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1. O0mue cBexenus

Pa3zpaboTka penentypbl HAHOCTPYKTYPHPOBAHHOM (DapManieBTHIECKOM MPOIyKIINI

(HauMeHOBaHHE BUJIA NTPO(ECCHOHAILHOMN JeATENbHOCTH) Kon
OcHoBHas 11e51b BUAA MPOGECCUOHATBHOU NEATEIbHOCTH:

ObecrieyeHue MOJIHOTO HUKJIA pa3pad0TKH HAHOCTPYKTYPUPOBAHHBIX (hapMalleBTHUECKUX MPEnapaToB

I'pynna 3ansaTuit:

PykoBonurenu nonpazneneHui PykoBourenu noapasnenenuii

1223 110 HAYYHBIM UCCIICIOBAHUSIM U 1321 (yrpassisiroripe) B 00padaThIBArOIICH
pa3zpaboTkam MIPOMBIIUICHHOCTH

113 UMUK 2131 buonoru, 0oTaHukH, 300JI0TH U }

CHEIUATUCTHI POJACTBEHHBIX 3aHATUI

2141 WNuxeHnepsl B MPOMBIIIEHHOCTH 2145 FIHoKCHEbI-XHMHKH
Y Ha POU3BOJCTBE
TexHuku B 001aCTH XUMHYECKHUX

3111 3116 TexHuKH B XUMHUYECKOM IPOU3BOJICTBE
1 (U3HYECKUX HAYK
Texauku B 001acTH GU3NIECKUX OmnepaTophbl IO YIIPABICHUIO

3119 U TEXHUYECKUX HAYK, HE 3133 TEXHOJIOTMYECKUMH IIPOLECCAMU B
BXOJISIIIHME B APYTUE TPYIIIBI XUMHUYECKOM IPOU3BOJICTBE
CriennanucThl-TEXHUKHU B
o0nacTu OMOJIOTHYECKUX

3141 HCCIIEIOBaHUI
(32 UCKJIIOYEHHUEM CPEIHETO
MEIMIIMHCKOTO TIePCOHAIa)

(xox OK3") (HauMeHOBaHUe) (xox OK3) (HauMeHOBaHUe)
OTHeceHue K BU1aM SKOHOMUYECKOH 1A TEIbHOCTH:
\ 72.11 \ Hayunsle nccnenoBanus u pa3padoTKH B 00J1aCTH OMOTEXHOJIOTUH
(xox OKBDI?) (HauMeHOBaHUE BH/a SKOHOMHYECKOHN JIeSITEIIEHOCTH)




II. Onucanue TpyaAOBbIX PYHKIMHA, BXOAAIIMX B NPO(PeCcCHOHANBbHBIN cTaHAAPT (PYHKIHOHAJIbHAS KapTa BUAA TPYAOBOM

NeATeJIbHOCTH)

O06o0011eHHbIe TPYIOBBIE (HYHKIIUU

TpynoBsie GyHKITHH

KOoJ

HaAaNMMCHOBAHUC

YpOBEHb
KBaJTH(pUKAITAH

HaAaNMMCHOBAHHUC

KOoJ

YpOBEHb
(moypoBeEHb)
KBaTH(DUKATTAH

CrannapTHble 1a00paTOpHbIE U
OTIBITHO-IIPOMBIILIJIEHHbIE
UCCIIEI0BAaHUS
HaHOCTPYKTYPUPOBAHHOMN
(bapMareBTHYECKON POTYKIINU
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[TpoBeneHue 1a00PATOPHBIX UCTILITAHUH CHIPhSI U AKCTIEPUMEHTATBLHBIX
COCTaBOB HAHOCTPYKTYPHUPOBAHHOHN (hapMarieBTUIECKON TPOIYKIHH Ha
€ro OCHOBE 10 CTaHAAPTHBIM METOAUKAM

A/01.4

4

N3rotoBneHne 3KCIIEpUMEHTAIbHBIX COCTABOB HOJIYIIPOAYKTOB U
TOTOBBIX JIEKAPCTBEHHBIX (JOPM HAHOCTPYKTYPUPOBAHHON
(bapMarieBTHUeCKOM PO IYKIMH IO 33/IAHHBIM PEeLenTypam

A/02.4

HapaboTka B 1ab0paTOpPHBIX YCIOBHUSX HA OCHOBE BHIOPAHHOM
PEIenTYpPhl M TEXHOJIOTUU YKPYITHEHHBIX CEpUi JIEKapCTBEHHOMN
(hOpMBI HAHOCTPYKTYPUPOBAHHOH (hapMarieBTUIECKOU PO TyKIIUN

A/03.4

HcnbiTanus yKpyIHEHHBIX CEPU HAHOCTPYKTYPUPOBAHHOM
(bapMareBTHYECKON MPOAYKIIMU B J1a00OPaTOPUU 110 CTaHAAPTHBIM
METOIUKAM

A/04.4

OO0paboTKa pe3yabTaToB JJa0OPaTOPHBIX HCITBITAHUH CHIPHS U
AKCIEPUMEHTAIBHBIX COCTABOB HAHOCTPYKTYPUPOBAHHOM
(apMareBTUIECKO TPOIYKIIMH C IIOMOIIBIO CTaHJaAPTHBIX
MAaTEMATUYCCKUX U CTATUCTUYCCKUX IPUEMOB U MCTO UK

A/05.4

dapmarieBTHYECKas pa3padoTKa
COCTaBa U TEXHOJIOTHH
HaHOCTPYKTYPUPOBAHHOMN
(bapMareBTHUECKON POTYKIINU

Pa3paboTka crpareruu 3KCIiepuMEHTATBHBIX UCCIICIOBAHUM T10
pe3yJbTaTaM MOMCKa U aHAJIN3a HAYYHO-TEXHUYECKOU JTUTEPATYPhI O
HAaHOCTPYKTYPHPOBAHHOU (papMarieBTUIECKON TIPOTYKITUH

B/01.5

Bb160p CBIpBst 1 MaTepHasoB JUIsl U3TOTOBJICHUS
HAHOCTPYKTYPUPOBAHHOH (papMalieBTHUECKOH MPOIyKIMH, B
COOTBETCTBUHU C €€ HA3HAYCHUEM

B/02.5

Br160p TexHONOTHH U 000PYIOBAHHS IS U3TOTOBJICHHS
AKCHEPUMEHTAIbHBIX COCTABOB MOJYIPOIYKTOB U TOTOBOM
JIEKapCTBEHHON ()OPMBI HAHOCTPYKTYPUPOBAHHON
(apMarieBTHUeCKOM PO TyKIINH

B/03.5

Br160op MeToonoruu u mpoBeAeHue 1a00PaTOPHBIX UCTIBITAHUI

B/04.5




AKCHEPUMEHTAIbHBIX COCTABOB MOJYIPOIYKTOB U TOTOBOM
JIEKapCTBEHHOH ()OPMBI HAHOCTPYKTYPHUPOBAHHOM
(bapMareBTHYECKON POTyKIIUN

[IpoBenenune Banuaay TEXHOJIOTHYECKOTO ITpoLiecca U METOIUK
KOHTPOJISI KaUeCTBa HAHOCTPYKTYPUPOBAHHOM (papMarieBTHIECKOM

IIPOAYKLIUU

B/05.5

3aKIIIOueHNE O TEXHUUECKON BO3MOXKHOCTH U LIEJIECO00Pa3HOCTH
BBIITYCKa OIBITHOM MapTUX HOBOW HAHOCTPYKTYPUPOBAHHOMN
(bapMarieBTHUECKOM POIYKIIMK HAa OCHOBAaHHUHU aHAJIN3a HAy4IHO-
TEXHUYECKOM JINTEPATypPhl

B/06.5

PykoBoicTBO pa3paboTkoit
ONTUMAJIBHOM PELENTYpPbI
HAHOCTPYKTYPHUPOBaHHOM
(bapMarieBTHUECKOM PO TYKIIUH U
BBIITYCKOM OIBITHOM apTUH 1O
Hel

CocraBiieHHe TEXHUYECKOTO 331aHUS Ha 3aKYIKY, IPOEKTHPOBaHHUE
Y U3rOTOBJICHHE KOMIUIEKTYIOIIMX U OCHACTKHU JUIS IIPOU3BOJICTBA
HOBOI HAHOCTPYKTYPHPOBAHHOH (papMarieBTUIeCKOM MpoIyKIIUH

C/01.6

Br160p ontumanbHON pelenTypbl TOTOBOH JIEKAPCTBEHHOM (hOPMBI
HAaHOCTPYKTYPHPOBAHHOU (papMarieBTUIECKON TPOTYKITUH

C/02.6

IIpon3BOACTBO ONBITHO-IIPOMBIIIEHHON CEPUU TOTOBOU
JIEKapCTBEHHOW ()OPMBI Ha OCHOBE OTITUMAIILHOU PEIIECTITYPHI
HAaHOCTPYKTYPHPOBAHHOU (papMarieBTUIECKON TIPOTYKITUH

C/03.6

[IpoBeneHne aHATUTUYECKUX U TEXHOJIOTMYECKUX UCIIBITAHUI
OTIBITHOM MapTHUH TOTOBOM JIEKAPCTBEHHOW ()OPMBI HA OCHOBE
ONTUMAJIbHON peLEeNTypbl HAHOCTPYKTYPUPOBAHHOU
(dhapMaIreBTHUECKOHN MPOAYKIIUHU U 3aKITIOYCHHE O TEXHUUYECKOH
BO3MOKHOCTH IIPOMBIIIUIEHHOT'O ITPOU3BO/ICTBA

C/04.6

IToaroroBka TOKyMEHTAIMH IO HapaOOTKE OMBITHO-
MIPOMBIIIJICHHON CEpHH TOTOBOH JIEKapCTBEHHON (POPMBI
HAaHOCTPYKTYPHPOBAHHOU (papMarieBTUIECKON TIPOTYKITUN

C/05.6

PykoBojicTBO 6MONOTHUECKUMEU
UCTIBITAHUSMU CHIPbS U TOTOBOM
JIEKapCTBEHHON (POPMBI
pa3paboTaHHOU
HaHOCTPYKTYPUPOBAHHOMN
(bapMareBTHYECKON POTYKIIUU

Br160p crioco0oB obecrieueHns MUKPOOHOJIOTHYECKOM YUCTOTHI
OTIBITHOM MapTHH TOTOBOM JIEKAPCTBEHHOH (HOPMBI
HAHOCTPYKTYPUPOBAHHOH (hapMaIieBTHUECKOM PO TyKIIMU

D/01.6

Br160op MeTo WK 1 poBeIeH e JIAO0PATOPHBIX MUKPOOHOIOTHYECKIX
HCIIBITAaHUH ITOJIYIIPOAYKTOB U OIIBITHOW MTAPTUH
HAHOCTPYKTYPUPOBAHHOH (hapMaIieBTHUECKON PO TyKIIUH

D/02.6

KonTpouib 3a mpoBeieHreM J1ab0paTOPHBIX OHOTIOTHYECKIX
(TOKJIMHUYECKUX) UCTIBITAHUM OTIBITHON MapTUN

D/03.6
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HAHOCTPYKTYPUPOBAHHOH (hapMaIieBTUUECKON PO TyKIIMH
cepTu(UIMPOBAHHON CTOPOHHEW OpraHu3aIuen

Odopmitenne pe3ynbTaTOB UCCIEIOBaHUI 1 3aKITIoueHne o kauectBe | D/04.6
OTIBITHOM MapTHUH HAHOCTPYKTYPHPOBAHHOW (hapMarieBTHIECKON

IIPOIYKLIUHI
7 Onpenenenne 6a30BbIX HANPaBIEHHUH B 001aCTH pa3pabOTKU
HAaHOCTPYKTYPHPOBAHHOU (hapMarieBTHIECKOH TIPOTYKITUU U E/01.7
opranusanus pa3padoTKU TEXHUYECKOTO 3aaHUs Ha CO3/1aHue ’
HOBOM PELIENTYPHI LIEJIEBOI0 Ha3HAYCHMS
Opranu3zanys novcka Hay4HO-TEXHUYECKOW U JIOTUCTHUKO-
HKOHOMHUYECKOW MHPOPMALINHU O CYIIECTBYIOLIECH E/02.7
Opranusanus pa3paboTku HAaHOCTPYKTYPHPOBAHHOU (hapMarieBTUIECKON TIPOTYKITUU U ’
PELENTyPBI HOBOTO JOCTYIIHOM CBIPb€ JUIsl €€ IPOU3BOJICTBA
HAHOCTPYKTYPHUPOBAHHOTO Opranu3zanys NoJy4eH!s! U UCCIEI0BaHUs IKCIIEPUMEHTAIbHBIX
(bapMaIeBTHIECKOro COCTaBa H COCTaBOB, BBIOOpA ONTHMAJIBLHON PELIENITYPhl U TEXHOJIOT MU E/03.7
ero JIeKapCTBEHHOH (HOPMEBI B M3TOTOBJICHHSI HAHOCTPYKTYPHUPOBAHHOM (hapMarieBTHUECKOM ’
COOTBETCTBUHU C TEXHUYECKUM HPOAYKIHH
3ajaHuEM Opranu3zanys BbIIyCKa OIIBITHOM CEpUM HAaHOCTPYKTYPHUPOBAHHOM
(dhapMaIneBTHUECKOH MPOTYKITUH 10 pa3pabOTaHHOHN ONTUMAIBHON E/04.7

PEOCITYPEC U 3aKIIIOYCHUC O TEXHUYCCKOM BO3MOKHOCTHU
IMPOMBIIIJIICHHOT'O TPOMU3BOJACTBA

ITpoBepka u coriacoBaHue JOKyMEHTAIHH MO pa3paboTke
TEXHOJIOTUH TOJIy4eHHS TOTOBOM JIEKaPCTBEHHOU (hOPMBI E/05.7
HAHOCTPYKTYPUPOBAHHOH (hapMaIieBTUUECKOM PO TyKIIUH




II1. XapakrepucTuka 0000IeHHbIX TPYAOBbIX (PYHKIM I

3.1. O0o01meHHas: TpyaoBasi pyHKIUs

CrangapTHbie 1a00paTOPHbBIE U OIBITHO-

Haumveropanne | 1POMPIIIICHHBIC I/ICCJ‘IGI[(BBaHI/ISI Ko A VposeHn 4
HaHOCTPYKTYpHUPOBAaHHOU KBaTHGHUKaLUN
(bapmaneBTHUECKON IPOAYKLINN

[Ipoucxoxnenue

000011eHHOMH OpuruHan X 3anMMCTBOBaHO W3 OpUTHHATA

TPYIOBOH (hyHKIMH

Kon PerucrpanmoHHsIit
OpUruHaia HOMeEp
po¢heCcCHOHAIBHOIO
cTaHJIapTa

Bo3mosxHbIe
HAauMEHOBaHHMS
JIOJDKHOCTEH,
npodeccuit

JlaGopanT

JlaGopaHT-TeXHUK

JlaGopaHT PU3NKO-XMMUYIECKUX HCCIICTOBAHUMA
JlabopaHT-uccnenoBarenb

TpeboBanus
00pazoBaHUIO U
00y4eHHIO

Cpennee npodeccrnoHaibHOE 00pa30BaHUE — MIPOTPAMMBI ITOATOTOBKH
CTICLIMAICTOB CPETHETO 3BEHA

TpeboBanus
OTIBITY
MIPAKTHUYECKOU
paboThI

Oco0Oblie ycrmoBHst
JoTycKa K pabore

[IpoxosxaeHue o0s3aTeabHBIX IPEABAPUTENbHBIX (IIPH MOCTYILUIEHUU Ha paboTy) u
MEePUOJIUYECKUX MEIULHUHCKUX OCMOTPOB (00CiIeI0BaHMil), @ TaKKe BHEOUEPEIHbIX
MEIUIIMHCKUX  OCMOTpPOB  (00cienoBaHWil) B MOpSAAKE,  YCTAHOBIEHHOM
3aKOHOIaTEILCTBOM Poccuiickoi CDez(epaupm3

TIpoBe/IeH e NHCTPYKTaXa 110 OXpaHe TPY/a U TEXHHKE OE30IMaCHOCTH

HApyrue
XapaKTCPUCTUKHU

JlononHuTeNbHBIE TPO(HECCUOHATIBHBIE TPOrPAMMBI — IPOTPAMMBbI ITOBBILLIEHUS
KBaJIM(UKALMK 110 TPOUITIO IeATEIbHOCTH, YUaCTHE B COBPEMEHHBIX
JMCTAaHLIMOHHBIX 00pa30BaTEIbHBIX TEXHOJIOTUSAX, KOHIPECccaxX, KOH(EpEeHIHSIX,
rocelieHue npouiIbHbIX BHICTABOK U CEMUHAPOB

JIOTIOJTHUTEIbHBIE XapAKTEPUCTUKH:

HanmenoBanue Ko HaumenoBanue 0a30B0ii rpynisl, JOHDKHOCTH (Tpodeccun) miu
JOKYMEHTa CHEIHAILHOCTH
OK3 3116 TexHUKH B XUMHYECKOM IPOU3BOJICTBE
EKCS — JlaGopanT
— TexHuk-nmabopaHt
23696 JlaGopanT-uccnenoBarens (B 00J1aCTH XUMUH)
23999 TexHuk-nmabopaHt
OKIIATP® 33294 JlaGopaHT opraHnYecKrX MaTepuaIoB
33364 JlaGopaHT PU3NKO-XUMUYIECKUX HCCIICTOBAHUMA
33371 JlaGopaHT XMMUKO-TEXHOJOTUUECKUX UCCIIEA0BaAHUI
2.18.02.01 | AHamUTUYECKUI KOHTPOJb Ka4e€CTBA XUMUUYECKUX COCAMHEHUHN
OKCO’ 2.18.02.06 | Xumuueckas TEXHOJIOTUSI OPraHNYECKUX BELIECTB
3.33.02.01 | ®apmanus




3.1.1. TpynoBas ¢pyHkums

HaumenoBanue

[Ipoucxoxnenue

TPYIOBOH (hyHKIMH

[IpoBenenue 1abopaTOPHBIX
VCIIBITAHUN CBIPbS U
AKCIEPUMEHTAJIbHBIX COCTAaBOB
HaHOCTPYKTYPUPOBAHHOMN
(apmaleBTUUECKON MPOAYKIIUU Ha €T
OCHOBE 0 CTaHAAPTHBIM METOIUKAM

YpoBeHb
Kon A/01.4 | (nomyposens) 4
KBaJTU(UKAIN

Opurusan X 3alMCTBOBAHO U3 OpUTHHAJIA

Kon PerucrparmoHHsIit
OpuUruHaia HOMEp
po¢heCcCHOHAIBHOI0
cTaHzAapTa

Tpynoseie
NEeNCTBUA

[ToaroroBka n1abOpaTOPHON MOCYABI M MPOCTEUIIETO 000PYAOBaHUS I 0TOOpa
npo0 M aHauu3a MCXOJHOTO ChIpbS M OKCIEPUMEHTAJIbHBIX COCTaBOB
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

[logrotoBka aHaJIMTOB U pEareHToOB, IpHUBEAECHHE B pabodee COCTOSTHHE
MPOCTEHINX JTA0OPATOPHBIX MPUOOPOB MJIsi aHAIM3a CBHIPHS, MOJYIPOIYKTOB U
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLINUU

Otbop 1mpoO® HUCXOOHOTO  ChIPbS M  IKCHEPUMEHTAIbHBIX  COCTABOB
HAaHOCTPYKTYPHUPOBAHHOW (PapMarieBTUIECKON NPOJYKIMH YIS MPOBEICHHUS HX
71a00paTOPHBIX UCTIBITAHHUI

UcnriTanus B na60paT0p1/H/1 HUCXOJHOI'O CbIPbA U SKCIICPUMCECHTAJIBHBIX COCTaBOB
HaHOCTPYKTYPUPOBAHHOUN apMaIeBTUYECKOW MPOAYKIIMU 10 CTaHAAPTHBIM
METOJMKaM B COOTBETCTBHH C NMPABHJIAMUA TEXHUKH 0€30MMaCHOCTH JTa00PaTOPHUH.

YTunuzamnus npoayKTOB, TIOJYYEHHBIX B pe3ybTaTe MPOBEICHUS J1a00paTOPHBIX
AQHAIM30B  HAHOCTPYKTYPHPOBAHHOW  (papMameBTHYECKON  MPOIYKIIHH, B
COOTBETCTBUU C NpaBUIIaMH JabopaTtopuu

OTkiroueHre U OuYMcTKa OOOpyIOBaHUS IMOCHIE MPOBEACHUS JabOPaTOPHBIX
AQHAIM30B HAHOCTPYKTYPHPOBAHHOW (DapMalieBTHUECKON MPOJYKIIMH, MBITHE
nocyzbl, yoopka pabouero mecra.

OcymiecTBiieHHEe  MPEIMETHO-KOJIMYECTBEHHOTO  y4eTa  HApPKOTHUYECKHUX,
MICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB

Benenne naGoparopHOro >XypHaja, 3alojHEHUE pabodei TOKyMEHTAIlMu |
IIPOTOKOJIOB ~ MCHBITAHUN  HAHOCTPYKTYPUPOBAHHON  (papMalleBTUYECKOU
MPOJYKIIMM B COOTBETCTBUU C TPEOOBAHUSIMU HaJUIeKalIel MPOU3BOICTBEHHOM
MIPaKTUKU

Heo0xomumeie
YMEHUSA

[IpoBOIUTH OYMCTKY M KaJUOpPOBKY J1aOOpPaTOPHOM NOCYAbl U IMPOCTEHILIEro
o0opynoBaHus A 0TO0pa MpoO HAHOCTPYKTYPUPOBAHHOM (apMaleBTUYECKON
PO AYKITHH

[IpuroraBnuBaTe W CTAaHJAPTHU30BATh AHAJIWTBI M PEAreHTHl Uil aHAIM3a
HAaHOCTPYKTYPUPOBAHHOM (apManeBTUYECKON MNPOIYKIMH B COOTBETCTBUHU CO
CTaHJIaPTHBIMU J1A00PATOPHBIMU MTPOLIETYPAMHU

Otbupath  penpe3eHTaTUBHbIE MPOObI  CBIPbS U AKCIEPUMEHTAJIBHOU
HAaHOCTPYKTYPUPOBAaHHOM (apManeBTUYeCKOW MPOIyKIUH Oe3 HapylmIeHUs HX
CTaOUJILHOCTH U CBOMCTB

[ToaroraBnuBath 1abopaTopHbIe 00pa3IbI IS UCCIICIOBAHUS CBOMCTB
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTHYECKON MPOAYKIIUUA B COOTBETCTBUHU CO
CTaHJIaPTHBIMU J1A00PATOPHBIMU MTPOLIETYPAMHU
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Pabotath ¢ npocTeiinmu 1abopaTopHbIMU IPUOOpPAMH, CPEICTBAMH U3MEPEHHS,
UCIIBITATENbHBIM 1 BCIIOMOTaTeIbHBIM JJa00paTOPHBIM 000PYI0BaHUEM ISl aHAJIU3A
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLINHU IO CTAHAAPTHBIM
METOJMKaM

OcymiecTBIATh KOHTPOJIb KA4eCTBA CHIPhS U IKCTIEPUMEHTAILHBIX COCTABOB
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOIYKIIMHU MO0 CTaHAAPTHBIM
METONKAM

[IpoBOMTE y4eT HAPKOTUUECKHUX, ICUXOTPOIHBIX BEMIECTB M UX IIPEKYPCOPOB

OdopmisiTh  HEOOXOAMMYIO  HAayYHO-TEXHHUYECKYIO  JTOKYMEHTAllUI0 IO
a00OpaTOPHBIM ~ MCHBITAHUSIM  HAHOCTPYKTYPUPOBAHHOW  (hapMarieBTHUECKOM
MIPOAYKITUN

Heo0xomumeie
3HAHUA

JelicTByromye OTpaciaeBble CTaHIAPThI, TEXHUYECKUE YCIIOBUSA U HOPMATHBBI Ha
oTpeeNIeHne MOKa3aTenei Ka4ecTBa HaHOCTPYKTYPUPOBAHHOM
(dapmaleBTHUECKON MPOAYKIIUH,

TpeboBanust ['ocymapcrBenHoit (apmakomnen Poccuiickoit denepanuun  u
BEIYIIHX 3apyOSKHBIX (hapMaKoIel K UCXOTHBIM aKTUBHBIM (DapMarieBTHIECKUM
cyOCTaHIIMSIM ¥ BCIIOMOTATEIbHBIM BEIIECTBAM

TpeboBanust «lIpaBun TpoU3BOACTBA W KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX
CPENCTB»

MeTo1pl OATOTOBKM PEAKTHBOB, MAaTEpUAJIOB U IMPOCTEHIIEro 000pYAOBaHUS
JUIs  KOHTPOJS  KadecTBa  HAHOCTPYKTYPHUPOBAHHOM  (apMareBTUUYEeCKOM
IPOTYKIIUU

