3akoH KP ot 12 aHBaps 2024 roga Ne 13 "O6 obpalleHnmn nekapcTBEHHbIX CpeacTs”

3AKOH KbIPIbI3CKOW PECNYBJIKU

oT 12 anBaps 2024 roga Ne 13

006 obpalieHnun nekapCcTBeHHbIX CpeacTs

NnaBa 1. O6wWwme nonoxeHus

CraTtbsa 1. peameT perynupoBaHun HacTosiwero 3akoHa

MNpeagMeToM perynupoBaHusi HacTosiwero 3akoHa SBMSOTCA  OTHOLIEHUS,
BO3HMKaOLLMEe B CBA3M C oOpalleHMeM neKapCTBEHHbIX CPeACTB, OTHOCALLUUXCA K
coumanbHO 3HaYMMOW NPOAYKUMM U SIBNSOWMXCSA cneunduruyeckuMm ToBapoM B CUmy
BO3MOXXHOrO NPUYMHEHUST Bpeda 340POBbI0 U XKM3HM 4YernoBeka, Tpebyowmx ocoboro
KOHTPONSA TPaHCMOPTUPOBKW, XPaHEHUs, NPOW3BOACTBA, WU3rOTOBIEHMUS, peanus3auuu,
YHUUTOXEHUS U YTUNM3aLnn.

Hactoawmnn 3akoH co3gaeT npaBOBYKO OCHOBY [OEATENbHOCTU CYyObLEKTOB
obpalleHnss nekapCTBEHHbIX CPeACTB, YCTaHaBnvMBaeT eauHble TpeboBaHua K
obpawieHno nekapcTBeHHbIXx cpeacts B Kblprbldackon Pecnybnuke, B TOM 4ucne
perynupyeTt OTHOLWIEHUS, BO3HMKaKLWMe B CBA3N C pa3paboTKon nekapCTBEHHbIX
CpeacTB, [AOKNMUHUYECKUMWU (HEKNMUHUYECKUMUN) U KITMHUYECKUMU UCCNeaoBaHUSMU
(McnbITaHNAMM) NEeKapCTBEHHbLIX CPEACTB, NPOU3BOACTBOM, U3rOTOBSIEHNEM, OLIEHKOM NX
KayecTBa, apdeKkTUBHOCTK, 6e30macHOCTH, peanu3aunen nekapCTBEHHbIX CPeacTB U
WHBIMW OEUCTBMAMU B chepe obpalleHns nekapcTBEHHbIX CPeacTB.

CraTtbAa 2. Cchepa genctBuA HacToswero 3akoHa

1. Hactoswmin 3akoH onpeaenset nopsgok obpalweHnst NekapCTBEHHbIX CPeacTB
A5 MeguLUMHCKOro NnpuMeHeHnst Ha Tepputopumn Kelpreidackon Pecny6nvku.

2. [enctBue HacTosdwero 3akoHa pacnpocTpaHdeTcsa Ha obpalleHune
HAPKOTUYECKNX M MCUXOTPOMHLIX JIEKAPCTBEHHbIX CPeACTB C y4eTOM OCOBEHHOCTEWN,
YCTAHOBMNEHHbLIX 3akoHogaTenbcTBoM Kbiprbidackon Pecnybnmknm O HapKOTUYECKUX
cpeacTBax, NCUXOTPOMHbIX BeLeCcTBax 1 Npekypcopax.

Cratbsa 3. 3akoHopaTenbcTBO Kbiprbizackon Pecnybnuku B cpepe obpawieHus
NeKapCTBEHHbIX CpeacTB

3akoHogaTenbcTBO Kbiprolackon Pecnybnuku B cpepe obpalleHnst nekapCTBEHHbIX
CpedcTB COCTOMT M3 HacToswero 3akoHa, WHbIX HOPMAaTUBHbLIX MPaBOBbIX aKTOB
Kblpreiackon Pecnybnvkun u MexgyHapogHbIX [OroBOpPOB, BCTYNUBLUMX B CUMy B
COOTBETCTBUM C 3akoHogaTenbcTBoM Kbiprbidackon Pecnybnuvku.

CtaTtbsl 4. OCHOBHbIE NOHATUSA, UCNOSIb3yeMble B HacTosiLeM 3akoHe
[na uenen HacTosiwero 3akoHa UCMOMb3YHTCA CreayoLne OCHOBHbIE NMOHATUSA:

cbd.minjust.gov.kg



3akoH KP ot 12 aHBaps 2024 roga Ne 13 "O6 obpalleHnmn nekapcTBEHHbIX CpeacTs”

1) aktuBHas apmaueBTMYecKaa cybctaHuma (cdhapmaueBTnyeckas
cybcTaHUuMs) - nekapcTBEHHOe CPeACTBO, MpedHasHavyeHHoe Ans Mpou3BoAcTBa M
N3roTOBIEHUS NIEKapCTBEHHbIX NpenapaTos;

2) anTeka - KOMMMEKC CrneuuanuaMpoBaHHbIX NOMELLEHWI (creunann3mpoBaHHOro
noMeLleHust) 1 obopyaoBaHus, NpeaHa3HaYeHHbIA AN anTe4YHOro U3roToBneHus u/nnm
peanusauuM, OTMNycKa NeKapCTBEHHbIX CPEACTB, MEAULUMHCKUX W3Oenuid u  Opyrux
TOBapOB anTe4yHOro acCopTUMEHTA;

3) be3onacHOCTb JleKapCTBEHHOro npenapara (CooTHoweHuWe "nonb3a -
pucKk") - oOueHKa MOMOXUTENbHbIX TepaneBTUYeCcKUX 3P(EKTOB EKapCTBEHHOIO
npenapaTta Mo OTHOLLEHWUIO K pUCKaM, CBSI3aHHbIM C €ro npumeHeHneM (MoHATMEe pucka
BkNoyaeT B cebs nobon puck, CBA3aHHLIN C KayecTBOM, 6e30MacHOCTbI Wnn
3 PEKTUBHOCTBLIO NEKAPCTBEHHOIO Npenapata Mo OTHOLUIEHMIO K 340pPOBb MauuneHTa
UNW HaceneHus);

4) BTOpMYHasa (noTpebuTenbcKas) ynakoBKa JeKapCTBEHHbIX CpeacTB -
ynakoBKa, B KOTOPYK MOMELLAeTCs feKapCTBEHHbIA npenapar B NEPBUYHOM MK
NPOMEXYTOYHOM YNakoBKe AN peanusaummn notpeduTento;

5) ApoKnNuUHMYeckoe (HeKNMHUYECKoe) wuccriegoBaHue (ucnbiTaHue) -
XUMUYecKoe, duraunyeckoe, ouonorunyeckoe, MUKpoBumonormyeckoe,
hapmakonornyeckoe, TOKCUKONOornyeckoe v apyroe akcnepmMmeHTanbHoe uccnegoBaHve
UNn cepus nccnegoBaHUim Mo U3YHYEHUIO BelllecTBa (fleKapCTBEHHOro cpeacTea) nyTem
NPUMEHEHUSA HayYHbIX METOO0B OLEHKU B Lenax UsyvyeHusa cneundunyeckoro oencrasns
n/vnn gokasaTtenbcTB 6€30MacHOCTU A5 340POBbSA YEroBeKa;

6) u3rotoBrieHUe NeKapCTBEeHHbIX NpenapaTtoB - BUA AeATenbHOCTU B cdepe
obpallleHnss NeKapCTBEHHbIX CpeacTB, BKMAYAKOWMIA  NPUOBPETEHNE  UCXOAHbIX
mMaTepuanoB, W3rOTOBIIEHME FEeKapCTBEHHOro rfpenapaTa, XpaHeHue, KOHTPOsb
kayecTBa, O(OpMIIEHME B anTeyHblX YCMOBUSIX W peanunsaumto/oTnyCcKk TroTOBbIX
neKkapcTBEHHbIX NpenapaTtos;

7) UHCTPYKLUUSA NO MeAULIMHCKOMY NMPUMEHEHUIO NIeKapCTBEHHOro npenapara
(nucTok-BKNaabILWw) - JOKYMEHT, yTBEPXAaeMblil YNOSTHOMOYEHHbBIM rOCy4apCTBEHHbIM
OpraHom B cdepe 34paBOOXpPaHEHUs1, coaepXawmnim nHdopmaumio ons notpedurens u
COMPOBOXA AL M NEKAPCTBEHHbIN NpenapaT B YNaKkoBKe;

8) ucxogHble matepuanbl, UCNOJSIb3yeMble B MPOU3BOACTBE JIeKapCTBEHHbIX
cpeacTB - hapmaueBTMyeckne cybctaHumm, BCnoMoraTenbHble BewecTBa, NepBUYHbIE,
NPOMEXYTOYHbIE U BTOPUYHbIE YNAKOBKW, BKAOYAsA Matepuarnbl 415 UX U3rotToBneHus B
npoLecce Npon3BOACTBa;

9) KayecTBO JleKAapCTBEHHOro cpeAcTBa - COBOKYMHOCTb CBOWCTB MU
XapaKTepuUCTUK dapmaLeBTUYecKo CcybGCcTaHUuM WM NEeKapCTBEHHOro npenapara,
obecneyvBatoLLas nx COOTBETCTBYUE HOpMaTBHOMY [IOKYMEHTY no

KayecTBy/cneuyundukaumm/gapmakonee;

10) KNMHU4Yeckoe uccnenoBaHue (MCnbiTaHUE) NeKapCTBEHHOro cpeacTBa -
n3yvyeHve [OuarHoCTUYeCKMX, nedvyebHblX, npodunakTuiecknx, dapmakonormyeckmx
CBOWCTB JI€KapCTBEHHOro CcpeacTBa B npouecce ero MeauuMHCKOro npuMeHeHus
CyOBLEKTOM uccneaoBaHusA, B TOM 4uMCre MpoLEecCOB BcacbiBaHUA, pacnpegeneHus,
MeTabonuama n BbiBEOEHUSA, NyTEM MPUMEHEHUS Hay4YHbIX METOLOB OLIEHOK B Lensx
nony4yeHus aokasaTenbCcTB ©0e3onacHOCTM U 3PAEKTUBHOCTM  FIEKAPCTBEHHOMO
CpeacTBa, JaHHbIX O HeXenaTernbHbIX peakuusax opraHnama 4Yenoseka Ha MeauuuHCKoe
NPUMEHEHME NeKapCTBEHHOMO cpeacTea 1 06 adpdpekTe ero B3anmMoaencTens ¢ Apyrumm
nekapcTBeHHbIMU cpeacTBaMmu U/unm NUWLEBbIMU NPOLYKTaMU;

11) nekapcTBEeHHbIN Npenapar - iekapCTBEHHOE CPEACTBO B BMUAE OnpeaerieHHOM
nekapcTBeHHON hOpMbl, FOTOBOE K MPUMEHEHMIO;
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12) nekapCTBEeHHOE PacTUTEeNIbHOE CbIPbe - CBEXME UMW BbICYLLEHHbIE PaCTEHWS,
BOOOPOCNM, PUObI MNW NUWANHUKKM NGO UX 4acTW, UEnbHble WU U3MESbYEHHbIE,
ncnonb3yemble 4518 NPOM3BOACTBA U U3rOTOBIEHUS NIEKAPCTBEHHbIX CPEACTB;

13) nekapcTBeHHOe CpeAcTBO - CpPeAcTBO, MNpeacTaBnswowee cobon wnu
cogepxauiee B cebe BeLEeCTBO NN KOMOUHALMIO BELLECTB, BCTyMNatoLLee B KOHTaKT C
OpPraHnM3MoM YenoBeka, NpeaHasHa4YeHHoe Anst NpodunakTukn 3aboneBaHnn Yenoseka,
NeYvyeHnss NN BOCCTAHOBIIEHUS, KOPPEKUMU WU U3MEHEeHUst ero usanonorn4yeckomn
G YHKLMK nocpeacTesoMm dhapMakonorn4eckoro, MMMYHOMOMMYECKOro nnbo
MeTabonuyeckoro BO3OENCTBUS, WNW ANS OMArHOCTUKM 3aboneBaHWi M COCTOSIHUMN
YeroBeKa;

14) nekapcTBeHHass opma - COCTOSIHME JIEKapCTBEHHOro npenapara,
cooTBeTCTBYylOLlee crnocobam ero BBedeHUs U MpuMeHeHuss u  obecnedunBarollee
OOCTWKEHNE HeOBXoaMMOro adeKTa;

15) MapKuMpoBKa neKapCTBEHHbIX CpeaAcTB - WHGOpMauusi, HaHECEHHas Ha
NEePBUYHYIO /NN BTOPUYHYIO YNAKOBKY fIEKapCTBEHHOrO npenapara;

16) Hagnexawasa perynaTopHas MNpakTMka no perynupoBaHuio cdepbl
obGpalleHus nekapCcTBeHHbIX CPEACTB - NpaBuna, pernaMmeHTpyowme AesaTenbHOCTb
YMONMMTHOMOYEHHOIO FOCYAapCTBEHHOINO oOpraHa B cdepe 30paBOOXpaHEHUs no
obecrnevyeHio  NPUHLUKUMNOB  3aKOHHOCTKM, MOCMefoBaTeNlbHOCTU,  HE3aBUCUMMOCTN,
GecnpucTpacTHOCTKN, NPOMOPUMOHANBbHOCTM, TUMOKOCTU, SCHOCTK, 3eKTMBHOCTU 1
NpO3pavyHOCTN perynupoBaHns cpepbl obpalleHns nekapCTBEHHbIX CPEACTB;

17) Hapgnexawme dapmaueBTUHECKME NpPaKTUKU B ccepe oOpalleHus
nekapcTBEHHbIX CpeAcTB (Aanee - Hagnexawue cgpapmaueBTUHECKME NPAKTUKK) -
npaBuna, pacrnpoCcTpaHsLWMECs Ha BCe aTanbl obpalleHns NekapCTBEHHbIX CPeacTB:
Hagnexawass nabopatopHasa npaktuka (GLP), Hagnexaiwiasa KnvHuYeckas npakTtuka
(GCP), Hagnexawass  npousBoacTBeHHass  npaktuka  (GMP), Hagnexallas
anctpmbbtotopckan npaktuka (GDP), Hagnexawasa anteyHas npaktuka (GPP),
Haanexawias npakTuka papmakoHaasopa (GVP) n gpyrve npaktuku;

18) HapKkoTU4YecKue neKapCTBeHHble CpeAcTBa - JleKapCTBeHHble CpencTBa,
SBNAIOWMECS HApPKOTMYECKUMW CpeacTBamMu WM COAEpXKallMe HapkoTuyeckue
CpPeAcTBa, BKMOYEHHbIE B CMUCKN HAapKOTUYECKUX CPEACTB, NMCUXOTPOMHbIX BELLECTB U
NPEeKypcopoB, nognexainx KoHTponto B Kbiprblackon Pecny6nuke;

19) HepoOpoKavecTBeHHble (CybcTaHOapTHbIE) NeKapCTBEeHHbIe cpeacTBa -
neKapCTBeHHble CpeaCcTBa, He NPUrOAHbIE K MPUMEHEHMWIO BCNEACTBME HECOOTBETCTBUS
HOPMaTMBHOMY AOKYMEHTY Mo KavecTBy/cneyndukauumn/dapmakonee;

20) HexenaTenbHasi peakuus - HenpegHamepeHHas HebnaronpusiTHas peakuus
opraHusma, cBsidaHHasi C NPMMEHEHEM NeKapCTBEHHOro (MCCneayemMoro) npenapara;

21) HOpMaTUBHbLIA OOKYMEHT MO KayecTBY - AOKYMEHT, paspabaTbiBaembii
npou3BoauTENEM, YyCTaHaBnuBawwmm  TpeboBaHWS K KOHTPOMNKO  KavyecTBa
NekapCTBEHHOro npenapata (cneumdukaumss 1 onucaHne aHanuMTUYecKux MeToamK W
MCNbITAHWUIA UM CCbINIKM Ha HUX, @ TaKkKe COOTBETCTBYHOLLME KPUTEPUN NMPUEMIIEMOCTH
ANS yKa3aHHbIX Moka3aTenen KavecTtBa), KOTOpbi NpU perncrtpaumMm Ha OCHOBaHWUM
NPOBEOEHHON 3KCMepTU3bl COrNacoBbIBAETCA C YNOMIHOMOYEHHbIM rOCYAapCTBEHHbIM
opraHom B cdepe 30paBOOXpaHEHUSA, M MpefHa3HaYeHHbI ONs KOHTPOMNs KayecTBa
NekapCTBEHHOro npenaparta B NOCTPerucTpaLMoOHHOM NEPUOAE;

22) oOpalweHune neKapCTBeHHbIX CpeacTB - paspaboTka, AOKNMUHUYECKUE
(HEKNMHUYEeCKne) 1 KNMHUYECKMEe  uccnegoBaHus  (MCMbITaHWs),  9KCNepTu3a,
peructpauusi, oapmakoHaa30p, KOHTPOMb KayecTBa, MPOM3BOACTBO, M3rOTOBIEHWUE,
TPaAHCNOPTUPOBKA, XpaHeHue, OTNyCcK, peanu3auus, nepegadya, nNpUMEHeHue,
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YHUUTOXEHUE NEKapCTBEHHbIX CPEACTB, a TakKe X BBO3 Ha Tepputopuio Kblprbl3ackown
Pecny6nukun n BbiBo3 ¢ Tepputopumn Keipreiackon Pecnybnuku;

23) onToBas peanusauusa (AUCTPUOLIOLIMA) NEeKapCTBEHHbIX CPeAcTB - BuA
AEeATenbHOCTU B cdpepe obpalleHnss NekapCTBEHHbIX CPEeACTB, CBSA3aHHbLIA C 3aKynom
(NnpnobpeTeHnem), XpaHeHMem, BBO3OM, BbIBO3OM, peanu3aumen (3a WCKIYEHMEM
peanu3aumm HaceneHuwo) 6e3 orpaHudeHus OObEMOB, TPaHCMOPTUPOBAHMEM U
YHUYTOXEHNEM NEKaPCTBEHHbLIX CPEaCTB;

