3akoH KP "O06 obpalieHun nekapcTBeHHbIX cpeacTts”

3AKOH KbIPIbI3CKOW PECMNYBJIUKU

e.buwkek, om 12 siHeapsi 2024 200a Ne 13

06 o6palleHnn nekapcTBeHHbIX CpeacTB

MaBa 1. O6wWwuKne nonoxeHus

Cratba 1. [lpegmeT perynmpoBaHMmn HacTosiLero 3akoHa

rlpe}J,MeTOM perynmpoBaHnAa HacToAllero 3akoHa sIBNAKTCSA OTHOLLEHMS!, BO3HMKaOLLME B CBSA3N C
o6pau.|,eH|/|eM JIeKapCTBEHHbIX CpencTB, OTHOCALLUNXCA K counalibHO 3Ha4YMMom npoaykumn n ABnAOLLNXCA
CI'IELJ,VICDVI‘-IECKVIM TOBapoM B Cuily BO3MOXHOIo npuyinHeHunsa Bpena 340pPpOBbHO U XKU3HU YerlOBEKa,
Tpe6y+ou.|,|/|x ocoboro KOHTPOJIA  TpaHCNOPTUPOBKW, XpaHeHuda, Nnpon3BoacTBa, W3roTOBJIEHUA,
peanun3aunn, YHUHTOXEeHnA n ytnnnsauunn.

Hactoswmin  3akoH co3gaeT npaBoOBYH OCHOBY [esiTENMbHOCTU  CyObekToB  obpalleHus
nekapcTBEHHbIX CPeACTB, yCTaHaBNMBaET eanHble TpeboBaHUs K 0bpalleHUo NeKapCTBEHHbLIX CPeCTB B
Kblpreiackort Pecnybnvke, B TOM 4Yvicne perynupyet OTHOLLEHMWS!, BO3HUKaIOLLME B CBS3N C pa3paboTkoi
NeKapCTBEHHbIX CPEACTB, OOKIMHUYECKUMU (HEKITUHUYECKUMU) W KIIMHUYECKUMW  UCCREAOBaHUSIMU
(MCNbITAHUSIMKW)  NEKapCTBEHHbLIX CPeACTB, NPOW3BOACTBOM, W3rOTOBIIEHWEM, OLEHKOW KX KayecTBa,
ahdekTnBHOCTH, 6E30NacHOCTH, peanusaumen nekapCTBEHHbIX CPeACTB U MHBIMU OEeNCTBUAMU B cdhepe
obpalLeHns nekapcTBEHHbIX CPeacTB.

Cratbsa 2. Cchepa gencTBusa HactosLero 3akoHa

1. Hactoawwmit 3akoH onpegenseT MOpsAoK o6palleHuss nekapcTBeHHbIX CpeacTs  ans
MeOULIMHCKOrOo NpUMeHeHus Ha TeppuTopun Keiprbiackoli PecnyGnuku.

2. [JewnctBue Hactosiwero 3akoHa pacnpocTpaHsaeTcss Ha obpalleHne HapKOTUYECKUX U
NCUXOTPOMNHbIX NMEeKapCTBEHHbIX CpeacTtB C y4eToM OCOGGHHOCTeVI, YCTaHOBJIEHHbLIX 3akKOoHOOAaTellbCTBOM
Kblprbiackon Pecnybnvku 0 HapKOTUYECKMX CPeACTBax, MCUXOTPOMHbIX BELLIECTBAX 1 MPEeKypcopax.

Crartbs 3. 3akoHopaTenbcTBO Kbiprbisckon Pecny6nuku B cchepe obpalueHus
neKkapcTBEeHHbIX CPeAcTB

3akoHogaTtenbctBo Kbiprbidckon Pecnybnuku B cdepe obOpalleHunsi nekapCTBEHHbIX CpeacTB
COCTOUT M3 HacTosilero 3akoHa, MHbIX HOPMAaTUBHbIX MpaBoBbiXx akToB Kbeiprbiackon Pecnybnuvku u
MeXAyHapOAHbIX AOrOBOPOB, BCTYMMBLUMX B CUMY B COOTBETCTBUM C 3aKkoHOOATENbCTBOM KbIprbl3cKkom
PecnyGnuvku.

Ctatba 4. OCHOBHbIE NOHATUSA, UCNOJIb3YyeMble B HacTosiLeM 3aKoHe
Onsi uenen HacToswero 3akoHa UCMOMb3YOTCH CNeAYOLNE OCHOBHbIE NOHSATUSA:

1) akTuBHas cpapmaueBTUYeckas cybcTtaHumMa (cphapmaueBTUYeckas cybGcTtaHuusa) -
nekapCcTBeHHOe CpeACTBO, NpedHa3HayeHHoe Ans MpoM3BOACTBA WM U3TOTOBMEHUSA JEKapCTBEHHbIX
npenaparos;

2) anTeka - KOMMEKC Cneunanm3npoBaHHbIX MOMELLEHUI (Cneunanm3npoBaHHOIO NOMELLEHNS) U
obopydoBaHus, npedHasHayeHHbI Ofis  anTeyHoOro W3roTOBMEHUs W/unu  peanusauuu, OThycka
nekapCTBEHHbIX CPeACTB, MEOULMHCKUX U3denvi u Apyrmx ToBapoB anTe4YHOro aCCopTUMEHTa;

3) 6e30nacHOCTb JIeKAPCTBEHHOro npemnapaTta (COOTHOWEHUe "nonb3a - PUCK") - OLeHka
MOMOXUTENbHBLIX TepaneBTUYECKUX IP(EKTOB NEKAPCTBEHHOIO Mnpenaparta Mo OTHOLUEHUIO K pucKaM,
CBSI3aHHbIM C €ro NPUMEHEHMeM (NMOHSATUE pUcka BKItoyaeT B cebs NtoGoi puck, CBS3aHHLIN C KAYECTBOM,
OesonacHoCTblo MK 3PEKTUBHOCTLIO NEKAapCTBEHHOTO MpernapaTa N0 OTHOLWEHWIO K 300POBbHO
naumneHTa unm HacemneHus);

4) BTOpMYHasa (noTpebuTtenbckasl) ynakoBKa NeKapCTBEHHbIX CPeACTB - YMakoBKa, B KOTOPYHO
NnoMeLLaeTCsi NIekapCTBEHHbLIN NpenapaTt B NEPBUYHON UMW NMPOMEXYTOYHOW YNakoBKe AfNsl peanusauuu
noTpeburento;
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5) ROKNUHUYecKoe (HeKNMHUYEeCKoe) nccregoBaHme (UCNbITaHME) - XMMUYECKOE, PU3NYECKOE,
OGuonornyeckoe,  MuKpoGMorornyeckoe,  hapmakorniormyeckoe,  TOKCUKOMOrMYeckoe U Apyroe
SKCMEPUMEHTaNbHOE  WCCINEAOBaHWE WNU  Cepusi  UCCREedOBaHUA MO M3YYEHWI0  BeLlecTBa
(nekapcTBEHHOro cpeacTBa) MyTeEM MNPUMEHEHWS HAyYHbIX METOOOB OLEHKM B LENAX U3yyYeHust
cneumdgmryeckoro A4encTBus U/unu gokasatenbCcTB 6e30nacHOCTU Ans 340POBbs YENOBEKa;

6) M3roToBneHWe JeKapCTBEHHbIX MpenapaToB - BuA OeATenbHOCTM B cdepe obpalleHust
NeKapCTBEHHbIX CPeACTB, BKIOYAOLWMIN NpuMoBpeTeHNne WUCXOOHbIX MaTepuarnoB, W3rOTOBMEHWE
neKkapcTBEHHOro npenapaTa, XpaHeHWe, KOHTPOSb kadecTBa, OOpMIIEHVWE B anTeYHbIX YCIIOBUSIX U
peanv3auuio/oTNyCcK roTOBbIX FIEKAPCTBEHHbIX NpenapaTos;

7) WHCTPYKUMA MO MeAULMHCKOMY NPUMEHEHWUI0 JeKapCTBEHHOro mnpenapara (JIMCTOK-
BKNagblW) - [OOKYMEHT, YTBEpXOaeMblil YMNOMHOMOYEHHbIM TOCYOAapCTBEHHLIM OpraHoMm B cdepe
3[paBOOXpPaHEHNs, coaepXKallmnii MHopMaUno Ans NoTpeduTens U ConpoBOXAAaOLMIA NeKapCTBEHHbIN
npenapar B yNaKOBKe;

8) UcxogHble MaTepuanbl, UcnoJsfib3yemMmblie B NMpou3BoacTBe JieKapCTBeHHbIX cpeacTB -
q)apmaueBqueCKme CyGCTaHLLI/II/I, BCnomMoraTesnibHble BelwleCcTBa, MNepBUYHbIe, TMPOMEXYTO4YHble U
BTOPUYHbIE YNaKOBKW, BKIKOYaA MaTepuanbl 4na nx n3rotoeneHunsa B npouecce npon3BoacTtBa,

9) Ka4yecTBO NEKapCTBEHHOro cpeacTBa - COBOKYMHOCTb CBOWCTB W XapaKTEPUCTUK
dapmavueBTMYeCKon cybCcTaHUUM MM nNekapcTBEHHOro npenaparta, obecneunBatoias nx COOTBETCTBUE
HOpPMaTUBHOMY JOKYMEHTY Mo KayecTBy/cneuundukaumm/dapmakonee;

10) knuHMYecKoe wuccnenoBaHME (UCMbITaHME) NEeKapCTBEHHOro cpeacTBa - U3ydeHue
ONarHoCTUYEeCKMX, NeyvyebHbIX, NpodUNaKTUYECcKnx, apMaKkoriormyeckux CBOWCTB FeKapCTBEHHOMO
cpeactBa B Mpouecce ero MeauUMHCKOro MNpUMEHEHMSI CYObEeKTOM WCCredoBaHud, B TOM 4ucre
npoueccoB BCacCblBaHUA, pacnpeneneHud, meTabonuama u BbiBE€AEeHNA, nyTemM MnpuMeHeHna Hay4dHbIX
MEeTOAO0B OLEHOK B Lendax noflydeHna nokasaTternbCTB 6e3onacHocTU U 3(1)(*)6KTI/IBHOCTVI NeKapCTBEeHHOro
cpencTtBa, OaHHbIX O HeXenaTellbHbIX peakuundax opraHmmMa 4enoBeka Ha MeguuMHCKOoe npumMmeHeHune
nekapcTBeHHOro cpeactea M o6 adyhpekte ero B3aMMOAEWNCTBMS C  OPYTUMU  NIEKAapCTBEHHbBIMMU
cpencteaMu W/unm nULLEBBLIMY NPOAYKTaMU;

11) nekapcTBeHHbIM npenapaT - JlekapCTBEHHOe CpeacTBO B Buae onpedeneHHown
nekapcTBeHHOW OOPMbl, FOTOBOE K NPUMEHEHMNIO;

12) nekapcTBEHHOE PacTUTENbHOE CbIPbe - CBEXMWE WNMW BbICYLUEHHbIE pPacTeHUsi, BOAOPOCHH,
rpubbl UK NULIARHMKM NGO UX YacTu, LenbHble UMK 3MeNbYeHHbIe, UCMOfb3yeMble s NPON3BOACTBA
1 U3rOTOBIEHMS NEKapCTBEHHbIX CPEACTB;

13) nekapcTBeHHOEe CpPeACTBO - CPEACTBO, NpeAcTaBnstowee cobov unu cogepxaiiee B cebe
BELeCTBO WM KOMOMHAUMIO BellecTB, BCTynawowee B KOHTakT C OpPraHM3MoOM 4erioBeka,
npegHasHadeHHoe Ans npogunakTuku 3aboneBaHuii YeroBeka, feYeHWs WM  BOCCTaHOBMEHMS,
KOPpEeKUMU WM M3MEHEHUS ero uU3nonorMyeckon YyHKUMM NOocpeacTBoOM apMakonornyeckoro,
WMMYHOMNOIM4Yeckoro nmbo meTtabonuyeckoro BO3OENCTBUSA, UNU ANA OUArHOCTUKM 3aboneBaHun u
COCTOSIHUI YernoBeka;

14) nekapcTBeHHasi ¢opMa - COCTOsIHME TEKapCTBEHHOro mnpenapaTa, COOTBETCTBYHOLLEE
crnocoGam ero BBeZleHUs U NpUMEHEHUS1 1 obecneynBatoLLee AOCTUKEeHME HeoBGxoanMoro achdekTa;

15) MapKupoBKa NeKapCcTBEHHbIX CPeACTB - MHOopPMaLMS, HAHECEHHAs Ha NEPBUYHYIO WU/UNK
BTOPUYHYIO YNAKOBKY NEKAapCTBEHHOTO Mpenapara;

16) Hapnexawas perynaTopHas npakTUKa No perynupoBaHuio cdiepbl o6GpaleHus
neKapcTBEeHHbIX CpPeACTB - MpaBuna, pernameHTVpylolmMe OeATenbHOCTb  YNONHOMOYEHHOMo
rocyaapCTBEHHOrO opraHa B cdepe 34paBoOXpaHeHWss Mo o6ecrneyeHuo MPUHLMMNOB 3aKOHHOCTH,
nocrnegoBaTenbHOCTM, HE3aBUCUMOCTM, 6ecnpUcTPacTHOCTM, NPOMNOPLIMOHANBHOCTM, TMBKOCTU, SICHOCTH,
3 HEKTUBHOCTI U NPO3PAYHOCTM perynmpoBaHums cdepbl 06palleHUsl NEKapCTBEHHbIX CPEACTB;

17) Hapnexawue capmaueBTUUYECKMEe MNPAKTUKM B cdepe oOGpalleHUsi rneKapcTBEHHbIX
cpencTB (Qanee - Hagnexawue capmMmaueBTUYECKMEe NPAKTUKN) - MpaBuna, pacnpocTpaHaoLWmnecs Ha
BCe aTanbl obpalleHus nekapCTBEHHbIX CPEeACTB: Haanexailass nabopatopHas npaktnka (GLP),
Hagnexawasa KnvHudeckast npaktuka (GCP), Hagnexawiass npousBoAcTBeHHas npaktuka (GMP),
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Hagnexawasa pguctpubbioTopckass npaktnka (GDP), Hagnexawasa anteyHasa npaktuka (GPP),
Hagnexallasi npakTnka papmakoHagsopa (GVP) n gpyrme npakTuku;

18) HapKoTM4YecKue neKapCTBeHHble CpeAcTBa - JIeKapCTBEHHble CpeacTea, SBMSOLMECcH
HapPKOTMYECKMMWN CpeacTBaMuM WU COAEpXKallue HapKOTMYECKMe CpeacTBa, BKMOYEHHble B CMUCKU
HaPKOTUYECKMX CPeaCTB, NCUXOTPOMHbLIX BELLECTB U NPEKYPCOPOB, NOANEXALUUX KOHTPOIO B Kbiprbi3ckom
PecnyGnuke;

19) HepobpokavecTBeHHble (CyOcTaHOapTHbIE) NeKapCTBEHHbIE CpeAcTBa - JNIEKApPCTBEHHbIe
cpencrtea, He npurogHble K nNpuUMeHeHuo BcCnencTtene HeCoOTBETCTBMA HOPMaATUMBHOMY LOOKYMEHTY no
KauyecTBy/cneumndukaLmm/cdapmakonee;

20) HexenaTenbHas peakuusi - HenpegHaMepeHHast HebGnaronpusiTHas peakuusi opraHusma,
CBsi3aHHasi C MPUMEHEHMEM FIeKapCTBEHHOIO (MCCreayeMoro) npenapaTa;

21) HOpMaTUBHbIA OOKYMEHT MO Ka4yecTBY - [JOKYMEHT, paspabaTtbiBaemblii NpouM3BOAMTENEM,
yCTaHaBnvBawLwWmn TpeboBaHns K KOHTPOMK KayecTBa NeKkapCTBEHHOro npenapata (cneundwukaums n
OMMCaHVWe aHanUTUYeCKMX METOAMK W MCMbITaHUA WM CCbIIKM Ha HWX, a TakKe COOTBETCTBYKOLUME
KpUTEpUM NpMemMnemMocTu Afs yKasaHHbIX MokasaTernen KadecTsa), KOTOPbIM Mpu perncrtpaumnm Ha
OCHOBaHUM MNpPOBEOEHHOW 3KCMepTU3bl COrNacoBblBAETCA C  YNOSIHOMOYEHHbIM FOCYAaPCTBEHHbIM
opraHom B cdepe 34paBOOXpaHeHus, U nNpedHasHayYeHHbIn O5S KOHTPOMs KavecTBa INeKapCTBEHHOro
npenapaTa B NOCTPErncTpaLmMoHHOM Nepuoae;

22) obpalieHue neKapCTBeHHbIX CpeAcTB - pas3paboTka, AOKMMHMYECKME (HEKITMHUYECKME) U
KNVHUYECKME UWCCrnedoBaHus (UCMbITaHWA), 9KCNepTu3a, perucTpauusi, dgapmMakoHags3op, KOHTPOfb
KayecTBa, NPOM3BOACTBO, N3roTOBIIEHME, TPAHCMOPTUPOBKA, XpaHeHue, OTNycK, peanu3auus, nepegaqa,
NPUMEHEHNEe, YHUUTOXEHWEe NEeKapCTBEHHbIX CPEACTB, a Takke UX BBO3 Ha Tepputopuio Kbiprbiackon
Pecnybnukn n BbiBo3 ¢ Tepputopumn Kbiprbisckon Pecnybnwvku;

23) onToBas peanusauua (QUCTPUOLIOLIMA) NeKapPCTBEHHbIX CPeACTB - BUA OEATENBHOCTU B
cepe oOpalleHuss nekapCTBEHHbIX CPeAcCTB, CBA3AHHbLIA C 3aKynom (MpuobpeTeHMem), XpaHeHWEM,
BBO30OM, BbIBO30M, peanu3auuen (3a WCKIMIYEHUEM peanusauumn HaceneHuo) ©0e3 orpaHuyeHus
006bemMoB, TPaHCMOPTUPOBAHMEM U YHUUTOXEHNEM NEKAaPCTBEHHbIX CPEACTB;

24) opthaHHbIN NekapCcTBEHHbIN Npenapar - NIeKapCTBEHHbIV NpenapaT, NpeaHasHayYeHHbI 4ns
ANarHoCTWKW, 3TMONaTOreHeTUYeCcKoro UM NaToreHeTUYEeCcKoro fevyeHnss pegkmx 3abonesaHun, YyactoTa
KOTOPbIX He npeBbIwaeT oduuManbHO YCTAHOBNEHHOTO YPOBHSA, ONpeaensieMoro YrnofHOMOYEHHbIM
rocygapCcTBeHHbIM OpraHoMm B cdpepe 30paBOOXPaHEHNS;

25) HaumoHanbHbIA NepeyYeHb XU3HEHHO BaXHbIX JIEKAPCTBEHHbIX CPEACTB - MNepeyeHb
NeKkapcTBEHHbIX CPeacTB AN MeOWUMHCKOTO  MNPUMEHeHWs, obecrnevvBaioliMii  NPUOPUTETHBbIE
noTpebHOCTUN 30paBOOXpaHEHUs B LieNsiX NpounnakTukM 1 neveHns 3abonesaHuis;

26) nepBuMYHas (BHYTPEHHsis) yNaKoBKa - YMNAKOBOYHbLIA MaTepuan, HemnocpeACTBEHHO
conpuKacatLLMIACS C NeKapCTBEHHbIM CPeACTBOM;

