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OcHoBHbIE HanIpaBJeHus pa3padorku PO

MU, nuueHsupoBaHue M TpeOOBaHUS
HaJJIeKalux (apmaneBTHUECKUX
MIPaKTHK, (apmareBTHIECKOE
KOHCYJIBTHPOBaHHE HalUEHTOB,
roCylapCTBEHHAs perucTparus,
SKCIEPTH3A, ceptuuKanus u
HOPMAaTHBHOE COIIPOBOXICHHUE

HeKapCTBeHHLIX CpeL[CTB U MCOUIMHCKUX
HU3JIETTAN.

Ne IIpodeccuonabHbII Conepixanune Kosmnuec Pe3yabTarhl 00yueHnus, npeacTaBjieHHbIe Kadeapamu
paszzaen TBO PO
1. | Opranuzanus Opranuzanus AesTeIbHOCTH anTedHblX u | 40 1. OnmceiBaeT CTPYKTYpY M OCHOBHBIE XapaKTEPUCTHKU (DapMaleBTUUECKOTO PBIHKA, €ro
(hapmareBTHUECKOI (hapmaneBTHUECKUX OpraHM3alHi, YYaCTHHKOB U OCOOEHHOCTH (JyHKIIMOHMPOBAHMS.
JIEATENBHOCTH ONTOBO-po3HMYHas peanusauus JIC wu 2. 3HaeT HOpPMAaTHBHO-TIpaBOBbIE TpeOoBaHus PecmyOmmkm KasaxcraH, perymupyromiie

(hapMaIieBTHYECKYIO JESITEIBHOCTh M OOpalleHHe JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX
W3IEIHUN.

3. Or1eHUBaCT COOTBETCTBHE [ESATEIHHOCTH CyOBEKTOB (DapMaIleBTHYECKOTO pPBIHKA
TpeOoBaHMSM 3aKkoHOnaresbcTBa PecnyOnmknm KazaxctaH ¥ NpuHOMIAM — HAJJISKAIIUX
(hapMaIieBTUYECKHX MPAKTHK.

4. Pa3pabarbIBaeT MPEAJIOKEHUSI 110 COBEPILEHCTBOBAHUIO OpraHu3anuy (apmaneBTH4ecKon
JIEITENIbHOCTH € Y4YeTOM  M3MEeHeHHH  (apMaleBTUUECKOTO  pPbIHKA, TpeOOBaHMi
TOCYIapCTBCHHOTO PEryIUpOBaHus, Iu(pOBU3aIluK U ipuMeHeHus NN.

5. Unentuduuupyer HOPMATUBHO-TIPABOBBIE TPeOOBaHUS, peEryaupylomue olparieHue
JIEKAPCTBEHHBIX CPENICTB M METUIIMHCKAX U3ICITHI.

6. OpopMisieT TEXHOJOTHUYECKYI0, YUETHYIO M OTIYCKHYIO JOKYMEHTANWIO0, MAapKHPOBKY U
pelenTypHbIe OJIAaHKH IIPH OTITyCKE M3TOTOBJICHHBIX JICKAPCTBEHHBIX ()OPM HACEIICHHIO.

7. OuenuBaet 3Q(PEeKTUBHOCTD M COOTBETCTBHE NMPOHM3BOACTBEHHOHN NESATECIHHOCTH AlTEYHON
OpraHM3aIl TPeOOBaHUSIM HOPMATHBHBIX TOKYMCHTOB, HAJUIC)KAINICH AalTEeYHOW IPaKTHKH,
CAaHWTapPHOTO PEKUMA, OXPAHBI TPyIa U O€30MACHOCTH JIEKapCTBEHHOTO 00eCIICUeHUS.

8. WpeHTnduuupyer BUIBI aNTEUHBIX OpPraHU3allMii M WX OpraHM3allMOHHBbIE (YHKIHU B
PO3HUYHOM 3BeHE (HapMaleBTUYECKOr0 pbIHKA, BKIIOYAs alTeKH, AalTeYyHble ITyHKTHI,
OONMBHUYHBIE U MEXKOOILHUYHBIE alITeKH.

9. AHanu3upyeT TpeboBaHus 3akoHoAaTenbcTBa Pecybnuku Kazaxcran u GPP k opranuzamuu
Y OCHOBHBIM IPOLIECCAM JIESITENBHOCTH allTeYHbIX OpraHU3anuii.

10. Unentudunupyer opraHu3alMOHHBIE IPOLECCH ANTEYHOH JEsATEIbHOCTH, BKIIOUAs
MPHUEMKY, pa3MEIICHHE, XpaHEHHe, yUYeT, pean3alii0 H OTIYCK JIEKAPCTBEHHBIX CPEICTB H
MEIUIMHCKHUX H3CITHH.

11. Peructpupyet onepanuu mo IBHKESHUIO JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUHCKIX U3ICIIHHA
B COOTBETCTBHH C YCTAHOBICHHBIMH TPEOOBAHUSAMH K yUETY M JOKYMCHTAIHH.

12. OObsICHAET HOPMAaTHUBHO-NIPABOBBIE TPEOOBAHMS, PErYIMPYIOIIHE IIPOLECCHl IPHEMKH,
XpaHeHHs U OTITYCKa JICKAPCTBEHHBIX CPEJICTB U MEANIIMHCKUX M3,

13. OcymiecTBIseT OTMYCK JIEKAPCTBEHHBIX CPECTB IO PEIENTy U 0€3 perenTta B COOTBETCTBUH
¢ TpeOOBaHMSIMH 3aKOHOJATENILCTBA U TIPABUIIAMH PALMOHAIBLHOTO IIPUMEHEHHSL.

14. AHamu3upyeT peuentbl U BBIABIATH HECOOTBETCTBHUS, MPEISATCTBYIOIINE OTIYCKY
JIEKapCTBEHHBIX CPEIICTB.

15. OObsCHsIET NPHUHIMIIBI PAIMOHAILHOTO MPUMEHEHHUS, YCJIOBHS XpaHEHHs M IpaBHia
0e30MacHOTO UCIIONIF30BAHMS JICKAPCTBEHHBIX CPEJICTB NMPH KOHCYJIFTHPOBAHHH TAIIMECHTOB C
YYETOM HX NOTPEeOHOCTEH.
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16. OneHuBaeT OpraHU3aIMIO BBIKJIAIKA W MepyaHJail3uHra JEKapCTBEHHBIX CPEICTB,
MEIULIMHCKHUX U3AEIHI U APYTUX alTeYHbIX TOBAPOB C y4eTOM TpeOOBaHUH 3aKOHOATENbCTRA,
GPP ¥ npuHIUIOB pallMOHAIBHOTO pa3MEIeHHs.

17. OmeHnBaeT OpTraHU3AIMI0 OCHOBHBIX MPOIIECCOB PO3HUYHON (hapMaIieBTHIECKOM
JEATEIIFHOCTH Ha COOTBETCTBHE TPeOOBaHMAM 3akoHOoAaTenbcTBa 1 GPP.

18. OOBsICHAET BOSMOXKHOCTH II(PPOBHIX HHYOPMALIMOHHBIX CHUCTEM U MHCTpyMeHToB MU s
COBEpIICHCTBOBAHWSA OPraHM3AIlMM JCSITEINbHOCTH aNTEYHOH OpraHu3alik C  y4eTOM
TpeboBaHMil MPo(hecCHOHANBEHOM ATHKH U 3aKOHOIATEIHCTBA.

19. OmnwuceiBaeT CTPYKTYypy, (YHKIMM M OCHOBHBIE BHJbl OpraHW3allMii ONTOBOTO 3BEHA
(hapMareBTHUECKOTO PhIHKA.

20. Ilpumenser TtpeOOBaHMS HaJexKamed auCcTpuObloTOpcKoit mpaktuku (GDP) npu
OpraHH3aliK IPOLECCOB ONTOBOW (hapMalleBTHYECKON e TEIbHOCTH.

21. OpraHuszyeT TpUEMKY, XpaHEHHE U OTIYCK JIEKAPCTBEHHBIX CPEJICTB U MEIUIIUHCKUX
n3zenuit ¢ coONM0ICHNEM YCTaHOBIICHHBIX YCIOBHI 1 TpeboBanuii GDP.

22. AHanu3upyeT MpOLECCHl TOBAPOIBIKEHUS M JOKYMEHTAJIBLHOTO CONPOBOXICHHS IIPH
ONITOBOM peai3aliy JEKapCTBEHHbBIX CPEICTB M METUINHCKUX M3/IEIHUIL.

23. OneHWBaeT COOTBETCTBHE IEATEIPHOCTH ONTOBOH (DapMalleBTUUECKON OpraHH3alun
TpeOoBaHUAM 3aKoHOAaTeIbcTBa PecyOnuku Kazaxcran u npuammmnam GDP.

24. OObsicHsieT TpeOOBaHMWS HOPMATHBHBIX JIOKyMEHTOB K OpPTaHHM3aIlMH IPOW3BOACTBEHHBIX
MOMEIIEHUH, OCHAIEHUIO U 00ECIIEYeHHIO CAHUTAPHOTO PEXXNMa alTeIHOI OpraHU3aIH.

25. OpranuzyeTr pabourie MecTa, pallMOHAILHOE pa3MelleHne 000pyAOBaHHUs, MATEPHAIIOB H
JIEKapCTBEHHBIX CPEJICTB C COONIOIEHHEM TPEOOBaHUIA OXpaHbl TPYAa, TEXHUKU O€30MacCHOCTH U
MIPOM3BOACTBEHHON CAHUTapUH.

26. Opranusyer obecreyeHHe OTAETBHBIX KaT€rOpuil TAlMeHTOB JICKAPCTBEHHBIMU
mpenapaTaMy, H3TOTOBJICHHBIMM B aNTeke, C Y4YeTOM YCTAHOBJICHHBIX TpeOOBaHMH K HX
Ha3HA4YCHHUIO, M3TOTOBJICHUIO U OTIIYCKY.

27. TlpoBomuT NpEeIMETHO-KOJMYECTBEHHBIH YYeT JIEKAPCTBEHHBIX CPEICTB, MOIEKAIINX
COOTBETCTBYIOIIEMY KOHTPOJIO, C O(OpPMIICHHEM JKypHajla W NEpBHUYHON ydYeTHOH
JIOKyMEHTAIIHH.

28. OmmchIBaeT OCHOBHBIE 3TAIlBl TOCYAAPCTBEHHON PETMCTPALMK JICKAPCTBEHHBIX CPEACTB U
MEIUIMHCKHAX W3/IeJINii B COOTBETCTBHH C YCTAaHOBJICHHBIMH HOPMAaTHBHBIMHU TPEOOBaHUSIMH.
29. AmnanmusupyeT perUCTpallMOHHBIE M OKCIEPTHBIE MaTephalbl Ha COOTBETCTBHE
YCTaHOBJICHHBIM TPeOOBaHMAM K KadecTBY, 0€30macHOCTH U 3(P(PEKTUBHOCTH JEKAPCTBEHHBIX
CPEICTB M MEIUIIMHCKUX H3/ICIIHH.

30. OObsACHSET HOPMATHBHO-TIPAaBOBBIE TPEOOBAaHUS K TOATOTOBKE M CONPOBOXKICHHIO
JIOKYMEHTOB ISl TOCYIapCTBEHHOM PErHCTPaldy JICKAPCTBEHHBIX CPEACTB M MEIWIIMHCKHUX
U3JEIHUN.

3100bsCcHSET ANITOPUTMBI (PapMaIEBTHYECKOTO KOHCYJIBTHPOBAHUS IPU BHIOOpE M OTIyCKe
JIEKapCTBEHHBIX ~ CPEJICTB C YYETOM IIOKa3aHWH, IPOTHBOIIOKA3aHWH, BO3MOXHBIX
B3aMMOJIEMCTBHMI U 0COOEHHOCTEN NAaIMEHTA.
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Texnonorus
JIEKapCTBEHHBIX (popM

TexHoMOrNs U3roTOBICHUS
JIEKapCTBEHHBIX ()OPM B alITEUHBIX
YCIIOBUSIX, TEXHOJIOTHIECKHE OTIEPALIH,
JI03UpPOBaHHE, YIIaKOBKA, MAPKUPOBKA,
XpaHEHHE U BHyTPUANTEUHBIA KOHTPOJIb
KayecTBa B COOTBETCTBHU C
TpeOOBaHUIMH HOPMATUBHON
JIOKYMEHTAIIH
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32. OnwuceiBaeT OCHOBHBIE MPHUHIMIIBIL, 3Tanbl W TpeOOBaHMSA K (apMareBTHYECKOMY
KOHCYJIFTUPOBAHUIO MAI[UEHTOB.

33. KoHCynbTHpYET MaIMeHTOB 110 BHIOOPY M PALOHAJIBHOMY NPHMEHEHHIO JIEKAPCTBEHHBIX
CpPENCTB IPU OTBETCTBEHHOM CAaMOIIOMOLIM C Y4Y€TOM IIOKa3aHUM, NPOTUBOIIOKa3aHUM,
B3aUMOJCHCTBHH, PEKUMa TO3UPOBAHUS U TPOIOKUTEIEHOCTH IPUMEHEHHS.

34. Upentudummpyer mend, MNPUHOWOBI W OCHOBHBIE TpeOOBaHMS  HaUICXKAIINX
thapmaresruaeckux npaxtuk (GxP) B cdepe oOpameHns tekapcTBEHHBIX CPEICTB.

35. UnerTndunupyer BUAH Hauiexxammx (hapmarnesrnaeckux npaktuk (GMP, GDP, GPP, GCP,
GLP, GVP) u coorBeTcTByIOIIME 00JIACTH X TPUMEHEHUSI.

36. OOwsicHsier TpeOoBaHMsl HaJuiexaiieil anteuHod npaktuku (GPP) k opranusaumm
JIeSITeIbHOCTH alTeYHOH OpraHu3ayy 1 papMaleBTHUECKOMY 00CITY)KMBaHHUIO MAI[IEHTOB.

37. OObscHsieT TpeOoBaHUs HaJyIexkalied nucTpuoObloTopckoil npaktuku (GDP) k mpuemke,
XPpaHEHHUIO, TPAaHCIIOPTUPOBKE U OTIIYCKY JIEKaPCTBEHHBIX CPEICTB.

38. Ananusupyer TpedoBanus GMP, GDP, GPP, GCP, GLP u GVP k opranuzanuu u npoueccam
JIEATEIILHOCTH (hapMaIleBTHUECKIX OpTaHH3aLi.

39. Kontpommpyer cobmonenne tpeboanmii GPP mpm opranmzammm QapmaneBTHUECCKOTO
00CITyKNBaHUS U ACATEIBHOCTH aTEIHON OpraHU3annH.

40. Kontpomnupyet cobmronenne TpedoBannit GDP npu npreMke, XpaHeHIH, TPaHCTIOPTHPOBKE
M OTITyCKE JIEKapPCTBEHHBIX CPEIICTB.

1.  OmpezensieT OCHOBHbIE TOHSTHS, LIENb U 33Ja4d TEXHOJOTHH JIEKAPCTBEHHBIX (HOpPM H
00BSICHAET UX 3HAUEHHE /TSI M3TOTOBJICHHUS JICKAPCTBEHHBIX NPENapaToB B alITEUHBIX yCIOBHUSAX.
2. Knaccupuumpyer mexkapcTBeHHbIE ()OPMBI MO arperaTHOMY COCTOSIHHIO, CIOCOOY
MPUMEHEHHUS U THITY AUCTIEPCHON CUCTEMBI M OOBSCHSACT IPUHINIIBI TaHHOW KiTacCH(UKAINH.
3.  OObsCHIET OCHOBHBIE NPHUHIMUIIEI HW3TOTOBJICHHS JIEKAPCTBEHHBIX (OPM B anTEUHbBIX
YCIIOBUSIX M TpeOOBaHM HOPMATHBHON JOKYMEHTAIMH K UX N3TOTOBJICHHMIO.

4.  HasbIBaeT OCHOBHBIC HOPMaTHBHbIE TOKyMeHTHI PecrryOmmkn KazaxcraH, perynaupyromue
M3TOTOBIICHHE JIEKAPCTBEHHBIX (DOPM, M OOBACHSET HX Ha3HAYCHUE.

5. OnwuceiBaeT CTPYKTypy M conepxkanue [ocymapcTBeHHON (apmakonen PecmyOmuku
Kazaxcran wu japyrol HOpPMAaTHBHO-TEXHHYECKOM TOKYMEHTALMH, YCTaHABIMBAIOUICH
TpeOOBaHMUS K M3TOTOBICHUIO M KOHTPOJIIO Ka4eCTBA JIEKAPCTBEHHBIX (DOPM.

6. OOBsAcHSAET TmTpaBWIa aHaJIW3a COCTaBa peleNnTa W KPUTEPUH  OINpeleIeHUsI
TEXHOJIOTHYECKOH BO3MOXHOCTH M3TOTOBJICHHUS JICKAPCTBEHHOI (DOPMBI B aITEYHBIX YCIOBHAX.
7. OmuceiBaer TpeOoBaHMS K OQOPMIICHHIO pelenTa, BHIbl COBMECTUMOCTH €ro
KOMITOHEHTOB ¥ KPUTEPUH JJOIYCTUMOCTH MU3TOTOBJICHUS JIEKAPCTBEHHON (DOPMBI.

8. OObscHIET OCHOBHBIE BHUJIBI (hapMalEBTUUYECKUX PpacyéToB, NPUMEHSIEMBIX IpU
M3TOTOBJICHUH JIEKAPCTBEHHBIX (POPM, U MOPSIJIOK UX BBIITOJIHEHUSI.

9. OObscHseT mpaBmwiIa pacuéra /03 JICKAPCTBEHHBIX BEIIECTB C Y4&TOM Bo3pacra H
WHJIMBHUIYJIbHBIX OCOOEHHOCTEH MalneHTa.

10. OmuceIBaeT MOPSAOK NPOBEPKH PA30BBIX W CYTOYHBIX J03 CHIIBHOJACHCTBYIOIINX,
STOBUTBIX © HAPKOTHYECKHUX BEIECTB U KPUTEPHUHU OLIEHKH UX JJOITYy CTUMOCTH.
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11. TlepeuncnseT CaHUTAPHO-ANUAEMHOJIOTHYECKHE TpeOOBaHUSI K  H3TOTOBJICHHIO
JIEKapCTBEHHBIX (DOPM B alTeUHOI OpraHU3aluK U OOBSICHSIET X 3HAYCHHE.

12. OmnwuceiBaer TpeOOBaHMA K OpraHu3anuy padboyero Mecra papMaleBTa B COOTBETCTBUH C
MPUHLMIIAMH HajJIeXkKallel anTeuHON IPaKTUKH.

13. OObsacHsAeT mpaBmia HOATOTOBKH JIEKAPCTBEHHBIX M BCIIOMOTATENBFHBIX BEIIECTB K
TEXHOJIOTHYECKOMY TIPOIIECCY C YUETOM HX (PH3UKO-XUMHUIECKUX CBOMCTB.

14. OmuceBaeT NpaBwWia B3BEIIMBAHUS M OTMEPHBAHWS HHTPEIUCHTOB W TPeOOBaHUS K
TOYHOCTH IO3MPOBAHUS NP U3TOTOBIICHUH JIEKAPCTBEHHBIX (POPM.

15. Paznuuaer MeTonpl JO3MPOBAHUS JICKAPCTBEHHBIX BELIECTB M OOBSCHAET MX BHIOOp B
3aBUCHMOCTH OT (PM3MKO-XMMHYECKHX CBOWCTB BEIIECTB U BU/A JIEKAPCTBEHHOH (hOPMBI.

16. OmnwuceiBaeT CyIIHOCTh, HA3HAUEHHUE U TIOCTIE0BATEIHLHOCTh OCHOBHBIX TEXHOJIOTHUECKHUX
oreparyii: I3MeNb4YeHHs, CMEIIUBAHUS, PACTBOPEHHUSI, QUIIbTPOBAHUS U JJOBUPOBAHUSL.

17. OOBACHACT TEXHOJIOTUIO H3TOTOBICHMA TPOCTBIX M CJIOXHBIX IOPOILIKOB IIO
MHJIMBHIYAJIbHBIM PELenTaM U TpeOOBaHUS K UX KaueCTBY.

18. OmuceiBaeT OCOOCHHOCTH TEXHOJIOTHH TIIOPOIIKOB C KPAaCSIIUMH, NaxXyduMH U
TPYAHOM3MEIbYaeMBbIMHU BEIICCTBAMH C YIETOM MX CBOHCTB.

19. OOBAcHAET 0OCOOCHHOCTH TEXHOJOTHH TIOPOIIKOB C CHIIBHOICHCTBYIOIINMH, STOBUTBIMA
W HapKOTHUYECKUMHU BEIIeCTBAMH U TPEOOBAaHNUS K UX JO3UPOBAHHIO, 0€30IIACHOCTH U KOHTPOITIO
KadyecTBa.

20. OmnuceIBaeT TEXHOJOTHUIO W3TOTOBICHUS BONHBIX ¥ HEBOIHBIX pAcTBOPOB IS
BHYTPEHHETO U Hapy>KHOTO MPUMEHEHHsI U TpeOOBaHHS K UX KayeCTBY.

21. OOBbscHsET cocCOObI pacyéra KOHIEHTPALIMU U 00bEMA JKUJIKUX JIEKAPCTBEHHBIX POPM MO
COCTaBy peLeNTa U 3alaHHOM T03UPOBKE.

