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I. O6mmue cBeneHns

Oprasu3alMoOHHOE M PErYJIATOPHOE COMPOBOXICHNE PHKIIAHBIX HCCIE0BAHME B 00/1aCcTH
pa3pabOTKH HOBBIX JIEKAPCTBEHHBIX CPE/ICTB H YCOBEPIICHCTBOBAHUS IPOMBIILICHHO
IPOM3BOMMBIX JIEKAPCTBEHHBIX CPEACTB (CHHTCTHIECKHX, GHOIOTHYECKHX,

HMMYHOOHOJIOrHIeCKUX, OHOTEXHOIOIMIECKUX, TEHOTEPallEBTHIECKHUX, 02.010
paz[HO(bapMauequeCKnx, FOMCOH&TH‘IGCKHX, IIPUPOTHOT0 NPOUCXOXIACHAL U MEARITHMHCKHUX
ra3oB)

(HarMeHOBaHMe BUAA IPO(eCCHOHATHHON JEATEIPHOCTH) Kon

OcHoBHas 11eJTb BHIa NPOGECCHOHATBHOMN NIEATeIbHOCTH:

O6ecneyenre 3¢ HeKTUBHOCTH, Pe3yIbTaTUBHOCTH ¥ COOTBETCTBHS YCTAHOBJICHHBIM TPeOOBaHUAM
CO3JaHus B pa3paboTKH JIEKapCTBEHHBIX CPECTB
I'pynna 3ansarui:
1223 PyxoBoauTesm noapasaeneHui mno 2113 X¥MMUKH
Hay9YHBIM HCCIECIOBaHHUAM H
pa3zpaboTkam
2131 Buosoru, 60TaHNKH, 300JI0TH B 2141 HmxeHepsl B IPOMBIIIICHHOCTH U
CIIELIMAIMCTHI POACTBCHHBIX 3aHATHH Ha IIPOU3BOJICTBE
2145 NaxeHephI-XUMHKH 2149 CrenuaymcTsl B 00/1aCTH TeXHHKH,
He BXOASIIUE B IPYTHE I'PYIIIEI
2262 [IpoBu30OpEI - -

(xom OK3Y) (HauMeHOBaHHE) (xon OK3) (HauMEHOBaHHE)




OTtHeceHnE K BHI@aM S3KOHOMHYECKOM ACATCIIBHOCTH

21.1 ITponsBoncTBO (hapmaneBTHIECKHX CYOCTAHIIHM

21.2 ITpon3BoACTBO JIEKapCTBEHHBIX NPENAPATOB M MATEPHAIIOB, IPUMEHACMBIX B METHIIHHCKIX
HENIIX

52.10 JleqaTeIbHOCTh 0 CKIaAMPOBAHMIO M XPAHEHHIO

72.1 Hay4neie nccnenoBanus B pa3paboTKH B 00JIaCTH €CTECTBEHHbIX H TEXHHYECKHX HAYK

(xonm OKBC—)I[Z) (HauMeHOBaHHe BYIa YKOHOMUYECKON NeATENLHOCTH)
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III. Xapakrepucruka 06001eHHBIX TPYAOBBIX QYyHKIHI

3.1. O6006mennan TpyaoBas GyHKIHA

HavhMeHoBaEHC IIpoBenenue paboT MO HCCIEXOBAHAIM Ko A Vposenp 6
JIEKAPCTBEHHBIX CPEACTB KBaTH(HKaLH
ITpoucxoxenne
00061meHHol Tpya0oBOH Opmrunan X 3auMCTBOBaHO U3 OpUrHHANIA
byHKIHAH
Kon PerucTpaumoHHsIi HOMEp
OpHrHHaa npodecCHOHANBHOTO
cTaHgapTa
BoamoxHEIe XUMHK
HAUMEHOBaHUS Texnonor

TOJDKHOCTeH, npodeccHit

Crapmmii (Bexymii) XUMHK
Crapmmii (Bexynmii) TeXHOJIOT
buonor

Buotexnonor

Crapmmit (Bexymuit) 6uosor
Crapmmuii (Begymuit) GHoTeXHOIOT
WmxeHep-ucnpITaTens

TpeboBanus K
00pa3oBaHHUIO U
00y4eHHIO

Bricmee o6pa3oBanue — OakamaBpuat
Briciiee o6pa3oBanue — cCieMUaINTET, MarkcTpaTypa

TpeboBaHUg K OTIBITY
IPaKTHIeCKOH paboThI

Ocobrle ycnoBus
nonycka K pabote

ITpoxoxaeHne 0643aTeNbHBIX IPEABAPUTENBHEIX (IIPH NOCTYILICHNM Ha
paboTy) ¥ NepHOAUIECKUX METAIIMHCKUX OCMOTPOB (06cnenoBaHui), a
TaKOKe BHEOUEPEAHBIX MEAUIIMTHCKHX OCMOTPOB (00ciefoBaHui) B IOPAAKE,
YCTaHOBJIEHHOM 3aKOHOZaTenbcTBoM Poccuiickolt Penepanmu

Jpyrue xapakTepucTuKy

Jia npodeccrnoHaBHOrO pocTa TpeOyeTcs BBIIIOJIHEHHE KPUTEPUEB,
COOTBETCTBYIOIINX CHEHAIBHOCTIM

OcHOBHBIE CITIOCOOBI MOBHINICHUS KBATM(HKALMHN:

- IIPOTpaMMBI MTOBEIIIEHHS KBATH(UKALUA HE peXe OJHOIO pasa B IIITH JIET,
- IporpaMmbl MPOECCHOHATBHOM IEPENOATOTOBKY;

- CTOXXUPOBKH;

- TPEHUHTH B CUMYJIAIHOHHBIX IEHTpaX;

- HCITOJIb30BAHUE COBPEMEHHBIX TUCTAHIIMOHHBIX 06pa303aTeJIbHI>1X
TexHOJIOTHH (0Opa3zoBaTenbHEIH OpTaT U BeOMHAPEI);

- yJacTHe B KOHTpeccaX, KOHQEepeHIAX, MacTep-Kiaccax

JloTiOTHUTEIIbHBIE XapaKTEPHCTHKH

HaumenoBanne JAOKYMCHTa

HanmenoBanue 6a30B0# rpymnnsl, JOHKHOCTH

Kon (mpodeccun) WITH CHIENHATIBHOCTH

OK3

2113 XuMUKHA

2131 Bronoru, 60TaHHKH, 300JI0TH ¥ CHEIHATACTHI
POJICTBEHHBIX 3aHATHH

2141 WnxeHeph! B IPOMBIIUICHHOCTH H Ha

IIPOU3BOACTBE




2145 Hmxenepri-XuMHUKH
2149 CrienuanucTs! B 061aCTH TEXHUKH, HE BXOAAIIYE B
APYTHC I'PYIIIBI
2262 ITpoBu30opE!
EKC* - IIpoBm30p
- Wmxenep-TexHOJIOT (TEXHOJIOT)
- buosor
OKIIATP’ 20307 baktepuonor
20321 buonor
20324 buoguzuk
20327 broxumuk
22516 Hmxenep-Muxpo6Hosior
22839 Hmxenep-pagnoxumuk
22854 Hmxenep-rexnoior
22860 Hnrxenep-xumuk
23016 Hucnexrop-nposusop
23696 JlabopanT-uccnenoBarens (B 061acTH XHMHH)
23699 JlaGopanT-rccnenoBarens (B 061acta 6HOIOrHH)
23703 JlabopanT-HccnenoBarens (B o6acTu
OaKTEpHONOTHH H (apMaKOIOTHH)
24219 Muxpobuonor
24376 Hayunbiit coTpyHUK (B 0671aCTH XMMHN)
24394 Hay4uerii coTpyaauk (B o6nact 6uonornn)
24395 Hayunsti cotpynank (B o6nactu 6akTepHOIOTHY 1M
¢papmaxonorun)
25850 ITpoBu3zop
25852 ITpoBu30p-HHTEPH
25854 IIpoBHu30p-aHAIHTHK
25856 ITpoBH30p-TeXHOIOT
27154 Toxcukoior
27306 DapmaxoJior
27339 ®Puznosor
27392 XuMuK
42865 Hmxenep xumuko-6akrepronornyeckoi
nabopatopun
OKCO° 010801 Pamnodmsuka u snekTponuKa
010802 DyHpameHTanbHas paanodusuka u GU3MUecKas
JJIEKTPOHMKA
020101 Xumus
020201 buonorus
020208 broxumus
020209 Muxkpobuosnorus
020900 Xumus, Gu3nKa 4 MEXaHVMKA MaTEepPHAIIOB
060104 Menuko-npodunaxradgeckoe neio
060108 dapmanes
060112 MeumuHckas Guoxumus
111201 Betepunapus
140300 SlnepHbie dusnka U TeXHONOrHUM
140307 Pajuarmonnas 6esonacHocTs YenoBeka u

OKpPYXAaroLeH cpen




140308 Pagmannonnas 6e30nacHOCTD
140401 Texnuka u Gu3KMKa HU3KHX TEMIEpaTyp
140504 XonomunbHas, KpHOTEHHAs TEXHUKA H
KOHIMIIMOHHPOBAHUE
210301 Pangnodusuka u dIIeKTpoOHHKA
240301 XUMUYECKasi TEXHOJIOTHS HEOPraHWIECKHX
BEIIECTB
240307 TexHONIOrHs CpeACTB XUMHIECKOM 3aITUTEI
240401 Xumudeckas TEXHOJIOTHSI OPTaHUYIECKUX BENMIECTB
240402 XuMHuYecKasi TEXHOJIOTHUS CHHTETHYECKUX
OHONOrMYecKUX aKTHBHEIX BEHIECTB
240501 XyMpyecKas TeXHOIOTHS BEICOKOMOJIEKYIISPHBIX
COCIUHEHMI
240505 TexHoI0rHs BEICOKOMONEKYJISIPHBIX H
BBICOKO3()(PEKTHBHBIX COSTMHEHUH B YCTPOUCTB
240603 XuMmHueckas TEXHOJIOTHS PEIKHX 3JIEMEHTOB H
‘ MAaTEPUAJIOB Ha HX OCHOBE
240801 MamuHs 1 annaparhl XAMHYECKUX TPOH3BOACTB
240802 OcCHOBHBIE NPOLIECCH] XUMUYIECKUX IIPOU3BOJICTB U
XUMHYecKas KHOepHETHKA
240901 buotexnonorus
240903 BroxuMudeckoe Npou3BOICTBO
3.1.1. Tpynoras dpyuxkuus
IIposenenue pabot no dpapmManeBTHIECKOM YpoBens
HaumeHoBaHue paspaboTke Kon | A/01.6 (moxypoBeHb) 6
KBaTH(HKAIMHA
roynonon gy | 0PI X | SR
Kon PeructpanuonHkIit HOMEp
OopurvHajia l'IpO(i)eCCI/IOHaJILHOl" 0 CTaHAApTa
TpynoBsie Paspabotka nmponeayp 1mo npoBeaeHuI0 GapMaleBTHIECKOH pa3paboTKH
IeicTBuS PazpaboTrka mmaHOB M mporpaMM —IIPOBENECHHS  OTAC/IBHBIX  3JIEMEHTOB
(apManeBTHIECKOM pa3paboTKu
IIpoBeneHne wuccnenoBaHWi, HCOBITAHWA M OSKCHEPUMEHTAIBHBIX paboT o
(apMalleBTHYECKOH pa3paboTKe B COOTBETCTBHH C YTBEPXKACHHBIMH IJIaHAMH
IlpoBenenne HaOmMIOXEHWH W M3MEpeHWH, COCTaBIEHHE HX OIHCAaHWA H
(GbopMyIHpOBKa BEIBOJIOB
Cratuctugeckas oO6paboTKa NMOMYYEHHBIX PE3yIbTaTOB MCCIICAOBAHUM, HCIIBITAHHA
U 3KCIIEPAMEHTOB 10 (hapmarneBTHIeCKOH pa3paboTke
Pa3paboTka mpoexToB HOpMaTHBHOM JOKYMEHTAIlMH HA JEKAPCTBEHHBIE CPENCTBA
Pa3paboTka MpOEKTOB TEXHOJOTMYECKOM JOKYMEHTAllMM Ha JIEKapCTBEHHBIE
CpeZCTBa, BKIIOUas He0OXOAUMYIO JOKYMEHTAIHIO ISl PETHCTPAMOHHOIO JI0CHE
Benenue nokymeHTanuu no gapmManeBTHIECKOH pa3paboTke
Heobxonumsie PazpabaTbiBaTh U aHATH3HPOBATH TEXHOJIOTHYECKYIO H OTYETHYIO JOKYMEHTALUH IO
yMEHHUS ¢bapMarieBTHYECKOM pazpaboTke (B Ipeaeiax JODKHOCTHBIX 00sI3aHHOCTEH)

Hcnomnp3oBaTh CpencTBa HM3MEpPEHHUS, TEXHOJOTMYECKOE H  HCIBITATeNIbHOE
obopyznoBaHKe, IPUMEHAEMbIE P (apMalleBTHIECKO# pa3paboTke (B OTHOIICHHH
pa3pabaThIBacMBIX JISKAPCTBEHHBIX CPEJICTB)
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BBIIOMHATE MCIBITAHUS JICKAPCTBEHHBIX CPEACTB (KaHAMAATOB B JIEKAPCTBEHHBIE
CpEICTBA)

Onpenems TPYAOEMKOCTE TEXHOJIOTHYECKOI'O IIpolecca, MaTepHaJILHLIﬁ banaHc u
TCXHOJIOTHYECKYIO ce0ecTONMOCTh IIPOM3BOCTBA JICKAPCTBCHHBIX CPEACTB

PaspabareiBaTh IUTaHBl yOpaBiA€HHS pPHCKAMH KadecTBa pa3pabaThIBaeMBIX
JIEKapPCTBEHHBIX CPEACTB

PaspabareiBaTe ~ MOKyMEHTHI  JUII  XHMHYECKMX, (DapMalEeBTHYECKHX U
OMOJIOTHIECKHX  pa3fienoB  PETHCTPAlOHHOTO  JOCKE M HOPMATHBHYIO
JOKYMEHTAIMIO Ha JIEKapPCTBEHHBIC CPEACTBA, IPOM3BOAUTH HX KCIIEPTH3Y

OcyniecTBIATh MOMCK M aHATW3 PETYIATOPHOM, HAYYHONM H HAYYHO-TEXHHYECKOH
HHpOpMANMHE IS pelleHHs NPOQeCCHOHAIBHBIX 33734 IO (apMaleBTHIeCKOH
paspaboTke

Heobxomumepie
3HAHUS

Otans! hapManeBTHIECKOM pa3paboTKH

TpeGoBanusa k 06reMy (apManeBTHIECKOM pa3pabOTKH MO OTAEILHBIM IPYIIIaM
JICKaPCTBEHHEIX CPEJCTB H JIEKAPCTBEHHBIX GopM

Du3KMKO-XMMHYECKHe, OHONOrMdecKHe M MHKPOOHMOJIOTMYECKHE  CBOMCTRA
M3Y9a€MOT0 JIEKapCTBEHHOTO CPEeACTBA

CoBpeMeHHBIH aCCOPTHMEHT BCIIOMOIaTEIbHBIX BEHIECTB U MX G YHKIHOHATILHEIE
CBOMCTBa

Bunp! # XapaKTEpHCTHKH YIAKOBOYHBIX M YKYIOPOYHBIX CHCTEM

Metopl npeaynpex/eHus KOHTAMHHAINH U IIEPENYTHIBAHHUS IIPOIYKIIHH

Metonel CTaTMCTHYECKOrO YNpaBlIeHHs KAdeCTBOM, METOABI MaTeMaTHYEeCKO
CTaTUCTHKH, IpAMEHSAEMbIe NIPU OLEHKE HOJIy‘IeHHLD( pe3yaBTaTOB HCIBITAHUH U
SKCIIEPUMEHTATBLHOM paboTEI