27) nporpaMMbl WCMONb30BaHWUA JKCMEPUMEHTalNbHbIX JIeKapCTBEHHbIX CpeacTB
(nporpammbl  cocTpagaTenbHOrO  MUCMNONbL30BaHMA) - MporpaMMmbl MO NpedocTaBreHuo
9KCMEepUMEHTarbHbIX NEKAPCTBEHHbLIX CPEACTB AMs MOTeHUMAnbHOro CraceHusl XW3HWU MNaLueHToB,
cTpagaiowmx 6onesHbio, OT KOTOPOW He cyllecTByeT OfoBGpeHHOro nedyeHus, wunu Ons nauueHToB,
KOTOpbIE He MOTYT MPUHATL Y4acThe B KNUHNUYECKOM UCMbITaHWK;

28) NPOU3BOACTBO JIEKAapPCTBEHHbIX CPEeACTB - BUA [AesATeNbHOCTM B cdepe obpalleHust
nNeKapCcTBEHHbIX CPEACTB MO NPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB MPOM3BOANTENAMU NEKAPCTBEHHBIX
CPEACTB Ha OOHOW, HEeCKOMbKMX MMM BCeX CTagusax npolecca MpOW3BOACTBA, BKMOYas KOHTPOrb
KayecTBa MeKapCTBEHHbIX CPEACTB, a Tawkke M0 XpaHeHMo W peanusauuM npousBefeHHbIX
nNeKkapcTBEHHbIX CPeaCTB;

29) nNcuUXoTpoOMnHble reKapcTBEHHble CpeacTBa - JiekapCTBEHHble CcpeacTBa, sBRsSoLMecs
NCUXOTPONHBIMU CpeacTBaMu UM copgepxawimne nCuxoTponHblie BelleCcTBa, BKIHOYEHHble B CMNUCKU
HapKOTUYECKUX CPEeaCTB, MCUXOTPOMHbLIX BELLECTB U NPEKYPCOPOB, Noanexatmx KOHTponto B Kelprei3ckom
Pecnyb6nuke;

30) papgumodhapmaLeBTMYECKMA JeKapCTBEHHbIW npenapar - JIeKapCTBEHHbIA npenapar,
cogepXxaliMin B TFOTOBOM [ANs MPUMEHEHUS COCTOSIHUM OOWMH WM HECKOMbKO PafVOHYKIMA0B
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(pagMoaKkTUBHBLIX M30TOMOB) B KayecTBe [OEWCTBYIOLLEro BellecTBa UMM B cocTaBe OeWCTBYIOLLEro
BeLlecTBa;

31) perucTpauMoHHbLIN HOMep - KoOoBoe O0O03HayeHue, MpuUcBavMBaeMoOe JEKapCTBEHHOMY
CpeacTBy Npu peructpauumu, No4 KOTOpbiM OHO BHOCUTCS B [[OCyOapCTBEHHbI peecTp fnekapCTBEHHbIX
cpeactB Kbiproiackon PecnyGnvkn n coxpaHsieTca HeM3MeHHbIM B TeYeHue Bcero nepuoga npeboiBaHus
nekapcTBeHHOro cpeacTtsa Ha Tepputopum Kelprelackon Pecnybnukuy;

32) perucTpaunoHHoe yOoOCTOBEpPEeHMe O rocyfapCTBEHHOW perncrpauMv nekapcTBeHHOro
cpeAcTBa - JAOKYMEHT eauHoN (hopMbl, BblAaBaeMbli YNONMHOMOYEHHBIM FOCYy4apCTBEHHBIM OpPraHoM B
chepe 3gopaBOOXpaHeHus, NOATBepXOawWmMn akT perucTpauum n sBnsOWUNCA paspeLleHMeMm ang
MEeAMLIMHCKOro NpUMEHEHMUS NeKapCTBEHHOMO cpeacTaa Ha Tepputopumn Kelpreidckon Pecnybnuku;

33) peuenT Ha neKapcTBEHHbIM npenapaTt - AOKYMEHT (ByMaXHbI WM 3NEKTPOHHbLIN),
coaepxalluin nMcbMeHHoe obpalleHne MeaULIMHCKOro paboTHKKa, MMEIOLLEro Ha 3TO NpaBo, B anTeyHYIo
opraHusaumio 06 oTnycKe nekapCTBEHHOro npenapaTa B onpeaerneHHon AO3UpOBKE U feKkapCTBEHHON
dopme ¢ ykazaHmem cnocoba ero NPUMEHEHNsT NN N3roTOBIEHNS;

34) poO3HM4YHaA peanu3auMu JeKapCTBEHHbIX CpPeaAcTB - Bu JesaTenbHocTn B cdepe
obpallleHns NnekapCTBEHHbIX CPeACTB, CBSA3aHHbLIA C NPUOBPETEHWEM, XpaHEHWEeM, peanusauuen
HaceneHuo NekapCcTBEHHbIX CPeaCTB;

35) cuctema cpapmakoHapsopa - cucTeMa, opraHusyemas gepxatensamum perncTpauvoHHbIX
YOOCTOBEPEHUIA NIEKAPCTBEHHbIX MPENapaToB U YNONHOMOYEHHBIMU OpraHaMu Ansl BbINOMHEHNUS 3a4ady U
obsi3aHHOCTEW No chapmakoHaa3opy, npedHasHayeHHas Anst KOHTpons 6e30macHOCTV NekapCTBEHHbIX
npenapatoB, CBOEBPEMEHHOIO BbISIBIIEHUS1 BCEX W3MEHEHWUNA B OLIEHKE COOTHOLUEHMS "Monb3a - puck”
NeKapCTBeHHbIX npenapartoB, AnA paspa60TKV| n BHeOpeHua mep no obecneyeHuto NnpuMeHeHnaA
NeKapCTBEeHHbIX npenapaTtoB Nnpu npeBbilUeHNN NOJb3bl HAO PUCKOM;

36) couvanbHO 3HauuMble 3aboneBaHMA - HeuMHdEKUMOHHble 3abonesaHus, Tpebyolime
MeLMKO-CoLManbHOW 3aluThl, a TaKkke UHMEKLMOHHbIe 3a6oneBaHns, NPeACTaBnsoLWLmMe ONacHOCTb Ans
OKpyXaloLux, nepeyveHb KoTopbix onpegensetcs KabuHetom MuHuctpoB Kbipreidckort Pecny6nuku
(nanee - KabuHet MuHucTpoB);

37) cneuundpmkaumsa - nepeyeHb nokasaTenen kavyecTea, CCbINOK Ha aHanUTUYeckue MeTOAMKMU U
UCMbITaHWS, a Tawkke HOPMbl, npeAcTaBnsiowme coboil YMCNeHHble (KONMMYECTBEHHbIE) Npeaensl,
AnanasoHbl U MHble KpUTEPUM ONS yKasaHHbIX NokasaTenen kavecTsa;

38) cTpaTerMyecku BaXHble JleKapCTBeHHble CcpeacTBa U MeAUUMHCKWE uspenus -
neKkapcTBEHHble CPEACTBa U MeAULMHCKUE U3nenus, npeaHasHavyeHHble AN MeAUUMHCKOTO NPUMEHEHUS
B YCIOBMSIX BOEHHbIX OEWCTBUI, Ype3BblHaHOW CUTyaLMKn, U NS OpraHM3aumMn okasaHusi MeaULMHCKON
noMoLiM nuuam, nocTpadaBWMM B pesynbTaTe uYpesBblMalHbIX  CUTyauuidi, npeaynpexaeHns
ype3BblYalHbIX CUTYaUWiA, NPOMUNAKTUKA U feveHns 3aboneBaHnii, NPeACTaBnSLWMX ONACHOCTb AN
OKpyXXaloLlux, a Takke 3aboneBaHWn W MOpaXeHW, MNOSyYEHHbIX B pes3ynbTaTe BO3AeNCTBUSA
HeGNaronpusTHbIX XUMUYECKUX, BMONMOrMYeckux, pagunaumMoHHbIX (hakTopoB. lNepeyeHb cTpaTernyecku
BaXHbIX JIEKAPCTBEHHbIX CPeACTB W MeOWMUMHCKMX WU3Oenui  onpefensieTcss  YnofHOMOYEHHbIM
rocyoapCTBEHHBIM OPraHoM B cdepe 34paBOOXpPaHEHNS;

39) CpOK rogHOCTM NeKapCTBEHHOro npenapata - BpeMmsi, YCTaHOBJIEHHOE Ans MpYMeHeHWs!
nekapcTBEHHOro npenapaTta, B Te4eHNe KOTOPOro rapaHTMpyeTcst ero 6e3onacHocTb, 3EKTUBHOCTL U
Ka4yecTBO Mpu coBMoAEeHNN YCNOBUA TPAHCMOPTUPOBKA U XPaHEHUS;

40) cTtpaHa pervoHa MexayHapogHoOro coBeta no rapMoHu3auMm TeXHUYeCKUX TpeboBaHum
K peructpauun JeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro npumeHeHus (International
Council on Harmonisation, ICH) - rocygapctso, TpeboBaHus K permctpaumm nekapCcTBEHHbIX CPEACTB
Ha TeppuUTOpMU KOTOPOrO PErynMpyrTCs YMNOMHOMOYEHHBIM OpPraHoOM, CTaBLUUM YydYpeauTenem unu
yneHoMm MexayHapoaHOro CoBeTa MO rapMOHM3aUMM TEXHUYECKMX TpeboBaHWA K NEeKapCTBEHHbIM
cpencrteam ongd MeauumnHCKOro npuMeHeHus;

41) cy6beKkTbl (hapMaLeBTU4ECKON AeATENbHOCTU - (hU3NYECKME W opuanYeckue nuua, B TOM

4Yucne WHOCTPaHHbIe, OocylecTBndlowne cbapmauesmqecxyro neAaTenbHOCTb B COOTBETCTBUUA C
Tpe6OBaHI/IF|MI/1 HacTosiero 3akoHa 1 UMetoLLME NULEH3NIO Ha TaKylo 0eATeNIbHOCTb;
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42) danbcndpruMpoBaHHOEe JIeKapCTBEHHOE CpPeAcTBO - JIEKApCTBEHHOE CPEACTBO,
NPOTUBOMNPABHO U NpeAHaMepeHHO CHabXeHHoe HedOCTOBEPHOW MHdOpMaLmnen o ero coctase u (Mnwm)
npom3BoguTene, a TakkKe O TMOCTaBKax, BKMYas 3anMcM W AOKYMEHThbl, 3aTparvsatoLime
NCMNOMb30BaHHbIE KaHambl AUCTpUObIOLMY;

43) chapmakones - cOOPHUK OCHOBHbIX CTaHAAPTOB KayecTBa, MPUMEHSIEMbIX B (hapMaKkonenHom
aHanuae, NpoM3BOACTBE, M3rOTOBEHUN N KOHTPONE KayecTBa eKapCTBEHHbIX CPeaCTB;

44) dapmaueBTMYeCKada AEATENbHOCTb - BUAbl OEATENbHOCTU, OCYyLLecTBNseMble B cdepe
obpalleHnst NekapCTBEHHbIX CPEACTB U MEeOULUHCKUX U3AEeNnin, No NponU3BOACTBY, ONTOBOW peanusauum
(ancTpunbbloLmm), pO3HMYHOW peanu3auuun, U3roTOBNEHUI0 NEKapCTBEHHbIX CPeacTB U/Mnn MeguuuHCKUX
n3genun, CeBsi3aHHble C WX BBO3OM, BbIBO30OM, NpuobpeTeHnem, MapKUPOBKOW, TPaHCMNOPTUPOBKOW,
XpaHeHueM, pacnpeneneHmem, OTNYCKOM, NPUMEHEHNEM N YHUHTOXEHUEM,;

45) chapMaueBTUYECKasl OpraHM3auuAa - OpraHM3auusi, OCyLLEeCTBsOWas (apmMaleBTUYECKYIO
[AEATEeNbHOCTD;

46) d¢dapmakoHapsop (pharmacovigilance) - Bug HaydHOW M NpakTUYECKOW [EeATENbHOCTH,
HanpaereHHbIA Ha BbIIBMEHWE, OLEHKY, MOHVMaHne 1 NpeaoTBpalleHne HexenaTernbHbIX NOCNeacTBuM
NPUMEHEHWS NekapCTBEHHbIX NpenapaTos;

47) umudcpoBasi MapKMpOBKa - HaHeceHve Koga UMdpoBOM uaeHTMdUKaUMM Ha YnakoBKY
neKapCTBEHHOro CPeAcTBa;

48) akcnepuMeHTanbHble NEeKapCTBEHHbIE CPEACTBA - JIEKapCTBEHHbIE CPeACTBa, B OTHOLLEHUN
KOTOPbIX HE 3aBeplUueHbl BCe pa3bl KMMHUYECKMX UCCMeQoBaHUn (McnbiTaHuin), HO npovgeHa Il dasa
KMWHUYECKUX MCCNedoBaHMM (MCMbITaHU) M MUCMONb3YITCA ANA nevyeHus 3aboneBaHu B pamkax
nporpamm coctpagaTernibHOro UCnonb30BaHus;

49) adheKTUBHOCTL NEKaApCTBEHHOrO cCpeAcTBa -  COBOKYMHOCTb  XapakTepucTuK
nekapCcTBEHHOro cpeacTtea, obecneyvmBaloLMX AOCTUXKEHME NPOUIAKTMYECKOro, ANAarHOCTUYECKOro 1
neyebHoro adpdekta nnm BOCCTaHOBNEHME, KOPPEKLMIO UM MOANMMKALMIO DU3NONOrMYECKOW (OYHKLIMK.

Onpep,eneHMﬂ MHbIX TEPMMNHOB COAEpPXXaTCA B OTAEJIbHbIX CTaTbAX HACTOALLETO 3akoHa.

Crtatbs 5. locyaapcTBeHHOE perynupoBaHMe OTHOLLIEHWI, BO3HMKaoLWwmMX B cchepe
obGpalleH1A nekapCcTBEeHHbIX CPeacTB

locynapcTBeHHOE perynvMpoBaHue OTHOLIEHMA B cdoepe obpalleHusi NekapCTBEHHbIX CPeacTB
OCYLLECTBMSIETCA NYTEM:

1) npoBegeHus eOuHOW TOCYOApPCTBEHHOW MONMMTUKM B cdepe obecneveHus HaceneHus
KayeCTBEHHbIMU, 3¢ EeKTUBHBIMU U Ge30MacHbLIMM NTEKAaPCTBEHHbIMU CPEACTBAMM;

2) pas3paboTku, MPUHATUA W  WCMOMNHEHUsI MporpaMMbl  pasBUTUS  cdepbl  obpalleHus
nekapcTBEHHbIX CPpeaCTB, OTBeYatoLlell NoTPeGHOCTAM CUCTEMbI 30PaBOOXPaHEHNS;

3) onpeneneHust apdeKTUBHON NOMUTUKM PEryNMPOBaHUS LiEH Ha NeKapCTBeHHble CPeacTBa;

4) pa3paboTku, NPUHATMS U  MCMOSTHEHUS HOPMATMBHBIX MPABOBbIX aKTOB WM CTaHOApTOB,
pernameHTUpyLWnNX AOeATEeNbHOCTb KOHTPOJSIbHO-HAA30PHBLIX/PErYNSATOPHBIX OpPraHoB U CcybbekToB
AesaTenbHOCTN cdepbl 06paLLEeHNsT NeKapCTBEHHbIX CPEACTB;

5) nuueH3anpoBaHNA AesATeNbLHOCTU B cdiepe obpalleHns NekapCcTBEeHHbIX CPeacCTB;
6) rocynapcCTBEHHOMN perncTpaumnm NekapcTBEHHbIX CPEACTB;
7) rocynapcTBEHHOro KOHTPOMS U Haa3opa B cdepe obpalleHust IekapCTBeHHbIX CPeAcCTB;

8) koHTpons 3a cobnogeHvem Haanexawmx dapmaueBTUYeckux NpakTuk B cdepe obpalleHus
nekapCTBEHHbIX CPeACTB;

9) obecneyeHms cBobOAHOro AOCTyna HacemneHwus K MHdopmaunm O feKkapCTBEHHbIX CPeacTBax,
paspeLleHHbIX K npumeHeHuto B Kbipreidckon Pecnybnuke;

10) BHeApeHUs1 ANEeKTPOHHOro ynpasrieHns B cepe obpalleHnsi ekapCTBEHHbIX CPEACTB;

11) NPUHATMA WHBIX Mep, YCTAHOBMEHHbIX HACTOAWMM 3akOHOM, WHbIMW HOPMAaTUBHBLIMU
NpaBoOBbIMW akTaMu WM MeXOyHapOAHbIMW [OroBOpaMu, BCTYMUBLUMMW B CUNY B COOTBETCTBUU C
3akoHodaTensCcTBoM Kbiprbidckon Pecnybnmku.
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Ctatba 6. OCHOBHbIE NPUHLIMNbI FOCYAapCTBEHHON NONUTUKUN B chepe obpalleHus
JNNIeKapCTBeHHbIX cpeacTB

OCHOBHbBIMX NPUHLMNAMWN FOCYOApPCTBEHHOW MNONUTUKM B cdepe obpalleHus nekapcTBEHHbIX
CpeacTB, HanpaBrneHHOW Ha OXpaHy 300POBbS rpaxaaH, SBNATCA:

1) yKkpenseHve 300pOBbs rpaxkaaH nytem obecneyeHust 4ocTyna K Ka4eCTBEHHbIM, 3hdeKTUBHBIM
1 Ge3onacHbIM NeKapCTBEHHBIM CPEACTBAM U UX paLoOHanbHOe MCMoNb30BaHue;

2) co3gaHne HeobXOAMMOW HOpPMaTMBHOM npaBoBol 6asbl Anst obecrnevyeHust YCTOMYMBOIO W
[00pOCOBECTHOrO BeAeHUs hapmaLleBTUYECKON OEATENBHOCTY;

3) co3sgaHue 6naronpusiTHbIX YCNOBMWA ANA  YCTOMYMBOIO pasBuTUA  hapmaLeBTUYECKON
NPOMBILLNIEHHOCTU U NoaaepKka 0Te4eCTBEHHOIo NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB;

4) [OCTYMHOCTb JOCTOBEPHOM MHDOPMALIMK O NTeKapCTBEHHbIX CPpeACcTBaXx;

5) cobniogeHne MpUHUWMOB Haafiexallen perynsTtopHoi MpakTukM Mo perynupoBaHuio cdepsbl
obpalleHns nekapCTBEeHHbIX CPEACTB;

6) NMpO3payHOCTb U MOAOTHETHOCTb rOCY4APCTBEHHOINO PErynnmpoBaHUs Ha OCHOBe cobniogeHus
NPVHUMMOB Hagnexallemn perynaTopHON NPaKTUKK;

7) dhopMmmpoBaHne OOCTYMNHOM LIEHOBOW NONUTUKKN B cdpepe obpalleHns NekapCTBEeHHbIX CpeacTB.

