3AKOH KbIPIbI3CKOW PECMNYBJIUKU

oT 2 aBrycTta 2017 rona N2165
06 o6pallueHnn nekapcTBeHHbIX CpeacTB

(B pepakummn 3akoHoB Keiprbizckor Pecnybnukm ot 03.05.2018 r. Ne44, 25.08.2020 r. Ne144)

Mnasa 1. O6wWwmne nonoxeHusa

CraTtbsa 1. MpeameT perynupoBaHusi HacTosWero 3akoHa

Hactoswmn 3akoH co3gaeT npaBoOBYH OCHOBY [EATENbHOCTM CyObekToB
obpalleHns rnekapcTBEHHbIX CpeAcTB, YCTaHaBnvBaeT eauHble TpeboBaHua K
obpaleHunio nekapcTBeHHbIX cpeacTB B Kbiproidackon Pecnybrnivke, a Takke perynvpyet
OTHOLLEHWS, BO3HMKAKOLLMNE B CBA3N C pa3paboTKon, OKIMNHNYECKUMN U KITMHUYECKMN
nccrnefoBaHUsAMM NEeKapCTBEHHbIX CPeACcTB, NPOM3BOACTBOM, M3rOTOBIEHNEM, OLEHKOM
NX KayecTBa, apPeKTUBHOCTUN, BE30MacCHOCTH, peanuaaumen nekapcTBEHHbIX CPEACTB U
WHbIMW OEeNCTBUSIMU B chepe obpallleHns nekapcTBEHHbIX CPeacCTB.

Cratbsa 2. Cdepa gencrBusa HactTosiwero 3aKkoHa

1. Hactosiwmin 3akoH nNpuMMEeHsIeTCs K OTHOLWEHMSAM, BO3HMKalWMM B cdepe
obpalleHnsa nekapCTBEHHbIX CPeACTB ANA MEAULMHCKOro NPUMEHEHUS Ha TeppuUTopmmn
Kbipreidckon Pecnybnuku.

2. [ewnctBne Hactoswero 3akoHa pacnpocTpaHseTcss Ha obpalleHune
HaAPKOTUYECKUX M MCUXOTPOMHbLIX NEKApCTBEHHbLIX CPEACTB C Y4€TOM OCOBEHHOCTER,
YCTaHOBIIEHHbIX 3akoHoaaTenbCTBOM Kbiprbidackon Pecnybnukn o HapKOTUYEeCKUX
cpencTBax, NCMXOTPOMHbIX BELLECTBAX U NPeKypcopax.

CraTtba 3. 3akoHoaaTenbcTBO Kbiprbizckon Pecnyonuku B cchepe
obpalleHns nekapcTBeHHbIX CpeacTB

3akoHogaTenbcTBO Kbiprbidckon Pecnybnuvku B chepe obpalleHns nekapCTBEHHbIX
CPEeACTB COCTOMT M3 HacToswero 3akoHa, WHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Kblprbiackon Pecnybnunkm n BCTYNMBLUMX B YCTAHOBSIEHHOM 3aKOHOM MOpPsiAKe B Cusy
MeXAyHapOOHbIX JOrOBOPOB, yYacTHULEN KOTopbix sBnseTcs Koiprbidckas Pecnybnuka.

CtaTtbsa 4. OCHOBHbIE NOHATUA, UICNOJIb3yeMble B HacTosiLeM 3aKkoHe
[na yuenen HacTosdLwero 3akoHa UCNOMb3YHTCA Crieaytowme OCHOBHbIE NOHATUS:

1) Guonorvyeckun reKapcTBEeHHbIN Mnpenapar - JfekapCTBEHHbIM nNpenapar,
AENCTBYIOLLIEE BELECTBO KOTOPOro NpPOM3BEAEHO MW BblOENEHO M3 BGUONOrnyeckoro
NUCTOYHMKA, ONS ONuUCaHuUsi CBOWCTB UM KOHTPOMSA Ka4yecTBa KOTOPOro Heobxoammo
coyeTaHne Ouonormyecknx u U3NKO-XMMUYECKMX METOAOB aHanmMsa C OLEHKOW
NpPOn3BOACTBEHHOIO Npouecca N MeTOL0B €ro KOHTPONS;

2) 6GuoaHanorM4yHbIn nNekapcTBeHHbIM npenapart (buoaHanor, 6MoNOAO6GHbLIN
NeKapCTBEHHbIM npenapart, Ouocumunsap)- OMONOrMYECKUn  NeKapCTBEHHbIN
npenapat, KOTOPbIN COOEPXUT BEPCUIO AENCTBYIOLLIErO BELLLECTBA 3aperncTpMpoBaHHOro
Buonormyeckoro  opurnMHanbHOro  (pedepeHTHOro) npenapata, [OHA  KOTOPOro
NPOAEMOHCTPMPOBAHO CXOACTBO (MoAobue) Ha OCHOBE CpaBHUTESbHbBIX UCCeaoBaHNN
C pedepeHTHbIM NpenapaToM Mo nokasaTensMm kadecTBa, GBMONorm4yeckon akTMBHOCTMN,
3P EKTMBHOCTM N BE30MaCHOCTK;
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3) BTOpM4Haa (noTpebutenbckass)) ynakoBKa JieKapCTBeHHbIX CpPeAacTs -
ynakoBka, B KOTOpPYH MNOMELLAETCsl NEeKapCTBEHHbIN npenapaT B MNEPBUYHON WU
NPOMEXYTOYHOW yNakoBKe AS1A peanu3auun notpebutento;

4) romeonaTtuyeckume neKapcTBeHHbIe npenaparbl - npenaparsl,
M3rOTOBMEHHbIE W3 BELWLECTB PaACTUTENbHOrO, >KMBOTHOMO U  MWHEpPanbHOro
NMPOUCXOXOEHMSA B COOTBETCTBUM CO creunanbHbIMU TEXHOMOINsIMM MPOU3BOACTBA
romMmeonaTU4ecknx npenapaTtos;

5) rocynapctBeHHasi perucrpaumsi JrieKapCTBEHHOro cpeacTsa - Mpolecc
nosnlyvyeHus paspeLleHnst Ans MeanuuHCKOro nNpMMeHeHus iekapCTBEHHOMo cpeacTBa Ha
Tepputopun Keipreidckon Pecnybnuvku;

6) AOKNUHUYecKoe (HeknuHU4Yeckoe) nccrnepnoBaHue - XMUMUYeckoe,
dusmyeckoe, BGuonoruyeckoe, MUKpoBUonornyeckoe, dhapmakonornyeckoe,
TOKCUKOMOrM4yeckoe M Apyrne BuAbl 3KCMEPUMEHTANbHOIO UCCMEeAOBaHWUS WU cepus
nccnenoBaHui No U3yYEHUIO BELECTBA (NTeKapCTBEHHOMO cpeacTsa) NnyTeM NpUMEHEHNS
Hay4YHbIX METOAOB OLEHOK B LEnAX WU3y4yeHus cneumpuyeckoro AeWCTBUSA W/umnm
AokasatenbcTB 6e30nacHOCTY ANs 300POBbS YeNoBekKa;

7) VHCTPYKLMA NO MeAULIMHCKOMY NPUMEHEHUIO NeKapCTBEHHOro npenapara
(nucTok-BKNagbIwW) - AOKYMEHT, yTBEPXAAEMbIN YNONHOMOYEHHbBIM FOCY4apCTBEHHbBIM
opraHom, cogepXxawmn uHdopmauMo Ona  noTpedutens M COMpPOBOXAAMLLWINA
neKapCTBEHHbIN Npenapart B YNakoBKe;

8) KNnMHNYeckoe wuccnepoBaHue (MUCNbiTaHUE) rieKapCTBEHHOro cpeacTBa -
noboe wnccnegoBaHMe nNpuM yvyacTuM 4YenoBeka Kak oObekTa, HanpaBfeHHoe Ha
BbIIBIEHNE  UNW  NOATBEPXAEHUE  KIMMHUYECKUX,  (DapMaKkonormyecknx  u/vnm
hapmMmakogMHaMmyecknx  adpeKToB  OAHOr0 MMM HECKOSMbKUX  Uccrneayembix
NeKapCTBEHHbIX CPEACTB U/Unun BbisiBNieHME NOBOYHbLIX peakunin Ha OAMH NI HECKOJbKO
nccnenyemMbiX — NeKapCTBEHHbIX  CPeacTB, WM Ons M3Yy4eHus  BCacblBaHWS,
pacnpegeneHusi, Metabonmama n BbIBEAEHUSA OOHOMO UIM HECKOSbKUX NEeKapCTBEHHbIX
CpeacTB C uernblo NoaTeepXxaeHust ero (Mx) 6esonacHocT n/unu ageKTMBHOCTM;

9) nekapcTBEHHbIN Npenapar - NekapCTBEHHOE CPeaCcTBO B BUAE onpeneneHHou
nexkapcTBeHHOM POPMbI, FOTOBOW K NPUMEHEHNIO;

10) nekapcTBeHHOe pacTUTeNIbHOE CbIpbe - CBEXWE WM  BbICYLLUEHHbIE
pacTeHusi, BOOOPOCHM, TpUbbl UNU NUWANHUKM NMBGO KX 4YacTu, UenbHble UK
N3MenbYeHHble, UCMNONb3yeMble Ans NPOM3BOACTBA U U3rOTOBINEHUSI NEKAPCTBEHHbIX
CpeacTs;

11) nekapCTBeHHbIA pacTUTENbLHbLIW Npenapar - fekapCTBEHHbIM npenapar,
cogepXallumMii B KayecTBe aKTUBHbIX KOMMOHEHTOB WCKMOUYMTENBHO NEKapCTBEHHOE
pacTuTenbHOE Cbipbe /UM NpenapaTbl Ha ero OCHOBE;

12) nekapcTBEHHOE CpeAcTBO - CPeACTBO, MNpeAcTaBnswowee cobon  wunu
cogepxaliee BeWecTBO WNu KoMOWMHauMKO BewecTB, BCTynawwee B KOHTaKT C
OpraHnM3mMoM 4YerioBeka, npegHasHavyeHHoe Ans NpounakTnkn 3abonesaHnin Yenoseka,
neYyeHnst UM BOCCTAHOBIIEHUS, KOPPEKUMU WU U3MEHEHUS ero or3nosiorm4yeckomn
dyHKLMN nocpeacTeom dhapmakonormM4eckoro, MMMYHOOMMYECKOro nnbéo
MeTabonnyeckoro BO3OEUCTBUS WNU ANA OWArHOCTUKM 3aboneBaHur U COCTOSAHUMN
YenoBekKa;

13) nekapcTtBeHHass ¢dopma - COCTOSHME  JleKapCTBEHHOro  npenapaTa,
COOTBETCTBYyHOLlEE crnocobam ero BBeAEHUA U NpUMEHeHUs Kn obecneyumBaroLiee
AOCTMXKEeHne Heobxoammoro addekTa;

14) mapKupoBKa JeKapCTBEHHbIX CpPeAcTB - WH(OpMauus, HaHeCeHHas Ha
NepBUYHYIO U/UN BTOPUYHYIO YNAKOBKY NIEKApPCTBEHHOIO Nnpenapara;



15) mexxgyHapoaHoe HenaTeHTOBaHHOe HaumeHoBaHue (MHH) -
HanMeHoBaHune OEenCTBYoLLEero BELLEecTBa, peKoOMeHa0BaHHOEe BcemupHoun
opraHusauunen 3gpaBoOXpaHeHus;

16) Hagnexawas perynsaTopHasi NpakTUKa - npaBuna, pacnpocTpaHsiowmnecs Ha
BCe 3Tanbl OESTENIbHOCTU YMNOMHOMOYEHHOIO rocyAapCTBEHHOro opraHa Kbiprbi3ckomn
Pecny6nukn B obnactu 3apaBoOXpaHeHMsi Mo perynupoBaHuio cdepbl obpalleHus
NeKapCTBEHHbIX CPeACTB OT pas3paboTkM [0 UX MEeOUUMHCKOrO MNPUMEHEHUST C
MCMNONb30BaHMEM  COBPEMEHHbIX  CTpaTerMi  ynpaeneHus,  npepgnornaratowmx
NpPo3paYHOCTb, NOAOTHYETHOCTb M OTBETCTBEHHOCTb;

17) Hapnexawme capmaueBTUYECKME MNpPaKTMKM B cdepe obpaweHus
neKapcTBEHHbIX CpeAcTB (Aanee - Hagnexawmue dapmMaueBTUHECKUE NPAKTUKM) -
npaBuna, pacrnpoCcTpaHALWMNECS Ha BCe aTanbl obpalleHnsi NekapCTBEHHbIX CPeaCTB:
Hagnexawas nabopaTtopHass MpakTUKa, Hagnexawas KiMHMYeckas npakTuka,
Hagnexawas npOM3BOACTBEHHAs MpakTuKa, Haanexawas auctpubbroTopckas
npakTuKa, Hagnexalias antedHas npakTuka, Hagnexawas npaktuka apmakoHaasopa
N Opyrne npakTuKu;

18) HapKoTUYeCKne neKapCTBEHHble CpeaAcTBa - eKapCTBEHHble CpencTBa,
cogepxawime HapKOTUYEeCKNe CpeacTBa, BKMOYEHHble B HauWoHarbHble  CUCKU
HaApKOTMYECKMX CPeacTB, MCUXOTPOMHbIX BeLeCTB W MNPEeKypcopoB, noasiexalynx
KOHTposto B Kblpreidckon Pecnybnuke;

19) HauMoHanbHbLIN ¢opMynsp JNEeKapCTBEHHbIX CpPEeAcTB - CrpaBoOYHOE
PYKOBOACTBO YMNOTHOMOYEHHOro rocyaapctBeHHoro opraHa Keipreiackon Pecnybnukm B
obnactn 3gpaBoOXpaHeHus, SABMSLWEeecs WCTOYHMKOM He3aBUCMMOW [OCTOBEPHON
MHopMaLUN O XM3HEHHO BaXHbIX NIEKAPCTBEHHbLIX CpeAcTBax A MeaUUMHCKOro
NPUMEHEHNA M CnocobCTByOWEE paunoHaNbHOMY MCMNOMb30BAHMUIO NEeKapCTBEHHbIX
CPeAacTB.;

