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I. O0umue cBegeHns

Pa3pabotka penenTypsl HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB ‘ 26.022 ‘
(HanMeHOBaHUE BHA TPOPECCHOHANBHOM e TeIPHOCTH) Kon

OcHoBHas Ocjib BUAa HpO(I)eCCHOHaHLHOﬁ ACATCIIBHOCTH

‘OGecnequHe MIOJTHOTO IMKJIA pa3pabOTKH HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

I'pynma 3ansaTuit:

1223 PykoBogurenu noapasneneHuil no 2131 buonoru, 60TaHuKH, 30070TH U
HayYHBIM UCCIIEIOBAHUSIM U CIIEIUATTUCTHI POJACTBEHHBIX 3aHITHI




pa3zpaboTkam

2145 NnxeHepbpl-XUMUKHI 3111 TexHukn B 001aCTH XUMUYECKHUX U
(hU3UYECKUX HAYK
3119 Texuuku B 061acTu GU3NIECKUX U - -
TEXHUYECKUX HAYK, HE BXOJIAIIUE B
JIpYTrUe TpyIIbl
(xox OK3) (HanMeHOBaHME) (xox OK3) (HauMeHOBaHHE)

OtHeceHre K BUIaM DKOHOMHYECKON NEITEIHLHOCTH:

72.11 Hayunsie ncciaenoBanus u pa3paboTKu B 0071aCTH OMOTEXHOJIOTUH
72.19.3 Hayunbie nccnenoBanus 1 pa3paboTKu B 00JaCTH HAHOTEXHOJIOTUIH
(xom OKB3) (HamMeHOBaHUE BUAA SKOHOMHUYECKOH JIEATEITHHOCTH )




I1. Onucanue TPyaA0BbIX PyHKIMHA, BXOAAIIHUX B IPO(ecCHOHATBHBINA CTAHAAPT ((PYHKIMOHAILHAS KApTAa BUAA
npo¢ecCUOHATBLHOM 1eATeJIbHOCTH)

O060011eHHBIE TPYIOBBIE QYHKIUU

TpynoBsie GyHKINU

YpOBEHb
YpOBEHb
KOJ{ HalMEHOBAaHHE HalMEHOBAHHE KOJ (moxypoBeHb)
KBaTM(UKAITUN
KBaTMUKAITUT
A |CrangaptHble 1a00paTOpHBIC U 4 [IpoBeaeHue 1a00PATOPHBIX UCTIBITAHUH CHIPBS U A/01.4 4
OTIBITHO-ITPOMBIIIIJICHHbBIE AKCIIEPUMEHTAJILHBIX COCTABOB HAHOCTPYKTYPUPOBAHHBIX
UCCJIEJIOBAHUS JIEKapCTBEHHBIX CPEJICTB HA €TI0 OCHOBE 110 CTaHIAPTHBIM
HAaHOCTPYKTYPUPOBAHHBIX METOJIUKAM
JIEKApCTBEHHBIX CPEICTB N3roroBieHune 3KCrepuMeHTaIbHbIX COCTABOB MOJIYIIPOIYKTOB U A/02.4 4
TOTOBBIX JIEKAPCTBEHHBIX (POPM HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB 110 MPOMUCH
Hapa0oTka B ONBITHO-IIPOMBIIIUIEHHBIX YCIOBUSX Ha OCHOBE A/03.4 4
BBIOpAHHOM pPelenTypbl U TEXHOJIOTUU CepUil JIEKApCTBEHHOM
(opMBbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
HcnbiTanus OnbITHO-ITPOMBINUICHHBIX CEPUN A/04.4 4
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB B Ja0OpaTopuu
110 CTaHJIAPTHBIM METOAUKAM
B |®apmaneBtuueckas pazpadboTka 5 Bb160p MeTOAMK 3KCIIEPUMEHTAIBHBIX UCCIIEIOBaHUI 110 B/01.5 5
COCTaBa U TEXHOJIOTUU pe3ynbTaTtaM MOoUCKa U aHAJIM3a Hay4YHO-TEXHUYECKON JIUTEepaTyphl
HAaHOCTPYKTYPHUPOBAHHBIX 0 HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTBAX
JIEKapCTBEHHBIX CPEJICTB Bb160p ChIpbst U MaTEpUAIIOB JIJISl MOTYUYESHUS B/02.5 5
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU
C MX Ha3HAYeHHEM
Br160p TexHONIOTHM U 000PYAOBAHUS JUIS TOTYyYSHUS B/03.5 5
AKCIIEPUMEHTAIILHBIX COCTABOB MOJIYNPOYKTOB U TOTOBOM
JIeKapCTBEHHON (hOpMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB
Br16op MeTomonoruu 1abopaTopHbIX UCIIBITAHUN B/04.5 5

SKCIEPUMEHTAIBHBIX COCTABOB MOJYNPOAYKTOB U TOTOBOM
JIEKapCTBEHHON ()OPMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX




CPEICTB

O06paboTka pe3ybTaToB JaOOPATOPHBIX UCIIBITAHUN CHIPBS U
AKCIIEPUMEHTAJIbHBIX COCTABOB HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB C MOMOIIbIO CTaHIAPTHBIX
MaTEMaTHYECKUX M CTATUCTUYECKUX IPUEMOB U METO/I0B

B/05.5

HpOBCI[eHI/Ie OKCIICPUMEHTOB JIJI BaJIMJAlINU TCXHOJIOT'MYCCKOI'o
mponecca U METOJUK KOHTPOJIA KAa4€CTBAa HAHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHBIX CPCACTB

B/06.5

IToaroroBka nMpoeKTa 3aKIOYEHUS O TEXHUYECKONH BO3MOKHOCTH U
11€J1ecO00Pa3HOCTH BBITYCKa OMBITHOW MAapTHH HOBBIX
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB HA OCHOBAHUU
aHaJIM3a Hay4YHO-TEXHUYECKOHN JIUTEpaTyphbl

B/07.5

VYnpasienue pa3paboTKON pelenTypbl
HAaHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB U BBIITYCKOM
ONBITHOM MApPTUU O HEH

CocraBiieHre TEXHUYECKOTO 33/1aHUs Ha 3aKYIIKY, IPOEKTUPOBAaHUE
Y U3TOTOBJICHUE KOMIUIEKTYIOIIMX U OCHACTKH JUIS IPOU3BOACTBA
HOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

C/01.6

KonTtpons papmaneBTndeckoit pa3paboTKu U BBIOOP peenTyph
TOTOBOM JIEKAPCTBEHHON (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB

C/02.6

VYnpasiieHne Nponu3BOACTBOM ONBITHO-ITPOMBIIIJIEHHON CEPUN
rOTOBOM JIEKaPCTBEHHOM (POPMBI HA OCHOBE BBIOPAHHOMN pELENTYpPHI
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

C/03.6

KoHTposb aHATUTHYECKUX U TEXHOJIOTHUECKUX UCTIBITAHUIN
OTIBITHOM MapTUU FOTOBOM JIEKAPCTBEHHOW (hOPMBI HA OCHOBE
BBIOPaHHOM penenTypsl HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB

C/04.6

KoHTponb MOATOTOBKY TOKYMEHTALIUHU 110 HapabOTKe OMBITHO-
MPOMBIIIIEHHON CEpHH FOTOBOH JIEKapCTBEHHON (POPMBI
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

C/05.6

VYnpasieHue O10IOTHYeCKUMHU
UCIBITAHUSIMU CBIPBSI U TOTOBOM
JeKapCTBEHHOM (pOpMBI
HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPENICTB

Br160p cioco6oB obecrieueHust MUKPOOHOIOTMYECKON YUCTOTHI
OTIBITHOM MapTUU TOTOBOM JIEKAPCTBEHHOU (hOPMBI
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

D/01.6

Br160p MeToaMK ¥ KOHTPOJIb IPOBEACHHUSI TAOOPaTOPHBIX
MHUKPOOHOJIOIMYECKUX HCIIBITAHUH MOJIYIPOTYKTOB M OIBITHON

D/02.6




MapTUHU HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

KonTposs npoBeneHns 6MOI0THYECKUX UCIIBITAHUMN OIMBITHON
MapTUHU HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

D/03.6

OdopmiieHne pe3yIbTaTOB UCCICAOBAHUH U BbIaua 3aKII0UYEHUS O
MHUKPOOHOIOTUYECKOM KAaueCTBE ONBITHON MapTHH
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

D/04.6

Opranuzanus pa3paboTKH penenTypsl
HOBOT'O HAHOCTPYKTYpPHUPOBAHHOTO
(apmMareBTUIECKOr0 COCTaBa U €ro
JIeKapCTBEHHOH (POPMEI B
COOTBETCTBUH C TEXHUYECKUM
3aJjaHueM

Omnpenenenue HarpaBIeHUH pa3padOTKU HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB VISl COCTABIIEHUSI TEXHUYECKOTO 3a1aHUS
Ha CO3/IaHH€ HOBOW PELENTYpPHI LIEJIEBOr0 Ha3HAUCHUS

E/01.7

Opranu3anys NoucKka Hay4HO-TeXHUYECKOH MH(OpMAIIK O
CyLIECTBYIOIIEH OopMe HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB U IOCTYITHOM ChIpbe JIsl €€ MPOU3BOACTBA

E/02.7

Opl"aHI/BaI_II/ISI MOJIYYCHHA U UCCIICAOBaHHUA SKCIICPUMCHTAJIbHBIX
COCTaBOB, BLI60pa PEUCITYPhI U TEXHOJOTHU U3TOTOBJICHUA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB

E/03.7

Opranu3zaniys BbITyCKa OMBITHOM CEpUH HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB MO pa3pabOTaHHON perenType

E/04.7

[IpoBepka u cornacoBaHue JOKyMEHTAIMH 110 pa3padboTKe
TEXHOJIOTUU MOJIYUYEHHs TOTOBOM JIEKApCTBEHHON (hOPMBI
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

E/05.7




I11. XapakrepucTuka 00001ieHHBIX TPYAOBBIX GyHKIMIT

3.1. O0o0mennas TpynoBasi pynknust «CtanzapTHbie JJa0OpaTOPHbIEe H ONBITHO-NPOMBINLICHHBIE
HCCJICJOBAHNS HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbBIX CPEACTB»

HaumenoBanue

[Ipoucxoxnenre 06001IEHHOM
TPYI0BOI QYHKINH

CranmapTHbIe 1JaOOPAaTOPHBIC U OMBITHO-
IIPOMBIIIJICHHBIC HCCIICJOBAHUA Kox A YPOBCHL 4
HAHOCTPYKTYPHUPOBAHHBIX KBaTH(UKALIH
HeKapCTBeHHBIX CpeI[CTB
Opurumas X 3auMCTBOBaHO U3
OpUTHHAJIA
Kon PeructpannonHsiit Homep
OpHUTHHAIA po¢heCCHOHATHFHOTO
CTaHJapTa

Bo3moxxHbIe HAaUMEHOBaHUS
JOJDKHOCTEH, mpodeccuii

TexHuk-madopaHT

TpeboBanus K 00pa30BaHHIO
U 00yUYEHUIO

Cpennee npodeccuonanpsHoe 00pa3oBaHUE - IPOrPAMMBbI TOATOTOBKH
CHEIHAIMCTOB CPETHETO 3BeHA

TpeboBaHMs K OIIBITY
IPAKTUYECKON pabOThI

OcoOsle yciioBuUs J0IyCKa K
pabore

[IpoxoxxaeHue 00s13aTeNIbHBIX MTPEIBAPUTENBHBIX (IIPU NOCTYIUIEHUU Ha
paboTy) ¥ IEPUOAUYECKUX METUITUHCKUX OCMOTPOB (00CTIeIOBaHMii), a TAaKKE
BHEOUYEPEIHBIX MEAUIIMHCKUX OCMOTpPOB (00CiIe10BaHMil) B TOPSIKE,
YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Poccniickoit denepanuu

[IpoxoskaeHne HHCTpYKTaXxa 110 OXpaHe Tpyda U TEXHUKE 0€3011acCHOCTU

[pyrue xapakTepUCTUKH

JlononHuTENbHOE MPO(HECCHOHATTEHOE 00pa30BaHKE - IPOTPAMMBI

MOBBIIIEHUS KBATU(UKALUHU 110 TPODUITIO AESITETbHOCTH

JlononHuTEbHBIE XapaKTEPUCTUKH

HaumeHnoBanue 6a30Boii rpynmsl, JOKHOCTH
HaunmenoBanue nokymeHTa Kon
(mpodeccun) WM CrenuaIbHOCTH

OK3 3119. TexHUKH B 00J1aCTH PU3NYECKUX U TEXHUYECKUX HAYK, HE

BXOJISIIIUE B IPYTHE TPYIIIIBI
ETKC nmn EKC TexHuk-n1abopaHT
OKIIATP 26999 TexHuk-mabopaHT
OKCO 2016 2.18.02.01 AHaJIUTHUYECKUH KOHTPOJIb KaueCTBAa XUMUYECKUX

COEIMHEHUN

2.18.02.06 XUMHUUYECKask TEXHOJIOTHUsI OPTaHUYECKUX BEILECTB

3.1.1. TpynoBas pyHKuus

HanmeHoBanue

[IpoBenenue nabopaTOPHBIX UCTIBITAHUN
CBIPBS ¥ DKCIIEPUMEHTAIbHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB HAa €r0 OCHOBE
M0 CTaHJAPTHBIM METOIUKAM

YpoBeHb
KBaJTU(DUKAIHA

Kon A/01.4




[Ipoucxoxaenue 0600eHHOM
TPYIOBOI GYHKINH

Opurisan X 3aMMCTBOBAHO U3 1296
OpUTHHAJIA
Kon Peructpanuonssiii Homep
OpUrHHaNIa podeCcCHOHAIBEHOTO
CTaHJapTa

TpynoBeie 1eHCTBUS

[ToaroroBka 1a00paTOpHOI MOCYABI U MPOCTEUIIETO 000PYIOBAHUS /TS
oT0opa pod 1 aHaIM3a UCXOAHOI'O ChIPbs U SKCIIEPUMEHTAIBHBIX COCTABOB
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[ToAroToBKa aHAMTOB U PEAreHTOB, PUBEICHIE B pabodee COCTOSTHUE
MPOCTEUIINX JTA0OPATOPHBIX TPUOOPOB AJI aHATIU3A ChIPhS, MOTYIPOIYKTOB U
HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

OT60p P00 UCXOAHOIO CHIPBS U IKCIEPUMEHTAIBHBIX COCTaBOB
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB ISl IPOBEICHHS UX
1ab0PaTOPHBIX UCTIBITAHUI

HcnbiTanus B 1aO0OpaTOpUU UCXOHOT'O ChIPbs M SKCIIEPUMEHTAIbHBIX
COCTaBOB HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB 110
CTaHJAPTHBIM METOJIMKAaM B COOTBETCTBHH C TPEOOBAHHUSIMU OXPAHBI TPy

YTunuzanus IMPOAYKTOB, IIOJYUCHHBIX B PE3YyJIbTATC IIPOBCACHUS
J'Ia60paTOpHLIX AHAJIN30B HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB,
B COOTBCTCTBUHU C IIpaBUJIaMU J'Ia60paTOpI/II/I

OTkiII0YeHe U 04nCTKa 000pyAOBaHUS MTOCIIE MPOBEACHUS J1a00PaTOPHBIX
aHAJIM30B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB, MBIThE TIOCY/IbI,
ybopka pabouero mecra

Benenne mabopaTopHOro XypHaia, 3al0JTHEHHE JOKYMEHTAIUN 1 IPOTOKOJIOB
UCTIBITAHUN HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBUU C TPeOOBAHUSAMH HaJIEKaIIeH IPOU3BOICTBEHHOM TPAKTUKH

HeobOxonumele ymeHus

[Tpon3BOAUTE OYUCTKY U KaIMOPOBKY J1aOOPaTOPHOM MOCYAbI M IPOCTENIIIETO
o0opyaoBaHus uig 0TOOpa NPoO HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpEeCTB

HO}IFOT&BJ’II/IB&TL " CTaHAAPTU30BAaTh AHAJIWTEI U pCarcHThI J1JIs1 aHaIn3a
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBLIX CPCACTB B COOTBETCTBUU CO
CTaHJAPTHBIMU MCTOAUKAMHA

OT6upaTh pernpe3eHTaTUBHBIC TIPOOBI CHIPHS M SKCIIEPUMEHTATBHBIX
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB 0€3 HapYIICHHS HX
CTaOMIBHOCTH U CBOWCTB

IloaroraBauBath na60paT0pHHe O6paBI_U:I TSI KCCII€0OBAHMS CBOMCTB
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB B COOTBETCTBUHU CO
CTaHAApPTHBIMU MCTOAWKAMU

PaboTtatb ¢ npocreiimumu 1a00paTOpHBIMU TPUOOPAMH, CPEICTBAMHU
U3MEPEHUs], UCIIBITATEIbHBIM U BCIOMOTaTeNbHBIM JIAOOPATOPHBIM
000pyIOBaHUEM JUISI aHAJIM3a HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CPEJCTB IO CTaHAAPTHBIM METOUKAM

OCyHleCTBJ'ISITI) KOHTPOJIb KQYCCTBA ChIPbA U OKCIIECPUMCHTAJIbHBIX COCTAaBOB
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB 110 CTAHAAPTHBIM
METOJHUKaM

OdopmsTh JOKYMEHTAITUIO TI0 JJA0OPATOPHBIM HCIIHITAHUSIM
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB




HeoOxonnMmele 3HAaHUA

OTtpacneBbie CTaHAAPTHI, TEXHUYECKUE YCIOBHSI U HOPMATUBBI OIIPEICICHUS
IOKa3aTesel KaueCcTBa HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

MeTo/1p1 TOATOTOBKH PEAKTUBOB, MATEPHAIIOB M MPOCTEUIIIETO 000Dy I0BaHUS
JUTsL KOHTPOJISl KAYeCTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

MCTOI[H pa6OTBI C p€aKTUBaMU U XUMHUYCCKUMHU BCIICCTBAMM JJIA
OIIpCACIICHUA IoKa3aTeliey KauyecTBa HaHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHEBIX CPEACTB

Mertoabl paboThI ¢ IPOCTEHIIIMM 000PYJOBAHUEM IS UCTIBITAHUN
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

MeTo1bl KOHTPOJIS Ka4eCTBAa HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpPENCTB

[Topsimok oopmieHus 1a00PaTOPHOTO KypHAIA, MPOTOKOJIOB, aKTOB
HCIIBITAaHUH TI0 B COOTBETCTBUH C MHCTPYKIUSIMH 110 O(OPMIICHUIO B IPYTOi
TEXHUYECKON JOKYMEHTaIen

TpeOoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MaCHOCTH,
OXpaHbl OKPYKAIOIIEH CpeIbl

OcoOsle yciioBuUs J0IyCKa K
pabore

Jpyrue xapakTepucTUKU

3.1.2. TpynoBas pyHKuus

UsroroBnenne OKCIICPUMCHTAJIBHBIX
COCTAaBOB ITOJYHIPOAYKTOB U I'OTOBBIX

Y
HaumernoBanne | JIGKAPCTBEHHBIX (hOopM Kox A/02.4 poBeHB 4

HaHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB I10 IIPOIUCH

KBaTU(UKAIH

[Ipoucxoxaenne 0600meHAOM
TPYIOBO# GYHKIMH

Opurmsan X 3aMMCTBOBAHO U3 1296
OpHUTHHANA
Kox PerucrpannonHsiii Homep
OpUrHHaNa npodeccroHanbsHOrO
cTaHaapra

TpynoBeie 1elCTBUS

HOJIFOTOBK& CBIPbS JJI1 U3TOTOBJICHUS SKCIICPUMCEHTAJIBHBIX COCTABOB
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBIX CPCACTB COTJIACHO MHCTPYKIHAM

H3roroBnenue MOJIYIIPOAYKTA JJIA MMOJIYUCHUA DKCIICPUMCHTAJIbHBIX COCTABOB
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB COTJIACHO HHCTPYKIUAM

IToaroroBka O60py'I[OBaHI/I$I JJIL U3rOTOBJICHU S SKCIICPUMCHTAJIBHBIX COCTABOB
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBIX CPCACTB COTJIACHO HHCTPYKIHAM

O06paboTKa chIpbs ISl TOITYYEHHs] HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEZICTB IO MPOITUCH

M3roToBieHne HAHOYACTULL JUISl CO3/IAHUS HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB 110 IPOIHUCH

Pasrpy3ka o00py10BaHUs MOCIIE MOTY4YE€HUSI HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB COIIACHO MHCTPYKIUAM

OTKIIIOYEHHE B OYMCTKA 000PYI0BAHUS MTOCTIE MPOBEAEHHUS paboT ¢
WCXOIHBIM CBIPHEM H MONTYIPOAYKTAMH TSI TOTYICHUS
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB




Y6opka pabodero mecra mocje padoT Mo U3TOTOBJICHHUIO
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Benenue naboparopHoro xypHaia, 3al0JHEHHE JOKYMEHTALUK U IPOTOKOJIOB
VCIIBITAHUH CBIPbS, IOIYIPOLYKTOB U TOTOBBIX HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUH € TPEOOBAHUAMM HaAJIexKaIlen
IIPOU3BOJCTBEHHON IIPAKTUKH

Heobxoaumbie ymeHus

[Tpon3BOIUTH OYUCTKY U KaJTUOPOBKY J1aOOPATOPHOM MOCYbI, a TAKKE
HACTPOIKY 000py10BaHUS /715 TOJTYUYEHUS SKCIIEPUMEHTAIBHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

BrImonHATE 1a00paTopHbIe MPOLEAYPHl OYMCTKU U MOATOTOBKH KOMIIOHEHTOB
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB COIIACHO TPEOOBAHUAM
TEXHUYECKOHN TOKYMEHTALMU 110 IPOBEIECHUIO U3MEPEHMI ITapaMeTPOB