22. OmnuchIBaeT TEXHOJOTHIO IPUTOTOBIEHUS KOHIICHTPUPOBAHHBIX PACTBOPOB, TPEOOBAHMUS
K X KOHLIEHTPALMK 1 KaUeCTBY U IPaBUJIa UCIIOJIb30BaHHS IIPH U3TOTOBJICHNH JIEKaPCTBEHHBIX
dhopm.

23. OObsacHsET TEXHOJIOTHIO H3TOTOBIICHHUS MHUKCTYP c HCIIOJIE30BaHIEM
KOHIICHTPUPOBAHHBIX PACTBOPOB M TOTOBBIX JIGKAPCTBEHHBIX CPEJCTB M ITOCIIEIOBATEIHHOCTD
BBEJICHUST KOMITOHCHTOB.

24. OmucelBaeT  OCOOCHHOCTH  INPHUTOTOBIICHWS  PACTBOPOB  BBICOKOMOJICKYIISIPHBIX
COEIMHEHUH U 3aIIMIIEHHBIX KOJJIOUIOB C YUETOM NX (PU3HKO-XUMUYECKUX CBOMCTB.

25. OOBACHAET MPUHIIUIIEI 00Pa30BaHUS M TEXHOJOTHIO M3TOTOBIIEHUS CYCIIEH3UH, a TaKKe
MOKA3aTeH OLEHKH UX KauecTBa.

26. OOBACHAET TPHUHIMIIEI OOPa30BaHHUS W TEXHOJOTHIO W3TOTOBJICHHS SMYJbCUN, THIIBI
SMYJIBraTOPOB U MOKA3aTeIH UX (PU3NIECKOH yCTONINBOCTH.

27. OnuchiBaeT TEXHOJOTHIO IPUTOTOBICHUS BOIHBIX H3BJICUCHHH M3 JICKAPCTBEHHOTO
PacTUTENBHOTO CHIPHS U (PAKTOPHI, BIUAIONINE Ha MPOLECC SIKCTPAKIIUH.

28. Kiaccupuuupyer Masd HO THITy AWCIIEPCHOM CHCTEMBI M OOBSCHAET OCOOEHHOCTH
TEXHOJIOTHH WX U3TOTOBIICHUS C YIETOM CBOHCTB ACHCTBYIOIINX M BCIIOMOTATEIbHBIX BEIICCTB.

29. Knaccudumupyer Mas3eBble OCHOBEHI M OOBSICHACT NPUHIMIBI MX BEIOOpa ¢ YYETOM
Ha3Ha4YeHUs JIEKapCTBEHHON (pOPMBI 1 CBOMCTB JICHCTBYIOIINX BEILECTB.
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IIpompblneHHast
TEXHOJIOTHS JIEKapCTB

[IpomsIIeHHOE TPOU3BOICTBO
JIEKapCTBEHHBIX CPEJNICTB,
TEXHOJIOTHUYECKHE MPOIIECCHI U
obopynoBaHue, 00eCTIICUCHNE YCIOBHUHA
MIPOU3BOJCTBA B COOTBETCTBUU C
TpeboBanusiMu GMP.
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30. Pasznmuuaer macThl, JMHUMEHTHI U JIDYTHE MSTKHE JIEKApPCTBEHHBIE ()OPMBI U OIHCHIBAET
0COOCHHOCTH UX COCTaBa, TEXHOJOTHU U KOHTPOJISI Ka4eCTBa.

31. OOBsACHJET TEXHOJOIMIO HM3TOTOBJIEHUS CYIIO3UTOPUEB METOJAMH BBIKATHIBAHUS U
BBIIMBAHMS U TPEOOBAHUS K UX KAaUECTBY.

32. OOBACHSACT MpaBwWia pacuéTa KOJMYECTBa OCHOBHI JUIS CYTIITO3UTOPUEB C YIETOM METoIa
M3TOTOBJIEHMS U CBOMCTB IECHUCTBYIOIIMX BEIIECTB.

33. OOBACHACT NPUHLIUITBI ACENTHKH U TPEOOBAHMS K M3TOTOBICHHUIO JEKAPCTBEHHBIX (HOopM
B ACENTUYECKUX YCIOBHUIX.

34. OmuceiBaeT TpeOOBaHUS K U3TOTOBICHUIO CTEPHIIBHBIX JIEKAPCTBEHHBIX ()OPM, METOIOB
CTEePHIM3ALHH.

35. Knaccuduiupyer dusndeckne, GU3NKO-XUMHYCCKHE U XMMHYCCKHE HECOBMECTHMOCTH
KOMIIOHCHTOB pEICIITa U 06’L$ICHSIGT MPU3HAKU UX BOSHUKHOBCHUS.

36. OOBsAcHSIET CHOCOOBI  NPEOYNpPEXICHUs H  yCcTpaHeHHs  (apMaleBTHYECKUX
HECOBMECTUMOCTEH M IPHHIUITEI BEIOOPa pallMOHAIBHOM TEXHOIOTHH.

37. Ilepeumcisier BHIBI BHYTPHANTEYHOTO KOHTPOJS KadecTBa JICKAPCTBEHHBIX (GOPM H
OOBACHSET COAEpXKAHUE MUCHMEHHOTO, OPTaHOJENTHYECKOTO, (U3MYECKOTO W XUMHIECKOTO
KOHTPOJISL.

38. HaspBaer ¢apmaxoneliHple MOKa3aTeIW KadyecTBA JICKAPCTBEHHBIX (OPM U OOBSICHSET
KPHUTEPHH X COOTBETCTBHS YCTaHOBJICHHBIM TPEOOBAHMUSIM.

39. Kiaccudunupyer BuAbl YHaKOBKH, MAPKHPOBKH U YCIOBHS XPaHEHUsS JIEKapCTBEHHBIX
(hopM 1 0OBSICHSIET TIPHHIUITBI UX BHIOOpA C YYETOM CBOWMCTB Npenapara.

40. OmucsiBaer TpeOOBaHHMSA K JOKYMEHTHPOBAHMIO TEXHOJOTMYECKOTO TIpolecca H
MoKa3aTeIn KadecTBa M 0e30MacCHOCTH N3TOTOBJICHHBIX JIEKAPCTBEHHBIX (HOPM.

1.  OmpenensieT OCHOBHBIE MOHATHSA, LENN W 3a7a4¥l MPOMBIIUIEHHON TEXHOIOTHU
JIEKAPCTBEHHBIX CPEACTB M KIACCUPUIUPYET JIEKApCTBEHHbIE (QOPMBI W  BHIBI
(apmaneBTHYECKO TPOLYKIIHH.

2. OObBsCHAET TPUHIHUIBI OpPTaHU3AIMU TPOMBIIUIEHHOTO (apMaleBTUIECKOTO
MPOM3BOJICTBA W TpeOOBaHMS HOPMATHUBHOW JIOKYMEHTAIlMM M HaAJexariei
MIPOU3BOICTBEHHON npakTuku GMP.

3. HazbBaeT OCHOBHBIE pa3zAeibl IPOMBIIIIIEHHOTO TEXHOIOTHUYECKOTO PEMIaMEHTA.

4. OObscHSET Ha3HAUYEHHE TEXHOJIIOTHYECKOH U aIapaTypHOi CXeM MPOU3BOACTBA
JIEKapCTBEHHBIX CPENICTB.

5. OOBbsicHSET MOCNEeNOBaTEeIbHOCTh CTaJUil W ONepanuii TEXHOJOTHYECKOTO
nporecca ¢ y4€TOM CBOWCTB ChIPhs, BUJA JICKAPCTBEHHOW (OPMBI M TpeOOBaHWI
HOPMAaTHBHOM JTOKYMEHTAIINH.

6. OnucelBaeT NPUHLMIIEI BBITOJHEHUS] MarepHalbHBIX PacuéTOB U COCTABICHUS
MarepuanbHoro OanaHca (papMaeBTHUECKOro MPOU3BOACTRA.

7. OOBbACHSAET MOPSAOK pacuéra BBIXOAA TOTOBOW MPOMYKIHH, TEXHOJIOTHUYECKHX
MOTEPb U PACXOIHBIX HOPM CBIPbSl 1 MaT€pHAJIOB.
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8. XapaxrepusyeT OCHOBHbIE (DU3MKO-XMMHUYECKUE M TEXHOJIOIMYECKHE CBOWCTBA
(apmaneBTHYECKUX CYOCTaHIMM W OOBSCHACT WX BJIMAHWE HA MapaMeTphl
TEXHOJIOTHYECKOT'0 MpoLiecca.

9. Kunaccudummpyer BcroMorarelnbHbIE BEIIECTBA W OOBACHSAET MPHUHIIUIBI HX
BbIOOpa ¢ YIETOM COCTaBa, HA3HAUCHUS U TEXHOJIOTUH JIEKAPCTBEHHON (OPMBI.

10. OObsicHSIET BUABI COBMECTUMOCTH JACHCTBYIOIIUX U BCIIOMOTATEIbHBIX BEILIECTB
Y KPUTEPUH BO3MOKHOCTH UX COBMECTHOT'O MCIIOIb30BAaHUS B COCTABE JIEKAPCTBEHHOTO
npemnapara.

11. OnwuceiBaeT wenu, OdTanbl W TpeOOBaHUS BXOIHOTO KOHTPOIS  CHIPBS,
BCIIOMOTaTeNIbHBIX U YIAKOBOUHBIX MaTepUaIIOB.

12. OnuceiBaeT CyIHOCTh, HA3HAUEHHE U OCHOBHBIE MAapaMeTPhl TEXHOIOTHIECKUX
ornepauuii W3MENBICHUS, NPOCEHBAHMS, CMELIMBAHUS, TPAHYIHPOBaHMA, CYLUIKH H
MIPECCOBaHMUSL.

13. Knaccudumnmpyer mnpoMbIuieHHOEe —(hapMaleBTHIeCKoe OO0OpylIOBaHHE U
0OBSICHSIET IPUHIIMITBI €T0 BBIOOPA AJIS1 OTACIIBHBIX TEXHOJIOTHYECKUX ONEpaLuil.

14. OmnwuceiBaeT yCTPOWCTBO M MPHUHIMI PaOOTHl OCHOBHOTO (hapMalleBTHUECKOTO
000opyIoBaHMsI ¥ TIpaBHiia €ro0 PalvoOHaIbHOMN HKCIITyaTaliH.

15. HasbIBaeT KpUTHUYECKHE TApaMETPhI TEXHOIOTHYECKOT0 Ipolecca U TpeOOBaHUS
K UX KOHTPOITIO.

16. OOBsICHSET OCHOBHBIE ATAIbl IPOMBIIUIEHHOTO TEXHOIOTHYECKOTO IMpoliecca 1
UX B3aUMOCBSI3b.

17. OnuceiBaeT TEXHOJOTMYECKYI0 CXeMy MPOMBIIUICHHOTO  IPOU3BOACTBA
MOPOIIIKOB, OCHOBHBIE CTaINY TpoIiecca U TpeOOBaHUS K TOTOBOM MPOILYKIIHH.

18. Kiaccuduuupyer MeTompl TpaHYIUPOBaHUS M OOBACHSIET OCOOEHHOCTH HX
NPUMEHEHUS ¢ YYETOM CBOMCTB CBIPbsI U TPeOyeMbIX XapaKTepUCTHK I'PaHyJIsTa.

19. OmuceiBaeT  TEXHOJOTMYECKYK)  CXEMy  IPOM3BOJICTBA  TabJNETOK U
MOCIIEZI0BAaTETbHOCTh OCHOBHBIX TEXHOJIOTHUECKUX OTEpaInii.

20. HaspiBaeT ocHOBHBIE JAe(ekThl TabJIeTOK, OOBSICHSAET MNPUYUHBI HX
BO3HUKHOBEHHS U CITOCOOBI PEAYIPEKICHUS 1 YCTPAHEHHS.

21. OnwuchiBaeT TEXHOJIOTHMYECKHE CXEMbl MPOM3BOACTBA TBEPABIX W MSATKHX
JKEJTAaTUHOBBIX KaIlCyNl ¥ TPEOOBaHMS K HAITOJIHUTEIO M TOTOBOM MPOAYKIIHH.

22. OObscHseT TPUHIIMIIBI MPOMBILUIEHHOTO NPOM3BOACTBA  KHUIKUX
JIEKapCTBeHHBIX (opM ¢ y4€ToM HuX cocTaBa, (U3UKO-XUMHUYECKUX CBOWCTB U
TpeOOBaHMI HOPMATUBHOHN TOKYMEHTAITUH.

23. OnwuchiBaeT TEXHOJOTMM NPOU3BOACTBA PACTBOPOB, CHPOIOB, CYCHECH3HH H
OMYNbCHH, a TAK)KE OCHOBHBIE TEXHOJIOTHYECKHUE TApaMETPHI U OTIEPAIIHH.
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24. PasmugaeTr MeETOABI TOMOTCHHM3AIlMH, (GUIBTPOBAHUS W OYHCTKH KHUIAKHX
JICKapPCTBEHHBIX (POPM U OOBSCHSET MPUHITUIIBI UX BHIOOpA.

25. OnuchiBaeT TEXHOJOTMYSCKHE CXEMBI MPOU3BOJICTBA Ma3eil, KPEMOB, Telei U
JUHIMEHTOB C yYETOM THIIA JUCIIEPCHOM CHCTEMBI M COCTaBa.

26. Knaccudummpyer obopyaoBaHWe ISl MPOW3BOACTBA MSTKHX JIEKAPCTBEHHBIX
¢opM 1 00BIICHAET 0OCOOCHHOCTH €TO YCTPOHMCTBA U IPUMEHEHHSI.

27. OOBSCHSIET TCOPETHYECKUE OCHOBBI ~ OKCTPAarMpOBaHHMS W BIIHMSHUC
TEXHOJIIOTUYECKUX (PAaKTOpPOB HA TIONHOTY W3BIICYCHUSI OWOIIOTHYECKH AaKTHBHBIX
BEIICCTB U3 JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPHA.

28. Kiaccuguiupyer 3KCTpareHThl M METOIbl 3KCTParupoBaHUs W OOBICHSET
MIPUHIIUIIBI UX BEIOOPA C YYETOM CBOMCTB CHIPHS U H3BIIEKAEMBIX BEIIIECTB.

29. OnuceIBaeT TEXHOJIOTMYECKUE CXEMbI IPOMBILIICHHOIO TPOU3BOJCTBA HACTOCK,
JKUIKUX, TYCTBIX U CYXHX 3KCTPAKTOB.

30. Pazmugaer MeTomsl M 000pyIOBaHUE AJIST OYUCTKH, KOHIICHTPHUPOBAHUS, CYIIIKH U
CTaH/IapTH3AINH SKCTPAKIIMOHHBIX JIEKapCTBEHHBIX MTPETIaparoB.

31. OmnuceiBaeT TEXHOJIIOTHIO TMPOM3BOACTBA (hapMalEeBTHUECKUX adpo3ojied H
CIIPEEB, BHIIbI TPOINE/UICHTOB, JO3UPYIOIIUX YCTPOHCTB W YIAKOBKH, a TaKXKe
MOKa3aTesn Ka4ecTBa U 0€30MacHOCTH TOTOBOM MPOIYKIIHH.

32. OmuceiBaeT  TEXHOJOTMYECKYI0  CXeMy  IPOM3BOJICTBA  CTEPHIIBHBIX
JICKapCTBEHHBIX (OpM M TpPeOOBaHUS AaCENTHKH, CTCPHIBHOCTH W HOPMATHBHOM
JIOKYMEHTAIIHH.

33. OOBSACHSAET IPHUHIUIIBI ACENTHKHN ¥ TPEOOBAHUS K YCIOBHSIM TEXHOJIOTHUECKOTO
npoliecca MpHu MPOU3BOACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX MPENaparoB.

34. Knaccudummpyer MeTOIbl CTepWIH3ali W OOBSCHSET NPWHIUIBI BBIOOpa
METOfla M peXHMa C y4ETOM CBOWCTB JICKAPCTBEHHOTO CPEACTBA W YIAKOBOYHBIX
MarepuaioB.

35. OObsicHseT Ha3HaYeHUWE TEXHOJOTMYECKUX TMOTOKOB W 30HHPOBAHUS
MTPOU3BOJICTBEHHBIX ITOMEIIEHHUI B COOTBETCTBHH ¢ TpeboBaHussMu GMP.

36. HaspBaer ocHOBHbIE TpeOoBanuss GMP k Bo3aymHO# cpenme, uwmMcTOTE
MMOMEIICHHUH, TEXHOJIOIMYECKON BOJIC U HHKCHEPHBIM CHCTEMaM.

37. Knaccuduimpyer nepBUYHYO U BTOPHYHYIO YIIAKOBKY U 00BACHIET TPEOOBAHUS
K (pacoBKke, MAPKUPOBKE M XPaHEHUIO TOTOBOW MPOYKIIHH.

38. OmuceiBaeT MOKa3aTeNy KauecTBa TOTOBOTO JIEKAPCTBEHHOTO CPEZCTBA.

39. OObscHseT NOHATHS KBaMU(UKALKMK U Bauaanuu B cucreme GMP.

40. Ha3piBaeT OCHOBHBIE TPOHM3BOACTBEHHBIC JOKYMEHTHI M OOBICHSET MOPSIOK
pEeTHUCTpaIuy OTKIIOHSHUHN U KOPPEKTUPYIONINX JACHCTBUH.
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4. | Obume MeTobl Tocynapcteennas dapmaxones PK, 30 1. [Ipumensier coorBerctBytomue TtpedoBanus ['@ PK u ®dapmakonen EADC ms
WCCIICJIOBAHUS U aHAIIN3 ®Dapmaxoriess EADC. O06mmme MeTost KOHTPOJISI KaueCTBa JEKapCTBEHHOTO CPEJICTRA.
JICKAPCTBCHHBIX CPEACTB HCCICA0BaHUs JICKAPCTBCHHBIX CPEIACTB: 2. BLI6I/IpaeT (bapMaKoneﬁHmﬁ METO I/II[eHTI/I(l)I/IKaHI/II/I JICKAapCTBEHHOI'0O BCHICCTBA C
onpeneseHre NOIJIMHHOCTH, UCTIBITAHUS Y4E€TOM €10 XUMHUIECKOI0 CTPOCHUA U CBOUCTB.
Ha YHCTOTY, KOTHIECTBEHHOE 3. WHTtepnpeTnpyeT  pe3ydabTaTsl  peakndi  HMACHTU(GUKAIMM W yCTaHABJINUBACT
onpezencHne, PU3MICCKUE, XUMHUCCKIE MOJUIMHHOCTH JIEKAPCTBEHHOTO BEILECTBA.
1 U3HKO-XUMHYECKHE METOBI aHATH3A 4. Bribupaer QapmakoreifHpIi METON HCIBITAaHUS HAa YUCTOTY C YYE€TOM IPHPOABI U
AHaIH3 1eKapCTBEHHBIX CPEICTB — JOITyCTUMOTIO COJAEPKAHUS IPUMECEH.
. HUBAeT JIBTAThl UCTIBITAHUI HAa YUCTOTY IO YCTAHOBJIEHHBIM (hapMaKoNEeHHBIM
Mpou3BOAHBIX aneMeHToB VII-I rpynn 3 One CT pesyleTa cribiTa a HMCTOTy 10 yCTaHOBIIC bapmaxorte
. KPUTEPHUIM IPUEMIIEMOCTH.
MEepUOIUYECKON CUCTEMBI. AHAIN3
6. Bribupaer MeTos KOTHUECTBEHHOTO OIpeie/ICHUs JISKapCTBEHHOTO BEIIECTBA C YUETOM
OpPraHUYECKHX JICKAPCTBEHHBIX BEIECCTB N
€ro XUMHYECKHX U (PU3NKO-XUMHUYECKUX CBOMCTB.
anugaTHIecKoro, MUKINIECKOTO U
7. PaccunThiBaeT = comepikaHHE ~ JIGKAPCTBEHHOTO  BEIIeCTBa 10 pe3yibTaraM
AMMIHIIITICCKOTO paja TUTPUMETPUUECKOTO aHAJIM3A.
8. PaccunThiBaeT comep)kaHWE JIEKAPCTBEHHOTO BEIUIECTBA IO pE3yibTaTaM (hHU3UKO-
XUMHYECKOTO METO/Ia AHATIH3A.
9. OLEHNUBAET COOTBETCTBUE KOJIMYECTBEHHOTO COAEPIKaHMs JIEKApCTBEHHOTO BEIIECTBA
TpeboBaHMIM (hapMaKONIEHHON CTaThH.
10.  Harepmpernpyer ¢u3HUECKHE MOKa3aTesn (KOHCTAHTHI) JIEKAPCTBECHHOTO BEIIECTBA
JUISL HOATBEPKACHUS €T0 NOAIMHHOCTH U Ka4eCTBa.
11. BriOupaeT KHCIOTHO-OCHOBHOE THUTPOBAaHME JJISl KOJMYECTBEHHOTO OIpPEICTICHUS
JIEKApCTBEHHOTO BEIIECTBA C YYETOM €T0 KUCIIOTHO-OCHOBHBIX CBOIICTB.
12. Bribupaer OKHCIUTEIHHO-BOCCTAHOBUTEIBHOE TUTPOBAHUE MJISI KOJIMYECTBEHHOIO
OTIpeIeJICHHS JIEKAPCTBEHHOTO BEIIECTBA C YYETOM €r0 XMMHUYECKIX CBOMCTB.
13. Bribupaer = KOMIIEKCOHOMETPHYECKOE€  THTPOBAaHHE Ui KOIMYECTBEHHOTO
OTIpENeJICHUsT  JIGKAPCTBEHHBIX  BEIIECTB, OOpa3yIOIIUX YCTOWYMBBIE KOMILJICKCHBIC
COCIIHEHHS.
14.  BwiOupaer ocaguTenbHOE THTPOBAHHE JUIA  KOJMYECTBEHHOTO  ONpPEIEIICHUS
JIEKapCTBEHHBIX BEIIECTB, 00Pa3yIONINX MAJIOPACTBOPUMBIE COCMHEHNSI.
15.  BwiOupaer crekTpoOTOMETpHYECKHH METO KOJIMYECTBEHHOTO  ONpENeNICHUs

JIEKApCTBEHHOTO BEIIECTBA C YYETOM €r0 CIEKTPaJIbHBIX CBOMCTB.