Meroas 1 HHCTPYMCHTBI YIIPAaBICHHUS PUCKAaMHU Ka4eCTBA JICKApCTBEHHBIX CpeacTB

Texuomoruu monygeHHs QapManeBTHYECKHX CYOCTaHIHMM, BCIIOMOTATEIEHBIX
BEIIECTB M JICKapCTBCHHBIX (opM, omepanuii MO YIaKoBKE W MapKHPOBKE B
OTHOIICHHH pa3pabaThIBaeMBIX JIEKAPCTBEHHBIX CPEICTB

IIpuHImNnEl pa3spaboTKH M NMOCTAHOBKM HA IPOM3BOJCTBO HOBBIX JIEKAPCTBEHHBIX
CpeAcTB (apMaKonorHieckue, (papManeBTHUYECKHE acIEKTHl H TEXHOJOTHYECKHE
aCIIeKThl) M KOHTPOJSA BHECCHHA H3MCEHCHWH B NPOM3BOJHMEIE JIEKAPCTBEHHBIE
cpencTBa

Dapmakonorus u 6nodapMaris, KIMHUIECKas hapMaKOIOTHs

DapMakonelHbIe METOIBI AHATH3A, HCIIONb3YEMbIE JUIS HCIIBITAHMH JIeKapCTBEHHBIX
CPEICTB

CIJapMaueBTquCKaa TOKCHKOJIOTHSL

Merozs!l nIaHApOBAHKS HCCIEIOBAHMH, HCIIBITAHHNA M SKCIIEPHMEHTANBHBIX PaboT,
OpUMEHAEMBIX  OpH  (apManeBTHUeCKO  paspaGoTke (B OTHOIICHHH
pa3pabaThiBaeMBIX JIEKAPCTBEHHBIX CPEJICTB)

TpeboBaHKs CaHHTapHOIO pEeXHMMa, OXpaHbl TpyHAa, IIOXApHOH 6E30MacHOCTH,
OKOJIOTHH OKpYKAIOIIeH Cpe/ibl, MOPSNOK AeHCTBUH IPH IPe3BHMANHBIX CATYAIUIX

Hpyrue

XapaKTCPUCTHKH




3.1.2. TpynoBas pyHxkuus

Haumenosanue

IIpoBeneHne ¥ MOHUTOPHHT TOKIMHAYECKHX Yposers
HCCIIEZIOBaHUH JIEKapCTBEHHBIX CPEICTB

Kon | A/02.6 (moxypoBeHD) 6
KBTI UKALIMH

IIpoucxoxnenue
TPy 0BOH GyHKIIMA

3auMCTBOB:
. Opurunan X aHo 13
| OpHI'MHAJa

Koxn PervcTpalioHHbI! HOMED
OpHIHHAaIA Npo¢eCcCHOHATBHOTO CTaHAAPTa

TpynoBsie
JEeUCTBHS

‘PaspaGotka (M) wiH coriacoBanWe IUIAHOB H IIPOTOKOJIOB JOKIHHMYECKAX
HCCIIEI0OBaHMM JICKAPCTBEHHBIX CPEICTB

Ilouck m BEIGOp oOpraHM3amui, NPEAOCTABISIONHMX YCIYTH IO IPOBECHHIO
JOKITHHUYECKUX MCCICAOBAHUH JIEKapCTBEHHBIX CPEJICTB

HpOBClIeHI/IC ayauToB opraHH3aunﬁ, IIPOBOAAIINX AOKIIHHUYCCKHUE HCCIICNOBaHUS
JICKAPCTBCHHBIX CPEICTB, HA COOTBETCTBHE YCTaHOBICHHEIM TpeGOBaHI/I}IM

HpCI[CTaBJICHI/IC PE3YILTATOB 00 HHCIICKOUOHHBIX IIPOBEPKAX pPYKOBOJACTBY
HCOBITATEIIBHOTO nCHTpa, PYKOBOINTEII®  HCCIECOOBAaHUA, OTBCTCTBEHHBIM
HCCIICAOBATEIAM

IIpoBepka MIaHOB AOKIMHHYECKHX HCCIIENOBaHMM Ha COONIONEHHE IPHHIMIIOB
HaJIexKaneh 1abopaTopHOH NPaKTUKH

Omeska HpPOMEXYTOYHBIX M OKOHYATENBHBIX PpE3yIbTATOB JOKIMHHYECKHX
HCCIIEI0OBAaHUT

IIpencTaBnenye NpeIOKeHANR O JOCPOYHOM IMpPEKpalieHHH KM IPHOCTAHOBKE
JOKINHUYECKAX HCCIIEA0BaHHH IeKapCTBEHHbIX CPEJICTR

Paspabotka mpolenyp MOHHTOpHHIa HapaMeTpOB OKpYXalomed Cpelsl B MecTax
IIPOBEIACHUS UCCIICOBAHUMN M XpaHEHHUS MATEPHAIOB HCCIIEJOBAHUN

OneHKa HaHHBIX O CBOMCTBaX HCHBITYEMBIX O0BEKTOB HW/WiH 00 MX GE30HaCHOCTH
UL 3I0POBBS JIIOJEH H/MIA OKPYXKAIOIIEH Cpe bl

Odopmrenne nOKyMEHTaUH B JOKIMHHIECKOM YaCTH PETHCTPALMOHHOrO JOChE Ha
JIeKapCTBEHHBIM Npenapar

Heo6xonumere
yMEHHS

AHaJII/IBI/IPOBaTL JOKYMCHTHI JOKJIMHHUYECKOH YacTH PETHCTPATHOHHOI'O JOCHE,
IIIaHBl, IIPOTOKOJIBI ¥ OTYETHI O AJOKJIMHHYCCKHX HCCICOOBAHHAX JICKAPCTBCHHBIX

CpEACTB

OO6ocHOBBIBaTh BHIOpaHHBIE METOABI JOKIMHHYECKHX HCIBITAHWH, HCIOIb3yeMOE
000pyIOBaHHE, PacXOAHBIE MaT€PHAJIBl, PEAreHTHl, TECT-CHCTEMBI

OneHuBaTh INOCTYHNAIOIAE OT CHOHCOpPA M HMCHBITATENBHOTO IIEHTpa OOBEKTHI
HCCIIeIOBaHUH

OG6GOCHOBBIBATH OTKJIOHEHHS OT ILIAHA HCCJICAOBAaHHUA

HpOI/I3BOJII/ITI> OLICHKY TOKCHIHOCTH JICKAPCTBCHHEIX CPEACTB

Hcnonp30BaTh CTaTHCTHYECKHE MCETOIbI 06pa60TKH JaHHBIX

PaccuuteiBaTh 103BI [UI MEPBOrO KIHHAYECKOTO HCCICIAOBAHHS JIEKAPCTBEHHBIX
CpEICTB

OcymecTBIATh HOMCK M aHAIM3 PETyNIITOpHOM M HaydHOM HHQopMaIm s
peIieHns NpOo(ECCHOHANBHBIX 3a1ad B 00JIACTH NOKIMHHYECKHX MCCIEAOBaHMUM

JICKAPCTBCHHBIX CPEACTB B UX 0e30MmacHOCTH

Heob6xoaumele
3HAHUSA

Tpe6oBanus CornameHHs 0 €IWHBIX INPHUHIOUNAX H NpaBHiIaxXx oOpameHus
JEKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro 3KOHOMHYECKOTO coro3a’,
TpeOOBaHMs K INOPSAAKY HPOBEAEHNS JOKIMHAYECKAX UCCIIEI0BAHUH JTeKapCTBEHHBIX
CPEACTB (Hamiexamas J1abopaTopHas MpaKTHKa)

IpuHUMNEl HaUIeXamel 1JabopaTOPHOM IPAKTHKY B JacTH, UMEIOMEH OTHOMICHHE |




K BBITIOJIHACMOMY HCCJICHOBaHHIO

TpeGoBanus k 06BeMy W BHAaM JOKIHHHYECKMX HCCIIEIOBAHHIL JIEKapCTBEHHBIX
CPEACTB

IIpuHIMIBL BajiAanHy GHONOTHYECKHX MOIEIeH

Mornexynsipusre, GHOXHMUYECKHE, KIETOYHBIE, OPraHHBIE H CHCTEMHBIEC MEXAHM3MED
AEHCTBHS JIEKAPCTBEHHBIX CPEACTB

MCTOI[BI IIPOTHO3HUPOBAHUSA TOKCUYHOCTH JIEKapCTBCHHBIX CPEICTB

MCTOJ.'[LI OLICHKH 0€30IacHOCTH XUMHICCKHX BCIICCTB, IHIPHMEHAEMBIX B
JOKIIMHAYECCKUX UCCIENOBAHUIX JICKapCTBEHHBIX CPCIACTB

MCTO]_U)I MaTeMaTH4YCCKOM CTaTUCTHUKH, IPUMEHSAEMBIE I 06p360TKI/I PE3YIBTATOB
BOKITHHUYECKUX UCCIICIOBaHUH JICKAPCTBEHHBIX CPCICTB

Dapmaxosnorus u GnodapManys, KTHHIIecKas GapMaKoIOTHs

IIpaBuna rocyapcTBEHHOrO PeryNHPOBAHHS OOpalIeHHs JE€KapCTBEHHEBIX CPEJCTB,
PETYJATOPHBIC NPOLEAYPHI ¥ IPELEACHTH B OTHONICHHUH JIE€KapCTBEHHBIX CPEICTB
(Bompocs! Ge3omacHocTH)

- MCTOI[BI IJIAHAPOBAHUS NOKJIMHHYECKUX UCCIIEIOBAHUM JICKapCTBEHHBIX CPEZICTB

HpI/IHI_IPIIIbI obecrieueHns KagecTBa U IIOPANOK OpraHu3anvy u Q)YHKHHOHHPOBEIHI/ISI
CHCTCMEI MCHCJDKMEHTA Ka4ecTBa Ha (l)apMaJ.IeBTI/I‘-IeCKOM IIPOU3BOJICTBE

MeTozp! ynpasiienus prcKamMu 6€30IaCHOCTH JIeKAPCTBEHHBIX CPEICTB

TpeboBanus caHMTapHOrO pexuMma, OXpaHHI Tpyia, NoXapHO# 6e3omacHoCTH,
IKOJIOTHH OKPYXAKOIEH CPeNIbl, IOPANOK NeHCTBHI IPH YPE3BLIMARHEIX CHTYAIIHIX

Hpyrue

XapaKTCPHUCTHKH

3.1.3. Tpynosas ¢pynxmus

IIpoBenenmue u MOHHUTOPHHT KIIMHUYECKUX Yposenn
Hanmenosamme | e e nopanmii JIEKApCTBEHHBIX IIPENapaToB Kon | A/03.6 (nomyposexs) | 6
KBanupHKALMH
TIIpoucxosxneHne :
p K [ Opuruman X 3auMCTBOBaHO U3
TPYIOBO# GYHKIHMHU ' | OpHTHMHalla
Kon Peructpaumonnsrit Homep

OpWrMHaza  OpoEeCCHOHANLHOTO CTAHAApTa

Tpynossie
JeHCTBUS

BemosnHesue pa60T II0 HOOATOTOBKE, MOHHTOPDHHIY H COIPOBOXICHHIO
KIIMHAYECKHX HCCIIEIOBAHUM JICKapCTBEHHBIX IIpEIIapaToB

PaszpaGorka (M) mmm cornacoaHHe NOKYMEHTAIIME KIHHHIECKHX HCCIIEA0BaHHUM
JICKapCTBCHHBIX IPENApaToB, BKIIOYAsd IUTAHBl KIMHHYECKHX WCCIEIOBAHHN ©
IPONENYPE! KX CONPOBOXKACHHS M KOOPAHHALHA

Briop opranusanmii, mpencrapmsrommx YCIYTH IO NPOBEACHHIO KIHHHYECKUX
HCCICNIOBAHMH JICKapPCTBEHHBIX IMPENaparoB, B TOM YHCIE MEIHUIHHCKAX
oprasusanui

HpOBelIEHI/Ie ayinuTra  KOHTPAKTHBIX  HCCIEHOBATENIBCKMX U MCOUIHHCKUX
OpraHu3alum, OCYIMIECTBILIONINX KIHHUYECKHE HCCJICAOBAHHUA JICKAapPCTBEHHBIX
IperapaToB, Ha COOTBETCTBUE YCTaHOBJIICHHEIM Tpe60BaHI/IXM

OneHka INPOMEXYTOUHBIX M  OKOHYATENbHEIX PE3YNIBTATOB  KIMHHYIECKHX
HCCJICIOBAHNH JIeKAPCTBEHHBIX NPENapaTos

Hpe,Z[CTaBJIeHHC NPEITIOKEHUR O JAOCPOYHOM IPEKPAINCHUH HIN IIPHOCTaHOBKE
KIMHUYCCKHUX HCCIIEIOBAHTMA JICKapCTBCHHEIX MpeENapaToB

Odopmrenre u  [poBepka  JOKYMEHTAIMH 10 KIMHEYGCKOR 9acTH

PETHUCTPAITNOHHOIO JOCKHE
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IlpoBenenue aHanusa pUCKOB 6€30mACHOCTH M 3((GEKTHBHOCTH ITeKApCTBEHHBIX
IPENAPaToORB IO pe3yIbTaTaM KJIMHHUYECKHX HCCIIeJOBAHMIA

Opranvzanus paspabOTKH MaKETOB II€YATHBIX MATEpPHATOB (MHCTPYKLUMH IO
MEIHIIMHCKOMY IPUMEHEHHIO, MAKETOB MAPKHPOBKH )

HpOBeIICHI/Ie OICHKH PEKJAMHBIX MaTCpHaJOB Ha COOTBETCTBHE YCTaHOBJIICHHBIM
TpCﬁOBaHI/I}IM M pe3ylbTaTaM KIHHUYECKUX HCCICAOBaHHIA JICKApCTBCHHBIX

IIpenapaToB

Opraxpn3anms NIPOBEACHHUS (bapMaKO3KOHOMHYECKUX H
(hapMako3NH/IEMIOTIOTHYECKHX MCCIIEJOBAHUH JIEKAPCTBEHHBIX IPENIapaToB

Heobxomumere
YMEHHS

AHaJII3UpOBaTh NIOKYMEHTE PETMCTPAIHOHHOTO J0Che (KIMHHYECKYIO dAaCTh),
TJIaHBI ¥ OTYETHI O KIIMHWIECKUX UCCIIEOBAHUSIX JIEKAPCTBEHHBIX IIPENAparoB

OdopMiaATe OTYET JUIS CIOHCOpA MO pe3yNbTaTaM ayAuTa HCCIEN0BATENbCKHX
OpraHu3alliif, OCYIIECTBISIOIIMX KIHHHYECKHE HCCIe0BAHAS JIEKAPCTBEHHBIX
IpenapaToB

KonTpoimposate cobmoneRre IpoLEeAyphl MOJMMCAHHS HH(POPMHPOBAHHBIX
cornacuif CyObeKTaMy MCCIIeIOBAHHS

KOHTpOJII/IpOBaTB BBIIOJIHCHHE IPOTOKOJIa KIIMHUYICCKOI'0 ¥CCICIOBaHMS

AHaJIPI3PIp0BaTB 3al10JIHCHHUC IEPBUAYHBIX AOKYMEHTOB KIMHHYECKOTO
HCCIIENOBaHUA

KOHTpOJIPIpOBaTL yCioBHusA XpaHCHHUA JUIA obecmeuenus CTaOHILHOCTH
HCCJIEAYEMBIX JICKApCTBEHHBIX IperapaToB Ha MPOTSDKCHHUH BCEro nepuona
HCIIOJIb30BaHUS

KOHTpOJIHpOBaTL XpaHCHHE, MHCIIOIL30BAHHE H YHHYTOXCHHUE HCCIIERYEMOT'O
JICKapCTBCHHOI'O IIpenapara

IIpou3BonvTE OIEHKY PHCKOB (€30IacHOCTH M 3(QEeKTHBHOCTH JIEKApCTBEHHBIX
IIpenapaToB

CocraBmars JOKYMCHTAITHIO, Kacaromyrcsa KIIMTHA9ECCKHX HCCIIe0BaHUI
JICKAapCTBCHHEIX MpEnapaToB

OcCyIecTBIATS IOHCK M aHATH3 PEerySATOPHOM M HaydHOM uHpopMannn B 061acTH
KIMHUYECKUX  HCCIENOBaHUM, aHamH3 S(QEeKTHBHOCTH H  6e30MacHOCTH
JICKapCTBEHHBIX MPENapaToB UL PeNICHNs IpOPeCCHOHANBHBIX 3a0a4

