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OJIA P1, P2

JlexapcTBeHHBIC TIpeNapathl, ACHCTBYIOIIEE BEIIECTBO KOTOPHIX MPOU3BEACHO WM BBIICICHO M3 OMOJOTHYECKOTO
WCTOYHHKA U JJIS OTIpEJIeNICHNs] CBOMCTB M KauecTBa KOTOPHIX HEOOX0ANMa KOMOWHAITUS OMOJIOTHYECKUX U (PU3HUKO-
XUMUYECKUX METOJIOB

ObparieHre TeKapCTBEHHBIX CPEJCTB PETYINPYETC:

BemectBa HEOpraHM4eCKOro WM OPraHUYECKOTO MPOUCXOXKACHHS, UCIOJb3yEMbIE B IIpoLiEcCEe MPOU3BOJICTBA,
M3TOTOBJICHUS JICKAPCTBEHHBIX MIPEApaTOB )i MPUIAHHUS UM HEOOXOIUMBIX (PU3UKO-XUMHUECKUX CBOWCTB

K mexapctBeHHBIM cpemcTBaM 1m0 61-D3 oTHOCATCS:

JIOKyMEeHT, MOATBEPKAAIOIIHNH (DaKT roCyJapCTBEHHOW PErHCTPALMH JIEKapCTBEHHOTO MpenapaTa

JesTensHOCTD, BKITIOYAIOIIAs B €051 ONITOBYIO TOPTOBITIO JIEKAPCTBEHHBIMH CPEICTBAMH, UX XpPaHEHHUE, IIEPEBO3KY H
(WnM) PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH TIpenapaTaMH, WX OTIYCK, XpaHEHHe, MePEeBO3KY, M3TOTOBJICHHE
JIEKapCTBEHHBIX MpENapaToB

JlexapcTBeHHOE CpeNCTBO, HAXOASIIEeCs B 000pOTe ¢ HapyIIEHHEM TPaKAaHCKOTO 3aKOHOJATEITECTBA

Peakius opranm3Ma, BO3HUKINAS B CBSI3U C MPUMEHEHHUEM JICKAPCTBEHHOTO TIperapaTa B 033X, PEKOMEHIyEMBIX B
HMHCTPYKITUH 110 €T0 MPUMEHEHUIO, JIJIs TPO(HIAKTHKH, TUATHOCTHKH, JICUCHUS 3a00JICBaHUS WIN JJIs1 peaOIuTaIlluK
[IncrMeHHOE Ha3HAYEHHE JIEKApCTBEHHOTO IperapaTa 10 yCTaHOBIEHHOW (opMe, BBIIAHHOEC MEAWIIMHCKUM WIIH
BETEpUHAPHBIM Pa0OTHUKOM, UMEIONIMM Ha 3TO MpPaBO, B LENIAX OTIYCKa JICKAPCTBEHHOTO Tpernapara HiIH €ro
H3rOTOBJICHUS U OTIyCKA

K ¢apmanestuueckoii gesitensHoctd B PO nomyckarores numa:

OduuuanbHeli JOKYMEHT, pa3pellarolfii OCYIIECTBIEHHE YKa3aHHOrO B HEM BHIA JCSTENBHOCTH B TEUCHHE
YCTaHOBJIEHHOTO CpOKa W OINPEACISIONIMM O0sS3aTeNbHOe I HCIIONHEHWS TpeOOBaHWS M YCIOBHS €ro
OCYILIECTBICHUS

Jia momydeHus mpaBa Ha MPUOOpETEHNe, XpaHEeHHe, N3TOTOBJICHHE, OTITYCK U Peai3alliio HApKOTHIECKUX CPEICTB
Y TICHXOTPOIHBIX BEIIECTB, HEOOXOAUMO TIOJTYICHHE OTACTHHON JHIeH3ur. I MoydeHus TUIeH3UH HE0O0X0IUMO
MIPEACTaBUTH:

JInueH3upyroniye opraubl UMEIOT MPaBO MPUOCTAHOBUTD JEHCTBUE JIMLICH3UU B CIIyYae:

ATITEUHBIH KMOCK MOXKET OCYIIECTBIISATh BCE MEPSUNCIICHHBIC (DYHKITUH, KPOME:

Opranuzanusi, CTpyYKTYpHOE HOJpa3aeieHue MEAUIIMHCKON OpraHu3aliy, OCYIECTRISIOMINE POZHUYHYIO TOPTOBIIIO
JIEKApCTBEHHBIMU ITperapaTamMu, XpaHEHHUE, NIEPEBO3KY, U3TOTOBIECHUE U OTITYCK JIEKAPCTBEHHBIX MPENapaToB AJIs
MEJMIIMHCKOI'O TIPUMEHEHHS B COOTBETCTBHH € TpeOoBaHUsIMHU DeiepaibHOro 3aKoHa

B cootBercTBUU ¢ [Ipukazom Munzapascoupa3sutust NoS53H K aniTe€YHbIM OPTraHU3alUsIM HE OTHOCSITCS:

B cootserctBum ¢ [Ipuxazom Munzapasconpa3utust Ne5S53H antexu ObIBaioOT:

denepalbHbId 3aKOH, YCTaHABJIWBAIONIMM MPAaBOBbIE OCHOBBI T'OCYJAapPCTBEHHOW MOJIMTUKH B cdepe obopora
HapKOTUYECKNX CPEICTB, NMCUXOTPOIHBIX BEIIECTB U HMX MPEKYPCOPOB, a Takke B 00JaCTH MPOTHBOICHCTBUA UX
HE3aKOHHOMY 000pOTY B IEJISIX OXPaHbl 30POBbS IPaXKIaH, TOCYIapCTBEHHOH 1 00IIECTBEHHOH 0€30MacHOCTH:
BemecTtBa, wucnonbp3yeMble TpH TMPOHM3BOJCTBE, HW3TOTOBJICHWUHU, TMepepadoTKe HAPKOTUYECKUX CpPEACTB U
TICUXOTPOIHBIX BEIICCTB

CwMmech BemecTB B JTFOO0M (DPH3NYECKOM COCTOSHUH, COZep Kaliasi OJHO MJIM HECKOJIIBKO HAPKOTUYECKUX CPEJCTB MIIH
TICUXOTPOIHBIX BEHIECTB MO0 OJMH MM HECKOJIEKO TPEKYPCOPOB

Cnmcok HapKOTHYECKHX CPEACTB, TICUXOTPOITHBIX BEIIECTB M WX IMPEKypCcOpOB, 00OPOT KOTOPHIX B PoccHiickoif
®depepannu 3anpeuieH

CrucoKk HapKOTHYECKUX CpEJICTB M TCHXOTPOIHBIX BeliecTB, 00opoT koTopbix B Poccuiickoit ®deneparyn
OTPAaHUYCH W B OTHOIIEHUH KOTOPBIX YCTAHABIMBAIOTCS MEPHI KOHTPOJIIS

CIMCcOK TICUXOTPOITHEIX BEUIeCTB, 000POT KOTOPHIX B Poccuiickoit denepanny orpaHUYeH U B OTHOIIEHUH KOTOPBIX
JIOITYCKAETCS NCKITIOYEHNE HEKOTOPBIX MEP KOHTPOIIS

Crucok TNpeKypcopoB, 000poT KOTopbix B Poccuiickori denepanuu OrpaHMYeH W B OTHONIEHHWH KOTOPBIX
YCTaHABIMBAIOTCSI MEPBI KOHTPOJIA

[Ipu hopmupoBaHUHT TAOIHUIT IPEKYPCOPOB YUNTHIBAIOTCS:

B MemuuuHCKMX [ENsSX MOTYT HCIONb30BAaThCS HAPKOTUYECKHE CPEJCTBA M IICUXOTPOIHBIC BEIIECTBA,
3aperucTpupoBaHHbIe Ha TeppuTopun PD 1 BHECEHHBIE B CIUCKU:

He nomyckaercs WHCHONB30BaHUE HAPKOTHYECKUX CPEICTB M ICUXOTPOMHBIX BEUIECTB WHIUBUIYyAIbHBIMU
NpEANPUHUMATEISIMHU, OCYIIECTBIISIIOIIMMHI MEIUIIUMHCKYIO IEATeIbHOCTh, BHECEHHBIX B CITUCKHU:
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B coorBerctBuM ¢ @DenepanbHbIM 3aKOHOM «O HApKOTUYECKHUX CPEICTBAX M IICUXOTPOIHBIX BEIIECTBAX»
IOPUIIMYECKUE JIMIA, OCYIIECTBISIOMINE JCATENbHOCTh, CBS3aHHYIO C O0OpPOTOM HAapKOTUYECKUX CPEICTB,
MICUXOTPONHBIX BEIIECTB M BHECeHHBIX B CHHUCOK | mpekypcopoB, IOpuAMYECKHE JHLIA W HHIUBHIYAIbHBIC
NPEANPUHUMATENIH, OCYILECTBISIIOIIME JeATeIbHOCTh, CBSI3aHHYI0 C O0OpPOTOM IIPEKYypCOpOB, a TaKxke
OCYIIECTBIISIIOIINE TPOU3BOJCTBO MPEKYPCOPOB, O0S3aHBI IPEIOCTABIATH CICAYIOIINE CBEICHHS:

JlexapcTBeHHOE CpEICTBO B BHJE OJHOTO MJIM HECKOJIBKMX OOJagaroIuX (apMaKoIOTHYeCKOM aKTHBHOCTBHIO
JEHCTBYIONINX BEIIECTB BHE 3aBUCUMOCTH OT TPUPOABI IPOMCXOXKICHWs, KOTOPOE NPEJHA3HAYEHO JUIA
MPOM3BOJICTBA, M3TOTOBIICHHS JICKAPCTBEHHBIX MPENapaToB U onpeaenseT ux 3pPpekTuBHOCTh