16. WnenTuduimpyer JeKapCTBEHHBIE BEIIECTBA — MPOW3BOAHBIE TaJOT€HOB — II0
XapakTEePHBIM PEaKIsIM U papMaKOIEHHBIM TPEOOBAHUSM.

17. Bribupaer MeTonmel oOmpeneNeHHs IpuMeced W KOJMYECTBEHHOTO COIEpKaHUSA
JIEKapCTBEHHBIX BEIIECTB — IPOU3BOAHBIX TAIOTECHOB.

18. WnenTuduimpyer JekapCTBEHHBIE BEIIECTBA — MPOU3BOIHBIC KHCIOPOJIa U CEPHl —
IO XapaKTEPHBIM XMMHYECKUM CBOICTBAM M (hapMaKOIIEHHBIM TPEOOBAHIM.

19. BriOupaer MeTozibl KOJNMYECTBEHHOI'O OIPEIETCHHUsS] JIEKAPCTBEHHBIX BEIIECTB —
MIPOU3BOJHBIX KHCIOPOJAa M CEpPbl — C Y4EeTOM HX OKHUCIUTEIbHO-BOCCTAaHOBUTEIIBHBIX
CBOWCTB.
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20.  VpeHtnduumpyer JeKapCTBEHHbIE BEIECTBA — COSIUHEHHS MarHUs U KaJIbIHs — IO
peaxIysM Ha COOTBETCTBYIOINE KATHOHBI U AHHOHBI.

21.  BeiOupaer MeTOgsl ONpEAENeHUs YHUCTOTBI M KONWYECTBEHHOTO COIEp KaHUs
JIEKapCTBEHHBIX BELIECTB — COCAMHEHUI MAarHUs U KaJbLUs.

22. WnertudunupyeT JeKapCTBCHHBIC BEIIECTBA — COCIMHEHUS HATPHUSA U KaIHi — II0
XapaKTepPHBIM PEAKIHSIM 1 (hapMaKOIICHHBIM TPEOOBAHUSAM.

23. Bribupaer MeTomel OmpeneNeHHs YHCTOTHI W KOJHMYECTBEHHOTO CONCpPKAHUSA
JIEKapCTBEHHBIX BELIECTB — COCAMHEHHUN HATPHSA U KaJusl.

24.  AHanu3upyeT JeKapCTBEHHbIE BellecTBa anu(aTHYeckoro psna: HEHACBIIIEHHBIX
HOJIMOKCUKapOOHOBBIX KUCJIOT MO (hyHKIMOHAJIBHBIM T'PYINaM, HOKa3aresisiM IOUIMHHOCTH,
YHCTOTHI U KOJIMUYECTBEHHOTO COEPIKaHuUsI.

25.  AmnamusupyeT JIeKapCTBEHHBIE BEIECTBA IHUKIWYECKOTO psja: IPOU3BOIHBIC
TEPIEHOUIOB C YYETOM XMMHUECKOTO CTPOSHHUSI, CBOMCTB M (hapMaKoOIIeHHBIX TpeOOBAHUIA.

26. AHanu3upyeT JeKapCTBEHHBIE BEIECTBA, MPOU3BOJHBIC OETa-JaKTaMHUIOB C YYETOM
XMMHYECKOTO CTPOCHHS, CBOUCTB U (hapMaKoNeHBIX TpeOOBaHMUIA.

27.  AnHamusupyeT II€KapCTBEHHBIE BEIIECTBA, MPOU3BOAHBIE CTEPOHUIHBIX TOPMOHOB -
TeCTarcHOB C Y4eTOM XMMHUYECKOTO CTPOCHHUS, CBOHCTB M (DapMaKOICHHBIX TPEOOBAHUI.

28.  AnamusupyeT II€KapCTBEHHBIE BEIIECTBA, MPOU3BOAHBIE CTEPOHUIHBIX TOPMOHOB -
KOPTHUKOCTEPOHMIOB C YYETOM XHMHYECKOTO CTPOEHHS, CBOWCTB M (hapmMaroneiHbIX
TpeOOBaHUIA.

29. AHanu3upyeT JIeKapCTBEHHbIE BEIIECTBA, IPOM3BOAHBIE AMMHOKHCIOT C YYE€TOM
XMUMHUUYECKOTO CTPOEHHSI, CBOUCTB U (hapMaKoIeitHbIX TpeOOBaHUIl.

30. O1eHHMBaeT COOTBETCTBHE JICKAPCTBEHHOTO CPEJCTBA TPeOOBaHMSAM HOPMATHBHOTO
JOKyMEHTa U GOPMYIUPYET 3aK/II0UEHHE O €ro KauecTBe 110 pe3yJbTaraM aHaju3a.

TokcukoorndecKkass XuMus

Oprasn3anuoHHO-IPABOBBIE OCHOBEI
MIPOBEJICHHSI CyZIeOHO-METUITTHCKON
AKCIEPTU3bI XUMHKO-
TOKCHKOJIOTMIECKIX FCCICOBAHIIN.
XHUMHUKO-TOKCUKOJIOTMYCCKUI aHAIN3
WIETYUUX», «METAJUTNIECKUX» SOB,
S/IKHX IIEII0YCH, MUHEPAIBHBIX KHCIIOT U
UX COJICH, JICKAPCTBCHHBIX IIPEIaparoB,
MECTHUINI0B, HAPKOTUIECCKHX,
MICUXOTPOITHBIX H JPYTUX
TOKCHUKOJIOTHYECKH 3HAYUMBIX BEICCTB B
OMOIOTHYECKUX 0OBEKTAX.
JlaGoparopHasi AMATHOCTHKA OCTPBIX
OTpaBJICHUH

20

1. Tlpumenser TtpeboBanus HIIA PK k opraEmsanud XWMHKO-TOKCHKOJIOTHYECKOTO
HCCIICIOBAHNUS TIPU PEIICHIH MPOPECCHOHATBFHON CUTYAIIH.

2. OteHNBAET MPUTOTHOCTD OUOJIOTHYECKUX OOBEKTOB IO YCIOBUAM HX 0TOOpa, MApKUPOBKH,
TpaHCIIOPTHPOBaHUS U XpaHeHus coracHo HITA PK.

3. BeiOupaer ompenenseMbie BEIIECTBA U META0OJIUTBI C YYETOM TOKCHKOKHHETHKH U
OuoTpancGopManK MPeanoaaraeMoro TOKCUKaHTa.

4. UnentudunmpyeT NMpOU3BOTHBIE KUCIOTH 0apOUTYpOBON B OMOJOTHYECKUX OOBEKTaX, IO
COBOKYITHOCTH PE€3yJIbTaTOB XUMHUYECKUX U (PH3UKO-XMMHIECKUX METOJI0B aHAN3A.

5. OOocHOBBIBaeT cHOCOOBI HM30IMPOBAHUS M OYMCTKH TOKCHUKAHTOB M3 OHOJOTMYECKUX
00BEKTOB € Y4ETOM HX (PU3UKO-XHUMHUYECKHX CBOWCTB.

6. Unentuduimpyer «Jjerydme» Al B OHMOJOTMUECKHMX OOBEKTaX IO COBOKYIHOCTH
Pe3yabTaTOB XUMHYECKOTO U ra30XpoMaTorpaMuecKoro aHajm3a.

7. WneHTHOUIHPYST «METAIUIMYCCKUE» SABI IO pe3ylibTaTaM aHaji3a MHHEpalu3ara
6MOIOrM4YecKoro Marepraia ¢ ya€ToM MEUIalonuX HOHOB.

8. OmueHuBaer pe3ydabTaTbl OOHAPYXKCHHS MHHEPAIBHBIX KHCJIOT, €AKHX IIenodeil u
TOKCHKOJIOTHIECKH 3HAYNMBIX COJICH B BOMHBIX M3BJICUCHUAX OHMOMaTepraia.
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9. OG0CHOBBIBAET CXEMY XUMHKO-TOKCHKOJIOTHYECKOTO aHaJIN3a MECTUIH/I0B B OHOJIOTHYECKUX
00BEKTaxX ¢ Y4ETOM UX XUMHYECKOHN TPYIIIIHL.
10. UneHtuduuupyer NpOU3BOAHBIE OEH30AMA3ENHMHOB B OHMOJOIMYECKUX OOBEKTaX, 0
COBOKYIHOCTH PE3YIbTaTOB XUMHIECKHX U (PU3NKO-XMMUYECKNX METOIOB aHAIIH3A.
11. aTepripeTHpyeT pe3ynbTaThl ONpeAeieHns Mop(hHHa, KOAEHHA 1 6-MOHOAETHIMOpP(hHHA B
OmoIIOrHYecKux Mpodax ¢ y4€ToM MeTaboIm3Ma OTIHAaTOB.
12. VIHTeprpeTHpyeT pe3yabTaTsl ONpeaelcHUs] KAHHAOMHOMIOB U NX META0O0JNTOB B KPOBH H
Mo4e ¢ y4ETOM HCCIIEYyEMOH MaTPHUIIbL.
13. Unertuduiupyer KOKauH U €ro MeTaboIUThI, BKII0Uasi OCH30MIPKIOHNH, B OMOJIOTMYeCKIX
npo0ax 1o JaHHBIM MOATBEPIKIAIOLIECTO aHATU3A.
14. Quddepenuupyer amperamun, meramperamud 1 M/IMA B Ouonoruueckux npobax Io
JIAHHBIM XpOMarorpagu4eckoro U Macc-CrieKTpOMETPUUECKOTO aHaIn3a.
15. OG0CcHOBBIBaET BHIOOD MOATBEPIKIAIOLIETO METOA OTIPeIeIeHUs (JEHTaHUIIA U €TO aHAJIOTOB
B OMOJIOTHUECKUX MPOo0ax ¢ y4ETOM UyBCTBUTEIEHOCTH METOANKH.
16. VHTepmpeTHpyeT pe3ylbTaThl ONpeAeleHUs] KapOOKCHUTEeMOITIOONHAa B KPOBH C YYETOM
00CTOSATENHCTB MPETOIaraéMoro oTpasieHus okcuaoM yrnepona(ll).
17. Wnentudumupyer mNpou3BOAHBIC (EHOTHA3MHOB B OHOJNOTMYECKHX OOBEKTaX, IO
COBOKYITHOCTH PE3YJIbTaTOB XUMHIECKHX U (PU3NKO-XMMHUYECKNX METOIOB aHAIIH3A.
18. UnerTHdUIupyeT MpOoU3BOIHbIE KCAaHTHHA, ITUPA30I0HA B OHMOJIOTHYECKHX OOBEKTaX, IO
COBOKYITHOCTH PE3YJIbTaTOB XUMHYECKHX U (PU3NKO-XUMUYECKNX METO/IOB aHAJIH3A.
19. UnenTuduimpyer ankaaouabl B OHOIOTHYECKUX 00BEKTaX, 0 COBOKYITHOCTH Pe3yJIbTaTOB
XMMHUYECKHX U (U3UKO-XUMHYECKHX METOOB aHAIIN3A.
20. CocTaBnsieT MPOEKT MPOTOKOJIA XMMUKO-TOKCHKOJIOTHYECKOTO HCCIEAOBAaHUA 10 JTaHHBIM
Keiica ¢ 000CHOBaHHBIM BBIBOJIOM M YKa3aHHEM OTPaHUUYCHUI WHTEPIIPETalnH.

6. | @apmaneBTrueckas xuMusi | CriocoObl MOTydeHHsI, CTPOCHUS, 50 1. Knaccnpuuupyer ekapcTBEHHBIE BEIIECTBA apOMAaTHUECKOTO M FETEPOLUKINIECKOTO psija

(PM3NYIECKUX U XUMUYECKHIX CBOMCTB,
B3aMMOCBSI3b XUMHUYECKOTO CTPOEHHS C
(hapMaKoIOTHUECKOH aKTHBHOCTBIO,
MeTO/IbI KOHTpOos KadecTsa JIC,
MIPOM3BOIHBIX APOMAaTHIECKUX U
TeTepOLUKINYECKUX COEAMHEHNUI Ha
JTanax Co3aHus, MPOU3BOJCTBA,
XpaHeHHs U IPUMEHEHHS B
COOTBETCTBHH C TpebosanusiMu HJI

[0 MPEICTABICHHBIM CTPYKTYPHBIM QOPMYyIIaM C yKa3aHUEM XUMUYIECKON IPYIIIIbL.

2. Ompenenser (yHKIMOHANBHBIE TPYIIBI B CTPYKTYpPE apOMaTHYECKOrO WM
reTEPOIMKINYECKOr0 JIEKAPCTBEHHOI'O BEIIECTBA JJIs BBIOOPA PeaKIUil ero HAeHTU()UKAIHH.
3. IIporHo3upyer KHCIIOTHO-OCHOBHBIE CBOICTBA apOMAaTHUECKOTO MJIM FeTEPOLUKINIECKOTO
JIEKapCTBEHHOT'O BEIECTBA 110 €r0 CTPYKTypE.

4.  OOOCHOBBIBaeT BBIOOD pacTBOpUTENs IS aHaIW3a apoOMaTHYeCKOTO  WIIH
TeTEPOIMKINYECKOrO JICKAPCTBCHHOTO  BEIIECTBA C Y4ETOM €r0 XHMHYCCKOH CTPYKTYDBI,
(hOpMBI CYIIECTBOBAHUS M JaHHBIX O PAaCTBOPUMOCTH.

5. OrueHuBaeT BIUSHUC coleBoll (pOpPMBI apPOMATHUYSCKOTO WM TETEPOLUKINYECKOTO
JICKAPCTBCHHOTO BEICCTBA Ha €ro pPacTBOPHMMOCTh M YCJOBUS aHAJIW3a [0 JaHHBIM
po¢eCCHOHATBHOTO Kelca.

6. WHTeprpeTrupyer CBsI3b  XHMHUYECKOTO CTPOCHHS C (hapMaKOJIOTHYECKOH AKTUBHOCTEHIO
JICKAPCTBCHHBIX BEIICCTB OJTHOM apOMaTHUYECKOW WM TeTePOIUKINICCKON TPYIIIBI IO
MIPEACTABICHHBIM CTPYKTYPHBIM (hOpMyJiaM M CIIPAaBOYHBIM JAHHBIM.




IIpodeccuonaabHbIi
pasaen

Conep:xanue

Koanuec
B0 PO

PesynbTarnl 00y4eHnns, npeacTaBieHHbIe Kadeapamu

7. OueHMBaeT 3HaYCHUE CTEPEOXUMHYECKOTO CTPOCHUS Ul MICHTU(PHUKAMHA M KOHTPOJIA
KayecTBa M3y4aeMOIo JIEKAPCTBEHHOTO BEILECTBA MO CTPYKTYPHOH (opmylie U TpeOOBaHUIM
HOPMAaTHBHOIO JOKYMEHTA.

8. Amnammsmpyer MIPEACTABICHHYI0 CXEMy [MONyYCHHS AapOMaTHYECKOTO WM
TETEPOLUKINIECKOTO  JICKAPCTBEHHOTO BEINECTBA C YKa3aHWEM HCXOIHBIX COCAMHEHUH M
OCHOBHBIX XHMHUYCCKUX MPEBPAICHUI.

9. Ompenemnsier MOTCHIMAJIbHBIE TEXHOJIOTMYECKNUE TIPHIMECH apOMAaTHIECKOTO WIIH
TETEPOLUKINIECKOTO JIEKapCTBEHHOTO BEIIECTBA 110 MPEACTABICHHOM CXEME €TO CHHTE3a.

10. IIpormosupyer BO3MOXKHBIE ITyTH XHMMYECKOTO DAa3JIOKEHUS apOMaTH4ecKoro HWiIn
TeTEepOIMKINYECKOr0  JICKApCTBEHHOTO BEIIECTBA IO €r0 CTPYKType U 3aJaHHBIM YCIOBHSIM
BO3JIEHCTBHS.

11. BbiOupaer mnokazarenu KOHTPOJIA KayecTBa CyOCTAaHIMH apoMaTH4ecKoro WIu
TeTEepOIMKINYECKOr0 psiia o MPEOCTaBICHHBIM NPUMEHHMBIM  (hapMaKoIeHHBIM
TpeOOBaHUSAM U HOPMAaTUBHOMY JOKyMEHTY.

12. CocraBnser 1IaH aHauM3a JIEKapCTBEHHOTO CpPEACTBA apOMAaTHYECKOTO  HIIH
TETePOLMKINIECKOTO psila ¢  BKIIIOYEHHEM HJICHTHU()HKAIMK, WCIBITAHUN Ha YUCTOTY H
KOJINYECTBEHHOTO ONPEIETICHUSI COIIACHO MPEJOCTABICHHBIM (papMaKOIICHHBIM TPEOOBAHUIM
Y HOPMaTHBHOMY JIOKyMEHTY.

13. O60CHOBBIBaET NPHUMEHEHHE XUMHIECCKOH PEaKINH I HACHTH()UKAINN apOMaTHIECKOTO
WIN TeTepOLUKINYECKOrO JIEKaPCTBEHHOTO BEIIECTBA 10 €ro (pyHKIHMOHAIBHBIM TPyIIaM H
YCIIOBHSM NPOBEJICHUS PEAKIIHH.

14. OuenuBaer CcHeuM(pUYHOCTh PEAKUUH HUISHTU(DHUKAUKE apOMAaTHUECKOTO HWIU
TeTePOIMKINIECKOTO JICKAPCTBEHHOTO BEIIECTBA C YYETOM MPUCYTCTBHUSA DPOJICTBEHHBIX
COCIMHEHUI 1 BCIIOMOTaTEIbHBIX BEIIECTB.

15. YcranaBnmuBaeT COOTBETCTBHE ApOMATHYECKOTO MM FeTEePOIHKINIECKOTO JIEKAPCTBEHHOTO
BEIleCTBA 3aABJICHHOW MOJIMHHOCTHU MO COBOKYITHOCTH PE3YyJIbTaTOB XUMHUYECKUX PEaKIui 1
MO/ITBEP)KIAIOIIEr0 HHCTPYMEHTAJIBHOTO aHAIN3a.

16. OuenuBaer COOTBETCTBHE YIBTPA(HOIETOBOTO CIEKTPAa apOMaTH4YeCKOro WIIN
TETePOLMKINIECKOTO  JICKAPCTBEHHOTO BELIeCTBA HOPMATHBHBIM TPEOOBaHUSAM C Y4ETOM
PacTBOPHUTENSI U YCIIOBHH H3MEPEHHSI.

17. OuenuBaet pe3yabTaThl  TOHKOCJIOWMHOW Xpomarorpaduu apoMaTHYecKoro HWIn
TeTEePOIMKINIECKOTO  JICKAPCTBEHHOTO BEIECTBA IO TOJIOKEHUIO M XapaKTepUCTHKAM 30H
UCTIBITYEMOTO PAacTBOPA M PACTBOPOB CPABHEHHS COTNIACHO HOPMAaTHBHOM METOIUKE.

18. Pa3nugaeT OCHOBHOW  KOMITOHEHT, POJACTBEHHBIC MPHMECH M MPOXYKTHI Pa3OKeHHS
N3y4aeMoro JICKApCTBEHHOTO BEIIECTBA Ha IPEJACTABICHHOM XpoMarorpamMme ¢
WCITIOJIB30BaHUEM JAHHBIX PACTBOPOB CPABHEHHUS M KOHTPOJIBHBIX MPOO.

19. UnentudunupyeT JieKapCTBEHHBIE BEIIECTBA - MPOU3BOAHBIE ()€HOJA 10 COBOKYITHOCTH
pe3yabTaToB peakiyii Ha ()eHOJIBbHYIO IPYIITY U MOATBEPKAIOIIETO aHAIN3a.

20. duddepenuupyer CAIMIMIIOBYIO KHCIOTY M €€ JIEKapCTBEHHbIE MPOU3BOAHBIE IO
CTPYKTYPHBIM OCOOCHHOCTSIM U IIPE/ICTABICHHBIM pe3yJbTaTaM aHajIn3a.
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21. OueHrBaeT KauecTBO AIETHJICATIULMIIOBOM KHCJIOTHL 110 JaHHBIM OIpEIeNICHUs
MOJJIMHHOCTH, CBOOOZHOW  CaJIMIIIOBOH KUCIIOTHI M KOJINYECTBEHHOTO COAEPIKaHUS COIIaCHO
MPEOCTABICHHOMY HOPMAaTUBHOMY JOKYMEHTY.

22. O60CHOBBIBAaET CXEMy aHaJH3a Hapareramoia ¢ y4EToM (eHOIHHON W aMUIHOW TPYIIT H
TpebOOBaHMII TNPEAOCTABIEHHOTO HOPMATHBHOTO JOKyMEHTA.

23. OueHuBAET pe3ynbTaThl KOHTPOJIS IPHUMECEH B JIEKAPCTBEHHOM BEIIECTBE - IIPOU3BOIAHOM
napa-aMHHO()EHOA 110 JAaHHBIM MCIBITAHUH M yCTAaHOBICHHBIM TIPECTIaM.