20) HepoOpoKayecTBeHHble (CcybcTaHOapTHbIE) NeKapCTBeHHble CpeacTBa -
NeKapCTBEHHbIE CPeACTBa, He MPUrogHble K MPUMEHEHMIO BCIEACTBME HECOOTBETCTBMSA
cneundukaumsm,

21) HexxenaTenbHas peakums - HernpeaHaMepeHHas HebrnaronpuaTHas peakums
opraHuama, cBsid3aHHasi C NPMMEHEHNEM NieKapCTBEHHOIO (MccneagyemMoro) npenapara;

22) HOpMaTUMBHbLIA AOKYMEHT MO KavecTBY - [OKYMEHT, pa3pabaTtbiBaeMbli
npousBoAMTENIEM U  YyCTaHaBNMBalLWMA TpeboBaHWST K  KOHTPOMK  KayecTBa
nekapcTBEHHOro npenapaTa (cneumdukaums U onuMcaHue aHanuTUYecKUx MeToauK W
MCMbITAHUIA UMM CCbINIKM Ha HUX, @ TakKe COOTBETCTBYHOLLME KPUTEPUU NPUEMIIEMOCTU
AN yKasaHHbIX MoKasaTenen kayecTBa) HAa OCHOBaHWM NPOBEAEHHOW 3KCMepTUsbl,
KOTOpPbI COrnacoBbIBaeTCS YNOMHOMOYEHHbLIM FOCyAapCTBEHHBIM OpraHoM Kbiprbi3ckon
Pecnybnvkn B obnactv 3gpaBoOXpaHeHUsi Mpu peructpauum 1 npegHasHadeH ans
KOHTPOIS Ka4yecTBa B NOCTPErnMCTpaunOHHbIA Nepuos;

23) obpaweHne nekapCTBEHHbIX CpeAcTB - pa3paboTka, OOKIMHUYECKME U
KNUHUYecKne nccnenoBaHus (MCnblTaHWS), aKCnepTmaa, pernctpaund, dapmakoHaasop,
KOHTPOJSIb KayecTBa, MPOU3BOACTBO, W3rOTOBMIEHWE, TPaHCMNOPTUPOBKA, XpaHeHwue,
OTNyCK, peanuaauus, nepegaya, npPUMeEHeHNe, YHUYTOXEHNE NIeKapCTBEHHbIX CPeACTB, a
Takke BBO3 Ha Tepputopuio Kbiprbiackon Pecnybnukm n BbIBO3 C Tepputopun
Kblprbiackon Pecnybnuku;

24) oOWenpuHATOe HauMMeHOBaHUWe - HaMMeHoBaHWe hapmaLeBTUYECKON
cyOCTaHUMM neKkapCTBEHHOro npenapaTta, KOTOpOoe He UMeeT MeXOayHapoOHoro
HenaTeHTOBaHHOIO HaMMEeHOBaHUS;

25) ophaHHbLIA  NleKapCTBEHHbIA Mpenapart - JleKapCTBeHHbI  npenapar,
npeaHasHa4YeHHbIN Ans ANarHoOCTUKN U NeYeHns peaknx bonesHen;



26) HaunMoHanbHbIN NepeYeHb XXU3HEHHO BaXHbIX JIEKAPCTBEHHbIX CPeAcCTB -
nepeveHb NekapcTBEeHHbIX CPeaCTB ANt MeAMLMHCKOro NPUMeEHeHUs, obecneymBatoLLmnx
NPUOPUTETHLIE MOTPEOHOCTM 34pPaBOOXPaHEHUSA B LENSX NPOMUIAKTUKMA U NeYeHus
3aboneBaHun;

27) nepBU4YHan (BHYTpeHHsI1)  ynakoBKa -  yNakoOBOYHbIN mMaTtepuan,
HenocpeacTBEHHO COMpPUKacatoLWMINCA C NieKapCTBEHHbIM CPeACTBOM;

28) nporpaMMbl  UCMOSNIb30OBaHUSA 3KCMEpPUMEHTasIbHbIX JleKapCTBEHHbIX
cpeAcTB (NporpaMmbl COCTpafaTeNnbHOro WUCMNONbL30BaHUSA) - MporpamMmbl MO
NpeaoCTaBNEHNIO SKCNePUMEHTanbHbIX NEKapCTBEHHbIX CPEACTB ANs NOTEeHLUMaNbHOro
CnaceHnsl XW3HW MNaUMEeHTOB, CTpagalwoLlumMx OGONesHbl, OT KOTOPOM He CyLUecTByeT
0006peHHOro neYvenHns, u/vnu Anst NauMeHToB, KOTOpble HE MOrYT MPUHATb y4acTue B
KNMUHUYECKOM UCTIbITAHWUU;

29) NCMXOTPONHbIE JrieKapCTBEeHHble CpeaAcTBa - JleKapCTBEHHblE CPeACTBa,
cogepxawime rCUXOTPOMNHble BewecTBa, BKIOYEHHbIE B HaUMOHalbHble CMNUCKK
HapKOTMYECKNX CPeacTB, MNCUXOTPOMHbIX BeLEeCTB W MNPEKypcopoB, noasiexalynx
KOHTposto B Kblpreidckon Pecnybnuke;

30) pagnodpapmaueBTUHECKUA JeKapCTBEHHbIN Mnpenapar - JlekapCTBEHHbIN
npenapat, cogepXallmi B roTOBOM ANSA NPUMEHEHUS COCTOSAHUN OOWH UNIN HECKOJSTbKO
paguMOHYKNUAOB (pagnoakTUBHBIX M30TOMOB) B KAa4eCTBe AEeNCTBYIOLLErO BeLecTBa Unm
B COCTaBe AeNCTBYIOLLEro BELLECTBa;

31) perucTtpauuMoHHbIN HOMep - KogoBoe 0603HadYeHue, npucBanBaemoe
neKkapcTBEHHOMY CpeacTBY MNpu  perucTpauuu, nog KOTOPbIM OHO BHOCUTCS B
[OCymapCTBEHHLIM peecTp feKapCTBeHHbIX cpeactB Kbiprbidackon Pecnybnukn u
COXpaHsieTCs HEM3MEHHbIM B TeyeHue Bcero nepuoga npebbiBaHUSA nekapCTBEHHOro
cpencTtea Ha Tepputopun Keipreidckon Pecnybnuku;

32) peructpauyMoHHOEe YAOCTOBEpeHMe O roCyAapCTBEHHOW perucrpauum
NleKapCTBEHHOro  cpeAacTBa -  JOKYMEHT  eguHou  dhopMbl, BblJaBaeMbli
YNOMHOMOYEHHbIM FoCcyfapCTBeHHbIM opraHoM Keipreidckon Pecnybnukn B obnactu
3paBoOXpaHeHusi, NoATBEPXKAAILNIN (DaKT pernctpaumnm n SBnaLLNNCS paspeLLleHnem
ANa MeANLNHCKOrO NPUMEHEHUS NEKapCTBEHHOMO CpeacTBa Ha Tepputopum Kblprbi3ckom
Pecnybnuku;

33) peuenT Ha JfieKapCTBEHHbIA nMNpenapar - [JOKYMEHT, coAepaliummn
NMUCbMEHHOEe obpalleHne MeauUMHCKOro paboTHMKa, MMEILWero Ha 3TO npaBo, B
anTeyvHy opraHM3aumio B Liensix OTrycKa nekapCTBEHHOro npenapara B onpenerieHHon
[O3MPOBKE M NeKapCTBEHHOM (opme C ykasaHueM crnocoba NpUMEHEeHUs unm ero
N3roTOBMIEHMS U OTMYCKa;

34) cneundmkaumsa - nepeveHb  MNokasaTenen  KayecTtBa, CCbINIOK  Ha
aHanUTU4eckne MeTOOUKN U UCMbITAHNA N HOPMbI, MPEeACTaBNAOWME COOOM YNCTIEHHbIE
(konn4yecTBEHHbIE) Npefenbl, AuanasoHbl W MNpoYMe KpuTepuu ANns  yKasaHHbIX
nokasartenemn Ka4yecTBa,

35) cpoK rogHOCTM NeKapCTBEHHOro nmpenapara - Bpemsi, yCTaHOBMEHHOE 1S
NPUMEHEHNS NEKapCTBEHHOro npenaparta, B Te4YeHue KOTOPOro rapaHTupyeTcs ero
6esonacHoCcTb, 3(PPEeKTUBHOCTb WU  KayeCcTBO Npu  coOOMoaeHun  yCrnoBui
TPaHCMOPTUPOBKM U XpPaHEHUS;

36) cyobekTbl  ¢hapMaueBTUYECKON  OeATeNibHOCTU -  husndeckne v
topuanyeckmne nuua, B TOM YUCre MHOCTPaHHbIEe, OCYLLeCTBNALWNeE hbapMaLeBTUYECKYHO
AEATENbHOCTb B COOTBETCTBUM C TpeboBaHMAMM HacTosiwero 3akoHa M Ha OCHOBE
COOTBETCTBYHLLEN NNLEH3NN;

37) hanbcudumpoBaHHbIn  (NoaAenbHbIM) NEeKapCTBEeHHbIA npenapar -
roTOBOE fleKapCTBEHHOE CpeacTBO, NpegHamMepeHHO CHabXeHHOe HegoCTOBEpHON



NHJ OpMaLKnen O ero coctase UNu NPomsBoaUTENE UMM YNakoBKOWM B OTHOLLEHUU €ro
NOASIMHHOCTU U/VNN NCTOYHMKA MPOUCXOXOEHUS;

38) dhapmakonest - cOOPHUK OCHOBHbLIX CTaHOAPTOB KayecTBa, MPUMEHSIEMbIX B
dapmakoneHoMm aHanu3e, Mnpou3BOACTBE, W3rOTOBMEHWM W KOHTPONe KavecTBa
neKapCTBEHHbIX CPeACTB;

39) dbapmaueBTHUHECKanA cyb6cTaHuums - rnekapcTBeHHoe CpencTBo,
npeaHasHa4YeHHoe 4515 NPOM3BOACTBA fIEKapCTBEHHbIX NpenapaTos;

40) dbapmaKoHaa30p - OesTeNbHOCTb, HanpaBfeHHasi Ha BbISIBNEHME, OLEHKY,
NMOHMMaHWe U1 npenoTBpalleHne HexenaTenbHbIX MOCMNeACTBUMIA  MPUMEHEHUS
NeKapCTBEHHbIX CPEACTB;

41) akcnepuMeHTaribHble  JleKapCTBEHHbIe CpPeAcTBa -  JIeKapCTBEHHble
CpeLcCTBa, He 3aBepLUnBLLNE BCe (hasbl KNMMHUYECKUX UCMbITaHUI, HO npolleawune |l gpasy
KNMMHUYECKMX WCNbITaHUA W MUCMONb3yeMble AN feyYeHusa 3aboneBaHnin B pamKax
nporpamMmm cocTpagaTenbHOro NCnosib30BaHus;

42) acpcheKTUBHOCTb NeKapCcTBeHHOro cpeacTtsa - COBOKYMHOCTb
XapaKTepUCTUK, obecne4nBaroLLnx OOCTUXKEeHne NPOdUIaKTUYeCcKoro,
ANarHOCTUYEeCKOro n neyebHoro adpdpekTa unM BOCCTAHOBIIEHUE, KOPPEKUMIO UMK
MoAanukauunio usnonorndeckon yHKLNN.

(B pedakuyuu 3akoHa KP om 3 masi 2018 2oda Ne 44)

Cratbsa 5. OCHOBHbIE NPUHLMUMbI FOCYyAapCTBEHHOM NONUTUKN B cdepe
obpalleHnAa nekapcTBEHHbIX CpeacTB

OCHOBHbIMM MPUHUMNAMU FOCYAapCTBEHHOW MNONMUTUKM B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB, HAaNpaBMNeHHON Ha oXpaHy 300POBbS rpaXaaH, ABMSATCS:

1) obecneyeHne ynopsgoOYEeHHOro A0CTyna rpaxgaH K KayeCTBEHHbIM,
acbdekTmBHbIM M Ge3onacHbIM  NEeKapCTBEHHbIM  CpeAcTBaM,  SABMSHOLWMUMCS
cneumduyecknm ToBapoM B CUITy BO3MOXHOIO NPUYMHEHUSI Bpeaa 300POBbO U XKU3HU
yenoBeka, a Takke TpebyllmMmM 0cobOro KOHTPONS TPaAHCMOPTUPOBKW, XPaHEHUs,
NPOM3BOACTBA, M3roTOBIEHUS, peanm3aumm 1 YHUYTOXEHUS NeKapCTBEHHbIX CPEACTB;

2) paumoHanbHOe UCMosb30BaHWe NekapCTBEHHbIX CPEACTB;

3) cosgaHve Heobxoaumon HoOpMaTUBHOW MpaBoBOM 6asbl AnNs yCTOMYMBOro
YHKUMOHNPOBaAHNA hapMaLlEBTUYECKON OeATENbHOCTY;

4) dopmMupoBaHMe rocygapCTBEHHOMW NONMUTMKM B cdepe  obpalieHus
neKapCcTBEHHbIX CPeACTB, OTBeYatoLLen NoTpebHOCTSM CUCTEMbI 34PaBOOXPaHEHNS;

5) pasButMe W noadepka OTEYECTBEHHOro MNpPOM3BOACTBA JEKapCTBEHHbIX
CPeAcCTB;

6) obecnedyeHne npo3pavyHOCTM UM OOOPOCOBECTHOrO  rocyaapCTBEHHOIO
ynpaBneHus n segeHnst busHeca B cpepe obpalleHns nekapcTBEHHbIX CPEACTB;

7) obecneyeHne AOCTYMHOCTU [LOCTOBEPHOW WHGOPMaUMM O FEeKapCTBEHHbIX
cpeacTteax;

8) cobniogeHne NpUvHUMMOB Haanexawlen perynatopHou npakTuku B cdepe
obpalleHna nekapcTBEHHbIX CPEeACcTB, pPekoMeHaoBaHHOW BcemupHom opraHusaumen
3[1paBOOXpaHeHus;

9) Npu3HaHMe W BHeOpeHWe MeXAyHapOAHbIX Hagnexawmx apmaueBTUYeCKUX
NpaKkTuK B cdhepe obpalleHnsi NekapCTBEHHbIX CPEACTB, B TOM YMClie peKOMEHAOBAHHbIX
BcemupHon opraHnsauuen 3agpaBooxpaHeHus.

