M2IOTOBJICHHE H HCCIeIOBAHNE IKCIIEPHMERTANBHEIX
COCTABOB HAHOCTPYKTYPHPOBAHHEIX JEKAPCTBEHHLIX CPEICTR

Hasnagerne OTBETCTBCHHBIX 33 NPEeEMETHO-KOJHYSCTBEHHBIH YYET HapKOTHYECKHX,
NCHXOTPOTHBIX BEIIECTB H HX NMPEKYyPCOpPOB

O6mmi KOHTPONL BHIMOJHEHAS IUaHa paboT MO HCCIECAOBAaHHIO ChHIPbsd H
SKCIEPHMEHTABHBIX COCTABOB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTR

BuGop H®  cornacoBaHHE€  PpENENTYpel M TEXHONOTMH  MOMY9eHHA
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEIX CPEACTB

VTBepXKJACHHE OTYETHOH NOKYMCHTAIIHH MO pa3spaloTKe COCTABOB M TEXHOIOTHH
NONYUeHNAT HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX IPENapaTon

Hecbxonumbie
yMeHHA

KoHTpomipoBaTe BEIGOpP CHIpbA, MaTEPHANOB H O0OpyAOBaHHA I/ NPOHZBOLCTBA
HAHOCTPYKTYPHPOBAHHBIX JECKAPCTBEHHLIX CPEACTH

KontponupoBaTs  BHIOOp M TOCHEAOBATENBHOCTE  (PM3MKO-XMMHYECKHX,
MUKpOOHONOTHIECKHX M OMONOrMYecKMX HCIBITAHHH CHIPbS M HOBBIX COCTaBOB
HAHOCTPYKTYPHPOBAHHAMIX JIEKAPCTBEHHEIX CPECTR

CornacobblBaTh M YTBEPXIJAaTh HOBBIE  COCTaB  HAHOCTPYKTYPHMPOBaHHEBIX
NEKapCTBEHHBIX CPEACTB

KoHTpomuposaTh 0GOPOT HAPKOTHUYECKHX, [CHXOTPONHEIX BEHIECTB H  HX
NPEKypCOpoB

PaboTath ¢ TeXHHYECKOM TUTEpaTYpOol Ha HHOCTPAHHOM S3BIKE

O0uarkes ¢ 3aKa3YHKaMy HA HHOCTPAHHOM A3BIKE

OCYIIECTRAATE B3anMOAEHCTBHE HCCITeNOBATENBCKONH NabopaTopuH ¢ OCTANIHBIMH
NoApa3ACIEHASIMH MIPOH3BOCTRA

Heobxoaumeie
3HAHHUA

OTpacieBbie CTaHZAPTH, TCXHHYECKHE YC/IOBHS H HOPMATUBHL HA COCTABBI, METOLBI
NoXydeHns H CBOHCTBAa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

TpeGoparus 0611ErOCYXaPCTBEHHBIX 3aKOHOJATENBHEIX JOKYMEHTOB 110 (apMOKONeH
K MCXONHEIM AKTHBHEIM (apMameBTHYeCKMM CYOCTAHOHAM H BCIIOMOTATENBHBIM
BEIIECTBAM

Merogonorus OpoBEACHHA H OLICHKH BAIHAALHOHHBIX HCNBITAaHAR

[Ipapuna Haanexamed NpPOM3BOACTBEHHOH MPaKTHKH, NpaBUIa Haaexauei
nabopaTopHO TNPaKTHKM MO  YCTAHOBJICHHIO TpeOoBaMni K  OpraHM3alU{
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TIPOH3BCACTEA H KCHTPOJIA KavCCTBA JICKAPCTBEHHEBIX CPEACTE AJIA MEAHLUHHCKOTO
TNPHMCHCHNA