BemecTBa HEOPraHMYECKOTO HIJIM OPTaHWYECKOTO TPOHUCXOXKACHUS, HCIONb3yeMbIE B IPOLECCE IIPOU3BOICTBA,
W3TOTOBJICHUS JIEKAPCTBEHHBIX MPEMApaToB AJIsl MPUIAHHUS UM HEOOXOIUMBIX (PU3UKO-XUMHUYECKIX CBOHCTB
JlexapcTBeHHBIE CpEACTBA B BUJE JICKAPCTBEHHBIX (POPM, IPUMEHAEMbIE UT IPOGUIAKTUKY, AMATHOCTUKH, JICUECHHS
3a00s1eBaHus, peaOMINTALNY, TSl COXPAaHEHMS, IPEIOTBPALLCHUS HIIH IIPEPhIBaHUS OEPEeMEHHOCTH

Copep:xaHne OJHOTO WJIM HECKOJIBKUX JAEUCTBYIOIIMX BEUIECTB B KOJIMYECTBEHHOM BBIPQ)KEHHU Ha €AMHUILY J03BI,
WIN eAUHUILYY 00beMa, WU €IMHUILy MAacChl B COOTBETCTBHH C JIEKAPCTBEHHOHN (hOPMOIi OO Uil HEKOTOPBIX BUIOB
JIEKApCTBEHHBIX (DOPM KOJIMYECTBO BHICBOOOKAAEMOI0 M3 JICKAPCTBEHHOW (OpMBI ACHCTBYIOIIETO BELIECTBA 3a
€MHUILY BpEMEHU

Exerogno ytBepxknaeMbiii IlpaBurenbctBoM P® mnepeueHb JEKapCTBEHHBIX NPENapaTroB Uisl MEIULUHCKOIO
MPUMEHEHHS], 00eCTIeUNBAIOIINX TPUOPUTETHBIE TOTPEOHOCTH 3/IPABOOXPAHEHHUS B LENAX MPOPUIAKTUKH U JICUCHHS
3a0o0neBaHuii, B T.4. Ipeo0IaIalonIiX B CTPYKType 3abomeBaemocty B PO

JlexapcTBeHHBIE mNpenapaThl, MpeJHa3HAUEHHbIE MCKIIOYUTENBHO ISl AMArHOCTUKM WM TaTOreHETHYEeCKOro
JICYCHUS PEIKUX 3a00JICBaHUH

JlekapcTBeHHBIE IIpeNapaThl, NpeIHa3sHaYeHHbIE Ul YOPMUPOBAHUS AaKTUBHOT'O MJIM ITACCUBHOI'O MMMYHHUTETA JIMOO
JUAarHOCTHKHA HAIW4YUS HMMMYHUTETAa WO JUArHOCTHKH  CHENU()UYECKOro MpHOOPETEeHHOTO HM3MEHEHHUs
MMMYHOJIOTHYECKOTO OTBETA Ha AJUIPTH3UPYIOIIKE BEIIECTBA

BakuuHbl, aHaTOKCHHBI, TOKCHUHBI, CBIBOPOTKHM, MMMYHOTJIOOYIHHBI U aJUIEPreHbl OTHOCATCA K JIEKApPCTBEHHBIM
rpernapaTam:

JlekapcTBeHHBIE TpenapaThbl, MPOU3BOACTBO KOTOPBIX OCYILECTBISIETCS C HCHOJIb30BAHHMEM OHMOTEXHOJIOTHYECKUX
MPOLIECCOB U METOAOB, THOPHUAOMHOTO METO/Ia K METO/Ia MOHOKJIOHAJIbHBIX aHTHUTE

JlekapcTBeHHBIE Tpenapathl, GapManeBTHUECKast CyOCTaHIMsI KOTOPBIX SIBJISETCS PEKOMOWHAHTHOW HYKJIEWHOBOM
KHCJIOTOH WM BKJIOYAaeT B ce0S PEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIJIOTY, MO3BOJISIOLIYIO OCYLIECTBIISTH
peryaupoBaHue, pernapaiuo, 3aMeHy, J00aBIeHNE WK yIaIeHIEe TeHETHYECKOH [TOCTIeI0BATEIbHOCTH
JlekapcTBeHHBIE TIpemapaThl W (apMaleBTHUECKHE CyOCTaHIMM, COAEpKAllMe HApPKOTHYECKHE CpPEACTBA H
BKJIIOUeHHBbIE B [lepeueHh HApKOTHYECKUX CPEACTB, IMCUXOTPOIHBIX BELIECTB M MX IMPEKYypCOPOB, MOJUIEKAIINX
KoHTpoiro B Pocculickoit @enepanuu

JlekapcTBeHHBIE TIpemaparhl M (papMaleBTHYECKHE CYOCTaHLWH, COAEp)Kallhe IICUXOTPOIIHBIE BeELIeCTBA H
BKJIIOUeHHbIE B IlepeueHh HApPKOTHYECKHX CPEACTB, IMCUXOTPOIHBIX BEUIECTB M HX IPEKYypCOPOB, MOJUIEKAIINX
KoHTpomo B Poccuiickoit denepanun