NnaBa 2. locynapcTBeHHOE perynupoBaHue OTHOLUEHUN,
BO3HMKaAKOLWMX B chepe obpalleHnsA NnekapCTBEHHbIX CpeacTB


http://cbd.minjust.gov.kg/act/view/ru-ru/111777?cl=ru-ru

CraTbsa 6. locygapcTBeHHOE perynMpoBaHue OTHOLIEHUA, BO3HUKAKOWMNX B
cepe obpalleHust NeKapCcTBEHHbIX CPeacTB

[ocyoapcTBEHHOE — perynupoBaHME  OTHOWEHUMM B cdepe  obpalleHus
neKapCcTBEHHbIX CPEACTB OCYLLECTBIISETCA NyTEM:

1) npoBedeHMs eOuHOM roCydapCTBEHHOM MNONUTUKM B cdepe obecnedeHns
HaceneHus Kbiprbiackon Pecnybnunkmn ka4ecTBeHHbIMU, 3PPEKTUBHBIMU U Be30NacHbIMU
nekapcTBeHHbIMU CpeacTBaMu;

2) onpegenennsa adHeKTUBHON NONUTUKN LeHOPErynMpoBaHUs Ha NekapCTBEHHbIE
cpeacTBa U3 HaumoHanbHOro nepeyHsi XXM3HeHHO BaXHbIX NeKapCTBEHHbIX CPEeACTB;

3) paspaboTku, NPUHATUS W  WUCMNOSTHEHUS HOPMATWMBHbLIX MPaBOBbLIX AKTOB,
pernameHTupyoLwmnx obpalleHne nekapCcTBEHHbIX CPEACTB;

4) rocyqapCTBEHHOro KOHTPONS M Haas3opa B cdpepe obpalleHnsi NekapCTBEHHbIX
CpeacTs;

5) nuUeH3MpoBaHNsi MPOM3BOACTBA, N3rOTOBIIEHUS U peanv3aunmn fekapCTBEHHbIX
CPeacTB U U3Aenuini MeAULMHCKOTO Ha3HaYeHus;

6) obecrneyeHnss cBOOOAHOrO AOCTyna HacefieHust K uHdopmauum obo Bcex
neKapCTBEHHbIX CpeacTBax, NnpuMeHsembix B Kelprbidackon Pecnybnuke;

7) co3gaHns 3neKTPOHHOM (MHOpMaLMOHHON) 6a3bl AaHHbIX MO NEKAPCTBEHHbIM
CpeAacTBaMm M U3genvsamMm MeAUMLMHCKOrO HasHayeHusl, paspelleHHbIM K MPUMEHEHUIO B
Kbiprbiackon Pecnybnuke;

8) MPVHATUA WHbIX Mep, YCTAHOBJIEHHbIX HAacTOAWMM 3aKOHOM, WHbIMU
HOPMaTUBHBIMW MPaBOBbLIMM akTamu WM BCTYNUBLUMMU B YCTAHOBSIEHHOM 3aKOHOM
nopsiake B CUNy MeXAyHapoOHbIMM [OroBopamu, YyYacTHUUEN KOTOPbIX SABMASETCH
Kblprbiackaa Pecnybnvika.

(B pedakuuu 3akoHa KP om 3 masi 2018 2oda Ne 44)

CraTtba 7. Hapgnexawue chapmaueBTU4ECKNE NPaKkTUKN B chepe obpalleHuns
NneKapCcTBEHHbIX CpeAcTB

1. B uensax obecneyeHnss HaceneHnss KadeCTBEHHbIMU, 3PAEKTUBHBIMU W
Oe3onacHbIMM  nekapCTBEHHbIMM  cpeacTBaMu  nNpu  paspaboTke, npoBeaeHUN
OOKNMUHUYECKMX U KIMHUYECKUX  UCCNeaoBaHuMi  (MCMbITAHW), NPOU3BOACTBE,
TPpaHCNOPTUPOBKE, XPaHEHUN, ONTOBOM M PO3HUYHOW peanu3aumn paspabaTbiBatoTcs
npasuna Hagnexawux gapmaueBTUYECKUX NMPaKTUK, yTBepXXaaemMble [1paBUTen-cTBoOM
Kbipreidckon Pecnybnuku.

2. K Hagnexawumm apmaLeBTUYeCKMM MNpakTUKaM OTHOCATCHA Haanexallas
nabopaTopHas npakTuKa, Haanexawas KiMHUMYeckas npakTuka, Haanexalwas
NPOM3BOACTBEHHAss  MpakTuka, Haanexawas  OUMcTpubbloTOpCcKass  MpakTuka,
Haanexawas anTteyHas npakTuka, Hagnexallas npakTuka XpaHeHusi, Haanexatilas
npakTuka hapMakoHaa3opa v Apyrne npakTuku.

3. CooTBeTCTBME Hagnexawmum gapmaueBTUYeCKUM NpakTukamM nogreepxgaeTcs
Bblayen ynosIHOMOYEHHbIM rocyaapcTBeHHbIM opraHoM Keiprbidckon Pecnybnuku B
obnactn 3gpaBoOOXpaHeHUsi COOTBETCTBYHOLLEro JOKYyMEHTa.

CraTtba 8. locynapctBeHHas ¢papmakones Kbiprbizckon Pecnyonukm

1. YNONMHOMOYEHHbIM rOCyAapCTBEHHbIM opraHoM Keiprbidckon Pecnybnvku B
obnactn 3gpaBooxpaHeHuss paspabatbiBaeTcA UM msgaetca  [ocygapcTBeHHas
dapmakonesa Kbiprbidckon Pecnyonuku.

2. locypapcTtBeHHasa dapmakonesa Kbliprbidackon Pecnybnuku rapmMoHuMsnpyeTcs C

BeayLMMK chapMakonesiMm Mupa n Nnepuoanyeckn 0OHOBMSIETCS! B CBSA3U C UBMEHEHMEM
NX CTaHOapTOB.
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3. [o cospaHua [locygapctBeHHon dapmakonen Kbiproidckon Pecnybnvku
KayecTBO M 6e30MacHOCTb JleKapCTBEHHbIX CPeACTB Ha dapmaueBTUYECKOM PbIHKE
Kblproidackon  Pecnybnukn  ycTaHaBnmBaloTcs  TpeboBaHMAMM  OBLLENPU3HAHHBIX
3apybBexHbIX dhapmakonen n dhapmakoneu rocyapcTB-y4acTHUKOB
MEeXNpPaBUTENLCTBEHHbLIX COrnaweHnn B cdepe cTaHgapTusauuu, MeTporormm wu
cepTudmkauunu.

MnaBa 3. locyaapcTBeHHasi cMucteMa KOHTpOnsi U Haa3opa 3a
KayecTBOM, 3(h(heKTUBHOCTLIO U 6€30NacHOCTbLIO
neKapcTBeHHbIX CpeAcTB

Cratba 9. locynapcTBeHHasi perucTpaumsa U noaTBepXKaeHUe permctpauum
NeKapCTBeHHbIX CPeacTB

1. JlekapCTBeHHble cpeacTBa BBO3ATCH, MNPOM3BOAATCS, peanua3yTca U
ncnonb3ylTca Ha TeppuTopumn Kbiprbidckon Pecnybnukm, ecnv oHu npoLunuv npoueaypy
rocy4apCTBEHHOM perucTpaumm, 3a WCKMYEHMEM CrlyvaeB, MpPeayCMOTPEHHbIX
HacToALWMM 3aKOHOM.

2. Tllopsagok npoBedeHus  pernctpauun, NOATBEPXAEHUA  perncTpauum
nekapCTBEHHbIX CPEeACTB, BHECEHUSI W3MEHEeHMW B pPerucTpaumoHHOe [ocbe
neKkapcTBEHHOro npenapara, onpedeneHne pasmepa nnatbl 3a rocygapCTBEHHYH
perucTpaunio 1 Kputepun onpegeneHns KoHUAeHUManbHOCTU  MHgopMaumn,
cogepxawlemca B perucTpaumMoHHOM  OOCbe€  JIEKapCTBEHHOro  npenapaTa,
ycTaHaBnueatotca [lpasutensctBomM Kbiprbidckon Pecnybnvku, ecnn  nHoe He
YCTAHOBMEHO BCTYNMBLUMMKM B  YCTAHOBIEHHOM 3aKOHOM MOpPsiAke B cuny
MeXOyHapoaHbIMM  JOroBopaMu, y4dacTHMUen KoTopbix saBnsetca  Kbiprbidckas
Pecnybnuka.

[epxatenb perucTpaumMoHHOro YAOCTOBEPEHUSI HeCceT OTBETCTBEHHOCTb 3a
Ka4yecTBO, 3(P(PeKTMBHOCTL M ©e30MacHOCTb 3apermcTpMpoBaHHOIO Ha TeppUTOpUn
Kbliprbiackon Pecnybnunkmn nekapCcTtBEHHOro cpeacTea.

3. K NeKapCTBEHHbIM cpeacTeam, BKITHOYEHHbBIM B nepeyeHb
nepekBanMUUMPOBaHHbIX  JIEKAapCTBEHHbIX cpeacTB BcemupHoW  opraHusaumm
3[paBOOXpPaHEHUs, a Takke K JNeKapCTBEHHbIM CpeacTBaM, 3aperncTpupoBaHHbIM
TakKUMU PErynsiTOpHbIMU opraHamu, Kak AOMUHUCTpaUMSA MO NULEBLIM MNPOAYKTaM W
nekapcteeHHbIM cpeacteam CLUA (FDA), EBponeinickoe areHTCTBO MO MeLULUMHCKUM
npoaykram (EMA) (no ueHTpanusoBaHHOW npoueaype), AreHTCTBO MO NeKapCTBEHHbIM
cpeactBaMm M Npoayktam MeguumMHCKoro HasHadeHust AnoHum (PMDA), AreHTCTBO
TepaneBTnYecknx npoaykTos Lsenuapumn (Swissmedic) n AreHTCTBO MO perysimpoBaHnio
NeKapCTBEHHbIX CPEACTB M MPOAYKTOB MEOMUMHCKOro HasHaveHus BenvkobpuTtaHum
(MHRA), npumeHsieTcs yCcKopeHHas npouenypa permcrpaunm.

Mopsagok npoBedeHUs YCKOPEHHOW npoueaypbl peructpaumm fekapCTBEHHbIX
cpencTtB ycTaHaBnmBaeTcs NpaButensctBoM Kbiprbidckon Pecnybnunku.

4. [lpun peructpaumm opdaHHbIX npenapaTtoB W NeKapCTBEHHbIX CPeacTs,
NOCTynawLwWmMXx MO JNUHUM TyMaHUTaApHOW MNOMOLWM B paMKax nporpamMmm B cdepe
3[paBoOOXpaHeHuns, 3asBuTENb OCBOOOXOAeTcsa OT onnaTtbl PacxofoB, CBA3AHHbIX C
permctpaunen nekapCTBEHHbIX CPeaCTB, B nopsigke, yreepxgaemMom [paBuTenscTBOM
Kbipreiackon Pecnybnuku.

5. 3anpewaeTtcs peructpauuss nog OAHMM  TOProBblM  HavMeEHOBaHMEM
NeKapCTBEHHbIX CPEACTB, UMEKLNX PasfNYHbIA KaYeCTBEHHbIA COCTaB OENCTBYHLLMX
BELLEeCTB.

Cratbsa 10. JlekapcTBeHHbIe cpeAcTBa, He noanexawme rocygapcTBeHHOMN
perncTpaumum neKkapcTBeHHbIX CpeacTB



1. F'ocypnapctBeHHOW peructpauumn Ha Tepputopun Kbiprbidackon Pecnybnuku He
nognexar:

1) nekapCcTBeHHble npenapaTbl, KOTOPble W3roTaBMMBalOTCA B anTekax B
COOTBETCTBUM C NOpPsiAKOM, onpeaensiembiM MpasutensctBoM Kblprbidckon Pecny6nuku;

2) NekapCTBEHHbIe npenapartbl, NpegHa3HayYeHHble A58 NPpoBeAeHUs KIMHUYECKNX
nccneposaHuin B Koblprblackon Pecnybnuke;

3) obpa3subl NekapcTBEHHbIX CPEACTB, NpeAHa3HauYeHHble ANsi rocyaapCTBEHHOW
permcTpaumu;

4) ctaHOapTHble 0bpasLbl NEKAapCTBEHHbIX CPEACTB;

5) paagvodapmaleBTMYECKME EeKAPCTBEHHbIE MpenapaTtbl, W3roTOBEHHble
HenocpeaCcTBEHHO B OpraHmn3aLmsax 34paBooOXpaHEHMS;

6) cdhapmaLeBTUYECKNE CyOCTaHLUMN N NIeKapCTBEHHOE PacTUTENbHOE ChIpbE;

7) NnekapCTBEHHbIE CPEeACTBA, NpeaHa3HavYeHHble AN UCMONb30BaHUS B Ka4eCcTBe
BbICTaBOYHbIX 06pas3LoB;

8) nekapcTBeHHble cpeacTsa, B TOM 4YuUcfe B COCTaBe MeaULMHCKMX HabopoB U
YKNagoK, BBO3UMbIE MO MMHUM TYMaHUTapHOW NMOMOLLM NPU Ype3BblYaMHbIX CUTYaLMsX
/U BOEHHbIX KOHAMMKTaxX Npyu HanNnu4Ynmn permctpaunm B CTpaHe-nponssogutene n/mnu
CTpaHe-O0HOpE;

9) nekapCTBeHHble MpenapaTbl, BKMIOYEHHbIe B cCrneunanbHbii  NepeyeHb
neKapCcTBEHHbIX NpenapaToB, paspeLleHHbIX K BBO3Y U MEAULUHCKOMY NpUMeEHeHUto 6e3
perncTpaunm;

10) nekapcTBeHHble npenapatbl AN  UCNOMb3oBaHMs  paboTHMKaMu
ANNSIOMaTUYECKOro Kopryca unu npeacrtaBuTeENAaMU MeXOAyHapOoAHbIX OpraHusauummn,
akkpeguToBaHHbIX B Kbiproiackon Pecnybnuke;

11) nekapcTBeHHbIe npenapaTbl A4S JIeYEeHUs1 NacCaXMPOB U YIIEHOB 3KUMAaXEN,
BOOAUTENEN MHOCTPAHHbLIX TPAHCMOPTHBLIX CPEeACTB M Noe3aHbIX Bpurag, npubbiBatowmx
Ha TeppuToputo Kbiprbidckon Pecnybnuku;

12) nekapCTBEHHbIE NpenapaTbl AN5 OKa3aHUst MeAULMHCKOM MOMOLLM yYacTHUKaM
MEXOYHapPOOHbIX  KYNbTYPHbIX, CMOPTUBHbIX MEPOMNPUATUA U MEeXAYHapOAHbIX
akcneguunn;

13) nekapcTBeHHble npenapaTtbl Ans  JIMYHOMO  UCMONb30BaHUS  MHbIMU
m3NYECKMMU NULLAMMU;

14) JIeKapCTBEHHbIE MNMpenapaTtbl, MPO1U3BOAUMbIE ONTA 3KCMNOPTAa,

15) nekapCTBEHHble CpeAcTBa, KOTOpble MeXAyHapoAHble MeLUKO-CaHUTapHble
dopMUPOBaHNA U MeXAyHapoOHble CaHUTapHO-aNuAeEMMUonornyeckne OGpuragpl
HamMepeHbl MCMNoSb30oBaTb HENOCPEACTBEHHO MpU OKa3aHUM MeOUUMHCKUX YCryr
HaceneHuto, NocTpagaBlLEMYy B pe3yrbTaTe BO3HUKHOBEHUS Ype3BblYavHOW CUTyaLun
N/VNn BOEHHbIX KOHMINKTOB.