MGTOI[BI pa6OTI>I C pC€aKTUBaMU U XUMHWYCCKMMH BCUICCTBAMU I ONPCACIICHUA
IoKaszareneun KadecTBa HaHOCTPYKTYPUPOBAHHOU (hapmarneBTHUECKON

IIPOAYKLIUH

HpaBI/IJ'Ia XpaHCHHA KW YU€Ta HAPKOTHYCCKUX, IMCHXOTPOIIHBIX BCHICCTB M HUX
PEKypPCOPOB

Metonpt  paGoThl €  mpocTeWIIuM  000pYAOBaHMEM  JJIsi  MCIBITAaHUH
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

MeTtoapl KOHTPOJISE KayecTBa HAHOCTPYKTYPUPOBAHHOW (hapMaleBTUUECKOU
PO YKIIUU

O61ue TpeboBaHMs HayIekKalle MPOoU3BOACTBEHHON MPAKTUKH

Odopmienue 1abopaTOpHOTO KypHaIa, MPOTOKOJIOB, AKTOB UCIIBITAHUI U TIP. TI0
YCTAaHOBJICHHBIM IIpaBHJIaM

TpeOoBaHUSI CAaHUTApPHOIO peXUMa, OXpaHbl TPyJa, MOKApHON Oe30MacHOCTH,
OKOJIOTHHM OKPYKAIOIIEW Cpenpl, NOpPANOK JEHCTBHM NIPH Ype3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.1.2. Tpynosas ¢pyHkums

Wsrorosnenue SKCIICPUMCHTAJIbHBIX
COCTaBOB IOJIYIIPOJTYKTOB ¥ TOTOBBIX
JIEKAPCTBEHHBIX HOPM YpOBCHE
HaumenoBanue o Kon A/02.4 | (momyposeHs) 4
HaHOCTPYKTYPUPOBAHHOM KA HKAH
(bapmaleBTHUECKON NPOAYKIUHU 1O
3aJJaHHBIM pellenTypam
[Ipoucxoxnenue
P A Opurunan X 3aUMCTBOBAaHO U3 OPUTHHATA
TPYIOBOH (hyHKIMH
Kon PerucrpanmoHHsIit
OpUruHaja HOMEp




npodecCHOHATIBEHOTO
CTaHmapTa

Tpynossie
NEeNCTBUA

HOI[FOTOBKa CbIpbd W TOJYIIPOAYKTOB IS HM3TOTOBJICHHSA OSKCICPHUMCHTAJIBHBIX
COCTaBOB

[ToarotoBka o0OOpynoBaHUs sl U3TOTOBJIEHHUS AKCHEPUMEHTAJIbHBIX COCTABOB
HaHOCTPYKTYPUPOBAHHOM (dapmarneBTHUECKON IPOTYKLIUN COTJIACHO
UHCTPYKLHUAM

O06paboTKa ChIpbs ISl MOTYyYEHHUs] HAHOCTPYKTYPUPOBAHHOM (papMarieBTUYECKOM
MPOIYKIMH I10 33IaHHBIM pelenTypam

[Tonyyenue HaHOYaCTUI JUTSL CO3JIaHus HAaHOCTPYKTYPUPOBAHHOM
(hapmaleBTHUECKON MPOAYKIUH MO 33JaHHBIM pelenTypam

Pasrpyxenue oOopynoBaHusi 0e3 HapylmeHUs CTaOMJIBHOCTH U KadecTBa
MIOJIyY€HHOTO HAHOCTPYKTYPUPOBAHHOTO (hapMarieBTHUYECKOr0 IPOyKTa

OTKIIIOYEHHE W OYHMCTKa 000pYIOBaHHS TOCIE MPOBEACHUS paboT ¢ MCXOIHBIM
CBIpbEM W  IOJYNPOAYKTaMH JUIsl TIOJY4E€HHs HAHOCTPYKTYpHUPOBAaHHOM
(dapmaneBTHUECKON IPOAYKLIUN

Yb6opka pabouero Mmecta TOcCiH€ MOJYYEHHUS HAHOCTPYKTYPHUPOBAaHHOMU
(bapmaneBTHUECKON IPOAYKLINN

OcymiecTBlieHHEe  MPEIMETHO-KOJIMYECTBEHHOTO  y4eTa  HApKOTHYECKHUX,
MICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB

Benenne naGopartopHOro >XypHajna, 3alojHEHHWE paldodeil MOKyMEHTalluu |
IIPOTOKOJIOB UCIBITAHUI CBIPBS, MOJTYyTIPOIYKTOB u roTOBOM
HAaHOCTPYKTYPUPOBAHHOHN (apMaleBTUYECKON NPOAYKLIUU B COOTBETCTBHH C
TpeOOBaHUAMHU HaAJIEKAIEeH TPOU3BOJCTBEHHON NPAKTUKH

Heo0xomumeie
YMEHUSA

[IpoBOIUTH OYUCTKY M KaJTMOPOBKY JIAOOPATOPHOU MOCYAbI, a TAKKE HACTPOUKY
o0opynoBaHus IS MOJIy4EHUs 9KCIIEPUMEHTAIbHbBIX COCTaBOB
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

BermosnssiTs 1a60patopHbIe POIIETyPhl OUMCTKH U TTOJITOTOBKKA KOMITOHEHTOB
HAHOCTPYKTYPUPOBAHHOM (apMarieBTUIECKOM MPOTyKITUH TI0 YCTAHOBJICHHBIM
METO/IMKaM

PaboTats ¢ maboparopHsiM 000pyI0OBaHHEM U IPHUOOPAMH TSI OUUCTKH U
MIOJITOTOBKY OCHOBHBIX KOMIIOHEHTOB HAHOCTPYKTYPHUPOBAaHHOM (hapMarieBTU4ECKOM
MPOAYKLHH IT0 COOTBETCTBYIOLLIMM MHCTPYKLIUAM

PaboTats ¢ maboparopHsiM 000pyIOBaHHEM U ITPUOOPAMHU TS U3TOTOBIICHUS
MOJIYPOIYKTOB U TOTOBOM HAaHOCTPYKTYPHUPOBAaHHOM (papMarieBTUIECKOM MPOTyKIMN
T10 COOTBETCTBYIOIIUM HHCTPYKLIUSIM

BrinosHATh 1abopaTopHble MPOLEYPhl MOJIy4EHUs MOJIYIIPOAYKTOB U TOTOBOM
HAaHOCTPYKTYPUPOBAaHHOH (papManeBTUYECKON MPOAYKIIMU 110 YCTAHOBJIEHHBIM
METOIMKAM

[IpoBOMTE y4eT HAPKOTUUECKHUX, ICUXOTPOIIHBIX BEMIECTB U UX IIPEKYPCOPOB

OdopmisiTh  HEOOXOAMMYIO  HAayYHO-TEXHHUYECKYIO  JTOKYMEHTAllUI0 IO
MOJTYYCHHUIO0 HAHOCTPYKTYPUPOBAHHOM (hapMaleBTUUECKON MPOTYKIIUN

Heo0xomumeie
3HAHUA

JIeHcTBYyIOIME OTPACIEBbIE CTAHIAPTHI, TEXHUYECKUE YCIOBHSI U HOPMAaTHBBI HA
COCTaBbl U METO/Ibl U3TOTOBJIEHUS HAHOCTPYKTYPUPOBAHHOM (papmarieBTHUECKOn
IIPOAYKLIAH

TpeboBanust ['ocymapctBenHoit (dapmakomen Poccuiickoit denepanuu u
BEIYIIHNX 3apyOSKHBIX (hapMaKOIe K UCXOTHBIM aKTUBHBIM (PapMaIrieBTUIECKUM
cyOCTaHIIMSIM ¥ BCIIOMOTATEIbLHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHuJI MOPOU3BOJACTBA M KOHTPOJIA KauCCTBA JICKAPCTBCHHBIX
CpPENCTB




O61ue TpeboBaHus HaIeKalle MPOU3BOACTBEHHON MPAKTUKU

Metopl MOATOTOBKM KOMIIOHEHTOB JUISl CO3JaHUS HAHOCTPYKTYPUPOBAHHOM
(dhapmaneBTHUECKON IPOAYKIIUU

Mertoasl TOATOTOBKHM U paboOThl ¢ 0O0OpymOBaHWEM JJIA  CO3JIaHUS
HaHOCTPYKTYPUPOBAHHOU (apMarieBTUUECKON MPOTYKIIUN

Metoapl TOJIydeHHsI TOJTYNPOAYKTOB M TOTOBBIX JIEKAPCTBEHHBIX (popm
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKITUN

HpaBI/IJ'Ia XpaHCHHUA KW YU€Ta HAPKOTHYCCKHUX, IMCHXOTPOIIHBIX BCHICCTB U HUX
PEKypPCOPOB

[lpunnunsr  odopmiieHus 1a0OpaTOPHOTO JKypHaia, MPOTOKOJIOB, AaKTOB
HCHOBITAaHUH 1 IIp. 11O YCTAaHOBJICHHBIM ITpaBHJIaM

TpeboBaHusi CaHUTAPHOTO PEXUMA, OXPaHBl TPyAd, MOKAPHOW OE30TACHOCTH,
SKOJIOTUU OKPYXKAIoIIeH Cpelbl, MNOPSAIOK JACUCTBHM TMPU YpPE3BbIYANHBIX
CUTYalUsIX

HApyrue
XapaKTCPUCTUKHU

3.1.3. Tpynosas ¢pyHkums

HapaOoTka B 1a00paTOpHBIX yCIOBUSIX
Ha OCHOBE BbIOpaHHOMN peLEeNnTyphl U v
i OBEHb

Hamverioarme | oo O OTHH ylf,pyHHeHHHX cepunt Kon A/03.4 (HI())Z[ypOBeHI)) 4

JIeKapCTBEHHOU (hOPMBI KA HKAH

HaHOCTPYKTYPUPOBAHHOM

(bapmaneBTHUECKON IPOAYKIIUU
HponcxojKHeHHe Opurusan X | 3aMMCTBOBAHO U3 OpHIHHATA
TPYIOBOH (hyHKIMH

Kon PerucrpanmoHHsIit
OpHUrHHaNIA HOMep
Hpo(heCCHOHATBEHOTO
CTaHJIapTa

Tpynoseie
NEeNCTBUA

[ToaroToBka ChIpbsi M MOJIYNPOAYKTOB JJIsi U3TOTOBIIEHUSI YKPYIIHEHHBIX Cepuit
JEKapCTBEHHOW  (QOpMBI ~ HAHOCTPYKTYPUPOBAHHOM  (apMalieBTUYECKOU
MPOIYKIMHU MO 33JJaHHOU pelenType

[ToarotoBka 0060pyAOBaHUS Ul U3TOTOBJIEHUS YKPYIHEHHBIX CEpUil TOTOBOM
JEKapCTBEHHOW  (QOpMBI ~ HAHOCTPYKTYPUPOBAHHOM  (apMalieBTUYECKOU
MPOIYKIMHU MO 3aJJaHHOU peLenType

3arpy3ka cCbipbsi B 00OpYyIOBaHME U TMOJYYEHHE YKPYIHEHHBIX Cepuid
JIEKapCTBEHHOW (OpMBI HAHOCTPYKTYPUPOBAHHONW HAHOCTPYKTYPHUPOBAHHOM
(bapMaleBTUUECKON  MPOIYKIIMH Ha JabopaTopHOM 00OpyJOBaHUM B
COOTBETCTBUU C IIPOEKTOM JIAOOPATOPHOIO PErylaMeHTa

KonTpose mporecca mMmosydeHHss TOJIYNPOAYKTOB W TOTOBOW JICKAPCTBEHHOM
(GbopMBI  HAHOCTPYKTYPUPOBAHHOW  (hapMalleBTUUECKOW  MPOAYKIIMKM  Ha
mabopaToOpHOM OOOpPYAOBAaHUU B COOTBETCTBHH C IPOEKTOM JIAOOPATOPHOTO
TEXHOJIOTHYECKOTO PerilaMeHTa

OTkiroueHHe M OYHMCTKa O0O0OpYyIOBaHHS IOC/E€ TMPOBEACHHBIX padoT 1o
MOJIy4EHUIO YKPYITHEHHBIX cepuit JIeKapCTBEHHOMN bopMbl
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

Pasrpyxenue oOopynoBaHusi 0e3 HapylmeHUs CTaOMJIBHOCTH UM KadecTBa
MIOJIyY€HHOTO HAHOCTPYKTYPUPOBAHHOTO (hapMalieBTHUYECKOr0 POyKTa
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OcymiecTBlieHHE  MPEIMETHO-KOJIMYECTBEHHOTO  y4eTa  HApKOTHYECKHUX,
MICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB

Benenne HeoOXoauMoO#l  TEXHOJIOTUYECKOM JOKyMEHTAallUW IPOU3BOJACTBA
YKPYIIHEHHBIX CEpuUi  JIeKapCTBEHHOM (OpPMBI  HAHOCTPYKTYPHUPOBAHHOMU
(dapMalleBTUUECKON MPOJIYKIIMU B COOTBETCTBUU C TPeOOBAaHUSMHU HajJexallen
ITPOU3BOJICTBEHHOM ITPAKTUKHU

Heo0xomumeie
YMEHUA

OLII/IHlaTB U IPOBEPATH IMOKA3aTCIIM KadY€CTBa CbIPbA W IOJJYIIPOAYKTOB IJId
HU3TrOTOBJICHUS YKPYIIHEHHBIX cepuit HaHOCTPYKTYPUPOBAHHOMN
(dhapmaleBTHUECKON IPOAYKLINN

IToaroraBnuBarte nabopaTopHOE o0opynoBaHue JUIS HOJIy4CHHUS
HaHOCTPYKTYPUPOBAHHOM (papMalleBTUYECKOMN MPOAYKLINU

Jlo3upoBaTe OCHOBHOE ChIpb€ U JOIOJIHUTEIBHBIE KOMIIOHEHTHI TOTOBBIX
JIEKApCTBEHHBIX ()OPM HAHOCTPYKTYPHUPOBAHHOH (papMarieBTUUECKON PO TyKIIUH

KoHTponupoBaTh pexum paboThl J1abOpaTOPHOrOo 0OOPYAOBAHMS U IOJIyYEHUE
YKPYIMHEHHBIX  CEpUH  JIEKAPCTBEHHOW  (OpPMBI  HAHOCTPYKTYPHUPOBAHHOM
(apmalleBTUUECKONH TPOJIYKIMH B COOTBETCTBHM C IPOEKTOM JIaOOPaTOPHOTO
periiamenTa

PaGoratb ¢ oOopynoBaHueM sl TOJYYEHHUS  YKPYIIHEHHBIX  cepuit
JEKapCTBEHHOW  (QOpMBI  HAHOCTPYKTYPUPOBAaHHOM  (papMaleBTUUYECKOM
PO AYKITHH

Bectn MapUIpyTHYIO, OIEPAlMOHHYK0 M  TEXHOJIOTMYECKYK)  KapThl
a00paTOPHOTO TMPOU3BOJICTBA YKPYIMHEHHBIX CEpPUI JIEKapCTBEHHOU (HOpPMBI
HAHOCTPYKTYPUPOBAaHHOM (apMalieBTUYECKOMN MPOAYKIINU

DKCITyaTUpoBaTh U OYMINATh OOOpYIOBAaHUE TOCIE MOIYYEHUs YKPYIHEHHBIX
cepuit rOTOBOM JIEKApCTBEHHOU (dopMbI HAaHOCTPYKTYPUPOBAHHOU
(dbapmaneBTHUECKON IPOAYKLINN

[IpoBOMTE y4eT HAPKOTUUECKHUX, ICUXOTPOIHBIX BEMIECTB M UX IIPEKYPCOPOB

Heo0xomumeie
3HAaHUA

JleicTByIOIME OTPACIEBbIE CTAaHAAPThI, TEXHUYECKHUE YCIOBUS U HOPMATUBbI HA
COCTaBbl U METOJIbl TOJYYEHHUsS] HAHOCTPYKTYpPUPOBAHHOW (papManeBTHUYECKOM
mpoayKuuu, B  TOoM  uyucie  [Ipoekr  permameHta  HPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIHUU

TpeboBanust ['ocymapcrBenHoit (dapmakonen Poccuiickoit denepanuun u
BEIYIIHX 3apyOSKHBIX (hapMaKoIel K MCXOTHBIM aKTUBHBIM (DapMalieBTHIECKUM
cyOCTaHIIMSIM ¥ BCIIOMOTATEILHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHuJI MOPOU3BOJACTBA MW KOHTPOJIA KauCCTBA JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HaIekKallel MpoU3BOACTBEHHON MPAKTUKU

Metoasl MOArOTOBKHM CHIPbsl M HOJIYIPOAYKTOB JUIsl TIOJYYEHHsI YKPYIHEHHBIX
cepuil JIeKapCTBEHHOW (OpMBI HAHOCTPYKTYPUPOBAHHOHN (hapmarieBTHUECKON
IIPOAYKLIUH

MeTo1pl TOArOTOBKH M HACTPOUKH 000PYAOBAHUS JUISI TOJTYYEHUS YKPYITHEHHBIX
cepui HAHOCTPYKTYPHUPOBAHHOU (hapmareBTUueCKOu MPOTYKIUH B
COOTBETCTBUU C MPaBUIaMH TEXHUKH 0e301acHOCTH JabopaTtopun

Pexxum 1 0COGEHHOCTH KOHTPOJIS Mpolecca MOJYyYEHHUsS] YKPYIHEHHBIX Cepuid
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

CompoBoauTenbHas JOKYMEHTAlUsi IPOM3BOJACTBA  YKPYIHEHHBIX  CEpUil
(bapmaneBTHUECKON IPOAYKLIUN

HpaBI/IJ'Ia XpaHCHHUA KW YUC€Ta HAPKOTHYCCKUX, INMCHXOTPOIIHBIX BCHICCTB U HUX
PEKypPCOpOB

TpeOoBaHUSI CAaHUTAPHOIO peXUMa, OXpaHbl TPyJa, MOXKApHON Oe30MacHOCTH,
DKOJIOTHHM OKPYKAIOIIEW Cpenpl, NOpPANOK JEHCTBUM NIPH Ype3BbIYANHBIX
CUTYaLMSIX
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HApyrue
XapaKTCPUCTUKHU

3.1.4. TpynoBas pyHKUHA

HcnbiTanns yKpyIHEHHBIX CEPUI
HaHOCTPYKTYPUPOBAHHOMN YpoBeHs

Haumenosanue | ¢hapMareBTUUECKOM MPOAYKIIMH B Kon A/04.4 | (nmomypoBeHb)
71a60paTOPHH MO CTaHAAPTHBIM KBaIH(UKALIH
METOAUKaM

N

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpuruHan X 3aMMCTBOBAHO U3 OpUTHHAJIA

Kon PerucrpanmoHHsIit
OpuUruHana HOMEp
po¢heCCHOHAIBHOIO
cTaHzAapra

Tpynossie
NEeNCTBUA

[ToaroToBka aHAIUTOB M PEareHTOB, MPUBEAECHUE JIAOOPATOPHBIX PUOOPOB IS
UCCIIEIOBAaHUN  CBOWCTB  HAHOCTPYKTYPHUPOBAaHHON  (papmarieBTHUECKON
MIPOJYKIIUU B pabodee COCTOSTHUE

[IpoBepka pabOTOCTIOCOOHOCTH MPOCTEHIIETO AHAIUTHYECKOTO O00OpPYIOBAHUS
JUIS  WCCJENOBaHUS CBOWCTB HAHOCTPYKTYPHUPOBAHHOW (apMaleBTUYECKON
MIPOJIYKIIMH U, B CIy4ae HEOOXOIMMOCTH, BBIBOJI €I0 Ha pabOUyuil pexum

Ot60p 1pob 3KCHEpUMEHTAIbHBIX 00pa3llOB TOTOBBIX JIEKAPCTBEHHBIX (OpM
HAaHOCTPYKTYPUPOBAHHOW (papManeBTUIECKOH NPOAYKIMH 110 CTaHIAPTHBIM
METOIUKaM

[ToaroroBka nmpo® HAaHOCTPYKTYPUPOBAHHOU (hapMamieBTUYECKON MPOIYKIIUU K
aHaJIM3y U TPOBEJCHUE Na0OpaTOPHBIX HUCIBITAHUW 10 CTaHAAPTHBIM
METOIMKaM

YTunuzanus npoyKTOB, TIOJIYICHHBIX B PE3YJIbTATE MPOBEACHHS JIA00PATOPHBIX
AQHAIM30B  HAHOCTPYKTYpPUPOBAHHOW  (papMameBTUYECKOW  MPOAYKIIMH, B
COOTBETCTBUU C NpaBUIaMHU JabopaTopuu

OcyiiecTBiieHHE  TPEAMETHO-KOJWYECTBEHHOTO  y4deTa  HApPKOTHUYECKHUX,
MICUXOTPOIHBIX BEUIECTB U UX MIPEKYPCOPOB

OTkiroueHHe M O4YMCTKAa OOOpYIOBaHUS IOCIE MPOBEACHHS J1a00PaTOPHBIX
aHAJIM30B HAHOCTPYKTYPUPOBAHHOM (hapMaIieBTUUECKON MPOYKIIUN

Benenne naGoparopHoro >xypHana, odopMiieHHE pabodei MOKyMEHTAIluu |
IIPOTOKOJIOB ~ HWCHBITAHUNW  HAHOCTPYKTYpPUPOBAaHHOW  (apMaieBTHUYECKON
MPOJYKIIMA B COOTBETCTBUU € TPeOOBAHUSAMH Ha/UIeKallell IPOU3BOCTBEHHON
MIPaKTUKU

Heo0xomumeie
YMEHUSA

[TpoBOANTE OYHMCTKY U KaTHOPOBKY 1a00PAaTOPHOU TOCY/IBI U 000PYIOBaHUS IS
orOopa mpo0 TOTOBBIX JIEKAPCTBEHHBIX (OPM HAHOCTPYKTYpUPOBAHHON
(bapMaIeBTHUECKOM MPOAYKIMH IO CTAHAAPTHBIM METOJKAM

[ToaroraBimBare aHAJIUTBI U PEAreHTHI JUIsI KOHTPOJS KayeCTBAa YKPYITHEHHBIX
cepuil JeKapcTBEHHOW (hOpMbI HAHOCTPYKTYpPUPOBAaHHOW (papmarieBTHUECKOM
IIPOAYKLIUH

OtbOupaTh NpOOBI TOTOBBIX JIEKAPCTBEHHBIX (POPM HAHOCTPYKTYpUPOBAHHOU
(dapMaleBTHUECKON NPOAYKUMU 0e3 HapylleHHsl CTaOMJIbHOCTH M CBOWCTB U
TOTOBHUTH M3 HUX 00Pa3Ilbl AJIs1 UCCIEAOBAHUI

[loaroraBnuBarh, HacTpauBaThb M KaJauOpoBaTh J1JaOOpaTOpHbIE MPUOOPHI IS
KOHTpOJISI ~ KauecTBa  YKPYNHEHHBIX  CEpuUd  JIEKapCTBEHHOH  (OpMBI
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

Paborarh co cpencTtBaMu M3MEpPEHU, MCHBITATENbHBIM, BCIIOMOTIAaTEbHBIM U
TEXHOJIOTUYECKUM o0opynoBaHuEM JUTSL KOHTPOJIS Ka4yecTBa
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIHUU
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OcymiecTBidTh J1aDOPAaTOPHBIM KOHTPOJIb KAuyecTBa YKPYINHEHHBIX CEpUil
JEKapCTBEHHOW  (OpMBl  HAHOCTPYKTYpPUPOBaHHOW  (papMalleBTUYECKON
MPOIYKITHH

[IpoBOMTE y4eT HAPKOTUYECKUX, ICUXOTPOIHBIX BEMIECTB M UX IIPEKYPCOPOB

OdopmisaTe  HEOOXOIMMYIO  HAYYHO-TEXHHUYECKYIO  JOKYMEHTAIMIO  TI0
MOJTYYCHHUIO HAHOCTPYKTYPUPOBAHHOM (hapMaleBTUUECKON MPOTYKIIUN

Heo0xomumeie
3HAHUA

JelicTByronye oTpacieBble CTaHIAPThI, TEXHUYECKHE YCIOBUSI U HOPMATUBbBI Ha
oTpeeNIeHre HOKa3aTenei Ka4ecTBa HaHOCTPYKTYPUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLIUU

TpeboBanusi T'ocymapctBenHoit (apmakonen Poccuiickoit @Dexpepanuu u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIECKUM CyOCTaHIIMSIM M BCIIOMOTATEIbHBIM BEIECTBAM

TpC6OBaHI/I$I IIpaBHUJI IMPOM3BOACTBA MW KOHTPOJA KadeCTBA JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HayIeKalle MPOoU3BOACTBEHHON MPAKTUKU

MeTo1bl MOATOTOBKHM J1a0OPAaTOPHOW MOCYAbI, PEAKTHUBOB M MAaTEpHAIOB IS
KOHTPOJISl KAU€CTBA HAHOCTPYKTYPUPOBAHHOM (papMaIieBTUUECKOU PO IYKLINN

MeTtoipl TOArOTOBKM MPUOOPOB U 000PYAOBAaHUS MJIsi KOHTPOJIS KadyecTBa
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

Metonpl paboThl ¢ mpubopamMu U OOOpYIOBAaHHEM JUIsl KOHTPOJS KadecTBa
HAaHOCTPYKTYPUPOBAHHOM (papManieBTUUECKON MPOAYKLIUU

HpaBI/IJ'Ia XpaHCHHUA W Yy4€Ta HAPKOTHYCCKHUX, IICUXOTPOIIHBIX BCIICCTB M HX
PEKypPCOPOB

ComnpoBoauTtenpHas AOKYMEHTALMsI MPU ONPEIENIEHUU IOKa3zaTelel KadecTBa
HAaHOCTPYKTYPUPOBaHHOH (hapmarieBTUUECKOH NPOAYKLUHHU: AKThl, MPOTOKOJIBI
VCIIBITAHUM U TIP.

