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NOJIOKEHUE

06 opranuzauuu paboTel M0 COOIIOACHHIO METHIMHCKUMH H (papMalleBTHYEeCKHMH paboOTHHKAMH,
PYKOBOAMTEAEM MEIHIHHCKOH OPraHu3aluy OrpaHHYCHHIH, NMPHMEHSIEMBIX NPH OCYLIECTBJIEHIH
nvu  npodeccHonaabnoil  aesiteabnoctn B [ocynaperBeHHoOM  OI0/UKETHOM  yUDEKIEHHH
sapaBooxpanennsi  «ObaactHan  Tybepkyaesnasi GoapHuuna  Nel» #u HHOOPMHPOBAHHIO 00
VCTAHOBJICHHBIX 3alPeTax HA COBEPHIEHHE ONPE/ICJCHHBIX JIHCTBHII H OTBETCTBEHHOCTH 32 HX
coBepuUICHHE

1. O0uime mooKeHus

1.1. Hacrosiuee Ilososkenne pa3paboTaHo B COOTBETCTBHH o cratheit 74 dejepanbHoro 3akona o1 21
HosiOps 2011 1. Ne323-®3 «OG ocHOBax OXpaHbl 310poBbs rpaxaan B Poccuiickoii denepanuuy,
[Mocranosnenuem [lpasurensetsa P® ot 12 Hosdps 2012r. Nel152 "O6 yreepxkaennu llonoxenus o
OCY/JapPCTBEHHOM KOHTpOJIE KauyecTBa W 0e30MaCHOCTH MEMUMHCKOH JeATClbHOCTH", Tpyaoseim
kogekcom Poccuiickoit ®enepauly M MHBIMH  JICHCTBYIOLIMMH  HOPMATHBHO-IIPABOBBIMH ~ aKTaMH
Poccuiickoit @ejiepaliui.

1.2. Hacrosiee nosioskenue pa3paboTano B LENsX HeJ0NyIeHHs KOH(IMKTA MHTEPECOB 1 oDecneueHus
COBMIONCHUS MEIHITMHCKUMU H (papMalleBTHICCKHMH paboTHHKaMH, pyKoBoAMTelleM ['ocy 1apeTBEHHOTO
GIOJUKETHOrO  yupesk/aenHs 3pasooxpanetns «OOnacthas TyOepKyiesHas OosbHULA Nol» (nanee —
['6Y3 «OTB Nel») orpaHHyeHHi, HajgaraeMbIX Ha HUX MPH OCYMICCTBICHHH HMH npodeccHoHalbHON
JICATCIILHOCTH.

1.3. Hacrosimee [Toj0keHne onpeaenser nopsaok paboTel 0o coO0IeHUIO OrpaHHYCHHHA, HallaraeMbIx
HAa MCJAMIMHCKMX M (papMaleBTHUYECKUX PadOTHHKOB [PH OCYLIECTBICHHH HMU npogeccHoHalIbLHOH
aestenbnoctd B I'bY3 «OThb Nel»,

1.4. Jleitcrue nactosiero [logoxennst pacnpocTpansercs Ha BCE CTPYKTYPHBIC MOApa3/ic/icHHs! I'bY3
«OTb Nely, okazpIBalOIKE MEJIHLHHCKYIO ITOMOILLb.

1.5. TpebGosarnus nacrosiiero Ilonoxenns obs3aTe/bHbl Ul BCEX MCIHIIHHCKUX 1 (hapManeBTHYECCKHX
pabotuukoB I'bY3 «OTb Nely.

2. Ol‘pﬂllli“lelﬂlil, YCTAHOBJICHHDBIC /LIS ME/JIHUHHCKHX pHGO'I‘HHKOB

2.1. MeanuuucKue paboTHHKH H PYKOBOANTE L MeAHIHHCKOI opranuzaunn I'BY3 «OTh Nel» e

BlIpaBe:

2.1.1. npuHUMaTh OT OpraHn3aliil, 3aHUMaOIMXCs Pa3pabOTKOM, TPOH3BO/ICTBOM H (nnM) peanusaluei
JIeKApPCTBEHHBIX  [IPENapaTtoB, MEAMLMHCKHX M3Jeiuil, opranusauuii, olnajaiouyx rnpapamMu  Ha
HCTIOB30BAHNE TOPrOBOIO HAMMEHOBAHHS JIEKAPCTBEHHOTO Nperapara, OpraHn3aitiii OIToBoi TOProsiu
JIeKAPCTBEHHBIMH  CPEJICTBAMM, ANTEUYHBIX OPraHu3alui (MX [PEJCTABUTENCH, WHBIX (DH3MUYCCKHX M
IOPH/IMYECKHX  JINLL, OCYLLECTBIIATOULINX CBOK JICATCIILHOCTH OT HMMCHH OTHX OPI‘EIIIHELIIKHFI) (,)_IEUICB
COOTBETCTBEHHO -  KOMIMAHHA, MpPCACTABHTCIIb ICOM][HHHH) NoJJapKH.  JACHCIKHbBIC cpe/icTBa ('}il
HCKITIOUEHHEM  BOBHAIPLKACHHIT 110 10r0BOpaM  NPH  APOBEICHHH  KIMHWYECKHX  HCC/ICIOBAHHH
NeKApPCTBEHHBIX  MPENapaToB, KIHMHHYECKHX HCIBITAHWH  MEJIMUHHCKHX  H3JIe/HH, BO3HAI'PAMK/ICHUH,
CBA3AHHLIX ¢ OCYHICCTBJICHHEM MCJIHITHHCKHM [)HGOTHHKOM IIC,H&I"OFH‘ICCKOE H (PUI[/E) |-|aylmoif{
JIeSTeHOCTH), B TOM YMCJI€ HA OMJary pasBleYCHHH, OT/bIXa, MPOE31a K MECTy OTAbIXa, a TaKKe
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yUacTBOBaTh B PA3BICKATE/IbHBIX MEPONPUATHAX, TNPOBOAUMBIX 34  CHCT CPEICTB KOMIaHHUH,
IpeiAcTaBuTeIeH KOMIAHUN;

2.1.2. 3akaio4arh € KOMIAHHEH, MpeJcTaBUTE]eM KOMIAHHH COrJalleHus O Ha3Ha4YCHHM  HJIK
PEKOMEH/IAlMK  TalMeHTaM JIEKapCTBEHHBIX MPEnaparos, MEAHIMHCKHX M3JICTTHI (332 MCKJIIOYEHHEM
JIOTOBOPOB O TIPOBEJICHHN KIHHHYECKMX MCCIICI0BAHUH JICKAPCTBEHHBIX MMPEMApaToBs, KIHHHYCCKHX
UCIBITAHWUH MEAMIIMHCKUX H3JEIIHH );

2.1.3. nojy€aTbh OT KOMIAHMH, MpPEJCTABATENS KOMIAHWH 0Opaslbl JIEKAPCTBEHHBIX MPEraparos,
MEAMIMHCKHX M3JEIMI  JUIs  BPYYEHHS [anueHTaM (38 HCKIIOUCHHEM  CJIydacB, CBA3AHHBIX - C
NpoBe/IeHHEM KIIMHUYECKHX HCCIIeJ0BAaHHH JICKAPCTBEHHBIX [PENapartos, KIMHAYECKHX UCTIBITAHWH
MEJIMIMHCKUX W3/1CIHH):

2.1.4. npeJOoCTaBmsITh NPH Ha3HAYEHHH Kypca JIEYEHHUs MAUMCHTY HEOCTOBCPHYIO H (MJIM) HETOJIHYIO
nH(OPMALHIO 00 MCTIONB3YEeMBIX JIeKapCTBEHHBIX Npernaparax, 0 MEAULUWHCKHX H3/ICHAX, B TOM HHCIIC
CKpBIBATH CBEICHHS O HAIMYHH B OOpAICHUH aHATOTHYHBIX JIEKAPCTBEHHBIX IPEHApaToB, MEHUMHCKIX
W3JIeTHi;

2.1.5. OCYIIECTBAATH IPUEM MpPEICTABUTEICH KOMIAHHH. 328 HCKIIIOUCHHEM CJy4acs, CBA3AHHBIX €
MPOBEJICHHEM KJIMHMYCCKUX HCCJIE/I0BAHNI JICKAPCTBEHHBIX [PEnaparoB. KJIRHHYECKHUX HCMBITAHUH
MEAMIMHCKHX  W3JIeMil,  ydacTHsi B MOPAKE, YCTAHOBJICHHOM — a/IMMHHMCTpAlHCH MEIHIIMHCKOH
oprauu3aiin, B coOpaHUsiX MEIHIMHCKHX paGOTHUKOB W MHBIX MEPONPHITHAX. HANPaBICHHBIX Ha
[OBBILICHHE MX MPO(ECCHOHATBHOIO YPOBHA MM HAa IPEAOCTABICHHEC uH(pOpMALIMH, CBA3AHHON C
OCYLICCTBIEGHHEM ~MOHHTOpMHTa  Ge30MacHOCTH  JICKAPCTBEHHBIX  IIPCHapatos  H MOHHTOPHHIA
$e301aCHOCTH MEIHIIHHCKUX H3/ICTTHHA]