PaGorats ¢ mabopaTopHbIM 000pyIOBAaHUEM M PUOOPAMH ISl OYMCTKH U
MOJITOTOBKH OCHOBHBIX KOMIIOHEHTOB HAHOCTPYKTYPHPOBAHHBIX
JICKaPCTBEHHBIX CPEJICTB COTJIACHO TPEOOBAHUSIM TEXHHUUECKOHN TOKYMEHTAIIMH
1o paboTe ¢ 1abopaTOPHBIM 000PYI0BAHUEM

PaGorats ¢ mabopaTopHbIM 000pYIOBAaHUEM M PUOOPAMH ISl H3TOTOBIICHUS
MOJTYTIPOAYKTOB ¥ TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBIX
CPEZICTB COTJIACHO TPEOOBAHUSAM TEXHUYECKON JTOKYMEHTAINU TI0 padoTe ¢
71a060paTOPHBIM 000PYTOBAaHUEM

BoinonHATe 1abopaTopHbIe IPOLEAYPHI OTYyUEHUS OTYIPOTYKTOB U
TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB COTIIACHO
TpeOOBaHUSAM TEXHHYECKON JTOKYMEHTAIMH 110 IPOBEICHUIO JTAOOPaTOPHBIX

mnpoucayp

OdopMIIATH TOKYMEHTAIHIO 10 MOJTyYEeHHIO HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

HeoOxonuMele 3HaHUS

OTpaCJ'IeBLIC CTaHAApPThl, TCXHUYCCKHUEC YCJIOBHUA U HOPMATUBBI Ha COCTABhbI U
MCETObI U3TrOTOBJICHUA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB

MeTobl TOATOTOBKHU ChIpbA AJIA CO3AAaHUA HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHBIX CPEACTB

MeTo/ b1 TOATOTOBKHM 000PYAOBAHUS ISl CO3JaHUSI HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Metoapl pa6OTI>I C 060py,I[OBaHI/IeM AJId CO3AaHN HAHOCTPYKTYPHPOBAHHBIX
JICKApPCTBCHHLBIX CPEACTB

Mertobl nosryueHust MoJIyNpO yKTOB M FOTOBBIX JIEKAPCTBEHHBIX (OPM
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[Topsinok oopmieHus 1a00paTOPHOTO KypHAIA, MPOTOKOJIOB, aKTOB
HCHOBITAHUH COTJIACHO Tpe60BaHI/I$IM TEXHUYECKOU JOKYMCHTAIHUU 10
0(OPMIICHHIO TAOOPATOPHBIX KYPHAIOB

TpeGoBanus CAHUTAPHOTO PEXUMA, OXPAHBI TPY/A, OKAPHOU 0€30MacHOCTH,
OXPaHbI OKPYKAIOIIEH CPEAbI

Oco0ble yclIoBUS I0ITyCKa K
pabore

Jpyrue xapakTepucTHKH

3.1.3. TpynoBas pyHKuus

Hapa60TI<a B OIIBITHO-IIPOMBINIIICHHBIX

o VYposeHs
Hanvenosanue | yCIIOBHSIX HA OCHOBE BBIOpaHHOI Kogx A/03.4 P 4

peuenTypsbl U TEXHOJIOTHH CEPHil

KBaJH(pUKanu




JIEKapCTBEHHOU (DOPMBI
HAaHOCTPYKTYPHUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

[Ipoucxoxnenre 06001IEHHOM
TPYI0BOI QYHKINH

OpurnHan X 3aMMCTBOBAHO U3 1296
OpUTHHAJA
Kon PeructpannoHHsiit Homep
OpHUTHHANA po¢heCCHOHATHFHOTO
cTaHaapTa

TpynoBsie neicTBUS

[ToaroToBKa ChIpbs 1 U3TOTOBIEHUS OMBITHO-IPOMBIIUIEHHBIX CEpU
JIeKapCTBEHHOM (hOPMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
COTJIACHO MHCTPYKIIUU

H3roroBieHue NoxynpoayKTOB IIPH MOJIYYEHUN OTBITHO-ITPOMBIIITICHHBIX
cepuii JeKapCTBEHHOM (OpMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB COIJIACHO MHCTPYKIIUU

[ToaroroBka 0060PYAOBAHUS JUISI U3TOTOBIICHUS OIBITHO-TIPOMBIIUICHHBIX
cepuii TOTOBOM JIEKAPCTBEHHOMN (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB MO MPOIUCH

3arpy3ka ChIpbsi B 000pYIOBAaHUE M U3TOTOBJICHUE ONBITHO-TIPOMBIITUICHHBIX
cepuii IeKapCTBEHHOH (POPMBI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPE/ICTB Ha JJA0OPAaTOPHOM OOOPYAOBAHUH B COOTBETCTBHH C MPOEKTOM
71a00paTOPHOTO perjaMeHTa

KoHTpous nporecca nosydeHus noaynpoayKTOB U TOTOBOH JIEKAPCTBEHHOM
(hopMBI HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB HA OMBITHO-
MMPOMBIINIJICHHOM 060py11013aH1/11/1 B COOTBCTCTBUHU C IIPOCKTOM
TEXHOJOTMYECKOI0 PErIaMeHTa

Pasrpy3ka o6opyaoBanus 06e3 HapymeHHs CTAOUIBHOCTH U Ka4eCTBa
[IOJIy4Y€HHOI'O HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

OTKIIFOYCHUE U OYHCTKA O60py,[[0BaHI/Iﬂ MMOCJIC IPOBCACHU A pa60T oo
MOJIYUYCHHUIO ONIBITHO-ITPOMBIINIJICHHBIX CepI/Iﬁ HeKapCTBeHHOﬁ (I)OpMI)I
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCICTB

Benenue nokyMeHTalMy IPOU3BOJCTBA ONBITHO-IIPOMBILIUIEHHBIX CEPUN
JIeKapCTBEHHOH (pOPMBbI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

HeobOxonumele ymeHust

KoHTponmpoBaTe oka3aresn KauecTBa ChIPbs ¥ MOJIYIPOTYKTOB JUIS
M3TOTOBJIEHUS OIIBITHO-IIPOMBIIIJIEHHBIX CEPUI HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

HO]IFOT&BJ'II/IB&TI) OIIBITHO-ITPOMBIIIJICHHOC 060pyILOBaHI/Ie AJI TIOJTY4YCHU A
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB

J103upoBaTh OCHOBHOE CHIPbE U JOTIOJHUTEIbHBIE KOMIIOHEHTBI TOTOBBIX
JIEKapCTBEHHBIX (POPM HAHOCTPYKTYpPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

KoHTtponupoBate pexum paboThl ONBITHO-IPOMBIIIIEHHOT0 000py10BaHUs U
U3TOTOBJICHUS CEPUH JIEKapCTBEHHON (POPMBI HAHOCTPYKTYPUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB B COOTBETCTBUU C IPOEKTOM PETIaMEHTA

Paborate ¢ 060py10BaHNEM ISl TOTYUYEHHS ONBITHO-IIPOMBIIUIEHHBIX CEpUii
JIeKapCTBEHHOH (POPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Bectu 3anonnsembie GOpMBI IO TEXHOJIOTHYECKH ONEPALIUsSIM ITPOU3BOJICTBA
OTIBITHO-ITPOMBIIIIJIEHHBIX CEPUM JIEKapCTBEHHON (OPMBI

HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB




OKcmTyaTHpoBaTh 000pYI0BAHUE JUISI ITOJTyUEHHSI ONBITHO-IIPOMBIIIITIEHHBIX
cepuii rOTOBOM JIEKAPCTBEHHOM (hOPMBI HAHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHBIX CPEICTB

Ouniate 000pyI0BaHUE MOCIE MOJIYYESHUS OMBITHO-IPOMBIIIICHHBIX CEpUI
rOTOBOM JIEKaPCTBEHHON (POPMBI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

Heo0xoanmble 3HaHUS

OTtpacneBbie CTaHAAPTHI, TEXHUYECKUE YCIOBUS U HOPMATHBBI HA COCTaBbI U
METO/IbI MTOJIYYeHUS HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

MeTonabl TOATOTOBKHU CHIPbs M ITOJIYNPOAYKTOB JUIS IIOJIy4EHUS OIBITHO-
IPOMBIIIJICHHBIX CEPUl IEKApCTBEHHOH (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

MeTobl TOATOTOBKH U HACTPOHKU 00OPY0BAHUS JUISI ITOJTyYEHHSI OTBITHO-
MPOMBIIIJICHHBIX CEPUl IEKAPCTBEHHON ()OPMBI HAHOCTPYKTYPUPOBAHHBIX
JICKApCTBEHHBIX CPEICTB B COOTBETCTBHH C TPEOOBAHUSAMH OXPAHBI TPYAA

PexxuM 1 0COOEHHOCTH KOHTPOJIS MTpoLiecca NOIYYEHUs ONIBITHO-
IIPOMBILIEHHBIX CEPUI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

JlokyMeHTaIus: IpOu3BOACTBA ONMBITHO-IIPOMBIIIUIEHHBIX CEpU
JIeKapCTBEHHOH (hOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TpeOoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30TTACHOCTH,
OXpaHbl OKPYKAIOIIEH CPeIb

OcoOsle yciioBus J0IyCKa K
pabore

Jpyrue xapakTepucTUKU

3.1.4. TpynoBasi pyHkuus

HanmenoBanue

WcnpiTanus onbpITHO-IPOMBIIIITIEHHBIX
cepUil HAHOCTPYKTYPUPOBAHHBIX

JIEKapCTBEHHBIX CPEACTB B J1a00OpaToOpuun KBATH(UKALIH
10 CTaHJAPTHBIM METO/IUKAM

Kon | A/04.4 Yposeib 4

[IpoucxoxaeHne 0600MCHHO
TPYIOBO# (YHKIMH

OpurnHan X 3auMCTBOBAHO U3 1296
OpHUTHHAJIA
Kox Peructpannonusiii Homep
OpHUTHHANIA po(heCCHOHATHHOTO
CTaHJapTa

TpynoBeie 1eHiCTBUS

[ToaroToBka aHAJIUTOB U peareHTOB, IPUBEIEHUE Ta00PATOPHBIX TPUOOPOB
JUTSL UCCIIEIOBAaHHIA CBOMCTB HAHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX
CpeZICTB B paboyee COCTOSIHHE

[TpoBepka paboTOCIOCOOHOCTH MPOCTEHUIIEr0 aHATUTUIECKOTO 000PYIOBaHHUS
JUIS1 UCCIIEIOBAHUSI CBOMCTB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB | B Clly4ae HEOOXOIMMOCTH BBIBOJ] €70 Ha pab0ounidl peKUM

OT160p npob IKCHIEPUMEHTANBHBIX 00Pa3llOB FOTOBBIX JIEKAPCTBEHHBIX (hOpM
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB MO CTaHIAPTHBIM
METOAUKAM

Onpeznenenue CpoOKOB FOJHOCTH pabOUUX PACTBOPOB, PEAKTUBOB U
CTaHJAPTHBIX 00pa31[0B HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPECTB
10 CTaHJAPTHBIM METOIUKaM




[ToaroroBka mpo6 HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB K
aHaM3y U IpoBeieHUe Ja00paTOPHBIX UCTIBITAHUH 110 CTaHAAPTHBIM
METOUKAM

YTunuzanuus poIyKTOB, MOJYYEHHBIX B Pe3yJIbTaTe MPOBEICHUS
71a00paTOPHBIX aHAIM30B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB,
B COOTBETCTBHUH C IIPABUIIAMU JIAOOPATOPUHU

OTkiTr0YeHNe U 04KCTKa 000pyAOBaHUS MOCIIE IPOBEACHUS Ta00PATOPHBIX
AQHAJIM30B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

Benenue naboparopHoro xypHaia, opopmiieHne JOKYMEHTAINH U
IIPOTOKOJIOB UCIIBITAHUM HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUH C TPEOOBAHUSIMHU HAICHKAIICH TPOM3BOICTBEHHOMN MPAKTHKH

Heo6xoaumeie ymeHus

[Tpon3BOINTH OUHUCTKY U KATHOPOBKY J1a00paTOPHOI MOCYIbI U
obopyaoBaHus it 0TOOpa MPOO rOTOBBIX JEKAPCTBEHHBIX (hopM
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB MO CTAHIAPTHBIM
METOAUKAM

IToaroraBnuBaTh aHAIUTHI U PEAreHTHI JUIsI KOHTPOJIS KA4ECTBA OIBITHO-
MPOMBIIIJICHHBIX CEPUl JIEKApPCTBEHHOH (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

OT6upaTh TpOOBI TOTOBBIX JIEKAPCTBEHHBIX (DOPM HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB 0€3 HAPYIICHUS CTAOMIBHOCTU U CBOMCTB U TOTOBUTH
W3 HUX 00pasIibl ISl UCCIICAOBAHUN

[ToaroraBnuBaTh, HACTpanBaTh U KAIMOPOBATH JIAOOPATOPHBIE TPUOOPHI IS
KOHTPOJISI KAUeCTBa OIMBITHO-ITPOMBIIIJICHHBIX CEPHI IEeKapCTBEHHON (hOPMBI
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

PabGoTtath co cpeacrBaMu H3MepeHHI>i, HCIIBITATCIIbHBIM, BCIIOMOI'aTCIIbHBIM 1
TCXHOJIOI'MYCCKUM O60py,I[OBaHI/IeM JJIAA KOHTPOJIAA Ka4CCTBa
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

OcymecTBIsITh 1a00PATOPHBIN KOHTPOJIb KA4ECTBA OMBITHO-TIPOMBIITUICHHBIX
cepuii JJeKapCTBEHHOH (OPMBI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

O¢opMIsATh JOKYMEHTAIHIO 110 OJYyYEHUIO0 HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

HCO6XOL[I/IMLIC 3HaHUA

OtpacneBsle CTaHAAPTHI, TEXHUYECKUE YCIOBUS 1 HOPMATUBBI ONPEEIICHUS
MoKa3aresel KauecTBa HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

MeTopl HOATOTOBKHU na6opaT0pH0171 IMMOCyibl, pCAKTHUBOB U MAaTCpHUAJIOB IJIA
KOHTPOJIA Ka4€CTBa HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBECHHBIX CPCACTB

MeTtop! TOATrOTOBKH MTPUOOPOB U 000PYI0BAaHUS ISl KOHTPOJIS KauecTBa
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Metop! paboTsl ¢ mpubopamMu 1 000PYJOBAHUEM ISl KOHTPOJIS KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

JlokymeHTanus, opopmisiemas Ipy ONpeieIeHnH MoKa3aTesiel KauecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TpeboBaHMs CAaHUTAPHOTO PeXKUMa, OXPaHbI TPY/a, MOKAPHON 6€30MMacHOCTH,
OXpaHbl OKPY>KAIOIIEH CPEIbI

OcoOble ycrioBus A0OIycKa K
pabore

Jlpyrue xapakTepucTHKU

3.2. O600mennas TpyaoBas pynkuus «@apmaneBTu4eckasi pa3padoTKka cocTaBa U TeXHOJIOTHH
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB»




dapmareBTHYECKas pa3padoTKa cocTaBa
YpoBeHb
Haumenosanue  |M TEXHOJIOTUU HAHOCTPYKTYPUPOBAHHBIX Kox B 5
KBaTH UK

JIEKAPCTBEHHBIX CPEICTB

Ipoucxoxaenue 0000MICHHO 3auMCTBOBAHO U3
. Opurunan X
TPYIOBO# (YHKIMH OpHUTHHANA
Kon PeructpannoHHsiit Homep
OpHUrHHAA podeCCHOHANIBLHOTO
CTaHJapTa

Bo3mosxHble HaMeHOBaHUs | TeXHUK
JOJDKHOCTEH, podeccuii TexHuk-madopaHT

TpeboBanus k o6pazoBanuio |CpenHee npodeccuoHanbHOe 00pa30BaHKe - IPOrPaMMbI TOATOTOBKH
U 00yUYEHUIO CHEIHAIMCTOB CPEHEr0 3BeHA

TpeboBaHMs K OIIBITY -
IPAKTUYECKON pabOThI

OcoOsie ycnoBus gomnycka Kk | IIpoxoxkienue o0s3aTenbHbIX peABAPUTENbHBIX (IIPU MOCTYIIJIEHUH Ha
pabore paboTy) ¥ EPUOTUUYECKUX METUITUHCKUX OCMOTPOB (00CIIeIOBaHMIi), a TAaKKe
BHEOUYEPEIHBIX MEAUIIMHCKUX OCMOTpPOB (00CIe10BaHMil) B TOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATeNIbCTBOM Poccuiickont denepannn

[IpoxokaeHne HHCTpYKTaXxa 110 OXpaHe TpyJa U TEXHUKE 0€3011acCHOCTU

Jpyrue xapakTepuCTHKA JlononHHUTENbHBIE TPO(ECCHOHATBHBIE MPOTPAMMBI - TPOTPAMMBI TIOBBIIICHHS
KBaJTM(UKAIMNA TI0 TPOPIITIO AEATEITHHOCTH

JlononHuTEbHBIE XapaKTEPUCTUKH

HanmenoBanue 6a30B0ii TpyMIIbl, JOKHOCTH
HaumenoBanue nokymeHTa Kon
(mpodeccun) WM CrenUaIbHOCTH

OK3 3111. TexHUKH B 00J1aCTH XUMUYECKUX U (PU3UYECKUX HAYK
ETKC nmn EKC TexHuk-n1abopaHT
OKIIATP 26927 TexHuk

26999 TexHuk-1a00paHT

27309 dapmaneBT
OKCO 2016 2.18.02.01 AHaJIUTHUYECKUN KOHTPOJIb KaueCTBAa XUMUYECKUX

CcoeIUHEHNN
2.18.02.06 XUMHUYECKask TEXHOJIOTHUs OPTaHUYECKUX BEILECTB
3.33.02.01 dapmanus

3.2.1. TpynoBas pyHKuus

Br160p MeToAMK SKCIIEpUMEHTAIBHBIX
WCCIIEJOBAHMM 10 pe3ysIbTaTaM IOMCKa U
Haumenosanue | aHaJIM3a HAYYHO-TEXHUYECKOU Kox B/01.5
JUTEPaTyphl 0 HAHOCTPYKTYPUPOBAHHBIX
JIEKapPCTBEHHBIX CPENICTBAX

YpoBeHb 5
KBaTA (UK

I[Ipoucxosxaenue 0606mIeHHON | OpuruHan X ‘3aI/IMCTBOBaHO 13 1296




TPYIOBOH (YHKIMH

| opuruHama | |

Kon PeructpanuonHsiit Homep
OpHUTHHAIIA podecCHOHATEHOTO
cTaHaapTa

TpynoBsie 1eicTBUS

[Touck omy6auKoBaHHOM MH(OPMALIUK O HAHOCTPYKTYPHUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB

Hcnonp3oBanue 0OHapyKeHHOW HHPOPMALIUU O HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTBAX Ul YTOUHEHHs BHIOPAHHOI'O HAIIPABICHUS
JUTEPATyPHOrO MOUCKA

[Touck aeTanu3upoBaHHON HHPOPMALIUU O HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTBAX

AHanu3 HallIEeHHOT 0 B IEPBOMCTOYHHUKAX MaTepHala O KOHKPETHBIX
HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX

Omnpenenenne 1 000CHOBaHUE METOJIOB CHUHTE3a U aHAIM3a KOHKPETHBIX
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB I10 pe3ysbTaTaM aHAINU3a
JUTEPATYPHI

Heobxonumelie ymeHus

PaboTtaTh ¢ KaTazoraMu HAaYYHbIX 1 HAYYHO-TCXHUYCCKUX OuOIHMOTEK

PaboTaTh ¢ 0a3amMu JaHHBIX B 00JIACTH XMMHUHU, XHMHYECKOM TEXHOJIOTHH,
(hapmaneBTUUECKON TEXHOJIOTHH, OMOJIOTHU U HAHOTEXHOJIOTHUH

PaboTaTh ¢ TEXHUYECKOM HHTepaTypOﬁ Ha aHTJIMHACKOM S3BIKE

O0600maTh 1 aHATM3UPOBATH HAYYHO-TEXHHUECKYIO HH(OPMAIHIO B 007IaCTH
XUMUH, XUMUYECKON TEXHOJIOIUH, (papMalleBTUYECKON TEXHOIOTUHU, OMOJI0TUU
Y HAHOTEXHOJIOTUH

CocTaBisaTh 0030pbl HAYYHO-TEXHUIECKOM JTUTEPATyPHhI

HeoOxonuMele 3HaHUS

OrtpaciieBble CTaHIAPThI, TEXHUUECKUE YCIOBHSI U HOPMATUBBI HA COCTAaBbI,
METO/BI ITOJIy4EHUS U ONIPEIeIEHUE [10Ka3aTelIel KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Tpe60BaHI/I$I 06mer OCYJapCTBCHHBIX 3aKOHOAATCIIbHBIX JOKYMCEHTOB I10
(I)apMOKOHeI/I K NCXOAHBIM aKTHUBHBIM (I)apMaL[eBTI/I"IeCKI/IM CY6CTaHI_II/I$IM 151
BCIIOMOTaTCJIbHBIM B€IICCTBAM

®dapmaxorneiiHble TpeOOBaHMS K ChIPBIO, MOJIYPOIYKTaM U TOTOBBIM
HaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

OCHOBHBIC ITOJI0XKEHHUS MCKAYHAPOAHBIX U HAIMOHAJIbHBIX CTAHAAPTOB
KaueCTBa JICKAPCTBCHHLIX CPEACTB, KOTOPBLIC OTBCUAIOT €€ HA3HAYCHUIO,
PEruCcTpaiioOHHOMY NOCHEC U CHCI_II/I(I)I/IKaI_II/II/I

OCHOBHBIE TEXHOJIOTUH U METObI OJyUYEHUSI HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB

CnocoObI 1 BO3MOKHOCTH ITOHCKA Hay‘IHOP’I n HaquO—TeXHH‘IeCKOﬁ
JINTCPATYPHI B o0actu p83pa6OTKI/I 1 MMPOU3BOJACTBA JICKAPCTBCHHBIX CPCIICTB