TexHuueckue, TEXHONOTHYECKHE M (apMmakoneiiHsle TpeOOBaHHMA K CHIPBIO,
TONYIPOAYKTaM H TOTOBBIM HAHOCTPYKTYPHUPOBAHHEIM JIEKAPCTBEHHBIM CPeACTBAM

Texuuaeckue u ¢dapMakomneiiHele TpeGoBaHHS K peakTHBaM, MaTepHallaM H
060pYAOBAHHIO U1 AHAJIN3a HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTR

TexHoNMOrHs NPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHLIX CPEACTR

Buapl u ycnoBns HCHBITAHHH CHIPES, NMPOMEXYTOYHOH NPOAYKUMH H TOTOBBIX
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CPE/ICTB

Tpapuna paborsr ¢ OOOpYAOBaHMEM M MaTepHalaMH JUI1  OPOBCACHHA
SKCTICPUMEHTAIBHEIX ~ HCCNECAOBAHUN  HAHOCTPYKTYPHPOBAHHBIX  J1€KapPCTBEHHBIX
CpeacTB

Oprarmzangs 1 MeTOAONIOTHS NPOBEACHHA HcclenoBanuit B 06macTH paspaboTkH M
IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHHIX IEKAPCTBEHHBIX CPEACTE

IIpapuia XpaHeHMs M YUCTa HAPKOTHYECKHX, IICHXOTPONHBIX BCIIECTE H HX
PEKYPCOPOB

TexHU4eCKHE BO3MOXKHOCTH JabopaTopui paspabOTKH M KOHTPONA KadecTpa
HAHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHBIX CPECTB

IMopsanok odopMmiIeHHd, COTIACOBaHHS H YTBEPXKISHHS JIOKATBHBIX HOPMATHBHBIX
JACKYMEHTOB B OTYETHBIX MAaTepHAIOB

[TepcNeKTHBEI TEXHAYECKOTO PAa3sBHTUA OPTaHH3alHHd M OTPaciN H OIpelciieHHe
AKOHOMHYECKOR s dexkTHBHOCTH paspaboTok HaHOCTPYKTYPHPOBAHHEBIX
JIEKapPCTBCHHBIX CPEACTB

Tpynosoe 3akoHomarenscTBo Poccniickoit denepallin B YaCTH, perIaMEHTHPYIOMIEH
BHIMOJAHEHHE TPYAOBBIX 00A3aHHOCTEI

Texunuueckuit anruicKHil S3HIK B 0OnmacTd pa3paloTKH HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBCHHBIX CPEACTE H MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX

CpencTB

TpeGoBanmsi CAHHTapHOTO pPEXHMA, OXpaHBHl Tpyda, moxapHod O6e30MacHOCTH,
OXpaHsl OKPYKAIOLEH cpeikl

TMopa oK AcHCTBHI NPH Ype3BRIYAHHBIX CHTYAlUAX

Apyrue -
XapaKTePHCTHKH
3.5.4. Tpynosan dyaxnus
Opraanzanus BHITYCKa ONBITHOH v
pOBEHB
HavumeHosanye CEpHH HAHOCTPYKTYPHPOBAHHEX Koz E/04.7 (oaypOBEHE) 7
JICKApPCTBEHHBIX CPCIOCTE MO I p—
pa3paboTaHHON pelenType
HpoxcxoxaeHne !;p“mm“ X 3auMcTBOBAHO M3
TpynoBoi PYHKUMH | OpHTHHANA _
Kon opuruHana  PerucTpalMoHHbiH HOMEP
npodeccHOHATBHOTO
CTaHzapTa
Tpynosuie Hasnayenue OTBETCTBEHHBIX 33 BLIMYCK ONBITHOH MapTHH HAHOCTPYKTYPHPOBAHHBIX
| IelCTBHA JIEKAPCTBEHHEIX CPEICTB

CorsacoBaHHe I1/IaHa BHINYCKA ONBITHOH NapTHH H BATHAALHK MpoLecca NOTyIeHHS
HAHOCTPYKTYPAPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

