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BBenenue

AKTYaJIbHOCTh TeMbl HcciaeaoBaHus. COBPEMEHHOE NPEACTABICHUE O
0e30MacHOCTH TOCYJIapCTBa CTPOUTCS HAa BCECTOPOHHEHM cucTteMe oOecredeHHs
0€30MacHOCTU KU3HU U 370pOBbsl rpaxaaH. M1 coxpaHeHue >KU3HU U 370pPOBbs
ABJISIETCA OJTHOM W3 MPUOPUTETHBIX 3aJ]1ay, PEIIAEMbIX B TOM YHKCIIE MPU MOMOIIU
pa3BuTHs (hapMaleBTUUECKONW NEATETbHOCTH. DTO, B CBOIO OUYEpE/Ib OIpEACIIsIeT
HEOOXOJMMOCTh TIPABOBOTO pEryaupoBaHus cdepbl (dapMareBTUKH, KOTOPOE
JIOJDKHO OTBEYaTh COBPEMEHHBIM, JUHAMUYHO H3MEHSIONIMMCS OOIeCTBEHHBIM
MOTPEOHOCTSIM.

Brienenne oxpaHbsl MpaB M CBOOOJ TpakJaH MOJIPA3yMEBAET OXPaHY
3I0POBbS W JKU3HU TpakJaH. AKTyaJleH B JIaHHOM KOHTEKCTE KOHTPOJIb
MPOU3BOJICTBA U 00OpPOTa JIEKAPCTBEHHBIX IMpPENapaToB, KOTOPBINA IMO3BOJISET
o0ecIeyuTh Ka4eCTBEHHBIMU JIEKAPCTBEHHBIMU CPEJICTBAMH HacelieHue, Hanbosee
HY>XJIalolleecs] B COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX cpeAcTBax. [loBbIIeHHas
OMMACHOCTh  HEJNOOPOKAYECTBEHHBIX, (DANbCUPHUIMPOBAHHBIX W  HE3AKOHHO
pacnpocTpaHsieMbIX TPOIYKTOB (hapMaleBTUYECKor chepbl OnpeaesseT To, KaKoe
BHUMaHHE YACJSIET TOCyAapcTBO JaHHOW cdepe. Tem He MeHee, OUYEBUJIHO,
KOHTPOJIb BCeX cep 0OIIEeCTBEHHON >KU3HM, YUYE€T BCEX HIOAHCOB IPOU3BO/ICTBA,
XpaHeHus, peanu3anuu ¢GapMareBTUYECKON MPOAYKIIMU B 3aKOHOJATEIHCTBE
HEBO3MOXEH, YTO CO3/Ia€T MPEANOCHUIKUA JJii Pa3BUTHUSI HE3aKOHHBIX MPAKTHK,
KOTOpbIE H  ONpPENENSIOT BBICOKMW  ypOBEHb OOIIECTBEHHOW OIMACHOCTHU
MIpaBOHAPYIICHUH, CO3AI0ONTUX OMACHOCTh JJIS JKU3HU U 370POBBS JIIO/IEH B cepe
(dhapMalieBTUUECKOM IeSITEIHLHOCTH.

Oco0060 BaXHO MOJYEPKHYTH, 4TO (hapMarieBTHueckas cdepa SBISICTCS TOU
OTPaCIIbIO, KOTOPOU yIeNIeTCsl OTPOMHOE 3HAYEHHUE, UYTO MOATBEPKIAET 0c000e ee
BbIJIeTIeHUE B paMmKax Ykasa [Ipesunenta PO ot 31.12.2015 Ne 683 «O crpareruu
HallMOHAJIBHOM  Oe3omacHocTH  P®». CoriacHo  coaep)KaHUIO  CTpaTeryu
0e30macHOCTH, OOecreYeHre JIEKapCTBEHHBIMU CPEACTBAMU SIBJISIETCS OJHOM U3

MPUOPUTETHBIX 3a/1ad COBPEMEHHOTO TOCYJapcTBa, a cdepa 37paBOOXPAHCHHS B
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LEJIOM, SIBISETCS OJHOM W3 OCHOBHBIX M oOecredeHus Oe30MacHOCTH B
rOCyJ1apCTBeE.

[IpoOnema HekayeCTBEHHBIX, (aTbCUDUIMPOBAHHBIX WM HE3aKOHHO
BBE3€HHBIX B Pocculickyro @enepanuio JIEKapCTBEHHBIX CPEICTB SBIAETCS OJHOM
U3 TIOTCHIMAJIBbHO OINACHBIX JJIS KU3HA M 3JI0pPOBbS MpoOJeM. YTOJIOBHOE
3aKOHOJIATEIBCTBO PErIAMEHTHPYET HanboJIee BaXKHbIE BOIPOCHl OTBETCTBEHHOCTH
3a TIPECTYIUICHUS B (apMaIleBTUUECKON NeaTeIbHOCTH cTathsimu 235 -238.1 VK
P®. [IlpaBooxpaHuTenbHbIE OpraHbl, CyneOHblE WHCTAHIMM W  HHbBIE
3aMHTEPECOBAHHBIE CYOBEKTHI pEIIAIOT 3aJauyd CBS3aHHBIE C OOECHeUYeHHEM
0e3omnacHocTH (papMarieBTUUECKON MPOAYKIIUU, TOCTyHAIOMIEeH K rpaxaaHaM. Tem
HE MEHee, HE CMOTps Ha BCE YCHWIUS TOCYJAapCTBEHHBIX OpPraHoB, Ipodiiema
HECOOJIIOJIEHNST  CYIIECTBYIOIIETO 3aKOHOJATENbCTBA B (hapMaleBTHUYECKOU
JEATEIbHOCTH OCTAETCS aKTyaJIbHOM.