TpeOoBaHUsI CaHUTApHOTO PEXKMMA, OXPAaHbI TPyZa, MMOXKApHOH OE30MacHOCTH,
9KOJIOTHHM OKPYXKAIIIEeW cpeapl, NOpANOK JCHCTBUA IIPU YpE3BBIYANMHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.1.5. TpynoBas ¢pyHkums

O06paboTka pe3ynbTaToOB
7a00PaTOPHBIX UCTIBITAHUH CBHIPBS U
JKCIIEPUMEHTAIBHBIX COCTABOB
HAHOCTPYKTYPUPOBAHHOM Yposerh
HaumenoBanue . Kon A/05.4 | (momypoBeHs) ‘ 4
(hapmareBTH4EeCKO# MPOIYKIINHU C KBaTM(HUKAITIN
IMIOMOIIBIO CTAHIAPTHBIX
MAaTEMATUYECKUX U CTATUCTUUYECKUX
IIPUEMOB U METOJIUK
Hponcxoumz[eHHe OpuruHan X 3alMCTBOBAHO U3 OpUTHHAJIA
TPYIOBOH (hyHKIMH
Kon PerucrpanmoHHsIit
OpUruHaja HOMEp
npodecCHOHATIEHOTO
CTaHmapTa

Tpynoseie
NEeNCTBUA

[ToaroToBka sKCrepUMEHTANIBHBIX JAHHBIX 10 CBOWCTBaM 00pa3LioB
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU IS MOCIEAYIoUIei
1X 00pabOTKH B CTATUCTHYECKUX MpOrpaMMmax

O1eHKa NOrpelHOCTH SKCIEPUMEHTA U 00paboTKa pe3yabTaTOB U3MEPEHHM
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CBOMCTB HAHOCTPYKTYpUPOBAHHOH (hapMalleBTUYECKOM MPOAYKIIMHU C PACUETOM
CPEIHEr0 3HaYEHUs U JOBEPUTEIBHOIO HHTEpPBAJIA

CocraBiieHH€e CBOJIHBIX TAOJIHI] M TIOCTPOCHUE AaHATUTHYECKUX IPaPUKOB 110
pe3ynbTaTaM 00pabOTKH AKCIIEPUMEHTAIIBHBIX TAHHBIX O CBOMCTBAaX
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKIIUU

Benenne naboparopHoro xxypHaina, ohopmiIeHHE padouel TOKyMEHTAIUH 110
MaTeMaTUYECKON U CTaTUCTUYECKOH 00paboTKe pe3yIbTaTOB UCCIEI0BAHUI
CBOMCTB HAHOCTPYKTYPUPOBAHHOM (papMalleBTUUECKOM MTPOTYKIIMH

Heo0xomumeie
YMEHUA

PaboTath ¢ mporpaMMHBIM 0OecTieueHHEM COBPEMEHHOTO JIa00OPaTOPHOTO
AQHATUTUIECKOTO 000PYIOBaHUS TSI KOHTPOJIS KaueCTBa HAHOCTPYKTYPHUPOBAHHOM
(apmalieBTHUECKON MPOTYKIHH

PaGoTats ¢ mporpaMMHBIM 0OecTieueHHEM TSl MATEMATHYECKOTO 1
CTAaTUCTHYECKOTO aHAIN3A PE3YJIBTATOB SKCIEPUMEHTAIIBHOTO OIIPEIEIICHUS
MOKa3aTesie KauecTBa HAHOCTPYKTYPUPOBAHHOM (papMarieBTHUECKOM MPOTyKIIUN

[IpoBOIUTH EPBUYHYIO MAaTEMATHUECKYIO U CTATUCTUYECKYIO 00pabOTKy
PE3yJIbTAaTOB 3KCIIEPHMEHTATBHOTO OIPE/IeIICHNs [TOKa3aTeseil kauecTa
HAHOCTPYKTYPUPOBAaHHOM (papMalieBTUYECKON MPOIyKLIUH

Ananu3upoBatb U OQOPMIISITH  HEOOXOJMMYIO  HAYYHO-TEXHUYECKYIO
JOKYMEHTAIMI0O IO MAaTeMaTU4YeCKOMY M CTAaTHCTMYECKOMY aHAJM3y CBOMCTB
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLINUU

Heo0xomumeie
3HAHUA

JelicTByromye oTpacieBble CTaHIAPThI, TEXHUYECKUE YCIOBUS U HOPMATHBBI Ha
oTpeeNIeHne HOKa3aTenei Ka4ecTBa HaHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLIUN

TpeboBanusi T'ocymapctBennoit (apmakonen Poccuiickoit @Denepanuu u
BEAYLIUX 3apyOeKHBIX (dhapmakoreit K HUCXOJHBIM AKTUBHBIM
(hapmareBTH4IeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpeboBanust IlpaBun Mmpou3BOJICTBA W KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX
CPENICTB

O61ue TpeboBaHMs HaIekKallel MPOU3BOACTBEHHON MPAKTUKU

Metoasl paboThl C TPOrpaMMHBIM OO€CTIeueHHEeM JIa0OPATOPHBIX MPUOOPOB,
MPUMEHSIEMbBIX TUIs onpe/esieHus nokasaresnei Ka4ecTBa
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

MeTtop1 00pabOTKH PE3yJIbTaTOB IKCIEPUMEHTATIBHOIO OIPEIENICHUS [T0Ka3aTeNei
KauyecTBa HAHOCTPYKTYPUPOBAHHOM (hapMalleBTHUECKON MPOTYKIHU

CocraBiieHHE OTYETHOW JOKYMEHTALUH

TpeOoBaHUsI CaHUTApHOTO PEXKMMA, OXPAaHbI TPyJa, MOXKApHOH OE30MacHOCTH,
9KOJIOTHHM OKPYXKAIIIEeW cpeapl, NOpANOK JCHCTBUA IIPU YpE3BBIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU
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3.2. O0o01meHHasi TpyaoBasi pyHKIus

dapmarnieBTHYECKas pa3paboTKa
cocTaBa U TCXHOJOI'MH BEHb
HaumenoBanue o Kon B Ypose 5
HaHOCTPYKTYpHUPOBAaHHOU KBaTHGbHUKALUN
(dbapmaneBTHUECKON IPOAYKLIUN
[Ipoucxoxnenue
000011eHHOM OpuruHan X 3aMMCTBOBAaHO U3 OpUTHHAJA
TPYIOBOH (hyHKIMH
Kon PerucrpanmoHHsIit
OpuruHaia HOMep
npodecCHOHATIBEHOTO
CTaHmapTa

Bo3mosxHbIE
HAauMEHOBAHHMS
JIOJDKHOCTEH,
npodeccuit

NHxeHep-XxuMuk
NHuxeHnep-TexHoaor

TpeboBanus
00pa3zoBaHUIO U

Cpennee npodeccrnoHaibHOE 00pa30BaHUE — MTPOTPAMMBI ITOTOTOBKH
CTICIMAIICTOB CPEITHETO 3BEHA

00y4YEeHHIO

TpeboBanus

OTIBITY He menee oHOrO roja no cnenualbHOCTH B 00J1aCTH (papMalieBTUYECKOM
MIPAKTHUYECKOU pa3palboTku

paboThHI

Oco0Oblie ycrmoBHst
JoTycKa K pabore

[IpoxoxneHue o00s3aTENBHBIX MPEABAPUTEIBHBIX (TIPH TOCTYIUICHHH Ha
paboTy) ¥ MEPUOAMUECKIX MEIUIIMHCKAX OCMOTPOB (00CIeIOBaHU), a TAKKE
BHEOUCPEAHBIX MEIUIMHCKAX OCMOTPOB (0OcCleoBaHW) B  TMOPSIKE,
YCTaHOBJIEHHOM 3aKOHOaTenbcTBOM Poccuiickoit denepanmu

HNHcTpyKTax o oxpaHe Tpyaa

HApyrue
XapaKTCPUCTUKHU

JlononHUTENbHBIE TPO(ECCUOHATIBHBIE TPOrPAMMBI — IPOTPAMMBI
MOBBIIEHUS KBaM(UKALUU N0 MPO(UITIO JEeSITeIbHOCTH, yIacTHe B
COBPEMEHHBIX JUCTAHLIMOHHBIX 00pa30BaTEIbHBIX TEXHOIOTUSIX, KOHIpeccax,
KOH(epeHIHsIX, HoCceeHHE NPOPHUIbHBIX BBICTABOK M CEMUHAPOB

JIOTIOJTHUTENbHBIE XapaKTEPUCTUKH

OK3 2113 XUMUKH
2141 NHKeHephl B IPOMBIIUIEHHOCTH U HA IPOU3BOJCTBE
2145 NH)XeHephI-XUMHUKHN

EKC — NHuxenep-TexHoaor
— WHxeHep 1o HayyHO-TEXHUUYECKON MHpOopMauu
22581 WH)XeHep 10 UCTIBITAHUSIM

OKIIATP 22623 WHxeHep 1o HayyHO-TEXHUUYECKON MH(pOopMauu
22854 HNnxenep-TexHoJior
218.02.01 AHaHHTH‘{eSKHﬁ KOHTPOJIb KAYECTBa XUMUYECKUX

COEIMHEHUI

OKCO 2.18.02.06 XUMHUYECKasi TEXHOJIOTHS OPraHNYECKUX BEIIECTB

3.33.02.01 dapmanus
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3.2.1. TpynoBast pyHKums

HaumenoBanue

Pa3zpaboTka crparerumn
AKCIEPUMEHTAJIbHBIX UCCIEA0BAHUM 110
pe3ysbTaTaM MOUCKa U aHalIu3a Hay4yHo-
TEXHUYECKOH JINTEPATYPHI O
HaHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON TPOAYKLIUN

YpoBeHb
Kon B/01.5 | (momyposets) 5
KBaJTU(UKAIN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpI/IFI/IHaJ'I X 3auMCTBOBaHO M3 OopuruHajia

Kon PerucrparnmoHHsIit
OpUruHaia HOMEp
po¢heCcCHOHAIBHOI0
cTaHzAapTa

Tpynoseie
NEeNCTBUA

[Touck 0000111eHHO uHpopManuu 0 HaHOCTPYKTYPHUPOBAHHOMN
(bapManeBTHUECKOW TMPOIAYKIIUN C HCIOJB30BAaHUEM COBPEMEHHBIX O(daifH u
OHJIaliH 0a3 IaHHBIX U KaTaJIOroB OMOIMOTEK

Hcnonb3oBaHue HallJICHHBIX CCHUIOK U MH(OPMAaLMK 0 HAHOCTPYKTYPUPOBAHHOM
(dapmaneBTUUECKON NPOAYKLUUU Il YTOYHEHHsI BHIOPAHHOTO HAalpaBJiCHUS B
COBPEMEHHBIX OTEUECTBEHHBIX U 3apyOCKHBIX JKypHalaxX W OPYTHX MEYaTHbIX
W3IaHUSX

[louck peranpHOM HMHPOpPMAMUM O KOHKPETHBIX HAHOCTPYKTYPUPOBAHHBIX
(hapMalleBTUUECKUX MPOAYKTAX B HAYYHO-TEXHUUYECKON JIUTEpaType

AHanu3 HaWJIEHHOIO0 B IIEPBOMCTOYHHMKAX Marepuasa O KOHKPETHBIX
HAaHOCTPYKTYPUPOBAHHBIX (hapMalleBTUYECKUX MTPOIYKTaxX

Omnpenenenue METOJOB CHUHTE3a u aHaiauza KOHKPETHBIX
HAaHOCTPYKTYPUPOBAaHHBIX (papMaleBTUYECKUX MPOIYKTOB IO pe3yiabTaTam
aHaJIM3a JUTEPATYPhI

Heo0xomumeie
YMEHUA

PaGotatp ¢ kaTanoramu Hay4yHbIX U HAYYHO-TEXHUYECKUX OMOINOTEK

PabGoTtate ¢ coBpeMeHHBIMU 0a3aMu JAHHBIX B OOJACTH XUMHUU, XUMHYECKOUN
TEXHOJIOTUH, (hapMaIeBTUUECKONU TEXHOJIOTHH, OMOJIOTHH M HAHOTEXHOJIOTHH

Pabortath ¢ TEXHUYECKOW TUTEPATypOil Ha THOCTPAHHOM SI3bIKE

O060061maTh U aHAIW3UPOBATh HAYYHO-TEXHUYECKYIO HMH(OpMAIUI0 B 00JacTH
XAMUH, XAMUYECKOH TEXHOJIOTHH, (hapMaIleBTHIECKOW TEXHOJIOTUH, OMOJIOTHH H
HAaHOTEXHOJIOTHUH

CocTaBisTh aHATUTHYECKHUE 0030pbl HAYYHO-TEXHUYECKOH JINTEpaTyphl

Heo0xomumeie
3HAaHUA

JelicTByronye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUS U HOPMATHBBI HA
COCTaBbl, METOJABl IIOJNYYEHUS M OINpEIECICHUE IIOKa3aTelell KadecTBa
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKIIUN

TpeboBanusi T'ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIeCKIUM CyOCTaHIIUSIM U BCIIOMOTATEIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IpaBHUJI MPOU3BOJACTBA W KOHTPOJIA Kad€CTBa JICKAPCTBCHHBIX
CpPENCTB

®apmakornieliiple  TpeOOBaHHMSI K  ChIpbIO, IMOJYNPOAYKTaM U  T'OTOBOM
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

O61ue TpeboBaHMs HaUIeXkKaIle MPOU3BOICTBEHHON MPAKTUKU

CoBpeMEeHHbIE TEXHOJOTMM U METOJbl MOJY4YEeHHUS HAaHOCTPYKTYPHUPOBAHHOM
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(dbapmaneBTHUECKON IPOAYKLINN

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYypPhI

CriocoObl ¥ BO3MOKHOCTH IOMCKAa Hay4YHO M HAYYHO-TEXHHYECKOU JIUTEpaTyphl
B oOmacth  pa3pabOTKM W MPOU3BOJCTBA  HAHOCTPYKTYPHUPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

TpeOoBaHUsI CaHUTAPHOTO PEXKMMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeabl, NOPSJOK JEHCTBUM IIpU YpE3BbIYAWHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.2.2. TpynoBas pyHKIUA

HaumenoBanue

Br160p chIpbs 1 MaTepHalioB IS
W3TOTOBJICHUS] HAHOCTPYKTYPHUPOBAHHOM
(apmarieBTUUECKON NPOIYKIIH, B
COOTBETCTBUU C €€ HA3HAYECHUEM

YpoBeHb
Kon B/02.5 | (nonyposensn) 5
KBaJTU(UKAIN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpI/IFI/IHaJ'I X 3auMCTBOBaHO M3 OopuruHajia

Kon PerucrparnmoHHsIit
OpUruHaia HOMEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

Onpenenenne W BbIOOP  OCHOBHBIX  KOMIIOHEHTOB  pa3pabaTbIiBaeMoii
JIEKapCTBEHHOU (hOPMBbI HAHOCTPYKTYPHUPOBAHHON (papMalieBTHUECKOM MPOIYKIIUU

Onpenenenne U BBIOOP BCIIOMOTraTEeNbHBIX —BEIIECTB  pa3padaTbiBaeMoit
JIEKapCTBEHHOU (hOPMBI HAHOCTPYKTYPUPOBAHHOM (papMarieBTHYECKOM PO yKINU

[TonOop wmH(pOpMaLKMKM O BO3MOXHBIX MOCTaBIIMKAX W CTOMMOCTU CBIpbS U
cyOCTaHIIMM  JUIsl  CO3/1aHUs  HAHOCTPYKTYPUPOBAaHHOM  (papMaleBTUYECKOM

IIPOIYKIIUHT

AHanu3 cBeleHUH O (UBUKO-XMMHUYECKUX U TEXHOJIOTHYECKUX CBOMCTBAX
cyOCTaHIIM{ W BCTIOMOTATEIbHBIX BEIIECTB PA3JUYHBIX TOPTOBBIX MapoOK U
MPOU3BOUTENCH Il CO3JaHUsl HAHOCTPYKTYPHPOBAHHOW (hapMarieBTHUECKOM

IIPOIYKIIUHT

Heo0xomumeie
YMEHUSA

AHanM3UpOBaTh PBIHOK CHIPhS 711 CO3JaHUS HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX (hOpPM (hapMaIeBTUUECKOT0 Ha3HAYCHUS

OneHuBaTh OXKUJaeMbld BKJIaJ U BIUsSHUE (hapMalleBTUUECKON CyOCTaHLUU U
BCIIOMOTATENbHBIX BEUIECTB, B TOM 4YHCIIE HAHOCTPYKTYpPHUPOBAHHbBIX, Ha
KayeCTBO FOTOBOH JIEKAPCTBEHHOU (hOPMBI

OneHuBaTh JOCTYITHOCTb u 11€JIeCO00pa3HOCTh HCIOJIb30BAHUS
(dapmaleBTHUECKON CyOCTaHIIMM M BCIIOMOTATENIbHBIX BEIIECTB, B TOM YHUCIIE
HAaHOCTPYKTYPHUPOBAHHBIX, B TOTOBOM JIEKApCTBEHHOU opme

OneHnBaTh TEXHOJOTHYECKYIO BO3MOYKHOCTD BBIITYCKa HAHOCTPYKTYPHPOBAHHOM
(hapmareBTHIECKON CyOCTaHIINHI

Pabortath ¢ TEXHUUECKOW TUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

Heo0xomumeie
3HAaHUA

JelicTByromuye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl TOJYyYEHHs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOU
(dbapmaneBTHUECKON IPOAYKLINN

TpeboBanusi ['ocymapctBenHoir (apmakonen Poccuiickorri ®Denepanuu u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

Tpe60BaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA Kad€CTBa JICKAPCTBCHHBIX
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CpPENCTB

O61ue TpeboBaHMs HaUIekKallel MPOU3BOICTBEHHON MPAKTUKH

CoBpeMeHHbIE TEXHOJIOTUHU TIPOU3BOJICTBA HAHOCTPYKTYPHPOBAHHBIX
(hapMaIeBTHIECKUX COCTABOB

[IpaBuna okcrulyatauuyd J1aDOpaTOPHOTO,  ONBITHO-IPOMBILUIEHHOTO u
MPOMBIIIJIEHHOTO ~ TEXHOJIOTMYECKOTO  O0OpyJIoBaHUS A MOJY4EHHUS
HAHOCTPYKTYPUPOBAHHOM (apMalieBTUUECKON POTyKIIUI

@dapmakorneliHple TpeOOBaHUS K CHIPbIO, TOJYHNPOAYKTaM U TOTOBBIM
JIEKapCTBEHHbIM  (opMaM  HAHOCTPYKTYpUPOBAHHBIX  (hapMaleBTHUYECKUX
COCTaBOB

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

TpeOoBaHusl CaHUTApPHOTO PEXHUMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeapl, NOPSJOK JCHCTBUM IpU YpE3BbIYAWHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.2.3. TpynoBas ¢pyHkums

HaumenoBanue

Br160op TexHoI0rMK M 000pyI0BaHUS
JUIS U3TOTOBJIEHUS SKCIIEPUMEHTAIbHbBIX
COCTaBOB MOJYITPOJAYKTOB H TOTOBOM
JIEKapCTBEHHOU (HOPMBI
HaHOCTPYKTYPHUPOBAaHHOM
(apmalieBTHUECKON MPOTYKIIHH

YpoBeHb
Kon B/03.5 | (momyposeHs) 5
KBaJTU(UKAIN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurusan

X 3aMMCTBOBAHO U3 OpUTHHAJIA
Kon PerucrpannoHHbIit
OpUrHHaa HOMED
podeCCHOHATHFHOTO

craHgapTra

Tpynoseie
NEeNCTBUA

AHanu3 BO3MOKHOCTEH METOJOB M3TOTOBJIEHUS HKCIEPUMEHTAIbHBIX COCTABOB
U TOTOBBIX JIEKAPCTBEHHBIX (DOPM HAHOCTPYKTYPUPOBAHHOH (hapmarieBTHUYECKON
MPOAYKLIMHA C YYETOM IPEIOJIAraéMoro IyTH BBEACHHUS B OpPraHU3M, J03bI,
(U3UKO-XMMUYECKUX M TEXHOJOTHYECKUX CBOMCTB ChIPbs U CYOCTaHIIUU

Bri6op, mmb0 pa3paboTka HOBBIX TEXHOJOTUM HM3TOTOBIICHHUS] TOTOBBIX
JIEKapCTBEHHBIX bopm HaHOCTPYKTYpPUPOBAaHHOMN (bapmarieBTUYECKOM
PO AYKIUU

[Ton6op napopManuu 0 BO3MOKHBIX IMOCTABIIUKAX U CTOUMOCTH 000Dy I0BAHUS
JUIs  BBIOPAHHBIX  TEXHOJOTUH  TMOJIyY€HUS  HAHOCTPYKTYPHUPOBAHHOMU
(apmalieBTHUECKON PO TYKIHH

Br16op TEXHOJIOTUYECKOTO 000py10BaHus JUTSL WU3TOTOBJICHUS
AKCIEPUMEHTAJIbHBIX COCTABOB IIOJIYIIPOJYKTOB U TOTOBOM JIeKapCTBEHHOM
(opMbI HAHOCTPYKTYPHUPOBAHHON (hapMalileBTHUECKON MPOIYKIUU

Heo0xomumeie
YMEHUSA

[TopOuparps 11aGOpaTOpHOE U  OMBITHO-IPOMBILUIEHHOE O000PYAOBAHUE IS
KOHKPETHOM 1leii  mpu  pa3paboTKe TOTOBBIX JIEKAPCTBEHHBIX  (HOpM
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

[IpoBoauTH aHaIu3 pBIHKA 000pyn0BaHUS JUTSt CO3/IaHus
HAaHOCTPYKTYPUPOBAaHHBIX  JIEKAPCTBEHHBIX  (GopM  (papMaleBTUUYECKOTO
Ha3HA4YCHMS

Pabortath ¢ TEXHUYECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE
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Pa3pa6aTI)IBaTI> YCOBEPIICHCTBOBAHHLIC TPAAUIIMOHHBIC NI HOBBIC BUIBI
TEXHOJIOTUM TOJIyYE€HUS HAHOCTPYKTYPHUPOBAaHHBIX JIEKApCTBEHHBIX (opM
q)apMaIICBTI/ILICCKOFO HAa3HAYCHUA C HUCIIOJIB30BAHUEM BI)I6paHHOFO
000pyI0BaHUS

AnantupoBaTh BbIOpaHHBIE COCTaBbl M TEXHOJOTMH K TEXHHYECKUM
OCOOEHHOCTSIM TPAJULMOHHOTO WJIM HOBOTO JIaDOPATOPHOTO M  OIBITHOTO
00opynOBaHus 7S MTOJIy4E€HUSI HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX (HOPM
(hapMaleBTHUECKOI0 Ha3HAYCHUS

Heob0xomumeie
3HAHUA

JelicTByromye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl TOJYyYEHHs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOU
(dapmaneBTHUECKON IPOAYKLINN

TpeboBanusi ['ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX dhapmakomneit K HUCXOJHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KadeCTBa JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HaIekKalle MPOU3BOACTBEHHON MPAKTUKU

@dapmakornieliHple  TpeOOBaHUS K  CHIPbIO, TOJYINPOJAYKTaM U TOTOBBIM
JEKapCTBEHHBIM  (opMaM  HAHOCTPYKTYpUPOBAaHHOM  (hapmalleBTHUECKOU
IIPOAYKLIUH

IIpaBuia JKCIUTyaTaluu o0opynoBaHus JUIS IIPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

TexHonoruss NPOU3BOACTBA HAHOCTPYKTYPUPOBAHHON  (apMaleBTUUYECKOI
IIPOAYKLIUH

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYypPHI

TpeOoBaHUsI CaHUTAPHOTO PEXKMMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeapl, NOPSJOK JEHCTBUM IpU YpEe3BbIYAWHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.2.4. TpynoBasi GpyHKUHA