OneHuBats BHECEHHE ILIAHHPYEMBIX W3MEHEHWM B JIeKAPCTBEHHBIH npernapar ¢
UENBIO ONPENEICHUs HEOOXOMMOCTH NTPOBEAEHHS KIIMHMYECKHUX HCCIIEIOBAHMIE

Ionb3oBathCs ~ MHOOPMALMOHHBIMA  TEXHONOTHAMH, B  TOM  4HCIE
HCIOJIB3YIOMIMMHCS YITOJTHOMOYEHHBIM rOCYIapCTBEHHBIM OpranoM
HCIIONHATENBHOR BIACTH IO KIMHHYECKHM HCCICHOBAHMAM  JI€KAPCTBEHHBIX
penapaToB

Heobxonumele
3HaHHA

MeTOI[BI IIaHUPOBAaHMS KIIMHUYECKUX UCCJICJOBAaHUH JICKapCTBCHHEIX IIpCHapaToB

Tpebopanua x o6beMy M BHIaM KIMHHYECKHX HCCIIEIOBAHHMH JIEKapCTBEHHBIX
IpenapaToB

Tpebosanms Cornamenus 0 eIMHBIX NPHHIHUIAX H npaBuiaax oOpauieHus
JICKApCTBCHHBIX CPEACTB B pamkax EBpasHiicKOro 3KOHOMHYECKOTO COKO3a,
TPpeOOBaHK K IOPAAKY IPOBEAECHHS KIMHHYECKHX HCCIIEIOBAHMI JIEKapCTBEHHBIX
NpenaparoB (Hajlexamas KIMHAIeCKast IPaKTHKA)

Ilpapuina onenkm 6e3omacHOCTH M 3(QEKTHBHOCTH JEKaPCTBEHHBIX [Ipenaparos,
NPAMCHSACMBIE B KITMHHYECKUX MCCIIE0BAHHUIX JeKApCTBEHHBIX IPENapaToB

IlpaBuna  rocymapcTBeHHOro — perymupoBaHMS — OGpaIIeHHs JIEKapCTBEHHBIX
[penapaToB, pEryNATOPHbIE MpPOLENYPHl M  INpPENEAeHTH B  OTHOIIECHHH
JCKapCTBCHHBIX ~ NpEMapaToB  (BONIPOCHI  KJIMHHMYECKOH  O€30IacHOCTH |
3¢ dexTrBHOCTH)

MeTons! IporEO3MpPOBaHKS TOKCHIHOCTH JIEKAPCTBEHHEIX IIpernapaTon




11

MonexynspHsie, GMOXHMHYECKHE, KICTOYHbIE, OPTaHHbIE U CHCTEMHBIC MEXaHU3MBI
JICHCTBYS TEKAPCTBEHHBIX IIPENapaToB

Mertonsl MaTeMaTH9ecKOM CTATHCTHKH, HCIIONB3yeMBIE IUIS OIEHKH pe3ylIbTaToB
KJIMHUYECKUX HCCIIEAOBAaHNUM JIEKapCTBEHHBIX IIpeNnaparoB

®apmakonorns 1 OuModapmanns, KIMHAYECKas (apMakoJIorus

Merozp! ynpaBieHns prckama 6€300acHOCTH JIEKapCTBEHHBIX CPEJICTB

TpeboBannsg k IpoBeIeHUIO (apMaKoHaI30pa

HopMst festoBoro 0O0IIEHHS U KYJIBTYpBL, IpodeccCHOHaNTbHOM ICHXONIOTHH, 3THKH U
JICOHTOJIOTHH

[Mpunnunel obecredeHusi KadecTBa M INOPAAOK (YHKIIHOHHMPOBAHHS CHCTEMBI
MEHEDKMEHTA KadeCTBa B HCCIIEIOBATENILCKON OpraHu3aIiy

TpeGoBaHMS CaHWTapHOTO pEXMMa, OXpaHBI TPyJa, NOXapHOH Oe30macHOCTH,
5KOJIOTHH OKPYKAIOIIEH Cpe/ipl, HOPAIOK ACHCTBHI IIPH Ype3BbIYaliHBIX CUTYAIHAX

Hpyrue -

XapaKTCPpUCTHKH

3.2. O606mennas TpyxoBas GpyHKIHS

IIpoBenenne paboT 1o rocyaapcTBEHHOM
Haumenosanme | PETHCTPALMH U TOCTPETUCTPALMOHHOMY Kon B . ;E;;i};;m 6
MOHHUTOPHHTY JIEKAPCTBEHHEBIX IIPENapaToB
ITpoucxoxaeHue
006006menHOM TpyIOBOH Opmrunan X 3auMCTBOBAaHO U3 OpPUTHHANA
bysKIMT
Kon PeructpalvioHHBIH
OpHUTHHANa HOMEp
npodecCHOHATBEHOIo
CTaHIapTa
Bo3MoxHEIE CHenHaTiCT 0 PETHCTPALIUH JIEKApPCTBEHHBIX CPEICTB
HauMEHOBaHUSA ChenuajmcT 1o peryIsTOpHBIM BOIIPOCaM
noJpKHOCTEH, mpodeccuit | Crenuamuct mo papMakoHan30py
Crapmmit (Bexymmit) 6uosor
Crapmmii (Beaymuii) 6HOTEXHOJIOT
TpeboBanus k Bricuiee obpazoBanue — 6akaraBpHaT
00pa3oBaHHIO U Bricmiee 06pa3oBaHue — CIIENUAIMTET, MArHCTpaTypa
00yueHn10
TpeGoBaHud K ONBITY He MeHee oHOr0 roja paboThl 10 CIEMHANTFHOCTH IIPH HATMYUH BBICIIIETO
IpaKkTHYeCKOo paboTh o6pa3oBaHus 10 IporpaMMamM OakajjaBpuara
Oco6rle ycoBHuA ITpoxoxaeHne 06s3aTebHBIX IPEBAPHTEIbHbIX (IPU MOCTYIUICHAH Ha
Jorycka K pabote paboTy) B HEPHOAUYECKUAX MEAHIMHCKIX OCMOTpPOB (06CIeI0BaHHIt), 2
TajoKe BHEOUEPETHBIX MEUIMHCKAX OCMOTPOB (06cIe10BaHMi) B OPSIKE,
YCTAaHOBJIEHHOM 3aKOHOJaTeNbcTBoM Poccuiickoit Peneparyu
Jpyrue xapaktepucTaku | s npodeccrHoHaIbHOro pocTa TpeOyeTcs BHIIOIHEHHE KPHTEPHEB,
COOTBETCTBYIOIINX CIENHATBHOCTIM
OcHOBHBIE CITOCOOBI IOBLIIECHHS KBATH(GUKAIIH:
- IPOrpaMMbl IOBBIICHHS KBATM(HUKAIHH He PeXe OTHOTO pasa B IATh JIET,
- IporpaMMsbI TpoeCCHOHATLHOH NIEPEIOArOTOBKHY;
- CTRXXHPOBKH;
- TPEHWHTH B CUMYJISIIMOHHBIX LICHTPAX;
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- UCTIOJIb30BAHUE COBPEMEHHBIX TUCTAHIIMOHHEIX 00pa30BaTebHEIX
TeXHOJOru# (00pa3oBaTeNbHEIM HOPTAT U BeOUHAPEI);
- y4acTue B KOHTpeccaX, KoH(pepeHInsIX, MacTep-Kjiaccax

HOHOJ’IHI’ITCJ'ILHLIC XapaKTCPUCTHKH

HanMeHOBaRYE TOKyMeHTa Kon Haumenoanue 6a30Boii IpyIINEL, JODKHOCTH
(npodeccun) HITH CHEHAILHOCTH
OK3 2113 XAMUKH
2131 buosoru, 60TaHUKH, 300/I0TH U CIIEIAAUTUCTDI
POACTBEHHBIX 3aHATHH
2141 WmxeHepr! B MPOMBINUIEHHOCTH H HA
IPOU3BOJICTBE
2145 HrxeHephl-XUMUKH
2149 CnenuanucTsl B 00JIaCTH TEXHUKH, HE BXOIAIIHE B
ApyTrue IpyIimbl
2262 ITpoBH30OpPEI
EKC - IIpoBu3op
- HrxeHep-TeXHO0JIOT (TEXHOJIOT)
- buonor
OKIIATP 20307 Bbakrepuosior
20321 buonor
20324 Brodusuk
20327 broxmmuk
22516 HmxeHep-Muxpobuosior
22839 Hmxenep-pauoxXuMux
22854 HmxeHep-texHosor
22860 HmxeHep-xuMHuK
23016 HHcnexTop-npoBu3op
23696 JlabopanT-HccneroBaTesns (B 06,1aCTH XUMHH)
23699 JlabopanT-Hccnenoparens (B 061acT GHOIOrHN)
23703 JIabopanT-uccienosarens (B 001acTH
OakTeproNoruy U papMaKoIorim)
24219 Muxpobuosor
24376 Hayunerii coTpyaHuK (B 06aCTH XUMHHK)
24394 Hayunsnii cotpymauk (B o6mactu 6uosiorum)
24395 Hay4nsni cotpynauk (B o61acTu 6akTepHOIOrAN U
dbapmaxoorum)
25850 [poBu3op
25852 IIpoBu3op-uHTEPH
25854 ITpoBu3op-aHamMTHK
25856 [Tposm3op-TexHoIOT
27154 Tokcukosior
27306 dapmakonor
27339 ®dusnosnor
27392 XuMuK
42865 Hmxenep XUMHUKO-0aKTEPHOIOrHIECKOMH
Jaboparopuu
OKCO 010801 Pamrodusnka u 3IeKTpOHUKA
010802 OynraMeHTaNbHas pagrnodu3uKa U Gu3MIecKas
3JICKTPOHHKA
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020101 .| Xumus

020201 Buonorus

020208 buoxumus

020209 Muxkpobuonorus

020900 Xumusl, GU3HMKa U MEXaHUKA MaTEPHATIOB

060104 Meuko-npoduiakTHIeckoe Jes1o

060108 dapmarest

060112 Memunuackas GHOXHMES

111201 Berepunapus

140300 S nepHsle pu3MKa M TEXHOJIOTHH

140307 Pamuanuonnas 6€3011acCHOCT Ye/I0BEKa B
OKpY’KaloLIeH cpebl

140308 Pamnannonnas 6e300acHOCTE

140401 TexHuka u pu3uKa HU3KHX TeMIIEpaTyp

140504 XonomunbHast, KPHOTEHHAS TEXHUKA H
KOHTUIIMOHUPOBAHHE

210301 Pagmodusuka u 31exTponnka

240301 XuMuueckas TEXHOJIOTHS HEOPTaHHYECKHUX
BEIIIECTB

240307 TexHONIOTHA CpeCTB XUMHYECKOH 3aIIUTE

240401 XHAMHYECKas TEXHOJIOIHsA OPraHUYECKHX BENIECTB

240402 XHUMHAYECKas TEXHOJIOTH CHHTETHIECKHX
OHOJIOrHYECKHMX aKTHBHBIX BEIIECTB

240501 XuMHAgeCKasd TEXHOJIOT S BEICOKOMOJIEKYISPHEIX
COeMHEHUH

240505 Texnonorus BEICOKOMOJIEKYIIPHEIX U
BBICOKO3( QEKTHBHBIX COSAMHEHMI U YCTPOHCTB

240603 XHAMHYeCKas TEXHOJIOTHS PEKHX 3TIEMEHTOB H
MaTepHAJIOB Ha X OCHOBE

240801 MalyHE ¥ anmnapaTsl XUMHYECKHX IIPOH3BOICTB

240802 OcHOBHEIE IIPOIIECCHl XAMAYECKHX TIPOH3BOACTB H
XHMHYECKasi KHOCpHETHKA

240901 buotexnomorus

240903 broxuMuIYecKoe pou3BoACTBO

3.2.1. Tpynosas pynaxuns

IIposenenne paboT o rocynapcTBEHHOM v
OBCHb
€ruc WY JICKApCTBEHHBIX IIperaparoB U P
HaumMeHoBaHue p Tpan P N petiap Kox | B/01.6 (nomypoBeHs) 6
BHECCHHIO H3MEHEHMH B PETHCTPAIIMOHHOE KBATTMKATIH
JOCKE
ITpoucxoxnen
P v)l(ll He Opmnnan X 3auMCTBOBaHO U3
TPYZOBOH QyHKIMH OpUIrMHana
’ Kon PerucrpaunoHssit Homep
OpHruHana  npogeCCHOHANTLHOIO CTAHAApTA
Tpynossie IloaroroBka M mpeACTaBlieHHe B YIOTHOMOYEHHbIHA OpraH HCIIOJHHUTENHHOM BIACTH
JNEACTBUSA PCTUCTPAllHOHHOTO0 [OChE€ Ha JIEKAPCTBEHHBIA IpenapaT M H3MEHEHHH B Hero,

MAaTepHaoB ¥ 00pasuoB B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEGOBAHHSIMH

PaspaGoTtka mokyMeHTamumm 1o  pabotam,

KacarnIuMcCsl  TOCYAapCTBEHHON
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PErucCTpaliy JICKApCTBEHHBIX IIPENapaToB

IIpoBejicHuE OIIEHKH COCTOSHHS IIPOLIECCOB Pa3paGOTKH JEKAPCTBEHHBIX CPEACTB U
Ipe/UlaracMbIX M3MEHECHHMH B 3apeTHCTPHPOBaHHBIC IpeNaparsl Ha COOTBETCTBHE
YCTaHOBJICHHBIM TPeOOBAHHUSMH U IPOLEAYPaM

Ilposenenme paGoT mHO 3ammMTe HHTEUIEKTyaJbHOM COOCTBEHHOCTH HA
paspabaTteiBaeMble H POU3BOAUMEIE JIEKAPCTBEHHEIE CPE/ICTBA

IlonroroBka OTBETOB Ha 3alpOCH YIOJHOMOYEHHBIX (elepanbHBIX OpraHoB
HCIIOJIHUTENBHON BJIACTH B XOJI¢ FOCYHApPCTBEHHON PErHCTpaliH JIEKAPCTBEHHEBIX
[pENapaToB, MOATBEPXKICHHA TIOCYJapCTBEHHOM pErHCTpalii JIeKapCTBEHHBIX
HpenapaToB, BHECCHHS H3MEHEHHUM B PETMCTPANHOHHOE JOChE

MOHI/ITOPI/IHF IIPpOXOKIACHHUS 3KCIEPTHU3 B  YIOJHOMOYCHHBIX  JIKCHEPTHBIX
Oopranmusanmusax

MonutoprHT perymartopro#t MHGOPMANUM H pPETYIATOPHBIX IPENENEHTOB s
pemeEnss OpodecCHOHANLHBIX 3aJad [0 TOCYJApCTBEHHOH  pPErHCTpaIid
JIEKapCTBEHHBIX IPENIapaToB

Pacnipoctpanenne perynsaTtopHOi HHGOpMAMHA O JIEKAPCTBEHHBIX CPEJCTBAX IO
CTPYKTYPHBIM IOApa3JieieHuAM dhapMarieBTHIECKOTO IIPOU3BOACTBA

Heobxoaumeie
YMEHHS

PaspabaTeIBaTh PeryIsSTOpPHBIE CTPATErHH JUIS BHOBL PETHCTPHPYEMBIX HIPENapaToB
1 BBIITYCKAEMEIX IIPENapaToB '

AHaJIHBHPOBaTB AOKYMCHTHl PETHCTPANMOHHOI0 JOChE, IUIaHBI U OTYETHI O
IPOBEACHHBIX HCCIEAOBAHUAX JICKAPCTBEHHEBIX CPECTB

OneHnBare W3MEHEHHSI H OTKJIOHCHHSI B TCXHOJIOTHH, COCTaBe, HHCTPYKIHH IO
MCIHIIMHCKOMY OPUMEHCHHIO, MAapKHPOBKE JIEKAPCTBEHHEIX CPEACTB C LEJBIO
BHECCHUI U3MEHCHMH B PETUCTPAITHOHHOC TOCHE