CnoxuBiieecss Ha CErOJHSAIIHMNA JEHb B  YrOJIOBHOM IIpaBe W
IIPABOIIPUMEHUTENBHOM MPAKTUKE IIOJOKEHUE JIeJ1 HE JaeT OCHOBAHUU
paccuMThiBaTh ~ HAa  CYIIECTBEHHOE  MOBbIMIEHHE  3(P(EKTUBHOCTH  MeEp
MIPOTUBOAECHUCTBUS HE3aKOHHOU (bapmaneBTUYECKON NEATEIbHOCTH
NEHCTBYIOIIMMHU HBIHE CpEACTBAMM U METOJaMH, 4YTO CBUAETEIbCTBYET 00
aKTyaJbHOCTU N30pPaHHOM TeMbI HCCIIE0OBAHUS.

Crenenb Hay4YHO#l pa3padoTaHHOCTH NPoOaeMbl. OTIEIbHBIE YTOJIOBHO-
IPABOBbIE AaCMHEKThl MPOOJEMbl YrOJIOBHOTO NPECIENIOBAaHUS 3a HAPYLIEHUS
NeATeIbHOCTH (DapMaleBTHUECKUMHU OpraHu3alUsIMA pacCMaTpUBAId B CBOMX
pabotax Takue uccienonarenu kak A. I'. biunos, A. U. Jlonrosa, B. JI. Jlapuues,
H. A. Jlonamenko, U.M. Wsanos, [. 1. Amunos, A. D. Xamunckuii, A. T.
3a6nonkas, C. B. U3ocumos, C. B. Makcumos, b. T. Pazrunsaues, I'. A. TocyHsH,
A. B. Haymos, JI. B. Ilapxomenko, H. ®@. Ky3uenosa, E.B. Ko63eBa, B. T. Mazeun
U IPYyTHE UCCIIENOBATEIIH.

Ceropnns, BOITPOCHI roCyJapCTBEHHOTO peryJIupoBaHHUs B
dapmalieBTHUECKON cdepe MOAHMMAIOT Takhe y4deHble Kak AkceHoBa-Copoxrtei

IO.H., bapanosckas E.A., bapanoB /[[.E., YecnokoBa H.H., Epoxuna A.B.,
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EcpkoBa C.I1., KoBapna B.B MoxoB A. A. @upcos U.B. HccnenoBarenu naHHou
TPYNNbl  YACHSIOT 3HAYEHUE BCEMY CIEKTPY HOPMATUBHOTO IIPaBOBOIO
peryaupoBaHus BOMPOCOB OCYIIECTBICHUS (hapMalleBTUUECKOMN eI TEIIbHOCTH

®dapmarnieBTU4eCKass 0€30MacHOCTh B KOHTEKCTE COBOKYIMHOCTH BCEX €€
BHU10B paccmatpuBatroT Kononosa C.B., lanyc H.H., [TonomapeBa A.A. Ky3Henos
J.A. KopxaBbix 32.A. I[lonumanue ¢apmaneBTUYeCKOd O0e30MacHOCTH Kak
COBOKYITHOCTH oOOecredeHus: 0e30MacHOCTH  TMPOM3BOACTBA, OE30MACHOCTH
NpoUu3BOAMTENE M OE30MacCHOCTH TMOTpPeOUTENss JIErJio B OCHOBY JaHHOTO
UCCIICIOBAHMUS.

Bomnpockr MIPaBOBOTO periaMeHTUPOBaHUS NEeATEeIbHOCTH
dbapmaneBTUYECKUX OpraHu3aliil MOJHUMAIOT TaKUe HCClieIoBaTeH Kak bopucos
A.H., Bpouckas M.B. NUBanoB H.B., Cyxosa T.H. Kagomuea E.A. OcraneHko
O.U. IIpoGaembl IUIIEH3UPOBAHMS OCBEMIAIOT B cBOoMX uccienoBanusax ['ypun O.
0. Epmoa M. B. JlapuueB B.J[. Papor A. U. PoueBa E.A. Py3aea M.A.
Tperpsaxosa E.W.

Bompocsl mpectynHocT B (hapMarieBTUUeCKo cdepe paccMaTpUBaIOT
takue ucciaenoarenu kak Bappansn [A. Kozaes H. III. Konocosckuii B. B.,
Capuenko A. H. JluxonetoB A. A. IIpoxopoa M.JI., Unukbuesa E. C. ConoBbes
K.C. u npyrue uccnenosarenu. [IpoGiema mpoduIakTUKH U MPETYTPEHKICHUSI
npecTynHocTd B (apmarieBTHUecKoil  cdepe  paccMaTpuBaeTCs — TaKUMU

uccienonareaamu kak ['amokosa M. M. Xacanos ®@.3. Hlanaruu A.E.

