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1. O0mue cBeAeHAs

PaspaboTka penentypbl HAHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBEHHBIX CPEJICTB 26.022
(HalMEeHOBaHKE BUjia MPOdecCHOHATBHOM AeATeIbHOCTH) Kon

OcHoBHas LENs BUA HpO(i)CCCPIOHEUIBHOfI JCATCIIBHOCTH:

. ObecnedeHre HOIHOTO UK pa3paboTKY HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

I'pynna 3aHATHIA:

1223 PykoBoauTenu noapasieeHuiH 1o 3111 Texuuxu B 061aCTH XUMUYECKHUX H
HAYYHBIM HCCJIEIOBAHUAM U ($u3MUECKUX HAYK
pa3paboTkam

2131 Buosoru, 60TaHHKH, 300JI0TH U 3119 Texnuku B o6acTa GU3NIECKUAX U
CIIEIMATNCTHI POACTBEHHBIX 3aHATHH TEXHHYECKHUX HAYK, HE BXOASIIHE B

JIpYyrye TPyNnbl '
2145 HxeHephI-XUMUKH - -

(xox OK3") (HauMeHOBaHME) (xon OK3) (HaMMeHOBaHHE)



OTHeceHHE K BUIaM SKOHOMHYECKOH JIEITEILHOCTH

72.11 Hayusble ucclieoBaHus U pa3paboTKy B 0061aCTH OHOTEXHOJIOTHH
72.19.3 HayuHble ucclieJOBaHHS U pa3paboTKH B 006JaCTH HAHOTEXHOIOTHi
(xog OKBD]TY) (HaMMeHOBaHKE BUJIA IKOHOMHYECKON AEATENLHOCTH)
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II1. XapakTepucTHKa 00001IeHHBIX TPYAOBLIX (PYHKIHH

3.1. O6o6mennas TpyaoBas GyHKIHA

CrangaptHbie 1ab0paTOpHBIE ¥ OIBITHO-
HanMeHosaHKe MIPOMBINUICHHEIE HCCIICAOBAaHM Ko A VpoBeHb 4
HAHOCTPYKTYPHUPOBAaHHBIX KBaIHQUKaLIH
JIEKapCTBEHHEIX CPEACTB
IpoucxoxaeHue
0600meHHo# TpynoBoit | Opuruaan X | 3auMCTBOBaHO U3 OpHUrHHaIa
GyHKIMM
Kon PernctpaunoHHbIH
OpHrHHaa HOMep
npodeccHoHaTbHOTO
craHapTa
BoamoxHEIe Texuuk-nabopaHt
HavMEHOBaHHUs
JOJDKHOCTEH,
npodeccuit

TpeboBanms k
006pa30BaHUIO
00y4eHHIO

Cpennee npodeccroHanbHOe 00pa3oBaHUE — IIPOrPaMMEBI IIOATOTOBKH
CIIENAIMCTOB CPEIHETO 3BE€HA

TpeboBanus k
OIIBITY
MpaKTH4YECKOH
paboTh

Ocobble ycroBust
nomycka K pabote

[Tpoxosxaenne o6s13aTeIbHEIX IPEIBAPUTEIBHBIX (IIPH MOCTYIUIEHHH Ha paGoTy) U
HEPUOIUIECKAX MEAUIIMHCKUX OCMOTPOB (00CNIEI0BaHHIA), a TAK)Ke BHEOYEPCAHBIX
MEIUIUHCKAX OCMOTPOB (0OciieioBaHui) B MOPSIKE, YCTAHOBICHHOM
3akoHOzATeNbCTBOM Poccniickoit deneparun’

ITpoxoxxaeHne HHCTPYKTaXKa [0 OXpaHe TPyJa U TEXHHKE 6e30MacHoCTH"

Hpyrue

XapaKTEPUCTHKH

JononHuTenbpHOE MpodeccuoHaasHoe 06pa3oBaHue — IPOrPaMMBbI ITOBBIICHHS
KBTU(PHKAIMHU 10 TPOPHITIO AEATEIBHOCTH

I[OHOJIHI/ITCJIBHBIC XapaKTCPUCTUKHU.:

HaumenoBanue Kox HanmeHoBanue 6a30BO# IPYIIIEL, ODKHOCTH (podeccuy) uin
JOKYMEHTa CHEHHATbHOCTH
OK3 3119 Texuuku B 001acT GU3NUECKUX U TEXHHYECKHX HAYK, HE
BXOJISIIIKE B IPYTHE IPYIIIEI

EKC?® - TexHuk-nabopaHT

OKIIZITP® 26999 TexHuk-1a60paHT

OKCO” 2.18.02.01 AHATMTHYECKHH KOHTPOJIb KaYeCTBA XUMHUYECKHX COEUHEHHUI

2.18.02.06 | Xumudeckas TEXHOJIOTM OPraHHYE€CKHX BEIIECTB




3.1.1. TpynoBas pynxuus

[poBenenue 1abOpaTOPHBIX
HCTIBITAHUU CHIPBS H
9KCIIEPUMEHTAIBHBIX COCTABOB
HaHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB HA €T0
OCHOBE MO0 CTaHAAPTHEIM METOAMKAM

VpoBeHb
Kon A/01.4 (moaypoBeHs) 4
KBaJTMUKALUK

HaumenoBanue

IIpoucxoxaeHue
TpyAOBOi PYHKLHH

Opurunan X  3aMMCTBOBaHO M3 OpMrHHAla

Kon PeructpaunoHHb1i
OpHUrHHAJIA HOMeEp
npodeccuoHaNBHOTO
cTaHAapTa

Tpynossie [MoaroroBka nabopaTopHOM IOCYAB M IpocTeiimero obopynoBaHus Jiua orbopa
JeHcTBIS npo6 W aHanM3a HWCXOJHOTO CHIpbS M JKCIEPUMEHTAIBHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAaHHHIX JIEKAPCTBEHHBIX CPEICTB

IloarotoBka aHaJIMTOB M pEareHTOB, IpUBEAEHHE B pabodee COCTOSAHHE
mpocTedmmx JabopaTOpHEIX HPHOOPOB Ul aHAIM3a CHIPbs, IOIYIPOAYKTOB H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Ot6op mpo6  MCXOMHOrO  CHIpbS W OKCHEPUMEHTAIBHBIX  COCTaBOB
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB U1 IPOBEACHHS HX
1abopaTOPHBIX HCIBITAHUH

Hcneitanus B 1aGOpaTOPHH HCXOMHOTO CHIPbS H JKCIEPHMEHTAIBHBIX COCTaBOB
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB IO CTAHAAPTHHIM METOJMKaM B
COOTBETCTBHH C TpeOOBaHMAMH OXpaHbl Tpyaa

VTHIM3ands OPOAYKTOB, MOJYYEHHEIX B pe3ylbTaTe IPOBEACHHs J1aGOpaTOPHBIX
aHAIH30B HAHOCTPYKTYPHPOBAaHHHIX JIEKAPCTBEHHBIX CPEIACTB, B COOTBETCTBHHU C
MpaBWJiaMH J1ab0paTOpHH

OTKIIOUeHHe M O4YHCTKA OOOpYZOBaHMS MOCJie MPOBEIECHHUA JabOPaTOPHBIX
AHANTM30B HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, MBITHE IIOCYABI,
y6opka pabouero Mmecrta

Benenue 1ab0paTopHOrO JKypHania, 3alOJIHEHHE JOKYMEHTAIlMd M IPOTOKOJIOB
HCIILITAHMH HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C
TpeGOBaHUAMHE HaJUIeXKaIlEeH NIPOH3BOACTBCHHOM IPAaKTHKH

Heob6xonuMele ITpou3BoguTE OYHCTKY M KamMOpOBKY abopaTOpHOH MOCYABl M MNPOCTEHIIEro
yMeEHUS obopynoBanust Aias oTOOpa Mpo6 HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CpPEHCTB

[MogrotaBnuBaTh M CTaHIAPTU30BATh AHAIMTEL H PEAreHTHl JJI  aHalIu3a
HAaHOCTPYKTYPHPOBAaHHBIX  JICKADCTBEHHBIX CPEICTB B COOTBETCTBHH  CO
CTaHAAPTHBIMA METOIUKAMM

OT6uparh  pempe3eHTaTHBHBIE TNPOOBI  CBIpbS M OKCIEPHMEHTANBHLIX
HAHOCTPYKTYPUPOBAaHHEIX  JIEKApDCTBEHHBIX CpEeACTB 0Oe3  HapymIeHHS HX
CTaOMJIBHOCTH M CBOHCTB

[MoarotasnnBath  JaOOpaTOpHBIE  00pasubl  UI1  MCCIEAOBAaHMA  CBOWCTB
HaHOCTPYKTYPHUPOBAHHBIX ~ JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMH  CO
CTaHAApPTHBIMH METOAMKAMH

PabotaTe ¢ NpOCTEHIIMMHA JIAOOPATOPHBIMH HpUOOpaMM, CPEACTBAMH H3MEPCHIS,
HCIBITATE/IbHBIM M BCIIOMOTATENBRHEIM JTabOpaTopHbIM 00OPYAOBaHMEM UL aHAIM3a
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB IO CTAHIAPTHEIM METOIMKAM
OCYIIECTB/INTh KOHTPONMb KauecTBAa CBIPbS M SKCIHEPHMEHTAJBHBIX COCTABOB




HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB O CTAHAAPTHBIM MECTOAHKAM

Odopmnare JOKYMEHTaLHIO 1o nmabopaTOPHBIM UCTIBITAaHUSM
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB
Heobxonumele OrpacieBsle CTaHIAPTHl, TEXHHYECKHE YCIOBHS M HOPMATHBBI OIPEICIICHHs
3HAHHUSA HoKa3aTeJleit KauecTBa HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

MeTons! IOArOTOBKH PEAKTUBOB, MAaTEPHAIOB U NpocTeimero o6opyaoBaHus A
KOHTPOJIS KAUeCTBa HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

MeTtoapl paboThl ¢ peakTHBaMH M XMMHYECKMMH BEIIECTBAMH VI OMpeNeTICHHS
MoKa3areJjieil KauecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CPEJICTB
Meroas  paborel ¢ mpocTedmuM — oOOpyXOBaHHEM  JUIS  HCIBITAHHH
HaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHEIX CPE/ICTB

MeToapl KOHTPOJIS KauecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCICTB
IMopsmox odopmieHns: 1abOPaTOPHOTO XKypHasIa, IPOTOKOJOB, aKTOB HCHBITAHUM
[0 B COOTBETCTBHH C MHCTPYKIMAMH IO OGOPMIICHHIO H JPYTrod TEXHHYECKOM
JIOKyMEHTallued

TpeboBaHMsI CaHMTAPHOTO PEXHMa, OXpaHBl TPyAa, MOXapHOH O0e30MacHOCTH,
OXpaHBl OKPYKalomIeH Cpebl

Hpyrue -

XapaKTEePUCTHKH

3.1.2. Tpynosas pyHKuHA

H3srororncHue SKCICPUMEHTAIBHBIX

COCTaBOB IIOJIYIPOAYKTOB H FOTOBBIX YpoBeHs
HaumeHoBanue | JIEKApCTBEHHBIX GopM Kon A/02.4 (noaypoBeHs) 4
HaHOCTPYKTYPHPOBAHHBIX KBanMpuKaLyn

JICKapCTBCHHEIX CPEJCTB 10 TIPOITHCH

IIpoucxoxaeHue
. Opurunan X 3anMCTBOBAaHO M3 OpPHUrHHANA
TpyRoBO#t HYHKLHMH
Kon PeructpaunoHHbIN
OpHIHHaNa HOMeEp
npodecCHOHANBHOTO
CTaHIapTa
Tp}’ILOBHe HOIIFOTOBKa CBIpbA I H3rOTOBJICHUS SKCIICPAMCHTAIbHBIX COCTaBOB
Ilef/'ICTBPIﬂ HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBCHHBIX CPCACTB COrJIAaCHO HHCTPYKIIHAM

W3roToBlicHHe MOJYNpPOAYKTa JUIl TONMYYCHHMs SKCIEPUMEHTATBHBIX COCTABOB
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB COITIACHO HHCTPYKIMSIM
IMogroroBka o0OpYyAOBaHHMS Uil H3TOTOBJIEHHS JKCIEPHMEHTAIBHBIX COCTaBOB
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COITIACHO HHCTPYKIHSAM
O6paboTKa CHIpbS Ui TONY4YeHHs HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB IO IPOIHCH

W3rotoBjicHHE  HAHOYACTHI[  JUII  CO3[aHMd  HAaHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHBIX CPECTB IO MPOIKCH

Pasrpyska  oGopymoBaHHA  IIOCJIC  HONYYEHHS  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB COTNIACHO HHCTPYKIHUIM

OTKIIOYeHHEe W OYMCTKAa OBOpYAOBaHHS IOCHE HPOBENCHHSA paboT ¢ HUCXOAHBIM
CEHIPEM W  IONYNPOAYKTAMH JUIi IIOJyYeHHS HAHOCTPYKTYPHPOBAHHbIX
JIEKapCTBEHHBIX CPEACTB

V6opka paGodero MecTa mocje paGoT 10 H3rOTOBIEHUIO HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEJCTB
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Benenne 1abopaTOpHOTO JKypHasa, 3alONHEHHE JOKYMEHTAllMd M IIPOTOKOJIOB
HCIOBITAHHM  CHIPBS, MONYHPOAYKTOB M TOTOBBIX HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPeJCTB B COOTBETCTBHH C TpeOOBaHHAMH HaUIeKamie
HPOU3BOJCTBEHHOM PAKTUKH

Heobxo1uMEIE
YMEHHUS

ITpou3BOANTE OYMCTKY M KATHOPOBKY 1a00paTOpHOM MOCYABI, a TAKKE HACTPOHKY
000pyIOBaHHUS VISt IOJTyYESHHUSI 9KCIIEPHMEHTAIBHBIX COCTaBOB
HAHOCTPYKTYPHUPOBAaHHBIX JEKAPCTBEHHBIX CPEJICTB

Bemosmsare  1abopaTopHBIE HPOHEAYpPhl OYHCTKA M HOATOTOBKM KOMIIOHEHTOB
HAHOCTPYKTYPHPOBaHHBIX ~ JICKAPCTBEHHBIX ~ CPE/ICTB  COIVIAaCHO  TpeGOBaHMAM
TEXHHYECKON TOKYMEHTALHH 10 IPOBEICHUIO H3MEPEHUH TapaMeTPOB

Pa6orars ¢ mabopaTopHbIM 060pyOBaHHEM U NPHOOpaMH [T OYUCTKH U [IOATOTOBKH
OCHOBHBIX KOMIIOHEHTOB HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB COITIACHO
TpeOOBaHUAM TEXHMYECKOH JOKyMeHTaumu 1o pabore ¢ J1abOpaTOPHEIM
00opyI0oBaHUEM

PaGorate ¢ JaGopaTopHeIM OOOpYIOBaHMEM M NPHOOpPaMH U H3TOTOBJICHHS
HOJIYIPOLYKTOB M TOTOBBIX. HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CpPEZICTB
COITIACHO TPeOOBaHMSIM TEXHUYECKOM JOKyMEHTAIMH Mo paboTe ¢ 1abopaTopHBEIM
000py0BaHHEM

BeimonHare 1aGopaTopHble HTpOLEAYPHl MOJMYYEHHS HOTYNPOAYKTOB H TOTOBBIX
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB COINIACHO TpeOOBaHHIM
TEXHHYECKOM JOKYMEHTAIUH 110 POBEACHHIO J1JA0OPaTOPHBIX IPOLEAYP

OdbopMilITh  JOKYMEHTAIMIO 110  TONYYEHHIO  HAHOCTPYKTYPHPOBAHHEBIX
JeKapCTBEHHBIX CPEJICTB

Heobxoaumele
3HAHUS

OTpaCJICBI)IC CTaHJapThl, TCXHUYCCKHUC YCJIOBUA W HOPMATHBBl Ha COCTaBBl H
METOABI H3rOTOBIIEHUS HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPCICTB

MCTOI[I:I MNOArOTOBKHA CBIPbs JJIA CO31aHHsA HaAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPCAICTB

MeTonpl IOATOTOBKHU 060py110BaHI/L$I A COo3MaHHud HaHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBCHHBIX CPCACTB

Metonasl paboTel ¢ 00OpYIOBaHHEM i CO3JaHHA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Metonpl TNONydeHHs MOIYINPOAYKTOB H TOTOBBIX JIEKApCTBEHHBIX (opM
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TMopsanok odopmieHus 1abopaTOpHOTO XypHala, IPOTOKOJIOB, aKTOB MCIBITAHUM
COTTacHO TpeOOBaHHAM  TEXHMYECKOM  JOKyMEHTAllMH 1O  OQOPMIICHHIO
J1abopaTOPHBIX )KYpHAJIOB

TpeboBaHKsA CAHWTAPHOTO PEXHMa, OXPaHBl TPYyJAa, IOXKapHOH Ge30IacHOCTH,
OXpPaHBl OKPYKaloIed Cpeibl

Ipyrue

XapaKTEpPUCTHKH

3.1.3. TpyaoBas pynkuus

HaumenoBauue

HapaboTka B OIIBITHO-
HPOMBIIUIEHHBIX YCIOBHAX Ha OCHOBE

BBEIOpAaHHOM PElEenTypPhl U TEXHOJIOTHH YposeHb
Pt p P Kon | A/03.4 (MoaypOBEHB)
CEpHii JIEKapCTBEHHOH GOPMBI KsanHuKaIH

HaHOCTPYKTYPHUPOBaHHBIX
JICKAPCTBEHHBIX CPEJICTB




IIpoucxoxxaeHue
TpYyAOBO#t (PYHKIMU
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X 3aMMCTBOBAHO U3

OpuruHan
OpHTrHHaJa

Kon opurunana PerucTpauvoHHeIi
HOMeEp
npodecCHOHANBHOro
cTanjapTa

Tpynoseie
neicTBusA

IMogroToBKa CHIppS JJIA  HM3TOTOBIEHHUS  ONBITHO-IPOMBIMITIEHHBIX — CepUi
JIEKapCTBEHHOM (OPMEI HAHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBEHHBIX CPENCTB
COMIACHO MHCTPYKIIUHN

W3rorosiieHne MOIYHIPOIYKTOB NMPH HOTYYE€HHH ONBITHO-IPOMBIIITIEHHBIX CEpUi
JeKapCTBeHHOW (OPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB
COIJIACHO MHCTPYKIIUHN

TMoaroToBka 0GOPYJOBaHMS U M3TOTOBJIEHHS ONBITHO-NPOMBINIIEHHBIX CEpUid
TOTOBOM JIEKAPCTBEHHOW (H)OPMBI HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX
CpPEJICTB IO MPOMUCH

3arpy3ka chipbsi B 000pyIOBaHNE M U3TOTOBJICHUE ONMBITHO-TIPOMBIILIEHHBIX CEPHi
JeKapCTBEHHOM (OPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CpPEICTB Ha
nabopaTOpHOM OOOPYJOBaHHH B COOTBETCTBHH C IIPOEKTOM J1abOpaTOPHOrO
perJiaMeHTa

KoHTpons mpomecca MOMydYeHHs IIONYMPONYKTOB M TOTOBOH JIeKapCTBEHHOH
dopMbl  HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB HA  ONBITHO-
HPOMBIIIEHHOM 00OPYJOBaHHH B COOTBETCTBUH C IPOEKTOM TEXHOJIOTHYECKOTO
perinaMeHTa

Pasrpyska o6opyaoBanus 6e3 HapylleHHs CTAOMIBHOCTH M KaYeCTBa IMOJIyYeHHOTO
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPENCTB

OTKITIOYEHHE M OYHCTKA 00OPYAOBAHHUS MOCHE MPOBEACHHS PabOT 1O MOTYYEHHIO
ONBITHO-IIPOMBIILIIEHHBIX CEPHil JIEKapCTBEHHOM (GOPMEI HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Benenue JAOKYMCHTALOUHN IIPONU3BOACTBA OINBITHO-TIPOMBINIIEHHBIX cepnﬁ
HCKapCTBeHHOﬁ q)OpMH HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCIICTB

Heo0OxoauMeie
yMeHHs

KOHTpONHMpOBaTh IOKa3aTeId KadecTBa CHIPbS M IOJYHPOTYKTOB  JJIA
U3rOTOBIIEHMS  ONBITHO-IPOMBIIUIEHHBIX ~ CEPHH  HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPECTB

IMoaroraBiMBaTh  ONBITHO-MPOMBINIIEHHOE O0OpYNOBaHME JJid  MOJYYE€HHS
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

I[OSHpOBaTB OCHOBHOE€ CBIpb¢ M JIOIIOJHHUTCIBHBIE KOMIIOHEHTBI TI'OTOBBIX
JICKapCTBCHHBIX (I)OpM HAHOCTPYKTYPHPOBAHHGIX JIEKAPCTBEHHBIX CPCICTB

KOHTpoIMpoBaTh pPEeXHM PabOTHl ONBITHO-NPOMBINLIEHHOTO 00OpYIOBaHUA H
M3TOTOBJICHHS  CEpHif  JIeKapCTBEHHOH  (OpPMBI  HAaHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHH C IIPOEKTOM periaMeHTa

Pab6orats ¢ o6opynonaHneM JJ1 TIOJIyYCHHS OIIBITHO-IPOMBIIIIIEHHBIX ceppn‘/'l
HCKapCTBCHHOi/'I (bOpMLI HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPCIACTB

Bectu 3amoiHseMble (GOPMBI IO TEXHOJIOTMYECKH OIEpAlUsiM IPOU3BOICTBA
ONBITHO-IPOMBIILIEHHBIX CEPHii IEKAPCTBEHHOM (OPMBI HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

DKCILTyaTHPOBaTh 00OPYA0BAaHHE I MOTYYEHHS OMBITHO-TIPOMBILUICHHBIX CEPHH
TOTOBOH JI€KapCTBEHHOM (OPMEI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpPE/ICTB