ITpon3BoAUTE aHAH3 PHCKOB [UIA JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHH C
YCTaHOBJICHHBIMH IPOLIEIyPAMH

OcymecTBIATh MOMCK W aHANTW3 PEryIATOPHOM M HaydHoM uHQOpMauuu s
pelieHuss  IpodeccHOHANBbHBIX 3aad MO0 TOCYJapCTBEHHOH  pErHCTpaluH
JIEKapPCTBEHHBIX CPEICTB

Hcnone3oBare MHPOpPMAIMOHHEIE TEXHONOTMH VIS PELICHHS NPOPECCHOHAIBHBIX
3a7a4, B TOM YHCIE MCIONB3YIONMHECS YIOIHOMOYEHHBIM TOCYAapCTBEHHEIM
OpraHoOM  HCIOJHHTEJIPHOM BIAaCTH 1O  TOCYJapCTBEHHON  pErHCTpalluy
JIEKapPCTBEHHBIX CPEACTB

PenaxtupoBaTh HaydHBIE TEKCTHI NPO(ECCHOHAIBHOTO COIEPXKAHUS B 00IacTH
3¢ peKTHBHOCTH, 6€30MaCHOCTH ¥ KAYeCTBA JIEKAPCTBEHHBIX CPEACTB

Heob6xoaumele
3HAHHUA

TpeboBanus CornameHHs O eAHHBIX NPUHIMIOAX H MPaBHIAX OOpamIeHHs
JIEKapCTBEHHBIX CPEJICTB B paMKaX EBpasuiickoro 5KOHOMHYECKOTO COI03a

HOpMaTI/IBHHe IIPABOBBIC aKTHI, PETIaMCHTHPYIOIIHE OKa3aHUC roCyaapCrBCHHBIX
yeryr

HpaBI/IJIa roCyaapCTBCHHOrO peryjiupoBaHusa 06paII.[eHI/ISI JIEKapCTBEHHBIX
IpenapaToB, pPETYJATOPHBIE INPOLCAYPHI HU  NPCUHCACHTEI B OTHOIICHHH
JICKApCTBCHHBIX IIpCIIapaToB

TpeboBanusa k 06beMy U OQOPMIIEHHIO JOKYMEHTAIIHH PETHCTPALHOHHOTO J0CHE,
H3MEHEHUH B PETHCTPAIOHHOE I0CHE

TpeboBanMs Kk pa3paboTKe JIEKapCTBEHHBIX CpeAcTB  ((hapManeBTHIeCKas
pa3paboTKa, TOKIHHUIECKAE M KIMHUIECKHE HCCIIEIOBAHMS)

TpeboBanms x mpeAcTaBIeHHIO JAHHEIX 110 (hapMaKOHAA30PY

MonekynapHble, GHOXUMAYECKHE, KIETOUHEIE, OPraHHbIE H CHCTEMHBIE MEXaHU3MEI
JeHCTBAS JIEKAPCTBEHHBIX CPEICTB

Merto b1 TporHo3upoBaHus 6€30MacHOCTH JIEKAPCTBEHHBIX IIPENapaToB

Metonrl oneHkH 6e€30macHOCTH M 3¢ (EeKTHBHOCTH, IPUMEHIEMbIe B KIIMHHIECKUX
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HCCJICIOBAHUAX JICKAPCTBCHHBIX IIpENapaToOB

JOKITHHUYCCKUX
HCCJICAOBAHUAX |

Metonsl  MaTeMaTHUeCKOM CTATHCTHKM, HCHOJB3YeMBIE B
HCCJICIOBAHUAX JIEKapCTBEHHBIX CPENCTB M  KIHMHHYECKHX
JIEKapCTBEHHBIX IPENapaToB, papMaleBTHYECKOM pa3paboTKe

Dapmaxosorus U 6uodapManus, KIMHIIECKas GapMaKoIOTHsI

dapMmakoneHHbIE METOIBI aHATH3A, UCIIOIB3yEMBIE [ HCIIBITAHHH JT€KapCTBEHHbIX
CpeIcTB

HopMer fenoBoro o6IIeHns ¥ KyIbTypsl, TpoheCcCHOHATBHOMN ICHXOIOTHH, STHKH X
JIEOHTOJIOTHH

HGJIOHPOI/IBBO,Z[CTBO 51 JIOKYMCHTOOGOPOT, B TOM YHCJIC SHGKTpOHHBIﬁ

I/IH(I)OpMaIII/IOHHBIe TCXHOJIOTHH, B TOM YHCJIC UCITOJIB3YIONIHECS YIIOJTHOMOYEHHEIM
TOCYNapCTBCHHBIM OpraHOM MCHOJHHUTEIBRHOM BIACTH MO PETYIUPOBAHNAIO
JICKaApCTBCHHBIX CPEIACTB

HpI/IHHI/IIIBI 3alfuThl pPE3YJILTAaTOB HHMBHI[Y&JILHOﬁ ACATECIIBHOCTH H CPEICTB
HHAWUBUOYAJTH3aIMH

TpeGopanus caHHTapHOrO peXuMa, OXpaHbl TPYAd, NOXKAPHOH OGe30NacCHOCTH,
SKOJIOTHH OKPYXKAIOIIEH CPebl, MOPSAOK NEHCTBHI IPH IPE3BhMANHBIX CHTYAIMSX

Hpyrue
XapaKTCPUCTHKHA

3.2.2. TpynoBas pyHkums

IIpoBeieHre MOHUTOPHHTA G€30IaCHOCTH Vposens |
Hanvenosasme | nexapcTBEHHEIX IpenIapaToB Kox | B/02.6 (nozyposeHs) E 6
KBaNM(pUKaLMH
IpoucxoxneHue 3aMCTBOBAaHO U3
., OpuruHan X
TpYIOOBOH QYHKITHH OpHTHHAJIA
Kon PerncrpanmoHHbI# HOMep

OpUTMHaNa  IpoecCHOHANLHOIO CTaHAapTa
pr,I[OBBIe Pa3pa60TKa H COITIaCOBAaHHE IINIaHOB YIIPpABJICHHA pPHCKaMH 06e30MacHOCTH
AecTBHSA JIEKapCTBECHHBIX MPENapaToB, BRITyCKaeMBIX (apManeBTHYECKHM IPOU3BOJICTBOM U

IPpOXOAANINX KINHHYICCKHEC HCCIICAOBAaHUA

C60p CBEACHUN O HEXEIaTeIbHBIX PCaKknuax IpH INPUMCHCHUH JICKAPCTBEHHBIX
IIpe€rapaTroB

ITposenenne  obpaboTku mocrynatomed uHGOopMamum o  Ge30IaCHOCTH

JICKaApCTBCHHBIX IIpEnapaToB

IlpenocraBnenue undopMamuu o0 Ge30MACHOCTH JEKAapCTBEHHBIX IPENapaToB B
YIIOJTHOMOYEHHBIE TOCYAAPCTBEHHBIE OPraHbl HCIIONHUTENHHON BIaCTH

IToaroroBka NICPHOAUICCKHAX OTHYCTOB 0 6e30macHOCTH JICKapCTBCHHBIX
IIperapaToB, BEITYCKACMBIX (bapMaHeBTI/I‘ICCKI/IM OPOU3BOACTBOM

HpOBCIICHPIC paCCJ'Ie,ZIOBaHI/Iﬁ II0 ITOJIY4YCHHBIM COOOMIEHUSIM O HEXeIaTeIbHbBIX
PCaKOIIX, BOSHUKIINX IIPH OPHEME JICKapCTBCHHAIX ITpenapaToB

Pa3pa60TKa B BHENIPEHUEC MEP IO MUHUMHU3AIIUUA PUCKa 0e301acHOCTH HaIII/IeHTOB‘

IIpoBesenne koHCynbTaIMii moTpebuTeneil W pabOTHHKOB 3[pAaBOOXPAaHEHHA IIO
TeneQOHy M 3JEKTPOHHOM IOYTe IO BOMPOCaM INPUMEHEHHS H B CiIydasx
BO3HHKHOBCHHS HEXENIATENbHBIX peaKiui IpHd NPHMEHCHHMH JIEKApCTBEHHBIX
IIpenapaToB

IlogroToBKka OTBETOB Ha 3ampOCHl YHOJHOMOYEHHBIX (elepaIbHbIX OpPTraHOB
HCIONHATENPHOM ~ BJAaCTH [0 BONPOCAaM  MOHHTOpHMHTra  6e30macHOCTH

JICKapCTBCHHBIX NperiaparoB

Pacnpoctpanenne uHpopManun 0 6e30MaCHOCTH JICKAPCTBEHHBIX IpENapaToB IO
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CTPYKTYPHBIM IIO/Ipa3fieIeHusaM (hapMarieBTHIECKOrO IPOU3BOACTBA

Heob6xonumeie
YMEHHUS

CrcTeMaTH3MpOBAaTh NONydeHHBIE NaHHBIE 10 (apMaKOHA30Py

P aSPaGaTBIBaTB Y BHEJAPATH MEPEI II0 MUHUMHA3AIUN PUCKA IIPH OLIEHKE JAHHBIX 1O
6e30macHOCTH JICKApPCTBCHHEBIX CPCACTB

YcraHaBnuBaTh IPHYVHHO-CIICACTBEHHYIO CBiI3b MCXKIY HEXeENaTeIbHLIMH
PCAKIMAMH ¥ IPUEMOM JICKapCTBCHHOI'O IIpenapara

OueHmBaTh TSKECTH PHCKOB UIA JKH3HH H 300pPOBbA NallMCHTOB IpH
BO3SHUKHOBCHHH HCOXUIAHHBIX pCaKHI/Iﬁ Ha HCKapCTBCHHLIfI npenapar

[Monk3oBaTtecs ~ MHQOPMAIMOHHBIMEH  TEXHOJOTMSAMH, B  TOM  YHCIE
HCIIOJIB3YIOIUMHUCS YHOJIHOMOYEHHbBIM rocyJapCTBEHHEIM OpraHoM
HCIOJNHUTEIbHOM BIIACTH 110 (hapMaKOHA130pY TEKaPCTBEHHBIX CPEJICTB

Bectn Y9IC€T PHCKOB, CBA3aHHBIX C IPUMEHCHHEM JICKAPCTBEHHBIX CPEJICTB

OdopMnate coOOINEHHS O HEXENaTeNBHBIX PEAKIHUAX IS IPeJCTABIEHHS B
PETYIIATOPHBIE OPraHbI

AHanu3upoBaTh  HaydHyl0 ~HHQOpMAUMIO 10 NpodHmoO  6e30macHOCTH
JEKapCTBCHHBIX CPEJCTB, BKIIOYas HHOOPMAIHIO 0 HEXEaTeIbHAIX peakiMaX IpH
IPAMEHEHHUH HE B COOTBETCTBHH C YTBEP)KACHHON HHCTPYKIHEH IO MEUI[HHCKOMY
IPUMEHEHHIO ‘

HeobxomuMmbie
3HAHUS

TpeGosanusa CornmameHus O eJWHBIX NPHHUMIAX W [paBWiIaX oOpamieHHs
JICKapCTBEHHBIX CPEACTB B paMKkaX EBpa3zuiickoro 53kOHOMHYECKOTO COK03a

HopMaruBHEIE HpaBOBBIE aKTHI 10 MOHHTOPHHIY G€30IIaCHOCTH JIEKAPCTBEHHBIX
IpenaparoB

IlpaBuna rocymapCTBEHHOTO  peryJiHpOBaHHS OOpalIeHHd  JE€KapCTBEHHBIX
[IPEmapaToB, PETYIATOPHBIE OPOLEAYphl M IPEUEAECHTEI B  OTHOLICHHH
JICKapCTBEHHBIX IIPENAaparoB (BOIPOCH! 6€3011aCHOCTH)

Tpe6oBanns k 06beMy B 0OQOPMIICHHIO OTIETOB O GE30MACHOCTH JIEKAPCTBEHHBIX
IIpernapaToB

Meronsl oneHKH 0€30MacHOCTH H S(l)(lleKTIIIBHOCTI/I, IPpUMCHACMEIC B KIIMHHICCKUX
HCCJIICIOBAHUAX JICKAPCTBECHHBIX NIPENIapaToB

Meronsr u HWHCTPYMCEHTHI YCTaHOBJICHHUA IIpPI‘IHHHO-CJICI.[CTBCHHOfI CBiA3H MOXIAY
HeXeareabHoI peaKD;Heﬁ " IIPACMOM JICKapCTBCHHOI'O ITpfiapara

MOJICKYJlSIpHBIC, 6I/IOXI/IMI/I‘ICCKI/IC, KIICTOYHBIC, OPraHHBIC U CHCTEMHEIC MEXaHU3MEIL
NEHCTBHA JICKapCTBCHHEBIX CPCACTB

Mertost IIPOTrHO3HPOBAHNA 6€30IMacHOCTH JICKApPCTBCHHEBIX CPEICTB

Meroarl MaTeMaTHIECKOM CTATHCTHKH

dapmaxostorus u 6uodapManus, KIMHAIECKasd HapMaKOJIOTHS

Hopmsl nenosoro o6meHus u KyJlbTYphl, IPOeCCHOHAIBHOM IICHXOTOTHH, 3THKH U
JICOHTOJIOTHH

HCJ’IOIIpOI’IBBOJICTBO H I[OKYMeHTOO60p0T, B TOM YHCJIC SHCKTPOHHBIfI

CoBpemeHHBIe MHPOPMAIMOHHBIE TEXHOJOTHH, B TOM YHCJIE HCHOJIB3YIONIHECS
YIIOJTHOMOYEHHBIM TOCYJAapCTBEHHBIM OpPraHOM HCHOJHHTENBHOM BJIAacTH IO
¢apMakoHaa30py JIeKapCTBEHHBIX [IperapaToB

TpeboBanusa caHMTapHOTO peXHMa, OXpaHBI TpyJa, HOXapHO# Ge3omacHoOCTH,
9KOJIOT'MH OKpYXaloIeH cpebl, NOpSA0K NeHCTBUHN IPH YPE3BBIYANHBIX CUTYALUIX

Hpyrue
XapaKTEPUCTUKU
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3.3. O606mennas TpyaoBas GyHKIMs

PyxoBozxcTBo paGoramu

HammeHoBaHMe | 110 HCCII€IOBaHHUSAM JIEKAPCTBEHHBIX Kon C Yposerb 7
KBaTUUKALIMH

CpEacTB
IIpoucxoxnenue 3
060061eHH O TPy HOBO#H OpurpHan X AUMCTBOBAHO 13
e — OpHTHHAIA

Koxn PervcTpanoHHs1 HOMEp
OpHrHHaJa npod)eCcCHOHABLHOTO
CTaHZapTa

BOBMO)KHBIC P YKOBOARTEIH Hay‘IHO-I/ICCJICJIOBaTCJIBCKOf;I na6opa*rop1m
HAHUMCEHOBaAHUA P YKOBOI[I/ITCJIB/ AUPEKTOP HEHTpa HAYIHO-UCCIEAOBATEIIHCKHX p33pa60TOK

IoJoKHOCTe#, mpodeccuit

HauansHuk neHTpabHOM 3aBoACKO# 1a6opaTopun
HavansHuK oTaena obecreueHns kauecTa

TpeGoBarus x
o6pa3oBaHHIO U
00yJEHHIO

Bricmee o6pazoBanue — 6akanaBpuar
Briciiee 06pa3oBaHue — CICIHAIMTET, MATHCTpaTypa

TpeboBarus x onsiTy
MPaKTHYECKOH paboThI

He MeHee ity s1eT paboTH 10 CIENUATEHOCTH IIPU HAJTHYHHA BEICIIETO
00pa3oBaHHs 110 IporpaMmam OakaiaBpHuara

He menee npyx jeT paboThI O CHEUATFHOCTH IIPH HATHYUA BHICIIETO
00pa3oBaHus [0 IPOrpaMKMaM MariuCTpaTypE], ClIeHAIATETa