He cmoTpst Ha Bce Cka3zaHHOE BBIIIE, Mbl MOKEM KOHCTAaTUPOBATh, UTO HA
CETOIHSIITHUN JCHB, MPOOJIeMa SIBISIETCS JOCTATOYHO aKTYaJIbHOW C MPAaKTUYECKOM
CTOPOHBI,  JOCTATOYHO  MOCPEACTBEHHO  OCBEIIACTCS  MCCIEIOBATEISIMU-
teopeTukamMu. COOTBETCTBEHHO, Mbl MOXEM MEPEUTH K H3YyUYECHUIO 3asiBIICHHOU
poOJIEMaTHKH.

O0beKT MccIe0BaHUsl — OOIIECTBEHHBIC OTHOIICHHUS, BO3HHKAIOIIHEC B

CBiA3HU C HpOTI/IBOI[ef/JICTBI/IeM ACATCIIBHOCTH, co3,ua101uel71 OIMIaCHOCTh IJId XHM3HHU H



3M0pOBhsl  JIIOe B cdepe dapmareBTUIECKON aesTenbHOCTH Poccuiickoi
denepanum.

IIpeamMer  wmccieqoBaHMA —  HOPMBI  POCCHMCKOTO  YTOJIOBHOTO
3aKOHO/IaTeJIbCTBA, MPEAYCMATPHUBAIOIINE OTBETCTBEHHOCTD 3a JICSHUS, CBSI3aHHBIC
C CO3llaHMEeM OMACHOCTH JUIA OSKU3HM M 3JI0pOBbs Jojed B  cdepe
dhapMarieBTHUECKOM esTenbHOCTH Poccuiickoit deaeparuu.

Heabio padorsl sBisieTcs (HOPMHUPOBAHHE KOHIETITYyaJlbHOTO MOAXOAAa K
pa3pelIeHuIo0 YTOJI0BHO—IIPABOBBIX MPOOJIEM, CBSI3aHHBIX C CO3/IaHUEM OMAacHOCTU
JUIS JKU3HM M 37I0pOBBSl TpaxaaH B (apmaleBTHUecKoil cdepe, U pazpaboTka
HAy4yHO  OOOCHOBAaHHBIX  MPEJIOKEHWH MO  COBEPIICHCTBOBAHUIO B
COOTBETCTBYIOLLIEH YacTH JIEHCTBYIOIIETO  YIOJOBHOIO  3aKOHOAATENbCTBA,
MIPAKTUKH €r0 MPUMEHEHMsI, a Tak)Ke Mep TMPEeAyNPexACHUS pacCMaTPHUBAEMOTO
SIBJICHHUSI.

Hanuune mnocTaBieHHON 1€ OOYCIOBHIO HEOOXOJAMMOCTh pPa3pelICHHUs
CJIEIYIOLIMX 32124

1. Onucath CymiecTByIoIee MPECTABICHUE O MPABOBOM PETYIUPOBAHUU
obecnieueHust (hapMarieBTUUECKOUN eI TEILHOCTH;

2. Boimenuth cyOBeKTH U OOBEKTHI (hapMaleBTUUECKOW JeSTEIHLHOCTH B
oOecrieueHue )KU3HU U 3J0POBbS TPAKIIaH;

3. XapakTepu3oBaTh CYIIECTBYIOIIINE BH/IbI obecrnieueHust
dbapmarneBTUUECKON OE30MaCHOCTH;

4. Onpegenutb OOBEKT U CYOBEKT TMPECTYIJIEHUS, OOBEKTUBHYIO U
CyOBEKTHBHYIO CTOPOHY MPECTYIUICHUH, TPEIyCMOTPEHHBIX cTaTheit 235.1-238.1
YK PO;

5. PaccMoTpeTrb  JOMOJHUTEIbHBIE  KBATU(PUUUPYIOIIHE  MPU3HAKU
OOIIECTBEHHON OMACHOCTH HAPYIIEHUS YCTAaHOBJICHHOTO pEXHMa 00eCTeUeHUS
YKU3HH U 3I0POBBS TPaXKIaH;

6. ChopmynupoBaTh XapakTep U CTENEHb OTBETCTBEHHOCTH 3a HapyIICHHUE

cratsamu 235,1- 238.1 YK POD;



7. llpemyoXuTh KOMIUIEKC ME€p W MEPONPHUATHUM 110 IOBBILIECHUIO
3¢ (HEKTUBHOCTH MPERYNPEkKACHUS U CTENEHU PACKPBIBAEMOCTH MPECTYIUICHUN B
dhapMmalieBTHUECKOM cepe.

MeToa0/10rHYeCKY 10 OCHOBY HCCIIe0BAHMS COCTaBIISIFOT
JUATCKTUYECKUA METOJ] TO3HAHUS, a Tak)Ke€ YacTHO-HAy4YHbIe U OOIIEHAYYHBIC
METOJbI UCCIIENOBAHUs, B TOM YHUCIIE:

— SMIIUPUYECKUI METOJ W3YyUYCHHUS 3aKOHOAATENBCTBA u
IPABOMIPUMEHHUTEIHHON MPAKTUKHU B (hapMalieBTUYECKO cepe;

— CPaBHUTEIBHO-TIPABOBOM METOJl IJIsI COMNOCTABJIEHUS MPABOBBIX HOPM,
PETYIUPYIOLIMX OTHOIIEHUS, CBA3aHHbIE ¢ (hapMalleBTUUECKON A TENbHOCTHIO;

— METOJl  CHCTEMHOTO  aHAJINW3a, C  HUCIOJIB30BAaHUEM  KOTOPOTO
YCTaHABJIMBAIOTCS CBSI3M B CYOBEKTHOM cCOCTaBe oOecrieueHusi 0e30MacHOCTU
JKUA3HU U 310pPOBbs I'PaXKIaH;

—JIOTUYECKUA U (POpMaNbHO-IOPUIUIECKANA METOABl JJII CUCTeMaTHU3alluu
MOJIyYEHHBIX JAHHBIX U Pe3yJIbTaTOB AHAJUTUYECKUX HCCIEJOBAHMM[ |, a TaKKe
ONMCAHUA Pe3yJIbTATOB JUIA LEJIEW UX JaIbHEUIIIEr0 NCIIOJIb30BaHMUS.