BBI100p METOI0JI0THY | TTPOBEICHUE
71a00PaTOPHBIX UCTIBITAHUI

SKCIIEPUMEHTANIBHBIX COCTaBOB YposeHn
HaumenoBanue | MOJYNPOJIYKTOB M TOTOBOM Kon B/04.5 | (momypoBeHs) 5
JIEKapCTBEHHOM (POpMBI KBaIM(UKALIH

HaHOCTPYKTYPUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLINN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

3aMMCTBOBAHO U3
Opurunan X
opurmHaia
Kon PeructpanuonHsIii Homep
opurmHaia po¢eCCUOHATHFHOTO
cTaHjapra

Tpynoseie
NEeNCTBUA

HccnenoBanue u aHanu3 CyIIECTBYIOINUX METOAOB M METOJUK JUISl IPOBENCHUS
71a00paTOPHBIX MCIBITAHUM 3KCIIEPUMEHTAIBHBIX COCTABOB IMOJIYNPOAYKTOB U
rOTOBOM JIEKapCTBEHHON (OPMBI HAHOCTPYKTYpUPOBAHHOU (hapMalieBTUUECKON
IIPOAYKLIUH

Bri6op, n1mb0 pa3paboTka HOBBIX METOJOB M METOJWK JUISI TIPOBEIACHHS
71a00PaTOPHBIX MCIBITAHUM SKCIIEPUMEHTAIBHBIX COCTABOB IOJIYIPOAYKTOB M
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rOTOBOM JIEKapCTBEHHOU (hOPMBI

[TonGop wHpoOpManuu O TEXHUYECKUX OCOOEHHOCTSX, TOCTABIIMKAX,
(YHKIIMOHATBHBIX BO3MOYKHOCTSX U CTOMMOCTH O0OOPYIOBAaHUS /Il BIOPAHHOM
TEXHOJIOTUU U3TOTOBJICHUS

Beibop cpeactB  u3MepeHUM, HCHOBITATENBHOTO W BCIOMOIaTEIbHOTO
000pyn0BaHUS JUTSL IIPOBEICHNUSA 1a00PAaTOPHBIX HCIIBITAHUN
JKCIIEPUMEHTAIBHBIX COCTAaBOB IOJIYIIPOJYKTOB M TOTOBOM JIEKAPCTBEHHOM
(hopMbI HAHOCTPYKTYPUPOBAHHOM (papMalieBTUYECKOU MPOTYKIIUH

[IpoBenenue 11a0OpAaTOPHBIX HUCHBITAHUM  SKCIEPUMEHTAJIBHBIX COCTAaBOB
MOJIYIPOAYKTOB U TOTOBOW JIEKaPCTBEHHOM (DOPMbI HAHOCTPYKTYPUPOBAHHOMN
(dapmalneBTHUECKON IPOAYKLIUU

[IpoBenenne CcpaBHHUTEIBHOW OIICHKH TOJYNPOAYKTOB W TOTOBOW (POPMBI
MOJYYCHHBIX ~C  MOMOIIBIO  PA3JIMYHBIX  TEXHOJOTMW  U3TOTOBJICHUS
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKITUU

Beibop  onTumanbHOrOo  cocraBa  TOTOBBIX  JIEKAPCTBEHHBIX  (opM
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

Odopmienue  mpoekTa  HOPMATHBHOW  JOKYMEHTAlMM  HAa  TOTOBYIO
JIEKapCTBEHHYI0  (GOpMy  HAHOCTPYKTYPHUpPOBAaHHOW  (apmaneBTHUECKON
MPOIYKIIUH

Heo0xomumeie
YMEHUA

Bri6upate 1abopatopHble METOIUKM U HEOOXOIUMOE JUIsi HUX 00OpyloBaHHE
JUIs ~ aHaju3a  MOJIYIPOAYKTOB U TOTOBBIX  JIGKAPCTBEHHBIX  (OpM
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIHUU

CoBepllIeHCTBOBAaTh M3BECTHBIE WM pa3paldaThiBaTb HOBBIE J1a0OpaTOpHbIE
METOJMKH Ui aHaju3a MOJYNPOAYKTOB M TOTOBBIX JIEKAPCTBEHHBIX (opM
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

[IpoBoMTH aHANM3 pHIHKA pPEAareHTOB, MAaTepHAOB W  JIAOOPAaTOPHOTO
oOopynoBaHus  JJig  J1aOOPAaTOPHBIX  MCIBITAHUM  MOJIYIPOAYKTOB U
HAaHOCTPYKTYPUPOBAHHBIX  JIGKAPCTBEHHBIX  (opM  (apMareBTHUECKOTO
Ha3HAYCHUS

PaGorath Ha COBpEMEHHOM KOHTPOJbHO-U3MEPUTENHLHOM J1ab0opaTOpHOM
o0Opy/lOBaHMU JJIs aHaJu3a HAHOCTPYKTYpUPOBAHHOM (apMaleBTUYECKOM
IIPOIYKIIUH

AHanu3upoBaTh IOKAa3aTeIu KadyecTBA M CBOMCTBA HAHOCTPYKTYPUPOBAHHOM
(dbapMalleBTUUECKONM TMPOAYKIMU JUIsl BBIOOpAa ONTUMAIBHOIO COCTaBa M
TEXHOJIOTUU TI0Jy4EHUs

Pabortath ¢ TEXHUYECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

Heo0xomumeie
3HAHUA

JleicTByIOIME OTPACIIEBBIE CTAHAAPTHI, TEXHUYECKHUE YCIOBHS U HOPMATUBBI HA
COCTaBbl W OIpENeNICHUE TI0Ka3aTesied KayecTBa HAHOCTPYKTYPHPOBAHHOM
(dapmaleBTHUECKON IPOAYKLIUN

TpeboBanusi ['ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IMpaBHUJI MPOU3BOJACTBA W KOHTPOJIA Kad€CTBa JICKAPCTBCHHBLIX
CpPEICTB

@dapmakornieiiHple TpeOOBaHUS K CHIPbIO, TOJYINPOAYKTaM U TOTOBBIM
JEKapCTBEHHbIM  (opMaM  HAHOCTPYKTYpUPOBAHHBIX  (hapMalieBTHUYECKUX
COCTaBOB

dapmaxorieiiHple ¥ TEXHHYECKHE TPeOOBaHWS K peareHTaM, marepuaiaMm u
nabopaTopHbIM MpUOOPaM JUIsl KOHTPOJII KauyecTBa HAHOCTPYKTYPHUPOBAHHBIX
(hapMaIeBTHYECKUX COCTABOB

Metonpl paboTel ¢ mpubopamu U 00OpyIOBaHUEM JJIsi KOHTPOJIS KayecTBa
HAaHOCTPYKTYPUPOBaHHON  (apMalleBTUUECKONM  HPOAYKIHMH, METOJbl  HX
KaJTMOPOBKU U KBaJIM(DUKALIMK
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dapmakoIeriHbIe METO/bI onpeneneHus (apMaKo-TEXHOIOTMUECKUX
XapaKTEePUCTUK HAHOCTPYKTYPUPOBaHHOU (hapMalleBTUUECKOMN MPOaYKIIUU

TexHonoruss MPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX  (hapMalleBTUUECKUX
COCTaBOB

WMHOCTpaHHBIN SI3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

TpeOoBaHUsI CaHUTAPHOTO PEXKMMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIOIIEH Cpeabl, NOPSINOK JEHCTBHM IpU YpEe3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.2.5. TpynoBas ¢pyHkums

[IpoBenenue Bamaanmu

TEXHOJIOTUYECKOTO MpoLecca M METOUK YpoBeHb
Haumenoanue | KOHTPOJIA KayecTBa Kon B/05.5 | (nmonyposens) 5
HAHOCTPYKTYPUPOBAHHOMN KBaIMpUKaL1

(hapMarieBTUIECKOH PO TYKITHH

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

3aMMCTBOBAHO U3
Opurunan X

opurnHaia
Kon PerucrpanuonHslii Homep
opurmHaia podeCCUOHATHFHOTO
cTaHjapra

Tpynoseie
NEeNCTBUA

Pa3pabotka 3amanus st cOopa AKCHEPUMEHTAIBHOM HMHPOpPMALMU 10
BAJUJALMA  TEXHOJOTMYECKOro  Ipolecca M KOHTPOJIL  KayecTBa
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

OmnpeneneHne  HEOOXOOWMBIX M JOCTAaTOYHBIX  METOJIMK  BaJMAALUU
TEXHOJIOTUYECKOTO TPOIecca W KOHTPOJS KadyecTBa HAHOCTPYKTYPUPOBAHHOM
(dhapmaleBTHUECKON IPOAYKIIUU

OcymecTBiieHne HEOOXOAUMBIX PAcYETOB ISl OICHKH TapaMeTpPOB BalIWIalldd
TEXHOJIOTUYECKOTO TPOIecca W KOHTPOJS KadyecTBa HAHOCTPYKTYPHUPOBAHHOM
(dapmaleBTHUECKON IPOAYKLIUN

CocraBineHue NPOTOKOJOB BAIMJALMU pa3padaThIBAEMbIX METOAMK aHAIU3a
HAaHOCTPYKTYPHUPOBAHHOM (papMarieBTUUECKON MPOAYKLINN

Odopmnenue o6oOmarOImEero oOT4eTa 1O BATWJAIMKA  TEXHOJOTUYECKOTO
mporecca U KOHTPOJISI Ka4ecTBa HAHOCTPYKTYPUPOBAHHOHN (hapMarieBTHIECKON
PO AYKIIUHU

Heo0xomumeie
YMEHUSA

[IpoBoauT, OOOCHOBAHHBIM BBHIOOP NOAXOAAIIMX METOAWK MO BaJUIAINU
TEXHOJIOTUYECKOTO TPOIecca W KOHTPOJS KadyecTBa HAHOCTPYKTYPHUPOBAHHOM
(dapmaleBTHUECKON IPOAYKLIUN

BJ'[aI[CTI) COBPEMCHHBIMU MAaTEMATUYCCKUMU U CTATUCTHICCKNUMHU MCTOJaMH
00pabOTKU Pe3yIbTaTOB AKCIIEPUMEHTA

Pabortath ¢ TEXHUUECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

CocTaBiiarhb OTYCTHYIO HAYUYHO-TCXHUYCCKYIO TOKYMCHTAI[UIO

Heo0xomumeie
3HAaHUA

JelicTByromuye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl TOJYyYEHHs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOU
(bapmaneBTHUECKON TPOAYKLUN

TpeboBanusi T'ocymapctBenHoit (apmakoneun Poccuiickorr ®Denepanuu 1
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KadeCTBa JICKAPCTBCHHBIX
CpPEICTB
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O61ue TpeboBaHMs HayIekKallel MPOU3BOACTBEHHOM NPAKTUKU

Mertop! BaMaanyu B (hapmMariu

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

[IpuHIMIIBI  COCTABJIEHUS OTYETHOM JIOKYMEHTaUMH: AKTBI, MPOTOKOJIbI
HCCIICIOBAHNM, aHAIMTUIECKHE OTUCTHI

TpeOoBaHUsI CaHUTApPHOTO PEXHUMA, OXpaHbl TPyJa, MOKApHOW O€30IacHOCTH,
9KOJIOTHHM OKPYXAIOIIEW Cpeabl, NOPSJOK JEHCTBUM IIpU YpE3BBIYANWHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.2.6. Tpynosas ¢pyHkums

3aKIII0YCHNE O TEXHIUSCKOU
BO3MO>KHOCTH U LIEJIECOO0PA3HOCTH
BBIITYCKa OTIBITHOM MTApTUX HOBOW YpoBeHb

HaumenoBanue | HAaHOCTPYKTYPUPOBAHHOMN Kon B/06.5 | (momyposers) 5

(hapmarieBTHIECKOH MPOTyKITMH Ha KBaJIH(DHKAIIMH
OCHOBAHHH aHAJTM3a HAyIHO-TEXHIIESCKON
JIATEPATYPHI

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

3aMMCTBOBAHO U3
Opurunan X

opurnHaia
Kon PeructpanuonHsIii Homep
opurmHaia podeCCUOHATHFHOTO
cTaHjapra

Tpynoseie
NEeNCTBUA

Odopmienue aHAIUTUYECKOTO 0030pa MO JUTEpaTypHOMY HOHMCKY B oOjactu
HOBBIX COCTaBOB M TEXHOJOTHHA IPOU3BOJCTBA HAHOCTPYKTYPHPOBAHHOM
(apmalieBTHUECKON MPOTYKIHH

Odopmienue oTdyera MO BHIOOPY MOAXOMAIIETO CHIPhS W MaTEPUATIOB JUIA
M3TOTOBJICHUSI HAHOCTPYKTYPHPOBAHHON (hapMaIleBTHICCKOM TTPOTYKIIHN

OdopmieHue oT4yeTa o BEIOOPY METOJIOB M 00OPYIOBAHUS JJISI U3TOTOBIICHUS
JKCIIEPUMEHTAIBHBIX COCTAaBOB IOJIYIIPOJYKTOB M TOTOBOM JIEKAPCTBEHHOM
(hopMbI HAHOCTPYKTYPHUPOBAHHON (hapMaLleBTUUECKON MPOTYKIIMI

Odopmienue oTdera Mo BBHIOOPY METOJOB, METOAWK W OOOPYIOBAaHHS IS
npoBeJieHUsT J1a0OPAaTOPHBIX  UCIBITAHUM  SKCIEPUMEHTAIbHBIX COCTAaBOB
MOJIYIIPOAYKTOB M TOTOBOM JIEKapCTBEHHOW (DOPMBI HAHOCTPYKTYPHUPOBAHHOU
(apmalieBTHUECKON PO TYKIHH

Odopmienue otuera o hapMaleBTHIECKOM pa3pab0oTKe TOTOBOM JIEKAPCTBEHHOM
(hOopMBI HAHOCTPYKTYPHPOBAHHOM (hapMarieBTUIECKOM TTPOAYKITHH

Odopmienue 0000mIArONIETO OTYETAa MO BBIMOJTHEHHBIM HCCIICIOBAHHUSIM B
COOTBETCTBUU C TPEOOBAHUSAMU PErUCTPALMOHHOTO Aocke B hopmare CTD

Heo0xomumeie
YMEHUSA

AHanu3upoBaTh HAYYHO-TEXHUYECKYI0 HMH(OpPMAIUIO s  COCTaBJICHUS
AHAJIMTUYECKUX OTYETOB B 00JIACTM IOMCKA HOBBIX COCTaBOB U TEXHOJIOTHMH
IIPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHOM (hapMalieBTUUECKON PO TYKIINH

PaboTtath ¢ nporpaMMHbBIM 0OecIieueHHEM Il MaTeMaTHYecKOro aHaIu3a
PE3YNbTAaTOB IKCIIEPUMEHTAIBHBIX UCCIIEI0OBAHUI HAHOCTPYKTYPUPOBAHHOM
(apmalieBTHUECKON MPOTYKIHH

Pabortath ¢ TEXHUUECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

CocTaBiiarh OTYCTHYIO HAYUYHO-TCXHUYCCKYIO TOKYMCHTAI[UIO

Heo0xomumeie
3HAaHUA

JelicTByronye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUS U HOPMATHBBI HA
COCTaBbl, METOJbl TIOJYyYEHHs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOU
(bapmaneBTHUECKON IPOAYKLIUN
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TpeboBanusi ['ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEILHBIM BEIECTBAM

Tpe6OBaHI/I$I IMpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KadeCTBa JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HaIekKalle MPOU3BOACTBEHHON MPAKTUKU

[IpaBuna Hagexamen Nporu3BOACTBEHHON TPAKTUKU

TpebGoBanus K GOPMHUPOBAHHUIO PETMCTPALMOHHOTO J10CHE

Merto 161 00pabOTKH HAyYHO-TEXHUYECKOH HH(pOpMaIIH

Metoibl paboThI ¢ IPOTpaMMHBIM OOecrieueHrneM J1abopaToOpHbIX IPUOOPOB IS
oIpesieNeHus Hokasaresneu KayecTBa HAaHOCTPYKTYPUPOBAHHOM
(dapmaleBTHUECKON IPOAYKLIUU

[IpuHUUIBl  COCTaBIEHUS OTYETHOM JAOKYMEHTAIMU: AKTBI, TMPOTOKOJIBI
HCCIICIOBAHNM, aHAIMTUIECKHE OTUCTHI

WMHOCTpaHHBIN SI3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

TpeboBaHUsT CAaHHTAPHOTO PEKMMA, OXPaHBl TPy[Aa, MOKAPHOU OE30MaCHOCTH,
SKOJIOTUU OKPYXKAIoIIeW Cpelapl, MNOPANOK JCUCTBUM TIPU Ype3BbIYAHHBIX
CUTYalUsIX

HApyrue
XapaKTCPUCTUKHU

23




3.3. O0o01menHas: TpyaoBasi pyHKIus

PyxoBocTBO pazpaboTkoi
ONTHMAJIBHOM pEeLeNTypPbI
HanmenoBanue | HAHOCTPYKTYPUPOBAHHOM Kon C YpOBEHE 6
9 KBaJTU(UKAIN
(apmareBTUUECKON TPOTYKIIUH U
BBIITYCKOM OIIBITHOM ITApTHH 10 HEX
[Ipoucxoxnenue
000011eHHOM OpuruHan X 3aMMCTBOBAaHO U3 OpUTHHAJA
TPYIOBOH (hyHKIMH
Kon PerucrpanmoHHsIit
OpurhHaia HOMep
npodecCHOHATIBEHOTO
CTaHmapTa

Bo3moxHbIE
HAauMEHOBAHHMS
JIOJDKHOCTEH,
npodeccuit

XUMHK-UCCJIIEI0BATED
HNuxeHnep-TexHoJI0r MPOU3BOJICTBEHHOIO y4acTKa

TpeboBanus
00pa3zoBaHUIO U

Briciiee o6pazoBanue — OakanaBpuat

00y4YEeHHIO

TpeboBanus

OTIBITY He menee Tpex yier pabOThI MO CHEIHAIBHOCTH B O0JacTH pa3pabOTKH
MIPAKTUICCKON (dapMaIeBTHYECKUX COCTABOB

paboThI

Oco0Oblie ycrmoBHst
JoTycKa K pabore

[IpoxoxneHue o00s3aTeNbHBIX MPEABAPUTEIBHBIX (TIPH TOCTYIUICHUU Ha
paboTy) U NEePUOIUUYECKUX MEIUIIMHCKUX OCMOTPOB (00ciIe10BaHuil), a Takxke
BHEOUEPEAHBIX MEAMIIMHCKUX OCMOTPOB (0OCIenoBaHUil) B  TOPSJIKE,
YCTaHOBJIEHHOM 3aKOHO1aTenbcTBOM Poccuiickoit denepanmu

HNHCcTpyKTax 1o oxpaHe Tpyaa

Hpyrue JlononHutenbHble  Opo(ecCHOHANbHBIE  MPOrpaMMbl  —  [POrPaMMbI
XapaKTEePUCTUKHU MTOBBILLIEHUS KBaJIM(pUKALINH, MIPOrpPaMMbI npodeccuoHanbHON
MEPEToArOTOBKM 10 NPO(UII0 JESITENbHOCTH, YYacTHE B COBPEMEHHBIX
JUCTAHIIMOHHBIX 00pa3oBaTeJIbHBIX TEXHOJIOTUSIX, KOHI'peccax,
KOH(DepeHIHsIX, ToceneH!e MPOPUIbHBIX BBICTABOK U CEMUHAPOB
JlonoTHUTEIbHBIE XapaKTEPUCTUKH
2113 XUMUKHU
OK3 2141 NHKeHephl B IPOMBIIUIEHHOCTH U Ha IPOU3BOACTBE
2145 NHXeHephI-XUMHUKU
EKC — NHuxenep-TexHoaor
— NHxeHep 1o kayecTBy
22581 WH)XeHep 10 UCTIBITaHUSM
OKILJITP 22854 NH)eHep-TexHo0r
22860 WNnxeHep-xuMmuK
27142 TexHonor
1.04.03.02 Xumus, GpuzuKa 1 MEXaHUKa MaTepUuaioB
OKCO 2.18.03.01 XuMHYecKasi TEXHOJIOTUs
2.28.03.03 Hanomatepuasbt
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3.3.1. TpynoBast pyHkums

CocraBieHre TEXHUIECKOTO 3aJlaHUs Ha
IIPOEKTUPOBAHUE, M3TOTOBIIEHUE U v
BEHb
Hamverosanme | S3KYNKY KOMIUICKTYIOIIMX M OCHACTKH | (- CIOL6 (Hrc))ji)lyepOBeHb) 6
AJI IIPOU3BOACTBA HOBOE/I KBaTH(UKALIH
HaHOCTPYKTYPHUPOBAaHHOM
(apmalleBTHUECKON MPOTYKIHH
HpOHCX()fKHeHHe Opurunan X 3aMMCTBOBAaHO U3 OpPUTHHAJA
TPYIOBOH (hyHKIMH
Kon PerucrpanmoHHsIit
OpuruHaia HOMep
npodecCHOHATIBEHOTO

craHgapTra

Tpynoseie
NEeNCTBUA

W3yuenne u 000OIIEHHE TEXHOJIOTHYECKON MOKYMEHTAMU ISl pa3padOTKH
TEXHUYECKOT' O 3alaHUA e IIOJIyYEHUA HaHOCTPYKTYPUPOBAHHOMN
(bapmaneBTHUECKON IPOAYKLINN

CocraBieHue nepeyHsl TEXHUYECKUX TpeOOBaHUM, MPEIbABISEMbIX K OCHACTKE
JUIS TTOJTYy4€HUsI HAHOCTPYKTYPUPOBAHHOM (papMalieBTUUECKON TPOYKIIUU

CocraBnenue IepeYHs OCHOBHBIX TEXHOJIOTMYECKUX I1apaMeTpoB,
ONpEACIAIOMUX LEIEBOE HCIONb30BAHME M IIPUMEHEHHE OCHACTKH UL
MIOJIy4Y€HUs] HAHOCTPYKTYPUPOBAHHOM (papMarieBTUUECKON MPOIYKLIUU

CocraBienue nepeuHs TpeOOBaHUI K HAJEKHOCTH, YPOBHIO YHU(DUKALHUU U
CTaHJapTHU3aLMH, 0€e3011aCHOCTH OCHACTKHU Ui HOJTyYECHHUS
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIHUU

Pazpabotka wu odopmiieHHEe YCIOBHM  OKCIUTyaTald, TpeOOBaHUA K
TEXHUYECKOMY OOCIHY)KMBAHHIO W PEMOHTY OCHAacTKU JJIs  IOJy4yeHHs
HAaHOCTPYKTYPHUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

CocraBieHue nepeyHs JIONOJHUTENIbHBIX TpeOOBaHUM, HSKOHOMHYECKUX
mokazaTelieii ~ OCHAacTKM Il TIONYYeHUS  HAHOCTPYKTYPHUPOBAaHHOU
(bapmaneBTHUECKON IPOAYKLIUU

OdopmieHne TEXHUYECKOTO 3aJlaHusi Ha W3TOTOBJICHUE OCHACTKH  JUIS
MOJIyY€HUS HAaHOCTPYKTYPUPOBAHHOHN (hapMalleBTUYECKON HPOAYKLHUU U €ro
COTJIACOBAaHUE

Heo0xomumeie
YMEHUSA

PaGorarr ¢  3cku3aMM, CcXeMaMH{, TaOJMIlaM{,  TEXHOJOIHMYECKHUMU
MHCTPYKLUSAMHU, KapTaMu IpoLecca U NpoYMMHU JOKYMEHTaMH, HEO0O0XOAUMbBIMU
JUIs  TPOM3BOJCTBA HOBOM HAHOCTPYKTYPUPOBAaHHOUW (hapmalieBTHUECKON
IIPOTYKIIUH

OneHuBath TEXHUYECKUE TpeOoBaHuUs K IIPOU3BOJCTBY  HOBOU
HAHOCTPYKTYPUPOBAaHHOM (apMalleBTHYECKOHN MPOAYKLINU

Pabortarh ¢ TEXHUYECKOW TUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

0O06006111aTh TEXHUUECKHE CBEICHUS U 0(DOPMIIATH MPOEKT TEXHUYECKOTO 3aJaHHs
Ha TPOMU3BOJACTBO HOBOW HAHOCTPYKTYpPUpPOBaHHOW (hapmalieBTHUECKON

IIPOAYKLIUH

Heo0xomumeie
3HAHUA

JelicTByronmye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUS 1 HOPMATHBBI Ha
COCTaBbl, METOJbl TIOJy4EHHs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOU
(dapmaleBTHUECKON IPOAYKLIUU

TpeboBanusi T'ocymapctBenHoit (apmakonen Poccuiickoii ®Denepanuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HCXOJHBIM AKTUBHBIM
(dhapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

Tpe6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA KW KOHTPOJISI KA4YCCTBA JICKAPCTBCHHBIX
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CpPEICTB

O61ue TpeboBaHMs HayIekKalle MPOU3BOACTBEHHON MPAKTUKH

TexHonorusi, MeToibl 1 000pPyIOBaHUE MTPOU3BOJICTBA HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLIUU

dapMakoIelHble U TEXHOJIOIMYECKUe TPeOOBaHUs K ChIPbIO, MOJYIPOIYKTaM U
rOTOBOM HAHOCTPYKTYPUPOBAaHHOH (papMaleBTUYECKON TPOIYKIIUU

CrangapTel, MOJIOXKEHUSI, UHCTPYKIUU U JPYTUE PYKOBOJISALIME MAaTE€pHalIbl I10
TEXHOJIOTUYECKOM MOJrOTOBKE MPOM3BOACTBA U O(OPMIIECHHIO TEXHUYECKON
JOKYMEHTAluU

WMHOCTpaHHBIN SI3bIK HA YPOBHE YTEHUSI TEXHUYECKOH JINTEPATypPhI

TpeOoBaHUsI CaHUTAPHOTO PEXKMMa, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeapl, NOPSJOK JEHCTBUM IpU YpPE3BBIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.3.2. TpynoBast pyHKums

HaumenoBanue

Br160p ontumManbHON penenTtypsl
rOTOBOM JIeKapCTBEHHOU (hOPMBI
HaHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLINN

YpoBeHb

Kon C/02.6 | (nomyposeHb) 6
KBaJTU(UKAIN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpuruHan X 3aMMCTBOBAHO U3 OpUTHHAJIA

Kon PerucrpanmonHsIit
OpuUruHania HOMEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

OHpe)ICJ'IeHI/IC (bHSPIKO-XI/IMI/I‘-IGCKI/IX N TCXHOJOIMYECKHUX  XApaKTCPHUCTUK
IMOJIYYCHHBIX CY6CTaHHI/Iﬁ 1 BCIIOMOTI'aTCJIbHBIX BE€UIECCTB

HsroToBnenne MOJCIIBHBIX cMmeceit Cy6CTaHIII/II/I H pa3JIMYHBIX BCIIOMOT'aTCIIbHBIX
BCIICCTB

OHp CACIICHUC (bHSI/IKO-XI/IMI/I‘-IGCKI/IX H TEXHOJIOTHUYCCKUX XapaKTepI/ICTI/IK
MOJIEJILHBIX CMECEH.