Ctatbsa 7. dNeKTpOHHOE ynpaBreHue B CUCTeMe rocyJapCTBEHHOro perynmpoBaHus cdepbl
oGpaLlleHnA NneKkapCTBEeHHbIX CpeacTB

1. OneKkTpoHHOEe ynpaBneHve B CUCTEME rocygapCTBEHHOro perynupoBaHus cdepbl obpallieHus
NeKapCTBEHHbIX CPeACTB OCYLECTBNSAETCA B COOTBETCTBMM C TpeboBaHusSMM HacTosiwero 3akoHa u
3akoHogatenoctBa Kbiprbidckon Pecnybnuku 06  3MeKTpOHHOM  yrpaBfieHMM B 4acTu, He
npoTvBopeyvalLlen Hactoawemy 3aKoHy.

2. BHegpeHue anekTpoOHHOro yrnpaeneHus aBnsieTcss obsisaTenbHbIM B Npoueaypax perncrpaumu,
NnoaATBEPXKAEHUS  perucTpauun, BHECEHUST W3MEHEHUM B  PErncTpaumMoHHOe [OCbe, BeOeHus
locymapcTBEHHOro peecTpa feKkapcTBeHHbIX cpencTB Kbiprbidckon PecnyGnuvku, OLEHKM KadecTBa
nekapCTBEHHbIX CpecTB, BBO3a (MMMNOpTa) NIeKapCTBEHHbIX CPEACTB, ONTOBOW 1 PO3HWYHONM peanu3aunu,
dhapmMaLeBTUHECKON MHCNEKLMN N oDecrneyeHnst MpOCIeXnBaemMoCTV NEKapCTBEHHbIX NpenapaToB Ha
OCHOBE LIMhpOBON MapKUPOBKH.

3. CosgaHue u noggepxaHue dMNeKTPOHHOW (MHopMaunoHHOW) Ba3bl OaHHbIX NEeKapCTBEHHbIX
CpeacTB, paspelleHHbIX K npuMeHeHuio B Kbiprbidckon Pecnybnvke, a Takke NpOCNeXnBaeMoCTb
neKapCTBEHHbIX CPEACTB OCYLLECTBNSAIOTCH B YCIOBUAX MOMHON aBToMaTm3aumu.

NnaBa 2. O6ecnevyeHue JOCTYNHOCTU NIEKAPCTBEHHbIX
cpencTB U HoOpMaLuun o HUX

Cratbsa 8. O6GecneyeHue AOCTYNHOCTU NeKapCTBeHHbIX cpeacTB

1. TpaxgaHe Kbiprbiackoit PecnyGnuku, MHOCTpaHHble rpaxdaHe, MOCTOSIHHO NpoXuBakowue, a
Takke BpeMeHHo npebbiBatowme B Kbiprbiackort Pecny6nuvke, u nuua 6e3 rpaxaaHcTsa MMEoT Npaso Ha:

1) 0O0CTyn K Ka4eCTBEHHbIM, Sd)(beKTMBHbIM n 6e3onacHbIM NneKapCTBEHHbIM CpeacTBaM;

2) oOpalweHne K 3KCNepTHbIM OpraHam W OpraHusaumMsiM AN MNOJTyYeHUs] 3aKMioYeHus o
©e3onacHocTun, 3hPEKTUBHOCTM U KayeCTBE NEKApCTBEHHbIX CPEACTB, MCMOMb30BaHHbLIX MPWU OKa3aHuu
UM NeKapCTBEHHOW NOMOLLN.

2. B uenax obecneyeHuss [OOCTYMHOCTW JEKApPCTBEHHbIX CPeacTB paspabaTbiBaloTcss U
peanusyrTcs rocygapcTBEHHbIE MporpamMbl Mo obecneveHuto HaceneHus Keiprbidackon Pecnybnukm
NekapCTBeHHbIMU CcpeacTBamMn U MeEOUUNHCKUMU U3fenmnammn, yteepxXgaemble KabuHeTtom MVIHVICTpOB.

3. B uensx noBblleHMs gocTyna K KayeCTBEHHOW MEAWLMHCKOM MOMOLUM, pauuoHarbHOro
MCMNOMb30BaHNsA NeKapCTBEHHbIX CPeACTB U 3h(EKTMBHOINO MCNOMb30BaHNS rOCyAapCTBEHHbLIX CPEACTB
KabuHeTtom MuHUCTpOB yTBepxaaeTcs HauuoHanbHbIA NepeyeHb XU3HEHHO BaXKHbIX JTIEKAPCTBEHHbIX
CpencTB, KOTOPbIV NepecMaTpuBaeTCs He pexke 0QHOro pasa B ABa roga.
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Mopsigok cdhopMupoBaHns HaunoHanbHOro nepeyHst KM3HEHHO BaKHbIX JIEKapCTBEHHbIX CPeacTB
onpepensietcs KabuHetom MuHMCTPOB.

4. [Ina ynyyweHus [OOCTYNHOCTU FEKapCTBEHHbIX CPEACTB NyTEM COEPXUBaHMS pacxonoBs
HaceneHus YMNonMHOMOYEHHbIA TOCyQapCTBEHHbIN oOpraH B cdepe 34paBoOXpaHeHuss dopmupyeT
nepeyeHb NeKkapcTBEHHbIX CPEACTB, LieHbl HA KOTOpPbIE MOAMNEXaT perynmpoBaHuio.

MpaBuna perynupoBaHusi LieH Ha NEeKapCTBEHHble CPEACTBA, a TaKKe KPUTEPUU BKITHOYEHUSI B
nepeyeHb 1 UCKMYEHNs U3 Hero yctaHasnuaatoTcst KabmHetom MuHuCTpoB.

5. BonbHbIM, CTpagawowiuMm onacHbiIMM  ONA  XU3HU 3aboneBaHNsIMK, feYeHune KOTOpPbIX
0D,06p9HHbIMI/I NeKapCTBEHHbIMU NpenapatamMmun ABIAETCA Heaq)d)eKTVIBHbIM, OKa3blBaeTCs coaencTasune B
paMKax nporpamMmm WUCMNOJIb30OBaHNUA  3KCNepuMeHTalrlbHbIX J1eKapCTBEHHbIX CpeacTB (I'IpOFpaMM
COoCTpaaaTesibHOro VICI'IOJ'IbSOBaHVIﬂ) B nopdnke, onpenendemMom KabuHeTtom MVIHVICTpOB.

6. [Ons obecneyeHnss NOTPeGHOCTM HaceneHuss B JIeKAapCTBEHHbIX Mpenapartax, He
3aperncTpMpoBaHHbIXx Ha TeppuTopumn Kbiprbidckoit PecnyGnuku, ynomHOMOYEHHBIM rOCyAapCTBEHHbIM
opraHoM B cdepe 30paBOOXpPaHEHUs YTBEpPXKOaeTcs crneuuarnbHblii nepedeHb JeKapCTBEHHbIX
npenapartoB, BPeMEHHO pa3peLleHHbIX K BBO3Y U MeAMUMHCKOMY NPUMEHEHUIO 63 perucTpauuu.

7. B cneumanbHbIi NepeyeHb NEKAPCTBEHHbIX MpenapaToB, BPEMEHHO pa3pelUeHHbIX K BBO3Y M
MeLMLMHCKOMY NpUMeHeHuto 6e3 pernctpauum, BKHYaTCs NlekapCTBEHHbIE NpenapaTsl Ans:

1) obecneveHns noTpebHOCTM B OpdaHHbIX NekapCTBEHHbIX NpenaparTax;

2) NpouNakTMKU W JEeYEeHUss BaKUMHOYMNPaBNAEMbIX WHMEKUMA W  OpYyrnx WHEKUMA no
3MMAEeMUONOrMYECKUM NOKa3aHUSAM;

3) npoeegeHnAa OUarHOCTUKK, nedYeHna W« I'IpO(*)I/IJ'IaKTI/IKVI npu BCNbIWKE W OCIOXHEeHUU
aANNgeMmNONOrM4YeCcKon cutyauumm no I/IH(beKLI,VIOHHbIM 3aboneBaHusM;

4) obecneveHnss NOTpebHOCTM B NekapCTBEHHbLIX CPeACcTBax B paMKax rocygapCTBEHHbIX NMporpamm
B cdhepe 34paBoOOXpaHeHNs;

5) okazaHusi MegMUUHCKON NOMOLLM MO XU3HEHHbLIM NOKa3aHUAM KOHKPETHOIO MauueHTa;
6) neveHus coumnanbHO 3HaYMMBbIX 3aboneBaHun.

8. MNMopsiaoK cocTaBneHNst U KPUTEPUU BKIIOYEHUSI NEKAapPCTBEHHbLIX NpenapaToB B CrnewuuarnbHbIN
nepeyveHb feKkapCTBEHHbIX NpenapaToB, BPEMEHHO paspeLLeHHbIX K BBO3Y U MEAULMHCKOMY NPUMEHEHMIO
0es permcTpaumu, n UCKNYeHnst 3 Hero onpegensitotcs KabmHetom MUHMUCTPOB.

Crtatbs 9. UHpopmaLmsa 0 nekapCTBEHHbIX CpeacTBax

1. TpaxgaHe Kblprbiackoit Pecny6nuku, MHOCTpaHHble rpakdaHe, MOCTOSIHHO NpoXuBawowue, a
Takke BpeMeHHo npebbiBatolime B Kbiprbiackot Pecnybnuke, 1 nvua 6e3 rpaxgaHcTea MMEIoT npaeo Ha
nonyyeHne MOSIHOW W [OOCTOBEPHOM WHopMauunm o 6GesonacHOCTW, 3PMEKTUBHOCTU U KayecTBe
neKkapcTBEHHbIX CPeaCTB.

2. Jliobasa uHdopmaumsa ob6o Bcex atanax obpalleHus NeKapCTBEHHbIX CPeAcCTB, BBE3EHHbLIX Ha
Tepputoputo  Kbipreidckon  Pecnybnukn  wnu  npousBegeHHbix B Kbiprbisckon Pecnybnuke, 3a
UCKIMoYeHEM KOHMOEHLMANbHON, A0MKHa BbiTb JOCTYNHOW AN rpaXaaH.

3. VHdopmauma O nekapCTBeHHbIX npenapartax, oTnyckaemblx 6e3 peuenta Bpaya, MOXeT
cogepxatbCa B Nybnukauusx, cneumanmanpoBaHHbIX U OOLWUX neyvaTHbIX U3OaHUsIX, UHCTPYKUUSAX MO
MEOULMHCKOMY MPUMEHEHMIO NeKapCTBEHHbIX MNpenapaTtoB, WHbIX W3daHWAX CyObekToB obpalueHus
nekapCTBEHHbIX CPeCTB.

4. Pa3amelleHne MH@OpMaLMM O NeKkapCTBEHHbIX NpenapaTtax, OTnyckaeMblX Mo peLenTy Bpaya,
[OMyCKaeTCA TOMbKO B CMeLMann3MpoBaHHbIX MeYaTHbIX U3OaHUSIX, PacCUUTaAHHbIX HAa MeOULMHCKUX U
hapmaueBTMYeckMx paboTHMKOB. MHdopmaLus o nekapcTBeHHbIX cpeacTBax, npeAHasHavyeHHas ans
cneumanncToB cdpepbl 06palleHus NeKapCTBEHHbIX CPeAcTB, MOXET OblTb NpedocTaBrieHa B Buae
MOHOrpadui, CpaBoOYHUKOB, HAaY4YHbIX CTaTel, AOKNaAoB Ha KOHrpeccax, KoHhepeHUmsIX, CUMMNo3nyMax,
Hay4HbIX COBETaX, a Takke UHCTPYKLMIA N0 MeAULMHCKOMY NMPUMEHEHUIO NIeKapCTBEHHbIX CPeacTB.

5. Mpu HasHaveHWn, NpMobpeTeHnn, OTNycKe NekapcTBEHHOro npenapaTa rpaxaaHe UMelT NpaBo
Ha nony4YyeHve MHMOPMaUUM OT MeOULMHCKOro U/unu dapmaueBTMYeckoro paboTHUKa O Haanexaiiem
NPUMEHEHUN NekapcTBEHHOro npenapara.
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MnaBa 3. Pa3paboTka nekapCcTBeHHbIX CPeaAcTB,
OOKNUHU4Yeckue (HeKNMHNYeCcKue) nccneaoBaHus
(vcnbiTaHWA) NeKapCTBEHHbIX CPEACTB U KNUMHUYECKue
uccnenoBaHus (MCNbITaHUA) NeKapCTBEHHbIX CPeacTB

Cratbsa 10. Pa3paboTka (M306peTeHne) nekapCTBEeHHbIX CpeaAcTB

1. PaspaboTtka (n30bpeTeHune) nekapcTBEHHbIX CPEACTB BKMOYAET MOUCK HOBbIX KOMOBUHALMA Unm
HOBbIX  (pbapMaKOnoOrM4yeckum akTMBHbIX  BELLECTB, MNOcnegylolee U3ydyeHne UX  CBOWUCTB,
dapmavueBTnyeckylo paspaboTtky M pa3paboTky METOAOB KOHTPOMS KayecTBa, [AOKMIMHUYECKuE
(HEKNUHMYECKNe) UccnenoBaHust (UCMbITaHUS) NEKapPCTBEHHbLIX CPEACTB M KIMUHWYECKME WUCCIenoBaHus
(cnblTaHUst) NekapCTBEHHBLIX NpenapatoB, a Takke pa3paboTKy TEXHOMOMin MPOMBbILLNEHHOMO
NPOVN3BOACTBA NlEKAPCTBEHHBLIX CPEACTB.

2. [lpaBa paspaboTtumka (M300peTaTens) NEKapCTBEHHOr0  CpeacTBa  OXPaHSOTCS
3akoHofdaTenbcTBoM Kbiprbidckon Pecnybnuvkun B cdpepe MHTennekTyanbHOW COGCTBEHHOCTU.

CraTtba 11. [JoknMHU4eckne (HEKNMMHUYECKME) UCCNefOBaHUA (UCNbITaHUSA) NeKapCTBEeHHbIX
CpeAcTB M KNMHUMYECKUe uccrefoBaHUA (MCNbITaHUSA) NeKapCTBeHHbIX CPeAcTB

1. JoknuHnyeckne (HEKMUHMYECKNE) UccneaoBaHus (MCrblTaHWs) NPoOBOAATCA B COOTBETCTBUM C
npasunamMyM Hagnexaiwien nabopaTtopHOV MpakTMkM n TpeboBaHMAMM K NPOBEOEHWIO UCCNeaoBaHWN
(ncnbITaHnn) nekapcTBEHHbIX CPeACcTB, YCTAHOBMNEHHbIMU MeXAyHapoaHbIMM AOrOBOpamMK, BCTYMMBLLMMMU
B CWMy B COOTBETCTBMM C 3akoHogaTenscTBoM Kbiprbidckon Pecnybnuku.

2. KnuHuyeckne wnccnegoBaHus  (MCMbITaHUA)  NEKAPCTBEHHbIX CpPeacTB  MpPOBOAATCS B
COOTBETCTBMM C MNpaBuUiiaMyn Hagnexallem KIMHUYECKOW MNpPakTUKM U TpebOoBaHUSIMW K MPOBEAEHUIO
uccrnegoBaHUM  (MCNbITaHWA) — NEKapCTBEHHbIX — CPEACTB,  YCTAHOBMEHHbIMM — MEXAYHapOAHbIMU
JOroBopamu, BCTYNUBLUMMM B CUITy B COOTBETCTBUM C 3akoHoaaTensCcTBoM Keiprbidckon Pecnybnuku.

3. KnuHnuyeckne wuccnepoBaHus (VICI'IbITaHVIFI) npoBOOATCA B OpraHun3aunax 3apaBOOXpaHEeHud,
MMerLmnx npaBo NpoBoAnUTb KINNMHNYECKNE NCCregoBaHnA (VICI'IbITaHVIFI).

YNONHOMOYEHHbLIN rOCy4apCTBEHHLIN oOpraH B cdepe 3[4paBoOXpaHeHWss BedeT peecTp
opraHmaau,mPl 34paBooXpaHeHnd, MMerLnxX npaeso NpoBoAUTb KITMHNYECKMNe nccrenoBaHna (I/ICI'IbITaHI/Iﬂ),
1 NyoénukyeT ero Ha cBoeM oduLManbHOM canTe.

Mopsnok akkpeaMTauMm opraHvM3auvin 30paBOOXPaHEHVS Ha MpaBo MNPOBEAEHUST KIMHUYECKMX
uccnefoBaHuii (UCMbITAHWA) U BeAEHUs peecTpa OpraHuWsauui 30paBOOXPaHEHMsl, MMELWMX MpaBo
NpPoBOAUTL KNMHUYECKME UCCrneaoBaHus (McnbiTaHus), onpeaensietcs KabnHetom MuHMUCTPOB.

4. JkcrnepTnsa MaTepuarnoB KIMHUYECKOro UccneaoBaHus (UCMbITaHUs) NeKkapcTBEHHOTO cpeacTaa
OCYLLIECTBMAETCH YNONTHOMOYEHHbIM rOCYAApPCTBEHHLIM OpraHoM B cdepe 3apaBooxpaHeHus. [lo
pesynbTataMm MpoBeOEeHHOW 3KCNepTU3bl YMOSHOMOYEHHbLIN roCcyAapCTBEHHbLIN opraH B cdepe
30paBoOOXpaHEeHNss BblgaeT 3aknioyveHne o6 ogobpeHun unu OTkase B NPOBEOEHWUU KIMHUYECKOro
nccnenoBaHus (MCNblTaHUA) NIEKapCTBEHHOMO cpeacTBa.

3KcnepTv3a MaTepmanoB KIMHUYECKUX UccneoBaHui (MCNbITaHUIM) OCYLLLECTBRSIETCA Ha nnaTHOW
OCHOBE 3a CYET CPEACTB 3aABUTENS.

MopsiAoK NPOBEAEHUS KITUHUYECKUX UCCIefoBaHUi (UCNbITaHWIA) 1 onpedeneHus pasmepa onnatbl
3a MNpoBeAeHME IKCMepTU3bl MaTepuarnoB KIMHUYECKUX WCCnefoBaHui (UCMbITaHWI) yTBepXKaaeTcs
KabuHeToMm MUHMCTpPOB.

5. HapyweHue nopsigka npoBeAeHUs] KIMHUYECKUX UCCNeaoBaHUN (MCMbITAHUIA) NEKapCTBEHHbIX
CpencTB BrieveT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHopaTenscTBoM Kbipreidckow PecnyGnuvku o
npaBoHapYyLUEHUSIX U YrONOBHON OTBETCTBEHHOCTN.

6. KnuHuyeckne uccnedoBaHus (MCMbITaHUS) OOMKHbI  OblTb  MpekpalleHbl B cryyae
BO3HWKHOBEHUSI YrpO3bl >KM3HW UMW 300POBbLIO MIOAEN, YY4acCTBYIOLWMUX B KIMHUYECKUX MCCrEeAoBaHUSAX
(ncnbiTaHusx).

7. BosmelwleHne Bpena, MPUUMHEHHOTO 3[0POBLID YYACTHWKAM KITMHUYECKOTO WCCIeqoBaHUs
(McMbITaHUs) WM nMuaMm, NMoHecWwuM yulepb B pesynbTate CMepTu NnL Npu NPOBeAEeHWU KITMHUYECKOro
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uccnenoBaHus  (MCMbITaHWs),  OCYLLECTBNAETCA B MNOpsAKe,  YCTAHOBMNEHHOM  FpaXKaaHCKUM
3akoHoaartenbcTBoM Kbiprbidckon Pecnybnmku.

