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I1. Onucanne TpyAOBBIX PyRKIHIH, BXOASIHX B NpodecCHOHAILHLIH cTanAapT (pyHKIMOHAIBLHAS KAapTa BH/A
npogecCHOHANBHO# JefiTeIbHOCTH)

OG6001meHHbIe TPYAOBBIE HYHKIIAH

_ Tpynosrie pyniuny

KOX

HaMMCHOBaHHC

YPOBEHB
KBaHQUKauu

HauMCHOBaHHC

Koo

YpOBEHB

(I0TypOBEHB)
KBaIM(HKALMH

CranpapTHBIe 1abopaTopHbIE H
ONBITHO-TNIPOMBINUICHHbIE
HCCIIEA0BaHHUA
HaHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB

4

IpoBenenne 1aGopaTOPHBIX HCIIBITAHUH CHIPHS W SKCIIEPHMEHTATBHBIX
COCTAaBOB HAHOCTPYKTYPUPOBAaHHBIX JIEKAPDCTBCHHBIX CPEZICTB Ha €10
OCHOBE [0 CTaH/IAPTHHIM METOIMKAM

A/01.4

4

H3roToBIeHHEe SKCIEPUMEHTATHHBIX COCTABOB IOIYLIPOAYKTOB H
TOTOBEIX JIEKApCTBEHHBIX (OpM HAHOCTPYKTYPAPOBAHHEIX
JIEKAPCTBEHHbIX CPEACTB II0 MPOIHCH

A/02.4

Hapa6oTka B OIIBITHO-NPOMBIILICHHBIX YCIOBAIX Ha OCHOBE
BBIOpaHHOM pELENTYPHI M TEXHOJNIOTHH CEPHii JIEKapCTBEHHOM
(hopMEI HAHOCTPYKTYPHPOBAHHKIX JIEKAPCTBEHHBIX CPEJICTB

A/03.4

Hcertanys oneITHO-MPOMBIILIEHHBIX CEpHit
HAHOCTPYKTYPHPOBAaHHBIX JIEKapCTBEHHBIX CPe/ICTB B TabopaTopHu
10 CTAHIAPTHBIM METOIHKAM

A/04.4

®dapmaneBTHYecKas pa3paboTka
COCTaBa ¥ TEXHOJOTHHA
HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEIX CPECTB

; BEIOOp METOIHK SKCHEPUMEHTANLHEIX HCCIENOBAHHH MO
. pesyJbTaTaM MOMCKA M AHAIA3A HAYYHO-TEXHAYECKOM JIMTEPATypPhl

0 HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTBAX

B/01.5

Be160p CHIpBS H MaTEpHAIOB JUIS NOYYCHAS
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH
C UX Ha3Ha4YCHHEM

B/02.5

Bri6op TexHONMOrHME ¥ 060PYXOBaHHUA UL TONYICHHS
3KCIIEPHMEHTANBHBIX COCTABOB MOIYIIPOAYKTOB M FOTOBOM
JIeKapCTBEHHOM GOPMEI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX
CpencTB

B/03.5

Bri6op MeTo010THE Ta60PAaTOPHEIX HCIIBITAHUI
SKCIEPAMEHTANBHBIX COCTABOB IONYNPOAYKTOB W TOTOBOM

. JIEKapCTBEHHOM (HOPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
| cpencTB

B/04.5

4

O6paboTka pe3yIbTaToB JIA00PATOPHBIX HCIBITAHMIH CHIPhSA H

| OKCIICPUMCHTAJIbHBIX COCTABOB HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPEACTB € NIOMOIUBIO CTAHMAPTHLIX MATEMAaTHICCKHAX H
. CTaTUCTUYICCKUX ITPUEMOB U METOJI0OB

B/05.5

ITpoBeienye SKCIIEPUMEHTOB ISl BAIIMAALIMHE TEXHOJIOTHYECKOTO
mpoliecca ¥ METOJIMK KOHTPOIISI Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX

| ICKApCTBCHHBIX CPEACTB

B/06.5

TIoaroroeka mpoeKxTa 3aK/IIOYCHAS O TEXHHIECKOH BO3MOJKHOCTH H
1enecooOpa3HOCTH BEITYCKA OMBITHOM IapTHH HOBEIX
HAHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB HA OCHOBAaHHH
aHaIM3a HayIHO-TEXHHYECKOM JIHTEpaTypHl _

B/07.5

Ynpasnerue pa3paborxoit
PEUENTYpPhI
HaHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEICTB U
BBITYCKOM OILITHOH MapTHH 110
HeH

CocTtaBiicHHE TEXHHMIECKOTO 3aiaHAs Ha 3aKyHKY, IPOEKTHPOBaHHE
Y M3TOTOBJICHHE KOMILIEKTYIOMHX M OCHACTKH 111 IPOM3BOJCTBA
HOBBIX HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

C/01.6

KonTtpons ¢papManeBTHIeCKOH pa3paboTKu 1 BHIGOP penenTyphl
rOTOBOI JIEKapCTBEHHO#H HOPMEI HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPENICTB

C/02.6

VYpasneHne NPOU3BOACTBOM OIBITHO-IIPOMBIILICHHON CEpHU
rOTOBO# JIEKAPCTBEHHOM GOPMEI Ha OCHOBE BHIOpaHHOMH penenTypsl
HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPE/ICTB

C/03.6

KOHTpOJIb aHATHTHYECKHX H TEXHONIOTHIECKAX UCTIBITAHAM
OIBITHOM MAPTHH FOTOBOH JeKapCTBeHHOH (OPMEI Ha OCHOBE
BBIOpaHHO# PEUENTYPH HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpeAcTB

C/04.6 .

KoHTpons noaroroBku AOKyMEHTAHHA N0 HapaDOTKE OIBITHO-
NIPOMBIIUIEHHON CepHH TOTOBOH JIeKapCTBEHHO#H (opMEI
HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBCHHBIX CPEJICTB

C/05.6

Vipapnenue GHOTOrHISCKHMHA
HCIBITAHUAMY CHIPBA ¥ TOTOBO#
JIEKapCTBEHHOM (hOPMEI

HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

Bri6op cioco6oB obecrieyeHHs MEKpOOHOIOTHYIECKOH YMCTOTEI
OIBITHOM NapTHH FOTOBO JIEKAPCTBEHHOH (POPMBI
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

D/01.6

Bri60p MeToauK B KOHTPOJIb IPOBEICHAS J1a00paTOPHBIX

; MEKPOGHOJIOrMYeCKHX HCTILITAHHH NOMYNPOAYKTOB M OIEITHON
| IAPTAX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPe/ICTB

D/02:6 -
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] KonTpoins npoBeeHus GHOJOrHYECKUX UCIBITAHUH OIBITHOM
| HapTUM HAHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB

D/03.6 |

g Od¢opmnenue pe3yabTaToOB HCCIENOBAaHAH H BRLIaYA 3aKIIOUEHHS O
MUKPOOHOIOrHIECKOM KaueCTBE ONBITHOHN NMapTHH
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

D/04.6 |

Opranuzanus pa3paboTKu
penenTypsl HOBOTO
HaHOCTPYKTYPHPOBAHHOTO
(hapManeBTHIECKOTO COCTaBa U
€ero JekapcTBeHHOH (opMBI B
COOTBETCTBHH C TEXHHYECKUM
3ajjaHIeM

Onpenenenne HanpaBiIeHHit pa3paboTK HAHOCTPYKTYPHPOBAHHEIX
JTIeKapCTBEHHBIX CPEZCTB IJI COCTABICHAS TEXHHYECKOTO 3afaHus]
Ha CO3JaHHE HOBOH pellenTypHI NEeNeBOTo Ha3HaYeHUS

E/01.7

Opranp3zanys IOUCKa HAYYHO-TeXHIIECKON HHbOpManum o
CymecTByomei popMe HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB H OCTYIHOM CHIpbe JUls e¢ IPOU3BOACTBA

E/02.7

OpraHnsaImx IIOJIYUCHHUS U HCCIICAOBAHUSA SKCIICPUMEHTAIBHBIX
COCTaBOB, BBIGOpa PeUCUTYPRI ¥ TEXHOJOINH H3IOTOBJIICHUS
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEIX CPEICTB

E/03.7

Opranpmsanus BBIIYCKa ONBITHOMH cEpHH HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB 110 pa3paboTaHHOH penentype

E/04.7

IIpoBepka U cornacoBaHHe TOKyMEHTAIHH 0 pa3paboTke
TEXHOJIOTHH IIOJIyYeHHs FOTOBOMH JIeKapcTBeHHOM dopMBI

HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB

E/05.7
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ITI. XapakTepucTuka 0606EeHHBIX TPYAOBBIX pyHKIHH

3.1. O6oomeHHan TpyaAoBas GyHKIHN

CraHgapTHbIe JaGOpaTOPHEIE H ONBITHO-
HauMeHoBaHKE TIPOMBIIIJICHHBIE UCCIICIOBAHUA Kox A Vposens 4
HAHOCTPYKTYPHPOBaHHBIX KBaTHUKaAK
JIEKapCTBEHHLIX CPEICTB
ITpoucxoxaeHue :
o6o6meHHol TpynoBo#t | OpuruHan X | 3auMcTBOBaHO W3 OpUrHHaNa
dyHKuIn ‘ ’ _ ,
Kon PeructpaumoHHbIf
OpuruHana HOMEp
npodecCHOHANEHOrO
CTaHpapTa
BosmorxHEIe TexHuk-mabopaHT
HaNMEHOBaHHs
JOJDKHOCTEHH,
mpodeccuit

Tpebopanus
o6pa3oBaHHUIO H
o0ydeHHI0

Cpennee npodeccronanbHoe 00pa3oBaHUe — IPOrPaMMEI TOATOTOBKH
CIIEIHAINCTOB CPEIHETO 3BEHa

Tpe6oBanus k
OIIBITY
NpaKTH4YeCKOoH
paboThI

Oco0rle ycnoBust
Jomycka K pabore

[Ipoxoxnenue o6s3aTeNbHBIX IPEABAPUTENBHEIX (IIpH MOCTYIUIEHHH Ha paboTy)
MEPHOINYECKUX MEAUIIMHCKHX OCMOTPOB (00citeloBaHMId), a TaKXkKe BHEOUEPEIHBIX
MEIUIMHCKAX 0CMOTpOB (06CIeoBaHuif) B IIOPS/IKE, YCTaHOBIEHHOM
3aKkoHO/iaTeNIbcTBOM Poccuiickoit @enepamuu

ITpoxoxaeHre HHCTPYKTaXa 10 OXpaHe TpyJa ¥ TEXHHKE 6esonacHocT’

Hpyrue

XapaKTepPUCTUKH

HonomautensHoe npodeccHoHaNbHOe 06pa3oBaHHe — IPOrpaMMbl HOBBIIICHAS
KBAIH(HUKAINHY [0 IPOGHUITIO JeSTeNbHOCTH

JlononHUTENbHEE XaPAKTePHCTHKH:

HaumenoBanue Kox HammeHnoranue 6a30Boii rpyminsl, JOJDKHOCTH (TpodeccHu) HiH
JIOKYMeHTa CNICHHAAILHOCTH
OK3 3119 Texuuxu B 061acTH PU3MUECKUX M TEXHUIECKHX HAYK, He
BXOASIINE B APYTHE TPYNIIBI

EKC’® - Texuuk-nabopaut

OKIIATP® 26999 Texuuk-nabopant

OKCO” 2.18.02.01 AHaJMTHYECKHI KOHTPOJIb KAYeCTBa XHMHIECKHX COSAHHEHMI

| 2.18.02.06 | Xummdeckas TEXHONOTHS OPraHMYECKHX BEMIECTB




3.1.1. TpyaoBas dynkmus

HaumenoBanue

IIpoBenenue 1abopaTOpHEIX
MCIIBITAHU# CHIPBS H
3KCIEPAMEHTANBHBIX COCTABOB
HAHOCTPYKTYPUPOBAHHEIX
JIEKAPCTBEHHEIX CPEACTB Ha €r0
OCHOBE II0 CTaHJAPTHHEIM METOJMKAM

Kon

TIpoucxoxacHue
TpyRoBO¥ dyHKUMH

YpoBeHb
A/014 (oaypoBEHS) 4

KBaMHKALUH

: OpHruHan X 3auMCTBOBaHO U3 OpMrHHANIA
i

Kox PeructpaunoHHbIi

OpUrHHANAa HOMEp

npodieccHOHAIEHOrO
CTaHAapTa

Tpynosie
JeHCTBHSA

IToaroroBka abopaTopHO# mocyasl ¥ mpocTeiimero o6opynoBaHus A oTOopa
npo6 U aHaNW3a HCXOAHOTO ChIpbS M JKCHEPUMEHTANBHBIX  COCTABOB
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEACTB

| IoAroToBKa aHANHUTOB ¥ peareHToB, NpuBejeHHe B palodee cocCTOSHHUE
HpOCTEANHX J1abOpaTOPHEIX MPHOOPOB [UIA aHAAH3a ChIPhs, MOMYNPOAYKTOB H
HaHOCprKTypHpOBaHHBIX JICKapCTBCHHBIX CPEICTB

Or6op 1npo6  HCXOAHOTO CHIpEI M  JKCOEPHMEHTANBHBIX  COCTAaBOB
HAHOCTPYKTYPHPOBaHHEIX JI€KAPCTBEHHBIX CPEACTB JUIi IIPOBEAEHHS HX
1a60paTOPHEIX HCILITAHMUIA

Hcnsitanus B 1abopaTopud HCXONHOTO CHIPhS H OKCIEPHMEHTATLHBIX COCTABOB
HaHOCprKTypHpOBaHHBIX JICKAPCTBEHHBIX CPEJICTB IO CTAHAAPTHBIM METOJAHKAM B
COOTBETCTBHH C TPeOOBAHHIMH OXPaHbl TPyZAa

VTum3anus mpoAyKTOB, TOJIYIEHHEIX B pe3ynbTaTe IMPOBEACHHS Ja60paTOPHBIX
aHANM30B HAaHOCTPYKTYPUPOBAHHBIX JI€KapCTBEHHBIX CPEACTB, B COOTBETCTBHM C
TIpaBHJIaMu J1abopaTopuu

OTkmoueHHe H OYHCTKa 00OpyZOBaHMS IIOC]E IPOBEAEHHA 1abOpaTOPHBIX
aHANM30B HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEZCTB, MBIThE IIOCYZIEL,
y6opka pabodero mecta

Benenue mabopatopHOro KypHama, 3allONHEHHE JOKYMEHTAlMM M IPOTOKOJIOB
HCIILITAHMHE HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUH C
TpeCoBaHHAMH HaJUIexKallell IPOU3BOACTBCHHOMN PaKTHKU

{ Heobxonumele
YMEHUA

Ipomssomute oumcTKy m KamMOpoBKy nabopaTopHOM MOCYABI M IIPOCTEHIIETO
obopymoBanust Ana oT6opa Ipo6 HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
| CPENCTB

HOI[FOT&BIIHB&TL U CTaHOAPTH3OBaTh AHAJIMTBEI H pEarcHTel MUId aHajau3a
HAaHOCTPYKTYPHPOBAaHHBIX  JICKADCTBCHHBIX CPEACTB B COOTBETCTBHHA  CO
CTaHOAPTHBIMH METOQHKaMH

OTOHpaTh  pelpe3cHTATHBHHIE MpPOOBl  CHIPS M OKCIEPMMEHTAIBHBIX
HAHOCTPYKTYPHPOBAHHEIX  JIEKAPCTBEHHBIX CPEACTB Oe3 HapymleHHS MX
CTabMIIBHOCTH U CBOMCTB

TMoarorapmuBate  nMaGOpaTOpHBIE  OOpasibl  IUIL  MCCIEJOBAHHA  CBOMCTB
HAHOCTPYKTYPUPOBAHHBIX  JE€KApPCTBEHHBIX CPEACTB B  COOTBETCTBHHM  CO
CTaHJAPTHEIMU METOAUKAMHI

PaGotarh ¢ mpocTeHmuMHK J1abOpaTOpPHBEIME IPUOOpPaMH, CPENCTBAMH H3MEPEHUA,
HCTIBITaTeNIbHBIM M BCIIOMOTaTeNbHBIM JTa0OpaTOPHEIM OOOpYHOBAaHHEM I aHATA32
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB IO CTAHIAPTHEIM METOAUKAM

OCyllIeCTBJUlTB KOHTPOJIb Ka4YeCTBa ChIPbSI M 3KCHCPHMEHTAIBHBIX COCTaBOB




HAaHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPECTB MO CTAHAAPTHEIM METOANKAM

Odopmiats JOKYMEHTAIHIO mo 1abopaTOPHEIM HCITBITAaHAAM
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPE/CTB

Heob6xonumeie
3HAHHUS

Omacnenme CTaHJApThl, TEXHHYECKHE YCJIOBHSI H HOPMATHBBI OIPCACIICHUA
MoKasaTelei KauecTBa HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

Mertozs!l HOArOTOBKH PEaKTHBOB, MATEPHAIOB M NPOCTEHIIEro 0GopyaoBaHus s
KOHTpOJIS KaueCTBa HAHOCTPYKTYPHPOBAHHBIX JICKaPCTBEHHEIX CPE/ICTB

Metonsl paboTHl ¢ peaKTHBaMH H XMMHYECKHMH BEIIECTBAMH WISl OHPENCICHHS
HOKa3aTeNell KauecTBa HaHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHEIX CPEACTB

Meroast  paborel ¢ mpoctefiuMm  o0OpyZOBaHHEM ~ANA  HCHBITAHHM
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPECTB

MeTopEI KOHTPOIIS Ka4€CTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

Iopsimok odopmileHus 1abopaTOPHOro KypHaia, MPOTOKOJNOB, aKTOB HCIBITAHUM
IO B COOTBETCTBHH C HHCTPYKUHUAMH 1O OGOpPMIEHHIO M JPYroi TeXHHYeCKOH
JIOKyMeHTauuei

TpeboBaHHsA caHUTapHOrO pEXHMA, OXpaHB TPYAd, MOXKAPHOU 6e30HacCHOCTH,
OXpaHBbl OKpy>Karomiei cpeibl

Apyrue

XapaKTepHCTHKH

3.1.2. Tpyaosas ¢pyHKIHS

HW3sroroenenue 3KCHEPUMEHTANBHBIX

COCTABOB IIOJYIIPOAYKTOB B TOTOBHIX ! VpoBens
HauMeHoBaHue | JIEKAPCTBEHHBIX GOpM Kon, A02.4 (nozypoBeHs) 4
HaHOCTPYKTYPHPOBaHHBIX kBanupuKaimu

JIEKapCTBEHHEIX CPEJCTB 110 IIPOIKICH

e .

Tpoucxoxcaerue ! OpuruHan X | 3auMmcTBOBaHO M3 OpPHIHHANA |
TpynoBoi GyHKLHH { R I

Kon PeructpauHoHHbIH

OpHUTrHHala HOMep
npoecCHOHANBHOTO
CTaHZapTa

Tpynoseie Ionarotoeka  cHIpps IS V3TOTOBICHMS  OKCHEPHMEHTANLHBIX ~ COCTaBOB
JelcTBUS HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB COTTIACHO HHCTPYKIHAM

WsroToBnenne MONMYNPOAYKTa MM TOMYYEHMS OSKCHCPHMEHTANBHBIX COCTABOB
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB COTJIACHO HHCTPYKLIHSM

ToaroToBKka 00OPYZOBaHHS il W3TOTOBJIEHUS OKCIEPHMEHTANBHBLIX COCTABOB
HaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPEJCTB COJIACHO HHCTPYKIUAM

OGpaGoTKa CBHIpbSt i1 IONYYCHHS HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB IO IPOIHACH

WarotoBneHue  HAHOYACTHII  [UI1  CO3JAaHMA  HAHOCTPYKTYPHPOBAaHHBIX
J€KapCTBEHHBIX CPEACTB II0 TIPOIHCH

Pasrpyska  obGopymoBaHHA IOCie MONYYeHHS  HAaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB COTNIACHO HHCTPYKIHAM

OTximodeHe 1 OYMCTKA o6opy11013aﬂm TI0CJIC€ IIPOBEACHHS pa60T C HCXOIHBIM

CHIPEM W MHONYNPOAYKTaMH IUIS [ONYYEHHs HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB

Y6opka pabogero MecTa nocie paboT no H3rOTOBICHHIO HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB
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Benenue maGopaTopHOTo XKypHaja, 3allONHEHHE NOKYMEHTAallMM H IIPOTOKOJIOB
HCIIBITAHHM  CHIPBS, IONYIPOAYKTOB M TOTOBBIX HAHOCTPYKTYPHPOBAaHHBIX
JeKapCTBEHHEIX CPENCTB B COOTBETCTBHH C TPeGOBaHMSMM HaIexauiei
TIPOM3BOACTBEHHOM IIPAKTHKH

Heobxomumere
YMEHHUS

TIpon3BoauTs OUMCTKY M KaTHOPOBKY 1a6OpaTOPHOM MOCYARL, a TAaKKe HACTPONKY
o6opynoBaHus Ui TOJIy4EHUS SKCHEPUMEHTAIbHBIX COCTaBOB
HaHOCTPYKTYPUPOBAHHEIX JTEKapCTBEHHEIX CPEJICTB

Bomonasare  s1a6opaTopHEIC IMPOLENYPhl OYHCTKM M MOTOTOBKH KOMIIOHEHTOB
HaHOCTPYKTYypUPOBaHHBIX ~ JIKADCTBEHHEIX  CPEACTB  COMIACHO  TpeGOBaHUSIM
TeXHHUYECKOH TOKYMEHTALMH 110 IIPOBEICHHUIO H3MEPEHHI apaMeTpoB

Pa6orats ¢ mabopaTopHEIM 060pyAOBaHNEM U NIPHOOPaMH JUTA OMMCTKH U HOATOTOBKH
OCHOBHBIX KOMIIOHGHTOB HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB COITIACHO
TpeGOBaHMAM TEXHHYECKOH JOKyMeHTaumu 1o paGoTe ¢ 1abOpaTOpHEIM
obopynoBaHHeM

Pa6orate ¢ naGopaTopHEIM 00OpyZOBaHHEM M TIpHOOpaMHM UL H3TOTOBJICHHS
MOMYNPOXYKTOB H TOTOBEIX. HAHOCTPYKTYPHPOBAHHBEIX JIEKapCTBEHHBIX CpEACTB
COITIACHO TPeOOBAHUAM TEXHUYECKOM JOKYMEHTaIMH Mo pabore ¢ nabopaTopHEIM
obopyioBaHueEM

BrImonHaTe 1a60paTOpHEIE MPOLEAYPH! IOJTYYEHUS MOMYIPOAYKTOB H TOTOBHIX
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB COIIACHO TpeOOBaHHIM
TEeXHUYECKOH ZlOKyMeHTaIIHPI 110 TIPOBEACHUIO J1a6opaT0pHle npoue,u;yp