N3rorosienne 1abopaTOpHBIX 0Opa3slOB IOTOBOM JIEKAPCTBEHHOW (POpMBI Ha
OCHOBE BbIOpaHHBIX MOJIEJIbHBIX CMECEi.

OHpeIICJ'ICHI/IC (bHSI/IKO-XI/IMI/IT-ICCKI/IX N TCXHOJOIMYECKHUX  XAapaKTCPHUCTUK
71a00paTOpPHBIX 00pPaA31I0B TOTOBOW JIEKAPCTBEHHON (POPMBI.

KonTposib 3a  NpeIMETHO-KOJIMYECTBEHHBIM  YYETOM  HAPKOTHUYECKUX,
MICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB

Heo0xomumeie
YMEHUSA

AHanu3upoBaTh CBOMCTBA CBIPbS, INPOMEXKYTOYHBIX IPOJYKTOB M TOTOBOH
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUpPOBAaHHOW  (hapmalieBTHUECKOM
MIPOJIYKIIMU 110 METOUKaM, TPEOYIOLIUM COOTBETCTBYIOLIEH KBaIU(UKALIUU

KonTposmmposars W3rOTOBJICHUE MPOMEKYTOUHBIX u TOTOBBIX
HAaHOCTPYKTYPUPOBAHHBIX  MPOAYKTOB U3  CYOCTaHIIMM U Pa3JIMYHBIX
BCIIOMOTaTEIbHBIX BEIIECTB

®ukcupoBatb 00OpOT HAPKOTUYECKUX, IICUXOTPOIHBIX BEIIECTB M HUX
IIPEKYPCOPOB

KoHTponnpoBaTh HpaBWIbHYIO SKCIUTyaTallnio JIAOOPAaTOPHOTO 000pYAOBaHHUS
JUIsL  TIOJYy4eHUsT W KOHTpPOJS  KadecTBa  HAHOCTPYKTYpHUPOBAHHOMN
(bapmaleBTHUECKON IPOAYKLIUN

Heo0xomumeie
3HAaHUA

JleicTByrOIME OTPACIEBbIE CTAHIAPTHI, TEXHUYECKHUE YCIOBHUS U HOPMATHBBI Ha
COCTaBbl M METOJbl IOJYYEHHsS] HAaHOCTPYKTYPHUPOBAHHOHN (apMalleBTUYECKOM

IIPOAYKLIUH
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TpeboBanusi ['ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HCXOJHBIM AKTUBHBIM
(dhapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I5[ IMpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HaIeKalle MPOU3BOACTBEHHON MPAKTUKU

®dapMakoIeiHble U TEXHOJIOTHYECKUEe TPeOOBaHUsI K ChIPbIO, MOJYIPOIYKTaM U
rOTOBOM HAHOCTPYKTYPUPOBAaHHOM (papManeBTUYECKON TPOYKIIUU

TexHomorusi TPOHW3BOACTBA HAHOCTPYKTYPUPOBAHHOW  (DapMareBTHUECKOM
PO YKIIUU

O6opynoBanue  jaboparopur  pa3padOTKM W KOHTPOJIA  KadecTBa
HAaHOCTPYKTYPUPOBaHHON (apmalieBTUUECKOH MPOAYKIMHM U IIpaBHIIa €ro
IKCIUTyaTaI[uu

Mertoap! ananm3a GapMareBTUYECKUX CYOCTAHITNH, BCIOMOTATEIbHBIX BEIECTB,
MOJTYITPOTYKTOB M TOTOBBIX JIGKAPCTBEHHBIX (hOpM

CrangapTel, MOJIOXKEHUSI, UHCTPYKIUU U JPYTUE PYKOBOJSALIME MaTE€pHalIbl 110
TEXHOJIOTUYECKOM  MOJArOTOBKE  IPOW3BOJCTBA  HAHOCTPYKTYPUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLIUN

Opraauzanus 71a00paTOPHOTO KOHTPOJIS MPOU3BOJICTBA
HaHOCTPYKTYPUPOBAHHOM (hapMaIieBTUUECKON MPOTYKITUN

HpaBI/IJ'Ia XpaHCHHA W Yy4€Ta HAPKOTUUYCCKHUX, IMCHUXOTPOIIHBIX BCIICCTB H HUX
PEKypPCOpOB

TpeOoBaHUsI CaHUTAPHOTO PEXKMMa, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKpYKAWIIEW cpeasl, NOPSAOK JEHCTBHM MpU 4YpPE3BBIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.3.3. TpynoBast pyHkums

[Ipon3BOICTBO ONIBITHO-
IIPOMBIIIJIEHHOM CEpUH FOTOBOM
JIEKapCTBEHHOM (POPMBI Ha OCHOBE Y pOBCHE
HaumenoBanue . Kon C/03.6 | (moaypoBeHs) 6
ONTUMAJIbHOU peLENTyphI KBATHbHKAIIAN
HaHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLINN
[Ipoucxoxnenu
POHCXOIVICHHC Opurunan X 3alMCTBOBAHO U3 OpUTHHAJIA
TPYIOBOH (hyHKIMH
Kon PerucrparnmoHHsIit
opuruHaja HOMCEp
poeCCHOHAIBEHOTO

crangapra

Tpynoseie
NEeNCTBUA

KoHTposb 32 moaroToBKoi cyocTaHIIMN U BCIOMOTaTeIbHBIX KOMIOHEHTOB IS
[IOJIy4EHUS ONIBITHOU [IapTUU rOTOBOM JIEKapCTBEHHOU bopMmbl
HAaHOCTPYKTYPHUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

KoHTposb 3a moAroToBKON ONBITHOTO OOOpPYIOBaHUS AJIS MOJIYYEHHUS ONBITHON
napTuM  TOTOBOM  JIEKQpCTBEHHOM  (OpMbI  HAHOCTPYKTYPHUPOBAHHOM
(bapmaneBTHUECKON IPOAYKIIUU

Kontpons 3a 3arpy3koil cyOCTaHIIMA M BCIIOMOTATEIbHBIX KOMIIOHEHTOB B
ONBITHOE 000OpyJOBaHHME ISl TOJYYEHHUsS OINBITHOW MNapTUU TOTOBOM
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUPOBAaHHOW  (hapmarieBTHUECKOM
POIYKIIUH

KOHTpOJ'IB 3a OCYHICCTBJICHUCM TCXHOJOIMYCCKOTO IMIponecCa IOJTYYCHHA
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OTBITHOM TApPTHH TOTOBOW JIEKAPCTBEHHOUW (HOPMBI HAHOCTPYKTYPUPOBAHHOMN
(hapmaIeBTHIeCKOM MPOAYKIIMH U €€ HapaOOTKOM

Kontpons 3a pa3rpy3koil ombITHOTO oOOpyaoBaHus 0O€3 MOTEpH KadyecTBa M
CTaOWJIBHOCTH  ONBITHOW  MapTUM  TOTOBOW  JIEKAPCTBEHHOH  (OpMBI
HAaHOCTPYKTYPUPOBAHHOM (papmMarieBTUUECKON MPOAYKLUU

KonTposib 3a  NpeIMETHO-KOJIMYECTBEHHBIM  YYETOM  HAPKOTHUYECKUX,
MICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB

Heo0xomumeie
YMEHUSA

KonTposimpoBarh KauecTBO ChIPbs ISl MOJTYYEHHUS HAHOCTPYKTYPHUPOBAHHOM
(dapmalneBTHUECKON TPOAYKLINN

BoiOupaTe OCHOBHbBIE  €QUHMIBI  TEXHOJOIMYECKOro 00OpYyJOBaHHS  Ha
IIPOU3BOJICTBEHHOM YYaCTKE C OINPEIEICHUEM TEXHOJOTMYECKOM CXEMBI JUIs
IIOJIy4EHUS OIIBITHOU [apTUU rOTOBOM JIEKapCTBEHHOU bopMbl
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKITUN

Onpenensatb KpUTHYECKHE TapaMeTpbl TEXHOJIOTMYECKOTo Ipolecca U
JOTYCTUMbIE MHTEPBAJIbI UX BapualeNbHOCTU JUIsl KOPPEKTUPOBKHU MapaMeTpOB
TEXHOJOTUYECKOTO IIpolecca IMOIy4YCHUS OINBITHOM TApTUU TOTOBOM
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUpPOBAaHHOW  (hapmarieBTHUECKOM
IIPOAYKLIUH

Ompenenatp He0OXoAWMBIE HAA0ABKH CYOCTAaHIIMA ¥ BCIIOMOTATEIbHBIX
BEIIECTB, a TAKKE TEXHOJIOTUYECKUX TOTEPh

CocTaBisTh MaTepHalIbHBIN OajlaHC TPOM3BOJICTBA

KoHTponupoBaTh MpaBUIIbHYIO SKCILTyaTaldi0 OMNBITHOTO O0OpYHOBaHUSA IS
MOJIy4Y€HHUs] HAHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOIYKIIUU

Kontponuposats TEXHOJIOTUYECKUE rapameTpsl IIPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

@ukcupoBatb O00OPOT HAPKOTHYECKUX, IICUXOTPOIHBIX BEIIECTB U HX
IIPEKYPCOPOB

Heo0xomumeie
3HAaHUA

JlercTByIOIME OTPACIIEBbIE CTAHAAPTHI, TEXHUYECKHUE YCIOBHS U HOPMATUBBI Ha
COCTaBbl M METOJbl IOJYYEHHsS] HAaHOCTPYKTYPHUPOBAHHOUN (apMaleBTUYECKOM

IIPOAYKLIUH

TpeboBanusi ['ocymapctBenHoit (apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I5[ IMpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBIX
CpPENCTB

O61ue TpeboBaHMs HayIekKallel MPOU3BOACTBEHHON MPAKTUKU

®apMakoIeiHble U TEXHOJIOTHYECKUEe TPeOOBaHUsI K ChIPbIO, MOJIYIPOIYKTaM U
rOTOBOM HAaHOCTPYKTYPHUPOBAaHHOM (papMalieBTUYECKON MPOYKIIUU

Texnomorus, METO/bI u o0opynoBaHue JUTS MIPOU3BOJICTBA
HaHOCTPYKTYPUPOBAHHOM (hapmareBTUUECKON IIPOTYKIMH, IIpaBHJIa
SKCIUTyaTaly, OBEPKU U KBaTU(PUKAUU 000py10BaHUS

Mertoap! ananu3a GapMareBTUYECKUX CYOCTaHIUMN, BCIOMOTATEIbHBIX BEIIECTB,
MTOJTYITPOAYKTOB M TOTOBBIX JICKAPCTBEHHBIX (hOpPM

CrangapTel, MOJIOXKEHUSI, UHCTPYKIUU U JPYTUE PYKOBOJISALIUE MAaTE€pHalIbl I10
TEXHOJIOTUYECKOM  MOJArOTOBKE  IPOM3BOJCTBA  HAHOCTPYKTYPUPOBAHHOM
(dapmaleBTHUECKON IPOAYKLIUU

Opraauzanus 71a00paTOPHOTO KOHTPOJIA MIPOU3BOJICTBA
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

HpaBI/IJ'Ia XpaHCHHA W Yy4€Ta HAPKOTUUYCCKHUX, IMCHUXOTPOIIHBIX BCIICCTB H HUX
PEKypPCOpOB

TpeOoBaHUsI CaHUTAPHOTO PEXKMMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeapl, NOPSIJOK JEHCTBUM IpU YpPE3BBIYAWHBIX
CUTYaLMSIX
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HApyrue
XapaKTCPUCTUKHU

3.3.4. TpynoBasi pyHKUMA

[IpoBeaeHne aHATUTHYECKUX U
TEXHOJOTMYECKUX UCTIBITAHUNA OTBITHOM
MapTUU FOTOBOM JIEKapCTBEHHON (hOPMBI

Ha OCHOBE ONTUMAJIBHOM peLenTyphl VpoBeHb
Haumenosanue | HAHOCTPYKTYPHUPOBAHHOM Kon C/04.6 | (momyposenn) 6
(bapManeBTUUECKON IPOAYKIIMH U KBaHUKaLHH

3aKJIFOUYEHNE O TEXHUYECKOU
BO3MOXHOCTH HpOMBIHIJ'[GHHOl"O
MPOU3BOJCTBA

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurusan X | 3amMCTBOBaHO M3 OpHTHHAIIA

Kon PerucrpanmonHsIit
OpUruHana HOMeEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

[IpoBenenue TEXHOJOTHYECKUX HCTBITAaHUN OIBITHBIX 00pa3nos
HaHOCTPYKTYPUPOBAHHOUW (apMarieBTUUECKOW MPOAYKIHUH C IEJIbI0 OILECHKHU
COOTBETCTBHS 33/IaHHBIM B TEXHUYECKOM 3aJIaHUH TPEOOBAHUSIM

N3yuenne cTaOMIBHOCTH  ONBITHBIX O0Opa3lOB  HAHOCTPYKTYPUPOBAHHOM
(hapmareBTHUEeCKON MPOIYKIIMHU TI0 pe3yibTaTaM JOJTOCPOYHBIX M YCKOPEHHBIX
HUCIILITAHUI

Onenka MIPUYINH BO3MOKHOTO o0Opa3oBaHus OpakoBaHHOM
HAaHOCTPYKTYPUPOBAaHHON  (apMaleBTUUECKONH MPOAYKIMH MPOAYKIUH U
MIPEAIOKEHNE CTOCOOOB UX YCTPAHCHHS

OdopmieHue MPOTOKOJOB HWCIBITAHWNA OMBITHBIX O00pa3loB Ha OCHOBE
ONTUMAJIBHOW  pelenTypbl  HAHOCTPYKTYPHUPOBAHHON  (apmaleBTHUECKON
IIPOJTYKIIHMH.

OdopmieHue 3aKiaOYeHUsT O TEXHUYECKON BO3MOXKHOCTH MPOMBIIIJICHHOTO
MPOU3BOJICTBA Ha OCHOBE ONTHMAJIBHON pelenTypbl HAHOCTPYKTYPHPOBAHHOM
(dapMaleBTUUECKON MPOAYKIUH.

Heo0xomumeie
YMEHUSA

[IpoBoauTH AHAITUTUYECKUI KOHTPOJIb HAaHOCTPYKTYPHUPOBAHHOU
(bapmaleBTHUECKON NPOAYKLIUHU IO pa3paboTaHHBIM METOIMKAM aHaJIM3a

AHanu3upoBaTh  TEXHOJOTWYECKHE  CBOMCTBA  HAHOCTPYKTYPHPOBAHHOU
(dapMmaleBTUUECKONM NPOAYKLUHMH HAa OCHOBE JAaHHBIX, I[OJYYEHHBIX MpH
pa3paboTKe ONTUMAJILHOIO COCTaBa U TEXHOJOI'MH

[IpoBOIUTH yCKOpEHHBIE UCHBITAaHUS O00pa3lloB HAHOCTPYKTYpUPOBAHHOU
(hapmareBTHIeCKOi IPOAYKIIUUA c HCIIOJIb30BAHUEM COBPEMEHHOI'0
1abopaTopHOro 000pyIOBaHUs

CucremaTu3upoBaTh u aHAJIM3UPOBATh pe3yibTaThl VCIIBITAaHUI
HAaHOCTPYKTYPUPOBAHHOU (papMarieBTUUECKON MPOAYKLIUU

OdopmisaTe  HEOOXOAMMYIO  HAYYHO-TEXHOJOTHYECKYI0  JOKYMEHTAIHUIO,
BKJIIOUYAIOL[YI0 [POEKT ONBITHO-NPOMBIIIJIEHHOI'O pErjlaMeHTa M OT4YeT O
(dapmaieBTHUECKON pa3pabOoTKe HAHOCTPYKTYpUPOBAHHON (hapmalieBTHUECKON
POIYKITHH

Heo0xomumeie
3HAHUA

JlelicTByrone oTpacieBble CTaHIAPThI, TEXHUYECKHE YCIOBUA U HOPMAaTUBbI Ha
COCTaBbl, METOJbl TOJYy4EHHUs M  CBOMCTBA HAHOCTPYKTYPHUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLIUU

TpeboBanusi ['ocymapcTtBenHoit ¢apmakonen Poccuiickoii ®Deneparuu  u
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BEAYLIUX 3apyOeKHBIX (hapmakoreit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIECKUM CyOCTaHIIMSIM U BCIIOMOTATEIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IpaBHuJI MPOU3BOJACTBA M KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBLIX
CpENCTB

dapMakoIeiHble U TEXHOJIOTMYeCKHe TPeOOBaHUS K CBIPBIO, MOJYIPOAYKTAM U
rOTOBOM HAaHOCTPYKTYPHUPOBAHHOM (papManieBTUUECKON TPOAYKIIUU

TexHomorusi TMPOW3BOACTBA HAHOCTPYKTYPUPOBAHHOW  (papMarieBTUUECKON
PO YKIIUU

[IpaBuna  skcmiyaraudd — J1aOOpPaTOPHOIO U ONBITHO-IPOMBILIUIEHHOTO
TEXHOJIOTHYECKOr0 000pYyAOBaHMs JUIsl MPOU3BOJACTBA W KOHTPOJS KadyecTBa
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

TpeOoBaHUsI CaHUTAPHOTO PEXHMMA, OXpaHbl TPyHa, MOXKAPHOM OE30MaCHOCTH,
DKOJIOTHHM OKPYXKAIOIIEW Cpeapl, IMOPSAOK JEHWCTBUM MNpPHU YPE3BbIYAHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.3.5. TpynoBast pyHkums

HOHFOTOBKa AOKYMCHTAIUU 10

Hapa60T KE OHBITHO-HPOMBIHIHGHHOﬁ YpoBeHb
Haumenosanue | cepuu roToBOi JiekapcTBeHHOU opMbl | Kon C/05.6 | (monyposenb) 6
HaHOCTPYKTYPHUPOBAHHOM KBaIMpUKaL1

(bapmaneBTHUECKON IPOAYKLINN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurunan X

3aMMCTBOBAHO U3
opuruHaia
Kon PerucrpanuonHslii Homep
opurnHaia podeCCHOHATHFHOTO
cTaHaapTa

Tpynoseie
NEeNCTBUA

O0606mmenne TpeOOBaHUN K KauyeCcTBY TOTOBOM JIEKAPCTBEHHOW (POpPMBI
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIHUU

Pazpabotka u odopmiieHne oTdyera TO HaApaOOTKE OIMBITHO-MPOMBIIIICHHOMN
cepuu rOTOBOM JIEKApCTBEHHOU (bopMbI HaHOCTPYKTYPUPOBAHHOMN
(dapmaneBTHUECKON IPOAYKLIUU

Pazpabotka u odopmiieHHE HMHCTPYKIIMH 1O paboTe ¢ 000pyIOBaHHEM ISt
MOJIyY€HUsI W TMPOBEJEHUS WUCIBITAHUW TOTOBOM JIEKapCTBEHHOW (OpMBbI
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

OdopmiieHne TEXHOJIOTUYECKOW CXEeMbl IOJyYeHUs TOTOBOM JIEKapCTBEHHOMU
(bOopMBI HAHOCTPYKTYPHUPOBAHHOW (hapMaIeBTHUECKONW PO TYKIHH

Paspabotka u odopmieHue 1a0OpaTOPHBIX M OINBITHO-IPOMBIILIEHHBIX
periaMeHToB IIOJIy4YEHHUS rOTOBOU JIEKapCTBEHHOU bopMbI
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKITUU

Pa3pabotka U odopmieHHEe WHCTPYKIUH M MPOTOKOJIOB HCHBITAHUN T'OTOBOMU
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUPOBAaHHON  (apManeBTUYECKOM
PO AYKITHH

Pa3pabotka u odopmiieHne MakeToB J0Ch€ Ha CEpUI0 IpPHU IPOU3BOJICTBE
rOTOBOM JIeKapCTBEHHON ()OPMBbI HAaHOCTPYKTYPUPOBAHHOM (hapmarieBTHUECKON

IIPOAYKLIUH

Heo0xomumeie
YMEHUA

OdopMisATe NPOTOKOJIBI, HHCTPYKLIUM U MPOUYYI0 HAy4YHO-TEXHUYECKYIO
JOKYMEHTALUIO

Pa3pabarbiBaTh TEXHOJOTMYECKYIO CXEMY IMOJIYYEHHs] HAHOCTPYKTYPUPOBAHHON
(dapMalleBTUUECKON TMPOIYKIMHM B COOTBETCTBUU C COOTBETCTBYIOLUIMMU
rOCYJapCTBEHHBIMU CTaHAAPTAMM U IPABUIIAMH
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Pa3pabarbiBaTh NPOEKT J1aOOPATOPHOIO U OINBITHO-IIPOMBIIIEHHOTO PErIaMeHTa
MOJIyYE€HUsI HAHOCTPYKTYPHUPOBAHHOM  (apMaleBTUYECKON MpPOAYKUIMU B
COOTBETCTBUU C COOTBETCTBYIOIIMMHM TOCYJapCTBEHHBIMM CTaHIApTaMUu U
IIpaBUIIAMH

PaGoratp c mporpaMMHBIM OO€Cl€YeHHEM JJIsi HMHKEHEPHBIX pPAacyeToB U
CO3[IaHUs TEXHOJIOTMYECKHX CXEM IPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHOM
(bapmalneBTHUECKON IPOAYKLINN

PaboTtath ¢ TEXHUUECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

Heo0xomumeie
3HAHUA

JIeHCcTBYyIOIME OTPACIEBbIE CTAHIAPTHI, TEXHUYECKHUE YCIOBUS U HOPMATHBBI Ha
COCTaBbl M CBOWCTBA HAHOCTPYKTYPUPOBAaHHOU (hapMalieBTUUECKON TPOAYKIIUU

TpeboBanusi ['ocymapcTtBenHoit ¢apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (dhapmakoreit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIYECKUM CyOCTaHIIMSIM U BCIIOMOTATEIbHBIM BEIECTBAM

TpC6OBaHI/I$I IIpaBHuJI MPOU3BOJACTBA M KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBLIX
CpPENCTB

dapMakoIeiHbIC U TEXHOJIOTHYESCKHE TPEOOBAHUS K CBHIPBIO, TOJIYIIPOIYKTAM U
TOTOBBIM JICKapPCTBECHHBIM (hopmam HaHOCTPYKTYPHPOBAHHBIX
(hapmMaIeBTHYECKUX COCTABOB

TexHoI0THs, METOJIBI i 000PYTIOBAHUE MTPOU3BOJICTBA HAHOCTPYKTYPHUPOBAHHBIX
(hapMaIeBTHYECKUX COCTABOB

[IpaBuna skcmryaranuu, MOBEPKU M KBalM(UKaUKU JTaOOPATOPHOIO, OMBITHO-
IIPOMBIIIJIEHHOTO ¥ MPOU3BOICTBEHHOI0 000y 10BaHUS