Ctartba 12. Mpaea nuu, y4acTBYHOLUMUX B KITMHUYECKUX UCCNeA0BaHUAX (MCNbITaHUAX)
rneKapcTBEeHHbIX CPeAcTB

1. Yuactme nuy B KNUHUYECKUX UCCNEeAOoBaHUNAX (MCMblTaHWUsSX) NEKapCTBEHHbIX CPEACTB ABNAETCH
AobpoBornbHbIM. [1ns npoBeeHUs KNMHUYECKOrO MccrefoBaHust (UCMbiTaHus) obsisaTenbHO Hanuuune
NMMCbMEHHOrO cornacus  (U3NYEeCcKoro nuua unM ero 3akOHHOro npeacTaBuUTENst Ha yyacTue B
KNMMHUYECKOM 1CCregoBaHun (UCNbITaHWK).

2. MNucbMeHHOe cornacve Ha yyacTue B KIUMHWYECKOM MWCCredoBaHUM (UCMbITaHWKM) BKMOYaeT
WHopmaLuto o:

1) nekapcTBEHHOM CpeACTBe, CYLIHOCTM W 3ajadvax KIMHUYECKUX MCCrnenoBaHui (UCMbITaHWi)
yKa3aHHOro fieKapCTBEHHOroO CPeACTBa;

2) npoueaype NpoBeAeHNs KIMHNYECKOro uccregoBaHus (McnbitaHus);

3) npaBax u 06A3aHHOCTSX NULA, Y4acTBYIOLLEro B KNMHUYECKOM UCCNeAoBaHUM (MCnbliTaHum);

4) oxungaemon 3H(PEKTUBHOCTM NEKapCTBEHHOro CpeacTBa M cTeneHu pucka/Heypobctea Ans
nvua, y4acTBYIOLLEro B KITMHUYECKOM UccreaoBaHun (McnoitaHun);

5) pewncTBusaX nuua, y4acTBYIOWEro B KIMHWUYECKOM MWCCedoBaHuMu (MChbiTaHun), B cryyae
HenpeaBuAeHHbIX 3dEKTOB BNUSAHWNS NTEKapCTBEHHOrO CpeacTBa Ha COCTOSIHNE ero 340POBbS;

6) ycnoBuAX CTpaxoBaHWA 340pPOBbS NULA, YYacTBYKOLLEro B KIMHUYECKOM WCCneaoBaHuu
(ncnbiTanun);

7) apyrnx sugax MegukameHTO3HOro uinn HemeamkamMeHTO3HOro nedyeHusd, Kotopble MOryT ObITb
Ha3Ha4deHbl nuudy, y4yactBywwiemMy B KIMHUYECKOM uUcchengoBaHUn (I/ICI'IbITaHVIVI), a TaKkKe WX
noTeHunarnbHbIX NOJIb3€ N PUCKE;

8) KoMneHcauum u/vnu nevyeHnn, Ha KoTopble NMUOo, y4acTByloLlee B KITMHUYECKOM UCCNedoBaHum
(McnblTaHuK), MOXeT paccyMTbiBaTb B Clydae HaHeCeHUs Bpeda ero 340pOBbi0 BO BPEMS KITMHWUYECKOro
uccnenoBaHus (MCnblTaHUS);

9) pasmepe BbINNaT nuuy, Yy4vacTByKLlEMY B MWCCrefoBaHuuM (UCMbITaHWM), €CNU TaKoBble
npeaycMoTpEHbI;

10) HenevyebHOM xapakTepe KMMHUYECKOro UccrnefoBaHus (McnbiTaHms).

3. MNpwu npoBefeHNM KIMMHUYECKNX UCCNEeAOoBaHWN (UCNbITaHWIA) 06A3aTeNbHO CTPaxoBaHUe XU3HW,
300pOBbs NuLa, Y4acTBYWOLLEroO B KIUHWYECKMX MWCCNEeAoBaHMAX (UCMbITAHWUAX) NeKapCTBEHHOMO
cpenctea. CTpaxoBaHue MPOBOAMTCA 3a CYET CTOPOHbI, MPOBOASALLEN KINMHWUYECKOE WCCNedOBaHME
(ncnbiTaHue), nNubo UHaAHCMPYIOLWEN CTOPOHbI B MOPSAKE, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Kbipreiackon Pecny6nvku B ccpepe rpakgaHCKoOro 3aakoHogaTenbcTBa.

4. Jluyo, yyacTByloLlee B KIIMHUYECKOM UCCNeAoBaHnM (UCMbITaHWM), UMeeT NpaBo oTkasaTbCH OT
y4acTusi B KIMHWYECKUX MCCredoBaHusaX (McnbiTaHusx) Ha mobor ctagum npoBefeHUs KIMHUYECKUX
uccnenoBaHum (MCNbITaHUR).

5. 3anpelaeTcsa NnpoBeAeHUE KITMHUYECKMX MCCNEeaoBaHWI (UCMbITaHUI) NEKapCTBEHHbIX CPeACTB:
1) Ha HecoBepLUEHHONETHUX;
2) Ha BOEHHOCNYXaLluX;

3) Ha nuuax, OTObIBAKLWMX HakasaHMe B MecTax JnuWeHus cBoboabl, a Tawkke Ha Iuuax,
Haxo4sALMXCA No4 CTpaXen B CNeACTBEHHbLIX M30MATopax;

4) Ha GepeMeHHBbIX XXEHLLMHAX, a TakKe Ha >XeHLLMHax NocrnepogoBoro nepuoaa (4o WecTu Hedenb
nocrie poaos);

5) Ha nuuax c ncuxuyeckumy 3aboneBaHUsIMM  W/MNW  MPU3HaHHBIX HeOeecrnocobHbIMKM B
YCTaHOBMEHHOM 3aKOHOOATENbLCTBOM MOPSOKeE.

6. MHTepecbl nuu, y4acTBYOLWMX B KIMHUYECKUX UCCreaoBaHUsX (MCNblTaHWsX), Bcerga OOJKHbI
npeobnagaTb Hag MHTEpecamun Haykm 1 obiecTea.
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7. Jlnya, npuHMMawuwme y4actme B KIMHUYECKUX UccnenoBaHuAx (I/ICI'IbITaHI/IﬂX), nnéo nuua,
npeancrasnaowine nx NHTEpPECHI, NMMEerT npaeso obxanoBaTb  AEWCTBUS ﬂpeﬂCTaBMTeﬂeVI
YNOJTHOMOYEHHbIX OpI'aHVI3aLI,l/Il7I B CyD,EGHOM nopsaake.

8. [lpoBegeHne KNMHMYECKOTO UWCCNeaoBaHus (MCNbiTaHWs) ©6e3 MMCbMEHHOro  cornacus
PU3MYEeCcKoro nuua WnNyu ero 3akOHHOro npeacTaBUTens Ha yyacTue B KIWMHWYECKOM UCCnedoBaHum
(ncnbiTaHUKn) BNEeYEeT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoaaTensCTBOM Kbiprbiackon Pecnybnukm
06 yronoBHOW OTBETCTBEHHOCTMW.

FnaBa 4. ObecneyeHune KayecTBa, 3PhpeKTUBHOCTU U
6e30MacHOCTU NeKapCTBEHHbIX CPeaAcTB

Cratbsa 13. Hagnexawas perynatopHasi npakTuka B ccpepe obpalueHus ieKapCTBEeHHbIX
cpeacTB

1. PerynmpoBaHnue ccepbl obpalleHns nekapCTBeHHbIX CPEACTB OCYLLECTBAETCA B COOTBETCTBUU
C MpaBunamu Hagnexallenh perynatopHoOW NpakTukW, ytBepxagaembiMu KabuHetom MwuHWUCTPOB, mnu
WHBIMWU MEXOYHapOAHbIMW AOroBOpamMu, BCTYMMBLUMMUW B CUAYy B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Kbipreiackon Pecny6nuku.

2. MNpaBuna Hagnexatluew perynsaTopHoOn NpakTuki pa3pabaTtbiBaloTca Ha 6ase COOTBETCTBYHOLLMX
pykoBoACTB BcemupHOM opraHusauumM 3OpaBOOXPaHEHUS MWW MHbIX 3KBUBANEHTHbIX PYKOBOACTB
(cTaHgapToB) perynATopHOW NPaKTUKK, MPUHATLIX B paMKax MeXOyHapOAHbIX OOrOBOPOB, yYaCTHULEN
koTopbix aBnseTcs Kolproidckas Pecnybnuka.

3. PerynupoBaHue cdepbl 0GpalleHUsi NIeKapCTBEHHbIX CPeACTB OCYLLECTBRSIeTCS B YCIOBUSIX
BHEAPEHUA W TNoadepXkaHWs CcucTembl oODecreyeHVWsl KayecTBa B COOTBETCTBMM C  NpaBuiiamu
Hagnexallen perynsTopHOn NpaKkTUKW.

4. YNONHOMOYEHHbIN rocydapCTBEHHbIN opraH B cchepe 34paBOOXpPaHEHWsI BHEAPSET CUCTEMY
obecreyeHnss kayecTBa M He MeHee O[HOro pasa B rof NPOBOAWUT OLIEHKY CUCTEMbl obGecneveHus
KayecTBa Ha COOTBETCTBME TpebOoBaHWSIM WM MpUHUMNAM Haanexalwlel perynsTopHON NpakTMKM C
nyGnukaumen pesynbTaToB OLEHKM Ha oduuMarnbHOM caiiTe YnoNHOMOYEHHOro rocyaapCTBEHHOro
opraHa B cgoepe 34paBooOXpaHeHus.

Cratbs 14. Hagnexawme chapmaueBTMYECKME NPAKTUKN B chepe obpallueHus
nekapcTBEHHbIX CPeAcTB

1. Ha Bcex aTanax obpalleHus nekapCTBEHHbIX CpeacTB [AOMkHblI cobniogatbcd npasuna
Hagnexawmx dapMaLeBTUYECKNX NPAaKTUK.

2. Hapnexawwue dapmMaueBTU4eCkne npakTUKM, 3a WCKIIYEHNEM Hagnexallen antevyHown
NpakTuKkKn, yTBepXaalTcsa cornacHo TpeboBaHWsaM MexayHapOAHbIX AOroBOPOB, BCTYMMBLUMX B CUIY B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Kbiprbidckon PecnyGnmku.

3. Hagnexawasa ante4yHas NpaKkTuKa yTBepxxgaeTcA KabuHeTtom MI/IHVICTpOB.

Crtartbs 15. [paBo Ha 3aHATHE (hapmaLieBTUYECKON AEeATENbHOCTLIO

1. ®dusnuyeckme U1 OpUAMYECKME §MUA@ WMEKT MNpaBO 3aHMMaTbCs  dhapmaueBTUYECKON
AEeATENbHOCTbIO  MPU  HanMW4YUW  NWLEH3WW, TMOMYYEeHHOW B COOTBETCTBUM C  TpeboBaHusiMu
3akoHofaTtenscTBa Keiprblackon Pecnybnvkn B cpepe NMUeH3NOHHO-pa3peLlnTenbHON CUCTEMBI.

dusnyeckne nuua, B TOM YUCIie 3aperncTpuMpoBaHHble B KayecTBe WHOUBUAYANbHOMO
npeanpuHMMaTens, MOryT MOMyYuTb FMLEH3MI0 Ha dapMaLeBTUYEeCKy AesiTENbHOCTb MPU Hanmmuum
BbiCLLUEro hapMaLeBTUYecKoro o6pasoBaHus Unv cpeaHero dapmaLeBTUYeckoro obpasoBaHus.

Flpmmeanme. Cneumanuctbel co cpegHnUm (bapMaLl,eBTMLIeCKVIM o6pasoBaHmeM MMEKT npaBo
TOJ1bKO Ha NpoAaxKy roToBbIX JNIeKapCTBEHHbIX npenapaTtos.

2. Tpe6OBaHI/IF| K opraHm3auunmun d)apmaueBqueCKoﬂ neATernnbHOCTU, BKI4Yada Hanun4dune
COOTBeTCTByIOLLI,eVI MaTepI/IaJ'IbHO-TeXHI/I‘-IeCKOVI 6a3sbl, KBaJ'IM(bI/IKaLI,MlO nepcoHana W KoOJIM4eCTBO
KBaJ'II/I(*)MLI,I/IpOBaHHOFO nepcoHana, yCtaHaBMBarTCA KabnHeTom MI/IHMCTpOB.

3. OcyuwecTeneHne hapmMaLeBTUYECKON AeATENbHOCTY 6e3 NonyyYeHns NULEH3NM 3anpeLLeHo.
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4. Cy6'beKTbI, ocyulecTendamowme cbapmau,eBTquCKyro peaTenbHocTb 6e3 nuueH3un, HeCcyT
OTBETCTBEHHOCTb B COOTBETCTBUMN C 3aKOHOOATENIbCTBOM KprFbI3CKOIZ PeCI'Iy6J'Il/IKVI O NnpaBoOHapyLeHnax
n ob yI'OﬂOBHOVI OTBETCTBEHHOCTW.

Cratbsa 16. Papmakoneu, npusHaBaeMble B Kbiprbiackon Pecnybnuke

B Kbipreiackonn Pecnybnuvke, ecnu mHOe He NpeayCcMOTPEHO B MeXAyHapoOHbIX [A0roBopax,
BCTYNUBLUUX B CWUMy B COOTBETCTBUM C 3akoHoaatenbCcTBoM Kbipreidckon Pecnybnuku, npusHaroTcs
dhapmakoneu no cneayLM YypoBHSAM NPUOPUTETHOCTU:

1) EBponelickas bapmakones;

2) BputaHckasa dapmakones;

3) ®apmakones CoeamHeHHbIX LWtatoB Amepukn (CLUA);
4) nHble hapmakornemu.

Ctatba 17. FocypaapcTBeHHas perucTpaums U NoaTBepXXaeHue peructpauum
neKapcTBeHHbIX CpeacTB

1. JlekapcTBeHHble CpeacTBa BBO3SATCH, MPOU3BOOATCSH, peanu3yloTCsd U MPUMEHSIOTCA Ha
Tepputopun Keipreidckon Pecnybnuku, ecrnv OHM npownu npouenypy rocyaapCTBEHHOW permcrpaumm
UN1 NOATBEPXKAEHUSA perncTpaumm, 3a UCKITIOYEHNeM cnyvyaes, NPeayCMOTPEHHbIX HACTOSALWMUM 3aKOHOM.

ocypapcTBEHHas perncTpauusi NeKapCTBEHHbIX CPEACTB ABMSETCS MPOLECCOM  MONyYeHust
paspelleHns Ans MeguUMHCKOrO NPUMEHEHUsI NeKapCTBEHHbIX CPEeACTB Ha Tepputopun Kbiprbiackon
PecnyGnuku.

I'Iop,TBepx(,quMe perncrtpaunmn nekapCTtBeHHbIX CpencTB ABJIIAETCA nNpouecCcoM npoasieHnA CcpokKa
aencTeus rocy,u,apCTBeHHoﬂ perncrtpaunm rnekapCTtBeHHOro cpeacrtaa.

BHeceHne nameHeHun B perncTtpaunmoHHoe OocCbe NeKapCTBEeHHOro cpencrtBa OCyLLEeCTBAETCA Ha
OCHOBaHUM 3KCNEPTU3bI M3MEHEHWNN, BHOCUMbIX B pernctpauynoHHoe oCbe B Te4YeHue CpoKa OencTBeums
perncTpaumMoHHOro yaoCctoBepeHus.

locynapcTBeHHas perucTpauusi, nNoaTBEepXAeHWe rOCYyAapCTBEHHOM perncrpaumMm u BHeCeHue
N3MEHEHU B PEerncTpauMoHHOe [O0Cbe NEKAPCTBEHHOIO CPeACTBa MPOBOAATCH Ha MnaTHOW OCHOBe 3a
CYeT CPeACTB 3asiBUTENS.

2. Tlopsigok MNpoBedeHVs ToCyoapCTBEHHON perucTpauuu, NOATBEPXKOEHUS! FOoCyAapCTBEHHOW
perncTpaumMm  NeKapCTBEHHbIX CPEACTB, BHECEHUSI U3MEHEHUW B PErnMcTpauMoHHoe  Jockbe
NeKapcTBEHHOr0  cpeacTBa WM KpUTEpUM  OMpedeneHusi  KoHGMOEeHUMAanbHOCTM  MHGopMaLuu,
copepxallencss B perncTpauMoHHOM [OCbe feKapCTBEHHOrO CpeacTBa, yTBepxkpatotcss KabuHeTom
MWHUCTPOB, €Cnu MHOe He NPeayCMOTPEHO MEXAYHapOAHbIMU [OroBOpamMu, BCTYMUBLLUUMMK B CUMy B
COOTBETCTBUM C 3akoHoaaTenbcTBOM Kbipreidckor Pecny6nuku.

Mopsgok onpefeneHus pasvepa onnaTbl 3a MNPOBEAEHWE T[OCYAapCTBEHHOW perucTpauuu,
NOATBEPXKAEHUS TOCYOapCTBEHHOW PEerucTpauun neKkapcTBEeHHbIX CPEACTB, BHECEHUS W3MeHEeHWid B
perMcTpaumoHHoe AoChe NekapcTBeHHOro cpeacTea yTeepxkaaetca KabuHetom MuUHUCTPOB.

Jdepxatenb perncTpauuoHHOrO  yOAOCTOBEPEHUSI HECEeT OTBETCTBEHHOCTb 3a  Ka4yecTBso,
achbdekTnBHOCTL M 6E30MacHOCTL 3aperucTpMpoBaHHOro Ha Tepputopumn Kbipreidckor Pecnybnukm
rnekapCTBEHHOro CpeacTBa.

3. YckopeHHas npoleaypa pernctpauum npumMmeHsieTcs K:

- NIeKapCTBEHHBIM CPeACTBaM, BKIIOYEHHBIM B NepeveHb NpekBannguumMpoBaHHbIX NEKAaPCTBEHHbIX
cpeactB  BcemupHOW opraHu3auumn  30paBOOXPaHEHUS, a Takke JeKapCTBEHHbIM CpeAcTBam,
3aperMcTpMpOBaHHbIM TakKUMK PErYNATOPHBIMU OpraHamu, Kak AOMUHUCTpaLMs No NULLEBLIM MPOaYyKTaM
n nekapcteeHHbIM cpeacteam CLUA (FDA), EBponelickoe areHTCTBO No MeauuMHCKMM npoayktam (EMA)
(no ueHTpanusoBaHHOW npoueaype), AreHTCTBO MO JIEKAPCTBEHHLIM CpeacTBaM M NPoAyKTam
MeauuMHCKoro HasHadeHus AnoHun (PMDA), AreHTCTBO TepaneBTuyeckux npoayktos Llsewnuapuum
(Swissmedic) u AreHTCTBO MO peryrnMpoBaHUIO NEeKapCTBEHHbIX CPeacTB U NPOAYKTOB MeAULMHCKOro
Ha3HauyeHuss Bennkobputanum (MHRA);

- OphaHHbIM NEeKapCTBEHHBLIM NpenapaTam;
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- JlekapCTBEHHbIM cpeacTBaM, npuobpeTaemMbiM 4epe3 opraHusauum (NpeactaBuUTENLCTBA),
yupexaeHHble OpraHuzauuen OO6beguHeHHbix Hauunm (OOH), 3akntouvBlUME [OroBop (cornaileHue,
memopaHayM) ¢ KabuHetom MUHUCTPOB;

- CTpaTernyecky BaXkHbIM NeKapCcTBEHHbIM cpeacTBaMm,;
- NekapCTBEHHbIM cpeacTBaM, NPon3BeAeHHbIM Ha TeppuTopum Kbiprelackoii Pecnybnmkiu.