2. B cneuyunanbHbIn nepeyeHb NnekapcTtBeHHbIX CpeacTB, BpEMEHHO pa3peLllueHHbIX K
BBO3Yy U MeaNLUMNHCKOMY MPUMEHEHNIO bes pernctpauun, BKIO4YarTCA J1ieKapCTBEHHbIE
npenapartbl ongd:

1) NeYyeHust peakMx U coumanbHO 3HaYMMbIX 3a60neBaHuii;

2) oKkasaHUs MeAMLMHCKON MOMOLUM MO YXM3HEHHbIM MOKa3aHUAM KOHKPETHOro
nauueHTa;

3) okasaHuMs MeOMUMHCKOM MnoMoWM Mo nporpaMmMamM  CcocTpagaTesibHOro
NCMNOb30BaHUA 3KCNepUMeHTarbHbIX NEKapCTBEHHbIX NpenapaTos;

4) NnpodUNakTUKN BaKUMHOYNpPaBMAEMbIX MHMEKLUMA U MO 3MUMOEMUONOrMYECKUM
NMoKasaHUsAM;



5) npoBeaeHus NPOUNaKTUYECKUX MEPONPUSATUI NPU BCMbILLKE U OCIOXHEHUSIX
3NMAEeMMONorM4Yeckon cuTyaumm no MHAPEKLMOHHbIM 3aboneBaHNSM;

6) obecneyveHnsa NoTpebHOCTM B OphaHHbIX NpenapaTax;

7) obecrneyeHnss nNOTPEOHOCTU B JEKAPCTBEHHbIX CcpeacTBax Mo  JIMHUK
ryMaHMTapHOM NOMOLLM B paMKax nporpaMmm B ccpepe 3a4paBoOXpaHeHus;

8) obecneyeHns HaceneHus neKapCTBEHHbIMM CpeAcTBaMM B YCIOBUAX
Ypes3Bbl4aHOW CUTYyauum N Ypes3BbliHanHOro NOSIOXKEHUA.

3. MNopsaok cocTaBNeHUs U KPUTEPUN BKIKOYEHNSA NIEKAPCTBEHHbLIX NpenapaTtoB B
crneumanbHbIv nepeyeHb onpegenstotces NpasutensctBoM Kbiprbidckon Pecnybnuku.

(B pedakuyuu 3akoHa KP om 25 asaycma 2020 2oda Ne 144)
Cm.:

nocmaHosneHue pasumeniscmea KP om 19 ¢pespansi 2019 eoda Ne 64 "O Hekomopbix gorpocax
cocmaserieHusi  crieyuanbHO20 MepPeyHs 1eKapCmeeHHbIX cpedcme U opMUpPO8aHUS NepPeyHs
mMeOuyuHCKUx uzoenud”

CraTtba 11. TocyaapcTBeHHbIN peecTp fieKapCTBEHHbIX CpeacTB
Kbiprbizckon Pecnybnukum

1. B ocynapCTBEHHbIN peecTp nekapcTBeHHbIX cpeacTB Kbiprbidackon Pecnybnnkum
BKIMIOYAKOTCA  JleKapCTBEHHble CpeAcTBa, 3aperucTpupoBaHHble Ha TeppuTopumn
Kbiprbiackon Pecnybnukun. [ocygapCTBEHHbIM PeECTp fIeKapCTBEHHbIX CPEACTB SABMSETCA
odomumanbHbIM - UCTOYHUKOM UHAQOpPMauuM O 3aperncTpupoOBaHHbIX feKapCTBEHHbIX
cpeacTBax.

2. OcHoBaHuAMM Ans BKAOYEHUA B [OCygapCTBEHHbBI PEECTP NeKapCTBEHHbIX
CpeacTB ABMAKTCA:

1) rocygapcTBeHHasi permcrpauunsi nekapcTBEHHOro npenapara;
2) NoATBEPXKAEHNE perncTpaumm NekapcTBeHHOro npenapara;

3) BHeceHVe W3MEHEHWN B pPerncTpaumMoHHOe [OOCbe 3aperMcTpupoBaHHOrO
neKkapcTBEHHOro npenapara.

3. B TlocynapcTtBeHHOM peecTpe FeKapCTBEHHbIX CPeaCTB COXpaHseTcd
nepcoHnnLMpOBaHHaa NCTOPUS U3MEHEHNIN PeeCTPOBbIX 3anMcen C ykazaHuem gathbl 1
BpEMEHM co3gaHus 3anucen. YpaneHue cBegeHun u3 [0CcygapCTBEHHOrO peecTtpa
neKapCTBEHHbIX CPeACTB He JonycKaeTcs.

4. TocynapCTBeHHbI peecTp JieKapCTBEHHbIX Cpeacts nybrnukyeTcs Ha
omnumanbHOM canTe  YNOSITHOMOYEHHOro rocyfapCTBEHHOro opraHa Kbiprbi3ckow
Pecnybnvku B obnactu 3gpaBooxpaHeHns n 06HOBSIETCA Ha NOCTOSIHHOM OCHOBE.

5. Tlopsagok dopmMmupoBaHna W BedeHus [ocygapCTBEHHOrO  peecTpa
neKkapCcTBEHHbIX CpeacTB ycTaHaBnmBaeTtcs [pasutensctsoM Kbiprbidckon Pecnybnuku.

6. PeectpoBasd 3anucb nekapCTBEHHbIX MNpernapaTtoB 06A3aTenbHO COAEPXUT
cnegyroLLyo NHOpMaLnIO:

1) HOMep PeecTpoBON 3anucu U gaTa BKMNYEHMS B [OCYAapCTBEHHbIN peecTp
NeKkapCTBEHHbIX CPEACTB CBEAEHUI O NeKkapCTBEHHOM npenapare;

2) cTaTyCc nekapCTBEHHOro npenapata (paspeweH K  MPUMEHEHMIO,
perncTpaunoHHoe yOOCTOBEPEHME O roCy4apCTBEHHOW peructpauum nekapcTBEHHOMO
CcpeacTBa NPMOCTAHOBIIEHO UMM OTO3BAHO, 3anpeLLeH K NPUMEHEHWIO);

3) ToproBoe HauMeHoBaHWE NeKapCTBEHHOIO Npenapara;

4) mexgyHapoaHoe HenateHToBaHHoe HanmeHoBaHue (MHH) nnmn obwenpunaroe
HavMeHOBaHWe NekapCTBEHHOro nNpenapara;

5) nekapctBeHHas oopma;


http://cbd.minjust.gov.kg/act/view/ru-ru/112145?cl=ru-ru
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6) 0O3MpPOBKa, KOHLIEHTPALUS NeKapCTBEHHOMO npenapara;
7) popma BbINycka nekapcTBEHHOro npenapara;
8) CpOK rogHOCTU fleKapCTBEHHOro npenaparTa;

9) perncTpaumoHHbIN HOMEp 1 JaTa perucTpaumm nekapcTBeHHOro npenapara;
10) HaMmeHoBaHWe 1 agpec NPOU3BOANTENS FIEKAaPCTBEHHOIO NpenaparTa;

11) HanmeHOBaHME W agpec AepxaTend perncTpauuoHHOro yaooCTOBEPEHUS O
rocyapCTBEHHOWN perncrpawmm nekapcTBeHHOro npenaparTa.

CraTtbAa 12. PeructpauymoHHoe yaocToBepeHue o rocyaapcTBeHHOMN
perucTtpauumu nekapcTBeHHoOro cpeacTsa

1.  Peructpauus  nekapCTBEHHbIX CpeAcTB  MNOATBEPXOAaeTcs  Bblaadven
perncTpauuoHHOro yaoCTOBEPEHUS O FOCYAapCTBEHHOW perMcrTpaumm nekapcTBeHHOro
cpeacTBa (parnee - permctpauMoHHOe yOOCTOBEepeHue) B rnopsake, yTBepxaaemMom
MpaButenbctBoM Kbiprblackon PecnyGnuku.

2. o wucrteyeHun 5 neT rocygapCTBEHHOM perucTpaumm Ha BriepBble
perncTtpupyeMoe rekapCcTBEeHHOe CpeacTBO, MpU  YCrOBUMM  MOLTBEPXKOEHUS €ero
rocyaapCTBEHHOM perncTpauum, Bblgaetcs  6eccpoyHoe  perncrpaumoHHoe
yAOCTOBEPEHME O rocygapCTBEHHOW perncTpauun riekapcTBEHHOro cpeacTsa.

3. MNMprocTaHoBKa OAENCTBUSA U aHHYNMPOBAHWE PerncTpaLmMoOHHOro ya0CTOBEPEHUS
npoBoauTca B nopsiake, onpegensemom [MpasutensctBoM Kbiprbidckon Pecnybnukn,
€CIIN UHOEe He YCTaHOBMEHO BCTYNUBLUMMU B YCTAHOBIEHHOM 3aKOHOM MOpPSiAKe B CUMY
MEeXAyHapOOHbIMX  JOroBOopamu, yyacTHUUen KoTopbix aBnseTtcs  Kbiprbidckas
Pecnybnuka.

4. OcHoBaHusSIMMU [ONs  MPUHATUS  pelleHnss 06  aHHynuMpoBaHuKM  (OT3biBe)
perncTpaunoHHOro yaoCcTOBEPEHNS ABIAIOTCS:

1) BbisIBIEHME Crny4yaeB NPeAcTaBreHns 3asiBUTENEM HEeOOCTOBEPHbIX CBEAEHUN,
KOTOpblE HE MO OblTb YCTAHOBIEHbI MPU PErMCTPaLIMKN NEKAPCTBEHHbIX NPENapaToB;

2) BCTYNMBLLUEE B 3aKOHHYIO CUIY peLleHne cyaa;

3) nonyyeHne M NOATBEPXKAEHME HOBbIX CUCTEMHbIX OaHHbLIX O MPEBOCXOACTBE
PUCKOB, CBSI3aHHbIX C MPMMEHEHNEM NeKapCTBEHHOrO Npenapara, Hag nosy4YaemMon ot
Hero NoJsib3oMn.

CraTtba 13. MNpekpaleHne AeNCTBUA permcTpaumm sieKapcTBEHHOro
cpeacTBa

1. ObpalleHne 3aperncTpMpoBaHHbIX eKapCTBEHHbIX CPeACcTB npekpallaeTcs B
cryyasx:

1) ncTeyeHns: cpoka AenCTBUS perncTpaunm nekapcTBEHHbIX CPEACTB;

2) nukBMaaumMu gepxaTtens permcTpaumoHHOro yaA0OCTOBEPEHNS;

3) nopayn 3asBneHus OepxaTenem perncTpalMoHHOro YAOCTOBEpPEHUS O
npekpaLleHnn AeicTBUSA pernctpaunm nekapcTBEHHOIO CPeACcTBa;

4) aHHYNMpoBaHMWA (0T3blBa) PErMCTPaLMOHHOIO YAOCTOBEPEHWS.

2. [aton npekpaweHuss OeUCTBUS pernctpauumn nekapCTBEHHOro CcpencTea
ABNsieTCA [aTa BHECEeHMs1 COOTBETCTBYHLLEW 3anucu B [OCygapCTBEHHbIV peecTp
nekapCTBEHHbIX CPEACTB.

Cratba 14. OueHKa KayecTBa fieKapCTBEHHbIX CPeAcTB

1. OueHka kayecTBa JieKapCTBEHHbIX CpPeACTB OCYLLECTBASIETCA C  Lenbio
YCTaHOBMNEHMSI COOTBETCTBUS KayeCTBa KOHKPETHbIX cepuii (napTuid) neKkapCTBEHHbIX
CPeadcTB, BBO3UMbIX B CTpaHy WX MNPOM3BOAMMbIX B CTpaHe, TpeboBaHuAM



HOpPMaTMBHOrO [OKyMeHTa Mo kadecTBy. [1o pe3ynbTatam MNpPOBEAEHHON OLEHKU
KayecTBa JeKapCTBEHHbIX CPEACTB YMONIHOMOYEHHLIM FOCYAapPCTBEHHLIM OpraHoM
Kbipreiackont Pecnybnuvkn B obnactu 3apaBoOXpaHEeHWsi BblOAeTCsl COOTBETCTBYOLLEE
3aKro4eHume.

2. JlekapcTBEHHbIE cpencTBa, BBO3MMbl€e n/vnum npoun3BoauMble
dapmMaueBTUYECKUMN  OpraHnsaumamMm, UMeWMMn ceptudukar o COOTBETCTBUM
Hagnexawen npou3BOACTBEHHOW MNPaKTUKE WM Hagnexaiwlen ANCTpubbloTOPCKON
npakTUKe Npu Hanuuun ceptTudukata Hagnexawen npomsBOLCTBEHHOM MPaAKTUKN Ha
npoaykumto, npusHaBaemble B Kbiprbidackon Pecnybnvke, He noanexaTt OLEHKe KadecTBa.