TexHUuecKuit aHITIMHCKUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CpEACTB

TpeGoBanusi CAaHUTAPHOTO PEXUMA, OXPAHBI TPY/IA, TTOKAPHOI O€30TaCHOCTH,
OXPaHbI OKPYKAIOIIEH CpeabI

ITopsimok neUCTBUM IPU YPE3BBIYANHBIX CUTYALUAX

Oco0ble ycIIoBUS I0ITyCKa K
pabote

[pyrue xapakTepuCTUKN




3.2.2. TpynoBasi pyHKIusA

HaumenoBanue

Bo160p chIpbst 1 MaTepUaIoB JIs

MOJTy4YeHHUs] HAHOCTPYKTYPUPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB B COOTBETCTBUU KBaTH(UKALIH
C X Ha3HAYCHHEM

Kon | B/02.5 Ypoeib 5

[Ipoucxoxaenure 06001IEHHOM
TPYI0BOI QYHKINH

OpurnHan X 3aMMCTBOBAHO U3 1296
OpHTrHHAaNa
Kon Peructpanuonssiii Homep
OpUrHHaIa podeCcCHOHAIBEHOTO
cTaHaapra

TpynoBeie 1eHCTBUS

Onpeznenenne u BHIOOP OCHOBHBIX KOMIIOHEHTOB pa3pabaThiBaeMOn
JIEKapCTBEHHOM (hOPMBI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

Onpeznenenne u BHIOOP BCIIOMOTATENILHBIX BELIECTB pa3padaThIiBaeMOi
JIEKapCTBEHHOH (POPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[Ton6op nHbOpMaLUK O BO3MOXKHBIX OCTABIIUKAX U CTOUMOCTH ChIpbs U
cyOCTaHIMM JIJIs1 CO3/IaHUSI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Ananuz CBC,I[GHPIIZ (6] (1)I/ISI/IKO—XI/IMI/I‘ICCKI/IX M TEXHOJIOTMYECKHX CBOMCTBAaX

CY6CTaHHHﬁ " BCIIOMOTI'aTCJIbHBIX BCIICCTB PA3JIMYHBIX TOPIOBLIX MAPOK U
HpOI/I3BOI[I/ITeJ'IeI71 AJI CO3aHus HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX
CpPCIACTB

Heobxonumelie ymeHus

AHaIM3UPOBATh PHIHOK CHIPHS JIJIS1 CO3/IaHUsI HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX (POopM PpapManeBTUUECKOT0 Ha3HAYCHUS

OrneHnBaTh 0XKHUIAEMBIN BKJIA]] M BIMSIHAE (hapMaIleBTUYECKON CyOCTaHIINH U
BCIIOMOT'aTEJIbHBIX BEIIECTB, B TOM YMCJIE HAHOCTPYKTYPUPOBAHHBIX, HA
Ka4eCTBO FOTOBOH JIEKAPCTBEHHOU (hOPMBI

OneHuBaTh JOCTYIHOCTD U 11€71€CO00Pa3HOCTh HCIOIb30BaHUS
(dapmaleBTUUECKOM CyOCTaHIIMM U BCIIOMOTaTeIbHBIX BEIIECTB, B TOM YHCIIE
HAHOCTPYKTYPHPOBAaHHBIX, B TOTOBOM JIEKAPCTBEHHOMN (hopMe

OLeHUBaTh TEXHOJOTUYECKYIO BO3MOKHOCTD BBIITYyCKa
HAaHOCTPYKTYPUPOBAHHOU (papMarieBTUIECKOM CyOCTaHIIUN

PaboTath ¢ TEXHUYECKON JINTEPATYpOi Ha aHTIIMICKOM sI3bIKE

HeoOxoanmeble 3HAaHUSA

OtpacneBble CTaHAAPTHI, TEXHUYECKUE YCIOBUS U HOPMATUBBI HAa COCTaBbI,
METO/IbI ITOJIYYEHUS U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TpebGoBanus 00IIETOCYIAPCTBEHHBIX 3aKOHOIATEIBHBIX JJOKYMEHTOB 110
(dapMOKONen K UCXOAHBIM aKTUBHBIM (papMalieBTUYECKUM CyOCTaHIIUSAM U
BCIIOMOTaTeJIbHBIM BEIIECTBAM

OCHOBHBIE TIOJIOKEHUST MEXTYHAPOIHBIX M HAIIMOHAJIBHBIX CTaHIaPTOB
Ka4yeCcTBa JIEKAPCTBEHHBIX CPEJCTB, KOTOPHIE OTBEUAIOT €€ Ha3HAYEHHUIO,
PETHCTPAIMOHHOMY JIOChE U crienuuKanum

OCHOBHBIC TEXHOJIOTUH IMPONU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
(I)apMaI_IeBTI/IquKI/IX COCTaBOB

[TpaBuiia sKcIuTyaTauy 1a60paTopHOIo, ONMBITHO-IIPOMBIIIIIEHHOTO U
MPOMBIIIJICHHOTO TEXHOJIOTHYECKOT0 000PYAOBAHUS [T TOTyYSHUS
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

dapmakoneitHbie TpeOOBaHUS K ChIPbIO, MOTYIPOIYKTaM U TOTOBBIM




JIEKapCTBEHHBIM (hopMaM HAaHOCTPYKTYPHUPOBAHHBIX (apMalieBTHYECKUX
COCTaBOB

TexHU4YeCKui aHTIIMICKUH S3BIK B 001aCTH pa3pabOTKU JIEKaPCTBEHHBIX
CPEICTB

TpeboBaHMs CAaHUTAPHOTO PEXHUMA, OXPAHbI TPY/a, TOXKAPHOU OE30MACHOCTH,
OXpPaHbl OKPY>KaroLIeH cpe/ibl

Oco0ble ycIIoBUS IOITyCKa K
pabote

Hpyrue xapakTepucTUKU

3.2.3. TpyaoBasi pyHkumst

HanmenoBanue

Br160p TexHoMOTHMHM U 000PYAOBAHUS JUIS
MOJTy4€HUs FKCIIEPUMEHTAIbHBIX
COCTaBOB IOJIyIIPOJYKTOB U TOTOBOH
JeKapCTBEHHOM (pOpMBI KBaIM(UKALHH
HAHOCTPYKTYPHUPOBAaHHBIX
JIEKaPCTBEHHBIX CPENICTB

Kon | B/03.5 Yposerh 5

[Ipoucxoxaenne 0600MeHAO
TPYIOBO# GYHKIMH

Opurmsan X 3aMMCTBOBAHO U3 1296
OpHUrHHANA
Kox PeructpannonHsiii Homep
OpUrHHaIa npodeccroHanbsHOrO
cTaHaapra

TpynoBeie 1eHCTBUS

AHammn3 BO3MOXHOCTEN MCTO0B U3IrOTOBJICHHA SKCIICPUMCHTAJIbHBIX
COCTaBOB U TOTOBBIX JIEKAPCTBEHHBIX (DOPM HAHOCTPYKTYPHUPOBAHHBIX
JICKApCTBCHHBIX CPECTB C YUETOM IIPE/II0IaracMoro myTH BBEICHHS B
OpraHusMm, 035, q)HSHKO-XI/IMI/I‘-IeCKI/IX U TEXHOJIOTHYECKHUX CBOMCTB ChIPpbA U
cyOcTaHIn

[Ton6op uHbOpMAIIHK O BOBMOXHBIX MTOCTABIIUKAX U CTOMMOCTH
000py10BaHUs JIJIs1 BHIOPAHHBIX TEXHOJIOTHI TOTyYEeHUS
HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Br160p TexHOI0rN4YeCKOro 000pyA0BaHUS ISl U3TOTOBICHUS
AKCIEPUMEHTAJIbHBIX COCTABOB MOIYIPOIYKTOB U TOTOBOM JIEKapCTBEHHOM
(OpMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Heo6xoanmele ymeHust

[Ton6upats 1a00paTOPHOE U OMBITHO-IIPOMBILIIEHHOE 000PYA0BaHHE 115
KOHKPETHOM 11eJTU MPH pa3padOTKe TOTOBBIX JIEKAPCTBEHHBIX (hopm
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[TpoBOIUTH aHAIN3 PHIHKA 000PYAOBAHUS I CO3/1aHUS
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX (OpM (papManieBTHIECKOro
Ha3HA4YEHUS

PaboTath ¢ TEXHUUYECKON JINTEPATYpPON Ha aHTIIMICKOM SI3bIKE

Pa3pa6aTI)IBaTI) YCOBEPIICHCTBOBAHHBIC TPAAUIIMOHHLBIC NJIM HOBBIC BHU/JIbI
TEXHOJIOT Uil MOTy4eHHs] HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX (GOpM
q)apMaueBTqucxoro Ha3HA4YCHUS C UCITOJIB30BAHUECM BI)I6paHHOFO
000pyToOBaHUS

A}IaHTI/IpOBaTI) BBI6paHHBIC COCTAaBhblI U TEXHOJIOI'MHU K TEXHUYCCKUM

0COOEHHOCTSIM TPAAUIIUOHHOI'O UJIKN HOBOT'O na60paTopHor0 1 OIIBITHOI'O




000pyI0BaHuUs TSI IOTYYCHHS HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
dbopM hapMareBTHIECKOTO HA3HAYCHHUS

Heo0OxonnMmele 3HAaHUA

OTtpacneBbie CTaHIAPTHI, TEXHUYECKHE YCIIOBUS 1 HOPMATUBBI HA COCTaBHI,
METO/IbI TTOJTYYCHUS U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX
CpeNICTB

Tpe60BaHI/ISI 06H.[€FOCY,Z[apCTBCHHLIX 3aKOHOAATCJIBbHBIX JOKYMCHTOB I10
q)apMOKOHeI/I K UCXOJHBIM aKTHBHBIM (bapMaHeBTI/I‘ICCKI/IM CY6CTaHHI/I${M u
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIE TIOJIOKEHUST MEXKTYHAPOIHBIX M HAIIMOHAJIBHBIX CTaHIaPTOB
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, KOTOPBIE OTBEUAIOT €€ Ha3HAUCHHUIO,
PErUCTPALIMOHHOMY J0ChE U crienupuKaniu

dapmaxornieiiHble TpeOOBaHUS K CHIPBIO, MOIYPOIYKTaM U TOTOBBIM
JIEKapCTBEHHBIM (hOpMaM HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

[TpaBuiia sKcIuTyaTai 000py10BaHUs sl IPOU3BOICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TexHoorus IIPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CpPpCIACTB

TexHUUeCKUi aHTTIMHCKHUH SA3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CPEICTB

TpeOoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30TIACHOCTH,
OXPaHbI OKPYKAIOUIEH CPEABI

Oco0ble yciioBus J0IyCKa K
pabore

Jpyrue xapakTepuCTUKH

3.2.4. Tpynosasi pyHKuuA

HaumenoBanue

Br160op MeToponorun 1abopaTopHbIX
VCIBITAHUH DKCIEPUMEHTAJIbHBIX
COCTaBOB NOJIYNIPOIYKTOB ¥ TOTOBOM
JeKapCTBEHHOH (popMBI KBaTH(UKALHT
HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

Kon | B/04.5 YpoBeH® 5

[poucxoxaeHre 06001IEHHOI
TPYAOBOH GYHKIHH

OpurnHan X 3aMMCTBOBAHO U3 1296
OpHUTHHAJIA
Koz PerucrpannonHsiii Homep
OpHUTHHAJIA po¢heCCHOHATHHOTO
cTaHaapTa

TpynoBsie 1elicTBUS

HccenenoBanue v aHaJIA3 CYLIECTBYIOLIUX METOIOB U METOAMK ITPOBEACHUS
71a00paTOPHBIX UCTIBITAHUHN SKCIIEPUMEHTAIBHBIX COCTABOB MOJYTIPOIYKTOB U
TFOTOBOM JIEKapCTBEHHON ()OPMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

Br16op 1160 pa3paboTka HOBBIX METOJIOB M METOJIMK MIPOBEICHUS
71a00paTOPHBIX UCTIBITAHUHN IKCIIEPUMEHTAIBHBIX COCTABOB MOJIYTIPOIYKTOB U
TOTOBOH JIEKapCTBEHHOU (hOPMBI

HOI[60p I/IH(I)OpMaI_[I/II/I 0 TCXHHUYCCKHX 0C06€HHOCT}IX, nocraBOINKax,
(I)YHKLII/IOHaJ'IBHBIX BO3MOXHOCTAX U CTOUMOCTHU O60py,Z[OBaHI/I$I JJIsA




BBI6paHHOﬁ TC€XHOJIOTHH U3T'OTOBJICHUS

Br160p cpencTB n3MepeHui, UCIIBITATEILHOTO U BCIIOMOTaTeIbHOTO
000pyAOBaHUS IS IPOBEICHUS J1a0OPATOPHBIX UCTIHITAHUI
HKCIIEPUMEHTAJIbHBIX COCTABOB MOIYIIPOIYKTOB U TOTOBOM JIEKapCTBEHHOM
(bopMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[IpoBeneHue CIOXKHBIX 1a00PAaTOPHBIX UCTIBITAHUHN SKCIEPUMEHTAIbHBIX
COCTaBOB MOJYNPOAYKTOB ¥ TOTOBOI1 JIEKapCTBEHHOU (hOPMBI
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[TpoBeneHue cpaBHUTEIBHOM OIIEHKH MOJIYIPOAYKTOB U TOTOBOM (DOPMBI,
IIOJIyYE€HHBIX C IIOMOILBIO PA3JIMYHbIX TEXHOJIOIMH N3rOTOBICHUS
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

BBI160p ONTUMAIBHOTO COCTaBa TOTOBBIX JIEKAPCTBEHHBIX (POPM
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Odopmienne HOpMaTUBHO-TEXHUYECKOM TOKYMEHTAIlUU Ha TOTOBYIO
JIEKapCTBEHHYIO (hOpMY HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heobxoaumbie ymeHus

Bri6upath 1abopaTopHbie METOAMKHU JUTSl aHAIW3A TIOTYIIPOYKTOB M TOTOBBIX
JIEKapCTBEHHBIX (DOPM HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
BBIOMpATh HEOOXOAUMOE JIJISl ATUX METOAMK 000pYyI0BaHUE

CoBeplilieHCTBOBaTh U3BECTHBIE WM pa3padaThiBaTh HOBbIE Ja0OPATOPHbIE
METOAMKH aHAJIN3a NOJIYIPOAYKTOB U TOTOBBIX JIEKAPCTBEHHBIX (hOpM
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[TpoBOIUTH aHAIN3 PHIHKA PEAareHTOB, MATEPHUAIOB U Ta0OPaTOPHOTO
00opyaoBaHus /Ui 1a00PaTOPHBIX UCIBITAHUHN HOJIYIIPOYKTOB U
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX ()OPM (papMareBTUIeCKOTO
Ha3HAYCHUS

PaboTath Ha COBpeMEHHOM KOHTPOJIBHO-U3MEPHUTEIBHOM Ja00paTOPHOM
000pyAOBaHUH JJIs aHAJIM3a HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

AHanM3upoBaTh NOKA3aTEIN KaueCTBA U CBONMCTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB I BHIOOpA ONTUMAJILHOTO COCTaBa M TEXHOJIOTUU
MOy YEHUS

PaboTath ¢ TEXHMUYECKON JINTEPATYpOi Ha aHTIIMICKOM SI3bIKE

Heo0Oxoanmeble 3HAaHUSA

OTpaCJ'ICBI)IC CTaHAApThl, TCXHUYCCKUEC YCIOBUA U HOPMATUBEI HA COCTABEI 1
OIIpCACIICHUC MoKa3aTeliei KauecTBa HaHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHBIX CPEACTB

TpebGoBanus 00IIETOCYTAPCTBEHHBIX 3aKOHOIATEIBHBIX JOKYMEHTOB 110
(dapMOKONen K UCXOAHBIM aKTUBHBIM (papMalieBTUYECKUM CyOCTaHIIUSAM U
BCIIOMOTaTeJIbHBIM BEIIECTBAM

OcHOBHBIE TIOJIOKEHUST MEXTYHAPOIHBIX U HAIIMOHAIBHBIX CTAaHAAPTOB
Kau4eCTBa JIEKAPCTBEHHBIX CPENICTB, KOTOPBIE OTBEYAIOT €€ Ha3HAYCHMUIO,
PErUCTPAlIMOHHOMY J0ChE U crienrpUKaIu

dapmakorneitHbie TpeOOBaHUS K CHIPbIO, MOTYNPOAYKTAM M FOTOBBIM
JIEKapCTBEHHBIM (popMaM HaAaHOCTPYKTYPUPOBAHHBIX (papMaIieBTHUECKUX
COCTaBOB

dapmakorneiitHble 1 TeXHUUeCKue TpeOoBaHUs K peareHTam, MaTepraiam u
71a00paTOpHBIM MpUOOpaM Ui KOHTPOJIS KauecTBa HAHOCTPYKTYPHUPOBAHHBIX
(bapMaIieBTUYECKHX COCTaBOB

MeTos1 paboThl ¢ mpubopamMu 1 000PYIOBAHHEM TSI KOHTPOJIS Ka4eCcTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, METOJIbI UX KaTHOPOBKHU U
KBaJTU (DUKAITIH




dapmakoneitHble METO/IbI OnpeeNieHus: (hapMaKo-TeXHOJIOTHYECKHX
XapaKTepUCTUK HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

TexHoorust MPou3BOICTBA HAHOCTPYKTYPUPOBAHHBIX (PapMaIieBTHUECKUX
COCTaBOB

TexHUUeCKUi aHTTIMHCKHUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CPEICTB

TpeOoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MaCHOCTH,
OXpaHbl OKPYXKaIoIIeh CpeIbl

Oco0ble yCIIOBUS IOITyCKa K
pabote

Hpyrue xapakTepucTUKU

3.2.5. TpynoBasi pyHkumst

O6paboTka pe3yabTaToB JTabOPATOPHBIX
UCTIBITAHUHN CBIPbS U
IKCIEPUMEHTAJIBHBIX COCTABOB

Hanmenosanue | HAaHOCTPYKTYPHPOBAHHBIX Kox B/05.5 Yposenb 5

JICKAPCTBCHHLIX CPEACTB C MMIOMOIIBIO
CTaHJAPTHBIX MATEMATUYCCKUX U
CTaTUCTUYCCKUX ITPHUEMOB U MCTOJ0B

KBaTH(QHUKAIAN

[Ipoucxoxaenne 0600mEeHAO
TPYIOBO# GYHKIMH

OpurnHan X 3auMCTBOBAHO U3 1296
OpHUTHHAJIA
Kox PeructpannonHsiii Homep
OpHUTHHANA po¢eCCHOHATHHOTO
CTaHgapTa

TpynoBble neicTBuUs

[ToaroroBka 3KCIIEPUMEHTANBHBIX JJAHHBIX O CBOWCTBaX 00pa3LoB
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB LIS MOCIEIYFOIIEH HX
00paboOTKU B CTATUCTUYECKUX MPOTrpaMMax

OreHKa MOTrpeIHOCTH SKCIIEpUMEHTa M 00paboTKa pe3yIbTaToOB U3MEPEHUN
CBOMCTB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB C PACYETOM
CpEIHEro 3Ha4eHMsI U JOBEPUTEILHOIO HHTEpBaja

CocrapneHue CBOJHBIX TaOJIHIl U TOCTPOCHNE aHATUTUYECKUX IPa(UKOB 1O
pe3yabTaTaM 00pabOTKH SKCIIEPUMEHTABHBIX JAaHHBIX O CBOMCTBAX
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Benenne naboparopHoro xxypHaia, opopMiieHHEe JOKyMEHTAIUH 110
MaTeMaTHYECKON M CTaTUCTHUECKONH 00paboTKe pe3yIbTaTOB UCCIIETOBAHHIMA
CBOICTB HAHOCTPYKTYpPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

HeobOxonumele ymeHust

Paboratk ¢ mporpaMMHbIM 00ecrieueHrnEM J1ab0paTOPHOTO AHATUTHUECKOTO
000pyTOBaHUs ISl KOHTPOJISI Ka4eCTBAa HAHOCTPYKTYPUPOBAaHHBIX
JIEKapCTBEHHBIX CPECTB

Paboratk ¢ mporpaMMHBIM 0OecCTIEYeHUEM JJI1 MaTEMaTHUYECKOTrO U
CTaTUCTUYECKOIO aHAJIN3a PE3YJIBTATOB SKCIIEPUMEHTAIBHOTO ONPEAEICHUS
MoKa3aresel KauecTBa HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpoBOIUTH MEPBUYHYIO MAaTEMAaTHUECKYIO U CTATUCTHYECKYIO 00paboTKy
PE3yJIBTaTOB DKCIEPUMEHTAIBHOTO ONPENEICHMS TI0KA3aTeIe KauecTBa
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB




OdopmMIsTh JOKYMEHTAILMIO TI0 MATEMATUYECKOMY U CTATUCTUYECKOMY
AQHAJIN3Y CBOICTB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Heo0OxonnMmele 3HAaHUA

OTpaCJ'ICBBIe CTaHOApThl, TCXHUYCCKHEC YCIIOBHA U HOPMAaTHUBEI HA
OIIpCACIICHUC IoKa3aTelie KauyecTBa HaHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHEBIX CPEACTB

Tpe60BaHI/ISI 06H.[€FOCY,Z[apCTBCHHLIX 3aKOHOAATCJIBbHBIX JOKYMCHTOB I10
(bapMOKOHeI/I K UCXOJHBIM aKTHBHBIM (bapMaHeBTI/I‘ICCKI/IM CY6CTaHHI/I${M u
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIE TIOJIOKEHUST MEXKTYHAPOIHBIX M HAIIMOHAJIBHBIX CTaHIaPTOB
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, KOTOPBIE OTBEUAIOT €€ Ha3HAUCHHUIO,
PErUCTPALIMOHHOMY J0ChE U crienupuKaniu