24) opdaHHbIN neKapCTBEHHbIM npenapaTr - JleKapCTBEHHbIA npenapar,
npeaHasHavYeHHbIN Onsi ANarHOCTUKK, 3TUONATOreHETUYECKOro Unn naToreHeTYeckoro
neyeHns pegknx 3aborneBaHuW, YacToTa KOTOPbIX He MnpeBblaeT oduunanbHo
YCTaHOBJIEHHOrO  YPOBHSA, onpefensemMoro YrnofIHOMOYEHHbIM  rOCy4apCTBEHHbLIM
opraHoM B cdyepe 34paBOOXPaHEHUS;

25) HaumMoHanbHbIN NepevYeHb XU3HEHHO BaXXHbIX NIEKAPCTBEHHbIX CPeACTB -
nepeveHb NeKapCTBEHHbIX CPeacTB AN MeaULMHCKOro NpUMeHeHus1, obecnevmnBaroLLni
NPUOPUTETHBLIE NOTPEOHOCTN 30pPABOOXPAHEHUS B LENAX NPOUNaKkTUKM 1 nevyeHns
3aboneBaHun;

26) nepBuYHasa (BHYTPEHHSs1) YynakoBKa - YMNakoOBOYHbLIA  MaTepuarn,
HenocpeaCcTBEHHO COMpuKacarrLLMNCS C NeKapCTBEHHbIM CPEACTBOM;

27) nporpamMmbl WCMNOJSIb30BaHUSI 3KCMEPUMEHTarNbHbIX JeKapCTBEHHbIX
cpeacTB (nNporpaMmMbl COCTpagaTenbHOro MCNoNb30BaHUA) - nporpaMmbl MO
NpeaocTaBneHn0 3KCNepUMeEHTarnbHbIX NEKApCTBEHHbIX CPeaCcTB ASs NOTeHUManbHoro
CNaceHUsi XXMU3HW MaUWEHTOB, CTpadaloLlnx GonesHbl, OT KOTOPOW He CyLlecTBYeT
0000pEHHOro nevyeHus, u/vnu Ana naumMeHToB, KOTOpble HE MOTYT MPUHATbL yYacTue B
KITMHUYECKOM UCTIbITAHWUW;

28) npou3BOACTBO JleKapCTBEHHbIX CPEeACTB - BWA AeATenbHOCTU B cdepe
obpalleHnss nekapCTBEHHbIX CPEeACTB MO MNPOU3BOACTBY JNEKAPCTBEHHbLIX CPencTB
NPOU3BOAUTENAMM NEKAPCTBEHHbBIX CPEACTB Ha OOHOW, HECKOMbKUX UIM BCEX CTaausix
npowuecca Mpou3BOACTBA, BKIKOMAA KOHTPONb KayecTBa JleKapCTBEHHbIX CPeacTB, a
TakXe Mo XpaHeHUIo 1 peanuaaunum Npon3BeaeHHbIX NeKapCTBEHHbIX CPeaCTB;

29) NCUXOTPOMHbIe JleKapCTBEHHble CpPeAcTBa - feKapCTBEHHble CPEeACTBa,
ABNAOLLMECS NCMXOTPOMNHBLIMU CPEACTBAMW UMW COAEPKALLIME MCUXOTPOMHbIE BELLLECTBa,
BKITHOYEHHbIE B CMNCKM HAPKOTUYECKNX CPEACTB, NCUXOTPOMHBIX BELLECTB U NPEKYPCOPOB,
noanexalumx koHTponto B Kbiprbldckon Pecnybnvike;

30) paanochapmaueBTUYECKUI NEeKapCTBEHHbIN npenapart - NeKapCTBEHHbIN
npenapaT, cogepXalwui B roTOBOM 4S5 NPUMEHEHMUSA COCTOSIHUM OAMH U HECKOMbKO
pagVoOHYKNUA0B (pPagMoakTUBHBIX M30TOMOB) B KA4YeCTBE AENCTBYIOLLErO BELLECTBA UNn
B COCTaBe AEVNCTBYIOLLErO BELLECTBA;

31) perucTpaumMoHHbIM HOMep - KogoBoe o06o3HadeHue, npucBaMBaemoe
NeKapCTBEHHOMY CpeACcTBY NpW  perncrpauunm, nod KOTOpbIM OHO BHOCUTCA B
[ocynapcTBEHHbI peecTp NekapCcTBeHHbIX cpenctB  Kbiprbidackon Pecnybnukn u
COXpaHAETCH HEeM3MeHHbIM B TeyeHue Bcero nepvoga npebbiBaHUSA NeKapCTBEHHOro
cpenctBa Ha Tepputopun Kblpreidckon Pecny6nuku;

32) peructpauMoHHOe yAOCTOBEpeHWe O rocyAapCTBEHHOMW pervcrpauum
NeKapCTBEHHOro cpeactBa -  JOKYMEHT eauvHouM  (bopmbl,  BblgaBaeMblv
YMOIMTHOMOYEHHbIM  FOCYyJapCTBEHHbIM  OpraHoM B  cdepe  30paBOOXPaHEHWUs,
NOATBEPXAAKLWNI (PaKT perncTpaumm n SBnsioLLnnCa paspeLlleHnemM ana MeamumHCKOro
NPMMEHEHMA NeKapCTBEHHOro cpeacTBa Ha Tepputopumn Kbiprbidckon Pecny6numku;

33) peuenT Ha nNeKapCTBEHHbIA npenapaTr - AOKYMeHT (BymaxHblii wnu
9MNEKTPOHHbIN), CoAepXaliMi NUCbMEHHOe obpaleHne MeauumnHCKoro paboTHuMKa,
MMeloLero Ha 9TO MpaBo, B anTeuvyHyl opraHmsauuio o6 OoTnycke IeKapCTBEHHOro
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npenapara B onpeaeneHHon JO3MpPOBKE N NIEKapCTBEHHOM hOpME C yKazaHuem cnocoba
€ro NPUMeEHeHNSa NN N3roToBIEHUS;

34) po3HMYHaA peanusauuu neKapCcTBEHHbIX CPeacTB - BUO AeATeNbHOCTU B
chepe 0OpalleHVst NeKapCTBEHHbIX CPEACTB, CBSA3aHHbIN C  MNpUobpeTeHreM,
XpaHeHneM, peanunsaumeit HaceneHnto NiekapCcTBEHHbIX CPeACTB;

35) cuctema apmakoHaasopa - CUCTEMA, OpraHudyemas gepxartensamu
perucTpaumoHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpernapaToB U YNOSIHOMOYEHHbIMU
opraHamn Ons  BbINOMHEHMs 3agady WM 00s3aHHOCTENM MO hapMakoHaa3opy,
npegHasHadYeHHaa ans  KoHTponsa 6e30MacHOCTU  feKapCTBEHHbIX  Mpenaparos,
CBOEBPEMEHHOrO BbISIBIEHNA BCEX U3MEHEHUN B OLIEHKE COOTHOLLEHUS "nosb3a - puck”
NeKkapcTBEHHbIX MpenapaTtoB, Ans pa3paboTku u BHeApeHuss mep no obecnedeHuto
NPMMEHEHMS NeKapCTBEHHbIX NpenapaToB Npv NPeBbILEeHNN NONb3bl Ha4, PUCKOM;

36) coumanbHO 3Ha4yuMmble 3aboneBaHuUsi - HevHdEKUMOHHbIE 3aboneBaHus,
Tpebyolwme Meanko-coumanbHON 3awmTbl, a Takke WHEEKUMOHHble 3abonesaHus,
NpeAcTaBnsowme OnacHoOCTb AMs OKPYXXalLKX, rnepedeHb KOTOpbIX onpeaensercs
KabuHetom MuHuctpos Kbiprbickon Pecnybnukn (nanee - KabnHet MuHuUCTpoB);

37) cneumcpukauma - nepeyeHb MoKasaTenenM KadecTBa, CCbIFIOK Ha
aHanuMTU4ecKne METOAMKM N UCMbITaHUs, a TakKe HOPMbI, npeactasngolmne cobon
YMCNEHHbIE (KONMMYECTBEHHbIE) Npedesbl, Ananas3oHbl U UHbIE KPUTEPUN AN yKa3aHHbIX
nokasartenemn Ka4ecTBa;

38) cTpaTerMyecku BaXHble JeKapCTBEHHble cpeAcTBa U MeAULUHCKUE
n3penus - NekapCTBEHHbIE CPeacTBa U MeanLMHCKMe n3nenus, npegHasHadeHHble ans
MeOULMHCKOro NPUMEHEHNS B YCIOBUAX BOEHHbIX OENCTBUN, Ype3BblYaNHOW CUTyaLnu,
M Ons opraHMsauuMm OKasaHus MeAULMHCKOW MoMOoWM nuuam, nocTpagaBlUMM B
pesynbTate 4Ypes3BblYaHbIX CUTyauun, NpeaynpexneHns 4YpesBblvariHbIX CUTyauuin,
npoonnNakTMKn n  nedeHna 3aboneBaHuin, nNPeacTaBNAWMX OMacHOCTb  ANs
OKpy>XalwLunx, a Takke 3aboneBaHWi U MOPaXXEHUW, MOMYYEHHbIX B pe3ynbTarte
BO3OENCTBUS  HEGnaronpuaTHbIX  XUMUYECKMX, OMOMOrnyeckux, paguaumMoHHbIX
drakTopoB. [NepeyeHb CTpaTermyeckn BaxkHbIX NEKAPCTBEHHbIX CPEACTB N MEOULMHCKNX
n3genun  onpeaensieTcsd  ynosIHOMOYEHHbIM TOCyAapCTBEHHbIM OpraHoM B cdepe
34paBOOXPaHEHNS;

39) cpoK rogHOCTU NeKapCTBEHHOro npenapara - Bpemsi, yCTaHOBIIEHHOe AN
NPUMEHEHMA NEKapCTBEHHOro npenapara, B TeYeHWe KOTOPOro rapaHTupyeTcsi ero
6e3onacHoCTb, 9PPEKTMBHOCTL WM KayecTBO Npu  cobniogeHunm  ycroBui
TPaAHCNOPTUPOBKM U XpPaHEHUS;

40) cTtpaHa peruoHa MexayHapoOHOro coBeTa MO rapMoOHU3auuu
TEXHUYECKUX TpeOOBaHMM K perucrtpauuMum rneKkapCcTBeHHbIX nNpenapatoB AnA
MmeauumHckoro npumeHeHus (International Council on Harmonisation, ICH) -
rocygapctso, TpeboBaHWs K peructpauumn fnekapCcTBEHHbIX CPeacTB Ha TeppuTopum
KOTOPOro perynupyroTcst YNOfHOMOYEHHbIM OpraHoM, CTaBLIMM YyypeauTenem unu
yneHom MexagyHapogHOro coBeTa MO rapMOHM3AUMM TEXHUYECKMX TpeboBaHuM K
NeKapCcTBEHHbIM CpeacTBaM AN MEAULMHCKOro NpUMEHEHMS;

41) cyobeKkTbl apmaueBTUHECKON AeATenbHOCTU - dusnyeckne wu
topuanyeckme nuua, B TOM YMCne MHOCTPaHHbIE, OCYLLecTBsoWmMe dhapMaLeBTUYECKYHO
OEeATeNnbHOCTb B COOTBETCTBMM C TpeboBaHMsSMU HacToswero 3akoHa U uMmerolme
NNLLEH3MIO Ha TaKylo OeATENbHOCTb;

42) danbcudpmnumpoBaHHoe JneKapCTBEHHOE CpeacTBO - JleKapCTBEHHOE
cpeacTeo, MNPOTUMBOMPABHO U NpegHaMepeHHO  CHabXeHHOoe  HeooCTOBEPHOM
nHopMaLmen o ero coctase u (Mnn) Npou3BoauTene, a Takke O NOCTaBKax, BKYas
3anncu n JOKyMEeHTbI, 3aTparmsaroLine NCnosib3oBaHHble KaHarnbl AUCTpUbboLnm;
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43) cphapmakonesn - COOPHMK OCHOBHbIX CTaHO4APTOB KayecTBa, NPUMEHSEMbIX B
drapMmakonerHoM aHanuse, MpPOU3BOACTBE, W3rOTOBIEHUM U KOHTpOSie KadecTsa
neKkapcTBEHHbIX CPeaCTB;

44) ¢apmaueBTUUHECKan [eATeNbHOCTb - BMObI JesTenbHOCTH,
ocyulecTBnsgemble B ccepe obpaleHus NeKapCTBEHHbIX CPeaCTB UM MeOULMHCKUX
n3genun, no npou3BOACTBY, ONTOBOM peanusaumm (QUcTpubbiounn), PO3HUYHOMN
peanusaumm, U3roTOBMNEHUD JIEKAPCTBEHHbIX CPeacTB W/unu MeauvuUHCKUX WN3Oennn,
CBsi3aHHblE C NX BBO30OM, BbIBO30OM, NPMOBPETEHNEM, MAPKUPOBKOW, TPAHCNOPTUPOBKOMN,
XpaHeHueM, pacnpeaeneHmemM, oTnycKkoM, NPUMEHEHNEM N YHUHTOXEHUEM;

45) capmauyeBTMHECKAA OpraHusauusa - opraHuM3auusi, OcCyLLecTBRsoLwas
drapmaueBTUYECKYIO OeATeSNbHOCTb;

46) dapmakoHaasop (pharmacovigilance) - Bug Hay4YHOW M NpaKTUYECKOW
AEATENbHOCTU, HanpaBsiEHHbIN Ha BbiSIBNEHME, OLIEHKY, MOHUMaHne 1 NpeaoTBpaLLeHne
HexxenaTenbHbIX NOCNEeACTBMI NPUMEHEHUS NEKAPCTBEHHbIX NPEnapaTtos;

47) umcppoBas MapKMpoOBKa - HaHeCceHne kogda UMpoBOn MaeHTUdMUKaLmMmM Ha
YyNakKoBKY IekapCTBEHHOro CpeacTBa;

48) a3KcnepuMeHTanbHble reKapCTBeHHble CpeacTBa - JIeKapCTBEHHbIE
CpefAcTBa, B OTHOLLEHUWM KOTOPbIX HE 3aBepLUeHbl BCe pasbl KNMMHUYECKUX nccrneaoBaHum
(ncnbiTaHun), Ho npongeHa |l dasa KNMHUYECKUX uccnegoBaHui (UCMbITaHUA) Y
MCcnonb3ylTCa ANs NnedvyeHns 3aborneBaHu B pamkax nporpaMmm cocTpagaTenbHOoro
NCNONb30BaHUS;

49) acphpeKTUBHOCTb NEKaAPCTBEHHOr0 CPeACTBa - COBOKYMHOCTb XapaKTepUCTUK
nekapcTBeHHOro cpefctea, obecrneynBaroWnX JOCTUXKEHME MpounakTU4eckoro,
AnarHocTnyeckoro n rnedebHoro adpdpekta unNM BOCCTAHOBIIEHWE, KOPPEKLMIO WUIK
MoAnUKaLnIo PU3NOSTOrM4ecKon PyHKLNN.

OnpegeneHns MHbIX TEPMUHOB COAEpXXaTCA B OTAENbHbIX CTaTbsAX HACTOSLLEro
3akoHa.

Cratba 5. locypapcTBeHHOe perynMpoBaHue OTHOLUEHUA, BO3HMKaKOLWMUX B
cchepe obpalieHUs nekapCTBEHHbIX CPeaAcTB

[ocynapcTBeHHOe — perynupoBaHMe  OTHOWeHWn B cdepe  obpalleHus
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA NyTEM:

1) npoBegeHWss eouHOW rocydapCTBEHHOM MOMUTUMKM B cdepe obecneyeHus
HaceneHus KadeCTBEHHbIMM, 3PdEKTMBHBIMM U 6Ge30nacHbIMU  NEKAPCTBEHHBLIMU
cpeacTBamy;

2) pa3paboTKn, NPUHATUSA U UCMOMHEHWSI NPOrpaMMbl pas3BuTua cdepbl obpalLeHms
NeKkapCTBEHHbIX CpeacTB, OTBeYaLwen NoTpebHOCTAM CUCTEMbI 34paBOOXPaHEHUS;

3) onpegeneHns ap@EKTUBHON NONUTUKN PETYNIMPOBAHMUS LEH Ha JleKapCTBEHHbIE
CcpencTBa;

4) pa3paboTku, MNPUHATUA W UCMNOSMIHEHUS HOPMATUBHbLIX MPaABOBLIX aKTOB U
CcTaHO4apToB, pernameHTUpyoLLNX OEeATenbHOCTb KOHTPOSIbHO-
HaA30PHbIX/PErynsaTOpHbIX OpraHoB U CyObekToB OeATENnbHOCTUM cdhepbl obpalieHus
neKapCTBEHHbIX CPeacTB;

5) nuueH3npoBaHus gesTenbHOCTU B cdhepe obpalLeHns NeKapCTBEHHbIX CPEACTB;

6) rocyaapCTBEHHOW pErncTpaumm NieKapCTBEHHbIX CPEeACTB;

7) rocyaapCTBEHHOro KOHTPONs U Haa3opa B cdepe obpalleHnst nekapcTBEHHbIX
CpeacTs;

8) KoHTponA 3a cobnogeHemM Hagnexawmx papmaueBTUYECKUX NPaKTUK B cdrepe
obpalleHnsi nekapCTBEeHHbIX CPEACTB;
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9) obecneyeHns cBOBOAHOro 4OCTyNa HaceneHms K MHopmaLmm O NTEKapCTBEHHbIX
CpeacTBax, paspeLleHHbIX K npuMmeHeHunto B Keiprbiackon Pecny6nuike;

10) BHeOpEeHUA 3MNeKTPOHHOro ynpasneHus B cepe obpalleHns NekapCTBEHHbIX
CpPencTB;

11) NPUHATUA WHbLIX Mep, YCTAHOBMEHHbIX HACTOAWMM 3aKOHOM, WHbIMU
HOPMaTMBHbIMM NPaBOBLIMM aKTaMu U MEXAYHaPOAHBbIMU 4OroBOpaMu, BCTYNUBLLUMMMN
B CMIy B COOTBETCTBUM C 3akoHogaTenbCcTBOM Kbiprbiackon Pecnybnuku.