Ounmath 06OpYJOBaHME MOCHE MOJYYSHHS OINBLITHO-IPOMBIIUIEHHBIX CEpUi
rOTOBOH JIeKapcTBEHHOM (OpMBI HAHOCTPYKTYPMPOBAHHEIX JIEKAPCTBEHHBIX
CpesCTB
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Heobxomumeie
3HAHUS

OTpaCJICBBIC CTaHJapThl, TCXHHYCCKHUEC YCJIOBHA U HOPMATHBBl Ha COCTABbl H
MCTOJBI MOJYYCHHUS HAHOCTPYKTYPHPOBAHHEIX JICKAPDCTBEHHEBIX CPEIACTB

MeToasl TOATOTOBKH CHIPbS M MOJYNPOAYKTOB Ui IOJY4YEHHS OIBITHO-
HPOMBIIIIEHHBIX CepUMl  JIeKapCTBEHHOH (OpPMBI  HAHOCTPYKTYyPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

MeTtoabl MOATOTOBKH W HACTPOWKH OOOpYNOBaHHS IUIsl IONYYECHHs OIBITHO-
NPOMBINUIEHHBIX ~CepHil  JIEKapCTBEHHOM (OPMBI  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C TPeOOBaHMSIMH OXPAaHBI TPy/a

PexuM ¥ 0COOEHHOCTH KOHTpPOJI IpolLEecca MOMyYeHMs ONBITHO-IIPOMBIIIIEHHBIX
cepuii HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

JloKyMeHTalysi HPOU3BOACTBA ONBITHO-IIPOMBINUICHHBIX CEPUHl JIEKAPCTBEHHOM
(OPMBI HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

TpeboBaHus CaHUTAPHOTO PEXHUMa, OXpPaHBI Tpy/Ja, MOXapHOH Ge30IMacHOCTH,
OXpaHbI OKPY>Kalomen cpeabl

Hpyrue

XapaKTepHCTHKH

3.1.4. TpyaoBas pyHkuus

HcnbpiTanus ONBITHO-IIPOMBIILIEHHBIX
cepHuil HAHOCTPYKTYPHPOBAaHHEBIX YpoBeHb
HaumenoBanue | JIEKAPCTBEHHBIX CPEICTB B Kon A/04.4 (momyposeHs) 4
nabopaTopuu O CTaHAAPTHBEIM KBanu KL
METOLUKAM
IIpoucxoxaenue
P . A Opurunan X 3avMMCTBOBAHO U3 OpUrHHAlIA
TpyaOBO# QyHKLMH
Kon PeructpauoHHBIN
OpuruHaja HOMEP
npo¢decCHOHABHOTO
CTaHzapTa
Tpynossie [ToaroToBKa aHAIMTOB M pEareHTOB, HpHBelcHWE 1abopaTOPHBIX HMPHOOPOB i
neiCTBHS HCCIIEJOBAHUM CBONCTB HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX CPEIACTB B

pabouee coCTOsIHHE

IIpoBepka paGoOTOCIOCOGHOCTH MPOCTEHIIEro aHAIMTHYECKOTO 000y IOBAHHUS I
HCCIIEIOBAaHMsl CBOMCTB HaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB U B
cliyyae HeOOXOTMMOCTH BBIBOJI €TO Ha PabOYMi PEXXUM

O160op 1po6 SKCIEPMEHTAIBLHBIX OOPa3oB TOTOBEIX JIEKAPCTBEHHEIX (OpM
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB 10 CTAHAAPTHBIM METOANKAM

OnpezieNieHre CPOKOB TOFHOCTH pabOYMX pacTBOPOB, PEAKTHBOB M CTAHAAPTHBIX
00pa3snoB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB IO CTaHAAPTHBIM
METOIMKAM

IMoaroroska npo6 HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB K aHAIM3Y H
HpoBeieHre JJabOPaTOPHBIX MCIIBITAHMUI 110 CTAHAAPTHBIM METOANKAM

Yrum3anus MIpOAYKTOB, MONYYCHHEIX B PC3YJIbTATC IIPOBEACHUS na60paTopHLIx
aHAJIA30B HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, B COOTBCTCTBHUH C
TNpaBHJIAMHA na6opaTop1m

OTKIIOYeHHe M OYHCTKA OOOpYHOBaHUS IIOCIE IPOBENCHHS J1a0OpaTOpHBIX
aHAJIM30B HAHOCTPYKTYPHPOBAaHHLIX JIEKAPCTBEHHEIX CPE/ICTB

Benenne naGopaTopHOro XypHaia, oQOpMIECHHE TOKYMEHTAIlUd H IPOTOKOJIOB
HCIBITAHUM HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHLIX CPEICTB B COOTBETCTBUH C
TpeOOBaHUAMH HaJUISXKalNeH IPOM3BOACTBCHHOW IPAaKTHKH
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Heobxonumele
yMEHHS

ITpoU3BOAMTE OYHUCTKY M KATHOPOBKY 1aO0pPaTOpHOH MOCY/AE! H 000pYIOBaHHs UL
orbopa mpo® TOTOBBIX JIGKAPCTBEHHBIX (OPM  HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPEJICTB 110 CTAHAAPTHEIM METOIHKAM

MoarorasiuBark AaHAIWTHI W PEAreHTH U1 KOHTPOJS KayecTBa ONBITHO-
NPOMEBINUICHHBIX ~ CEpHif  JIEKapCTBEHHOH (OpMBI  HaHOCTPYKTYyPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Ot6upate 0poOBl TOTOBBIX JIEKAPCTBEHHBIX (OPM HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CpeCTB Oe3 HapyIIeHHs CTaOMILHOCTH U CBOWCTB U TOTOBHTDH M3
HHX 00pa3upl 11 HCcCIeA0BaHUH

[MogroTaBnMBaTh, HACTPaHBaTh W KalHOpoBaTh JabopaTopHble NPHUOOpE LA
KOHTpOJIA KA4eCcTBA OIBITHO-IPOMBIUUICHHBIX CEepHil JIeKapCTBEHHOH (OpMBIL
HAHOCTPYKTYPUPOBAaHHEIX JIEKAPCTBEHHBIX CPENICTB

Paborate co cpeacTteaMu HBMCpeHHﬁ, HCIILITATENNEHBEIM, BCIIOMOI'aTCJIBHBIM H
TCXHOJIOIHICCKUM 060p}’IlOBaHI/IeM JAJIA KOHTPOJIA Ka4yecTBa
HaHOCTPYKTYPHUPOBAHHLIX JTEKAPCTBEHHBIX CPCJICTB

OcyIecTBIATh J1IaOOpAaTOPHBIE KOHTPOJb KayecTBa OINBITHO-IIPOMBINUICHHBIX
cepHii JIEKapCTBEHHOM (OPMBI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEZICTB

OdopMaTh  JOKYMEHTAMIO II0  M[ONYYEHHIO  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

Heobxoaumeie
3HAHUS

OTpacneBHe CTaHAApPTHI, TEXHHUYCCKHE YCIOBHA YU HOPMATHBBLI OHPEACIICHUA
MOoKa3aTeliell kauecTsa HaHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBCHHBIX CPCICTB

Meroasl HOArOTOBKH J1abopaTOpHON NOCYABI, PEaKTHMBOB M MaTepHalOB i
KOHTpOJIsI Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

MeTo/ieI TOATOTOBKH HpI/I60pOB H 060pyn0BaHpm JJIA KOHTPOJIA KadecTBa
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

Metongs pabotel ¢ mpubopaMm M O0OpYIOBaHHEM [UIL KOHTPOJA KadeCTBa
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HokymenTamusi, odopmisemas IpH OINPEAENEHMH IIOKasaTeled KadecTBa
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHEIX CPE/ICTB

Tpe6GoBaHHs CaHMTAPHOTO PEXHMA, OXpaHBl TpyAa, MOXKapHOH Oe30macHOCTH,
OXpaHbI OKPYXKaIOLIEH CpeIbl

Hpyrue

XapaKTCPUCTUKH

3.2. O606mennasi TpyaoBas GyHKIHs

dapmarneBTHUECKas pa3paboTKa
cocTaBa U TCXHOJOI'MHU YpoBeHb
HaumeHoBaHue Kon B P 5
HaHOCTPYKTYPHUPOBaHHBIX KBaMQHKALHH
JICKapCTBEHHBIX CPCICTB
Hponcxomusﬂne 3auMCTBOBAHO M3
0606IeHHOH OpuruHan X
o OpHrHHaa
TpynoBoii PyHKIMH
Kon opurunana PeructpaunoHHslil HoMep
1podeCCHOHATIEHOTO
craHiapTa
Bo3mosxHEIE TexHuk
HaHMEHOBAaHUA Texuuk-mabopant
NOJDKHOCTEH,
npodeccuii
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TpeboBanus k
06pa3zoBaHUIO U
00y4eHUI0

Cpennee mpodeccHoHaTbHOE 00pa30BaHUE — IIPOTPAMMEI IIOArOTOBKH
CTICIIHATIMCTOB CPEIHETO 3BEHA

TpeGoBanus k
OTIBITY
MPaKTHYECKOM
paboThI

OcoObie yCJIOBUS
Jionycka k pabote

TIpoxosxaenue 00s3aTeIbHBIX MPEIBAPHTEIbHEIX (IIPH MOCTYIUIEHUH Ha paboTy) 1
HEPUOANYECKHX MEIUIIHHCKUX OCMOTPOB (00ciIe10Banuit), a TakKe
BHEOYEPEIHBIX MEAUIIMHCKIX OCMOTPOB (00OCIIEN0BaHM) B MOPSJIKE,
YCTAaHOBJIEHHOM 3aKOHOZATeNbCTBOM Poccuiickoli ®enepaiuu
ITpoxox/eHie MHCTPYKTaXa [0 OXpaHe TPyAa U TEXHHKE 0e30MacHOCTH

Hpyrue

XapaKTCPUCTUKU

JlonoaHuTENbHBIE MPOodecCHOHATBHBIE IPOrPaMMBI — IPOTPaMMBI IIOBLIIICHUS
KBaJTH(UKALMH 110 TPOGHITIO JIESITENbHOCTH

lIOHOJIHI/ITCJIBHBIe XapaKTECPUCTHUKU:

HaumenoBanue Kox HaumMenoBanue 6a30B0# rpyms, JODKHOCTH (TIpodeccHu) Wil
JIOKyMEHTa CNENHaIbHOCTH

OK3 3111 Texnuku B 007aCTH XUMUYECKHX W (DU3UYECKHX HAYK

EKC — TexHuK-1abopaHT

OKIIATP 26927 TexHuk
26999 TexHuk-1a60paHT
27309 ®apMmanesT

OKCO 2.18.02.01 AHaIUTHYECKHIA KOHTPOJIb KAYECTBa XUMUIECKHX COCIUHECHHM
2.18.02.06 XumudecKas TEXHOJIOTHS OPraHUYECKHX BEIECTB
3.33.02.01 dapmanus

3.2.1. TpynoBas pyHKIus

HauMeHoBanue

BEI60p METORHK IKCIIEPUMEHTAIBHEIX
HCCIIEIOBAHMI TT0 pe3ynbTaTaM IMOHCKA
Y aHaJIM3a HayIHO-TEXHUYECKOH
JTATEPATYPHI O
HaHOCTPYKTYPHpPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTBAX

VpoBeHb
(moaypoBeHb)
KBTI UKALUH

Kon B/01.5

[MpoucxoxacHHE
TpynoBoit GyHKLHMH

3auMCTBOBaHO U3
OpUrMHANa

Opurunan X

PerucrpaunoHHEI HOMED
npo¢eccHoHaNnbHOro
CTaHIapTa

Kon opurunana

TpynoBeie
NeHCTBHUSA

IMouck omy6IMKOBaHHOM HHPOPMALHK 0 HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX

CpPENCTB

Hcmonb3oBaHne OOHapy)XeHHOH HMHpOpMallMM O  HAHOCTPYKTYPHPOBAHHBIX
NEKapCTBEHHBLIX ~ CPEACTBAX AN YTOYHEHHS  BHIODAHHOrO  HampaBlICHHA
JIUTEPATYPHOTO IMOKUCKA

IMouck  meTanmM3upOBaHHOM uHpopmanuu 0 HAaHOCTPYKTYPHPOBaHHBIX

JICKapCTBCHHBIX CPCACTBAX

Anamms HAlJEeHHOTO B IIEPBOUCTOYHHKAX MarepHajia 0 KOHKPETHBIX

HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTBAX
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Ompenenenrne u 00OCHOBaHME METONOB CHHTE3a M aHAIM3a KOHKPETHBIX
HaHOCTPYKTYPUPOBAaHHBIX JICKAPCTBEHHBIX CPEICTB II0 pE3yJibTaTaM aHAJIA3a
JUTEpaTypH

Heobxoaumeie PaboTaTh ¢ KaTaJoraMy Hay49HBIX W HAYYHO-TEXHHYECKUX OUOIMOTEK

yYMEHHS Paborate ¢ OasamM [AaHHBIX B O0JIaCTM XHUMHHM, XHMHYECKOH TEXHOJIOTHH,
¢apManeBTHUECKOH TEXHONOIHMH, OHOJIOTMH U HAHOTEXHOJIOTHH
PaboTaTh ¢ TEXHHYIECKOH JINTEPaTypo Ha aHTTIMHCKOM SI3BIKE
O606ImAaTe ¥ aHAIM3MPOBATh HAyYHO-TEXHUUECKYIO HH(POPMAITHIO B 00/1aCTH XUMMH,
XMMHMYECKOM  TEXHOJIOTMH, (hapMaleBTHYCCKOH  TEXHONOTHM, OWOIOTHH M
HAHOTEXHOJIOTHH
CoctaBiarh 0030pbl HAyYHO-TEXHUYECKOM JIMTEPATYPhI

Heobxonumele OrtpacieBble CTaHAAPTHI, TEXHUYECKHE YCIOBHSA H HOPMAaTHBHI Ha COCTABBI, METOMBI

3HaHUSA IOJIyY4EeHUs W OMpeJelicHHe IOKasaTelled KayecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKQpCTBEHHBIX CPE/ICTB
TpeGoBanusi  OOWIErOCYyAapCTBEHHBIX  3aKOHOAATENBHBHIX  JOKYMEHTOB IO
dapMOKOlieM K MCXONHEIM AaKTHBHBEIM ()apMalleBTHIECKHM CyOCTaHUMSAM U
BCIIOMOTaTENbHBIM BeIECTBAM
®dapmaxkoreiinple  TpebOBaHMS K  CBIPBIO, MOJYNPOAYKTaM H  TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM
OCHOBHEBIE TOJOXEHHS MEXIYHAPOAHBIX U HANMOHAJIBHBEIX CTaHIAPTOB KavecTBa
JIEKAPCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAIOT €€ HA3HAYEHHIO, PETHCTPAUOHHOMY
JOChE H crienudpUKaliu
OCHOBHBIE TEXHOJOTHM H METOABl TNOJYYEHHS HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEJICTB
Croco6BI ¥ BO3MOXKHOCTH IIOMCKAa HAayJHOM M HayYHO-TEXHMYECKOH JIMTEPaTypHl B
o6nacty pa3pabOTKU U MPOM3BOACTBA JICKAPCTBEHHBIX CPEJICTB
TexHUYeCKHH aHTTIHHACKHIA A3bIK B 00J1aCTH pa3pabOTKH EKapPCTBEHHBIX CPEICTB
TpeGoBaHKs CaHWTApHOrO pPEXHMa, OXpaHbl TPyJa, MOXKApHOH Oe30macHOCTH,
OXpaHbl OKPY>KaroLeH cpeabl
TMopsimox neiicTBHi X Ype3BHIYANHEIX CHTYaIHAX

Hpyrue —

XapaKTEPUCTHKH

3.2.2. TpynoBas pyHxnus

HauMeHOoBaHHE

BrIGOp CHIpBS M MaTepUaoB IS

THOJIy4€HHA HAHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEJICTB B R S
COOTBETCTBHH C UX Ha3HAUYCHHEM

Vposenb
Kon B/02.5 | (moaypoBeHs) 5

IIpoucxoxacHue
TpynoBoit GyHKLUHMH

3aHMCTBOBAHO U3

Opurunan X
P OpUrHHaNa

Kop opurunana  PeructpaupoHHBIH HOMep
npodecCHOHAIBHOTO
craHaapTa

Tpynoseie
JOeucTBHA

OmnpeselieHHe U BBIOOP OCHOBHBIX KOMIIOHEHTOB pa3pabaThiBacMoil JIEKapCTBEHHOH
(dOpPMEI HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

OnpeneneHde ®  BHIOOp  BCHOMOTATENBHEIX — BEHIECTB  pa3pabaThIBacMOH
neKapcTBEHHON (OpMBI HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEIICTB

[Togbop uHpOpMALMH O BO3MOXKHBEIX IIOCTaBIIMKaX H CTOMMOCTH CBHIpbS H
cyOCTaHIMM TS CO3/IaHHS HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
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AHanmu3 cBefleHMH O (U3MKO-XMMHYECKHX HM TEXHOJOTHYECKHX CBOMCTBax
cyOCTaHIMii ¥ BCIIOMOTATENbHBIX BENIECTB PpA3NMYHBIX TOPIOBBIX MapoK H
HPOU3BOIHUTENCH I CO31aHU HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB

Heob6xonmmere
yMeHHS

AHaTH3UpOBaTh  PBIHOK  CHIPbSl AT CO3JaHHUA  HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX GopM ¢apManeBTHIECKOr0 Ha3HAYECHHUS

OleHMBaTh OXMJAEMBIM BKJIag M BIHMsHME ¢apManeBTHICCKOR CyOCTaHIMH H
BCIIOMOTATeJIbHBIX BEINECTB, B TOM YHCIe HaHOCTPYKTYPHPOBaHHBIX, Ha Ka4yeCTBO
TOTOBOIA JIEKapCTBEHHON (POPMEI

OneHMBaTh JOCTYIMHOCTh U LeJIecOO0pa3sHOCTh HCIONB30BaHUS (papManeBTHIECKOH
CyOCTaHIIMU M BCIIOMOTaTENbHBIX BEIIECTB, B TOM YHCJI€ HAHOCTPYKTYPHPOBaHHEIX, B
TOTOBOIA JIEKapCTBEHHOH popme

OLeHHBAThL TEXHOJIOTMYECKYI0O BO3MOXXHOCTH BBHITyCKa HAaHOCTPYKTYpPHPOBAaHHOM
(apmaneBTHYECKOH cyOCcTaHIIMI

PaboTaTh ¢ TEXHHYECKOH INTepaTypod Ha aHIIIMHCKOM SI3LIKE

Heobxonumele
3HAHUA

OtpacieBsle CTaHIApPTHL, TEXHUYECKHE YCJIOBHMS W HOPMATHBBI Ha COCTaBhbl, METOJIBI
HOJIyYEeHHUs U CBOMCTBAa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Tpe6opanus 00IIErOCYJapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB 1O (papMOKoIeH
K MCXOQHBIM AaKTHBHEIM (hapMaleBTHYECKHM CYOCTaHLIMSM H BCIIOMOTaTeJIbHBIM
BEIIECTBAM

OcCHOBHBIE TIOJIOKEHHSA MCEXKIAYHAPOAHLIX H HAIMOHAIBHBIX CTAHAAPTOB KaiCCTBa
JIEKAPCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ HA3HAUYCHHIO, PCrHCTPANMOHHOMY
JOCBEC U CHCIII/I(l)I/IKaIII/II/I

OCHOBHEIE TEXHOJIOTHH IIPOM3BOACTBa HAHOCTPYKTYPHPOBAaHHBIX (hapMaleBTUYECKHX
COCTaBOB

ITpaBuna 9KCILTyaTalluu 71ab0opaTopHOro,
HIPOMBIIUIEHHOTO TEXHOJIOTUIECKOTO o6opynoBaHus
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEBIX CPE/ICTB

ONIBITHO-TIPOMEIIIJIEHHOT'O 41
JJLL IMOJIY4YCHH

®apmaxoreiiible TpeOOBaHHUA K CHIPBIO, HONYNPOAYKTaM U TOTOBEIM JICKAPCTBCHHBIM
¢dopMaM HAHOCTPYKTYPHPOBAHHBIX (papMalleBTHIECKUX COCTABOB

TexHHYeCKUI aHMIMICKHI 361K B 00J1aCTH pa3pabOTKH JIEKAPCTBEHHEIX CPE/CTB

TpeGoBanus caHUTAPHOTO PEKHMa, OXPAHbI TPY/a, TI0KAPHOH G€30MaCHOCTH, OXPaHBI
OKpYXaromen cpebl

Hpyrue

XapaKTEPUCTHKH

3.2.3. Tpynosas ¢pynxuus

Bri6op TexHOJIOTHH B 000pYAOBaHUS
JUTSL TIOJTy9eHHSI SKCIIEpUMEHTATIBHBIX v
. POBEHB

COCTaBOB HOJIYIIPOAYKTOB ¥ TOTOBOH
HaumeHoBaHHUE }t}'lp AyK Koa B/03.5 (monypoBeHs) 5

JIeKapCTBEHHO# (HOpMEL R -

HaHOCTPYKTYPHUPOBAHHBIX

JIEKApCTBEHHLIX CPE/ICTB
Hponqu‘mneﬂne OpuruHan X 3aUMCTBOBAHO M3 OPUTHHAIA
Tpyaoeoil PyHKIUH

Kox PerucTpalioHHBINH HOMEp
OpuruHana npodecCHOHAIBHOTO
cTaHzapTa

Tpynoseie AHaym3 BO3MOXKHOCTEM METOAOB H3TOTOBJICHHSA JKCIEPHUMEHTAIBHBIX COCTaBOB H
JeHCTBUS TOTOBBIX JIEKAPCTBEHHBIX GOPM HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPCJICTB €
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YUYETOM IIPEAIIOTIAraCMoOro Iyt BBEACHUA B OpraiusM, J03EI, (bH?;I/IKO—XI/IMI/I‘IeCKI/IX 141
TEXHOJIOTHYECKUX CBOMCTB CBIPbA U C}’6CTaHI.II/II/I