3. MNMopagok npoBefeHUs OLEHKU KayecTBa feKapCTBEHHbIX CPeacTB, KpUTepuu
0CBOOOXAEHNS OT MOCEPUNHOrO KOHTPOMst W pasmep nMnatbl oOnpeaensawTcs
MpaButenbctBoM Kbiprelackon PecnyGnuku.

4. JlekapCTBEHHbIE CpeAcTBa, He Mpolueflme OLEHKY KayecTBa JeKapCTBEHHbIX
cpeacTB npw BBO3e, MoanexaTt BbiBo3dy ¢ TeppuTopumn Kbiprbidckon Pecny6nuku, ecnu
MHOE He NpeayCMOTPEHO HACTOSLLMM 3aKOHOM.

CraTtba 15. ®apmaueBTUYECKAA MHCNEKLUA

1. YNONHOMOYEHHBbIN rocyaapcTBeHHbI opraH Keipreidckon Pecnybnuku B obnactu
34paBoOOXpaHeHss NPOBOAUT rapMaueBTUYECKYD WHCMEKUMIO C  UeNbi  OLEHKU
AEeATeNnbHOCTM CYyObEKTOB (papmaueBTUYECKON [OeATEeNbHOCTU Ha COOTBETCTBME
Hagnexawum ¢apmaueBTUYEeCKMM MpakTUKaMm, a TakkKe KOHTPoSsis W Haasopa 3a
cobniogeHnem TpeboBaHMM B cepe oOpalleHna  NeKapCTBEHHbIX CPEACTB.
dapmavreBTuyeckas NHCMEeKUMs no OLeHKe AeaTenbHOCTU cybbeKkToB
hapmMaLieBTU4ECKOM AeATenbHOCTU Ha COOTBETCTBUE Hagnexawum
drapmaueBTUYECKMM MpPaKTUKaM OCYLLECTBSIeTCA 3a CYeT CpencTB CyObekToB
drapmavueBTMYECKON OeATENBHOCTU.

2. He noanexart oueHKe kayecTBa:

1) NeKapCcTBEHHbIe cpeacTsa, BBO3UMbIE n/vnn npon3BoAMMble
drapmaueBTUYECKMMN  OpraHu3aumsMn, UMEKLLMMU  cepTUdUKaT O COOTBETCTBUM
Hagnexawen npou3BOACTBEHHOW MNPaKTUKE WM Haanexawen OUCTPUOLITOPCKON
NpakTUKe Npu Hanuuaum cepTudukaTa Hagnexaiwlen npou3BOACTBEHHOW MPaKTUKM Ha
npoaykumto, npuaHasaemMble B Kbiprolackon Pecnybnuke;

2) nekapCTBEHHbIE CPeaCcTBa, NPeayCMOTPEHHbIE YacTbio 1 ctatbu 10 HacTosLWEro
3akoHa, 3a UCKINYEHNEM NYyHKTOB 6 1 9.

3. lMNpaBuna v nNoOpsiAOK NpoBeAEeHUs1 KOHTPOSs U Haasopa 3a cobntogeHvem
TpeboBaHun B cdepe obOpaweHuss NEKapCTBEHHbIX CPeacTB  cybbekTamu
drapmaueBTMYeCKon AedTeNnbHOCTUM yTBepxaarTca [lpaButenbCcTBOM  Kbiprbi3ckom
Pecnybnukn B cOOTBETCTBUM C 3akoHogaTtenbctBOM Kbiprbidackon Pecnybnukn o
npoBegeHMM NPOBEPOK CYyOBHLEKTOB NpeanpuHMMaTenbCTBa.

(B pedakyuu 3akoHa KP om 25 agaycma 2020 20da Ne 144)

Cm.:

nocmaHosgneHue lNpasumenscmea KPP  om 5 uwna 2018 eoda Ne 312 "O6
ymeep>x0eHuu [Topsidka nposedeHuUsi OUeHKU Kadyecmaa JiekapcmeeHHbIx cpedcms”

CraTtba 16. ®apmakonormyeckun Hapsop (cpapmakoHansop)

1. C uenblo npeaynpexneHuss U BbIABMEHUA HexenaTernbHbIX MNocneacTBui,
YrpOXaloLMX M3HW M 3[00POBbI0 YerioBeka, CBA3aHHbIX C pUckamy obpalleHus U
NMPUMEHEHUS HOBbIX U Y)XX€ U3BECTHbIX NEKapCTBEHHbIX NpPenapaTos, YNONMHOMOYEHHbIN
rocygapcTBeHHbli oprad Kbiprbiackot PecnyGnuku B obnacTv 34paBooXpaHeHus
ocylLlecTBNsAeT hapmMakoHaa30op B COOTBETCTBMU C MpaBuniamn Haanexallien npakTukm


http://cbd.minjust.gov.kg/act/view/ru-ru/111672?cl=ru-ru#st_10
http://cbd.minjust.gov.kg/act/view/ru-ru/111672?cl=ru-ru#unknown
http://cbd.minjust.gov.kg/act/view/ru-ru/111672?cl=ru-ru#unknown
http://cbd.minjust.gov.kg/act/view/ru-ru/111672?cl=ru-ru#unknown
http://cbd.minjust.gov.kg/act/view/ru-ru/11979?cl=ru-ru
http://cbd.minjust.gov.kg/act/view/ru-ru/11980?cl=ru-ru

dapmakoHag3opa M BCTYNUBLUMMM B YCTAaHOBIEHHOM 3aKOHOM MOpsiAKe B CuUMy
MeXOyHapoOHbIMM  LOroBOpamMu, y4acTHUUEn KoTopbix aBngetcs  Kbiprbidckas
Pecnybnuka.

2. [epxaTenb perucTpauMoHHOro YyAOCTOBEpeHuUst obsisaH co3gaTb CUCTEMY
dapmakoriormdieckoro  Hagsopa 3@ 3apermcTpupoBaHHbIMM - NIEKAPCTBEHHbLIMY
npenapaTaMu B COOTBETCTBUM C NpaBunaMy Hagnexallen npakTuku papmakoHaasopa.

3. [llopsigpok  opraHu3aumMm  cucTembl  (papmakoHagsopa — onpegensieTcs
MpaButenbctBoM Kbiprelackon PecnyGnuku.

CraTtbsa 17. XpaHeHMe NeKkapCTBeHHbIX CpeacTB

1. JlekapcTBeHHble cpeAcTBa OOIMKHbI XPaHUTLCA B YCIoBUSX, obecrnednBaroLLmx
Haanexallee Ka4ecTBO B COOTBETCTBMM C YyCTaHOBMEHHbIMU TpeboBaHusmu. Mpasuna,
nopsagok M YCrNOBUSA  XpaHEHWs  NeKapCTBEHHbIX  CPeACTB  OnpeaenstoTcs
MpaButenbctBoM Kbiprbiackon Pecnybnuku.

2. He ponyckaetca npoAfieHne cpoka roAHOCTU NeKapCTBEHHbIX MpenapaTos,
HaxoasaLwmxcs B obpalueHun Ha Tepputopun Kelprbidackon Pecnybnuku.

CraTtba 18. NMpaBuna obpaweHnsa ¢ HeNnpuUrogHbIMU K peanusauum m
NPUMEHEHUIO NNeKapCTBEHHbLIMU CpeACTBaMuU

1. HepobpokayecTBeHHbIE, danbCcUUUMPOBaHHbIE, C UCTEKLLIMM CPOKOM FrO4HOCTU
N npuwealwme B HErogHOCTb NeKapCTBEHHbIE CpeAcTBa nognexar obsaszartenbHoMy
BO3BpaTy NOCTABLUMKY UITN YHUUTOXEHMUIO.

2. Ha tepputopumn Kbiprelackon Pecnybnnkm yHUYTOXEHWUIO NoanexaT criegyroume
nekapCTBEHHble cpeacTBa:

1) HepobpokayecTBeHHble W/  anbCUPULMPOBAHHBIE  FIEKAPCTBEHHbIE
cpeacTtea, NpousBeaeHHble Ha TeppuTopumn Kelprblackon Pecnybnuku;

2) nekapCTBeHHble cpefcTBa, Npuwenline B HEerogHoCTb M3-3a HenpaBWUSTbHOMO
XpaHeHuss WU/MnM  UCTEYEHUsI CpOKa TOOHOCTW, BbISIBNIEHHbIE B pesyrnbTarte
drapmaueBTUYECKOrO WHCMEKTUPOBaHMUS UM MO MHMUMATUMBE CcaMoro cybbekTta
drapmMaueBTUYECKON OeATENBHOCTU.

3. B cnyyae BBO3a HemobpokauyeCTBEHHbIX W/MNM  danbcULMPOBaHHbIX
NeKapCcTBEHHbIX CpeAcTB  nNocTaBwMK o0643aH  obecnevmBaTb  OT3bIB  TaKuX
NeKapCTBEHHbIX CPEACTB C PbIHKA.

4. NopsaoK YHUUTOXEHNSA NEKapCTBEHHbIX CPEACTB, HE NPUIOOHbIX K peanu3auun n
npumMmeHeHuto, onpegendetcs MNpasuTtenscTBoM Kbiprbidackon Pecnybnuku.

naBa 4. NpaBa n 06513aHHOCTU rpaxxgaH U cy6obLeKToB
cdapmaLeBTUYECKOWN AEATENIBHOCTHU

Cratbsa 19. NpaBa n 063aHHOCTU rpaxkaaH B ccepe nekapCTBEHHOro
obecne4yeHusn

1. paxpaHe Kbiproisckon Pecnybnukn, vHOCTpaHHble rpaxgaHe un nuvua 6e3
rpaxkgaHcTtsa, npoxmsatowme B Kbipreidackon Pecnybnuke, nmetoT npaeo:

1) Ha JoCTyn K KayeCTBEHHbIM, 3PEKTMBHbIM, 6e30nacHbIM IeKapCTBEHHbLIM
cpeacTteam;

2) Ha nony4YyeHuMe nOMHOM W [JOCTOBEPHOM uHGOpMaums o 6Ge3onacHOCTH,
9 PEeKTUBHOCTN N KaYeCcTBe NEeKapCTBEHHbIX CPEACTB;

3) Ha obpauieHne K 3KCnepTHbIM OpraHam M opraHu3auusam Ans nonyvyeHus

3aknoyeHnss o 6e3onacHocTh, 3PdPEKTUBHOCTM U KayecTBe NeKapCTBEHHbIX CPEACTB,
MCMONb30BaHHbIX MPWU OKasaHUN UM NEKapCTBEHHOWN MOMOLLIN.



2. ['paxgaHe Kbiprbidackon Pecnybnuku, WHOCTpaHHble rpaxpgaHe u nuua 6es
rpaxkgaHcTsa, npoxueatowme B Koiprolackon Pecnybnvke, 06a3aHbl:

1) cobniogatb 3akoHogaTenbcTBO Kbiprbidackon Pecnybnuku B cdhepe obpalleHus
NeKapCTBEHHbIX CPEACTB;

2) cnepoBaTb NpeanucaHnsM Bpada nNpu  MPUMEHEHUU  JieKapCTBEHHbIX
npenaparos;

3) cobniogate npaBuna XpaHeHUss NPUOBPETEHHOrO MMWU  FIEKApPCTBEHHOIO
npenapara.

Cratbs 20. NMpaBa u 06s13aHHOCTU CYyOBLEKTOB hapmaLeBTUHECKON
OeATenbHOCTU

1. CybbekTbl (hapmaLeBTMYECKOM AeATENbHOCTU NMMEIOT NPaBo:

1) Ha nony4yeHne HeobxogmMmon MHpopmMaunmn o nopsaake oPOPMIIEHMS NULLEH3NN,
rocygapCTBEHHOW pernctTpaunmn fnekapCTBEHHbIX CPeACTB, TAMOXEHHOIO KOHTPONS;

2) Ha obxanoBaHwe B YCTaHOBMEHHOM nopsake Aencteurm unu 6e3gencTBus
YMNOMHOMOYEHHbIX OpraHoB, OCYLUECTBSIOWNX KOHTPOSb KayecTBa JleKapCTBEHHbIX
CcpeacTs, NMUEH3NpoBaHue, rocya4apCTBEHHYIO pernctTpauuio;

3) Ha obpalyeHune B cyaebHble opraHbl MO Bonpocam/cropam, BO3HUKLIUM B CBS3U
C OTKa3oM  Bbldayn, NPUOCTAHOBMEHMEM  OENCTBUA U aHHYNMpOBaHMEM
pPerncTpaunoHHOro yaoCTOBEPEHUs!, BblAAHHOMO YMNOSIHOMOYEHHbIM FrOCYy4apCTBEHHbBIM
opraHom Kbipreidckon Pecnybnuvku B cdhepe 3apaBoOXpaHEHUS.

2. CybbekTbl hapmaLeBTMYECKON AEATENBHOCTM 0643aHbI:

1) OCYyLIECTBNATbL CBOK AEATENbHOCTb HA OCHOBAHMW NULUEH3UW, BblAaHHOW B
nopsiake, yCTaHOBNEHHOM 3aKOHO4ATeNbCTBOM O JIMLIEH3UPOBAHUU;

2) cobntogaTth Haanexalume apMaueBTUYeckne NpakTUKM U NHble HopMaTUBHbIE
npaBoBble akTbl B cdhepe 0b6paLleHns NekapCTBEHHbIX CPeACTB;

3) noBblWwaTh KBanuMuUKauuw crneumanuctoB, 3aHATbIX B cdepe obpalieHus
neKapcTBEHHbIX CPEACTB;

4) npeacTaBnATb 4OCTOBEPHYIO MHOPMaLMIO O NleKapCTBEHHbIX CpeacTBax Afis nx
©e3onacHoro Ncnosfib3oBaHUA.