Ocobrle ycimoBus
Jlonycka K pabote

ITpoxoxneHue 06s3aTeNbHEIX MpeABAPHTENBHEIX (IIPH OCTYIUIEHHH Ha
paboTy) H NepHOANIECKUX MEAUIUHCKUX OCMOTPOB (00CIenoBanuii), a
TaK)Xe BHEOYEPEIHBIX MEIUIMHCKMX OCMOTPOB (00ce1oBaHmiA) B IIOPSAJIKE,
YCTaHOBJICHHOM 3aKOHOJATeNILCTBOM Poccuiickoit depeparun

Jlpyrue xapakTepUCTHKH

Jl1s1 npodeccHoHaIBHOrO pocTa TpeOyeTCs BHIIOIHEHHE KPHTEPHUEB,
COOTBETCTBYIOIIUX CIENUATBHOCTIM

OcHOBHBIE CIOCOOH! OBHIIIIEHHS KBAJTHA(HUKAITHH:

- IPOrPaMMBI NOBBINIEHHS KBATH(UKAIIMH HE PEXe OJHOTO pa3a B IATH JIET;
- IpOrpaMmsl MpodheCCHOHATBFHOMN EPENOArOTOBKH;

- CTAXHUPOBKH;

- TPEHHHTH B CUMYJLIIIHOHHBIX IIEHTPAX;

- ACTIONIb30BaHHE COBPEMEHHBIX AUCTAHITHOHHBIX 00pa30BaTe/IbHBIX
TEXHOJOrui (00pa3oBaTe/IbHBI HOPTAT B BeOHHAPEI);

- y4acTHe B KOHrpeccax, KOH(hepeHIHsIX, MacTep-KiIaccax

I[OIIOJIHI/ITCJILHLIC XapaKTCpUCTUKHA

HamMeHoBaHHE Kon HaunmeHoBanne 6a30B0# rpyniibl, JOIDKHOCTH (IIpodeccuu) Wit
JOKYMEHTa , CHEeNHATbHOCTH
OK3 1223 PyxoBoaurenu nogpasieneHuit o HAyIHBIM HCCICIOBAaHUAIM H
pa3paboTkaM
EKC - HauajipHuK HccieoBaTeILCKOM 1ab0paTopHu
- HavanpHuK IIeHTPAIBHOM 3aBOJICKOMH 1abopaTopuu
OKIIATP 24594 Hagansaux nabopatopui (B NpOMBINIICHHOCTH)
24603 Havansank nmabopaTopud (B IpOYHX OTPaACIIFx)
24693 Haganpauk oTziena (cenuan3upOBaHHOTO B IIPOYNX
OTpaciisix)
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24906 HavaneHuK cexTOpa (HAyIHO-TEXHMYECKOTO Pa3BUTHS)

25042 HavanbHuk ynpapieHns (CHEeNEaTH3MPOBAHHOTO B IIPOYNX
00J1aCcTSX)

25108 HavanpHuK nenTpa (B mpouynx 061acTsIx)

25111 HavanpHUK NeHTpaIbHOMN 3aBOJICKO#M J1a60paTopuu

26149 PykoBoMTENb rpyIIsI (B IPOMBINLIEHHOCTH)

26151 PykoBonuTeNns rpyms! (ClIenHaNn3MPOBAHHOM B IIPOYHX
oTpacysax)

26152 PykoBomuTeNnb rpynis! (Hay4HO-TEXHHYECKOTO PA3BHTHS)

OKCO 010801 Pamnodusuka u snexTponnka

010802 QynnamenTanbHas paqaopH3KKa U Gpusndeckas 3MeKTPOHAKA

020101 Xumust

020201 Bronorus

020208 bruoxumus

020209 Muxpobuonorus

020900 Xumusl, GU3HKa B MEXaHUKA MATEPHATIOB

060104 Menuxko-npodunakTuieckoe eno

060108 @Dapmanes

060112 Mepunuackas 6HOXHMIS

111201 Berepunapus

140300 SnepHble QU3MKA M TEXHOIOTHH

140307 Panuannonnas 6€3010aCHOCTh Y€I0BEKA H OKPYXKAIOME cpelbl

140308 Pammanuonnas 6e3omacHocTh

140401 Texnuka u QHE3MKa HU3KHX TEMIIEPATYD

140504 XonopubHasl, KPHOTEHHas TEXHAKA U KOHIUIMOHMPOBAHNE

210301 Pagmodusuxa u snexTponnka

240301 XUMHYECKAs TEXHOJIOTHS HEOPTAHHYECKUX BEIIECTB

240307 TexHOJIOTHS cpeCTB XMMUYECKOH 3aIUThI

240401 XUMHYECKas TEXHOJIOTHS OPTaHMIECKHX BENIECTB

240402 XUMHYECKas TEXHOIOTHS CHHTETHYECKHX OHOTOrHIeCKHX
AKTHBHBIX BENIECTB

240501 XuMuIecKas TEXHOJIOTHS BBICOKOMOJIEKYJISIPHBIX COEMUHEHMIMA

240505 TexHOIOTAs BEICOKOMONEKYIIIPHBIX B BHICOKOI((EKTHBHBIX
COCTHHEHUM U YCTPOHUCTB

240603 XAMHUIECKas TEXHOJIOTHS PEKUX IEMEHTOB U MaTepHaJIoB Ha
HX OCHOBE

240801 MamuHs! ¥ annapaThl XUMHYECKHX IPOU3BOJICTB

240802 OCHOBHBIE IIPOIECCH! XUMUIECKHX IPOH3BOICTB U XUMHUUECKAS
KubepHeTnka

240901 Buorexnomorus

240903 Broxummgeckoe npoussoncTeo
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3.3.1. Tpynosas pynknus

HamMmenoBaHue

PyxoBozncTBo paGotamu 1o hapMarneBTHYECKOH Yposers
pazpabotke

Kon | C/01.7 (nomypoBeHs) 7
KBaJM(pUKaLUH

IIpoucxoxneHue
TPyIOBOH (DYHKIHH

3auMCTBOBAHO U3

Opurusan X OpHIHMHANA

Kox PeructpanuoHHslit HOMEp
OpHrMHana  Hpo(eCCHOHAIBLHOrO CTAHAAPTA

Tpynosrie
JetcTBHg

PykoBoAcTBO pa3paboTkoii IIaHOB o dapMaleBTHIECKOH pa3paboTke

KoHTpomb npoBenieRys HEOOXOMUMBIX HCCIEIOBAHMM U IKCIEPEMEHTANBHBIX PaboT
no ¢apManeBTHIECKO paspaborke

Wurepnperanus pe3ynsTaToB paboT Mo GapManeBTHYECKON pa3paGoTKe H IPHHATHE
PELIEHHS O €€ IPOJOIDKEHHH WM OCTAHOBKE

Opranusanus  paspabOTKM ¥  KOHTPOIb  BE[€HHS  JOKYMEHTAHH IO
dapmaneBTHIecKoit paspaboTke

Opranusanust ¥ KOHTPONb pPa3pabOTKH NPOEKTOB HOPMATHBHOM JOKyMEHTAIHH,
TEXHOJIOTHYECKOH JOKYMEHTalMH (JUll 1ab0paToOpHOro M ONBITHO-IPOMEIILIEHHOTO
Mmacmiraba), BKIo9as HeoOXOIUMYIO JOKYMEHTAIMIO Il PETHCTPAOHHOTO JI0Che
Ha JIEKapCTBEHHBIH IIpenapar

Konrpome skcmmyaTanmmm  oGopynoBaHMs, HCIOJB30BAHHA MAaTE€pHAIOB M
NIOMEIICHM! NIPH BBIIOIHEHUH (hapMarieBTHIECKOM pa3paboTKu

KoHTponb BBIMOTHEHHMA YCTaHOBIEHHBIX TPEeOOBAaHMH I@pPH  IPOH3BOICTBE
JEKApPCTBEHHBIX CPEACTB IS JOKIMHUYECKHUX HCCIIeTOBAHMIM

Heo6xomumele
YMEHHS

[InanupoBaTs HcCNENOBaHHS M KCIIEPUMEHTANBHEIE paGOTHI 10 PapMaIleBTHIECKOH
pa3paboTKe U yIIpaBIsSTh HMH

OnenuBats pe3ynsTaThl paboT 1m0 QapMalieBTHYeCKON pa3paboTke H YCIOBHS HX
IPOBEACHHUS

Ompenmenare  TpynoeMkocTs paboT mo  (QapMmaneBTHYECKOM  pa3paGoTke,
HEeO0OXOIMMEIE PECYPCHI JUIL MX BHITONHEHHS W JUTATENLHOCT UX ITPOBE/ICHAS

OHpC}IC.TUITB TPYAOEMKOCTE TEXHOJIOTHYCCKOIO IIpoIlecca, MaTepI/IaJIBHBII\;I banaHCc B
TCXHOJIOT'HYCCKYIO ce0eCTOHNMOCTD ITPOU3BOACTBA JICKAPCTBCHHBIX CPCICTB

OnenuBate paboTy CpENCTB HM3MEpEHHi, HCHBITATEBHOIO M TEXHOJIOTHYECKOTO
060pyI0BaHNUH, YCIIOBHS IIPOU3BOACTBEHHOM CPEIbI

OneHHMBATh TEXHOJIOTMIECKYIO M OTYETHYIO JOKYMEHTAIHIO MO (apMalieBTHIECKOM
pa3paboTKe Ha COOTBETCTBHE YCTAHOBJICHHBIM TPEOOBAHHAM

Bectu neperoBoprl, AenernpoBaTh IOJHOMOYHS, OCYIIECTBIATE B3aUMOJEHCTBHE C
IIEPCOHATOM JIPYTHX HOJApa3AeICH M

OcymiecTBIATS NOMCK M aHATHU3 PETYIATOPHOM, HAYUYHOM M HAyYHO-TEXHUUIECKOM
uHbopMalUM A penieHus NPoQecCHOHANBHBIX 3a1a4 Mo (apManeBTHIECKOM
pa3paboTke

Heobxonumele
3HAHUA

TpeboBanus k 06beMy (apManeBTHYECKOH pa3pabOTKH IO OTIEIBHBIM TI'PYIIIaM
JIEKapCTBEHHBIX CPEJICTB M JIEKAPCTBEHHEIX opM

TpeGopanmss CornamieHHs O €AMHBIX NPUHIMIAX M IpaBHIaX oOOpaleHus
JIEKapCTBEHHBIX CPE/ICTB B paMKax EBpasuiickoro 3KOHOMHYECKOT0 COI03a

IlpaBuna rocynapCTBEHHOIO PEryJIHpOBAHHS OOCpAIeHHs JIEKAPCTBEHHBIX CPEICTB,
PeryJIITOpHEIE IPOLEAYPH! B IIPEHEICHTH B OTHOIUECHHH JICKAPCTBEHHBIX CPEICTB

[IpuHIMIBEl pa3pabOTKH M NOCTAHOBKH Ha IPOH3BOJACTBO HOBBIX JIEKapCTBEHHBIX
cpencts (hapMakonoruueckue, papMaleBTHIECKHE U TEXHOJIOTHIECKHE aCIIEKTHI)
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Metoas! 1 UHCTPYMCHTBI YIIPABJICHHS PHCKaMH Ka4e€CTBa JICKAPCTBCHHEBIX CPEACTB

ITprHIMNB! BaTHAANWA TEXHOJIOTHYECKHX MPOLECCOB H AHAIUTHYECKMX METOMIMK,
KBaIH(UKAINH IOMEIEeHHH 1 000PYI0BaHHUS, HHKEHEPHBIX CHCTEM :

Mertoasl CTaTHCTHYECKOTO yOpaBJICHUA KadeCTBOM, METOIBI MaTeMaTH4eCKOH
CTaTHCTHKH, NPUMCHIACMBIC IIPH OIICHKC IOIYYCHHBIX DPE3YJIbTAaTOB HUCTIBITAHUN H
BaJIHariii

Meros! 1 UHCTPYMCHTHI YIIPABJICHHA PUCKaMH Ka4eCTBa JICKAPCTBECHHEBIX CPECICTB

Texnonoruu nomyueHus ¢apManeBTHYECKUX CYOCTaHIMH, BCIOMOTrAaTENbHBIX
BEIIECTB U JIEKapCTBEHHHIX (OpM, omepanuii I0 YHaKoBKE W MapKHUPOBKE B
OTHOIIEHHY pa3padaThiBaEMBIX JIEKAPCTBEHHBIX CPEZICTB

CoBpEMEHHBII aCCOPTUMEHT JIEKApCTBEHHBIX MPENapaToB

CoBpeMeHHBII acCOPTHMEHT BCIIOMOTATENBHBIX BEIIECTB U MX (YHKIHOHAIBHEIE
CBOMCTBa

@apmakoneiHbIe METOIbl aHATA3a, UCTIOIB3YEMBIE IS MCHBITAaHUH JIEKapCTBEHHBIX
CpencTB

CoBpeMeHHBII acCCOPTHMEHT TEXHOJOTHYECKOro M JabopaTopHOro o6opynoBaHHH,
UCToNB3ylomerocs mnpu  ¢dapMmaneBTHYecKOH  pa3paboTke  (OTHOCHTEIBHO
pa3pabaThIBaeMBIX JIEKAPCTBEHHEBIX CPEICTRB)

®dapmakosorus u 6uodapmanus

CI)apMauequeCKaa TOKCHKOJIOTHA

Crioco0BI B METOIBI YIIPABJICHHUS TPOSKTaMH 110 (papManieBTHIECKOH pa3paboTke

HpI/IHI.II/IHBI H TIOPSO0K obecrieyeHHs Ka4eCTBa MCIIBITAaHHI JICKapCTBCHHEBIX CPCACTB

HpI/IHIII/IIIBI CTaHOapTH3allud U KOHTPOJIA Ka9eCTBa JICKAPCTBEHHBIX CPEIACTB

HopMs! nenoBoro oO0IeHus M KyJIbTYpBL, IpodecCHOHATBHON MCHXOJIOTHH, 3THKH H
JECOHTOJIOTHH

TpeGoBaHus CaHMTAPHOTO peXuMa, OXpaHbl TpyAa, IOXapHOI 6e30macHOCTH,
9KOJIOTUM OKPYKaromeil cpepl, MOpANOK NeHCTBHH PH YPE3BEIYAMHBIX CHTYalHIX

Hpyrue

XaAPaKTCPUCTHKH

3.3.2. Tpynosas pyHKums

PykoBOACTBO H yIipaBieHUE NJOKIMHAYECKUMH v
pOBEHB
HCCIIEAOBAHUSAMH JICKAPCTBCHHBIX CPEACTB B
HaumMeHoBaH#e A P pedt Koxn | C/02.7 (momypoBeHb) 7
KIIMHHYCCKUMU UCCICA0OBaHUAMHA KBaJ[I/I(beIKaIIlfII/I
JICKapCTBCHHLIX ITp€IIapaToB
[MpoucxoxueHue 3aUMCTBOBAHO U3
Opurunan X
TpynOBO# GyHKIHK OpHTHHAIA
Kox PeructpanOHHBIA HOMED
opuruHata  npo)eCCHOHATBHOIO CTaHAapTa
Tpynossle PykoBOACTBO pa3pabOTKOM ILIAHOB JOKIMHUYECKUX MCCIIEIOBAHHH JIEKapCTBEHHBIX
HeﬁCTBHH CpPEACTB H KIIMHHUCCKHUX HCCJICI[OBaHI/Iﬁ JICKAPCTBCHHBIX IIPEIIapaToB

Opl" aHH3allid W KOHTPOJb IIPOIECCCOB HCIBITAHUH JICKapCTBEHHBIX CPEACTB H
}’CJIOBI’Iﬁ NpPOBCACHUSA OOKIHHUYECCKUX HCCIIeIOBaHU M JEKapCTBCHHBIX CPEIACTB H
KIHHUYECKHX HCCIIEIOBAHUI JICKaApCTBCHHBIX IIpenapaToB

Oprannsaunx M KOHTPOJIb QayAuTOB KOHTPAKTHBIX HCCICHOBATCIIBCKHUX 1%
MCIUITMHCKHX opraHnsaunﬁ Ha COOTBCTCTBHEC YCTAHOBJICHHBIM Tpe6OBaHPI}IM