CornacoBaHne TeXHHYECKOTO 3aJaHHsA HA 3aKYNKY, NPOSKTHPOBAHHE U H3TCTOBJICHHE
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KOMIUICKTYIOIIHX M OCHACTKH JUIA TPOH3BOACTBA HOBBIX HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPENICTB

CorfnacoBaHHe  METOIOB, YCIOBHH M peXHMOB  (QH3UKO-XMMHYECKHX H
TEXHOJOTMYECKHX HCCIISI0BAHMI HCMOAB3YEMOTO CHIPh, MPOMEKYTOUHOH H TOTOBO#H
ONBITHOM MapTHA HAHOCTPYKTYPHPOBAHKEIX JIEKAPCTBCHHBIX CPENICTB

CornacoBaHme BHIOB, NOCIENOBATENPHOCTH H 00BeMa MHKPOOHONOTHYECKHX
HCCNCIOBAHMI HCTHOMB3YEMOr0 CHIPhA, NPOMEKYTOUHOH H IOTOBOM OMEBITHOH NApTHH
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPEJICTB '

Cornacopanue  BHJOB, IOCIHE/OBATEIBHOCTH H  o0BeMa  OHMONOrHYECKHX
HCCNISAOBaHHH HCIONB3YEMOTO ChIPbi, MPOMEXYTOUHOH U I'OTOBOI OIEITHOM NapTHH
HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHEBIX CPEJICTR

Ha3HayeHHe OTBETCTBEHHBIX 33 IPEAMETHO-KOMMUYCCTBEHHEIH YIeT HApKOTHYECKHX,
TICHXOTPOINHEIX BENICCTB M HX IIPEKYPCOPOB

[Moaroroeka 3aKiIOUYEHAS O TeXHHYeCKoH BO3MOXKHOCTH MPOMBIIUICHHOTO
NPOH3BO/ICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB IO paspaboTaHHOM
peuenType A TEXHOJOIHH

Heo0xogaMeie
YMEHHS

KoHTponnpoBaTe BHITYCK ONBITHOH NapTHH HOBEIX HAHOCTPYKTYPHPOBaKHBIX
JIEKAPCTBEHHELIX CPEACTR

CornacoBbIBaTh U YTBEPXKAATh 3aKyNKYy HeoGxoaumoro obopymoBaHHS sl BHIYCKa
OIIBITHOM MapTHH

CoryiacoBbIBaTh U YTBEPKAATh MPOrpaMMy (U3HKO-XHMHYECKHX H TEXHOJIOTHYSCKHX
HCCIeAOBAHHM obpaznos ONBITHON NapTUH HaHOCTPYKTYPHPOBAHHBIX
JNEKapCTBEHHBIX CPE/ICTB

CornacoBuiBaTh H YTBEPXKHATH MNPOrpaMMy MHKpOOHONOIMYIECKHX HCTIBITAHHN
00pasnoB ONBITHOHN MapTHH HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBEHHbIX CPeICTR

Kontpomuporats 00OpOT HApKOTHYECKMX, NCHXOTPONHBIX BEIIECTB H  HX
MPEKYPCOPOR

O600marr H OICHHBATH Pe3yNbTAaTBl BHIMyCKa ONBITHOH IAapTHH HOBBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEICTB

Heobxoaumeie
3HAHHA

OTpacneBbie CTAHAAPTHI, TCXHAYECKHE YCIOBHA H HOPMATHBHL HA COCTABbI, MCTO/b
TMOJIYYEHUS H CBOHCTBA HAHOCTPYKTYPHPOBAHHAMIX JIEKAPCTBEHHEIX CPEICTE

Tpebopanus of1IerocyAapCTBEHABIX 3aKOHOAATENBHBIX JOKYMEHTOB 10 papMOKOTIEH
K HMCXOJHBIM AKTHBHEIM (apMalleBTHYECKHM CyOCTaHHHSAM H BCIIOMOTaTEIIBHBIM
BELIECTBAM