HopmaTuBHOM OCHOBOW HCCHENOBAHUS SABJSAETCS 3aKOHOJATENIBCTBO
Poccuiickont @enepanuu, B ToM uucie Koncrturyuusi Poccuiickoit denepanuu,
['paxnanckuii konekc Poccuiickoit deneparuu, GpeaepanbHble 3aKOHBI B 00J1aCTH
3paBOOXPAHEHMs], 3aKOHOAATENbCTBO O (hapMalleBTUYECKON JesATENbHOCTH, a
TaKX€ UHbIE HOPMATHUBHBIE NMPABOBBIE aKThI Pocculiickoit denepaunu U MPUHSTHIE
B (penepasibHBIX OpraHax HCIOJHUTENBHON BJIACTH M OTAEJIbHBIX OpraHU3alusixX
HOPMAaTUBHBIE TOKYMEHTBI, ITOJIOKEHUS U CTAHAPTHI.

B kauecTBe sMnupuueckoil 6a3bl KcciaeI0BaHUS BBICTYNUIN (peepabHble
U perruoHajIbHble HOPMATUBHBIEC MIPABOBBIE aKThl, BKItOUas (eaepaibHble 3aKOHBI,
OTpacJIEBbIE MPABOBBIE aKThI, pemieHus cylaoB Poccuiickori Denepanuu, HUHbIE
CyIeOHbIE aKThl, M PSAJ MHBIX TUIOB MAaTE€pPHAIOB CYJEOHON MPAKTUKH, a TaKxkKe
JOKYMEHTBl ~ OMpENENsIonue  O0COOCHHOCTH  paboThl  (hapMaleBTUYECKHUX

OpTraHU3AIUN.



Hay4yHasi HOBHM3HA - NIPOBEIEHHOIO MCCIEAOBAaHUSA 3aKIIOYAECTCS B
paccMOTpeHUH MpoOIeM, BOZHUKAIOUIMX B IMPOLIECCE NMPABO NPUMEHEHUS HOPM
OTpacieBOro (papMarieBTUYECKOTO 3aKOHOAATENIbCTBA M W3YUYCHUHU AaKTyaJIbHBIX
HOPM, ONPEAEIIOINX YTOJOBHOE MPECIECIOBAHNS 3a JEAHNS HAPYyLIAIOIIKUE IIpaBa
U CBOOO/IBI TpaK]IaH.

Teopernueckasi 1 NpPaKTHYECKAS] 3HAYUMOCTb HUCCJIEIOBAHUSA COCTOUT
B TOM, YTO M3JIO’)KEHHbIE B HacToslleh[] padoTe TeopeTHYecKHe MOJIOKEHHUS U
BBIBOJIBI  000011at0T CHOPMHUPOBAHHBII B ATOM OOJACTHM HAay4HbIA MaTepual,
MOCBSIIEHHBI  MPaBOBOMY  PEryJIMpPOBaHUIO  paboThl  (papMareBTHUECKHUX
OpraHu3aldid W  OTBETCTBEHHOCTh 3a HapyuieHue (apMalueBTHUYECKUMHU
Opra’Hu3anusaMu 3aKOHoIarenbcTBa Poccuiickot Penepaumi.

Pe3yabTaThl HCCICI0BAHMS HALUIM CBOE OTPa’KeHHE B BHICTYIIAHMAX HA
KOH(epeHuusX: Xl Mexnynapognoro  Konctutynnonnoro ®opyma
«CrabwnbpHOocTh M quHaMu3M Poccuiickoit KoHctutyum» Ha Temy: «YToJOBHAs
OTBETCTBEHHOCTb 3a MPECTYIUICHUS CO3IAIOIINE ONTACHOCTD JJISl KU3HU U 310POBbS
mroziel B cepe dhapMaiieBTHUECKOM aesTenbHOCTH Poccuiickoit denepanun», VII
MEXIYHApOJAHOM  Hay4yHO-NpakTH4yecko  KoHpepeHumii  «Tpanchopmanus
MPaBOBBIX  WHCTUTYTOB W  METOJIOB  OOECIEUEHUS  IKOJIOTHYECKOW U
MPOJIOBOJILCTBEHHOM Oe3onacHoct B Poccum, ctpanax CHIT u eBpomeiickoro
COI03a B YCIIOBUSX BHEJIPEHUS TEHHO-WHKEHEPHBIX TEXHOJIOTHI) Ha TeMYy:
«Danscudukaims IeKapCTBEHHBIX cpencTB B Poccuny, kpome TOro, HalIn CBOe
OTpakeHHe B  CJIeAYOHmHUX nyouukanusax: MexBy30BCKOW  Hay4yHO-
MPaKTUYECKON KOH(pepeHIU «AKTyallbHbIE BOITPOCH COBPEMEHHOU FOPUINYECKON
Haykn», B CapaToBCcKOM BOeHHOM opzeHa JKykoBa KpacHO3HAMEHHOM MHCTUTYTE
BOMCK HauuoHanbHOW rBapauu Poccuiickoit ®@enepaunu Ha Temy: «lIpoGnemsl
KBATM(PUKAIMK 32 MPECTYIUICHUS CO3/AIOIINE OMACHOCTh JJISl KU3HHU U 3JI0POBBS
moneid B cdepe dapmaneBTUUECKON AesTeNnbHOCTHY», VII MexmyHapoaHOi
Hay4HO-TIpakTu4eckoil koHpepenuuit «Tpancopmanus nNpaBoBbIX UHCTUTYTOB U
METOJIOB OOECIeueHUsl HKOJIOTMYECKON M TMPOJIOBOJBLCTBEHHOM 0€30ImacHOCTH B