CratbAa 6. OCHOBHble NMPUHUUNbI FOCYAAapCTBEHHOM NONMUTUKM B cdepe
obGpallueHuns nekapcTBeHHbIX CPeaAcTB

OCHOBHbIMX MPUHLMNAMW FOCYAAapPCTBEHHOM MNONUTMKM B cdepe obpaleHuns
neKapCTBEHHbIX CPeacTB, HaNpaBneHHON Ha OXpaHy 340POBbS rpaxdaH, ABMSKTCA:

1) yKpenrneHne 300poBbs rpaxkaaH nyteM obecneyeHuss OCTyna K Ka4eCTBEHHBIM,
aphekTMBHbIM 1 Oe3onacHbIM JeKapCTBEHHbIM CPEACTBaM M UX pauuoHanbHoe
NCMonb30BaHuE;

2) co3gaHue HeobxogMMon HOopMaTMBHOW npaBoBon 6asbl Anst obecneveHus
YyCTONYMBOro 1 4O6POCOBECTHOrO BeAeHUs hapMaLeBTMHECKON OeATENbHOCTMY;

3) cospgaHve  GnaronpusITHbIX  YCNOBWWA  ANS  YCTOMMMBOIO  pasBUTUS
dhapmaLeBTUYECKON NPOMBILLIIEHHOCTU U NOAAEpP)KKa OTEYEeCTBEHHOro NpousBoAcTBa
neKapCTBEHHbIX CPEACTB;

4) [OCTYNHOCTb JOCTOBEPHOMN MHPOPMaLINM O NeKapCTBEHHbIX CPeaCcTBaXx;

5) cobnogeHve NpYHUMNOB Hagnexalleh perynsaTtopHoM  MNpakTUKM Mo
perynupoBaHuio cpepbl 06paLLeHns nekapCTBEHHbIX CPEACTB;

6) Npo3payYyHOCTb M NOAOTYETHOCTb FOCYAAPCTBEHHOIO PerynMpoBaHUs Ha OCHoBe
coGnoaeHNs NPUHLMMNOB Haanexallen perynsiTopHon NpakTUKu;

7) dopmupoBaHMe [OOCTYNMHOM LEHOBOM nNoOnUTUKM B cdepe obpalleHus
NeKapCTBEHHbIX CPeaCTB.

CratbAe 7. OJOnNeKTPpOHHOE ynpaBlieHWe B CUCTEMEe TrOCyAapCTBEHHOro
perynupoBaHus ccepbl 06paLleHMA NeKapCTBEHHbIX CpeacTB

1. OnekTpoHHOE ynpaBreHne B CUCTEME roCyAapCTBEHHOMO perynnmpoBaHms cdepbl
obpalleHnss nekapCTBEHHbIX CpPeacTB  OCYLIEeCTBMSieTCA B COOTBETCTBUM  C
TpeboBaHnsaMM HacTosiwero 3akoHa u 3akoHogatenbcTBa Kbipreidackon Pecnybnuku o6
9NEKTPOHHOM YMNpaBfieHNM B YacTU, HE NMPOTUBOPEYaLLEN HAcToALEMY 3aKOHY.

2. BHegpeHue anekTPOHHOro ynpasreHus aBndeTca obs3aTtenbHbiM B Npoueaypax
perucTpaunm, NOATBEPXKAEHMS perncTpaumm, BHECEHUSA U3MEHEHU B PermcTpaLoHHoe
nocbe, BefeHus [ocygapCTBEHHOrO peecTpa fekapcTBeHHbIX cpeactB Kbiprbi3cKom
Pecnybnukn, OueHKM KadecTBa JleKapCTBEHHbIX CPeacTB, BBO3a  (MMnopTa)
neKapCTBEHHbIX CpeacTB, ONTOBOW M PO3HUYHOW peanu3auun, dapmaueBTU4ecKomn
MHCNEeKLMM 1 obecrneveHns NPOCexnBaemMoCT NeKapCTBEHHbIX NpenapaToB Ha OCHOBE
LM POBON MAPKUPOBKMU.

3. CosgaHve u nogaepxaHue 3NEeKTPOHHOW (MHOopMaUMOHHOW) Ba3bl OaHHbIX
NeKapCTBEHHbIX CPeacTB, paspelleHHbIX K npumeHeHunto B Kbipreidackon Pecnybnuke, a
TaKKe MPOCMNEeXMBAEMOCTb JIEKapCTBEHHbIX CPEACTB OCYLLECTBMASATCA B YCIOBUAX
NOMHOW aBTOMaTmn3aunn.

MaBa 2. O6ecneyeHne AOCTYNHOCTU NIEKAPCTBEHHbIX
cpeacTB U MH(opMaL MM 0 HUX

CraTtbs 8. ObecneyeHue JOCTYNMHOCTU JfleKapCTBEHHbIX CPeAcCTB
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1. MpaxgaHe Kbiproidackon Pecnybnvky, MHOCTPaHHbIE rpakgaHe, MOCTOSHHO
NpoXuBatoLLme, a Takke BpeMeHHo npebbiBatowme B Kbiproidackon Pecnybnuke, n nuua
6e3 rpaxgaHcTBa MMetoT NpaBo Ha:

1) [OOCTyn K KaveCTBEHHbIM, 3dpeKkTMBHbIM W 6e30nacHbIM feKapCTBEHHbIM
cpencream;

2) oOpauweHne K 93KCMepTHbIM opraHaMm W oOpraHusaumsm ans nonyyeHus
3akntodeHns o 6es3onacHoCTn, aPPEKTUBHOCTM U KavyeCTBE IeKapCTBEHHbIX CPeacCTB,
MCNOJSIb30BaHHbIX NPY OKa3aHUM UM FIEKapCTBEHHOW NMOMOLLW.

2. B uensx obecneveHns 4OCTYMHOCTM NEKAPCTBEHHbIX CPEACTB pa3pabaTtbiBatoTcs
N peanusylTCa rocygapCTBEHHble nporpaMmbl N0 ODecrneyeHno  HaceneHus
Kblpreidckon Pecnybrivku nekapCTtBeHHbIMU CPeAcTBaMU U MeOULUHCKUMWN U3LENNaMU,
yTBepxxgaemble KabnHetom MuHMUCTpOB.

3. B uendax noBblweHMs O0CTyna K KavyeCTBEHHOW MEeAULMHCKOM MOMOLLN,
pauMoHanbHOro  MUCNoSib30BaHWA  NIEKapCTBEHHbIX  cpeactB M 3 (EKTUBHOroO
MCNOSb30BaHUA rocyagapCTBEHHbIX cpeactB KabuHetom MuHMUCTPOB YyTBEpXOaeTCcH
HaunoHanbHbI NepeyYeHb XU3HEHHO BaXHbIX J1IEKAPCTBEHHbIX CPEACTB, KOTOPbIN
nepecmaTtpuBaeTca He pexxe OAHOro pasa B ABa roga.

Mopsagok  dopmupoBaHna  HauMOHaNbHOrO  MNEPEeYHsl  XM3HEHHO  BaXKHbIX
nekapcTBEHHbIX cpeacTB onpenensietcs KabnHetom MuHucTpos.

4. [Ins ynydweHnss OOCTYNHOCTU JIeKapCTBEHHbIX CPeaCTB NyTeM COEPXMBaHUS
pacxooB  HaceneHus  YNOSMIHOMOYEHHbIM rOCyJapCTBEHHbIN opraH B  cdepe
34paBooOXpaHeHnss OPMUPYET NepeyvyeHb NeKapCTBEHHbIX CPEACTB, LEeHbl Ha KOTOpble
noasiexar perysinpoBaHuio.

lMpaBuna perynupoBaHUA LEeH Ha fekapCTBEHHble CPedCcTBa, a TakxKe KpuTepumu
BKNIOYEHUA B MepeyYeHb W UCKMIOYEHUs Wu3 Hero ycTtaHasnuBawTcs KabuHeTom
MwuHucTpoOB.

5. BonbHbIM, CcTpagalWmUM onacHbIMU AN XKU3HU 3aborneBaHusIMK, fevyeHue
KOTOpPbIX 0406peHHbIMU NEKapCTBEHHbIMW MpenapaTtamu sBnseTcsa HeaeKTUBHbIM,
OKa3blBaeTCA COAENCTBME B pamKax MporpamM WCMOfb30BaHWUS 3KCNEepUMEHTanbHbIX
NeKapCTBEHHbIX CPEeACTB (MporpamMM COCTpagaTenbHOro UCMONb30BaHWs) B MOPsiAKe,
onpegensemomMm KabnHetom MuHUCTpOB.

6. [Ans obecneyeHnst NOoTpebHOCTN HaceneHusl B NEKAPCTBEHHbIX NpenapaTtax, He
3aperncTpupoBaHHbIX Ha Tepputopun Kblprbidckolt Pecnybnuku, ynonHOMOYEHHbIM
rocyaapCTBEHHbIM OpraHoM B cdepe 3[4paBOOXpPaHEHUs] yTBEepXKOaeTcs crneumnanbHbIN
nepeyeHb JIEKapCTBEHHbIX MNpenapaToB, BPEMEHHO pa3pelUeHHbIX K BBO3Y U
MeONLMHCKOMY NpUMeEHeHUIo 6e3 pernctpaumm.

7. B cneuvanbHbll nepeyeHb JIeKapCTBEHHbIX MNpenapartoB, BPEMEHHO
paspeLUeHHbIX K BBO3Y U MeOULUHCKOMY NpUMeEHeHUo 6e3 pernctpaumm, BKIYarTCs
nekapcTBeHHble npenaparbl ANs:

1) o6ecneyeHns NoTpebHOCTU B opdhaHHbIX NeKkapCTBEHHbIX Npenaparax;

2) NpoUNaKkTUKK U NeYeHnst BakLMHOYNpaBisieMbIX UHPEKLUI N ApYTrMX MHAEKL MK
No 3NNAEMUNONOrMYECKUM NoKasaHUsAM;

3) npoBegeHWs OMArHOCTUKKW, TNEeYeHUs UM NpopUNakTUKU MpU  BChbllKe W
OCIOXHEHUM ANMAEMMONOrMYECKON CUTyaLum No MHPEKLUNOHHBIM 3ab0oneBaHUsAM;

4) obecneyeHnss nNOTPEOHOCTM B JIEKAPCTBEHHbIX CpeAcTBaxX B pamKkax
rocyAapCTBEHHbIX NporpaMm B cdhepe 30paBOOXpaHeHus;

5) okaszaHusi MeAWLMHCKOM MOMOLUM MO >KM3HEHHbIM MOKa3aHUSM KOHKPETHOro
nauuneHTa;

6) neyeHunsa coumanbHO 3Ha4YMMBbIX 3aboneBaHun.

cbd.minjust.gov.kg



3akoH KP ot 12 aHBaps 2024 roga Ne 13 "O6 obpalleHnmn nekapcTBEHHbIX CpeacTs”

8. MNopsagok CoCTaBNEHUs1 N KPUTEPUM BKITKOYEHUS NIEKAPCTBEHHbBIX MpenapaToB B
crneumanbHbI NepeYeHb NeKapCTBEHHbIX MPenapaToB, BPEMEHHO pa3peLLEHHbIX K BBO3Y
N MEAMLMHCKOMY NMpUMEHeHMIo 6e3 perncTpaumm, n UCKIMYEHNS U3 HEro onpeaensiTcs
KabuHeTom MuHUCTpOB.

CraTtba 9. UHpopmaLmsa 0 nekapCTBEHHbIX cpeacTBax

1. paxgaHe Kbliproidackon Pecnybnuku, MHOCTPaHHbIE rpagaHe, MNOCTOSIHHO
NpoXuBatoLLne, a Takke BpeMeHHo npebbieatowme B Kbipreidackon Pecnybnuke, n nuua
6e3 rpaxxgaHcTBa MMEKT NpaBO Ha NosTlyYeHne NMosTHOW N AOCTOBEPHOM MHpopMauun o
6e3onacHoOCTU, 3aPPEKTUBHOCTU M KAYECTBE FIEKAPCTBEHHbLIX CPEACTB.

2. Jliobasa nHdopmaumsa obo Bcex aTanax obpalleHusi NeKapCTBEHHbIX CPeacTB,
BBE3€HHbIX Ha Tepputoputo Kbiprbidackon Pecnybnukun wnu npousBedeHHbIX B
Kbiprbiackon Pecnybnuke, 3a UWCKMOYEHMEM KOHMUAEHUMANbLHOW, [OMKHa OblTb
OOCTYIMHOW ONA rpaxgaH.

3. VIHhopmaums o nekapCTBEHHbIX Npenaparax, oTnyckaemblx 6e3 peLenTa Bpaya,
MOXET cofepXxaTbCs B nNybnvkaumsix, cneuuanmaMpoBaHHbIX W OOLMX neyvaTHbIX
N3aaHNAX, MHCTPYKUUAX NO MEOULMHCKOMY NMPUMEHEHMIO NEKapCTBEHHbIX Npenaparos,
WHbIX U3gaHnsxX cybbeKkToB obpalleHns NekapCTBEHHbIX CPeacTB.

4. PasmelleHne vMHgopMaLun O NeKapCTBEHHbIX npenapaTax, OThnycKkaeMbiX Mo
peuenTy Bpaya, [OMYCKaeTCsi TOMbKO B CMeLuanv3vpoBaHHbIX MeYaTHbIX M3AaHUsIX,
pacCYUTaHHbIX HAa MEAWULMHCKUX M hapMaleBTUYeCckux paboTHMKOB. MHdopmauus o
neKkapcTBEHHbIX CPEACTBax, NpeAHa3HadYeHHas ans cneumnanucToB cdepbl obpalleHmst
neKapCTBEHHbIX CpPeacTB, MOXeT ObiTb npedocTaBrneHa B Buae MoOHorpadui,
CNPaBOMHMKOB, Hayu4HbIX CTaTel, [OKMNagoB Ha KOHrpeccax, KoHgepeHuusX,
CMMMNO3MyMaXx, Hay4HbIX COBETax, a Takke UHCTPYKUMIA N0 MeaULMHCKOMY MPUMEHEHUIO
neKapCTBEHHbIX CPeaCTB.

5. TMpu HasHayeHun, npuobpeTeHnn, OTMNyCKE FeKapCTBEHHOro npenapaTta
rpaxgaHe MMeT MpaBo Ha MonyyeHue WHopMauun OT MeOUUMHCKOro  u/vnu
dapmaueBTudeckoro paboTHMKA O HagnexallemM MNPUMEHEHUN JeKapCTBEHHOIo
npenapara.

MnaBa 3. Pa3spaboTka nekapcTBeHHbIX CPeacTs,
OOKINMNHNYecKne (HeKNnMHU4eckKne) nccnegoBaHus
(vcnbiTaHUA) NeKapCTBEHHbIX CPEACTB U KNMHUYEeCKue
nccnenoBaHuA (MCNbITaHUA) NIeKapCTBEHHbIX CPeaAcTB

CraTtbsa 10. PaspaboTka (M3006peTeHUne) nekapCTBeHHbIX CpeacTB

1. PaspaboTtka (M306peTeHne) nekapcTBEHHbIX CPEeACTB BKIIHOMAET MOUCK HOBbLIX
KOMOMHaUMA mMnNn HOBLIX bapMaKkoiorM4eckm akTUMBHbIX BeLecTB, nocnegywuiee
n3yvyeHme wux CBOWCTB, (papmMaueBTMYECKYD pa3paboTky u pa3paboTKky MeTO4OoB
KOHTPONS KadecTBa, AOKMMHUYECKME (HEKNMHWYECKME) WCCreaoBaHusa (MUCnbiTaHus)
NeKapCTBEHHbIX CPEeACTB U KIUHUYECKME uccnenoBaHus (MCNbITaHUSA) NEKapCTBEHHbIX
npenapaTtoB, a Takke pa3paboTKy TEeXHONOrMM MNPOMbILSIEHHOO MpPOM3BOACTBA
NeKapCTBEHHbIX CPpeacTB.

2. MNpaBa paspaboTtymnka (M30bpeTaTens) nekapCTBEHHOrO CpeacTBa OXpPaHAKTCA
3akoHogaTenbctBoM  Kbiprbidackon  Pecnybnvkn B chepe  MHTennekTyanbHOMn
CcobCTBEHHOCTMW.

Cratba 11. [JoknuHuyeckne (HEeKNMHMUYECKME) uccneaoBaHus (MCNbITaHUSA)
NeKapCTBEHHbIX CPeACTB U KIWHUMYECKMe uccneaoBaHUA  (MCNbITaHUSA)
neKapCcTBEHHbIX CpeacTB
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1. [JoknuHuyeckmne (HEKNUHUYECKME) MUCCReaoBaHusa (MCMbITaHWsS) NMPOBOAATCSA B
COOTBETCTBMM C NpaBunamu Hagnexawlien nabopatopHon NpakTukm n TpeboBaHnAMM K
NpoBeOeHUI0 UCCneaoBaHMn (UCMbITaHWA) NeKapCTBEHHbIX CPeacTB, YCTaHOBIIEHHbLIMM
MeXOyHapo4HbIMW  JOroBopamu, BCTYNMBLWUMMKA B CUIly B COOTBETCTBUM C
3akoHogatenbcTBoM Kblprbidckon Pecnybnukn.

2. KnuHnyeckne nccnegoBaHus (MCNbiTaHWA) NIEKapCTBEHHbIX CPEACTB NPOBOAATCS
B COOTBETCTBUM C NpaBunaMmn Hagnexawlen KIMHNYecKom npakTukn n TpeboBaHnamm K
NPOBEAEHUNIO NCCNEeNOBaHUA (UCMbITAHWI) NEKapPCTBEHHbLIX CPEACTB, YCTAHOBIEHHbLIMMN
MeXOyHapoaHbIMW  JOoroBopamMu, BCTYMMBLUMMKM B CUNYy B COOTBETCTBUM C
3akoHogaTenbcTBoM Kblprbiackon Pecnybnuvku.