MeTtos1 paboThI C MPOrpaMMHBIM 00ecIieueHrEeM 1ab0paTOPHBIX TPUOOPOB,
MPUMEHSIEMBIX JUTSI ONIPEICIICHUS TTOKa3aTesei KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

MeTtop1 00paboTKH Pe3yabTAaTOB SKCIIEPUMEHTAILHOTO ONPECICHUS
[IOKa3aTesel KaueCcTBa HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPEJICTB

HOpHI[OK COCTaBJICHUSA TEXHUYECKOM OTYECTHOMU AOKYMCHTAaIUU I10
MaTeMaTH4YeCKON U CTaTHCTHUYECKOM 06pa60TKe PE3yJIbTaTOB I/ICCJ'IGI[OBaHI/Iﬁ
CBOMCTB HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHLIX CPCACTB

TpeOGoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, T0KAPHOUM 0€30MacCHOCTH,
OXpaHbl OKPYKAIOIIEH CPeIb

OcoOsle yciioBus J0IyCKa K
pabore

Jpyrue xapakTepucTUKU

3.2.6. TpynoBasi pyHKuus

Hammenosanue M MCTOIMK KOHTPOJIA Ka4yeCcTBa
HAaHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHBIX CPEACTB

[Ipoucxoxaenne 0600MCHHO
TPYIOBO# GYHKIMH

[IpoBenenue 3KCIepUMEHTOB U1
BaJIMJalluU TCXHOJIOIMYCCKOr' o Impouecca
YpoBeHb
Kon B/06.5 5
KBaTH(QUKAIAN
3auMCTBOBaHO U3
OpuruHan 1296
OpHUTHHANA
Kox PeructpannonHsiii Homep
OpHUTHMHAJIA npo¢heCCUOHATBHOTO

cTaHJgapTa

TpynoBsie neicTBUS

Pa3pabotka 3ananus s coopa SKCIIepUMEHTAIbHON HHOpMAaLUY 1O
BaJIMAal TCXHOJIOTMYCCKOTO IMponIecca 1 METOAUK KOHTPOJIA KaueCTBA
HAaHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPELCTB

Br160p MeToAMK BaMJAIIMN TEXHOJIOTHYECKOTO MPOLIecca U METOIUK
KOHTPOJI Ka4eCTBa HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

OCYU.IGCTBJICHI/IC HCO6XO,Z[I/IMLIX PacuCTOB AJId OLICHKU IMMapaMCTpPOB
BaJIMAallUU TCXHOJIOTMYCCKOTO IIponecca 1 MECTOAUK KOHTPOJIA KauCeCTBA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCICTB

CocrapieHne IpOTOKOJIOB BaJIMIAIIMH pa3padaTbIBaeMbIX METOAMK aHAIIN3A
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB




OdopmieHue oTueTa Mo BAIMIAIUHA TEXHOJIOTHYECKOTO TIPOIIecca U METOIUK
KOHTPOJIS KaueCTBa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heobxoaumbie ymeHus

[TpoBoANTH 06OCHOBAHHBIN BBIOOP MOAXOIAIINX METOJUK BalUAaluN
TEXHOJOTMYECKOI0 Mpolecca U METOIUK KOHTPOJISl KayecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

ITonp30BaThCa MaTEMAaTHYECKUMU M CTATUCTUYECKUMU METOJaMU O6pa6OTKI/I
PE3YIBTATOB SKCIICPUMEHTA

PaboraTh ¢ TEXHUYECKON IUTEPATYpPOl HA aHTJIMICKOM SI3bIKE

ITopsinok cocTaBieHrs TEXHUYECKOM OTYETHOM JOKYMEHTALMH 110 BAJIUIAlUN
TEXHOJIOTMYECKOI'0 IpoLecca U METOAUK KOHTPOJIA Ka4yeCcTBa
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Heo0xoanmble 3HaHUS

OTtpacieBbie CTaHIAPTHI, TEXHUYECKHE YCIIOBUS U HOPMATUBBI HA COCTaBHI,
METO/IbI TTOJTYYCHUS U CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX
CpENICTB

TpeOGoBanwmst 00IIETOCYIAPCTBEHHBIX 3aKOHOJATEIILHBIX JJOKYMEHTOB 10
dbapMoOKoIeu K UCXOJAHBIM aKTUBHBIM (papMalieBTUUECKUM CyOCTaHIIUSAM U
BCIIOMOTaTEJIbHBIM BELIECTBAM

OCHOBHBIC ITOJI0KEHHUS MCKAYHAPOAHBIX U HAIMOHAJIbHBIX CTAHAAPTOB
KaueCTBa JICKAPCTBCHHLIX CPEACTB, KOTOPBHIC OTBCUAIOT €€ HA3HAUCHUILO,
PEruCcTpaiuoOHHOMY OOCHE U CHCHI/I(bI/IKaHI/II/I

Mertoap! Banuaauu B hapmanuu

TexHuyecKuit aHTIUICKUH SI3bIK B 00JIaCTH Pa3pabOTKH JIEKaPCTBEHHBIX
CPEICTB

HOp?IIIOK COCTaBJICHHUS OTYCTHOM AOKYMCHTAIMU: aKTOB, IIPOTOKOJIOB
HCCHCHOB&HHﬁ, AHAJIMTHYCCKHUX OTUYCTOB

TpeOoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30TTACHOCTH,
OXPaHbI OKPYKAIOUIEH CPEABI

Oco0ble yciioBus J0IyCKa K
pabote

Jlpyrue xapakTepucTHKH

3.2.7. TpynoBas GpyHKuusA

[ToaroToBka mpoekTa 3aKJIFOUEHUS O
TEXHUYECKOH BO3MOXKHOCTH U
11€J1€CO00Pa3HOCTHU BBIITYCKA ONBITHOM

[Ipoucxoxaenne 0600MCHHO
TPYAOBOH (HyHKIIHU

YpoBeHb
HaumeroBanme  |[MapTHHM HOBBIX HAHOCTPYKTYPUpPOBAHHBIX | Kox B/07.5 P 5
KBaTH(QUKAIIAN
JIEKapCTBEHHBIX CPEACTB HA OCHOBAHUU
aHaJIN3a HAYYHO-TEXHUYECKOU
JIUTEPATYPBI
3aUMCTBOBaHO M3
Opwurunan X 1296
OpHTHHaNa
Kon PeructpannonHusiii Homep
OpuTHHaNIa npo¢ecCHOHaTBHOTO
cTaHgapra

TpynoBsie neicTBUS

Odopmnenne aHaTUTHYECKOro 0030pa 10 JINTEPATYPHOMY MOUCKY B 00JIaCTH
HOBBIX COCTaBOB M TEXHOJOTHUH MMPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX




JIEKapCTBEHHBIX CPEJICTB

OdopmieHne TOKYMEHTOB JIsl OTYETa O BBIOOPE MOAXOASIIECTO ChIPhS U
MaTepHaJIOB Il U3TOTOBJICHHUSI HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpeNCTB

OdopmiteHne JOKYMEHTOB JIJIsl OTYETa O BEIOOPE METOA0B M 000pY10BaHHS
JUTSL U3TOTOBJICHUS SKCIIEPUMEHTAIBHBIX COCTABOB MOIYIPOAYKTOB U TOTOBOI
JIeKapCTBEHHOMN (hOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

OdopmieHne TOKyMEHTOB JJIsi OTYETa O BRIOOPE METOJIOB, METOJIUK H
000pyA0BaHUs IS IPOBEICHUS JIA0OPATOPHBIX MCIIBITAHHHA
AKCIIEPUMEHTAILHBIX COCTABOB MOIYIIPOYKTOB U TOTOBOU JICKAPCTBEHHOM
(bopMBI HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

OdopmiteHne JOKYMEHTOB JIJIsl OTYETa HA OCHOBE TEXHOJOTHUECKUX U
AHAJTUTHYECKUX UCCIIEIOBAaHHUI TOTOBOH JIEKaPCTBEHHOH (POPMBI
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

OdopmiieHre TOKYMEHTOB IS OTYETA O BBIMOJHEHHBIX UCCICTOBAHMSIX B
COOTBETCTBUU C TPEOOBAHUSIMHU PETUCTPALIMOHHOTO JOCKE B hopMaTe 00IIero
TCXHUYCCKOTO JOKYMCHTA

Heobxonumelie ymeHus

AHaJIM3UPOBATh HAYYHO-TEXHUYECKYIO MH(MOPMALIUIO JIs1 COCTABICHUS
AQHAJIUTUYECKUX OTYETOB B 00JIACTU MIOMCKA HOBBIX COCTAaBOB M T€XHOJIOTUI
IIPOU3BOJCTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

PaGoTtath ¢ IIporpaMMHbIM obecrieyeHneM JJI MaTEMATUYCCKOI'O aHaJIn3a
PE3YJIbTAaTOB SKCIICPUMCHTAJIbHBIX I/ICCJ'IeIIOBaHI/Iﬁ HAaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPCACTB

PaboraTh ¢ TeXHUYECKON IUTEPaTypOl Ha aHTJIMICKOM SI3bIKE

[Topsimok cocTaBieHU TEXHUYECKOM OTYETHOM JOKYMEHTAIUU

HeoOxonuMele 3HaHUS

OTpaCJ'IeBLIC CTAaHAApPThI, TCXHUYCCKHNUEC YCJIOBHA U HOPMATUBBI Ha COCTABBI,
MCTOJbI IOJYUCHUA U CBOMCTBaA HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX
CPCIACTB

Tpe60BaHI/I$I 06mer OCYJapCTBCHHBIX 3aKOHOAATCIIbHBIX JOKYMCHTOB I10
(I)apMOKOHeI/I K NCXOAHBIM aKTHUBHBIM (I)apMaI_IeBTI/I"IeCKI/IM CY6CTaHI_II/I$IM 151
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIC ITOJI0XKEHHUS MCKAYHAPOAHBIX U HAIMOHAJIbHBIX CTAHAAPTOB
KaueCTBa JICKAPCTBCHHLIX CPEACTB, KOTOPBLIC OTBCUAIOT €€ HA3HAUCHUIO,
PEruCcTpaiioOHHOMY OOCHEC U CHCI_II/I(I)I/IKaLII/II/I

TpebGoBanus kK GOPMUPOBAHUIO PETUCTPAITMOHHOTO JIOCHE HA KOMILJIEKT
JIOKYMEHTOB COJIEp>KaIlIMii BCIO MHPOPMAIIHIO O JIEKapCTBEHHOM CPE/ICTBE

Metonbl 06pabOTKHM HayYHO-TEXHHUUECKOW HH(POPMALIUU

MeTtoapl pabOTHI ¢ IPOrpaMMHBIM O00OecTieueHneM JTab0paTOPHBIX MPUOOPOB
JUIs1 OTIPENIENICHHS TTOKa3aTeiel KaueCTBa HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

HpI/IHHI/IHI)I COCTaBJICHHS OTYCTHOM JOKYMCHTAIlMU: aKTOB, IIPOTOKOJIOB
HCCHGHOB&HHﬁ, AHAJIMTUYCCKUX OTYCTOB

TexHuyeckuit aHTIUUCKUH SI3bIK B 00J1aCTH Pa3pabOTKH JIEKAPCTBEHHBIX
CPEICTB

TpeboBaHMs CAaHUTAPHOTO PEXUMA, OXPaHbI TPYJa, MOKApHOW OE30MaCHOCTH,
OXpaHbl OKPY>KAIOIIEH CPeIbl

OcoOsle ycrioBus AOIyCKa K
pabote

[pyrue xapakTepuCTUKH




3.3. O0o0menHas TpyaoBasi pyHkuus «YnpasiaeHHue pa3padoTKoi penenTtypsbl
HAHOCTPYKTYPHPOBAHHBIX JI€KAPCTBEHHBIX CPEJACTB M BHINYCKOM ONBITHON NAPTHH 1O Hei»

VYrpasieHnue pa3padoTKON pelenTyphl
HAaHOCTPYKTYPHUPOBAHHBIX VpoBeHb
HaumMeHoBauue PyKTypHp Kon C P 6
JIEKaPCTBEHHBIX CPEJCTB U BBIITYCKOM KBaTH(HKALIH
ONBITHOM NAPTUU 10 HEU
IIpoucxoxaenne 0600meHHOM 3anuMCTBOBAHO U3
N OpurnuHan
TPYAOBOH (HyHKIIHU OpHUIAHAaJA
Kon PeructpanuoHHsiit Homep
opuruHalia HpO(i)eCCI/IOHaJIbHOI‘O
CTaHIapTa
Bo3MoxHbIe HAUMEHOBaHUS | XUMHK-UCCIIEI0BATEIb
TOJKHOCTEH, mpodeccuii NHxeHep-TexXHOJIOr NPOU3BOICTBEHHOIO Y4acTKa
TpeboBanus k 0O6pazoBanuio | Beiciiee oOpazoBaHue - OakajaBpuaT
U 00yUYEHUIO
TpeGoBaHus K OIBITY He menee tpex et paboTsl B 061acTu pa3paboTku GhapMaieBTUUECKUX

MPAKTHYECKON pabOThI COCTaBOB

OcoOsie ycnoBus gomnycka Kk | IIpoxoxxienue o0s3aTenbHbIX peABAPUTENbHBIX (IIPU MOCTYIIJIEHUH Ha
pabore paboTy) ¥ EPUOAUYECKUX METUITUHCKUX OCMOTPOB (00CTIeIOBaHMii), a TAKKE
BHEOYEPEIHBIX MEIUIIMHCKUX OCMOTPOB (00CIIeI0BaHMi1) B TOPSIKE,
YCTaHOBJICHHOM 3aKOHO/aTenbcTBOM Poccuiickoii Deneparuun

[IpoxoskaeHre HHCTPYKTaxa 1o OXpaHe Tpyda U TeXHUKE 0e30MacHOCTH

Jpyrue xapakTepucTUKU JlononHuUTENbHOE MPO(HECCHOHATTEHOE 00pa30BaHKE - IIPOTPAMMBI
MOBBIIICHUS KBATU(DUKAITUH, TPOTPAMMBI TPO(HECCHOHATEHON
MEPENOrOTOBKH O MPODUITIO NeSITETLHOCTH

I[OHOHHI/ITCJ'ILHBIC XapaKTCPUCTUKU

HaumenoBanue 6a30B0ii rpymnbl, JOITKHOCTH
HaumeHoBaHue JOKyMeHTa Kon
(mpodeccun) UM CHEUATBHOCTH
OK3 2145. NHxKeHepbl-XUMUKU
ETKC unmu EKC Nnxenep-TexHoI0T (TEXHOIOT)
WHxeHep 1o KauecTBy

OKIIATP 22860 NHxeHep-XuMuk

25850 IIpoBuszop

27142 TexHomor

27392 XuUMHUK
OKCO 2016 1.04.03.02 Xumus, Gpu3rka 1 MexaHuKa MaTepUuaoB

2.18.03.01 XUMHYECKask TEXHOJIOTHSI

2.28.03.03 Hanomarepuaiibt

3.3.1. TpynoBasi pyHKuusA

HanmeHnoBanue

CocraBjieHHE TEXHHYECKOTO 3alaHus Ha
3aKYIIKy, IPOCKTUPOBAHUEC U

Kox | C/01.6 ¥poEeis 6
KBaTU(QUKAIAN




U3TOTOBJICHUE KOMIUIEKTYIOIIUX U
OCHACTKH JUIsl IIPOU3BOJICTBA HOBBIX
HaHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

IIpoucxoxaenne 0600meHHO
TPYAOBOH (HyHKIIHA

OpurnHan X 3auMCTBOBaHO U3 1296
OpHUTHHAIIA
Kon PeructpanmonHsiit Homep
OpHUTHHANA po¢eCCHOHATHHOTO
CTaHgapTa

TpynoBsie 1eicTBUS

N3yuenue n 060011eHNE TOKYMEHTAIUH IS pa3pabOTKH TEXHUYECKOTO
3aJIaHMsl Ha TTOJyYEeHHUE HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

CocraBneHue NEPEUYHA TEXHUYCCKUX Tpe6OBaHI/II71, IpEABABIACMEBIX K
OCHACTKEC [JIA ITOJYYCHUS HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

CocraBieHue MEepCUHsA OCHOBHBIX TCXHOJIOTHYCCKUX IMapaMCTPOB,
OMMpCAC/IAIOINX HCJICBOC UCITOJIB30BAHUC U IPUMECHCHUE OCHACTKHU JJIA
MOJIYUYCHUA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

Cocrapnenne nepedHs TpeOOBaHMI K HAZCKHOCTH, YPOBHIO YHH(DHUKAIIAN U
CTaHAapTU3AIMH, 0€30MIaCHOCTH OCHACTKH IS TTOYYECHUS
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Pa3paboTka u opopmiieHne yCcaoBHii SKCIUTyaTaluu, TpeOOBaHU K
TEXHUYECKOMY OOCITY’)KUBAaHUIO M PEMOHTY OCHACTKHU JJIS TIOTY9CHUS
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

CocraBneHue ICPCUHA AOIMOJIHUTCIIbHBIX Tpe6OBaHI/II71, 3KOHOMHYCCKHUX
Moxka3arejieii OCHaCTKH I ITOJTYYCHU A HAHOCTPYKTYPUPOBAHHBIX
JICKApCTBCHHLBIX CPEACTB

O(bOpMJ'IeHI/IC TEXHUYCCKOI'O 3aaHKA Ha U3I'OTOBJICHUEC OCHACTKH AJISA
MOJIYUYCHHUA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB U €TO
COoriaaCoBaHUC

HeoOxonumele ymeHust

PaboTath ¢ 3cku3aMu, cXeMaMH, TaOJHUIIaMH, TEXHOJIOTHUSCKUMHU
WHCTPYKUHUSAMHU, KapTaMu Mpoliecca, He0OXOIMMBIMHU ISl IPOU3BOICTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

OueHuBaTh TEXHUYECKHE TPEOOBAHUS K TPOU3BOJICTBY HOBBIX
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

PaboTarh ¢ TEXHUYECKON JINTEPATYpOl Ha aHTIIMICKOM SI3bIKE

0O06001maTh TEXHUYECKHUE CBEICHHS U O(DOPMIISITh TPOSKT TEXHUYECKOTO
3aJ]aHKs Ha MIPOU3BOJICTBO HOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpENCTB

Heo0Oxoanmeble 3HAaHUSA

OTpaCJ'ICBI)IC CTaHOApPThl, TCXHUYCCKHEC YCIOBHA U HOPMATUBEI HAa COCTABbI,
METO/IbI IOJTyYEHUS U CBOMCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpENCTB

TpebGoBanms 00IIETOCYTAPCTBEHHBIX 3aKOHOIATEIHHBIX JJOKYMEHTOB TI0
(dapMOKOmnen K UCXOAHBIM aKTUBHBIM (papMarieBTUUECKUM CyOCTaHIIUSAM U
BCIIOMOTaTeJIbHBIM BELIECTBAM

OCHOBHBIE TTOJIOKEHUST MEKTYHAPOAHBIX U HAITMOHAIBHBIX CTaHIAPTOB
Ka4yecTBa JIEKapCTBEHHBIX CPEJCTB, KOTOPHIE OTBEUYAIOT €€ Ha3HAYEHHUIO,
PETHCTPAIMOHHOMY JIOChE U crienuuKanum

TeXHOJ'IOTI/IH, MCETOABI U O60py,Z[OBaHI/IC IMPOU3BOACTBA




HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

dapmakoneitHble ¥ TEXHOJOTHYECKHE TPEOOBaHNUS K ChIPbIO, MOIYIPOAYKTaM
Y TOTOBBIM HAaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

CranaapTsl, MOJI0KEHUS, MHCTPYKIIUU IO TEXHOJIOTMYECKOM MOrOTOBKE
MIPOU3BOJICTBA ¥ O(OPMIICHUIO TEXHUYECKOW JOKYMEHTAIMH K HaJIeKHOCTH,
YPOBHIO YHU(DUKALIMU U CTaHIApTU3AlUU, O€3011aCHOCTH OCHACTKH IS
MOJTy4Y€HHUsI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TexHUuecKui aHTTIMHCKUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CPEICTB

TpebGoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, I0KAPHOU OE30MaCHOCTH,
OXpaHbl OKPYXKaIoIIeh CpeIbl

Oco0ble yCIIOBUS IOITYCKa K
pabore

Jpyrue xapakTepuCTUKU

3.3.2. TpynoBasi pyHKuus

KoHTpoib hapmarieBTHUeCKOM
pa3paboTKu U BBIOOP peLEnTyphl TOTOBOM

o Y,
HanmenoBanne | JIGKAPCTBEHHOU (YOPMBI Koz C/02.6 POBCHb 6

HAHOCTPYKTYPHPOBAHHBIX
JICKApPCTBCHHBIX CPEACTB

KBaJTU(HUKAIIAN

[poucxoxaeHune 06001IEHHOM
TPYIOBOH (QYHKIMH

OpurnHan X 3aMMCTBOBAHO U3 1296
OpUTrHHAJA
Kon Peructpauuonssiit Homep
OpHUTHHANA po¢heCCHOHATHHOTO
cTaHaapTa

TpynoBeie 1eHCTBUS

KOHTpOJ'IB OIIPCACIICHUA (1)I/I3I/IKO—XI/IMI/I‘IGCKI/IX N TCXHOJOI'MYCCKUX
XapaKTCPUCTUK IMOJIYUCHHBIX CYGCTaHI_II/II\/'I 1 BCIIOMOI'aTCJIbHBIX BCIICCTB

KoHTpo1b U3roTOBIEHUS MOJENIBHBIX CMecell CyOCTaHIIMN U pa3InYHbIX
BCIIOMOT'aTEJIbHBIX BEIIECTB

KonTpons onpenenenns GuU3NKO-XUMUUYECKUX U TEXHOJIOTUYECKUX
XapaKTEPUCTUK MOJEIIBHBIX CMECEN

KoHTpomab u3roroBnenus 1a60paTopHbIX 00pa31i0B TOTOBOM JIeKapCTBEHHOM
(bopMBbI HA OCHOBE BHIOPAHHBIX MOJIEJIBHBIX CMeceil