Poccun, crpanax CHI' m eBpomeicKoro corwsa B YCIOBUAX BHEIPEHHS] T'€HHO-
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WH)KCHEPHBIX TexHoyorui) Ha Temy: «OOOpOT JEeKapCTBEHHBIX CpPEICTB U

MEIMLIMHCKUX W3eJUi Ha Tepputopun PD»

IHos10:xkeHMsA, BBIHOCMMBbIE HA 3aLUTY:

1. IIpaBoBble OCHOBBI OO€creueHuss O€30MacHOCTH >KU3HH U 3J0pPOBbA
HaceJleHus B (papMalleBTUUECKOH JAeATEeIbHOCTH pOCCUICKON (henepanuu.

2. YTOJNOBHO - MpaBOBas XapaKTEPUCTUKA YCTAHOBJICHHOTO IIPABOBOIO
pexuma  obOecrieueHUs: OE30MACHOCTH  JKU3HM M 370pOBbsl  JIIOJEH B
dbapmaneBTUYECKOM NeSATEIBHOCTH.

3. VYromoBHas  OTBETCTBEHHOCTh 3@  HapylICHHE WHBIX  BHJIOB
(apmaleBTUUECKOMN AESITENbHOCTH, HE OTBEYAIOIIUX TPeOOBaHUAM OE€30MACHOCTH
HaCEJICHUS.

AnpobGauus pe3yabraToB: PaboTa BhITIOIHEHA Ha Kadeape yroJoBHOTO,

DKOJIOTUYECKOTO TpaBa W  KPUMHUHOJOTHH, IOpUAMYECKOro  (akKynbTera
CapatoBcKOro HaIlMOHAIBHO UCCIIEI0BATEIBCKOTO roCyJ1lapCTBEHHOI'O
yHuBepcuteta mMeHu H.I'. YepHblImeBcKoro. YronoBHas OTBETCTBEHHOCTH 34
HapyIICHWE YCTaHOBJICHHBIX MpaBUil oOparieHus (hapManeBTHIeCKONH MPOAYKIINH,
paboT ® yCAyr, HE OTBEYAKIMX TpPeOOBaHUAM OE30MACHOCTH COTJIACHO
comepkanuio ct.ct. 235-238.1 YK P® sBnsercs nuddepennmpoBanHoil 10
CTETIEHH  OTBETCTBEHHOCTH,  OmpeleisieMas  TSKECTbIO  COBEPILIEHHOTO
npaBoHapyuieHus. He cMoTpsi Ha AOCTATOYHO OOCTOSITENIbHOE PEryjIMpOBaHUE B
YTONOBHOM  KOJEKCE  BOMPOCOB  OTBETCTBEHHOCTH 32  PACCMOTPEHHBIE
IpeCTyIUICHUs, Cy1e0Has MPAKTHKA YKa3bIBA€T HA JOCTATOYHO CIIOXKHYIO IPUPOIY
MIPABOMIPUMEHEHUS YKa3aHHBIX HOPM, YTO CBSI3aHO C HEKOTOPHIMH HETOYHOCTSIMHU

IIPpaBOBBIX aAKTOB, paCXO)KJICHI/Iﬁ B KaTCropruajJlbHOM allliaparte,

Crpykrypa padotbl: Bkitoyaet BBeJIeHHE, TPH TJIaBbl OCHOBHOM YacTH (110

TpH paszjiesia B KaxJA01), 3aKIIFOUCHUS U CITUCKA UCIIOJIb30BaHHBIX HCTOUYHUKOB.

OcHoBHoOE coep:kaHue padoThbl



B nepBoii rimaBe maructepckoi paboThl paccMaTPUBAETCs PABOBbIE OCHOBBI
oOecrniedyeHns: 6€30MacCHOCTH KU3HHU U 37I0POBbsSI HaceJIeHHs B (papMalleBTUUECKOM
nearenbHocT  Poccuiickoit ®epeparnuu. B wacTHocTM mepBbIM  maparpad
NOCBSIIEH MCTOYHUKAM IPABOBOTO PEryJUPOBaHUS oOecnedeHus: 0e30MacHOCTH
YKU3HU U 3]I0pPOBbsI HACENIEHUS B (papMalleBTHUECKOU JeATEeIbHOCTH, CYObEKTOM U
0o0BbeKTaM B YKa3aHHOM cdepe.