OcdopMiATe  JOKYMEHTANMI0O O  TONYYEHHIO  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB

Heobxomumsie
3HAHMA

OTpaC.TICBBIC CTaHOAPTEI, TEXHUYCCKHE YCJIOBHA U HOPMATHBEI HAa COCTaBbBl H
METOABI H3rOTOBJICHUA HAHOCTPYKTYPHPOBAHHAIX JICKAPCTBCHHBIX CPCICTB

MeTtonu MOATOTOBKH  CBIpbA I CO3JaHHA  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Metonsl HOATOTOBKH 0OGOpYAOBaHWA [y CO3JaHHMA HAHOCTPYKTYPHPOBAHHBEIX
JIEKapCTBEHHBIX CPEICTB

Metonsr paboThl ¢ OGOpYZOBaHHEM M CO3NAHUSA HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEIX CPEJICTB

MCTOI[LI TOJYYECHHS TONYNIPOAYKTOB W TOTOBBIX JIEKADCTBEHHBIX (l)OpM
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB

Iopsimox odopmnenus 1abopaTopHOro JXypHaia, MPOTOKONOB, aKTOB MCIIBITAHHH
COIIACHO TpeOOBaHHSIM TEXHMYECKOH JOKyMeHTammd 1o  odopmieHHIo
J1a60paTOPHBIX XKYPHAIOB

TpeboBaHUsA CAHUTAPHOTO PEKHMA, OXpaHbl TPyAa, NOXKAPHOH Oe30macHOCTH,
OXpaHbI OKpyKaromeil cpeibl

! ipyrue
i XapaKTEpHUCTHKHA

3.1.3. Tpyaosas pynxuus

HaumeHoBaHHE

HapaboTka B onbITHO-

IIPOMBINUICHHBIX YCIIOBUAX Ha OCHOBE

" VpoBeHb
HO eNTyphl K TEXHOIOTHH |
BLIprIH 1 pen YII: © r Kon | A/03.4 (noxypoBeHs) I 4
cepuii JTeKapcTBeHHOM (OPMBI KBATHHKALH

HAHOCTPYKTYPHPOBAHHBIX

JICKapPCTBEHHBIX CPEICTB
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TIpoucxoxaeHHe ! | 3aMMCTBOBaHO U3 i i
. i OpuruHan X .
Tpynoso gymawan | T TT  C7 opurMHama i
Kon opurunana PerucTpauroHHBIH
HOMep
npoecCHOHANBHOr0
cTaHjapTa
%pr,uonme TloaroroBka cHIpbS UIA  H3TOTOBIECHHMSA  ONBITHO-MPOMEIIUICHHBIX — Cepuit
| neftcTBusA JICKapCTBEHHOM (OPMBEI  HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CpPEICTB

COTIACHO MHCTPYKIUH

HsroToBneHne MOIYyNPOAYKTOB IPH NOTYy9E€HHH ONBITHO-IPOMBINIIEHHBX CepHil
JIEKapCTBEHHOH (OPMBI HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB
COTJIACHO MHCTPYKIHH

INoaroroBka oGopynOBaHHS I H3TOTOBIEHHS ONBITHO-IPOMBIIINIEHHEIX cepuit
TOTOBOH JeKapcTBEHHON (OpPMB HAHOCTPYKTYPHPOBAHHBIX JIeKAPCTBEHHBIX
CPECTB IO IPOMUCH

3arpyska chIpks B 000pYIOBaHHE U U3TOTOBJICHUE OMBITHO-IIPOMBIIUICHHEIX CepHit
JeKapcTBeHHOH (opMBI HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB Ha
nabopaTOpHOM OGOPYJIOBaHHH B COOTBETCTBHH C IIPOEKTOM J1aGOpaTOPHOrO
pernaMeHTa

KoHTpoms mpomecca moiaydeHHS IONYNPONYKTOB H TOTOBOM JIEKapCTBEHHOM
GOpMBI  HAaHOCTPYKTYPHUPOBaHHEIX  JIEKapCTBEHHBIX CpPEACTB Ha  OIBITHO-
HPOMBINIICHHOM 00OPYZOBAHHH B COOTBETCTBHU C MPOEKTOM TEXHOJIOTHYECKOTO
pernaMeHTa

Pasrpyska ob6opynoBanus 6e3 HapyIleHUs CTaGHILHOCTH U KauecTBa MOIy4eHHOTO
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPECTB

OTKIIIOYeHHE W 09HCTKAa 060pyNOBaHHS MOC/E MPOBEACHHA PaboOT 1O MONYUeHHIO
OIBITHO-TIPOMBIIUIEHHBIX CEpHil IEKapCTBEHHOH (HOPMBI HAHOCTPYKTYPHPOBAHHEIX
NeKapCTBEHHBIX CPEACTB

Benenne AOKYMEHTAUHH  IIPOH3BOACTBAa  OIIBITHO-~IPOMBILITICHHBIX cepm‘i
JICKapCTBeHHOi;I (l)OprI HAaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBCHHEBIX CPEACTB

Heob6xoaumeie
YMeHHS

Komponnpona’rb IMOKa3aTeM KadeCTBa CBIPbI W NOJYONPOAYKTOB  AJIA
H3TrOTOBIICHHA ONBITHO-IIPOMBIINJICHHBIX cepm‘i HaHOCTPYKTYPHPOBAHHBIX
JICKAPDCTBCHHBIX CPCACTB

IoarorapnMBaTL  ONBITHO-NIPOMBILIJIEHHOE OOOpYINOBaHHE JUIA  HONYyIEHUS
HaHOCTPYKTYPHpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Jlo3upoBaTh OCHOBHOE CBHIph€ M JONOJHMTENBHEIE KOMIIOHEHTH TOTOBBIX
JIeKapCTBEHHBIX OPM HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

KontpoimpoBaTh pexwM pabOThl ONBITHO-IPOMEBINUIEHHOTO OOOpYAOBaHHA H
W3TOTOBJICHHA  CCpHil  JIEKapCTBEHHOH  (oOpMBI  HaHOCTPYKTYPHPOBaHHBIX
JICKAapCTBEHHBIX CPEZICTB B COOTBETCTBHH € IIPOCKTOM peTlaMeHTa

PaGotats ¢ 0GOpyAoBaHMEM i MONYYeHHS ONBITHO-IPOMBIMUIEHHBIX CepHit
JIeKapCTBEHHO} OpMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Becru 3amomusAembie (OPMBI MO TEXHONOTHYECKH OINEPAIMAM IIPOM3BOACTBA
ONBITHO-TIPOMBINLICHHBIX CEPHIA IEKapCTBEHHON HOPMBI HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB

OKCILUTyaTHPOBaTh 000pyHOBaHHE I MONYy4EeHHs ONBITHO-NPOMBIIUIEHHBIX CEpHi
TOTOBOM JIeKapcTBeHHOH (OPMBI HAHOCTPYKTYPHPOBAHHBEIX JIEKAPCTBEHHBIX
CpelcTB

Ounmate 00COpyIOBaHHE IIOCHE NOMYYEHHS OINBITHO-NPOMBINUIEHHBIX Cepuit
TOTOBOH JIeKapCTBEHHOM (OPMEI HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CpeacTs
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Heobxonumeie OtpacyeBble CTaHAAPTHI, TEXHWYECKHE YCIOBHSA M HOPMATHBH HAa COCTAaBhHl H
3HaHUA METOJIBI TOJIyYeHHUSI HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEBIX CPEACTB

Meroasl NTOATOTOBKM CBIpbS M HOJYNPOAYKTOB M TOJNY4eHHS OIBITHO-
OPOMBIIUIEHHEIX ~ CEPHH  JIEKAPCTBEHHOM (OPMEI HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEJICTB

MeTonsl IOATOTOBKM M HACTPOMKM 00OpyHOBaHHMS A MHONYYEHHS ONBITHO-
OPOMBIIUIEHHBIX ~CepUil  JIeKapCTBEHHOM (opMbl  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHH C TPeOOBaHHAMY OXpaHBI TPyJa

Pexxum H 0cOOEHHOCTH KOHTpOJIS Ipolecca IMOTydEeHHs ONBITHO-IIPOMBIIUICHHBIX
cepHit HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHAIX CPelICTB

JloxyMeHTanus HpOH3BOACTBA ONBITHO-TIPOMBINUIEHHBIX CEPHH JIeKapCTBEHHOH
(OpMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TpeOoBaHHS CaHHTapHOrO PEXHMA, OXpaHHl Tpyla, MOXKapHOH O6e30IMacHOCTH,
OXpaHBI OKpYXKaloller cpesl

Npyrne -
XapaKTepUCTHKH

3.1.4. Tpyaosas ¢pyHxuus

HcnsITaHUsA ONMBITHO-IIPOMBIIIIEHHBIX
cepuil HAHOCTPYKTYPHPOBAHHEIX VpoBeHs
Haumenosanue | JIeKapCTBEHHEIX CPEJICTB B Kox A/04.4 (noayposeHs) 4
11a60paTOpHH IO CTAHIAPTHEIM kpanuukaLyn
METOAMKaM
—r - - — e
Hpoucxc{mneﬂue Opuruvan X . 3aMMCTBOBAHO M3 OPHTHHANA |
TPYROBOH yHKLMH e A e i
Kox PeructpaunoHHbIi
OopuruHana HOMeEp
npOC])CCCHOHaJILHOFO
CTaHjaapTa
Tpynorsie IToproToBKa aHANTATOB UM pEareHTOB, NpHBeIECHHE JTaOOPAaTOPHBIX IPHOOPOB M
AeHCTBHSA HCCIICIOBAHHH CBOMCTB HAHOCTPYKTYPHUPOBAHHEIX JIEKApCTBEHHBIX CpPEACTB B

pabodee cocTosHHE

IpoBepka paborococo6HOCTH MpocTefiIero aHATNTHIECKOr0 060pyIOBaHUS IS
HCCIEIOBAHUA CBOHCTB HAHOCTPYKTYPHPOBaHHEIX JICKAPCTBEHHBIX CPEICTB H B
cJIyJae HeoOXOAMMOCTH BBIBOJI €T0 Ha pabouMii pexumM

Ot16op mpo6 SKCHEPHMEHTANBHBIX O00pa3sLOB TOTOBEIX JIEKApCTBEHHHIX (opM
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB 10 CTAH/IAPTHHIM METOJTUKAM
Omnpenenenre CpOKOB FOMHOCTH pabOYMX pacTBOPOB, PEAKTHBOB M CTaHAAPTHHIX
00pa3loB HAaHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX CPEACTB MO CTAHIAPTHHIM
METOJMKaM

IMoxprotoBka npo6 HAHOCTPYKTYpPHPOBAHHEIX JICKAPCTBCHHBIX CPECTB K aHAIH3Y H
npoBeJieHAe J1aGOPaTOPHBIX NCHBITAHMA MO CTAHJAPTHHIM METOIUKAM

Vruwim3anys npoAyKToB, NOJMYYEHHBIX B pe3yibTaTe MPOBEAEHHs J1abopaTOpHEIX
aHaNM30B HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPENCTB, B COOTBETCTBHH C
TpaBHJIaMH J1abopaTOpHH

OTKTOYEHHE M OYHCTKa OOOpYJOBaHWS IOCHe MpOBeNEeHHA JaGOpaTOPHBIX
aHAJIM30B HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB

Benenue naGopaTopHOro skypHana, odopMiieHHe NOKYMEHTAUMH H IPOTOKOJIOB
HCIBITAHUH HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH C
TpeOOBaHHIMH HaJICKAINEH TPOU3BOACTBEHHOM IPAKTHKH
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' Heobxonmmbie IMpon3BOMTE OYHCTKY H KaMOPOBKY nabopaTopHO# HOCYAB! H 000pyAOBaHUS JUIS
| YMeHHS orGopa mNpo6 TrOTOBEIX JIEKAPCTBEHHHIX (OpM  HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHEIX CPEACTB MO CTAHJApPTHHIM METONHKAM
MoxgroraBnuBaTh aHANHTHI W peareHTHl IS KOHTPONS Ka4ecTBa OIBITHO-
NPOMBIILICHBEIX CEPHil  JICKApCTBEHHON (GOPMEI  HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB
Ot16mpate NpobBl TOTOBBIX JEKAPCTBEHHBIX (OPM HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CpeCTB 6e3 HapymieHHs CTaOMIBHOCTH M CBOMCTB M FOTOBHTH H3
HHX 06pa3mpl JUIs HCcCieIOBaHAN
IoaroraBnmuBare, HacTpauBaTh W KamuOpoBaTh JabopaTopHble NPHOOpPBI A
KOHTpOJsI KadecTBa OILITHO-TIPOMBINUICHHEIX CEpHil JiekapcTBeHHOH (HOpMEI
HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEZICTB
PaGotate co cpencTBaMH W3MEpeHHi, HCHBITATENHHEIM, BCIOMOTATENBHEIM H
TEXHOJIOTHIECKUM o6opyoBaHAEM Ut KOHTPOJIA KadecTBa
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEZICTB
OcymecTBIATh JIa0OpPaTOPHBI KOHTPONH KavecTBa OMBITHO-IMPOMBIULIEHHBIX
cepuif JleKapcTBeHHOH (hOpMBI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPENCTB
OdopMIATh  JOKyMEHTAOMIO 1O  HONY9eHHI0  HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEZICTB
Heo6xonumsie OrtpaciieBbie  CTaHAApTHI, TEXHHYECKHE YCIOBHA H HOPMAaTHBBI OMNpEACTeHHS
3HAHUA nokazarenei kKauecTBa HAHOCTPYKTYPHPOBAaHHHIX JICKAPCTBEHHBIX CPEJICTB
Mertonsl OATOTOBKM J1ab0opaTOpHOf MOCYZAbl, PEakTHBOB M MAaTEpHATOB I
KOHTpOIIs Ka9¢CTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB
Metosl HOATOTOBKH OpPHOOPOB H 00OpYHOBaHHMA M KOHTPOIS KadecTBa
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB
Meroger pabotel ¢ mpmbopaMH u 00OpydOBaHHEM JUIi KOHTPOJA KadecTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
HoxymenTanus, odopMidemas @pH ONpefieleHAM IIOKa3aTened KadecTBa
HaHOCTPYKTYPUPOBAHHBIX JICKaPCTBEHHBIX CPEJICTB
TpeGoBaHUsI CaHHTAPHOTO PEXHMa, OXPaHBl TPyHAa, IOXapHOH Ge30macHOCTH,
OXpaHBbI OKpYXalolleH cpeasl

Hpyrue -
| XapaKTepUCTHKH

3.2. O6o0mennan TpynoBas GpyHKuHs

- apManeBTHYECKas pa3paboTKa

| COCTaBa B TEXHOJIOTUH Vposens

HaumeHosaHue Koz B
HaHOCTPYKTYpPHPOBaHHEIX KBanu KAy

{ IEKapCTBEHHEBIX CPEACTB |

IIpoucxoxaenue |
o6o6ieHHol , OpuruHan
TpynoBol pyHKIMM |

S -
X 1 3auMCTBOBaKO K3 | ? )

npod)eccHOHANBHOTO
CTaHAapTa

BozmoxaBIE Texuuk
HaMMEeHOBaHUS Texuuk-mabopanr
JOJDKHOCTCH,
npodeccuii
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TpeGoBaHus K Cpennee npodeccHOHATEHOE 06pa3oBaHAe — IPOrPaMMEI TOATOTOBKH
06pa3oBaHHIO H CTIEI[MANTMCTOB CPEIHETO 3BEHA
00ydeHHIo

TpeboBanus K
OIIBITY

TIPaKTHYEeCKOH
paboTsr
Oco65le ycnoBus Ipoxoxnenue 06:13aTeNIBHBIX MpeBapHTENBHBIX (IPH MOCTYIUIEHHH Ha paboTy) H
JionyckKa K paborte TEPHOAMYECKUX MEAUIIMHCKUX OCMOTPOB (00cienoBanHmil), a Taioke
BHEOYEPEIHEIX MEAULHHCKHAX 0CMOTpOB (00cneoBanuit) B nopsaxe,
YCTaHOBIICHHOM 3aKOHOZaTeNbcTBOM Poccuiickoii ®enepanun
: ITpoxox/ieHne HHCTPYKTaXa MO OXpaHe TPyJa M TeXHHKe 6e30IMacHOCTH
- Npyrue JlonomunATensHbIe PpodeccHOHANbHEIE MPOrPaAMMEI — IPOTPAMMEI HOBHIIIEHHS
| XapaKTEpHCTHKH KBaJIM(HKAIKK 10 NPOPIITO IeATebHOCTH

HOHOJIHHTCJIBHHC XapaKTEepUCTHKHA:

HaumenoBanue Kox ' HammenoBaH#e 6a30B0# rpyNL, JOIDKHOCTH (IPOQECCHN) HITH
JOKYMEHTa CHENHANBHOCTH

OK3 3111 _Texnuxu B 0611aCTH XMMAYECKHX H (PM3HIECKHX HAYK

EKC - " Texauk-1a6opanT

OKIIATP 26927 " Texank
26999 | TexHuK-n1aGOPaHT
27309 ' ®apManeBT

OKCO 2.18.02.01 | AHaIMTHYECKHI KOHTPOIIb KAIECTBA XMMHYECKHX COCAHHEHAIN
2.18.02.06 | XuMmyeckas TEXHOJOTHSA OPTaHHYECKHX BEIIECTB
3.33.02.01 ! Gapmanus

3.2.1. TpynoBas pyHKuus

Br160p MeToIMK SKCHEPHMERTANbHBIX |
HCCIIeOBaHKH 10 pe3yIbTaTaM HOHCKA l

" VpoeeHb
M aHAJIH3a HAyTHO-TEXHHUIECKOH
HaumeHoBaHHe Kon B/01.5 | (nomyposens) 5
JUTEPATYpPHI O [ —
HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTBAX
- | 3auMcTBOBaHO H3
IpoucxoxaeHne rOpnmnaJl X CTBOBAHO i
TpynoBoii GyHKUMH _ E OpurHHajIa ! R j
Kon opurunana  PerucTpanmoHHBIH HoMep
Tpo()eCCHOHAIIBHOTO
CTaHAapTa
Tpynosrie ITouck omyGnuKkoBaHHOH HHpOpMaIHA 0 HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
JEHCTBHSA CpeICTB
Hcnons3oBanue oOHapyxeHHOW HHGOpPMalMH O  HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHLIX ~ CPEACTBAX UL YTOYHEHHd  BHIOpaHHOro  HANpaRJIEHHUA
JIATEPaTyPHOrO MOHCKA
Tlomck  JeTam3upoBaHHOM uHpOpMaHEH o HaHOCTPYKTYPHPOBaHHBIX
JIEeKapCTBEHHBIX CPeJICTBaX
AHamn3  HalJEHHOro B  NEPBOMCTOYHHMKAX MaTepHala O  KOHKPETHBIX

HaHOCTPYKTYPHPOBAHHEIX JIEKaPCTBEHHEIX CPEACTBAX
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Ompenencaue # 0OOCHOBaZHME METOJOB CHHTE3a M aHAIHM3a KOHKPETHBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CpEACTE HO pe3yibTaTaM aHaIW3a
JIATEPATyphl

Heobxonumere PaboTaTh ¢ KaTAJIOTAMA HAYYHBIX H HAYTHO-TEXHHYECKHX OHOIMOTEK

yMEHHS PaGorats ¢ OaszamMm gaHHRIX B 00JAaCTH XHMHH, XHMMYCCKOH TEXHOJIOTHH,
¢apMmaneBTHIECKOH TeXHONOTNH, GHOJIOTHA ¥ HAHOTEXHOJIOTHH
Pa6otats ¢ TexHaYecKoH TATEPATYpOii Ha aHITIHIHCKOM S3BIKE
O600maTs ¥ aHATM3APOBATH HAYYHO-TEXHUIECKYIO HHPOPMALHIO B 061ACTH XAMUM,
XUMHYECKOH TEXHONOTrMH, (apManeBTHYCCKONH TEXHOJOTHH, OHONIOTHH H
HAHOTEXHOJIOTHH
CocTaBiars 0630psl HAYYHO-TEXHUUECKOH JIUTEpPaTypPHI

Heobxomumbie OtpacineBsic CTaHAAPTH, TEXHAYECKHE YCJIOBAS ¥ HOPMAaTHBLI Ha COCTABEI, METOIBI

3HaHHSA NOJydeHMsT H ONpeJieNicHHe MNoka3arelell KadecTBa HAHOCTPYKTYpPHPOBAHHBIX
JIEKAPCTBEHHBIX CPE/ICTB
Tpebopanusi  0oOmeErocyapcTBEHHBIX  3aKOHOJATENBHBIX  JOKYMEHTOB IO
¢dapMokonied K HCXOOHBIM aKTHBHHIM (apMaleBTHIECKHM CyOCTaHUHAM H
BCIIOMOraTeJIbHBIM BEMECTBAM
dapmakoneiinsie  TpeOOBaHMA K  CHIPBIO, TOJNYNPOXYKTaM H  TOTOBEIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHEBIM CPEICTBAM
OCHOBHEIE TIOJNIOXKEHUS MEXKAYHAPOJHBIX M HAIMOHANBHBIX CTaHAApTOB KayecTBa
JIEKApPCTBEHHEIX CPEACTB, KOTOPHIE OTBEHAIOT €¢ HAa3HAYEeHHIO, PETHCTPAHOHHOMY
JIOCBE ¥ creli(puKanHu
OCHOBHEIE TEXHOJNOTHH H METOABl TONY9eHHS HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB
CnocoObI  BO3MOXKHOCTH MOMCKa HayYHOH M HAyYHO-TEXHHIECKOH JIMTEPaTypHl B
o6nacTu pa3pabOTKH M MPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB
TexHUYeCKH# aHTTHICKHIA ST36IK B 00/1aCTH pa3pabOTKH JIeKapCTBEHHLIX CPEACTB
TpeboBaaus CaHHTAapHOIO pEXMMA, OXPaHBHI TPyHAa, NOKApHOH O6e30macHOCTH,
OXPpaHEI OKpYyXarolel cpeabl
IMopsmok peficTBuit HpH Ype3BbAMHBIX CHTYAlHIX

: Jlpyrue -
| XapaKTepUCTHKH

3.2.2. Tpynosas dyHkmus

BrI60p CHIPBS H MATEPHAIIOB JUIS 1 v
OBCHb
TOJTy4eH s HAHOCTPYKTY PHPOBAHHBIX p
HaumeroBakme v TPYKTYPHP | Kon B/02.5 | (nomypoBeHs) 5
JIeKAPCTBEHHEIX CPEJICTB B ad S
COOTBETCTBHH ¢ HX Ha3HAYCHHEM }
TIpoucxoxaeHue § 3aUMCTBOBAHO U3

TpynoBo# GpyHKUHH

| opuruHana ]