CraTtbsa 21. Bo3melweHue Bpeaa, NPUYNHEHHOIO 340POBbLIO YenoBeKa
BCNneacTBUE NPUMEHEHUSA JNIeKapCTBEHHbIX CpeacTB

1. Bpea, NpUYMHEHHbIV XU3HU UN 300POBbI0 YerioBeka BCNeACTBME NPUMEHEHNS
NeKapCTBEHHbIX  CPeacTB,  BO3MeLlaeTcsi  npousBoauTenem  (M3rotToBuUTenem)
neKkapcTBEHHOro CpeacTBa, eCnn AokasaHo, YTo:

1) nekapcTBEHHOE CPEeACTBO MPUMMEHSANOCh MO Has3HaA4YeHU B COOTBETCTBUM C
WHCTPYKUMEN NO MeaULMHCKOMY MPUMEHEHUIO (NIMCTKOM-BKMNaAbILLEM) NeKapCTBEHHOIO
cpeacTBa M NPUYUHOM Bpeda SIBUIOCb eKapCTBEHHOE CpeacTBO, MPOU3BEAEHHOE
HeJobpoKaYeCTBEHHO;

2) Bpen 300pOBbIO MPUYUHEH BCRNEeACTBME HELOCTOBEPHOW MHGOpMaLmK,
cogepxaliemcs B UHCTPYKUUM MO MeOULMHCKOMY MpUMEHEHU0 (NTMCTKe-BKnagblle)
nexkapCcTBEHHOro cpeacTBa, U3gaHHOM NPOM3BOAUTENEM JIEKAPCTBEHHOIO CpeacTBa.

2. B cnyyae ecnu Bped NpUYMHEH BCRNeACTBUE MPUMEHEHUS NeKapCTBEHHbIX
CPeAcTB, MpULIEeALIMX B HEroJHoCTb B pes3ynbTaTe HapylleHUs MpaBun XpaHeHus,
TPaHCMOPTMPOBKM, OMTOBOWM W  PO3HWYHOM peanusauuu, BO3MELLEHME Bpeaa
ocyLLlecTBNsAeTCA CyGBbEKTOM, OCYLLECTBMBLUNM ONTOBYIO UMW PO3HUYHYIO peanusauuio.

3. B cniyyae ecnu Bpen npudnHeH BCneacrteyMe  HenpasusibHOToO  UIK
HepaunoHaribHOro Ha3Ha4YeHuA J1eKapCTBEHHOINo cpeactea, BO3MeELLEHUME Bpeaa



OCYLLECTBNSAETCS  OpraHusauven 30paBOOXPaHEHUss WM 4aCTHOMPAKTUKYOLLMM
MeANLIMHCKMM PabOoTHUKOM.

4. B cnyyae ecnu Bpea NPUYUHEH XU3HU UNU 300POBbLI0 YerioBeKa, OKpyXatoLen
cpefe BCnNeacTBME HapyLleHUs MpaBuil YHUYMTOXEHUA NeKapCTBEHHOro CpeacTsa,
BO3MeLlLeHMe Bpeda OCyLecTBnseTcs puandeckum nuuom, LONyCTUBLUMM  3TU
HapyLleHus.

5. BoamelleHne Bpena, NpUYMHEHHOTO 340POBLI0 U XU3HW YenoBeka BCreaCcTBME
NPMMEHEHNS  NEKapCTBEHHbIX CPeAcTB, OCYLIEeCTBNSETCS B  COOTBETCTBUM C
rpagaHCKUM 3aKOHOA4AaTEeNbCTBOM W 3aKOHOAATENbCTBOM B cdhepe 3awmtbl npaB
notpedutenen.

FnaBa 5. locypapcTBeHHasa cuctema obecnevyeHus
AOCTYNMHOCTMU JSIeKapCTBEHHbIX CPEeACTB

CraTtba 22. O6ecneyeHue AOCTYNHOCTU NIeKapCTBEHHbIX CPeacTB

1. B uenax obecnevyeHns OCTYNHOCTU NIeKapCTBEHHbIX CPeACTB pa3pabaTtbiBatoTca
N peanuayoTca nporpammbl  obecnedeHns HaceneHuns Kbiproidackon Pecnybnunkm
nekapcTBeHHbIMW  cpeAcTBaMu, yTBepXgaemble [lpaButenbctBoM  Kblprbl3cKomn
Pecny6nuku.

2. B uensx nosbiweHna goctyna K apdekTMBHbIM BUAAM MELULMHCKON MOMOLLM U
pauMOHanbHOrO  MUCMNOJSIb30BaHUS  rOCydapCTBEHHbIX  cpeAcTB  [paBuTenbcTBOM
Kbiprbiackon Pecnybnukn yteepxgaeTtcs HaumoHanbHbIn NnepedeHb XNU3HEHHO BaXKHbIX
nexkapCTBEHHbIX CPeaCTB.

Kputepun n nopsaok oopmmpoBaHus HaumMoHansHOro nepeyHst X)XKM3HEHHO BaXKHbIX
neKkapcTBeHHbIX cpeacTB onpenenstTcs NpasutensctBoM Kbiprbidackon Pecnybnuku.

HauuoHanbHbIi  NepeyeHb  KUM3HEHHO  BaXHbIX  JIEKAPCTBEHHbIX  CPeacTB
nepuoanyeckn obHoBnsieTcs (He pexe ogHOro pasa B 2 roga).

2-1. MeToguka dopMMpoBaHNS LEeH Ha NeKapCTBEHHbIE CPeACTBa, BKIOYEHHbIE B
HauuoHanbHbIM NepeyeHb XU3HEHHO BaXKHbIX NEKapCTBEHHbIX CPEACTB, onpeaenseTcs
MpasutenscTtBom Kbiproiackon Pecnybnvku.

3. [na okasaHusa MeOULUMHCKOM W COouManbHOM MOMOLM ManoobecnevyeHHbIM,
coumanbHO He3alUULLEeHHbIM CITOAM HacerneHusi, OJeTaM U CEeMbSIM, OKa3aBLUMMCHA B
TPYOHOM XXU3HEHHOW CUTyauuu, nuuam ¢ orpaHMYeHHbIMU BO3MOXHOCTSIMU 300POBbSA U
NOXWUMbIM rpaxkgaHam, a TakkKe NedYeHns peakmx N coumnanbHO 3Ha4YMMbIX 3aboneBaHni
NPUHUMAOTCA Mepbl, CNOCOBCTBYOLLME YNYYLIEHUIO OOCTYNHOCTU JIeKapCTBEHHbIX
cpeacTs B nopsake, onpeaensemom lNpasutensctBom Keiprbidackon Pecnybnuku.

4. [Ins 60onbHbIX, CTpagalLmMX onacHbIMK AN XKU3HWM 3aboneBaHnsiMn, NeyeHne
KOTOpPbIX 0O00OpPEHHLIMU NEKAPCTBEHHLIMU MNpenapaTtaMmn sBnsieTca HeadEKTUBHBLIM,
oKasblBaeTCsl COAeNcTBME B pamKax nporpamMm COCTpagaTeribHOro MCMnonb30BaHUSA
neKkapcTBeHHbIX CpPeAcTB B nopsiake, onpegensemoM [MpaButenscTBoM Kbiprbi3ckomn
Pecnybnuku.

(B pedakuyuu 3akoHa KP om 3 masi 2018 2oda Ne 44)

MnaBa 6. 3aHATHe hapmaLeBTUYECKON OEATENbHOCTbLIO

Cratbsa 23. lpaBo Ha 3aHATME (hapMaLeBTUYECKOWN AeATENIbHOCTbLIO

1. ®dusmdeckme ©n  wOpugunyveckme nuua  UMeKT NpaBo  3aHUMMAaTbCS
dapmMaueBTUYECKON OEATENbHOCTbIO MNPU  HanW4ynMn  NULEH3UK, MNOSTyYEHHOM B
COOTBETCTBUN C TpeboBaHUAMK 3akoHogaTtenbcTBa Kbiprbidackon Pecnybnuvku B cdepe
NNLIEH3NOHHO-Pa3peLLNTENIbHON CUCTEMBI.


http://cbd.minjust.gov.kg/act/view/ru-ru/111777?cl=ru-ru

2. TpeboBaHua Kk opraHusauuu dapmMaueBTUYEeCKON OeATEeNbHOCTU, BKOYas
HanuMyne COOTBETCTBYHOLEN MaTepuanbHO-TeEXHUYecKon 6asbl, KBanudukauuo
nepcoHana wun KONMYecTBO KBaNMPUUMPOBAHHOIO MepcoHana, YCTaHaBMBaKTCA
MpaButenbctBoM Kbiprelackon PecnyGnuku.

3. OcywecTBneHne apmMaLeBTUYECKON AEATENBHOCTM B€3 NoNyvYeHns NNLEH3NN
3anpeLyeHo.

naBa 7. JJOKnNMHMYecKne n KNMHN4YeckKue nccriefoBaHusA
(vcnblTaHMA) HOBbLIX NeKapCTBEHHbIX CPeaAcTB

CtaTtbAa 24. [IOKNMHMYECKUe U KIMHM4YeCcKue nccnenoBaHma (UCNbITaHUSA)
neKapcTBEHHbIX CpeAcTB

1. JoknnHu4yeckne (HeKNUHUYEecKue) nccnenoBaHus (MCNbITaHUA) NPOBOAATCH B
CTPOrOM COOTBETCTBMM C MpaBuiamMu Hagnexawen nabopaTopHON nNpakTUKM u
TpeboBaHUAMM K NMPOBEAEHMIO UCCREeAOBaHUN (MCMNbITaHMI) NEeKapCTBEHHbLIX CPeacTB,
BCTYMMBLUMX B YCTAHOBMEHHOM 3aKOHOM MOpSAKe B CUy MeXAyHapo4HbIX AOroOBOPOB,
y4yacTHuUUen koTopbix aengetcsa Kolproidckast Pecnybnuka.

2. KnnuHuyeckue nccrnenoBaHns (MCnblTaHUSA) NPOBOAATCHA B CTPOrOM COOTBETCTBUN
C NpaBunamMn Hagfexalwlen KNMHUYECKON MNpPaKTUKM M TpeboBaHMSAMU K NPOBEAEHUIO
nccnegoBaHnin (UCNbITaHWA) NIeKapCTBEHHbBIX CPeACTB, BCTYNUBLUMX B YCTAHOBIIEHHOM
3aKOHOM MOpPsiAKE B CUIY MEXOYHapOOHbIX LOrOBOPOB, YY4ACTHULEN KOTOPbIX ABNAETCS
Kblprbiackass  Pecnybnuka, B  oOpraHmsaumsax 34paBOOXpPaHEHWUd,  npollenlumx
akkpeouTaumio B KavyecTBe KNMHMYeckux 6a3, B COOTBETCTBUM C MOPSAKOM,
onpepensemMblm NpasutenscteoM Kbiprbidackon Pecnybnuku.

3. HapyweHune nopsgka npoBedeHUs KIMHUYECKUX UccredoBaHui (UCMbITaHum)
NeKapCcTBEHHOrO CpeacTBa M NPOBEAEHUE KIMMHUYECKMX WUCCNesoBaHUA (MCMbITAHWUR)
nekapctBeHHoro cpegcrtea 6e3 paspelleHust YNOfHOMOYEHHOro rocyaapCTBEHHOro
opraHa Kbipreidckon Pecnybnvkm B o6nact 3gpaBooxXpaHeHNs BNEKYT OTBETCTBEHHOCTb
B COOTBETCTBMM C 3aKoHogaTenbCcTBoM Kbiprbiackon Pecnybnuku.

4. KnuHnyeckme nccrefoBaHus (MCNbiTaHWs) NekapCTBEHHOrO cpeacTBa OOSKHbI
ObiTb MpeKpalleHbl B Cnyvyae BO3HUKHOBEHWSI Yrpo3bl XXMU3HW UK 340POBbI0 NOAEN,
Y4YacCTBYHOLLMX B KITMHUYECKMX UCCIea0BaHUAX (MCNbITaHUAX).

5. BoamelwleHne Bpena, NPUYUHEHHOrO 300POBbK YYACTHUKAM  KITMHUYECKOro
nccnenoBaHus (MCNbITaHWS) K NULaMm, noHecwum yuiepd B pesynbTaTe CMepTy nuL, Npu
NpoBeOEeHUN KITMHMYECKOro uccrnenoBaHus (MCnblTaHWS), OCYLLECTBISIETCA B nopsigke,
YCTaHOBIIEHHOM rpaX4aHCKMM 3akoHogaTtenscTBoM Kbiprbidackom Pecnybnvku.

CraTtbsa 25. lNpaBa nuu, y4acTBYHOLWMUX B KITIMHUYECKUX UCCeaoBaHNAX
(vcnbiTaHNAX) NeKapCTBEHHbIX CPeACcTB

1. Yyactnme nuy B KIIMHUYECKUX UCCRefoBaHUsIX (MCMbITaHMSX) NeKapCTBEHHbIX
cpeacTs  siBnseTca  AoOpoBonbHbIM.  KnuHudeckne uccrnenoBaHust  (UCTbITaHMS)
NPOBOAATCS NPU HANMYMM MUCbMEHHOIO corfacust prM3nYecKoro nmua Unm ero 3aKOHHOTo
npeacTaBUTENs Ha y4acTve B NPOBEAEHUN KITMHUYECKUX UCCNEOO0BaHUI (MCNbITaHUIA).