IMon6op urpopManuu 0 BOZMOXXHBIX MOCTABIIUKAX H CTOUMOCTH 00OpYIOBaHMS IS
BEIOpaHHBIX TEXHOJOTHI MOJMYYeHHS HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX
CPEACTB

Bri6op TexHOMOrHYECKOr0 00OPYIOBAHUS IUIS H3TOTOBJIEHHS SKCIIEPHMEHTATBHBIX
COCTaBOB MOJIYyIPOAYKTOB 5 TOTOBOM JIEKapCTBEHHOM dbopmbl
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEJICTB

Heobxoaumeie
YMEHUS

[lonbupare smabopaTopHO€ H  ONBITHO-IIPOMBINLIEHHOE 00OpyHOBaHHE IS
KOHKPETHOM  [emd IpH  pa3paboOTKe TOTOBBIX  JIEKAPCTBEHHBIX  (opM
HaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

IIpoBoauTe aHanmM3 pEIHKA 0OOpPYZOBAaHHS Ui CO3MaHHS HAHOCTPYKTYPHPOBAHHBIX
JIEKapcTBEHHBIX GopM dapMalieBTUIeCKOro Ha3HAYCHHUS

PaboTath ¢ TeXHMYECKOM JIMTEpaTypOoii Ha aHTTIMICKOM SI3BIKE

Pa3zpabaTeiBaTh  yCOBEpIICHCTBOBAHHBIE TPAIWUIMOHHBIE MJIMA HOBBIE  BHIBI
TEXHOJIOTHH  HONyYeHHs  HAHOCTPYKTYpHPOBaHHBIX  JIEKApPCTBEHHBIX  Gopm
(bapMaLeBTHYECKOTO Ha3HAYCHHUS ¢ UCIIOJIB30BaHUEM BRIOPAHHOIO 000Py10BaHUS

AanTHpOBaTh BHIOpaHHBIE COCTABBI U TEXHOJIOTMH K TEXHHYECKHUM OCOOEHHOCTSIM
TPaOUIIMOHHOTO MJIM HOBOrO Ja0OpaTOPHOTO M OMBITHOTO OOOpYHOBaHHS IS
IOJIYyYEHHS HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX (hopM (papMarieBTHHIeCKOro
Ha3HAYEHUS

HeobxoaumMeie
3HAHUA

OTpaCJ'IeBBIe CTaHIAPTHI, TEXHUYCCKHAE YCJIOBUAS M HOPMATHUBHEI Ha COCTaBbl, MCTOOBI
MOJIYUCHHUA CBOMCTBa HAaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHLIX CPEACTB

TpC6OBaHI/I$I 06HI€FOC}’I[apCTBeHHBIX 3aKOHOOATCIIBHBIX JAOKYMEHTOB Io
(bapMOKOHeI/I K HCXOJHBIM AaKTHBHBIM (I)apMaI.IeBTI/I‘-ICCKI/IM CYGCTaHIII/ISIM u
BCIIOMOI'aT€JIBHBIM BCIICCTBAM

OCHOBHBIE TIOJIOKEHHST MEXAYHAPOAHBIX M HAIHMOHAIBHBIX CTaHAAPTOB KadecTBa
JIEKapCTBEHHBIX CPEJCTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYCHHUIO, PETHCTPAHOHHOMY
IOCHE U crenu(pUKaIU

dapmaxkoreiiHbie TpeGOBaHUS K CHIPBIO, IIOIYNPOAYKTaM H TOTOBBIM JIEKAPCTBEHHBIM
(dhopMaM HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

[IpaBuna skcmTyaTanuy 000pyAOBaHUS AT POM3BOACTBA HAHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEJICTB

Texnomnorus IIPOMU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Texuuueckuil aHTTHACKAUI SA3BIK B 00JIACTH pa3pabOTKH JIEKapCTBEHHBIX CPEACTB

TpeGoBaHusi CaHHTApHOTO peXHMMa, OXpaHbl TpyHa, IOXapHOH Oe30macHOCTH,
OXpaHBI OKpY>Kalomen cpebl

Apyrue

XapaKTCPUCTUKH

3.2.4. Tpynosas pyHKuus

HaumeHnoBaHue

Bri6op MeTomororuu 1abopaTOPHBIX
UCIIBITAHUH SKCIEPHMEHTAIBHBIX
COCTABOB IOJYIPOIYKTOB M TOTOBOH
JIeKapCTBEHHOM (HOPMEI KBATHHKAIN
HAHOCTPYKTYpPHPOBAaHHBIX
JIEKapCTBEHHEIX CPEJICTB

VpoBeHb
Kon B/04.5 (10ypoBEHSB) 5




[MpoucxoxnaeHue
TpyAoBO#H QYHKLIMH
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Opurunan X

3aHMCTBOBAHO U3
OpHIHHANA

Kon opurunana  PerucTpaunoHHBIH HOMEp
npo¢eCCHOHANBHOIO
cTaHIapTa

Tpynossie
JEUCTBHS

I/ICCJICIIOBaHI/IC H aHaJm3 CYHICCTBYIOIIIUX MCTOOOB H MCTOOUK IIPOBCACHHUIA
JIa60paT0pHI>IX HCIIBITAaHHH SKCHCPUMEHTAJIBHEIX COCTAaBOB IMOJYIPOAYKTOB H
TOTOBOM HeKapCTBCHHOﬁ (l)OpMLI HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Bri6op nub0 pa3zpaboTKa HOBBHIX METOZOB M METOAHK IIPOBEICHHU: 1a00paTOPHBIX
UCTIBITAHUIA  OKCIIEPUMEHTAIBHBIX  COCTABOB  HONYNPOAYKTOB M TOTOBOIA
JIEKapCTBEHHOM (HOPMBI

IlogGop wuHpOpMamMKM O  TEXHHYECKHX  OCOOEHHOCTAX,  IMOCTaBIIMKAX,
(GYHKIHMOHAIBHEIX BO3MOXKHOCTSAX M CTOMMOCTH 0OOpYIOBaHHS I BEIOpPaHHOM
TEXHOJIOTHA H3TOTOBJIECHUS

BrIGOp CpeACTB H3MEPEHHH, UCIBITATENFHOTO U BCIOMOTAaTeIbHOTO 000pyJOBaHHS
JUIsL  TpoBeleHHMs abopaTOpHBIX HCHBITAaHHH SKCIEPHMEHTAIBHBIX COCTABOB
MOJYIPOAYKTOB W TOTOBOH JeKapCTBEHHOH ()OPMBI HAHOCTPYKTYPHPOBaHHBIX
JIEKApPCTBEHHBIX CPEJICTB

IpoBeneHre CIOXKHBIX JIAOOPATOPHBIX MCHBITaHUH 3KCIEPHMEHTAIBHBIX COCTABOB
HOJNYIPOAYKTOB M TOTOBOM JIEKApCTBEHHOH (OPMBI HAHOCTPYKTYPHPOBaHHBIX
JICKApPCTBEHHBIX CPEZICTB

IIpoBeeHHe CPaBHUTENbHOM OLEHKHM MONYNPOXYKTOB M TOTOBOH  (OpMEL,
HOJTy9EHHBIX c MTOMOIIIBIO pa3IMYHBIX  TEXHOJIOTHH H3TOTOBJICHHS
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Bri6op ONITHMAJIBHOTO COCTaBa TOTOBBIX JIEKapCTBEHHBIX dopm
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

Odopmitenne HOPMATHBHO-TEXHHYECKOH  OKYMEHTAaLMH Ha  TOTOBYIO
JIeKapCTBeHHYIO GOpMy HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEJICTB

Heobxonumele
YMEHHUS

BriOupars JabopaTopHble METOOWKM A aHalIW3a INOIYNPOAYKTOB M TOTOBBIX
JIEKApCTBEHHBIX  (OpPM  HAHOCTPYKTYPHPOBAHHBIX  JICKADCTBEHHBIX  CPEICTB;
BEIOHpATH HEOOXOAUMOE JUIA 9THX METOJHMK 000pyI0BaHHe

CoBepIIEHCTBOBATh M3BECTHBIC HIIH pa3pabaTHBaTh HOBBIE 1a00OPaTOPHEIE METOAUKH
aHanu3a HOJIYIIPOSYKTOB u TOTOBBIX JIEKapCTBEHHBIX ¢dopm
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

[IpoBOAMTE aHA/IM3 PHIHKA PEarcHTOB, MAaTEPHAIIOB H JabopaTopHOro 060pya0BaHUs
Ui 1abOpaTOPHBIX HCIBITAHUHA IONYIPOAYKTOB M  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHEIX opM (apManeBTHIECKOrO Ha3HAYECHHS

Paborats Ha COBpPEMCHHOM KOHTPOJIBLHO-U3MCPHTCIIBHOM JIa60paT0pHOM
o6opy1103aHI/m IJIA aHaIn3a HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHLIX CPCICTB

AHaIuM3UpOBaTh IIOKa3aTeJl Ka4decTBa M CBOWCTBA HAaHOCTPYKTYPUPOBaHHBIX
JIEKApCTBEHHBIX CPENCTB I BHIOOpa ONTHUMAIIBHOIO COCTaBa M TEXHOJIOTHH
MOJTyYEHHUS

Pa6oTtathb ¢ TEXHUYECKOI TUTEpaTypol Ha aHITIMICKOM SI3BIKE

Heo6xoamuMeie
3HAHUSA

OTpacneBsle CTaHAAPTH, TEXHHYECKHME YCIOBHS M HOPMATHBHI Ha COCTaBH H
OIpeAclicHHe TOKasaTeledl KauecTBa HAaHOCTPYKTYPUPOBAHHBIX JIEKapCTBEHHBIX
CpPEJICTB

Tpe6opanuss  OOIErOCYJapCTBEHHBIX  3aKOHOAATEIBHBIX ~ JOKYMEHTOB 1O
dapmoxonen K HCXOAHBIM AaKTHBHBIM ()apMalleBTHUECKHM CYOCTaHIMAM |
BCIIOMOTATeJIbHBIM BEIECTBAM

OcHOBHBIE TOJIOXKEHUSI MEXIYHAPOJAHBIX M HAaUMOHAIBHBIX CTAHAApPTOB KadeCTBa
JIEKapCTBCHHBIX CPEACTB, KOTOPEIE OTBCYAIOT €C Ha3HAYCHUIO, PCTHCTPAIITMOHHOMY
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JOChE U CTIeIH(UKAIN

®apmakoneiinpie TpeGOBAHMS K CHIPBIO, IOIYIPOAYKTaM H TOTOBEIM JICKapCTBCHHBIM
dopMaM HaHOCTPYKTYPHPOBAHHBIX (apMalleBTHIECKAX COCTABOB

dapmakoneliHble W TEXHWYeCKHe TpeOOBaHMA K peareHTam, MarepuHanaMm H
nabopaTopHBIM TpHOOpaM Il KOHTPOJS Ka4yecTBA HAHOCTPYKTYPHPOBAaHHBIX
(hapMaleBTHYECKHUX COCTABOB

Metonsl paGotsl ¢ mnpubopamu H 0O0OpyJOBaHMEM UL KOHTPOJNA KauecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, METOABl HX KaIHOPOBKH H
KBaJIM(UKAIIH

q)apMaKOHeﬁHBIe MCTOABI OIPEACIICHUSA q)apMaKO-TCXHOJIOFI/I‘IeCKI/IX XapaKTepUCTHUK
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CpEACTB

Texnonorus IIPOHU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX q)apMaueBanecxnx COCTAaBOB

TexHuuecKuit aHMIMIACKUHA A3BIK B 00JIaCTH pa3pabOTKU JIEKAPCTBEHHEIX CPE/ICTB

TpeGoBaHMS CAHATAPHOTO PEXHMA, OXPaHBl TPyHa, MOXAapHOH Oe30macHOCTH,
OXPpaHBI OKPYKAIOIIEH CpeIbl

Hpyrue
XapaKTEPUCTHKH

3.2.5. TpyaoBas pyHKIHSA

O6paboTKa pe3yIbTaTOB
1a60OpATOPHBIX UCTILITAHUH CBHIPBS U
SKCIICPHMEHTANBHBIX COCTABOB VpoBeHs

HanmeHoBaHue | HAHOCTPYKTYPHUPOBAHHBIX Kon B/05.5 (noypoBeHb) 5

JIEKAPCTBEHHBIX CPEJCTB C MOMOIIBIO KBallMQUKALMH
CTaHAAPTHBIX MATEMaTHYECKUX H
CTATHCTHYECKHX MPHEMOB H METO/IOB

ITpoucxoxaenue
TpyaOBO# QYHKLHHA

OpurmHan X 3aMMCTBOBAHO U3 OpHTMHAlA

Kox PeructpaunoHHBIH
opurvHazia HOMeEp
npodeccHOHANBHOTO
cTaHgapTa

Tpynossie
IOeUcTBUS

[IoAroTOBKa  SKCIEPHMEHTANHHBIX  J@HHBIX O  CBOHCTBaX  0OpaslLioB
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB Uil IOCTEAYIONMIEH X
00paboTKM B CTATHCTHYECKUX MPOrpaMMax

OueHKa NOTPENIHOCTH OJKCIEPHMEHTa H 00paloTKa Ppe3yNbTaTOB H3MEPEHHH
CBOMCTB HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB € PACIETOM CPEJHETO
3HAYEHHUs U JOBEPUTEILHOTO HHTEpBAsIa

CocTaBjieHHE CBOJHBIX TaOIUIL H IIOCTPOCHHUC AHAITUTHYCCKHX rpa(bmcon 1o
pe3yibsTaTaM O6pa6OTKI/I SKCIICPHMEHTAIBHBIX JaHHBIX (6] cBOiCTBAX
HAHOCTPYKTYPHPOBAHHBIX TEKapPCTBCHHBIX CpE€acCTB

Bemenne  1abopaTOpHOTO  JKypHanma, odopmieHue  JOKyMEHTAalMH  TIO
MaTeMaTHUeCKOM M CTaTHCTHYecKoi o06paboTKe pe3yJbTaToB HCCIEAOBaHUN
CBOMCTB HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Heobxoaumele
yMEHHSA

Paorarb ¢ TIpOrpaMMHEIM oOOecleueHHeM J1aGOpaTOpHOTO — AHATMTHYECKOrO
06opyIoBaHHs Ul KOHTPOJIA KadecTBa HAHOCTPYKTYPHPOBAHHBIX JIEKApCTBEHHBIX
CpelCTB

Paborars ¢ IporpaMMHBIM obecrieyeHEM 11 MAaTEMAaTHYeCKOTO H CTATUCTHICCKOIO
aHaJIM3a PE3yIIbTATOB 3KCNEPUMCHTAIILHOIO  ONPENCICHUA MoKasareyeii KadecTBa
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HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

ITpoBOAUTE IEPBHYHYIO MAaTEeMATHUeCKyl0O M CTaTHCTHYECKylO 00paboTky
pE3yNbTaTOB  OKCIIEPUMEHTAIBHOTO  OHpelelieHHd  IIOKa3aTelnedl  KadecTsa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

OdopMIATE AOKYMEHTAIMIO 110 MAaTEMaTHYECKOMY M CTaTHCTHYECKOMY aHAIU3Y
CBOMCTB HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Heobxoaumele
3HAHUS

OTpaCJ'ICBHC CTaHJApThl, TEXHHYECCKHE YCIIOBHUS W HOPMATHBBI Ha OIPEACICHHUE
TIOKa3areiieit kauecTBa HAHOCTPYKTYPHPOBAHHELIX JICKAPCTBEHHBIX CPENCTB

Tpe60BaHn51 O6IIICI‘OCYI[apCTBCHHI>IX 3aKOHOAATCIILHBIX JOKYMCHTOB 1o
(bapMOKOl'ICI/I K HUCXOAHBIM 4KTHBHBIM (bapMaIIeBTI/I‘-ICCKI/IM Cy6CTaHI_II/IHM )41
BCIIOMOr'aTCJIbHBIM BCIICCTBAM

OCHOBHEIE TIOJIOXKEHHS MEXAYHAPOJHBIX H HAIMOHAIBHBIX CTAaHIAPTOB KauyecTBa
JIEKApCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYCHHIO, PErHCTPALHOHHOMY
JIOCBE U cllenupuKanyu

Metonsl paboTEl ¢ TPOrpaMMHBIM OOecredeHHEM I1abopaTopHBIX HpubOpOB,
IOpUMEHSEMBIX U ONpeIeNIeHUs IoKa3aTelied KayecTBa HaHOCTPYKTYPUPOBAHHEIX
JIEKAPCTBEHHBIX CPEJICTB

Meronsl 06paGoTKH pe3yJIbTaTOB 3KCHEPHMEHTABHOTO OLpeleIeHHs IIoKa3aTeNei
KaueCTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Ilopsmok  cocTaBjieHMS ~ TEXHMYECKOH  OT4ETHOM  JOKYMEHTalldM IO
MAaTeMaTHYeCKOH M CTaTHCTHIeCKOM 00paboTke pe3ylbTaTOB HCCIIEI0BaHMM
CBOMCTB HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Tpe6oBaHus CAHHTAPHOIO PEXHMa, OXpaHH TpyAa, MOXapHOHW Ge3omacHOCTH,
OXpaHBbI OKPY’KaIoIEH Cpeabl

Hpyrue

XapaKTEPUCTHKH

3.2.6. Tpyaosas pynkuus

IIpoBeneHue SKCIIEPUMEHTOB A1

BTHIAIHMA TEXHOIOTHYECKOTO VposeHb
HaumeHoBaHMe | IIpOLIECCA U METOAMK KOHTPOJIA Kon | B/06.5 (momypoBeHs) 5

Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX KBaMHQHKaLiH

JICKApCTBCHHLIX CPEJCTB

3aMMCTBOBAHO U3
rpvroson dymann | OPRTE X
Kon opurunana PernctpaloHHBIH HOMED
npogeccHOHaNBHOIO
cTaHmapTa

Tpynoseie Paspabotka 3ajanus miist cOopa SKCHEpPHMEHTANBHOH MH(OpMalUy MO BalHJalUH
IleICTBHH TEXHOJIOTHYCCKOI'O mmponecca n MCTOAHUK KOHTPOJISL KadyecTBa

HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

BI:I60p METOJUK BalMJallMd TEXHOJIOTHYECKOro Ipomecca M METOAUK KOHTPOIL
KauecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBCHHBIX CPCIACTB

OCYHIGCTBJIGHI/IC HCO6XO,T.II/IMBIX pacueToB IJId OLCHKH IIapaME€TPOB BaJIHJAlMH
TCXHOJOTHYCCKOI'O nponecca Hu MCTOJHUK KOHTPOJIA KayeCcTBa
HaAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

CocTaBlieHHE [POTOKOJOB BATUIALMH pPa3pabaThIBAEMBIX METOAMK aHAIIM3a
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

O(bOpMIIeHI/Ie oT4yeTa II0 BajJdHAAIlMU TEXHOJOIMYECKOro Impornecca U METOIHK
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KOHTPOJIS Ka4eCTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB
Heob6xomuMele IlpoBoauTh  OOOCHOBaHHBIH  BHIOOp  MOIXOAAIIMX  METOAMK  BalMaluu
YMEHHUS TEXHOJIOTHYCCKOTO mporiecca H METOIMK KOHTPOJIS KadyecTBa
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

IMonp30BaThcst MaTeMAaTHUECKHAMM M CTAaTHCTHYECKMMH MeToZaMH  o0paboTkm
Pe3yJILTaTOB SKCIIEPUMEHTA

PaGotats ¢ TeXHHYECKOW TUTepaTypOy Ha aHIJIMACKOM S3BLIKE

IMopsmox COCTaBJICHUS TEXHHYECKOH OTYETHOM [JOKYMEHTAlMH II0 BajHMJallUH

TEXHOJOTHYECCKOTO mpornecca Hu MCTOOUK KOHTPOJIA Ka4dcCTBa
HaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPC/ICTB
Heob6xonuMeie OTpaCJ'IeBI:Ie CTaHAAPTHI, TEXHUICCKUE YCIIOBHA H HOPMATHBBI HAa COCTABBI, METOIBI
3HaHWA TITOJIYUCHHS H CBOICTBa HAaHOCTPYKTYPHAPOBAaHHLIX JICKAPCTBCHHLIX CPCIICTB

TpeboBaumss  OOIIETOCYAapCTBEHHBIX  3aKOHONATENBHBIX  JIOKYMEHTOB MO
(dapMOKOIlEM K HCXOAHBIM aKTHUBHBIM ()apMaleBTHYECKUM CYOCTaHIMAM U
BCIIOMOIaTeNILHBIM BEIECTBaM

OCHOBHBIE TONOXEHHS MEXIYHAPOAHHIX W HAIMOHANBHBIX CTaHAAPTOB KadecTBa
JIEKapCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ Ha3HAUEHHIO, PETMCTPALMOHHOMY
JIOCKE M crienuduKanum

Meroisl BATHIANAH B apManuy

TexHU4YecKUH aHTTIMUCKHUI 361K B 00JIACTH pa3paOOTKH JIEKAPCTBEHHBIX CPEJICTB
ITopsiioK cOCTaBIICHHS OTIETHOH JOKYMEHTAIIMH: aKTOB, IPOTOKOJIOB MCCIIEJOBaHHH,
AHAJMTHYECKUX OTYETOB

TpeboBaBnMs CAHUTAPHOTO DEXHMA, OXpaHB TpyJa, NOXApHOH Ge30IacHOCTH,
OXPpaHbl OKpY’Karomeil cpezpl

Hpyrue -

XapaKTEPUCTHKH

3.2.7. Tpynosas pyHKIHsA

IlogrotoBka IIPOEKTA 3aKIIFOYCHUS O
TEXHHYECKON BO3MOXKHOCTH U
uenecooGpamocm BBIITyCKa OIILITHOM

pTHH VposeHs
HaumeHoBaHmE na HOBBIX Kon | B/07.5 (momypoBeHb) 5
HaHOCTPYKTYypHpPOBaHHBIX KBaNMHKaLHH