‘ OpuruHan X

Kop opurvHanma  PerucTpaumoHHBIH HOMEp
npodecCHOHANTBHOrO
CTaHAapTa

Tpynossie
AcHCTBHA

Onpenenenre U BHIOOP OCHOBHEIX KOMIOHEHTOB pa3pabarniBaeMoii J1eKapCTBEHHOH
(OpPMEI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Onpenenedsne W BHIOOP  BCHOMOTATENbHBIX  BEOIECTB  pa3pabaThiBaeMoOM
JIEKapCTBEHHOM OPMEI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPENCTB

Hon6op unbopManuu O BO3MOXKHLIX IOCTAaBIIMKAX M CTOMMOCTH CHIPbS H
cyOCTaHIIMM AU CO3/IaHUA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
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AHamu3 cBeleHHH O (DM3MKO-XMMHYECKMX H TEXHOJOTMYECKHX CBOMCTBAaX
cyOCTaHIMH ¥ BCIIOMOTATENbHBIX BEIIECTB PA3MMYHEIX TOPrOBHIX MapoK H
[POM3BOHUTENCH I CO3IaHHs HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Heobxomumelie
YMEHHUs

AHBJIHSHPOB&TI: PBIHOK CBIPbSI AT CO3aHUusA HaHOCTPYKTYPHUPOBAHHBIX
JICKapCTBCHHBIX (bOpM (bapmauenmqecxoro HA3HAYCHHUSA

OlLeHUBAaTh OXMAAEMBIA BKJIaA M BimsHHe (apMalEBTHYECKOH CyOCTaHIMH H
BCIIOMOTATEJIFHEIX BEMIECTB, B TOM WYHCJIE HAHOCTPYKTYPHPOBAHHBIX, Ha KauyeCcTBO
TOTOBO# JIEKAPCTBEHHOMN (hOPMBI

OueHnBaTh JOCTYHHOCTh H 1ieecoo0pasHOCTh MCIONB30BaHUSA (apMarieBTHYECKOM
cy6CTaHLIMA H BCIIOMOTATENBHBIX BEIIECTB, B TOM HHCIIC HAHOCTPYKTYPHPOBAHHEIX, B
rOTOBOI JIeKapcTBeHHO#H (opme

OneHHBaTh TEXHOJOTHYECKYIO BO3MOXHOCTH BBINYCKa HAHOCTPYKTYPHPOBAaHHOIM
(apManeBTHIECKO# CyOCTaHIMH

Pabotath ¢ TEXHHYECKOH JINTEPAaTypOil Ha aHIIUHCKOM S3bIKE

HeobxoauMeie
3HAHUA

OTpacneBsle CTaHAAPTHI, TEXHHYECKHE YCIOBHS M HOPMATUBEL Ha COCTAaBbl, METOIBI
HOJIy9eHus H CBOUCTBA HAHOCTPYKTYPHPOBaHHHIX JIEKAPCTBEHHBIX CPEJICTB

TpeGoBanus o6merocyAapcTBEHHEIX 3aKOHOAATEBHEIX JOKYMEHTOB 10 (apMOKOIIeH
K HCXOAHBIM AaKTHBHBIM (t)apMaueBTH‘ICCKHM CyﬁCTaHuHHM H BCIOMOIratTeiiIbHbIM
BEIIECTBAM

OCHOBHBIE NOJIOXKEHHS MEXAYHAPOAHBIX M HAIHMOHAIBHBIX CTAHAPTOB KadecTBa
JIEKAPCTBEHHBIX CPEICTB, KOTOPEIE OTBEYAIOT €€ HA3HAYCHMIO, PETHCTPAHOHHOMY
JIOCBE ¥ cHeHuKanmy

OCHOBHEBIE TEXHOJIOTHH [IPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHEIX (papMaleBTHYECKHX
COCTaBOB

IpaBuna  oskcruryararmue  abopaToOpHOTO,  ONBITHO-TIPOMBINUIEHHOrO  H
HPOMBINIICHHOTO TEXHONIOTAYECKOTO obopynoBanus st NOIydeHUS
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

®@apMakoneiHEe TPeOOBaHUA K CHIPBIO, MOMYIPOAYKTaM M TOTOBBIM JICKAPCTBEHHBIM
(opMaM HAHOCTPYKTYPHPOBAHHBIX (papMalleBTHIECKUX COCTABOB

TexHAYeCKHit aHTTIMACKHI 361K B 00J1aCTH pa3pabOTKH JIEKAPCTBEHHEIX CPEACTB

TpeGoBaHuA CAaHHTAPHOTO PEXKHUMA, OXPaHBI TPY/A, IOXKAPHOH 6e30MacCHOCTH, OXPaHEI
OKpYKaloIeH cpenbl

Tipyrae

XapaKTCPHCTHKH

3.2.3. Tpynosan gpynxuns

Bei6op TexHonoruu u 060pyIoBaHuS
LA TIOYYECHHsI SKCIIEPUMEHTAIIBHBIX v
o OBEHb
CTABOB NOJIYIIPOJYKTOB X FOTOBOH P
Haumenosarme | OO 0 . AYK Kon B/03.5 (noaypoBeHs) 5
JIeKapcTBeHHOM dopMbI et S—
HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB
IpoucxoxaeHue )
i : OB: i
AN Y a— Opuruvan X j 3aHMCTBOBAHO M3 OpHTHHAIA i
Kon PerucTpauroHHeiii HoMep
OpurdHana npodeccHoHansHOTO
CTaHZapTa
] Tpynossie AHanmu3 BO3MOXHOCTEHl METOJOB HM3IOTOBJICHHS 3KCIEPHMEHTANBHBIX COCTABOB H
i v
| NEACTBHUSA TOTOBEIX JIEKAPCTBEHHHIX (HOPM HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHEIX CPEACTB C
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YYETOM IIpeAnonaracMoro mNyTl BB€JI€HUASL B OpPraHu3M, JO3b1, (bHSHKO-XHMH‘iCCKHX U
TEXHOJIOTHIECKHUX CBOHCTB CBIPEA B cy60’rammn

HMon6op urdopMannu 0 BO3MOXKHEIX HOCTABIIMKAX M CTOMMOCTH 00OpYIOBaHUA IS
BHIODaHHBIX TEXHOJOTHH IONyYeHHS HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX
CpeIcTB

BEIGOp TEXHONOTHYECKOTO 060pYAOBAHHUS UL H3TOTOBJICHHS SKCIEPHMEHTATHHBIX
COCTaBOB TOIYIIPOIYKTOB u TOTOBOM JIEKapCTBEHHOH ¢dopmel
HAHOCTPYKTYPHAPOBAHHbIX JICKAPCTBEHHBIX CPEICTB

Heo6xomumsie
yMEHHS

MonGupares sabopaTopHOE M  ONBITHO-IPOMBIIUICHHOE OOOpymOBaHHME IS
KOHKpDeTHOH IenM 1npH  pa3paboTKe TOTOBBIX  JIEKAPCTBEHHBIX  GopM
HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEBIX CPE/CTB

ITpoBoanTh aHAMM3 pHIHKA O0GOPYNOBAaHUS AN CO3MAHHS HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX (GOpM (hapMalleBTHIECKOrO HA3HAYCHHUS

PaGoTaTh ¢ TEXHHYECKOI INTEpaTypoii Ha aHTTIHICKOM S3bIKE

Pa3zpabarbiBaTh  yCOBEPIICHCTBOBaHHBIE TPAIMIMOHHBIE WIM HOBHIE  BHABI
TEXHOJNIOTHH  TONy4YeHHs  HAHOCTPYKTYPHPOBAHHBIX  JIEKapCTBEHHHIX  (opM
(apManeBTHIESCKOTO Ha3HauCHHUS C HCTIONB30BAHHEM BEIGPAHHOTO 060Dy /I0BaHuS

AnanTHpoBaTh BEIOpaHHbIE COCTABBI U TEXHOJIOTHH K TEXHHYECKHM OCOOEHHOCTSIM
TPaIUIHOHHOTO MIM HOBOTO JIa0OPAaTOPHOTO M OMBITHOTO OGOPYHNOBaHHA IS
MOJNy9eHHS HAHOCTPYKTYPHPOBAaHHBIX JIEKapCTBEHHBIX (popM ¢apMaieBTHIECKOrO
HasHa4YeHUs

Heo6xonumrre
3HaHUA

Orpacnenme CTAaHOAPTEI, TEXHUYECKHUEC YCIOBUA H HOPMATHBBI Ha COCTaBbl, MCTOABI
TMOJYYCHUSA U CBOMCTBa HaHOCTPYKTYPHPOBAHHBIX JICKAPDCTBEHHLIX CPEACTB

TpeboBaHHA  OOMIerocyAapcTBEHHBIX — 3aKOHOJATeNBLHHIX  HOKYMEHTOB IO
dapmMokoIleM K HCXONHBIM aKTHBHBIM (hapMaleBTHYECKHM CYOCTaHIHAM H
BCIIOMOTaTeIbHEIM BeIeCTBaM

OCHOBHEIE TOJIOXKECHHUS MEXIOYHAPOAHBIX H HAIIHOHAIBHBIX CTAHAAPTOB Ka4deCTBa
JICKAPCTBCHHBIX CPEACTB, KOTOPHIC OTBECYAIOT €€ HasHaAa4YCHWIO, PETHCTPAlHOHHOMY
JOChEC H cnenmbnxaunn

dapMakoneiiHbie TpeGOBaHHA K CHIPBIO, IIOJYHPOLYKTaM H TOTOBBIM JIEKAPCTBEHHBIM
(opMaM HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

ITpaBuna skcITyaTamun 060pyROBaHUSA AN MPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPE/ICTB

TexHomnorus NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEICTB

Texunueckuit aHTTIHACKMIA S3HIK B 0071aCTH pa3pabOTKH JIeKapCTBEHHBIX CPEICTB

Tpe6GoBaHusl CaHATapHOTO peXAMA, OXpaHBI TPyZXa, HOXKapHO#H GezomacHOCTH,
OXpaHbl OKPYXXaIOIIEH Cpeabl

Hpyrue
XapaKTepHCTHKHA

3.2.4. Tpynosas dynxnns

HaunmeHoBaHue

Bri6op MeTozo0ran 1abopaTopHBIX
HCTBITAHHH SKCIIEPUMEHTANBHBIX

HAHOCTPYKTYPHPOBAHHEIX
JICKAPCTBEHHEIX CPEACTB

o VYposeHs
COCTaBOB NOJYIPOAYKTOB H FOTOBOH Kon |B/04.5 | (nomyposers) 5
JICKAPCTBCHHOH (bOI)MLI kBanuuKanum
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. 3aMMCTBOBAHO U3 | ‘
. opurwiana_ S ! e
Kon opurunana  PerucTpauuoHHEI HOMep
npo)eCCHOHANEHOrO
cTaHzapTa

IIpoucxoxkaeHue F
Tpy#oBOM QYHKIMH LOPHMHM X

]
{
|
i

| Tpymoesie UccnemoBanve W aHaMM3 CYMECTBYIOIIUX METONOB M METOAMK HPOBENCHHS
| meficTBuA na0OpaTOPHEIX HCHBITAHUN SKCHEPHMEHTANBHEIX COCTABOB IOJYIPOLYKTOR H
TOTOBOI JIEKaPCTBEHHOH (POpMbI HAHOCTPYKTYPHPOBaHHEIX JICKAPCTBEHHEIX CPEACTB
Bri6op nu60 pa3zpaGoTka HOBBHIX METOAOB M METOOMK MPOBEACHHS JTaGOpaTOPHBEIX
HCIILITAHUE ~ SKCHEPMMEHTAIBHBIX  COCTaBOB  INONYNPOAOYKTOB M FOTOBOM
JIEKApPCTBEHHOH GOpMBI

ITogGop  wHGOpPMAamMH O  TEXHHYECKMX  OCOOEHHOCTAX,  IIOCTABIIMKAX,
(GyHKIHOHANBHBIX BO3MOXHOCTAX M CTOMMOCTH 00OpYZOBaHHS I BHIOpaHHOM
TEXHOJIOTHH U3TOTOBJIEHUS

Bri6op cpencTB u3MepeHu#, UCIBITATEIFHOTO W BCIIOMOTATENBHOrO0 000pyIOBaHHS
ULl [pOBeNCHHS JabOpaTOpPHBIX MCHBITAaHHH SKCHEPHMEHTANIBHBIX COCTABOB
TONIIPOAYKTOB M TOTOBOM JleKapcTBeHHOM (OPMEL HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEZCTB

IpoBeneHHe CIOKHBIX JTa0OPAaTOPHBIX HCIBITAHMEM SKCIEPHMEHTANBHEIX COCTaBOB
NOJIYIPOAYKTOB ¥ TOTOBOM JeKAapCTBEHHOH (OPMEI HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEICTB

IIpoBemeHME CpaBHHTENBHONW OLEHKA MONYNPOAYKTOB M TOTOBOH  (OpMEI,
MOJydeHHRIX ¢  [IOMOINBIO  Da3NMYHBIX  TEXHOJNOTHH  HM3TOTOBJICHHS
HAaHOCTPYKTYPHMPOBAHHEIX JICKAPCTBEHHBIX CPEACTB

Bri6op ONTUMAIBHOTO cocTaBa TOTOBBIX JIEKapCTBEHHBIX tdopm
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEBIX CPESICTB

OcdopmiieHe  HOPMATHBHO-TEXHHYECKOM  JNOKYMEHTamWH HAa  TOTOBYIO
JekapcTBeHHYI0 (OpMy HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Heob6xomumsie Bribupare nmabopaTopHble METOOMKH JUIi aHAIM3a INOJIYNPOXYKTOB H TOTOBBIX
yMeHHS JIEKapCTBEHHEIX (OPM  HAHOCTPYKTYPHPOBAaHHBIX  JICKAPCTBEHHBIX  CPEJCTB;
| BHIGHpaTh HeoOXoAUMOe I 3THX METOAHK 060pyIoBaHHE

CoBepIIeHCTBOBATE H3BECTHEIE WIH Pa3pabaTHBaTh HOBHIE TAGOPAaTOPHEIE METONUKH
aHanH3a MOJIYTIPOAYKTOB u FOTOBBIX JIeKapCTBEHHBIX dopm
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

IIpoBonuTh aHAH3 PHIHKA PEareHTOB, MATEPHANIOB H Ja0opaTopHOTro 060pyHOBaHUL
UL 11a0OpaTOPHBIX HCIBITaHMA MOJMYHPOAYKTOB H  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX (hopM (papManeBTHIECKOrO Ha3HAYECHHS

PaGotaTb Ha  COBPEMEHHOM  KOHTPOJIbHO-H3MEPHTENBHOM  J1abopaTopHOM
000pyIOBaHAH JUIS aHAIM3a HAHOCTPYKTYPHPOBAHHHIX JICKAPCTBEHHEIX CPEJICTB
AHaNU3UpOBAaTh NOKA3aTe/ KadecTBA M CBOWCTBA HAHOCTPYKTYPMpPOBaHHBIX
JIEKapCTBEHHBIX CPEeACTB J/uUid BHIOOpAa ONTHMANBHOTO COCTaBA H TEXHONOTHH
TIOJTy9eHHA

PaGotath ¢ TeXHUYECKOM TUTEPATYPOM Ha aHITIHICKOM s3BIKe

Heob6xonnmsie OTpacneBsle CTaHZAPTHI, TEXHHYECKME YCIOBMS H HOPMATHBH HAa COCTaBH H
| 3HaHUs ONpCACHCHHE TMOKa3aTeleif KadecTBa HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX
Cpe/ICTB

TpeboBarus  OOMIEroCyJapCTBEHHBIX  3aKOHONATEIBHBIX  JIOKYMEHTOB 11O
dapMokomed K HCXOOHBIM aKTHBHBIM (apManeBTHYECKMM CyOCTaHIMAM H
[ BCIIOMOTaTeJIbHBIM BEMECTBaM

OCHOBHBIC TOJIOXEHUS MEXIYyHApPOAHHIX M HANWOHATBHBIX CTaHAApTOB KavyecTBa
JIEKAPCTBEHHBIX CPEACTB, KOTOpHE OTBEYAIOT €€ Ha3HAYCHHIO, PETHCTPAIMOHHOMY
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JIOChe W crel(HKaIin

®dapmakoneiHble TpeOOBaHUS K CHIPHIO, OIYIMPOAYKTaM M TOTOBBIM JIEKAPCTBEHHBIM
(opMaM HaHOCTPYKTYPUPOBAHHBIX (papMalleBTHUECKHX COCTABOB

! QapmakoneliHEle M TeXHHYeckHe TpeOOBaHWS K peareHTaM, MarepHalaM U
nabopaTopHEIM TpubopaM Uil KOHTpPOJSA KadecTBA HAHOCTPYKTYPHUPOBAHHBIX
(apManeBTHIECKHX COCTABOB

Mertonst pabotel ¢ mnpubopamu ® 000pymOBaHHEM M KOHTDONIA KadecTBa
HAaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPENCTB, METOABl HX KaIHOPDOBKH H
KBaIM(pHUKALMA

dapmakoneiinbie METOH onpeneneHHs HapMaKo-TEXHOJIOTHIECKHX XapaKTepPHCTUK
HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHEIX CPECTB

TeXHOOrHs IPOX3BOICTBA HAHOCTPYKTYPHPOBAHHBIX (hapMalleBTHYECKHUX COCTABOB
TexuudecKuit aHITIMACKHH A3BIK B 00aCTH pa3pabOTKU JIEKAPCTBEHHEIX CPEZICTB
TpeGoBaHHA CaHHTapHOTO peXHMa, OXpaHH TpyJAa, IOXKapHOM Ge30macHOCTH,
OXpaHEI OKpY Kalomeit cpenbl

Apyrue -
XapaKTepHCTHKH

3.2.5. TpyaoBas pyHKDHSS

| O6paboTka pe3yTLTaTOB

] 11a60PATOPHBIX MCIIBITAHUMA CHIPBSI M
| 9KCIIEPUMEHTAIBHEIX COCTABOB Vposens
l HaHOCTPYKTYPUPOBaHHBIX Kon B/05.5 | (nomyposeus) 5
| IeKapCTBEHHEIX CPEICTB € IIOMOIIBI0 KBANHQHKALYH
| CTAaHIAPTHBIX MATEMATHICCKUX H

| cTaTHCTHYECKHX IPHEMOB B METOIOB

HaumMeHoBaHue

TIpoucxoxaenue : !
P e | 3aMMCTBOBaHO W3 OpPHTHHANA i !

TpyA0BOH QyHKLHHK ;?;?uruuan X

j

Kon PeructpanmoHHsIit
OpHTHHAJIA HOMEp
npogeccHOHANEHOro
cTaHaapra

Tpynossie IMoaroToBka  SKCIEpUMEHTANBHBIX  JAaHHBIX O  CBolicTBax  0OpasmoB
JeficTBHs HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB UL HOCHeAylomed Hux
00paloTKN B CTATHCTHYECKUX MPOrpaMMax

OneHka INOTPEIIHOCTH OSKCHEPHMEHTa M 00paboTka pe3yabTaTOB HM3MEpeHHH
CBOMCTB HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHEIX CPEACTB € PacueTOM CPEeHEro
3HAYEHHs H JIOBEPHTENHLHOTO HHTEpBAIa

CocraBiieHHe CBOAHBIX TaONHMLI H IOCTPOEHHE AHANNTHYECKHEX rpauKoB mo
pe3synpTataM  00pabOTKM  SKCIEpHMEHTANBHBIX  JaHHBIX O  CBOMCTBaX
HAHOCTPYKTYPHPOBAHHBIX JIeKapPCTBEHHBIX CPEJICTB

Bemenve  naGoparopHoro  skypHama, odopMicHHE  JIOKYMEHTalHH IO
MaTeMaTH4ecKO W CTaTHCTHYeckoH 06paboTke pe3ylabTaToOB MCCICAOBAHHM
CBOUCTB HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHEIX CPEJICTB

Heob6xoaumeie PaGotarb ¢ mnporpaMMHBIM ofecrmedeHMeM 1abOpaTOPHOTO  aHAIMTHYECKOTO
yMeHHA obopyzoBaHHA I KOHTPOJIA KadecTBa HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX
CpeIcTB

PaGotars ¢ mporpaMMHBIM 00eCIIeYEHHEM 1L MATEMATHYECKOTO H CTATHCTHIECKOTO
AHAIM3A PE3YNIbTATOB 3KCHIEPHMEHTAILHOTO ONpEJENicHHs ToKasaTenel  KadecTsa
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HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPE/CTB

IpoBonuTE HEPBHYHYIO MArTEMATHYECKYIl0) H CTATHCTHYECKyl0 00paboTky
Pe3ynabTaToB  3KCHEPHMEHTAABHOIO  ONpelCICHHA  NOKa3areled  KauecTsa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

ObopMIIATh JOKYMEHTALHIO II0 MATEMaTHYECKOMY M CTaTHCTHIECKOMY aHANU3Y
CBOMCTB HAHOCTPYKTYPHPOBAHHEIX JIEKApCTBEHHBIX CPEIICTB

Heob6xonumeie
3HaHHA

OTpaCJICBI:IC CTaHAApPTHl, TEXHHYCCKHE YCJIIOBHA H HOPMATHBBI HAa OIPEACIICHUE
TIOKa3aresei KadecTBa HAaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEACTB

TpeboBannss  0OmErocyqapCcTBEHHBIX  3aKOHOAATENHHBEIX  JOKYMEHTOB IO
(apMOKOIIEH K MCXOAHBIM AaKTHBHBIM (apMalCBTHYECKHM CYOCTaHIMAM H
BCIIOMOTATEJIHEIM BEIECTBAM

OCHOBHEIE TOJNIOXXEHHS MEXIYHAPOAHBIX M HAIMOHAILHEIX CTAHAAPTOB KadecTBa
JICKAPCTBEHHBIX CPCACTB, KOTOPBIC OTBCYAIOT €€ HAa3HAYCHUIO, PCTUCTPAITHOHHOMY
JOChe U crenu(pHKaLHH

Meronsl paboTel ¢ MporpaMMHBIM obecredeHHeM JabopaTOpHBEIX HpHOOpOB,
IIPAMEHAEMBIX AN ONpeJeNeHns ToKasarelieli KauecTBa HaHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHEIX CPE/ICTB

Mertonel 06paboTKH pe3yNIbTaToOB SKCIEPHMEHTATBHOTO ONpeleleHus NoKasareneit
Ka4eCTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

TlopsgoK  COCTaBjleHMs ~ TEXHHYECKOM  OTYETHOM  JOKYMEHTAUMH IO
MaTEeMaTHYECKOM M CTaTHCTHYECKOM 06paGoTKe pe3yNbTaTOB HCCIEAOBaHMIA
CBOICTB HAaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEACTB

TpeGoBaHUS CAHMTAPHOIO PEXHMA, OXPaHB TPyJa, IOXapHoH Ge30macHOCTH,
OXpaHBI OKPYXAIOIIEH CPes!