3. KnuHunuyeckne wuccnepoBaHus (MCMbITaHWs!) MNPOBOAATCA B OpraHuM3aumsix
3[paBOOXpPaHEHNsi, WMEKLWNX npaBoO MNPOBOAUTL  KIIMHUYECKME  MCCrefoBaHUs
(ncnbiTaHus).

YNONHOMOYEHHbIM FOCYyLapCTBEHHbLIN OpraH B cepe 34paBOOXpaHeHUs Beaet
peecTp opraHusauui 34paBOOXPaHEeHUs, UMEKLWNX NpaBoO MPOBOAUTb KINHUYECKNE
nccnenoBaHus (UCnbiTaHus), u Ny6nuKyeT ero Ha cBoemM ouumanbHOM caunTe.

[Mopsgok akkpeauTauuy opraHv3auui 34paBoOOXPaHEHUs Ha NpaBO MpoBeAeHUs
KIMHUYECKMX  MCCredoBaHUn  (UCMbITaHUA) W BEOEHUA peecTpa OpraHu3auummn
30paBOOXPaHEHUs, WUMeLWMX MpaBo NPOBOAUTb  KIIMHWYECKWE  UCCredoBaHUs
(vcnbiTaHus), onpegensietca KabnHetom MuHUCTpOB.

4. JKcneptv3a MaTepuanoB  KIMMHWYECKOro uccriegoBaHus  (UCMbITaHWsA)
NeKapCcTBEHHOro cpeactBa  OCYLWECTBSETCA  YNOMHOMOYEHHbIM  roCy4apCTBEHHbBIM
opraHom B cdepe 3apaBooxpaHeHus. o pesynbTatam nNpoBeAEHHOW 3KCrnepTusbl
YNOMHOMOYEHHbIN FOCYAApPCTBEHHbIM OpraH B cdepe 30paBOOXpPaHEHUs BbioaeT
3akntodeHre o6 ogobpeHun unuv oTkase B NPOBEOEHUN KIMHWUYECKOro uccrnenoBaHus
(ncnbITaHUA) NEKapCTBEHHOrO CPeAcTBa.

JKcnepTusa Martepuanos KITMHUYECKNX nccnenoBaHum (ncnbiTaHnm)
OCYLLIECTBNAETCH Ha NIaTHON OCHOBE 3a CYET CPeacTB 3asBUTENS.

Mopsinok npoBefeHnst KNMHUYECKUX UccnenoBaHun (MChbiTaHui) U onpeaeneHms
pa3Mmepa onraThbl 3a NpoBeAeHNe 3KCNepTU3bl MaTepuaros KIMMHUYECKUX UccnesoBaHnm
(ncnbitaHun) yteepxaaetca KabuHetom MuHUCTpoB.

5. HapyweHuve nopsigka NpoBedeHUsa KIMHUYECKUX UCCredoBaHUA (UCMbITaHWin)
NEeKapCTBEHHbIX  CPeacTB  BfevyeT  OTBETCTBEHHOCTb B COOTBETCTBUM
3akoHogatenbcTBoM Kbipreidackon Pecnybnvku O npaBOHApPYLUEHWUSIX M YrONOBHO
OTBETCTBEHHOCTMW.

6. KnuHnyeckne nccnenoBannst (UCNbITaHMs) AOMKHbI ObiTb NPEKpaLLEeHbl B Criyvyae
BO3HMKHOBEHMUS YrpO3bl XM3HU UMM 300POBLIO NHOAEN, YyYaCTBYHOLWMX B KIAMHUYECKUX
nccnenoBaHusaX (MCNbITaHUAX).

7. BosmelleHne Bpena, NPUHMUMHEHHOrO 3[40POBBI YYACTHUKAM  KIMHUYECKOro
nccnegoBaHus (MCNbiTaHUA) U MUaMm, NOHeCLW M yuiepb B pedynbTaTe CMepTH NvL, Npu
NpoOBEeAEHUN KITMHUYECKOro UccnenoBaHust (UCMbITaHMs), OCYLLECTBISIETCA B nopsaake,
YCTaHOBMIEHHOM rpaXkgaHCKUM 3akoHogaTenbcTBoM Kbiprbldackon Pecnybnmku.

c
7

Ctatba 12. lNpaBa nuu, y4yacTBYWOLWMX B KIMUHUYECKUX WCCrefOBaHUAX
(vcnbITaHUAX) NeKapcTBEHHbIX CPEACTB

1. YyactTve nuu B KIMHWMYECKUX MCCRneaoBaHusIX (MCMbITaHMSAX) NEKapCTBEHHbIX
cpeacte siBnsercs 0obpoBonbHbIM. [ns NPOBEAeHUst KMMHWYECKOro WCCNeAoBaHus
(vcnbiTaHMsA) 06s13aTeNbHO HaNM4YMe NMCbMEHHOIO cornacus U3n4eckoro nmua Unm ero
3aKOHHOr0 NPeACTaBUTENS Ha y4acTue B KIMHUYECKOM UCCIEeAoBaHNN (UCMbITaHuw).
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2. MNucbMeHHoe cornacue Ha yyacTue B KITMHUYECKOM UCCNEeAoBaHMM (MCMbITaHWm)
BKIHOYaET MHOPMALIMIO O:

1) nekapcTBEHHOM cpeacTBe, CYLIHOCTM M 3adadvax KIAMHUYECKUX UccrneaoBaHui
(McnbITaHWn) yKa3aHHOMO NIeKapCTBEHHOIO CPeaCcTBa;

2) npouenype npoeeaeHuna KnMHNM4eCcKoro nccrenoBaHnA (I/ICI'II:ITaHI/IFI);

3) npaBax u 06A3aHHOCTAX NMUA, Y4acCTBYIOLLEro B KIMMHUYECKOM UCCNeaoBaHnu
(ncnbiTaHun);

4) oxugaemon IPPEKTUBHOCTU NEKapCTBEHHOrO0 CpeactBa M CTENeHu
pucka/HeynobctBa Ans  nuvua, Yy4acTBYHOLWEro B KIWMHUYECKOM  UCCneoBaHUn
(ncnbiTaHun);

5) pencTBMAX Nuua, y4acTBYHOLLErNO B KMMHUYECKOM MCCreoBaHUN (UCMbITaHUK), B
cnyyae HenpeaBuaeHHbIX 3PEKTOB BNUAHUS NEKAPCTBEHHOIO CPEACTBA HA COCTOSIHME
€ro 340pOBbS;

6) ycnoBusAX CTpaxoBaHMs 300POBbs Nuvua, Y4YacTBYHOLWEro B  KIIMHUYECKOM
nccnegoBaHum (UCNbiTaHun);

7) apyrnx epgax MeamkameHTo3HOro ninn HemMeanKkaMmeHTo3HOro fied4eHud, KotTopblie
MoryT ObiTb Ha3Ha4eHbI gy, ydactBywuwemy B KIIMHMYECKOM MCCregoBaHUn
(I/ICI'IbITaHVIVI), a Takxe nx notTeHunasrbHbIX NMoJsfib3e N pUCKe,

8) KoMmneHcauun u/vnu neYyeHnn, Ha KoTopble NULO, y4acTBYoLLEE B KITMHUYECKOM
nccnegoBaHUM (MCNbITaHWM), MOXET paccyuTbiBaTb B Crydae HaHeceHusi Bpeaa ero
300POBbI0 BO BPEMS KITMHUYECKOrO UCCreAoBaHms (MCNblTaHUs);

9) pasamepe BbINnaT nuuy, y4acTBYKOLLEMY B UCCNeoBaHUM (UCMbITaHMK), €Cnu
TakoBble NPEaYCMOTPEHbI;

10) Hene4YebHOM xapakTepe KNMHUYECKOro UccneaoBaHus (MCnbiTaHns).

3. lpu npoBegeHMN KIUMHUYECKUX WCCNenoBaHWUA (MUchbiTaHun) obdasaTernibHO
CTpaxoBaHWe >XWU3HW, 340POBbA NULA, Y4aCTBYHOLLErO B KIMHUYECKUX UCCNEeQOoBaHUSX
(ncnbITaHUAX) NekapcTBeHHoro cpeacTtea. CTpaxoBaHWe NPOBOAUTCS 3a CHET CTOPOHDI,
NPOBOASALLEN KIIMHMYECKOe uccnefoBaHue (UcnbiTaHue), nnbo duHaHcupyloLwen
CTOpPOHbI B NMopsifike, YCTaHOBNEHHOM 3akoHoaaTenbcTBoM Kbiprbidckon Pecnybnuku B
cpepe rpaxkgaHcKoro 3akoHogaTenbCTBa.

4. Nnuo, y4acTeyoLee B KMMHUYECKOM UCCreaoBaHUM (UCMbITaHUM), UMEET NpaBo
OTKa3aTbCs OT y4acTUsi B KITMHUYECKUX UCCNEAoBaHNAX (MCnbITaHWUAX) Ha Nobol cTaamm
NPOBEAEHUS KIMHUYECKMX UCCIEA0BaHUN (UCNbITaHWUIA).

5. 3anpewaetca npoBegeHNe KIMUHUYECKUX UCCNefoBaHWi  (UCMbITaHW)
NeKapCTBEHHbIX CPeACTB:

1) Ha HECOBEPLUEHHOMETHNX;
2) Ha BOEHHOCHY>XaLmX;

3) Ha nuuax, oTobIBaLWMX HaKa3aHWe B MecTax nueHus ceoboabl, a Takxke Ha
nmuax, HaxoasLWmMXcs nog CTpaxew B CrieACTBEHHbIX N30NATOpaXx;

4) Ha 6epeMeHHbIX XEeHLLIMHAaX, a TakKe Ha XXeHLLMHaxX NocnepoaoBoro nepmoaa (4o
LLECTN Hegenb Nocne poaoB);

5) Ha nuMuax € NCUXMYMECKMMM  3aboneBaHUaAMM  W/WMAM  MPU3HAHHBIX
HeaeecnocobHbIMU B YCTAHOBNEHHOM 3aKOHOAATENbCTBOM NOPSIAKE.

6. VIHTepechbl nuu, y4acTBYIOLWMX B KIMMHUYECKUX UCCNEAOBaHMUNAX (MCMbITaHUNAX),
BCerga JoSmKHbl Npeobnagate Hag nHTepecaMm Hayku n obLiecTaa.

7. Jluua, npyHUMaowme y4actne B KIMHUYECKUX UccnenoBaHusax (MCMbITaHusAX),
nmbo nuua, npeacTaBnsWNE UX WMHTEpEecbl, UMEKT NpaBo 06XanoBaTb AENCTBUS
npeacTaBMTenen YnonHOMOYEHHbIX OpraHn3auun B cyaebHoM nopsiake.
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8. lpoBeageHne KNUHMYECKOrO uccrneaoBaHusa (ucnbiTaHus) 6e3 NMCbMEHHOro
cornacusi  OM3NMYECKOro nuua wnM ero 3akoOHHOro npeacTtaBuUTENs Ha ydacTue B
KIMHUYECKOM UCCriefoBaHNN (UCMbITaHUK) BrieYeT OTBETCTBEHHOCTb B COOTBETCTBUN C
3akoHopatenbcTBoM Kbiprbidckon PecnyGnvkm 06 yronoBHOWM OTBETCTBEHHOCTM.

MnaBa 4. O6ecnevyeHune KavyecTBa, 3chPeKTUBHOCTU U
6e30nacHOCTU NeKapCTBEHHbIX CPeAcTB

Cratba 13. Hapnexawas perynsatopHas npaktuka B ccepe oOpaweHus
neKkapcTBEeHHbIX CpeacTs

1. PerynupoBaHue cdepbl obpalleHnsa nekapCTBEHHbIX CPeACTB OCYLLEeCTBNSAETCS
B COOTBETCTBMM C NpaBunaMmn Hagnexawen perynsaTopHon NpakTUKn, yTBepXKaaeMbiMu
KabuHeToM MUHMCTPOB, NN UHBIMW MEXAyHapogHbLIMW OOTOBOPaMu, BCTYMMBLUMMU B
Ccuny B COOTBETCTBUM C 3akoHoAaTenbCcTBOM Kbiprbiackon Pecnybnvku.

2. lNpaBuna Hagnexaiien perynatopHoOM nNpakTUKM paspabaTtbiBaoTcs Ha Gase
COOTBETCTBYHOLLUUX PyKOBOACTB BceMmnpHon opraHMsaumm 3gpaBoOXpaHEHUs Ui UHbIX
9KBMBANEHTHbIX PYKOBOACTB (CTaHAAPTOB) perynsiTOpHOM NPaKTUKK, MPUHATbLIX B paMKax
MeXOyHapoaHbIX 4OroBOPOB, y4acTHULEN KOTopbIX aBnseTcs Kelpreldckas Pecnybnvka.

3. PerynupoBaHue ccepbl 06paLleHms nekapCcTBEHHbIX CPEACTB OCYLLECTBNAETCA
B YCNOBUSIX BHEOpPEHUs W noagepxaHuss cuctemMbl obecnevyeHuss kKadectBa B
COOTBETCTBUM C NpaBunaMmn Hagnexailien perynsaTopHOn NpakTUKK.

4. YNOSIHOMOYEHHbIM TOCYOapCTBEHHbIN OpraH B cdepe 34paBOOXpaHeHUA
BHeApsieT cuctemy obecnedeHus kadyectBa U He MeHee OOHOro pasa B rog npoBoauT
OLleHKY cucTeMbl obecneyeHns KayecTBa Ha COOTBETCTBME TpeboBaHMSAM 1 NpuHUMNam
Hagnexawen perynaTopHon nMpakTUKM C nybnukaumen pesynbTaToB OLEHKN Ha
opmumanbHOM calTe YMNOfIHOMOYEHHOro rocydapCTBEHHOro opraHa B cdepe
3 paBOOXpaHeHus.

CraTtbsa 14. Hapnexawme cpapmaneBTMYECKME NPaAKTUKM B cpepe obOpaLleHus
neKkapcTBEHHbIX CpeacTs

1. Ha Bcex atanax obpalleHusi NekapCTBEHHbIX CPeACTB AOMKHbI cobniogaTbecsa
npaBuna Hagnexawmnx apmaueBTUYECKNX NPaKkTUK.

2. Hagnexawne hapmaueBTMYECKME MPaKTUKK, 3@ UCKINIOYEHMEM Haanexatiiemn
anTe4yHoOM nNpaKkTUKW, YTBEPXOAlTCA COornacHo TpeboBaHUAM  MeXOyHapOAHbIX
AO0roBOPOB, BCTYMMBLUMX B CUNYy B COOTBETCTBUM C 3aKOHOOATENbCTBOM KbIprbi3ckom
Pecny6bnukn.

3. Hagnexawasa antedHasa npaktuka yteepxagaetca KabnHetom MuHucTpos.

Ctatba 15. MpaBo Ha 3aHATUe (hapMmaLeBTUYECKOM AeATeNbHOCTbI0

1. dusmyeckne w©n  opugndeckne  nuua  MMEeT  NpaBO  3aHUMAaTbCH
dapmaueBTUHECKON OEATESNIbHOCTbI  MNPU  Hanuuunm  NALEH3UWN, MONyYeHHON B
COOTBETCTBUM C TpeboBaHnaMK 3akoHogatenbcTBa Kbiprbidckon Pecnybnukn B cdepe
NNLEH3NOHHO-pa3peLlnTEesribHON CUCTEMBI.

dusmyeckne nuua, B TOM  4YUCMe  3aperucTpupoBaHHble B KadecTBe
NHONBMOYanNbHOro npeanpuHUMaTens, MoryT NnonyyYnTb NNLLEH3NIO Ha
papmaLeBTUYECKYIO [OeATeNnbHOCTb MNPy  HanuuMm BbicLero dapmMaueBTUYeCKOoro
o6pasoBaHusa unu cpegHero oapmaueBTnyeckoro obpasoBaHus.

Mpumeyvanne. Cneumanuctbel CO cpegHMMm dapMaueBTU4ecKMM 006pa3oBaHMEM
MMEIOT NPaBO TOSMbKO Ha NPOAaxy roTOBbIX NIEKapCTBEHHbLIX NpenapaToB.

2. TpeboBaHus Kk opraHu3auum apmaueBTUYECKON OeATENbHOCTH, BKIIOYas
Hanu4yne COOTBETCTBYIOLLEN MaTepuanbHO-TEXHMYECKOW 6asbl, KBanudukauuo
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nepcoHana W KOMMYECTBO KBanvUUUPOBAHHOIO MepcoHana, YyCTaHaBNuBakTCA
KabuHeTom MuHUCTpOB.

3. OcywiectBneHve apmaueBTUYECKON AeaTenbHOCTM 6e3 NonyvyeHns NuueH3nm
3anpeLueHo.

4. CyObekTbl, ocyulecTBnswwWmMe capMaueBTUHECKYID AeAaTenbHoCcTb 6e3
NULUEH3UN, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOAATENbCTBOM KbIprbi3cKom
Pecnybnukn o npaBoHapyLLUEHUsIX U 06 YyrorioBHOM OTBETCTBEHHOCTM.

CraTtbsa 16. ®apmakonen, npusHaBaemble B Kbiproiackon Pecnybnuke

B Kbiprbizckon Pecnybnuke, ecnn MHOE He npeayCMOTPEHO B MeEXAyHapOOHbIX
[0roBopax, BCTYMUBLUMX B CUIy B COOTBETCTBUW C 3aKoHOOATeNbCTBOM KbIprbi3cKom
Pecnybnuku, npusHatoTca papmakonen no creayowmm YpoBHSM NPUOPUTETHOCTH:

1) EBponenckas dpapmakones;

2) bputaHckasa dgpapmakones;

3) ®apmakones CoeanHeHHbix LTatoB Amepukn (CLLUA);
4) vHble hapmakonew.