2. NucbmeHHOE cornacue Ha yyacTue B NpoBeAeHUN KIMHUYECKUX UCCeaoBaHNi
(McnbITaHMI) BKMOYaET MHAOPMALUIO O:

1) nekapCTBEHHOM CpPeACTBE, CYLLHOCTU M 3aJadax KIMHUYECKUX UccrnenoBaHum
(MCcnbITaHWI) yKa3aHHOMO NIEKapCTBEHHOMO CPeACTBa;

2) npouenype NpoBeaeHus KNMMHUYECKOro UCCeaoBaHus (UCMbITaHus);

3) npaBax U 0643aHHOCTSAX NMLA, Y4aCTBYIOLWErO B KITMHUYECKOM MCCReaoBaHUM
(ncnbiTaHun);



4) oxunpaemon IPGPEKTUBHOCTN FEKAPCTBEHHOINO CpeactBa W CTENEHU
pucka/HeygobctBa [OnNd  nvua, Y4YacTBYHOLWEro B KIMHUYECKOM  UCCreaoBaHUn
(vcnbiTaHun);

5) pencTBusix nuua, y4acTBYHOLLErO B KNMHUYECKOM UCCINEeAoBaHMM (UCTbITaHUK), B
criydae HenpeaBuaeHHbIX 3PEKTOB BMUSHUS NeKapCTBEHHOIO CPEACTBA Ha COCTOSIHME
€ro 340poBbS;

6) ycnoBusAX CTpaxoBaHWA 340OPOBbS NMLA, YYacTBYHOLWErO B  KIMHUYECKOM
nccnegoBaHnn (UCNbITaHUK);

7) Opyrvx BUAax MeankaMeHTO3HOro UM HemeankaMeHTO3HOro fe4YeHunst, KoTopble
MOryT OblTb Ha3HayeHbl nuuy, Yy4vacTBylOWEMY B KIMHUYECKOM WCCreaoBaHum
(McnbiTaHWK), @ TaKkkKe UX NOTEeHUManbHbIX MOSb3€ N PUCKE;

8) KomMneHcaunm n/unun neyveHnn, Ha KoTopble NnLO, y4acTBYyHLLLEE B KIMHUYECKOM
nccnenoBaHun (UCMbITaHUKM), MOXET paccYuTbiBaTb B Clyvyae HaHeCeHWs Bpeda ero
300pOBbIO BO BPEMS KITMHUYECKOTO MCCrnefoBaHus (MCMbITaHUs);

9) pasamepe BbIiNnaT nuuy, y4acTBYHOLEMY B MUCCReAoBaHUM (UCMbITaHMK), €Cnu
TakoBble NPeayCMOTPEHbI;

10) Hene4yebHOM XapakTepe KIMHUYECKOrO UCCreaoBaHus (UCMbliTaHUS);

11) 3aTpaTtax nuua, y4acTBYyHOLLEro B KNIMHMYECKOM UCCneoBaHuu (MCNbITaHUK),
CBSI3@HHbIX C €ro y4acTueM B KIMHUYECKOM MCCreaoBaHUM (UCMbITaHUK).

3. lMpn npoBegeHUN KIMHUYECKUX MUCCNenoBaHuM (UCMblITaHU) NEKapCTBEHHOIO
npenapata Ans MeOuLMHCKOro MpuUMeEHeHMst o6dA3aTenbHO CTpaxoBaHWE KWU3HM,
300pOBbs  NMUa, YYacTBYHWOLLEro B KIWMHUYECKUX UCCrefoBaHUAX (MCMbITaHUAX)
nekapcTBeHHoro npenaparta. CTpaxoBaHne NPOBOAMTCS 3a CHET CTOPOHbI, MPOBOASALLEN
KNUHUYecKoe nccnenoBaHme (McnbitaHne), Nnbo oMHaHCUPYIOLLEN CTOPOHbI B NOpSAKe,
yCTaHOBMEHHOM 3akoHoaaTenbcTBoM Kbiprbidackon Pecnybnvkn B cdhepe rpagaHcKoro
3aKoHoOaTeNnbCTBA.

4. Jlnuo, y4acTBytoLLee B KIMMHUYECKOM UCCReaoBaHUMN (UCNbITaHUK), UMeEeT NpaBo
0TKa3aTbCsl OT y4aCTUSA B KIUHUYECKMX UCCNEefOoBaHUAX (MCNbITAHUAX) NEKapCTBEHHOMO
cpeacTtea Ha nobor cTagmm NPpoBEAEHUS KIMMHUYECKMX NCCNenoBaHu (MCNbITaHWUR).

5. 3anpelwaeTtcs npoBedeHWE  KIUMHUYECKUX UccnegoBaHui  (MCMbITAHWU)
NeKapCTBEHHbIX CPEACTB:

1) Ha HeCoBEPLLUEHHOSETHUX;
2) Ha BOEHHOCYXaLLUnX;

3) Ha nuuax, oTObIBaKLMX HAaKa3aHMe B MecTax NnueHust cBoboadbl, a Takke Ha
nmuax, HaxoAsLLMXCS NOA CTpaxel B CNeACTBEeHHbIX U30MATopax;

4) Ha 6epeMEHHbIX XEHLUUHaX;

5) Ha numuyax € ncuxmyecknmu  3aboneBaHusIMM  M/MNKU NPU3HAHHBIX
HegeecnocobHbIMK B YCTAHOBMEHHOM 3aKOHOM MOpsiaKe.

6. VIHTepecbl nuu, y4acTBYIOLMX B KIIMHUYECKUX UCCNenoBaHUAX (MCMbITaHUNAX),
BCerga JoImkHbl npeobnagaTtb Hag MHTepecammn Hayku u obuiecTsa.

MnaBa 8. [pon3BOACTBO N U3roTOBIIEHUE JIeKapCTBEHHbIX
cpeacTs

Cratbs 26. npOMSBOACTBO n n3rotToBlyieHne reKkapcTtBeHHbIX cpeacTB

1. Cy6'beKTbI, ocyLwiecTBrAaowme npon3BoaCTBO JiEKApPCTBEHHbLIX CPenCTB, 065a3aHbI
OpraHm3oBatb CBOH [O€eATEJIbHOCTb B COOTBETCTBMM C TMpaBuiiamMmun Hagnexawen
I'IpOI/I3BO)J,CTBeHHOIZ NPaKTUKN.



2. A3roToBneHne nekapCcTBEHHbIX CPEACTB OCYLLECTBAAETCS B anTekax, MMerLmnx
COOTBETCTBYHOLLYIO NNLUEH3NI0, ¢ cobntogeHnem TpeboBaHU Hagnexallen anTeyHon
NPaKTUKN.

3. 3anpewjaeTcs MNpPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, He npoLllegmnx
rocygapctBeHHyto peructpauuio B Kbiprbidackon Pecnybnuke, 3a UCKIHOYEHMEM
NeKapCTBEHHbIX CPeACTB, MpedHa3HayYeHHbIX A9 MpoBeAeHUs  OOKIUHUYECKUX,
KNMMHNYECKMX UCCreaoBaHum, pernctTpaumm 1 skcnopra.

CraTtbAa 27. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. Ha Ttepputopum Kbiprbidckon Pecnybnuku K MapKMpoOBKE neKapCTBEHHbIX
CPeACTB NpeabaBnATCA eanHble TpeboBaHus.

2. TpeboBaHnss K MapKMpPOBKE JleKapCTBEHHbLIX CPeACTB  ONpenenstTcs
MpaButenbctBoM Kbipreidackon Pecnybnuku, ecnm MHOEe He YCTaHOBSIEHO BCTYMMBLUMMMU
B YCTaHOBSIEHHOM 3aKOHOM [MOpsigke B CWUNYy MeXAyHapoAHbIMU  LOroBopamu,
yyacTHuuen kotopbix aBngaetcsa Koiproidackast Pecnybnuka.

3. K nekapcTBeHHbIM cpefcTBaMm, KOTOpble MeXAyHapOAHbIe MeAUKO-CaHUTapHbIe
dopMMpoBaHUS U MeXOyHapOAHble  CaHWTapPHO-3NMAEeMUoNorMyeckne Gpuragpbl
COOEWCTBYIOLLEro rocygapCcTBa HaMepeHbl WUCMonb30oBaTb HEMOCPEACTBEHHO Mpu
oKasaHuM MeOUUMHCKMX YCryr HaceneHuo, nocTpagaBlleMy B pesynbTtate
BO3HMKHOBEHMUS Ype3Bbl4aHOM CUTyaumMu W/MNN BOEHHbIX KOH(MKTOB, AONyckaeTcs
MHas cucTeMa MapKUPOBOK B COOTBETCTBUM C 3aKOHOAATENbCTBOM 3TOr0 rocyaapcTaa.

(B pedakuuu 3akoHa KP om 25 asaycma 2020 2o0da Ne 144)

MnaBa 9. BBO3 1 BbIBO3 NleKapCTBEHHbIX CPeaAcTB

Ctatbs 28. BBO3 nekapcTBeHHbIX cpeactB Ha Tepputopuio Kbiprbi3ckon
Pecnybnukm

1. BB03 nekapCTBeHHbIX cpefcTB Ha Tepputoputo Kbiprbidckon Pecnybnuku
OoCyLlecTBNAeTCA B nopsagke, ycTtaHoBreHHoOM  [lpaButenbctBOM  Kbiprbi3ckow
Pecnybnvku, B COOTBETCTBUN C TAMOXXEHHbIM 3aKOHOAATENLCTBOM TaMOXEHHOro co3a
B pamkax EADC wun 3akoHogatenbctBoM Khbiprbidacko Pecnybnuvkm o TamMoXeHHOM
perynupoBaHum.

2. Beo3umble Ha TeppuTtoputo Kbiprbidackon Pecnybnvkm nekapcTBeHHbIE CpeacTBa
AOSDKHbI OblTb 3aperncTpMpoBaHbl U paspelleHbl K MeOULMHCKOMY MPUMEHEHUIO, 3a
NCKINIOYEHNEM JleKapCTBEHHbIX CPEACTB, pa3peLLeHHbIX AN npuMeHeHus B Kblprbl3CKOW
Pecnybnvke 6e3 npoxoxaeHuss npoueaypbl rocygapCTBEHHOW perucTpauum B
COOTBETCTBUMN C HACTOSALLNM 3aKOHOM.

(B pedakuyuu 3akoHa KP om 25 agaycma 2020 eoda Ne 144)

CraTtbs 29. 3anpeLleHHble K BBO3Y JieKapCTBEHHbIEe CpeacTBa

1.  3anpewaetca BBO3 Ha  Tepputoputio  Kbiprbisckon — Pecny6nvku
Hefo6pokavyecTBEHHbIX U/Mnu danbCULMPOBAHHbLIX NTEKapCTBEHHbLIX CPEACTB.

2. 3anpelwaeTca BBO3 IleKapCTBEHHbIX CPeAcCTB, OO0 WUCTEYEeHUs cpoka roAHOCTU
KOTOPbIX OCTaeTcs MeHee OOHOW TPeTu OT BCero Cpoka rogHOCTW, 3a WCKIIOYEeHMEM
Crny4aes, yKkasaHHbIX B nyHkTax 3, 4 u 7 yactn 1 ctatbn 10 HacToswwero 3akoHa.

Cratbsa 30. Jluua, umerowme npaBo Ha BBO3 JIeKaPCTBEHHbIX CPeACTB Ha
Tepputopuio Koiprbizckon Pecnybnukm

Ha tepputoputo Keiprbidckon Pecnybnnkm nekapcTBeHHbIE CPeACcTBa MOIyT BBO3UTD:

1) npon3BoanTesin nNekapCTBeHHbIX CPEOCTB;
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2) opraHu3aumm onToBOW peanunsauumn nekapCTBEHHbIX CPeaCTB;

3) Hay4yHo-uccrnegoBaTesnbCKMe OpraHusauMmM u  nabopatopun, BbiCLUME U
cneunanbHble obpasoBaTernbHble OpraHu3aLuu;

4) opraHu3aLun 3apaBoOXPaHEHMS!, BHE 3aBUCUMOCTM OT (OOPM COBCTBEHHOCTU, Ans
OCYLLIECTBINEHMS UX YCTAaBHOW OEATENbHOCTY;

5) opraHusauum, ocyLecTBRsIOLME BBO3 NIEKAPCTBEHHbIX CPEACTB MO nporpaMmMam
B cpepe 34paBOOXPaHEHUS UMW MO JIMHUM YMaHUTaAPHON NOMOLLIM;

6) bmsmyeckune nuua c Lenblo MHAMBUAYaNbHOrO NPUMEHEHUS.
CtaTtbsa 31. BbIBO3 nekapCcTBEeHHbIX CpeaAcTB

BbiBO3 nekapCTBeHHbIX cpeactB ¢ Tepputopun  Kbiprbidackon  Pecny6nvkm
ocywiecTBndetca B nopsagke, onpegensemom  [MpaButensctBoM  Kbiprbi3ckomn
Pecnybnuku, n B COOTBETCTBUWN C BCTYMUBLUMMW B YCTAHOBIIEHHOM 3aKOHOM Mopsiake B
CUNy MeXAyHapOoAHbIMM [O0roBopamMu, ydacTHuUen KoTopbix aBrnsetca Kbiprbidckas
Pecnybnuka.

Mnaea 10. OnToBas M po3HUYHaA peanu3auunsa fekapcTBeHHbIX CPeacTB
Cratbsa 32. OnToBas peanu3auua NeKapCcTBeHHbIX CpeacTB

1. |_|pOllI3BO,D,I/ITeJ'II/I JIEKAPCTBEHHbLIX CpPeacTB, a TaKXe opraHnsaunmn onToBOW
peann3aunm MMEKT NpaBoO OCYLLECTBIIATb NOCTABKM JIEKAPCTBEHHbIX CPEACTB!:

1)  dusmyeckum U OPUAMYECKUM  fiMLAM, UMEKWMUM  JIMUEH3UI0  Ha
dhapmaLeBTUYECKYHO OEeATENbHOCTb;

2) opraHnzauunamMm  34paBoOoXpaHeHUA  Ond  OCywecCcTBlieHUnA - UX yCTaBHOI7I
OeATelIbHOCTH;

3) Hay4HO-uccnegoBaTeNnbCKMM OpraHn3aumam - Ons Hay4yHo-uccrenoBaTerlbCKoN
paboThl, 06pa3oBaTeNbHbIM YYpEXOEeHUAM - AN y4eOHbIX Lenen;

4) rocygapCTBEHHbIM OpraHuM3aumMsaM, OKasblBaloWMM  YCryrM  counanbHOro
XapakTepa B nopsigke, yctaHosneHHoMm lNpasutensctBoM Kbiprbidckon Pecnybnuku;

5) (*)I/ISI/I‘-IeCKI/IM n ropunanyveckmMm numdam, nMerwwmnm JnnMueH3n Ha MeauumnuHCKY
OeATeNlbHOCTb.

2. dapmaueBTMYECKME OpraHusaumu, 3aHMMaloLLMecs OMNTOBOW peanusauuven
NeKkapCTBEHHbIX CPEACTB, a Takke NMPON3BOAUTENN OCYLLECTBISAT CBOK AeATENBHOCTb
B COOTBETCTBUW C NpaBunammn Haanexawien ANcTpnbbTOPCKON NPaKTUKN.