Hpyrne
XapaKTepHUCTUKH

3.2.6. Tpyaosas pyHKIES

TIpoBezeHue SKCIIEPHUMEHTOB st ] n

BAIMAAIMY TEXHOIOTHYECKOTO : Vposeus |
Haumenosanue | IIporecca H METOIMK KOHTPOIIA Kon | B/06.5 | (nomyposens) 5
Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX | KBaH(pHKALHH
JIEKAPCTBEHHBIX CPEZICTB | |
TIpoucxoxaeHue 3auMCTBOBaHO U3
Tppynonon c;lynkmm | Opurukan - X 0
S T Kon opﬁrnﬂana . PerucIpauyoHHElii HoMep
npo)eCCHOHANBHOIO
cTaHgapTa
Tpyznoesie Pazpabotka 3amaHus mns c6opa SKCIEPHMEHTAIRHOH HHGOpPMAIMH MO BaJHAALMH
JeHcTBHS TEXHOJIOTHYECKOTO npomecca H METOHK KOHTPOJIS KaJecTBa

HaHOCTPYKTYPHAPOBAHHBIX JICKaPCTBEHHEBIX CPEJICTB

BI:IGOp METOAUK BalMJAIlMM TEXHOJOIHYECKOTrO Ipolecca M METOAMK KOHTPOJIA
Ka4deCTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPCACTB

OcymecTBieHHe HEOOXOAMMEIX PAacdeTOB Ul OLCHKH IapaMeTpOR BaTHJALMH
TEXHOJIOTHYIECKOTO mporecca H METOIMK KOHTpOJIA KaYecTBa
HAaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEJICTB

CocTraBiieHHE MPOTOKOJOB BalMAAMH pa3pabaTHIBacMBIX METOAHK aHAIH3a
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

O(l)OPMJICHHC OTYCTa II0 BaJMIJAMH TEXHOJOTHYMECKOr0 mpomecca H METOOHK
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KOHTPOJIA Ka9€CTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

HeobxonuMeie
yMEHUA

HpOBO,I[I/]TL 060CHOBaHHBIIH BH60p IOAXOaAINX METOIUK Ballmganun
TEXHOJIOTHYECCKOTO mpomnecca u MCTOTUK KOHTPOJIA KaveCcTBa
HaHOCTPYKTYPHPOBAHHLIX JICKAPDCTBECHHBIX CPCACTB

Ilomp30BaThCA  MaTeMAaTHUECKHMMH M CTATHCTHUCCKMMH —MeETojaMH  o0paboTku
PpE3YJILTATOB KCIEpUMEHTa

Pa6oraTh ¢ TexHHYECKOH IMTEPATypOi Ha aHITIMHCKOM SI3BIKE

Ilopsmox cocTaBieHMsT TEXHHYECKOM OTYETHOM MOKyMEHTallMH IO BalMIalMH
TEXHOJIOTHYECKOTO mporiecca H METOUK KOHTPOJISt KadecTpa
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heo6xomumslie
3HAHUA

OTpaCJ'ICBBIe CTaHJAPTEI, TEXHUYCCKHE YCIIOBHA B HOPMATHUBEI Ha COCTAaBbl, METOIBI
TMOJIY4CHHSA 1 CBOMCTBA HaHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CPEACTB

TpeboBanus  06IErocylapCTBEHHBIX  3aKOHOJATENBHBIX  TOKYMEHTOB  IIO
(dapMoKOIeM K MCXOIAHBIM aKTHBHBIM (papMaleBTHUECKHM CYOCTaHIMAM U
BCIIOMOTaTeJILHEIM BEIICCTBAM

OCHOBHBIE TIOJIOKEHHS MEKIYHAPOAHEIX M HAIMOHAIBHEIX CTAHIAPTOB KadyecTBa
JIEKQPCTBEHHEIX CPEACTB, KOTOPhIE OTBEYAIOT €€ Ha3HAYCHHIO, PETHCTPAIIOHHOMY
JOChe U crenrbuKaluy

Merozs! Bammanuy B hapManim

Texanueckuil aurMiCKuil 361K B 0011aCTH pa3pabOTKU J1eKapCTBEHHBIX CPEJICTB

TTopsiiox cocTaBiIeHHs OTIETHON JOKyMEHTAIlHH: aKTOB, POTOKONOB UCCIIEOBAHMIA,
aHATMTAYECKUX OTYETOB

TpeGopanus caHMTapHOro peXKHMa, OXpaHBl Tpyda, NOXKapHOM Ge30macHOCTH,
OXPaHBI OKPYKAIOLICH CpelBl

Jpyrue

XapaKTCPUCTHKHA

3.2.7. TpynoBas pynkuus

HOJII‘OTOBKa IIPOCKTA 3AKIIOYCHIS O
TEXHUIECKOH BO3MOXHOCTH M
11e1ec000Pa3HOCTH BHITYCKA OIBITHOM v
OBEHB
TIapTHH HOBBIX P
Haumenosanue Kon | B/07.5 (moxypoBeHs) 5
HaHOCTPYKTYPHPOBAHHBIX KBaNU(pHKALMH
JIEKapCTBEHHBIX CPEICTB HA OCHOBAHUH
aHAJIM3a HAyIHO-TEXHIYIECKOH
JIMTEPaTyphl
- [ o S —
poncxoxaeH"e Opuraman X , 3aMMCTBOBaHO U3 ‘ |
TPyAOROH dyukuau | 7 — | OpuruHana S e
Kon opurunana  PerucTpauuoHHbii HoMep
npoecCHOHALHOrO
CTaHzapTa
Tpynoesie OdopMiterre aHaTMUTHYECKOTO 0630pa TI0 IMTEPATYPHOMY IIOMCKY B 0GJIaCTH HOBBIX
JOeHCTBUSA COCTaBOB M TEXHOJOTMH NPOM3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX

CpeICTB

Odopmienye TOKYMEHTOB Sl OT49eTa O BRIGOpE MOAXOAIIErO CHIPhS H MATEPHAJIOB
JUTS H3TOTORJIEHNs. HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OdopMiieHHe DOKYMEHTOB I/ OTYeTa O BHIOOpE METOZNOB M OOOpYROBaHHA Ui
H3TOTOBJIEHMST OKCIEPUMEHTAJBHBIX COCTAaBOB MONYHNPOAYKTOB H  TOTOBOH
JEKapCTBEHHO# (OPMBI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEJICTB
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OdopmireHne JOKYyMEHTOB IJIA OTYETa O BEHIOOpE METOI0B, METOIUK H 000pyAOBaHHS
IV TIpOBEeAeHHs NabOpPAaTOPHBIX MCHOBITAHHA SKCHEPHUMEHTANBHBIX COCTABOB
MOJIYNPOAYKTOB M TOTOBOH JieKapCTBEHHOH (POpMBI HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEZICTB

OdopmneHne JOKYMEHTOB IUIS OTY4eTa HA OCHOBE TEXHOJIOTHYECKAX H
aHAINTHYECKUX HCCeI0BaHUH roTOBOMH JIEKapCTBEHHOH dopMmbI
HaHOCTPYKTYPHPOBAHHLIX JIEKAPCTBEHHBIX CPEICTB

OdopmieHHe NDOKYMEHTOB [UI1 OTYeTa O BBIIONHEHHBIX HCCICHOBAHHAX B
COOTBETCTBHH C TpeGOBaHHAMM pETHCTPAIHOHHOTO Xocke B ¢opmare o6miero
TEXHHYECKOTO JOKYMEHTa

Heob6xomuMeie
yMeHHs

AHaMH3MpOBaTh  HAYYHO-TEXHHYECKYI0  HHGOPMALMIO AN COCTAaBJICHHS
aHAJIMTHYECKUX OTYETOB B OONAaCTM IOHCKAa HOBBIX COCTABOB M TEXHOJOTHH
TIPOH3BOZICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Pa6otatp ¢ nmporpaMMHBIM obecrieueHHEM IS MaTeMaTHIECKOrO aHaJH3a Pe3y IbTaToB
9KCTIEPHUMEHTANBHEIX ~ MCCIICOBAHHH  HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX

CPEACTB

Pabotath ¢ TEXHH4ECKOH JIMTEPAaTypOil Ha aHIIIMHACKOM sA3bIKe

Ilopanok cocraBieHHS TEXHHYECKOH OTYETHOH AOKYMEHTAHH

Heob6xonumeie
3HaHUA

OrtpacneBrie CTaHAAPTHI, TEXHHYECKHE YCIOBHSA H HOPMATHBEL HAa COCTABEI, METOMBI
TOJIY4ESHHS U CBONCTBA HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TpebopaHust ~ OOMETOCYJapCTBEHHBIX  3aKOHOJATENBbHBIX  JOKYMEHTOB IO
(bapMoKoTleH K HCXONHBIM AaKTHBHBIM (apMaleBTHYCCKHM CYOCTaHLHSIM |
BCIIOMOTaTeJIbHBIM BEIIECTBAM

OCHOBHEIE TOJIOXKEHHS MEXAYHapOXHHIX H HAMOHAIBHBIX CTaHNAPTOB KavecTBa
JICKapCTBEHHBIX CPEACTB, KOTOPHIE OTBEHAIOT €€ Ha3HAYCHMIO, PETHCTPALHOHHOMY
JIOCHE U crennduKanuu

TpeboBanust K POPMHEPOBAHHIO PETHCTPAIHOHHOTO 0ChE Ha KOMILIEKT JOKYMEHTOB
cofiepxannii Bcro MHGOPMAIHIO 0 JTEKAPCTBEHHOM CpeACTBE

Meroms1 06paboTKH HayIHO-TeXHHYECKOH MH(OpMarmn

Meroznel paboThl ¢ MporpaMMHEIM obecmedeHHeM J1abopaTOpHEIX NpHOOpPOB s
ompeleneHusl IMoOKaszaTelied KadecTBa HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX
CpencTB

HpHHIIPIIIBI COCTaBJICHUAA OTYETHOM JAOKYMCHTAIIHH: aKTOB, NPOTOKOJIOB
HCCIIEAOBAaHUM, aHAIMTHIECKHUX OTYETOB

TexHuuecknii aHrIHICKUH A3BIK B 06/1acTH pa3paboTKH JICKAPCTBEHHBIX CPEICTB

TpebGoBaHusi caHMTapHOrO pPEXHMA, OXpaHbl TpyJa, HOXAapHOH Ge30MacHOCTH,
0XpaHbl OKpyKaromei cpempl

Jipyrue

XapaKTEPUCTHKH

3.3. O6oomennan Tpynosas Gpynxknus

Vmpaeinenue pa3paboTkoit i
i
PEnEnTypH! i
HaumenoBaiie | HAHOCTPYKTYPHPOBAHHBIX Kon C Ksaﬁ;:;':m" 6

JIEKapCTBEHHBIX CPEJICTB M
BEHIIYCKOM ONBLITHOM MapTHH 1O HEH

i
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IIpoucxoxaenne
o6061eHHol
TPYAOBOH
[i37:)910208

X ! 3auMCTBOBAHO M3

i OpuruHan
' opHruHana

Kon opuruHana PeructpauuoHHblii HoOMep
npo¢eCcCHOHANIBHOrO
CTaHZapTa

| Bo3MoxHbIe XuMHK-HCCIeTOBaTE!Nb

| HAHMEHOBaHHU HMmxeHep-TeXHOJOT IPOH3BOICTBEHHOIO Y4acTKa
| HOJDKHOCTEHH,
npodeccuii

TpeboBanus k Bricmee obpasoBanne — 6akanaBpuar
00pa3oBaHuio 1
o6yueHuIo

Tpe6opanns x He menee Tpex net paGoTHI B 06MacTH pa3paGoTkH (hapManeBTHIECKHX COCTABOB
OIIBITY
MMPaKTHIECKOH
paboTH

Ocobrie ycimoBust | [IpoxoskieHHe 06s3aTebHBIX IpeABapHTENIbHbIX (IPH NOCTYIUIEHHH Ha paboTy) u
JIOITycKa K paGoTe | IepHOOMIECKHX MEAULMHCKHX OCMOTpPOB (06CiIeIoBaHHI), a TAKKE BHEOUSPEAHBIX
MEIUIMHCKHX OCMOTpOB (00CieH0BaHHUit) B IOPAZIKE, YCTAHOBICHHOM
3akoHOJaTeNsCTBOM Poccuiickoii ®enepatnn

IIpoxoxaeHHe MHCTPYKTaXKa 110 OXpaHe Tpy/ia U TeXHHKe 6e30MacHOCTH

Hpyrue HononaurensHoe npodeccuoHanpHOE 06pa3oBaHHE — IPOrPaMMBI MOBBILICHHS
XapaKTepUCTHKH | KBaIn(UKAIMM, 1pOrpaMMEI NpodeCCHOHANBHOM MEPEIOATOTOBKH [0 NPOGHITIO
JICATENBHOCTH

JlomonHUTENbHBIE XapPaKTEePHCTHKH:

HaumeHnopanue Kox HawnmeHoBanne 6a30Boi rpymIEL, JOIDKHOCTH (podecchu) 1w
JIOKYMeHTa CNeNNaIbHOCTH
OK3 2145 HxeHepbI-XMMHKH
EKC - VHxeHep-TeXHOJIOT (TeXHOJIOr)
- WmxeHep o KayecTBy
OKIIATP 22860 VmKeHep-XAMHK
25850 ITpoBuzop
27142 TexHonor
27392 XuMHK
OKCO 1.04.03.02 Xumus, HU3HKa U MEXAHHKA MaTepUaJIOB
2.18.03.01 | XuMHuecKas TEXHOJIOTHA
2.28.03.03 Hanomarepuansl

3.3.1. TpynoBas pyHknmus

CocTaBneHue TeXHUYECKOTO 3a/[aHAs
| Ha 3aKyTIKy, IPOCKTHPOBAHHE H v
H3TOTOBJIEHHE KOMIUIEKTYIOIIHX U xon | C/oL6 (mn‘;‘;;i';w 6
OCHACTKH ISl IPOM3BOJCTBA HOBBIX KBATHGUKAAR
HAHOCTPYKTYPHPOBaHHEIX
JIEKApCTBEHHBIX CPEICTB

HaumeHoBanue




Ipoucxoxnenue
TpynoBoit dyrxumn
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npodeccHOHaNBHOTO
cTaHgapTa

l ‘Koz opﬁruﬂana Perﬁérﬁauuouﬂufff i-[f)iﬁépl

Tpynossle
neiicTBus

N3yuenne u 0600Ienne JOKYMEHTAOBH LI pa3paboTKH TEXHUIECKOTO 3aJaHus Ha
HOJIy9eHHe HAaHOCTPYKTYPHPOBaHHBIX JISKAPCTBEHHBIX CPEICTB

CocraBiieHHE IICPEYHS TEXHHYECKHMX TPeGOBaHMit, IPeNBABISCMEIX K OCHACTKE IS
HOJIYYeHUs] HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CocraBiieHre TepevHs OCHOBHBIX TEXHONOTHYECKHMX IapaMeTpoB, ONPENEIAIOMINX
IeneBOe  HCIONBb30BaHWEe M IPUMEHEHHE  OCHACTKH I TOJydYeHHs
HaHOCTPYKTYPHPOBaHHEIX JIEKapCTBEHHEIX CPEACTB

CocraBneHue nepedds TpeOOBaHME K HANEXHOCTH, YPOBHIO YHUGUKAIMK H
CTaHapTH3aluy, 6E30IaCHOCTH OCHACTKHM JUIS MOMY49eHHs] HAHOCTPYKTY PHPOBAaHHbIX
JIeKapCTBEHHBIX CPEACTB

| PaspaGoTka u OOpMIEHHE YCIOBHi 3KCILTyaTAllMH, TPEOOBAHHMS K TEXHHUECKOMY
OOCIy)KMBAaHHIO M PEMOHTY OCHACTKH I MOJNYYEHHd HaHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHEIX CPEACTB

CocraBnieHre MepeqHs JONOMHUTENBHEIX TpeOOBaHUM, SKOHOMHYECKHX MOKa3areneit
OCHACTKM JUIS NONY4YEHHUS] HAHOCTPYKTYPHPOBaHHBIX JIEKaPCTBEHHBIX CPEACTB

O(i)OpMJ'[CHIrIe TEXHUYCCKOI'O 3aJaHHs Ha HM3TrOTOBICHHE OCHACTKHA MJIA MOJNYyYCHHUA
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHEIX CPEACTB H €ro COracoBaHHEC

Heob6xonumeie
yMeHHS

Pa6orate ¢ 5ckuzamm, cXxeMaMH, TaGJ'IMI.IaMIfI, TEXHOJIOTHYCCKHMH HHCTPYKUHAMH,
KapTamMmu mnponecca, HeOOXOMUMBIME LA TPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPEACTR

OueHuBath TEXHUYCCKUE Tpe6oBaHHs K HPOU3BOICTBY HOBEIX
HAaHOCTPYKTYPHPOBAHHEIX JI€KapPCTBEHHBIX CPEACTB

PaboTath ¢ TEXHHUECKO# JIMTepaTypoil Ha aHTIMHCKOM S3HIKE

0O600maTs TeXHUIECKHE CBECHHS U OpOPMIIATH MPOEKT TEXHAYESCKOTO 3aJaHus Ha
HPOU3BOJICTBO HOBHIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPENCTB

Heob6xomumsie
3HaHHA

OTpaCJIEBBIe CTaHAAPTHI, TCXHUICCKHUE YCIIOBHA W HOPMATHBBLI Ha COCTaBbI, METOIBI
TIOJIYYCHHA 1 CBOliCTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPDCTBEHHEIX CPCACTB

TpeGoBanus 0bmerocyaapcTBEHHEIX 3aKOHOJATEIBHEIX JOKYMEHTOB IO (apMoKonen
K MCXOOHBIM AKTUBHBIM (DapMaLEBTHYECKMM CYOCTAHIMAM H BCIOMOTaTejbHBIM
BellecTBaM

OCHOBHbIE MOJIOXKEHHS MEXIYHAPOJHBIX W HAIMOHAILHBIX CTaHAAPTOB KavecTBa
JIEKapCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAlOT €€ HA3HAYEHHWIO, PETHCTPalHOHHOMY
JOoChke U crennduKanun

TexHomorusa, MeTons! M o0OpyAOBaHUE IIPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHBIX
JEKapCTBEHHBIX CPENICTB

dapMaKollefHEIE M TEXHOJOTMYECKHE TpeOOBAHUS K CHIPBIO, IOJNYNPOLYKTaM H
FOTOBEIM HaHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPEACTBAM

CTanmapTel, [ONOXKESHWS, MHCTPYKIHM IO  TEXHOJOIHMYECKOH  IOATOTOBKE
TPOU3BOJICTBA ¥ OHOPMIIEHHIO TEXHHYECKON JOKyMEHTALlM! K HaIeXXHOCTH, YPOBHIO
| yHHpHKANMA ¥  CTAHZApTU3aldHM, Oe30macHOCTH OCHACTKH U  IONydeHHS
HAHOCTPYKTYPUPOBAHHEBIX JICKAPCTBEHHEIX CPEJICTB

TexHudeckuit aHTMHICKU 3K B 00/1aCTH pa3paboTKH JICKApPCTBEHHBIX CPEICTB

TpeGoBaHus CaHHTApHOrO pEXHMa, OXpaHbl TPYAa, IIOXKapHOH Ge€30macHOCTH,

Hpyrue

OXpaHHI OKpY)KaloIei CpesE!

XapaKTEPUCTUKH .
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3.3.2. Tpynosas pynxmus
KonTtpoms papmaneBTHIecKoit
pa3paboTKH B BEIGOP peeNTYpEI VpoBeHb
HaumeHoBaHHe | TOTOBOH JIeKapcTBEHHOH (opMBL Kon | C/02.6 (nomyposens) 6
HaHOCTPYKTYPHPOBAaHHEIX KBanupHKALKH

JICKADCTBCHHLIX CPEACTB

TIpoucxoxneHune
TpynoBo# GyHKumM

" 3aumcTBOBaHO ‘
Opururan X CTE 143 !
: OpHUruHana

Kon opurunana PerucrpaumonHsiiit Homep
nipodecCHOHATLHOTO
CTaHJapTa

i TpynoBrie
JAeicTBHA

KOHTPOJIB OIIpEACIEHUSA (t)PISHKO-XPIMK‘{eCKPIX H TCXHOJIOTMYECKHX XapaKTCPHCTHK
HOJIYYCHHEBIX CyGCTaHI[Hﬁ H BCITIOMOT'aTCNIbHBIX BCIICCTB

KoHTpoms wW3roTOBieHMsT MOZENBHBIX cMecell CyOcTaHMH ©  pa3IHYHBIX
BCIIOMOTaTeIbHBIX BEINECTB

KonTtpoiss ompeneneHns (U3UKO-XHMHYECKHX W TEXHOJOTHYECKHX XapaKTEPUCTHK
MOJCHBHBIX cMeceil

KoHTpOb H3roTOBNIEHHs ab0OpaTOPHBIX 00pa3LOB rOTOBOM JIEKapCTBEHHOH (HOpMEI
Ha OCHOBE BEIOPaHHBIX MOJENBHEIX cMeceit

Kontpons ompenenenns ¢H3NKO-XHMHIECKHX M TEXHOJIOTHUECKHX XapaKTepPHCTHK
1a6opaTOpHEIX 00pasHoB rOTOBO#H JieKapcTBEHHOH GOpMBI

IlpoBepka CpPOKOB TFONHOCTH JIaGOPATOPHLIX OGpPa3LOB TrOTOBOM JIEKaApPCTBEHHOM
(OopMBI HAHOCTPYKTYPHPOBAaHHBIX JIEKaPCTBEHHBIX CPEZICTB

KoHTpons mpeaMeTHO-KONMMYECTBEHHOTO YdeTa HApKOTHYECKHX, MCHXOTPOMHBIX
BEILECTB H MX PEKYPCOPOB

Heo6xomumeie
YMeHHS

AHanmu3MpOBaTh CBOMCTBA CHIPhS, HPOMEKYTOYHBEIX NPOAYKTOB H TOTOBOM
JeKkapcTBeHHOH (OPMBI HAHOCTPYKTYPHPOBAHHBIX JIGKADPCTBEHHBIX CPENCTB IO
METOJIMKaM [OJyJeHH CyOCTaHIM ¥ BCTIOMOTATENBHBIX BEIECTB

Kontponupopats H3TOTOBJICHHE TIPOMEIKYTOUHBIX H TOTOBEIX
HaHOCTPYKTYPHPOBAaHHBIX  NPOXYKTOR W3  CyOCTaHmWM W Pa3IMIHBIX
BCIIOMOTaTEJIbHBIX BEMIECTB

IIpoBOAUTH TNPEAMETHO-KONHMYESCTBEHHEIH YYeT HApKOTHYECKHX, HCHXOTPOIHBIX
BEIIECTB U WX NPEKYPCOPOB

KoHTposmpoBars NpaBMIBHOCTh SKCIUTyaTalHH JabopaTopHOro 0OOpyAOBaHHA A
HOJIYYEHHS H KOHTPOJI Ka9ecTBa HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPEJICTB

Heobxogumere
3HaHUA

OtpacneBbie craHaapThl, TEXHAYECKAE YCIOBUSA M HOPMATHBEI HA COCTaBEL H METOIBL
MOJIYYCHUS HAHOCTPYKTYPHPOBAHHEIX ICKAPCTBCHHBIX CPE/ICTB

TpeGoBaHus 06mMErocyAapcTBEHHBIX 3aKOHOAATENbHEIX JOKYMEHTOB 10 (hapMokoneH
K HCXONHBIM aKTHBHBIM (papMaleBTHYECKHM CyGCTaHIMSAM H BCIOMOTATENHHBIM
BemecTBaM

OCHOBHBIE HOJNOXEHHA MEXIYHAPOAHBIX H HAIHOHAJIBHBIX CTAHAAPTOB KadecTBa
JIEKAPCTBEHHBIX CPECTB, KOTOPHIE OTBEYalOT €€ Ha3HAYEHHIO, PErHCTPAHOHHOMY
JOChE ¥ CHenu(pHKalny

®apMakoIlciiHEIe H TEXHONOTHYeCKHEe TpeGOBaHHS K CHIPBIO, MONYNPOAYKTaM H
FOTOBHIM HAHOCTPYKTYPHPOBAaHHBIM JIEKapCTBEHHBIM CpeJCTBaM

TexHoorus IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

OGopynopanue naboparopun pa3paboTku " KOHTPONA KayuecTBa
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB M NPABHJIA €r0 SKCILTyaTalHu
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Meronpl aHamm3a GapMaleBTHUECKHX CyOCTaHIHMI, BCIOMOTaTeNBHEIX BEIIECTB,
HONYIIPOIYKTOB Y TOTOBEIX JICKAPCTBEHHHIX opM

CranmapTel, IONOXKEHHS, WHCTPYKHHHM TII0 TEXHOJNOTHYECKOM  IIOATOTOBKE
TPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Opranmsamus 1ab0paTopHOr0 KOHTPON NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEJICTB

IpaBuia XpaHEHHs W Yy4eTa HAPKOTHUECKHX, IICHMXOTPONMHBIX BEIIECTB H HX
HPEKYpPCOPOB

Texundeckuit aHITIMACKHI A3BIK B 0011aCTH pa3paboTKH JIEKAPCTBEHHBIX CPEACTB

TpeGoBaHuss CaHHTapHOTO peXMMa, OXpaHH TpyHa, HOXKapHOH Oe3omacHOCTH,
OXpaHHI OKpYXXalollleif cpefist

Apyrue

XapaKTEPUCTHKH

3.3.3. TpyaoBas dpyHKAs

HaumeHoBaHuUe

VipasiieHIE IPOU3BOICTBOM
OIBITHO-IIPOMBIIITICHHOH CEpPHH
rOTOBOH JekapcTBEHHOU (GopMBI Ha
OCHOBE BHIOpaHHOI penenTypel
HAHOCTPYKTYPHPOBaHHBIX
JICKAPCTBEHHLIX CPCACTB

‘Vposenb
Koxn C/03.6 (noaypoBeHs) 6
KBanuUKALHH

IIponcxoxaeHue
TPyAOBOH PyHKUMH

Kon opurunana PeructpaupoHHElii HOMep
npogeccHoHaNBHOro
CTaHAapTa

Tpynoseie
NeHCTBHS

KorTpoms mnonrotoBku cyOcTaHIMii W BCIIOMOTAaTENbHBIX KOMIOHEHTOB JUIA
TIOJTyYeHUs ONEITHOH HapTuu TOTOBOM JIEKapCTBEHHOR dopmrr
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB

KonTpons moaroToBk# ONBITHOrO 0OOpYHOBAaHHS JUIA IOXYy9YEHHS ONBITHOH IMapTHH
TOTOBOH JIeKAPCTBEHHOM QopMEL

KonTtpons 3arpy3ku cyGcTaHIHIA H BCIOMOTATENBHBIX KOMIIOHEHTOB B OIBITHOE
obopyzmoBanue A MOJNYYEHHS ONBITHON NMapTHH TOTOBOM JIEKapCTBEHHOH (OpMBI
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

. KoHTpons ocymecTBIeHHsS TEXHOJOTHYECKOTO IpoLecca MHONMYYeHHs OMBITHOH

TIapTHH TOTOBOH JIEKAPCTBEHHOH (GOPMBI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPENICTB U ee HapaGOTKH

KoHTpoms pasrpy3ku ONBITHOro O0OOpYZNOBaHWS ONBITHOH TAapTHH TOTOBOK
JIEKapcTBeHHOM (OPMEI HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

KoHTpons mnpeaMeTHO-KONMYECTBEHHOTO YdeTa HapKOTHYECKHMX, NCHXOTPONHBIX
BEIIECTB M HX IPEKYPCOPOB

Heobxoaumeie
YMEHHS

KonTposmpoBaTh KadecTBO CHIPbS [ IONYy4YEeHHs HAaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

BrifupaTh  OCHOBHBIE  E€JMHMIBI  TEXHOIOrMYeckoro  o0opyloBaHHA  Ha
IPOM3BOJACTBEHHOM Y4YacTKE C OIpe[eNeHHeM TEXHOIOTHIECKOH CXeMBl JUId
TIOJTYYEHHUsI ONBITHOM HapTHH TOTOBOM JIeKapCTBEHHOM thopMEI
HaHOCTPYKTYPHPOBaHHBIX JIeKapCTBEHHBIX CPEICTB

Ompenensars KPUTHYECKUE IapaMeTphl TEXHOJIOTHYECKOTo IpoLecca B AONYCTHMEIE
HHTEepBaJIBl MX BApHaGelbHOCTH [l KOPPEKTHPOBKH I1apaMETPOB TEXHOJIOTHIECKOTO
Opomecca MONYYEHHs ONBITHOM NApTHH  TOTOBOM  JleKapcTBEHHOH  Qopmbl
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HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

OnpeneniTe HeOOXOOMMbIe HaxOaBKH CYOCTaHIMI M BCIIOMOTATENBHBIX BEIIECTB, a
TaKXK€e TEXHOJOTHIECKHE IIOTEPH

CocTapIATh MaTepyalIbHEL 6ajlaHC IPOM3BOACTBA TOTOBOM JIEKAPCTBEHHOH (OpPMBI

KoHnTpomupoBaTh MpaBIIBHYIO SKCIUTyaTallMI0 ONBITHOTO 0OOpYJAOBaHHS s
HOJy9eHHs] HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

KonTtpomupoats TEXHOJIOTHIECKHE TapaMeTpEl IIPOM3BOJICTBA
HaHOCTPYKTYPHUPOBaHHBIX JICKApCTBEHHBIX CPEJCTR

ITpoBoauTe IpPEIMETHO-KONMYECTBEHHBIH y4eT HApKOTHYECKHX, IICHXOTPOIHBIX
BEINECTB M HX HPEKYPCOPOB

Heo6xomumere
3HaHUSI

OrpacneBble CTaHAAPTH, TEXHAYECKAE YCIOBHA H HOPMATHBEI HA COCTAaBBl M METOBI
HOJIy4eHHs HAHOCTPYKTYPHPOBAHHBIX I€KapCTBEHHEBIX CPEJCTB

TpeGoranus 00IerocyxapcTBEeHHEIX 3aKOHOATEBHEIX JOKYMEHTOB 110 papMoKonen
K MCXOIHKIM aKTHBHHIM (hapMaleBTHUCCKUM CYOCTAHIMAM H BCIOMOTaTeNbHBIM
BELIECTBAM

OCHOBHEIE IOJIOXKCHHS MCMYHapOHHLIX U HaIMOHAJIBHBEIX CTAaHAAPTOB Ka4dcCTBa

. JICKAPCTBCHHBIX CPEICTB, KOTOPBIE OTBE€YAIOT €€ Ha3HAY€HHIO, PETHCTPAIIMOHHOMY

JOCEE N cnenncbnxaunn

dapmaxoneiiHsle M TEXHONOTHYeCKHe TpeOOBaHHS K CHIPHIO, MONYIPONYKTaM H
TOTOBBIM HAHOCTPYKTYPHPOBAaHHEIM JIEKAPCTBEHHBIM CPEICTBAM

Texuoorust, METOAE ¥ 0GOPYAOBaHHE IS MPOU3BOICTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB, MpaBHJIA SKCIUIyaTallMH, NOBEPKA M KBATH(pHKALHMH
o6opyioBaHHA

‘MCTOILBI aHaIn3a (bapmauenmqemnx CYGCTaHHI/lﬁ, BCIIOMOI'aTCIILHBIX BEIICCTB,

HOJIYIPOAYKTOB U TOTOBHIX JIEKAPCTBEHHEIX opM

CTaHmapTe, TONOXKEHHsA, WHCTPYKIHM MO TEXHOJNOTHYECKOH  MOATOTOBKE
HPOU3BOACTB2 HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPeCTB

Opranuzanus 1abOpaTOPHOro KOHTPOJI NPOH3BOACTBA HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

Texumaeckuii aHIMUACKHH A35IK B 00J1aCTH pa3pabOTKH JIEKapCTBEHHEIX CPE/ICTB

IlpapAna xpaHeHNMs H YyYeTa HAapKOTHYECKHX, IICHXOTPONHBIX BEIIECTB H HX
MPeKypcopoB

TpeGoBaHEs CaHWTApPHOTO pEXHMa, OXpaHHl TPyZa, NOXapHOH 6e30macHOCTH,
OXpaHbl OKpyKalomei cpeabl

Hpyrue

XapaKTEPACTHKH

3.3.4. Tpynosas pynkmas

KoHTpons aHanaTHYECKHX H
TEXHOJIOTHICCKHX HCIBITAHUH

OMBITHOM APTHH TOTOBOH VposeHb

HanmenoBanke | JleKapcTBEHHOH (HOPMEBI Ha OCHOBE Kon | C/04.6 | (nomyposeHr) 6
BHIOpaHHOH pelenTyph KpanHpuKaLm
HaHOCTPYKTYPHPOBAHHBIX

JICKaAPpCTBCHHEIX CPCACTB

IpouncxoxaeHHe
TpyAoBoH QyHKIAA

T
Opurunan X | 3aMMCTBOBaHO M3 OPHTHHANIA

|

Kon opuriman ) PeructpaunoHHslii HoMep
npodecCHOHANBHOTO
CTaHaapTa
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i Tpynossie
JIeicTBUs

KoHTpons mpoBemeHHS TEXHOJNOTMYSCKMX HCHBITaHHM ONBITHEIX  0Opa3IoB
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB C LENBIO OLEHKH COOTBETCTBHSA
3alaHHBIM B TEXHHIECKOM 3aaHUH TpeOOBaHHAM

KonTpone m3ydenus cTaGMIPHOCTH ONBITHHIX 0OpasloB HAHOCTPYKTYPHPOBaHHEIX
JeKapCTBEHHBIX CPECTB II0 pe3yIbTaTaM JOJITOCPOYHBIX H YCKOPEHHHBIX MCTIBITAHMIA

OueHka MpHYMH BO3MOXKHOrO 06pa3oBaHns GpakoBaHHBIX HAHOCTPYKTYPHPOBAHHEIX
JIeKapCTBEHHBIX CPEACTB H HPE/IIOKEHHE CIOCOO0B HX YCTpaHEHHS

Oc¢opmienne MPOTOKOJIOB HCIBITAHUH ONBITHEIX 00pa3sLOB Ha OCHOBE BHIOpaHHOM
pelienTypbl HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

Odopmnenne 3aKiHOYEHHS O TEXHHYECKOH BO3MOXKHOCTH IPOMBIILICHHOTO
NIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB Ha OCHOBE
BHIOpaHHOM penenTyphl

Heo6xoxumsie
YMEHHUA

IIpoBoauTh aHANATHYECKAH KOHTPOJIb HAHOCTPYKTYPUPOBAHHBIX IJIEKAPCTBEHHEIX
CPEICTB M0 pa3pabOoTaHHEIM METOJIMKAM aHAJIH3a

AHanu3upoBars TEXHOJIOTHIECKHE CBOliCTBa HAHOCTPYKTYPUPOBAHHEIX
JIEKAPCTBEHHBIX CPEJICTE HAa OCHOBE [AHHHIX, NOJNYYEHHBIX IIpH pa3paboTke
ONTAMAIBHOTO COCTABA H TEXHONOTHH

[IpoBoauTe  yckopeHHBIE  HcHBITaHWA  00pa3snoOB  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB C HCINONB30BaHAEM JIAGOPaTOPHOTO 000pyROBaHHS

CucreMaTH3HpOBaTh H aHAIM3HPOBATh Pe3yabTaThl HCIIBITAHHH
HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEACTB

OdopMIATh TEXHHYECKYI0O MOKYMEHTAIMIO, BKIIOYAIOMIYI0 NPOEKT OMNBITHO-
OpOMBIIUIEHHOTO pernaMeHTa M order o dapManeBTHYeckol  paspaboTke
HaHOCTPYKTYPHPOBAaHHHBIX JICKAPCTBEHHBIX CPELCTB

Heo6xonumeie
3HAHUS

OtpacsieBbie CTaHAAPTHI, TEXHUYECKHE YCIOBUS M HOPMATHBEL HA COCTABBI, METOJBI
MOJIy9eHMs ¥ CBOHCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

TpeGOBaHHS[ 06mer0CY,£[apCTBeHHLIX 3aKOHOJATECIBHBIX TOKYMCHTOB IIO (bapMoxonen
K HUCXOJHBIM AaKTHBHBIM (bapMauequecng CYGCTaHLII/IHM H BCIIOMOIaTCJIbHBIM
BCIICCTBAM

dapMakonciiHEle H TEXHOJIOTHYSCKMe TPeGOBaHHSA K CHIPBIO, MOJNYIPOAYKTAM H
TOTOBHIM HaHOCTPYKTYPHPOBAaHHEIM JIEKapPCTBEHHBIM CPEICTBAM

TexHoNMOrns MPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHbIX CPEJICTB

[TpaBuna SKCILTyaTanuu nmabopaTopHOTO u OITBITHO-IPOMBIILICHHOTO
TEXHOJIOTHIECKOTO  O0OpYJOBaHHUA Ui IPOM3BOACTBA M KOHTPONSA KadecTBa
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEIICTB

Texuudeckuii aHIMICKHIT A3EIK B 00JIACTH pa3paboTKH JICKAPCTBEHHBIX CPEACTB

TpeboBaHns CaHHTapHOTO pEXKHMA, OXpPaHBl TpPYZAa, IOXapHOH O6e30macHOCTH,
OXpaHbl OKpPYKAIOLIEH cpeibl

Hpyrue

| XapaKTepPACTHKH

3.3.5. Tpynosas dpyHKkuuns

! KOHTpOIB MOAroTOBKU
| IOKyMEHTALMHA IO HapaboTKe

HaumMenoBanue |

HAaHOCTPYKTYPUPOBAHHEIX
| JIEKapPCTBEHHBIX CPEACTB

]

| OIBITHO-NPOMEIILICHHOM CEpHH VposeHn

i " Kon (nozypoBeHs) 6
| TOTOBO JIEKAPCTBEHHOH (hOPMET KBamHdHKamH
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Ipoucxoxaenune
TPYROBO# PyHKUMH |

i Opuranan X

3aMMCTBOBaHO U3 !
OpHIHHANA !

Kon opurunana PeructpauuoHHbIH HOMEp
npodeccHoHaLHOrO
CTaHAapra

| meftcTBUA

O60o6menne TpeOoBaHHii K KaueCTBY TOTOBOH  JIeKapCTBEHHOH  (OpMEI
HaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPE/ICTB

Pa3paGoTka u oopMiIeHHE OTYETa MO HApabOTKE ONBITHO-NPOMBINDIEHHON CepHH
rOTOBOH JIEKAPCTBEHHOM GOPMEI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

Pa3zpabotka mHCTpYKUMH mo paboTe ¢ OOOpYZOBaHHEM /I MOJMYYEHHS TOTOBOI
JICKapCTBEHHO# (GOPMEI  HAHOCTPYKTYPHPOBAHHEIX JIEKaPCTBEHHBIX CPEINCTB H
TPOBEJICHNS €€ HCITBITaHMH

OdopMneHne TEXHONOTHYECKOH CXEMBI IONYIEHHs TOTOBOH JIeKapCTBEHHOH (hOpMED
HAaHOCTPYKTYPHUPOBAaHHEBIX JICKAPCTBEHHEBIX CPEICTB

Pa3spabotka 1 opopMmiicHHE T1a6OPAaTOPHBIX H ONMBITHO-TIPOMBIIUIEHHBIX PETJIAMEHTOB
HONYYEeHHU  TOTOBOM  JIEKapCTBEHHOH  (OpPMBI  HAHOCTPYKTYPHPOBaHHEIX
JIEKapCTBEHHBIX CPEACTB

Pazpabotka ¥ odopMiieHHe HHCTPYKIHMH H TNPOTOKOJOB HCHHITAHMH TOTOBOH
JiekapcTBeHHON (POPMBI HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB

PaspaboTka u odopMileHHEe MaKeTOB HOChE HAa CEPHIO IPH NPOM3BOACTBE IOTOBOM
JEKapCTBEHHOH (POPMBI HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEJICTB

Heo6xonumere
YMEHHS

OtopMASTh IPOTOKONBI, HHCTPYKIHH N0 paboTe ¢ 060pyAOBaHHEM UL TOTYICHHST
TOTOBOIA JIEKAPCTBEHHOH (OPMBI HAHOCTPYKTYPHAPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

Pa3spabarbiBaTh TEXHOJIOTHYECKYIO CXEMY MOJyYeHHS HAHOCTPYKTYPHPOBaHHBIX
JCKapCTBEHHBIX CPEACTB B COOTBETCTBHHM C TOCYXapCTBEHHBLIMH CTaHIApTaMH H
TpaBUJIaMH

PaspabateiBaTh HpOEKT 11abOpaTOpPHOTO H  OMNBITHO-NPOMBIIUIEHHOTO pErJIaMEeHTa
TIONy4eHHs] HaHOCTPYKTYPUPOBAHHBIX JIGKAPCTBCHHEIX CPEJICTB B COOTBETCTBHH C
TOCYJapCTBEHHBIMH CTaHAAPTAMM U NPAaBUIAMH

Pa6otate ¢ mporpaMMHEIM OfecIeYeRHEM [V MEDKCHEPHBIX PacueToB M CO3NaHHA
TEXHOJIOTHYECKMX CXEM MPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
cpencT

PaboraTh ¢ TeXHHYECKOM JINTEPaTypO Ha aHIJIHICKOM SI3BIKE

Heo6xonumeie
SHAHMSA

OrtpacneBbie CTAHAAPTHL, TEXHUYIECKUE YCIOBUS 1 HOPMAaTHBH Ha COCTaBHL M CBOUCTBA
HaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

Tpe60}3aHmI onerocy,uapCTBeHHLIx 3aKOHOJATECIIPHBIX JOKYMEHTOB I10 (1)apMOKOHeH
K HCXOJMHBIM AKTHBHBIM (bapMaJ.leBTH'-IeCKI/IM Cy6CTaHIIPISIM H BCIIOMOTraTCJIbHBIM
BCIIECTBAM

OCHOBHbIE MOJIOXEHHS MEXIYHAPOAHBIX W HAIAOHANBHEIX CTAHIAPTOB KadecTBa
JICKAPCTBCHHBIX CPEACTB, KOTOPHICE OTBEYAKT €€ HA3HAYECHHIO, PETHCTPAIlUOHHOMY
ZIOChe H cnenuduKanun

dapmakorneifHble H TEXHONOTHYCCKHE TPeGOBaHHS K CHIPBIO, MONYIPOAYKTaM H
FOTOBHIM JIEKapCTBEHHEIM (popMaM HAHOCTPYKTYPHPOBAHHHIX (hapManeBTHIECKHX
COCTaBOB

TexHonorns, Metonsl H o060pyHOBaHHE MPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
(apMarneBTHIECKHX COCTABOB

IpaBuna SKCIUTyaTallW, TOBCPKH M KBamadHKamuh J1abopaTOpPHOro, OMBITHO-
MPOMBIIIUIEHHOTO H MPOH3BOJICTBEHHOT0 000pyIOBaHUS

CTaI-IJIapTLI, IMIOJIOKCHUA, HHCTPYKUHH 11O TEXHOJIOTHYECKOH  IOJATOTOBKE
TMPOU3BOACTBA

Texuudeckuii aHIIHICKHH A3BIK B 00JIaCTH pa3pabOTKH JICKAPCTBEHHBIX CPEACTB
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Tpe6oBaHus CAHMTAPHOTO PeXHUMa, OXPAHEI TPY/AA, HOXKAPHOH 6€3011aCHOCTH, OXPaHE]
OKpYXXalolIel cpesIbl

Hpyrue

XapaKTCPUCTHKH

3.4. OGo6mennas TpyAoBas GyHKIHA

VripagneHne OHONOrHYeCKUMHI
HCIILITAHUSIMH CHIPbSI X TOTOBOH
HaumeHopanne | JIeKapcTBEHHOMN GopMBI Kon D YPpoets 6
JIeKapc P! KBanuMKaLun
HaHOCTPYKTYPHPOBaHHBIX §
JIeKapCTBEHHBIX CPEJICTB |
17
POHCXOICICHHE 3aMMCTBOBaHO U3 |
06061eHHOM OpuruHan X ‘
” opuruHaia
TPYAOBOH pyHKUMM | .
Koa opuruHana  PerucrpauuoHHBIA HOMep
npodeccHOHANTBHOrO
CTaHJapTa
BozmoxusIe Buonor-uccnenoparens
HaVMCHOBaHHS Muxkpo6uonor
JIOJDKHOCTEH,
npodeccuit

Tpebopanus x
0o0pa3oBaHHIO U
obyueHuio

Bricmiee 06paszoBanne — 6akajnaBpHar

Tpe6GoBanus K
OIBITY

He MeHee Tpex JieT paGoTHI B 061aCTH GHONOTHIECKUX HCCIIEAOBAHHH
(hapManeBTHIECKHX COCTABOB

NpaKkTA4ecKOM
paboTEl
OcoGble ycnous | [TpoxoxzeHne o6s13aTebHBIX IPEABAPATENBHBIX (TIIPH NOCTYILIEHWH Ha paboTy) U
JoIycKa K paboTe | mepHOAuYecKHX METHIMHCKMX OCMOTpOoB (06c/Ien0BanMif), a TaKike BHEOUEPETHBIX
| MEUIMHCKAX OCMOTPOB (06CeA0BaHMii) B TOpAIKE, YCTAHOBICHHOM
3aKoHozaTeNnscTBOM Poccniickoit denepanun
ITpoxoxxieHre MHCTPYKTaXKa [0 OXpaHe TPyJa U TEXHHKe 6e30nacHOCTH
Jpyrne JTononuurensHoe npodeccHoHaNbHOE 06pa3oBaHHe — IPOrPaMMEI OBHIMICHAS
XapakTepUCTAKA | KBATM(UKALUH, IPOrpaMMEI NPOECCHOHANBHOM MepenoAroToBKH Mo npoduio