JIEKapCTBECHHBIX CPEACTB Ha OCHOBAHNH
aHa/IM3a Hay‘II—IO-TCXI-II/I‘-ICCKOﬁ

JIMTEPATYPEI
HCXOXKIEHHE 3aMMCTBOBaHO U3
Tpo P - Opurunan X
TpynoBoi QyHKIMH OpMIUHana
Kon opurunana PeructpaunoHHbIH HOMEP
npodeccHoHANBEHOro
cTaHgapTa
Tpynossie OdopMIIeHHE aHATHTHYECKOTO 0630pa 10 IMTEPaTyPHOMY IOMCKY B O0IACTH HOBBIX
I[Ci;ICTBI/IH COCTaBOB H TEXHOJIOTHH IpOU3BOJACTBA HaHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHBIX
CpEACTB

OdopMiIeHHE JOKYMEHTOB UL OTHETA O BRIOOpE MOAXOSIIETO CHIPhS 1 MaTEPHAIIOB
JUTSL M3TOTOBIIEHMS HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

OdopMienre JOKYMEHTOB A/l OTYeTa O BEIOOpE METOJOB U O0OpYAOBaHMS Ui
M3TOTOBJICHAS  SKCIEPHMEHTAIBHBIX COCTAaBOB  IIONYNPOAYKTOB W  TOTOBOH
JNIeKapCTBEHHON (HOPMBI HAHOCTPYKTYPUPOBAHHEBIX JIEKAPCTBEHHBIX CPE/ICTB
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OdopmieHre JOKYMEHTOB I OTYETA O BEIOOpE METOZIOB, METOIMK M 000pyI0BaHHs
Ul OpOBeAeHHs JabOpaTOPHBIX HCHBITAaHWH OSKCIIEPUMEHTANTBHBIX COCTaBOB
NOJIYNIPOAYKTOB M TOTOBOM JIeKAPCTBEHHOH (OPMBI HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPENICTB

OdopmneHne JOKyMEHTOB Jjisl OT4eTa HA OCHOBE TEXHOJIOTMYECKMX H
AHAJTATHIECKUX HCCIIeJOBaHMHA TOTOBOM JIEKapCTBEHHOM dopMEI
HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPEACTB

OdopmieHrne MOKYMEHTOB IUII OTYETa O BBIIOJHEHHBIX HCCICAOBaHHIX B
COOTBETCTBHH ¢ TpeOOBaHHAMH PETHCTPAIMOHHOTO JOCke B ¢opMaTe OOIEro
TEXHHIECKOTO JOKYMEHTA

HeobxonumMeie
yMeHHs

AHaJII/ISI/IpOBaTB Hay4YHO-TEXHUICCKYIO I/IH(I)OpMaI.II/IIO A1 COCTaBJICHHUA
AHATUTHYECKUX OTYETOB B OOJIACTH IIOMCKA HOBBIX COCTAaBOB U TEXHOJIOTMA
IIPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBCHHBLIX CPCIICTB

Pa6oTaTe ¢ mporpaMMHBIM 00€CTIeYeHHEM JiJisi MAaTeMaTUIECKOro aHali3a pe3yIbTaToB
SKCHEPUMEHTAIBHBIX ~ HCCICAOBaHHNA  HAHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX
CpPELCTB

PaboraTh ¢ TEXHHYECKOMH JTUTEPATYPOH Ha aHIJIMICKOM SI3BIKE

HOpiII[OK COCTaBJICHHS TCXHUYECKON OTICTHOMN JOKYMCHTALlUN

Heobxonumele
3HAHUS

OTpacneBHe CTaHZapTHl, TCXHUIECKHE YCIIOBUS U HOPMATUBBI Ha COCTABbI, MCTO/bI
TIOJIYUCHHS U CBOICTBA HaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHLIX CPECICTB

TpeGoBanusi  OOHIErOCYAAapCTBEHHBIX  3aKOHOZATENBHBIX  JIOKYMEHTOB IO
dapMoKOIleM K HCXOHBIM aKTHBHBIM (hapMaleBTHYCCKHM CyOCTaHIHIM H
BCHOMOTaTeJIbHBIM BEIECTBAM

OCHOBHBIE TIOJIOXKEHHSI MEXIYHApPOJHBIX M HAI[MOHAIBHBIX CTaHAApTOB KayecTBa
JIEKAPCTBEHHBIX CPEJICTB, KOTOPHIE OTBEHAIOT €€ HA3HAYCHHIO, PETHCTPALAOHHOMY
JOChe U crenuUKaiIn

TpeGoBanus Kk GOPMHPOBAHHIO PETHCTPALHOHHOIO J0ChE Ha KOMILIEKT JOKYMEHTOB
coziepXaInuit BCro HHGOPMAIHIO O JICKAPCTBEHHOM CPEJICTBE

MeTtoap 06pabOTKH HayHIHO-TEXHIYECKOH HHpOopMaiy

Metonel paGoTEl ¢ MPOrpaMMHBEIM obecHedeHHeM J1abopaTOPHBIX HPHOOPOB Mt
ompejieNneHuss TOKazaTelaedfl KadecTBa HAaHOCTPYKTYPHPOBAaHHEIX JIEKapPCTBEHHBIX
CpPElCTB

IIpMHIMIOBI ~ COCTABICHHSA  OTYETHOH  JOKyMEHTAllMH: aKTOB, [POTOKOJIOB
HCCIIEIOBAHMI, QaHATITHYECKUX OTYETOB

TexHHUeCKHI aHTIMICKAUI A3BIK B 001aCTH pa3pabOTKH JIEKAPCTBEHHBIX CPENCTB

TpeGoBaHUs CAHUTAPHOTO pEXHMa, OXpaHBl TpyAa, INOXKAapHOH 6e30MacHOCTH,
OXpaHEBl OKPY>KalomeH cpepl

Hpyrue

XapaKTEPUCTUKHU

3.3. O6o0mennas TpyaoBas GyHKIHA

Vnpagienue pa3paboTkoi
PpELenTyphI

Haumenopanve | HAHOCTPYKTYPHPOBaHHBIX Koz
JIEKapCTBEHHBIX CPELCTB U
BBITYCKOM OIIBITHOM MAapTHH 110 HEH

VYposeHb
C KBauUKALAN 6
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IIpoucxoxaenne

it
060611le}‘l'H0 OpHruHan X 3auMCcTBOBAHO U3
TpYaoBOM OpHUruHaia
dyHKIMH

Kon opurunana PerucrpauroHHblit HoMep
npo¢ecCHOHANTBHOTO
CTaHIapTa

BosMmoxkHBIE XHMHK-HCCJICZ[OB&TGJIB
HAUMECHOBaHHS I/IH)KCHCp-TCXHOJIOF IIPOU3BOACTBCHHOI'O Y4aCTKa
JOIDKHOCTEH,
npodeccuit

TpeboBanus k
00pa3oBaHUIO U
00y4eHHIO

Bricuiee obpa3oBanue — 6akaiaBpuaT

TpeboBanus k
OTIBITY
[IPaKTUYECKOH
paboTsI

He Menee Tpex yieT paboTsI B 001acTH pa3paboTKH papMalieBTHYECKUX COCTaBOB

Oco0Orle yciioBust
Jorycka K pabote

ITpoxoxmeHne 00sA3aTeNILHBIX IpeBapUTeIbHBIX (IPH IIOCTYILUIEHHH Ha paboTy) H
HEPHOJUYECKAX MEAUIIMHCKHX OCMOTPOB (06cieioBanmil), a TAKKE BHEOUYEPEIHBIX
MEJUIMHCKUX 0CMOTpoB (00cnenoBanuil) B HOPSIKE, yCTAHOBIECHHOM
3aKOHOAATEILCTBOM Poccuiickoit ®enepaiuu

TpoxoxaeHre MHCTPYKTaXa [0 OXpaHe TPy/ia ¥ TEXHHKE 6e30IaCHOCTH

Hpyrue

XapaKTCPUCTHKH

JlononuuteapHOe npodeccuoHaNbHOE 00pa3oBaHHE — IPOrPaMMBI IIOBHIICHHS
KBaTN(HKAIMH, TIPOrpaMMBI TPOdecCHOHATBHON EPENOATOTOBKH II0 IIPOGHUITIO
JIEATCIBHOCTH

HOHOJIHI/ITCJ'ILHBIC XapaKTCPUCTUKHU:

HaumeHOBaHUE Ko Haumenopanue 6a30BO# rpyMIIEL, JOJDKHOCTH (IpodeccHu) Hiln
JIOKYMEHTa CHEeNUAIBHOCTH
OK3 2145 W HXeHepbl-XMMHKH
EKC — WmxeHep-TeXHOJI0T (TEXHOIIOT)
— WmxeHep 110 Ka4eCTBY
OKIIATP 22860 WNmxeHnep-XxuMHK
25850 IIpoBu3op
27142 TexHonor
27392 XUMHK
OKCO 1.04.03.02 | Xumwus, pu3HKa 1 MEXaHHKA MATEPUAIIOB
2.18.03.01 | XuMu4ecKas TEXHOJIOTHS
2.28.03.03 Hanomartepuansl

3.3.1. TpyaoBas ¢pyHKnust

HaunmeHnoBaHue

CocTtaBjicHHE TEXHUYECKOTO 3aJaHHs
Ha 3aKyIKY, IPOEKTHPOBaHHUE U

HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

' YpoBeHb
H3roTOBJICHHE KOMINICKTYIOIIUX U
t Kon C/01.6 (10ypOBEHB) 6
OCHACTKH UL IIPOM3BOICTBA HOBBIX KBaJ'lI/I(bI/lKaHPIPl




IIpoucxoxneHue
TpyzoBoli PyHKIUH
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Opurunan X 3auMCTBOBAHO U3 OpUTHHANA

Kop opurunana  PeructpaunoHHBIH HOMED
npodecCHOHANEHOTO
cTaHAapTa

Tpynosbie
JercTBUsA

W3yuyenue u obobmeHne JOKyMEHTAIUH I pa3pabOTKH TEXHHYECKOTrO 3aJaHHs Ha
HOJIy9eHHe HAHOCTPYKTYPHUPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB

CocraBeHHe MEPEYHs TEXHAYECKUX TpeOOBaHMM, NpPeabIBIIEMBIX K OCHACTKE JUIS
HOJIY9eHHS HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB

CocraBnenue IEPEYHA OCHOBHBIX TEXHOJIOTHYCCKHUX IIapaMETPOB, ONIPCACILAIOMINX
LEJICBOC HCIIOJIb30BAHHUC 41 IIPpUMEHEHHUE OCHACTKH A MMOJTYUCHHS
HAHOCTPYKTYPHUPOBAHHLIX JIEKAPCTBCHHLIX CPCACTB

CoctaBieHue mepedHss TpeOOBaHWM K HAJEXKHOCTH, YPOBHIO YHH(UKaLUH W
CTaHgapTH3alMK, 6€30MaCHOCTH OCHACTKHU IS HOJNy4eHHs HAHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEJICTB

PaspaGoTka u odopMileHHE YCIOBHH 3KCIUIyaTalldH, TpeOOBaHHS K TEXHHYECKOMY
00CIy)XMBAaHMIO M PEMOHTY OCHACTKH [UIl IONy4eHHs HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

CocraBieHue NEPEHYHA TONOJTHATCIIBHBIX Tpe60BaHHﬁ, 3KOHOMHMYECKHX ITOKa3aTeleit
OCHACTKH JJIA MOJYYCHHSI HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBCHHBIX CPECACTB

O(l)OpMJICHI/Ie TEXHHYECKOI'0 3aJaHUus Ha H3rOTOBJICHHE OCHACTKH JJIA IIOJYYCHHA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPENCTB U €0 COIIaCOBAHHUC

Heob6xomuMseie
yMeHHS

Pabotats ¢ 9CKH3aMH, CXCMaMH, TaGJ'II/II.IaMI/I, TEXHOJOTHYCCKNMH HWHCTPYKIUAMH,
KaptaMBi HpoHecca, HCOﬁXOI[I/IMBIMH U IIpOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPENCTB

OuennBarth TEXHUIECKHE TpeGoBaHUsA K POU3BOACTBY HOBBIX
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PaboTath ¢ TEXHHYECKOM IUTEpaTypoil Ha aHTTIMMCKOM SI3BIKE

06006mars TEXHAYECKHE CBEIEHUS ¥ OGOPMILATH IIPOEKT TEXHUYECKOro 3a/laHus Ha
IIPOU3BOJICTBO HOBBIX HAHOCTPYKTYPHPOBAHHBIX IEKAPCTBECHHBIX CPEICTB

Heobxoaumele
3HAHUS

OTpaCJIeBbIC CTaHAAPTHI, TCXHUYICCKHUE YCIOBUA H HOPMaTHBBI Ha COCTaBbl, MECTOMIBI
IIOJIYUYCHH H CBOMCTBA HAaHOCTPYKTYPHPOBAHHEIX JIEKAaPCTBCHHBIX CPE/ICTB

TpeboBanus O6IIErOCyIaPCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB 110 (hapMOKONEeH
K HCXOOHBIM aKTUBHEIM (papMaleBTH9eCKUM CyOCTaHILMAM H BCIIOMOTraTeJIbHBIM
BEIIECTBaM

OCHOBHEBIE TIOJIOXKEHHMS MEXIYHAPOJHBIX M HAIMOHANBHHIX CTAHAAPTOB KayecTBa
JIEKAPCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ HA3HAYEHHUIO, PETUCTPALHOHHOMY
IOChe M Crel(UKaAIIH

TexHomorusa, MeTOOB U 06opy;1013aHHe IPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEJICTB

dapmakoneiiHbie ¥ TEXHONOTHYECKHE TpeOOBaHMSA K CBIPBIO, IOJIYNPOIAYKTaM H
TOTOBELIM HAHOCTPYKTYPHPOBAaHHBIM JIEKAPCTBEHHHIM CPEACTBAM

CTaHIIapTBI, IIOJIOKCHUA, MHCTPYKIIUH 110 TEXHOJIOTHIECKOH NOATOTOBKE
IIPOHU3BOJICTBA U OQ)OpMJIeHI/IIO TEXHAYCCKOMH JOKYMCHTAIlMM K HaJAEXHOCTH, YPOBHIO
yHI/I(i)I/IKaI.II/II/I H CTaHJapTHU3aluu, 0e30IIaCHOCTH OCHACTKU  JJId IIOJIYYU€HHS
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPCIICTB

Texaudeckuil aHMIHMCKUI 36K B 00/1aCTH pa3pabOTKH JICKAPCTBEHHBIX CPEACTB

Tpe6oBaHHA CAHUTAPHOTO pEXHMMa, OXPaHHl TpyAa, MOXAPHOH O6e30MaCHOCTH,
OXpaHBI OKPYKAIOIIEH Cpesibl

HApyrne

XapaKTEPUCTHKH
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3.3.2. TpynoBas pynknus

HaumeHnopaHue

KoHTpoJib (hapMarieBTHIECKOH

HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

pa3paboTKH 1 BEIOOD penenTyphl VpoBeHs
TOTOBOI JIekapcTBEHHOH (popMBI Kox | C/02.6 (nonypoBeHs) 6
KBaJIH(UKALUH

TIpoucxoxaenue
TpyaOBO# GYHKLUHMI

3aMCTBOBAHO U3

Opurunan X
P opHruHana

Kon opurunana  PerucrpauuoHHbIi HOMED
npodeccHOHATBHOTO

cTanjgapTta

TpynoBeie
JIEACTBHSA

KOHTpOJII: ONPCACIICHUA (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX H TEXHOJIOTMYCCKHUX XapaKTCPUCTHK
HNOJTYUCHHBIX C}’6CTaHI.II/II71 H BCIIOMOTraTCJIBHEIX BENICCTB

KOHTpOIb HM3rOTOBNEHHMsS MOIENBHBIX CcMeced CyOCTaHIMi ¥ pa3idYHBIX
BCIIOMOTATENbHBIX BELIECTB

Konrposns ompeneneHus (QU3MKO-XMMHYECKHX M TEXHOJIOTMYSCKUX XapaKTEPHCTHK
MOJEIIBHEIX cMecel

KOHTPOJIb H3TOTOBNEHHS 1abOpaTOPHEIX 06pPa3NOB OTOBOH JIEKAPCTBEHHOM (OPMEI
Ha OCHOBE BEIOPaHHBIX MOJEJIBHBIX CMECEH

KonTpoms ompeneneHus (HH3MKO-XUMHYECKMX M TEXHOJIOTMYECKHAX XapaKTePHUCTHK
1ab0paTOPHBIX 06Pa3LOB TOTOBOH JIEKAPCTBEHHOH (POPMEI

IIpoBepka CpPOKOB TOAHOCTH JabOpaTOpPHBIX OOpasoOB TOTOBOM JIeKapCTBEHHOH
(bopMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPE/ICTB

KOHTpOJ'IL NpeIMETHO-KOJIMYCCTBEHHOIO Yy4ucTa HApKOTHYCCKHX, NCUXOTPOITHBIX
BEIICCTB H HX MPEKYPCOPOB

Heob6xonuMele
YMEHHS

AHaIM3MpOBATh CBOWCTBA CHIPbS, HPOMEXYTOYHEIX IIPOAYKTOB M TOTOBOM
NEKapCTBEHHOW (OPMBI HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB IO
METOAMKAM HOJIYYeHUS CyOCTaHIMH ¥ BCIIOMOTaTENIbHBIX BEIIECTB

TOTOBBIX
Pa3IHIHBIX

Konrtponuposats M3TOTOBJICHHE IPOMEXYTOYHBIX "
HAaHOCTPYKTYPUPOBAHHBIX ~ MPOAYKTOB M3  CyOCTaHUHM |
BCIIOMOTATeJIbHBIX BEIIECTB

HpOBOL[I/ITB HpeIIMeTHO-KOJ'II/I‘ICCTBCHHI)Iﬁ y4eT HApKOTHYCCKUX, ICHXOTPOMHBIX
BCIHICCTB U X NIPEKYPCOPOB

KOHTpONMpOBATh IIPABUIBHOCT JKCILIyaTallHH 1ab0opaTOpHOrO 00OpYHROBaHHS I
TOJIyYeHHs] M KOHTPOJIS KadecTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxoaumeie
3HAHHUS

OTpaCJIeBBIe CTaHJAPTHI, TEXHUICCKHUE YCJIOBUSA U HOPMATHBBI HA COCTaBbl H MCTO/JBI
TOJIYYCHHA HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHEIX CPCJICTB

Tpe60BaHpm O6I].IC1"OC}’IlapCTBCHHBIX 3aKOHOJATEIBHBIX JOKYMCHTOB II0 (bapMoxonen
K HMCXOOHBIM AaKTHBHBIM (bapMaI.IeBTI/I‘ICCKI/IM CY6CTaHIII/ISIM U BCIIOMOTraTC¢IbHBEIM
BCUICCTBaAM

OCHOBHBIE TIONIOXKEHHMS MEXIYHAPOAHBIX M HAIMOHAIBHHIX CTAaHJAPTOB KadecTBa
JNIEKapCTBEHHBIX CPEJICTB, KOTOPHIE OTBEYAIOT €€ HA3HAYCHHIO, PErHCTPAalMOHHOMY
JOChE U CrielH(UKaIyy

q)apMaKOHeﬁHBIe A TEXHOJIOTHYECKHUE Tpe60BaHI/I$I K CBIPBIO, MOJNYNIPpOAYKTaM H
TOTOBBIM HAHOCTPYKTYpHPOBAHHBIM JICKapPCTBCHHBIM cpeacTBaM

Texuonorus IIPOA3BOJACTBA HaHOCTPYKTYPHPOBAHHEIX JICKapCTBCHHBIX CpEaCTB

O6opynoBaHue nabopaTtopuu pa3paboTku U KOHTpOJS KayecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB M HPABHIIA €TO SKCILTyaTAlUH
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Metoasl aHamu3a (apMameBTHUECKMX CyOCTaHIMH, BCIOMOTaTENIbHBIX BEIIECTB,
HOJYIPOAYKTOB M TOTOBBIX JIEKAPCTBEHHHIX (opM

CrangapTel, MOJOXEHWS, HWHCTPYKHWH 10 TEXHOJIOTHYECKOH  IMOATOTOBKE
IPOU3BOICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Opranu3anust 71abopaTOpHOTO KOHTPOJIS IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKQpCTBEHHBIX CPE/ICTB

IpaBuna XpaHeHHs ¥ ydYeTa HApKOTHYECKHX, ICHXOTPOIHBIX BEIIECTB M HX
TIPEKYpCOPOB

Texuudeckuii aHTIMHACKAMIA I3BIK B 00/1aCTH pa3pabOTKH JIEKapCTBEHHBIX CPEICTB

TpeGoBaHust CaHHTApHOTO pEXHMa, OXpaHBl TpyAa, MOXapHOH ©6e301acHOCTH,
OXpaHBI OKPY>KaloILEeH cpenbl

Hpyrue

XapaKTePUCTHKH

3.3.3. TpynoBas ¢pyHKuus

VYipagsieHue Ipon3BOACTBOM
ONBITHO-TIPOMBIIITIEHHON CEpHH
H T'OTOBOM JIEKApCTBEHHOI GopMEI Ha Yposeik
aHMEHOBaHME o Koxn C/03.6 (momypoBeHs) 6
OCHOBE BHIOpaHHOI penenTypsl R SH——
HaHOCTPYKTYPHUPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB
Momocomente | opwan X | Saersonto
| Kopn opurunana PervctpaunoHHbIH HOMEP
npogecCHOHANBHOTO
cTaHAapTa
Tpynoseie KOHTpoIb TOATOTOBKH CyOCTaHIMM H BCIIOMOTaTENBHBIX KOMIOHEHTOB JJIA
JEUCTBUS MOJIy4YECHUS ONBITHOR apTUH roTOBOH JIEKapCTBEHHOU dhopMBI
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPE/ICTB
KoHTpoJIb MOATOTOBKH OMBITHOrO O0OPYAOBaHHUS I NOMYYEHHS ONBITHOM MapTUH
TOTOBOM JIEKapCTBEHHOH GopMBI
KoHTponp 3arpy3ku cyOCTaHIMii H BCIIOMOTaTENbHBIX KOMIIOHEHTOB B OIBITHOE
o6opyJoBanKe A MOJMYy4eHHs ONBITHOM NapTHH TOTOBOH JIEKAPCTBEHHOH (HOPMBI
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHHIX CPEACTB
KOHTpOIL  OCYIIECTBIEHHS! TEXHOJNOTHYECKOTO IIPOLECCa IONYyYEHHS OMBITHOM
HAPTHHM TOTOBOM JIEKapCTBEHHOH (OPMBI HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEJICTB U ee HapabOTKHU
KOHTponme pasrpy3kd ONBITHOTO OOOpYNOBaHMS ONBITHOM MAapTMM TOTOBOMH
JIEKApCTBEHHOI OpMBI HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB
KOHTpONs mpeIMeTHO-KOJIMYECTBEHHOIO yYeTa HApKOTHYECKHX, ICHXOTPOIHBIX
BEUIECCTB M HX NPEKYPCOPOB
Heobxonumeie KOHTpo/IMpoBaTh Ka4ecTBO CHIPbS JI IOJMYYEHHS HAHOCTPYKTYPHPOBAHHBIX
YMEHH JIEKApPCTBEHHBIX CPE/ICTB