MeTomonorusa IpoBeAcHHS H ONEHKH BATMIAIIMOHHBIX HCIILITAHHH

IpaBuna HamIeKamMeH NPOM3BOACTBEHHON MpPaKTHKH, IPaBHIA HaJIeXamed
nabopaTopHOH MNPaKTHKH IO YCTAaHOBJCHMIO TpeOoBaHMH K OpraHUzaUMH
NPON3BOACTBA H KOHTPONS KadeCTBA JICKAPCTBEHHBIX CPEACTB U1 MERHLIHHCKOIO
pUMEHEHHS

TexHuueckue, TeXHoJMorHdeckne M (apMakomeiiHsle TpefoBaHHA K CHIPLHIO,
TONYIPOAYKTAM 1 FOTOBBIM HaHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHEIM CPELCTBAM

Texnngeckhe W dapmakoneiinbic TpeboBaHMA K pPeaKTHBaM, MaTepuanaM H
0GOpyAOBAHHIO U AHAMM3a HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TexHonorusa ONEITHOrC M MPOMBIILIENHOTO MPOX3BOACTBAa HAHOCTPYKTYPHPOBAHHDBIX
JeKapCTBEHHBIX CPEJCTB

IMpaBuina XpaHeHHs H y4YeTa HAPKOTHYECKHX, MNCHXOTPONHBIX BEIIECTB H HX
NpeKypcopoB

Texunueckne BO3MOKHOCTH ONBITHO-NPOMBIIIIECHHOTO IPOU3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX J1eKAPCTBEHHBIX CPEACTR

[Topsnok ofopMiaenHs, COINacOBAHAA H YTBEPKICHHA JOKYMEHTAI[MH H OTYETHOCTH
10 PEaKTUBAM, MaTepHalaM U o0OpyIOBaHHIO JUIA aHATH3a HAHOCTPYKTYPHPOBAHHEIX
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JICKApCTBCHHEIX CPCICTB

[MepenekTrBEl TEXHHYECKOTO PAZBHTHA OPraHH3allHid M OTPaciH M ONpEIENCHHE
IKOHOMHYECKOI s ek THBHOCTH pa3paboTok HARHOCTPYKTYPHPOBaHHBIX
JIeKapCTBCHHBIX CPEAICTB

TpynoBoe 3akoRoAaTeNECTBO Poccuiickolt Menepanyu B 9acTH, peryiaMeHTUPYIOEH
BBIIOIHEHHE TPYAOBHIX 00s13aHHOCTEH

TpeGopaHHA CAHUTAPHOTO peXHMA, OXPaHBl TpyJa, NoXapHOH O€30MacHOCTH,
OXpaHBbl OKpYXXKaloleH cpesl

ITopanox AeHCTBHH NMpU 9pE3BEMANHEIX CHTYALHAX

Hpyrue

XapaKTePHCTHKH

3.5.5. Tpynosas pynxuus

HanMeHoBaHME

ITpoeepka 1 cormracoBaHye
JOKYMEHTALIMH 110 paspaboTke
TEXHOMOTHH NOTYYEHHA NOTOBOH
JIeKapCTBEHHOMN HOpPMEI KBanugUKaLHH
HAaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEIX CPECTR

VpopeHs
Kon | E/05.7 | (mopypoBeHs) 7

HpoucxoxaeHue
TPYDOBO#H QYHKIHH

OpHrunan X

3aUMCTROBAHD M3
OpMTHHANA

npodecCHOHATBHOTO
CTAHAApTa

Tpynossle
AeHCTBHA

CornacoBanue BHAOB H (OPMBI ZOKYMEHTALHMH HpH HOJHOM 1lHKJe pa3paboTku H
BLIMONHEHHA HCCIENOBaHMH TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHEIX
CPEACTB