JACATCIBHOCTH

JlononHATeNbHEIE XapaKTePHCTHKH:

HanmenoBanue Kox | Haumenosanwe 6a30B0if TPYNIIBL, HOIKHOCTH (IPOdIeCCHH) HITH
JIOKyMeHTa : CHeNUAILHOCTH
OK3 2131 Bronord, 60TaHHKH, 300JI0TH ¥ CIENHAIMCTH POICTBEHHBIX
3aHATHI

EKC - Buonor
- Muxpobuonor

OKIIATP 20321 Buonor
20327 Broxumuk
22516 HmxeHep-MukpobHoor
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22860 Hmxenep-xuMuk

24219 Mukpo6ronor

OKCO

2.18.03.01 XuUMHYEeCKas TEXHONOTHUS

2.19.03.01 burorexHonorus

2.28.03.03 | Hanomarepuaisl

3.4.1. Tpyaosas dbyHkunsa

HaumeHoBaHue

Bri6op crocoGoB obecneueHus
MUKPOOHONIOTHYIECKOI JUCTOTEL
OTBITHOM IapTHH OTOBOM
JleXapcTBEHHOM GopMBI RS S—
HaHOCTPYKTYPHPOBAaHHEIX
JIEKaPCTBEHHBIX CPEJICTB

VpogeHb
Kox D/01.6 | (nomyposens) 6

IMponcxoxaenue
TpynoBo# GyHKUMK

Opurunan X

" 3aMMCTBOBAHO M3 |
| opurMHana

Kop opurunana PeructpauroHHbIi Homep¥m
npodecCHOHANBHOrO
CTaHxapTa

Tpynossie
JIeHCTBHS

Ionbop uHbOpPMamKKM O CyIMECTBYIOIMX MeTodax H crmocobax obecneucHus
MHKpoOHOJIOrHYecKoit IUCTOTH pa3paboTanHOM IeKapCcTBEHHOH (GOpMBI

HccnenoBanme  cymecTBYOIMX  METOfoB M cmocoboB  obecrieyeHms
MHKpPOGHOJIOrHUecKO! YHCTOTH pa3paboTaHHOM JeKapCTBEHHOM GopMBbl

Bribop MeTomoB H cmocob6oB obecmedeHus MHKPOOHONOTHYECKOH YHMCTOTEI
pa3paboTaHHOM JIeKapCTBEHHOH HOpPMEI

Pa3paboTka mporpaMMEl MHKPOOHOIOrHYECKOr0O MOHHTOPHHTA [POH3BOACTBEHHOM
cpemsl NPH [POM3BOACTBE ONBITHBIX IAPTUH TOTOBBHIX HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHEIX CPEICTB

Heo6xomumere
YMeHHs

Pa6otate ¢ TeXHWYECKOM JHMTEPaTYpoil O CYMIECTBYIOMIMX MeToAax H crocobax
obecreueHHss MHKPOOHMONIOTHHECKOH HMCTOTHL paspaboTaHHOM JeKapCTBEHHOMN
(OopMEBI Ha PYCCKOM H aHTJIMHCKOM SI3BIKaX

PaGorars ¢ 6a3aMi JaHHEIX B 0611aCTH OHOTEXHOJIOTHH M HAHOTEXHOJIOTHH

O60o0maTe ¥ aHAIM3UPOBATH HAYYHO-TEXHHYECKYI0 HHpopManmio B obmactu
GHMOTEXHOJIOTHH M HAHOTEXHOJIOTHH

PaBoTats ¢ 06opyOBaHHEM H MaTepHallaMy [T MUKPOOGHOJIOTHIECKOTO aHAIN3a

Heo6xoaumeie
3HaHHsA

O’I’paCJIEBLIC CTaHJAPThI, TEXHUYCCKHE YCJIOBUA H HOPMaTUBEL Ha CBOMCTBa
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB B oGnacti MHKpOGPIOHOI‘H‘ICCKOﬁ
YHUCTOTHI

TpeGopanns obmerocyapcTBEHHEIX 3aKOHOAATENBHBIX JOKYMEHTOB IO hapMOKOIIEH
K MCXOAHBIM AaKTHBHBIM (PapMaleBTHUECKHM CYOCTAaHIMAM H BCIOMOIATEIbHBIM
BellleCTBaM

OCHOBHBIE TOJIOXCHHS MEXAYHAPONHHIX W HAIMOHANBHBIX CTaHAAapTOB KadeCTBA
JIEKAPCTBEHHEIX CPEACTB, KOTOPHIE OTBEYAIOT €€ HA3HAYEHHIO, PErHCTPAHMOHHOMY
JIOChE U cnenudukaniy

Texnpgeckde  TpeOOBaHMA K  CHIPBIO,  MONYOPOLYKTaM M TOTOBBIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHLIM CPEACTBaM

TeXHONOTH IPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Crnoco6H ¥ BO3MOXHOCTH IIOMCKa HAYYHOM M HAyIHO-TEXHHIECKOH JIMTEPATYPHI IO
3aJaHHOW TeMaTHKe

Bunbsl M ycnoBHS MUKPOOMONOTMYECKHX HCIBITAaHHH CHIPbs, IIPOMEXYTOYHOH
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MPOYKIMHA H TOTOBHIX HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHEIX CPE/ICTB

IpaBuna paGoThi ¢ 0COpyIOBaHHEM M MaTepHANaMH (IS  IPOBEACHHS
MHKPOOHONIOTHYECKMX MCIILITAHMIH

TexHpdecKwii aHMMICKHI A3BIK B 00NACTH pa3palOTKH JIEKapCTBEHHBIX CPEACTB

TpeboBaHusi CaHMTapHOTO peEXHMa, OXpaHHl TpyAa, NOXapHOH 6e30macHOCTH,
OXpaHbl OKPYXKalOMEeH CpeAsl

Hpyrue

XapaKTCPHCTHKH

3.4.2. Tpynosan ynxknuas

HaumeHoBaHKne

Br1Gop MeTOIUK B KOHTPOJIb
npoBeACHHA Ta00paTOPHEBIX
MHAKpPOGHOIIOTHYECKHX HCIBITAHMIA
HOJIYTIPOAYKTOB H ONBITHOH MAPTHH
HaHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHEIX CPECTB |

Vposens
Kon | D/02.6 (nonyposeHs)
KBaJHKauuH |

IIpoucxoxaeHune
TpYyAOBOH PyHKLMH

| 3aMMCTBOBaHO H3 | 1
' opurhHana ' ‘
. —
Kon opurunana PerucrpanuoHHEIi HoMep
npodecCHOHANLHOro

CTaHAapTa

Tpynoseie
AeicTBhA

Kontpoms otbopa mpo® s mpoBeieHAS MHKPOOHOIOrHYECKHX HCCeJOBaHHI
BXOJIHOTO CHIphS, MATEPHAJIOB, MOJYIPOAYKTOB H OIBITHEIX 00pa3LIoB

KoHTpons mccieJoBaHNS MOMYNPOAYKTOB M ONBITHEIX 00pa3snoB B COOTBETCTBHH C
TpeOOBaHHAMH N0  MHKPOOHMONOTMYECKONH  YHCTOTE, MNpPENBSABISEMBIMH K
HaHOCTPYKTYPHPOBAHHEIM JICKAPCTBEHHBIM CPEJICTBAM

OleHKa HCIIONB3YEMBIX B MCCIEAOBAHHH METOAHK MHUKPOOHOIOTHYECKHX HCIIBITAHMIA
MOIMYHPOZYKTOB M ONBITHOH NAPTHH HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeICTB

KoHTponk ImpeaAMETHO-KONMHYECTBEHHOTO y4eTa HApKOTHYCCKHX, MCHXOTPOIHBIX
BEINECTB M MX IPEKYPCOpoB

Beifop Metomuk ¥ yCIOBHiHl TIpOBENEHHMS MHKpPOOHONOTrMYECKWil HCHBITAaHHMI
IIONYMPOAYKTOB M ONBITHOM HapTHM HAaHOCTPYKTYPHPOBaHHEBIX JIEKAPCTBEHHBIX
CpeacTB

Heobxomumeie
YMEHHUS

PaboTaTh ¢ TexHHUECKOH THTEpaTypoil Ha PyCCKOM M aHTIIMHCKOM A3bIKaX

PaGotats ¢ o6opynoBaHHEM H MaTepHaiaMu Uil 0T00pa mpob H HX MOCIEHAYIOMEro
MHKPOGHOJIOTHYECKOTO aHAJIN32

OuenuBarh 3(PeKTHBHOCTE MHKPOOHOJIOrMYecKHMX METOIMK B IIPHIOKEHHH K
KOHKPETHOMY BHJTY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

TIpoBOAMTE OPEAMETHO-KOIMIECTBEHHBIH y4eT HApPKOTHYECKMX, NCHXOTPOIHBIX
BEHIECTB H HX IPEKYPCOPOB

Heobxonumeie
3HAHHSA

OTpaclieBble  CTaHAApPTH,  TEXHMYECKHEe  YCIOBMA ¥ HOPMATHBEL  HA
MHKPOOGHOJIOTHYECKHE METOEI HCCIIEOBAHUS  HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPELICTB

TpeGoBauus obmerocyAapeTBeHHbIX 3aKOHOJATENBHEIX JOKYMEHTOB 1O (papMOKoIeH
K MCXOIHBIM aKTHBHBIM (hapMalleBTHUECKHM CYOCTaHIHMAM M BCIIOMOraTENLHEIM
BelIeCTBaM

OCHOBHEIE TTOJIOKCHHS MEXIAYHAPOOHBIX M HAIMOHAJIPHBIX CTAaHAAPTOB Ka4veCTBa
JICKApPCTBCHHBIX CPEJACTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYE€HHIO, PErHCTPalMOHHOMY
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JI0Che U crennduKaun

Texungeckue  TpeGoBaHMA K  CBIPHIO, TONYNPOAYKTAaM H  TOTOBEIM
HaHOCTPYKTYPHPOBaHHBIM JIEKAPCTBEHHBIM CPECTBAM

TeXHOIOrUs MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX (hapMalleBTHYECKHX COCTABOB

Buasl u  ycmoBHS MHKPOOMONOTHYECKHX HCIBITAHMH CHIPBS, HPOMEXYTOUHBIX
TPOAYKTOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTR

IlpaBmia paGoTer ¢ oOOpyZOBaHMEM M MaTepHAIaMH I  NPOBCACHHS
MHKPOOHONOTHYECKHAX HCIBITAHHH HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB

IlpaBuna XxpaHeHMs M yd4eTa HapKOTHYECKHX, ICHXOTPONHBIX BEIIECTB H HX
IIPEKypcopoB

Texnutueckuil aHrMMICKAI 136K B 061aCTH pa3paGOTKK JIeKapCTBEHHBIX CPEACTB

Tpe6GoBaHns CaHHTApHOTO pEXHMa, OXpaHEl TpyAa, HoxapHoii 6esomacHocTH,
OXpaHbl OKPYXKAIOIIei CPenl

Jpyrue

| XapaKTepHCTHKH

3.4.3. TpyaoBas pynxnus

Kontpons nposenenus

GHONIOrHYECKUX MCIIBITAHHI VposeHs
HaumeHoBanue | OIEBITHOM MapTuu Kox  D/03.6 | (momyposens) 6
HaHOCTPYKTYDPHPOBaHHBIX | KBAIM(UKALMH

JICKAPCTBEHHEIX CPEACTB

TIponcxoxneHue
TPYAOBOH QYHKIMH

{

1 OpuruHan X ‘ 3auMCTBOBaHO U3 OpUTHHANA

T

Koxopurunana  PerucTpaupioHHbIH HOMep
npodeccHOHAILHOTO
craHmapra

Tpynosslie
JeHcTBHA

KorTpoms BeIGOpa mokasateneil M HampaBieHHil OGHONOTHYECKHX HCCIEXOBaHUM
ONEITHOM NAPTUHM HAaHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEJCTB

KonTtpons  BeiGOpa  (peneBaHTHBIX) BHIOOB JKHBOTHBIX U1  BBIIOJHEHHA
6GHONOTHYECKUX ~ MCIBITaHWH  ONBITHOM  NAapTHH  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

KoHTponb moAroTOBKY JOKYMEHTALUK JJIs IPOBEACHHS OHONOTHYECKHAX MCIBITAHUH
HAaHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB (OMMCaHHe WCCIeZOBaHHS,
HPOTOKOJI HCCJIEROBAHMA, 3asBKA Ha XKUBOTHBIX B KOMHCCHIO IO OHO3THKE

Kontpomns BHIIOJHEHHUA (hapMaKOZHHAMHYECKOTO HCCIEAOBAHMA
HAaHOCTPYKTYPHPOBAHHEIX JIEKApPCTBECHHBIX CPEACTB H ee (hapMakolormdeckoi
aKTHBHOCTH

KonTpois BBINIOJIHEHHS TOKCHKOJIOTHYECKOTO HCCIIeJOBAHUS
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

KoHTpone  BEIMONHEHMS  pacIIMpEHHBIX  OHONOFHYECKHX  HCCIEeTOBAaHMM
HHHOBAIMOHHEIX HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEACTB

TMom6op OGezonachoif neueCHON O3Bl HAHOCTPYKTYPHPOBaHHOM JeKapCTBEHHOM
(hopMEI

HeobxoquMeie
yMeHuA

PaboTaTh ¢ TeXHHUECKO# TUTepaTypoil Ha PyCCKOM M HHOCTPaHHOM SI3BIKaX

PabGoTtaTe ¢ oGOpyZOBaHHEM H MaTepHAIaMd IJI1 OHOJOTHYECKMX MCIIBITAHHH
(bapMalleBTHIECKUX IPOLYKTOB

Bribupars abopaTopHble METOONKM M HeOOXOXHMMOE Il HUX O0OpyHOBaHHE IJIS
GHOJIOTHIECKOTO aHANM3a HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEBIX CPEACTB
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IMpoBonuTe aHANA3 pHIHKA MATEPHAIOB H JIaGOpaTOpHOro 0GOpYNOBaHHA A
GHONOrHYECKUX HCIBITaHM} HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB

HpOBO}IKTB Oll)OpMJICHHe JAOKYMCHTAHH 110 OHOJIOTHYECKMM HCCIICOBAHUSIM B
COOTBETCTBUH C JIOKAIBHON TEXHHYECKOU uoxymemauneifl

Heobxoaumeie OTpacneBme CTaHIApTHI, TCXHUYCCKHAC YCJIOBHS M HOPMATHUBBI HA COCTaBbl, MCTOLBL
3HAHUA MOIIyYCHHA H OHoornUecKne UCIBITAHMS HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBEHHBIX
CpeacTB

Tpe60BaHI/I${ o6merocynapCTBeHHHx 3aKOHOAATCIIBHEIX JOKYMCHTOB IIO (bapMOKOHCPI
K HMCXOJHBIM AKTHBHBIM (bapMaI.leBTI/I"IeCKI/IM Cy6CTaHIIPI5[M H BCIIOMOraT€JIbHBEIM
BEIIECTBAM

OCHOBHBIE TONOXEHHUS MEKIYHApOAHEIX W HAllHOHATBHEIX CTaHAAPTOB KadecTBa
JeKapCTBEHHBIX CPEICTB, KOTOPHIE OTBEYAIOT €€ HA3HAYCHHIO, PETHCTPAalHOHHOMY
JOChe H clenuHKamu

Texuudeckue TpeGOBaHUA K CHIPBIO, MONMYNPOAYKTaM W TOTOBHIM JIeKAPCTBEHHBIM
(opMaM HaHOCTPYKTYpPHUPOBAHHEIX (apMalleBTHUCCKHX COCTABOB

Texunyeckne TpeGoBaHMA K MarepHanraM H JaGopaTopHeM mnpubopaM mns
OHOJIOTMYECKUX MCIIBITaHM HAHOCTPYKTYPHPOBaHHBIX (hapManeBTHYECKHX COCTABOB

Mertonsl paGoTHl ¢ mpubopaMu U 00OpyaOBaHMEM AJIS GHOJIOTMYeCKHX HCIBITAHHI
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Bumet u  ycioBmd ~ OMONOTMYECKHMX  MCOBITAHMM  HAaHOCTPYKTYPHPOBAHHBEIX
JIEKAPCTBEHHBIX CPEJICTB

TexHonorns NPON3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX (hapManeBTHIeCKHX COCTABOB

IpaBwia XpaHeHHs M YydeTa HAPKOTHYECKHX, NCHXOTPOLHEIX BEemECTB M HX
TPEKYPCOpPOB

CraHgapTsl, TONOEHHS, HMHCTPYKIUH Uit OHMONOrMYecKoro  aHajiM3a
HaHOCTPYKTYPHPOBAHHEIX JISKAPCTBECHHBIX CPEACTB

TexHuyeckuii aHMMACKAI A3BIK B 001ACTH pa3paGOTKH JIEKApCTBEHHEIX CPEJICTB

TpeGoBaHus CaHHTApHOTO DpEXHMa, OXpaHBl TpyJa, MHOXapHOH G6e30MacHOCTH,
OXpaHBI OKPYKaIOIIeH cpesl

Jpyrue -
XapaKTEPHCTHKH
3.4.4. Tpynosas pynxmuas
Odopmienne pe3yabTaToB
HCCIIEOBaHM U BBIIaYa 3aKIIFOYCHHA
0 MHKPOGHOIIOTHYECKOM KauecTBE Vposens
HauMeHOBaHNE M, Koa (nonyposetib) 6
OMBITHOH NapTAH KBATHOHKAIH
HaHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPEJICTB
Hponcxcl)meﬂne i Opurmean X | 3aMMCTBOBaHO M3 i
TpynoBo# GyHKuMH | | opuruHana \ |
Kon opuruHana PeructpauuosHbiil HoMep
npodecCHOHANTLHOro
CTaHAapTa
Tpynoseie Omnucanne TpeGOBaHMIT K MHKPOOHONOrHYECKOH YHUCTOTE FOTOBO# IJIEKapCTBEHHOI
JieiCTBHA (opMEI HAHOCTPYKTYpHPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB

Paspa6otka u odopmieHHe oTdeTa O BEIOOpPE METONOB M crocoboB obecneyeHus
TpeOyeMoif MHKpPOOMONOTHYECKOH 9HCTOTHI HOBOM JieKapCTBeHHOH  opMeI
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEJICTB
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PaspaGotka u odopMieHHe ordera 00 OKCIIEPUMEHTAIBHOM  HCIBITaHHH
(apMakoguHaMUKM, (PapMAKOKHHETHKM M TOKCHYHOCTH HOBOH JIeKapcTBEHHOM
(OpMBI HAHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPELICTB

Pa3paGotka u oOpMIEHHe OTYETA O PACIIMPEHHBIX GHONOTHYECKHX HCCICOBAHHSIX
HMHHOBAIMOHHBIX HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Odopmienne 0600malomero oT4eTa 0 BHIIOMHEHHEIX HCCIENOBAaHUAX U HOATOTOBKA
3aKMOTEHA O KadecTBe, >(Q(eKTHBHOCTH M 6€30mMacHOCTH HOBOHM JIeKapCTBEHHOM
(hOpMEI HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

| Heobxonumeie
| yMeHHS

PaspabarsiBaTe  cHCTeMy TpeOOBaHHMH K  MHKpOOMONOrMYEeCKOH  4HCTOTE
HAaHOCTPYKTYPUPOBAHHHIX  JICKADCTBEHHBIX CDEACTB B COOTBETCTBUM C
TOCYAapCTBCHHBIMH CTAHAAPTaMH M NPaBHIIAMH

PaspabatriBaTe  cucTeMy ~— TpeOoBaHMif K ~ OHONOrMYeckoifl  aKTHBHOCTH
HAaHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX  CPEACTB B COOTBETCTBHH €
roCyaapCTBEHHBIMH CTaHAAPTaMH H NPaBHIIaMU

IpoBoauTh 0hopMIICHAE OTICTOR M HOPMAaTHBHO-TEXHHYECKOM TOKYMEHTAIMH

Heobxomumrie
3HAHHS

OTpacieBbie CTaHAAPTH, TEXHUYECKHE YCJIOBHSA H HOPMATHBEI Ha COCTaBbI, METOIEI
MONy9eHHsI, MHKPOOHMOJIOTHYECKYI0 YHCTOTY M OHOJOTMYECKYl0 aKTHBHOCTH
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

Tpeﬁonamm OGIIICFOCyﬂapCTBeHHBIX 3aKOHOAATCIIbHBIX JOKYMCHTOB IO (l)apMOKOHeI/l
K HCXOJHBIM AKTHBHBIM q)apmaueB’mqecxcuM CYGCTaHI.IPDIM U BCIOMOrare¢JIbHBIM
BCIICCTBaAM

OcCHOBHBIE MOJOKEHHS MEXIYHapOAHBIX M HAlMOHAJHHEIX CTaHJApPTOB KadecTBa
JICKAPCTBEHHBIX CPEICTB, KOTOPEIE OTBEYAIOT €€ HA3HAYEHHIO, PETHCTPALHOHHOMY
JI0Che H crnenubukaniy

Texunueckue  TpeGOBaHMS K  CHIPbIO, MONYOPOAYKTaM W TOTOBBIM
HaHOCTPYKTYPHPOBAHHEIM JICKapCTBEHHBIM CPEACTBAM

TeXHOIOrHs IPOM3BOACTBA HAHOCTPYKTYPHAPOBAHHBIX JIEKAPCTBEHHEIX CPECTB

Buaer u  ycimoBMs OHONOrMYeCKMX M MHKpPOOMOIOTHYECKHX — WCIBITAHUI
HaHOCTPYKTYPHPOBAHHBIX JIEKapPCTBEHHBIX CPEACTB

Mertonsl GHOIOTHYECKOTO B MHKPOOHONOTMYECKOro aHanm3a (apMaleBTHYECKHX
cyOcTaHumMif,  BCIIOMOTATeNBHBIX  BENIECTB, MHOMYNPOAYKTOB M  TFOTOBBIX
JIEKapCTBEHHHIX hopM

CraHzapTsl, MOJOXEHMS, HHCTPYKUMH 10 OGOPMICHHIO JOKYMEHTAlMH IO
Tpeb6OBaHHIO K CBHIPBIO, IOJYHNPOJYKTAM H TOTOBEIM HAaHOCTPYKTYPHPOBAHHBEIM
IEKapCTBEHHEIM CPEACTBAM

Meronst OPOBCACHHA  HAyIHO-HCCICAOBATCIILCKHAX pa60T H  OpraH”3aluf
na60paTopHoro KOHTPOJIA IIPOXM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX
CpeacTB

TexHuyeckuit aHrIHHCKUIA A3BIK B 0671ACTH pa3paboTKA JEKapCTBEHHBIX CPEICTB

TpeGoBaHUA CcaHUTApHOTO peEXHMa, OXPaHH Tpyla, MOXapHO# 6e3omnacHoCTH,
OXpaHEl OKpYXxaroweil cpes!