BeibupaTh  OCHOBHBIE ~ €JUHHIBI  TEXHOJNOTHMYECKoro  o0OpynoBaHWs — Ha
NpOM3BOJACTBEHHOM Y4YacTKE C OIpEeJETCHHEM TEXHOIOTHYECKOH CXEMBl I
MOJIyYeHHs ONBITHOM [IapTHUH TOTOBOM JIEKapCTBEHHOMN ¢dhopMEI
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB

OnpezensTh KPUTHIECKHE NTAPAMETPEI TEXHOJIOTHIECKOro Mpolecca U J0MyCTUMEIE
MHTEPBallbl KX BapuabeIbHOCTH JUIl KOPPEKTHPOBKH MapaMeTPOB TEXHOJIOTHIECKOro
mpoliecca  IIONYYeHHs ONBITHOM NAPTHH TOTOBOM  JIeKapCTBEHHOH (opMer
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HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB
Onpenensits HeoOX0qUMBIE HaOaBKM CyOCTaHIMH M BCIIOMOTATENIbHBIX BELIECTB, a
TAK)Ke TEXHOJIOTHYECKHE NIOTEPH
CoCTaBIATh MaTEPHANBHBIN OaaHC MPOU3BOACTBA TOTOBOI JIEKAPCTBEHHOH (hOPMBI
KOHTpoMpoBaTh MpPaBWIBHYIO SKCIUTyaTallMi0 ONBITHOTO 00OpyHOBaHMS AJId
HOJTydeHHst HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Kontpomuposats TEXHOJIOTHIECKHE mapaMeTpsl IIPOM3BOJICTBA
HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB
TIpoBOAUTE TNPEAMETHO-KOMMYECTBEHHBIH YUeT HApKOTHYECKUX, ICHXOTPOIHBIX
BEHICCTB M UX NPEKYPCOPOB
HeobxoaumMeie OtpaciieBble CTaHAAPTHl, TEXHAUECKHE YCIIOBASA H HOPMATHBEI HAa COCTABEl M METO/BI
3HAHUS HOJTy4eHHs HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Tpe6oBanus 06IIEroCyJaPCTBEHHBIX 3aKOHOAATENbHBIX JOKYMEHTOB IO (papMOKOIIEH
K HMCXOQHBEIM AaKTHBHEIM (hapMalleBTHIECKMM CYOCTaHIMSIM H BCIOMOTraTelIbHBIM
BEIIECTBaM
OCHOBHBIE IOJIOKEHHS MEXKIYHAPOAHHIX W HANMOHAIBHBEIX CTaHAApPTOB KadecTBa
NIeKapCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYECHHIO, PETHCTPAIMOHHOMY
JIOChE U cIienu(UKayy
dapmakoneiiHpie W TeXHONOTMYeCKHe TpeOOBaHUS K CHIPBIO, IONYNPOAYKTaM H
TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM
TexHonorus, MeTOAE ¥ 000PyIOBaHHE JJISI IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEJICTB, MpaBHIa OKCIUIyaTallM¥, IIOBEPKH H KBaIM(pUKaIUHU
obopyznoBanus
Meroapl aHamusa (apMaleBTHYSCKUX CyOCTaHIM, BCIOMOTAaTENLHEIX BEIICCTB,
TIOJyIIPOZYKTOB B TOTOBEIX JIEKAPCTBEHHEIX (hopM
CraHjgapTel, T[OJOXEHWs, HHCTPYKIHH IO TEXHOJIOTHYECKOM  MOATOTOBKE
IPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
Opranusaips J1abOpaTOPHOrO KOHTPOJS IPOM3BOJACTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHBIX CPE/ICTB
TexHudecKuil aHTIMICKHI S3bIK B 00J1aCTH pa3pabOTKH JIEKapCTBEHHBIX CPEICTB
[lpaBuia XpaHeHHMs W YydYeTa HApPKOTHMYECKHX, INCHXOTPONHBIX BEIIECTB H HX
IPEKYpCOpPOB
TpeGoBaHmA CaHMTApPHOrO pEXHMa, OXpaHBl TpyAa, NOXapHOH O6e30macHOCTH,
OXPpaHbl OKpY’Katome cpebl
Hpyrue -
XapaKTEPUCTHKH
3.3.4. Tpynaosasn pyHKuHdA
KOHTpONs aHATUTHYECKUX H
TE€XHOJIOTHYCCKUX UCIIBITAHUH
ONBITHOH MapTHU FOTOBOH YpoBeHs
HaumenoBanue | JIEKapCTBEHHO# (POPMEI Ha OCHOBE Kox | C/04.6 | (momyposeHn) 6
BHIOpaHHOM peLenTyphI KBaupuxanuu
HaHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB
?p@‘;ﬁiﬁ%ﬁ;ﬁﬁ;ﬂn Opurnnan X | 3aMMCTBOBaHO H3 OpHMIHHAlA

PeructpauioHHEI HOMED
npodeccHoHabHOTO
cTaHJapTa

Kon opurunana
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Tpynosrie
JeHCTBUSA

KoHTpois mpoBeAeHHsS TEXHOJOTMYSCKMX HCHBITAHHEM ONBITHBIX  06pasioB
HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB C IENBIO OLIEHKH COOTBETCTBUS
3aJIaHHBIM B TEXHHYECKOM 3a1aHUN TpeOOBaHHIM

KoHTponp m3ydeHust cTaOMIBHOCTH ONBITHBIX OOpa3llOB HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHLIX CPEICTB IO pe3yJIbTaTaM JIOJITOCPOYHBIX U YCKOPEHHBIX HCIIBITAHAH

OrneHKa MPHYMH BO3MOXHOTO 00pa3oBaHus OpakOBaHHBIX HAaHOCTPYKTYpPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB U IPeJUIOKEHHE CIIOCOO0B UX YCTpaHEHHS

OdopmieHHe MPOTOKOJIOB HCIBITAHUH ONBITHBIX OOpa3sloB Ha OCHOBE BHIOpaHHOM
pelLenTypsl HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

OdopmiieHne 3aKkIIOYeHUS © TEXHUYECKOH BO3MOXHOCTH ITPOMBIIIICHHOTO
IPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB HAa OCHOBE
BEIOpaHHO# pelenTypsl

Heo6xoauMeie
yMEHHS

ITpoBOAMTE aHAMATHYECKAN KOHTPOIb HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX
CPEICTB MO pa3pabOTaHHBIM METOAMKAM aHaIN3a

AHaJII/I3I/IpOBaTB TCXHOJIOTHYCCKUC CBOMCTBa HaHOCTPYKTYPHUPOBAHHBIX
JICKApCTBEHHBIX CpPECACTB Ha OCHOBE JNAHHBIX, IIOJYYCHHBIX IIpH p33p360TKC
ONITHMAJIBHOIO COCTaBa U TCXHOJIOTHHU

IIpoBOOUT,  YCKOpEHHBIE  HCHBITaHHS  OOpasmoB  HAHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHBIX CPEICTB C HCIIOIH30BaHUEM JIAOOPATOPHOTO 000PYI0BaHHMS

CI/ICTeMaTI/BPIpOBaTB H aHalIu3upOBaTh PEIYNBTATHI HCIIBITAHHH
HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPECIICTB

OdopMIsATh TEXHHYECKYI0 JOKYMEHTALHIO, BKIIOYAIOMYIO IIPOEKT ONBITHO-
NPOMBIIUIEHHOTO perjiaMeHTa H oT4eT o (apMaleBTHUECKOH paspaboTke
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Heo6x01MEBIE
3HAHUS

OrtpaciieBble CTAHAAPTHI, TEXHUYESCKHUE YCIIOBUS M HOPMATHBHI Ha COCTAaBbI, METOJEI
HOJIy4YEeHHs ¥ CBOHCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPENCTB

Tpe6oBanus 06IIEroCyJapCTBEHHBIX 3aKOHOAATENbHEIX JOKYMEHTOB 10 (h)apMOKONEH
K HCXOJHBIM AaKTHUBHEIM (hapMaleBTHYECKUM CYOCTaHIMSM H BCIOMOIATEIBHBIM
BEIECTBAM

(I)apMaKOHCﬁHBIe H TCXHOJIOTHYCCKHNE TpeGOBaHI/ISI K CBIPBIO, IIOJYONPOAYKTaM H
TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPEICTBAM

TexHomnorust IIPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCIACTB

Hpamzma IKCILTyaTalumu J1a60paTopHoro )51 OINIBITHO-TIPOMBIIIJICHHOTO
TEXHOJIOTHYECCKOI'O o60pyn013aHI/m N1 NpPOM3BOACTBA M KOHTPOJ KadeCTBa
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEACTB

Texuudeckuil aHrTMHACKAUI 361K B 00JIACTH pa3pabOTKH JIEKaPCTBEHHBIX CPEACTB

Tpe6oBaHHs CaHHTAPHOTO PEXHMA, OXpaHBl TPyAa, IOXapHOH Ge€30MacHOCTH,
OXpaHbl OKpY)KaIOLIEeH Cpebl

Hpyrue

XapaKTEPUCTHKH

3.3.5. TpyaoBas pyHKUHA

HaunMeHoBanue

KOHTpOJIB TOJATOTOBKU
JOKYMEHTAIlUH [0 HapaboTKe
ONBITHO-IIPOMBILIUICHHOM CEpHH
rOTOBO# JIeKapCTBEHHOM (popMBbI S S
HAHOCTPYKTYPHUPOBAaHHEBIX
JICKQpPCTBEHHbIX CPEACTB

VYpoBeHb
Kon C/05.6 | (nmomypoBeHs) 6




ITpoucxoxxaeHue
TPYAOBO# GyHKIMH
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Opurunan X

3aMMCTBOBaAHO U3
OopHMruHana

Kon opurunana PeructpaunoHHbli HOMep
npodecCHOHANBLHOTO
CTaHzapTa

Tpynossle
JieficTBHA

O6o0menne TpeOOBaHHWIIT K Ka4eCTBY TOTOBOM  JIEKQpCTBEHHOH  (OpPMBI
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

PaspaboTka U odopmiieHHE OTYETa IO HapabOTKE OMBITHO-TIPOMBIINUICHHOH CEpUH
TOTOBO# JIeKapCTBEHHON GOPMBI HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

PaspaboTka wmHCTpyKIMiA 1o pabore ¢ OOOpyZOBaHMEM JJIs IONYyYEHHsS TOTOBOM
JIeKapCTBEHHOH (QOPMBI HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB H
IPOBEJICHUS €€ UCIIBITAHUM

OdopmieHne TEXHOJIOTHIECKOH CXEMBI ITOJyYeHHs TOTOBOM JIEKapCTBEHHOH (OpMEI
HAHOCTPYKTYPHPOBAHHEBIX JICKAPCTBEHHBIX CPEACTB

Pa3paboTka U opopMIIcHHE TaOOPaTOPHBIX U OIBITHO-IIPOMBIIIIEHHBIX PErTIaMEHTOB
HOJMy4YeHHs  TOTOBOM  JIEKAPCTBEHHOM  (QOpMBI  HAHOCTPYKTYpPHPOBAHHBIX
JIEKapCTBEHHEIX CPEACTB

PaspaGotka u odopmileHHEe WHCTPYKIMHi U TIPOTOKOJIOB HCIIBITAHMH TOTOBOH
JIEKapCTBEHHOM (YOPMBI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PaspaGotka u odopMIIeHHE MaKeTOB JOChe Ha CEPHIO IPH IIPOM3BOJCTBE TOTOBOH
eKapcTBeHHON (JOpMBI HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxonumeie
YMEHUS

OdopMIIATE TPOTOKOJIBL, HHCTPYKIMH 10 paboTe ¢ 000pyAOBaHHEM ULl IOTYyYEHHS
TOTOBOI JIEKAPCTBEHHOU (hOPMBI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

Pa3pa6aTI>IBaTI) TCXHOJIOTHYCCKYID CXEMY IIOJIYUYCHHA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPCACTB B COOTBCTCTBHH C I'OCYAAapCTBCHHBIMH CTaHAApPTaMH H
HpaBHJIAMH

Pa3pa6aTLIBaTI> IIPOEKT na6opaTopHoro H ONBITHO-MPOMEBEINIJICHHOT'O PETJIaME€HTa
IOJIy4CHHSI HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPEACTB B COOTBETCTBHH C
roCyJapCTBCHHBIMHU CTaHJapTaAMH U IIPABUJIAMH

Pa6GoTtatk ¢ mpOrpaMMHBIM ofecrieueHHeM VISl MHXKCHEPHBIX PacdeToOB M CO3JaHMs
TEXHOJIOTHYECKHX CX€M IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX
CpeACTB

PaboTaTh ¢ TEXHHYECKOH JINTEpaTypor Ha aHTIIMICKOM SI3BIKE

HeobxonuMee
3HAHUA

OTpaCJ'IeBHC CTaHAAPTHI, TCXHUYCCKUE YCIIOBHUA H HOPMATUBEI Ha COCTABLI H CBOICTBA
HAHOCTPYKTYPHUPOBAHHELIX JICKAPCTBCHHLIX CPCIACTB

TpeGOBaHI/ISI O6H.leI‘OCYZIapCTBCHHHX 3aKOHOJATCIIBHBIX JOKYMCHTOB II0 q)apMOKOl'ICI/I
K HCXOOHBIM AKTHBHBIM q)apMaJ.leBTI/I'-ICCKI/IM CY6CTaHIIHSIM H BCIIOMOTI'aTCJIbBHBIM
BCHICCTBaM

OCHOBHBIE ITOJIOXKECHHS MCXKIYHApPOIHBIX W HAUHOHAJIBHBIX CTAHJAPTOB Ka4de€CTBa
JIEKapCTBECHHBIX CPCIACTB, KOTOPBIC OTBEYAIOT €€ Ha3HAUCHHIO, PETHCTPAIlHOHHOMY
JAOCBE H CHCIII/I(l)I/IKaIII/II/I

dapmaxoneiHble W TEXHOJIOTHYECKHE TPeOOBaHMS K CHIPBIO, MONYIMPOAYKTAM H
TOTOBBLIM JIEKAPCTBEHHBIM (OpMaM HAHOCTPYKTYPHPOBAHHBIX (hapMaleBTUIECKUX
COCTaBOB

TexHonorus, Meroasl M OOOpPYAOBaHWE NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
(bapMaleBTHIECKHX COCTABOB

HpaBI/IJ'Ia SKCILTyaTalluH, IMMOBCPKU H KBaJII/I(bPIKaI_II/II/I J1a6opaTopHoro, OIIBITHO-
TIIPOMBIIJICHHOT'O H IIPOU3BOJACTBCHHOT'O 060pyI[OBaHI/I$I

CTaHI[apTBI, ITOJIOXKCHHUA, HHCTPYKIIUHA o TEXHOJOTHICCKOHN IIOATOTOBKC
IIPOU3BOACTBA

TexHu4ecKHil aHTIMHACKHUI S3bIK B 00J1aCTH pa3pabOTKH JIEKaPCTBEHHBIX CPEICTB
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Tpe6GoBaHus CAHUTAPHOTO PEXKUMA, OXPAHBI TPY/A, IOXKAPHOH 6€30I1aCHOCTH, OXPAHEI
OKpY)KalolieH cpeasl

Hpyrue

XapaKTECPUCTUKHU

3.4. O600mennan TpyaoBas GpyHKIHS

HanMeHoBaHue

Yupaesnenue 6HONTOrMYECKUMU
HCIBLITAHASMY CBHIPBS M TOTOBOM
JieKapCTBEHHOM opMbI
HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB

Kon

YpoBeHb
D P 6
KBaTMUKaLMH

[TpoucxoxaeHue
06001eHHO#
TpyA0BOi QYHKUMH

OpwuruHan X

3auMCTBOBAHO M3
OpHTHHaNa

Kon opurunana PerucrpaioHHe1it HoMep

npocbeccnonanworo
CTaHaapTa
BosmoxHBIE buonor-uccnenoparens
HaMMCHOBAaHHS Muxpobuonor
TOJDKHOCTEH,
npodeccuii

TpeboBanus K
006pa3oBaHHIO U
00yUEHHIO

Bricmee o6pa3oBanue — 6akaiaBpHaT

TpeGoBanus k
OIIBITY

He menee TPEX JICT paGOTH B 0071aCTH OHOJIOTHYECKUX HUCCIEeIOBaHUN

(bapmaueBanecxnx COCTAaBOB

MIPaKTH4ECKOMN

paboThI

Oco6rle ycnosusa | [IpoxoxieHre 00s3aTeNbHEIX IPEBAPUTENBHBIX (IPH IOCTYILIEHHH Ha paboTy) U

JOIycKa K paboTe | MEPHOAMYECKHX MEIULMHCKHX OCMOTPOB (06cieoBanmii), a TakKe BHEOIEPEHBIX
MEJUIMHCKHX OCMOTPOB (00CIe10BaHNi) B HOPSIKE, yCTAHOBICHHOM
3aKoHOZaTeIbcTBOM Poccuiickoi ®enepanuu
T[IpoxoxIeHHe HHCTPYKTaXa [0 OXpaHe Tpy/ia M TEXHUKE 6e30MacHOCTH

Hpyrue JlonmonuuTebHOE MpodeccHoHaNbHOE 00pa30BaHKE — IPOrPAMMEI OBEIICHUSA

XapaKTEPUCTHKH KBaIH(HKAIUH, TPOrpaMMbl IpodeCCHOHAILHOM HePenoAroTOBKH N0 MPOGRIO

ACATCIIBHOCTH

HOHOJIHI/ITCJILHHC XapaKTCPUCTHUKH:

HanmeHoBanue Ko HaumeHoBaHMe 6a30BOM IPYIIIBL, JODKHOCTH (podeccrn) MK
JOKYMEHTa CHENUATBHOCTH
OK3 2131 Buonoru, 60TaHUKH, 300JI0TH H CIIEIHAIMCTE] POACTBEHHBIX
3aHATUAN

EKC — buonor
— MukpoObuosor

OKIIATP 20321 Buonor
20327 buoxumuk
22516 HmxeHep-MUKpoOHOIOr
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22860 HmxeHep-XxuMHUK

24219 Muxkpobuonor

OKCO

2.18.03.01 XuMudecKas TEXHOIOTHSA

2.19.03.01 buortexHom0rHs

2.28.03.03 ' Hanmomarepuaibl

3.4.1. TpynaoBas pyHKIHA

HaunmeHoBaHue

Bri6op crioco6oB obecrieueHus
MHKpPOOHONOTHYECKON YHCTOTHI
OIBITHON MapTUH IOTOBOM
JleKapCTBEHHOH (OPMBI
HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB

VpoBeHb
Kon D/01.6 | (noayposenn) 6
KBauUKauumn

[IpoucxoxaeHue
TpyaoBo# GyHKUMH

3anMCTBOBAHO U3

OpuruHan X
OpUrHHana

Kop opurunana PeructpaudOHHBIH HOMED
npodecCHOHANLHOrO
cTaHzapTa

Tpynosrie
nefcTBrA

IMogbop mHGOpMalEM O CYNIECTBYIOIMX MeETOJaX M cmocobax obecmedeHus
MHKPOOHOIOTHYECKOM YHCTOTHI pa3pabOTaHHO#H JIEKapCTBEHHON GOpMBI

HccliemoBaHHe  CyIMECTBYIOUIMX ~ METOJOB M cIocoboB  obecmedeHus
MHKPOOHOJIOTHYECKON YMCTOTHI pa3paboTaHHO#H JIeKapCTBEHHOH GopMbI

Brifop MerogoB u cnocoboB obecnedeHus MHKPOOHOJIOTHYECKOH YHCTOTHI
paspaboTaHHOM JIeKapCTBEHHOH (OpPMEI

PaspaGoTka IporpaMMbl MHEKPOGHOJIOTHYECKOTO MOHHMTOPHHIA MPOM3BOACTBEHHOH
cpensl NIpU TPOU3BOACTBE ONBITHBIX NApPTHH TOTOBBIX HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

HeobxoauMele
YMEHHUS

PaGoTaTh ¢ TEXHHYECKOH JMTEpaTypoll O CYIIECTBYIOIIMX METOZlax M crocobax
obecmedeHHs] MHKPOOHONOTHYECKOM YHCTOTHl pa3pabOTaHHOM JieKapCTBEHHOH
¢opMBI Ha PYCCKOM H aHIJIMACKOM sI3bIKax

Pa6orats ¢ 6a3amMu JaHHBIX B 00JIACTH OHOTEXHOJOTMH M HAHOTEXHOJIOTHH

O600maTe W AaHAIM3HPOBaTh HAYYHO-TEXHHYECKyl0 HHGbopMmanmio B 001acTH
OMOTEXHOJIOTHH U HAHOTEXHOJIOTHH