2.1.6. BbiaBaTh peLENTbl Ha JIGKAPCTBEHHbIC [Mperapathbl, MEJAHMIMHCKHE H3ACTHA  HA O/1aHKax,
cojiepKalMx MHPOPMALMIO PEKIAMHOTO XapaKTepa, a TAKKe Ha PELCNTYPHBIX GraHkKax, Ha KOTOPbIX
3apaHee Hane4yaTaHo HAMMEHOBAHKE JIEKAPCTBEHHOTO Nperapara, MeJMIHHCKOTO M3J1e/THS.

3. Orpanuuenusi, ycTaHoB/eHubIe Ui PApMALEBTHYECKHX padOTHHKOB

3.1. ®apmanesruueckne paborunkn 'BY3 «OTh Nel» ne supase:

3.1.1. IpUHMMATDH MOJIAPKH, JACHEKHbIE CPEICTBA, B TOM YHCIIC HA OTLIATY pasBjiedeHuil, OTbIXa, [1poe3/ia
K MeCTy OT/bIXa M NPHHAMATH YYacTHE B Pa3BICKATENIbHLIX MEPONPHSTHSAX, NMPOBOAMMBIX 3a CHET
CPeJICTB KOMIIAHHUH, NPE/ICTABATEISI KOMIAHHH!

3.1.2. moay4aTb OT KOMIAHWH. TPEACTABUTEIS KOMIAHHH o0pa3iibl JICKAPCTBEHHBIX TPENapaTos,
MEAMIIMHCKHX M3/1CJIHI JUIs BPYHUCHHSE HACE/ICHHIO!

3.1.3. 3aknouarth ¢ KOMITaHHUEH, npejacrapuTesieM KOMITAHHH COTJIalleHHus O MpeUioKCeHHH HaceJICHHIO
OIPEIC/ICHHBIX TIEKAPCTBEHHDIX PENAPATOB, MEMUMHCKIX H3/1CIHI

3.1.4. npejocTaBATh HACEJCHHIO HEJOCTOBEPHYIO M (MiM) HENOIHYIO uHdopmMalMio 0 HAIMYHH
JleKAPCTBEHHBIX  MPENapaTtoB, BKIIOYAs  JIEKAPCTBEHHBIC  MPENaparel,  MMEIOMIME  OIMHAKOBOC
MEIKTYHAPO/HOE HEMAaTEeHTOBAHHOE HAHMCHOBAHHE, MCHIHHCKHX M3JIeNMi, B TOM YHMCIIe CKPBIBATh
HHOOPMALMIO O HAJTHYMM JICKAPCTBEHHBIX NPENapaToB W MCAWIHHCKHX u3Jenuii, uMerolmx Oosee
HU3KYIO LIEHY.

4. OTBeTCTBEHHOCTH MeIHIHHCKHX PADOTHHKOB 34 HApYIeHHE yCTAHOBJICHHLIX orpaHH4eHni

3a Hapymenus TpeboBanuii craTbd 74 DelepanbHOro 3aKoHa oT 21.11.2011 Ne323-®3 «O06 ocHoBax
oXpaHbl 310poBbs rpaian B Poccuiickoit dejiepatniy MEIHIMHCKHE 1 (apMarieBTHUECKHE PADOTHHKH,
PYKOBOJIMTE/Ib MEIMIUMHCKOH OpraHu3aliu, a TaKke KOMIAHHH, MPEACTABUTEIH KOMIIAHWH HECyT
OTBETCTBEHHOCTD, MPEyCMOTPEHHYIO 3aKOHOAaTeIbCTBOM Poccuiickoi denepalluy.

5. 3ar/0UYHTe/IbHBIE MOJIOZKEHUS

Mennuickie u  (apmauestudeckne padoruukn 'BY3 «OTB Nely» B o0s3arejlbHOM  TOPsIKE
sHakoMsiTes ¢ Hactosmum [lonoskenuenm npu npueme Ha padory.
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