24. Unertnduimpyer JIeKapCTBECHHBIE BEIIECTBA - IPOU3BOAHBIC APOMATHIECKUX KapOOHOBBIX
KUCJIOT 110 TAaHHBIM peakluii Ha (PYHKIHMOHAJIbHBIE TPYIINBI M HHCTPYMEHTAJILHOTO aHAJIH3a.
25. O0OOCHOBBIBaEeT BBIOOP METO/Ia KOJIMYECTBEHHOTO OINPEAEIICHHs JIEKApCTBEHHOTO BELIECTBA
- IPOU3BOJIHOTO APOMAaTHYECKOH KapOOHOBOW KUCIIOTHI 10 €0 KUCIOTHO-OCHOBHBIM CBOWCTBaM
u TpeOOBaHHUSM HOPMATHBHOTO JJOKYMEHTA.

26. JuddepeHnupyer MeCTHbIC aHECTCTHKH - MPOHM3BOAHBIC CIOKHBIX 3(DUPOB M aMHUIOB
apOMaTHUYECKUX KHUCIIOT IO CTPYKTYpPHBIM (pOpMYJIaM M pe3y/bTaTaM aHAIUTHYECKUX PeaKIHi.
27. OueHHBaeT KadecTBO MIPOKanHa THUAPOXJIOPUAA II0 IPEACTABICHHBIM pEe3yibTaTaM
WICHTU(HUKALNH, WCTIBITAHUN Ha YHCTOTY M KOJHMYECTBEHHOTO OIPENEICHUS COIIACHO
HOPMaTUBHOMY JIOKYMEHTY.

28. OOOCHOBBIBACT YCJIOBUS MICHTH()UKAIINK W KOMTMYECTBEHHOTO ONPENENICHNs JINIOKanHa
THAPOXJIOPHAA C  y4ETOM €ro CTPYKTYphl M TPeOOBAHMH INPENOCTABICHHOW HOPMATHBHOMN
METOANKH.

29. Upentuduiupyer  Cynb(haHUIAMHIHOE JEKAPCTBEHHOE BEIICCTBO IO COBOKYITHOCTH
AQHAJMTUYECKUX  NPHU3HAKOB ero (DYHKIMOHAJBHBIX TPYNI M JAaHHBIX IOATBEPKAAIOIIETO
aHaJm3a.

30. BeiOupaer MeTO  KONMYECTBEHHOTO OINpENeNIeHUs] KOHKPETHOTO CyilIb(haHMIaMUIHOTO
JIEKapCTBEHHOTO BellleCTBa € Y4YETOM OCOOCHHOCTEH ero (yHKIMOHAJIBHBIX TPyNI M
TpeOOBaHMII HOPMATHBHOTO JJOKyMEHTA.

31. O60oCHOBBIBAET CXeMy aHaJM3a JIEKapCTBEHHOTO BEIIECTBA - IIPOM3BOAHOTO HUTPO(dypaHa
10 0COOEHHOCTSIM  €T0 CTPYKTYPHI ¥ TPEOOBaHUSIM HOPMAaTUBHOTO JIOKYMEHTA.

32. OueHnBaeT Ka4ecTBO METPOHMA30JIa [0 IPEJICTABICHHBIM Pe3ysibTaTaM HIeHTH(Kany,
oTpeaeeHNs nmpuMeceil M KOJMMYECTBEHHOTO COZAEPKaHUS COINIACHO HOPMAaTHBHOMY
JIOKyMEHTY.

33. InddepeHtupyeT TeKapcTBEHHBIE BEIIECTBA - IPOU3BOIHBIE TUPA30JIOHA IT0 CTPYKTYPHBIM
(dopMynaM U COBOKYITHOCTH IPEACTABICHHBIX aHAJUTHYECKUX JaHHbBIX.

34. Wpentuduumpyer JIEKAPCTBEHHBIE TIPOW3BOJIHBIC TMHPHJMHA T10 COBOKYITHOCTH
AQHAJIMTUYECKUX MPU3HAKOB,  OOYCJOBICHHBIX OCOOCHHOCTSIMH KX CTPYKTYpPbI, COINIACHO
HOPMaTUBHON METONHUKE.

35. O60CHOBBIBAET BBIOOp peaKIMid HISHTUPUKAIIUN U METO/a KOJTMUYECTBEHHOTO OTIPENCTICHISI
W30HUA3M/A C  YYETOM €ro T'MAPa3sHIHON IPYNIbl U TPEOOBaHMI HOPMATUBHOTO JTOKYMEHTA.
36. IuddepeHuupyer JekapCTBEHHbIE BEIIECTBA - IPOM3BOIHBIC ITypHHA, BKIIOUYast KOYEHH U
TEO(WUINH, IO CTPYKTYPHBIM OCOOEHHOCTSIM U JIAHHBIM ITOJTBEPIKAAIOIIETO aHAJIN3a.




IIpodeccuonaabHbIi
pasaen

Conep:xanue

Koanuec
B0 PO

PesynbTarnl 00y4eHnns, npeacTaBieHHbIe Kadeapamu

37. OueHnBaer pe3ysabTaThl HACHTH(UKALNY U KOTHYECTBEHHOTO ONpe/eeHust 6apOuTyparoB
C y4€TOM HX KHCJIOTHO-OCHOBHBIX CBOWCTB U TpeOOBaHUI HOPMAaTHBHON METOIHKH.

38. OOOCHOBBIBACT YCIOBHS  MPOOOMOATOTOBKM M aHalU3a JICKAPCTBCHHOTO BEIICCTBA -
MIPOM3BOAHOTO (PEHOTHA3MHA C YYETOM €ro OKHCIHTEIbHON HecTaOWIBHOCTH W TpeOoBaHHI
HOPMAaTHUBHOTO JOKYMEHTA.

39. HUpentudunupyer JEKapCTBEHHOE BEIISCTBO - IIPOM3BONHOE OEH30AMAa3zelmuHa IO
MPECTABICHHBIM CHEKTPaIbHBIM JaHHBIM COIIACHO HOPMaTUBHOMY JOKYMEHTY

40. Wnentndunupyer JEKapCTBEHHOE BEIISCTBO - IIPOM3BONHOE OEH30AMAa3zermuHa IO
NPE/ICTaBICHHBIM XpOMarorpauyeckuM JJaHHBIM COIIACHO HOPMAaTHBHOMY JOKYMEHTY.

41. OueHHBaeT KadyecTBO B-lakTaMHOTO aHTHOMOTHKA IO IPEICTaBICHHBIM JIaHHBIM
I/I}IGHTI/I(l)I/IKaIII/II/I, KOHTPOJIA POACTBCHHBIX HpHMeCCﬁ U KOJIMYECTBECHHOI'O OIPEACICHUA
COINIACHO HOPMATUBHOMY JIOKYMEHTY.

42. PaccuuThiBaeT ColepKaHHE apOMaTHYECKOTO MJIM TeTEPOLMKIMYECKOTrO JeKapCTBEHHOTO
BEILECTBA 110  Pe3yJibTaTaM TUTPUMETPUYECKOIO aHajHu3a C yU4ETOM CTEXMOMETPUHU pEeaKlny,
MONPABOYHOTO KO3(QUIMEHTa TUTPaHTa W KOHTPOJIBHOTO OIBITA, €CIH OH IPEeIyCMOTpPECH
METOIUKOM.

43. PaccunThIBacT CoOnepKaHHE apOMATHYECKOTO MM TETEPOLMKIMIECKOTO JEKapCTBEHHOTO
BEIECTBA 110  CNEKTPO(OTOMETPUUECKHUM JaHHBIM C HCIIOIb30BAaHWEM IPEAYyCMOTPEHHOTO
METOAMKOH  CTaHAAPTHOTO 00pasla WM yAENBHOTO ITOKa3aTelsl NMOIVIOMEHHS U C Y4ETOM
pa3BeneHU.

44, PaccyuThIBaeT COZICpIKaHUC CaHHHHJ’IOBOﬁ KUCJIOTBI ME€TOAOM aJIKAJIUMETPUU 110
MMPEACTABJICHHBIM pE3yjibTaTaM TUTPOBAHUA C y‘-IéTOM CTCXUOMETPHUHU PEAKINHU, ITOITPABOYHOTO
ko3 GuIMeHTa TUTPaHTa U TPEOOBAHUI HOPMATUBHON METOMKH.

45. OO60CHOBBIBaET YCIIOBHS KOJMYECTBEHHOTO OIpENesIeHHs] apOoMaTH4ecKoro WU
TeTePOLUKINIECKOTO JEKapCTBEHHOTO BEIECTBA OCHOBHOIO XapakTepa MeTOIOM
alMIMMETPUM B HEBOJHOM cpene C BBIOOPOM pacTBOPHUTENS, TUTPAHTa M cHOco0a

YCTAHOBJICHHSI KOHEUHOW TOUKH COIIACHO MPEN0CTABICHHON METONUKE.

46. OGOCHOBBIBAET YCIIOBUSI HUTPUTOMETPHUUECKOTO OIPEACIICHHS IPOKanHa THAPOXIOPHUIA C
y4éToM HaNW4Ms TEPBUYHOM apOMaTHYECKONM aMMHOTPYMIBL, KHCIOTHOCTH CPEJBI,
TEMIIEpaTypHOTO PEKUMa, CKOPOCTH THUTPOBAHHUS M CIOCO0A YCTAHOBIECHHS KOHEUYHOH TOUKH
COTTIaCHO HOPMATUBHON METOJMKE.

47. PaccunTeIBaeT copepikaHUe Cylb(haHMIaMHIHOTO JIEKAPCTBEHHOTO BEIIECTBA C IEPBUIHOM
apoMaTHYECKOM aMHUHOIPYNIONH IO pe3yiabraTaM HUTPUTOMETPUUYECKOIO OIPEIEIICHUS C
y4ETOM CTEXHOMETPUH TUA30THPOBAHUS, IMOMPABOYHOTO Kod(pQHUIMEHTa pacTBOpa HATPHA
HUTPUTA, HABECKU U PA3BEACHUN, IPEAYCMOTPEHHBIX METOIUKOM.

48. PaccunThIBaeT coslepKaHUe JIEKapCTBEHHOTO BEIIECTBA — MPOU3BOTHOTO (heHOIa METOIOM
oOpaTHOH OpoMaToMeTpuu [I0 IpPEJICTaBICHHBIM JaHHBIM C YYETOM CTEXMOMETPUU
OpOMHpPOBaHUS U PE3yJIbTaTOB KOHTPOJIBHOTO OMBITA COINIACHO MPEI0CTABICHHON METONKE.
49. O0OCHOBBIBAaET YCIIOBHS YIIAKOBKU M XPaHEHHMS JIEKAPCTBEHHOTO CPEJICTBA apOMATHYECKOTO
WIK TeTePOLUKINYECKOro psiia o €ro XMMUYEeCKOH yCTOMUUBOCTH, pe3ynbTaTaM UCTBITaHUN
CTaOMIBHOCTU M TPEOOBAaHUSM HOPMAaTHBHOTO JIOKyMEHTA.
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50. CocTaBisieT MPOEKT MPOTOKOJIA aHAIH3A JIEKAPCTBEHHOIO CPEACTBA apOMATHUECKOTO MU
TeTEPOLMKINIECKOTO psijia C 3aKiIIOYEHHEM O COOTBETCTBHM MCCIJIEOBAaHHOIO o00pasua
MPUMEHUMBIM (DapMaKOTICHHBIM TPEOOBAHUSIM Y HOPMATUBHOMY JIOKYMEHTY 110 COBOKYITHOCTH
MPEIOCTaBICHHBIX PE3YIBTaTOB HCIBITAHUI.
7. | Crarmapruszanus TocynapcTBeHHBIE IPUHIUIIBI U 20 1. AHanu3upyeT CUCTEMY HOPMAaTHBHOI'O PETYIUPOBAHUS KaueCTBA JIEKAPCTBEHHBIX CPEICTB B

JIEKapCTBEHHBIX CPEICTB

TIOJIOKEHUSI, PETNIaMEHTHPYOIINE
KaueCTBO JIEKAPCTBEHHBIX CPEACTB B
Pecnyonuke Kazaxcran. [IpaBuia
pa3pabOTKH HOPMATHUBHBIX TOKYMEHTOB
[0 KOHTPOJTIO 32 Ka4eCTBOM
JIEKapCTBEHHBIX cpencTB. TpeboBaHMs
nokyMeHToB ICH cepun «Q» k xauecTBy
JIEKapCTBEHHBIX cpencTB. KoHnenmus
HaJJICKAIUX (HapMaIeBTUICCKIX
npaktuk (GxP), ux poms B obecrieueHIH
KauecTBa Ha BCEX 3Talax KU3HCHHOTO
ukia JIC

Pecrry6onmuke Kazaxcran m EADC, comocrapnser HasHaueHue [ocymapcTBeHHOH (hapMakorien
Pecny6nuxu Kaszaxcran, ®@apmaxonen EADC, perucTpaliioHHOro A0ChE€ M HOPMAaTHBHOTIO
JIOKyMEHTA I10 Ka4ecTBY M (opMUpyeT 000CHOBAaHHYIO CXEMy HOPMAaTHBHBIX TPeOOBaHUH st
3aJaHHOTO JIEKApCTBEHHOTO CPEJICTBA.

2. OcyIliecTBIACT TMOMCK M KPUTHYCCKUI aHaiW3 TpeOOBaHHM O0OIIeH U YacTHOM
(apMakoneHbIX CTaTell K JICKAPCTBEHHOW CyOCTAHIMU WIIM JIEKapCTBEHHOMY Mperapary,
BBIABIICT IPUMEHUMBIC TIOKa3aTeNIH, METOABI M KPUTEPHH NMPUEMIIEMOCTH.

3. Comocrasnser TpeboBanust [ocymapctBeHHON (apmakormen PecnyOmmkm Kazaxcran,
Gapmakonnien EADC wu Bemymmx 3apyOexHbIX (apmakorneil K KauecTBy 3aJaHHOTO
JICKapCTBEHHOTO  CPEICTBA, OOBSACHAET BBUIIBICHHBIE pa3Nuuus M HOATOTABINBAET
CPaBHHUTEIBLHOE 3aKIIOYCHUE.

4. OrmpenensieT KPUTUUESCKUE TOKA3aTesld KayecTBa JIEKAPCTBEHHOM CyOCTaHIMM M TOTOBOTO
JIEKapCTBEHHOTO IIpenapara ¢ Y4eTOM COCTaBa, JICKAPCTBEHHOW (POpMBI, criocoda BBEICHHS,
TEXHOJIOTHH TIPOU3BOACTBA U 000CHOBBIBACT MIEPEUCHb KOHTPOJIMPYEMBIX ITOKa3aTeNeH.

5. Beibupaer u npumenseT hapmakorneiinbie puznueckue, XuMU4IecKnue U GU3NKO-XUMHUUECKUE
METOAbl MJCHTH()UKAIMU TBEPABIX JIEKAPCTBEHHBIX (OPM, OIEHMBAET CHEUU(PUIHOCTD
COBOKYITHOCTH HCTIBITAHUH ¥ 0(OPMIISIET TIOATBEPKACHHE TIOUIMHHOCTH.

6. BriOupaet u npumMensieT papmaxoneiitnbie pu3nyeckrue, XuMHUIecKre U PU3NKO-XUMUYECKHE
METOAbl HWICHTU(PHUKANMHM SKUJIKUX JIEKAPCTBEHHBIX (OPM, OLIEHHMBAET CHEHU(PHUIHOCTD
COBOKYITHOCTH HCTIBITAHUH M 0OPMIISIET TIOATBEPKACHHE TOUTMHHOCTH

7. BoiOupaet u npuMensieT papmaxorneitHpie pU3nIecKne, XUMHIECKHE U PU3NKO-XUMUIECKHE
METOIbl HICHTU(HUKAIMA MATKUX JIEKAaPCTBEHHBIX (OpM, OLEHHBAaeT CHEUU(PUIHOCTD
COBOKYITHOCTH HUCTIBITAHUH M 0OPMIISIET TIOATBEPIKACHHE TIOUTMHHOCTH

8. [lnmaHupyer wHCHIBITAaHWS 10 IIOKa3arelsiM KadeCcTBa TBEPABIX JIEKapCTBEHHBIX (opm,
BBIOMpAET NOAXOMAIINNA METOI, PACCIUTHIBACT COAEPIKAaHUE IIPUMECEH, COTIOCTABIIACT PE3yabTaT
C YCTaHOBJICHHBIMU TIpeZieTIaMu U GOPMYITUPYET 3aKII0UYeHHE

9. IlnanupyeT UCHBITAHUS TI0 OKA3aTEISIM KadeCTBa )KU/IKHX JICKAPCTBEHHBIX ()OPM, BBIOUpAET
MOAXOMAIINA METOJl, PACCUUTHIBACT COJAEpKaHWE IPHUMECEi, COMOCTaBISET pE3yNbTaT C
YCTaHOBJICHHBIMHY IIPEAETIaMH U GOPMYIHPYET 3aKIIFOUCHUE

10.ITnanupyeT HCIBITAaHMS 110 TIOKA3aTelIsiM KadyecTBa MATKHX JIEKapCTBEHHBIX (opMm, BEIONpaeT
MOAXOMAIINA METOJl, PACCUUTHIBACT COJAEpKaHWE IPHUMECEil, COMOCTaBISET pEe3ylbTaT C
YCTaHOBJICHHBIMHY IIPEAETIaMH U GOPMYIHPYET 3aKIIFOUCHUE
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KommmexcHoe N3YUYCHUEC JICKAPCTBECHHBIX
PacTeHUH, JIEKAPCTBEHHOIO
PaCTUTENBLHOTO ChIPbS U COAEPIKALIUXCS
B HUX OMOJIOTMYECKN aKTUBHBIX
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11.BeimonHseT KOJIMYECTBEHHOE OIpeAeieHUEe JeHCTBYIOIEro BeELeCTBa B  TBEPABIX
JIEKapCTBEHHBIX (JOPMax, IPOBOAUT HEOOXOANMMBIE PAcUETHl C YIETOM HAaBECKH, Pa3BElCHHS,
BIIQ)KHOCTH MJIM MOTEPH B Macce IPH BHICYIINBAaHUH, OLICHUBAET COOTBETCTBUE CHENN(HUKALIIH
1 o(OpMIISET PE3yNIbTaT aHaIu3a.

12.BbINONHAET KOJMYECTBEHHOE OINpEAENeHHE JEHCTBYIOLIET0 BELIECTBA B JKUAKUX
JIEKapCTBEHHBIX (pOpMax, IPOBOAUT HEOOXOANMMBIE PACUETHl C YUETOM HAaBECKH, Pa3BElCHHS,
BJIQ)KHOCTH WMJIM MOTEPH B Macce IPH BHICYLIMBAaHHUH, OLIEHUBAET COOTBETCTBUE CHEUU(HUKALIIH
1 o(OpMIISIET PE3yNIbTaT aHaIN3a.

13.BoImonHseT KOJIMYECTBEHHOE OMNpENeNICHHE JEWCTBYIONIETO BEIIECTBA B  MSTKHX
JIEKapCTBEHHBIX (OpMax, NPOBOAUT HEOOXOANUMBIE PacyeThl C YYETOM HAaBECKH, Pa3Be/ICHHS,
BJIQ)KHOCTH WMJIM MOTEPH B Macce TNPH BHICYLIMBAaHHUH, OLICHHUBAET COOTBETCTBUE CHEHU(PHUKAIIIH
1 oOPMIIET PE3yIbTaT aHAIN3A.

14.®opMupyeT CTpyKTypy NPOEKTa HOPMATHBHOTO JOKYMEHTA IT0 KadeCTBY JEKApCTBEHHOTO
CpPE/ICTBa, KOPPEKTHO OIKCHIBAET METO/bI KOHTPOJS, TpeOOBaHHS K MapKHUPOBKE, YIAaKOBKE,
XPaHEHHIO U CPOKY TOTHOCTH.

15.01ieHnBaeT NMPUTOTHOCTh  AHANMTHUYCCKOM  METOAMKHM IS KOHTPOJNA — KadecTBa
JICKapCTBEHHOTO  CpEJCTBA [0  XapaKTEpPUCTHKaM  CHenu(UYHOCTH, IPaBHIBHOCTH,
MPEIU3NOHHOCTH, TMHEHHOCTH, ANala30Ha, Ipesea 00HapyKeHus, TIpe/iesia KOJINIeCTBEHHOTO
OTIpeieIeHNsI M pOOACTHOCTH M COCTABIISIET 3aKJIIOUCHUE 110 BAJIUIAIIHH.

16.IlpoBepsieT NPUTOAHOCTH  AHATUTHYECKON  CHCTEMBI, KOPPEKTHOCTh INPHUMEHEHHS
CTaHJapTHHIX 00Pa3l0OB, PEaKTUBOB, MEPHOI MOCY/BI 1 000PYIOBAHHUS.

17.01ueHuBaeT COOTBETCTBHE OpPTaHM3AIMH IPOU3BOACTBa TpeOoBaHMsM GMP, anammsupys
JIOKYMEHTAIIMIO, IIOMEIICHHs, OOOpyJOBaHHE, IEPCOHAJ, TEXHOJOTHUYECKHH IpoIecc W
KOHTPOJIb CEPUH, BBISIBISIET HECOOTBETCTBUS U (POPMYITUPYET KOPPEKTUPYIOIINE PEKOMEHIAIUH.
18.00bsicHACT B3aMMOCBS3b HaaJeKalux (GapManeBTHdeckux npaktuk GxP u pacmpenenser
Mephl oOecrieueHns] KadecTBa 10 3TaraM >KU3HEHHOTO NHUKIA JIEKApPCTBEHHOTO CPEACTBa OT
pa3paboTKH M MOKIMHHYECKUX HCCIEJOBAHUM 10 MPOM3BOJCTBA, XPAHECHHS, PEATU3AMU U
MPUMEHEHHUS

19.Ilpumenser mpuHuunsl kadectBa B coorBercTBuu ¢ ICH Q10: ycranaBnuBaer neneBoil
mpo¢UIs Ka4eCcTBa Mpenapara, KpUTHIECKNE TOKa3aTeN KadecTBa M KPUTHIECKHE TapaMeTphI
npouecca.