Mopsanok NpoBeOeHUs YCKOPEHHOM Mpoueaypbl PerMcTpauun NeKkapcTBEHHbIX CPeACTB, a Takke
onpeaeneHns pasmepa onnaTbl 3a NPOBEAEHUE YCKOPEHHOW perMcTpauuy nekapcTBEHHbIX CpeacTB
ycTaHaBnueaeTcs KabnuHetom MuHucTpos.

4. 3asBuTenb ocBo6GOXAAETCA OT Onnathl NPU PerucTpaumm, BKoYas YCKOPEHHY0 pernctpauuio,
NoATBEPXKAEHUN PEerncTpauum U BHECEHUU W3MEHEHWA B perncTpauuMoHHoe [ocbe OpdaHHbIX
NeKkapcTBEHHbIX MpenapaToB W NeKapCTBEHHbIX CPEeACcTB, MOCTYMNaloWmMX MO NUHUM TyMaHUTapHOM
MOMOLLM B pamMKax rocydapCTBEHHbIX MporpaMM B cdiepe 34paBOOXpaHeHWsl, a TakKe NeKapCTBEHHbIX
CpPeAcTB, MPUMOBPETEHHbIX Yepe3 opraHusauumn (NpeacTaBUTENbCTBAa), ydpexaeHHble OpraHusauuen
O6beanHeHHbIX Hauuii, 3akntoumnBLune goroeop (cornaiweHve, MemopaHayMm) ¢ KabrHeTom MUHMCTpPOB.

5. 3anpelaetcs pernctpaumsi nog OOHUM TOProBbIM HaMMEHOBAHWEM fEKapPCTBEHHbIX CPEACTB,
UMEILLNX PasfINYHbIN Ka4eCTBEHHbIN COCTaB AENCTBYIOLLNX BELLECTB.

6. [Ina nekapCTBeHHbIX CpeacTs, NPOM3BEAEHHbIX Ha TeppuTtopun Keipreidckon Pecnybnmkm Tonbko
Ans uernen BbiBO3a (3kcnopTa), TpeboBaHns YacTu 1 HacTosLWen CTaTbyn He pacnpocTpaHsatoTcd. Takue
nekapCTBeHHble CpeACcTBa MOryT ObITb 3aperncTpupoBaHbl Ha 40BPOBOBLHON OCHOBE.

Cratbsa 18. PerucrtpaumoHHoe yoocTtoBepeHue 0 rocyaapCTBeHHON perncrpaumm
neKapcTBEHHOro cpeacTBa

1. PervucTpauusi nekapcTBEHHbIX CPeACTB MOATBEPXKAAETCS BblAayeill perncTpaunoHHOro
yOOCTOBEPEHUSI O roCyAapCTBEHHON perncTpaumm nekapcTBeHHOro cpeacTea (danee - perucTpaunoHHoe
yOoocToBepeHue) B nopsiake, yTeepxkaaemom KabnHetom MUHUCTPOB.

2. Mo wucTteyeHMn 5 neT rocydapCTBEHHOW perucTpauuMn Ha BrepBble perucTpupyemoe
nekapcTBeHHOe CPeACTBO NpW YCNOBWUM MOATBEPXKAEHMS ero rocyaapCTBEHHONW pernctpauuv BblgaeTtcs
BGeccpoyHoe pernucTpauuoHHoOe YOOCTOBEPEeHME O TOoCyAapCTBEHHOW perucTpauuy nekapcTBEHHOro
cpeAacTBa.

3. MNpuocTaHoBMEHWE N NpekpaLleHne 4eNCTBUS PErMCTPaLMOHHOIO yAOCTOBEPEHNS NPOBOAMTCS B
nopsgke, onpegensiemom KabuHeTom MUHUCTPOB, ecnv MHOE He NpenyCMOTPEHO MeXAyHapoAHbIMU
[IOroBOpamu, BCTYMUBLLUMUW B CUITy B COOTBETCTBUU C 3aKkoHoAaTenscTBoM Keiprbiackoi Pecnybnumku.

Cratbsa 19. JlekapcTBeHHble CpeAcTBa, He NoAsexallume rocyaapcTBEHHON perucTpaumm
"ocypapcTBeHHOW perncTpaummn Ha TeppuTtopum Kelprbidckon Pecnybnvku He nognexar:

1) nekapcTBeHHble npenapaTtbl, WU3rOTOBMEHHble B anTekax B COOTBETCTBMM C MOPSIAKOM,
onpegensieMbiM KabnuHetomM MUHUCTpPOB;

2) obpasLbl NekapcTBeHHbIX CpeacTB, NpeAHa3HadYeHHble AN rocyaapCTBEHHON perncTpaumuy;
3) cTaHOapTHble 06pas3Lbl NIeKapCTBEHHbIX CPeaCTB;

4) pagnodbapmaleBTUYEeCKMe NeKapCTBeHHble npenapaTbl, W3roTOBMEHHbIE HEMNoCpPeACTBEHHO B
opraHusaumsix 3OpaBOOXpaHEHUs B MOPSAKE, YCTAaHOBMEHHOM YMOMHOMOYEHHbIM FOCYAapCTBEHHbLIM
opraHoMm B cepe paanaumnoHHoi 6e30nacHoCTy;

5) bapmaueBTU4eckme cybctaHuum;
6) NnekapCcTBEHHOE PacTUTENBHOE CbIpbE;
7) NnekapcTBeHHbIE CpeaCTBa, BBE3EHHbIE (PUINYECKUMM NMLLAMM NS IMYHOTO MOSb30BaHUS;

8) nekapcTBeHHbIE Mpenaparbl, NpeAHa3Ha4YeHHble ANa UCMOSb30BaHUSA B Ka4eCTBE BbICTABOYHbIX
00pasuos.;

9) npenapartbl, NpegHa3Ha4YeHHble Ans NPoBeAeHNSA AOKMMHUYECKUX U KIIMHUYECKMX UCCneaoBaHni
(ncnbiTanui).

Cratbsa 20. locypapCTBEHHbIN peecTp NieKapCTBeHHbIX cpeacTB Kbiprbiackon Pecnybnuku
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3akoH KP "O06 obpalieHun nekapcTBeHHbIX cpeacTts”

1. TocymapcCTBeHHbI peecTp nekapcTBeHHbix cpeacTts Keiprbiscko Pecnybnuku (pnanee -
[ocymapCTBEHHbI peecTp feKapCTBEHHbIX CpPeACTB) 4SBNAeTcs  oduuManbHbIM - 3NEKTPOHHBIM
AOKYMEHTOM y4yeTa feKapCTBEHHbIX CPEACTB, paspeLleHHbIX K npumeHeHnto B Keiprelackon PecnyGrnivke.

B lNocynapcTBeHHbI peecTp NekapCTBEHHbIX CPEACTB BKMOYAOTCS:

1) nekapcTBeHHble Mpenapathbl, 3aperucTpupoBaHHble Ha Tepputopun Kbiprbidckoin Pecnybnuku,
BKItovas hapmMaueBTUYeckne cybcTaHumMm, BXOAsLME B COCTAB NeKapCTBEHHbIX Npenaparos;

2) cpapmau,eBTqucme CyGCTaHU,VIVI Ana N3rotoBJieHNA NEKapCTBEHHbIX NMpenapaToB B afnTeKax;

3) nekapcTBeHHble MpenapaTbl, BXOAsAWME B CheuuanbHbIl NepeyeHb NeKapCTBEHHbIX
npenapaToB, BPEMEHHO pa3peLlEeHHbIX K BBO3Y Y MEAULIMHCKOMY NMpUMeEHeHUI0 6e3 permctpauum.

2. B locyaapCTBEHHOM peecTpe JeKapCTBEHHbIX CPEACTB XPaHWTCS NepCOoHU(MLMPOBaHHas
NCTOPUSI U3MEHEHWIN PEECTPOBbLIX 3anuCel C ykasaHMeM AaTtbl ¥ BPeMEHWU CO3aaHus 3anucei. YaaneHve
cBefeHuii U3 MocyaapCcTBEHHOro peecTpa NekapCTBEeHHbIX CPEACTB He A0MNyCKaeTcs.

3. CosgaHue 1 nopgepxaHve B akTyanbHOM COCTOSIHMM [OCydapCTBEHHOro peecTpa
neKapCTBEHHbIX CpPeACTB OCYLLECTBMSIETCA YMNONIHOMOYEHHBIM TFOCYAApCTBEHHLIM OpraHom B cdhepe
30paBOOXPaHEHUsI.  YMOJNIHOMOYEHHbI  FOCYOAPCTBEHHBIN opraH B cdepe  34paBOOXpaHeHus
obecneynBaeT NOCTOSIHHBIN NyONMYHBIN JOCTYN K [OCyaapCTBEHHOMY peecTpy NeKapCTBEHHbIX CPEACTB
Ha cBOeM oumumanbHOM canTe.

4. Mopsigok copMUpoBaHUs M MpaBuna BedeHus [ocyoapCTBEHHOIO peecTpa JeKkapCTBEHHbIX
CPeACTB ycTaHaBMMBaETCs YNONIHOMOYEHHbIM rocyAapCTBEHHLIM OpraHoM B cdepe 34paBoOXpaHeHNs.

Cratbsa 21. PapmakoHagsop

1. C uenbio obGecnevyeHnss 06e30NaCHOCTU JIEKAPCTBEHHbIX MNpenapaToB, CBOEBPEMEHHOrO
BbISIBNEHNST BCEX M3MEHEHUN B OLlEHKE COOTHOLIEHUs "Monb3a - pUCK' NekapCTBEHHbIX MpPenapaTos,
pas3paboTku u BHegpeHus Mep Mo obecneyvyeHuo MPUMEHEHUS FeKapCTBEHHbIX npenapatoB Mpu
MPEBLILWEHMN WX MNOMb3bl HaL PUCKOM YMNONTHOMOYEHHbLIN TFOCY4ApCTBEHHbI oOpraH B cdepe
30paBOOXPAHEHUS] N AepXaTenu perMcTpauMoHHbIX YOOCTOBEPEHUI OCYLLECTBNAT (hapMakoHaa3op B
COOTBETCTBMM C MpaBunamMu  Haanexawlenh npakTukn  dapMakoHag3opa,  YCTaHOBMEHHbLIMM
MEeXOYHapOAHbIMW  OOroBOpaMu, BCTYMMBLUMMW B CUy B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Kbipreiackon PecnyGnuvku.

2. [epxaTenb perncTpauMoHHOro YyaocToBepeHus o6sf3aH oGecneunTb opraHusauuio U
(bYHKUMOHMPOBaHe cUCTeMbl hapMakoHafsopa 3a 3aperncTpupoBaHHbIMU W/ odULManbHO
HaxoZaWmUMKcs B obpalleHun Ha Tepputopum Kblprbiackoii PecnyGnuki nekapcTBeHHbIMU Npenapatamu
B COOTBETCTBUM C NpaBuUnaMy Haanexallein npakTuku hapmakoHaasopa.

3. Mopsigok npoBefeHusa hapmakoHagsopa onpegensietcs KabmHetom MuHUCTpoB.

Cratbsa 22. OueHKa KayecTBa JIeKapCTBEHHbIX CPeaCcTB

1. OueHka KayecTBa IleKapCTBEHHbIX CPEACTB OCYLECTBNAETCA C LUefbilo YCTaHOBNEHUS
COOTBETCTBMA KayeCTBa KOHKPETHbIX Cepuin (NapTuii) BBO3UMbIX B CTpaHy MM NPOU3BOAMMbIX B CTpaHe
NeKapCTBEHHbIX CPEeACTB, BKMIOYEHHbIX B [0OCyQapCTBEHHbLIA peecTp MeKapCTBEHHbIX CPeAcTs,
TpeboBaHNSAM HOPMATMBHOIO AOKYMEHTa No kavecTBy/cneundukayun/dapmakonem.

OueHka kadecTBa NNIeKapCTBEHHbIX CpeacTB, BBO3MMbIX MO JIMHUU FyMaHMTapHOIZ nomMoLLln,
npoBOANTCA Ha D,O6pOB0ﬂbHOI7I OCHOBe€.

Mo pesynbTataM NPOBEAEHHOW OLEHKM KayecTBa JIeKapCTBEHHbIX CPeACTB YNONHOMOYEHHbIM
rocyfapCTBEHHbIM OpraHoM B cdepe 34paBOOXpaHEeHUs! BblAAETCH COOTBETCTBYHOLLEE 3aKmoyeHve Ha
nekapcTBeHHOe CpeaCcTBo.

OueHka kayecTBa NNIeKapCTBEHHbIX CpencTB NpoBoOAMNTCA Ha naaTHOM OCHOBE 3a cyeT cpencTe
3aasuTtend.

2. Tlopsigok npoBedeHMs! OLIEHKM KayecTBa FeKapCTBEHHbIX CPeAcTB, OCBOGOXAEHMS OT
NnpoBedEeHUs OLEHKU KayecTBa, KPpUTEPUM OCBOOOXOEHUS OT MOCEPUMHOrO KOHTPOSs, a Takke
onpefeneHve pasmepa nnaThbl 3a NPoBeAEHNE OLEHKM KayecTBa NEKAPCTBEHHbLIX CPEACTB YTBEPXKAATCS
KabuHeTom MuHMCTpPOB.
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3. JlekapcTBeHHblE CpeacTBa, He NpoLUeflne OLEHKY KayecTBa npu BBO3e, NMoAnexaT BbiBO3Yy C
Tepputopun Kbiprbidckor Pecnybnmkn nnm yHUYTOXEHUIO B COOTBETCTBUM C MOPSAOKOM, onpegensemMbim
KabuHeTom MuHMCTpPOB.

Cratbsa 23. JlekapcTBeHHbIe CpeAcTBa, He NoAnexalume oLueHKe KayecTBa
1. OueHke KayecTBa He noanexar cregylowme:

1) 3aperucTpmMpoBaHHblEe NEKApCTBEHHbIE CPEACTBA, NPON3BOAUMbIE HA TeppuTopun Kbiprbiackoi
Pecnybnukn, ecnv Ha MOMEHT MNPOW3BOACTBA CEPUM JIEKAPCTBEHHOIO CpeacTBa MPOU3BOACTBEHHAs
nrowagka MuMeeT [OeWCTBYIOLWMA cepTUdUKAT O COOTBETCTBUM Haanexalwiei npou3BOACTBEHHOM
npaktuke EBpasunckoro akoHoMmmnyeckoro cotosza (GMP EASC);

2) 3aperncTpupoBaHHble NekapCTBEHHble CpeAcTBa, BBO3UMMblE Ha TeppuTopuio  Kbiprbi3ckow
Pecnybnvkn, ecnu Ha MOMEHT BBO3a AWUCTPUOLIOTOPBLI MMET AeNcTByWUA cepTudukar o
COOTBETCTBMU Haanexallen amctpmbbrloTopckon npaktuke (GDP) npu ycrnoBuu, YTO NeKkapCTBEHHble
cpeacTBa npoussBedeHbl Ha Mrowagkax, MMeloLWmX AeWCTBYIOLMA Ha MOMEHT MNpPOW3BOACTBA Cepum
neKkapCTBEHHOro cpefcTBa cepTudmkat O COOTBETCTBUMM Haanexaieh npov3BOACTBEHHOW NpPaKkTuKe
EBpasunckoro akoHomuyeckoro coto3da (GMP EA3C) vnn cepTudmkaT O COOTBETCTBUMM Haanexaiien
NPOM3BOACTBEHHOW MpakTuKe CTpaH pernoHa MexayHapogHOro coseta no rapmMoHM3aumm TEXHUYECKUX
TpeboBaHWi K permctpaumm nekapcTBEHHbIX NpenapaToB Ans MeAaMuuHCKoro npumeHexmns (ICH);

3) nekapcTBeHHble cpefacTBa, NpeaycMoTpeHHble cTatberd 19 Hactoswero 3akoHa, 3a
WCKMOYEHNEM NYHKTOB 5 U 6;

4) dhapmaueBTUYECKe CcybCTaHLUM U NeKapCTBEHHOE pacTUTeNbHOE Cbipbe, MPOM3BOAUMbIE U/MN
BBO3VMble OTEYECTBEHHbLIMW MPOVU3BOAUTENSAMMU ONsl COGCTBEHHOIO MPOM3BOACTBA, €CMU Ha MOMEHT
BBO3a NPOM3BOACTBEHHAsA MoLWaaKa OTe4eCTBEHHOro Npon3BoaANTENS MMEET AeNCTBYOLWNIA cepTUdmKaT
O COOTBETCTBMM Haanexallei Npou3BOACTBEHHOWN nNpakTuke EBpasuiickoro 3KOHOMMWYECKOro coto3a
(GMP EAQC).

2. JlekapcTBeHHble CpeacTBa, yKasaHHble B nyHkTax 1, 2 M 4 4yactm 1 HacTosdllen cTaTbMm,
0CBODOOXOATCA OT OLIEHKM KA4ecTBa B COOTBETCTBUM C NMOPSOKOM, MPegyCMOTPEHHbLIM B YacTu 2 cTaTby
22, ecnv VHOe He onpeferieHo MexayHapo4HbIMWU JOrOBOpaMu, BCTYNUBLUMMK B CUITY B COOTBETCTBUN C
3akoHofaTenbCcTBOM Kbiprbiackon PecnyGnvku.

MnaBa 5. ®apmaueBTUYECKas AeATENbHOCTb

CtaTtbs 24. [Npon3BOACTBO NEKapCTBEHHbIX CPeaAcTB

1. CybbekTbl, OCYLLECTBMAIOLWNE NPON3BOACTBO JIEKAPCTBEHHbBIX CPEACTB, OPraHu3ylT CBOK
OEATENbHOCTb MPU HANMYUN NULIEH3MM U B COOTBETCTBMM C NpaBuiiaMm Hagnexallen nponsBoaCcTBEHHON
NPaKTUKW.

CooTBeTCTBME  MNPOU3BOACTBA  IEKApCTBEHHbIX  CPeacTB  TpeboBaHuaAM  Hagnexalien
NMPOW3BOACTBEHHON  MPaKTUKM  NoATBEPXKAAETCs  OOKYMEHTOM  (cepTudukaTom),  BblaaBaeMmbiM
YMONMHOMOYEHHBIM  TOCYAapCTBEHHBIM OpraHom B cdepe 34paBoOXpaHeHuss Mo  pesynbTaTam
bapmMaLeBTUYECKOM MHCMEKUMN MO OLeHKe AesATEeNbHOCTU CYGBLEeKTOB 00OpalleHUss rnekapCTBEHHbIX
CpefcTB Ha COOTBETCTBME NpaBunaM Haanexatwmx dapmaueBTUYecKUX NpaKkTyuk.

MponssoanTenb neKkapCTBEHHbIX CPEeAcTB Nocre nofyvyeHuss OOKyMeHTa  (cepTudukarta),
NOATBEPXAaloLWero COOTBETCTBME MPOM3BOACTBA NEKApCTBEHHbLIX CPeAcTB TpeboBaHWAM npaBun
Haanexatluen NponM3BOACTBEHHOW NPAKTUKK, B MOCMNEAYIOLEM HE pexe OAHOro pasa B TpPW roga AOSMKeH
obecneuynmBaTb BO3MOXHOCTb [JI OCYLLECTBEHMS apMaueBTUYECKOW MWHCNEKUUM MpousBoacTBa
nekapCcTBEHHbIX CPeACTB B LUENnsX MNoATBEpXAEeHUS COOTBeTCTBMA TpeboBaHusaM Haanexallieun
NPON3BOACTBEHHOW MPAKTUKM B nopsiake, ycTtaHoBneHHom KabnHetom MuHUCTpOB.