KonTponb onpenenenns GU3NKO-XUMUUYECKUX U TEXHOJIOTUYECKUX
XapaKTepUCTUK Ja0OpaTOPHBIX 00Pa31l0B rOTOBOM JIEKAPCTBEHHOU (hOPMBI

[IpoBepka CpOKOB TOJHOCTH J1aOOPATOPHBIX 0OPA3I[0B TOTOBOI
JIEKapCTBEHHOMN ()OpMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

KoHTpoib npeaMeTHO-KOINYECTBEHHOTO YyUeTa HAPKOTUYECKHX,
MICUXOTPONHBIX BEUIECTB M UX MPEKYPCOPOB

Heo6xoanumelie ymeHust

AHaIM3upoBaTh CBOICTBA CHIPHs, IPOMEXKYTOUHBIX IPOAYKTOB U TOTOBOM
JIeKapCTBEHHOH (pOPMBI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB 110
METOAMKAM MOJyYeHHs CyOCTaHIUI U BCIOMOTaTeNIbHBIX BEIIECTB

KoHTponupoBaTh U3roTOBIEHUE MPOMEKYTOUHBIX U TOTOBBIX
HaHOCTPYKTYPHUPOBAHHBIX NMPOJYKTOB U3 CYOCTaHIIMU U Pa3IMYHbBIX
BCIIOMOTaTEJIbHbIX BELIECTB




[IpoBOINUTH MPEAMETHO-KOJINYECTBEHHBIN y4E€T HAPKOTUUECKHUX,
MICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB

KonTponupoBath npaBUiIbHOCTh SKCILTyaTallMK Ja00paTOpPHOTO
000pyAOBaHUSA JUIS MTOJYYECHUS U KOHTPOJIS KauecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HeobxoanMmble 3HaHUS

OTpaCJ'ICBBIe CTaHOApThl, TEXHUYECKNEC YCIOBUA U HOPMATUBEI HA COCTAaBbI U
MCTOJBI MMOJIYUCHUA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

TpeboBanus 001IETOCYAAPCTBEHHBIX 3aKOHOIATEIBHBIX JIOKYyMEHTOB O
(bapMOKOITIeH K HCXOJHBIM aKTUBHBIM (DapMalleBTHUECKUM CyOCTaHIIUAM U
BCIIOMOTATENbHBIM BEILIECTBAM

OcCHOBHBIE TIOJIO’KEHUS MEXTYHAPOIHBIX U HAIIMOHAJIBHBIX CTAaHAAPTOB
Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB, KOTOPBIE OTBEYAIOT €€ Ha3HAYCHMUIO,
PETUCTPAIIMOHHOMY JIOChE U Crenu(puKanum

dapmakoneitHble ¥ TEXHOJIOTHYECKHE TPEOOBaHUS K ChIPbIO, MOIYIPOAYKTaM
Y TOTOBBIM HAaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

TexHoorus IIPOU3BOJACTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBIX
CpPpCIACTB

OO6opynoBanue J1a00paTopuu pa3pabOTKU U KOHTPOJIS KaueCcTBa
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB U IIpaBUIIa €ro
OKCILTyaTaIH

MeTtopl aHaHM3a papManeBTUYECKUX CyOCTaHIINH, BCTIOMOTATEIbHBIX
BEIIIECTB, MOJIYIPOAYKTOB ¥ TOTOBBIX JICKAPCTBEHHBIX (hOpM

CTaHI[apTLI, IMMOJIOKCHU A, MHCTPYKI WU 110 TEXHOJIOTHYECKON IIOATOTOBKEC
IMPONU3BOJACTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

Opranu3zanus 1a00paTopHOTO KOHTPOJIISE IPOU3BOACTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HpaBI/IJIa XpaHCHUA U y4€Ta HAPKOTUYCCKUX, IICUXOTPOITHBIX BCIICCTB U UX
PEKypPCOpPOB

TexHuyeckuit aHTIUICKUH SI3bIK B 00J1aCTH Pa3pabOTKH JIEKAPCTBEHHBIX
CPEICTB

TpeboBaHMs CAaHUTAPHOTO PEXKHUMA, OXPaHbl TPyJa, HOXKapHOW OE30MaCHOCTH,
OXpaHbl OKPY>KAIOIIEH CPeIbl

OcoOsle yciioBus J0IycKa K
pabote

[pyrue xapakTepuCTUKH

3.3.3. TpynoBasi pyHKuus

HaumenoBanue

VYrpasneHne Mpou3BOACTBOM OIBITHO-
IIPOMBILIIEHHOW CEpUU TOTOBOM
JIeKapCTBEHHOI (OPMBI Ha OCHOBE
BBIOpPaHHOW peLenTypbl KBaTH (UKL
HaHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

Kon | C/03.6 Ypoerh 6

IIpoucxoxaenne 0600meHHO
TPYAOBOH (HyHKIIMU

3anMCTBOBAHO U3
OpuruHan X 1296
OpHUTHHAIIA
Kon PeructpauuonHsiit Homep
opuTHHaNIa po¢ecCHOHATBHOTO

cTaHgapra




TpynoBsie neicTBUS

KoHTpoib moAroToBku cyocTaHIUi M BCIOMOTaTEIbHBIX KOMIIOHEHTOB IS
MOJTYYEHUS OTIBITHON MApTHH TOTOBOW JIEKAPCTBEHHON (DOPMBI
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

KoHTpoJb MOATOTOBKH OMBITHOTO 000PYAOBAaHUS IS MOTYYSHHS OTIBITHOM
HapTUHU FOTOBOM JIEKAPCTBEHHON (hOPMBI

KonTtpons 3arpy3ku cyOCTaHIIUi 1 BCHOMOTaTebHBIX KOMIIOHEHTOB B
OIBITHOE 000PYAOBAHUE AJIs IOJIyUYEHUs ONBITHON IApTUH TOTOBOM
JIEKapCTBEHHOH (POPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

KOHTpOIb OCYIIECTBIIEHNS TEXHOJIOTMYECKOT O IIPOLECCA MOJIyUYEHUs ONBITHOM
HapTUH TOTOBOH JIEKAPCTBEHHOU (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JICKApCTBEHHBIX CPEICTB U €€ HapaObOTKH

KoHTponb pa3rpy3ku onbITHOTO 000PY10BaHUS OMBITHOMN MapTUU TOTOBOM
JIEKapCTBEHHOM (hOPMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

KoHTpoJib npeamMeTHO-KOINYECTBEHHOTO YUeTa HAPKOTUYECKHX,
MICUXOTPOIHBIX BEIIECTB U X MIPEKYyPCOPOB

HeobOxonumelie ymeHus

KoHTposmpoBaTh Ka4eCTBO CHIPbs IS OJIYYEHUSI HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Bb10upars OCHOBHbIE €JMHULIBI TEXHOJOTHUECKOr0 000py/1I0BaHUS Ha
IIPOU3BOJCTBEHHOM y4YaCTKE C OIPEACIICHUEM TEXHOJIOIMYECKOM CXEMBI IS
MIOJTYYCHHUS OTIBITHOM MApTUU TOTOBOM JIEKAPCTBEHHOW (hOPMBI
HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

OnpenensaTb KPUTUYECKUE MTAPAMETPBI TEXHOJOTUYECKOTO IIpoLecca U
JIOITyCTUMBbIE UHTEPBAJIbl UX BapHaOEIbHOCTH JUIsl KOPPEKTUPOBKU
[1apaMeTPOB TEXHOJIIOIMYECKOTO IIPOLIECCA MTOIYyYEHUs ONIBITHON ITapTUU
rOTOBOM JIEKapCTBEHHOH (POPMBI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

OnpenensTb HEOOXOAUMbIE HaOABKU CYOCTaHIIMIA U BCIIOMOTaTeIbHBIX
BEIIIECTB, a TAK)KE TEXHOJIOTHYECKHE TTOTEPU

CocTaBnsaTh MaTepHAIbHBIN OallaHC IPOU3BOACTBA FOTOBOM JIEKaPCTBEHHON
bopmbl

KoHTponupoBaTh paBUIIbHYIO SKCILTyaTaIM0 OTIBITHOTO 000PY10BaHUS ISt
MOJTYYE€HUSI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

KOHTpOJ'IPIpOBaTI) TEXHOJIOTHYCCKHUEC MMapaMECTPbI MPOU3BOJACTBA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCACTB

HpOBOILI/ITB Hpe,[[MeTHO—KOJII/I"IeCTBeHHHﬁ YUC€T HApKOTHYCCKUX,
MCUXOTPOIHLIX BCIICCTB U UX IMPEKYPCOPOB

HeoOxoanmele 3HAaHUSA

OTpaCJ'ICBI)IC CTaHAApThl, TCXHUYCCKHEC YCJIOBHA U HOPMATUBEI HAa COCTAaBbI U
MCTOJbI MOJYUCHUA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB

TpebGoBanus 00IIETOCYTAPCTBEHHBIX 3aKOHOIATEIBHBIX JOKYMEHTOB 110
(dapMOKONen K UCXOAHBIM aKTUBHBIM (papMalieBTUUECKUM CyOCTaHIIUSAM U
BCIIOMOTaTeJIbHBIM BEIIECTBAM

OCHOBHBIE TTOJIOKEHUST MEKTYHAPOAHBIX U HAITMOHAIBHBIX CTaHIAPTOB
Ka4yeCcTBa JIEKaPCTBEHHBIX CPEJICTB, KOTOPHIE OTBEUAIOT €€ Ha3HAYEHHUIO,
PETHCTPAIMOHHOMY JIOChE U crienuuKanum

q)apMaKOHeﬁHLIC 1 TEXHOJOTI'MYCCKUC Tpe60BaHI/IH K CBIPBIO, MMOJIYIIPOAYKTAM
N TOTOBBIM HAHOCTPYKTYPUPOBAHHBIM JICKAPCTBCHHBIM CPCACTBAM

TeXHOJ'IOFI/I}I, MCETOABI U O60py,[[OBaHI/IC IJId IIPOU3BOACTBA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, IIPpAaBUJIa SKCILTyaTalluu,




MOBEPKU U KBATH(UKAIIMKI 000pYAOBaAHUS

Mertoapl aHanu3a papManeBTHICCKUX CyOCTaHITUN, BCTIOMOTaTEeIIbHBIX
BEIIIECTB, MOJIYIIPOIYKTOB U TOTOBBIX JIGKAPCTBEHHBIX (hOPM

CraHpapThbl, 10JIOKEHUS, UHCTPYKLUU 10 TEXHOJIOTHUUYECKOM MOATOTOBKE
IIPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPENICTB

Opranu3zanus 1a00paTopHOTO KOHTPOJISE IPOU3BOACTBA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

TexHUYeCKU aHTJIMICKUH S3BIK B 001aCTH pa3pabOTKU JIEKapCTBEHHBIX
CPEICTB

[IpaBuna xpaHeHus U ydeTa HAPKOTUUECKHUX, ICUXOTPOIHBIX BEIIECTB U UX
IPEKypCOpPOB

TpeOoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MaCHOCTH,
OXpaHbl OKPYXKaroleh CpeIbl

Oco0ble yCIIOBUS IOITYCKa K
pabote

Hpyrue xapakTepucTUKU

3.3.4. TpynoBasi pyHKuusA

HanmenoBanue

[IpoucxoxaeHne 0600MCHAO
TPYIOBO# GYHKIMH

KoHTpoJIb aHATUTUYECKUX U
TEXHOJIOTUYECKUX UCIIBITAHHUIA OTBITHOM
MapTUH TOTOBOU JICKAPCTBEHHOH (OPMBI Kon C/04.6 VpoBeHpb 6
Ha OCHOBE BBIOPAHHOM PEICTITYPbI ' KBaTH(UKALIH
HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPE/ICTB
Opurunan X z;il;&;zzgzalm s 1296
Kox PeructpannonHsiii Homep
OpHUTHHANA po(heCCHOHATHHOTO
cTangapTa

TpynoBsie 1eliCTBUS

KoHTpob npoBeneHns: TEXHOJIOTHUECKUX HCTIBITAHUM OMBITHBIX 00Pa3IoB
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB C LIEJIbIO OLEHKU
COOTBETCTBUS 33/IaHHBIM B TEXHUYECKOM 33JIaHUU TPEOOBAHUSIM

KoHTposb u3ydeHus cTabMIIbHOCTH ONBITHBIX 00pa3IioB
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB I10 pPe3ybTaTaM
JIOJITOCPOYHBIX M YCKOPEHHBIX UCTIBITAHUI

OreHka MpUYMH BO3MOKHOTO 00pa30BaHUs OpaKOBaHHBIX
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB U MPEASIOKEHHE CLIOCOO0B
UX YCTPaHEHUS

OdopmieHne NpoTOKOIOB UCTIBITAHUN OTIBITHBIX 00Pa3Il0B HA OCHOBE
BBIOpAHHOM PelenTypbl HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

OdopmieHne 3aKI0YeHHs 0 TEXHUYECKOW BO3MOXKHOCTH MPOMBIIIIEHHOTO
IIPOM3BOJICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB HA OCHOBE
BbIOpaHHOW peLenTypbl

Heo6xoanumelie ymeHust

[TpoBOIUTH aHANTUTUYECKUH KOHTPOJIb HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB M0 pa3paboTaHHBIM METOJUKAM aHAIN3a

AHaJII/ISI/IpOBaTB TEXHOJIOTUYECKHUE CBOMCTBA HAaHOCTPYKTYPUPOBAHHLIX




JIEKapPCTBEHHBIX CPEJICTB HA OCHOBE JIaHHBIX, MOJYYEHHBIX MPHU pa3padboTKe
ONTUMAIBHOTO COCTAaBA U TEXHOJIOTHUHU

[TpoBOAUTH YCKOPEHHBIE UCIIBITAHUS 00pPa3L0B HAHOCTPYKTYPHUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB C UCIOIb30BAHUEM JIAOOPATOPHOTO 000PYAOBAHNUS

CucreMaTu3upoBaTh U aHAJIM3UPOBATh PE3YJIbTAThl UCIIBITAHUN
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

OdopMIIATh TEXHUYECKYIO IOKYMEHTAIINIO, BKIIFOUAIOIIYIO MPOEKT OIMBITHO-
MIPOMBIIIJICHHOTO PETJIAMEHTa U OTYET O papMarieBTUIeCKOn pa3padoTke
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Heobxoanmble 3HaHUS

OtpacneBsle CTaHAAPTHI, TEXHUYECKUE YCIOBHS U HOPMATUBBI Ha COCTaBBI,
METO/bI ITOJIyYEHHUS U CBOMCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CPEICTB

Tpe60BaHI/ISI 06H.[€FOCY,Z[apCTBCHHLIX 3aKOHOAATCJIBbHBIX JOKYMCHTOB I10
(bapMOKOHeI/I K HCXOAHBIM aKTHBHBIM (bapMaHeBTI/I‘ICCKI/IM CY6CTaHHI/I${M u
BCIIOMOTaTCJIbHBIM B€IICCTBAM

dapmakoneitHble ¥ TEXHOJIOTHYECKHE TPEOOBaHUS K ChIPbIO, MOIYIPOAYKTaM
Y TOTOBBIM HAaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

TexHOoI0rus MPON3BOICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

[TpaBuiia ’KcIuTyaTauu Jad0paTOpHOIO U ONBITHO-IIPOMBILUIEHHOTO
TEXHOJOIMYECKOro 000pyA0BaHuUs I IPOU3BOJICTBA U KOHTPOJIS KauecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TexHuyeckuit aHTIUICKUH SI3bIK B 00J1aCTH Pa3pabOTKH JIEKAPCTBEHHBIX
CPEICTB

TpeOGoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, I0KAPHOU OE€30MaCHOCTH,
OXpaHbl OKPYKAIOIIEH CPeIb

OcoOsle yciioBus J0IyCKa K
pabore

Jpyrue xapakTepucTUKu

3.3.5. TpynoBasi pyHKuus

[IpoucxoxaeHne 0600MCHHO
TPYIOBO# (YHKIMH

KOHTpOJ'H) IMOATOTOBKH JOKYMCHTAIWHU 110
HapaOOTKE OIMBITHO-IPOMBILIUIEHHOMN
. o YpoBeHb
HaumernoBanme | CEpUM F'OTOBOI JIEKAPCTBEHHON (hOPMBI Koz C/05.6 6
KBaTH(QUKAIAN
HAaHOCTPYKTYPHPOBaHHBIX
JICKApCTBCHHBIX CPEACTB
3aUMCTBOBaHO M3
Opwurunan X 1296
OpHTHHANA
Konx Peructpaumonssiit Homep
OpUrHHaNa npodeccroHanbHOrO
cTaHgapra

TpynoBeie 1elCTBUS

O06006meHne TpeOoBaHM K Ka4eCTBY TOTOBOM JIEKapCTBEHHOU (pOpMBI
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

Pazpabotka u ohopmieHne oTdera 1o HapabOTKE ONBITHO-IIPOMBIILIEHHON
CepUU FOTOBOM JIEKapCTBEHHON (hOPMbI HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB




Pa3zpaboTka nHCTpYyKIIMiA 110 paboTe ¢ 000PYAOBAHUEM JJIS TTOTYUCHUS
TOTOBOMH JIEKapCTBEHHON (POPMBI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB ¥ TIPOBEACHUS €€ UCTIBITAHUHN

OdopmieHre TEXHOIOTHIECKON CXEMbI TTOJTYYSHHUSI TOTOBOM JICKAPCTBEHHOM
(bOopMbI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Pa3pabotka u opopmiieHre 1a00paTOPHBIX U OMBITHO-IPOMBIIUIEHHBIX
PErJaMeHTOB MOJy4YeHHUs TOTOBOM JIEKapCTBEHHOMN (OPMBI
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Pa3paboTka u opopmiieHre UHCTPYKIIUH U MPOTOKOJIOB UCTIBITAHUH TOTOBOM
JIEKapCTBEHHOH (hOPMBbI HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Pa3paboTka u oopMIIeHHE MAKETOB JIOCHE HA CEPUIO TP ITPOU3BOJICTBE
TOTOBOH JIEKapCTBEHHON (POPMBI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

Heobxoaumbie ymeHus

OdopMIsATh IPOTOKOJIBI, HHCTPYKIUH 110 paboTe ¢ 000py10BaHUEM IS
MOJTy4€HHUsI TOTOBOM JIEKapCTBEHHOM (POPMBI HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Pa3pa6aTHBaTI> TEXHOJIOTUYCCKYIO CXCMY ITOJIYUCHUS
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX CPCACTB B COOTBETCTBUU C
rocyJapCTBEHHbIMU CTAHAApPTAMU WU IpABUJIaMU

Pa3pa6aTHBaTI> IIPOCKT na60paTopH0ro H OIIBITHO-IIPOMBIIIJICHHOI'O
periiaMeHTa MOoJIYUCHUA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB B
COOTBETCTBUH C TOCYAAPCTBCHHBIMHU CTaHAAPTAMU U ITPABUTIAMU

PaboTatb ¢ mporpaMMHBIM 00€CIIEeYeHHEM TSI MH)KEHEPHBIX PacueToB U
CO3J1aHUs TEXHOJIOTHYECKUX CXEM IIPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

PaboraTh ¢ TeXHUYECKON IUTEPATYpOl Ha aHTJIMICKOM SI3bIKE

HeoOxonuMele 3HaHUS

OTpaCJ'IeBLIC CTaHAApPThl, TCXHUYCCKHUEC YCJIOBUA U HOPMATUBLI HAa COCTABbI U
CBOMCTBa HAHOCTPYKTYPUPOBAHHLIX JICKAPCTBCHHBIX CPCACTB

Tpe60BaHI/I$I 06mer OCYJapCTBCHHBIX 3aKOHOAATCIIbHBIX JOKYMCHTOB I10
(I)apMOKOHeI/I K NCXOAHBIM aKTHUBHBIM (I)apMaI_IeBTI/I"IeCKI/IM CY6CTaHI_II/I$IM 151
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIC ITOJI0XKEHHUS MCKAYHAPOAHBIX U HAIMOHAJIbHBIX CTAHAAPTOB
KaueCTBa JICKAPCTBCHHLIX CPEACTB, KOTOPBLIC OTBCUAIOT €€ HA3HAUCHUIO,
PEruCcTpaiioOHHOMY OOCHEC U CHCI_II/I(I)I/IKaLII/II/I

dapMakoneitHbIe U TEXHOJOTHIECKUE TPEOOBAHUS K CHIPBIO, MOIYTIPOTYKTaM
¥ TOTOBBIM JICKAPCTBEHHBIM (DOpMaM HaHOCTPYKTYPHUPOBAHHBIX
(dhapmareBTUUECKIX COCTAaBOB

TexHomorHst, METOIbI U 000PYAOBaHNE IPOU3BOICTBA
HAaHOCTPYKTYPUPOBAHHBIX (hapMaIeBTUUECKUX COCTAaBOB

HpaBI/ma 9KCILUTyaTalluu, MOBCPKHU U KBaJ'II/I(I)I/IKaI_II/II/I na6opaTopHor0, OIIBITHO-
MPOMBIINIJICHHOI'O U TPOU3BOJACTBECHHOTI'O 060py,[[0BaHI/I${

CTaHI[apTLI, IMOJIOKCHHA, MHCTPYKI WU 10 TEXHOJIOTHYCCKOM IIOATOTOBKE
IMPONU3BOJACTBA

TexHuyeckuit aHTIMICKUH SI3bIK B 00J1aCTH Pa3pabOTKH JIEKAPCTBEHHBIX
CPEICTB

TpeboBaHMs CAaHUTAPHOTO PEXHUMA, OXPaHbI TPYJa, MOKApHOW OE30MaCHOCTH,
OXpaHbl OKPY>KAIOIIEH CpeIbl

Oco0ble ycIIoBUS I0ITyCKa K
pabote

[pyrue xapakTepuCTUKH




3.4. O6001eHHast TPyA0Bas PYHKIUS «YTNPaBjIeHHe OMOJTOTHYeCKUMH UCTIBITAHUSIMHU CHIPbS U
roTOBOI JIeKAPCTBEeHHOI () OPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB»