20.IIpumensier TpeboBanuss GLP npu miaHMpoBaHMM W JOKYMEHTHPOBaHUM JIaDOPaTOPHBIX
UCTIBITAHNH, 00€CTIeYNBaET MPOCISKNBAEMOCTh 00PA3OB, TaHHBIX, PACYETOB U PE3YIIBTATOB H
0o OpMIISIET TOITHBIA BOCTIPOU3BOIUMBIH MPOTOKOJ aHAIIN3A.

1. Ompenensier ponb (HapMaKOTHO3WW B pelleHHuH MpodhecCHOHANBHBIX 3a/1ad (papmaieBra Ha
OCHOBAaHMU TIpenMeTa U GYHKIUH TUCTIUIUIHHBL.

2. Kiaccudpunupyer JTeKapCTBEHHOE PACTUTEIIFHOE CHIPBE 110 33JaHHBIM MOP(OIOTHISCKUM H
XUMHYCCKUM MPH3HAKAM.
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BEIIECTB; OpeIeIeHIe
JHArHOCTHYSCKHUX PU3HAKOB CHIPHS,
U3y4YCHHUE ero MIPOUCXOKICHHS,
CIOCO0OB 3arOTOBKH, IIEPBUYHON
00pabOTKH, CYIITKN M XpaHCHHUS,
(hapMaKoJIOrH4ecKoro IPUMEHEHUS, a
TaKKe OIIeHKa 3a1lacoB U palliOHAILHOE
UCIIOJIb30BaHUE JIEKapPCTBEHHBIX
PACTUTENBHBIX PECYPCOB.

3. OdopmisieT HOMEHKIIaTypHYIO 3allMCh JIEKAPCTBEHHOTO PAaCTEHUs, CHIPbsi U CEMEWCTBa Ha
PYCCKOM, Ka3aXCKOM M JJAaTHHCKOM SI3bIKaX.

4. Unentudumpyer JekapCTBEHHOE PaCTEHUE MO0 COBOKYITHOCTH 331aHHBIX CHCTEMaTHYECKIX
1 MOP(OIIOTHIECKHUX MTPU3HAKOB.

5. UnentnpunupyeT ImeIbHOE JIEKapCTBEHHOE pPACTHUTEIBHOE CHIPEE MO COBOKYITHOCTH
BHEITHUX AUArHOCTHYECKUX MTPU3HAKOB.

6. Unentudumupyer m3MeIsIEHHOE JIEKAPCTBEHHOE PACTUTEIBHOE CHIPHE 10 COBOKYITHOCTH
aHATOMO-JMarHOCTHYECKUX MPU3HAKOB MUKPOIIpenapara.

7. Onpenenser MOpQOIOrHYECKyI0 TPYNIly JIEKAPCTBEHHOTO pPACTHTENBLHOTO CBIPBS 10
CTPOEHHIO MPEJICTABICHHOTO 00pas3Ia.

8. Bribupaer nuddepeHnnanbHple TMarHoCTHYECKUe TIPU3HAKU AJIs OTiIH4Ks 3aganHoro JIPC
OT CXOJIHOTO BHJIa MJIU IPHUMECH.

9. Pacno3HaéTt THII 3IHMAepMICa, YCTPUYHOTO anmapaTa i TpUXoM 1o Mukpomnpenapary JIPC.
10.Pacnio3HaéT ceKpeTopHBIE CTPYKTYPHl U KPHCTAJUTHYECKHE BKIFOUCHHS 110 MUKpOIIpenapary
PaCTUTEIBFHOTO CHIPHSI.

11.000CHOBBIBaET JOKANH3ANMIO0 33JaHHOW TPYNIBI OMOJOTHYECKH AKTHBHBIX BCIIECTB B
OpraHax W TKaHSX JEKAPCTBEHHOTO PACTECHUS C YUETOM e€ XUMHIUIESCKOH MPUPOIBIL.
12.CootHOCHUT HaOyXaHHe, pACTBOPUMOCTD U TelIc00pa30BaHHEe PACTUTEIBHBIX TONIACAXaPHUIOB
€ 0COOCHHOCTSIMH UX CTPOCHUSI.

13.Upentudunupyer momucaxapuaconepxamee JIPC 1Mo COBOKYIMHOCTH AIHATHOCTHYECKUX
MIPU3HAKOB U pe3ybTaTaM KadeCTBEHHBIX PEaKIUi.

14.060cHOBBIBacT MPUMEHEHHE 3aIaHHOTO mosncaxapuzcoaepxaiero JIPC ¢ yuérom coctasa
1 (papMaKOJOTHUECKOTO JICHCTBUS.

15.Pa3nuyaet >kUpHbIE Macya 0 KOHCUCTEHIINH, PACTBOPHUMOCTH, CIIOCOOHOCTH K BBICBIXaHHIO
1 3HAYCHUSAM XaPAKTEPHBIX (PU3HKO-XMMUYESCKHX KOHCTAHT.

16.CpaBHUBaeT pacTUTENbHBIE MCTOYHMUKM SKHPHBIX Macel II0 COCTaBy, CBOMCTBaAM H
MEIUIIMTHCKOMY MTPUMEHECHHIO Ha OCHOBAHWH 3aJJaHHBIX TAaHHBIX.

17.Pa3nngyaer BOIO- M JKUPOPACTBOPHMBEIC BHTAMHHBI PACTUTECIBHOTO MPOHMCXOXKICHUS 10
PacTBOPUMOCTH, YCTOMYUBOCTH K CBETY, KHCIIOPOAY M HArPEBAHUIO.

18.000CcHOBBIBaCT MPUMEHEHHE 3aJaHHOTO BUTaMuHconepxkamero JIPC mo muarHoctudeckuM
MPHU3HAKAM, COCTaBY U (papMaKOJIOTHUCCKOMY JACHCTBHIO.

19.00bsCHSET BIUSHUE JIETYYECTH, TUNO(PHILHOCTH U CIIOCOOHOCTH K MEPETOHKE C BOJSHBIM
MapoM Ha ITOJIydeHHE U XpaHeHHe 3()UPHBIX Macell.

20.Unentudunupyer s3¢pupHomacnuanoe JIPC mo mopdonoro-aHaTOMUUECKUM MPU3HAKAM U
THIy CEKPETOPHBIX 00pa30BaHHUI.

21.0060cHOBBIBaeT mpuMeHeHHe 3agaHHoro 3¢upHoMaciaumanoro JIPC mo cocrtaBy s¢upHOro
Macia 1 (apMaKoIOTHIeCKOMY JICHCTBHIO.

22.Paznnyaer upuaOMIIbI U TOPEYU MO PACTBOPUMOCTH, OPraHOJIEITUYECKUM IMPU3HAKAM M
pe3ynbTataM creu(puIecKuX Ka4eCTBECHHBIX PEaKIIHIA.

23.000CHOBBIBAaET NPUMEHEHHE 3aJlaHHOTO MPHIOWJI- MM ropedscozpepxkamiero JIPC mo
JIUarHOCTUYECKUM TPU3HAKaM H (apMaKOJIIOTUIECKOMY JICHCTBUIO.
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24.COOTHOCHT PacTBOPUMOCTb, THIPOIUTHUYECKYIO JAOMIBHOCTH U MOJSAPHOCTH CEPACUHBIX
TIIMKO3UI0B C YCIOBHUAMH UX U3BJICUCHUS U XPAHEHUS.

25.0ueHuBaeT ycioBHst 0€30acHOTO MPUMEHEHUS U XPaHEHUS 3aJJaHHOTO ChIPhS, COEPIKAILETO
CEep/ICUHBIC [TTMKO3UIBI.

26.nenTuduiiupyeT CamoHWHBI 10 IEHOOOpa3ylomed aKTHBHOCTH, TE€MOJHUTHICCKIM
CBOMCTBAM M pe3yabTaTaM CHenU(pIIECKIX KaueCTBEHHbIX PEaKIuil.

27.060CHOBBIBaET MIPUMEHEHHE 3aJaHHOTO canoHuHcoaepxamero JIPC no muarHocTnaecKnM
MpU3HAKaM U (HapMaKoIOTHIECKOMY IEHCTBUIO.

28.PaznuyaeT OCHOBHBIE I'PYIIBI (PEHOJBHBIX COCJUHEHHH 110 CIIOCOOHOCTH K OKHCJICHHIO,
KOMILIIEKCOOOPa30BaHHIO ¥ XapaKTEPHBIM [[BETHBIM PEAKLIUSIM.

29.0mnpenenseT pacTUTEIbHBIH HCTOYHUK MPOCTHIX (EHONOB, (EHOJOTINKO3UIOB HIIH
JIUTHAHOB TI0 TMPE/ICTaBICHHBIM XapaKTepUCTUKAM CHIPbS.

30.000CcHOBBIBaET NMPHUMEHEHHE 3aJaHHOTO KyMapWH- WiIH XpoMoHcoxepxkamiero JIPC mo
cocTaBy U (papMaKoJOrHIecKoMy JEHCTBHIO.

31.MuTepnpeTpyeT KadeCTBEHHBIC PEAKLIUHM M CIIEKTPAIbHBbIC MPU3HAKH (DIABOHOHWIOB C
yu€ToM (PEHOTBHBIX THAPOKCHIBHBIX TPYIIT X XPOMO(OPHOH CHCTEMBI.

32.000CHOBEIBAET MpUMEHEHNE 3aJaHHOT'O (aBoHOMICOEPIKATIIETO JIPC o
JMarHOCTUYECKUM MPU3HAaKaM U (hapMaKOIOTHUECKOMY IEHCTBHIO.

33.Paznu4aeT ruAponHu3yeMble U KOHACHCHPOBAHHBIE AyOMIbHBIE BEUIECTBA IO PE3ybTaTaM
crenudUIecKnX 0CAIUTENBHBIX U [IBETHBIX PEaKIHi.

34.0060CHOBBIBaeT MpUMEHEHHE 3a]aHHOTO 1younsHoro JIPC mo nuarHocTiyeckuM Mpru3HaKam
1 papmMakoIoru4ecKoMy JeHCTBHIO.

35.Mnentudunmpyer aHTPalCHNPOU3BOJAHBIE TI0 JIIOMUHECHEHIWH, pPacTBOPUMOCTH U
XapaxTepy Peakiiy ¢ MENOYBIO.

36.0neHuBaeT AOMyCTUMOCTh IPUMEHEHHUS 3aJJaHHOTO aHTpareHcoaepxaiero JIPC ¢ yuérom
JIEUCTBUS, IPOTUBOINOKA3aHUI U OTpaHUYECHUI.

37.00bsICHSCT BIUSIHAE OCHOBHBIX CBOMCTB, COJI€00pa30BaHMS M PACTBOPHMOCTH AJIKAJIOHJIOB
Ha UX U3BJICYCHUE U 0OHApY)KEHHE OCaJNTEIbHBIMI PEaKTHBAMH.

38.Unpentudumupyer  amkamouaconepxkamee JIPC mo  coBokymHOCTH — MOp(OIOTro-
AHATOMHUYECKNX IPU3HAKOB.

39.0ueHuBaeT 6€30MACHOCTh MPUMEHEHHS 3aJaHHOTO ankanouacoaepxkamiero JIPC ¢ yuérom
JIEHCTBUS, TOKCHIHOCTH U MEP MPEIOCTOPOKHOCTH.

40.Beibupaer cpok 3arotoBku 3amanHoro JIPC c yuérom Mop¢onormyeckoil rpynmsl U
IvHaMHKK HakoruieHus BAB.

41.Pa3zpabaTbiBaeT MHCTPYKIIMIO TI0 3arOTOBKE 3aJaHHOM Mopdoaorudeckoil rpymnmsl JIPC ¢
y4E€TOM TpeOOBaHUH K COXpaHEHHUIO CHIPHEBOM 0a3bl.

42.Bribupaer cnoco6 mepBudHOM 00paboTku 3amanHoro JIPC ¢ yuérom Mopdonorudeckoit
TPYIIIBI ¥ CBOMCTB CHIPBSL.

43.0060cHOBBIBaeT pexxuM cymiku 3axannoro JIPC ¢ yuérom cocraBa BAB u mopdonornueckoit
TPYIIIBI CHIPDSL.
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44 .PazpaOaTbIBaeT pesKUM yIIaKOBKH, MAPKUPOBKH, TPAHCIIOPTUPOBAHUS U XPaHEHUS 3alaHHOTO
JIPC Ha OCHOBaHHUM €r0 CBOMCTB M HOPMATHUBHBIX TPEOOBaHUIA.

45.Ananu3upyeT NpUUYNHBI CHIKeHUs KadecTBa JIPC mo JaHHBIM O HapylIeHHMSX 3arOTOBKH,
CYIIKH WJIH XpaHEHHS.

46.0mnpenenseT MPOUCXOXKICHHE CHIPREBOTO HCTOYHHMKA KAaK  IUKOPACTYIIETO  FUTH
KyJIIBTHBUPYEMOTO TIO TIPECTaBICHHBIM JJTaHHBIM.

47.0ueHnBaeT NEPCHEKTUBHOCTD JIEKAPCTBEHHOTO PACTEHMS KaK CHIPHEBOTO HCTOYHHKA IO
JTAHHBIM O PaclpOCTPAHCHUH, 3aI1acax 1 BOCIIPOU3BOJUMOCTH.

48.Pa3zpabarbIBaeT 1j1aH pecypcoBeUECKOro 00CeI0BaHNs 3apOCIIH JIEKapCTBEHHOTO PacTeHUS
JUIs1 3alaHHOM TEPPUTOPUU.

49.BpiOupaer aKCTpareHT s HU3BIedeHus 3agaHHoM rpynmsl BAB u3 JIPC ¢ yuérom
MOJISIPHOCTH, PACTBOPUMOCTH M yCTOWIMBOCTH BEIIECTB.

50.Bri6upaer crnoco® BBIIENEHUS M OYHCTKM 3ajaHHON rpynmsl BAB u3 pacturtensHoro
W3BJICUCHHUS] HA OCHOBAHUY €€ (PU3NKO-XMMUUECKUX CBOMCTB.

51.Unentupunupyer rtpymnmy BAB 1O COBOKYIMHOCTH pPE3yIbTaTOB  CHEIH(DHICCKUX
KaueCTBEHHBIX U TUCTOXUMHUYECKHUX PEAKIIUH.

52.MHTepmpeTpyeT XpoMaTorpaMMy PacTUTENBHOTO M3BJIE€YEHHS IO 3HadeHUsM Rf, okpacke
30H ¥ JAHHBIM CTaHIApPTHOTO 00OpasIa.

53.BriOupaeT MeToA KOIWYECTBEHHOTO OIpeneNieHus 3amaHHoi rpymmbl BAB ¢ yuérom eé
XUMHYECKUX CBOUCTB M TPpeOOBaHMIA (hapMaKOIICHHOW CTaThH.

54.Pa3pabareiBacT IUTaH PAIMOHAIBHOW 3arOTOBKM M OXPaHBl 33JaHHOTO JUKOPACTYIIETO
JIEKapCTBEHHOTO PAaCTECHUSI.

55.0neHNBaeT COCTOSTHME MPHUPOIHOW 3apOCid JIEKAPCTBEHHOTO PACTEHHS] IO JaHHBIM
MOBTOPHOTO MOHUTOPHHTA.

56.000CHOBBIBAET 11E€IE€COO0OPA3ZHOCTH BBEICHHS MEPCIIEKTUBHOTO JIEKAPCTBEHHOTO PACTEHUS B
KyJBTYpPY 110 TJaHHBIM O CBIPbEBON NOTPEOHOCTH, 3amacax U BOCIIPOU3BOIUMOCTH.
57.0ueHnBaeT JOMYCTUMOCTE 3aMeHbI AeunutHOoro JIPC hapmMakorHoCcTHIECKHM aHAIOTOM IO
coctaBy bAB, neiicTBuIO 1 HOpMaTUBHOMY CTaTycy.

58.01eHUBaET NOMYCTUMOCTD KOHCY/IGTAaTHBHOW PEKOMEHIAIMHU MO NMPUMEHEHHUIO 331aHHOTO
JIPC B peznenax KoMIeTeHIMH (apMarieBTa, 0e3 MoCTaHOBKY AMArHO3a M HA3HAYEHHsI JICUCHNS,
Cc y4éroM cOCTaBa, JEHCTBHS, NPOTHBOIIOKAa3aHUH, OrpPaHMYEHHUH W HEOOXOANMOCTH
HalpaBJICHHUS K Bpady.

59.0nenuBaer puck mnoaMeHbl Wi  (pambcudpukamuu  JIPC 1m0  HECOOTBETCTBHUIO
JMarHOCTUYECKUX MPHU3HAKOB M COITPOBOIUTEIBHBIX TaHHBIX.

60.@opmynupyeT (HapMaKOrHOCTHYECKOE 3aKIIOUueHHE O TOIMHHOCTH, TPOUCXOKICHUH,
COCTaBe ¥ JIOMyCTUMOM IIpUMeHeHnH uccieayemoro JIPC Ha OCHOBaHUM pe3yabTaTOB Keiica.

1. ObocHoBbIBaeT ponb crapgapruzanuu JIPC B oOecrie4eHMH KadecTBa PAaCTHUTEIBHBIX
JEKApCTBCHHBIX  CPEICTB HAa OCHOBAHMU TpPeOOBaHWI K WX MNOMIUHHOCTH U
JI0OPOKAYECTBEHHOCTH.
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CBIPbsI; OTIPE/ICIICHUE MTOKa3aTeel ero
J00pPOKaYECTBEHHOCTH, YUCTOTHI,
0€30IacHOCTH U CTA0OMIIBHOCTH, a TAKKE
pa3paboTKa U BaJIUAAIUSL
aHATMTHYECKUX METOIUK U
HOPMaTUBHOM JOKYMEHTAIINH.

2. OnpenenseT HOPMAaTUBHBIA JOKYMEHT, NPUMEHUMBIH K 3azaHHomy Buxy JIPC, mo
HaVMEHOBAHUIO 00BEKTa U LIEJIN UCTIBITaHHS.

3. Ompenenser npuMeHUMBIC TpeOOBaHuUs 00IIeH 1 YacTHOH (apmakorneiinbix crateit ['d PK
st 3agaaaoro JIPC.

4. Knaccudpumnupyer mokaszarenn kadectBa 3agaHHoro JIPC kak moxasarend IMOTHHHOCTH,
YHCTOTHI, JOOPOKaYECTBEHHOCTH MIIH OE€30ITaCHOCTH.

5. Pa3zpabarsiBaeT CcTpyKTypy crenudukanuu kadectBa 3amanHoro JIPC Ha ocHOBaHHMH
MPUMEHUMOTO HOPMATHBHOTO JIOKyMEHTA.

6. YcraHaBIMBaeT IOCIENOBATENFHOCTh onepanuii oroopa mpod JIPC mo mpencraBieHHOMY
aNrOPUTMY U TPeOOBaHUI HOPMATUBHOTO JTIOKYMEHTA.

7. Paznuyaer TO4YeuHyr0, OOBEIMHEHHYIO, CPEAHIOID W aHAIUTHYECKYI MPOObI MO HX
Ha3Ha4YeHHUIO IpU KoHTpoJe kadecTa JIPC.

8. OnenuBaet npaBuiIbHOCTH 0TOOpa P06 JIPC o akty orO6opa u TpeOGoBaHUSIM HOPMATUBHOTO
JIOKYMEHTA.

9. BBIoOMHAECT TOATOTOBKY aHaMUTHYECKO# mpoOsl JIPC mis 3agaHHOTO IMOKa3aTeNs KadyecTBa
10 CTaHJAPTHOW OIEpaIlMOHHON MpOIEaype.

10.01eHuBaeT COOTBETCTBUE YNAKOBKUM U MAapKUPOBKHU 3afaHHON naptuu JIPC HOopMaTHUBHBIM
TpeOOBaHUIM.

11.Upertudumnupyer nensHoe JIPC M0 MakpOCKONMMYECKHM THATHOCTHYCCKUM TIPH3HAKAM H
TpeboBaHUAM (hapMaKOIICHHON CTaThu.

12.Mnentudunupyer wusmensu€énnoe JIPC mo aHaroMo-AMarHoCTHYECKMM —IpPU3HAKaM
MHKpoOIpenapara u TpeOoBaHUAM (apMaKOIEHHON CTaThH.

13.BeiOupaeT MHUKPOAHMArHOCTUYECKHE MPHU3HAKM JJsI TMOATBEPXKICHHS MOMJIUHHOCTH
3a/1aHHOTO mopotikoBanHoro JIPC.

14.BpiOupaeT TUCTOXMMHMYECKYIO PEaKIMIO JUIS BBISIBICHUS 3aJaHHOW TPYIIBl BEIIECTB B
mukponpenapare JIPC.

15.MaTeprpeTpyeT pe3ynbTaThl KaueCTBEHHbIX PEaKIMi JUIsl 3aKII0UCHNS 00 NACHTH(UKALIIH
3agannoro JIPC.

16.Breidupaer xpomarorpadudecknii meton uneHTudukanun 3agannon rpynmsl BAB B JIPC ¢
yuéToM TpeOOBaHWH HOPMATHBHOTO JJOKYMEHTA.