2. Banpelyaetcs MpoOV3BOACTBO JEKApCTBEHHbIX CPEACTB, HE MNpOLUeALIMX FOCYAapPCTBEHHYO
pernctpauuto B Kbiprbiackoin Pecny6nuke, 3a UCKMIOYEHUEM NEKAPCTBEHHbLIX CPEACTB, NpeAHa3HauYeHHbIX
ANs NPOBEeAeHUs OOKIMHUYECKMX (HEeKMUHWMYECKUX) U KIMUHUYECKUX UCCriefoBaHWi (UCnblTaHui), ans
OCYLLECTBMEHUS] TOCYAapCTBEHHOW perucTpaumu, a Takke rekapCTBEHHbIX CPeAcTB, NpefHa3HaYeHHbIX
Ans aKcnopTa.
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CratbA 25. U3roToBneHue nekapcTBeHHbIX NpenapaToB

M3rotoBneHne nekapcTBEHHbIX NpenapaToB OCYLLECTBNAETCA B YCMOBUSAX anTeku Mpu HanMyuu
nnueHsum 1 B nopsagke, onpegensiemom KabuHetom MuHMCTpOB.

Crtatbsa 26. MapknpoBKa nneKkapCTBEHHbIX CPeACcTB

1. TpeboBaHMsA K MapKMPOBKE NIEKapCTBEHHbBIX CPEACTB, 3a UCKIIOYEHNEM LM(POBON MapKNpOBKU,
ONpefensoTcsd  MeXOyHapoAHbIMW  OOroBopamu, BCTYNMBLUMMKM B CWIy B COOTBETCTBUM C
3akoHogartenbcTBoM Kbiprbidckon Pecnybnvku.

2. Mopagok uncpoBON MapKUPOBKN NEKAPCTBEHHbIX CPEACTB U TpeboBaHns K Hel onpeaensitoTcs
KabuHeTom MunHMCTpPOB.

3. K nekapctBeHHbIM CpeacTBaM, KOTOPble MEXAYHAPOAHbIE MeAMKO-CaHUTapHble hOPMUPOBaHUSA
W MeXOyHapoOHble CaHWTapHO-anuaemuornormdyeckne Opuragbl COLAEWCTBYHOLLErOo  rocyaapcrBa
HamepeHbl UCNONb30BaTb HEMOCPEACTBEHHO MNPU  OKa3aHUM MEOUMLUMHCKUX YCRyr HacemneHuto,
nocTpagasllemMy B pe3ynbTaTe BO3HUKHOBEHUSI Ype3BbIYANHOW CUTyaL MU U/MNN BOEHHbIX KOHMMINKTOB,
OOMyCcKaeTCs MHas cucTeMa MapKMpPOBOK B COOTBETCTBUM C 3aKOHOAATENbCTBOM 3TOr0 rocygapcTaa.

CtaTtba 27. OnToBas peanusaums fieKapCTBEHHbIX CpeacTB

1. ®dapmaueBTMYECKME OpraHusauuv, 3aHUMaloWmecs WMMIOPTOM (BBO3OM) W/WMAM OMTOBOW
peanusaumen nekapcTBeHHbIX CPeACTB, OCYLLECTBNAT CBOK AEATENbHOCTb NPY HAaNMYnM MUEH3NN 1 B
COOTBETCTBMM C NpaBunaMv Hagnexaiien npon3BogcTBEHHON U/nnn ANCTPUBBIOTOPCKON MPaKTUKN.

2. npOVI3BO,D,VITeﬂI/I, a TaKkKe cbapmaueBTquCKme opraHn3auumn, 3aHMMalwmecda MMMNopToM
(BBO30M) n/unn onToBow peanmaaumeﬁ JNNIeKapCTBEHHbIX CpeacCTB, MMEIOT NpaBO OCYLLECTBIIATb NOCTaBKN
NeKapCTBEHHbIX CPpeacTB:

1) dwmsuyeckum 1 OPUONYECKMM NWUaM, WMEKLWMM §NULUEH3NI0 Ha apmaueBTU4eckyto
AesATeNnbHOCTb;

2) opraHm3aumsam 30paBoOXPaHEHNs AN OCYLLECTBIEHUS X YCTaBHOW AeSATENbHOCTY;

3) HayyHO-MccrnegoBaTenbCKUM OpraHmMsaumam Afns UX  HayvyHo-uccriefoBaTenbckon paboThbl,
obpasoBaTtenbHbIM y4pexaeHUam Ans ux y4ebHbix Lenen;

4) rocygapCTBEHHbIM OpraHM3aumsM, OKasbiBaloLWMM YCIyrn couuanbHOro xapakrepa B nopsigke,
ycTaHoBneHHom KabuHeTtom MUHMCTPOB;

5) uU3nYeCKMM 1 IOPUANYECKUM NULAM, UMEIOLLMM NNLEH3NI0 HA MEANLIMHCKYIO AESATENbHOCTb;

6) usmyeckM 1 pPUONYECKUM Nuuam B Criydae yYpesBbl4anHbIX CUTyauWi MO COrnacoBaHUio C

YNOJTHOMOYEHHbIM rocyaapCTBeHHbIM OpraHom B ccbepe 34paBoOOXpaHEHNA B nopsAake, onpeaendaemMmom
YNOJTHOMOY€EHHbIM rocyaapCTtBeHHbIM OpraHoM B ccbepe 34PaBOOXpPaHEHNA,

7) HerocyaapcTBEHHbIM (HEKOMMepYeCcKMm) opraHusaumsim ans OCYLLECTBNEHMS
6GnaroTBOpUTENbHON AEATENBHOCTH MO COrMacoBaHUIO C YNOSTHOMOYEHHbIM roCcyAapCTBEHHbIM OpraHom B
cthepe 30paBOOXpaHEHUst C MpedocTaBMeHNeM eMy WHopMauuMn O pacnpederieHnn NeKkapCTBEHHbIX
cpeacTs.

CtaTtbsa 28. Po3Hu4Han peanu3auuna n oTNycCkK NekapCcTtBeHHbIX NnpenaparoB

1. Po3Hu4Has peanusauusa nekapcTBeHHbIX npenapaToB, B TOM YUCNE 3MEeKTPOHHas PO3HWYHas
peanu3aumsi 4vepes ceTb VIHTEpHeT, OCYLLeCTBMSeTCa 4Yepe3 anTeku MNpu Hannmiuu mnuueH3un u B
COOTBETCTBMMU C MpaBunammn Hagnexatien anteyHon NpaKkTuKku.

ANTEYHbIA NYHKT, NepeaBWXKHON anTeyHbli MYHKT U anTeYHbI KMOCK SIBMSIOTCS CTPYKTYPHLIMU
nogpasfeneHusiMm anTeku, OpraHn3ylTCs C LEeNbio NPUONMKEHNUs NekapCTBEHHOW MOMOLLM HAaCENeHNo
1 He MOryT (PYHKLMOHUPOBATL CAMOCTOSTESNBHO.

KpI/ITepVIVI n Tpe6OBaHI/IF| K d)yHKU,I/IOHVIpOBaHMPO anTek, anTe4dyHblX NYHKTOB U anTe4HblX KMOCKOB,
BKITHO4aA UX TeppUTopunanibHOE pacnosrioxXeHune, onpegendarTca KabuHeTom MI/IHI/ICTDOB.

2. 3anpellaeTcsl 3MEKTPOHHAs peanu3auusi HapKOTUYECKMX W MCUMXOTPOMHbLIX JIeKapCTBEHHbIX
npenapartoB Yepes ceTb VIHTepHeT.
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3. PosHnyHaa peanvsaunsa nekapcTBeHHbIX NMpenapaTtoB peLenTypHOro oTnycka OCyLLEeCTBNAeTCs
CTpOro Mo peuenTy Bpava.

4. Mopagok OTKPbITUSA anTeYHbIX MYHKTOB B OTAANEHHbIX, TPYAHOAOCTYMNHbBIX U ManoHaceneHHbIX
MyHKTax, B KOTOpPbIX OTCYTCTBYIOT anTeYHble OpraHumsauuu, YCroBWUs peanu3auun nekapCTBEHHbIX
npenapaToB, AOMYCK nuU C MeguuuHcKkum obpasoBaHumem K paboTe B Takux anTeyHbIX MyHKTax
onpegenstoTca KabuHetom MyuHMCTpOB.

5. OTnyck nekapCTBEHHbIX  MpenapaToB  anTekamu,  SABMASKOWUMUCHA  CTPYKTYPHbIMU
nogpasgeneHnsMmn opraHusalmi 34paBOOXpPaHEHusi, OocyLlecTBnseTcda no TpeboBaHuAM (3asiBkaM)
opraHusauui 3apaBooXpaHeHns ans HenocpeaCcCTBEHHOIo okazaHus MeanLUMHCKOM NOMOLUM nauneHTam B
3TUX OpraHusaumsx sgpaBooxpaHeHus. Mopsagok npuema, XpaHeHusl, ydeTa M OTnycka fekapCTBEHHbIX
npenapaToB B anTekax opraHusauui agpaBooxpaHeHns onpegensietca KabuHetom MuHmctpos.

CraTbsa 29. 3anpelueHHble ANA peanu3auun U oTNycKa NeKkapcTBeHHbIe npenapartbl

1. 3anpeLyaeTcs po3HUYHAA peanunsauns 1 OTMYCK fieKapCTBEHHbIX NpenapaTos.:

1) BHE anTek, anTe4dyHblX NYHKTOB, NepeaBMXHbIX anTe4YHbIX MYHKTOB N anTe4YHbIX KNOCKOB;

2) nognexawux peuenTypHoMmy oTnycky, 6es3 peuenTa;

3) nmpuvweawmnx B HErogHocTb, HeOoOpoKayeCTBEHHbIX, (PanbCUMUUMPOBAHHbBIX, C WCTEKWWUM
CPOKOM FrogHOCTW.

2. 3anpellaeTtca onToBas W PO3HWYHAS peanu3auns NeKapCTBEHHbIX CPEeACTB, BBE3EHHbLIX Ha
TeppuTopuio Kbipreidckon Pecnybnuku B kayecTBe ryMaHUTapHOW NOMOLLM.

3anpellaetca ONTOBas WM PO3HMYHASA peanu3aumMs MeKkapCTBEHHbIX CPedcTB, noanexalimx
npocrnexueaHuio, 6e3 HaHEeCeHHOro Koda UMPOBOM MAapKMPOBKM W peructpauum B cucTeme
NPOCNEXNBAEMOCTU NEKAPCTBEHHbLIX CPEACTB.

3. 3anpeu.|,aeT09| pO3HMNYHAA peann3aumna JneKapCTBEHHbIX MpenapaTtoB anTekon, ABNAKLLENCS
CTPYKTYPHbIM noapasgefieHnemM opraHm3aunn 3gpaBooXpaHEeHUA.

4. AnTtekam n nx CTPYKTYPHbIM nogpasaeneHndam 3anpewaeTtca npuHmMmatb oT cbmsmqecmx nny
NeKapCTBeHHbIE CpeacTBa, I'Ipl/I06peTeHHbIe MMU paHee.

CtaTtbsa 30. XpaHeHUe nekapcTBeHHbIX CpeaAcTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLIECTBMASETCHS B COOTBETCTBMM C MpaBuriamm
Hagnexatlen NPakTUKU XPaHEHUs NeKapCTBEHHbIX CPEACTB, yCTaHOBMeHHbIMM KabuHetom MuHucTpos
n/vnu mMexagyHapoAaHbIMW OOroBOpamu, BCTYMMBLUMMM B CUNY B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Kbipreiackon PecnyGnuku.

2. Hapgnexalwasi npakTuka XpaHeHWsl NeKapCTBEHHbIX CPeACTB YCTaHaBnuBaeT npaBwuna no
OpraHM3auMn XpaHeHusl NeKapcTBEHHbIX CPeACTB B LIENsX o6ecrneyeHns ux Kayectsa U COXPaHHOCTY U
pacnpocTpaHsEeTCs Ha HPUAONYECKMX U (PU3NYECKUX NUL, OCYLLECTBMAIOWNX hapmaLeBTUYECKYO U/1nu
MEOWULMHCKYI0, a TaKKe WHYK [edATenbHOCTb, NpegycMaTpuBaloLWyld B  COOTBETCTBUM  C
3aKOHOOATENbCTBOM MOMYyYEHUE, XPaHEHWUE, OTIPY3KY UMW NOMYyYEHNE U pacnpeneneHme NekapCTBEHHbIX
CpeacTB.

3. He ponyckaetca npogfeHne cpoka rogHOCTWM feKapCTBEHHbIX MpenapaTtoB, Haxogswuxcsa B
obpalleHnn Ha Tepputopumn Keiprbiackon Pecnybnuku.

Crtatbs 31. [paBuna obpaweHusi ¢ HeNpPUrogHbLIMU K peanu3auvn U NPUMeHeHUo
neKkapcTBeHHbIMU cpeACcTBaMu

1. HegoGpokayecTBeHHbIe, (anbCMMULMPOBaHHbIE, C UCTEKLIMM CPOKOM FOAHOCTM M NpULLeaLImne
B HEroHOCTb JleKapCTBEeHHbIe CpeCcTBa noasexaT Bo3BpaTy NOCTaBLUMKY UMK YHUUTOXEHUIO.

2. MNopsaoK YHNUTOXEHUS NekapCTBEHHbIX cpeacTs onpepensetcs KabnHetom MuHucTpos.

Cratbsa 32. PapmaueBTUYECKAA MHCNEKLUUA

1. YNONHOMOYEHHbIA FOCYAApCTBEHHbIN OpraH B cdepe 34paBOOXpaHEHUs  NpoBOAUT
dhapmMaLEeBTUYECKYHO MHCMEKUMIO C LieNblo OLIEeHKU AeATENbHOCTU CyObeKTOB 0OpaLLleHnst NekapcTBEHHbIX
CpeACTB Ha COOTBETCTBUE MpaBumnam Hagnexawmx gapmaueBTUHECKMX NPaKTUK, a Takke KOHTpons u
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Haas3opa 3a cobnopgeHvem TpeboBaHuM U npaBun B cdepe obpalleHus fnekapcTBEHHbIX CPeACTB,
YCTaHOBJIEHHbIX HACTOSILLMM 3aKOHOM.

2. ®apmaueBTMYECKas MHCMEKUMs NO OUeHKe [edATenbHOCTM CcybbektoB  obpaleHus
nekapCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBunaM Hagnexawmx gapMaueBTU4ecKnux npakTuk
OCYLLECTBMAETCH Ha NaTHOW OCHOBE 3a CYeT CPEeACTB 3asBuUTENS (MHCMEKTUPYeMOoro cybbekTa).

Mopsapok onpedeneHus pasmepa nnatbl 3a npoBedeHue dapMaleBTUYECKONW MHCMEKUUN Ha
COOTBETCTBME HaAnexawmm dapmMaLeBTU4eckuM npaktukam yreepxaaetca KabuHetom MuHmucTpos.

CooTBeTCTBME MpaBUiam  Hagnexawmux ¢GapmaueBTUYecKux MNpaKkTUK  MNoATBepXaaeTcs
YNOSTHOMOYEHHBIM FOCYAapCTBEHHLIM OpraHOM B cdhepe 34paBOOXpaHeHus1 Bblgavyei COOTBETCTBYIOLLErO
[AOKYMeHTa Mo pe3yrbTaTtam NpoBeAeHHON hapMaLeBTUYECKOW UHCNIEKLUN.

dPapmaLeBTUYECKAN MHCNEKLMS NPOU3BOAUTENEN U AUCTPUOBLIOTOPOB NIEKAPCTBEHHbLIX CPEACTB Ha
COOTBETCTBME NpaBuWiam  Hagnexawmx MNpOM3BOACTBEHHON M AUCTPUOLIOTOPCKOWM  MPaKTUK
OCYLLIECTBIISIETCSA HE pPeXe 0AHOro pasa B Tpy roga.

MpaBuna npoBedeHnss apMaleBTUYECKOM WHCMEKUMM Ha COOTBETCTBME Haanexaiimm
apmaueBTMYECKMM NpakTukam yteepxgatoTca KabuHetom MUHUCTPOB unM  MexayHapOAHbIMU
AOoroBopamu, BCTYNUBLUMMM B CUITY B COOTBETCTBMM C 3aKkoHoaaTenscTBoM Kbiprbidckon Pecnybnvku.

3. KoHTponb u Hapgsop 3a cobniogeHvem TpeboBaHun W npasBun B cdepe obpalieHus
NeKkapCTBeHHbIX CpencTtB NnpoBOOATCA B UendAx npegorBpalleHna NOCTynneHunA unn HaxoxaeHua B
obpawieHnn HegoGpoKavyeCTBEHHbIX, anbCUPUUMPOBAHHBIX, C WCTEKWWM CPOKOM TFOOHOCTH,
npuwenunx B HerogHoCTb NNEKapCTBEHHbIX CpenCcTB U CBOEBPEMEHHOIO U3BATUA NUX N3 06pau.|,eH|/|;|.

Mopsagok npoBeAeHMsA KOHTPONA W Hag3opa 3a cobniogeHnem TpeboBaHM M npaBun B cdepe
obpalleHns nekapCcTBEHHbIX CPeAcTB cybbekTamu (hapmaueBTUYeCcKon AesaTenbHOCTW, BKIoYas oToop
06pasLoB MnekapCTBEHHbIX CPEACTB C PblHKA M KOHTPOMb WX KadvecTBa, yTBepxaaetcs KabuHetom
MuHucTpoB.

4. TpeboBaHMs 4acTM 3 HaCTOsILLEN CTaTbM He pacnpoCTpaHAlTCA Ha dapmaueBTUYecKue
opraHusauuu, umeroLlme OencTByLWnin cepTudmkaT 0 COOTBETCTBUM Haanexallen dapmaneBTn4eckon
NnpakTUKe B COOTBETCTBMM C 3aHMMaEMbIM BUAOM AEATENbHOCTU, 33 UCKMIOYEHNEM CMEAYIOLLNX CITyYaeB:

- oT6opa 06pasLOB C pbiHKA NIeKapCTBEHHbIX CPeaCTB;
- N0 3aABNeHNI0 cybbekTa 06paLLeHNs NekapcTBEHHbIX CPEACTB;
- no TpeboBaHM0 YNONHOMOYEHHOTO roCyAapPCTBEHHOIO opraHa B cdhepe 30paBoOXpaHEHUs.

Cratba 33. KoHTponb peknambl (MpoaBUXeHUS) NeKapCTBEHHbIX NpenapaToB

1. Peknama 3aperncTpMpoBaHHbIX NeKapCTBEHHbIX MpenapaToB OCYLIECTBNAETCS B COOTBETCTBUM
Cc TpeboBaHusMu 3akoHogatenbcTBa Kbiprbidckon Pecnybnuku B cdepe peknambl C  y4eToOM
0COoBeHHOCTEN, NPeayCMOTPEHHbIX HACTOAWMM 3aKOHOM.