CrangapTsl, MOJIOXKEHUSI, HHCTPYKIUU U JPYrUe PYKOBOJSALIUE MaTepHalbl I10
TEXHOJIOTUYECKOW TIOJrOTOBKE MPOU3BOACTBA U O(OPMIIEHHIO TEXHUYECKOU
JOKYMEHTAlU

CoBpeMeHHBIE CPEACTBA BEIYUCIUTEILHON TEXHUKH

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

TpeOoBaHUsI CaHUTAPHOTO PEXHMMA, OXpaHbl TPyJla, MOKAPHOU OE30MaCHOCTH,
DKOJIOTHHM OKPYXKAIOIIEW Cpepl, IMOPSAOK JEHWCTBUM INpPHU YPE3BBIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU
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3.4. O0001meHHas1 TpyaoBasi pyHKIUSA

PykoBoicTBO OHOIOTHYECKUMU
WCIIBITAHUSIMU ChIPbSI U TOTOBOM
o o VYpoBeHb
Haumenosanue | jekapcTBEHHOM (hopMbl pazpaboTanHoM | Kox D 6
5 KBaJTU(UKAIN

HaHOCTPYKTYPHUPOBAHHOU

(apmalieBTHUECKON MPOTYKIHH
[Ipoucxoxnenue
000011eHHOM OpuruHan X 3aMMCTBOBAaHO U3 OpUTHHAJA
TPYIOBOH (hyHKIMH

Kon PerucrpanmoHHsIit
OpurhHaia HOMep
npodecCHOHATIEHOTO
CTaHmapTa

Bo3mosxHbIE
HAauMEHOBaHHMS
JIOJDKHOCTEH,
npodeccuit

buonor-ucciaenosarein
MuxkpoOuosor

TpeboBanus
00pa3zoBaHUIO U

Briciiee o6pazoBanue — OakanaBpuar

00y4YCHHIO

TpeboBanus

OTIBITY He menee Tpex mer paboOTHI MO CHENUATBLHOCTH B 00JaCTH OMOJOTHYECKHUX
MIPAKTHUYECKOU UCCIeI0OBaHUM (papMalleBTUYECKUX COCTABOB

paboThHI

Oco0Oblie ycrmoBHst
JoTycKa K pabore

[IpoxoxaeHue 00s3aTENBHBIX TMPEIBAPUTEIBHBIX (MIPU MOCTYIUIEHUH Ha
paboTy) ¥ MEPUOAMYECKIX MEAUIIMHCKUX OCMOTPOB (00C/Ie10BaHMil), a TaKkKe

BHEOUEPEAHBIX MEAMIIMHCKUX OCMOTpPOB (0OC/IeIOBaHMI) B MOPSJKE,
YCTaHOBJIEHHOM 3aKOHOJaTenbCcTBOM Poccuiickoin denepaunu
HNHcTpyKTax o oxpaHe Tpyaa
Hpyrue JlononuutenbHble  OpodeccuoHallbHblE  MPOTrpaMMbl  —  MPOTpaMMBbl
XapaKTEPUCTUKU ITOBBIIICHUS KBaJIM(pUKaIH, IIpOrpaMMBbI npogeccuoHanbHON
MEePENnOArOTOBKA TIO0 TPOQPIII0 JeATEIPHOCTH, y4acTHE B COBPEMEHHBIX
JTUCTAHITMOHHBIX 00pa3zoBaTeIbHBIX TEXHOJIOTHSIX, KOHTpeccax,
KOH(EPEHIIUX, MOCEIIeHUE TPO(PIIBHBIX BEICTABOK M CEMUHAPOB
JloToJTHUTETbHBIE XapaKTEPUCTUKH
OK3 2113 XHUMUKH
2131 buonoru, GoTaHMKH, 300JI0TH U CIICTIHATUCTHI POJCTBEHHBIX
3aHITHMN
EKC - Buonor
— MuxkpoOuosor
20321 buogor
OKILATP 22516 Nuxenep-MuxkpoOuoior
22860 NnxeHep-xuMuK
2.18.03.01 XUMHUYECKasi TEXHOJIOTHS
OKCO 2.19.03.01 buorexnonorus
2.28.03.03 Hanomatepuainbt
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3.4.1. TpynoBasi pyHKUMA

Br160op coco6oB obecrieueHust
MHKPOOHOJIOTHIECKON YUCTOTHI v
Hanmeropanme | 0P THOH H%lpT\IrI 1 TOTOBOH Kon D/01.6 (Hrc))cz)[];g{(:;eHL) 6
JIeKapCTBEHHOU (hOPMBI KBATHUKAIHH
HaHOCTPYKTYPUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLINN
?p%i[iii%lmgsiﬁznn Opurunan X 3alMCTBOBAHO U3 OpUTHHAJIA
Kon PerucrpanmoHHsIit
opuruHaja HOMEp
poeCCHOHAIBEHOTO

craHgapTra

Tpynoseie
NEeNCTBUA

[Ton6op mHboOpMaIu O CYIIECTBYIOIIUX METOAAX M CIOcoOax oOecredeHHs
MHUKPOOHOJIOIMUECKON YUCTOTHI JJIsl pa3pabOTaHHOM JIeKapCTBEHHON (hOPMBbI

UccnenoBanme  CymiecTBYIOINIMX  METOJAOB W CIIOCOOOB  0OecTedeHHst
MHUKPOOHMOJIOIMUECKON YUCTOTHI /7Sl pa3pad0TaHHOM JIeKapCTBEHHON (GOPMBI

Br160p onTuManbHBIX METOJIOB U CIOCOO0B 00ecrieueHUsI MUKPOOHOIOrHUeCKOM
YHCTOTHI JUIsl pa3paboTaHHOM JIeKapCTBEHHOU (opMBbl

Heo0xomumeie
YMEHUA

Pabortath ¢ TEXHUUECKOW JTUTEPATypOil Ha PYCCKOM M MHOCTPAHHOM SI3bIKax

PabGoTtate ¢ coBpeMeHHBIMH 0a3aMU JaHHBIX B 00JacT OMOTEXHOJIOTHH U
HaHOTEXHOJIOTHH

O060061maTh U aHAJIW3UPOBATh HAYYHO-TEXHUYECKYIO HMH(OpMAIUI0 B 00JacTH
OMOTEXHOJIOTHU U HAHOTEXHOJIOT U

PaboTtath ¢ TEXHUUECKOW JTUTEPATypOil Ha MHOCTPAHHOM $I3bIKE

PaGorate ¢ oOopymoBaHueM H MaTepuagaMu JUIsi MHKPOOMOJIOTMYECKOTO
aHaNIN3a

Heo0xomumeie
3HAHUA

JlefcTByrOIME OTPACIIEBbIE CTAHAAPTHI, TEXHUYECKHUE YCIOBHS 1 HOPMATUBBI HA
CBOMCTBa HAaHOCTPYKTYPUPOBAHHOM (hapMalleBTUUECKON MPOAYKIMH B 00JACTH
MHUKPOOHOIOIMUECKON YHCTOThI

TpeboBanusi ['ocymapctBenHoir (apmakonen Poccuiickorr ®Denepanuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA Kad€CTBa JICKAPCTBCHHBIX
CpPENCTB

Texunueckue TpeOOBaHUS K  ChIPbIO, TOJIYOPOAYKTaM UM T'OTOBOI
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

TexHomorusi TMPOW3BOACTBA HAHOCTPYKTYPUPOBAHHOW  (hapMaleBTHIECKOM
MPOIYKIIUU

CriocoObl ¥ BO3MOXHOCTH NOMCKA Hay4YHO M HAYYHO-TEXHUYECKOU JIUTEpaTyphl
0 3aJaHHOM TEMATHKE

Buner u ycioBus MUKpOOMOJIOTUYECKUX UCHBITAHUHN CBIPbsl, IPOMEKYTOUYHON U
rOTOBOM HAHOCTPYKTYPUPOBAHHOM (hapMalleBTHUECKON POTYKIMU

[IpaBuna paboTel ¢  00OpyIOBaHWEM U MaTepHalaMH IS TPOBEICHUS
MHUKPOOHOIOTHUECKUX HCTIbITAHUI

WMHOCTpaHHBIN S3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYpPHI

TpeOoBaHUsI CaHUTAPHOTO PEXKMMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEW Cpeabl, NOPSJOK JEHCTBUM IpU YpEe3BbIYANWHBIX
CUTYaLMSIX
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HApyrue
XapaKTCPUCTUKHU

3.4.2. TpynoBasi pyHKUMA

Beibop  mMerogMk M MpOBEAEHUE

71a00paTOPHBIX ~ MUKPOOHOJOTUYECKUX VpoBeHs
HaumenoBanue | MCHBITAHUN MOJYIPOIYKTOB U ONBITHOMN | Kon D/02.6 | (monyposenn) 6
apTuu HaHOCTPYKTYPUPOBAHHOM KBamuKaIIm

(bapmaneBTHUECKON TPOAYKLINN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpI/IFI/IHaJ'I X 3auMCTBOBaHO M3 OopurnuHajia

Kon PerucrpanmonHsIit
OpuUruHana HOMeEp
po¢heCcCHOHAIBHOI0
cTaHzAapTa

Tpynossie
NEeNCTBUA

Ot6op mpo® i TPOBENCHUS  MHKPOOMOJOTHYECKUX  HCCIIECIOBAHHI
MTOJIYIIPOAYKTOB U OIBITHBIX 00Pa3IoB.

UccnenoBanne mOJYNMpOAYKTOB M OMNBITHBIX OOpa3lloB B COOTBETCTBUU C
Tp660BaHI/ISIMI/I 110 MI/IKPO6I/IOJ'IOFI/I‘~I€CKOI>1 YUCTOTE, MPEABABIACMBIM K
(dapmaneBTHUECKON IPOAYKLINN

OneHka HCHOJB3YEMbIX B MCCIEAOBAHUM METOJUK MHKPOOHMOIOTHYECKUX
WCIIBITAHUN TOJIYIPOAYKTOB W ONBITHOM NApTHH HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLINN

KonTposib 32  mpeaMETHO-KOJIMYECTBEHHBIM  Y4ETOM  HApPKOTHUYECKUX,
MICUXOTPOIHBIX BEUIECTB U UX PEKYPCOPOB

Beibop onTHMalnbHBIX ~METOAMK M YCIOBUM HMX MPOBEACHUS s
MUKpPOOMOJIOTMYECKUH UCHBITAHUN MOJIYIPOAYKTOB M  ONBITHOM mapTuu
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

Heo0xomumeie
YMEHUSA

Pabortath ¢ TEXHUYECKOW TUTEPATypOl HA PYyCCKOM M MHOCTPAHHOM SI3bIKAX

PabGorate ¢ oOopynoBaHueM u MaTepuaisamMu s orbopa mpod M UX
MOCJIEIYIOIIET0 MUKPOONOJIOTMYECKOTO aHATIN3a

OnenuBaTth 3(Q(PEKTUBHOCTD MHUKPOOHMOJOTHYECKUX METOJIUK B TMPHIIOKEHUU K
KOHKPETHOMY BUJTy HAHOCTPYKTYPUPOBAHHOHN (DapManieBTHUECKOM MPOayKIIUH

@ukcupoBatb 00OPOT HAPKOTHYECKUX, IICUXOTPOIHBIX BEIIECTB U HX
IIPEKYPCOPOB

Heo0xomumeie
3HAHUA

JlelicTByIOIME OTpaCcIeBbIe CTAaHAAPTHI, TEXHUYECKUE yCIOBHS M HOPMATHUBHI Ha
MUKPOOHOJIOTHYECKHE  METOABl  WCCIICOBAaHUS  HAHOCTPYKTYPHUPOBAHHOM
(dapmaneBTHUECKON MPOAYKIIUN

TpeboBanusi ['ocymapcTtBenHoit ¢apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HUCXOJHBIM AKTUBHBIM
(hapmareBTH4IeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBLIX
CpPENCTB

Texnnueckue TpeOOBaHHMS K  CHIPbIO, MOJYNPOAYKTaM W  TOTOBOMU
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLINUU

TexHonoruss MpPOU3BOJCTBA HAHOCTPYKTYPUPOBAHHBIX  (hapMalieBTHUECKUX
COCTaBOB

Buapl n ycnoBust MUKpOOHOIOTHYECKUX UCTIBITAHUM CHIPbS, IPOMEXYTOUYHON U
HAaHOCTPYKTYPHUPOBAHHOM (hapMarieBTUIECKON PO yKIHH

[IpaBuna paboTel ¢  00OpymOBaHMEM U MarepuagaMu JUisl TPOBEACHUS
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MHUKpPOOHMOJIOTMUECKUX MCHBITAHUNA HAaHOCTPYKTYPHUPOBAHHOM (hapMalieBTUUECKON
IIPOIYKIIUHT

HpaBI/IJ'Ia XpaHCHHUA U YUCTAa HAPKOTUYUCCKHUX, IICUXOTPOITHBIX BCIICCTB U UX
PEKYypPCOPOB

WNHOCTpaHHBIN SI3bIK HA YPOBHE YTEHUSI TEXHUYECKOH JINTEPATYypPhI

TpeboBaHusi CAaHHUTAPHOTO PEKUMA, OXPaHBl TPyAa, MOKApPHOW OE30MacCHOCTH,
SKOJIOTMU OKPYXKAIOLIEW Ccpeabl, MOPAIOK JEUCTBHM TPU Ype3BbIYAWHBIX
CUTYalUsIX

HApyrue
XapaKTCPUCTUKHU

3.4.3. TpynoBasi pyHKUHA

KonTtpouns 3a npoBeneHremM
71a00paTOPHBIX OMOJIOTUUECKHIX
(MTOKIIMHUYECKUX) UCTIBITAHUNA OTIBITHON VpoBeHs

Haumenoanue | MapTUHU HAHOCTPYKTYPUPOBAHHOM Kox D/03.6 | (momyposenn) 6

(apMarieBTHYCCKOM PO AYKIIUH KBaTH(UKALIIH
CepTU(PHUIIMPOBAHHOMN CTOPOHHEH
opraHu3anyen

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpuruHan | X 3alMCTBOBAHO U3 OpUTHHAJIA

Kon PerucrpanmonHsIit
OpUruHana HOMeEp
po¢heCcCHOHAIBHOIO
cTaHzAapra

Tpynoseie
NEeNCTBUA

Kontpons 3a BbIOOpOM TOKa3aTede W HampaBlIeHUW I KIMHUYECKUX
UCCIIEIOBAaHUN ONBITHON MapTUM HAHOCTPYKTYPUPOBAHHOM (hapmarieBTHUECKON
IIPOAYKLIHH, BBIIIOJIHAEMBIX CTOPOHHENW OpraHn3anuei

KoHTposs 3a BBIOOPOM COOTBETCTBYIOLIUX (PENEBAHTHBIX) BUJOB KUBOTHBIX JIJIS
BBIIIOJIHEHUSI CTOPOHHEN opraHuszaiueil OMOJOrH4ecKUX HCIBITAHUM ONBITHOU
MapTUHU HAHOCTPYKTYPUPOBAHHOM (papMalieBTHUECKON IPOAYKLIUN

KonTpons 3a moArotoBkoi HEOOXOAMMOW JOKYMEHTALMM MJIs MPOBEACHUS
CTOPOHHEH oOpraHu3anueldl OHOJOTUYECKUX HCIbITaHUN (apMaleBTHUIECKON
OPOAYKIMH (ONMCAHUE HCCIEN0BaHMs, IMPOTOKOJ MCCIENIOBaHMs, 3asBKa Ha
KUBOTHBIX B KOMUCCHIO 110 OMO3THKE U Jp.)

KoHTposb 3a BbINOIHEHHEM CTOPOHHEH opraHuzauuen (papmMakoIMHAMHYECKOTO
UCCIIEIOBAaHUSI HAaHOCTPYKTYPHUPOBAHHOU (hapMalleBTUUECKON MPOAYKIHH U €€
(hapMaKkoJIOTHUECKOW aKTUBHOCTH

KoHTposb 3a BeINOJIHEHHEM CTOPOHHEN opranu3auueil (papMaKOKHHETHUYECKOTO
HCCIIEIOBAaHUSI HAaHOCTPYKTYPHUPOBAHHOU (hapMalleBTUUECKON MPOIYKIHH U €€
(hapMaKkoJIOTUUECKOW aKTUBHOCTH

KoHTposb 3a BBIIOJIHEHMEM CTOPOHHEN OpraHu3alyeld TOKCHKOJIOTMYECKOTO
UCCIIEIOBAaHUSI HAHOCTPYKTYPHUPOBAHHOU (hapMalleBTUUECKONH MPOAYKIHH U €€
(hapMaKkoJIOTMUECKOW aKTUBHOCTH

KoHTpons 3a BBIIOJHEHWEM CTOPOHHEHW OpraHM3alUeld  PaCIIMPEHHBIX
OMOJIOTMYECKUX HCCIIEJOBAaHUN HWHHOBAIIMOHHOM HAHOCTPYKTYpUPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

[TonOop Oe3zomacHO¥ J1e4eOHOM 103bI HAHOCTPYKTYPUPOBAHHOW JIEKAPCTBEHHOM
bopmbl

Heo0xomumeie

Pabortath ¢ TEXHUUECKON JTUTEPATYpPON HAa PYCCKOM M HHOCTPAHHOM SI3bIKAaX
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yMEHUs

PabGoTtate ¢ oOGopymoBaHueM M MaTepHallaMd JJisi OMOJIOTUYSCKUX HCIBITAaHUN
(bapMaleBTUUECKUX MPOAYKTOB

O6ocHOBaHHO BBIOWpaTh JTaOOpPATOPHBIE METOJAMKH M HEOOXOAMMOE Il HUX
o0opynoBaHue i OHMOJIOTMYECKOTO  aHalM3a HAHOCTPYKTYPHUPOBAHHOU
(dbapmaneBTHUECKON IPOAYKLINN

IIpoBoaNTh aHAJIN3 pBIHKA MATEPUATIOB U JIAOOPATOPHOrO OOOpPYNOBAHUA JUIS
OMOJIOTMYECKUX MCIBITAHUN HAHOCTPYKTYpUPOBAaHHOW (hapmarieBTHUYECKON

IIPOAYKLIUH

[IpoBoguTs  odopmileHHE  HAaydyHO  TEXHHYECKOM  JOKYMEHTAllUU IO
OMOJIOTUYECKUM  MCCIEJAOBAHMSIM B  COOTBETCTBUM C  YCTaHOBJICHHBIMU
IIpaBHIIAMH

Heo0xomumeie
3HAaHUA

JlelicTByrome oTpacieBble CTaHIAPThl, TEXHUYECKHE YCIOBUS U HOPMATUBBI Ha
COCTaBblI, METOIbI MOJTyYEHHUS u OMOJIOTYECKUE WCTIBITAHUS
HaHOCTPYKTYPUPOBAHHOU (hapMarieBTUUECKON MPOTYKITUN

TpeboBanusi ['ocymapcTtBenHoit ¢apmakonen Poccuiickoii ®Denepanuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBLIX
CpPENCTB

Texnnuyeckue TpeOOBaHMSI K  CBIPbIO, HOJYNPOAYKTaM U  T'OTOBBIM
JIEKapCTBEHHbIM  (OpMaM  HAHOCTPYKTYPUPOBAHHBIX  (papMaleBTUYECKUX
COCTaBOB

Texaudeckue TpeOOBaHUS K MaTepuajaM H J1a0OpaTOpPHBIM MpHOOpaM st
OMOJIOTMYECKUX MCHBITAHUH HAHOCTPYKTYPUPOBAHHBIX  (hapMaleBTHUYECKUX
COCTaBOB

Metoasl paboTel ¢ mpubopamMu U 00OpyIZOBaHUEM Ui OHMOJOTHYECKUX
UCHBITAHUNA HAHOCTPYKTYPUPOBAaHHOU (hapMalieBTHUECKON IPOIYKIIUU

Buget u  ycnmoBusi OMOJOTMYECKHMX HCTBITAHHN HAHOCTPYKTYPHUPOBAHHOM
(apmalieBTHUECKON MPOTYKIHH

TexHonoruss MNpPOU3BOJACTBA HAHOCTPYKTYPUPOBAHHBIX  (papMaleBTHUECKUX
COCTaBOB

HpaBI/IJ'Ia XpaHCHHA W Yy4Y€Ta HAPKOTHUUYCCKUX, IMCHXOTPOIMHBIX BCIICCTB H HUX
PEKypPCOPOB

CrangapTsl, MOJIOKEHUS, HHCTPYKLUU U JIPYTHe PYKOBOJSIINE MaTepHalbl IO
0(OPMIIEHHIO TEXHUUECKON JOKYMEHTALUH

WMHOCTpaHHBIN SI3bIK HA YPOBHE YTEHUS TEXHUYECKOH JINTEPATYypPhI

TpeOoBaHUsI CAaHUTAPHOTO PEXHMMA, OXpaHbl TPyHa, MOXKAPHOM OE30MaCHOCTH,
DKOJIOTHHM OKPYXKAIOIIEW Cpepl, MMOPSAOK JEWCTBUM MNpPH YpPE3BbIYAHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.4.4. TpynoBasi pyHKUMA

Odopmienue pe3yapTaToB

I/ICCJ'ICI[OBaHI/Iﬁ U 3aKJIFOYCHUEC O ypOBeHL
HaumenoBanue | KQ4eCTBE OTIBITHOW MapTHH Kon D/04.6 | (monypoBens) 6
HaHOCTPYKTYPUPOBAHHOM KBasHpUKALIH

(bapmaneBTHUECKON IPOAYKLINN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurusan X

3auMCTBOBaHO U3
OpUrHHaa
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Kon PeructpanuonHsIii Homep
opurmHaia poQeCCUOHATHEHOTO
cTaHaapTa

Tpynoseie
NEeNCTBUA

Omnucanne  TpeOOBaHMH K  MHUKPOOHMOJOTHYECKOW  YHCTOTE€  TOTOBOM
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUPOBAHHON  (apManeBTUYECKOM
MPOIYKIIUU

Pazpabotka u odopmiierne oT4eTa MO BBIOOPY METOIOB M CIOCOOOB
obecrieueHust TpeOyeMoil MUKPOOHOJIOTHIECKOM YMCTOTHI HOBOM JIEKAPCTBEHHOM
(hOopMBI HAHOCTPYKTYPUPOBAHHOM (hapMaIieBTUUECKON MTPOTYKIIUU

Pazpabotka u odopmieHne orueta 00 SKCIEPUMEHTAIBHOM HCIBITAHUU
(dbapmakoMHaMHUKH, (PAPMAKOKHHETUKH M TOKCHYHOCTH HOBOU JIEKAPCTBEHHOM
(opMbI HAHOCTPYKTYPUPOBAHHOMN (hapMalieBTUUECKOM MPOTYKIIUI

Pazpabotka um odopmieHue oTdeTa MO PACHIUPEHHBIM OHOJOTHYECKUM
HCCJIEIOBAaHUSIM MHHOBAIIMOHHOW HAaHOCTPYKTYpUPOBaHHOM (hapmarieBTHUECKON

IIPOAYKLIUH

Odopmienue 0000mIArONIETO OTYETA TO BBIMOJHCHHBIM HCCICIOBAHUSIM |
MOATOTOBKA 3aK/IIOYEHUs O KadecTBe, 3((EeKTUBHOCTU M 0€3011aCHOCTH HOBOM
JIEKapCTBEHHOW  (OpMbl  HAHOCTPYKTYPHUPOBAHHON  (apManeBTHYECKOM
IPOIYKIIUH

Heo0xomumeie
YMEHUSA

PazpabGareiBath cuctemy TpeOOBaHUNW K MHKPOOHMOJIOTHYECKOW YHCTOTE
(dapmareBTHYEeCKON  MPOAYKIIMM B  COOTBETCTBMHM C  JICHCTBYIOUIUMH
roCyJapCTBEHHBIMU CTaHIAPTAMH U MPABUIIAMH

PazpabGarbiBath cucreMy TpeOOBaHUN K  OHMOJIOTHYECKOW  aKTUBHOCTH
(dapmareBTHUYEeCKON  MPOAYKIIMM B  COOTBETCTBUU C  JICHCTBYIOUIUMH
roCyJapCTBEHHBIMU CTAaHIAAPTAMH U MPABUIIAMH

[IpoBogute  OodopmileHHE  OTUETOB UM  Mpoued  HAyYHO-TEXHUYECKOM
JOKYMEHTAIMU 10 YCTAaHOBJICHHBIM IIPaBUJIaM

Heo0xomumeie
3HAHUA

JIeicTByIOIME OTPACIEBbIE CTAHIAPTHI, TEXHUYECKHUE YCIOBUS U HOPMAaTUBBI Ha
COCTaBbl,  METOJAbl  MOJIyYE€HHUS,  MHKPOOMOJIOTMYECKYIO  YHUCTOTY H
OMOJIOTMYECKYI0 aKTUBHOCTh HAHOCTPYKTYpPUPOBAaHHOW (hapmarieBTHUECKOU

IIPOAYKLIUH

TpeboBanusi ['ocymapcTtBenHoit ¢apmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakoreit K HUCXOJHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBLIX
CpPENCTB

Texnnuyeckue TpeOOBaHHMSA K  CHIPbIO, MOJYNPOAYKTaM W  TOTOBOH
HAaHOCTPYKTYPUPOBAaHHOM (papManieBTUUECKON MPOAYKLIUU

TexHomorusi TMPOW3BOACTBA HAHOCTPYKTYPUPOBAHHOW  (papMarieBTUUECKON
MPOIYKIIUU

Bunet u  ycioBus OHMOJOrMYECKMX U MHUKPOOHMOJIOTMYECKUX HUCHBITaHUN
HAHOCTPYKTYPUPOBAaHHOM (apMalleBTHYECKOMN MPOAYKLINU

Mertoanb OMOJIOTUYECKOTO U MUKPOOHOJIOTHYECKOTO aHaJn3a
(dhapmareBTHUECKIX CyOCTaHIIMM, BCIIOMOTATEIbHBIX BEIIECTB, MOTYINPOIYKTOB 1
TOTOBBIX JICKAPCTBEHHBIX (hOpPM

CrangapTsl, MOJIOKEHUS, HHCTPYKIUU U JIPYTHe PYKOBOJSIINE MaTepHalbl IO
0(OPMIIEHHIO TEXHUUECKON JOKYMEHTALUH

MCTO)IBI IMPOBCACHUA HAYYHO-UCCIICAOBATCIIbCKUX pa60T H OpraHusanuun
71a60paTOPHOTO KOHTPOJIS MIPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLIUU

TpeOoBaHUsI CaHUTAPHOTO PEXHMMa, OXpaHbl TPyJla, MOXKAPHOM OE30MaCHOCTH,
DKOJIOTHHM OKPYXKAIOIIEW Cpepl, IMOPSAOK JEWCTBUM MNpPH YpPE3BbIYAHBIX
CUTYaLMSIX
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HApyrue
XapaKTEPUCTUKHA
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3.5. O0001meHHas TPya0Bast PyHKIUA

OpFaHI/I3aHI/I$I p33pa60TKI/I PEUCIITYPBI
HOBOTO HaHOCTPYKTYPHUPOBAHHOTO
YpoBeHb
Hanmenosanue | (hapMalleBTUUECKOTO cocraBa M ero | Kox E 7
. KBanuUKaIu
JICKAapCTBCHHOU (1)OpMI>I B COOTBETCTBHUU
C TEXHUYCCKUM 3aJaHUEM
[Ipoucxoxnenue
000011eHHOM OpuruHan X 3aMMCTBOBAaHO U3 OpUTHHAJA
TPYIOBOH (hyHKIMH
Kon PerucrparmoHHsIit
OpHUTI'MHANA HOMeEp
po¢heCcCHOHAIBHOIO
cTaHJIapTa

Bo3moxHbBIE
HAauMEHOBaHHMS
JIOJDKHOCTEH,
npodeccuit

HavanpHuk nccienoBarenbckoi Jadoparopuu
3aBeayronuii 1abopaTopuei UCCIeI0BaHUN B pa3paboTOK
PykoBoauTens ieHTpa uccae10BaHui U pa3paboToK
HavanpHuk nabopatopuu HaydyHbIX UCCIIEOBAHUIA.