OpraHusanus W KOHTPOJb  INIPOBENCHHS  JOKIMHHYECKHX  HMCCICAOBAHWH
JIEKAPCTBEHHBIX  CPEICTB M KIMHWYECKHX  HMCCIEJOBaHMH  JIEKAPCTBEHHBIX
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IpenapaToB

CoruracoBanye Iponeyp, OTHOCSIIMXCS K IIPOLECCaM OPTaHH3AL|H, IUTARHPOBAHHS,
TOPAIKY TpPOBEJCHHS M KOHTPONIO HMCHBITaHHE B OGJIACTH OXpaHBI 3J0pOBbS
YENI0BEKa M 6€3011aCHOCTH OKPYXKAIOIIEH CPEB

I/IHTepHpCTaHI/ISI PE3YyIBTATOB pa60'r JOKIIHHUYECKUX UCCIICIOBAHMM JICKApCTBCHHBIX
CPEACTB H KIMHHYECKUX HCCICIOBaHUM JICKapCTBECHHBIX IIPENaparoB M IPHHSATHE
PECLICHHA 00 Hx IIPOJOJDKCHHUH HJIM OCTAaHOBKE

OpraHusanyusi 4 BeJeHHE IIEPENHCKA C YNONHOMOYEHHBEIMH —(elepaibHbIMHA
OpraHaM¥ HCHOJIHUTENBHOMN BIACTH

HpOBCpKa OTYCTOB O AOKJIMHHUYECKUX HCCIECAOBaHUSIX JIEKApCTBEHHBIX CPEIICTB H
KIIMHAYCCKHUX HUCCIIENOBAHUAX JICKapCTBCHHEBIX IIPCIIapaTOB )

OpraHusaues TpOBENEHHS IEPCOHAIOM AHANM3a PHCKOB  6E30MacHOCTH
JMEKapCTBEHHBIX CPEIACTB IO  pe3yibTaTaM JOKIMHMYECKHX HCCIIeNOBAHMUI
JIEKAPCTBEHHBIX CPEJICTB

Opl' aHH3aIusg U KOHTPOJIb pa3pa6on<n H BEICHUA JOKYMCHTAIIUH II0 BBINOJIHIEMBIM
JOKIIMHAYCCKUM HCCICIOBAHHAM JIEKApCTBEHHBIX CPEACTB H KIMHUYECKHM
HCCIICNOBAHUAM JICKAPCTBEHHBIX IIpernaparoB

Opranusanus ¥ KOHTPOJb IOATOTOBKH NOKYMEHTAIWH 110 JOKJIHHHYECKOH YacTH 1
KJIMHHYECKOM 9aCTH PErHCTPAIHOHHOIO J0ChE

HeobOxomnuMmele
YMEHHS

IlnanupoBaTh M OpraHH30BBIBATH NPOBENEHHME NOKIMHUYECKAX HCCICIOBAHMM
ICKApCTBCHHBIX  CPEICTB M  KIMHHYECKMX HCCIENOBaHWM  JIEKAPCTBEHHBIX
IpenapaToB

HpOI/IBBOIII/ITB IIPpOBEPKY KOHTPAKTHBIX HCCIIEAOBATCIbCKHX, MEIUIIMHCKHUX H
HAay9IHBIX opraﬂnaaunﬁ, BBITIOJTHATOIIIUX JOKJIMHHYCCKHUE HCCIICAOBaHUSI
JICKAPCTBCHHBIX CPEACTB U KIIHMHHYECKUe HCCJIEIOBaHUA  JICKAPCTBEHHBIX
IIperiapaToB, Ha COOTBETCTBHE YCTaHOBICHHBIM TPCGOBaHI/IXM, npogeaypaMm. H
IJIaHaM, BKJIFOYas OLICHKY BEIIBICHHBIX HECOOTBETCTRHIA

AHaJTH3HPOBATH PE3yIILTATHI HCCIEAOBAHHI M YCIIOBHS MX IPOBECHHS

ynpaBJI}ITB OPOCKTaMH [0 JOKIHHUYECKHUM HCCJICIOBAHUSIM JICKapCTBCHHEBIX
CPEICTB U KIMHNYECKHAM HUCCIEIOBAHUSIM JICKapCTBEHHEIX MPCIIapaToB

PazpabarhIBaTh GH3HEC-IPONECCH HCCITENOBATENCKHAX noApa3 e IeHni

OprauuzoBbiBath  paspabOTKy  JOKYMEHTAUMM M OEHHBATEH OTYETHYIO
AOKyMCHTAlHIO IOKIHHHYECKOT0 MCCIENOBAHHS JIEKAPCTBEHHOTO CPEICTBA M
KIMHIIECKOrO HCCIEI0BAHHS IGKAPCTBEHHOTO MpenapaTa

Ionk3oBatbcss  MHGOPMALMOHHBIMH ~ TEXHONOTHSAMH, B TOM  9HCIe
UCIIOJIB3YFOIIMHCS YIOJTHOMOYEHHBIM rOCyJapCTBEHHBIM OpraHom
HCIIOJIHATETIBHOR BIIACTH IO KIMHMYECKHM HCCICIOBAHHSM JTeKAPCTBEHHBIX
npenaparoB

PelIaKTHPOBaTB HAY9IHBIC TCKCTHI HpO(l)CCCI’IOHaJIBHOl" 0 COCpXaHHUA

OcCyIuecTBIATS TOMCK ¥ aHAIM3 PETYIATOPHOM, HAYIHOH H Hay4YHO-MCAUIHHCKOH
HHGOPMAIMK 1711 pelienns MpodecCHOHAIBHBIX 33124 B 06IacTH JOKJIMHUIECKHUX
MCCIENIOBAHUH  JICKAPCTBEHHBIX CPEACTB W  KIMHHYECKHX  HCCIEJOBAHHIA
JeKapCTBEHHBIX NPENapaTon

Heo6xomaumere
3HAHUI

Tpe6oBanus CornameHus o eIUHBIX OPUHIMNAX W [paBHiax oObpalieHus
JICKapCTBEHHBIX CPEICTB B paMKax EBpasmiickoro 3K0HOMHYECKOro COr03a

TpeGoBanus x  TOpsAAKY  NpOBeNeHHS  JOKIMHHYECKHX  HCCIICAOBAHMH
JICKAPCTBCHHBIX ~ CPEACTB M KIMHHYECKHX HCCIEJOBAHMN  JIEKAPCTBEHHBIX
IpenaparoB

TpeGoBanmst k 06BeMy W BHIAM JOKIMHHYECKHX HCCIICIOBAHHH JIEKapCTBEHHBIX
CPEACTB A KIMHAIECKHX HCCIIEIOBAHHUM IEKAPCTBEHHBIX HPENApaToB

IIpaBaia rocynapCTBEHHOrO peryiHpoBaHHS oGpameHus JIEKApPCTBEHHBIX CPEJICTB,
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PETYISATOpHBIE MPOLENYPHl M IMpPENEJEHTHl B OTHOIIEHHH JIEKAPCTBEHHBIX
IIpenaparoB (BOIPOCH! KJIMHAYECKOH 6e30IHacHOCTH ¥ () (HEKTHBHOCTH)

Cnoco0sl 1 METOABI YIIPABJICHUA KIHMHUYCCKUMH HCCICOOBAHHUAMH JICKAPCTBCHHBIX
IIpenaparoB

Meronsl TNpPOTHO3UPOBaHHS TOKCHYHOCTH H 3(PGEKTHBHOCTH JIEKapCTBEHHBIX
CpeacTB

IInaner OIlCHKH O€30IacHOCTH H S(b(bCKTI/IBHOCTPI JICKapCTBCHHEBIX CpPCACTB,
IIPAMCHACMEBIE B JOKJIHHHYECKHAX HCCICAOBAHUAX JICKAPCTBEHHBIX CPEACTB H
KITAHUYCCKHX UCCICAOBaHUAX JICKAPCTBCHHBIX NTPENIapaToB

MeTOIII:I MaTeMaTHYECKONH CTaTHCTHKHU

MOJ’[CKYJISIpHLIe, 6I/IOXHMI/I‘IGCKI’I6, KJICTOYHBIC, OPTraHHBIC 1 CUCTCMHBIC MEXaHHU3MBbL
JeicTBUA JICKapCTBCHHEBIX CPEACTB

MeTonst IIaHAPOBAHUA SKCIICPUMCHTOB H HAYYIHBIX HCCIICIOBAHMIHA, TOPpUMCHSACMBIC
B JOKIHHHUYCCKHX HCCICAOBAHUAX JICKAPCTBCHHBIX CPEACTB U KIMHHYCCKHX
HCCJICAOBAaHUAX JICKAPCTBCHHEBIX IPCIapaToB

Hopmsl aenoBoro o6menus u KyIbTypbl, Ipo(QeCcCHOHATBHOMN IICHXOIOTHH, STHKH H
J€OHTOJIOTHHI

MeTo/T5! yrIpaBJeHUS pUCKaMH 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEACTB

Jlenonpou3BoCTBO M JOKYMEHTOOOOPOT, B TOM YHCJIE JIEKTPOHHBIHA

CoBpeMeHHbIE HH(DOPMAIIMOHHBIE TEXHOJNOTHH, B TOM YHCIIE HCIOJIB3YIOMHECS
YIIOTHOMOYEHHBIMH TOCYHApCTBEHHBIMH OpraHaMy HCIOJHHUTENHHON BJACTH IO
JOKIIMHAIECKUM HCCIIENOBAHHAM, 10 KIMHAYCCKUM HCCICIOBAHUSIM JICKapCTBEHHBIX
CpEICTB

TpeboBaHMs CaHHTapHOrO peXHMMa, OXpaHbl TpyHa, MOXKapHOH 6e301macHOCTH,
3KOJIOTHH OKpYXKaromie# cpefipl, MOpAAoK ACHCTBHI NPH Ype3BhIYAMHBIX CHTyalHsIX

Hpyrue

XapaKTEePUCTHKH

3.4. O600mennas TpyaoBas GyHKIMs

PyxoBoncTBO paboTamu 1o
roCyZapCTBEHHOM pEerucTpanuu u VpoBeHs
HaumMeHOBaHME yAap p part Koxn D P 7
MOCTPErHCTPAlIHOHEHOMY MOHUTOPHHIY. KBaTMUKAIHT
JIEKapCTBEHHEIX NIPENaparoB
H
ggfg&iﬁﬁ; o JOBOH OpurupHan X 3aMMCTBOBAHO U3
Y OpHUTHHAJIa
GyHKIMM
Koxn PeructpaunoHHsIH HOMEP
OpMI'MHAIa npodeccHOHATBHOro
CTaHAapTa
BozmoxHbIe Hagansuauk otaena gpapmakoHanzopa
Ha¥MEHOBaHHA JUpexTop 110 peryIsSTOPHEIM BOIIPOCaM

JOJDKHOCTEH, mpodeccuit | 3aMecTHTENb reHepaIbHOTO JUPEKTOPa 10 Pa3sBUTHIO (110 PETyJIATOPHBIM

BOIIpOCaM)
CoBeTHHK 110 peryJISTOPHBIM BOIIPOCaM

TpebGoBanus k
00pa3oBaHUIO U
00y4YEeHHUIO

Bricmiee o6pa3zoBanue — 6akanaBpuaT
Bricmiee o6pa3oBaHue — ClIEMAIUTET, MardCTpaTypa

Tpe6GoBaHUs K OIBITY He MeHee maTH j1eT paboThl O CIEUAIBHOCTH IIPH HAJTMYHMH BBICIIETO
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MpaKTHYECKOH paboThI

obpa3zoBaHHs 10 MporpamMmam OaxajaaBpHara
He Menee aByx sieT paGoTHI NO CIENHATEHOCTH P HAIMYHMH BBICIIIETO
06pa3oBaHUs 110 IPOrpaMMaM MarkCTPaTyphl, CIEIHAIHTETA

Oco0r1e ycropus
Jolycka K pabore

ITpoxoxaenue 06s3aTeNbHBIX IPEABAPUTENBHBIX (IIPH IIOCTYIUICHHH Ha
paboTy) 1 NEepHOINIECKUX MEUIMHCKAX OCMOTPOB (06CienoBanpii), a
TaKKe BHEOYEPEHEIX METUIIMHCKIX OCMOTPOB (00ce10BaHui) B IOpAAKe,
YCTaHOBJICHHOM 3aKOHOJaTeNsCTBOM Poccmiickoit @eneparuu

Jlpyrue xapakTepuCTHKH

s npodeccHOHAIBHOTO pocTa TpeOyeTCs BHIOJIHEHUE KPUTEPHEB,
COOTBETCTBYIOIIMX CIIECIHANBEHOCTAM

OcHOBHBIE CHOCOOBI TOBBLIIEHHS KBAIH()UKALIAH:

- IPOrpaMMBI ITOBBIIICHUS KBATN(UKAIIK He pexe OJHOTO pasa B IATh JIET;
- IPOTrPaMMBI IPoGdeCCHOHATBHOM IIEPENOArOTOBKH;

- CTRXXHPOBKH;

- TPEHUHTH B CUMYJSIIIMOHHBIX IIEHTpaXx;

- HCTIONB30BaHUE COBPEMEHHBIX JUCTAHIIMOHHBIX 00pa30BaTeIbHBIX
TEXHOJIOTHH (00pa3zoBaTenbHEIH NOpTal H BEGHHAPHI);

- y9acTHe B KOHTpeccax, KoHpepeHImsIX, MacTep-Kiaccax

JlonomauTenbHbIE XapaKTEPHCTHKH

HaumenoBanue Kox HaumMenosanue 6a30B0# rpynmsl, JoJDKHOCTH (Ipodeccun) wiin
JOKYMEHTa CHENHAJIBHOCTH
OK3 1223 PyxoBonurenu nonpasiencHuil 10 HAyYHBIM HCCIEIOBaHUAM U
pa3paboTkaM
2113 Xumuku
2131 brosorn, 60TaHAKH, 300JI0TH U CHENUATHMCTE] POJCTBEHHBIX
3aHSATUH
2145 VmxeHephl-XUMHKHA
2262 ITpoBusopsl
OKIIATP 24487 HaganpHuK rpynmnesl (B IpOYUX 0TPAciX)
24693 HauanbpHUK OTAENa (CIENUAIN3HPOBAHHOIO B IIPOYHX
OTpacisix)
24906 HauanpHuK cexTopa (HayYHO-TEXHHIECKOTO Pa3BUTHA)
25042 HavanbHuk ynpaBieHus (CeqHaTIu3upOBaHHOIO B IIPOYMX
00J1acTsx)
25108 Havanpanx neHTpa (B mpo4ux o61acTaX)
26149 PykoBOIUTENH IPYIIIEI (B IPOMBIIIEHHOCTH)
26151 PykoBoauTens rpynmnsl (CIEMAATASHPOBAHHOM B IPOYHX
OTpaciiiX)
26152 PykxoBoauTens rpynmns! (HayIHO-TEXHHYECKOTO Pa3BUTHS)
OKCO 010801 Pammodnsuka u 3JIeKTpOHHKa
010802 dyHrameHTaIbHAS paarodu3nka 1 pusndeckas dIEKTPOHUKA
020101 Xumus
020201 buonorus
020208 buoxumus
020209 Miuxpobuoiorus
020900 Xumus, pu3nKa 4 MEXaHNKa MaTepHaIoB
060104 Meuko-npopUIaKTHIECKOE AETO0
060108 dapmaries
060112 MemunuacKas 6HOXUMHS
111201 Berepunapus
140300 SnepHble GpH3KMKa ¥ TEXHOJIOTHH
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140307 PannaionHas 6e30MacHOCTD 9eJI0BEKA U OKPYKaIoIlel cpebl