Ipyrue

XapaKTEPUCTUKU

3.5. O6o6mennan TpyaoBan PyHKIHA

| Oprasmsaiys paspaboTKu pelienTypEE

| HOBOTO HaHOCTPYKTYPHPOBAHHOTO

HaumenoBatue | (papMaleBTHYECKOIO COCTABA K €ro Koxn
| TeKapCTBEHHOM (OPMEL B COOTBETCTBHH !
' ¢ TEXHUYCCKUM 3aJaHHEM

Vposenr
E I KBanubuKauuy | 7
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Ipoucxoxaenue |
oot Opuwaan X Jewemotmor
ymkum i e .
Kon opurunana PeructpauuoHHEIi HOMEp
npod)eccHOHaNbHOTO
CTaHjapTa
| Bo3amoXHEIE Hawaneauk uccnenoBatensckoit maboparopuu
HaHMCHOBAHHUA 3aBemyromuii 1aboparopueit HcclenoBaHMH H pa3paboToK
JIOIDKHOCTEH, PykoBoauTens nenTpa HecieoBaHuiH U pa3paboTok
npodeccuit HagansHuk 1ab0paTopHi HayIHBIX HCCAEROBAHHH

TpeboBanus k
06pa30BaHUIO U

Bricmee o6pa3oBaHme — MAarUCTPATyPa, COCHHATHTET

06y4eHHIo
TpeboBanus x He Mmenee matu net B o61acti pa3paboTKA HAHOCTPYKTYPHPOBAHHBIX
| OIBITY JIEKapCTBEHHEBIX CPE/ICTB
NpaKTH4eCKOH
paboThI
Ocob6bre ycmoBust | [IpoxoxaeHue o0sa3aTeNbHBIX NPeABapHTENBHEIX (IIPH NOCTYILIEHUH Ha paboTy) u
JI0Iycka K paboTe | HEpHOAMYECKHX MEJUIMHCKAX OCMOTPOB (00CIie/IOBaHMit), a Takke BHEOYEPETHBIX
MEIUITTHCKHX OCMOTPOB (00CIIeI0BaHHIf) B IOPSAKE, YCTAHOBICHHOM
i 3aKoHOJarenbcTBoM Poccuiickoit Deaepanuun
= IIpoxoxeHne HHCTPYKTaXKa IT0 OXpaHe TPYAa H TeXHHKe 6e30IacHOCTH
Hpyrue JononautensHoe npodeccHoHaTbHOE 00pa3oBaHAe — MPOrpaMMEI IOBBIIICHHS
XapaKTEPUCTHKH | KBAIM(MKALHMHA, IPOrpaMMEI IpodecCHOHANBHO#H MepenoAroTORKH Mo mpoduimo

JeSTeIBHOCTH; Y9aCTHE B KOHIPECCaX, KOH(epeHIHNsX, OCemEeHHe MPOGIIBHEIX
BEICTABOK H CEMHHAPOB

JIONOHAUTEEHBIE XapaKTePUCTHKH:

HawnmenoBanue Kox HaumenoBanue 6a30Boit Ipymmbl, JOIDKHOCTH (TIpodhecCHE) Wim
JIOKYMEHTa CIICAATEHOCTH
OK3 1223 ' PykoBomurreny Toapas/ieieHuil 110 HayJHEIM HCCIEAOBAHAAM 0
paspaboTkaM
EKC - HauayibHUK HcclefoBaTebCKOi TabopaTopyu
OKIIATP 44490 Hauaneauxk rpymms! (610po), 1ab0paTOpHu B COCTaBe
KOHCTPYKTOPCKOT'O, TeXHOJIOTHIECKOTO, HCCIIeOBATENIbCKOTO,
pacdeTHOro, SKCIEPAMEHTAIBHOIO H OCHOBHBIX OTHENOB
44901 HauanpHuK caMOCTOSATENBHOTO OTAENA (1abopaTopuu)
(KOHCTPYKTOPCKOTO, HCCIEAOBATENBCKOTO, PACUETHOTO,
| SKCIIEPUMEHTAIILHOTO)
OKCO 2.19.04.01 | buoTtexHomorus
2.28.04.03 | Hanomarepuaisl
2.28.04.04 | HanocucTeMbl H HAHOMaTEPHAIIBI
3.33.05.01 Oapmanus




36

3.5.1. TpynoBan pynxnus

OnpeneneHye HanpaBIeHuM

pa3paboTku

HaHOCTPYKTYPHPOBAHHBIX VposeHn
HawmenoBaune | JIEKAPCTBEHHBIX CPEACTB IS Kon E/01.7 | (noamyposens) 7

COCTaBJICHHS TEXHAYECKOTO 3aXaHus KBanuQUKaUUH

Ha co3/laHHe HOBOU perenTyphl
1eI€BOT0 Ha3HAYCHHS

Ipoucxoxaenue
TpyAoBo# GpyHKIMH

| 3anmcrBOBaHO M3 ‘
OpHruHana |

‘ OpuruHan X

Kon Pefnmpmmonﬂuia HOMEp
OpHrHHaNa npodecCHOHATLHOTO
CTaHzapTa

| Tpynoesie
JedcTBuA

CrparersmdecKkoe ynpaBieHHE HampaBIeHHEM  pa3pabOTOK Ha  OCHOBAHHM
JIMTEPaTYPHOTO MOHCKa, H3YUCHHs IATEHTHBIX 6a3 MaHHBIX

IlogroToBka H® corjlacoBaHHE ¢ 3aKka3uMKaMH HampaBlIeHHs pa3paboTku
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHHBIX CPEACTB

IonroToBka M cornacopaHHe TEXHHYECKOTo 3aflaHEs Ha pa3paboTKy HOBOIf
peuentTypsl  HaHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB  IIENEBOro
Ha3Ha4YeHus

IlonroToBka W COINacoBaHHE IUIAHAa Pa3pabOTKM HOBHIX HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBeHHEBIX CPEICTB

VhpaBleH#e InpoeKTaMH @O pa3pabOTKe HOBEIX HAHOCTPYKTYPHPOBaHHBIX
TIEKapCTBEHHBIX CPEJICTB

IMomrotoBka ¥ cornacoBaHue OTIETOB O (hapManeBTHUECKOH pa3paboTke
HAaHOCTPYKTYPHPOBaHHEIX  JIEKAPCTBEHHHIX  CPEACTB B COOTBETCTBHH €
MEXIYHapOAHEIME TpeOoBaHUMAMM B Qopmare oOWIETo TEXHHIECKOTO MOKYMEHTa
PETHCTPALOHHOTO JIOCHE

IMoaroToBKa W COTNMACOBaHHE OTYETOB O BAIMAALMHM TEXHOJOTHYECKOro IMpolecca
TIOJTyYeHUs] HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEJICTB

OmnpeneneHue NMepcneKTHB Pa3sBHTHA OPraHM3alMM B OTHOLICHHH BBITYyCKAa HOBBIX
HaHOCTPYKTYPHPOBAHHBIX J1€KapCTBEHHEIX CPEJICTB

Heo6xoaumere
YMEHHS

Brifupares HamnpaBineHHd HayYHO-TEXHMYECKOH pa3paboTKM HOBEIX BHIOB
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX CPEJICTB

CornacoBpiBaTh M YTBEPKAATH JOKYMEHTALHIO 110 pa3paboTke HOBHIX BHIOB
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

[InanupoBaTh STambl pa3pabOTKM HOBEIX BHJAOB  HAHOCTPYKTYPHPOBAaHHBIX
JIEKapPCTBEHHEIX CPEACTB H OCYIIECTBISIT KOHTPONB HX BHIONHEHHS

OcymecTBsTh OOPaTHYIO CBA3b HCCIEAOBATENLCKOH TabOpaTOpHu CO CMEXKHBIMU
NOJpa3/ieNICHUsIMH IIPOM3BOACTBA U 3aKa3YHKAMHU

IMpusuMare peleHHs [0 AaKTYaIH3allH, [OPOAODKEHHIO WIH IPeKpalleHHIo
OpOCKTOB pa3pabOTKM HOBEIX BHIOB HAHOCTPYKTYPHPOBAaHHEIX JIEKApCTBEHHBIX
CpeJICTB

PaboTaTh ¢ TeXHUYECKOH IUTEPATYpOii Ha AaHTTMHCKOM SA3BIKE

Heob6xoaumere
3HAHUS

OTpacieBble CTaHAAPTH, TEXHHYCSCKHUE YCIIOBUS M HOPMATHBHI Ha COCTAaBBI, METOMBI
MOJIyYeHusI H CBOMCTBa HAHOCTPYKTYPHPOBAHHBIX JISKAPCTBEHHEIX CPeICTB

Tpe6oBanus 06IEroCy1apCTBEHHBIX 3aKOHOAATEIBHBIX JOKYMEHTOB 0 (papMOKOIIeH
K MCXOAHEIM aKTHBHBIM (apMaleBTHUYeCKUM CyOCTaHLHSIM H BCHOMOTaTelbHBIM
BELICCTBAM
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OCHOBHBIE TOJOXEHHAS MEXIYHAPONHBIX H HAlHOHAIBHBIX CTaHAApTOB KauyecTBa
JIeKapCTBEHHBIX CPEJICTB, KOTOPHIC OTBEYAIOT €¢ Ha3HAUECHMIO, PerHCTPaHHOHHOMY
Jocke H crenuduKanun

MeTo/010THs IPOBE/ICHAS M OLIEHKY BATHIALMOHHBIX HCIBITaHHH

CopmepkaEMe NOKYMEHTOB O €IMHBIX INpPHHIMNAX M IpaBHiax oOpameHus
JIEKapCTBEHHKIX CPEACTB Ul MEAHUIMHCKOTO NPHMEHEHHUS

Texuuueckne, TexHoMormueckue W (apMakoneiinble TpeOOBaHHS K CBHIPBIO,
MOJIYTIPOAYKTAM H TOTOBBIM HAHOCTPYKTYPHPOBaHHBIM JIEKapPCTBEHHBIM CPEICTBaM
TexnmueckHe H ¢apMakomeiiHEle TpeOOBaHHA K peakTHBaM, MaTepHalaM H
o6opyIoBaHHIO /Ul aHAJIN3a HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX CPEJCTB
TexHOJIOTHA IPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
Bupst 1 ycnoeus (GpU3HKO-XUMHUECKHX H MHKPOGHONOTHYECKHX MCIBITAaHHHM CHIpBS,

MPOMEXYTOYHOH NPOAYKLMM H TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX

CpexncTB
Bunsi ®  ycnoBud — GHONOTMYECKHX  MCHOBITAHMN  HaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB

IIpaBmna paGoTei ¢ OGOpYAOBaHHEM M MaTepHAaMM Ui HpoBeAeHHS (u3mKO-
XMMHYECKHX, MUKPOOHOJIOTHUECKHX H OHOIOrHYECKRX UCCISHOBAHMM

TexHudeckue BO3MOXKHOCTH JabopaTopum pa3paboTKH H KOHTpOJsL KadecTBa
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

IMopsapox odopMireHHs, COrIACOBAHAS H YTBEPKACHHA JOKYMCHTAMH M OTYETHOCTH
B COOTBETCTBHH C TPeOOBAaHUSIMH PETYIISTOPHEIX OPTaHOB

TpynoBoe 3akoHomaTenscTBo Pocchiickoit @enepanuu B 4acTH, periIaMeHTHpYIOMEH
BBIIONIHECHUE TPYAOBHIX 00s13aHHOCTEH

Texuuaeckuil aHr/mmiickuil 36K B 0651acTH pa3spabOTKH HaHOCTPYKTYPHPOBaHHBIX
JIEKaPCTBEHHEIX CPEJCTB M MPOM3BOACTBAa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpelICTB

TpeGoBaHMsI CaHMTApDHOTO pEXHMA, OXpaHBl TpyZAa, NOXapHo# Oe3omacHocTH,
OXpaHE! OKpY>KaloIlel cpeanl

JHpyrue -

XapaKTCPUCTHKH

3.5.2. TpyaoBan pyHkuus

Opranpm3arus noxucka HayqHo-
TeXHU9ecKo} uHbOpManuy o
cymecTBymomeit opme Vposens
HaumeHopanne | HAHOCTPYKTYPHUPOBaHHBIX Kon | E/02.7 | (nomypomems) 7
JICKAaPCTBEHHBIX CPC/ICTB U KBaM KT
JOCTYITHOM CBEIpbE I €€
IPOU3BOJICTBA

IMpoucxosxaenue : 3aMMCTBOBAHO M3 |

TpynoBol GyHKIMH {mOpurnHan )_(7 pHriHaNa o
Kon opurunana PeruvcTpauroHHsli HoMep
npoecCHOHANBHOrO
CTanzgapta
l TpynoBsie ITonroToBka M coriacoBalue IUIaHA MOMCKA HAYYHO-TeXHHIeCKOoH WHopMamuu o
| AeficTBUL cylIecTByIomeil popmMe HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEJICTB

‘ Hasnayenwe OTBETCTBEHHBIX 3a IIOMCK HAyYHO-TEXHHYECKOH M  JIOTHCTHKO-
| SKOHOMHYECKOH MH(pOpMauu 0 cyuecTBylouell GopMe HaHOCTPYKTYPHPOBaHHBIX
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JICKAPCTBCHHBIX CPEACTB H JOCTYITHOM CHIPEE AJIA €€ IIPOU3BOJACTBA

TMoaroroBka ® cornacoBaHHe IaHa (UHAHCOBBIX 3aTpar 10 3aKyNKaM CHIPbs H
obopynoBaHMs I MPOH3BOACTBA HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX
CpEJICTB

CornacoBaHHe HOMEHKIATYPHl M TEXHHYECKHX XapaKTEPHCTHK CyOcTaHiuii u
BCIIOMOTaTeNIHBIX MaTepyaloB, MPHOOpEeTaeMBIX Il pa3paboTKU M MPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heobxoaumbie ®opmupoBarh  TpeOOBaHMS K  HOBHIM  BHJIAM  HaHOCTPYKTYpPUPOBaHHBIX
YMCHHAA JIEKapCTBEHHBIX CPEACTB
CornacoBhIBaTh H YTBEPXKIATh PE3yJLTAaThl HAYYHO-TEXHHYECKOTO aHANWM3a PHIHKA
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBCHHBIX CPE/CTB
CornacoBbiBaTh H YTBEPXKAATh (PHHAHCOBO-3KOHOMHYECKYIO JMOKYMEHTALHIO IO
aHAIN3y PhIHKA HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX CPEICTB H CHIpbA JUIA
HHX, 2 TaKXKe ITO 3aKYIIKaM CHIPbs
OcymecTBiaTs  0OpaTHYI0O  CBSI3b  MCCIEAOBaTENbCKOM — nabopaTopuu ¢
HoJipas/ieiecHHsIMH IPOM3BOJICTBA M 3aKA3YMKAMH
PaboTath ¢ TeXHHYECKO# JIMTEpaTYpOoi Ha aHTIHNHCKOM SI3BIKE
Heobxoaumeie OtpacneBbie CTaHAAPTHL, TEXHHYCCKHE YCIOBHA H HOPMATHBB! HAa COCTaBbl, METOIBL
3HAHUS HOJIy9ICHHAs M CBOHCTBA HAHOCTPYKTYPHUPOBAHHHIX JIEKAPCTBEHHEIX CPEJICTB

TpeGoBanHs 06MEroCYNAPCTBEHHBIX 3aKOHOAATENbHBIX JOKYMEHTOB 10 (papMOKOIIEH
K HMCXONHBIM AaKTUBHBIM ¢apMaleBTHYeCKHM CYOCTaHIMAM M BCHOMOTATENBHEIM
BENECTBAM

MeTtoponorust IIPOBEACHUS U OLICHKH BAJIMJAIITMOHHBIX HCIBITaHUIA

Ilpapuna Hamrexamedl NPOU3BOJACTBEHHON NPAKTHKW, NpPaBHNAa HaICKameH
nabopaTopHOH NPakTHKH IO YCTAHOBJICHHMIO TpeOOBaHMH K OpraHH3allHH
IPOU3BOACTBA M KOHTPOJIA Ka4YeCTBa JICKAPCTBCHHBIX CPEACTB JJI MEIHIHHCKOTO
HpUMeHeHHs

TexHuuecKre, TexXHOJIOrHYecKHe U (apMakomeiiHble TpeGOBaHUA K CHIPBIO,
HONYIPOAYKTaM M TOTOBBLIM HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHEIM Cpe/ICTBaM

Texnmdeckue u ¢apmaxomneiiHple TpeGOBaHHMS K peaKTHBaM, MaTepHalaM H
000pyZOBAHHMIO /UL aHANH3a HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

TexHOIOrHs NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTRBEHHEBIX CPEJICTB

Iopsinok odopMiueHns, cornacoBaHus H YTBEPXKICHHUS AOKYMEHTALMH IO AHATH3Y
PbIHKA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB U CHIPhS UL HUX, & TAKXKe
O 3aKyIKaM CHIPbsI

TMepcneKTHBE TEXHHYECKOTO Pa3sBUTHA OPraHU3aldM M OTPACiH Y OIpEeHEiICHHE
SKOHOMHYECKOH sddexTuBHOCTH paspaboToK HAaHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHEIX CPEZICTB

TpyznoBoe 3akoHOnatenscTBO Poccuiickoit @eneparyu B 9acTH, peryiaMeHTHPYIOIIEH
BHIIIOJNIHEHHE TPYAOBBIX 00s3aHHOCTEH

TexHudecknit aHNIHMIACKHI S3BIK B 06NacTH pa3paboTKM HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB M MPOM3BOACTBA HAaHOCTPYKTYPHPOBAHHEIX J€KapCTBEHHEIX
CpeAcTB

TpeboBaHust CaHHTAapHOrO pexXHMa, OXpaHBl TpyHa, NOXKapHOH Oe30MacHOCTH,
OXpaHBI OKpYXaromeii cpeapt

IMopsyiok neficTBHII NpH Ype3BEIYAMHBIX CHTYALMAX

Hpyrue

XapaKTepUCTUKH
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3.5.3. TpynoBas ¢pynknus

Oprann3aiys Nony4eHAs 0
HCC/IeJOBAaHHA SKCIIEPUMEHTANBHBIX
COCTAaBOB, BHIGOpA PENIEITYPH H Yposetb
HaumeHosanue Koz E/03.7 | (nomyposens) 7
TEXHOJIOTHH H3TOTOBJICHAS KBATHOHKALHH
HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB
Ilt[p;;/(;p(l;);c;m;;::fm“ Opwurunan X | 3aMMCTBOBAHO M3 OpUTHHANA |
Kop PeructpauuoHHH!
OpMruHana npoecCHOHANBLHOTO
CTaHzapTa
i TpyzmoBsie CornacopaHne HCIIONB3YeMBIX BHIOB U 0O0BEMOB CHIpbS, MATEpPHAIOB H
JiefcTBHA o6opyRoBaHHUs NpH H3TOTOBICHHHM M HCCIEJOBAHMH 3KCIEPHMEHTAIBHBIX COCTABOB
HaHOCTPYKTYPUPOBaHHBIX JIEKapCTBEHHBIX CPEICTB
CornacoBanue  IOCIAEHOBATEIBHOCTH M 0oObeMa  (QH3UKO-XUMHUYECKHX U
TEXHOJIOTHYECKMX MCCIENOBaHHMH ChIpbS H  OKCIEPUMCHTANBHBIX COCTaBOB
HAHOCTPYKTYPHUPOBaHHBIX JTEKAPCTBEHHBIX CPEJICTB
HazHaueHue OTBETCTBEHHBIX 33 H3rOTOBJIEHHE U HCCIETOBAaHUE IKCIIEPUMEHTATIBHEIX
COCTaBOB HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBCHHBIX CPEACTB
Hasnauenue OTBETCTBEHHEBIX 3a IPEJMETHO-KOJIMYECTBEHHBIH YI€T HApPKOTHYECKHX,
TICHXOTPOIHEIX BEIIECTB M X IIPEKYPCOPOB
OO6mmii KOHTPONb BHIIOJNHEHHS IU1aHa pPaboT 1O HCCIAENOBAHHIO CHIPb U
9KCIIEPUMEHTAIBHBIX COCTABOB HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB
BeilGop ®  cornmacoBaHME — pPELENTYpHL M TEXHOJNOTHH  TONY4CHHSA
HAHOCTPYKTYPHPOBaHHBIX JIEKapCTBEHHEIX CPEJICTB
VYTBepxieHHe OTYETHON NOKYMEHTAUMH MO pa3paboTke COCTaBOB H TEXHOJIOTHH
[ONTy9eHHs] HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX MPENapaToB
Heobxonumeie KonTpomipoBaTe BHIGOp CHIpbs, MaTepHANOB M O0OpPYZOBaHHsS ISl NPOH3BOACTBA
YMeHUs HAaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHEIX CPEJICTB
KonTpomupoBats  BEIGOp M MOCICAOBATENBHOCTh  (DH3HKO-XAMHYECKHX,
MHUKpOOHOJIOTHIECKHX W OHOJOrMYeCKHX HCIBITaHHH CHIPbSi H HOBHIX COCTAaBOB
HAaHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEJICTB
CornacoBeIBaTh M YTBEPKAATh HOBEIH COCTaB  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB
KonrpomupoBaTek 060pOT HAapKOTHYECKHMX, IICHXOTPONHEIX BEHIECTB H HX
IIPeKypcopoB
Pa6oraTs ¢ TEXHHYECKOH JINTEPaTypOil Ha HHOCTPAHHOM SI3BIKE
O6maThes ¢ 3aKa34UKaMH Ha HHOCTPAHHOM SI3BIKE
OcymmecTBIATh B3aUMOJAEHCTBHE HCCIIENOBATENbCKOH TabopaTopHy ¢ OCTaJbHBIMH
, HOfpa3IeNeHIIMHE IPOU3BOICTBA
Heobxoaumele OtpacineBble CTaHJAPTHI, TEXHUYECKUE YCIOBHUS M HOPMAaTHUBEL HA COCTAaBbl, METOZBI
3HaHHA MTOJIy9eHHs1 X CBOHCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
TpeGoBanus 06IErocyapcTBCHHEIX 3aKOHOAATEIbHBIX JOKYMEHTOB I0 hapMOKOIeH
K HCXONHBIM aKTUBHEIM (apMaleBTHYeCKAM CYOCTaHIMSIM H BCHOMOIATEIbHBIM
BENIECTBaM
Mertozonorus NpoBeAeHNs U OLEHKY BAJIHAANMOHHBIX HCIBITAHHH |
TIpaBuna Hajgmexamed NPOM3BOACTBEHHOM NPAaKTHKH, IpaBUla Haexalei
nabopaTopHO#i NPaKTHKH 10 YCTAHOBJCHHIO TpeOoBaHMI K OpraHM3aliM
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MNPOU3BOACTBA H KOHTPOJISA Ka4e€CTBA JICKAPCTBEHHBIX CPEACTB A MEXULHHCKOTO
IPUMCHECHHUA