CraTtbsa 17. FlocypapcTBeHHas perucrtpauusa n NnoATBepXKAeHUue perucrpauum
feKapCTBEHHbIX CpeacTB

1. JlekapcTBeHHble cpeacTBa BBO3SATCS, MPOM3BOASATCS, peanuayrTcs WU
NPUMEHSIOTCA Ha TeppuTopum Kbiprbiackon Pecnybnuku, ecnv oHuM NpoLunuv npoueaypy
rocyapCTBEHHON perucTpaumMm unu NoATBEPXKAEHMS perucTpaumun, 3a WUCKIYeHUeM
cnyyaes, NpeayCMOTPEHHbIX HaCTOSLUM 3aKOHOM.

locypaapcTBeHHas perucrtpauus NeKapCTBEHHbIX CPeacTB SABNSETCS MpPOLECCOM
nonyyYyeHns paspeLleHns ansg MeguuMHCKOro NpUMeHeEHUsa NekapcTBEHHbIX CPeacTB Ha
TeppuTopun Kblprbiackon Pecnybnumku.

MoaTeBepxaeHWe perucTpaumm NeKapCTBEHHbIX CPendcTB SBMSETCS MpPOLEeCcCoM
NPOANIEHUs CpOKa AeNCTBUSI roCyapCTBEHHOM permcTpaLlmmn rnekapcTBEHHOro CpeacTBa.

BHeceHve un3mMeHeHun B pernctpaumnoHHoe p[ocbe J1eKapCTBEHHOIoO cpeacTsa
ocyLllecTBriAeTCA Ha OCHOBaHWNKN 3KCMNEPTUI bl W3MEHEHUIN, BHOCUMBbIX B perncrtpaunoHHoe
AoCbe B Te4eHune CpoKa aencTeuna perncTtpaunMoHHOro yaoCtoBepeHu4.

FocymapcTBeHHas pernctpauusi, NoATBEPXXAEHNE roCyAapCTBEHHOW perncrpaumm
M BHECEHME W3MEHEHU B pPEerucTpauMoHHOE [0Cbe JeKapCTBEHHOro cpeacTBa
NPOBOASATCSA Ha NNaTHOW OCHOBE 3a CYET CPeACTB 3asiBUTENS.

2. Tllopagok npoBedeHus rocydapCTBEHHOW  peructpauumn, noaTBepXaeHus
rocy4apCTBEHHOW perucTpaummn NeKapCTBEHHbLIX CPEeACTB, BHECEHUA W3MEHEeHWUA B
perncTpaumoHHoOe [0Cbe JleKapCTBEHHOIro CcpeacTBa W KpUTepuu onpegeneHuns
KOHMOAEHUNANbHOCTU UMHOpMaLmK, codepxawenca B perMcTtpauuoHHOM [0Cbe
NeKkapcTBEHHOro cpeacTtsa, yTteBepxaatoTca KabuHetom MuHMCTPOB, €cCniv MHOe He
npeaycMOTPeHO MeXayHapoAHbIMY JOroBOpamMu, BCTYNUBLLUMMW B CUY B COOTBETCTBUN
C 3akoHoaaTenbcTBoM Kbiprbidckon Pecnybnuku.

lMopsagok onpegeneHua pasMmepa onnatbl 3a MNpoBedeHWe rocyaapCTBEHHOW
peructpaunn, NOATBEPXKAEHUS rOCyJapCTBEHHOW  perncrpaumm  nekapCTBEHHbIX
CpeacTB, BHECEHUA U3MEHEHUN B perucTpaunmoHHOe OOCbe NeKapCTBEHHOro cpeacTtea
yTBepxaaetcsa KabuHetom MuHUCTpOB.

[epxaTenb pernctpaumoHHOro YyOOCTOBEPEHUA HeceT OTBETCTBEHHOCTb 3a
KayecTBO, 3(PPEeKTUBHOCTL M 6e30nacHOCTb 3aperncTpupoBaHHOrO Ha TeppuTopun
Kblpreidckon Pecnybnukn nekapCTBeHHOro cpeacraa.

3. YcKopeHHas npoueaypa permctpauum npuMeHaeTcs K:
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- NleKapCTBEHHbIM CPeACTBaM, BKIOYEHHbIM B NepeYvyeHb NpekBanmduLnpoBaHHbIX
nekapcTBEeHHbIX Cpeacts BcemupHOW opraHu3auum 34paBOOXPaHEHUsd, a Takxe
nekapcTBeHHbIM CpefCcTBaM, 3aperncTpupoBaHHbIM TakuMu perynaTopHbIMM opraHamu,
Kak AZMUMHUCTpauusa no nuweBbIM MNpoAyKTaM W nekapcTBeHHbIM cpeactBam CLUA
(FDA), EBponeickoe areHTCTBO MO MeauumHckum  npogyktam  (EMA)  (no
LeHTpanM3oBaHHOW npouedype), AreHTCTBO MO JfIeKapCTBEHHbIM CpeAcTBaMm U
npoaykTaMm MeauuMHCKOro HasHadeHus AnoHmm (PMDA), AreHTCTBO TepaneBTUYECKMX
npoaykToB LLBenuapumn (Swissmedic) n AreHTCTBO NO perynnmpoBaHuio SIeKapCTBEHHbIX
CpeAcTB M NPOAYKTOB MeAULMHCKOro HasHavyeHus Benukobputanmum (MHRA);

- Op(baHHbIM JIeKapCTBEHHbIM rpenapartam,

- NeKkapCTBEHHbIM  cpeacTBaM, npuobpeTaemMblM  4epe3  opraHusauuu
(npenctaButenbcTBa), yypexgeHHole OpraHusauven O6beauHeHHbIx Haumn (OOH),
3aKNYMBLLKE OOroBOp (cornaweHve, memopanaym) ¢ KabnHetom MuUHUCTPOB;

- CTpaTern4eckmn Ba>KHbiM JNiEKApCTBEHHbLIM CpeaCTBaM;

- NeKapCTBEHHbIM CpeACTBaM, NPOM3BEAEHHbIM Ha TeppuTopumn Kbiprbi3cKom
Pecnybnukn.

MopsiaoKk NPOBEAEHUs YCKOPEHHOW npoueaypbl pernctpaumm nekapcTBEeHHbIX
CPeAcTB, a Takke OnpeaeneHns pasmepa onnatbl 3a MPOBEAEHVE YCKOPEHHOW
perncTpauum nekapcTBeHHbIX cpeacTB ycTaHaBnusaetcs KabuHetom MyUHUCTpPOB.

4. 3asaBuTenb ocBobOXAaeTCa OT onnaTtbl NPU perncTpaunm, BKNYas yCKOPEHHYH
permctpaumio, MNOATBEPXAEHMM  perucTpauum U1 BHECEHMU  U3MEHEeHUA B
PErMcTpaumoHHOe O0Cbe OphaHHbIX NEKAPCTBEHHbIX MpenapatoB U NEKapCTBEHHbIX
CpeAcTB, NOCTYNaKLWMX MO JIMHUA FTyMaHUTapHON MOMOLLM B paMKax rocyaapCTBEHHbIX
nporpaMmMm B cdepe 30paBOOXPaHEHUS, a TaKKe JeKapCTBEHHbIX CpPeacTs,
NpMoOBpEeTEHHbIX  Yepe3  opraHu3aumm  (NpeacTaBuMTEnbCTBa),  yYpeXAEeHHble
OpraHuzaumen OObeguHeHHbIX Hauun, 3aknyuBlLIME AO0roBOp  (cornawleHue,
mMemopaHaym) ¢ KabnHetom MuHUCTpOB.

5. 3anpeliaetca peructpauuss noa OAHMM  TOProBbIM  HaMMEHOBaHMWEM
NeKapCTBEHHbIX CPEACTB, MMEHLINX Pas3fNYHbIA Ka4YeCTBEHHbIA COCTaB OeNCTBYOLLMX
BELLIECTB.

6. [Ins nekapcTBEHHbLIX CPeACTB, NPOU3BEAEHHbIX Ha Tepputopun Kbiprei3ckom
Pecnybnukn Tonbko Ans uenen BbiBo3a (dkcnopTa), TpeboBaHMsa Yactn 1 HacTosLwen
cTaTbW He pacnpocTpaHalTca. Takue nekapcTBeHHble cpeactBa MoryT  ObiTb
3aperncTpupoBaHbl Ha 4OGPOBONBHOM OCHOBE.

Cratba 18. PeructpauMoHHoe yAocToBepeHMe O rocyAapCTBEHHOWM
perucrpauum nekapcTBeHHOro cpeacTea

1.  Peructpauusi nekapcTBEHHbIX CpPeacTB  MOATBEpPXKOaeTcs  Bbloayen
PErMCTPaUMOHHOrO YyOOCTOBEPEHNS O FOCYAAPCTBEHHOW perucTpaumm nekapcTBEHHOro
cpeactea (ganee - perucTpauuMoHHOE YAOCTOBEPEHME) B MOPSiAKE, yTBEPXKOaeMOM
KabuHeTom MuHUCTpOB.

2. Tlo wcrteyeHun 5 neT rocygapCTBEHHOM perncrpauuMm Ha BhepBble
perncTpypyemoe nekapcTBEeHHOe CpenCcTBO MNpW  YCrOBUMM MOATBEPXOEHUS  €ro
rocyapCTBEeHHOM perncTpauum BblaaeTcs B6eccpoyHoe perucTpaunoHHoe
yOOCTOBEPEHME O rocyJapCTBEHHOM perucTpaunm nekapcTBEHHOro CpeacTea.

3. [llpuocTtaHOBNEeHMe ©  MpeKkpalleHne  OENCTBUA  perucTpauyMoHHOro
yOOCTOBEPEHMSA NPOBOAUTCA B nopsaake, onpeaengemom KabvHetom MuHUCTPOB, ecnu
MHOE He npeayCMOTPEeHO MeXAyHapOoAHbIMW [A0roBopamMu, BCTYMMBLUMMW B CUNy B
COOTBETCTBUM C 3aKoHogaTtenbcTBoM Kbiprbidckon Pecnybnuku.
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Ctratbsa 19. JlekapcTBeHHble CpeacTBa, He noanexalwme rocyaapcrBeHHOM
perncrtpauum

locynapcTBeHHOW peructpaumm Ha Tepputopumn Kbipreidackon Pecny6nvku He
noanexar:

1) nekapcTBeHHble MpernapaTtbl, U3rOTOBMIEHHbIE B anTekax B COOTBETCTBUMM C
nopsgkom, onpeagensembiM KabnHetom MuHMCTpoOB;

2) obpasubl NeKapCTBEHHbIX CPEACTB, NpeAHa3Ha4YeHHble AN rocyaapCTBEHHOM
perucTpauuu;

3) cTaHgapTHble 0bpasubl IeKapCTBEHHbIX CPEACTB;

4) pagnocapmaueBTMYECKME NEKaApCTBEHHbIE npenapartbl, W3roTOBMEHHbLIE
HEenocpeacTBEHHO B OpraHM3auuax 34paBOOXPaHEHMA B nopsgke, YCTaHOBEHHOM
YNOMHOMOY€EHHbBIM roCcy4apCTBEHHLIM OpraHoOM B cdhepe pagmaLMoHHOM 6e30nacHOCTY;

5) hapmaueBTmyeckne cybcrtaHumm;
6) nekapcTBEHHOE pacTUTENbHOE CbIpbE;

7) nekapcTBeHHble CpeacTBa, BBE3eHHble (U3MYECKUMU NULaMu AN JINYHOTO
NoNb30BaHus;

8) nekapcTBeHHbIE NpenapaTbl, NpeAHa3Ha4YeHHble A1 UCMONb30BaHNs B Ka4ecTBe
BbICTaBOYHbIX 06pa3LoB;

9) npenapaTbl, NpeaHa3Ha4YeHHble ANg NpoBeAeHN AOKITUHNYECKUX N KITMHUYECKUX
nccnegoBaHun (MCNbITAHUN).

CraTtbs 20. FlocynapcTBEeHHbIN peecTp nekapcTBeHHbIX cpeactB Kbiprbiackoun
Pecnybnukm

1. ['ocygapCTBEHHbIN PeECTp JiekapCTBEHHbIX cpeacTtB Kbiproidackon Pecnybnvku
(oanee - NocyoapCTBEHHbIN PEECTP NIEKAPCTBEHHbBIX CPEACTB) ABNSETCHA oduulmanbHbIM
9NEKTPOHHbIM  [OOKYMEHTOM Yy4yeTa JleKapCTBEHHbIX CPeacTB, pas3pelleHHbIX K
npumeHeHuto B Kbiprblackon Pecnybnuike.

B rocy,D,apCTBeHHbIIZ peecTp nekapCrtBeHHbIX CpeacTB BKITHOHYAKOTCA:

1) nekapcTBeHHble NpenapaThbl, 3aperucTpupoBaHHble Ha TepputTopun Kbiprbi3ckon
PecnyGnukn, Bknoyas dapmaueBTUdeckme CcyoGcTaHuMKM, BXOAsWME B COCTaB
neKkapcTBEHHbIX NpenapaTos;

2) dapmaueBTMYeckMe cybcTaHUMM ONsi  U3TOTOBMEHUsI  JleKapCTBEHHbIX
npenapaTtoB B anTekax;

3) nekapcTBEHHble npenapaTtbl, BXOAsWME B CreuuanbHbli  NepeyveHb
NeKapcTBEHHbIX MpenapaToB, BPEMEHHO paspelleHHbIX K BBO3Y W MeauLUHCKOMY
NnprMeHeHunto 6e3 pernctpaumm.

2. B TlocymapCTBEHHOM peecTpe JleKapCTBEHHbIX CPeACTB  XPaHUTCS
nepcoHNdULMpOBaHHaA NCTOPUA U3MEHEHUI PEECTPOBbLIX 3anncemn ¢ ykasaHuem gatbl v
BpeMeHU co3fdaHus 3anucein. YpaneHuve cBefeHun u3 [ocyaapCTBEHHOro peecTtpa
neKapCTBEHHbIX CPeacTB He JoMNyCKaeTcs.

3. CospgaHve un nogaepXxaHuve B akTyanbHOM COCTOSAHUM [OcygapCTBEHHOro
peecTpa NeKapCTBEHHbIX cpeacTs ocyulecTBngeTcs YNOSTHOMOYEHHbIM
rocyfapCTBeHHbIM OpraHoM B cdepe 34paBoOOXpaHEHUA.  YNONHOMOYEHHbIN
roOCydapCTBEHHbIN opraH B cdepe 3apaBoOXpaHeHns obecneymBaeT MOCTOSAHHbIN
ny6ruyHbIA JocTyn K ocyaapCTBEHHOMY peecTpy feKapCTBEHHbIX CPeaCcTB Ha CBOEM
odomumnansHOM caunTe.

4. TMopsgok dopMmupoBaHMA W nNpasuna BefeHua [ ocyaapCTBEHHOro peectpa
NneKapCTBEHHbIX CpPeACTB YCTaHaBIIMBaEeTCH YMNOSIHOMOYEHHbIM rOCy4apCTBEHHbBIM
opraHoM B cyepe 34paBOOXpaHeHNs.
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Cratbsa 21. PapmakoHaa3op

1. C uenbio obecneyeHnss 6e30MacHOCTU FNEKAPCTBEHHbLIX Npenaparos,
CBOEBPEMEHHOIO BbISIBIIEHUS BCEX U3MEHEHU B OLleHKE COOTHOLUEeHUS "rnornb3a - puck"
nekapCTBEHHbIX MpenapaToB, pas3paboTkM U BHegpeHus Mep Mo obecnevyeHuro
NPUMEHEHUSA NEKapCTBEHHbIX NpenapaToB NpW MPEBbILEHUN UX MOSb3bl Ha4 PUCKOM
YNONMHOMOYEHHbIM rOCYyAapCTBEHHbIN OpraH B cdepe 30paBOOXpaHEHUs U aepxaTtenu
PErMCTPaUmMOHHbBIX YOOCTOBEPEHUN OCYLLECTBNAT (bapMakoHaa30p B COOTBETCTBUN C
npasunamm Hagnexallen NpaKkTUKK hapmakoHaa3opa, YCTaHOBMNEHHbIMU
MeXayHapoaHbIMM  JOroBopamMu, BCTYNMMBLWMMW B Curly B COOTBETCTBUM C
3akoHogaTenbcTBoM Kblprbiackon Pecnybnuvku.

2. [epxaTenb perucTpaumMoHHOro yaocToBepeHuss o06sisaH  obecnevnTb
opraHu3auuo " pyHKLMOHMPOBaHME CUCTEMbI dapmakoHaasopa 3a
3aperncTpUpoBaHHbLIMA  U/MNN  oUUManbHO  HaxoaswuMmucs B obpalleHun Ha
Tepputopun Kblprbidckoin PecnyGnvku nekapcTBeHHbIMU NpenapaTaMmn B COOTBETCTBUN
C NpaBunamu Hagnexatlen npakTuk1 dpapmMakoHaasopa.

3. Nopsiaok npoBeaeHus dapmakoHaasopa onpeaensaetcsa KabuHetom MnHnCTpos.

CraTtbsa 22. OueHKa KayecTBa NNeKapCTBEHHbIX CpeacTB

1. OueHka KayecTBa IE€KApCTBEHHbIX CPEeACTB OCYLECTBASETCA C Lenblo
YCTaHOBIIEHMS1 COOTBETCTBMS KAa4eCTBa KOHKPETHbLIX CEpUI (MapTuin) BBO3UMbIX B CTPaHy
WNN  MPOM3BOAUMbBIX B  CTpaHe JEeKapCTBEeHHbIX CPeacTB,  BKMIOYEHHbIX B
oCcynapCTBEHHbI peecTp feKapCTBEHHbIX cpeacts, TpeboBaHMAM HOPMAaTUBHOrO
OOKyMeHTa no kadecTsy/cneumdumkanmm/apmakonen.

OueHka kayecTBa NeKapCTBEHHbIX CPEACTB, BBO3UMbIX MO JIMHUM FyMaHUTapHOWN
NOMOLLK, NPOBOAUTCS Ha A0OPOBONBHON OCHOBE.