2. B cpegctBax MaccoBoW  MHGopMauuuM - OOMNyckaeTcs  peknlama  3apervcTpupoBaHHbIX
nekapcTBEHHbIX NpenapaTos, oTnyckaemblx Ge3 peuenTa Bpaya.

3. Peknama 3apeructpnpoBaHHbIX NeKapCTBEHHbLIX MpenapaTos, OTNyckaeMbIX Mo peuenTy Bpaya,
He npegHasHa4YeHHbIX AONA CaMOCTOATESNbHOMO MPUMEHEHUS nauMeHToM, [OnyckaeTcsl TOMbKO B
crneunanuManmpoBaHHbIX NevyaTHbIX U3faHnaX, NpegHasHavYeHHbIX AN MeQULMHCKUX U dhapMaLeBTUYECKUX
paboTHUKOB, a Tawkke B MeCTax MnpoBedeHUs MEeOUUMHCKMX WM dapMaueBTUYeCKMX BbICTaBOK,
CEeMVHapOB, KOH(epeHUMI U NHBIX MOAOGHbBIX MEPONPUATUN.

4. PasmelleHune (pacnpocTpaHeHne) peknambl O fieKapCTBEHHbIX npenapaTtax NpoBOAMTCS TOMbKO
Npy HanUuuKn y peknaMmopaTens NoNOXUTENbLHOIO 3aKNiYeHNs No pesyrnbTaTtaM 3KCNepTU3bl PEKNaMHOro
maTepwuana, NpoBeAeHHON B COOTBETCTBUM C MOPSOKOM W KPUTEPUAMMU, YCTaHOBMEHHbIMM KabuHeTom
MwuHucTpoB.

I'Ipvl pekname JNTEKapCTBEHHbIX npenaparos yKa3blBaeTcA HOMeEp perncTtpaumMoHHOro
yOOoCTOBEPEHUA U AaTa ero Bbigadn.

5. BHe 3aBMCUMOCTU OT cnocoBa 1 kaHana pacrnpocTpaHeHusl peknamMbl CTOPOHBI (peknamogarens,
peknamopacrnpocTpaHuTenb) AOMKHbI  YYUTbIBATb  MOMOXEHUA  3akoHodaTenbcTBa  Kbliprbl3ckow
Pecny6nuku B cchepe peknambl. Peknama nekapcTBeHHbIX NpenapatoB AOMKHa codepkaTb ykasaHue Ha
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peknamHblii XapakTep [OaHHOW MH(OPMaUuM U HeoBGXOAMMOCTb O3HAKOMIIEHWUS C WHCTpYKUMen mno
NMPUMEHEHWIO UNW MOSTYYEHUS] KOHCYMbTaLMU CNeLuanmncToB.

6. 3anpellaeTcs:

1) peknama nekapcTBeHHbIX CPeACTB, HE 3apercTpupoBaHHbIX B Kbiprbickon Pecnybnvke;

2) peknama nekapcTBeHHbIX CPeACTB PeLenTypHOro oTrnycka B cpeacTBax MaccoBow MHopmaLmu;
3) pacnpocTpaHeHune B Lensx peknambl 06pa3sLoB NekapCTBEHHbIX NPenapaTos.;

4) pacnpocTpaHeHWe WU pasMelleHNe peknambl feKapCTBEHHOrO Mpenapata B MecTax MU
opraHusauusix, He UMELNX OTHOLIEHUSI K HasHA4YeHWto, UCMONb30BaHUI0O M OTNYCKY FEKapCTBEHHbIX
cpencTs;

5) pasmelleHne peknambl NIEKAPCTBEHHOIO Npenaparta Ha TPaHCNOPTHbIX CPeAcTBaxX M OCTaHOBKaXx
0OLLIECTBEHHOrO TPaHCMNOPTA;

6) pasmeLLieHne Hapy>KHOW peknamMbl NEeKapCTBEHHbIX CPEACTB;

7) npuBliekaTtb A4 peKraMbl aeTten, MCNonb3oBaTb MX M306pa)KeHVIﬂ n rofioca B peKnamve
NeKapCTBEHHbIX npenapaTtoB, KpoMe npegHa3Ha4YeHHbIX and neren;

8) wucnonb3oBaTb 06pa3 Bpaya wnu dQapmaueBTa, u3obpaxeHne nwAEN B MeOULMNHCKON
yHUdopme, npuenekate MEQUUMHCKMX M papMaueBTU4eCKnx paboTHNKOB ANst peknaMbl, CCbiNaTbCsa Ha
MHEHWE U3BECTHbIX NIOAEN, YYEHbIX, CNELNANMUCTOB, U3MNEUYMBLUMXCSA NALMEHTOB U UX POACTBEHHUKOB BO
n3bexaHne 6eCKOHTPOSIBHOrO CaMoeYeHus;

9) ykasbiBaTb B pekname cnocobbl nedyeHus 3aboneBaHun, nepenarolimxcsl MorioBbIM MNyTEM,
OHKOITOMMYECKNX, MCUXMYECKMX 3aboneBaHui, MOBEAEHYECKUX pacCTpPoWcTB (3aboneBaHwui), onacHbIX
WH(pEKLMOHHBbIX 3aboneBaHun, BUY-nHdekunn, CMAOa, Ty6epkynesa, caxapHoro avabera;

10) ccbinaThCs B peknaMe Ha pekoMeHJauun yyeHblX, CneunanncToB 34paBooOXpaHeHUs], a Takke
JOIDKHOCTHBIX NWL,  FOCYAapCTBEHHbIX OPraHoB, KOTOPble MOryT MOOLWPATb MpUMEHEHWE  W/unn
Ha3HayeHne NeKapCTBEHHbIX CPEACTB;

11) npencTaBnATb B pekname JleKapCTBEHHble npenapaTtbl Kak yHWKanbHble, Hanbonee
©e3onacHble 1 3pheKTUBHbIE;

12) yTBEepxaaTh, YTo GesonacHocTb U 3hPEKTUBHOCTL NIEKapCTBEHHOro NpenapaTa 06yCcroBneHbl
€ro NpPMPOAHbLIM NPOUCXOXAEHUNEM;

13) BbI3bIBaTb NPEAMNONOXEHUs, YTO 3PEEKTUBHOCTDL NIEYEHMST pEKNaMUPYEMbIM NEKAaPCTBEHHbBIM
npenapaToM SiBMSETCA rapaHTUPOBAHHON, NPUMEHEHWE NeKapCTBEHHOrO rnpenaparta He CONPOBOXAaeTCs
pasBuTMEeM NOBOYHBLIX 3P PEKTOB;

14) npvBOAMTL B pekname MWHPOPMaLUMO, HE WMMEILLYI HENOCPEeACTBEHHONO OTHOLUEHUSI K
nekapcTBeHHOMY npenaparTy;

15) npegnaratb JieKapCTBEHHbIE NpenapaTtbl B Ka4eCTBe nogapka npu Ux rnokyrnke B antekax;

16) ykasbiBaTb NOKa3aHMsA K MPUMEHEHUI0 NeKapCTBEHHbIX MpenapaToB, He cogepXalwmecs B
WHCTPYKLUN MO MEOULMHCKOMY NMPUMEHEHNIO.

3anpeLlaeTca MCKaxeHWe TeKCTa peKnambl, KOTOPbI MNpoLUen 9KCMepTu3y YrnonHOMOYEHHOro
rocyapCTBEHHOro opraHa B cdhepe 34paBoOXpaHeHus.

Peknama nekapCTBeHHbIX CPeaCcTB He JOSMPKHA COAepXaTb CpaBHEHUE C APYrMMN NeKapCTBEHHbIMN
cpenctBaMmu, BBOOMTb MnoTpebutenen B 3abnyxaeHwe, 3noynoTpebnas Mx AOBEpUEM, B OTHOLLEHWUU
Takux XapakTepUCTUK NeKapCTBEHHOro cpeacTBa, Kak cocTaB, Cnocob M3roToBneHusl, noTpebutenbckue
CBOWCTBaA, CTOMMOCTb (LeHa), npeanonaraemMele pesynbTaThl NPUMEHEHMS, pe3yrbTaTbl UCCNEA0BaAHUN U
WCIMbITAHUN.

7.B cny4dyae npuHATNA ynonHOMO4YeHHbIM rocygapCTBeHHbIM OpraHoM B c¢>epe 34paBoOOXpaHeHnA

B YCTaHOBJIEHHOM TnMopsAgke pelleHnA 006 orpaHun4eHunmn o6pau.|,eHv|ﬂ NIeKapCTBEHHOro npenapara
peknamMopgartenb 006s13aH He3aMeaAnuTenbHO NPEeKpPaTUTb pacnpoCTpaHeEHNE peKaMbl.

8. Mpu ocywecTBneHnn dapMaLeBTUYECKON OESATENbHOCTU He [OoMycKalTcsa criefylowme Buabl
OENCTBMIA CO CTOPOHbI (hapMaueBTUYECKUX opraHusauui (Mx npeacrasutenen, UHbIX PU3NYECKUX U
HOPUONYECKMX NNLL, OCYLLECTBNAIOLLMX CBOK AEATENbHOCTb OT UMEHU 9TUX OpraHu3aunmn):
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1) npemoctaBneHve wunu npeanoxeHve GUHAHCOBOrO BO3HarpaXaeHus wnm nwbbix ApYrux
CTMMYFOB MaTepuanbHOIo UM HemMaTepuanbHOro Xxapakrepa MeanuMHCKUM paboTHUKaM 3a Ha3HayeHve
UMW N OTMNYCK ONpeaeneHHbIX NeKapCTBEHHbIX CPEACTB;

2) onnata pasBrneyeHun, otabixa, npoesaa K MecTy oTabIXa;

3) 3aksnoYeHne CcornalleHuii, opraHu3aunst KOHKYPCOB, akLMA UM aHanornyHbIX MeponpusTuim,
LUenblo KOTOPbIX SIBMSIETCA MOMyYeHWe MaTepuanbHOM Bbirogbl MeaWUMHCKAMKM  paboTHUKaMu B
3aBMCMMOCTU OT HasHaYeHUs1 UMK pekoMeHJauUuii onpeaeneHHbIX NekapcTBeHHbIX CPeACT.;

4) BbIlMNCbIBaHNE J1EKApPCTBEHHbIX CPpeaCTB Ha 6yMa)KHbIX HOCUTENAX HEYCTAHOBJTIEHHOIO 06pa3u,a,
a TaKkKe coaepxxalmx VIHCbOpMaLWI}O PEeKnamMHOro xapakrtepa o JieKapCTBEHHbIX cpeacTBax.

maBa 7. BBO3 1 BbIBO3 JfIeKapCTBEHHbIX CPpeacTB

Crtatbsa 34. BBO3 1 BbIBO3 NIeKapPCTBEHHbIX CPeACTB

1. BB03 Ha TeppuTopuio Kbipreidckon Pecnybnmku 1 BbiBo3 ¢ Tepputopumn Kbiprbiackon Pecnybnuvkm
NEeKapCTBEHHbIX CPeaCTB OCYLLECTBSETCS B COOTBETCTBUM C HACTOALWMM 3aKOHOM, MOSOXEHUSIMMN
HanoroBoro UM TaMOXeHHOro 3akoHopgatenbcTBa Kbipreisckon Pecnybnukn, 3akoHogaTenbCTBa
Kbiproisckonn Pecnybnukm B cdpepe 0BopoTa HapKOTUYECKMX CPeacTB, MNCUXOTPOMHbLIX BeLEecTB U
npekypcopoB, B cdepe rocyqapCTBEHHOrO perynmpoBaHvs BHELUHETOProBOW AEATENbHOCTU, a Takke
MEeXAyHapOAHbIX AOrOBOPOB, BCTYMMBLUMX B CUMY B COOTBETCTBUM C 3akoHOOATeNbCTBOM KbIprbl3ckom
Pecny6nuku.

2. BBo3 nekapcTBeHHbIX cpeacTB Ha Tepputopuio Kbiprbidckon Pecnybnvku, 3a ucknoyeHuem
crnyyaeB, nNpPedycCMOTPEHHbIX YactamMm S5 6 HacToswen cTaTbM, a Takke CrnyvyaeB BBO3a
apmaueBTMiHeckux CcybCcTaHuMin M NEeKapCTBEHHOro pPacTUTENbHOMO Cbipbs, OCYLECTBASETCH npu
HaNU4yMM NMLUEH3MN Ha UMNOPT (BBO3).

3. BB03 nekapctBeHHbIX cpedcTB Ha TeppuTtopuio Keipreickon Pecnybnvkun ocyectesnseTcs npum
HanVyYuM cBedeHUN O BKITKOYEHUW NeKapCTBEHHbIX CpeacTB B [0CyAapCTBEHHbIN peecTp nekapCTBEHHbIX
cpeacTs.

4. BBO3 nekapCTBeHHbIX CPeACTB, He BKIOYEHHbIX B [OCydapCTBEHHbIN peecTp feKkapCTBEHHbIX
CpeacTB, OCYLWECTBNSAETCA MPW Hanuyunu 3aKmioyveHus (paspewunTenbHOro [OKyMeHTa) Ha BBO3
nekapCTBEHHOro CpeacTBa, BbIAAHHOMO  YMOMHOMOYEHHbIM FOCYAapCTBEHHbIM OpraHom B cdepe
30paBOOXPaHEHNsI B COOTBETCTBUWM C MOPSAKOM O BBO3€ fleKapCTBEHHbIX CPEeACTB, onpeaensembiv
Kabvnetom MuHmncTpos.

5. 3akntoveHne (pa3peLuv1Teanb|l7| /J,OKyMeHT) Ha BBO3 J1€EKapCTBEHHOIo cpeacTtBa BbldaeTCA B
cneayrwmx criydadx:

1) BBO3 CTaHAAPTHbIX O6pa3LI,OB JNIeKapCTBEHHbIX CpencTB, NMpeaHa3Ha4dYeHHbIX A1 3KCNepTuabl
JNIeKapCTBEHHbIX CPeacCTB,;

2) BBO3 HE3APEMMCTPUPOBAHHBIX NIEKAPCTBEHHBIX CPEACTB, NpeAHa3HaYeHHbIX ANs OCYLLEeCTBNEHUS
perucTpaumm nekapCcTBEHHbIX CPEACTB;

3) BBO3 HE3apEerMcTPUpPOBaHHbLIX EKAPCTBEHHbIX CPEACTB, MpefHasHaYeHHbIX AN OKa3aHus
MEAMLIMHCKON NMOMOLLM MO XXM3HEHHBIM MOKa3aHMsIM KOHKPETHOMO naumeHTa fimbo okasaHus MeOULNMHCKOWN
MOMOLLIM OrPaHNYEHHOMY KOHTUHIEHTY MaLMEHTOB C peaKon u/unm ocobo TSXKenon naTtonorven;

4) BBO3 KOHKPETHOW MapTUW JEKapCTBEHHbLIX CPEeACTB, NpefHa3HaYeHHbIX AN KIMMHUYECKUX
uccneaoBaHum U/Mnu UCNbITaHUK, HE3aBUCUMO OT Hanmnuus cBeAeHUN O BKIoYeHun B [0CyaapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeacCTB;

5) BBO3 HeE3aperncTtpunpoBaHHbIX J1€KapCTBEHHbIX CpeacTB, npegHa3Ha4deHHbIX AnAd BHeapeHusa
WHHOBALMOHHbIX MEOULMHCKUX TEXHOMOrMi, B TOM u4ucne Ans okasaHuss MEeAMLMHCKOW MOMOLLM Mo
nporpaMmmMmam cocCTpagaTtesibHOro Mcnosib3oBaHUA (SKCI'IepI/IMeHTaJ'IbeIe JleKapCTBEHHbIE npenapaTbl), a
TakKkKe and nposeaeHuna Hay4YHbIX N UHbIX nccnegoBaHun n pa3pa60TOK B MeanuunHe;

6) BBO3 HE3aperncTpnpoBaHHbIX NNIEKAPCTBEHHbLIX CPpeacCTB, NpeAHa3HavYeHHbIX O3 UCNoNb30BaHUA
B Ka4eCTBe€ BbICTABOYHbIX o6pa3u,0|3 be3 npaea nx hanbHenwen peann3auunin;

7) BBO3 3aperncTpuMpoOBaHHbIX W HE3aperucTpUpoBaHHbLIX NEKAPCTBEHHbIX CpPeacTB Mo
rocygapCTBEHHBIM NporpamMmmam B cdhepe 34paBoOXpaHeHUst Ui Mo IMHUU T'yMaHUTapHOW NOMOLLK;
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8) BBO3 3aperncTpunpoBaHHbIX n He3aperncTpnpoBaHHbIX JIEKapCTBEHHbIX CcpeacTs,
npegHa3Ha4YeHHbIX Ana oka3aHud nNoMoLLn npu l-I[.')e3BI:»I‘-Ial7IHI:»IX cuUTyauunax;

9) BBO3 NeKapCTBEHHbIX CPEACTB B COCTaBe MeULMHCKUX HabopOoB 1 yknagok, npeaHasHayYeHHbIX
HernocpeaCcTBEHHO MNpPU OKa3aHUW MEOMLUUHCKUX YCRyr HaceneHuto, nocTpajaBlieMy B pesynbraTte
BO3HMKHOBEHUS Ype3BblYaNHOW CUTYyaLUN U/UNN BOEHHbIX KOH(ITUKTOB;

10) BBO3 JNEKApCTBEHHbIX CPEACTB, KOTOpble MeXOyHapoAHble  MeAMKO-CaHuTapHble
dopMMpOBaHMA U MEXAyHapOoAHble  CaHUTapHo-anuaemuonorndyeckme  Gpuragbl  HaMepeHbl
MCnonb30BaTb HENOCPEACTBEHHO MPU OKasaHWM MEOULUHCKMX YCNYr HacereHuio, noctpagaslliemMy B
pesynbTaTte BO3HWKHOBEHMWS YpEe3Bbl4aNHOW CUTyaLumn U/Mnn BOEHHbIX KOHQIMKTOB;

11) BBO3 HE3apermcTpyMpoBaHHbIX JIEKApCTBEHHbIX CPEACTB B pamKax BCTYMMBLUMX B CUMY B
YCTaHOBMEHHOM MOpsiAKe MexayHapoaHbix AoroBopoB Keipreidcko PecnyGnvkn gns peanusauum
nporpaMmm/nMpoekToB B cdepe 3apaBooxpaHeHus. [lpy 9TOM BBO3MMblE NEKapCTBEHHble CpPeacTBa
OOIMKHbI OblTb 3aperMcTpupoBaHbl NS MeAMLMHCKONO NPUMEHEHMS B CTpaHe, SBNSAKLLENCS CTOPOHOWN
Aorosopa.