Bo Bropoii rmaBe ObUI  pacCMOTPEH  COCTaB  MPECTYIUICHHS,
npeaycMoTpeHHoro cT. 235.1 YK P® He3akOHHOE MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB U MEIULMHCKUX H3JIETUN M MOCIenyromux maparpadax Tak ke ObLIo
PAaCKpBITO:

- OOBEKTHBHAs CTOpPOHA HE3aKOHHOTO IPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEIICTB U METULIMHCKHUX U3/IEIUH;

- CyOBEKT HE3aKOHHOIO TIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB MU
MEIULIMHCKUX WU3/EIIHT;

- CcyOBeKTHBHAs CTOpOHA HE3aKOHHOTO MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB U MEIULIMHCKUX U3/IEIUH;

- KBaJU(ULHUPOBAHHBIE BUIbl HE3aKOHHOTO MPOU3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB U MEIULIMHCKUX WU3/EIINN.

B Tperbent rnaBe «YToJIOBHass OTBETCTBEHHOCTh 3a HApYILIEHUE UHBIX BUIOB
(bapManeBTUYECKON NIEATEbHOCTH, HE OTBEYAIOLIUX TPeOOBAaHUAM OE€30MaCHOCTH
HACEJICHUS» PAaCKpbIBAETCS YrOJIOBHAsT OTBETCTBEHHOCTh 33  HApylIEHUE
YCTAaHOBJICHHBIX MpaBUJ OOpaleHus (papmaleBTUYECKON MNPOAYKIMH, paboT U
yCIIyT, HE OTBeyarlmx TpedoBaHusMm Oe3onacHoctu (ctT.cT.238, 238.1 YK PD),
YTrOJIOBHAas OTBETCTBEHHOCTHh 3a COKpBITHE HHGOpMAIMK 00 OOCTOSITENbCTBAX,
CO3JAIOUIMX OMAacCHOCTh A KU3HU U 3A0poBbi moaer (cT.237 YK P®D),
npoOJeMbl  TPEIYNpPEKASCHUS W PACKPBITUA  TNpECcTyIuieHHnd B cdepe
dbapmareBTUUECKON AeSITEIHbHOCTH

3akiroueHue
Hcxonss w3 Bcero CKa3aHHOTO B JIAaHHOM paboOTe MBI MOXEM CJeaTh

CJICTYIOIINE BBIBOIBI:



Bo-nepBbIX, Kak MBI BUJIUM, B OTEYECTBEHHOW CHCTEME MpaBa Ipobiema
obOecrieueHuss pabOThl  (hapMaIeBTUUECKUX TIPOU3BOJICTB SIBJSICTCS BEChMa
aKTyaJIbHOW, 0COOCHHO B YCJIOBHUSX HEOOXOJIMMOCTH €€ pa3BUTHs. Tak, Mbl MOXKEM
oOpaTUTh BHUMaHuWe Ha TOT (akKT, UYTO OTCYSCTBEHHAs CHCTEMa TIpaBa
ompenenstomas  pabory  (dapMaleBTHUECKMX  OpraHM3aluid  BKJIIOYAET
3HAYUTEIHLHOE KOJUYECTBO HOPMATUBHBIX MPaBOBBIX akTOB. KitoueBoii ¢yHKIMEH
JJAHHOTO BHUJIa JIESITEJIBHOCTH MOXHO CYUTaTh OOECICUECHHUE JIEKAPCTBEHHBIMU
cpeacTBamu TrpaxigaH P®, u peanusanus UWHBIX 3a/1ad, YCTAHOBJICHHBIX

dbeneparTbHBIM 3aKOHOATETHCTBOM PD;

Bo-BTOpbIX, MOHMMaHHE CYOBEKTOB M OOBEKTOB (hapMarieBTUUECKON
JIeSITEIbHOCTH, HE YCTaHOBJICHHBIE B 3aKOHOAaTeIbCTBE PD Hampsmyto, onupaercs
Ha BUJICHUWE 3aKOHOJIATENs OTHOCUTEIHHO KIIIOYEBBIX CYOBEKTOB, CBS3aHHBIX C
pa3paboTKOM, MPOU3BOJCTBOM M peaiu3anueit GapManeBTUYECKONW MPOAYKIIUH.
[Ipy o5TOM, MBI BHUAMM, YTO TONBITKH (OPMYIHPOBAHUSA psia TEPMHUHOB
onpeneNsonmx  cnenupuky  (hapMaleBTHUECKOW  JIEATETbHOCTH  ObLIH
OPEINPUHATEL B paMKaX pErHOHAIBHOTO  3aKOHOAATENhCTBA (HBIHE HE
nercTByoniero). Tem He MeHee, COBPEMEHHOE TpejCTaBlieHne 00 0COOCHHOCTSIX
dapmareBTHUECKONH 0€30MacCHOCTH CTPOUTCS HAa BHJCHHE (PapMarieBTUYECKOM
0€30MacHOCTH  KaK  COBOKYMHOCTHM  pa3jM4YHbIX  BHJIOB  0O€30MacHOCTH:
TEXHOJIOTUYECKONW OE€30MaCHOCTH TMPOU3BOJICTB U HCIBITAHUN JIEKAPCTBEHHBIX
CpPEeACTB; 0€30MacHOCTH TpyAa; OE30MacCHOCTH pealu3aluu  MPOIYKIIHY;
0€30MacHOCTH JIEKAPCTBEHHOTO oOecnedeHus B (papMalleBTUUECKOW OTpaciu;
OCOOEHHOCTEW MEHEIKMeHTa opranusanuu. [lpu sTOM, dapmaneBTHYecKas
0€301MacHOCTh HACEJICHHS, Pa3yMeeTCs, 3aBHCUT OT TOTO, HACKOIBKO PPEKTUBHO
HaJaKEHBl Pa3JIMYHbIE BUABI KOHTPOJS MPOAYKIIMHU, MpOIlecca MPOU3BOJICTBA U
mpoiiecca peanu3anuu hapMareBTUIECKON MPOTYKITNH;