Mo pesynbTatam NPOBEOAEHHOW OLEHKM KayecTBa JIeKapCTBEHHbIX CPEeACTB
YMNONMHOMOY€EHHbIM FOCYAapCTBEHHLIM OpraHoM B cdhepe 34paBOOXpaHEHUS BbloaeTcs
COOTBETCTBYIOLLEE 3aKITIIOMEHNE HA NTEKapCTBEHHOE CPEACTBO.

OueHka ka4yecTBa JNIeKapCTBEeHHbIX CpencTB NpoBOAUTCA Ha nraTtHOM OCHOBE 3a
CYEeT CpencTB 3adaBUTENA.

2. Topspok npoBedeHWss OLEHKM KayecTBa JeKapCTBEHHbIX  CPeAcTs,
OCBODOXAEHUSI OT MPOBEAEHUS OLEHKM KayecTBa, KpUTEPUM OCBODOXAEHUSI OT
NOCEPUNHOrO KOHTPONS, a TaKkxke onpeaerneHne pasMmepa nnatbl 3a NPoBeaeHUe OLEeHKN
KauyecTBa fekapCTBEHHbIX CPeACTB yTBepxaatTcs KabnHeTtom MUHUCTPOB.

3. JlekapcTBeHHble cpefcTBa, He npolewune OueHKYy KayecTBa npu BBO3E,
nognexat BbiBO3y C Tepputopun Kbiprbidackon Pecnybnuku unu yHUMTOXEHMIO B
COOTBETCTBUM C NOPsiAKOM, onpegensemMmbiM KabvHeTtom MuHUCTpOB.

CraTtbs 23. JlekapcTBeHHbIe CpeACTBa, He noanexaiyme oueHKe KayecTBa
1. OueHKke KayecTBa He noanexar crnegyoLme:

1) 3aperucTtpypoBaHHble fEeKapCTBEHHble CpeacTBa, MPOU3BOAUMbBbIE  Ha
Tepputopun  Kbiprbidackon Pecnybnvki, ecnm Ha MOMEHT MNpou3BOACTBa Cepumn
neKkapCTBEHHOro cpeacTBa MNPOU3BOACTBEHHAA nMnowiagka wWMeeT [OeUCTBYHLWUA
cepTndumkaTt 0 COOTBETCTBMM Haaexallen npoM3BOACTBEHHOM NpakTuke EBpasnmckoro
3KkoHomMmu4yeckoro coto3a (GMP EASC);

2) 3aperncTpupoBaHHble NeKapCTBEHHblE CPeACTBa, BBO3VMbIE Ha TEPPUTOPUIO
Kblpreiackon Pecnybnvku, ecnn Ha MOMEHT BBO3a AUCTPUOLIOTOPLI  MMEIOT
OEeNCTBYIOLLNIA cepTUdUKaT O COOTBETCTBUU Hagnexawen ANCTpmbbloTOPCKON NpakTuke
(GDP) npn ycnoBuu, 4TO NeKapCTBEHHble CpeacTBa NPOU3BEAEHbl Ha Nnowagkax,
NMELNX AEUCTBYIOWNA HA MOMEHT NPOM3BOACTBA CEpUM NEKapCTBEHHOro cpeacTtsa
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cepTudmKaTt 0 COOTBETCTBUM HaaIexallen npom3BoLCTBEHHON NpakTuke EBpasnmnckoro
akoHomMmu4yeckoro coto3a (GMP EASC) unu ceptudukat 0 COOTBETCTBMM Haasexallen
NPOM3BOACTBEHHOW MpakTUKe CTpaH pernoHa MexagyHapogHoro coBeTa Mo
rapMoOHM3aLMN TeXHUYECKNX TpeboBaHMN K perncTpaumm rnekapcTBEHHbIX npenapaToB
ans meguunHckoro npumeHeHus (ICH);

3) nekapcTBeHHbIe CpeacTBa, NpefyCcMOTpeHHble cTatben 19 HacToswero 3akoHa,
3a VCKINIYEHNEM MYHKTOB S U 6;

4) capmaueBTMYEeCKMe CyOCTaHUMM W NEeKapCTBEHHOEe pacTUTeNbHOe ChIpbe,
npousBoAMMblE  W/MNN  BBO3UMbIE  OTEYECTBEHHbIMW  Npou3BOAUTENAMM  ANA
COBCTBEHHOrO MPOU3BOACTBA, €CMM HAa MOMEHT BBO3a NPOM3BOACTBEHHAS Nnolaaka
OTEYECTBEHHOr0 NPOM3BOAUTENS MMEET AEeUCTBYHLMUIA CepTUdUKAT O COOTBETCTBUM
Hagnexaluen npou3BOACTBEHHOW npakTuke EBpasMinickoro 3KOHOMUYECKOro Col3a
(GMP EA3C).

2. JlekapCTBeHHble cpefCcTBa, yKasaHHble B NMyHKTax 1, 2 n 4 yactn 1 HacTosLen
cTtatbk, o0cCcBOOOXAATCA OT OLEHKM KadecTBa B COOTBETCTBUM C MOPSAOKOM,
nNpeayCcMOTPEHHBIM B YacTu 2 CTaTby 22, eCnNu MHOE He onpeaeneHo MexayHapoaHbIMu
Aorosopamu, BCTYNUBLLUUMUK B CUIy B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM KbIprbi3cKkom
Pecnybnukn.

MnaBa 5. ®apmaueBTUYECKaA AEATENIbHOCTb

CraTtbs 24. [Npon3BOACTBO NeKapCTBEHHbLIX CPEACTB

1. CyObekTbl, OCyLLECTBMAKOWME NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB,
OPraHu3ylT CBOK [OeATeNbHOCTb MNpU Hanuymm §NUUEH3MM U B COOTBETCTBUMM C
npaBuiiaMmu Hagnexatieun npomsBoLCTBEHHOWN NPaKTUKMW.

CooTBeTCcTBME  MPOWM3BOACTBA  JlIeKApCTBEHHbIX  CpeAcTB  TpeboBaHWAM
Hagnexalien  NPOVU3BOACTBEHHOW  MPaKTUKW  noaTBepxXaaetcs  JOKYMEHTOM
(cepTudukaTtom), BblgaBaeMbIM YNONMHOMOYEHHBIM rocy4apCTBEHHbLIM OpraHoM B cipepe
3[paBOOXpaHeHNss Mo pesynbTataMm @apMaueBTUYECKON WHCNEKUMN MO  OueHKe
AeATenbHOCTU CyOBLEKTOB ObOpalleHus rekapCcTBEHHbIX CpeacTB Ha COOTBETCTBUE
npaBunam Hagnexatumx dpapmaueBTUYEeCcKmX NpakTuK.

lMpousBoauTenb NeKapCTBEHHbIX CPeACTB  MOCMe  MofydYeHuss  AOKyMeHTa
(cepTndukarta), nogTBEpPXKOAKOLWEr0 COOTBETCTBME MNPOU3BOACTBA J1IE€KAPCTBEHHbIX
cpeacte  TpeboBaHMAM MpaBun  Hagnexawleh Mpou3BOACTBEHHOM NPAKTUKK, B
nocnegyoLwemM He pexxe OAHOro pasa B Tpu roga AornxkeH obecneynBaTb BO3MOXHOCTb
ANS OCyLLEeCTBMNEeHMs hapMaLeBTUYECKOM MHCMEKUMN NPOWU3BOACTBA fEKAPCTBEHHbIX
cpeacte B LenAX MOATBEPXKAEHWUS COOTBETCTBMA TpeboBaHUSIM  Hagnexailewn
NPOM3BOACTBEHHON NPaKTUKM B Nopsigke, yctaHoBneHHom KabuHetom MuHUCTpOB.

2. 3anpewaetcs NPOVM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, HEe MpoLlefLmnx
rocygapcTtBeHHyto peructpaumio B Kbiprbiackor Pecnybnuke, 3a MWCKMOYEHUEM
NEKapCTBEHHbIX CPEeACTB, MNpeAHasHadYeHHbIX AN NpoBefeHUs  AOKIMHUYECKMX
(HEKNMMHNYECKNX) N KINHUYECKUX WUCCnenoBaHuin (UCMbITaHWK), ONSA OCYLLECTBEHMUS
rocyAapCTBEHHOW permctpaumm, a Takke NeKapCTBEHHbIX CPEACTB, NpeaHas3HayYeHHbIX
Ang aKcnopTa.

CraTtba 25. U3roToBneHue nekapCcTBeHHbIX NpenaparoB

MN3roToBneHne nekapcTBeHHbIX NpenapaTtoB OCYLLECTBSETCA B YCNOBUSX anTeKu
NpY HaNVYUKU NULEH3nn 1 B nopsiake, onpegensiemom KabvHetom MuHUCTpOB.

CraTtbs 26. MapKkupoBKa nekapCcTBeHHbIX CPeacTB
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1. TpeboBaHUsi K MapKMPOBKE JEKApPCTBEHHbIX CpPeaCcTB, 3a WCKMYEHUEM
LIMGPPOBOI MapKMPOBKW, ONPeAensitoTC MeXayHapoaHbIMM A0roBopamMm, BCTYNUBLLMMMU
B CMIy B COOTBETCTBMM C 3akoHoaaTensctBoM Kbipreidckon Pecny6nmku.

2. Mopsigok uMpoBOM MapKUPOBKN NEKAPCTBEHHbIX CPEeACTB U TpeboBaHUs K HEW
onpegenstotca KabnHetom MuHUCTPOB.

3. K nekapcTBeHHbIM CpeacTBaM, KOTOpble MeXayHapoaHble MeAMKO-CaHUTapHbIe
dopmMMpoBaHMsa M MexayHapoaHble — CcaHMTapHo-3nuaemuoriorndyeckne  Gpuragbl
COOENCTBYIOLLEr0 rocygapcTBa HaMepeHbl MWCMonb30BaTb HEMOCPEACTBEHHO MpW
OKaszaHWM  MEeOWUMHCKUX YCNyr HaceneHwuio, nocTpajaBlieMy B pesynbTarte
BO3HWMKHOBEHUSI Ype3BblHaiHOM CUTyauuMn W/Mnm BOEHHbIX KOHMIMKTOB, AomnyckaeTcs
MHasi cMCTEMa MapKMpPOBOK B COOTBETCTBUM C 3aKOHOAATENbCTBOM 3TOro rocyAapcTaa.

CraTtbsa 27. OnTtoBas peann3auunna nekapCcTteBeHHbIX cpeacTe

1. ®apmaueBTMYEeCKMe opraHusauum, 3aHMMarowmecs UMNopToM (BBO3OM) M/unu
ONTOBOW peanusauunen NnekapCTBEHHbIX CPEACTB, OCYLLECTBMSAIOT CBOW AeATEeNbHOCTb
NPy  HanUuMuM §UUEeH3UM W B COOTBETCTBMM C MNpaBunamMu  Hagnexawen
NPOM3BOACTBEHHOWN N/MN AUCTPUOLIOTOPCKON NPaKTUKN.

2. lNpounssoantenn, a Takxke dapmaueBTUYECKNe opraHuMsauuu, 3aHuMmaroLlmecs
MMnopToM (BBO3OM) W/MnM OMTOBOM peanu3aumen NekapCTBEHHbIX CPeAcTB, UMEKOT
NpaBO OCYLLECTBNATb NOCTABKWU NIEKAPCTBEHHbLIX CPEACTB:

1)  usMyeckMM U1 OPUOMYECKUM  NMuaM, UMEeKLWUM  fIMUEH3NO  Ha
dapmaLeBTUYECKYH0 AEeATENbHOCTb;

2) opraHuM3auusiM 34paBOOXPaAHEHMSI ONs  OCYLLECTBIEHMSI WX YCTaBHOW
AEeATENbHOCTY;

3) Hay4HO-MCCneaoBaTenbCKUM opraHusauusam ans nx Hay4HO-
nccnegoBaTenbckor paboThl, 06pasoBaTenbHbIM yUYpeXaeHUsaM s nx y4ebHbix Lenew;

4) rocygapCtBeHHbIM oOpraHmn3aumdam, OKa3blBawwum YCnyrm couunanbHOro
XapakTtepa B rnopsaake, ycCraHoBJ1EHHOM KabunHeTom MI/IHI/ICTpOB;

5) (bI/I3VI‘-leCKI/IM 1 opunand4eckmm nudam, MmMmerwmnm nmueH3nio Ha MeanLnHCKYH
OeATenbHOCTb;

6) PM3MYECKMM U pPUONYECKMM nuuam B criydae YpesBbl4anHbIX CUTyauun no
COrNacoBaHMKO C  YMOSIHOMOYEHHbIM  FOCYAapCTBEHHbLIM  OpraHoMm B  cdepe
3[1paBOOXpaHeHUs B ropsake, onpenensieMoM YrnoSIHOMOYEHHbIM FOCYAapCTBEHHbIM
opraHom B ccepe 34paBoOXpaHeHUs;

7) HerocyaapCTBEHHbIM (HEKOMMEPYECKUM) OpraHu3auuam O OCYLLEeCTBNeHUs
OnaroTBOPUTENbHOW  OEATENbHOCTM MO COrMacoBaHWMIO C  YNOSHOMOYEHHbIM
rocyapCTBEHHbIM OpraHoM B cdpepe 30paBOOXPaAHEHUs C MpenoCTaBlieHMEeM emy
MHbopMaLUK O pacnpeaeneHnn nekapcTBEeHHbIX CPeaCTB.

CraTtbAa 28. Po3Hu4yHasA peanu3aunsa U oTNycCK JNieKapCTBeHHbIX npenaparoB

1. PO3HU4YHasa peanusaumsi nekapCTBEHHbIX NpenapaTos, B TOM YUCHE ANEKTPOHHAA
PO3HMYHasa peanusauus vepes ceTb VHTEpHET, OCYLLEeCTBMSETCA 4Yepe3 anTeku npu
HaNU4YnN NULLEH3NN U B COOTBETCTBUM C NpaBuiiamMmum Hagnexatiien ante4yHom npakTuku.

ANTEYHbIN NYHKT, NepenBMXHOW anTeYHbl MYyHKT M anTe4yHbI KNOCK SBMAHTCA
CTPYKTYPHbIMW MOAPa3AENneHns MU anTekn, OpPraHu3yrTCA C Uenbi NpubnmkeHus
nekapCTBEHHOW NOMOLLM HACEMNEHUIO U HE MOTYT (PYHKLMOHMPOBATb CaMOCTOATESbHO.

Kputepmm n TpeboBaHUA K (PYHKLUMOHMPOBAHMIO anTek, anTeYHbIX MNYHKTOB W
anTeYHbIX KWOCKOB, BKIOYas WX TeppuTopuanbHOE pacnonoXeHue, onpenensoTcs
KabnHetom MuHuMCTpOB.
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2. 3anpeljaeTcs arekTpoOHHas peanu3aums HapKOTUYECKMX W MCUXOTPOMHbIX
neKkapcTBEHHbIX NpenapaToB Yepes ceTb VIHTepHeT.

3. Po3HM4Has peanusauusi NekapCTBEHHbIX MpernapaToB PeLEenTypHOro oTnycka
OCYLLIECTBNSAETCH CTPOro Nno peuenTy Bpaya.

4. lMopsinoK OTKPbITUS anTeYHbIX MYHKTOB B OTAANEeHHbIX, TPYAHOAOCTYMHbLIX W
MarioHacemneHHbIX NMyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHusauunn, ycrioBus
peanusaunm NekapcTBeHHbIX NpenapaTos, A0NyCcK N1l ¢ MeauUMHCKUM obpasoBaHMeM K
paboTe B Takux anTeyHbIX NyHKTax onpegensitotcsa KabuHetom MUHMCTPOB.

5. OTnyck nekapCTBEHHbIX NpenapaToB anTekamu, SABMSIOWUMUCA CTPYKTYPHbIMU
nogpasgeneHnsiMum opraHusauuni 3apaBoOXpaHeHnsl, OCyLLeCcTBNAeTCs no TpeboBaHnAM
(3asiBkKam) opraHusaumn 30paBOOXpPaHEHUst O  HenocpeAcTBEHHOro  OKasaHWus
MeAMLUHCKOM MOMOLLM NaumeHTaM B 3TUX OopraHn3aumsx 3apaBooxpaHeHus. Mopagok
npuema, XpaHeHusl, ydeTa W OTNycka JleKapCTBEHHbIX MpenapaTtoB B anTekax
opraHusaumn sgpaBooxpaHeHunsa onpegensietcsa KabuHetom MuHUCTpoOB.

Ctatba 29. 3anpeljeHHble AN peanu3auuM M OTNycKa JeKapCTBeHHble
npenaparbl

1. 3anpeLyaeTcst po3HUYHasi peanuaaums 1 oTMNyCK eKapCTBEHHbIX NpenapaTos:

1) BHE anTek, anTeYHblX NMyHKTOB, NEPEABMKHbLIX anTeYHbIX MYHKTOB WM anTeYHbIX
KNOCKOB;

2) nognexawux peuenTypHoMy OTrnycky, 6e3 peuenTa;

3) NpyweaLwmx B HeroqHoCTb, HegoBbpoKkayeCcTBEHHbIX, danbCUPULMPOBAHHbIX, C
NCTEKLLUMM CPOKOM FrOAHOCTW.

2. 3anpewaeTcs onToBas U PO3HUYHAsa peanu3auusi fekapCTBEHHbIX CPeacTs,
BBe3eHHbIX Ha TeppuToputo Kbiprblackon Pecnybnukun B KayecTBe ryMaHUTapHOW
MOMOLLN.

3anpeluaeTtcs onTtoBas M pO3HMYHAs peanu3auus fekapCTBEHHbIX CpeacTs,
noanexawmx npocnexmBaHuto, 6e3 HaHeceHHOro koga LMPOBOA MapKMpPOBKU U
perncTpauum B cUCTeMe NpPOCIeXXMBAEMOCTM NeKapCTBEHHbIX CPEACTB.

3. 3anpellaeTcs po3HWYHas peanusauns ekapCTBEHHbIX MpenapaToB anTekowu,
ABMAOLLENCS CTPYKTYPHBIM NoApasaeneHnemM opraHusanum 30paBooxXpaHeHus.