JlekapcTBeHHBIN Mpenapar, KOTOpPbI HMMEET TaKOM € KAadeCTBEHHBIM COCTaB M KOJMYECTBEHHBI COCTaB
JICHCTBYIONIMX BEIIECTB B TAaKOH K€ JIEKapCTBEHHOH (opme, 4To M pedepeHTHBI JIeKapCTBEHHBINH IMpernapar,
OMO3KBHUBAJICHTHOCTh WM TEpaleBTUYECKas OSKBUBAICHTHOCTb KOTOPOTO pe(epeHTHOMY JIEKapCTBEHHOMY
MperapaTy HOATBEPXKIeHA COOTBETCTBYIOIINMH HUCCIIETOBAHUSIMHI

Bronornueckuii gekapcTBeHHBIN Mpenapar, CXOXHUHA M0 IapaMerpaM KadecTBa, 3pQeKTUBHOCTH 1 0Ee30IacHOCTH ¢
pedepeHTHBIM OHOJIOTHYECKUM JIEKAPCTBEHHBIM IPENapaToM B TaKOW JK€ JIEKapCTBEHHOH (opMe M HMMEroImui
WICHTUYHBIN cr10co0 BBEICHUS

JlekapcTBeHHBIH MpemnapaT ¢ JOKa3aHHOW TEpaneBTUYECKOH 3KBUBAJCHTHOCTHIO WM OHMOIKBHUBAJIEHTHOCTHIO B
OTHOIICHWU pedepeHTHOro JeKapCTBEHHOTO IMpernapara, NUMEIONIN SKBHBAJCHTHBIE €My KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI COCTAaB ACHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEJbHBIX BELIECTB, JIEKAPCTBEHHYIO (OpPMY H
crnoco0 BBeJCHUS

JlexapcTBEHHBIN IIpenapar, IPOU3BEACHHBIN WM W3TOTOBJICHHBIA U3 OJHOTO BHJA JIEKAPCTBEHHOI'O PACTUTEIIBHOTO
CBIpbS WJIM HECKOJNBKMX BHUIOB TaKOTO CBIPbS M peaju3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUYHON
(OTpeOUTENHECKON) YITAKOBKE

JlekapcTBeHHBIH TpemapaT, NPOM3BEACHHBIM WM HM3TOTOBICHHBIM U3 (papMaleBTHYECKOH CYOCTaHIMH WM
(dapManieBTHYeCKUX CyOCTaHLIMII B COOTBETCTBMH C TpeOOBaHMSMH OOmMX (apMakomeWHBIX cTaTed K
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TrOMEONaTHYECKUM JICKAPCTBEHHBIM IIperapaTtaM WM B COOTBETCTBUU C TpeOOBaHUSIMU (apMaKoOled CTPaHBI
MPOU3BOJUTEINSI TAKOTO JIEKAPCTBEHHOTO MpernapaTa

HaumenoBanue pelcTBylomero BemiecTBa ¢apManeBTHUECKOW cyOCTaHIUM, pekoMeHnoBaHHOe BcemupHoi
OpraHmu3anuen 3paBooOXpaHeHUs

HanmeHoBaHue IeKapCTBEHHOTO CpEICTBa, NMPUCBOEGHHOE €ro pa3pabOoTUMKOM, JAep)KaTeleM WIH BiaJelbleM
PETHCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIperapara

HammeHoBaHWe feKapCTBEHHOTO Iperapara, He WMEIOIIEro MEeXIYHApOIHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHWS,
WM KOMOMHAIMM JIEKAPCTBEHHBIX IPENapaToB, HCIOJIb3yeMOEe B LENX OObEJUHEHHs] MX B TPYIIY NOJ €AHHBIM
HauMEHOBaHWEM HCXO/IS M3 OJJUHAKOBOTO COCTaBa ACHCTBYIOIIUX BEIIECTB

JIOKyMEHT, YTBEP)KICHHBIA YIOJTHOMOYCHHBIM (hefepaabHbBIM OPraHOM HCIOJHUTENBHON BIACTH M COAEpIKAIMN
MepedeHb MoKazaTenel KayecTBa 1 METOA0B KOHTPOJIIS Ka4eCcTBa JIEKApCTBEHHOTO CPECTBA

JIoKyMeHT, cofepamuii IepedeHb ONpeAeNIeMbIX M0 Pe3yiIbTaTaM COOTBETCTBYIOIIMX JKCIEPTH3 ITOKa3aTelen
KayecTBa JICKAPCTBEHHOTO CPEACTBA Ui MEOUIMHCKOIO TPUMEHEHHs, METOJOB KOHTPONS €ro KadecTBa U
YCTaHOBJICHHBIHN €ro MPONU3BOIUTEIEM

CoOTBETCTBHE JIEKAPCTBEHHOTO CpPEACTBA TPeOOBaHHMAM (apMaKOMEHHOW cTaThW JIMOO B Clydae €€ OTCYTCTBHUS
HOpMaTHBHOﬁ JOKYMCHTallMU WJIM HOPMAaTUBHOTO JOKYMCHTA - 3TO

XapakTepHucTHKa JIEKaPCTBEHHOTO CPEJCTBA, OCHOBaHHAS Ha CPABHHUTEIHHOM aHanm3e ero 3(h(EeKTHBHOCTH U PUCKA
IPUYUHEHUS Bpea 310pPOBBIO