B-TpeTbHX, B OCHOBE CYIIECTBYIOIIETO MPEACTABICHUS O CHernuduke
MPECTYIUICHUH HaPYIIAIONIUX YCTAHOBJICHHBIN IMPABOBOM PEXKHUM OOECTICYCHUS

0€30MacHOCTH KU3HHU U 3/I0POBbSl TPaXkJaH B (papMalleBTUYECKON NEATeIbHOCTU
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JeKUAT BUJACHUE OMACHOCTH HE3aKOHHOW (PapMaleBTUYECKOW AESITETbHOCTH Kak
JeATEIbHOCTH, HECYIIEH Yrpo3y OOLIECTBEHHBIM MHTEPECAM, U3 YEro U BBITEKAET
U TOHMMaHHE U O0bEeKTa, U OOBEKTUBHOM CTOPOHBI MPECTYIUICHUS,
npexycMoTpenHoro  cratbeit  235.1 YK P®. OObekTtuBHas  CTOpPOHA
npeaycMoTpeHHoro cratbeit 235 YK P® npaBonapyiieHnss MOXKeT ObITh pacKphbITa
B HE3aKOHHOM IIPOM3BOJICTBE W peEaju3alluu JIEKapCTBEHHBIX CPEACTB WIIU
MEIUUMHCKUX wu3aenuid. Kak Mbl BUAUM, U1 OCYIIECTBICHHUS JAHHOU
NEATEeIbHOCTM W alTEeYHhIM  OpraHu3alusM W HUHBIM  CYOBEKTaMm
(bapmaneBTUUECKON N1eATEeIbHOCTH HEOOXOAMMBI COOTBETCTBYIOIIME Pa3pelIcHUE
(inuensus). W yronoBHOe MpecieoBaHHE IO JIaHHOM CTaTh€ CTAaHOBHUTCH
BO3MOYKHBIM TOJIBKO B CIIy4a€ OTCYTCTBHUS COOTBETCTBYIOLIEH JINLICH3UU.

B-yerBepThIX, KaKk Mbl BUJAMM, B OCHOBE MPEJCTABICHUS O CYOBEKTax
IIPECTYIUIEHUH, TPEAYCMOTPEHHBIX CTaTbel 235.1 JEXHUT BUIACHUE JHL, KOTOPBIE
HaOpsMyIO0 3aHAThl B (apmaleBTHUECKON aAesTenbHOCTH. COOTBETCTBEHHO,
CyOBEKTaMHM MPECTYIUIEHUH B JIaHHOM CJllydae MOTYT SBJISITBCS BCE T€, KTO
pa3pabarbIBacT, MPOU3BOAUT, UMIOPTUPYET M peanusyeT (papManeBTHUECKYIO
npoaykuuto.  OueBHIHO, 4YTO  CyOBEKTHBHAs  CTOpPOHA  MOXET  OBbITh
OXapaKTEepU30BaHAa B KAayeCTBE HAIMYMSA IPSIMOrO YMBICJIA, YTO BBITEKAET U W3
OCOOCHHOCTEM  YrOJIOBHOIO  3aKOHOJATeNbCTBA, W U3  OCOOEHHOCTEM
perjiaMeHTaluyd MpOoLEecca CO3JaHUs, XPAHEHUs, pea3aluud W YHUUYTOKEHUS
(bapmaleBTHYECKOM IPOTYKLHH. [Ipectynnenus, IIPELYCMOTPEHHBIE
COJIEp)KaHUEM JAHHOW CTaTbH, HMEIOT JIOCTATOYHO CIIOXKHBIA IO CBOEMY
COJIEP KaHUIO XapakTep, YTO BO MHOTOM M ONpPENEseT HATMYUE CAEAYIOINX JIBYX
OCHOBHBIX  KBAJU(UUUPYIOLUIUX  TMPU3HAKOB:  COBEPILIEHUE  MPECTYIUICHUS
OpraHM30BaHHOM TpymnIoi (. «a» 4. 2); COBEpIICHUE MPECTYIUICHUS B KPYITHOM
pasmepe (1. «Oo» 4. 2);