Texnuueckue, TexHONnormdeckne M apmakoneifHble TpeOOBaHHS K  CHIPBIO,
TIONYTIPOAYKTaM M FTOTOBBIM HAHOCTPYKTYPHPOBAHHEIM JICKAPCTBEHHEIM CPEACTBAM

Texnmdyeckue H ¢apMakoneiiHple TpeGOBaHMA K peaKTHBaM, MaTepHalaM H
060pyIOBaHHIO 17 aHANIM3a HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TexHomoOrUs IIPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB

Buibl ¥ yCIOBHS HMCIBITAHHH CHIPbS, IPOMEXYTOYHOM MHPOAYKIMH H TOTOBEIX
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB

Ilpauna pabotsl ¢ ofopynoBaHHeM M MaT€pHaJaMd A IPOBEICHHS
SKCHEPHMEHTANBHEIX ~ HCCIENOBAHHH  HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX
CpeAcTB

OpraHu3amusa U METONOJIOTHS IIPOBEAEHHUS HCCIENOBaHMIt B o6acT pa3paboTKu u
HPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBEHHBIX CPEACTB

[paBuna XpaHEHHs M y49eTa HAPKOTHYECKHX, ICHXOTPONHEIX BEINECTB M WX
HPEKYPCOPOB

TexHudyeckue BO3MOXKHOCTH JIabopaTopHu pa3pabOTKM M KOHTPOJS KadecTBa
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB

Iopsinoxk odOpMIeHHs, COrMacOBaHUS W YTBEPXKIAECHUA JIOKAIBHEIX HOPMATHBHBIX
JOKYMEHTOB U OTUYETHBIX MaTCpHaJIOB

IMepcnekTHBBI TEXHHYECKOTO PA3BHTHS OPraHM3aldM H OTPAacid M ONpeJeleHUe
3KOHOMHYECKOMH spexTuRHOCTH pa3paboTok HaHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHBIX CPENCTB

TpynoBoe 3akoHOnarenbeTBO Poccuiickoit denepanun B 4acTH, perjiaMeHTHpyomeit
BBIIOJIHEHHE TPYAOBEIX 00s3aHHOCTEH

TexHmueckuii aHTMECKUHA SM3BIK B 00JacTH pa3pabOTKH HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB M MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBECHHBIX
CpeJCTB

TpeGoBaHUS CAHHTAPHOrO DPEXHMA, OXPaHBI TPyJa, MOXapHOH Oe30MacHOCTH,
OXpaHBI OKpyXKaloleil cpeib

Iopsinok neficTBUi NpH Upe3BYaHHBIX CHTYAHAIX

Hpyrue

XapaKTEepUCTHKH

3.5.4. TpynoBas dpynxuous

Opraunu3zanys BHITYCKa ONBITHOM v
pOBEHB
ce HAHOCT] T’ 0! HBIX
HaumeHoBaHHe PHH Ha PYKTYPHPOBaH Kon E/04.7 (momypoBeHs) 7
JICKAPCTBEHHEBIX CPEACTB IIO Kna.nuquauuu
paspaboTaHHO# pellenType
fo . S . , e
CXOXACHHE " i i
IIpon KICHH | Opurmman X 3auMCTBOBaHO H3
TpyROBO# PyHKIMM N OpHUrMHaIa |
Koa opuruHana  PeructpauMoHHBIH HOMep
npodeccHOHATEHOTO
CTaHjapTa

Tpynosrie
JefcTBUA

HasHayeHue OTBETCTBEHHBIX 3@ BBIIYCK OIBITHOM NApPTHH HaHOCTPYKTYPHPOBAHHEIX
JIEKaPCTBEHHBIX CPENCTB

CoracoBaHue ImjaHa BHIIIYCKa OIBLITHOMH MapTHH U BajInJalli| npounecca noTydcHus
HaHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHLIX CPEJICTB

CorylacoBaHre TEXHHYECKOT'O 3a/IaHus Ha 3aKYNIKy, IPOCKTHPOBAHUE H M3TrOTOBJICHHC
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KOMIUIEKTYIOIIUX H OCHACTKH JJIA NPOM3BOACTBA HOBBIX HAHOCTPYKTYPHUPOBaHHBIX
JICKAPCTBCHHEIX CPEIOCTB

CornacoBanue METOAOB, YCHOBPIﬁ H PECKHAMOB ¢H3HKO-XHMK‘!CCKHX H
TEXHOJIOTMYECKUX HCCIICAOBaHHI HCIIOJIb3YEMOI'O CBIPbS, HpOMC)KYTO‘IHOﬁ H TOTOBO#
ONBITHOH MapTHA HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPEICTB

CornacoBaHne BHIOB, HOCIENOBAaTEAFHOCTH H 00BEMa MHKPOOHOJIOTHYECKHX
HCCIIeJOBaHUH HCIIONIB3yEeMOrO CHIPBS, IPOMEXYTOYHOM M TOTOBOM OMBITHON MapTHH
HaHOCTPYKTYPUPOBAaHHEIX IEKAPCTBEHHBIX CPEJICTR

Cormacopanme  BHIOB, IIOCHE/IOBATENFHOCTH M of6beMa  GHONOTHMYECKHX
HCCIIEOBAHUH HCIIOJIB3YEMOTO CHIPBSI, IPOMEXKYTOIHOM H NOTOBOHM ONBITHOH MapTHH
HaHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTR

HasHnauenne oTBETCTBEHHEIX 33 IIpCI[MCTHO—KOJIH‘ICCTBCHHbeI YY€T HApKOTHYECCKHX,
TNICHXOTPONHEIX BEUICCTB U UX IIPCKYPCOPOB

IMoaroroBka 3aKMIOYEHMA O TEXHWYECKOM BO3MOXKHOCTH  MPOMEINIJICHHOTO
NPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHEIX JIEKapPCTBEHHBIX CPEACTB IO pa3paboTaHHON
pelenType U TEXHOIOTHH

HeobxoauMeie
yMeHHUS

KouTponupoBare BBINYCK ONBITHOM NAPTHA HOBEIX HAHOCTPYKTYPMPOBAHHBIX
JIEKapCTBEHHEIX CPEACTB

CornacoBhIBaTh ¥ yTBEPHKIATh 3aKyNKy HEoOXOAMMOro 060pyROBaHHS IS BBITYCKa
ONLITHOM mapTHH

CornacoBbIBaTh H YTBEPXKAATH IporpaMMy GH3UKO-XEMHIECKHX H TEXHOJIOTHYECKHX
HCCIIeJOBaHUH o6pa3uoB OTIBITHOM MIapTHH HaHOCTPYKTYPHPOBaHHBIX
JICKapCTBEHHBIX CPE/ICTB

CornacoBelBaTh M YTIBEPXKAATh MNPOrpaMMy MHKPOOHONOTHYECKHX MCIIBITAHM
00pa3IoB ONBITHOM NapTHH HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJCTB

KoHTpomupoBate 000OpOT HAPKOTHYECKMX, ICHXOTPONHBIX BEIIECTB H HX
TIPEKyPCOPOB

O600mars M OLEHHBATH pe3yNbTATHl BBIIYCKa OMBITHOM NapTHH HOBEIX
HAaHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBCHHHEIX CPEICTB

Heobxomumeie
3HAHUA

O’I’paCJICBBIC CTaHJApThI, TCXHUICCKHUE YCJIIOBHSI H HOPMATHUBEI Ha COCTaBBI, METOABI
TOJIYYCHHUA H CBO¥CTRA HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB

Tpe6oBarus obImerocy1apcTBeHHEIX 3aKOHONATENBHEIX JOKYMEHTOB IO apMoKonen
K MCXORHBIM aKTHBHEIM ()apMaIleBTHYECKHM CYOCTAHIMSM H BCIIOMOTaTENLHBIM
BENIECTBaM

Meromonorus TIIPOBEICHUA U OUCHKH BAJIHTAIIHOHHBIX HCIILITAHUH

IlpaBuna Hagnexamel NOpPOM3BOACTBEHHON IpPaKTHKH, NpaBHIa Hale)Kamei
nabopaTopHOH MNPaKTHKM 10 YCTAHOBJICHHIO TpeOoBaHHH K OpraHWU3alUH
MIPOM3BOJICTBA M KOHTPOJII Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB U1 MEAMITHHCKOTrO
TIPUMEHEHUS

Texuuyeckue, TeXHojormueckme H (apMakomeiiHble TpeGoBaHMS K CHIPBIO,
MOIYIPOAYKTAM U TOTOBBIM HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Texunueckne u ¢apMakoneiiHple TpeGOBaHMS K peaKTHBaM, MaTepHalaM H
000pyIOBAHMIO /I aHAIN3a HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

TeXHOJOTHs ONMBITHOTO M MPOMBILLIEHHOTO IPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEJCTB

npaBHJ'Ia XpaHeHUs1 M Y4YeTa HapKOTHYCCKHX, ICHXOTPONHBIX BEIIECTB H HX
HPEeKypPCOpOB

Texanueckne BO3MOXHOCTH ONBITHO-IIPOMBIIIJICHHOI'O IpPpON3BOACTBA
HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPEACTB

IMopsinok odbopMieHns, cornacoBaHUA H YTBEPXKACHHS JOKYMEHTAOUN H OTYETHOCTH
M0 peakTHBaM, MaTepyuaiaM H 000pYXOBaHHIO U aHATA3a HAHOCTPYKTYPUPOBAHHBIX
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JICKApCTBCHHEIX CPEICTRB

ITepcnexTHBBI TEXHHYECKOIO Pa3BHTHA OPraHM3alldM H OTpaciM H ONpelelieHue
3KOHOMHYECKOH 3¢ deKTHBHOCTH pa3paboTok HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

TpymoBoe 3akoHomaTenscTBO Poceniickoit @enepanuu B 9acTh, periaMeHTHPYIOMEH
BBIIONHEHHE TPYJOBHIX 00s13aHHOCTEH

TpeGoBaHHA CaHHTApPHOTO peXHMa, OXpaHEl TpyJa, HOXapHOH OGe3omacHocTH,
OXpaHbl OKpYKaromieii cpefsl

TTopsinox medicTBHil pu Ype3BEYaHBIX CHTYAIMIX

Jlpyrue

XapaKTePHCTHKA

3.5.5. TpyaoBast pyHKIHS

HaumeHnoBaHue

IIposepka u cormiacoBaHme
JIOKyMEHTALHH I10 pa3paboTke
TEXHOJIOIMH NOTy4eHHs TOTOBOH
JIeKapCTBEHHOM (GopMBI

HaHOCTPYKTYPHUPOBAHHEIX
JIEKAPCTBEHHEIX CPE/ICTB

VpoBeHb
Kox | E/05.7 | (nopypoBens) 7
KBaMuKanyn

TpoucxoxneHue
TpyRoBo# GyHKUUK

3aUMCTBOBAHO U3 |
L . | opuruana

Kon opurunana PeructpausoHHblii HoMep
npodecCHOHaIBHOro
CTaH#apTa

| TpyaoBHIe
| NeRCTBHAL

CornacoBanue BHAOB H (OPMBI JOKYMEHTAIMH TPH NONHOM IHKIE pa3paboTKu H
BBIIOJIHEHAM HCCJIEHOBaHUH T'OTOBRIX HAaHOCTPYKTYPHPOBAaHHHIX JIGKAPCTBCHHBIX
CpPEACTB

Opraﬂuaaunsx u obecredeHne BeICHUS IJOKYMCHTAIlHH TIIPH MOJHOM IHKIC
pa3p360TKI/I H BHINOJHEHHHA HCCIICAOBAHMMA TOTOBBIX HaHOCTPYKTYPUPOBAHHBIX
JICKAPCTBEHHEBIX CPCIICTB

CoritacoBaHue H yTBEP)KACHHE JOKYMEHTALMH [IPA 000POTE PEAKTUBOB, MATCPHAIIOB
JUI  aHauM3a, CBHIPhs, HOJYNPOAYKTOB H 00pa3smoB HAaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB

Opranusanys BeNeHHs JOKYMEHTAIMH, OTHOCSIMIEH s K TpHOopaM H 000pya0BaHHUIO,
mpu  pa3paboTke H BHINOJHCHHH HCCIICHOBaHHH  HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEeiCTB

HasnaueHue OTBETCTBEHHBIX 32 BeJICHHE JOKYMEHTAIlMHA BCEX YPOBHeil

HeobxoauMeie
YMEHUS

Bri6upats Heo6X0AMMEIE B JOCTATOYHEIE (GOPMBI JIOKYMEHTAIIHY TIPH HONHOM IHKIIE
pa3paboTKM W BHIIOJHEHMH WCCICHOBAHMH TOTOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEIX CPEACTB

KonrpomupoBaTh BeeHHe JOKYMCHTAllMH IOMHOTO IHKJIA pa3spaboTKH H
BBIIOJIHEHHM HCCIEAOBaHWA TI'OTOBBIX HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX
CpencTB

O600maTe H OIEHMBATh COCTOSIHHE M BO3MOXHOCTH  MCCIENOBAaTENLCKOH
nabopatopud  IOna  pa3pabOTKH  HOBEIX BMAOB  HAaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Heobxonumere
3HAHHU

OrtpaciieBble CTaHIAPTHI, TEXHHYCCKHE YCIOBHS M HOPMATHBHl Ha COCTABEI, METOJBI
TOJYYeHHs H CBOMCTBA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

TpeGoBanus 06IErocy1apcTBEHHBIX 3aKOHOAATEIbHEIX JOKYMEHTOB 110 (hapMOKoIlen
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K MCXOIHEIM aKTUBHBIM (hapMaleBTHYeCKUM CYOCTaHIHSIM M BCIOMOTATEIbHBIM
BEIIEeCTBAM

MeTo0I0T HsI IPOBEICHUS M OLICHKH BAIMAAMOHHBIX HCIBITAHAM

IlpaBuna Hammexameidl OPOM3BOACTRCHHON NPAKTHKM, NPABUIA HaIUIEKaIe
mabopaTopHO# TpPakTHKM IO YCTAHOBICHHMIO TpeGOBaHHHA K  OpraHu3alMd
IPOU3BOJCTBA U KOHTpOJlS[ KavecTBa JIEKAPCTBEHHBIX CPEJICTB I MEIMIMHCKOro
TIpHMEHEeHNs

TexHudeckue, TeXHOJOrMYECKHE H (apMmakoleiiHeie TpPeOOBaHMA K CHIPHIO,
IIONYNIPONYKTaM U TOTOBBIM HAHOCTPYKTYPUPOBAHHbBIM JeKapCTBEHHEIM CPEACTBAM
Texuuueckue wu dapMmakomneiinsle TpeOOBaHMS K peaKTHBaM, MaTepHallaM M
o60pyOBaHMIO IS aHAJIH3a HAHOCTPYKTYPHPOBAaHHEIX JICKAPCTBEHHBIX CPEJCTB
TexHOMOrHs OMBITHOTO M MPOMBIIUIEHHOTO MPOU3BOICTBA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHHEIX CPEACTB

BuJn! 1 ycnoBus HCIHITAHHH HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
IIpaBuma pabotsr ¢ o6opygoBaHHEM M MaTepHANaMH UIS IPOBECHUS HCIIBITAHWH
HaHOCTPYKTYPHPOBAHHBIX ~ JIEKAPCTBEHHBIX  CPEACTB,  HOPANOK  IIPOBEACHH:
KBAIH(UKAIVOHHBIX MEPONPHUSTHI

TexHuuyeckue BO3MOXKHOCTH  jaGopaTtopmd 1o  pa3paboTke ¥ ONBITHO-
[IPOMBINUIEHHOMY IPOH3BOCTBY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHEBIX CPEJICTB
ITopsimok odopmiteHus, COrTacOBaHHA JOKYMEHTAHH W OTYETHOCTH IIPH IOJIHOM
IAKJIE pa3paboTKH U BHIIOMHEHHH MCCIIENOBAHAN TOTOBEIX HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEIX CPENCTB

ITepcmekTHBEl TEXHHYECKOTO pa3BHTHS OPraHH3AalMM H OTPACIM M OIpeJeicHHe
SKOHOMHYeCcKOH 5 deKTHRHOCTH pa3paboTok

Tpyznosoe 3akoHOMaTENBCTBO Poccutickoit @enepaiun B 9acTd, periaMeHTHPYIOMEH
BHINIOJIHCHHE TPYAOBHIX OOs3aHHOCTEH

TpeGoBaHHSA CaHMTapHOrO peXHMa, OXpaHBl TpylAa, NOXapHo#i Oe3omacHocTH,
OXPpaHBI OKpYXarolelt cpensl

TMopsnok neficTBuil IpH Ype3BRYANHBIX CHTyalHsIX

JHpyrue -

XapaKTepHCTHKH

IV. CBenennst 06 opranuzanuax — pa3paboTyuKax HpohecCHOHATbHOr0 CTAHAAPTA

4.1. OTBeTCTBeHHAs OpraHH3aNuA-pa3paboTInk

Donz nHPPacTPYKTYpHHEIX H 06pazoBarenbHbX nporpaMM (POCHAHO), ropoa Mocksa
IeHepaybHBII IMpeKTOp CauHapeHko AHppeit I'enHabeBHY

4.2. HanMeHoBaHHUH OpraHn3anuii-pa3paéoruuxon

1

2
3 | 0AO «Tarxumpapmmpenapatsly, ropox Kasans, Pecny6JmKa Tartapcran
| 4 | 000 «<HAHOJIEK», ropox Mocksa
A

' 000 «Hanopapma JleBenonment», ropog Kasans, Pecny6imxa Tatapcran
| 000 Hayuno-npoussoactBenHas Gupma «Matepua Meauka XOomguHIr» (prmman), ropon
B
-7 | O0OP «Poccuiickuii co103 IPOMBIUICHHAKOB K npennpnnnmarenen» ropox Mockea
8 | MIHCTHTYT TOHKHX XHMHYECKHX TeXHomnoruii umena M. B. Jlomorocosa ®I'BOY BO «MUPIA —
i ! PoccmifcKMii TEXHOIOTHYECKHI YHHBEPCUTET), TOPoX Mockea
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9 ®I'BY «Bcepoccuiickuii Hay4HO-HCCIIeIOBATEILCKAM HHCTHTYT TPyJda» MI/IHI/ICTepCTBay;‘pylla H

! O6wepoccuiickuii K1accHpUKATOp 3aHATHIA.

? O6mepoccHitckuii KTacCHYHKATOP BHIOB FKOHOMHUECKOH JEATENbHOCTH.

} Mpukas Munsapascoupassutia Poccun ot 12 anpens 2011 r. Ne 302n «O6 yTBepaeHHH NepeyHel BpeaHBIX H (HIIH)
OMacHBIX NPOM3BOICTBEHHBIX (aKTOPOB H paboT, NPH BHINONHEHHH KOTOPBIX NMPOBOAATCS 00A3aTeNbHbIE MPeABAPUTENLHEIE H
fiepyoMdecKHe MEIMIMHCKUE OCMOTpHl (o6cnenopanms), u [lopanka mpoBeleHHs o0OA3aTENLHHIX MpeJBAPUTENBHBIX H
NepHOMIECKUX MEJUIMHCKMX OCMOTPOB (oGcine/ioBaHHii) paGOTHHKOB, 3aHATHIX Ha THKENHX paboTax H Ha paboTax c
BpeqHBIMH ¥ (MIM) ONACHBIMH YCIOBHMAMH TpyZa» (3apeructpupoBaH MuHioctoM Poccmm 21 oktaGps 2011 r.,
peructpaunonHslii Ne 22111), ¢ u3MeHCHMAMH, BHECEHHBIMH NpHKa3aMu Munsapaea Poccuu ot 15 mas 2013 r. Ne 296u
(3apeructpupoBan MumioctoM Poccun 3 mioma 2013 r., peructpaunoHHeiif Ne28970) u ot 5 nexabps 2014 r. Ne 801u
(zapernctpupoBan MunioctoM Poccuu 3 dieBpana 2015 r., peructpaumonHsiii Ne 35848), nmpukazom MunTtpyaa Poccun,
MunsgpaBa Poccuu ot 6 despana 2018 r. Ne 62u/49H (3apeructpupoBaH Mumioctom Poccum 2 mapra 2018 r.,
?emcmaunormuﬁ Ne 50237).

IIpuka3 Pocrexnamsopa ot 29 sueapa 2007 r. Ne 37 «O mopsake MOArOTOBKM W arTecTaliu paGOTHHKOB OpraHuM3aumii,
noaHaa30pHeIX PenepansHoi ciryxbe Mo 3KONOTHYECKOMY, TEXHOIOTHYECKOMY M aTOMHOMY HaI30py» (3aperucTpupoBaH
MusiocroM Poccuu 22 mapta 2007 r., peructpaunonHsiii Ne 9133), c n3mMeHeHUsAMH, BHECEHHBIMH TpHKa3aMu Poctexnamzopa
ot 5 mona 2007 r. Ne 450 (zaperucrpupoBaH MuHiocToM Poccum 23 wmrons 2007 r., perHcTpaudoHHblii Ne 9881),
ot 27 asrycta 2010 r. Ne 823 (3apeructpupoBan MuHioctoM Poccun 7 centabpa 2010 r., peructpaumonHsiii Ne 18370),
ot 15 nexabpsa 2011 r. Ne 714 (3aperucrpupoBan Munioctom Poccum 8 despans 2012 r., peructpauroHHbiii Ne 23166),
ot 19 nexabps 2012 r. Ne 739 (3apermcrpupoBaH Munioctom Poccum 5 anmpens 2013 r., perucrpauuoHHblii Ne 28002),
ot 6 nexabpa 2013 r. Ne 591 (3aperucrpupoBan Munioctom Poccmm 14 mapra 2014 r., perucrpauuoHHbiii Ne 31601),
ot 30 nions 2015 r. Ne 251 (3apeructpuposas MunioctoM Poccnu 27 uions 2015 r., peructpaunonsiii Ne 38208).
¥ EnHbiit kBanuduKanoHHbIH CHPaBOYHHK JOJDKHOCTEH PYKOBOAUTENEH, CICLIMATMCTOB M CIYXKAIIMX.

§ O6inepoccuiickuii knaccudukatop npodeccuii paGoumXx, 10JDKHOCTEH ClykKalHX U TapHQHBIX pa3ps/IoB.

O6wepoccuiickuii kKnaccupukatop cneluansHocTeH no o6pa3oBaHHIO.


https://files.stroyinf.ru/Index2/1/4293727/4293727064.htm