Pa6oTaTh ¢ 060pyIOBaHHEM H MaTepHaJlaMH JJI1 MUKPOOHOJIOTHISCKOTO aHaIH3a

HeoOxomaumeie
3HAHUS

OTpacneBme CTaHIapTHl, TCXHHMYCCKHE YCJIOBHA H HOpPMAaTHBBI Ha CBOMCTBaA
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEACTB B obOnacTn MHKpO6HOJIOFI/I‘IeCKOﬁ
YUCTOTHI

TpeGoBaHus 06MEroCyAaPCTBEHHBIX 3aKOHOMATENBHEIX JOKYMEHTOB 110 (hapMOKOIeH
K HMCXOOHHEIM AaKTUBHEIM (papMaleBTHYSCKUM CYOCTaHIMAM H BCIOMOIaTEIbHBIM
BCIIECTBAM

OcCHOBHBIE TOJOKEHUA MEXAYHApPOAHBIX W HalHOHAJIBHBIX CTaHApPTOB Ka4eCTBa
JIEKapCTBCHHBIX CPEJACTB, KOTOPBIC OTBEYAIOT €€ Ha3HAYCHWIO, PCrUCTPAllHOHHOMY
JOCBE U cneumbmcaunn

Texuudeckue  TpeOOBaHHA K  CHIPbIO,  IIONYNPOXYKTaM  H  TOTOBBIM
HaHOCTPYKTYPHPOBAaHHBIM JIEKAPCTBEHHEIM CPE/ICTBAM

Texmonorns TIIPOU3BOJICTBA HAHOCTPYKTYPHUPOBAHHBIX JICKApCTBCHHEBIX CPEIICTB

Croco6bl ¥ BO3MOXHOCTH MOHCKA HAYYHOU M HAyIHO-TEXHMYECKOH JIMTEpaTyphl IO
3aJaHHOHM TEMATHUKE

Bugsl M YCIOBHS MMKDOOHMOJOTHYECKHX MCIBITAHMH CHIPbs, TPOMEKYTOYHOH
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NPOAYKIMM U TOTOBBIX HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBCHHBIX CPEACTB

[IpaBuna pabGoTel ¢ oOOpyZOBaHMEM M MaTepHalaMd U1  TPOBEICHHS]
MHKPOOHMOJIOTHYECKHX HCIILITAHHH

TexHuueckuii aHIIHICKU S3HIK B 001aCTH pa3pabOTKH JIEKapCTBEHHBIX CPEACTB

Tpe6oBaHHsS CAaHHUTApHOrO DPEKHMA, OXpaHHl TpyJa, MOXapHOH Ge30macHOCTH,
OXpaHbl OKPYKaromei cpesibl

Hpyrue

XapaKTEPUCTHKH

3.4.2. TpynoBas pyHKIHH

HaumeHoBaHue

Br16op MeTOAMK M KOHTPOJIb
pOBeICHHUS 1a00paTOPHEIX
MHKPOOHOJIOrIYECKUX HCIIBITAHHM
HOTYIPOAYKTOB M ONBITHOM ITAPTHH
HaHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHBIX CPENICTB

_ YposeHs
Kon D/02.6 (momypoBeHs) 6
KBanMuKauuu

IIpoucxoxaeHue
TpyAOBO# (PYHKLMHU

3anMMCTBOBaHO U3
OpHUruHana

 Opurunan X

Kon opurunana PerucTpaniioHHbIi HOMED
npodeccHOHAIBHOTO
cTaHgapTa

Tpynossie
JeHcTBUA

Konrpons ot6opa mpo0 JUis HPOBENECHHS MHKPOOGHONOTHYECKHX HCCIIe0BaHHM
BXOJIHOTO CHIPBS, MATEPHAJIOB, TIONYTIPOAYKTOB H ONBITHLIX 00pa3ioB

KoHTpons HcclenoBaHus MONYNPOAYKTOB M ONBITHRIX 00pasuoB B COOTBETCTBHM C
TpeGOBaHMAMH O  MHKPOOHMONOIHYECKOH  YHCTOTE, HPENBABIAEMBIMH K
HAHOCTPYKTYPUPOBAHHBIM JICKAPCTBEHHEIM CPEACTBAM

OLueHKa HCTIONb3YEMBIX B HCC/IEIOBAHHE METONHK MHKPOOHOIOTHIECKMX HCIIBITAHUH
NOJYIPOAYKTOB M OMIBITHOH MNAapTHM HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CpE/CTB

KOHTpom» IpeIMETHO-KOJIMYECTBEHHOTO yYeTa HApKOTHYCCKUX, MCHXOTPOITHBIX
BEIIECTB M UX MPEKYPCOPOB

BHOOp METOAMK M YCJIOBHM IPOBEACHHS MHKPOOMONIOTMYECKAN HCIBITAHHH
IOJYNPOAYKTOB H ONBITHOH IIApTHH HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTB

Heob6xoauMele
yMeHHUS

Pa6oTaTh ¢ TEXHAYECKOM TUTEPATYpOil Ha pyCCKOM M aHTJIMACKOM SI3BIKax

Pa6oTaTh ¢ 060py/JOBaHHEM H MaTepHanamMu JUisi 0T6opa mpob W MX HOCHETYIOMmEro
MHKPOOHOJIOTHYECKOTO aHAIn3a

OneHuBath 5P(EKTMBHOCTh MHKPOOHONOTMYECKHX METOAMK B IPHIIOXKEHHH K
KOHKPETHOMY BHY HAaHOCTPYKTYPHPOBAHHEIX JIEKapPCTBEHHBIX CPEICTB

[IpoBOMUTE TpPEAMETHO-KOIMYECTBEHHBIH yYeT HAPKOTHYECKHX, ICHXOTPOIHBIX
BEIIECTB ¥ HX IPEKYPCOPOB

Heo6xonuMEeie
3HAHUA

OTpacieBsle  CTAHJApTH,  TEXHHYECKHE  YCIOBMS M HOPMAaTHBEL ~ Ha
MHKPOOHOJIOTHIECKHE METO/BI HCCIIeJOBaHHS HaHOCTPYKTYPHAPOBAaHHBIX
JIEKApCTBEHHBIX CPENICTB

TpeGoBanus 06IIETOCY1APCTBEHHBIX 3aKOHOAATEIBHEIX JOKYMEHTOB 110 dapMoxoIrien
K HCXOIHBIM AKTHBHBIM (papMalleBTHYECKHM CyOCTaHIMsSM H BCHOMOTaTelIbHBIM
BEIECTBAM

OcCHOBHEIE MOJNIOXEHHI MEXKIYHAapOAHBIX M HAaOHMOHAJIBHBIX CTaHJapTOB Ka4veCcTBa
JIEKApPCTBEHHBIX CPEACTB, KOTOPHIC OTBE€YAIOT €€ Ha3zHa4YeHHIO, PEruCcTpalOHHOMY
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J0Che U crienubHKaIUU

TexHHUeCcKHUE TpeGOBaHI/ISI K CBEIPLIO, MMOJIynNpoayKTaM u T'OTOBBIM
HAHOCTPYKTYPHUPOBAHHEIM JICKAPCTBECHHBIM CPEACTBAM

TexHonorus IIPOU3BOACTBA HAHOCTPYKTYPUPOBAHHBIX (papMaHeBTI/I‘IeCKI/IX COCTABOB

Buasl u  ycloBHA MHKPOOHONOTHYECKMX HCHBITAHUH CBIPhA, IIPOMEKYTOUHBIX
HPOAYKTOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

IIpaBuna paGoTer ¢ oOOOpyZOBaHHEM M MaTepHaJaMHd U1 I[IPOBEACHHS
MHKPOOHOJIOTMYECKAX MCIBITAHUA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB

[IpaBuia XpaHeHMs M y4eTa HAPKOTHYESCKHX, IICHXOTPONHBIX BEIIECTB M HX
HPEKypPCOpOB

Texnuueckuil aHMTMMCKAIA A3BIK B 00JIaCTH pa3pabOTKK JIEKaPCTBEHHBIX CPEICTB

TpeGoBaHuss CAaHHTApHOrO pEXAMa, OXpaHHl TpyJa, NOXapHOH O€30IaCHOCTH,
OXPpaHBI OKPYXKAIOIIEH CpeIbl

Hpyrue

XapaKTepUCTHKH

3.4.3. Tpynosas pyHknus

KonTposs npoBeeHus

OHOJIOTMYECKUX MCTIBITAHUM Vposens
HaumeHoBaHue | ONBITHOM IIapPTHH Kog | D/03.6 @ (momypoBeHs) 6
HaHOCTPYKTYPHPOBaHHBIX KBaMUKALH

JICKAPCTBCHHEIX CPENCTB

ITpoucxoxaeHue
TpyAOBO# GyHKIUH

OpuruHan X 3auMCTBOBAHO W3 OpUrHHAJA

Kon opuruHana Peructpaionnsiif HoMep
npodeccHoHaNbHOrO
cTaHzapTa

Tpynoseie
el CTBHS

Konrpom, BeiGopa TOKa3aTeneil M HalpaBleHHH OMOJOrHYECKHMX HCCIIeNOBaHHA
OIBITHOM ITAPTHH HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPCACTB

Kontpoms  BeibOpa (peneBaHTHBIX) BHMAOB O KMBOTHBIX JUIA  BBINOJNHEHMS
OMONOTMYECKMX  HMCIBITAHWH  ONBITHOW  NMAPTHH  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

KOHTpOJTB IOArOTOBKH JOKYMCHTAIIUU OJIA IIPOBEACHUS OHOJIOTHYECKHX HCIBITAHUN
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCICTB (onncaHne HUCCJICAOBAHUA,
NPOTOKOJI HCCICAOBAHMS, 3asBKa Ha )KMBOTHBIX B KOMHCCHIO 1o OMO3THKE

KOHTpOJIB BBIIIOJTHEHHA (bapMaKo,unHaanecxoro HCCIIEJOBAHUA
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB H cc q)apMaKOHOFH'{eCKOﬁ
aKTUBHOCTH

Kontpois BBHIIIOJTHEHHS TOKCHKOJIOTMYECKOTO HCCIIeI0BaHUS
HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPENCTB

KOHTpOJ'IB BBITTIOJTHCHUSL pacIiupeHHBIX OHONMOrHYECKUX HCCIICIOBAHUM
MHHOBALIMOHHEIX HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

Iogbop 6GesonmacHol nieueGHOM 0361 HAHOCTPYKTYPMPOBAHHOW JIEKapCTBCHHON
(GOpMEI

Heo0OxoauMeie
yMeHUs

Pa6oTaTh ¢ TEXHHYECKOM JIMTEpaTypoii Ha pyCCKOM M HHOCTPaHHOM SI3bIKaxX

PaGotaTe ¢ OOOpyZOBaHMEM M MaTepHAIaMH sl OHOJIOTHYCCKHX HCIIBITAaHHUH
¢apMalleBTHYECKIX IPOTYKTOB

Bri6upaTh 1a60paTopHBle METOIMKHM M HEoOXOAuMOe JJisi HHX OOOpy/IOBaHME UL
GHOJIOrHYECKOT0 aHaIM3a HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
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IMpoBOAMT, aHAM3 pHIHKA MAaTepHAIOB M J1abopaTopHOro 0oOOpYIOBaHHS I
OHMOJIOTHYECKHUX MCTIBITAHNI HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

ITpoBoguth odopMIICHHE IOKyMEHTAMH IO OHONOTHYECKUM HCCICIOBAaHMSIM B
COOTBETCTBHH C JIOKAIBHOM TEXHUYECKON TOKYMEHTauuei

HeobxonuMele
3HAHUSI

OTpaCJICBHC CTaHOAapTHI, TCXHUYECKHUE YCJIOBHSA X HOPMATHBBI HA COCTaBbl, MCTOJBI
MNOJIYUCHUA H OHoJIoTHUeCKHEe HCIBITAHUs HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CpCACTB

Tpe60BaHI/I$I O6IHCI‘OC)’JIapCTBCHHBIX 3aKOHOAATENBHBIX TOKYMCHTOB 11O (bapMOKOIIeI/I
K HCXOJHBIM AaKTHBHBIM Q)apMaHCBTI/I‘ICCKI/IM C}’6CTaHI.II/ISIM H BCIIOMOTI'aTCJIbBHBIM
BCIICCTBaAM

OCHOBHBIE TOJIOKEHHS MEXIYHAPOIAHBIX H HANHOHANBHBEIX CTaHJApTOB KauyecTBa
JIEKQpCTBEHHBIX CPEJICTB, KOTOpHIE OTBEYAIOT €€ Ha3HAYCHHIO, PETHCTPAHOHHOMY
JIOChe U crieuQuKaIm

Texuuueckue TpeOGOBaHUSA K CHIPHIO, MOMYHNPOLYKTaM H TOTOBBIM JIEKAPCTBEHHBIM
¢dhopMaM HaHOCTPYKTYPHPOBaHHBIX ()apMalleBTHYECKHX COCTABOB

Texnuueckue TpeOoBaHHS K MaTepHaiaM H JabopaTopHBIM npubopam it
OHOJOTHYECKMX MCIBITaHHi HAHOCTPYKTYPHPOBAaHHBIX (hapMaleBTHYECKUX COCTABOB

Mertoasl paboTsl ¢ mpubopaMu U 00OpyAOBaHHEM A OHOIOTHYECKHMX MCIBITAHMI
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Buast ¥ ycioBusS — OHONOTMYECKHX ~ HCHBITAaHHHA  HaHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPE/ICTB

Texmonorus IIPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX (bapMaueBaneCKnx COCTaBOB

[lpaBuna XpaHeHWs W ydeTa HapKOTHYECKMX, ICHXOTPONHBIX BEIIECTB H HX
TPEKYPCOPOB

CTaHI[apTH, IIOJIOKCHU A, HHCTPYKIIUHU JJIA OHOJIOTHYECKOTO aHaJIn3a
HAHOCTPYKTYPHUPOBAHHEIX JIEKADCTBCHHBIX CPCIICTB

TexHudecKui aHITIMECKAUI S3bIK B 00JIaCTH pa3pabOTKH JIEKapCTBEHHEIX CPE/ICTB

Tpe6oBanus CAaHATAPHOTO pEXHMa, OXpaHBl Tpyda, HOXKapHOH 6e30MacHOCTH,
OXPpaHBI OKPYKAIOIIEH Cpeibl

Hpyrue

XapaKTepHCTHKH

3.4.4. Tpynosas pyHKIHA

Odopmnenne pe3yIbTaTOB
HCCIeAOBaHMM M BbI/1a4Ya 3aKIFOYEHHS v
OBCHb

0 MHKPOOHOJIOrHUECKOM Ka4yeCTBE p
HaumeHoBaHNg P . Kon D/04.6 | (nomyposetin) 6

OTIHITHOM NMapTHH KBATHpUKALH

HaHOCTPYKTYPUPOBaHHBIX

JIEKapCTBEHHBIX CPEICTB

€HU 3auMCTBOBaHO M3
Hponcxci)xn ( Opurmsan X
TpyHOBO# GYHKIMH OpuruHana
Kon opurunana PeructpauHOHHLIH HOMED
npo¢deccHOHABHOrO
craHaapTa

Tpynoseie Onucanne TpeboBaHUM K MHKPOOHOJIOTHYECKOH 4HCTOTE IOTOBOH JIEKApCTBEHHOH
JIeiCTBHS (OpMBI HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHEIX CPEJICTB

Pa3pa6oTka ¥ oopmIIeHHE OTYeTa O BBHIOOpE METONOB H CHOCOGOB obecmedeHus
TpeGyeMoii MHKpOOMONOTHYECKOH 9HCTOTHI HOBOH  JIEKAPCTBEHHOH — (OPMBI
HAHOCTPYKTYPUPOBAaHHEIX JICKAPCTBEHHEIX CPEJICTB
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PaspaGotka u odopmicHre oTdeTa 00 OSKCHEPUMEHTATLHOM  HCIBITAaHUM
(dapMakogMHAMUKH, (HapMAKOKMHETHKHM M TOKCHYHOCTH HOBOH JIEKapCTBEHHOH
(OpPMEI HAHOCTPYKTYpPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PazpaboTka u oopMieHre OTIETa O PaCIIHPEHHBIX OHOJIOTMYECKUX UCCIICIOBAHUSAX
HMHHOBAIHOHHBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

Odopmienne 0600marmero oT4eTa O BHIOTHEHHBIX HCCIEAOBAHUAX U IOATOTOBKA
3aKII0YeHHS O kadecTBe, 3(¢dekTHBHOCTH M 0€30IacHOCTH HOBOH JICKapCTBEHHOM
(bopMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

HeobxonnMeie
YMEHHS

PaspabatbiBath  cucreMy TpeOOBaHHHi K  MHKpPOOHONOTHYECKOM  YHMCTOTE
HAaHOCTPYKTYPUPOBAaHHEIX  JICKAPCTBEHHBIX  CPEICTB B COOTBETCTBHH €
rOCYIapCTBEHHBIMHU CTaHAApTaMH U IpaBHIaMH

PaszpaGateiBaTh  cHcTeMy  TpeOoBaHHMBT K  OHONOTMYECKOH  aKTHBHOCTH
HAHOCTPYKTYPHUPOBAaHHBIX  JIEKAPCTBEHHBIX  CPEICTB B COOTBETCTBHH  C
rOCyIapCTBEHHBIMH CTaHAAPTaMH U IpaBHJIAMU

ITpoBoauTh OOpPMIICHHE OTIETOB H HOPMATHBHO-TEXHUYECKOH JOKYMEHTALMH

Heobxomumere
3HAHUS

OTpacneBble CTaHAAPTHI, TEXHUYECKUE YCIOBHS M HOpPMAaTHBHI Ha COCTAaBbl, METOMBI
IOJIyYEHUs, MHKPOOMOJIOTHIECKYI0 UYHCTOTYy H OHMOJOTHYECKYIO aKTHBHOCTbL
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB

Tpe6GoBanus 06IErOCyAaPCTBEHHBIX 3aKOHOAATENbHBIX JOKYMEHTOB 110 ()apMOKOIIEH
K MCXONHBEIM AaKTHBHBIM (papMaleBTHUECKUM CYOCTaHIMSIM M BCIOMOTaTEIbHBIM
BEIIECTBAM

OCHOBHBIC MOJOXECHHS MECXKIYHApPOAHBIX W HAIMOHAJIBHBIX CTAaHJAPTOB Ka4deCTBa
JICKapCTBCHHHIX CPEACTB, KOTOPBIE OTBCHAIOT €€ HA3HAYCHHIO, peFI/ICTpaIII/IOHHOMy
JAOCBEC H CIICIII/I(i)I/IKaI.II/II/I

Texuudyeckue  TpeboBaHMS K  CBIPBIO,  IIONYIPOXYKTaM M TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

TexHonorus IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB

Bugelr ¥ ycioBUd  OHOJNIOTHYECKHX M MHKPOOHOJIOTMYECKHMX — HCIBITAaHUH
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

Meroapl OHOJIOTHYECKOTO M MHKPOOHOJOTHYECKOro aHaiHM3a (apMaleBTHYECKHX
cyOCTaHIMif, BCIOMOTAaTENBHBIX  BEIIECTB, IONYNPOAYKTOB M  T[OTOBBIX
JIEKapCTBEHHBIX GOpM

CTanpapTel, MOJIOXKEHHS, HWHCTPYKIHMH 1O OGOPMIECHHIO JOKYMEHTAlMH IO
TpeOOBaHUIO K CHIPHIO, MONYNPOAYKTaM M TOTOBEIM HAHOCTPYKTYPHPOBaHHEIM
JIEKapCTBEHHBIM CpENICTBAM

MeTonpl UPOBEAEHHS  HAYIHO-HCCIENOBATENBCKAX pabOT W OpraHu3aluu
1a6opaTOPHOTrO KOHTPOJIS IIPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CpEeACTB

TexHudYecKuil aHrIMECKAUI S3bIK B 00JIaCTH pa3pabOTKH J1E€KapCTBEHHBIX CPEICTB

TpeboBaHHs CAHMTAPHOrO pEXHUMa, OXpPaHBl Tpylda, MOXKapHOH Ge30MacHOCTH,
OXpaHbl OKPYXKarOIEH cpeabl

Hpyrue

XapaKTEPHCTHKH

3.5. O6o6mennasi TpyaoBasi QyHKIHA

Opranuzaiyist pa3pabOTKA peLlenTyphI
HOBOT'O HaHOCTPYKTYPHPOBaHHOTO
Haumenosanne | (papMalieBTHYECKOTO COCTaBa H €ro Kon E
JleKapcTBEHHOH (POPMBL B COOTBETCTBUM
C TEXHUYCCKUM 3a[aHHEM

VposeHs 7
KBaTHUKALUH




TIponcxoxaexue
ooobumh g X ameronor
dysxuun
Kon opurunana PeructpatMoHReIi HOMEP
npoeccHoHaNBHOTO
cTaHjapTa
Bo3moxHssie Hauanpauk uccnegoBatenbekoi mabopatopuu
HaVMEHOBaHHS 3aBeayromuii 1abopatopueil uccieroBaHUN U pa3paboToK
JIOJDKHOCTEH, PykoBoIUTENb IIEHTPa HCCACIOBaHUH U pa3paboTok
npodeccuii HauanpHuk 1abopaTopuy HaAy4HBIX HCCIEIOBAHUA

TpeboBanus x
006pa3oBaHHIO H
00Y4EHHIO

Bricmee O6paSOBaHI/IC — MarucrTparypa, CiCcHaJInTCT

TpeboBanms k
OMIBITY
MpaKTHIECKON
paboThl

He Menee natu jiet B ob6yact pa3paboTKu HAHOCTPYKTYpPHPOBAHHEBIX
JIEKapPCTBEHHBIX CPEJICTB

Oco0ble yCIIOBUS
Jormycka K pabote

IIpoxoxaenue obs3aTeNbHBIX MPEABAPUTEHHEIX (IIPH IOCTYIIEHUH HA paboTy) U
NEPHOANYECKAX METUIIMHCKUX OCMOTPOB (00CIeJOBaHMIA), a TaKk)Ke BHEOYEPEAHBIX
MEIUIMHCKUX OCMOTPOB (06cieIoBaHMi) B TOPSAAKE, YCTAHOBIEHHOM
3aKOHOAATeNbCTBOM Poccuiickoit Meneparm