XapakTepHuCTHKa CTETICHH TOJIOKUTEINBHOTO BIHMSHHS JIEKAPCTBEHHOTO Tpenapara Ha TeUeHHUe, MPOIOJHKUTEIHHOCTh
3a00JI€BaHUsl WM €ro IpeloTBpalleHue, peaOWINTaluIo, Ha COXpaHEHWe, MPeNOTBpAllcHUe WM TMpephIBaHHE
OepeMEHHOCTH

KomnoBoe ob6o3HaueHmEe, MPUCBOSCHHOE JIEKAPCTBEHHOMY TIpernapary MpH ero ToCyIapCTBEHHOW PETUCTPAITUH - ITO
Opranuzanus, oOnagaromas MpaBaMy Ha PE3yNbTaThl JOKIMHHUYECKHX HMCCIEAOBAaHHMN JIGKAPCTBEHHOTO CPEJNCTBA,
KIIMHUYECKUX HCCIIEOBaHUH JIEKApCTBEHHOTO TpemnapaTa U (MiM) Ha TEXHOJOTHIO MPOU3BOJCTBA JIEKAPCTBEHHOTO
cpencTBa

JlekapcTBEeHHOE CPEICTBO, COMPOBOXKIAEMOE JI0KHOM HH(POpMAaIHel 0 ero coctaBe U (WIJIK) MPOU3BOIUTENC
JlexapcTBeHHOE CpeNCTBO, HE COOTBETCTBYHOIee TpeOoBaHMsIM (hapMmakoreliHOW cTaTbu JHOO B Ciydae ee
OTCYTCTBUA Tpe60BaHI/IHM HOpMaTHBHOﬁ JOKYMCHTallMU WX HOPMATUBHOT'O JJOKYMCHTA

CBofHOE M3JIOKEHHE PE3YyJIbTATOB JOKIMHHYECKOTO HCCIIEIOBAHHS JIEKAPCTBEHHOTO CPENCTBA M KIMHUYECKOTO
WCCIIEIOBAHMUS JICKAPCTBEHHOTO TIperiapara il MeIUIIMHCKOTO TPUMEHEHUS

HexenarenpHasi peakuuss OpraHu3Ma, CBsi3aHHas C NPUMEHEHHEM JIEKapPCTBEHHOTO IperapaTa, NpUBeAlIas K
CMEpPTH, BPOXKIEHHBIM aHOMAJIWSIM WM TOPOKaM pPa3BUTHS IMOO TPEACTABIAIONMAs COOOW yrpo3y KHU3HH,
TpeOyromiasi TOCIUTAIN3AIMN WU TPUBE/INAs K CTOMKOM yTpare TpYJA0CIOCOOHOCTH U (MITH) UHBAJIHIHOCTH
I'ocyaapcTBeHHBIH KOHTPOJIb (Ha30p) B cdepe oOpaleHns JJeKapcTBEHHBIX CPEICTB HE BKIIIOYAET B ceOsl:
dunraHCcOBOE 0OecnieueHne pa3paboTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS 32 CUET:

I'ocynapcTBeHHOM perucTpanuy moJyIekKar:

DKcrnepTh3a JeKapCTBEHHBIX MPenapaToB ISl MEAULUHCKOTO IPUMEHEHHS BKIIIOUaeT B ceOsl:

Ilepeyenr  NEKapCTBEHHBIX  NPENApPAaTOB,  NPOWIEAIIMX  TOCYJApPCTBEHHYIO  PETHCTPALMI0,  IEPEUYEHb
(hapmareBTHYECKNX CyOCTaHIINH, BXOISAIINX B COCTaB JIEKAPCTBEHHBIX MTPETIapaToB

IOpunuueckoe nUIO WM MHAMBUIYAIbHBIH NpeIIpUHUMATENb, OOpaTHBLIMECS B JIMLEH3UPYIOLIMA OpraH c
3asIBJICHUEM O MPEIOCTABICHUH JIUTICH3UN

K nonHOMOYHAM JIMIIEH3UPYIOIIMX OPraHOB HE OTHOCHUTCSI:

CpoK AeiCTBUS JINIICH3UH:

[IpenensHO JOMyCTHMOE KOJIMYECTBO HAPKOTHUYECKOTO CpEACTBA, MCHUXOTPOIMHOTO BENIECTBA M UX MpeKypcopa,
coJieprKalllerocsl B mpenaparax, yTBep:KaeH

Kpanudukanuonusie TpeOOBaHUS K MEJUIIMHCKUM U (papmanieBTHYecKuM pabOTHHUKAM C BBICIIMM 00pa3oBaHUEM
110 HaMPaBJICHHUIO MMOATOTOBKHU «3/1paBOOXpaHEHHE U MEIUIIMHCKIE HAYKI» YTBEPKICHBI:

[lepeuens JlexkapCcTBEHHBIX CPEACTB I METUIIMHCKOTO MPUMEHEHUS, MOUICKALINX MPEIMETHO-KOTUIECTBEHHOMY
Y4eTy YTBEPKACH

WHCTpyKIMS 1O KOHTPONIO KadecTBa JIEKAPCTBEHHBIX CPEICTB, HM3TOTOBISIEMBIX B aNTEYHBIX OpraHMU3alUsIX
(anTexax) yTBEpIKIeHa:

[Ipu KOHTpOIIE IEKapCTBEHHOTO MpenapaTa nepes OTIYCKOM U3 alTeK He MPOBEePSeTCs:

Hopwmbl ectecTBeHHON yOBIIM JIEKAPCTBEHHBIX CPEICTB M HM3IENUNA METUIMHCKOTO HA3HAUYeHHWS B alTeYHBIX
OpTaHU3aIHAX HE3aBUCHMO OT OPTaHU3AIIMOHHO-TIPaBOBOI (POpMbI U POPMBI COOCTBEHHOCTH YTBEPKICHBI:
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HHCTpyKIUS 110 CAHUTAPHOMY PEKUMY alTEIHBIX OpraHU3aIvii (alTeK) yTBEepKAeHa:
IOpunuueckoe MO HE3aBUCHMO OT OPraHW3ALMOHHO-TIPaBOBOH (OPMBI, OCYIIECTBIsIONIEE (apManeBTHUECKYIO
JESATSILHOCTh
dusnyeckoe U0, KOTOpoe UMEeT (PapMareBTHICCKoe o0pa3oBaHue, padoTaeT B (hapMaIieBTHIECKON OpraHnu3ainu
U B TPYAOBBbIC OOS3aHHOCTH KOTOPOTO BXOJSAT ONTOBAash TOPTOBIIS JICKAPCTBEHHBIMHM CPEJCTBAMH, MX XPaHCHUE,
nepeBo3ka W (WIM) PO3HMYHAS TOPrOBIS JICKAPCTBEHHBIMU TpemapaTtaMy Ui METUIIMHCKOTO MPUMEHEHUsI, UX
M3rOTOBJICHUE, OTITYCK, XpaHEHHE U ITEPEBO3Ka
MHCcTpyKIus 10 OpraHU3aliiy XPaHEHUs B alTEYHBIX YUPESKICHUSIX Pa3IMUHBIX TPYII JCKAPCTBEHHBIX CPEJCTB U
W3JICTTUI METUITUTHCKOTO HA3HAUCHHS
JIJis cOXpaHEHUs Pe3MHOBBIX M3JICIUI B IOMEIICHUSIX XpaHSHHSI HE00OX0IUMO:
Kommieke meponpusituii mo Hanbonee 3pPEeKTUBHOMY pa3MENIeHHIO TOBapOB M MH()OPMAIMOHHBIX MAaTEpUAIOB B
anTeke C [EeNBI0 CKOpPEeHIel pealn3alii TOBAPOB ¥ CTUMYJIMPOBAHUS MTOKYIATENs B PEIICHUH O TIOKYITKEe
K nensm Mepuannaif3suara He OTHOCHTCSI:
30Ha ajanTanyy U NPUBBIKAHUS B alITEKE OTHOCSATCS K
30Ha 10 MPaBoi CTOPOHE B HaYaJle MOKYNATeIbCKOTO MOTOKA, & TAKIKE 30HBI PACTIONIOKEHHBIE OKOJIO Kacc
30Ha OKOJIO BBIXO/Ia C JIEBOM CTOPOHBI M B KOMMEPUYECKOM IIIaHe aOCOIOTHO HEBBITOAHOM
ArnTexka MOXKET OCYIIECTBIIATh CIEAYIONINe (QYHKITNH:
VYkaxknuTe NpaBHIBHYIO MOCIEIOBATENFHOCT: ANTEUHOMY YUPEKACHUIO TPU OTKPBITHH, HE3aBHCUMO OT (POpMBI
COOCTBEHHOCTH HEOOXOMMO TOTYIHTh:
a) JIMLECH3UIO
0) JOKYMEHT, TIOJITBEPIKAAFOINNI TPaBO HA 3aHATUE (apMaIeBTHUCCKOM eATSIbHOCThIO
B) CBHJICTEJIBCTBO O PETHCTPAIUH FOPUIUIECKOTO JINIA
JInueHsupyroniye oprassl UMEOT IIPABO:
[Nepeuncnute BUIBI OTIYCKOB:
[TpoKOMmKHUTENEHOCTh €KETOJHOTO OIIAYNBACMOT0 OTITYCKA COCTABIISCT:
CoOBOKYIMHOCTh TPaB, O00S3aHHOCTEH M OTBETCTBEHHOCTH PAa0OTHHKOB MCXOJS M3 TPYJIOBOTO BKJIajga OTAEIBHOTO
pabOTHUKA U TPAHHUIIBI KOMITCTCHITUH