4. Antekam un ux CTPYKTYPHbIM noAapasgeneHnamMm 3aripewiaetcqa npuHnMmatb oOT
om3nYeCKMX NnL, NekapcTBEHHbIE CPeaCcTBa, I'IpM06peTeHHbIe MU paHee.

CraTtbAa 30. XpaHeHMe neKapCcTBEeHHbIX CpeacTB

1. XpaHeHue neKapCTBEHHbIX CPeacTB OCYLUECTBNSIETCA B COOTBETCTBUM C
npaBunamy  Hagnexaiwien npakTUKM  XpaHeHWs  JNIeKapCTBEHHbIX  CpPeacTB.,
yCTaHOBNEHHbIMU KabuHetom MUHUCTPOB W/UNN MeXayHapoAaHbIMU  LOrOBOpPaMMU,
BCTYNUBLLUMMM B CUIMY B COOTBETCTBUM C 3aKoHOAATENbCTBOM Kbiprbiackon Pecnybnuku.

2. Hagnexawias npakTMka XpaHeHusi NeKkapCTBEHHbIX CPEACTB ycCTaHaBnvMBaeT
npaBuna no opraHn3auun XpaHeHus1 NekapCTBEHHbIX CPEACTB B Liensx obecnevyeHust nx
KayecTBa M COXPAHHOCTM W PacnpoOCTPaHSETCs Ha PUANYMECKMX U (DUSUYECKUX NL,
OCYyLLECTBNSAWNX dapMaLeBTUYECKYI0 W/WUNM  MEOULMHCKYID, a Takke WHYH
AeATeNbHOCTb, MNpeaycMaTpvBalolLlyld B COOTBETCTBUM C  3aKOHOAATENbCTBOM
nonyyeHne, xpaHeHwe, OTTPy3Ky MNKN MonyyYyeHWe u pacrnpeneneHve nekapCTBEHHbIX
cpeacTs.

3. He ponyckaetcs npoaneHve cpoka rogHOCTM NeKapCTBEHHbIX MpenapaTos,
HaxoAsLWuxcs B obpalleHun Ha Tepputopumn Kbiprbiackon PecnyGnvku.
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Cratba 31. lpaBuna ob6paweHUas € HeNnpurogHbIMM K peanusauum u
NPUMEHEHUIO JNTIeKapCTBEHHbIMU cpeacTBaMu

1. HepobpokayecTBeHHble, (hanbCnULMPOBaHHbIE, C UCTEKLLNM CPOKOM FOAHOCT U
N Nnpuewne B HErogHoCTb fieKapCTBEHHbIE CpeacTBa nognexar Bo3BpaTy NOCTaBLMKY
NN YHUYTOXEHMIO.

2. TopagoK yHUYTOXEHMSI NeKapCTBEHHbIX cpeacTB onpepensercsa KabuHeTom
MwuHucTpoOB.

CraTtbs 32. ®apmaueBTUYECKasaA UHCNEeKUUs

1. YNONHOMOYEHHbLIM TOCYOAapCTBEHHbLIN OpraH B cdiepe 34paBOOXpaHeHUA
NpoBOAUT (hapmaLeBTUYECKYIO UHCMEKUMIO C LeNbio OLUEHKN AeATeNbHOCTM CyObEKTOB
obpalleHnss nekapcTBEHHbIX CPeACTB Ha COOTBETCTBME MNpaBwuiiaM Haanexawmx
hapmaLeBTUYECKMX MNPaAKTMK, a TaKkKe KOHTpPoNna W Hagsopa 3a cobniogeHvem
TpeboBaHun U NpaBun B cpepe obpalleHnss ieKapCTBEHHbIX CPEACTB, YCTAHOBMNEHHbIX
HaCTOSALMM 3aKOHOM.

2. ®dapmaueBTMYECKash WHCNEKUMs MO OuUeHKe [esTerbHOCTU CybbekToB
obpalleHnss nekapcTBEHHbIX CpPEeACcTB Ha COOTBETCTBME nNpasuramM Hagnexaiinx
dapmaueBTUYEeCKUX NPaKTUK OCYLLECTBISETCA Ha NraTHOW OCHOBE 3a CYeT CpencTB
3aaBuTEnNs (MHCNEeKTUpyemoro cybbekTa).

Mopsagok onpegeneHuss pasmepa nnatbl 3a nposedeHve dapMaleBTUYECKON
MHCNEKUMM Ha COOTBETCTBME Hagnexawmm dapmMaueBTU4eCcKMM  MNpakTUKam
yTBepxaaetcsa KabnHetom MuHMUCTpPOB.

CootBeTcTBUE npasunam Haanexalmx dapmaLeBTUHECKMX NPaKTUK
noaTeepXkaaeTcss  YNOAHOMOYEHHbIM  FOCYyAapCTBEHHbIM  OpraHoM B cdepe
3[paBOOXpaHEHUs Bblgayen COOTBETCTBYIOLLEr0 [AOKYMEHTa no pesynbTartam
npoBefeHHON hapMaueBTUYECKON MHCNEKLMN.

dapmaueBTUYECKas  MHCMeKUUs  npousBoauTenen U1 OUCTPUObLIOTOPOB
neKkapcTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBuiaMm Haasnexalimx npoM3BoaCcTBEHHOW
N AMCTPUOBLIOTOPCKON MPaKTMK OCYLLECTBNSETCS HE peXke O4HOro pasa B Tpu roaa.

MpaBuna npoBegeHna dapmaueBTUYECKON WHCMEKUMW Ha COOTBETCTBUE
Hagnexawum dapmMmaueBTU4eckuM npakTukam yteepxgatotcs KabnHetom MuHucTpoB
WNNU  MeXayHapoAaHbIMM  [OOroBopaMu, BCTYNMBLUMMKM B CWUNY B COOTBETCTBUMM C
3akoHoaatenbcTBoM Kblprbidckon Pecnybnuku.

3. KoHTponb n Hagsop 3a cobniogeHvem TpeboBaHuMiA M npaBun B cdepe
obpalleHnss neKkapCTBEHHbIX CPeACTB MNpPOBOAATCA B Lensx npeaoTBpalleHus
NOCTYNNeHns nnu HaxoXgeHus B obpalleHun Heo0bpOKaYeCTBEHHBbIX,
anbCMPULNPOBAHHBIX, C UCTEKLWMM CPOKOM FOOHOCTW, MpULLIEANX B HErogHoCTb
NeKapCTBEHHbIX CPeaCTB M CBOEBPEMEHHOIO U3bATUS UX U3 obpalLeHus.

Mopsgok npoBedeHus KOHTPONS UM Hag3opa 3a cobniogeHnem TpeboBaHuA un
npaeun B cchepe obpaLleHnst iekapCTBEHHbIX CPeaAcTB cybbekTamu hapmMaueBTUYECKOn
AedaATenbHOCTK, BKNtoYasa oTéop 06pasuoB fiekapCTBEHHbIX CPEeACTB C PblHKA U KOHTPOSb
nx Ka4yecTBa, yTBepxagaetcs KabnHetom MuHmUCTpoB.

4. TpeboBaHMA 4acTu 3 HaACTOAWEN CTaTbM HE pPacnpoCcTPaHATCA Ha
dapmaueBTUHECKME  OpraHmsaumu, UMmerwme  OenucTBylWun  cepTudukar o
COOTBETCTBUM Hagnexawen QapmaueBTU4eckon npakTuke B COOTBETCTBUM C
3aHMMaeMbIM BUAOM OEATENbHOCTU, 3@ UCKMIOYEHUEM CneayoLwmX Cry4Yaes:

- oT6opa 06pasLoB C pblHKA NIEKAPCTBEHHbLIX CPEACTB;

- NO 3adBJIEHUIO Cy6'beKTa 06paLIJ,eHM$I JIEKapCTBEHHbIX CPEeNCTB;
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- Nno TpeGoBaHUIO YMNONHOMOYEHHOTO T[OCYAApCTBEHHOrO opraHa B cdepe
34paBOOXPaHEeHMSI.

CraTtbs 33. KoHTponb peknambl (MpoABUXEHUSA) NleKapCTBEHHbIX NMpenapaTtoB

1. Peknama 3apermcTpupoBaHHbIX NeKapCTBEHHbIX NPenapaToB OCYLLECTBNSETCS B
COOTBETCTBUM C TpeboBaHusIMK 3akoHoaaTtenbcTBa Kbiprbiackon Pecnybnuku B cdepe
peknamMbl ¢ y4eTOM 0COBEHHOCTEN, NPeayCMOTpPEHHbIX HACTOALLMM 3aKOHOM.

2. B cpeagctBax  maccoBom nHdopmaunum  gonyckaercd peknama
3aperncTpupoBaHHbIX FIEKAPCTBEHHbIX NpenapaToB, OTNyckaemMbix 6€3 peLenTta Bpaya.

3. Peknama 3apervctpupoBaHHbIX JIeKapCTBEHHbLIX NpenapaToB, OTNycKkaeMbliX Mo
peuenTy Bpaya, He npeaHa3Ha4YeHHbIX Ansi CAMOCTOSTENbHOrO MPUMEHEHUS NaLMEHTOM,
AonyckaeTcsl TONMbKO B CneumanManpoBaHHbIX NeYaTHbIX U3gaHusX, npeaHasHauyeHHbIX
ANst MEAMUMHCKMX U dhapMaLeBTUYECKMX pabOTHUKOB, a Takke B MecTax NpoBeaeHus!
MeOULMHCKMX Unn cpbapMaueBTUYECKNX BbICTABOK, CEMMHAPOB, KOH(EPEHUMN U MHbIX
noao6HbIX MeponpUATUNA.

4. PasmelleHne (pacnpocTpaHeHWe) peknambl O NeKapCTBEHHbIX npenapaTtax
NPOBOAMTCS TONbKO NPU HaNU4MM y peknamogartensi NnonoXUTenNbHOro 3akmioyeHns no
pesynbTataM 3KCMepTU3bl pPeknaMHOro maTepuana, NpoBeAeHHOW B COOTBETCTBUMU C
NOPSIAKOM U KPUTEPUSIMU, YCTaHOBMNEHHbIMU KaBnHeToM MUHUCTPOB.

Mpv pekname rnekapcTBEHHbIX NpenapaToB yKa3biBaeTCst HOMEP perncTpaumoHHOro
YAOCTOBEPEHUs U AaTa ero Bblaayu.

5. BHe 3aBMCMMOCTM OT crnocoba u KaHana pacnpocTpaHeHUsa pekriaMbl CTOPOHbI
(peknamopatenb, peknamMopacnpocTpaHuUTeNb) AOMKHbl  YYUTbIBATb  MOSOXEHUS
3akoHopatenbctBa Kblproidackon  Pecnybnukn B ccepe peknambl. Peknama
neKkapCTBEHHbIX NpernapaTtoB JOSMKHA coAaepXaTb yKasaHue Ha pekSflaMHbI Xapaktep
AaHHOM MHopMaLmn N HeOBXOAUMOCTb O3HAKOMITEHNSI C MHCTPYKLUMEN NO NPUMEHEHUIO
WUNKW NOJSTyYEeHNs1 KOHCYNbTaunu cneunanucToB.

6. 3anpelaetcs:

1) peknama neKkapCTBEHHbIX CPeACTB, He 3aperncTpupoBaHHbiXx B KbIprbi3ckom
Pecnybnuke;

2) peknama neKapCTBEHHbIX CPeacTB peuenTypHoOro OTnycka B CpeacTBax
MaccoBOW MHGOpMaLnK;

3) pacnpocTpaHeHue B Lensx peknambl 06pa3LoB fiekapCTBEHHbIX NpenapaTtos;

4) pacnpocCTpaHeHue W pasMeLleHWEe peknambl NEKapCTBEHHOro npenapata B
MeCTax U opraHusaumnsax, He UMEeKLINX OTHOLLIEHMSI K Ha3Ha4YeHM0, UCNOMb30BaHMIO U
OTNYCKY NeKapCTBEHHbIX CPEACTB;

5) pasmelleHne peknambl IEKApCTBEHHOrO Mpenapata Ha TPaHCMOPTHbIX
CpeacTBax M OCTaHOBKax 0bLECTBEHHOro TPAHCMNOPTa;

6) pa3meLLeHe HapPY>KHOW peKriaMbl NeKapCTBEHHbIX CPEACTB;

7) NpuBnekatb ONs peknambl AeTeun, UCNonb3oBaTh UX N300paxeHnsa u ronoca B
peknamMe nekapCcTBEHHbIX NpenapaToB, KPOMe NnpefHa3Ha4vYeHHbIX Ans aeTen;

8) wucnonb3oBaTb 06pa3 Bpava wnu QapmaueBTa, M300paxeHue nOen B
MeANLMHCKON YH1bopme, NpMBnekaTb MeauUMHCKUX 1 bapmaneBTUYECKUX pabOTHUKOB
ONS peknambl, CCbINaTbCs HA MHEHWE W3BECTHbIX FOAEN, YYEeHbIX, Cneunanucrtos,
N3MNEYMBLLUMXCA MaLUMEHTOB U WX POACTBEHHMKOB BO W3bexaHne OGEeCKOHTPOSbHOro
camoreyeHus;

9) ykasbiBaTb B pekname cnocobbl nevyeHuss 3aboneBaHuKn, MNepeaaroLmxcs
MOMOBbIM MyTEM, OHKOSIOTMYECKUX, MCUXMYECKUX 3aboneBaHui, MnoBeeHYECKNX
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paccTponcTs (3aboneBaHuni), onacHbIX MHPEKLUNOHHBIX 3aboneBaHuin, BUY-nHpekuun,
ChnNWOa, Ty6epkynesa, caxapHoro gnabera;

10) ccbinatbCA B peknamMe Ha pekoMeHAauun y4YeHblX, ChneunanucToB
3[paBOOXpPaHEHNs, @ TakKe LOMMKHOCTHbIX JML, roCydapCTBEHHbIX OpPraHoB, KOTOpble
MOTYT MOOLLPSATb NPUMEHEHME U/ NN HAa3HAYEHNE NEKAPCTBEHHbIX CPEACTB;

11) npeacTaBnAaTb B pekname eKkapCTBEHHble Mnpenapatbl Kak YHUKanbHbIE,
Hanbonee 6e3onacHble N 3PPEKTUBHBIE;

12) yTBEpXAaTh, 4YTO 6€e30MacHOCTb U aPHEKTUBHOCTL NIEKAPCTBEHHOIO NpenapaTta
06ycrnoBneHbl ero NPUPOAHbLIM NPOUCXOXKAEHNEM;

13) BbI3bIBaTb NPeanonoXeHus, YTo A(PPEKTUBHOCTb NEYEHNS peknamMmmpyembim
neKkapCTBEHHbIM npenapaTrom ABMsieTCH rapaHTUPOBaHHOWN, npuMmeHeHue
NeKkapcTBEHHOro npenaparta He COnpoBOXAaeTCs pasBUTUEM NOBOYHbLIX 3P PEKTOB;

14) npuBoaMTb B peknamMe WHPOPMaUUO, HE WMEIOLLYI0 HEenocpeacTBEHHOro
OTHOLLIEHMS! K NEKapCTBEHHOMY Npenapary;

15) npegnaratb nekapcTBEHHbIE NpenapaTbl B Ka4eCcTBe nogapka npu ux nokynke
B anTekax;

16) ykasblBaTb MOKa3aHUsi K MNPUMEHEHUIO JeKapCTBEHHbIX MpenapaToB, He
coaepalmecs B MHCTPYKLUM NO MEAMLUHCKOMY NMPUMEHEHMUIO.

3anpeluaeTcs UCKaxeHWe TeKkcTa peknambl, KOTOpbIA MNpOLIen 3KCnepTusy
YNONTHOMOY€EHHOrO roCyAapCTBEHHOIO opraHa B ccpepe 34paBOOXpaHEHWs!.

Peknama nekapcTBeHHbIX CPeaCTB He OOMMKHa cogepXaTb CpaBHEHME C OpyruMu
nekapcTBeHHbIMW  cpeAcTBaMn,  BBOAUTbL — noTpebutenen B 3abnyxaeHue,
3rnoynoTpebnaa ux gosepuemM, B OTHOLIEHUW TaKUX XapaKTEPUCTUK FEeKapCTBEHHOro
cpefcTea, Kak cocTtas, cnocob u3rotoBneHus, notTpebuTenbckme CBOWMCTBA, CTOMMOCTb
(ueHa), npepgnonaraemble pes3ynbTaTbl MNPUMEHEHUS, pe3ynbTaTbl UCCNeOBaHUN W
NCNbITAHUNA.

7. B cnyyae npuHATUA YNOMHOMOYEHHbIM rOoCyapCTBEHHbIM OpraHoM B cdepe
3[paBOOXpPaHEHNsI B YCTAHOBMEHHOM MNOpsiAKe peleHus o6 orpaHudeHun obpalleHuns
nekapCTBEHHOro npenaparta peknamogatenb 006s3aH He3ameanuTenbHO MpekpaTuTb
pacnpocTpaHeHe pekrambl.

8. lNpn ocywecTBneHnn dapmMaueBTU4ECKOn OeATeNbHOCTU He [A0MycKakTCs
cnegywowe Buabl OEWCTBUA CO CTOPOHbI (bapMaueBTUYECKUX oOpraHusaumm (mnx
npeactaBuTenen, MHbIX (PU3UYECKUX W OPUOANYECKUX fNL, OCYLLECTBIISIOWMX CBOH
0eATeNbHOCTb OT MMEHU 3TUX OpraHM3auun):

1) NnpegocTaBneHne unu npeanoxeHme PUHaHCOBOro BO3HarpaXKaeHNs unm nobbix
ApYyrMx CTUMYNOB MaTepuarnbHOro MnM HemaTepuarnbHOro xapaktepa MeguUMHCKUM
paboTHMKaM 3a Ha3Ha4YeHME UMU N OTMYCK ONMpeaeneHHbIX NIEKAPCTBEHHbIX CPEACTB;

2) onnaTa pasBfie4eHMI, OTAbIXa, Npoe3aa K MECTY OTAbIXa;

3) 3aKniYeHne cornalleHun, opraHusaumsi KOHKYPCOB, akuun UM aHamnormyHbIX
MepOonpuATUK, Lemnbk KOTOPbIX SBMSETCA MOfydYeHne mMarepuanbHOW  BbIrogbl
MEeAUUUHCKUMN paboTHMKaMu B 3aBUCMMOCTU OT Ha3Ha4YeHUs UM pekoMeHgauumm
onpeaeneHHbIX NleKapCTBEHHbIX CPEACTB;

4) BbiNUCbIBaHME JNEKaApPCTBEHHbIX CPeacTB  Ha  OyMaXHbIX  HOCUTENsX
HeyCTaHOBNEHHOro obpasua, a Takke coaepxawmx WHPOPMaUU peknamHoro
Xapaktepa 0 JiekapCTBEHHbIX cpeacTBax.