ITpoxoxaeHre HHCTPYKTaXa O OXpaHe TPy/a U TEXHHKE 6€30I1aCHOCTH

Hpyrue JlononHuTENBHOE TpodeccHoHaTbHOE 00pa3oBaHUe — IPOrPAMMBI IIOBBIIICHHUS
XapaKTEPUCTHKH KBaJIM(pHKAIMH, IPOTPaMMEI TPOodeCcCHOHATEHO TIEPENOATOTOBKH IO IPOQHUITIO
JIeATeLHOCTH; Y9aCTHE B KOHIpeccax, KoH(epeHIHsX, HoceleHue TPOPHIBHEIX
BBICTABOK M CEMHUHApOB
JlomoTHUTENbHEIE XapaKTEPHUCTHKH:
HaumeHoBaHKe Kon HanmeHnoBaHue 6a30B0# rpymiibl, JOJDKHOCTH (TIpodheCcCHH) MK
JOKYMEHTa CIEeNUaIbHOCTH
OK3 1223 PykoBoauTenu noapasieeHHii 110 HayYHEIM HCCICTOBAHUAM 1
pa3paboTkam
EKC - HavajsHuK MCCIIeJOBATEILCKOM 1ab0paTOpHH
OKIIATP 44490 Havaneuuk rpymmst (610po), 1a6opaTopHu B COCTaBE
KOHCTPYKTOPCKOT'O, TEXHOJIOTHYECKOT0, HCCIIEOBATENBCKOTO,
PacyeTHOro, SKCIEPHMEHTAIBHOIO M OCHOBHBIX OT/IEJIOB
44901 HauanpHMK caMOCTOATENBHOTO OTAeNA (TabopaToprH)
(KOHCTPYKTOPCKOTO, MCCIIEA0BATENLCKOTO, PACYETHOTO,
SKCIIEPUMEHTAILHOTO)
OKCO 2.19.04.01 | buotexHonorus
2.28.04.03 | Hanomatepunaisl
2.28.04.04 | HanocucTeMbl M HAHOMATEPHAIIBI
3.33.05.01 Dapmanus
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3.5.1. TpyaoBas pyHKuus

OmnpeeneHye HapaBIeHAR

pazpaboTku

HAHOCTPYKTYPHUPOBAaHHEIX VposeHb
HaumeHoBanue | JIEKAPCTBEHHBIX CPEJICTB IS Kon | E/01.7 | (noayposens) 7

COCTaBJICHUS TEXHUYECKOTO 3aJaHus KBanMQukaunu

Ha cO3aHKe HOBOM PELENTYPHI
I[EJIEBOT0 HAa3HAYEHHUs

IIpoucxoxaenne
TpYAOBO# YHKIMH

3auMCTBOBaHO M3

Opurunan X
opuruHana

Kon PeructpaunoHHBIH HOMED
OpHTHHanNa npodeccHOHAILHOTO
CTaHAapTa

Tpynosbie
neicTBusa

CTpaTernqecxoe YIIpaBJI€HHC HaIlpaBJICHHECM pa3pa60T01c Ha OCHOBaHHH
JIATEPATYPHOTO NOUCKA, U3YUCHHS NATCHTHBIX ba3 JaHHBbIX

I[TogrotoBka H  cOrjlacOBaHHE C  3aKa3dyuKaMM  HalpaBJICHHA pa3pa60TKn
HAaHOCTPYKTYPHPOBAHHEBIX JIEKapPCTBEHHBIX CPEICTB

[MoaroToBKa M COINIACOBAaHHME TEXHHYECKOrO 3alaHMs Ha pa3paboTKy HOBOH
pelenTypsl  HaHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX ~ CPEICTB  LIEJIEBOrO
Ha3HA4YEHUs

IloaroToBka M corilacoBaHUE IlIaHa pa3pa60T1<n HOBBIX HAaHOCTPYKTYPHPOBaHHBLIX
JICKAPCTBCHHBIX CPEACTB

Vipaenenue TpOeKTaMH @O pa3paboTKe HOBBIX  HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEJCTB

[ToAroToBKa M  COINIACOBAaHME OTYETOB O  (hapManeBTHUECKOH paszpaboTke
HAHOCTPYKTYPHUPOBaHHBIX  JIEKAPCTBEHHBIX  CPEACTB B COOTBETCTBHH  C
MEXAyHApPOAHBIMHA TpeOOBaHUSAMH B (opMare OOMEro TEXHUYECKOro HOKYMEHTa
PETHCTPAIIMOHHOIO JOChE

IToaroroBka M cOriacoBaHHE OTYETOB O BalHJAlIMH TEXHOJOTMYECCKOro mpoiecca
oJIydeHHus1 HAaHOCTPYKTYPHPOBAHHBIX JICKAPDCTBCHHLIX CPEICTB

Onpenenenne NepCHeKTHB Pa3BUTHUA OPraHu3allii B OTHOIICHHH BBIIIYCKa HOBBIX
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCICTB

HeobxonuMere
YMEHHS

BoibupaTs  HampaBleHHs HAayYHO-TEXHHYECKOM  pa3pabOTKM HOBEIX — BHJIOB
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEICTB

CornacosplBaTh U YTIBCPXKAATh JAOKYMCHTAIHIO II0 pa3pa60TKe HOBBIX BHJIOB
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHLIX CPC/ICTB

[lnanupoBaTs STamsl pa3pabOTKH  HOBHIX BHMAOB  HAaHOCTPYKTYPHPOBaHHBEIX
JIEKAPCTBEHHBIX CPEJCTB U OCYIIECTBIIATE KOHTPOIIb HX BHINOJHEHHUS

OCYHICCTBJISITI: o6paTHon CBSI3h HCCJIEIOBATEIBCKOM na60paT0pm1 CO CMCXKHBIMHA
noApasacICHHUAIMH NNPONU3BOACTEA U 3aKa3dYuKaMiu

[lpuHuMaTh pelIeHHs IO aKTyalW3alMH, NPOMODKCHHIO WIH IIPEKPAIIEHHUIO
IPOEKTOB Pa3palOTKA HOBHIX BHJOB HaHOCTPYKTYPHUPOBaHHBEIX JIEKAPCTBEHHBIX
CpelCTB

PaboTaTh ¢ TEXHMYECKOM THTepaTypo Ha aHITIMACKOM S3BIKC

Heo6xoauMeie
3HAHUSA

OTpacneBme CTaHAapThl, TCXHHYICCKUC YCIIOBHA H HOpMAaTHBBI HA COCTaBbl, MCTOIbI
IIOJIYYCHHUA U CBOHCTBA HAaHOCTPYKTYPHUPOBAHHBIX JICKapCTBCHHBIX CPECACTB

Tpe6oBanms 061IErOCy 1aPCTBEHHBIX 3aKOHOJATENBHBIX JIOKYMEHTOB 110 (hapMOKOIIEH
K MCXOXHBIM AaKTHBHLIM (papMaleBTHYeCKMM CyOCTaHIMsIM H BCIIOMOTaTe/IbHBIM
BENECTBAM
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OCHOBHBIE TIOJIOXKEHUS MCXKIAYHAPOAHBIX H HAIMOHAJIBHBIX CTAHAAPTOB KaieCTBa
JIEKapCTBEHHBIX CPEJICTB, KOTOPBIE OTBEYAIOT €€ HA3HAYCHHIO, PCTHCTPAHOHHOMY
JOCEE U CHCIIH(I)I/IKB.I_II/II/I

MeTtononorus IPOBCACHUA M OLICHKU BaJIMJAITMOHHBIX HUCIIBEITAHUHI

Co,uepxcaHne JOKYMCHTOB O C€JIWHBIX IIpHHIHIAX W IIpaBHJIAX 06pan1eHnsI
JIEKaApCTBCHHEIX CPEACTB I MEAHUITHHCKOI'O IIPHMCHCHUSL

Texuudeckue, TexHojormdeckue © (apMakoneiiHsle TpeOOBaHHS K CBIPBIO,
THOJIIIPOAYKTaM H TOTOBBEIM HAaHOCTPYKTYPHPOBaHHBIM JIEKAPCTBEHHBIM CPEACTBAaM

Texunueckue U (apMakomeliHple TpeOOBaHHSI K peakTHBaM, MarepHalaM M
000pYIOBaHHIO AN aHAJIM32 HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TexHonorus IIPON3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHLIX CPEACTB

Buisl 1 yclioBus (QU3UKO-XUMHUYECKHX M MHKPOOHOJIOTHYECKHX MCIIBITAHMA CHIPS,
IPOMEXYTOYHOM NPOAYKIMM M TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CpEJICTB

Bujnt H yCI10BUA OHONOTHYECKUX HCIIBITAHHIA HaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

[IpaBuna paboTel ¢ OGOPYNOBaHHEM M MaTepHallaMd I IIpOBENeHHS (H3HKO-
XMMHYECKHX, MUKPOOHOJIOTMYECKHAX M OMOJIOTHYECKHX HCCIIEIOBAHUI

TexHudecKkHe BO3MOXHOCTH J1abopaTopud pa3pabOTKH M KOHTpOJ KadecTBa
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

HOpﬂI[OK Oq)OpMJIeHI/ISI, COrJIaCOBAHMS M YTBCPXKIACHHA NOKYMEHTAllUH B OTYCTHOCTH
B COOTBETCTBHH C T‘peGOBaHI/ISIMI/I PErYJIATOPHLIX OPraHOB

Tpymosoe 3akoHOAaTenbcTBO Poccniickoit defepanuy B 4aCTH, pErnaMeHTHPYIOMIEH
BHINOJIHEHHE TPYAOBBIX 00sI3aHHOCTEM]

TexHudecKkHil aHIIMMMCKHN A3BIK B 00JacTH pa3paOOTKH HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB M MPOM3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB

TpeGoBaHUA CaHWTAPHOTO pPEXHMA, OXPaHBl TPyAa, MOKAPHOH Ge30MacHOCTH,
OXpaHHb! OKpYKaIOLIEH cpeabl

Hpyrue

XapaKTCPUCTHKH

3.5.2. TpynoBas pyHxunus

Opranu3anus NOUCKa HayYHO-

TEXHHUYECKOH HHPOPMAIIUHU O

CYIIeCTBYIOIIEH dopme VpoBeHb
HanmeHopanue = HAHOCTPYKTYpPHPOBaHHBIX Kox E/02.7 | (momypomeHs) 7

JIEKAPCTBEHHBIX CPEICTB U KBaMH(UKaLMH

JIOCTYITHOM CBIphE IJIA €€

HIPOM3BOJICTBA

3auMCTBOBaHO U3
roynono pyman | OPETIEET X
Kon opurunana PeructpaunoHHbI HOMED
npodecCHOHATBHOTO
cTaHzapTa

Tpyznoseie IToAroTOBKA W COTJIaCOBaHME IUIAHA IIOMCKA HAayYHO-TEXHWYECKOH MHQOpMaIMH O
JIeACTBUS cymiecTByomeil opMe HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEICTB

Ha3HaueHHEe OTBETCTBEHHBIX 3a IIOMCK HAYYHO-TEXHMYECKOM M JIOTHCTHKO-
HKOHOMHYECKOH HH(pOpPMaIUU O CYUIECTBYIOIEH (hopMe HaHOCTPYKTYPHPOBAHHBIX
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JICKAPCTBCHHBIX CPEACTB U JOCTYITHOM CBIPHE NJIA €€ IPOU3BOJICTBA

IMoaroToBka u coriacoBaHWe IUIaHA (PUHAHCOBBIX 3aTPaT MO 3aKYNKaM CHIPbs H
obopynoBaHUS IS IPOM3BOJCTBA HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CpPelCTB

CornacoBanue HOMCHKIIATYPEI H TCXHHYCCKHUX XapaKTCPHUCTHK CYGCTaHIII/Iﬁ 51
BCIIOMOI'aTCIIBHBIX MATCPHUAIIOB, an/Io6peTaeme JJIA pa3pa60TKn 1 IpOHU3BOACTBA
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEICTB

Heobxonumeie
YMEHUS

(I)OpMI/IPOBaTL TpC6OBaHI/I$I K HOBBIM BHIaM HaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPECACTB

CornacoBrIBaTh U YTBEPXKAATh PE3YJIbTAaThl HAYYHO-TCXHUYECKOI'O aHalli3a pPBIHKa
HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBCHHBIX CPENCTB

CornacoBelBaTh M YTBEPXKAATh (HUHAHCOBO-SKOHOMHYECKYIO JOKYMEHTALHIO IIO
aHaJM3y PHIHKA HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB M CBHIPbS IS
HHUX, a TAKXKe 10 3aKyIKaM CHIpbs

OcymecTBisats  oOpaTHyIo  CBsi3b  HCCIeNOBaTenbckod — mabopaTopum ¢
noJpa3AeeHusIMH IPOU3BOJICTBA U 3aKa39YMKAMHU

PaboTath ¢ TEXHMUYECKOM JINTEpaTypoil Ha aHTIHHCKOM SI3BIKE

Heob6xonumeie
3HaHu

OTpaCJICBBIe CTaHOApPTEI, TCXHUYCCKHUE YCIIOBHSI 1 HOPMATHBBI Ha COCTaBBI, MCTOABI
TIOJTIYUCHHA 1 CBOICTBa HAHOCTPYKTYPHPOBAHHEBIX JICKAPCTBCHHLIX CPECTB

TpeGoBanus 00IIErOCYAaPCTBEHHBIX 3aKOHOIAaTENBHBIX JOKYMEHTOB 110 (papMokomnen
K HCXOIHBIM aKTHBHBEIM (hapMaieBTHUECKUM CYOCTaHIMAM H BCIOMOTAaTElIbHBIM
BEIECTBAM

MCTO,IIOJIOFI/IFI TIPOBEACHHUS U OLICHKH BAJIMTATMOHHBIX HCIBITAaHNH

IlpaBuna wHamiexamedl TPOM3BOACTBEHHOM MPaKTHUKH, IIpaBHIa HaJJexamen
7a0opaTOpHOM OpPaKTHKHA IO YCTaHOBIEHHMIO TpeOOBaHHMH K  OpraHu3allud
IPOU3BOJICTBA M KOHTPOJISI KadeCTBa JIEKAPCTBEHHBIX CPEJCTB AJISI MEAMIIMHCKOIO
MIPUMEHEHUS

TexHuueckue, TeXHOJOTHYCCKHE W (apmakomneiiHple TpeOOBaHMSA K CBIPBIO,
HOJYTIPOAYKTaM M TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHEIM CPEACTBAM

Texnuueckue Hu (apMakonellHple TpeOOBaHMA K peaKTHBaM, MarepHalaM H
000pPYIOBAHHIO 1JIs aHANKM32 HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB

TexHomnorus IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBCHHEIX CPCICTB

IMopsinox odopmieHHUs, COTIacOBaHUS M YTBEPXKICHHUA AOKYMEHTAUMH IO aHAIH3Y
pHIHKAa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U CHIPhS JJI HUX, 4 TAKXKE
IO 3aKyIIKaM CHIpbS

TMepcnekTHBBI TEXHWYECKOTO Pa3BHTHS OPraHU3allMd M OTPacid W ONpeleiicHue
3KOHOMHYECKOMH 3¢ PEKTHBHOCTH pa3paboTok HaHOCTPYKTYpPHPOBaHHBIX
JIEKApCTBEHHBIX CPEICTB

TpynoBoe 3akoHOAaTeNbCTBO Poccuiickoit ®enepanyu B 4acTH, perilaMeHTHPYIOIIECH
BHINOJIHEHHE TPYAOBBIX 00sI3aHHOCTEN

TexuudyecKkuil aHIMACKUN S3BIK B 00JIACTH Pa3pabOTKH HAHOCTPYKTYPHUPOBaHHEBIX
JIEKApCTBEHHBIX CPEJICTB U NPOH3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX JE€KAPCTBEHHBIX
CpelCTB

TpeboBaHMs CaHUTAPHOrO pPEXHMA, OXpPaHBl TpyAa, NOXapHOH 6e3omacHOCTH,
OXpaHbl OKPYKAIOIEH Cpeabl

IMopsnok neicTBUI MpH Ype3BBIMANHBIX CHTYAlMIX

Hpyrue

XapaKTEPUCTHKH
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3.5.3. TpyaoBas GpyHkuus

Opranu3anys NOTy4eHHUs U
HCCIEI0BaHMs SKCIIEPUMEHTANIBHBIX
Haumenosarye | COCTABOB, BEIOODA PELIENTYPEL | kox | E/03.7 (ng;l;;':;“; " 7
TE€XHOJIOTMH M3TOTOBJICHHUS R S—
HAaHOCTPYKTYPHPOBaHHEIX
JIEKAPCTBEHHEIX CPEJCTB
?p};c;v;i);z’lm;;:gm Opuarunan X 3anMCTBOBAHO H3 OpPUTHHAIA
Kon PeructpauHoHHEL HOMEP
OpUrvHana npo¢eccHOHANBHOTO
cTaHaapTa
TpynoBeie CornacoBaHde HCHONB3YeMBIX BHJOB M OOBEMOB CBIpbS, MaTepHAlOB H
JIeHCTBHL o0opyHoBaHUsL MpPU HU3TOTOBICHHUH M HCCIEJOBaHHHM SKCIIEPHMEHTAIILHBIX COCTaBOB
HaHOCTPYKTYPHPOBAHHBIX JICKaPCTBEHHEIX CPEICTB
CornmacoBanuwe  IOCIEIOBATCIFHOCTH W 00beMa  (PU3HKO-XMMHYECKHX H
TEXHOJIOTMYECKAX HCCIEAOBaHHMM CHIpbS M  OKCIHEPHUMEHTAIBHBEIX COCTaBOB
HAaHOCTPYKTYPHUPOBAHHBIX JIEKaPCTBEHHBIX CPEICTB
Ha3naueHune OTBETCTBEHHBIX 3a U3rOTOBJICHUE M MCCIIEIOBAHHUE SKCIIEPHMEHTAIBHBIX
COCTABOB HAHOCTPYKTYPHUPOBaHHEIX JIEKAPCTBEHHEBIX CPEJCTB
Ha3Hauenne OTBETCTBEHHBIX 3a IPEIMETHO-KOJIMYECTBEHHBIH YYE€T HapKOTHYECKHX,
MCUXOTPONHBIX BEIECTB U UX MPEKYPCOPOB
O6muii KOHTpPOJb BHIMOJHEHHWs I[U1aHA pabOT MO HCCIECNOBAHHIO CBHIPbI H
9KCHEPUMEHTAIBHBIX COCTABOB HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB
Bri6op 3 COrnacoBaHHue peuentypsl u TEXHOJIOTHH HOJIyYECHUS
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
VTBepKeHHe OTYETHOW MOKYMEHTAIlMM IO pa3paboTKe COCTABOB M TEXHOJIOIHH
[IOJIy9eHUS. HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX IIpPEnapaToB
HeobxonuMmeie KonTponmupoBaTh BEIOOp CHIphsS, MaTepHAlIOB M 00OpyAOBaHMS Ui HPOU3BOACTBA
YMEHHUS HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
KontpomupoBaTs  BBHIOOp W IOCIEAOBATENBHOCTh  (HM3HKO-XMMHYECKHX,
MHKPOOHOJIOTHIECKHX M OHOJIOTMYECKMX HCHBITAHMH CHIPBS M HOBBIX COCTaBOB
HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEIX CPEJICTB
CornmacoBpIBaTh M YTBEpPXKIAaTh HOBBII COCTaB  HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHEIX CPEICTB
KoHntponupoBatb 000OpOT HAapKOTMYECKHMX, IICHXOTPONHBIX BCHIECTB M HX
MPEKYPCOPOB
Paborats ¢ TeXHUUECKON INTEPATYPOH Ha MHOCTPAHHOM S3BIKE
O61maTkcs ¢ 3aKka3YuKaMy Ha HHOCTPaHHOM SI3BIKE
OCyIIEeCTBIATE B3aHMOJEHCTBHE HCCIIENOBATEILCKOR Tab0OpaTOpuH ¢ OCTAIBHBIMH
noApa3AeiieHUsIMH IIPOU3BOICTBA
HeobxoauMeie OTpacineBble CTaHIAPTHI, TEXHUYECKUE YCJIOBHS H HOPMATHBEL HA COCTAaBHI, METOJBI
3HaHU TOJIy9eHHs ¥ CBOMCTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB
Tpe6oBanus 061erocyJapcTBEHHBIX 3aKOHOAATENBHBIX JJOKYMEHTOB M0 (apMOKomen
K HMCXOIHBIM AKTHUBHHIM (PapMaleBTHUYECKUM CYOCTaHIMAM H BCIOMOraTEIbHBIM
BEIIECTBAM
Meroaonorus PoBeAeHNS ¥ OLEHKH BAIMIAMOHHBIX HCIILITAHUA
[paBuia HaUieXalled IPOM3BOJICTBEHHOW NPAaKTUKH, IIpaBUlia HaIIeKameH
nabopaTopHOil TMPakTHKA IO  YCTAHOBJECHMIO TpeOOBaHWH K OpraHu3aliy
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MIPOHU3BOJACTBA U KOHTPOJA Kade€CTBa JICKAPCTBEHHBIX CPEACTB 1 MEAHIHHCKOIO
IIPUMCHCHUA

TexHuueckue, TexXHONOTHYecKHe M (hapMmakomeiiHble TpeOOBaHHA K CBIPBIO,
TOJYIPOAYKTaM U TOTOBHIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Texuuuyeckue W ¢apMakomneiHsle TpeOOBaHHMS K peakTHBaM, MaTepHallaM H
000pYyIOBaHHIO IS aHAIH3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

TexHonorus IIPOU3BOJICTBA HAHOCTPYKTYPHAPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB

Buasl ¥ ycjIOBHS MCHBITAHHE CBIPbS, NPOMEXYTOUYHOM NPOAYKIMM M TIOTOBBIX
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