TpeboBanus
00pa3zoBaHUIO U

Beiciiee o0pa3zoBanue — MarucTparypa

00y4EeHHIO

TpeboBanus

OTIBITY He menee mstu ner paGoTel B oOjacTu pa3paboTku (apMarieBTUYECKOU
MIPAKTHUYECKOU PO AYKIUU

paboThHI

Oco0Oblie ycrmoBHst
JoTycKa K pabore

[IpoxoxneHnue o00Os3aTENBHBIX MPEABAPUTEIBHBIX (MPU TOCTYIUICHHH Ha
paboTy) ¥ MEPUOAMUECKIX MEIUIIMHCKAX OCMOTPOB (00CIeIOBaHUI), a TAKKE
BHEOUEPEAHBIX MEIUIMHCKAX OCMOTpPOB (0OcCienoBaHW) B TMOPSIKE,
YCTaHOBJIEHHOM 3aKOHOaTenbcTBOM Poccuiickoit denepanmu

HNHCcTpyKTax 10 oxpaHe Tpyaa

HApyrue
XapaKTCPUCTUKHU

JlononHuTenbHbIE  NPO(ECCHOHATBHBIE  MPOrpaMMbl  —  IPOrPaMMBbI
MOBBIIEHUS KBATU(PHUKAIUMU MO0 MNPOPUWII0 JESITEIbHOCTH, MPOTPaMMBI
npodeccruoHalIbHOM MEePenoroTOBKY MO MPO(UITIO AEATEIbHOCTH, y4acTUE B
COBPEMEHHBIX JUCTAHIMOHHBIX 00pa30BaTEIbHBIX TEXHOJIOTUAX, KOHIPECCaX,
KOH(epeHIHsIX, ToceeHHEe MPO(PUIBHBIX BBICTABOK U CEMUHAPOB

JIOTIOJTHUTEBHBIE XapaKTEPUCTUKH

OK3

1223 PykoBonurenu noapasneneHuil 1o Hay4HbIM
HCCIIEIOBAaHUSAM U pa3paboTKaM

1321 PykoBoautenu noapaznenenus (yrnpasisitoliye) B
oOpabaThIBaroIIei MPOMBIIIIIEHHOCTH

EKC

— HauanbHuK HcciieoBaTenbekoi 1abopaTopuu

OKTIJITP

Havanpnuk rpynnst (Oropo), abopaTopuui B COCTaBe
KOHCTPYKTOPCKOI'O, TEXHOJIOTMYECKOTO,
UCCIIEI0BATENIbCKOr0, PACYETHOI0, IKCIIEPUMEHTAIBHOTO U
JIPYTUX OCHOBHBIX OTHEJIOB

44490

HavanpHuk camocTosiTenbHOTO 0TA€eNa (J1aboparopun)
(KOHCTPYKTOPCKOTO, HCCIEA0BATEIBCKOTO, PAacYETHOTO,
AKCIEPUMEHTAJIBHOTO)

44901
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OKCO

2.19.04.01 buorexnonorusg

2.28.04.03 Hanomatepuainbt

2.28.04.04 Hanocucrembl 1 HaHOMaTepUaIbI

3.5.1. TpynoBast pyHkums

Onpenenenre 6a30BbIX HANpPaBICHUI B
obyactu pa3paboTKu

HaHOCTPYKTYPUPOBAHHOM YpoBeHb
HaumenoBanue | (papMarieBTUUECKON MPOAYKIIUU U Koxn E/01.7 | (momyposetb) 7
opranusanus pa3paboTK1 TEXHUYECKOTO KBasHUKALIH

3aJlaHUs Ha CO3/IaHUE HOBOM peLenTypbl
1LI€JIEBOTO HAa3HAYEHUs

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurunan X 3aMMCTBOBAHO U3 OpUTHHAJA
Kon PerucrpanmoHHsIit
OpuUruHaa HOMEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

Crparernueckoe yIpaBjCHHE HAINpaBICHUEM pa3pabOTOK Ha OCHOBAaHUU
JIUTCPATYPHOI'O IMIOMCKA, U3YUYCHHS ITAaTCHTHBIX 0a3 JAaHHBIX

[lonrotoBka M cOrjacoBaHME C 3aKa3uMKaMU HalpaBieHUsA pa3padOTKu
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

[loarotoBka M coryiacoBaHME TEXHMUYECKOIO 33/aHusd Ha pa3pabOTKy HOBOI
pelenTypbl HAHOCTPYKTYPUPOBAHHON (hapMaIieBTUUECKOU MPOTIYKIIUU TIEIEBOTO
Ha3HAYCHHS

[Tonroroska u COTJIaCOBaHUE IJ1aHa pa3paboTku HOBOH
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

VYnopaBiieHue NOpOeKTaMd B COOTBETCTBUM C  YTBEP)KJIEHHBIMHM ILJJAaHAMU
pa3paboTKK HOBOW HAHOCTPYKTYPUPOBAHHOU (papmarieBTHUECKONW MPOIYKIIUN

IlonrotoBka M corjgacoBaHHE€ OTYETOB O (apMaleBTHUECKOW pa3paboTke
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKOW NPOAYKLUHUHU B COOTBETCTBUHU C
MEXAYHApOIHBIMU TPeOOBaHUAMU B (popMaTe 0OILEro TEXHUUECKOTO JOKYMEHTA
PETUCTPALIIOHHOIO J0ChE

[logrotoBka u corjacoBaHuWE OTYETOB O BaIUAALMH TEXHOJOTHYECKOTO
rporiecca MoayuYeHUss HAHOCTPYKTYPHUPOBAHHOH (hapMaIeBTUUECKOU PO yKIIUH

Omnpenenenre NEepCHEKTUB pPa3BUTUS NPEANPUATHS B OTHOIIEHUM BBIMYCKa
HOBOM HaHOCTPYKTYPUPOBAHHOM (papMalieBTUUECKON MPOYKIIUU

Heo0xomumeie
YMEHUSA

BreiOupaTe HampaBieHUS HAy4YHO-TEXHUYECKOW pPa3pabOTKM HOBBIX BHJIOB
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

CornacoBblBaTh M YTBEPXKIAaThb HAYYHO-TEXHHYECKYIO JIOKYMEHTALUIO IO
pa3paboTKe HOBBIX BHJIOB HAaHOCTPYKTYPUPOBAHHOHN (apmaleBTHUECKON
IIPOAYKIIUH

[InanupoBaTh 3Tanbel pa3pabOTKHM HOBBIX BHJIOB HAHOCTPYKTYPHUPOBAHHOMN
(bapManeBTHUECKON MPOAYKIUU U OCYIIECTBISATh KOHTPOJIb UX BBIOJHEHUS

OcymiecTBiATh 00paTHYIO CBSI3b UCCIIEOBATENbCKON J1a00OpaTOpUu C IPYTUMHU
M0Ipa3/ICIICHUSIMU TIPOU3BO/ICTBA U 3aKa3UMKaAMHU

[IpyHuMmarh pelieHuss MO akTyalu3aluy, MPOJOJDKEHUIO WM MPEKpalleHUIO
IIPOEKTOB 1O  pa3pabOTKE  HOBBIX BHUJOB  HAHOCTPYKTYPHUPOBAHHOM
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(dbapmaneBTHUECKON IPOAYKLINN

Pabortath ¢ TEXHUUECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

Heo0xomumeie
3HAHUA

JelicTByromuye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl TMOJY4YEHUs M CBOWCTBA HAHOCTPYKTYpPHPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

TpeboBanusi T'ocymapctBennoit (Qapmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IpaBHuJI MPOU3BOJACTBA W KOHTPOJA Kad€CTBa JICKAPCTBCHHBIX
CpPENCTB

MCTOHOJ’IOFI/ISI IMPOBCACHUA U OLICHKU BaJIMJAIIMOHHBIX HACIIBITAaHUH

[IpaBuia Haayexaniedl NpPOW3BOJICTBEHHOM IIPAKTUKH, IpaBHJIA HAIJIEXKallen
71a00paTOpHON TNMPAKTUKU M COOTBETCTBYIOLIME JOKYMEHTHI MexIyHapoaHOI
KOH(EepeHIIMN 1O TapMOHHU3ALMU TEXHUYECKUX TpeOOBaHUM Ui pErucTparuu
(hapMaleBTUUECKUX MPENapaToB, UCIOJIb3YEMbIX YEIIOBEKOM

TexHunueckue, TexHoJOrMueckue H (apmaxkonerHble TpeOOBaHUS K CHIPbIO,
MOJIYIPOAYKTaM M TOTOBOM HAHOCTPYKTYpPUPOBAaHHOW (apMalleBTUYECKOM
IIPOAYKLIUH

Texunueckue u (QapmakoneiiHple TpeOOBaHUS K peakTUBAM, MaTepuagam H
0o0OpYJOBAaHUIO JJIsl aHAIM3a HAHOCTPYKTYpUPOBAaHHOH (papmaneBTHYECKON
IPOIYKIIUH

TexHonoruss NPOU3BOACTBA HAHOCTPYKTYPUPOBAHHOM  (hapMaleBTHUECKON
IIPOAYKLIUH

Bunel u ycinoBus (GU3MKO-XMMHUYECKUX U MHMKPOOMOJOTHYECKHX HCIIBITAaHHUM
CbIPbs, IPOMEXYTOUHOM U TOTOBOW HAHOCTPYKTYPUPOBAaHHOHN (papManeBTUYECKOM

IIPOIYKIIUHN

Buget w  ycnoBus OMOJOTMYECKHMX HCMBITAHWM HAHOCTPYKTYPUPOBAHHOM
(hapmaleBTHUECKON MPOTYKIHH

[IpaBuna pa®oTsl ¢ 000pYyAOBAaHUEM U MaTepualaMu Ui MPOBeIeHUs PU3NKO-
XUMHUYECKUX, MUKPOOHOJIOTUUECKUX U OMOJIOTHYECKUX UCCIEIOBAHUN

TexHuuyeckue BO3MOKHOCTH J1a0OpaTOpuu pa3pabOTKHM M KOHTPOJS KayecTBa
HAHOCTPYKTYPUPOBAaHHOM (apMalieBTHYECKOMN MPOAYKIINU

[Topsimox  odopmiieHHs, COTJIaCOBAaHUS M YTBEPXKIACHUS  TEXHUYECKOU
JOKYMEHTAIlMU W OTYETHOCTH B COOTBETCTBUHU C TPEOOBAHUSIMH PETYIATOPHBIX
OpraHoB

[lepcrieKTHBBI TEXHUYECKOTO Pa3BUTHUS MPEANPUATUS U OTPACIIU U ONpeeTeHIe
SKOHOMHMYECKON 3 (deKTUBHOCTH  pa3padOTOK  HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON TPOAYKLINN

OCHOBBI TPYIOBOT'O 3aKOHOAATEIbCTBA

WNHocTpaHHBIi SI36IK HA YPOBHE CBOOOHOTO OOIICHHS

TpeOoBaHUsI CaHUTAPHOTO PEXKKMa, OXpaHbl TpyJa, MOKapHOW O€30IacHOCTH,
9KOJIOTHHM OKPYXAIIIEH Cpeapl, NOPSJOK JEHCTBUM IIpU YpPE3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.5.2. TpynoBast pyHKums

HaumenoBanue

Opranu3zanys novcka Hay4Ho-

CYILECTBYIOIIEH

TEXHUYECKOHN M JIOTHCTHKO- YposeHb
o Kon E/02.7 | (momyposeHs) 7
SKOHOMUYECKON HH(pOpMaIuu o KpamutuKarm
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HaHOCTPYKTYPUPOBAHHOM
(bapManeBTUUECKON NPOAYKIIUU U
JOCTYITHOM CBIpbE JJIsl €€ MPOU3BOACTBA

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

OpI/IFI/IHaJ'I X 3aMMCTBOBaHO M3 OopuruHajia

Kon PerucrpanmoHHsIit
OpuUruHania HOMEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

[ToaroroBka u coryiacoBaHue IjlaHa MOMCKa Hay4YHO-TEXHUUYECKON MHPOpMaIU
0 CYILECTBYIOIIEH HAHOCTPYKTYPUPOBAHHOM (papMalieBTUYECKOM MPOTYKIUH.

Ha3naueHne OTBETCTBEHHBIX 3a IOHMCK HAYYHO-TEXHUYECKOM M JIOTMCTHUKO-
SKOHOMMYECKON uH(pOpMalUu O CYUIECTBYIOLIEH HaHOCTPYKTYPHUPOBAHHOMN
(dhapManeBTUUECKON MPOAYKIIUU U JOCTYITHOM ChIpPbE€ ISl €€ IPOU3BOJICTBA

[ToarotoBka u coriacoBaHue IjaHa (PMHAHCOBBIX 3aTpaT MO AKYIKaM ChIPbsS U
o0opynoBaHus Ul IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHOM (papMalieBTUYECKON
PO XYKIUH

CornacoBaHre HOMEHKJIATYpbl U TEXHUYECKHX XapaKTEpPUCTUK CyOCTaHIUH U
BCIIOMOTATENbHBIX ~ MaTepuajoB, MNpHOOpeTaeMbIX JUIsl  pa3paboTKu U
IIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHOH (hapMalieBTUUECKON MPOTyKIIUI

Heo0xomumeie
YMEHUSA

dopmupoBaTh TpeOOBaHUS K HOBBIM BHJAM HAHOCTPYKTYPUPOBAHHOU
(bapmaneBTHUECKON TPOAYKLINN

CornacoBblBaTh M YTBEPXKIAaTh pe3yJbTaThl HAYYHO-TEXHHYECKOTO aHallu3a
pBIHKa HAHOCTPYKTYPHUPOBAHHOM (papMalieBTUYECKOM MPOTYKIIHH

CornacoBblBaTh U YTBEPX,IAaTh (PUHAHCOBO-3KOHOMHYECKHE JOKYMEHTBHI IIO
aHaJIM3y pPbIHKA HAHOCTPYKTYPHUPOBAHHOUM (apManeBTUUECKON MPOIYKIMH U
CBIPbsI IJIs1 HEE, a TAKXKe 110 3aKYIIKaM ChIPbs

OcymiecTBiATh 00paTHYIO CBSI3b MCCIIEOBATENbCKON J1a00OpaTOpUu C IPYTUMHU
M0JIpa3/IeTICHUSIMU TIPOU3BO/ICTBA U 3aKa3YHKAMH

Pabortath ¢ TEXHUYECKOW JTUTEPATypOil Ha MHOCTPAHHOM SI3bIKE

Heo0xomumeie
3HAaHUA

JelicTByromuye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl IOJY4YEHUs M CBOWCTBA HAHOCTPYKTYPHPOBAHHOMU
(bapmaneBTHUECKON TPOAYKLINN

TpeboBanusi ['ocymapctBennoit (apmakonen Poccuiickori ®enepanuu U
BEAYLIUX 3apyOeKHBIX (dhapmakomneit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IIpaBHUJI MPOU3BOJACTBA W KOHTPOJA KadeCTBa JICKAPCTBCHHBIX
CpPENCTB

MCTOHOJ’IOFI/ISI IMPOBCACHUA U OLUCHKH BaJIMJAIITMOHHBIX HUCITBITAaHUN

[IpaBuia Haaymexaniedl NPOW3BOJICTBEHHOM IIPaKTUKH, IPaBHJIA HAIIeXKallen
71a00paTOpHON TNMPAKTUKU M COOTBETCTBYIOLIUE JTOKYMEHTHI MexIyHapoaHOn
KOH(EepeHIIMN 1O TrapMOHU3ALMHU TEXHUYECKUX TPeOOBaHUU JUIsl PETUCTpALUU
(bapMaleBTUUECKUX MPENapaToB, UCIOIb3yEMbIX YEIIOBEKOM

TexHunueckue, TexHoJOrMueckue H (apmaxkonerHble TpeOOBaHUS K CHIPbIO,
MOJIYIPOAYKTAaM M TOTOBOM HAHOCTPYKTYpPUPOBAaHHOW (apMaleBTUYECKOM

IIPOAYKLIUH

Texunueckue u (apmakomneiiHple TpeOOBaHUS K peakTUBaM, MaTepuaigam Hu
00OpYJOBAHUIO JJIS1 aHAlIM3a HAHOCTPYKTYPHUPOBAaHHON (apMalieBTUYECKON
IIPOTYKIIUH

TexHomorusi TMPOW3BOACTBA HAHOCTPYKTYPHUPOBAHHOHW  (hapMaleBTHIECKOM
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IIPOAYKLIUH

[Topsinox  odopmieHHs, COTJIaCOBaHMSI M YTBEPXKICHHUS  TEXHUYECKOU
JOKYMEHTAM! U OTYETHOCTHU

[lepcrieKTHBBI TEXHUYECKOTO Pa3BUTHUS MPEANPUATHS U OTPACIU U OINpe/eIeHHE
SKOHOMHMYECKON 3 (deKTUBHOCTH  pa3padOTOK  HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLIUN

OCHOBBI TPYIOBOI'O 3aKOHOAATEIHCTBA

WNHocTpaHHBIi SI3bIK HA YPOBHE CBOOOHOTO OOIICHUS

TpeOoBaHusI CaHUTApPHOTO PEXKHUMA, OXpaHbl TpyJa, MOKapHOW Oe30macHOCTH,
9KOJIOTHHM OKPYXAIIIEH Cpeapl, NOPSJOK JEHCTBUM IIpU YpPE3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.5.3. TpynoBast pyHkums

HaumenoBanue

Opranuzanys noJiydeHus: u
MCCIIEIOBAaHUS SKCIIEPUMEHTAITBHBIX
COCTaBOB, BbIOOPA ONTUMAJIbHOM
pelenTypsl ¥ TEXHOJIOTUU
M3TOTOBIICHUS] HAHOCTPYKTYPUPOBAHHOM
(dapmaneBTHUECKON IPOAYKLINN

YpoBeHb
Kon E/03.7 | (momyposeHs) 7
KBaJTU(UKAIN

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

Opurusan X | 3aMMCTBOBaHO U3 OpHIHHATA

Kon PerucrpanmoHHsIit
OpuUruHaa HOMEp
po¢heCcCHOHAIBHOIO
cTaHzAapTa

Tpynoseie
NEeNCTBUA

CornacoBaHue HCIOJb3YEMbIX BHUAOB M OOBEMOB CBIPbS, MaTEpUAJIOB MU
O60py,HOBaHI/I$I IIpH HM3rOTOBJICHUHU W HCCICAOBAHHWU OSKCIICPUMCHTAJIbHBIX
COCTAaBOB HAaHOCTPYKTYPUPOBAaHHOM (hapmMarieBTHUECKON MPOIYKIUU

CornacoBaHue TOCJIENIOBATEILHOCTH U 00beMa (DU3UKO-XUMUYECKUX U
TEXHOJIOTUYECKMX HCCIIEIOBAaHUN ChIpbs M JKCIEPUMEHTAJbHBIX COCTAaBOB
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

Ha3naueHne OTBETCTBEHHBIX 3a W3TOTOBJICHUE W NPOBEICHHUE HCCIIEIOBAHUM
SKCIEPUMEHTAJIbHBIX COCTAaBOB HAHOCTPYKTYPUPOBAHHOW (apMaleBTUYECKOM
IIPOAYKIIUH

Haznauenme OTBCTCTBCHHBIX 3a MpEAMCTHO-KOJIMYCCTBCHHBIM Y4€TOM
HApPKOTHYCCKHUX, IICUXOTPOIHLIX BCIICCTB U UX ITPEKYPCOPOB

OOwuit KOHTPOJIb 3a BBIOJHEHUWEM IUIaHa PadOT MO HMCCIEAOBAHUIO CHIPbS U
SKCIEPUMEHTAJIbHBIX COCTABOB HAHOCTPYKTYPUPOBAaHHOW (apMaleBTUYECKOM

IIPOAYKLIUH

Brei6op u cormacoBaHue ONTHUMAaIbHOM PELENTypbl U TEXHOJOTHUU MOJIY4YEHHUS
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

VYTBepxKIeHHE UTOTOBOM OTYETHOW NOKYMEHTAIMU MO pa3paboTKe COCTaBOB U
TEXHOJIOTHUH IMOJIYIYCHHUA HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHLIX ITPCIIapaTOB

Heo0xomumeie
YMEHUSA

KonTponupoBaTh BBIOOp CBIpbs, MaTepUaJIOB u oOopynoBaHus AJs
IIPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHOM (hapMalleBTUYECKOM MPOTyKIIUU

KontponupoBare BbIOOp U TOCIEIOBATEIBHOCTh  (PU3UKO-XUMHUYECKUX,
MHUKpPOOHMOJIOTMUECKUX U OMOJIOTMYECKUX MCIIBITAHUM ChIPhsi U HOBBIX COCTaBOB
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU
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CornacoBblBaTh U yTBEpPXKJaTh HOBBII COCTaB HAHOCTPYKTYPUPOBAHHOM
(bapmaneBTHUECKON IPOAYKLIUN

KontponupoBate 000pOT HAPKOTHYECKUX, TCHUXOTPOMHBIX BEIIECTB M UX
IIPEKYPCOPOB

PaboTaTh ¢ TeXHUUECKOW TUTEPATYpPOH M 3aKa3YMKaMU Ha MHOCTPAHHOM SI3bIKE

OcymiecTBIATH s dexTuBHOE B3aUMO/JICHCTBUE HCCIIEIOBATENBCKOM
J1a00paTOPHH C OCTATBHBIMH MOIPA3ACICHUSIMHU TPOU3BOJICTBA

Heo0xomumeie
3HAHUA

JlelicTByroLM€ OTpaCIeBbI€ CTAaHAAPThI, TEXHUUYECKUE YCIOBUS U HOPMATUBBI HA
COCTaBbl, METO/IbI MIOJYYEHUSI U CBOWCTBA HAHOCTPYKTYPUPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