140308 Panmanmonnas 6e30macHoOCTE

140401 Texnuxa n ¢pu3HKa HU3KUX TEMIIEPATYP

140504 XonoaunbHas, KPHOTCHHAS TEXHUKA M KOHANIHOHUPOBAHNE

210301 Pamuodnsuka u a5ekTponnKa

240301 XuMHIYecKasl TEXHOJIOTHS HEOPTaHHIECKHX BEIIECTB

240307 Texnonorus cpeacTs XMMHUIECKOM 3aIUTHI

240401 - XHMMHUECKas TEXHOJIOTHS OPraHHYECKHUX BEIIECTB

240402 XuMu4eckas TEXHOJIOTHUS CHHTETHYECKHMX GHONIOTHYECKHX
aKTUBHBIX BEIIECTB :

240501 XUMHYECKas TEXHOJIOTHS BEICOKOMOJIEKYILSIPHEIX COETHHEHMIT

240505 TexHONMOTHA BEICOKOMOEKY/IAPHBIX H BEICOKOI((PEKTHBHBIX
COCIMHEHUH U YCTPOKCTB

240603 XuMU9ecKas TEXHOJIOTHS PEIKUX DJIEMEHTOB U MaTepHaioB Ha
HX OCHOBE

240801 MaiiHe! ¥ anmapaThl XUMHIECKHX IIPOH3BOJICTB

240802 OCHOBHBIE IPOIECCH! XUMUYECKHMX MIPOMU3BOJCTB H XMMHIECKAs
KubepHeTHKa

240901 buorexnonorus

240903 Buoxumudeckoe mpou3BoICTBO

3.4.1. TpynoBas pyuxuus

PykoBoacTBO paboTamMu 110 TOCYapCTBEHHON

VpoeeHs
€THC HH JIEKAPCTBEHHBIX MpeIl
HamMeHoBanuE P Tpal pe - CHH perapatos 1 Kox | D/01.7 (TomypoBeHs) 7
BHCCCHMIO H3MCHEHHH B PErUCTpallHOHHOE KBANHbUKAHH
J0Che
IIpoucxoxaenue Opwruman X 3auMCTBOBaHO M3
TPYHOBOM GyHKIHM OpHTHHANA
Kon PernctpanuoHHbIi HOMEp
opurgHana  NpoeCCHOHATLEHOTO CTAHIApTa
TpyaoBsie PyxoBoacTBo pa3zpaboTkoif cTpaTeruii ¥ IJIAHOB IO FOCYAAPCTBEHHON PErHCTpallud
JIeACTBUS JEKapCTBEHHBIX IIpENapaToB M BHECEHHUIO M3MEHEHHM B 3aperdMCTpHpOBAHHBIC

JICKapCTBEHHEIE NpelapaTsl
VirpaBneHre NTOArOTOBKOH PETHMCTPAllHOHHOIO JOCHKE W H3MEHEHHH K HEMy,
KOHTPOJIb 33 BBITOJIHEHHEM IOATOTOBKH

IlpunsaTre pemenuit 0 HEOGXOJUMOCTH BHECCHHA M3MEHCHHIH B PETHCTPAIMOHHOE
JOChE Ha JEKapCTBEHHBIH ITpenapar

Obecnedenne kagecTBa MPOBOMMEIX paboT

Kontpons wuHbOpManmuu o0 peryiaTopHBIX HpeleAeHTax i  peIleHHs
poecCHOHATBHAIX 3aad

IlpencraBnenue HHTEPECOB (apManeBTHIECKOro IIPOU3BOZCTBA B
YIOTHOMOYEHHBIX (ellepabHBIX OpraHaXx HCIONHHUTENBHOM BIAcTH (B Ipeaenax
CBOMX JOJDKHOCTHBIX 0043aHHOCTEMN)

Opranmsanus ¥ BeJeHHE MEPENUCKH ¢ YNOIHOMOYEHHBIMH (elepanbHBIMH
OpraHaMH MCIOJHMTENbHOM BiacTH (B IpeAenax CBOHX JODKHOCTHBIX
o0s3aHHOCTEH)

Opranmzanus paboT no 3amure pe3yibTaToB HHTEIUIEKTYAIbHOH NESTeIbHOCTH Ha
paspabaTeBacMble ¥ IPOU3BOAUMBIC JICKAPCTBCHHBIE IPerapaThl
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Opranusanus pacmpocTpaHeHHs PeryJISTOpHOM HH(OPMAIMH IO CTPYKTYPHBIM
noApasfieIeHusIM (GapMaeBTHIECKOro IPOU3BOJICTBA

Heo6xomumeie IIpousBonuTs aHamM3 KOHKYPEHTHOH CHTyaudH Ha (apMaleBTHIeCKOM PHIHKE H
YMEHUs MEIUIHHCKOM NPaKTHKM MPMMEHEHHS JEKapCTBEHHBIX CPEICTB B MHTEPECYIONIMX
HO30JIOTHAX
OcymecTiats BRIOOD NpHEMIEMBIX MHPOUENYP M TPAaeKTOPHH pa3pabOTKH
JIEKapCTBEHHBIX CPEJICTB
Onpenenare TpeGyeMsrit 06beM paboT mo paspaboTKe JEKAPCTBEHHBIX CPENCTB H
TpeOyeMyl0  3allUTy  pe3yNbTaTOB  HMHTELIEKTYalbHOH  JESTEIbHOCTH B
COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSAMH U TIPOLEYPAMH
OuenuBaTe 3HAYMMOCTH H3MEHEHHH M OTKIOHEHHH B TEXHOJOTHH, COCTaBe,
HHCTPYKIMA 10 MEAUIMHCKOMY IPHEMECHEHHIO, MapKHPOBKE JIEKApCTBEHHBIX
CPEZACTB C IEJIBIO BHECCHUS H3MEHEHHUH B PETHCTPAIIHOHHOE JOChE
AHa/lM3MpOBaTh pe3yNbTaThl HCCIEJOBAHHM M OKCHEPHMEHTANBHBIX paboT IO
pa3paboTke JICKapCTBEHHBIX CPEACTB M YCIOBHS MX IPOBEHCHHS
CucreMaTH3npoBaTh M aHAIM3UPOBATh OMMOKA M OTKIOHEHMS OT TpeOoBaHMI
YCTaHOBJICHHBIX NPOLEAYP, IPHHATHIX B (hapMaleBTHYECKOM OTpaciu
OrneHuBaTs KOPPEKTHPYIOMEE H NPEAYIPEKAAIONIAE MEPOTIPHATHS 0 YIIYIIICHHIO
KayeCTBa PEryIsSTOpHBIX paboT
Pa3pabaThiBaTs GH3HEC-IIPOLIECCH] IOApa3AeIeHHA
PeflakTHpOBaTh Hay4HbIE H JIEIOBbIE TEKCTH IPOGECCHORATBLHOTO COMEPKAHMS
OcymecTeaaTh NMOMCK H aHAIM3 3aKOHOJATENHLHOM, HOPMATHBHOM, HAy4HOH H
HaYYHO-MEMIMHCKOA HMHQOpMaIMK Ul pelieHHus NpoQecCHOHANBHBIX 3a1a4 Mo
TOCYJIapCTBEHHOH pericTpalii JIEKAPCTBEHHEIX CPEACTB
KonTtpomipoBare HOKyMEHTOOGOPOT 1O TOCYAApCTBEHHOM pPETHCTpallid |
IOCTPETUCTPAllMOHHOMY MOHHTOPHHTY JIEKAPCTBEHHBIX IPENapaToB B OpraHu3aluu
Heob6xomumeie Tpebopanua CornameHHs 0 eAHHBIX NPHHOWIOAX H NPaBWIAX OOGpameHus
3HaHUSA JICKApCTBEHHBIX CPEACTB B paMKax EBpa3miickoro S5KOHOMHIECKOTrO COI03a

Tpe6Goaaus k 06beMy B OPOPMIICHHIO HOKYMEHTAILMH PETHCTPALMOHHOTO JOCHE,
HU3MEHEHHH B PETHCTPAIIMOHHOM HOCHE

HOpMaTI/IBHI:Ie IIPABOBBLIC aKTHI IO HOPSIAKY OKa3aHUA rOCYJapCTBCHHBIX YCIYyT

TpeboBanms k pa3paboTKe JIEKAPCTBEHHEBIX CpeAcTB  ((papMameBTHYECKAS
pa3paboTka, JOKIMHHIECKHE H KIIMHUYECKHE MCCIIEJOBAHMUS)

®apmakoneiHple METOIBI aHANM3a, UCTIOIB3yeMble IV HCIIBITaHHH JIEKapCTBEHHBIX
CpeICcTB

MOJICKYJISIPHBIG, 6HOXHMH‘ICCKI/IC, KJICTOYHBIC, OPraHHBIC U CHCTCMHBIC MCXaHU3MBI
JEHCTBHSA JICKAPCTBCHHEIX CPCACTB

Meroast IIPOTrHO3HPOBaHNA 0€3011acCHOCTH JICKApPCTBCHHBIX CPCACTB

PeryaTopHsle cTpaTeruy, HCHoIb3yeMble B (hapMareBTHIECKOH OTpaciu

Ilnmaner omeHku Oe3omacHocTH H  3()(PEKTHBHOCTH JIEKAPCTBEHHBIX CpECTB,
INpUMEHSEMBIE B JOKIMHHYECKMX HCCIECHOBAHUAX JIEKApCTBEHHBIX CPEACTB U
KJIMHAYECKMX HCClIeI0BaHMAX JICKAPCTBEHHBIX IperapaToB

Meronpr MareMaTH4ecKOM CTATHCTHKH, HCIONB3yeMble IIpH  pa3paboTke
JIEKapCTBEHHBIX CPEICTB

®apmaxosiorus u 6uodapMarys, KIHHHYIECKas (papMaKkoIOrus

(DapMaueBanecxaz OKOHOMHKA H MAPKCTHHT

CDapMauequecxa;I SIMAUACMHUOJIOTHA M NPHUHIUIIBI OPraHU3alii 3APaBOOXPAHCHUA
B CTpaHax, IrI€ peruCTPUPYIOTCA JICKAPCTBCHHBIC CPEICTBA

[IpaBuna rocyJapCTBEHHOTO pETYIHPOBaHUS, PpETYJIATOPHbIE NPONEAYpH H
OpeleieHTl B OTHOIIEHHHM JIEKapCTBEHHBIX MpemapaToB B CTpaHaX, I/
PErUCTPUPYIOTCSA JCKApPCTBCHHBIC ITpEHiapaThbl
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Meronp! nnanMpoBaHys SKCIIEPHMEHTOB M HAYIHBIX HCCIEN0BAHMH, HCIOMb3yeMbIe
IIpH pa3paboTKe JICKAPCTBEHHBIX CPEJICTR

Hopwmsl fietoBoro o6ImeHns # KyIbTyphl, TpodeCCHOHATBHOM IICHXOTIOTHH, STHKH 1
JICOHTOJIOTHH

Croco6er ¥ METOIBI ympaBiieHHs MPOEKTaMH 1O pa3paboTKe H rOCyNapCTBEHHOH
PeTHCTpalyH JTEKapCTBEHHbIX IperiapaTon

IIpuanuner obecnedenns KauecTBa U MOPAAOK OPraHM3alMy ¥ (YHKIMOHHPOBAHHS
CHCTEMbI MEHE/DKMEHTA Ka4ecTBa Ha (apMalleBTHIECKOM IIPOHU3BOJICTBE

J_ICJIOHPOI/ISBOJICTBO H IIOKYMCHTOO60p0T, B TOM YHCJIC 3JIeKTp0HHBIﬁ

CoBpemenHble HHOOPMALUOHHBIE TEXHOJOTHH, B TOM YMCJE HCHOJIB3YIOMIHECS
YIIOJTHOMOYEHHBIM TOCYapCTBEHHBIM OpPraHOM HCIOJHHTEIBHONM BJIACTH IIO
PEryINpOBAHHMIO JTEKAPCTBECHHEBIX CPEJICTB

IIpUHIMNEI 3aMUTEl Pe3yNbTaTOB HHAMBHIYAILHOH JEATENHHOCTH H CpezcTB
WHIUBARYAIH3a0UH

TpeGoBanms camuTapHOrO peXHMa, OXpaHBl TpyJa, IOXKAPHOH Ge30IacHOCTH,
SKOJIOPHH OKPYXAIOMEH Cpeibl, TOPAMOK ACHCTBHI IIPH Ype3BBMANHBIX CATYaAIUIX

Apyrue

XapaKTCPHUCTHUKU

3.4.2. Tpynoeas dpyuxnus

PykoBoncTBO paboTamMu 0 MOHHTOPHHTY - YpoBenb
Haumerosamne | GesnpachocTa JIeKapCTBEHHEIX IpenapaToB Kox | D/02.7 (momyposeHE) 7
KBaJTH(pHUKanun
IIpoucxoxaenue HO
Y KL Oprrasa X 3aiMCTBOBaHO U3
TPYAOBOH (hyHKIH OpHI'HHAla
Kon Perucrpamionnsiit Homep

OpHIHHATa  NpO()eCCHOHATHLHOTO CTaHAAPTA
Tpynossie PykoBOACTBO MNpOBEEHWEM H KOHTPOJIb IIPOBEACHHS PabOT MO MOHMTOPHHTY
JOCHCTBHSA 6€301IaCHOCTH JIEKapCTBEHHBIX IpenaparoB ((hapMaKoHan30p)

Opranusanus ¥ KOHTPONb pa3pabOTKM M COIJIACOBAHHS IUIAHOB YIIPaBIICHHA
pHcKamMu  Ge30NacHOCTH  JIEKapCTBEHHBIX [pEmnaparoB B  COOTBETCTBHH C
YCTaHOBJIEHHBIMH TPEOOBaHUSIMHU

PykoBozcTBO 06pafoTKO# M KOHTPOJIE 00paboTKH MoCTymarome nHGopManuu o
0€30IIaCHOCTH  JIEKAPCTBEHHBIX  NpPENapaTtoB W WX  [OpPEACTaBlCHHE B
YIIOJTHOMOYEHHBIH (enepanbHbIi OpraH UCIOJHHUTEIBHOM BIaCTH B COOTBETCTBHH C
YCTaHOBJICHHBIMH TpeOOBaHUSIMH

Opranmzanys ¥ KOHTPOJb HOATOTOBKH HOKYMEHTAaUMH IO (apMakoHaA30py B
COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBAHUAMH

OpraHnsanHa IIPOBCACHU paccnenonannﬁ II0 IIOJIYy4Y€CHHBIM COO6IIICHI/I5[M o
HCXKCIATCIILHBIX PCAKIIUAX, BOSHUKIINX IIPH IPHEME JICKAPCTBCHHEIX IPEIIapaToB

[Ipunsatue pemenuit 0 HEOOXOMMMOCTH CPOYHBIX JEHCTBHM IpPH BO3HHKHOBEHHH
KPHTHYECKUX PUCKOB JJIS XXHA3HH U 37J0POBBS NAI[EHTOB

Opranmsanus MOHHTOpHHTAZ ¥ aHaum3a HHpopMamuu O Ge30MaCHOCTH
JIEKapCTBEHHBIX IIPENapaToB, aHAIOTHYHBIX WM ITOX0XHX Ha pa3pabaThiBacMBIe U
BBIIIYCKAaEMBbI€ IPOAYKTHI (CHHOHHMEI, TAKOH )K€ IPYIIIEI, TAKOTO JKe Kiiacca)

KonTpoms coorBeTcTBHs HHQOPMALMH 110 JIEKAPCTBEHHBIM CPEACTBaM (MHCTPYKIMH
00 MEIUIUHCKOMY IPUMEHEHHIO, JHMCTKa-BKIaJbllia) COBPEMEHHOMY YPOBHIO
HAYYHEIX 3HaHUH

Opraﬂmauml B3aMMOCBSI3H €  PEryJlITOPHBIMH OpraHaMM IO  BOIpocaMm
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HHOOPMHPOBaHHA 00 H3MEHEHHIX mpoQuis Ge30MacHOCTH JIEKaPCTBEHHBIX
HpeapaToB ¥ HOBBIX PUCKAX JUIS TAIIUEHTOB

Opranuzamus MHGOPMHPOBaHHS MEAMIMHCKMX paGOTHMKOB H MAalUEHTOB O
6€3011aCHOCTH JIEKapCTBEHHBIX IIPENApPaTOB

Opranuzanus pacnpocTpaHeHHs HHGOpPManMu O GE€30IaCHOCTH JIEKAPCTBEHHBIX
IpenaparoB IO CTPYKTYPHBIM MOApa3AelieHUsIM (GapMalieBTHIECKOro IPOU3BOACTBA