IlpaBuna pabotel ¢ oOopyZoBaHMEM M MaTepHalaMH JJid INPOBEICHHS
SKCIIEPUMEHTAIBHBIX  MCCJIENOBAaHUH  HAHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX
CpEJCTB

Opl"aHI/I3aI.II/I$I N METOAONOTHA IMPOBEACHHUS HCCIICIOBAHUH B obnmacta pa3pa60TKH H
IIPON3BOJACTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBCHHLIX CPEICTB

[IpaBuna XpaHeHHS M YydeTa HAapPKOTHYECKHX, IICHXOTPOIHBIX BEHIECTB H HX
IPEKYpPCOpPOB

TexHHYeCKHE BO3MOXKHOCTH JiabopaTopuu pa3paboTKM M KOHTpOJIS KadecTBa
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

HOpﬂI{OK O(IJOpMJ'ICHI/ISI, COrjIacoOBaHUA H YTBCPXIACHUA JIOKAIBHBIX HOPMATHBHBIX
JOKYMEHTOB M OTUETHBIX MaTCpHAJIOB

ITepcieKTHBBI TEXHHYECKOTO Pa3BHTHs OpPraHM3alldd W OTPacid M OIpeJCIICHHE
SKOHOMHYECKOH 3¢ EeKTHBHOCTH pa3paboToK HAaHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEACTB

Tpynosoe 3akonoaarenbeTBO Poccuiickoit ®enepanyu B 4acTH, perilaMeHTHPYIOIIEH
BBHITIOJIHEHHE TPYJOBBIX 00s3aHHOCTEH

TexHu4ecKui aHIIMUCKUN A3BIK B 00JacTH pa3paboTKy HAaHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB M NMPOU3BOACTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpEACTB

TpeboBaHMsI CAaHHTApHOIO pPEXHMMa, OXpPaHBl Tpyda, MOXAapHOH Oe3omacHOCTH,
OXpaHbl OKpY’Kaloel cpebl

[Mopsiiok AeHCTBUI IIPH Ype3BHIYANHEIX CHTYAIMIX

Hpyrue

XapaKTCPUCTUKU

3.5.4. TpynoBan ¢pynxuus

OpraHu3anus BBITYCKa ONBLITHOM .
poBEHb
CEpPHUH HAHOCT TYPHPOBAaHHBIX
Haumenosanue P PYKTYPHP Kon E/04.7 (momypoBeHs) 7
JICKapCTBEHHBIX CPEACTB IIO KBannquaunn
pa3paboTaHHO# penenrype
€H 3auMcTBOBAHO H3
Hponcxovncn He Opuruman X c
TpyZnoBo# GyHKIMH OpHMrHHaNA
Koa opuruHana  PeructpauyoHHHIH HOMEp
npoecchoHalIbHOTO
cTaHgapra

Tpynossie
JeHCTBHSA

HasHayeHne OTBETCTBEHHBIX 3a BBIITYCK OITBITHOM IMapTHH HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPENCTB

CoracoBaHue IUIaHa BBIITYCKa OIIBITHOM MapTHH U BaduJalluy nponecca noryucHus
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPEICTB

CornacoBaHu€ TEXHHYECCKOTrO 3aJlaHHs Ha 3aKYIKY, IPOCKTHPOBAHUC U U3TOTOBJICHUC
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KOMILIEKTYIOIIMX M OCHACTKH M MPOHM3BOACTBA HOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPENICTB

CornacoBaHue METONOB, YCIOBUH H  PEXHMOB  (H3MKO-XUMHYECKHX H
TE€XHOJIOTHYECKUX HCCIIEA0BaHNHM HCIIOIb3YEMOTO CHIPhsl, POMEXKYTOYHOU U TOTOBOMI
ONBITHOW NApPTHH HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEJICTB

CoryacoBaHMe BHIOB, ITOCIEAOBATEIPHOCTH H 00beMa MHKpPOOHOIOTMYECKUX
HCCIIEIOBAaHMH HCIOJIB3yEMOrO ChIPhs, IPOMEXYTOYHON U TOTOBOM ONBITHON MMapTHH
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEBIX CPENCTB

CormacoBaHue BHAOB, [MOCJIEAOBaTeIbHOCTH W  o0BbeMa  OHONOTHYECKHX
HCCIIEIOBAHHH MCIIOJIb3YEMOTO CHIPbs, IPOMEXYTOYHOM ¥ TOTOBOM OIBITHOM IApTHH
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPENICTB

Ha3sHaueHMe OTBETCTBEHHBIX 33 MPeAMETHO-KOJMYCCTBEHHEBIM ydeT HapKOTHYECKHX,
IICHXOTPOIHBIX BEUICCTB M HX IPEKypPCOpPOB

IMoaroropka 3aKMIOYEHHS O TEXHHYECKOM BO3MOXKHOCTH  IIPOMBIIIJIEHHOIO
IPOHM3BOCTBA HAHOCTPYKTYPHPOBAHHBIX JTEKAPCTBEHHBIX CPEACTB IO pa3paboTaHHOM
pelenType U TEXHOJIOTHH

HeobxoanMeie
yMeHHUs

KOHTpOJ'IPIpOBaTB BBINYCK OIBITHOM NMapTHU HOBBIX HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPENICTRB

CornacoBHIBaTh M YTBEPXKIATh 3aKyIKy He0OX0OUMOro o00pyaOBaHHUs AJid BBIIYCKa
OINILITHOM NapTHU

CornacoBbIBaTh B YTBEPXKAATH IporpaMMy GU3HKO-XHMHYECKHX M TEXHOJOTHYECKHX
HCCIIeJOBaHUM o6pasios ONBITHOH  MapTHM  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

CornacoBelBaTh M YTBEPXKAATh IPOrpaMMy MHMKpPOOHONOTMYECKMX HCIBITAHHA
00pa3IOB OMBITHON MapTHU HAHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPECTB

KourtponupoBate 000pOT HApKOTHYECKHX, ICHXOTPONHBIX BEIIECTB H HMX
IPEKYPCOPOB

O606IIIaTB H OICHHBATh PpEC3YyJIbTaThl BBIIIYCKa OIBITHOM IIapTAA  HOBLIX
HAHOCTPYKTYPHPOBAHHELIX JIEKAPDCTBCHHLIX CPECIICTB

Heo6xoauMeie
3HAHUSI

OTpacneBHe CTaHAApThl, TCXHHYECKUEC YCIIOBUSA U HOPMATHUBHI Ha COCTaBbl, MCTOXBI
MOJIYUCHHSA U CBOJCTBA HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPCIACTB

Tpe6opanus 061IErOCYAaPCTBEHHBIX 3aKOHOATENBHEIX JOKYMEHTOB 110 (JapMOKOIEH
K MCXOAHBIM AKTHBHEIM (papMaleBTHYECKHM CYOCTaHIMSM H BCIOMOTaTEIbHBIM
BENIECTBaM

MeTomonorus NPOBEACHNS M OLEHKH BAIMAAMOHHBIX HCIILITAHUA

IlpaBuna Hajnexameif HPOM3BOACTBEHHOH NPakTHKH, IIpaBMIA HaJJexallei
naGopaTopHOil MPakTHKH 1O YCTAHOBICHHMIO TpeOOBaHHM K OpraHU3aluH
IPOM3BOJACTBA M KOHTPOJISI KAadecTBa JIEKAPCTBEHHBIX CPEACTB U MEJUIMHCKOIO
IpPUMEHEHUS

Texuudeckue, TeXHOJOrMYecKHe H (apMakoneiiHsle TpeOoBaHHd K CHIPBIO,
HOJIYIPOAYKTaM ¥ TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPE/ICTBAM

Texunueckue W ¢apmaxoneliHple TpeOoBaHMA K peaKTHBaM, MaTepHanam H
060pY/I0BAHHUIO A/ aHAJIM3a HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPE/CTB

TexHoIOTHA ONMBITHOIO U MPOMBIIIJIEHHOT'O MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHBIX CPEICTB

[lpaBuina xpaHeHHs M ydeTa HApKOTHMYECKHX, NCHXOTPONHBIX BEIMIECTB H HX
HPEKypPCOPOB

Texandeckne BO3MOXKHOCTH ONBITHO-IPOMBIIIIICHHOI'O IIpOU3BOACTBA
HAHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBCHHBIX CpEaCTB

HOpSIIIOK O(bOpMJ'ICHI/ISI, COTJIaCOBAHHUS U YTBEPXKJACHHUA JOKYMEHTAUd H OTYCTHOCTH
110 peaKTUBaM, MaTcpruajlaM H o6opyz[013aHmo JUI1 aHaJIn3a HAHOCTPYKTYPHUPOBAHHLBIX
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JICKApCTBCHHBIX CPEACTB

ITepcrieKTHBBl TEXHHYECKOTO Ppa3BHTHs OpPraHM3allid M OTpacid U OIpelelieHHe
9KOHOMHYECKOMH 3¢ PEKTUBHOCTH pa3paboTox HAHOCTPYKTYPUPOBAaHHEIX
JIEKApPCTBEHHBIX CPEACTB

TpynoBoe 3akoHOaTeNnbCTBO Poccuiickoit ®enepanyu B yacTH, periiaMeHTHPYIOMEH
BBIMTOJTHEHUE TPYJOBHIX 0013aHHOCTEN

TpeGoBaHHs CaHUTAPHOTO peXHMMa, OXpaHHl TpyZAa, IOXKapHOH Oe3omacHoOCTH,
OXpaHBI OKpYXKalomeit cpebl

TMopsimok nelicTBuil MpH Ype3BEYANHBIX CUTYaLMsIX

Hpyrue

XapaKTCPUCTHKH

3.5.5. Tpynosas dynxnus

[TpoBepka U corniacoBaHue
JOKyMEHTAIWH T10 pa3paboTKe v
. OBCHb
TEXHOJIOI'MH I10. CHHUA N'OTOBOH P
HanmeHoBaHue vJIy‘I Kox | E/05.7 | (nomyposes) 7
JIeKapCTBEHHOM (HOpMBI KBATAbHKALH
HAHOCTPYKTYpPUPOBAHHBIX
JICKAPCTBCHHBIX CPCACTB
IIpoucxoxaeHue 3auMCTBOBAHO M3

TpynoBO# GyHKIMH

OpUTMHAIA

Opuruxan X

Kon opurunana PeructpaunoHHbI HOMEp
npodeccHOHATBHOTO
cTaHpapTa

Tpynoseie
NelcTBUA

CornacoBaHue BHAOB M (OPMEI JOKYMEHTALUH MpPH IOJHOM IHMKIE pa3pabOTKH M
BBIIIOJIHEHHHM HCCJIE[IOBAHMH TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX
CPEACTB

Opranmzaiss 4 ofecreueHHEe BEACHMS MOKYMEHTAllMM MpH IIOJHOM [HKJe
pa3spaGOTKM M BBINOJHEHHM HCCIIEAOBAHMN TIOTOBHIX HAHOCTPYKTYPHPOBaHHBIX
JIEKQpCTBEHHBIX CPE/ICTB

CornacoBaHue H YTBEpXIeHHEC JOKYMEHTAllUU NPH 000pOTE PEaKTHBOB, MaTEPHAIIOB
JUIL  aHaIM3a, CHIPhs, MOJYNPOXYKTOB M 00pa3soB HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

Opraau3anns BeieHHs TOKYMEHTAIWM, OTHOCAIMeHes K TpubopaM 1 060py10BaHHUIO,
npu pa3paboTKe W  BHIIONHEHHH HCCJIENOBAaHHM  HaHOCTPYKTYpPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

HaznauyeHne OTBETCTBEHHEIX 3a BEJICHHE JOKYMCHTAIlNHU BCEX ypOBHeﬁ

HeobxoxuMele
YMEHHS

BBI6I/IpaTL HEeOOXOAMMBIE U JIOCTATOYHBIE (1)0pMI>I JOKYMEHTAIUU IIPH IIOJIHOM IIHKIIC
pa3pa60TKH M BBIIOJHEHHH MCCIEAOBAHUA TI'OTOBBIX HAHOCTPYKTYPHPOBAHHLIX
JIEKapCTBEHHEIX CPCACTB

KoHTponMpoBaTs BeleHME JOKYMEHTAlMM MOJHOIO IHKIA pa3spaboTKH |
BBINIOJIHEHNUHM MCCIIEJOBAHMN TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpencTB

O600maTe # OLEHMBATH COCTOSHHE M BO3MOXKHOCTH HCCIENOBATEIHCKOM
naboparopuu 1A pa3pabOTKH  HOBBIX  BHAOB ~ HAHOCTPYKTYPHPOBAHHBEIX
JIEKapCTBEHHBIX CPEACTB

Heob6xoauMele
3HaHUs

OTpaCJIeBBIC CTaHJAAPTHI, TEXHNYCCKHUE YCJIOBUA U HOPMATHBEI Ha COCTaBbl, MECTOJBIL
TNOJIYYCHHSA U CBOMCTBA HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB

Tpe6GoBanms 06IIErOCyIAPCTBEHHBIX 3aKOHOJATENBHBIX JOKYMEHTOB 10 apMOKoIen
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K HCXOIHBIM aKTHBHBIM Q)apMaIICBTI/I‘IeCKHM CY6CTaHI.II/I}IM H BCIIOMOIraTCJIbHBIM
BeIICCTBaAM

Metogonmorus IIPOBCACHUA M OLICHKH BaJIMJAITHOHHBIX HCIIBITAHNHA

IpaBuia Ha;IeXameid OPOU3BOACTBCHHOM NpAaKTHKM, [PaBUIa HaUleXalleH
nabopaTopHOM MPaKTHKHM [0 YCTAHOBIEHHMIO TpebOBaHMH K  OpraHu3aluu
IPOU3BOJICTBA H KOHTPOJS KadeCTBa JIEKAPCTBEHHHIX CPEIACTB IS MEAMIMHCKOrO
IpPUMEHEHUS ‘

TexHuueckue, TexHoNormdeckue U ¢apmakomneifHsle Tpe6OBaHHA K CBHIPBIO,
HOJIYIIPOAYKTaM W TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM 1€KapCTBEHHEIM CPEACTBAM

Texuuueckue u ¢dapMaxoneiiHple TpeOOBaHMS K peakTHBAaM, MaTepHalaM H
000pPYAOBaHHUIO [T aHAIM3a HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHEIX CPEJCTB

TexHonorust onbITHOTO U IPOMBIIJICHHOI'O MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

Bubl # ycJTOBHS MCIBITAHUH HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

ITpaBuna paboTsl ¢ 06OpyIOBaHHEM H MaTepHalnaMH UL NPOBEICHUS HCHBITAHHH
HAaHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX ~ CPEACTB,  IOPSANOK  IPOBEICHHUS
KBaJIM()UKAMOHHBIX MEPOIPHSTHI

Texnnueckue BO3MOXXHOCTH na6opaTop1m 10 pa3pa60TKe u OIIBITHO-
ITPOMBINIJIEHHOMY IIPOU3BOJACTBY HAHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHBIX CpCICTB

HOpSIlIOI( 0(1)0pMJICHI/IH, COrjlaCOBaHHA NOKYMCHTAIIUH M OTYECTHOCTH IIPH ITOJTHOM
MHKJIC pa3pa60TKn H BEIIOJHEHHH UCCIIEOBAHUNA TOTOBBIX HaHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHBIX CPEICTB

ITepcreKTHBEl TEXHHYECKOTO DPa3BUTHS OpraHM3allMd M OTPAaci¥ H ONpelesieHHe
SKOHOMMYECKOH 3 PeKTHBHOCTH pa3paboToK

Tpynosoe 3akoHOAaTeNbCTBO Poccuiickoit Oeneparun B 4acTH, periiaMeHTUPYIOIIEeH
BBIIIOJIHEHHUE TPYJOBBIX 0013aHHOCTEN

Tpe6oBaHus CaHHTApHOrO peXHUMa, OXpaHB TpyJa, NOXKAapHOH Oe30macHOCTH,
OXpaHbl OKPY>KaIOLIEH CpeIB

TMopsmok nefcTBHi P Ype3BLIYANHBIX CHTYAIMIX

Hpyrue

XapaKTEPUCTHKH

IV. CBeaenns 06 opranu3anusix — pa3paborunkax npogeccHoHaJbLHOro CTaHAapTa

4.1. OTBETCTBEHHAN OPTraHU3ANNA-PA3PAdOTIHK

®on HHPPACTPYKTYPHBIX U 06pa3oBatenbHbIX porpamm (POCHAHO), ropon Mocksa

I"'eHepanbHBIH JUPEKTOP Cpunapenko Axzapeil ' eHHanbeBHY

4.2. HanMeHOBAHNS OpPraHu3anuii-pa3padoTInKoB

1 AHO «HammoHanbHOE areHTCTBO Pa3BUTHS KBaIu(HKanuii», ropox Mocksa

2 3A0 «MHCTHTYT hapMalleBTHIECKHX TEXHOIOTHIY, ropo Mocksa

3 | OAO «Tarxumbapmnpenaparsiy, ropox Kazans, Peciybnuka Tatapcran

4 000 «<HAHOJIEK», ropog Mocksa

5 000 «Hanopapma JleBenonmenty, ropoa Kasans, Peciy6uka Tarapcran

6 | OO0 Hayuno-ipoussoacteennas pupma «Marepra Mexuka Xonausry (puuan), ropox
Yensabunck

7  OOP «Poccuiickuii co103 MPOMBIILIEHHEKOB H IpeIpHHUMAaTeneii», ropoa Mocksa

8  VIHCTUTYT TOHKHX XHMHYECKHX TexHomnoruii umenu M. B. Jlomonocosa @I'BOY BO «MHNPJA —
Poccuiickuii TEXHOIOTHYECKHH YHHBEPCUTET», ropoa Mocksa
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9  ®I'BY «BcepoccHiickuii HayIHO-MCCIE0BATENLCKUI HHCTHTYT TpyAa» MuHucTepcTBa TpyAa U
conuanpHol 3amuTh Poccuiickoit @enepanun, ropog Mocksa

! O6wmepoccuiickuii knaccudukarop 3aHATHiA.

2 O6mepoccuiickuit KaccuPUKAaTop BUIOB IKOHOMHYECKOH AEATENBHOCTH.

} Ilpukas Mun3npascoupassutus Poccuu ot 12 ampens 2011 r. Ne302H «O6 yTBepxaeHun nepeyneil BpeAHBIX U (WUNH)
OMaCHBIX NPOU3BOICTBEHHBIX (HAKTOPOB M PaGoT, MPH BHIMONHEHNH KOTOPBIX IIPOBOAATCA 00s3aTeNbHBIC NPEIBAPUTENLHEIE U
TIepHOIMUECKHE MENMUMHCKHE OCcMOTpbl (oGcienoBanms), W Tlopsaka npoBeleHHs 06sA3aTeNBHEIX NpeIBAPUTENLHBIX U
MEpHOAMIECKUX MEIMUMHCKHX OCMOTPOB (00cien0oBaHuH) paGOTHHKOB, 3aHATHIX HA THKENBIX paGorax u Ha paboTax c
BpeAHEIMH W (WJM) ONACHBIMH YCIOBHMAMM TpyAa» (3apeructpupoBaH MunioctoM Poccuu 21 okmabps 2011 r.,
perncTpauoHHEii Ne22111), ¢ H3MEHEHWAMH, BHECEHHEIMM MpukasaMu Munsapasa Poccun ot 15 maa 2013 r. Ne 296n
(3aperucTpupoBa MumntoctoM Poccum 3 miona 2013 r., peruCTpauMOHHBIA Ne 28970) u ot 5 nexabps 2014 r. Ne 801n
(3apeructpupoBan Muntoctom Poccuu 3 despana 2015 r., peructpaumonnsiift Ne 35848), mpukasom Muntpyna Poccun,
Munsgpaea Poccuu ot 6 despans 2018 r. Ne62w/49u (3apeructpuposan Munioctom Poccun 2 Mmaprta 2018 r,
Eemcmaunox—mmﬁ Ne 50237).

Ipuxas Pocrexnanzopa ot 29 supaps 2007 r. Ne 37 «O nopsjake MoAroTOBKM M aTTECTallMK paGOTHHKOB OpraHu3aLuid,
noxHaa30pHeIX PenepanbHoll CiyGe M0 IKOIOrMYECKOMY, TEXHOJIOTHYECKOMY M aTOMHOMY Hax3opy» (3aperucTpHpoBaH
MunroctoM Poccun 22 mapta 2007 ., peructpauronssiii Ne 9133), ¢ u3MeneHusAMY, BHECEHHBIMU TIPHKa3aMH PocTexHanzopa
or 5 mons 2007 r. Ne 450 (3apeructpupoBan MunioctoM Poccum 23 mions 2007 r., perncTpaudOHHbIA Ne 9881),
ot 27 asrycta 2010 r. Ne 823 (3apeructpupoBan MumtoctoM Poccun 7 centsaGps 2010 r., perucTpauHOHHEIi No 18370),
ot 15 mekabps 2011 r. Ne 714 (sapernctpuposaH Munioctom Poccuu 8 despans 2012 r., perncTpalioHHbIH Ne 23166),
ot 19 gexabps 2012 r. Ne 739 (3apermcrpupoBan MuuioctoM Poccum 5 anpens 2013 r., pernctpauoHHbIi No 28002),
ot 6 mexabps 2013 r. Ne 591 (sapeructpupoBan Muntoctom Poccun 14 mapra 2014 r., perucTpauHOHHbIH Ne 31601),
ot 30 wrons 2015 r. Ne 251 (3apeructpuposan MuntoctoM Poccun 27 mona 2015 r., peructpaumoHHbii Ne 38208).

4 Enuubiit KBanudUKaIMOHHEbIH CIPABOYHUK JIOJDKHOCTEH PYKOBOAMTENEH, CTIELIMATHMCTOB U CTYXAalIUX.
5 O6wepoccuiickuii knaccudukarop npodeccuit paGounx, TOKHOCTEH CyKalUX ¥ TAPUPHEIX Pa3paaoB.

O61mepoccuiickuii KnaccHpUKaTop CrelHaNIbHOCTEH 110 06pa3oBaHHUIO.