Yrpapiienne OMOTOTHYECKUMU
WCIIBITAHUSIMU CHIPbSI U TOTOBOM
Hamvenosanne | JIEKAPCTBEHHOU (DOPMEI Kox D Yposenb 6
KBaJTU(UKAIHA
HaHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB
IIpoucxoxaenne 0600meHHO 3anMMCTBOBAHO U3
TPYAOBOH QYHKINH Opurnsan X OpHUIAHAaJA
Kon PeructpanuonHsiit Homep
OpUrHHaNIa podecCHOHANBEHOTO
CTaHgapTa
Bo3Mmoxxnbie HaumeHoBaHus | buosor-uccnegoBarenb
TOJLKHOCTEH, mpodeccuii Mukpob6uosior
TpeboBanus k 0O6pazoBanuio | Briciiee oOpazoBaHue - OakagaBpuaT
1 00Y4YCHUIO
TpebGoBaHus K OIBITY He menee tpex et paboTsl B 0071aCTH OMOTOTHYECKUX UCCIIEJOBAHUIMA
MPAKTHYECKON pabOThI (hapMaleBTUYECKUX COCTaBOB
OcoOsie ycnoBus gomnycka Kk | IIpoxoxxienue o0s3aTenbHbIX peABAPUTENbHBIX (IIPU MOCTYIIJIEHUH Ha
pabore paboTy) ¥ IEPUOTUYECKUX METUITUHCKUX OCMOTPOB (00CTIeIOBaHMIi), a TAKKE
BHEOUYEPEIHBIX MEAUIIMHCKUX OCMOTPOB (00CIeI0BaHMil) B TOPSIKE,
YCTaHOBJICHHOM 3aKoHojAaTenbcTBOM Poccuiickoit denepanuun
[IpoxoskaeHre HHCTPYKTaXxa 10 OXpaHe Tpyda U TeXHUKE 0e30MacHOCTH
Hpyrue xapakTepucTUKU JlonostHUTETPHOE TIPO(EeCCHOHATBFHOE 00pa30BaHKE - TPOTPAMMBI
MOBBIIICHUS KBATU(PUKAIIUH, IIPOTPAMMBI TIPOGECCHOHATHHON
MEePETOArOTOBKH 1O TPOGUITIO AEITETFHOCTH

I[OHOHHI/ITCJ'ILHBIC XapaKTCPUCTUKU

HaumenoBanue 6a30B0ii rpymnmbl, JOTKHOCTH
HaumeHnoBaHue qoKkyMeHTa Kon
(mpodeccun) WM CrenUuaIbHOCTH
OK3 2131. buonoru, 60TaHUKH, 300JI0TH U CIIEIIUATHUCTHI
POJICTBEHHBIX 3aHATHI
ETKC nwmu EKC buonor
Muxpobuosor
OKIIATP 20321 buonor
20327 buoxumuk
22516 Wuxenep-MukpoOuoIor
22860 NHXeHep-XuMuk
24219 MuxkpoOuosor
OKCO 2016 2.18.03.01 XumMmudeckas TEXHOIOTHS
2.19.03.01 buorexnonorus
2.28.03.03 Hanomarepuaibt

3.4.1. TpynoBasi pyHKuusA




IIpoucxoxaenne 0600meHHO
TPYAOBOH (HyHKIIHA

Br160p crioco6oB obecrieueHmst
MHUKPOOHOJIOTHYECKOI YUCTOTHI ONBITHON
o . YpoBeHb
HanumenoBanue  |[TApPTHUHM FOTOBOH JIEKAPCTBEHHON (hOPMBI Kox D/01.6 6
KBaTH(pUKAITIH
HAaHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB
3anMCTBOBaHO W3
Opurunan X 1296
OpHUIAHAaJA
Kon PeructpanuonHsiit Homep
OpHUTHHANA po(heCCHOHATHHOTO
CTaHgapTa

TpynoBsie necTBUS

[Ton6op uHGOpMAIMK O CYIIECTBYIOIIMX METOIaX U CIIOco0ax o0ecrnedeHus
MHUKPOOHOJIOTUYECKON YUCTOTHI pa3paboTaHHOMN JIEKapCTBEHHOU (hOPMBI

HccnenoBanue cylecTBYIOUIMX METOIOB U CIIOCOOOB 0OecreueHus
MUKPOOHOJIIOTHYECKOM YUCTOTHI pa3paboTaHHOM JIeKapCTBEHHOM (OopMbI

Br16op MeTonoB 1 crioco0oB odecreueHus] MUKPOOHOJIOTHYECKOW YHCTOTHI
pa3pabOTaHHOI! JTEeKaPCTBEHHOM (HOPMBI

Pa3zpaboTka nporpaMMbl MUKPOOHOJIOTHYECKOTO MOHUTOPUHTA
MIPOU3BOJICTBEHHOMN CPEJIbI MPU MPOU3BOJICTBE OMBITHBIX MAPTUNA TOTOBBIX
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Heobxonumelie ymeHus

PaboTath ¢ TeXHMUYECKOMN JINTEPAaTYpOH O CYLIECTBYIOIUX METOAAX U
croco0ax o0ecreyeHnss MUKPOOHOIOTHYECKON YUCTOTHI pa3paboTaHHON
JICKapCTBEHHOH ()OPMBI Ha PYCCKOM M aHTJIMHCKOM SI3BIKaX

PabGoTtath ¢ 0azamu JaHHBIX B 001acTH OMOTEXHOJOIMH U HAHOTEXHOJIOTHH

O0600maTh 1 aHATM3UPOBATH HAYYHO-TEXHHUECKYIO HH(OPMAIHIO B 007IaCTH
OMOTEXHOJIOTUU U HAHOTEXHOJIOTUU

PaboTatb ¢ 060pyaOBaHNEM U MaTepHUATAMU JJISI MUKPOOHUOIOTHIECKOTO
aHaJIM3a

HCO6XOL[I/IMLIC 3HaHUA

OtpacneBple CTaHAAPTHI, TEXHUYECKUE YCIOBHSI U HOPMaTUBBI HAa CBOICTBA
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B 00JIACTH
MUKpPOOHOJIOTUYECKON YUCTOTHI

Tpe60BaHI/I${ 06]].[61" OCYHapCTBCHHBIX 3aKOHOAATCIIbHBIX JOKYMCHTOB I10
(I)apMOKOHeI/I K NCXOAHBIM aKTHUBHBIM (bapMaI_IeBTI/I"IeCKI/IM CY6CTaHI_II/I$IM 151
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIC ITOJI0XKEHHUS MCKAYHAPOAHBIX U HAITMOHAJIbHBIX CTAHAAPTOB
KaueCTBa JICKAPCTBCHHLIX CPEACTB, KOTOPBIC OTBECYAOT €€ HA3HAUCHUILO,
PEruCcTpaiioOHHOMY OOCHE U CHCI_[I/I(I)I/IKaHI/II/I

TexHnueckue TpeOOBaHUS K ChIPbIO, MOIYIPOAYKTaM U TOTOBBIM
HaHOCTPYKTYPUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

TexHOoIorus MPON3BOICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

CnocoObI 1 BO3MOKHOCTH ITOKCKA HaquOﬁ n HayLIHO-TeXHI/I‘-IeCKOI\/'I
JIMTCPATYPHI 11O 3aJIaHHOM TeMaTHuKe

Bunel 1 ycrnoBust MUKpOOMOJIOTHYECKUX UCIIBITAHUHN CBIPhS, IPOMEKYTOUHON
IIPOJYKIIMH U TOTOBBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[IpaBuna paboTsl ¢ 060PYIOBAaHUEM U MaTepUaIaMu I POBEICHUS
MUKPOOHOJIOTUYECKUX UCTIBITAHUN

TexHUUeCKUi aHTTIMHCKU A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX




CPEICTB

TpebGoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPYa, I0KAPHOU O€30MacHOCTH,
OXPaHbI OKPYKAIOIIEH Cpeabl

Oco0ble ycIIoBUS IOIYCKa K
pabote

Jpyrue xapakTepucTUKU

3.4.2. TpynoBasi pyHKuust

Bb160p METOAMK M KOHTPOJIb IIPOBEACHMUS
71a060pPaTOPHBIX MUKPOOHUOIOTHUECKUX

o . Yposenn
HaumenoBanue | MCIBITAHUM IOJYIPOLYKTOB U OIIBITHOMN Kon D/02.6 P 6

MapTUU HAHOCTPYKTYPUPOBAHHBIX
JICKapPCTBEHHBIX CPEJICTB

KBaJTU(UKAIHA

IIpoucxoxaenne 0600meHHO
TPYIOBO# (YHKIMH

OpurnHan X 3auMCTBOBaHO U3 1296
OpHUTHHAJIA
Kon Peructpanmonssiit Homep
OpUrHHaIa npodeccroHanbHOTO
CTaHIapTa

TpynoBeie 1eHCTBUS

KonTponb oTd6opa mpol 1is IpoBEACHHUSI MEKPOOHOIOTHISCKHX
HCCIIE0BAHUM BXOJHOTO ChIPbsl, MAaTEPUAJIOB, ITOIYIIPOAYKTOB U OIIBITHBIX
00pasios

KoHnTponb nccnenoBanus NOayNnpoyKTOB U ONBITHBIX 0OPA3IOB B
COOTBETCTBUU C TPEOOBAHUSAMHU IO MUKPOOHOJIOTHYECKOM YUCTOTE,
IIPEABSBISIEMBIMU K HAHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

OI.[CHKa HCIIOJIB3YCMbIX B HCCICIOBAHUHU METOJUK MI/IKp06I/IOJ'IOFI/I‘IeCKI/IX
HUCIIBITAaHHUI MOJIYITPOAYKTOB U OITBITHOM MMapTUX HAHOCTPYKTYPUPOBAHHBIX
JICKApPCTBCHHBIX CPEACTB

KOHTpOJ'IB NpEeAMETHO-KOJIMYECTBCHHOT'O Y4€Ta HAPKOTHYCCKUX,
NCUXOTPOIHLIX BCIICCTB U UX IPEKYPCOPOB

Br16op MeToauK 1 yCIIOBUI MPOBEACHUS MUKPOOMOIOTUUECKHUI MCTIBITAHUIA
MOJIYIPOIYKTOB U ONBITHOW MapTUX HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

HeobOxonumelie ymeHust

PaboTaTh ¢ TEXHUUECKOW JTUTEPATYPOM HA PYCCKOM M aHTITUHCKOM SI3bIKAX

PaboTatb ¢ 060pya0OBaHNEM U MaTepUataMu A 0TOOpa mpod U Ux
MOCJEIYIONIEro MUKpOOHOIOTHUECKOTO aHaATN3a

OI_[eHI/IBaTL 3(I)(I)CKTI/IBHOCTB MI/IKpO6I/IOHOFI/I"IeCKI/IX MCTOIUK B IIPUIIOKCHUU K
KOHKPETHOMY BUJAY HAHOCTPYKTYPUPOBAHHLIX JICKAPCTBCHHLIX CPECIACTB

[TpoBOAUTH MpPEeIMETHO-KOTUYECTBEHHBIN YUE€T HAPKOTUUECKHX,
MICUXOTPOMNHBIX BEUIECTB M UX MPEKYPCOPOB

Heo0xonnMele 3HaHUS

OtpacneBble CTaHIAPThI, TEXHUYECKNE YCIOBHSI U HOPMATUBHI Ha
MUKpPOOHOJIOTUYECKUE METO bl UCCIIEIOBAHNSI HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB

Tpe60BaHI/IH O6I_I_[CI‘ OCYHAapCTBCHHBIX 3aKOHOAATCIILHBIX JOKYMCHTOB 110
(I)apMOKOHeI/I K UCXOAHBIM aKTHMBHBIM (I)apMaLIeBTI/I‘-ICCKI/IM CY6CTaHI_II/I$IM nu
BCIIOMOTaTCJIbHBIM B€IICCTBAM

OCHOBHBIC TTOJI0KEHHS MCKAYHAPOAHLIX U HAIUOHAJIbHBIX CTAHAAPTOB




Ka4eCTBa JIEKaPCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYECHHUIO,
PETUCTPAIIMOHHOMY JOCKhE U crienupuKaim

TexHuyeckue TpeOOBAHUS K ChIPHIO, MOIYIPOAYKTaM U TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

TexHONOoTHsI MPOU3BOICTBA HAHOCTPYKTYPUPOBAHHBIX (hapMaIleBTHYECKUX
COCTaBOB

Bunpl #1 ycrioBust MUKPOOHOIOTMYECKUX MCTIBITAHUHN ChIPBS, IPOMEKYTOUHBIX
IIPOYKTOB ¥ HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

[IpaBuiia paboThl ¢ 060PYI0BaHUEM U MaTepUaIaMu JJIsl IPOBEACHHUS
MUKPOOHOJIOTMYECKUX UCTIBITAHUN HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

[TpaBuiia XxpaHeHHUS U y4eTa HApPKOTUYECKUX, ICUXOTPOIHBIX BEIIECTB U UX
IIPEKypCOpPOB

TexHUueCcKuit aHTTTMHCKHUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CPEICTB

TpeOGoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MACHOCTH,
OXPaHbI OKPYKAIOUIEH CPEABI

Oco0ble yciioBus J0IMyCKa K
pabote

Jpyrue xapakTepucTUKu

3.4.3. TpynoBasi pyHkuus

HaumenoBanwue

KoHTpoJb npoBecHUsT OMOJIOTHYECKUX
HCTIBITAHUHN ONBITHOM MapTUH

HAHOCTPYKTYPHUPOBAHHBIX KBanu(pHUKaLHUU
JIEKApCTBEHHBIX CPEICTB

Kon | D/03.6 Yposerb 6

[Ipoucxoxaenre 06001IEHHOM
TPYIOBOH QYHKIMH

Opurnsan X 3aMMCTBOBAHO U3 1296
OpUTHHAIIA
Konx Peructpauuonssiit Homep
OpHUTHHANIA po(heCCHOHATHHOTO
cTaHaapTa

TpynoBeie 1edCTBUS

KonTtpomb BeIOOpa MoKa3areneil ¥ HalpaBJIeHUH OMOJIOTHYECKUX
UCCIICIOBAaHMIA OTIBITHOM MapTUU HAHOCTPYKTYPUPOBAHHBIX JIGKAPCTBEHHBIX
CpENCTB

KoHnTposb BeIOOpa (pesieBaHTHBIX) BUI0B KUBOTHBIX JJIs1 BHITOJTHEHUS
OMOJIOTMYECKUX UCIBITAHUH ONBITHOMN MapTUH HAHOCTPYKTYPUPOBAHHBIX
JIEKaPCTBEHHBIX CPENICTB

KOHTpOJ'II) IIOATOTOBKHN JIOKYMCHTaHI/H/I JJISL HpOBe]leHI/Iﬂ 6I/IOJ'IOFI/I‘-I€CKI/IX
UCIBITAHUN HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB (ONMCaHuE
UCCIIEIOBaHMsI, IPOTOKOJI UCCIICIOBAHMS, 3asSBKa HA JXUBOTHBIX B KOMUCCHIO
110 OMOJTHKE

KoHnTposnb BeimosHEeHUs papMaKoJMHAMHYECKOT0 UCCIIEOBAHUS
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U €€ (apMaKoJIOTHIECKOM
AKTUBHOCTHU

KOHTpOJ'IB BBITTOJIHEHN A TOKCHKOJIOTHYCCKOT'O UCCIICAOBAHUA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB




KOHTpOob BBINOMHEHUS paCHIMPEHHBIX OMOIOTMUYECKUX HCCIeA0BaHUN
WHHOBALIMOHHBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

[Ton6op Oe3omacHoO 1e4eOHOM 1036l HAHOCTPYKTYPHUPOBAHHOM
JICKapCTBEHHOM (POPMBI

Heo6xoaumele ymeHus

PaboraTh ¢ TEXHUYECKOM IUTEpaTypOoil HA pyCCKOM U MHOCTPAHHOM SI3bIKaX

PaboTats ¢ 060pya0OBaHNEM U MaTepUanaMu Al ONOJIOTUYECKUX UCIIBITAHUN
(bapMareBTUYECKIX MPOTyKTOB

BriOupats 1abopatopHbie METOAMKHA U HEOOXOAMMOE Il HUX 000pyA0BaHUE
JUTsE OMOJIOTUYECKOTO aHaJIM3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/CTB

[TpoBoAUTH aHANIHM3 PHIHKA MAaTEPUAIIOB U JIAOOPATOPHOTO 0OOPYIOBAHUS IS
OMOJIOrMYECKHUX UCTBITAHUI HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
CPEICTB

[TpoBoauTH OOpMIICHHE TOKYMEHTAIIUU TI0 OMOJIOTHYECKUM HUCCIICIOBAaHUSAM
B COOTBETCTBUH C JIOKAIbHON TEXHUYECKOW TOKYMEHTALUEHN

Heo0xoaumMble 3HaHUS

OTpaCJIeBBIC CTaHAapThl, TCXHUYCCKHEC YCJIOBHA U HOPMATUBEI Ha COCTABHbI,
MCTOJBbI MTOJIYUCHUA U OHMOJIOTMYECKHUE UCITBITAHUS HAaHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHLBIX CPEACTB

TpeboBaHus 001IErOCYAAPCTBEHHBIX 3aKOHOAATENIbHBIX IOKYMEHTOB IO
(apMOKOIIeH K HCXOJHBIM aKTUBHBIM (DapMalleBTHUECKUM CyOCTaHIIMAM U
BCIIOMOTI'aTEJIbHBIM BEIECTBAM

OCHOBHBIE ITOJIOKCHUS MCKAYHAPOAHBIX U HAIUOHAJIbHBIX CTAHAAPTOB
Ka4yCeCTBa JICKAPCTBCHHLIX CPCACTB, KOTOPLIC OTBCYAIOT €€ HA3HAYCHHUIO,
PEruCcTpaiiOHHOMY OOCHE U CHeI_[I/ICbI/IKaI_II/II/I

TexHuuyeckue TpeOOBAHUS K CHIPHIO, MOIYIPOAYKTaM U TOTOBBIM
JIEKapCTBEHHBIM (popMaM HAHOCTPYKTYPUPOBAHHBIX (papMaIieBTHUECKUX
COCTaBOB

TexHu4yeckue TpeOOBAHUS K MaTepraliaM M JIJAOOpaTOPHBIM IprOOpaM st
OMOJIOTMYECKUX UCIBITAHUI HAHOCTPYKTYPHUPOBAHHBIX (hapMaiieBTUIECKUX
COCTaBOB

Mertoapl paboThI ¢ IpuOOpaMu U 000PYIOBAHUEM JIJIsI OMOJIOTHUECKUX
WCIIBITAHUN HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

Bunsl 1 ycrnoBust GMOIOrHYECKUX HCTIBITAHUI HAHOCTPYKTYPHUPOBAHHBIX
JIEKapPCTBEHHBIX CPENICTB

TexuHomorus IMPONU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX (I)apMaI_ICBTI/I‘ICCKI/IX
COCTaBOB

HpaBI/ma XpaHCHUA U y4€Ta HAPKOTUYCCKUX, IICUXOTPOIMHBIX BECIICCTB U UX
PEKypPCOPOB

CranaapThbl, MOJI0KEHUS, UHCTPYKLUU AJIs1 OMOJIOIMYECKOro aHalIn3a
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB

TexHuecKuil aHITIMHCKUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CpEeACTB

TpeboBaHMs CAaHUTAPHOTO PEXKHUMA, OXPaHbI TPYJa, MOXKApHOW OE30MaCHOCTH,
OXpaHbl OKPYKAIOIIEH CpeIbl

OcoOsle ycrioBus A0IMycKa K
pabore

Jpyrue xapakTepucTHKU

3.4.4. Tpynosasi pyHKuHA




OdopmieHue pe3yabTaToB UCCICTOBAHUI
U BBIJaya 3aKJII0UEHUS O
MHKpo6vaonomqec1<0M KauecTBe Kon D/04.6 YpoBeHb 6
OIBITHOM MapTUH KBaTH( UKL
HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/CTB

HanmenoBanue

Hponcxovxo:[enne 0000IIIeHHO OpurnHan X 3anuMCTBOBAHO U3 1296
TPYIOBOI QYHKINH OpHTHHAJA
Kon PeructpanuoHHsiit Homep
OpUrHHaIa podeCcCHOHANBEHOTO
cTaHgapra
TpynoBeie 1eHCTBUS Onwucanue TpeOOBaHUN K MUKPOOHOJIIOTHYECKOM YUCTOTE TOTOBOM

JIEKapCTBEHHOH (POPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Pa3zpaboTka u oopmiieHHE OTYETa O BEIOOPE METOJIOB U CITIOCOOOB
obecrieueHus TpeOyeMol MUKPOOHOIOTHYECKON YUCTOTHI HOBOM
JICKapCTBEHHOH ()OPMBbI HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Pa3pabotka u opopmiieHne oryeTa 06 IKCIEPUMEHTATLHOM UCIIBITAHUN
dbapmakoguHaMUKU, (apMaKOKMHETHUKU U TOKCHYHOCTH HOBOM
JIeKapCTBEHHOHN (hOPMbI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Pa3paboTka n opopmiieHHE 0TYETa O PACIIHPEHHBIX OMOJIOTHUECKUX
UCCIICIOBAaHUSIX HHHOBAIIMOHHBIX HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
Cpe/CTB

OdopmiieHre 0000IIAOIIET0 OTYETA O BBIMOJTHCHHBIX UCCIICIOBAaHUSIX U
MOJITOTOBKA 3aKJIFOUCHUS O KauecTBe, 3(PPEKTUBHOCTH U OE30IMACHOCTH HOBOM
JIEKapCTBEHHOM (hOPMbBI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

HeoOxonumele ymeHus PazpabaTsiBaTh cucTeMy TpeOOBaHMI K MUKPOOHOIOTUIECKON YUCTOTE
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
rOCyJJapCTBEHHBIMH CTaHAAPTAMHU U ITPaBUIIAMU