Heobxonumere [InanMpoBaTh M OPraHU30BBIBATE PAGOTHL IO (APMAKOHAA30pPY B COOTBETCTBHH C
yMeHus YCTaHOBRJICHHBIMH TpeOOBaHHIMH M IPOLEAYPAMHU
AHaNH3MpOBaTh pPe3yJbTaThl DPACCICNOBAHUH IO MOIYYEHHHIM COOOIICHHAM O
HeXeNaTebHbIX peaKuaX, BOSHAKIINX [IPH IpHeMe JIEKapCTBEHHBIX IIpernaparoB, U
YCIOBHS HX IIPOBEICHHA
OueHuBaTh TKECTh PUCKOB HEXETATENbHBIX JIEKAPCTBEHHBIX PEAKIMH A XKH3HH
¥ 3J0POBBS IALUEHTOB
YcranaBnuBaTh NPHYUHHO-CIIEACTBEHHYIO CBA3h MEXIY HEXENATENbHON peaKiuei
H IPHEMOM JIEKAPCTBEHHOTO Ipenapara
AHanu3upoBaTh OTYETHI O GE30IACHOCTH JIEKAPCTBEHHBIX CPEICTB, COOOLICHHS O
HEXEIaTeIBbHBIX JICKApPCTBEHHBIX PEaKIUX, NPECTABISIEMBIX B YITOJHOMOYEHHBIH
OpraH WCIOJHHMTEIBPHON BIacTH 1O ¢QapMakoHAI30py, CBOEBPEMEHHOCTh HX
IpeICTABJICHHS
Pa3pabaTeBaTh OH3HEC-TIPOLIECCH OAPaseIeHAS 10 hapMaKOHAI30PY
OpraauzoBsIBaTe pa3paboTKy [JOKYMEHTAUMH M OLIEHMBATL OTYETHYIO H
PacIopsAAMTENBHYI0 JOKyMEHTauu 10 (apMakoHaA30py B COOTBETCTBHH C
YCTaHOBJICHHBIMH TPEOOBaHHSIMH
PepaxTHpoBaTh Hay4qHbIE H IEJIOBBIE TEKCTHI IPOGECCHOHATIBHOIO CONSPIKaHUA
OcymecTBIATh NMOMCK M aHATW3 3aKOHOATENHHOM, HOPMATHBHOW, HAaydHOU H
HAYYHO-MEIHITMHCKON WHGOpPMANUH Ul pemieHHus NpoeCCHOHATBHBIX 3a1ad ITo
¢bapMakoHan30py
Heob6xonumsre TpeboBanus CornameHus 0 €IMHBIX INPHHOWOAX H [paBHIax oOpameHHus
3HAHHSA JIEKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro S5KOHOMHYECKOTO COI03a

TpeboBanus k 00BeMy B OQOPMIICHHIO OTYETOB M COOOMEHHH O 6e30macHOCTH
JIEKapCTBEHHBIX TIPENapaToB U K CPOKaM MX IPEACTaBJICHHSA B YIIOJHOMOYEHHBIH
OpraH MCHOJHHTEJIFHOM BIacTH 10 hapMaKOHaI30py

HOpMaTI/IBHBIC IIPaBOBBIC aKThl 110 MOHHUTOPHHIY 0€e30MMacHOCTH JICKaAPCTBCHHBIX
IpenaparoB

Meroapr u WHCTPYMCHTBI YCTAaHOBJICHHA IIpI*I‘IPIHHO-CJICI[CTBCHHOfI CBA3H MCXIY
HEXEJIATSIBHOM peaKnHeﬁ 1 IPUEMOM JICKAPCTBEHHOI'O IIpfiapara

MornekynsapHeie, OHOXHMHUYECKHE, KICTOYHbIC, OPraHHBIC M CHCTEMHBIE MEXaHU3MBI
JEHCTBHA JISKAPCTBEHHBIX CPEACTB

Meronp! IIPOrHO3HUPOBAHUA 6e30macHOCTH JICKaApCTBCHHBIX CPCICTB

Meronpl oneHku 6€300aCHOCTH H 3PPEKTUBHOCTH, IPUMEHIEMBIE B KIMHHYECKHX
HCCIIEIOBaHUAX JICKAPCTBEHHBIX IIPenaparoB

IInaus1 YIIPABIICHHUS PACKaMH 0€3011aCHOCTH JICKapCTBCHHABIX CPCACTB

MeTOZlH MaTeMaTU4CCKONA CTaTHCTHKH, HUCIIOJIB3YEMBIC 1A OIICHKH PHCKOB H
JaCTOTHI HOXKCIIATCIBHBIX pealcunﬁ Ha JICKapCTBCHHBIC IIPpCIIapaThbl

®dapmaxosorus u 6uodapmanus, KIMHEAIeCKas GapMaKoIorus

[IpaBuna rocyAapCTBEHHOTO pETYIHPOBAaHHS, PpETyIATOpHBIE IMPOLENYypH H
IpereeHTH B OTHOIICHHUH JICKAPCTBEHHBIX CPEACTB (BOIPOCH 6€30I1aCHOCTH)

HOpMBI JIETIOBOTO OOIIEHHA 1 KYJIbTYPBI, npocpeccnonanmoﬁ IICUXOJIOTHH, OTHKHA K
JACOHTOJIOI'HH

HpI/IHIII/IIILI obecreueHus KayecTa u IOpAIOK OpraHusanvii U Q)yHKI.II/IOHI/II)OBaHI/ISI

CHUCTCMBI MCHCDKMEHTA Ka4eCTBa HA (bapMaI{eBTI/I‘ICCKOM ITPON3BOJICTBC
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JleI0npon3BOACTBO M JOKYMEHTOOG0POT, B TOM YHCIIE SNEKTPOHHBIA

CoBpemeHHblE HH(GOPMAlMOHHBIE TEXHONOTHH, B TOM YHCIE HCIIONb3YIOIIUECS
YIIOJHOMOYECHHEIM T'OCYJapCTBCHHBIM OpPraHOM HCIIOJIHHTENHHOM BJIAcCTH IIO
(dapMaKOHaI30pY JIEKApCTBEHHBIX CPEICTB

Cnoco6b1 1 METOZIBI YIIPABIICHAS TPOCKTaAMH

CoBpeMeHHEBIH acCOPTUMEHT JIEKAPCTBEHHBIX IIPENApaToB

TpeGoBanus caHMTapHOTO peXHMa, OXpaHkl TPyAa, IOXapHOH G6e30IaCHOCTH,
OKOJIOTHH OKPYXAIOIIEH Cpeibl, NOPAAOK AEHCTBHH P Ype3BEIYANHBIX CHTYaAIHAX

Hpyrue

XapaKTCPUCTHKH

3.4.3. TpyaoBas Gpynkums

HamumeHoBaHME

Ipoucxoxnenue
TpyZAoBOH pyHKIMA

Oprannsamus paboTsl epcoHaia
CIENHAIN3UPOBAHHOrO (CTpYKTYpHOTO) | Kon
HOfipa3IeNIeHAs

VposeHs
(moxypoBeHs) 7
KBanmuuKauu

D/03.7

X 3auMCTBOBAHO U3

Opurunan
OpHUTUHaNa

Kon PerucTpaumorHSBIit HOMEp
OpMIHHaNa npodecCHOHANBHOTO
CTaHJapTa

Tpynosbie
JeiCcTBHA

[InanupoBanre NOTPEOHOCTH B IEpCOHANE NOXYHHEHHOTO (IIOAYMHEHHBIX)
noapaseneHus (noapa3aeneHui)

Oprannaamm O6Y‘ICHI/ISI U OIICHKH 3HAHUH IIOAYHHCHHOTO IIepCcoHana

ITon6op u amanranus mepcoHana MOApa3ZENeHHN pa3paGOTKM M HCCIEXOBaHHUIT
JIEKapCTBEHHBIX CPEACTB (B YaCTH CBOMX IOJTHOMOYHIA)

Pacnpenenenune 3ama4 1 paboT Mexxay NEPCOHATIOM NOAYMHEHHOTO (IIOAYUHEHHEIX)
noapasJelcHus (Iopa3ie/ieHnil), KOHTPOIb MX BHIMOIHCHHS

Opranusanys peryaapHbeIX MEUIMHCKUX MTPOQIIAKTHIECKHX OCMOTPOB MEPCOHATA
CTPYKTYPHBIX MOApPa3eNICHHH

IIpoBe/icHHE OLICHKH YCIIOBHH TpyAa (B 9aCTH CBOMX IOJHOMOYHIA)

Heob6xoauMmere
YMEHHS

OneHnBaThH l'IOTpC6HOCTI> B IICPCOHAJIC IIOAYHHCHHOI'0 MOAPa3aACIICHUA

OuenuBath  NpodeccHoHaNbHO-KBATU(PUKANUOHHEIA  YPOBEHD
IOApa3seIeHHH pa3pabOTKU U MCCIEA0BAHMM JIEKAPCTBEHHBIX CPE/ICTB

nepcoHaia

PaspabaTeIBaTh MEPONPHSTHS IO aJaNTalliy HEPCOHAIA

CornacoBsIBaTh JODKHOCTHBIE HECTPYKIIHY IIEPCOHANA IIOApa3AesIeHH pa3paboTku
M HCCIIeIOBaHHH JICKAPCTBEHHBIX CPEIICTB

II1aHUpOBaTh ¥ ONPENEATh (POPMBI B METOABI OOYYEHHS ITepCoHaIa

PaspabareiBath cucreMy 5(@QeKTHBHON MOTHBAIMH HEPCOHANA NOAPa3JeieHHI
Pa3paboTKH M HCClIeJOBAHMIA JISKAPCTBEHHBIX CPEJICTB

IIpenynpexaaTs KOHQIUKTHBIE CHTYALHH

AHanM3UpoBaTh M OICHHBATh IEATEIBHOCTh IIEPCOHANA MOApa3JeieHHs Ha
KOHKPETHBIX YIacTKaX paboThI

Bectu meperoBopsl, AenernpoBats MOMHOMOYHS, OCYIIECTBIATh B3aUMOJEHCTBHE C
COTPYIHHUKAMH JPYTHX HOAPa3aeIeHHMI

OcymiecTBIATs KOHTPONb COONIONCHHS IIEPCOHAIOM CAaHHTAPHBEIX [PABHI,
TpebOBaHHUH OXpaHbl TPYIa, IPABHIII BHYTPEHHErO TPYAOBOTO paclopsaKa

Heob6xoauMmeie
3HAHUS

TpynoBoe 3akoHOmatenscTBO Poccniickoit Oenepanuu

JloxaneHEIE aKTEI 10 HaIIpaBJICHUAM JNCATCIEHOCTH

Bunapl cTUMyTHpOBaHHS TTEPCOHANA
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KaapoBsri MEHEIHKMEHT

HopMs1 enoBoro o0meHus 1 KyJIbTyphl, IpodecCHoHAILHON ICHXONIOTHH, STHKH B
JCOHTOJIOTHH

CaHI/ITapHO-I'I/II‘I/ICHH‘ICCKHe ’I‘pe60BaHI/I$I K NIOMCIICHUAM U NICPCOHATTY

TpeOoBaHus K OTYETHOH HOKYMEHTAIlMH, CTPYKTypa M COCTaB OTYETHOH
JOKYMEHTALMH 110 KazipaM

TpeboBanus HaIeXaNe# TpPOU3BOICTBEHHOM NPAKTHKH, HOPMATHBHBIX IIPaBOBBIX
aKTOB M CTaHJApTOB B OOJAaCTH CHCTEMBI KadecTBa JICKApCTBEHHBIX CpPEICIB B
OTHOIIICHUH IIEPCOHAIA

TpeGoBaHHA CAaHUTAPHOIO pEXHMa, OXpaHBl Tpyda, IOXKapHOH Oe30NMacHOCTH,
SKOJIOTHH OKpyXKarome cpe/ibl, IOPSA0K AeHCTBHI IIPY Ype3BRYAMHBIX CHTYALUsX

Hpyrue -

XapaKTepPUCTUKH

IV. CBegenns 06 opranm3angusix — pa3padorynkax npogeccHoHaJIbHOI0 CTAHAAPTA

4.1. OTBeTCTBeHHAs OpPraHU3alUA-pa3padoTINK

OO6mepoccuiickas obmecTBeHHas opranu3anys «POCCHICKHI COI03 IPOMBIILIEHHHUKOB U
IpeAnpHHIMAaTeNei», ropoa Mocksa

Vpapisrommii AHPEKTOp
VupapneHns pa3BUTHS KBATA(QUKAIHAH Cwmupropa IOmms BanepseBHa

4.2. HauMeHOBaHHS OpraHu3anuii-pa3paboTIHKOB

—

Accomuanys MeXIyHapOIHEIX hapMalieBTHIeCKHX Ipou3BoauTeneH, ropox Mocksa

N

Acconuanys npousBoauTenei papManeBTHIeCKOH IPOTyKIMH H H3/IC/IHi MEAUIIMHCKOTO
Ha3zHadeHus, ropox Mocksa

Acconmanys poCCHICKHX (hapMaleBTHYECKHX IPOU3BoauTeNeH, ropoa Mocksa

Coro3 «HanuonansHas ®QapmanieBtrdeckas [Tamaray, ropoq Mocksa

Coro3 Ipodeccronaisunix Oapmanesruaeckux Opranusanuii, ropox Mocksa

NN AW

OI'bBOY BO «IlepBriit MoCKOBCKHUIT rOCYAapCTBEHHEIN MEIUIIMHCKHA YHUBEPCUTET HUMEHH
U. M. Ceuenosa» Munsapasa Poccun, ropox Mocksa

! O6mepoccniickuii k1accHpUKaTOp 3aHATHIL.

2 O6mepoccuiickuii ktaccupuKaTop BHIOB SKOHOMHUECKOH JESTENLHOCTH.

? [Ipuxas Mumsapasconpassutus Poccuu ot 12 anpenst 2011 r. Ne 3021 «O6 yTBepIeHMM NepeyHel BPEIHEIX ()
OTIacHBIX MPOM3BOCTBEHHLIX (AKTOPOB U paGoT, IPH BHIIOTHEHNN KOTOPBIX MPOBOAATCS 00s3aTeNbHBIE NIPEBAPUTEILHBIC U
TepHoAMYeCcKAe MENULMHCKHE OCMOTpEL (00cnenoBaHma), M [lopanka mpoBeneHHA OOs3aTENBHBIX NPEABAPHTENLHBIX H
NEPHOIUIECKHX MeIHUIMHCKHX OCMOTPOB (00cnenoBaHMif) paGOTHHKOB, 3aHATBIX Ha TKENBIX pabotax u Ha paboTax ¢
BpelHEIMH ¥ (WIM) ONACHBIMH YCIOBHAMH TpyAa» (3apermctpuposan MumtocroM Poccrn 21 oktabps 2011 r,
perucTpamHoHHbIH Ne 22111), ¢ H3MeHeHHAMH, BHECEHHBIMH IpHKasaMy Mumsapasa Poccuu ot 15 mas 2013 r. Ne 296n
(3apermcTpupoBad MumtoctoM Poccun 3 mons 2013 r., perucrpanuonHsidi Ne 28970) u or 5 nekabpa 2014 r. Ne 8011
(3apeructpapoBal MumoctoM Poccnu 3 despains 2015 r., perncTpanioHHsIi Ne 35848).

* Enunbrit KBaTaUKaMOHHBIH COPaBOYHMK NODKHOCTE}H PyKOBONHTENEH, CIIEIUANTUCTOB K CIIyXKaluX.

> O6mepoccuiickuil KnaccupuxaTop npodeccuii pabounx, JOIDKHOCTEH CITyXamuX ¥ TAPUGHEIX PaspAIOB.

§ O6mepoccuiickuit Kaccu(uKaTop CeLUATBHOCTEH 10 06Pa3OBaHMIO.

" ®enepanbHbIi 3aKk0H oT 31 EBaps 2016 r. Ne 5-®3 «O parn¢uxamuu CoraleHHs O €QUHBIX MPUHIHNAX M MpaBHiIax
oGpamIeHys JIeKapCTBEHHBIX CPEICTB B paMKax EBpasuiickoro 3KOHOMHuecKoro corosa» (CoGpaHue 3aKOHOIATENbCTBA
Poccuiickoii ®exepamun, 2016, Ne 5, c1. 557).