17 .Unrepnperupyer TCX-xpomaTtorpammy ucmsityemoro JIPC myTém comocTaBieHust 30H €O
CTaHJapTHBIM 00pa3IoM.

18.0Ompenenser creneHs m3MensuéHHOCTH 3aganHoro JIPC mo pesynsrataM (papMakomneifHOTo
CHUTOBOTO aHAJIM3A.

19.PaccunTeiBaeT coAep:KaHHWE YaCTHI, HE COOTBETCTBYIOIINX YCTAHOBJICHHOW CTENECHH
M3MENTBYCHHNS, TI0 3KCIIEPUMEHTAIBHBIM TaHHBIM.

20.Knaccudumupyer BoisiBneHHble TpuMecu JIPC kak opranmdeckwe, MUHEPAIbHBIC WITH
HEJIOMyCTHUMBIE.

21.PaccunteiBaer coxmepxanue mnpumeceii B JIPC mo Macce aHanmuTHYecKod mNpoOBI M
pe3ynbTaTaM paszieieHusl.
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22 Ilepeuucnser OCHOBHbIE CTPYKTYpHBbIE TPYMIBI  ajJKaJOUIOB, MPEIyCMOTPEHHBIE
TEMATUYCCKHUM TUIAHOM TUCIUILIHHEL.

23.TlepeuncnsieT OCHOBHBIC CTPYKTYPHBIC THITbI CEPACYHBIX TTUKO3UIOB U MX OTIIMYUTCIBHEIC
MIPHU3HAKH.

24.Omnpenenser MOTEPI0 B Macce MPH BHICYIIMBAHWW WM BIaXHOCTH 3amanHoro JIPC mo
(hapmakomneitHO# MeTonuKe.

25.PaccuntriBaeT BnaxkHocTh JIPC 1Mo Macce HaBECKH /10 W TIOCTIE BEICYIINBAHHUS.
26.0Ompenenser conepkanue odmei 307161 3ananHoro JIPC no dapmakoneHOM METOTUKE.

277 .PaccunThIBaCT COMEpkKaHUE OOIIEH 3016 MO MACCE HABECKHU U 30JIbHOTO OCTATKa.
28.0mpenensier conep)kKaHue 30JIbI, HEPAaCTBOPUMOM B XJIOPOBOAOPOAHON KHUCIOTE, IO
(hapMakorneitHo#t MeTonuKe.

29.IlepeyncnsieT OCHOBHBIC TPYIMINbI MYOWJIbHBIX BEIICCTB M MPU3HAKA UX PA3IHUYCHHS IO
KaueCTBEHHBIM PEaKIIUSIM.

30.BoiOupaer sKCTpareHT IUisl ompeaesieHus] SKCTPAKTUBHBIX BemecTB B 3aganHoM JIPC mo
HOPMAaTHBHOMY JIOKYMCHTY.

31.PaccunthiBaeT conep)kaHue SKCTPAaKTUBHBIX BemlecTB B JIPC mo skcnepuMeHTalbHBIM
JTAaHHBIM.

32.Beibupaer QapMakomedHBII METON KOJIHYCCTBEHHOTO OIpeneNieHus 3(QHUpPHOTO Macia B
3aganHoM JIPC.

33.PaccuntriBaeT copepkanue >¢pupHoro Macia B JIPC ¢ y4éroM HaBECKH M YCIIOBHH
MIEPETOHKH.

34 BeiOupaeT MeToJ] KOJIWYECTBEHHOTO OMNpeJeNieHUs monucaxapuaoB B 3agaHHoMm JIPC mo
TpeOOBaHUSIM HOPMATUBHOTO IOKYMEHTA.

35.BbiOupaeT MeTO[ KOJHYECTBEHHOTO OmpeaeicHus QuaBoHouaoB B 3amaHHoMm JIPC o
TpeOOBaHUSIM HOPMATUBHOTO IOKYMEHTA.

36.Bei0upaeT MeTo KOMMYECTBEHHOTO OTIpeeNieHus TyOuIbHBIX BemecTB B 3ajanHoM JIPC mo
TpeOOBaHUSIM HOPMATHBHOTO TOKYMEHTA.

37.BeiOupaeT MeTOI KOJHMYECTBECHHOTO OTIPE/ICIICHIUS aHTPALlCHIIPOU3BOIHBIX B 3a1aHHOM JIPC
o TpeOOBaHMSIM HOPMAaTHBHOTO JOKYMEHTA.

38.BeiOupacT MeTON KOJNMYECTBEHHOTO OIPEIEeNICHUS CalOHHHOB WM DIHIHAPPU3UHOBOM
KHCIOTHI B 3agaHHOM JIPC 110 TpeOoBaHUAM HOPMATHBHOTO JIOKYMEHTA.

39.BeiOupaeT MeTOJ KOJMYECTBEHHOTO OIpeAeeHus ajkajiouaoB B 3amaHHoM JIPC mo
TpeOOBaHUSIM HOPMATUBHOTO IOKYMEHTA.

40.Bpi6upaet METO KOJIMYECTBEHHOTO OTPEACIICHUS CEPASUHBIX TIIMKO3U0B B 3aganHoM JIPC
Mo TpeOOBaHUSM HOPMATUBHOTO IOKYMEHTA.

41.000CHOBBIBAET BBIOOP MAPKEPHOTO COCAMHEHHUS IS MACHTU(GUKAIMKA W CTaHAapTU3AIUU
3anannoro JIPC.

42.000CHOBBIBa€T BHIOOpP CTaHAAPTHOTO oOOpasna Juis 3aJaHHOTO Ka4eCTBEHHOTO MU
KoJM4ecTBeHHOro ananuza JIPC.

43.PaccunThIBaeT CONEpKaHUE OMPENCIIEMOro BemecTBa MeTogoM Y®D-criekrpodoToMeTpuu
MO JAHHBIM UCTIBITAHUS.
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44 IlepedncnseT  OCHOBHbIE  TIpYIIBl  AHTPAICHIPOU3BOAHBIX,  BCTpEYarOlIUecs B
JIEKapCTBEHHOM PAaCTUTENBHOM CBIPhE.

45 Ilepedncnser 0OCHOBHBIE TPYIIIHI TOIHCAXAPUIOB JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPhS 10
UX TIPOUCXOXICHHIO M CBOMCTBAaM.

46.IlepeuncrnseTr OCHOBHBIC TpPYNIIBI BHTaMUHOB, coxpepkammxcsi B JIPC, ¢ ykasanumem
MPUMEPOB MPHUPOIHBIX COETUHEHHUH.

47.01eHIBaeT COOTBETCTBHE MUKPOOHOIOTHIECKOH YUCTOTH 3ananHoro JIPC dhapmakoneitHbiM
TpeOOBaHUAM.

48 Unentuduuypyer  ¢GraBoHOMIB B PACTHTENBHOM  H3BJICYCHUH 10  pe3yibraram
crenudpuIecKkoi KaueCTBEHHO!H PeaKLUH.

49.0¢dopmisieT mpoTokon aHanu3a 3amgaHHoro JIPC ¢ yka3aHMeM METOAMK, PE3yJbTaToB,
Pacy€ToB U 3aKIIOYCHUS O COOTBETCTBHUH.

50.Unentudpunupyetr 3¢upHoe macimo B JIPC mo opraHojentHUeCKUM IpH3HAKAM U
pe3yabraram (papMaKONeHHOTO UCIIBITAHUSL.

51.BeisBisier moaMeHy wiM ¢anbcudukammio 3amagHoro JIPC mo coBOKyImHOCTH Maxpo-,
MHKPO- ¥ XUMHKO-aHATUTHIECKUX JaHHBIX.

52.0npenensier KpUTHIECKHUE TTOKA3aTeIN KadecTBa 3adaHHOTO (uTodas, coopa, OpukeTa mim
TPaHyJIMPOBAHHOTO PACTHTEIHLHOTO IPOAYKTA.

53.01eHuBaeT OJHOPOAHOCTH 33JaHHOTO MHOTOKOMIIOHEHTHOTO pacTHTEJHFHOTO cOopa Mo
COCTaBy U PacIIpe/ICIIeHHIO KOMIIOHEHTOB.

54.Pa3pabarbiBaeT criequ(UKAIMIO 33aHHOTO YXHJKOTO, TYCTOrO MJIHM CYyXOr0 PacTHTEIHHOTO
9KCTpaKTa.

55.Pa3pabarsIBaeT IU1aH BaJIMAINH aHATUTHIECKON METOIUKH C yUETOM e€ Ha3HaYeHUS U THIIa
AHAJIUTUYECKOU IIPOLEAYPBI.

56.0ueHuBaeT  CHEU(PUYHOCTh, JMHEHHOCTh, NPABMIBHOCTh M  HPEIU3HOHHOCTH
AQHAJIUTHYECKON METOAMKH IO MPEACTAaBICHHBIM JTaHHBIM.

57.0nenuBaeT mpeaen oOHApYKEHUs, Tpe/iesl KOIMIECTBEHHOTO ONpeeeHUsI 1 poOacTHOCTh
AQHAJMTUYECKOM METOANKH T10 MIPEACTABICHHBIM JaHHBIM.

58.Pa3pabarsiBacT mporpaMMy HCCICAOBaHHS CTAaOMIBHOCTH 3aaanHor0 JIPC min mpomykTa ero
nepepadoTKH.

59.0060CHOBBIBAaET YCIOBUSI XpaHEHHs M IPEABAPUTEIBbHBIH CPOK TOAHOCTH IO PE3yibTaTaM
HCCIIEIOBAHNS CTa0MIBHOCTH.

60.DopmynupyeT 3akitodeHre o cooTBeTcTBUU Taptuu JIPC TpeGoBaHHSIM HOPMATHBHOTO
JIOKYMEHTAa Ha OCHOBAHHH ITOJIHOTO IIPOTOKOJIA UCIIBITAHHH.

10.

®dapmMakoIorus u
(hapmaxoteparnst

MexaHu3MBbI JEHCTBUSA,
(hpmakonorngeckue P HeKTHI,
MOKAa3aHus, MPOTHBOIOKA3aHNUS,
B3aMMOJICHCTBUS U HEXKEIIATeIbHBIC
peaknuu

60

Ormpenensiet GapMaKoIOrHUSCKYO TPYIILY Mpernapara 1o ero Ha3BaHHIO.

PasnmuuaeT BcacsiBaHUe, pacnpeeieHue, MeTaboI3M H BhIBEACHHE Mpernapara.
PasnuuaeT npuéM BHYTpb, BHyTPUBCHHOE U BHYTPHMBIILLICYHOE BBEACHUE MPEMAPATOB.
Ormpenensiet 3Ha4eHUE TePMUHA «OHOIOCTYITHOCTBY.

Pasnnuaer MecTHOE U pe30pOTHBHOE eHCTBHE pernapara.

PasniyaeT aroHUCTHI 1 aHTATOHUCTHI PELENTOPOB 10 JEHCTBHIO.

AR e
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7. Paszmuyaer pa3oByl0 M CyTOUHYIO J03bI IIpenapara.

8. Ompenenser 3HaueHUE TEPMHUHA «TepaneBTUYeCcKas MHUPOTay.

9. Pa3nuuaer HakoIUIEHHE Ipenapara B OpraHM3Me M NPUBBIKAHWE K HEMY IPU HNOBTOPHOM
MPUMEHECHNH.

10.Pa3nnuaet ycueHue u ociaabieHne JeiCcTBUS perapaToB MPU COBMECTHOM MTPUMEHEHHU.
11.0Ompenenser BIusHIE BO3pacTa MaIlieHTa Ha ASUCTBHE MperapaTa 1mo KpaTkoMy IpuMepy.
12.Pa3nn4aet 0ocHOBHOE, TOOOYHOE M TOKCHYECKOE ACUCTBHE Mperapara.

13.Pa3nu4aer 3THOTPONHYO, NATOT€HETHMUYECKYIO M CHUMITOMATHYECKYIO JIEKAPCTBEHHYIO
Teparuro.

14.Pacnio3Ha€T MECTHBIN aHECTETUK 110 Ha3BaHUIO Mpernapara.

15.Paznuyaet XOMMHOMUMETHKH U XOJIHMHOOJIOKATOPHI 110 JEHCTBHIO HAa PELETITOPEL.
16.Pacrio3HaéT aHTUXOJIMHACTEPA3HBIN Mpenapar Mo ero Ha3BaHUIo.

17.Pa3znuyaer aipeHOMUMETHKH U aJJpeHOOIOKaTOPHI IO ASHCTBUIO Ha PEIETITOPHI.
18.Pa3nuyaer cpeAcTBa I HHTAIALHMOHHOTO M HEMHTAJIALIMOHHOTO HapKo3a.

19.Pacnio3HaéT CHOTBOPHBIN Ipenapar Mo €ro Ha3BaHUIo.

20.0OTHOCHUT aHANBI€THK K ONMMOWAHBIM MM HEOTIMONUAHBIM CPEICTBAM.

21.Pacno3Haét npoTHBOAIMIEITUYECKUI MPENapar Mo ero Ha3BaHUIo.

22.0OnpenenseT Ha3HAYCHHUE IPOTHBONIAPKUHCOHNIECKUX CPEIICTB.

23.Paznu4aeT aHTHIICHUXOTHYECKHUE CPEICTBA, AHTUACHPECCAHTHI M AHKCHOJIMTHKH IO
Ha3HAYCHHIO.

24 Paznnyaet MpOTUBOKAIIJIEBBIC U OTXaPKHUBAIOIINE CPEJICTBA 1O IEHCTBUIO.

25.Pacno3Haét OpoHXOpaCHIMPSIOMINN Tpenapar mo ero Ha3BaHUIo.

26.0npenenseT Ha3HaUYECHHE IIFOKOKOPTUKOUJIOB NIPU OPOHXHANBLHOM acTMe.

27.0mpenenser OCHOBHOE JICHCTBHE CEPACUHBIX IIIUKO3UIOB.

28.Pacnio3HaéT NpOTHBOAPUTMUYECKHH Ipenapar Mo ero Ha3BaHHIo.

29.Pacnio3Haét npenapar A1 Ky[IHpOBaHUS IPUCTYIa CTCHOKapIHH.

30.Pacno3HaéT aHTUrUIIEPTEH3UBHBIN Npenapar 1o ero Ha3BaHMIO.

31.Paznuyaer aHTanmuAbl W CPEICTBA, YMEHBIIAIOMINE CEKPELHI0 JKEIYJOYHOTO COKa, IO
JIIEUCTBUIO.

32.Paznuyaet ciabuTenbHbIe U TPOTHBOANAPEIHBIE CPECTBA IT0 HA3HAUCHHUIO.

33.0mpenensier OCHOBHOE JAeMCTBIE MOUETOHHBIX CPEACTB.

34 Pacrio3Ha€T mpenapar xene3a s JICUCHHS KeJle301ePUIIUTHON aHeMHH.

35.Pa3nnyaer aHTHATPETaHTHl ¥ AHTUKOATYJSHTHI IT0 OCHOBHOMY JEHCTBHIO.

36.Paznmnyaet TpoMOOTUTHYECKHE U KPOBOOCTAHABIMBAIOIINE CPECTBA 110 HA3HAYEHHIO.
37.Pa3znngaer mpenapartbl TOPMOHOB IIUTOBHIHOW JKeJIE3Bl M aHTHUTHUPEOHIHBIE CPEICTBA IO
JIEHCTBHIO.

38.0Ompenenser 0CHOBHOE JICHCTBHE HHCYIIHHA.

39.Pacnio3HaéT caxapoCHIKAIOIIKI Npenapar Al npuéMa BHyTpb.

40.0OnpenensieT OCHOBHOE AEHUCTBHE INIOKOKOPTUKOUIOB.

41.0THOCUT TOPMOHAIBHBII Ipemapar K 3CTPOr€HHBIM, I'ECTareHHbIM WM aHAPOTE€HHBIM
cpeacTBaMm.




IIpodeccuonaabHbIi
pasaen

Conep:xanue

Koanuec
B0 PO

PesynbTarnl 00y4eHnns, npeacTaBieHHbIe Kadeapamu

11.

Knuanueckas dapmarust

AHanu3 pannoHaIbHOTO, 3PPEKTHBHOTO,
6e30macHOTO M 3KOHOMUYECKH
000CHOBaHHOTO IPUMEHEHUS
JICKapCTBEHHBIX MPETIapaToB,
KOHCYJIETHPOBaHUE METUIIMHCKUX
pabOTHUKOB U MAIEHTOB.
®apmakoHa30p. BeisiBnenue,
perucTpanus, OleHKa U Ieperada
MHOPMAITUH O HeXKETaTeITbHBIX
peaKIusx
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42 .Paznuyaet BOIOPaCTBOPUMBIE U )KUPOPACTBOPUMbBIC BUTAMUHBI.

43.Pacno3HaéT THIOIIMIMAEMHUYECKHI Tpenapar Mo ero Ha3BaHHIO.

44.0OnpenenseT Ha3HAYEHUE IPOTUBOMOAATPUIECKIX CPECTB.

45.Pacno3HaéT mpenapar A JeYECHHsI WIH POQHUIAKTHKH OCTEO0II0PO3a.
46.0npexnenseT OCHOBHBIE 3((PEKTH HECTEPOUIHBIX IPOTHBOBOCIATUTEIHHBIX CPEACTB.
47.PacniozHaéT moOoYHOE AEHCTBHE HECTEPOUIHOTO MPOTHBOBOCIIAIHMTEIBHOTO TperapaTa Imo
OTIMCAHUIO.

48.PacniozHaéT 6IOKaTOp THCTAMHUHOBBIX H1-pemnenTopoB o Ha3BaHMIO Ipenapara.
49.Pa3nuyaer aHTHCENTUYECKUE U Ie3UH(DUIUPYIOIIUE CPEICTBA 110 Ha3HAYCHHIO.
50.0mnpenenseT rpynmny aHTHOHOTHKA [0 €ro Ha3BaHHIO.

51.Pa3znuyaeT GakTepuIMAHOE ¥ OaKTEPUOCTATHYECKOE ICHCTBHE.

52.0npenensier OCHOBHOE JAEHCTBUE NEHUIMUIMHOB U 11e(aloCIOPUHOB Ha OaKTepHANbHYIO
KJIETKY.

53.Pacno3Haét xapakrepHoe moOouHOe JEHCTBUE AMUHOTIIMKO3UIOB 10 OMUCAHUIO.
54.Pacrio3HaéT CHHTETHYECKOE aHTHOAKTEpHUAILHOE CPEACTBO 110 €r0 Ha3BAHUIO.
55.Pacmo3Haét mpoTUBOTYOCPKYIIE3HBIN Tpenapar Mo ero Ha3BaHHO.

56.Pacno3HaéT mpoTUBOBUPYCHBIN IpEnapar Mo €ro Ha3BaHUIo.

57.Pacmo3HaéT mpOTUBOTPHUOKOBBIN Ipemapar o ero Ha3BaHHIO.

58.Pacno3Haét mpoTUBONPOTO30iHBIN Mpenapar no €ro Ha3BaHUIo.

59.Pacno3Haét mpoTUBONIMCTHBIN Ipenapar Mo ero Ha3BaHuIo.

60.0Ompenenser OCHOBHOE Ha3HAUYEHHE MTPOTUBOOIYXOJIEBBIX CPE/CTB.

1. OnpenensieT OCHOBHYIO IIeTb (papMarieBTHICCKOM TOMOIIH.

2. Pacmio3zHa€t mpomycKk Ha3HAYEHHOTO Iperapara Kak JISKapCTBEHHYTO POOIIeMy.

3. OnpenensieT 9acTOTy MpUEMa Tpernapara 1o 3alicy Ha3HAYCHUS.

4. BeiOupaeT mpoTHUBOITOKA3aHUE U3 MPEUIOKEHHOTO (hparMeHTa HHCTPYKIMH K TIpenapary.

5. BriOupaer oXumaeMbId pe3yinbTarT JICUSHHs A YKa3aHHOTO ITOKa3aHWs K IPUMECHEHHUIO
mpemnapara.

6. BeiOupaeT mo0oyHOe AeHCTBHE U3 MPEIJIMKEHHOTr0 (pparMeHTa HHCTPYKIIUH K IIPErnapary.

7. Pacnio3Ha€T Ha3HAYEHUE ABYX MIPENapaTroB ¢ OJUHAKOBBIM JIEMCTBYIOIIUM BEIIECTBOM.

8. BriOupaer mapy B3aMMOJAEHCTBYIOIIMX IPENapaTroB IO MPEATIOKEHHBIM CBEIEHHSIM O
B3aUMOJIEUCTBUSIX.

9. Pacrioznaét mpuMeHeHne pemnapara 6e3 MoKa3aHus M0 KPaTKOMY OITUCAHUIO Ha3HAYCHUS.
10. HaxoauT pexkoMeHJOBaHHYIO TpYyNIly TIpenaparoB B NPEUIOKEHHOM (parMeHTe
KIIMHUYECKOTO MPOTOKOJIA.

11. HaxomuT pexkoMeHAyeMyIO0 JUIMTENIBHOCTH JICYEHUS] B IIPEUIOKEHHOM (parMeHTe
KIIMHUYECKOTO MPOTOKOJIA.

12. BeiOupaer 10CTOBEpHBIM HCTOYHUK CBEACHUH O IIPUMEHEHHUH TIpernapara.

13. Paznu4aeT cBepeHus w3 0QUIHATBHON HHCTPYKIIMA U PEKIIAMHOE COOOIICHUE.

14. Onpenenser 1eNb CBEPKU CIIHCKA MPUHIUMAEMBIX IIPENapaToB.
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15. HaxoauT pa3nuuue Mexay CHHCKOM paHee MPUHHMAEMBbIX JIEKapCTB M Ha3HAYCHUSAMH IpU
MOCTYTIJICHUH.