Pa3paOaTbiBaTh cucTeMy TpeOOBaHMH K OMOIOTMYECKON aKTUBHOCTH
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
roCy/apCTBEHHBIMU CTaHAApTaMM U IIpaBHIIaMU

HpOBO,ZLI/ITB O(I)OpMJ'IeHI/Ie OTYCTOB U HOpM&THBHO—TCXHH‘-ICCKOﬁ
JOKYMCHTalUU

H€06XOHI/IMI)I€ 3HaHUA OTpaCJ'ICBI)IC CTaHAApPThl, TCXHUYCCKHUEC YCIOBHA U HOPMATUBEI HAa COCTABbI,
MCTOJbI MOJIYUCHUA, MI/IKpO6I/IOJ'IOl"I/I‘-ICCKy}O YUCTOTY U 6I/IOJ'IOFI/ILIGCKYI'O
AKTUBHOCTH HAHOCTPYKTYPHUPOBAHHLIX JICKAPCTBCHHLIX CPECACTB

TpebGoBanust 00IIETOCYIAPCTBEHHBIX 3aKOHOJATENBHBIX JOKYMEHTOB 10
(dapMOKONen K UCXOAHBIM aKTUBHBIM (papMalieBTUYECKUM CyOCTaHIIUSAM U
BCIIOMOTATeNbHbIM BEILECTBAM

OCHOBHBIE TIOJIOKEHUST MEXKTYHAPOIHBIX M HAIIMOHAJIBHBIX CTaHIaPTOB
Ka4yeCcTBa JIEKaPCTBEHHBIX CPEJICTB, KOTOPHIE OTBEUAIOT €€ Ha3HAYEHHUIO,
PETHCTPAIMOHHOMY JIOChE U crienuuKanum

Texuudeckue Tpe6OBaHI/I$I K CBIPBIO, IMOJIYIIPOAYKTAM U TOTOBBIM
HAaHOCTPYKTYPHUPOBAHHBIM JICKAPCTBECHHBIM CPCACTBAM

TexHOJI0THsI MPOU3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpENCTB

Bunel 1 ycrnoBust OM0IOrHYECKUX U MUKPOOHUOIOTHYECKUX UCTIBITAHUN




HAaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBECHHBIX CPEACTB

MeToapl OMOIOTHYECKOTO B MUKPOOHOJIOTHYECKOTO aHAIM3a
(bapMaleBTUUECKNX CYyOCTaHIMI, BCIOMOraTeIbHBIX BEIIECTB,
HOJIYIIPOAYKTOB U T'OTOBBIX JIEKAPCTBEHHBIX (hOpM

CranaapTsl, MOJOKEHHS, THCTPYKLUH 110 O()OPMIICHHUIO TOKYMEHTAIMU 110
TpeOOBAHUIO K CHIPHIO, NOIYIPOAYKTAM U FOTOBBIM HAHOCTPYKTYPHUPOBaHHBIM
JIEKaPCTBEHHBIM CPEICTBAM

MeTobl IpOBEACHUS HAYYHO-UCCIIE0BATEILCKUX pab0T U OpraHu3aIiu
71a00paTOPHOTO KOHTPOJISE IPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB

TexHUuecKuit aHTTTMHCKHUI A3BIK B 00JIACTH Pa3pabOTKHU JIEKAPCTBEHHBIX
CPEICTB

TpeboBaHMs CAaHUTAPHOTO PEXKUMA, OXPaHbI TPYJa, HOKApHOW GE30I1aCHOCTH,
OXpaHbl OKPY>KAIOIIEH CPebl

Oco0ble yCcIIoBUS IOITyCKa K
pabore

Jpyrue xapakTepuCTUKU

3.5. O6o0mennas TpynoBas pynkuus «Opranusanus pa3padoTku peuentypbl HOBOro
HAHOCTPYKTYPHPOBAHHOTO (papMaleBTHYECKOI0 COCTABA U €ro JIeKapCTBEeHHOI ()opMbI B
COOTBETCTBHH € TEXHUYECKUM 3aJaHHEM»

HaumeHnoBanue

[poucxoxaenre 06001IEHHOM
TPYIOBOH (QYHKIMH

Opranu3zanus pa3paOoTKH peenTyphl
HOBOI'O HAHOCTPYKTYPUPOBAHHOT'O
YpoBeHb
(hapMareBTHUECKOro coCTaBa M €ro Kox E 7
~ KBaJTU(UKAIIAN

JICKapCTBCHHOU (1)OpMBI B COOTBCTCTBUU C
TEXHHUYCCKHUM 3aIaHUECM

3anMCTBOBAHO U3

Opurunan X
OpUTrHHAJA
Konx Peructpauuonssiii Homep
OpHUTHHANIA po(heCCHOHATHHOTO
cTaHaapTa

Bo3MmoxHBIE HANMEHOBAaHUS
JOJDKHOCTEH, podeccuit

HauanbHuK nccrieoBaTenbekoi sadopaTopun
3aBenyroluii JadbopaTopueit ucciae10BaHUN U pa3paboToK
PykoBoauTens EeHTpa UCClIe0BaHUM U pa3paboToK
HauanbHuk nabopaTopun Hay4YHbIX UCCIIEIOBaHUN

TpeboBanust k 06pa30BaHUIO
U 00y4EHUIO

Briciiee 06pa30BaHHe - MarucTparypa, CiciuajJIuTeT

TpebGoBaHus K ONBITY
PAKTHYECKON pabOoThI

He menee nartu et B o61actu pa3pabOTKU HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

OcoOsle ycrioBus A0IMyCKa K
pabore

[Tpoxoxknenne 00s3aTeNbHBIX MPEIBAPUTEIBHBIX (TIPH MOCTYTUICHHH HA
paboTy) ¥ MEPUOTUIECKUX MEIUIIMHCKUX OCMOTPOB (00CIIeI0BaHMI), a TAKXKE
BHEOYEPETHBIX METUIIMHCKUX OCMOTPOB (00CJICTOBaHUI) B IOPSAKE,
YCTaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoit denepanun

[TpoxokaeHre HHCTPYKTaXa Mo OXpaHe TPYy/Ia U TEXHUKE 0€301MacHOCTH

[pyrue XxapakTepUCTUKN

JlononHuTtensHOE NpodeccuoHalIbHOEe 00pa30BaHHUE - IPOrPAMMBbI OBBIIIEHUS
KBaJIM(DUKALMU, TPOrPaMMBbI TPOPEeCCHOHAIBHOMN MEePEenoroOTOBKU IO




npodUITIO AESITETFHOCTH; yYacTHe B KOHIpeccax, KOH(epeHIUIX, MoceleHne
npOoIIEHBIX BHICTABOK M CEMHUHAPOB

JlononHUTENbHBIE XapaKTEPUCTUKH

HamMeHOBaHHE 0KyMEHTa Kox HanmenoBanue 6a30B0ii TpymIibl, JOKHOCTH
(mpodeccun) WU CIEUATBHOCTH
OK3 1223. PykoBoautenu noapasieneHuii o Hay4HbIM
WCCIICIOBAHMSIM U pazpaboTkam
ETKC win EKC HauanpHuk nccnenoBaTeIbCKOM J1abopaTopuun
OKIIATP 44490 Hauanbnauk rpynmsl (610po), 1abopaTopuu B COCTaBE
KOHCTPYKTOPCKOI'O, TEXHOJIOTUYECKOTO,
HCCIIEI0BATENLCKOT0, PACYETHOTO, IKCIIEPUMEHTAIBHOTO
U IPYI'MX OCHOBHBIX OT/AEJIOB
44901 HauvanpHHUK caMOCTOATENBHOTO OT/AeNa (J1abOpaTOpun )
(KOHCTPYKTOPCKOT'0, UCCIIEN0BATEIBCKOTO, PACUETHOTO,
9KCHEPUMEHTAIBHOI0)
OKCO 2016 2.19.04.01 buorexnonorus
2.28.04.03 Hanomarepuanst
2.28.04.04 Hanocucrembl 1 HaHOMaTepUabl
3.33.05.01 dapmanus

3.5.1. TpynoBasi pyHKuus

Omnpenenenue HapaBJieHUH pa3padOTKU

HaHOCTPYKTYPHUPOBAHHBIX

JICKAPCTBCHHLBIX CPCIACTB AJIA YpoBeHb
HaumenoBanue P pea a Kon E/01.7 P 7

COCTABJICHUS TCXHHUUYCCKOI'O 3aIaHUs HaA KBaﬂHq)HKaHHH

CO34aHUC HOBOH PEUCIITYPHBI LICJICBOT'O

HAa3HAUYCHU
TIpoucxoxnenue 06001IEHHOM 3anMMCTBOBAHO U3

P KL . Opwurunan X 1296
TPYAOBOH (HyHKIIHU OpHUTHHAIA
Konx Peructpaumonssiit Homep
OpUrHHaNa npodeccroHanbHOrO
CTaHJapTa

TpynoBble neicTBUs Crpaternyeckoe ynpapjieHUE HalpaBiIeHHEM pa3pab0TOK Ha OCHOBaHUU

JIATCPATYPHOI'O IMOUCKA, U3YUYCHHA IMAaTCHTHBIX 0a3 JaHHBIX

HOI[I"OTOBKa " COTJIaCOBAHUEC C 3daKa3YHMKAMU HAITPABJIICHUSA paBpaGOTKI/I
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB

IToaroroBka 1 coriiacoBaHue TEXHHMYECKOTO 3aaHUs Ha p83p3.6OTKy HOBOM
PEOCITYPbl HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB LICJTICBOT'O
Ha3HAa4YCHUA

IToaroroBka u corilacoBaHMe IIaHA pa3pa6OTKI/I HOBBIX
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB

VYnpasrneHnre npoekTaMu 1o pazpaboTKe HOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

IloaroroBka 1 coriiacoBaHue OTYETOB O (I)apMaHCBTquCKOﬁ paspa60TI<e




HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C
MEXYHApOJAHBIMU TPeOOBaHUAMHU B (hopMaTe 0OIIEro TEXHUIECKOTO
JOKYMEHTa PETrHCTPALIMOHHOTO JI0ChEe

[ToaroTroBka M COrIacoOBaHUE OTYETOB O BATUAAINU TEXHOJIOTHUECKOTO
Ipolecca Moxy4YeHHs] HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Onpez[eneHI/Ie IEPCICKTUB PAa3BUTHA OpraHrU3allii B OTHOIICHUHN BBIITYCKa
HOBBIX HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX CPCIACTB

Heo6xonumeie ymeHus

BriOupath HanpaBiieHUs] HAYYHO-TEXHUYECKOH pa3padOTKK HOBBIX BUIOB
HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

CornacoBbIBaTh U YTBEPKAATh JOKYMEHTAIMIO IO pa3pabOTKe HOBBIX BUIOB
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[TnanupoBaTh 3Tamnsl pa3pabOTKU HOBBIX BHJIOB HAHOCTPYKTYPUPOBAHHBIX
JICKaPCTBEHHBIX CPEJICTB U OCYIIECTBIATH KOHTPOJIb UX BBHIITIOJTHEHUS

Ocy1ecTBIISITh OOpaTHYIO CBSA3b MCCIIEI0BATEIBCKOI J1a00paTopuu co
CMCKHBIMU MMOAPA3ACIICHUAMUA IIPOU3BOJACTBA U 3aKa34YMKaMH

IIpuHUMAaTh penieHus o akTyalInu3aluy, NPOAOLDKECHUIO UIIU IIPEKPAILCHUIO
IPOEKTOB Pa3pabOTKH HOBBIX BHIOB HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

PaboTaTh ¢ TEXHHYECKOH JIHTGp&TypOfI Ha aHTJIMHACKOM S3BIKE

HeoOxonuMele 3HaHUS

OTpaCJ'IeBLIC CTaHAApPThI, TCXHUYCCKHNUEC YCJIOBHA U HOPMATUBBI Ha COCTABBI,
MCTOJbI IOJYUCHUA U CBOMCTBaA HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX
CpPpCIACTB

TpeboBaHus 00IIETOCYAAPCTBEHHBIX 3aKOHOIATEIBHBIX JIOKYyMEHTOB IO
(apMOKOIIeH K HCXOJHBIM aKTUBHBIM (DapMalleBTHUECKUM CyOCTaHIIUAM U
BCIIOMOTI'aTEJIbHBIM BELECTBAM

OcHOBHBIE TIOJIOKEHUS MEXKTYHAPOIHBIX U HAIIMOHAJIBHBIX CTAaHAAPTOB
Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB, KOTOPBIE OTBEYAIOT €€ Ha3HAYCHMUIO,
PErUCTPALIMOHHOMY J0ChE U crienrpuKanu

MeTtoaoorus MMPOBCACHUA U OLCHKH BAJIMAALIMOHHBIX HUCITBITAaHUI

Coz[epxcaHHe JAOKYMCHTOB O CIMHBIX IPUHIHUIIAX U IIpaBUJIAX O6paH_IeHI/I$I
JICKAPCTBCHHBIX CPCACTB AJII MCAUIIUHCKOI'O IIPUMCHCHU

TexHuuyeckue, TEXHOJOTHYecKre U (papmakoneitHble TpeOOBaHUS K ChIPbIO,
MIOJIYITPOLYKTaM M TOTOBBIM HAaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM
cpencTBam

Texunueckue u Gpapmakoneiinpie TpeOOBaHMS K peakTHBaM, MaTepuaiam 1
000pyA0BaHHUIO [T aHAJIM3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TexHOJIOTHsI MPOU3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIGKAPCTBEHHBIX
Cpe/CTB

Bugs u ycJioBus (I)I/I3I/IKO—XI/IMI/I‘-ICCKI/IX u MI/IKpO6I/IOHOFI/I‘-ICCKI/IX HUCIIBITAaHUI
ChIpbA, HpOMeXCYTOqHOﬁ MNPpOAYKIHHU U IT'OTOBBIX HAHOCTPYKTYPUPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

Bunsl 1 ycrnoBust GMOJIOTHYECKUX HCTIBITAHUI HAHOCTPYKTYPHPOBAHHBIX
JIEKaPCTBEHHBIX CPENICTB

[TpaBuiia paboThl ¢ 060pyI0OBaHUEM U MaTepUaIaMu [l MPOBEACHUS (PU3HKO-
XUMUYECKUX, MUKPOOHOJIOTUYECKUX U OMOJIOTUUECKHUX UCCIIETOBAHMI

TexHudeckre BO3MOKHOCTU na60paTop1/H/I pa3pa60TKI/1 1 KOHTPOJIA Ka4CCTBa
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCICTB

HOpﬂI[OK O(bOpMJ'IeHI/IH, COTJIACOBAHUS U YTBCPXKACHUSA JOKYMCHTAIUU U




OTYETHOCTU B COOTBETCTBUU C TPEOOBAHUSIMU PETYJISITOPHBIX OPraHOB

TpynoBoe 3akoHOaTeNbCTBO Poccuiickoit denepannu B 4acTH,
peryiaMeHTUPYIOIIEH BBITIOJIHEHUE TPYIOBBIX 00s3aHHOCTEH

TexHUUeCKUi aHTTIMHCKUH A3BIK B 00JIACTH pa3pabOTKU
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U IIPOU3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPEACTB

TpeOoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MaCHOCTH,
OXpaHbl OKPYXKaIoIIeh CpeIbl

Oco0ble yCIIOBUS IOITyCKa K
pabote

Hpyrue xapakTepucTUKU

3.5.2. TpynoBasi pyHkumst

HanmenoBanue

Opranusaliys moucKa Hay4Ho-
TEXHUYECKON HH(OPMAIIUH O
CyIIeCTBYyIOIIeH Gpopme
HAHOCTPYKTYPUPOBAHHBIX KBaTH(UKALIH
JIEKAPCTBEHHBIX CPEJICTB U JOCTYITHOM
CBIPbE VIS €€ POM3BOJICTBA

Kon | E/02.7 Yposeih 7

[Ipoucxoxaenne 0600IeHAO
TPYIOBO# GYHKIMH

OpurnHan X 3auMCTBOBAHO U3 1296
OpHUTHHAIIA
Kox PeructpannonHsiii Homep
OpHUTHHANA po¢eCCHOHATHHOTO
CTaHIapTa

TpynoBble neicTBuUs

[ToaroroBka u coriacoBaHue MJiaHa IOMCKA HAyYHO-TEXHUYECKON
nH(pOpPMAIIMKU O CYIIECTBYIONIEH (hopMe HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

Ha3HnaueHne OTBETCTBEHHBIX 32 MOMCK HAYYHO-TEXHUYECKON U JTOTUCTUKO-
HKOHOMUYECKOI MH(OpMALINK O CYIIeCTBYIOIIEH Gopme
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U JOCTYITHOM ChIPbE IS
ee MPOU3BOACTBA

IToaroroBka 1 coriiacoBaHue IjiaHa (bI/IHaHCOBLIX 3aTpar Mo 3aKyIKaM CbIPpbA
u O60py'I[OBaHI/I$I I TPpOU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX
JICKApCTBCHHBIX CPEACTB

CornacoBaHre HOMEHKJIATYpbl M TEXHUYECKUX XapaKTEPUCTUK CyOCTaHLIUN U
BCIIOMOTATeNbHBIX MAaTEePUANIOB, IPHOOPETAEMBIX /IS pa3pabOTKU U
IIPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPENICTB

HeobOxonumele ymeHust

®opmupoBaTh TpeOOBaHMS K HOBBIM BUaM HaHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB

CornacoBbIBaTh U YTBEPKIATh PE3yJIbTaThl HAYYHO-TEXHUYECKOTO aHAN3a
PBIHKA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CornacoBbIBaTh U YTBCPIKIAATh (I)I/IHaHCOBO-SKOHOMI/I‘-ICCKYIO AOKYMCHTAIUIO
M0 aHAaJIM3y pbIHKA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCIACTB U
ChIpbA IJIA HHUX, a TAKKC 110 3aKYIIKAM CBhIPbA

OCYIJ_IGCTBJIHTB o6paTHy10 CBSI3b UCCIEI0BATEIbCKOM J'Ia60paTOpI/II/I C
noapa3aACICHUAMUA IPOU3BOJACTBA U 3aKa34YNKaMU




PaboTaTh ¢ TEXHUUYECKOW TUTEPATYPON HAa aHTJIMICKOM SI3BIKE

HeoOxonnMmele 3HAaHUA

OTtpacneBble CTaHAAPTHI, TEXHUYECKUE YCIOBUS 1 HOPMATUBBI HAa COCTaBbI,
METO/IbI MTOJIYYEeHUS U CBOMCTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TpeGoBanwmst 00IIETOCYTAPCTBEHHBIX 3aKOHOJATEIILHBIX JOKYMEHTOB 10
dbapMoOKoIen K UCXOAHBIM aKTUBHBIM (papMarieBTUUECKUM CyOCTaHIIUSAM U
BCIIOMOT'aTEJIbHBIM BELIECTBAM

MCTOI[OJIOI‘ W IIPOBCACHHUA U OUCHKU BaJIMAAlUOHHBIX HCIBITAaHUN

[IpaBuna Hajexaiieil IpoOU3BOJACTBEHHON MPAKTUKH, TpaBUJIa HAIJICKaILCH
J1a00paTOPHOM MPAKTHUKH 1O YCTAHOBJICHHUIO TPEOOBAHU K OpraHU3alUH
MIPOU3BOJICTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJICTB JUIs
MEIUIIUHCKOTO MPUMEHEHHUS

TexHuyeckue, TEXHOJOTHYECKHE U (hapMaKoneiHbIe TpeOOBAHUS K ChIPbIO,
MOJYIPOAYKTaM U TOTOBBIM HAHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM
CpelcTBaM

Texuuueckue u GpapmakoneiiHbie TpeOOBaHM K peakTHBaM, MaTepuaiam 1
000pyAOBaHHUIO JIsl aHAJIM3a HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TexHOomorus NpON3BOICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

[Topsimok oopmieHns, COrIacCOBaHUS U YTBEP)KICHHUS JOKYMEHTAIUH T10
aHaJIU3y PbIHKA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB U ChIPhsI
JUISl HUX, @ TAK)KE 10 3aKYIIKaM ChIpbs

[TepcreKTUBBI TEXHUYECKOTO Pa3BUTHS OPraHU3ALUK U OTPACIH U
orpenieNieHne SKOHOMUYecKoi 3(h(heKTuBHOCTH pazpaboTOK
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TpynoBoe 3akoHOaTeNbCTBO Poccuiickoit denepanuu B 4acTu,
perJaMeHTUPYIOIIEH BHITIOJHEHHE TPYIOBBIX 00513aHHOCTEMH

TexHuyeckuit aHTIUICKUH SI3bIK B 00J1aCTH pa3pabOTKH
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U IPOU3BOICTBA
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

TpeGoBaHus CAHUTAPHOTO PEXUMA, OXPAHBI TPY/a, OKAPHOU 0€30MacHOCTH,
OXPaHbI OKPYKAIOIIEH CPEABI

ITopsinok nelCcTBUM NPH YPE3BBIYANHBIX CUTYAIUAX

Oco0ble yclIoBUS I0ITyCKa K
pabote

[pyrue xapakTepuCTUKN

3.5.3. TpynoBasi pyHkuus

HaumenoBanue

Opranuzanys noyry4eHus u
MCCIJIEIOBAHMSI DKCIIEPUMEHTAJIBHBIX
COCTaBOB, BBIOOpa peLenTyphl U
TEXHOJIOTUHU U3TOTOBJICHUS KBaTH(UKAIMH
HAHOCTPYKTYPHUPOBAHHBIX
JIEKaPCTBEHHBIX CPEJICTB