OpraHu3anus H ofGecredeHHe BeAeHHA JOKYMEHTAllHM OpH TOJNHOM IHKJE
paspaGoTKH M BEIMOJIHEHHH MCCIIECOBAHHH TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX
JCKapPCTBEHHBIX CPEJICTR

CorflacoBaHne H yTBepKAeHHE JOKYMEHTAUUN NpH 000poTe peakTHBOB, MATCpHATIOB

IUI1  aHANM3a, CHIPbs, NOMYNIPOAYKTOB H ©00pa3suoB HAHOCTPYKTYPHUPOBaHHEBIX
NEKAPCTBCHHEIX CPEACTB

Opranusalua BeAeHHs AOKYMCHTALHH, oTHOCAIIelics K npubopam H 060pyAOBAHHIO,
npu  pa3paloTKe W  BEIIONHEHHH HCCIEJOBAHHA  HaHOCTPYKTYPUPOBAHHBIX
NEKAPCTBEHHHIX CPE/ICTB

HaznaueHue OTBETCTBEHHLIX 32 BeACHHE JOKYMEHTAIMH BceX ypoBHEH

HeoGxoxuMile
YMCHHA

BrirEpars HeOGXOAHMEIE H I0CTaTOYHEIE (POPMBI JOKYMEHTAIAY NIPH HNOJHOM ITUKIIE
paspaboTKH M BHIMOJHEHHH HCCEAOBAHHA TOTOBBHIX HAHOCTPYKTYPHPOBAHHBIX
NEKApPCTBEHHBIX CPEJICTB

KonTponmupoBaTh BelicHHe JOKYMCHTAUHH MOJHOTO WHMKNa paspafoTka W
BBIIOJIHCHUH HCCNENOBAHMM TOTOBHIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
cpeIcTs

O60611aTh ¥ OLEHHBAaTh COCTOSHHE H BO3IMOKHOCTH HCCIEAOBATENLCKOM
naGoparopud  Ang  paspabOTKH  HOBHIX  BHAOB  HAHOCTPYKTYPHPOBAHHEIX
JIEKApPCTBEHHBIX CPE/CTB

Heobxoqumuie
3HAHUSA

OrpacneBble CTaHAAPTEL, TEXHHYCCKHE YCIOBHA H HOPMATHBEI HA COCTABEI, METORBL
TIONMy4eHHs H CBOMCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPOACTB

TpeGoaHus 00IMEroCy apPCTBEHHBIX 3aKOHOATENBHEIX JOKYMEHTOB 110 (apMOKomeH
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K HCXOHNHBIM AKTHBHEIM (papMaleBTHUYECKHM CYOCTAHIHAM M BCIIOMOTATENBHBIM
BEMECTBAM

MeTomonorus nposeeHns H OLICHKH BATMIAHOHHBIX HCHBITAHHI

IMpapuna Hagmexameil OPOH3BOACTBCHHOM NPAaKTHKH, [IpaBHIa HalIexalle
nabopaTopHOM TNpaKTAKH MO YCTAHOBJICHHIO TpeboBaHMi K OpraHM3alHH
MPOM3BOJCTBA H KOHTPO/S KAueCTBAa JNEKAPCTBEHHBIX CPEACTB I MEAMLMHCKOTO
HpHMEHEHNS '

TexHuYeckde, TEXHONOIHYeCKHE U (apMakomneifHbie TpeOOBaHMA K  CHIPBIO,
NOIYNIPOAYKTaM H TOTOBEIM HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEKHEBIM CPEACTBAM

Texuuueckne u QapmaxoneiiHple TpeOOBaHMA K peakTHBaM, MaTepHalaM H
060pYA0BaHHIO JUIA QHATM32 HAHOCTPYKTYPHPOBAHHHIX JIGKAPCTBEHHEIX CPEJCTB

TexHonorus ONBITHONO M MPOMBIIUICHHOIO MPOH3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX
JNIEKAPCTBEHHEIX CPEJCTR