16. Pacnio3Haér 3aMeHy OHOTO JISKapCTBa JPYTUM B CIIHCKE IPU BBITUCKE KaK PACXOKICHUE.
17. Pacmo3Haér momo3peHHe Ha NEPENO3MPOBKY KaK MOBOX JJIS CPOYHOTO oOpamieHHs 3a
MEINIUHCKOW TOMOIIBIO.

18. BriOupaer geiicTBHE TIpu OOHAPY)KCHHH HECOOTBETCTBUS MEXITy HAa3HAYCHHBIM H
MPUHAMAEMBIM TIPENapaToM.

19. Onpenensier uenp coOMoOnEHNs HA3HAYCHHOTO peXUMa mpuéMa mpernapara.

20. BeiOupaer mokasaresb Uil HAOMIOAEHHS TIOCIIE M3MEHEHUsI JJO3bl Mpernapara Mo yCJIOBHIO
3aJaHusl.

21. BeiOupaer JekapcTBEeHHYIO (OpMY € yUETOM BO3ZMOXKHOCTH TMALMEHTA [TI0TaTh TaOJIEeTKU.
22. Haxomut pa3oBylo /103y Mpernapara B NpeIIoKeHHOM (parMeHTe HHCTPYKLHH.

23. HaxomuT MHHUMAJBHBIA BO3pACT NMPUMEHEHHUs Ipernapara B MPEAJIOKEHHOM (parMeHTe
HHCTPYKIIHU.

24. OnpenemnsieT 3HaYCHUE TEPMHUHA «IIOJIUTPArMasus.

25. OmnpenenseT BO3MOXXHOCTh IPHMEHEHUs Ipernapara MpH OEpeMEHHOCTH WM TPYIHOM
BCKapMJIMBaHHH 110 (pparMeHTy HHCTPYKIHH.

26. Beioupaer oObscHEHNE IS TAIIMEHTA O 9acToTe MpuéMa Mpernapara 1o Ha3Ha4eHHIo BpaJa.
27. BeiOupaet croco0 NpUMEHEHHUS JIEKapCTBEHHOH (OPMBI MO MPEATIOKEHHOMY (hparMeHTy
WHCTPYKIINH.

28. BriOupaet neicTBHE MPH MPOMYyCKE J03BI MO MPEIOKESHHOMY (pparMeHTy MHCTPYKIMH K
mpenapary.

29. Onpenenser NpUIUHY MPOIYCKa JIO3bI IO KPATKOMY OMUCAHUIO TTOBEJCHUS MalUeHTA.

30. BpiOupaer HanoMuHaHHME O NpuUéMe Mpernapara A NalUeHTa, KOTOPbIA 3a0bIBaeT
MIPUHUMATH €T0 BOBPEMS.

31. Pacrio3Ha€r mpu3HaK BO3MOXKHOW HEXEJIATENbHOW peakluH, TPeOyIoLUid oOpaleHus 3a
MEIUIMHCKON TOMOIIBIO.

32. Pa3nmudaeT mpuMeHeHHE aHTUOMOTHKOB TIPH OAKTEPHUATHHOMN U BUPYCHOW MH(EKITHH.

33. Paznuyaet BHYTPUBEHHOE BBEJCHUE U NIPHUEM TIperapara BHYTPb.

34. Onpenensier 3HaYCHUE TEPMHUHA «I€ICKAIALMS aHTHONOTHKOTEPAITHI.

35. Pasnuuaet penenTypHbIil 1 Oe3pelenTypHBIH OTITyCK IpPerapaToB.

36. Onpenenser nens ABC-aHanu3a 1eKapCTBEHHBIX CPE/ICTB.

37. Paznuuaert rpymmsl A, B u C mo gose 3atpar Ha mpemnaparsl.

38. Paznuuaet xareropun V, E u N o 3Ha9MMOCTH nipenapaTos.

39. BeiOupaeT mpaBmIBHBIE YCIOBUS XpaHEHHWS Mpenapara 1o HpeaaokeHHOMY (parMeHTy
WHCTPYKIIHH.

40. Pacmio3Haét BBIIa4y qpyToTro Mpenapara BMECTO Ha3HAYEHHOTO KaK JISKAPCTBEHHYIO OIITHOKY.
41. OnpenensieT OCHOBHYIO 11eJb (hapMakoHa 30pa.

42. OnpenensieT poib MEIUIMHCKOTO paOOTHHKA B COOOIICHUH O HEXKENaTeNIbHBIX PeaKInsiX.
43. BeiOupaer neiicTBHE MEAMIMHCKOTO pPAa0OTHMKA TPH BBIBICHUH I10/103pEBAEMOM
HEXXeNaTeIbHON peaKkIum.
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12. VYnpaneHue v SKOHOMHKA
(hapmarmn

OpFaHI/IBaI_II/IH yue€Ta W IUIAaHUPOBAHUA

JIeSITCILHOCTH (hapMarieBTHIECKOM
OpFaHI/I3aL[I/II/I, MCHCIP)KMCHT U MapKeTI/IHF,
EHOOOpa30oBaHuUE, (uHaHCOBO-
SKOHOMHMYECKHI aHaln3, JIOTUCTHKA U
yIpaBJeHUE pecypcaMu, TOBapHBIMHU
3amacamu u SKOHOMHYECKOM
JIESTEIbHOCTBIO
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44. Pacno3HaéT cepbE3HYI0 HEXKeaTeJbHYI0 PEaKLUUIO 110 YKa3aHHOMY IIOCIIEIICTBHIO IS
ManyeHTa.

45. PaznnyaeT HexxeNnaTeNbHYI0 PEakltio U OMMOKY MPUMEHEHHMS TIpenapara.

46. Pacrio3HaéT npeBbIIeHIE HA3HAYEHHOHN 036l Iperapara Kak Iepeao3upOBKY.

47. BpiOMpaeT MUHMMAaJIbHBIE CBEACHWS U PETHCTPAlMM COOOMICHUS O HEXKENIaTeNbHOM
peaxnum.

48. OmpenensieT, B Kakoe TOJIe KapTHI-COOOIICHNSI BHECTH CBEICHHS O MperapaTe WiIH PeaKInuu.
49. Beibupaet agpecara cOOOIIEHHS O HEXKETIATeIbHOW PEakIiy 110 MPEINIOKESHHOMY TOPSIIKY
YBEJOMJICHUSI.

50. OnpenensieT MOCIeOBATEILHOCTD MPUEMa Mpernapara 1 HOsBICHUS PEAKIHH [0 KPAaTKOMY
OIMCAHUIO CITyYasl.

51. Onpezensier 3HaYeHUE CUTHaNIa 0€30MIaCHOCTH Tpernapara.

52. Ompezensier e OICHKH CUrHaa 0e30MacHOCTH Ipemnapara.

53. Pacno3Haér npenynpekAeHHEe B MHCTPYKIMM KaK Mepy CHMXKCHHS PHCKAa IPUMEHEHHUS
npenapara.

54. OnpenensieT neib MepuoANIECKOro oT4éTa 1Mo O€3011aCHOCTH Ipenapara.

55. Onpenensier nesnp IJIaHa yIpaBiIeHUs PUCKaMH Tpenapara.

56. OnpenensieT nesb MPOBEPKH COOMIOACHUS MTPaBIIT (hapMaKoHAI30pa.

57. Paznn4aeT KapTy-COOOIIEHNE O HEXKENaTeIbHON peakyy | MJIaH yIPaBIeHH PUCKaMH IO
Ha3HAYCHHIO.

58. Pacmo3HaéT Kareropuu MpemnaparoB, MOMJISKAIMUX H30JIUPOBAHHOMY
(oTo3BaHHBIE, BO3BpAIIEHHBIE, TIOAO3PUTENbHBIE Ha (DaTbCUDUKAIIUIO).

59. Omnpenenser HEOOXOAUMOCTh HaUIeXKallell MapKUPOBKU JISKAPCTBEHHOTO Ipenapara Mmpu
OTITYCKE MALUEHTY.

60. BriOupaeT M30JIMPOBAaHHOE XPaHEHHE IMOJO3PUTEIBHBIX WM OTO3BAaHHBIX IIPENaparoB B
crieuanbHO 0003HAYEHHOH 30HE.

XpaHEHHUIO

1. OObBACHATH 3aja4yd, TNPUHLIUNBI M 3HAYCHHE OKOHOMHYECKOTO aHaln3a B
JeSITeIbHOCTH (hapMaLeBTUIECKUX OPraHU3aLIi.

2. XapakTepu3oBaThb OJTallbl aHaJIW3a XO3SMCTBEHHOW JEATENBHOCTH W TOPSIOK
OpraHM3aIiy aHAINTHYIECKOH paboThI B ariTeKe.

3. IlpuMeHATHP METONIBl CPABHEHHMSA, AWHAMUYECKHX IIOKa3arened, TpyNIUpPOBKH,
LEMHOM MOACTaHOBKH, HOPMaTUBHBII 1 0aJIaHCOBBI METO/BI.

4. OueHuBaTh BIHSIHAE OTACIBHBIX (PAaKTOPOB Ha SKOHOMHUYECKUE PE3YIIBTAThI AITEIHON
opranuzanvu 1 GOpMyIIpOBaTh 000CHOBAHHEIE BHIBOIBI.

5. OOBSCHATH CYIIHOCTh W (DYHKIUH LIEHBI, @ TAKXKE KIacCUPHULMPOBATH BUIBI LIEH Ha
JIeKapCTBEHHBIE CPEACTBA U METUIIMTHCKUE U3EIHS.

6. AHan3upoBarh (HaKTOPkI, BIUSIONINE Ha (hOpMHUpOBaHKE IIeH B (hapMaleBTHYECKOMI
OpraHu3alyH.
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7. XapakTepru3oBaTh LEJIN, IPUHIXIIBI 1 OCHOBHbBIE HAIIPABJICHUS LIEHOBOM IOJINTHKH
anTeyHO! OpraHu3aluy.

8. IlpuMeHsTh MEeTOABI LIEHOOOPa30BaHUS Ha HOBBIE U YK€ TPEICTABICHHBIE HA PHIHKE
JIEKapCTBEHHbBIE CPEICTBA.

9. O0BsCHATH comeprkaHre 00BEMa peaTu3aui ¥ TOBapooOOPOTa, X CTPYKTYPY, BHIIBI
Y CIUHULBI U3MEPEHUS.

10. AHanu3upoBaTh BHYTPEHHHE M BHEIIHHE (aKTOpHI, BIHUSIONME Ha O0BEM U
CTPYKTYpY pealu3aluy TOBapOB alTEYHOTO aCCOPTUMEHTA.

11. PaccunTthiBaTh Moka3zaresid AHHAMHUKHA TOBapOOOOPOTa M OIICHUBATH BBHIIIOJHEHHUE
TUTaHA peau3aluu.

12. IlpuMeHsTh METOAB! MPOrHO3UPOBAHUS Ul IUIAHWPOBaHMA oOmIero o0béma u
ACCOPTUMEHTHOH CTPYKTYPBI peaIu3aLuu.

13. PazpabarbiBaTh IU1aH pacmpeesieHust 00béMa pean3aliy 1o KBapTaiaM ¢ y4EToM
CE30HHOCTH, CIIPOCa U 0COOEHHOCTEN anTeuHOro aCCOPTUMEHTA.

14. OOBACHATH SKOHOMHYECKYIO CYIIHOCTh W HAa3HAuU€HHE TOBApHBIX 3allacoOB H
KJIacCU(UIMPOBATh MX 110 OCHOBHBIM MPH3HAKAM.

15. PaccunThIBaTh MoKa3areliu pa3mMepa, ypoBHs, 00€CIeYeHHOCTH U 000padrBacMOCTH
TOBApHBIX 3aI1aCOB alITEYHON OpraHU3aLuy.

16. IlpuMeHSTH METOAbl TUTAHWPOBAHUS U OIPENENIEHUS ONTHMAIbHOTO pasMepa
TOBAapHBIX 3aI1acoB.

17. Pa3zpabarbsiBaTb HOpPMAaTHUBBI TOBAPHBIX 3allacOB [0 ACCOPTHMMEHTHBIM T'PYIIIaM C
y4€TOM cIpoca, CKOPOCTH PeaIn3aluy U IePUOINIHOCTH TOCTABOK.

18. AHanmu3upoBaTh MPOIECC 3aKyTIOTHOM IEATETLHOCTH M OIICHUBATH ITOCTABIIMKOB 110
HSKOHOMHYECKUM, aCCOPTUMEHTHBIM U JIOTUCTUYECKUM KPUTEPHUSIM.

19. PaccuntsiBaTh MOTPEOHOCTH B TOBapax, ONTUMAaJIbHBIA pa3Mep 3aKkasa, TOUKY 3aKa3a
Y BEJIMYMHY CTPaXOBOTO 3araca.

20. [IpuMEHSATh CHCTEMBI YIIPABJICHUS 3amacamMmu ¢ (JMKCUPOBAHHBIM pa3MEepOM 3aKasa
1 YCTQHOBJIEHHON NIEPUOANYHOCTBIO ITOTIOTHEHUS.

21. OOBICHATH YKOHOMHYCCKYIO CYITHOCTH 3apabOTHOM IIIaThl M KIaCCHU(PUIINPOBATH
e€ BUIBI ¥ (HOPMBI.

22. XapakTepu3oBaTb OCOOCHHOCTH OpPTraHM3allMM M OIUIaThl TpyAa pabOTHUKOB
(hapManeBTHYECKUX OpraHu3aLuil.

23. PaccumTbhiBaTh OCHOBHBIE TIIOKa3zaTeld IO TPYLy, HPOU3IBOJUTEIHHOCTH H
3apaboTHOM TUIaTe.

24. OnpenensTb BUABL U pa3Mephl yIepKaHui U3 3apab0THOH IJIaThl B COOTBETCTBUH C
YCTaHOBJIEHHBIM MTOPSAIKOM.
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25. OOBSCHATP JKOHOMHYECKYI0  CYIIHOCTh  HW3JEpXKeK  OOpalieHuss H
KJIacCU(UIMPOBATh MX 110 OCHOBHBIM MPHU3HAKAM.

26. Omnpenenats BHYTPEHHHWE W BHEIIHWE (AKTOPBI, BIUSIOMIME HA BEIUYHHY H
CTPYKTYpY 3aTpar anTeyHOH OpraHu3aluH.

27. PaccuuThIBaTh CyMMY, YPOBEHb U ITOKa3aTeJIM IMHAMUKU H3IEPKEK 00palieHus.
28. AHanmu3upoBaTh COCTAB U CTPYKTYPY 3aTpart, BBIABIAS MPUUMHBI UX U3MEHEHUS U
pe3epBbl ONTUMHU3ALINH.

29. OOBACHATH SKOHOMHYECKYIO CYITHOCTH BajOBOTO JIOXOIa M KiaccH(puIupoBaTh
BUJIBI U UCTOYHHUKHU €T0 (POPMUPOBAHUSI.

30. Ananu3upoBaTh (HaKTOPHI, BIUSIONINE HA CyMMY W YPOBEHB JI0X0/a OT PeaTn3alliu
TOBapOB aNTEYHOI'O ACCOPTUMEHTA.

31. PaccunTthIBaTh MOKa3aTeNN BaJOBOTO JOXOJA U OLICHUBATh UX TUHAMUKY.

32. IlpumeHSATH METONBI YIPAaBICHHUS JOXOIOM OT pealu3alud ¢ y4IETOM
TOBapoOOOPOTa, CTPYKTYPHI ACCOPTUMEHTA M TOPTOBBIX HaA0aBOK.

33. OOBSICHATH SKOHOMHUYECKYIO CYIIHOCTb MPHOBLIH, KIacCCUPULIUPOBATH €€ BUIBI U
OTIPEEeISATh UCTOUHUKH (DOPMHPOBAHHSL.

34. Xapakrepu3oBaTh MOPSAOK (OPMUPOBAHMUS, HCIIOJIB30BAHHUS W pPacpeleieHHs
YUCTOW NPUOBIUIN aTE€YHOH OPTaHU3aLNH.

35. PaccuuThiBarh IOKa3aTeld NpPUOBUIM W pPEeHTa0eNbHOCTH (apMaleBTHYECKOMI
OpraHH3aIyHy.

36. IIporno3upoBars NpuObUTE HAa MPEACTOSINMI MEpuoA U OOOCHOBBIBATH IyTH €€
MaKCHMH3ALHH.

37. OpopMisTh IEpBUYHBIC JOKYMEHTHI IO MOCTYIUICHHIO, IEPEMEIIEHHIO U BBOIY B
9KCILTYaTaIlI0 OCHOBHBIX CPEZCTB.

38. OmpeznensTh NepBOHAYANBbHYI0, BOCCTAHOBUTENFHYIO U OCTAaTOYHYIO CTOMMOCTD
OCHOBHBIX CPEZCTB.

39. PaccunThiBaTh aMOPTU3AIIMOHHBIE OTYHCICHHS C MPUMEHEHHEM YCTaHOBJIEHHBIX
METO/I0B HAYMCIIEHUS] aMOPTU3ALIH.

40. OTpakars OIepaIyy 1Mo MOCTYIUICHHUIO, OTICHKE U aMOPTH3aIUHA OCHOBHBIX CPE/ICTB
B cucTeMe yuéTa (papMarieBTHIeCKON OpraHU3aIliH.

41. AHanu3upoBaTb OCHOBHBIE YCJIOBHS JOTOBOpa KYyIUIU-IIPOJAKH M IOCTaBKH
(apManeBTHYECKUX TOBAPOB.

42. Paznuyarh BUJIBI IOBEPEHHOCTEH 1 0(OPMIISTH IOKYMEHTHI Ha TIOTyYeHHE TOBAPHO-
MaTepHaIbHBIX [IEHHOCTEH.

43. OcymecTBIITh NPUEMKY TOBapOB IO KOJIWYECTBY, KAUECTBY, KOMIUIEKTHOCTH U
COIPOBOIUTEIBHON TOKYMEHTALIUH.
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44. OdopMITATE U IPOBEPSTH MEPBUYHYIO TOKYMEHTAIIHIO IO IMTOCTYIUICHUIO TOBAPOB U
BBISIBIISITH HECOOTBETCTBHUS IIPU UX MPUEMKE.
45. OOBSCHATDH COEpKaHHE U KJIacCU(UIIMPOBATh OCHOBHBIEC BUIBI PACX0Aa TOBApOB B
arTeyHON OpraHU3aIuu.
46. OpopmIIATh IEPBUYHBIE IOKYMEHTHI 110 PEaIN3allii U POYEMY BHIOBITHIO TOBAPOB
anTeyHOrO aCCOPTUMEHTA.
47. OTpaxkaTb ONepaluy pO3HUYHOM peann3allii TOBapOB B CHCTEME yUETa alnTeqyHou
OpTaHM3aIlHH.
48. Otpaxarb ¥ KOHTPOJUPOBAaTh OMEpallid IO ONTOBOM  peanu3aiuu
(hapMalleBTHYECKUX TOBAPOB.
49. Xapakrepu3oBaTh (PYHKIIMOHATBHYIO CTPYKTYpPY MapKeTHHIa W CETMEHTAIIHIO
(hapMareBTHYECKOTO PhIHKA
50. IlpuMeHATh OCHOBHBIE METOJBl MEHEKMEHTa MpU pa3pabOTKe W TPHUHATHH
YIPaBICHUYECKUX PEIICHUI B allTEYHON OpraHU3aluu.

13. buogapmanus bronocTynHOCTS JIeKapCTBEHHBIX 20 1. Ha3piBaeT OCHOBHBIC MOHATHS, LIENb U 3a7a4u Onodapmarmu.

CPEJICTB U BIMSHUE (hapMaleBTHUECKHX
(hakTOpOB Ha BEICBOOOXKICHUE U
BCACHIBAHKE JIEHCTBYIOIINX BEIIECTB.

2.00bsCHIET MOHATUS OHONOCTYIHOCTH M OHMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHBIX
CpPEZCTB.

3. OnuchIBaeT MpoIecchl BBICBOOOKICHNSI, PACTBOPEHUS U BCACHIBAHHS JICHCTBYIOIIHX
BEIIECTB.

4.Ha3piBaeT ocHOBHBIE (papMarieBTHUECKHE (PaKkTOpbl, BIUAIOMINE HA OMOIOCTYITHOCTD
JIEKapCTBEHHBIX CPENICTB.

5.00bsICHSET BJIMSIHHE XHUMHYCCKOW MPHUPOZIBI JCHCTBYIONIETO BEIIECTBA HAa €ro
BBICBOOOY/IEHHE U BCACBIBAHHE.

6.00bscHAET BIUSHUE (U3MUECKOTO COCTOSHUS JICKAPCTBEHHOTO BELIECTBA HA €ro
pacTBOPUMOCTH U OMOJOCTYITHOCTD.

7.00bsCHAET BIMSHUE Pa3Mepa YacTUI] ACHCTBYIOILETO BELIECTBa Ha CKOPOCThH €ro
pacTBOPEHHUS 1 BEICBOOOXKACHHUSL.

8.OnmchiBaeT BiMsHHE monuMopdu3Ma (apMaleBTHUECKUX CyOCTaHIM Ha
OMOIOCTYITHOCTD JIEKAPCTBEHHBIX CPEJICTB.

9.00bsicHAET BIMAHUE NPUPOABI U KOJMUYECTBA BCIIOMOTATENbHBIX BEIIECTB Ha
BBICBOOOX/IEHUE IEHCTBYIOIINX BEIIECTB.