CraTtbsa 33. Po3HMYHaA peanu3auus u oTNyCK NieKapCTBEeHHbIX NpenapaToB

1. Po3HMYHasa peanu3aumsi NeKapCTBEHHbIX MpenapaToB OCYLECTBRseTcs 4vepes
anTeku, anTeyHble NYHKTbl, anTeYHblIE KMOCKN U UHTEPHET-NPOAAXN B COOTBETCTBUN C
npaBuMnamMn Haanexaiien anTevyHoW NPaKTUKW, YCTaHOBMEHHbIMK [1paBUTENbLCTBOM
Kbiprbiackon Pecnybnukn n/vinn BCTYNMBLWUMMK B YCTAHOBIIEHHOM 3aKOHOM MOPSiAKE B
CUny MeXayHapoOHbIMW [OroBopamu, yyacTHULEW KoTopbix siBnseTcs Kbiprbidckas
Pecnybnuka.

2. ANTeYHbIn NYHKT U anTeyHbIN KNOCK SIBNSAKTCS CTPYKTYPHbIMK noapa3aeneHnamm
anTekn, opraHn3yrTCAa C Lesbio npm6n|/|>|<eH|/|;| J'IeKapCTBeHHOVI NMOMOLLIK HaCeJIeHNI0 U
HE MOTyT (byHKLI,I/IOHI/IpOBaTb CaMOCTOATESIbHO.

3. nOpFI,EI,OK OTKPbITUA anTe4YHbIX MYHKTOB B OTAall€HHbIX, TPYAHOOOCTYMNHbIX WU
MalnoHaceNneHHbIX MNYyHKTaX, YCloBuUdA peanu3auunn, ponyck nuy € MegunuunHCKUM



obpasoBaHnem gns paboTbl B TakUX anTeYHbIX NyHKTax onpegensatoTcs [paBntensCTBOM
Kbiprbiackon Pecnyonuku.

Crtatba 34. 3anpelieHHble AnNs peanu3auuM M OTNycka JeKapCTBeHHble
cpeacTBa

1. 3anpeluaeTcs peanusaunsi U OTNYCK riekapCTBEHHbIX CPeACTB:
1) BHe anTek, anTeYHbIX MYHKTOB U anTeYHbIX KMOCKOB;
2) 6e3 peuenTa Ha NekapCcTBEHHbI NpenapaT peLenTypHOro oTnycka;

3) HegobpokavyeCcTBEHHbIX, hanbCMPULNMPOBAHHbBIX, C UCTEKLUMM CPOKOM FOL4HOCTH,
npuweawmnx B HErogHoCTb.

2. 3anpelaeTca peanvsauns NIeKapCTBEHHbIX CPEACTB, BBE3EHHbLIX HA TEPPUTOPUIO
Kbipreidackon Pecnybnunkn ans okazaHus ryMaHUTapHOM NOMOLUM.

3. 3anpelyaetcsa peanusauna nekapCTBEHHbIX CPeACTB anTekamy opraHvsauun
3apaBooxpaHeHus. [lopagok npuvema, XpaHeHus, ydeta U OTnycKa JieKapCTBEHHbIX
CpeacTB B anTekax opraHvsauun 3gpaBooxpaHeHus onpefensercsa [1paBuTensCTBOM
Kbipreidckon Pecnybnuku.

NnaBa 11. O6ecneyeHue nHpopmaumen o nNeKapCcTBeHHbIX CpeacTBax
CraTtbsa 35. UHdopmaumsa o nekapCTBEHHbIX cpeacTBax

1. Jllo6asa nHgpopmaumusa ob6o Bcex atanax obpalleHust NeKapCTBEHHbIX CPeacTB, 3a
NCKIMIOYEHNEM KOHUAEHUMaNbHOW, A0SMKHA ObITb AOCTYMHON.

2. OdwmumanbHbIM  UCTOYHMKOM HE3aBUCUMOM [OOCTOBEPHOM WHGopMauum o
XW3HEHHO BaXHbIX JIEKAPCTBEHHbIX CcpeAcTBaxX AN MeOUUMHCKOro MNpUMEHEHUS
asngaeTcsa HauuoHaneHbin popmynap. Nopsgok BegeHuss HauynoHanbHoro popmynsapa
onpepensetca NpasutenscTtBoM Kbiprelackon Pecnybnuvku.

3. lNopsgok npepoctaBneHus MHGopMauMm O fekapCTBEHHbIX cpeacTtBax ans
HaceneHus u cneumnanucToB cdepbl 3gpaBooxpaHeHns onpegensetca NpaBuTenscTBoM
Kbiprbiackon PecnyGnukn.

MnaBa 12. Peknama nekapcTBeHHbIX cpeactTB. OCO6eHHOCTU peKnamMbl
NeKapCTBEHHbIX CPeAcTB

CtaTtbsa 36. Peknama nekapCTBeHHbIX CpeacTB

1. Peknama nekapCTBEHHbIX CPeACcTB, 3aperncTtpupoBaHHbIX B  KbIprbi3CKOn
Pecnybnvke w1 oTnyckaemblx 6e3 peuenta Ha fNeKapCTBEHHbIM npenapar,
OCYLLECTBNSAETCA B COOTBETCTBUM C TpeboBaHuMsiMM 3akoHogaTenbcTBa Kbiprbi3ackon
Pecnybnvkn B cdepe peknambl ¢ OCOBEHHOCTAMM HACTOSWEN CTaTbW HACTOSALLEro
3akoHa.

2. Peknama nekapCTBEHHbIX CPEACTB OCYLLECTBISIETCS MOCHe COrnacoBaHus C
YNOSIHOMOY€EHHbIM Tocy4apCTBEHHbIM opraHoM Kbiprbidckori Pecnybnukun B obnactu
34paBOOXpPaHEHUS.

3. 3anpelyaeTcs nckaxeHne nHopmaunmn B pekname, TeKCT KOTOPOW COornacoBaH C
YNONMHOMOYEHHbIM FOCy4apCTBEHHbIM opraHoM Kbiprbidckon Pecnybnukn B obnactu
30paBOOXpPaHEHNS.

4. 3anpellaeTcs peknamMma nekapCTBEHHbIX CPeACTB, OTNyckaeMblX Mo peuenTy Ha
neKkapcTBEHHbIW npenapar.

5. B pekname nekapCTBEHHbIX CPeACcTB 3anpellaeTcs Mcrnonb3oBaTtb 0bpas Bpaya
UnNn nNpoBu3opa, n3obpaxeHne nogen B MeOULMHCKOM YHUdOopme, npuBrekaTb Ang



peknambl MEOAULIMHCKUX WU Q)apmaueBTquCKmx pa6OTHI/IKOB, CcCblnatbCAd Ha MHEeHue
M3BECTHbIX NHOAEN, Y4€eHblX, cneuynanumctoB, W3NeYMBLUNXCA MauyneHToB U WUX
poacTBeHHUKOB BO n3bexaHue 6eCKOHTpOJ'IbHOFO camMorlieveHuns.

6. B cny4yae npuHATMS YNONMHOMOYEHHbLIM roCy4apCTBEHHbIM OpraHoM KblprbI3cKom
Pecnybnukn B obnactn 3gpaBoOXpaHeHus pelleHns o6 orpaHvyeHun obpalleHus
NeKkapCTBEHHbIX CPeACTB B Nopsgke, onpefenseMoOM  HacTosAWwMM  3aKOHOM,
peknamogaTenb 06a3aH He3aMeaUTENbHO NpekpaTUTb PacnpocTpaHeHNe pekramMbl.

MaBa 13. 3aknouynTenbHble NONOXEeHUA

Cratbsa 37. OGpaweHne nekapcTBeHHbIX CPeAcTB, MOCTYNUBLUMX MO JINHUMU
rymMaHMTapHoOM nomoLum

1. Tllopspok obpalleHnss nekapCcTBEHHbIX CPeAcTB, MOCTYMMBLUMX MO JIMHUK
ryMaHutapHon nomolun, onpegensetcsa [NpasutensctBom Kbiprbidackon Pecnybnvku B
COOTBETCTBUM C  HacToAwmMm  3akoHoM, 3akoHom Keipreisckon  Pecnybnvkmn  "O
MeXOyHapoaHOM  Ypes3Bbl4aMHOW  nomowmn",  3akoHogaTenbCTBOM  KbIprbi3CKOW
Pecnybnvku B 06nacTtu rpakgaHCcKon 3almTbl, BCTYNUBLUMMU B YCTAHOBSTIEHHOM 32KOHOM
nopsgke B CuUny MeXOyHapoAHbIMM AO0roBopamu, YYaCTHULEW KOTOPbIX SIBMSIETCA
Kblprelackaa Pecnybnvka.

2. CpoKk rogHoCTV reKkapCTBEHHbIX CPeacTB, BBO3UMbIX MO JIMHUW TyMaHWUTapPHOW
NoOMOLLM, K AaTe BBO3a AOJPKEH COCTaBMATb HE MeHee 12 MecsAUEeB A1 NeKapCTBEHHbIX
CPEACTB CO CpPOKOM rogHocTu Gonee ogHoro roga U He meHee 50 MPOLEHTOB OT
OCTaBLLErocsi cpoka rogHoCTU - A NNEKAPCTBEHHbIX CPEACTB CO CPOKOM FOAHOCTU OAUH
rog v MeHee.

3. K nekapcTBeHHbIM CpeacTBaM, KOTOpble MeXAyHapoaHble MeauKo-caHUTapHbIe
dopMMpoBaHUS U MeXayHapOAHble  CaHWTapHO-3NMAeMuosniornyeckne  Gpuragpbl
HaMepeHbl WUCMOMb30BaTb HEMOCPEACTBEHHO MNPU OKa3aHUM MEAULMHCKMX YCnyr
HaceneHuo, NocTpagaBlleMy B pe3yribTaTe BO3HUKHOBEHWUSI Ype3Bbl4aliHOW CUTyauum
N/VNN BOEHHbIX KOHMMUKTOB, BbllleyKa3aHHble TpeboBaHUS K CPOKY FOAHOCTM He
NMPUMEHSIIOTCS.

(B pedakuyuu 3akoHa KP om 25 agaycma 2020 eoda Ne 144)

Ctatba 38. OTBeTCTBEHHOCTb 3a HapylleHue 3aKkoHopartenbcTBa Kbliprbiackon
Pecny6nuku o nekapcTBeHHbIX cpeAcTBax

HapylwweHne HopM, cogepXalumxcsa B HacTosilem 3akoHe, BneYyeT OTBETCTBEHHOCTb
B COOTBETCTBMM C 3aKoHOAATENbCTBOM 00 YronoBHOWM W  agMUHUCTPATUBHOWM
oTBeTcTBEHHOCTU Kbiprbidckon Pecnybnuvku.

CraTtbsa 39. BectynneHue B cuny Hactosilero 3akoHa

1. Hactoswmn 3akoH BCTynaeT B Ccuny MO UCTEYEHMN 6 MecAueB CO AHSA
odomumanbHOro onyonmnMkoBaHms.

Ony6nukoeaH 8 2azeme "OpkuH Too" om 15 aszycma 2017 2oda Ne 93 (2818)

2. PerucrtpauuoHHble YOOCTOBEPEHMs!, BbldaHHble Ha JeKapCTBEHHble CpeacTsa,
3aperncTpmpoBaHHble Ha Tepputopun Kbiprbidcko Pecnybnvku 0o AHS BCTYNNeHus
HacTosilero 3akoHa, AENCTBYIOT 4O UCTEYEHUSI CPpOKa UX OENCTBUS.

3. TpeboBaHMsa npaBun Hagnexawmx apmaueBTUYECKUX NPaKTUK Ans CyObekToB
dapmaueBTuyeckon pestenbHocTn Kbipreidackon Pecnybnvku BCTynawT B cuny B
nopsiake, yctaHoBreHHoM [NpaButensctBoM Kbiprbldackor Pecnybnukn He nos3gHee yem
31 pekabpsa 2025 roga, ecnu MHoe He NPeayCMOTPEHO BCTYMUBLLUMMW B YCTAHOBIIEHHOM
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3aKOHOM nMopsiAke B CUIy MeXAyHapOAHbIMM [OroBopaMu, Yy4acTHULEN KOTOPbIX
asnsetca Koiprbidckas Pecnybnuka.

4. Ctatba 16 HacToswero 3akoHa yTpadmBaeT cuny ¢ 1 suBaps 2026 roga.
5. MNMpu3HaTb yTpaTUBLLUMMUK CUNY:

1) 3akoH Keiprbisckon Pecnybnukmn "O nekapctBeHHbIx cpeactsax” ot 30 anpens
2003 roga Ne 91;

2) 3akoH Kbiprbidckon Pecnybnuvkn "O BHeceHMM [OMOMHEHUST U U3MEHEHWUN
B 3akoH Kbipreiackon Pecnybnukn "O nekapCTBeHHbIX cpeacrtBax” oT 28 mapta 2009
roga Ne 92;

3) 3akoH Kblprbiackon Pecnybnukn "O BHECEHUM [OOMOMHEHUS U U3MEHEHUS
B 3akoH Kbiprbidckon Pecnybnuvkun "O nekapcTBeHHbIX cpefctBax” oT 17 anpens 2009
roga Ne 125;

4) 3akoH Kbiprbisckon Pecnybnukn "O BHeCeHUM [OOMOSIHEHUS U U3MEHEHUN
B 3akoH Kbipreiackon Pecnybnukn "O nekapcTBeHHbIX cpeactBax” oT 1 despansa 2010
roga Ne 23;

5) ctatblo 2 3akoHa Kbiprbidackon Pecnybnukn "O BHECEHUM W3MEHEHUA WU
AOMNOJSTHEHU B HeEKOTOpble 3akoHodaTtenbHble akTbl Kbiprbldckon Pecnybnukn" ot 11
okTa6ps 2012 roga Ne 171;

6) 3akoH Kbiprelackon Pecnybnukn "O BHeceHUM uameHeHuin B 3akOH Kbiprbi3ckom
Pecny6bnukun "O nekapctBeHHbIx cpeactax” ot 30 aekabps 2015 roga Ne 231.

6. [MpaButenbctBy Kbiprbidackon Pecnybnvkn B 6-MeCAYHbIA  CPOK CO  [OHS
oduymanbHOro onybnmukoBaHUa HacTodwero 3akoHa MpUMBECTM CBOW HOpPMAaTUBHbIE
npaBoOBble aKTbl B COOTBETCTBUE C HACTOALLMM 3aKOHOM.

Mpe3npgeHT
Kbiproizckon Pecny6nuku A.lL. AtambaeB
MpuHat XKoropky KeHewem Kbiprbi3ackon 21 nioHsa 2017 ropa

Pecnybnuku
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