Bosnarpaxaenue 3a Tpya B 3aBUCHMOCTH OT KBalH(UKAIUK PaOOTHHKA, CIOKHOCTH, KOIUYECTBA, KayecTBa U
YCIIOBHI BBITIOJIHIEMOU pabOThI, & TAKIKE KOMIICHCAIIMOHHBIC BHIIIATHI U CTUMYJIUPYIOIINE BBITUIATHI
DUKCUPOBAHHBIA pa3Mep OIJIaThl Tpylda pabOTHUKA 3a BBIMOJHEHHWE HOPMBI TPYJa ONPEACICHHONW CIOXHOCTU
(xBayMpUKAIINN) 32 €IMHUILY BPEMEHU 0e3 yueTa KOMIEHCAI[OHHBIX, CTUMYJIMPYIOIINX U COIIMAIbHBIX BBHITUIAT
BeinonHeHre pabOTHUKOM JAPYrod peryiaspHOW oOIuiadyuBaeMoi pabOThl Ha YCIOBHSAX TPYIOBOTO JOrOBOpa B
CBOOOJTHOE OT OCHOBHOM pabOTHI BpeMst
Bpemsi, B TeueHune KOTOpOTO PabOTHHUK B COOTBETCTBHH C TMpaBUJIaMU BHYTPEHHETO TPYAOBOTO pPACIOpSAKa U
YCIIOBHUSMHU TPYJIOBOTO JIOTOBOPA JOJKEH HCIOJHSITH TPYAOBBIE 00S3aHHOCTH, a TAK)KE WHBIC MEPUOJbI BPEMEHH,
KOTOpPbIE B COOTBETCTBUHU C TPYI[OBLIM KOI[CKCOM, ApyrumMu q)eI[epaJIBHBIMI/I 3aKOHaMU U MHBIMHW HOPMATHBHBIMU
paBoBEIME akTamu Poccutickoit degeparuul OTHOCATCS K pabodeMy BpeMeHHU
YKaxuTe JOKYMEHT, KOTOPBIN SBJISIETCA OCHOBAaHMEM IS HAUHMCIICHHS 3apab0THOMN TIaThl paOOTHUKY
HopmanbHast npoIoJKUTeTbHOCTh padodero BpeMeHu 1o TpyoBoMy KOJIEKCY HE MOXKET IPEBbBIIIATh
[IpaBoBO#l akT, pEryaUpPYIONIMN COIMAIBLHO-TPYAOBbIE OTHOIICHHWS B OPraHW3allMd WIH Y WHAWBHIYaJIEHOTO
MPEAPUHUMATEIIS U 3aK/IF04aeMblii pa0OTHUKAMHK U pab0TOIaTeNIEM B JIMIIE MX HPEACTaBUTENCH
Cornamenne Mexay paborojareneM M paOOTHHUKOM, B COOTBETCTBHHM C KOTOPBIM paboTodarens o0sa3yercs
MPEIOCTaBUTh PaOOTHUKY paboTy 10 OOYCIIOBJICHHON TpyAOBOW (YHKIMH, OOECIICYMTh YCJIOBUSA TpYyIa,
npeaAyCMOTPECHHBIC TPYAOBBIM 3aKOHOAATCIIBCTBOM W MHBIMU HOPMATUBHBIMU IIPABOBBIMU aKTaMH, COACPKAIIUMU
HOPMBI TPYAOBOTO IIpaBa, KOJUICKTUBHBIM JIOTOBOPOM, COTJIAIIICHUSMH, JIOKAIGHBIMH HOPMATHBHBIMU aKTaMU H
JIAHHBIM COTJIAIIGHUEM, CBOEBPEMEHHO W B TIOJHOM pa3Mepe BhIIauuBaTh pabOTHUKY 3apaboTHYIO IUIaTy, a
PpabOTHUK 00S3YETCS JIMYHO BBIMOJHATH ONPEACICHHYIO STUM COTJIAIIICHHEM TPYJOBYIO (YHKIIMIO B MHTEpECax, MO/
YOpaBICHUEM W KOHTpPOJeM paboTomarens, coOOMIOAaTh NpaBHia BHYTPEHHETO TPYIOBOIO PACIOPSIKA,
JICHCTBYIONIHE Y JAHHOTO paboToAaTENs
[Tpu yBOoMBHEHNH 1O COOCTBEHHOMY KETaHUIO0 PA0OTHUK MPEeAYyIpExIaeT padoToaTeINs
3anmcu B TPyIOBOI KHIKKE IMTPOU3BOJISATCS HA OCHOBAHUH BCEX MEPEUNCIICHHBIX JJOKYMEHTOB, KpOME:

Jnst MeaunuHCKUX pabOTHUKOB YCTAaHABJIMBAETCS COKPAIICHHAS MPOIOJDKUTEIHHOCTh pabovyero BPEeMEHU HE
Oonee

[Ipuka3s (pacnopsbkeHne) padoToaaTess 0 mpueMe Ha paboTy OOBSBISIETCSA paOOTHUKY 1O POCIIUCH



102. TIlpu mpueme Ha paOOTy HMCHBITATENBHBIH CPOK HE MOJDKEH IPEBBINIATh (KPOME PYKOBOAWTEIS W TJIABHOTO
Oyxrantepa)

103. 3adukcupoBanHas Ha HOCHTENE HHPOPMALHS C PEKBU3UTAMH, O3BOJISIIOIINMHY €€ WACHTH(PHULINPOBATH

104. [learenbHOCTh, OOECICUMBAIOMAs JIOKYMCHTUPOBAHUE, JOKYMEHTOOOOPOT, OMNEPAaTHBHOE XpaHCHHE WU
WCTIONB30BaHKE JOKYMEHTOB

105. VYkaxuTe, Kakue JOKYMEHTHI OTHOCSTCS K PAaCIIOPSAUTEIbHBIM

106. VYxaxwure, Kaknue QyHKIUH BBITIOIHIIOT JOKYMEHTHI:

107. CucreMaTH3MpOBaHHBIA TepevYeHb HAMMEHOBAaHWH i, 3aBOAMMBIX B JEJIONPOU3BOJICTBE OPTraHU3alUH, C
YKa3aHHEM CPOKOB MX XPaHEHHMs, 10 YCTaHOBICHHOH (hopme

108. B cmyuae, eciiu cpOK OKOHYAHHSI JCHCTBUS JTULIEH3UHN HE YKa3aH, TO OHA JICHCTBYET:

109. Co3aaHuto O1aroNpUATHOTO COMUATEHO-TICHXOJIOTHYECKOTO KITMMATa B KOJJICKTHBE HE CIIOCOOCTBYIOT:

110. HopmanbHOe TIPOSBICHUE COIHATBHBIX CBA3CH M OTHOIICHWA MEXKIY JIOJBMH, CIOCO0 B3aUMOJICHCTBHSI MPH
CTOJIKHOBEHHM HECOBMECTUMBIX B3IJISI0B, TO3WIUA M HMHTEPECOB, MPOTHBOOOPCTBO B3aHMMOCBS3aHHBIX, HO
MIPECIEYIOKX CBOM LIENH ABYX U 00Jjiee CTOPOH

111. K ocHOBHBIM OOBEKTUBHBIM MPUYUHAM KOH(IUKTOB HE OTHOCHUTCS:

112. CnoxHas cucTema, COCTOSINAs U3 MHOXKECTBA CBSI3aHHBIX MEXy OO0 Py JIOACH U OTACIBHBIX JINYHOCTEH

113. TloOyxaeHne Opyroro 4ejaoBeKa K MEepeKHBAHHUIO OMPEIEICHHBIX COCTOSIHUNA, U3MEHEHHUIO OTHOIIEHUS K YeMy-
100, TPUHATUIO PEIICHUH U BBIOJIHEHUIO ACUCTBHMA, HEOOXOAWMBIX Ml JOCTHIKCHUS HHHUIMATOPOM CBOHX
COOCTBEHHBIX LieNeil

114. Pon TpynoBO# JEATENBHOCTH YeNOBEKa, BJIAACIONIETO KOMIUIEKCOM CHEIHAIBHBIX TEOPETUYECKUX 3HAHHUA U
MPaKTUYECKUX HABBIKOB, MPUOOPETEHHBIX B PE3YJIbTATe CIEIUAILHON MOATOTOBKH, OIBITA U CTa)a PadOThI

115. Kommiekc B3aWMOCBS3aHHBIX JKOHOMUYECKUX, COLMAIbHBIX, MEIWLHMHCKUX, IICUXOJIOTHUYECKUX H
MEeIarornIeckuX MEpOIPHATHH, HAalpaBICHHBIX Ha (OpPMUpOBaHHE MPOPECCHOHANBHOTO NPHU3BAHMS, BBISIBICHHS
CIOCOOHOCTEN, HHTEPECOB, MPUTOTHOCTH U APYTUX (PAKTOPOB, BIUSIONIMX HAa BBIOOP MPOGECCHH WIN CMEHY poia
JESITeNbHOCTH

116. BszauMHOe mnpuCIOCOOJeHHE pPAa0OTHUKA W OPraHU3allid, OCHOBBIBAIOIIUECS HA IMOCTCIICHHOM BKJIFOUCHUHU
paboTHHKA B MpoLecC MPOU3BOJACTBA B HOBBIX ISl HETO NPO(ECCHOHATBHBIX, ICUX0()HU3NOIOrHYECKIX, COLAIbHO-
TICUXOJIOTHYECKHX, OPTaHU3aIMOHHO-2IMUHICTPATHBHBIX, SKOHOMHUYECKHIX, CAHUTAPHO-TUTHEHNUECKUX W OBITOBBIX
YCIIOBHSX TPYZA U OTIbIXA

117. ®opma npodeccHOHATFHOTO W TPYIOBOTO O0YYEHHS MOJOJBIX PAOOTHHUKOB B IEJISAX MOJYYCHUS U OBICTPEHIIETO
oBIaJieHMs podeccrei (CnennanbHOCTRIO), Pa3BUTHS TPOPECCHOHATLHON U TBOPYECKOH aKTHBHOCTH, aJIalTalliy B
PYAOBOM KOJIJIEKTHBE

118. K TexHOJOrHMYeCKHM XapaKTepUCTHKaM Mpodeccru He OTHOCSTCS:

119. OcuoBHBIMH popMamu IPOPOPUEHTATMOHHON PaOOTHI SIBISIFOTCS:

120. [Ilpouecc pa3BUTHS, W3MEHEHUS KOH(IUKTA MO BO3JCHCTBUEM €ro BHYTPEHHMX MEXAaHM3MOB M BHEIIHHX
¢dakTopoB