10. OObsicHSET BIWSHUE JIEKAPCTBEHHOW (OPMBI Ha CKOPOCTH M  MOJHOTY
BCaChIBAHHS JIEKAPCTBEHHOI'O BELLIECTBA.

11. OOsbsAcHseT BIMSHUE IYyTH BBEICHHSA JIEKAPCTBEHHOTO IIperapara Ha €ro
OMOOCTYITHOCTb.

12. OmnwuchiBaeT BIUSHUE TEXHOJOTMYSCKUX OIEpaldii Ha BBICBOOOXKICHHE
JIEHCTBYIOIIIETO BEIIECTBA.
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13. OObpscHsSeT BIWSHHE  W3MENBUCHHS, CMENIMBAaHWA, TPaHyJIHPOBAHUS,
MpeccoBaHUs U HaHECEHHUS 000JI0UKH Ha BEICBOOOXKIEHHE ACHCTBYIOIIETO BEIIECTBA.
14. XapakTepu3yeT KIacchl JEKapCTBEHHBIX BelIecTB Mo buodapmaneBTryeckoit
kimaccudukarmonroit cucteme (BCS).
15. HassiBaeT OCHOBHBIE METONBI ONPEAETICHUS BHICBOOOXKICHUS TEHCTBYIOIIETO
BEIIECTBA U3 JIEKAPCTBEHHOH (HOPMEI.
16. OnwuceiBaeT OCHOBHBIE 3TallbI MPOBEACHUS UCTIBITaHUs «PacTBopeHme».
17. HassiBaeT OCHOBHBIE TTOKa3aTeN OMOAOCTYITHOCTH JIEKAPCTBEHHOTO Ipemnapara.
18. OOwscHseT MoHATHE MPOUIIS pACTBOPEHHUS JIEKapCTBEHHOTO Ipernapara.
19. OmnmuchkIBaeT OCHOBHBIC ATarbl OO apMaICBTUYCCKOTO HCCIICIOBAHNUS.
20. HaswiBaeT OCHOBHBIE (PAKTOPHI, BIUSIONIME HAa KadeCTBO W OHWOMOCTYIMHOCTH
JIEKapCTBEHHOHN (OPMBI.
14. OcCHOBBI Hay4HO- PazpaboTka nusaiina uccnenoBaHus, 20 1. HazpiBaer OCHOBHBIC TOHSTHS, Ieb W 33Ja4d HayYHO-HCCIIEOBaTELCKON
HCCIICA0BATCIIBCKON AHAJIN3 JaHHBIX U NIPCACTABICHUC JEATECIIBPHOCTHU.
ACATETBHOCTH pE3yIIbTaTOB 2. Ha3bIBaeT 0CHOBHEBIE 3Talbl IPOBEIECHUS HAYYHOTO HCCIEIOBaHMS.

3. OOBACHSET MOHATHE aKTyaJbHOCTH HAyYHOTO UCCIIETOBAHMS.

4.  HazpIBaeT OCHOBHBIE AIIEMEHTHI HAYYHOTO MCCIEIOBAHUS: TEMY, IIPOOIIEMY, IeNb
U 3aJ1a4Hu.

5. OOBsCHSET pa3auure MKy 00bEKTOM U IPEAMETOM HAy4YHOTO UCCIICIOBAHUS.
OOBSCHSET MOHATHS UCCIIEI0BATEICKOTO BOMIPOCA U pab0oveid THITOTE3bI.
Ha3piBaeT OCHOBHBIC HCTOYHUKH U CIIOCOOBI MIOMCKA HAYYHOH MH(OPMAaIINH.
HazpiBaeT 0CHOBHBIE KPUTEPUH TOCTOBEPHOCTH HAYYHBIX UCTOYHHKOB.

9. OmucbIBaeT OCHOBHBIE ATAIlBl PAOOTHI C HAYYHOH JTUTEPaTypOH.

10. Ha3zbBaeT ocHOBHBIC TpaBMiIa O(DOPMIICHHS CCHUIOK M CITUCKA MCIIOJIh30BAHHBIX
HCTOYHHKOB.

11. OOBsACHSET MPUHIMITHI aKaJIEMUIECKON YECTHOCTH 1 HOPMBI UCCIIEAOBATEILCKON
STHKH.

12. Ha3zbBaeT OCHOBHBIE BUIBI JU3aliHAa HAYIHOTO WCCIICIOBAHUSI.

13. OmnwuceiBaeT CTPYKTypy IUTaHA H IIOCJIEIOBAaTEIIBHOCTH JTAllOB HAyYHOTO
HCCIICAOBaHMS.

14. HazpiBaeT OCHOBHBIE METOABI W HHCTPYMEHTHI CcOOpa HCCIEI0BATENbCKIX
JIAaHHBIX.

15. OOBbsAcHsET MOHATHS BBIOOPKU U KPUTEPHUEB OTOOpa YYACTHHKOB WM OOBEKTOB
HCCIICAOBaHMS.

16. OmnuceIBaeT OCHOBHBIE CIIOCOOBI CHUCTEMATH3AllMA W IIOATOTOBKH JAHHBIX K
aHaJu3y.

17. Ha3biBaeT OCHOBHBIC METOIBI CTATUCTHUYECKONW 00pabOTKH JaHHBIX.

% = o
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18. OOBsACHsSET OCHOBHBIE MPaBUIIa HHTEPIPETAINH PE3YIBTaTOB U (POPMYITHPOBAHUS
BBIBOJIOB.
19. OnuceiBaeT OCHOBHBIC CIOCOOBI TIPEACTABICHHUS PE3YJIBTATOB HAYYHOTO
WCCIIEZIOBAHUSI.
20. HazpiBaeT OCHOBHBIC TpeOOBaHHMSA K IIOATOTOBKE M 3alIUTE IIPE3CHTAITIH
Pe3yabTaToOB UCCIICIOBAHUSI.

15. KOoMMyHHKAaTUBHBIE D hexTUBHAS KOMMYHHUKALHS C 30 1. Ompenenser CyIHOCTh, e U OCHOBHBIE JIIEMEHTHl KOMMYHHUKAaTHBHOTO TpoIiecca

HaBbIKU U I/ICK}’CCTBGHHLIFI
HUHTCIIJICKT

nanueHTamy, GpapManeBTH4eCKUMH U
MEIULMHCKUMH CIIELUATUCTaMH,

KOHCYJIbTUPOBAHUC MAITUCHTOB AllITCKH.

[Mpumenenne nUPppPOBHIX
MH(POPMALMIOHHBIX CUCTEM,
MH(POPMALMOHHBIX TEXHOJIOTHH 1
HHCTPYMCEHTOB UCKYCCTBEHHOI'O
MHTEJICKTa PH BBIIOITHEHHU
npo¢ecCHOHANBHBIX 3a1a4 ¢
COOJIFOIEHHEM TTPHUHIIMIIOB
aKaJIeMU4eCKOi 1 MpoecCHOHANBLHON
9THKH U JJCOHTOJIOTUH

B (hapMaleBTHUECKOH eITeIbHOCTH.

2. Knaccuduuupyer BuIbl npodeccuoHanbHOW KOMMYHHMKALUHM MO yCTAHOBICHHBIM
MPU3HAKaM.

3. AHamusupyer (axkTopbl, BIHsAONIME Ha ASPPEKTUBHOCTh KOMMYHHUKAIMH B
(hapMalleBTHUECKOW OpraHu3allny.

4. BeiOupaer cmocoObl MNPEOyNpeXICHUS MU MNPEOAOJICHUs] KOMMYHHKATHBHBIX
OapbepoB.

5. Onpenensier BepOanbHbIe CPEACTBA KOMMYHHKALIMK B COOTBETCTBHU C CHUTyaluei
B3aUMOJAEHCTBHSA C MALMEHTAMHU U CIICLIMAINCTaMH.

6. OnpeensieT HeBepOaNbHBIE CPECTBA KOMMYHHKAIIUH C YYETOM MTPpodheCcCHOHATBLHON
CUTYyallUH.

7. @opMUpYET MOJIOKHUTEILHOE MIEPBOE BIIEUATIICHUE MPH YCTAHOBJICHUN KOHTAKTa C
MIOCETUTETIEM AllTEKH.

8. 3HaeT MeToAbl AKTUBHOTO CIyIIAHUS B
(apMareBTHYeCKOTO KOHCYIBTHPOBAHHUSI.

9. @opMynupyeT OTKpPBITbIE BONPOCHI Uil BBISBIECHHS MOTPEOHOCTEH W 3alpocoB
NalyeHTa.

10. ®opMmynupyeT 3aKpbIThIe BOIPOCHI JJIsl YTOYHEHUS] HHPOPMAIMH, TOTYYSHHON OT
NalyeHTa.

11. BriABIsET OCHOBHBIE H
(apMareBTHYECKUX YCITYT.

COOTBETCTBUM C CHUTyauueu

JOIIOJTHUTCIIbHBIC HOTpe6HOCTI/I HOTp66I/IT€J'I$[

12. AHanm3upyer TMONYYEHHYIO OT TallMeHTa WHPOpPMAlHMio B Tpenenax
npodeccroHaIbHON KOMIIETEHINN (apMaleBTa.
13. BeicTpamBaer Oeceqy ¢ TAIMEHTOM B COOTBETCTBHH C  JTalaMu

npo¢eCcCHOHaIbHOT0 KOHCYIBTHPOBAHUSL.

14. Unentuduumpyer cutyanuu, TpeOyrolHe HaIpaBiIeHHUs MaleHTa K Bpady WU
JPyroMy MEJULIHMHCKOMY CIEIIHAIHCTY.

15. Apantupyer cojpepkaHue, TeMn W (QOpMy OOIICHUS K BO3PACTHBIM |
WHJIMBUTYaIIbHBIM OCOOCHHOCTSIM TMaIHeHTA.
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16. YuuTtbIBaeT KyJIbTYPHBIE, S3bIKOBBIE U COLMAIbHbIE OCOOCHHOCTH MAaIMEHTa IpPU
(apMarneBTHYECKOM KOHCYJIBTUPOBAHUH.

17. 3HaeT KOMMYHUKaTUBHBIE TPUEMBI IPETYTIPEKACHHUS U pa3pelieHus] KOH(OIUKTHBIX
CUTYaLU.

18. KnaccudumupyeT KOH(IMKTHI, BO3HUKAIOIIME B ANTEYHOW OpTraHMU3AlHU, IO
NPUYMHAM U YYaCTHHKAM.

19. Paznmuuaer QopmanbHble U HedopMalbHBIE OTHOLICHHS B (DapMalleBTHUECKOM
KOJUJICKTHBE.

20. AHanu3upyeT YpOBHH MPOQECCHOHATHHOTO OOIIEHHS B alITEYHOM KOJUICKTHBE.

21. BeiOupaeT npaBuia npoQeccHOHaTbHON KOMMYHHUKAIIUU B CHCTEME «(papMaIrieBT —
Bpay — MAalUEHT» B COOTBETCTBUU C 3aJaHHOW CUTYallUEH.

22. Ompenmensier  COOTBETCTBHE  NPOPECCHOHANBHBIX ~ CUTyalliidi  HOpMaM
(hapMaleBTHUCCKOM ATHKH U JCOHTOIOT HH.

23. MHcnonb3yeT HMHCTPYMEHTBl HMCKYCCTBEHHOIO MHTEIUIEKTa JUIsl  [IOMCKa,
CHCTeMAaTHU3aIluH U aHAIN3a TTPOo(dheCcCHOHATFHON HHPOPMAIIHH.

24. ®opMyaHpyeT KOPPEKTHBIC 3aPOCHl K CHCTEMaM UCKYCCTBEHHOTO WHTEJIIEKTa IS
peteHns yuyeOHBIX U POo(dhecCHOHATBHBIX 33/1a.

25. Wpentuduuupyer OMMOKH, OTPaHUYCHHS U TOTEHUHUAJIHHO HEIOCTOBEPHBIE
CBEJICHHS B pe3yJIbTarax padoThl CHCTEM UCKYCCTBEHHOTO WHTEIUIEKTA.

26. Koutpomupyer coOioneHne KOH(PHUISHIIMAILHOCTH W TPeOOBAHMA 3allUThI
NEPCOHANBHBIX JAaHHBIX HPU HCIOJIB30BAaHUM LUQPOBBIX TEXHOJOTHH M CHUCTEM
MCKYCCTBEHHOTO MHTEJUIEKTA.

27. ColimonaeT NPUHIUIBI aKaJIeMHUYECKOH JOOPOCOBECTHOCTH NPU WCIIOJIL30BAHUH
OUQPOBBIX  TEXHOJOTMH M  HCKYCCTBEHHOTO HMHTEJUIEKTa B y4yeOHOH U
npodeccroHaIbHOU ACATEILHOCTH.

28.  OmpenenseT  COOTBETCTBHE  CIIOCOOOB  WCIMOJB30BaHUS  IH(POBBIX
WHQOPMAIIMOHHBIX CHCTEM M WHCTPYMEHTOB HCKYCCTBEHHOTO WHTEJUIEKTa HOpPMam
npodeccroHaIbHON ATUKU U (papMalieBTUUECKON I€OHTOJIOTHH.

29. PasrpaHuumBaeT NpoQpECCHOHATIBHYIO OTBETCTBEHHOCTh (papMarieBra U
BCIIOMOT'aTCJIbHYKO POJIb CUCTEM HCKYCCTBCHHOI'O HWHTCIIJICKTA IIPpU TPUHATHUU
npodeCCHOHABHBIX PEIICHHUH.

30. OuenuBaer 3>((PEKTUBHOCTD UUPPOBBIX HWHCTPYMEHTOB U HCKYCCTBEHHOTO
HUHTCJIJICKTa B IIOBBIIICHHUHN Kadye€CTBa HpO(beCCHOHaHBHOfI KOMMYHUKaIlUU U
(hapMareBTHYeCKOTO KOHCYIBTHPOBAHHUSI.







Pexomenayemoe pacnpeneenue 600 PO

Ne Paznen MuHnMaJbHOE
koanvectso PO
1 Opraamsanys GpapMaeBTHIeCKON AeATeIEHOCTH 40
2 TexHonorust JekapCTBEHHBIX (HOPM 40
3 IIpoMbllIIeHHAS TEXHOIOT U JIEKAPCTB 40
4 O01re MeToIbI aHAIN3A JIEKAPCTBEHHBIX CPEACTB 30
5 dapMmaneBTHUECKAsT XUMUS 50
6 CrannmapTu3alys JeKapCTBEHHBIX CPEICTB 20
7 Tokcukonornyeckast XUMHUs 20
8 dapmMaKkoTHO3HA 60
9 CrannmapTu3alys JeKapCTBEHHOTO PACTHTEIBHOTO CHIPhS 60
10 dapmakoorus U papMaKoTepaITust 60
11 Knununueckas papmariys 60
12 VYrpaBieHue U SKOHOMHKA (papMaruu 50
13 Buodapmarnust 20
14 | OCHOBBI Hay4YHO-UCCIIEIOBATENILCKOMN 1EATEIBHOCTH 20
15 KoMMyHUKaTHBHBIE HABBIKM M HCKYCCTBEHHBIH HHTEIUICKT 30
Hroro He menee 600

Pacnpenencane MmoxeT OBITH cKOppekTupoBano [ VII mpu coxpanernu obmiero oo0séMa He Meree 600 PO u monHOTO
OXBaTa KOMIICTEHIIMH 00pa30BaTeIbHOM POrpaMMBI.

TpedoBanus k popmyauposke PO

KoMmnoneHnt TpeGoBanue
[podeccuonansroe DopMyupyeTcs Yepe3 U3MEPUMBIC IJIaroibl: HACHTUDHUIMPYET, U3TOTABIUBACT,
JeficTBUE aHAJIM3UPYET, PACCUYUTEHIBAET, KOHTPOJIHUPYET, BAIIMAUPYET, KOHCYJIETUPYET, OLICHUBAET,

perucTpupyer

OOBEKT [IeATeIbHOCTH JlexkapCTBEHHOE CPEACTBO, MEIULIMHCKOE U3JIETINE, PELEIIT, JIEKAPCTBEHHOE
pacTuTeNnbHOe ChIPhE, TEXHOIOTHYECKHUI NIpoLiece, MAaMeHT Win (papManeBTruIecKas

OpraHusanus

VemoBHS BEITIOIHEHMS Ha ocHoBanuu penenTta, HOpMaTUBHOIO JOKYMCHTA, q)apMaKoneﬁHoﬁ CTaThbH,

KIIMHUYCCKUX JTaHHBIX HUJIK PE3YyJIbTATOB J'Ia60paTOpHBIX HMCIBITAaHHA

[podeccronampHbIH
pe3yabrar

W3roroBieHHBIN npenapar, MpOTOKOJI aHaJIM34a, 3aKJIIOYCHUEC O Ka4YCCTBE, IIJIaH
(bapMaHGBTH‘IeCKOﬁ TMOMOILIN WJIN YHPABJICHYCCKOC PCIHICHUC

YPOBCHL OCBOCHUA 3HaeT u INOHUMACT; BBIIIOJHACT MO PYKOBOACTBOM; IPHUMCHSCT CaAMOCTOSATEIILHO,

OpTaHM3yeT U KOHTPOIHPYET

Merton olleHKH TectupoBanue, pacuérHas 3amaqa, MpoQecCHOHATBHBIN Kelic, 1aboparopHas padora,

TIPAKTUYCCKAs CTAHIMA WJIN 3alIMTa IPOCKTA

Texnnueckas cnenuuKanmus UTOTOBOI OLEHKH

ITapameTp TpeGoBanue

KoHTHHIeHT Bemyckuuku OI1 «Papmanns»

Hens Omnenka gocTikeHns KoHedHBIX PO ¥ rOTOBHOCTH K MpohecCHOHATBHOM
(hapMareBTHUECKON ICATEIbHOCTU

Orarn 1 KomnploTepHOe TecTUpoBaHue

O06béM dTama 1 150 TeCTOBBIX BOIIPOCOB

IIpo1oKUTENEHOCTD 210 MuHYT

IToporoBelii ypoBEHb

He menee 50%

Oram 2

Pemenue mpogecCHOHAIBHBIX CUTYAIIMOHHBIX 33139

PexomeHyeMblii
00bEM

He menee 10 KOMIUIEKCHBIX KEHCOB

Coneprxanue KelcoB

DkcnepTu3a perenTa, (apMareBTHIeCKOe KOHCYILTUPOBAHIE, TEXHOIOTHS, KOHTPOJIb
Ka4yecTBa, (hapMaKOHAA30p M JIOTUCTHKA

Pacnipenenenue
3a/laHui

ITo mpodeccrnonanbHBIM pa3zaenaM, KOMIETSHIIUSAM U YPOBHSIM OCBOCHUS

CyMMa yIennbHbIX
BECOB

100%

HTorosnie npogyKThI




Ne | lokymeHT MuHuMaJbHbIe TPEOOBAHUSA

1 | Peectp pe3ynbTaToB 00yUeHHS He menee 600 yHHKaIbHBIX U3MEpUMBIX PO

2 | Marpuiia COOTBETCTBHUS «KomrreTeHnns — qucuuIuimHa — npodeccuoHanbHast QyHKINI —
PO — MeToj ouieHKH»

3 | Texuunueckas crerduKanus CTpyKTypa 3K3aMeHa, yJeJIbHbIE BeCa, TUMbI U KONUYECTBO 3a1aHUiM

4 | Tlactopt GaHKa 3agaHui Pacripeznenenue TectoB, KEHCOB, 1a00PAaTOPHBIX M NPAKTHYECKUX
3aJaHui

5 | Ilepeuens npodeccnoHaNbHBIX PenentypHble 3aKk/1t04€HUs, TEXHOIOTHYECKUE KapThl, IPOTOKOJIBI

IIPOLYKTOB aHaJIn3a, OTYETHI U PEKOMEH IAINH

6 | DkcnepTHOE 3aKIIIOUEHHE ITonreepxaenue coorercTBud ['OCO, npuxasy Ne 4 u OI1
«Papmanusy

7 | IIpoTOKOJI YTBEpKACHUS Pemenue I'YII - nporokon

Kpurepun npuémkn

Ne | Kpurepnii NHauKaTop BBINOJIHEHUS

1 | KomnuectBo PO He menee 600

2 | OxBaT KOMIETEeHIUH 100% xommeteniwmii OI1

3 | OxBar AMCLUIUIUH 100% 06a30BbIX ¥ IPOYUIUPYIOMINX AUCIHUILUINH

4 | OxBat mpodecCHOHATBHBIX Bce ocHOBHBIC BHIBI (hapMaI[CBTUUECKOM ACSATEIbHOCTH

GbyHKITHI

5 M3mepumocth Kaxnpiii PO conepxuT HabmonaeMoe mpodeccHoHaIbHOE ISHCTBHE

6 | [IpakTHueckas HalpaBIEHHOCTh s xaxxnoro npoguisHOro PO onpenenén mpodeccnoHambHbII
MIPOIYKT

7 OLeHuMOCTb Jns xaxgoro PO ycTaHOBJIEH METO/ OLIGHKH

8 [IpocnexuBaemMocTb VYcranosieHa cBsi3b «HITA — xomnerenmnus — gucuuiuimaa — PO —
3aJaHHeY

9 | Texnuueckasi KOppEKTHOCTh CymMa yrenpHBIX BecoB crierdukanuu coctapisietr 100%

10 | YTBepxaeHue JIOKyMEHTBI pACCMOTPEHBI M YTBEP)KICHBI B YCTAHOBICHHOM IOPSAKE