Tpebosanus ['ocynapcTBennoit papmaxoneu Poccuiickoit deaepannn u
BEIYIIHNX 3apyOSKHBIX (hapMaKOIel K UCXOJHBIM aKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM M BCIIOMOTATEIbLHBIM BEIECTBAM

TpC6OBaHI/I$I IIpaBUJI IIPOMU3BOJACTBA U KOHTPOJIA KAaYECTBA JICKAPCTBCHHBIX
CpPENCTB

MGTOHOJ'IOFI/ISI IMPOBCACHUA U OLICHKU BaJIMJALIMOHHBIX HUCIBITAaHUN

[IpaBuia HajuIe)KaMEen MPOU3BOACTBEHHOM ITPAKTUKH, IPABUJIA HAJUIEKAIECH
1a00paTOpHO MPAKTUKU M COOTBETCTBYIOIINE JOKYMEHThl MexXayHapo AHOI
KOH(epeHIINH 110 rapMOHU3aIMKY TEXHUYECKUX TPEOOBAHUM JUI PErUCTpaLuu
(bapMaleBTUUECKUX MPENapaToB, UCHOIb3yEMbIX YEIIOBEKOM

TexHuueckue, TEXHOJOTUYECKUE U papMaKoIeliHble TPeOOBaHUS K CHIPBIO,
MOJIYIPOAYKTaM U TOTOBOM HAaHOCTPYKTYpUPOBAHHOMU (hapMalieBTHUECKOM
IIPOAYKIIUH

TexHuueckue u papMakornelinple TpeOOBaHUSA K PEaKTUBaM, MaTepraiaM 1
000pyIOBaHHUIO JUIsl aHAJIN3a HAHOCTPYKTYpUPOBaHHOU (hapmalieBTHUECKOM
IPOIYKIIUH

TexHoIoTHS TPOU3BOICTBA HAHOCTPYKTYPUPOBAHHON (DapMaIieBTHIECKOM
PO YKIUU

Bunbl 1 ycnoBHs CIIBITAHUN CHIPBS, IPOMEXYTOYHON ¥ TOTOBOM
HAHOCTPYKTYPUPOBAaHHOM (papMalleBTUYECKON MPOAYKLINU

[IpaBuna paboTel ¢ 000PYIOBAHHEM M MaTepUaIaMU ISl IPOBEICHUS
AKCTIEPUMEHTAIBHBIX UCCIIETOBAHII HAHOCTPYKTYPUPOBAHHOM
(apmaleBTHUECKON MPOTYKIHH

Opranu3anus 1 METO0JIOTHsI IIPOBEICHUS NCCIEA0OBAaHUIN B 00J1aCTH
pa3paboTKU U IPOU3BOCTBA HAHOCTPYKTYPHUPOBAHHOM (apMarieBTUYECKOM
IIPOAYKIIUH

HpaBI/IJ'Ia XpaHCHHUA U YUCTAa HAPKOTUYUCCKHUX, IICUXOTPOITHBIX BCIICCTB U UX
PEKypPCOPOB

TexHuyeckue BO3MOKHOCTH JIaOOpaTOPUH pa3pabOTKU U KOHTPOJIS KayecTBa
HAHOCTPYKTYPUPOBAHHOM (papMaleBTUYECKOM MPOAYKLIUU

[Topsinox opopmileHns, COTIaCOBaHUS U YTBEPKICHUS TEXHUUECKOU
JOKYMEHTAMN U OTYETHOCTHU

[lepcrieKTHBBI TEXHUUECKOTO PA3BUTHUS MPEANPUATUS U OTPACIU U OINIpe/IeTICHHE
SKOHOMMUYECKOH 3P PEeKTUBHOCTU pa3pabOTOK HAHOCTPYKTYPHUPOBAHHOMN
(dapmaleBTHUECKON IPOAYKLINN

OCHOBBI TPYZIOBOT'O 3aKOHOAATEILCTBA

WNHocTpaHHBIi SI3bIK HA YPOBHE CBOOOHOTO OOIICHUS

TpeGoBaHUs CAHUTAPHOTO PEKHUMA, OXPAHbI TPY/la, OXKAPHOM OE30MaCHOCTH,
9KOJIOTHH OKPYXKAIOIIEN Cpeipl, MOPSAAOK ACUCTBUI IPU YPE3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU
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3.5.4. TpynoBasi pyHKuHA

Opranu3zanys BbIIIyCKa ONBITHOM cepuu
HaHOCTPYKTYPUPOBAHHOM

q)apMaueBTI/IquKOﬁ IpOoaAYKIUHU I10 YPOBCHB
HaumenoBanue | pa3paOOTaHHOM ONTUMALHON Koxn E/04.7 | (nmomypoBens) 7
pelienType U 3aKII0UeHHE O KBanQuKaIIm

TEXHUYECKOU BO3ZMOKHOCTH
MIPOMBIIIEHHOTO IMPOU3BOJACTBA

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

3aMMCTBOBAHO U3
Opurunan X
opuruHaia
Kon PerucrpanuonHslii Homep
opurmHaia podeCCUOHATHEHOTO

craHgapTra

Tpynossie
NEeNCTBUA

Ha3znauenne OTBETCTBEHHBIX 3a BBIITYCK OIBITHOM MapTUu
HaHOCTPYKTYPUPOBAHHOU (hapMaIieBTUUECKON MPOTYKITUN

CornacoBaHue TIUIaHa BBIYCKAa OIBITHOW MNapTUM M BAIUJALUHU IIpolecca
MOJIy4€HHUsI HAHOCTPYKTYPUPOBAHHOM (papManieBTUUECKON MPOIYKIIUU

CornacoBaHre TEXHUYECKOTO 3a/laHds Ha 3aKyIKy, IPOEKTHPOBAaHUE H
WU3TOTOBJICHUE KOMIUIEKTYIOUIMUX M OCHACTKU I IIPOM3BOJCTBA HOBOM
HaHOCTPYKTYPUPOBAHHOM (papMalleBTUYECKON MPOAYKLINU

CornacoBaHue METOJOB, YCIOBHUM UM PEKUMOB (PUIUKO-XUMUYECKUX H
TEXHOJIOTMYECKUX HCCIECIOBAHUNM HCIIOIB3YEMOTO ChIPbs, IPOMEXKYTOUYHOM M
rOTOBOM ONBITHOM NapTUM HAHOCTPYKTYpPUPOBAHHOW (apMaleBTUYECKOM
IIPOAYKLIUH

CornacoBaHue BHJOB, IOCIEIOBATEIBHOCTH U 00BEMAa MHUKPOOHOIOIMUECKHX
HCCIEA0BAaHUN HCIIOJIB3YEMOTO CBIPbS, IMPOMEXYTOYHOM M TOTOBOM OIBITHON
MapTUHU HAHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON IPOAYKLIUN

CornacoBaHue BUAOB, NOCIEIOBATEIbHOCTH M 00bEMa JOKIMHUYECKHX
HCCIEA0BAaHUN HCIIOJIB3YEMOTO CBIPbS, IMPOMEXYTOYHOM M TOTOBOM OINBITHON
MapTUU HAHOCTPYKTYPUPOBAHHOM (papManieBTUUECKON IPOAYKIIUU

Haznauenme OTBECTCTBCHHBIX 3a MpEAMCTHO-KOJIMYCCTBCHHBIM Y4€TOM
HAapKOTHYCCKHUX, IICUXOTPOIHLIX BCUICCTB U UX ITPEKYPCOPOB

HOHFOTOBKa 3aKJIIOYEHUSI O TEXHUYECKOU BO3MOXKHOCTH IMPOMBIIIJICHHOT'O
MPOM3BOJICTBA HAHOCTPYKTYPUPOBAHHOUN (apMaIeBTUUECKOW MPOAYKIIMH TI0
pa3paboTaHHOU pelenType U TEXHOJIOTHH

Heo0xomumeie
YMEHUSA

KoHnTposinpoBars BBIYCK ONBITHOM NapTUXW HOBOW HAHOCTPYKTYPUPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

CornacoBblBaTh M YTBEPXKJaTh 3aKylKy HEOOXOAMMOIro OO0OpYIOBaHUS JUis
BBIIIYCKA ONBITHOM MapTUU

CornacoBblBaTh U YTBEp)KJaTb  IporpaMmy  (U3MKO-XMMHUYECKUX U
TEXHOJIOTMYECKUX nccaea0BaHuM o0pa31oB OIIBITHOM [IapTUU
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

CornacoBblBaTh M YTBEPXKJATh MPOTpaMMy MHKPOOHOJOTUYECKHX HCIIBITAaHHUM
00pa3LoB ONBITHOW MAapTUU HAHOCTPYKTYPUPOBAHHOW (apMalleBTUYECKOM
IIPOAYKIIUH

KontponupoBate 000pOT HAPKOTHYECKUX, TCHUXOTPOMHBIX BEIIECTB H HX
IIPEKYPCOPOB

O60061maTh M OLIEHUMBATh pe3yJAbTaThl BBIIYCKAa ONBITHOM NapTUHU HOBOM
HAaHOCTPYKTYPHUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU
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Heo0xomumeie
3HAHUA

JelicTByromye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, ~METOJbl IIOJY4YEHUSs W  CBOWCTBA HAHOCTPYKTYPUPOBAHHOMU
(dbapmaneBTHUECKON IPOAYKLINN

TpeboBanusi T'ocymapctBennoit (Qapmakonen Poccuiickoii ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HUCXOTHBIM AKTUBHBIM
(hapmareBTHIEeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IMpaBHUJI MPOU3BOJACTBA W KOHTPOJA KadeCTBa JICKAPCTBCHHBIX
CpPENCTB

MCTOHOJ’IOFI/ISI IMPOBCACHUA U OLICHKU BaJIMJALIMOHHBIX HACIIBITAaHUH

[IpaBuia Haayexaniedl NPOW3BOJCTBEHHOM IIPAKTUKH, IpaBHIA HAIJIeXKallen
71a00paTOpHON TNMPAKTUKU M COOTBETCTBYIOLIME JTOKYMEHTHI MexIyHapoaHOU
KOH(EepeHIIMH 1O TapMOHHU3ALMU TEXHUYECKUX TPeOOBaHUN Ui PErucCTpaluu
(bapMaleBTUUECKUX MPENapaToB, UCIOIb3yEMbIX YEIIOBEKOM

TexHunueckue, TexHoJOrMueckue H (apmaxkonerHble TpeOOBaHUS K CHIPbIO,
MOJIYIPOAYKTaM M TOTOBOM HAHOCTPYKTYpPUPOBAaHHOW (apMalieBTUYECKOM
IIPOAYKLIUH

Texunueckue u (apmakoneiiHple TpeOOBaHUS K peakTUBaM, MaTepuaigam Hu
0o0OpYJOBAaHUIO JJIsl aHAIM3a HAHOCTPYKTYpUPOBAaHHOH (papmaneBTH4YECKON
IPOIYKIIUH

Texnosorus OIIBITHOTO u IIPOMBILUIEHHOTO MIPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

HpaBI/IJ'Ia XpaHCHHUA W y4Y€Ta HApPKOTHUYCCKUX, MCHUXOTPOIHBIX BCHICCTB H HUX
PEKypPCOPOB

TexHudyeckue  BO3MOXKHOCTHM  OIBITHO-IIPOMBIIJIEHHOTO  MPOU3BOJICTBA
HAaHOCTPYKTYPUPOBAHHOM (papManeBTUUECKON MPOAYKLIUU

[Topsinox  odopmieHHs, COTJaCOBaHMSI UM YTBEPKICHHUS  TEXHUYECKOU
JOKYMEHTAMU U OTYETHOCTH

[lepcrieKTHBBI TEXHUYECKOTO Pa3BUTHUS MPEANPUATUS U OTPACIIU U ONpeeTeHIe
SKOHOMHMYECKON  3(h(deKTUBHOCTH  pa3padOTOK  HAHOCTPYKTYPUPOBAHHOM
(dbapmaneBTHUECKON IPOAYKLINN

OCHOBBI TPYIOBOT'O 3aKOHOAATEIbCTBA

TpeOoBaHusl CaHUTApPHOTO PEKHUMA, OXpaHbl TpPyJa, MOKAPHOU O€30macHOCTH,
9KOJIOTHHM OKPYXAIOIIEW Cpeapl, NOPSJ0K JEHCTBUM IIpU YpPE3BbIYANHBIX
CUTYaLMSIX

HApyrue
XapaKTCPUCTUKHU

3.5.5. TpynoBast pyHkums

[IpoBepka u cornmacoBaHue TOKyMEHTaIH

1o pa3pabOTKe TEXHOJOTUM IOTyJEeHUs YpoBeHb
HaumenoBanue | roToBOM JNIEKapCTBEHHON dopmer | Kon E/05.7 | (nomypoBeHs) 7
HAHOCTPYKTYPUPOBAHHOM KBaIMpUKaL1

(hapMareBTUIECKOH PO TYKITHH

[Ipoucxoxnenue
TPYIOBOH (hyHKIMH

3aMMCTBOBAHO U3
Opurunan X
opuruHaia
Kon PerucrpanuonHslii Homep
opurmHaia poQeCCUOHATHFHOTO
cTaHjapra

Tpynoseie

CornacoBanne BHUIIOB W (OPMBI HAYYHO-TEXHHUYECKOW TOKYMEHTAIUU TMpHU
MOJHOM IIMKJIE Ppa3pabOTKH W  BBINOJHEHWU HCCICAOBAHUM  TOTOBOM
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JIENCTBUS

HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUN

Opranuzanus u oOecrieueHue BEACHUS HAyYHO-TEXHMUYECKOM JIOKyMEHTAlUH
IpU MOJHOM LK€ pa3pabOTKU U BBHIMNOJIHEHUM HCCIEIOBAaHUN TOTOBOM
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

CornacoBaHne W YTBEPXKACHHE MPOTOKOJIBLHOW TOKYMEHTAllMd TMPU 000poTe
pEaKTUBOB, MaTEpHUaJOB JJIs aHaliu3a, ChIPbs, MOJYINPOIYKTOB U 00pa3LoB
HaHOCTPYKTYPUPOBAHHOU (papMarieBTUUECKON MPOTYKIIUN

Opranuzanys BeleHUS HAyYHO-TEXHUYECKOW NOKYMEHTAllMU, OTHOCSILEHCS K
npudbopaM U OO0OPYAOBAHUIO MPHU Pa3pabOTKE W BHIMIOJTHCHUH HCCIICIOBAHUMA
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIUU

Haznauenme OTBETCTBEHHBIX 3a BCJCHUC Hay‘IHO-TGXHH‘{eCKOﬁ AOKYMCHTAaUH
BCEX YPOBHEU

Heo0xomumeie
YMEHUA

BriOupats HeoOXomuMble W JIOCTATOYHbIE (OPMBI  HAYYHO-TEXHUUYECKOU
JTOKYMEHTAIU!

KOHTpOJ'II/IpOBaTB BEICHUC Hay‘IHO-TCXHH‘{CCKOﬁ JOKYMCHTaIuK

O0001IaTe M OLIEHMBAThL COCTOSIHUE M BO3MOJKHOCTH MCCIIENOBATEIHLCKON
naboparopuu A pa3pabOTKHM HOBBIX BHUJOB HAHOCTPYKTYpUPOBAHHOU
(dbapmaleBTHUECKON IPOAYKLINN

Heo0xomumeie
3HAHUA

JelicTByromye oTpacieBble CTaHIAPThl, TEXHUYECKUE YCIOBUSA U HOPMATUBBI Ha
COCTaBbl, METOJbl IOJY4YEHUs M CBOWCTBA HAHOCTPYKTYPHPOBAHHOMU
(dapmaneBTHUECKON IPOAYKIIUN

TpeboBanusi T'ocymapctBennoit Qapmakonen Poccuiickori ®Deneparuu  u
BEAYLIUX 3apyOeKHBIX (hapmakomneit K HCXOJHBIM AKTUBHBIM
(hapmareBTHIeCKUM CyOCTaHIIMSIM U BCIIOMOTATEIIbHBIM BEIIECTBAM

TpC6OBaHI/I$I IpaBHuJI MPOU3BOJACTBA W KOHTPOJA Kad€CTBa JICKAPCTBCHHBIX
CpPENCTB

MGTOHOJ'IOFI/IH IMPOBCACHUA U OLICHKU BaJIMJAIIMOHHBIX HACIBITAaHUN

[IpaBuia Haayexaniedl NpPOW3BOJCTBEHHOM IIPAKTUKH, IpPaBHIA HAIJIEXKallen
71a00paTOpHON TNMPAKTUKU M COOTBETCTBYIOLIUE JTOKYMEHTHI MexIyHapoaHOU
KOH(EepeHIIMN N0 TrapMOHU3ALMHU TEXHUYECKUX TPeOOBaHUU JUIsl PETMCTpALUU
(hapMalleBTUUECKUX NPENapaToB, UCIOIb3yEMbIX YEIIOBEKOM

TexHunueckue, TexHOJOrMueckue H (apmaxonelHble TpeOOBaHUS K CHIPbIO,
MOJIYIPOAYKTaM M TOTOBOM HAHOCTPYKTYpPUPOBAaHHOW (apMalieBTUYECKOM
IIPOAYKLIUH

Texunueckue u (apmakoneiiHple TpeOOBaHUS K peakTUBaM, MaTepuaigam Hu
0o0OpYJOBAaHUIO JJIsl aHAlIM3a HAHOCTPYKTYpUPOBAaHHOHN (apmaneBTH4eCcKOi

IIPOAYKLIUH

Texnosorus OIIBITHOTO u ITPOMBIIUIEHHOTO MIPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAaHHOM (papManeBTUUECKON MPOAYKLIHUU

Bunel u ycnoBus HCHBITAaHMM HAHOCTPYKTYPUPOBAaHHOHM  (hapMalieBTHUECKON
IIPOIYKIUHN

[IpaBuna paboTel ¢  00OpyHOBaHMEM W MaTepuajlaMu JUisi TPOBEACHHS
UCIBITAHUNA HAHOCTPYKTYPUPOBAHHOHM (papManeBTUYECKOM MPOAYKLHH, MOPAIOK
MIPOBEICHNS KBATM(HUKAIIMOHHBIX MEPOIIPUSTUH.

TexHuyeckue  BO3MOXKHOCTU  jaboparopuu  pa3pabOTKMW U OIBITHO-
MIPOMBIIIJIEHHOTO MPOU3BOJICTBA HAHOCTPYKTYPUPOBAHHOW (hapMaleBTUUECKON
IIPOIYKIIUH

[Topsinox  odopmieHHs, COTJIaCOBaHMSI M YTBEPXKICHHUS  TEXHUYECKOU
JOKYMEHTAMN U OTYETHOCTHU

HepCHeKTI/IBLI TEXHUYCCKOI'O pasBUTUA NMPCANIPUATUA U OTPACIIU U OIIPEACTICHUC
HKOHOMMUECKOH 3 PeKTUBHOCTU pa3pabOTOK

OCHOBBI TPYZIOBOT'O 3aKOHO/1aTEIbCTBA
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TpeboBaHMsI CAaHHTAPHOTO PEXKMMA, OXPaHbl TPyJa, MOKAPHOU OE30MACHOCTH,
SKOJIOTMU OKPYXKAIoIIeH Cpeapl, MOPANOK JCUCTBUM MpH Ype3BbIYAHHBIX
CUTYalUsIX

HApyrue -
XapaKTCPUCTUKHU
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IV. CBenennsi 00 opranu3anusix — pa3padoT4yuKax npopeccCuoHaJIbHOr0 CTAaHAAPTA

4.1.0T1BeTCTBEeHHAsl OPraHU3ALMA-Pa3PadOTUHK

®oua MHGPACTPYKTYpHBIX U 00pa3oBaTenbHbIX porpamM (POCHAHO), ropog Mocksa

['enepanpHbIA TUPEKTOP Ceunapenko Aunzapeii ['ennaapeBuy

4.2. HaumeHOBaHUs OPraHN3anMii-pa3padéoT4nKoB

Ob6mepoccuiickoe oObeauHeHne pabotomateneid «POCCHIICKMN CO¥03 TPOMBIIUICHHUKOB U
IpeAnpUHUMATENE», ropoa MockBa

3akpeITO€ aKImoHepHoe 001ecTBO «MHCTUTYT (hapMaIeBTUYECKUX TEXHOIOTHUM»

Hayuno-npousBoactBennas ¢upma «Martepua Menuka XonaauHr», ropos MockBa, ropon
Yensiounck (bumman)

OTtkpeIToe akimoHepHoe oomecTBo «Tarxumdapmmpenapatsi», ropoa Kazanp

Ob61ecTBo ¢ orpannueHHoi oTBeTcTBeHHOCThI0 « HAHOJIEKY, ropon Mocksa

S Al ol B B

OO0111ecTBO € OrpaHUYEHHON 0TBEeTCTBEHHOCThIO «HaHnodapma JleBenonmenT», ropos Kazanb

denepalibHOE TOCYIApCTBEHHOE OI0KETHOE 00pa30BaTEIbHOE YUPEKIEHUE BhICILIEro 00pa3oBaHuUs
7. | "MockoBckuii TexHosorndeckuii yausepcuter' (MUTXT) MunucrepcrBa oOpa3oBaHus U HAYKU
Poccuiickoit @enepanuu, ropos Mocksa

! O6mepoccuiicKuii K1acCHpUKATOp 3aHATHL.

? O6mepoccuiickuii KTaccHDUKATOP BUIOB SKOHOMHUUYECKON JCATENBHOCTH.

* Tpuxa3 Munsapascoupassutus Poccuu ot 12 ampenst 2011 r. Ne 302u «O6 yTBep/ICHHH TepedHeil BPeAHbIX W (WTH)
OITaCHBIX TPOU3BOJCTBEHHBIX (PAKTOPOB U PAaOOT, MPU BBITOJHEHHN KOTOPBIX MPOBOATCS 00s3aTENbHbIE TIPEIBAPUTENbHBIE U
MepHOINIECKUEe MEIUIMHCKAE OCcMOTpbl (oOcnenoBanusi), U Ilopsaka mpoBeneHMs 00sA3aTEIBHBIX MpPEABAPUTEIBHBIX H
MIEPUOINIECKUX MEIUIIMHCKUX OCMOTPOB (0OCIienoBaHUi) paOOTHHKOB, 3aHATHIX Ha TOKEIBIX paborax M Ha paboTax c
BpeOHBIMU M (WIM) ONACHBIMM YCIOBUSIMH Tpyda» (3apeructpupoBan Munroctom Poccum 21 okrs6ps 2011 r.,
peructparonnbii Ne 22111), ¢ u3MeHeHUsIMH, BHECEHHBIMH Tpuka3amMu MunsnpaBa Poccun ot 15 mas 2013 r. Ne 296H
(3apeructpupoBad Muntoctom Poccun 3 wmronst 2013 r., peructparmonnsiid Ne 28970) u ot 5 nekadbps 2014 r. Ne 801n
(3apeructpupoBan Munrocrom Poccuu 3 despais 2015 r., peructparmionnsiin Ne 35848).

* Ipukas Pocrexnamsopa ot 29 sBapst 2007 1. Ne 37 «O HOpsKe MOATOTOBKH M aTTECTAIMH PaGOTHHKOB OPTaHH3AIMi,
noaHaa3opHbIx  DesepanbHON  Ciy)kOE IO IKOJIOTHYECKOMY, TEXHOJIOIMYECKOMY M aTOMHOMY Haa30py» (BMecTe C
«[lonoxxeHneM 00 opraHuzanuu padoOTHl MO MOATOTOBKE W aTTECTALMH CIIEIMAINCTOB OpraHM3allfid, MOJHAJ30PHBIX
denepanbHOl CIy)KOE MO 3KOIOTHYECKOMY, TEXHOJIOIMYECKOMY M aTOMHOMY Haj3opy», «llomoxeHrneM o0 opraHu3aiyu
o0y4eHUss W TIPOBEPKH 3HAaHWH paboyMx OpraHu3almi, MoAHAA30pHBIX DenepanbHON CiIy)k0€ M0 3KOJIOTHYECKOMY,
TEXHOJIOTHYECKOMY W aTOMHOMY HaI30py»), 3apeructpupoBaH MunioctoM Poccuu 22 mapta 2007 T., perucTpandOHHBIN
Ne 9133.

> E/uHblit KBanu()UKAIMOHHBIH CIIPABOYHUK JOTKHOCTEH PYKOBOJMTENEH, CIICIUAIICTOB U APYTHX CIyKAIIHX.

% OGmepoccuiickuii K1accubuxaTop mpodeccHii paGodrX, TOHKHOCTEH CIY)KAIMX W TAPH(HBIX PaspsIIOB.

7 o o o
O6H_lepOCCI/II/ICKI/II/I KJ'IaCCI/I(l)I/IKaTOp CIICIHUAJIBHOCTECHU I10O O6pa3OBaHI/IIO.
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