Kon | E/03.7 YpoBeH® 7

IIpoucxoxaenne 0600meHHOI
TPYAOBOH (HyHKIIMU

e 3anMMCTBOBAHO U3 1296

Opurnnan
OpUTHHAJIA




Kon Peructpannonusiii Homep
OpHUTHHAIIA npodeccHOHATEHOTO
cTaHaapTa

TpynoBsie 1eicTBUS

CornacoBanue HCIIOJIB3YEMbBIX BUAOB U 00BEMOB CBIpbs, MaTECPHUAIOB U
O60py,[[0BaHI/I${ IIPpU U3TOTOBJICHUHN U UCCIICAOBAHUHN SKCIICPUMEHTAJIbHBIX
COCTAaBOB HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

CornacoBaHue MOCIEI0BATEIBHOCTH U 00beMa (PU3UKO-XUMUYECKHUX H
TEXHOJOTUYECKUX MCCIIEIOBAaHUN CHIPBS M AKCIIEPUMEHTAILHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

Ha3naueHne OTBETCTBEHHBIX 32 U3TOTOBJICHUE U MCCIICOBAaHUE
JKCIIEPUMEHTAIIBHBIX COCTAaBOB HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPELCTB

HasHaueHne OTBETCTBEHHBIX 3a MTPEAMETHO-KOJIMYECTBEHHBIA YUYET
HAPKOTUYECKHX, ICUXOTPOMHBIX BEUIECTB U UX IPEKYPCOPOB

OOt KOHTPOJIH BBITOIHEHHUS TUIaHA Pa0OT MO UCCIICAOBAHUIO CHIPhS U
IKCIIEPUMEHTAIBHBIX COCTABOB HAHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBEHHBIX
CpENCTB

BLI60p " COINIAaCOBAaHUC PCUCIITYPhI U TEXHOJIOTHUU MMOJIYUCHUA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

YTBepKJIeHuEe OTYETHOM IOKYMEHTALIMHU 10 pa3paboTKe COCTaBOB U
TEXHOJIOTUH MOIY4YEHHs] HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB

HeobOxonumele ymeHus

KoHTtponmpoBats BEIOOP CHIPbS, MATEPUATIOB M 000pYIOBaHHS JJIsI
IIPOU3BOJCTBA HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPENICTB

KonTtponupoBats BEIOOp U MOCIEI0BATEIBHOCTD (PU3UKO-XUMUYECKHUX,
MHUKPOOHOIOTUIECKUX M OMOJIOTUYECKUX HCIIBITAHUH CHIPBSI H HOBBIX
COCTaBOB HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

CoriacoBbIBaTh U YTBCPIKAATH HOBBIM COCTaB HAaHOCTPYKTYPHUPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

KonTtponupoBaTs 060pOT HAPKOTUYECKUX, TICUXOTPOITHBIX BEIIECTB U MX
IIPEKYPCOPOB

PaboraTh ¢ TeXHUYECKO! TUTEpaTypOoil HA HHOCTPAHHOM SI3bIKE

O6IJ_[8.TBCH C 3aKa3YMKaMHU Ha UHOCTPAHHOM SA3BbIKEC

OcymiecTBIATh B3aUMOJICHICTBHE UCCIIEI0BATEIBCKON J1a00PaTOpUH €
OCTaJIbHBIMHU ITOJIPA3JEIICHUSIMU IPOU3BOCTBA

HeoOxoanmele 3HAaHUSA

OtpacneBble CTaHAAPTHI, TEXHUYECKUE YCIOBUS 1 HOPMATUBBI Ha COCTaBbI,
METO/IbI ITOJIYYEHHUS ¥ CBOMCTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TpeboBaHMs 001IETOCYAAPCTBEHHBIX 3aKOHOAATENIBHBIX JIOKYyMEHTOB O
(dapMOKONen K UCXOAHBIM aKTUBHBIM (papMalieBTUYECKUM CyOCTaHIIUSAM U
BCIIOMOTaTeJIbHBIM BEIIECTBAM

Metonmonorus MMPOBCACHHUA U OICHKU BaJITMAAIHUOHHBIX UCIBITAaHUN

[IpaBuna Hajyexaiieil TpoOU3BOJACTBEHHOW MPAKTUKY, TPaBUJIa HAIJIEKAIECH
7TabopaTOPHOM MPAKTHUKH 1O YCTAHOBJICHHUIO TPEOOBAHU K OpraHU3aINN
MPOU3BOJICTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJICTB JIsI
MEIUIUHCKOTO MPUMEHEHUS

TexHuyeckue, TEXHOJIOTHYECKHE U (hapMaKoneiHble TpeOOBAaHUS K ChIPbIO,
MTOJIYITPOIYKTaM M TOTOBBIM HAHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM




cpelcTBaM

Texuunueckue u GpapmakoneiiHbie TpeOOBaHMS K peakTHBaM, MaTepuaiam u
000pyAOBaHHUIO JIsl aHAJIM3a HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TexHOoI0rus NPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

Bunsl 1 yciioBUs UCIIBITAHUM CBIPbsL, IPOMEKYTOYHON POLYKIIMU U TOTOBBIX
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

[IpaBuiia paboThl ¢ 060PYI0BaHUEM U MaTepUaIaMu JJIsl IPOBEACHHUS
HKCIIEPUMEHTAJIbHBIX HUCCIIEI0BAaHUN HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Opranuzanus 1 METOJ0JIOTUS IPOBEICHUS UCCIEI0BaHUM B 001acTh
pa3paboTKu U MPOU3BOICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

[IpaBuna xpaHeHus U ydeTa HAPKOTUUECKHUX, ICUXOTPOIHBIX BEIIECTB U UX
IPEKypCOpPOB

TexHMUECKHE BOZMOKHOCTH JIAOOPATOPUH pa3pabOTKU M KOHTPOJIS Ka4ecTBa
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

HOpSII[OK O(l)OpMJ'ICHI/ISI, COTJIACOBAHUS U YTBCPIKACHUA JIOKAJIBHBIX
HOPMATUBHBIX JOKYMCHTOB 1 OTYCTHBIX MAaTCPUATIOB

[lepcrieKTHUBBI TEXHUYECKOTO Pa3BUTHSI OPraHU3alMU U OTPACTH U
ompezeneHne 5KOHOMUIECKON 3PHEKTUBHOCTH pa3paboToOK
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TpynoBoe 3akoHOHaTENbCTBO Poccuiickoit denepaunu B 4acTH,
perIaMeHTHPYIOIIEH BHIIOTHEHHE TPYIOBBIX 00sS3aHHOCTEH

TexHUUeCKUi aHTIIMHCKUH S3BIK B 00JIACTH Pa3padOTKU
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U IPOU3BOJICTBA
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TpeOGoBaHMs CAHUTAPHOTO PEKUMA, OXPAHBI TPy, IOKAPHOU OE30MaCHOCTH,
OXPaHbI OKPYKAIOIIEH CPEAbI

ITopsnok nelcTBUM IPU YPE3BBIYANHBIX CUTYALUAX

OcoOsle ycrioBus J0IycKa K
pabore

[pyrue xapakTepuCTUKU

3.5.4. TpynoBasi pyHKuus

HanmeHnoBanue

Opranu3zanys BbIIIycKa ONBITHON cepuu

Ipoucxoxaenne 0600MCHHOM
TPYIOBO# (YHKIMH

HaHOCTPYKTYPHPOBAHHBIX YpoBeHb
TPYIYPUP Kox | E/04.7 P 7
JICKapCTBCHHBIX CPEJICTB IO KBaIH UK
pa3paboTaHHOI penentype
3aMMCTBOBAHO U3
Opwurunan X 1296
OpHTrHHANIA
Kon PeructpannonHusiii Homep
OpHUTHHAIIA mpodeccnoHaITLHOTO
cTaHaapra

TpynoBeie 1eHCTBUS

HasnaueHne OTBETCTBEHHEIX 3a BBIITYCK OITBLITHOM mapTuun




HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

CornacoBaHue IJ1aHa BBIITYCKa ONBITHON MapTUU U BaJIMAAIMU [TpoLiecca
MOJTy4YEHHUsI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CornacoBaHye TEXHUUECKOIO 3aJaHUs Ha 3aKyIKY, IPOEKTUPOBAHUE U
M3TrOTOBJIEHHE KOMIUJIEKTYIOIIMUX U OCHACTKH JJIsl IPOM3BOCTBA HOBBIX
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

CornacoBaHue METO/IOB, YCIOBHH U PEKUMOB (PU3UKO-XUMHUYECKUX U
TEXHOJIOTUYECKUX UCCIICIOBAHUI HCIOIB3yEMOTO CHIPhS, IPOMEXKYTOYHOHN U
TOTOBOM ONBITHOM ITAPTUH HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

CornacoBaHue BUOB, I0CIE€A0BATENBHOCTH U 00bEMa MUKPOOHOJIOTHYECKUX
HCCJIE0OBAHUM UCIIOJIB3YEMOIO ChIPbsl, IPOMEKYTOYHOM YU TOTOBOW OIIBITHOM
IIapTUU HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

CornacoBaHue BUJIOB, IOCJIEIOBATEILHOCTA U 00BbeMa OMOJIOTUYECKUX
HCCJIETOBAaHHUM UCIIOJIb3YEMOTO ChIPbsl, IPOMEXYTOYHON U TOTOBOM OIBITHOMN
NapTUU HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Ha3znaueHnne OTBETCTBEHHEBIX 3a Hpe,Z[MCTHO-KOJ'IPI‘*ICCTBCHHI:IIZ Y4ueT
HApPKOTUYCCKHUX, IICUXOTPOIIHLIX BEIICCTB U UX IIPEKYPCOPOB

[TonroroBka 3aK/I04€HUsI O TEXHUYECKOH BO3MOKHOCTH ITPOMBIIIJIEHHOTO
IIPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB IO
pa3paboTaHHOH pelenType U TEXHOJIOTHH

HeobOxonumelie ymeHus

KoHTpospoBaTh BEITYCK ONBITHON NAPTHH HOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

CoriacoBbIBaTh U YTBCPIKAATH 3aKYIIKY HCO6XOI[PIMOFO 060py,I[OBaHI/I$I JJIA
BBIITYCKa OITBITHOM IMapTuun

CoriacoBbIBaTh U YTBCPIKAATh IPOIrpaMMy (1)I/I3I/IKO—XI/IMI/I‘IGCKI/IX n
TCXHOJIOI'MYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ 06pa3u013 OITBITHOM [MapTHu
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

CornacoBbIBaTh U YTBEPXKAATh IPOrpPaMMy MUKPOOHOJIOTHYECKUX UCIIBITAHUI
00pa310B OINBITHONW NAapTUM HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

KonTtponupoBaTs 060pOT HAPKOTUUYECKUX, TICUXOTPOITHBIX BEIIECTB U X
IIPEKYPCOPOB

O606H_IaTL " OLICHUBATL PE3YyJIbTATHI BBIITYCKA OMNBITHOM MapTU HOBBIX
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCACTB

HCO6XOL[I/IMLIC 3HaHUA

OrtpaciieBbie CTaHIAPThI, TEXHUUECKUE YCIIOBHUS 1 HOPMATHUBBI HA COCTABHI,
METO/IbI OJTyYEHUS U CBOMCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpENCTB

TpebGoBanus 00IIETOCYIAPCTBEHHBIX 3aKOHOIATEIBHBIX JOKYMEHTOB 110
dbapMOKomen K UCXOAHBIM aKTUBHBIM (DapMarieBTHUECKUM CyOCTaHIUSAM U
BCIIOMOTaTENbHBIM BEIIECTBAM

MCTOJIOJ'IOFI/ISI MMPOBCACHHA U OUCHKU BaJIMAAIMOHHBIX HCHBITAaHUH

[IpaBuna Haasexaniei Nporu3BOACTBEHHON MPAKTUKH, ITpaBUiIa HaJIexKallei
71ab0paTOPHOM MPAKTHUKH MO YCTAHOBJICHHUIO TPEOOBaHU K OpraHU3aIUN
IMPOM3BOJACTBA U KOHTPOJIA Ka4€CTBa JICKAPCTBCHHBIX CPCACTB JJIA
MCIUIHUHCKOI'0 MPUMCHCHUA

TexHUUeCKue, TEXHOJIOTHIECKUE U (hapMakoreitHbie TpeOOBaHUS K CHIPbIO,
MOJIYTIPOAYKTAaM M TOTOBBIM HAaHOCTPYKTYPHUPOBAHHBIM JICKAPCTBECHHBIM
CpeacTBaM

TexHudeckue u (I)apMaKOHCﬁHBIe Tpe6OBaHI/I}I K p€aKTuBaM, MaTcpuajiaM u
060py,Z[OBaHI/IIO JJI aHAJIM3a HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX




CPEICTB

TexXHOIOorust ONBITHOTO U MPOMBIIIJIEHHOTO ITPOU3BOJICTBA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HpaBI/IHa XpPaHCHUA U Yy4€TAa HAPKOTUYCCKUX, IICUXOTPOITHBIX BCUICCTB U UX
PEKypPCOpPOB

TexHrnuecknue BO3MOXKHOCTH OIBITHO-IIPOMBIIIJIEHHOTO TPOU3BOACTBA
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

[Topsnox oopmiieHus1, COrIaCOBaHUS U YTBEPKIACHUS IOKyMEHTALUN U
OTUYETHOCTH IO PeaKTHBaM, MaTepHrajiaM U 000pyI0BaHUIO JJIs aHAIU3a
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[TepcneKTHBBI TEXHUYECKOTO Pa3BUTHS OPTaHU3AIlUU U OTPACITH U
onpeeseHue YIKOHOMUIECKOH 3P PEeKTUBHOCTH pa3pabOTOK
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

TpynoBoe 3akoHOHaTeNbCTBO Poccuniickoit denepaunu B 4acTH,
pErIaMEHTHPYIOIICH BBITIOJHEHUE TPYIOBBIX 00S3aHHOCTEH

TpeOGoBaHMsI CAHUTAPHOTO PEKUMA, OXPAHBI TPy, TOKAPHOU OE30MACHOCTH,
OXPaHbI OKPYKAIOUIEH CPEABI

[Topsinok nelcTBUI NpH YPE3BBIYANHBIX CUTYAIUSAX

OcoOsle yciioBus J0IyCKa K
pabote

[pyrue xapakTepuCTUKU

3.5.5. TpynoBasi pyHKuus

HaumeHnoBanue

[IpoBepka u cornacoBanue
JIOKYMEHTAIIUHU 110 pa3padoTKe
TEXHOJIOTMH IOJTyYEHHsI TOTOBOU

YpoBeHb

[Ipoucxoxaenre 06001IEHHOM
TPYIOBOH (YHKIMH

o Kon E/05.7 7
JIEKapCTBEHHOMN (hOPMBI KBaTH (UKL
HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHBIX CPEACTB

Opurnsan X 3aMMCTBOBAHO U3 1296
OpHUTHMHAJIA
Konx Peructpaumonssiit Homep
OpUrHHaNa npodeccroHanbHOrO
CTaHgapTa

TpynoBeie 1elCTBUS

CornacoBaHue BUJI0OB U OPMBI JOKYMEHTAIIUU MPU TIOJTHOM LIUKJIIE
pa3pabOTKU U BBHIIOJIHEHUH UCCIIEJOBAHUIN TOTOBBIX
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Opranuzanys u o0ecreyeHre BeACHHs JOKyMEHTAlluU Py MOJTHOM LIMKJIE
pa3pabOTKHU U BBIIOJIHEHUU MCCIIEOBAHUN TOTOBBIX
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CornacoBaHue U yTBEPXKACHNUE JOKYMEHTAIMH NPU 000pOTE PEaKTHUBOB,
MaTepHalIoB Ul aHAIIN3a, ChIPbs, MOJIYIPOTYKTOB U 00pa3LoB
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Opranuzanus BeJIeHUs TOKyMEHTAIlUU, OTHOCSIIEH s K Tpudopam u
000py1I0BaHUIO, TIPU Pa3pa0OO0TKE M BHITIOJTHEHNUN UCCIIEOBAHUI
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPELCTB




Ha3naueHnne OTBETCTBEHHEIX 3a BCACHUEC JOKYMCHTAIIUN BCEX ypOBHefI

Heobxoaumbie ymeHus

Br16upate He0OX0oauMbIe U I0CTaTOUYHbIE POPMBI JOKYMEHTAIIUU MPU TOJTHOM
LUKJIE pa3paOO0TKU U BBIMOJIHEHUN UCCIIEJOBAHHUI FTOTOBBIX
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

KonTponupoBath BeieHHE TOKYMEHTAIIMH MTOJIHOTO IMKJIA Pa3pabOTKu U
BBIIIOJIHEHUH MCCIIEJOBAHUN FOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIEKaPCTBEHHBIX CPEICTB

O06001maTh 1 OLEHUBATh COCTOSIHUE M BO3MOKHOCTH UCCIIEI0BATENBCKON
nabopaTtopuu Ais pa3pabOTKH HOBBIX BUIOB HAHOCTPYKTYPHUPOBAHHBIX
JIEKApCTBEHHBIX CPEICTB

Heo0xoaumble 3HaHUS

OtpacneBple CTaHAAPTHI, TEXHUYECKUE YCIOBUS U HOPMATUBBI HAa COCTaBbI,
METO/BI ITOJIyYEHHUS U CBOMCTBA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CPEICTB

Tpe6OBaHI/ISI O6H.[€FOCY,Z[apCTBCHHLIX 3aKOHOAATCIBbHBIX JOKYMCHTOB I10O
(bapMOKOHeI/I K UCXOAHBIM aKTHBHBIM (bapMaHeBTI/I‘ICCKI/IM CY6CTaHHI/I${M nu
BCIIOMOTaTCJIbHBIM BC€IICCTBAM

MeToaoorus MMPOBCACHUA U OLCHKH BAJIMAALIUMOHHBIX HUCITBITAaHUI

IIpaBuna HamIe)kanel NPOU3BOACTBEHHOM MPAKTUKH, ITpaBUiIa HaJIeKaALIEH
1ab0pPaTOPHON MPAKTUKH 110 YCTAHOBIICHUIO TPEOOBAHMI K OpraHU3aluN
IIPOM3BOJICTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPENCTB IS
MEAMIMHCKOTO IPUMEHEHHUS

TexHnueckue, TEXHOJIOTHIECKUE U (hapMaKomeitHbie TpeOOBaHUS K CHIPBIO,
IIOJIYIIPOAYKTaM M TOTOBBIM HAHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM
CpelICcTBaM

Texuuueckue u hapMakoneinpie TpeOOBaHUS K peaKTHBaM, MaTepraiaM 1
000pyA0BaHHUIO [Tl aHAJIM3a HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

TexHomorus ONBITHOTO U IIPOMBIINUIICHHOI'O ITPOXU3BOACTBA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBLIX CPCACTB

Bupl 11 yCIioBHSI HCIIBITAHHI HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpENCTB

[TpaBuna paboTsl ¢ 060pPYIOBAHUEM U MaTe€pUaIaMu Il POBECHUS
WCIIBITAHUN HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, MOPSAIOK
MPOBECHUS KBATU(DUKAIMOHHBIX MEPOTIPUATHIT

TexHnyeckue BO3MOKHOCTH Jab0paTopuu o pa3pabOTKe U ONBITHO-
IIPOMBILIEHHOMY ITPOU3BOACTBY HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB

[Topsimok oopmieHus, cormacoBaHusl JOKYMEHTALMU U OTYETHOCTU TPU
MIOJIHOM LIMKJIE Pa3pabOTKHU U BBIIOJHEHUH UCCIIEI0BaHUN TOTOBBIX
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

[TepcneKTHBBI TEXHUUECKOTO PA3BUTHS OPraHU3AIUK U OTPACIH U
olpeieNeHne SKOHOMUYecKoi 3(h(hekTuBHOCTH pazpaboOTOK

TpynoBoe 3akoHOHarenbCTBO Poccniickon denepannu B 4acTH,
pErIaMeHTHPYIOIICH BHITIOTHEHHE TPYIOBBIX 00S3aHHOCTEH

TpeGoBanusi CAHUTAPHOTO PEXUMA, OXPAHBI TPY/a, OKAPHOM 0€30MacHOCTH,
OXPaHbI OKPYKAIOIIEH CpeAbI

ITopsimok NeUCTBUM IPU YPE3BBIYANMHBIX CUTYALUAX

Oco0ble ycIIoBUS I0ITyCKa K
pabote

[pyrue xapakTepuCTUKH




IV. CBeaenust 00 opranusanusix — pa3padoT4ukax npogecCHOHAJIbHOIO0 CTAHAAPTA

4.1. OTBeTCTBEHHAs1 OPraHU3alUA-Pa3pPadOTUHK

®ouna nHPPACTPYKTYPHBIX U 00pazoBarenbHbIX Tporpamm (POCHAHO), ropon Mocksa
I'enepanpHblii IUpPEKTOP Csunapenko Auzapeii ['ennagpeBuy

4.2. HamMeHOBaHMSl OpPraHU3aMii-pa3padoTYNKOB

AHO «HanuonansHOE areHTCTBO pa3BUTHS KBaTM(UKAIU», Topo] MockBa

3A0 «MHCTUTYT papManeBTUYECKUX TEXHOJIOTUIY, Topoa MockBa

OAO «Tarxumdapmnpenapatbl», ropoa Kazans, Peciybnuka Tarapctan

000 «HAHOJIEK», ropox Mocksa

00O «Hanodapma Jlesenonmenty», ropon Kazans, Pecriyonmka Tatapcran

00O Hayuno-nipousBoactBeHHas pupma «Marepua Menuka Xonauar» (hunuan), ropoa YensOnHck

OOP «Poccutickuii cor03 MpOMBIITUICHHUKOB U TIPEeANPUHAMATENEH», ropos MockBa

R (I NN | B [(W (N —

WHCTUTYT TOHKMX XMMHYECKUX TexHoaorui umenu M. B. Jlomonocosa ®I'6OY BO « MHUPDA -
Poccuiickuil TEXHOIOTHYECKUH YHUBEPCUTET», ropo] MockBa

9 OI'BY «Bceepoccuiickuii Hay4YHO-UCCIIEI0BATEIbCKUM HHCTUTYT TpyAa» MUHKMCTEpPCTBA Tpyla U
counanbHOU 3amuThl Poccniickoit @enepanyu, ropog Mocksa