BHIbI # YCJIOBHS HCOBITAHHH HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

Ipasuna paGoTH ¢ oGopydOBaHHEM H MaTepHAIaMH JUIA [POBEICHHS HCHBITAHHH
HAHOCTPYKTYDHPOBAaHHEIX ~ JIEKapCTREHHEIX  CPENCYB,  NOPAROK  MPOBEACHUA
KBAM(HKALMOHHEIX MEPONPHATHH

TexanyeckHe  BO3MOXHOCTH  JaGoparopuu mo  pa3paboTke W ONBITHO-
TIPOMBINIIEHHOMY IPOH3BOACTBY HAROCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

TMopsnok oopMIeHHsi, COTTACOBAHUA AOKYMEHTAHA H OTYSTHOCTU NpPH IOJHOM
OHKJIE pa3paboTKH H BHINOJHEHUH HCCIEROBAHHH TOTOBBIX HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJCTB

[MepcneKTHBEL TEXHHYECKOTO PA3BHTHA OPraHM3allMH H OTpaciu H oupelesieHHe
HKOHOMHYecKo# 3ddreKTHBHOCTH pa3paboTok

Tpynosoe 3akoHOAaTENbCTBO Poccuiickoii ®enepann B YacTH, periaMeHTHpPYIOIIEH
BBIMIOJIHEHHE TPYAOBBIX 003aHHOCTEH

TpeGoBaHus CAHUTapPHOTO peXHMa, OXpaHBl TpyJa, NoKapHoH OesonacHocTd,
OXpaHBI OKpYKAIOMEH Cpelbl

IMopanok meiicTBHIL IPH 9pe3BbMHANHBIX CHTYAIMAX

Apyrue

XapaKTEpHCTAKH

IV. Ceenenns 06 opranuzanuax — paspaborunkax npo¢gecCHOHANBHOTO CTAHAAPTA

4.1, OTBEeTCTBEHHAS OPraHH3aNNA-pa3paboTIHK

donra HHDpacTPYKTYpHBIX H 00pasosatensnelx nporpaMM (POCHAHO), ropoa Mockea

["eHepaibHBII JUPEKTOP Ceunapenko Augpeii ['enHaapeBUY

4.2, HanMeHOBAHNN OpraHm3annii-papaboTuHKOB

AHO «HatnoHansHOe areHTCTBO pa3BHTAA KBaJMdHKanuii», ropog Mockpa

3A0 «HMucTHTYT PapMalleBTHYIECKUX TEXHOTOTHiAy, ropox Mockea

OAO «Tarxumdapmnpenaparer», ropoa Kasans, PecriyGnuka Tarapcran

000 «HAHOJIEK», ropox Mockea

000 «Hanodapma lepenonment», ropoa Kazans, Pecnyﬁﬁﬁi&é Tarapctan

hithib Wb -

000 HayuHo-npoussoactseHHas pupma «Matepua Meanka Xoagunr» (Gunnai), ropox
Yenabunck

~1

OOP «PoccHIACKHI 0103 MPOMBILLICHHHKOB U IpeAITpHHAMaTeneii», ropoa Mocksa

8 : MIHCTHTYT TOHKHAX XHEMHYECKHX TexHonoruit umenn M. B. Jlomonocosa @I'EOY BO «MHPIA —
PoccHiickuii TEXHOAOTHYECKAN YHHBEPCUTET), ropoA Mockea
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9  ®I'BY «BcepoccHiicKuii HAyYHO-HCCHENOBATENECKHH HHCTHTYT TpyAa» MUHHCTEPCTBA TPYAa H
colmanbHol 3amuTe Poccuiickoii ®enepaunn, ropog Mocksa

! O6uepoccuiickuii knaccuUKATOP 3aHATHIA.

? ObmepoccHiickAl KNaCCHYHKATOP BHAOB FKOHOMHYECKOH REATENBHOCTH.