6. He TpebyeTcsa Hanmune cBedeHW O BKIOYEHUN NEKaPCTBEHHbIX CPeACTB B [ocyaapCTBEHHbI
peecTp JeKapCTBEHHbIX CPeACTB W/WMM  3aKmioYeHUs (pas3pelunTerlbHOro [OKyMeHTa) Ha BBO3
neKkapcTBEHHOro CpefcTBa, BblAaBaeMoro YMNOMHOMOYEHHbIM rOCYOapPCTBEHHLIM OpraHoM B cdepe
30paBOOXpPaHEeHNs, B Cry4asx:

1) BBO3a CbI/I3VI‘-IeCKVIMVI nnuamun 3aperncTpmpoBaHHbIX N HE3APETNCTPUPOBAHHbIX JTEKAPCTBEHHbIX
cpencTB B Ka4ecTBe TOBApOB AJ1A4 JIMYHOIo NoJyib30BaHUA;

2) BBO3a 3aperncTpMpoBaHHbIX W HE3apermcTpMpoBaHHbIX NeKapCTBEHHbIX CPeacTB Ans nedyeHus
NacCcaXKMpoB N YNEHOB 3KUMaKel TPaHCMOPTHBIX CPeACTB, MOe3aHbIX Opurag v BoAUTEnen TpaHCMOPTHbBIX
CpeacTB, NpuObLIBLUMX Ha TaMOXEHHYI0 Tepputopuio EBpa3MiCKOro 9KOHOMMYECKOro COol3a B anTeukax
nepBol MOMOLUM 3STUX TPaAHCMOPTHbIX CPEeACTB B OrPaHWYEeHHOM KONWyecTBe, oOnpedeneHHOM
3aKoHOOAaTenbCTBOM rocyaapcTBa MX perucTpauum, ecnu MHoe He NpefyCMOTPeHO 3aKoHOAaTenbCTBOM
Kbipreiackon PecnyGnuku;

3) BBO3a 3aperMcTpupoBaHHbIX Y HE3apPEermcTPUPOBaHHbIX NeKapCTBEHHbIX CPeACTB ANs revyeHust
YYaCTHUKOB OgUUMAEnbHbIX MeXOYHapoOHbIX Hay4HbIX, KYNbTYPHbIX, CMOPTMBHbLIX MEPONPUATUA U
YYaCTHUKOB MeXOyHapOoAHbIX aKCneanLuiA;

4) BBO3a 3aPErnMCTPUPOBAHHBLIX U HE3apPeruMcTpMpPOBaAHHBLIX JIEKAPCTBEHHbIX CPeacTB  Ans
NCNonb30BaHUA paboTHMKaAMKU OMNIIOMaTUYECKOro Kopryca wunu npeactaBUTENs MU MeXOYHapPOLHbIX
opraHu3auui, akkpeauToBaHHbIX B Keipreiackon Pecny6nvke.

7. Mopsanok BBO3a, onpefeneHne KkaTeropuv NekapcTBEHHbLIX CPEeACTB, paspeLleHHbIX K BBO3Y Ha
OCHOBaHMUW 3aKroYeHus (paspeLunTensHOro AOKYMEHTa) Ha BBO3 NEKapCTBEHHOrO CpPeAcTBa, a Takke
nopsaoK BblAAYM 3aKMOYEHUs (paspeLuMTenbHOro JOKYMEHTa) Ha BBO3 NEKApCTBEHHOrO cpefcTsa unu
OoTkasa B Bblgaye 3akmiodeHus (paspelunTenisHOro [OKyMeHTa) Ha BBO3 JIEKapCTBEHHOrO CpeacTsa
ycTaHaBnuBatoTcs KabuHeTom MuUHUCTPOB.

8. JlekapcTBeHHble cpeacTBa, MpefHas3HadeHHble Ana ryMaHuTapHbIX Uernen, BBO3ATCA Ha
Tepputoputo Keiprbidckon Pecnybnvkmn B nopsaake, onpegensemom KabnHetom MuUHUCTPOB.

9. OcTaTouHbIA CPOK FOOHOCTU NEKapCTBEHHbIX CPeacTB, BBO3MMbIX MO FNUHUW ryMaHUTapHOW
nomoLLM, Ha AaTy BBO3a [OIMKEH COCTaBNATb He MeHee 12 MecsueB AN nekapcTBEHHbIX CPeaCTB CO
CPOKOM roOHOCTW, COCTaBnswWMM Oornee ogHoro roga M He meHee 50 MpOLEHTOB OT BCEro Cpoka
rogHOCTN - OndA NeKapCTBEeHHbIX CpeacTB CO CPOKOM rogHoCTM B OAMH roa U MmeHee, 3a UCKNK4YeHnem
cnyyaeB agpeCcHON NOMOLLM.

Cratbsa 35. 3anpelueHHbIe K BBO3Yy JIeKapCTBEHHbIe CpeacTBa
1. BanpewaeTcs BB03 Ha TeppuTopuio Keiprbiackon Pecny6nvku:

1) He3aperucTpupoBaHHbIX JeKapCTBEHHbIX CPeacTB, MpeAHa3Ha4YeHHbIX Ans TyMaHUTapHbIX
uenei, Npy OTCYTCTBUM PerucTpaummn B CTpaHe-npov3BoAMTENE U CTpaHe-gOHOPE;

2) HepobpokadeCTBEHHbIX /1N hanbCcnULMPOBaHHBLIX NEKapPCTBEHHbLIX CPEACTB;
3) nekapCTBEHHbIX CPeaCTB C UCTEKLLIMM CPOKOM FOAHOCTY U NPULLIEALINX B HEFOAHOCTb.
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2. 3anpelyaeTcss BBO3 EKAPCTBEHHbLIX CPeACTB, OO0 WCTeYEeHMs Cpoka roAHOCTM KOTOPbIX Ha
MOMEHT BBO3a Ha Tepputoputo Kelprbiackoit Pecnybnvku octaeTtcs:

1) MeHee ogHOW TpeTM OT BCEro Cpoka rogHOCTM - ANs NEeKapCTBEHHbIX CPEACTB CO CPOKOM
rogHOCTU MeHee 3 neT;

2) MeHee 12 MecsaLEeB - AN NeKapCTBEHHbIX CPeACTB CO CPOKOM rogHocTu 3 1 Gornee ner.

3. MNonoxeHne YactTn 2 HaCTOSILEN CTaTbh HE pacnpPoCTpaHSeTCa Ha cTaTbio 19 1 yacTb 5 cTaTbn
34 HacToswero 3akoHa.

CrtaTbsa 36. Jluua, MmeloLwme NpaBo Ha BBO3 NlIeKapCTBEHHbIX CPeACTB Ha TePPUTOPUID
Kbipreizckon Pecny6nuku

Ha tepputopuio Keipreiackor Pecnybnukm nekapcTBeHHble cpeacTBa MOryT BBO3UTb:
1) nponsBoguTENN NEKAPCTBEHHbIX CPEeACTB AN Luenern NponsBoACcTBa;

2) dapmaueBTMYECKME OpraHM3auuu, 3aHUMaKrLWMecs WUMMNOPTOM (BBO3OM) fEeKapCTBEHHbIX
CpeacTs;

3) anTekMn C MpaBOM W3rOTOBMEHWS JEKAPCTBEHHbLIX CPEACTB ANs Lenen W3roToBleHus
NeKkapcTBEHHbIX CPEACTB;

4) Hay4dHO-uccnenoBaTtesibCkme opraHunsauunu, o6pasoBaTeanble opraHunsaunmn  BbICLLUETO
06pa3OBaHMF|, npon3sBogunTeNnn nekapCTtBeHHbIX CcpeacTtB OnA pa3pa60TOK, nccrnegoBaHum, KOHTpONA
Oe3onacHOCTW, KaudecTBa, Sq}q}eKTMBHOCTI/I NNIeKapCTBEHHbIX CpeacTB TMnpu Hann4unm paspelleHuns
YNOJIHOMOY€HHOro rocygapCTtBeHHOro opraHa B ccbepe 34PaBOOXpPaHEHUA;

5) opraHunsauunmn 3gpaBooOXpaHeHnA BHE 3aBUCUMMOCTU OT (bOpM CcoBCTBEHHOCTM ANSA OKasaHusi
MEANLMHCKOM NMOMOLLUM MO XKMU3HEHHLIM NMOKa3aHUAM KOHKPETHOIro nauuneHTta npun Hanndnm paspelueHus
YNOJTIHOMOY€HHOIro rocygapCtBeHHOro opraHa B ccbepe 34paBOOXpaHEHNA Ha BBO3 KOHerTHOVI napTtumn
JIeKapCTBEHHOIO npenapara;

6) opraHusaLmn 3gpaBoOXPaHEHUs] BHE 3aBUCMMOCTM OT DOPM COBCTBEHHOCTU OIS U3rOTOBMNEHMS
pagmodapMaLeBTUHECKUX FEKapCTBEHHbIX MpenapaToB B LENAX OkasaHWs MeAWLMHCKOW NOMOLLM B
COOTBETCTBMU C 3aKkOHOAATENbCTBOM Kblprbidckoi Pecnybnvku no paamaumoHHon 6esonacHocTy;

7) opraHusauuu, OCYLLEeCTBNSLIMNE BBO3 JIEKAPCTBEHHbLIX CPeAcTB MO roCYAapCTBEHHbIM
nporpamMmmam B cdepe 34paBoOXPaHEHUsI MU MO FIMHUM T'YMaHUTapHOW NOMOLLM;

8) pusmyeckmne nuua Ang NMYHOIO NCMONb30BaHNS,;

9) YNOJTHOMOYEHHbIE MNpencTaBUTENIbCTBA ((bI/IJ'IVIaﬂbI) nnn pgosepeHHble Jnua WHOCTPAaHHbIX
OpFaHI/I3aLI,l/Il7I - p,epmaTeneVl perncTpaunoHHbIX yﬂOCTOBepeHMVI n/vnn npowssonmeneﬁ JIEKapCTBEHHbIX
cpencTe AnAa uenen perncrtpauunmn n/vnn SQKCNEPTU3bI;

10) opraHusaumu, oCyLLEeCTBISIOWMe BBO3 TEKAapCTBEHHbIX CPEACTB B paMKax BCTYMMBLUMX B CUMY
B YCTaHOBMEHHOM MoOpsiake MeXAyHapoAHblX AoroBopoB Kbiprbidckon Pecnybnvkv, ansi peanusauuu
nporpaMm/MpoeKkToB B cdepe 34paBOOXPAHEHUS.

CraTtbsa 37. Bo3mellueHue Bpeaa, npui4nHEeHHOro 340poBbLI0 YefmoBeKa Bcneacreue
NMPUMEeHeHUA NeKapcTBeHHbIX cpeacTB

1. Bpen, NpYMHEHHbIN XU3HW UMK 300POBbI0 YeNoBeka BCIEACTBUE NPUMEHEHUS NTEKAPCTBEHHbIX
CpeAcTB, BO3MELLAETCs NPOM3BOAUTENIEM (M3rOTOBUTESIEM) NEKAPCTBEHHOTO CPEACTBA, €Cnv AoKasaHo,
YyTO:!

1) NeKapCcTBeHHOe CcpencTBO NPUMEHANOCb No Ha3Ha4YeHUo B COOTBETCTBUU C MHCprKLJ,I/IeVI no
MeaunUnMHCKOMY MNpPpUMEHEHUID (J'II/ICTKOM-BKJ'IaD,bILLIeM) JleKapCTBeHHOro cpenctea " l'lpl/l‘-ll/lHOVI Bpeda
ABUINOCb NNeKapCTBeHHOE CpeacTBo, nNpon3seneHHoe HGAOGpOKaquTBeHHO;

2) Bped 300pOBbI0 MPUYMHEH BCMEACTBME HEOOCTOBEPHOW WHdOopMauuu, copepkalleica B
WHCTPYKLUMWU NO MEAMLMHCKOMY MPUMEHEHUIO (NTMCTKe-BKNaabllle) NiekapCTBEHHOro cpeacTBa, U3gaHHoM
npounsBoanTenem nekapcTBEHHOro cpeacTea.

2. B cny4ae ecnu Bpef 340POBblO MPUYMHEH BCIeACTBUE NMPYMEHEHWs! NeKapCTBEHHbIX CPeaCTB,
npuwealnx B HEroJHOCTb B pesynbTaTe HapyLleHUs NpaBun XpaHeHusl, TPaHCMOPTUPOBKKU, OMNTOBOW
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n/vnn p03HI/1‘-IHOI;1 peanusaunn, Bo3MelleHne Bpena OCyLLeCTBNAEeTCA Cy6'beKTOM, ocyLiecTBMBLLNM
ONTOBYHO UJTN PO3HNYHYIO peann3aunto COOTBETCTBEHHO.

3.B cny4dyae ecnu Bpea 3400p0BbHO MNpPpUYMHEH BCneancTtBne HenpaBuUilbHOIoO UM HepaunoHallbHOro
Ha3Ha4dYeHna JeKapCTBeHHOro cpeactea, BO3MelleHMe Bpena OoCyuwecTBrndeTcA opraHmsaumeVl
3A4paBOOXpaHEeHUA Unn 4YaCTHONPAaKTUKyoLWMM MeaONLUHCKUM pa6OTHI/IKOM.

4. B cnyyae ecnu Bped XM3HU WM 300POBbI0 YeroBeKka, OKpyXKalolleih cpede NpUYMHEH
BCMEACTBME HapYLLUEHUS MpPaBUN  YHWYTOXEHMS NeKapCTBEHHOro cpeacTsa, BO3MelleHue Bpena
OCYLLECTBNAETCA IOPUANYECKUM NULIOM, AOMYCTUBLUMM 3TV HapyLLEHUS.

5. BoamelyeHne Bpeaa, Npn4nHEHHOro 340poBbH U XN3HM YerioBeKa BCreacteBune npmMeHeHud
JIeKapCTBEHHbIX CpeacTB, OCYLLUECTBIIAETCA B COOTBETCTBUU C rpaaAaHCKMM 3aKOHOOaTENIbCTBOM.

CrtaTbsa 38. OTBeTCTBEHHOCTL 3a HapylleHue 3akoHogaTenbcTBa Kbiprbiackon Pecny6nuku
06 obpalueHMUn nekapcTBeHHbIX CPeAcTB

HapyweHne Hopm, cogepxawmxcsd B HacToswem 3akoHe, BreyeT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3akoHodaTenbCTBoM Kbiprbidckon Pecnybnvky O npaBoOHapyLUEHUSX, FPaxaaHCKUM K
YrofnioBHbIM 3akoHogaTenbCcTBoM Kbiprbidckon Pecnybnuku.

MnaBa 8. 3akn4YnTenbHbIe U NepexoaHble NosIoXeHUs

Crtatba 39. NepexoaHble NOMOXeEHUA

1.  PeructpaumoHHble  yOOCTOBEpPEHWs,  BblAaHHble Ha  NeKkapCTBEHHble  CpeacTBa,
3aperncTpypoBaHHble B COOTBETCTBUM C HaLMOHarbHON Npoueaypon pernctpauni, 4eNCTBYIOT B paMKax
yKa3aHHOro B HMX CpOKa, eCN MHOE He NPedyCMOTPEHO MeXAYHapOoaHbIMW 4OroBOpamm, BCTYNUBLLUMMU B
Ccuny B COOTBETCTBUM C 3akoHogaTenscTBoOM Kbiprbidckon Pecnybnuku.

2. TpeboBaHus npaBun Haanexawmx ¢gapmaueBTUYECKMX NpakTUK ans  cybbekToB
apmaueBTnyeckon geatenbHocT  Kbiprbidackon Pecnybnuvku  BCTynawT B cunly B Mopsigke,
ycTaHoBrneHHoM KabuHetom MwuHuctpoB, He no3gHee 31 pekabpss 2030 roga, ecnu mHoe He
npeaycMoTpeHO  MeXOyHapoAHbIMWM  JOoroBopamu, BCTYNMBLUMMW B CWUIYy B  COOTBETCTBUW C
3akoHofdaTenscTBoM Kbiprbisckon Pecnybnuvku.

3. TpeboBaHuMs K NpPoOCNeXnBaemMocTu, NpegyCcMOTpeHHble ab3aueM BTOPbIM YacTu 2 ctatbu 29,
BCTYMalT C cuny B nopsigke, yctaHoBreHHoM KabuHetom MwuHucTpoB, He nosgHee 31 gekabpsa 2025
roga.

4. TpeboBaHWs K NULLEH3MPOBAHMIO UMMNOpTa (BBO3a) NIEKAPCTBEHHbLIX CPEaCTB, NPeaYyCMOTPEHHbIE
yacTbilo 2 ctaTbu 34, BCTynalwT B CUITy B Nopsigke, ycTtaHoBneHHoMm KabuHetom MUHUCTPOB, He no3gHee
31 pekabpsa 2025 roga, ecnu MHOe He NPeAyCMOTPEHO MEXAyHapOAHbIMU AOroBOpamMu, BCTYMUBLLUMMU B
Cuny B COOTBETCTBUM C 3aKkoHoAaTenscTBOM Kbipreidackon PecnyGnvku.

5. o BCcTynneHusa B cuny 4actu 2 ctaTbu 34 BBO3 NEKapCTBEHHbIX CPEACTB Ha TEppuUTopuio
Kbipreiackon Pecnybnuku, 3a uCKmoYeHneM criydaeB, NpedycMOTPEeHHbIX YacTamum 5 n 6 crtatem 34, a
Takke crydaeB BBO3a (hapMaueBTMYECKMX CYOCTaHUMA W NeKapCTBEHHOrO pPacTUTENbHOro Chipbs,
OCYLLECTBAETCH NPU HanU4mMn NMLEH3UN Ha OMTOBYIO peannsauuio nekapcTBeHHbLIX CPeacTB.

Cratbsa 40. BctynneHue B cuny HacTosiwero 3akoHa
1. Hactoswmin 3akoH BCTynaeT B CUIy CO AHSA ouLManbHOro onyGrnmkoBaHus.
Onyb6nukoeaH 8 2zazeme "OpkuH Too" om 16 siHeaps1 2024 2oda N 4

2. KabuHeTy MWHUCTPOB B LUECTUMECSYHBIN CPOK MPMBECTW CBOW PELUEHUS B COOTBETCTBMUE C
HacTosAWMM 3aKOHOM.

3. MpusHaTb yTpaTUBLLMMK CUNY:

1) 3akoH Kbiprbidckon Pecnybnvkmn "O6 obpaleHun nekapcTBeHHbIX cpencTts” ot 2 aerycta 2017
roga Ne 165 (BegomocTn XKoropky KeHewa Kbipreiackorn Pecnybnuku, 2017 r., Ne 7-8, c1.767);

2) cratbto 1 3akoHa Kbiprbisckor Pecnybnukm "O BHECEHMM WM3MEHEHUN B HEKOTOPble
3akoHogaTenbHble akTbl Kbiprbidckon Pecnybnvkn (B 3akoHbl Kbiprbidackon Pecny6nuvku "O6 obpalueHumn
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nekapctBeHHbix cpeacTs”, "O6 obpaileHun meguumHckux usgenun")' ot 3 mas 2018 roga Ne 44
(BepgomocTu XKoropky KeHewa Keiprbizckon Pecnybnukn, 2018 r., Ne 5, cT1.277);

3) cratbto 2 3akoHa Kbiprbiackon Pecnybnuvkm "O BHeCEHUM WM3MEHEHUN B HEKOTOpble
3akoHodatenbHble akTol  Kblproidckon Pecnybnuku (B 3akoHbl  Keipreisckon  Pecnybnvkn  "O
MeXayHapoAHOW ypesBblvariHon nomolumn”, "O6 obpalleHnn nekapctBeHHbIX cpeacTs”, "O6 obpalleHum

MeauumHekmx usgenunii")" ot 25 asrycta 2020 roga Ne 144 (raszeta "OpkuH-Too" oT 1 ceHTs16ps 2020 roga

Ne 69).

Mpe3ngeHT Kbipruizckomn
Pecny6nuku C.Xanapos

MpuHaT XXoropky KeHewem
Kbipreizckon Pecny6nuku 22 Hos6psa 2023 ropga
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