Bo-nAThbIX, KaK Mbl BHJIHUM, YIOJOBHAas OTBETCTBEHHOCTb 3a HApyIICHHUE
YCTAaHOBJICHHBIX MpaBUJl OOpalleHus ¢apmaleBTUYECKON MNPOAYKLIHH, padoT U
yCIyr, HE OTBEYAIOIIMX TPeOOBAHUAM OE30MACHOCTH COTJIACHO COJIEPKaHUIO

cr.ct.238, 238.1 VYK PO sBugercs auddepeHuupoBaHHOW IO CTENeHH
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OTBETCTBEHHOCTH, ONpeesieMas TsSHKECThIO COBEPIICHHOTO MpaBoHapyuieHus. He
CMOTpS Ha JIOCTaTOYHO OOCTOATEIBHOE PEryJIMPOBAHUE B YIOJOBHOM KOJIEKCE
BOIIPOCOB OTBETCTBEHHOCTH 3a PAaCCMOTPEHHBIE IpPaBOHApYILIEHUs, CyneOHas
NpaKTHKa YyKa3bIBaeT Ha JOCTAaTOYHO CJOXHYIO NPUPOIY TPaBONPUMEHEHUS
YKa3aHHON HOPMBI, YTO CBSI3aHO C HEKOTOPHIMM HETOYHOCTSIMHU IPAaBOBBIX AKTOB,
pacxoK/IeHUH B KaTErOpUAJIbHOM aIlapare;

Bo-1ecTbiX, yroioBHasi OTBETCTBEHHOCTb 3a COKpBITHE HH(OpManuud o0
OOCTOATENBCTBAX, CO3JAIOUIMX ONACHOCTh JUIsl JKM3HM U 3JI0pOBbS JIIOJEH
onpenenenHas crarbeit 237 YK P®, orBewaer TpeOOBaHUSAM COBPEMEHHOTO
NPABOBOTO  PETYJIHMPOBAHMUS  BOMPOCOB  obOecreueHUs  (apMareBTHUECKON
oe3omnacHocTu. TeMm HE MeHee, OUEBUJIHO, UTO CIIOKUBLIECE IMOJIOKEHNE MPABOBOTO
PErYIMPOBAHUSL OCOOEHHOCTEW OOECIEYEeHHs] YrOJIOBHOM OTBETCTBEHHOCTH 3a
COKpBITHE HH(pOpMAIMHK, KOTOPOE CO3JA€T OMACHOCTh Ui TpaxJIaH TpeOyer
JAJIbHENIIETO pa3BUTHS B COBPEMEHHOM POCCUICKOM 3aKOHOJATEIbCTBE.

B-ceabmblIx, TPYAHOCTH peayTpeKICHUS PECTYIMTHOCTH B
(dapmaiieBTHUECKOI cepe BO MHOIOM OOYCIIOBJIEHBI HECKOJbKMUMM MPUYMHAMH,
Cpeoy KOTOPHIX MBI MOXEM BBIACTUTh MPOOJIEMBl  3aKOHOJATEILHOTO
peryJiMpoBaHHsl OTBETCTBEHHOCTHM 3a MpaBOHApYILIEHHUs B (apMaleBTUUYECKON
cpepe. Tak, MBI BUAMM, YTO OTHOCHUTEJIbHAs HM3Kas OTBETCTBEHHOCTh 3a
COBEpIIICHUS TaHHBIX TPABOHAPYIIICHU HE CTIOCOOCTBYET PEIICHUIO OOIIECTBEHHO
3HauMMOK  mpobsembl.  Co3maHMe  MHCTPYMEHTOB — KOHTPOJsS — 00opoTa
JCKapCTBEHHBIX CPEACTB, TaKXkKe HE CO3JAaeT YCJIOBHHA IS HCKOPEHEHUS
npobnemsl. [IpoOnemsl ke pacciienoBaHusi 0003HAYEHHON TPYMIbl NTPECTYIIICHUI
CBSI3aHBI C OCOOCHHOCTSIMU JAHHOW cepbl, a UMEHHO C JI0Ka3aTeIbCTBOM BHUHBHI,
OTIpEJIENICHHs] CTENEHU yliep0a, HAHECEHHOTO MOCTPa/IaBIIEMy U OCOOCHHOCTAMHU
TEXHUYECKOTO XapakTepa, MpU YCTAHOBJIEHWU HCTUHBI. KauecTBeHHbIE CIBUTH B
¢dapmaneBTuueckoil  cdepe BO3MOXKHBI  TOJBKO MPH  IOCIEA0BATEIHHOM,
CUCTEMHOM, MHHOBAllMOHHOM MOJAXOJE B OOecrneueHue mpolecca KOHTPOJsS BCEX
KU3HEHHBIX LHKIOB (apManeBTHYecko mnpoaykuuu. COBEpLICHCTBOBAHHUE XK€

nponecca KOHTPOJA IMPOUM3BOACTBA, BBO3d, TPAHCIIOPTHPOBKH MW pPCaIM3allHuu,
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JIOJKHO B ce0e CoueTaTh NOCTIKEHUS U TEOPUU IPaBa U COBPEMEHHOM MEpe10BOM
npakTukd. Kak Mbl BHIUM, 4YacThlO pEIICHHS MNpOOJEMbl MOXKET CTaTh
Y)KECTOUEHHUs  HakKa3aHUs  3a  IIpaBOHapylleHWss B JaHHOM  cdepe,
COBEpIICHCTBOBAHMWE  MPOIECCOB  KOHTpOJst  paboThl  (hapMareBTUUECKHX
OpraHM3alMi B COOTBETCTBUHU C JOCTHKEHUSIMU COBPEMEHHON HAYKH U TEXHUKH, U
COBEpIICHCTBOBAHUE CHCTEM OOECIEUEHMsI pEaklMu Ha BbIBICHUE MPOOJIEM B

dapmareBTHUECKOH chepe.
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