* Mpukas Muwsapascoupasentus Pocchr oT 12 anpena 2011 r. Ne 3024 «OG yTeepiaeHHud nepednei BpeaHbix U {(nnu)
ONACHLIX MPOH3BOACTBEHHHX GAKTOPOE U PaboT, NPH BEIMOTHEHHH KOTOPBIX MPOBOAATCH 06A3aTeNbHbIE NpeIBapHTe/bHEIE H
NepHOANYECKHE MeIHUMHCKMEe OcMOTphl (oGcnenopanws), 1 [opanka npoBeneHHs 0OA3ATENBHRIX NpPeABAPHTENLHHIX H
NEPHOAMIECKHX MEeHUMHCKAX OCMOTPOB (oGcneaoBaHuil) paGoTHUKOB, 3aHATHIX H3 TAKENEIX pafoTax u ma paboTax c
BpEOHBIME M (MNM) OMACHBIMHM YCNOBHAMHM TpyAa» (3apernctpupoBan Mumiocrom Poccun 21 okmabps 2011 r,
perucTpausonHsiii Ne22111), ¢ H3MEHEHHAMH, BHECEHHHMH npukazaMi Muusapasa Poccum ot 15 Max 2013 r. Ne296u
(sapervcTpuposad Muttoctom Poccun 3 miona 2013 r., pernctpauposnsiii Ne 28970) u ot 5 nekaGps 2014 r. Ne 801n
(3aperncTpuposan Mutoctom Poccun 3 despana 2015 r., peructpanmonusiii Ne 35848), npukazoM Muntpyaa Pocenn,
Munsgpapa Poccan ot 6 despana 2018 r. Ne 62w/49u (3apeructpupoBan MuntoctoM Poccuu 2 wmaptra 2018 r,
?emcmaumﬂnuﬁ Ne 50237).

Iphxas Poctexuamsopa ot 29 auapa 2007 r. Ne 37 «O mopaake NOATOTOBKH M aTTeCTaliiy pabOTHHKOB OpranM3ali,
nonHamsopHHxX MefepanbHoll ciykGe N0 IKOIOrHYECKOMY, TEXHONOrHYECKOMY H ATOMHOMY Haa30py» {(3aperncTpHpoRaH
Musrocrom Poccnn 22 MapTa 2007 r., peructpaunonssiii Ne 9133), ¢ HsMeneHHAMH, BHECEHHBIMU TIPHKa3aMA Poctexianzopa
or 5 mons 2007 r. Ne 450 (sapernctpuposan MumioctoM Poccmm 23 miona 2007 1., perMcipaunoHHsiii Ne 9831),
ot 27 aerycta 2010 r. Ne 823 (zapeructpuposan MumtoctoM Pocchu 7 centaGps 2010 r., pernctpaumonnsiii No 18370),
ot 15 nexabps 2011 r. Me 714 (3apeructpupoean MuntiocroM Poccun 8 despana 2012 r., peructpauuontpiii No 23166),
ot 19 zekabps 2012 r. Ne 739 (3apeructpupoan MumtoctoM Poccnn 5 anpenst 2013 r., perucrpausonnsiii Ne 28002),
oT 6 nexabpa 2013 r. Ne 591 (3apermcrpuposan Mumioctom Pocchm 14 mapta 2014 r., peructpannonssifi Ne 31601),
oT 30 uiona 2015 1. Ne 251 (3apeructpuposas Munioctom Poccun 27 sions 2015 r., peructpaudoHHbii Ne 33208).
¥ Emmuii KBanH(UKALMOHHBIA CNpaBoMHHK JODKHOCTEH PYKOBOAUTENEH, CNEUHATHCTOB H ClyXallHX.

: O6mepocchiicknit knaccudukatop npodeccnii pabounx, AOMKHOCTEH CYKaUMX M TAPHPHBIX paspanos.

O6mepocchiickuii knaccudukatop cnelmansHocTell no obpasoeaHuIo.