MnaBa 7. BBo3 1 BbIBO3 JNNeKapCTBeHHbIX cpeacTe

CraTtbs 34. BBO3 1 BbIBO3 fieKapCTBEHHbIX CPEACTB
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1. BBo3 Ha Tepputopuio Kbiprbidackom Pecnybnuku uM BbIBO3 C TEppUTOpPUM
Kbiprbiackon Pecnybnuku nekapcTBeHHbIX CpeAcTB OCYLLECTBIISIETCH B COOTBETCTBMU C
HacTosaWwMM 3aKOHOM, MOMOXEHUAMU HarnoroBoro M TaMOXEHHOro 3akoHodaTernbCTBa
Kbiprbiackon Pecnybnukn, 3akoHogatenbctBa Kbiprolackon Pecnybnukn B cdepe
obopoTa HapKOTUYECKUX CpeacTB, NMCUXOTPOMHbLIX BELLECTB M NPEeKypcopoB, B cdepe
roCyAapCTBEHHOIO  PEeryriupoBaHUA  BHELLHETOProBOM  AEATENbHOCTW, a TaKxe
MEeXAyHapO4HbIX 4OrOBOPOB, BCTYMMBLLMX B CUSTY B COOTBETCTBUMN C 3aKOHOAATENbCTBOM
Kbiprbiackon Pecny6nuku.

2. BBO3 nekapcTBeHHbIX cpencTB Ha Tepputopuio Kbeipreidackon Pecnybnuvkn, 3a
NCKITIOYEHMEM CIlyvaeB, NpegyCMOTPEHHbIX YacTsiMK 5 1 6 HacTosILen cTaTby, a Takke
cnyyaeB BBO3a (papmaueBTUYECKMX CYyOCTaHUUM M NeKapCTBEHHOro pacTUTENbHOro
CbIpb4, OCYLLECTBASETCA NPU HAaNM4YMKn NMLEH3MM HA MMMOPT (BBO3).

3. BB03 nekapctBeHHbIXx cpenctB Ha Tepputoputo Kbipreidackon Pecnybnvku
OCYLLEeCTBNAETCA NpU Hanu4yum CBEAEHWUA O BKIOYEHUM NeKapCTBEHHbIX CPenCcTB B
"ocynapCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB.

4. BBO3 nekapCTBEHHbIX CpPeacTB, He BKIOYEHHbIX B [[OCyaapCTBEHHbIM peecTp
NeKapCTBEHHbIX  CPeacTs, ocyLiecTBnsieTcs npu HanmM4nm 3aKmYeHns
(paspewmnTenbHOr0 AOKYMEHTa) Ha BBO3 JEKAPCTBEHHOrO CpeacTBa, BblAAHHOMO
YMNOMMHOMOYEHHbIM  FOCYAApCTBEHHbIM OpraHoM B cdepe 34paBOOXpaHeHUss B
COOTBETCTBMM C MNOPSOKOM O BBO3€ JIEKAPCTBEHHbIX CPEACTB, ONpeaensiembiv
KabuHeTom MuHUCTpOB.

5. 3akntoveHne (paspeLlunTenbHbI JOKYMEHT) HA BBO3 JIEKAPCTBEHHOIO CpeacTBa
Bbl4aeTcsa B CreayroLmnx cnyyasx:

1) BBO3 CTaHOAPTHbIX 06pa3sLoB fleKapCTBEHHbIX CPeacTB, NpeaHasHa4YeHHbIX s
3KCMepTU3bl NeKapCTBEHHbIX CPEACTB;

2) BBO3 HE3aperMcTpmpoBaHHbIX NeKapCTBEHHbIX CpeacTs, npeaHasHayYeHHbIX Ans
OCYLLLECTBIEHUSI perncTpaLum nekapcTBEHHbIX CPEACTB;

3) BBO3 He3aperMcTpupoBaHHbIX NEeKapCTBEHHbIX CPeACTB, NpeaHasHadYeHHbIX ASs
OKa3aHWA MeAMLNHCKOM MOMOLLN MO XU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa
nmMbo oOkKa3aHuA MeAMLUMHCKOM MOMOLLM OrpaHU4EHHOMY KOHTUHIEHTY MauneHTOB C
peakon n/unmn ocobo TsHKenon natonoruen;

4) BBO3 KOHKPETHOM NapTUW NEKapCTBEHHbIX CPEACTB, NpeaHasHa4YeHHbIX Ans
KMMHUYECKMX UCCNEeAOBaHWM W/WNW UCMbITAHUIA, HE3ABMCMMO OT HaNUuusi CBEAEHWUM O
BKIHOYEHUM B [OCYyaapCTBEHHbI PEECTp NEKAPCTBEHHbIX CPeaCTB;

5) BBO3 HE3aPErNCTPMPOBAHHbIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX Ans
BHEAPEHUS] MHHOBAUMOHHBLIX MEAMLMHCKMX TEXHOMOrMi, B TOM Yucne Ans OKasaHus
MEeOMLMHCKON  MOMOWM MO  nporpamMmam  COCTpadaTenbHOro  MCronb30BaHus
(akcnepumeHTanbHble NeKapCTBEHHbIE NpenapaThl), a Takke ANst NPoBeaeHUs HayYHbIX
N MHbIX UCCreaoBaHUA U pa3paboTok B MeauLMHE;

6) BBO3 HE3aperncTpmMpoBaHHbIX NeKapCTBEHHbIX CPpeacTB, npeaHasHayYeHHbIX 4ns
NCMONb30BaHUA B KayecTBe BbICTABOYHbIX 00pas3luoB 6e3 npaBa WX AanbHenLen
peanusauuu;

7) BBO3 3aperncTpmMpoBaHHbIX U HE3aPErMCTPUPOBAHHBIX NEKAPCTBEHHbIX CPEACTB
MO rOCyAapCTBEHHbIM MporpamMMaM B cdepe 34paBOOXPaHEHMsI UMM MO FIMHUK
ryMaHUTapHOW NOMOLLIY;

8) BBO3 3aperncTpmpoBaHHbIX 1 HE3apPErMCTPUPOBAHHbIX NEKAPCTBEHHbIX CPeacTs,
npeaHa3Ha4YeHHbIX Ansi OKasaHUsl NOMOLLM MpU Ype3BblYaiHbIX CUTYaUUSIX;

9) BBO3 NEKapCTBEHHbIX CpeacTB B COCTaBe MeOUUMHCKMX HabopoB M YKMafok,
npeaHa3Ha4YeHHbIX HEMOCPEACTBEHHO MPU OKasaHWM MEeOULMHCKUX YCNyr HacereHuto,
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nocTpagaBLleMy B pe3yfibTaTe BO3HUKHOBEHMWS YPE3BbIYaNHOM CUTYaLUN U/ BOEHHbIX
KOHOSNKTOB;

10) BBO3 NneKapCTBEHHbIX CPEACTB, KOTOPble MeXAyHapoaHble MeANKO-CaHUT apHble
dopMUpoBaHNA U MeXOyHapodHble  CaHUTapHo-anuaemuonorudeckme Gpuragbl
HaMepeHbl UCMOMb30BaTb HEMNOCPEACTBEHHO MpPU OKa3aHUM MEOULMHCKUX YCnyr
HaceneHuo, NocTpagasllemMy B pesyfbTaTe BO3HMKHOBEHUS Ype3Bbl4anHOW CUTyaLun
/NN BOEHHbIX KOHASNKTOB;

11) BBO3 HE3apPErncTpMpPOBaHHbIX TEKapPCTBEHHbLIX CPEACTB B paMKax BCTYMUBLUNX
B CuUny B YCT@HOBIIEHHOM MOpPSAKE MeXayHapoaHbliX [0roBopoB  Kbiprbi3ackom
Pecnybnvkn ana peanusauuu nporpaMmm/npoektoB B cdepe 3apaBooxpaHeHus. [pu
9TOM BBO3MMblE€ JEKapCTBEHHbIE CPEeACTBa AOMMKHblI OblTb 3aperucTpMpoBaHbl Ans
MEAMLMHCKOro NPUMEHEHNS B CTpaHe, ABNSAIOLWENCs CTOPOHOW JOroeopa.

6. He TpebyeTca Hanuume cCBeOEHWUn O BKIIOYEHUM NEeKapCTBEHHbIX CPEeACTB B
FOCynapCTBEHHbI ~ pEeecTp  NeKapCTBEHHbIX  CPEACTB  W/UNU  3aKMioYeHus
(paspewmnTenbHOro OOKYMeHTa) Ha BBO3 JIEKAPCTBEHHOrO CPEACTBa, BbiAaBaeMoro
YNONMHOMOY€HHbIM rOCyAapCTBEHHBIM OpraHoM B cdpepe 3ApaBoOXpaHeHus, B Criy4asx:

1) BBO3a (PM3NYECKMU NLAMU 3apErMCTPUPOBaHHbLIX U HE3aPErncTpUpPOBaHHbIX
neKkapCTBEHHbIX CPEACTB B Ka4eCcTBe TOBApOB A1 NMIMYHOTO NOJ1b30BaHMS;

2) BBO3a 3aperncTpmpoBaHHbIX U HE3aperuCTpMpPOBaHHbIX NIEKapCTBEHHbIX CPeACTB
ONs NeYeHnss NacCaXkMpoB W YNIEHOB 3KUNaXeW TPaHCMOPTHbIX CPeacTB, NOE3AHbIX
Gpurag n BogutTenen TpaHCNoOpTHbIX CPEeACTB, NPUOLIBLUMX HA TAMOXEHHYIO TEPPUTOPUIO
EBpasninckoro aKOHOMMYECKOro CoK3a B anTeykax nepBon NOMOLLM 3TUX TPAHCMOPTHbIX
CpeactB B OFPaHU4YEHHOM  KOMMYECTBE, OnpederieHHOM  3aKoHo4aTeNlbCTBOM
rocygapctea UX perucrpauuu, ecriv MHoe He npedycMOTPeHO 3aKoHOo4aTenbCTBOM
Kblipreizckon Pecnybnuku;

3) BBO3a 3aperncTpMpoBaHHbIX U HE3apPErnCTPUPOBAHHbIX NIEKAPCTBEHHbIX CPEACTB
ANsl NeYeHus1 YYacTHUMKOB oduuMarnbHbIX MeXAyHapOAHbIX HayYHbIX, KYNbTYpHbIX,
CNOPTUBHBLIX MEPOMPUSITUIA U YHACTHUKOB MEXAYHAPOAHbIX 3KCneanLui;

4) BBO3a 3apermcTpmpoBaHHbIX M HE3aperncTpupoBaHHbIX TeKapCTBEHHbIX CPeacTs
ANsi UCMONb30BaHNs paboTHMKaMM OUMNIIOMAaTUYECKOro Kopryca Unn npeactaBuTensMm
MeXOyHapOAHbIX OpraHM3aUmnii, akkpeaMToBaHHbIX B Kbiprbidckon Pecnybnuike.

7. Tlopsgok BBO3a, onpegerieHne Kateropum NekapcTBEHHbIX  CPencTB,
paspeLleHHbIX K BBO3y Ha OCHOBaHWW 3akmnioveHus (paspeLumTernibHOro JOKyMeHTa) Ha
BBO3 JIeKapCTBEHHOr0 CpeActsa, a Takke MNOopsdoK  BbldayuM  3aKioveHus
(paspelmTenbHOro OOKYMEHTa) Ha BBO3 JIeKapCTBEHHOro cpeactBa WM OTka3a B
Bbl4aye 3akroyeHns (paspeLlumTenbHOro AoKyMeHTa) Ha BBO3 NIeKapCTBEHHOMo cpeacTBa
ycTaHasnmBatoTca KabnHetom MnHUCTpOB.

8. JlekapCcTBeHHble cpefcTBa, NpefHas3HayeHHble AN FyMaHuUTapHbIX Lenewn,
BBO3ATCA Ha Tepputopuio Kbiprbisckon Pecnybnvkn B nopsagke, onpegensieMom
KabuHetom MuUHUCTpPOB.

9. OcTaTo4yHbI CPOK TFOAHOCTU JIEeKApPCTBEHHbIX CPeacTB, BBO3UMbIX MO JIMHUU
rymaHuTapHou noMoLLn, Ha gaTy BBO3a JOSHKEH COCTaBNATb He MeHee 12 mecAaueB Ans
NeKkapcTBEHHbIX CPeaCcTB CO CPOKOM rogHOCTU, cocTaBnsowmm 6onee ogHoro roga u He
mMeHee 50 npoLeHTOB OT BCEro cpoka rogHOCTU - A5 IeKapCTBEHHbIX CPeACTB CO CPOKOM
rOOHOCTW B OAWH rOf Y MeHee, 3a UCKIIYEHNEM CriydaeB afpecHOn MOMOLLN.

CraTtbsa 35. 3anpelieHHbIe K BBO3Y NeKapCTBEeHHbIe cpeacTBa
1. 3anpewaetcs BBo3 Ha TeppuToputo Kelpreidckon Pecnybnvku:
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1) He3aperncTpUpoBaHHbIX JFEKAPCTBEHHbIX CPEACTB, MNpeaHasHa4YeHHbIX A51s
ryMaHUTapHbIX Lenen, Npu OTCYTCTBUM pernuctpauum B CTpaHe-npou3BOAMTENE UK
CTpaHe-g0HOopE;

2) HegobpoKaYeCTBEHHbIX U/UNKN hanbcUULNPOBAHHbIX NTEKapPCTBEHHBIX CPeaCTB;

3) nekapcTBEHHbIX CpPeacTB C MCTEKWWM CPOKOM FOAHOCTM UM MNpUleawmnx B
HEerogHoCTb.

2. 3anpewaeTcsl BBO3 JIeKapCTBEHHbLIX CPeACTB, A0 UCTEYEHUs CpoKa FOAHOCTU
KOTOPbIX HA MOMEHT BBO3a Ha TeppuTtoputo Kbipreldackon Pecnybnukmn octaeTcs:

1) MeHee 0aHOWN TPeTu OT BCEro CpoKa rOAHOCTU - ANA NIEKapCTBEHHbIX CPEACTB CO
CPOKOM rofiHOCTM MeHee 3 NneT;

2) MmeHee 12 mecsueB - NS NEKApCTBEHHbIX CPeACTB CO CPOKOM roaHOCTU 3 1
bonee ner.

3. MNonoxeHwe YyacTn 2 HacTosLLEN CTaTbN HEe pacnpocTpaHaeTca Ha cTaTbio 19 u
yacTb 5 ctatbn 34 HacTosero 3akoHa.

Cratba 36. Jluua, umerowme npaBo Ha BBO3 JIeKaPCTBEHHbLIX CpPeaAcTB Ha
Tepputoputo Koiprbizckon Pecnybnukm

Ha Ttepputopuio Kbiprbidcko Pecnybnunku nekapcTBeHHble cpeactBa  MOryT
BBO3UTb:

1) Nnpon3BOAUTENM NEKAPCTBEHHbLIX CPEACTB ANS Lienern Nponu3BoACTBa;

2) dapmaleBTUYECKMe OpraHu3aluun, 3aHMMalolmnecs KMMNOpPTOM (BBO3OM)
NeKapCTBEHHbIX CPeaCTB;

3) antekn C nNpaBOM U3rOTOBMEHUS JIEKAPCTBEHHbIX CPeAcTB Ans  Lenen
N3roTOBIIEHUS NeKapCTBEHHbIX CPEACTB;

4) HayudHO-uccnegoBaTenbCkue opraHusauun, obpasoBaTeribHble OpraHu3auum
BbiCLLEro obpa3oBaHus, NPOU3BOAUTENM NEKAPCTBEHHbLIX CPeacTB Ans pa3paboTok,
nccnenoBaHu, KOHTponsa 6e3onacHoCTU, KadecTBa, 3EEKTUBHOCTM NEKapCTBEHHbIX
CPeaCTB MNPV HanmuMuuu paspelleHust YNOoNTHOMOYEHHOro rocydapCTBEHHOro opraHa B
chepe 3apaBoOOXpaHEHUS;

5) opraHmnsaumm 3gpaBooOXpaHeHUsa BHE 3aBUCUMOCTU OT hopM COBCTBEHHOCTU ANs
OKa3aHWA MeAMLMHCKOM MOMOLUKN MO XU3HEHHbIM MOKa3aHWsM KOHKPETHOro nauuneHta
NPy Hanmuyuu paspelleHns YNONMHOMOYEHHOro roCyAapCTBEHHOrO opraHa B cdepe
3[paBOOXpPaHEHUsA Ha BBO3 KOHKPETHOW NapTuu NIeKapCTBEHHOro npenapara;

6) opraHu3aunn 34paBoOXpaHEeH st BHE 3aBUCMMOCTM OT (hOPM COBCTBEHHOCTM As
N3roToBNEeHus pagnodapmMmaueBTUYECKMX NEKApPCTBEHHbIX MNpenapaTtoB B  LEensax
OKa3aHUsA MeAMLMHCKOM MOMOLLN B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Kbiprbi3ckomn
Pecnybnukn no pagnaumoHHon 6e3onacHocTy;

7) oOpraHusaumu, OCYLIECTBAAOWME BBO3 JIEKAPCTBEHHbLIX CPeacTB Mo
rocyJapCTBEHHbIM nporpaMmmamM B cdepe 34paBOOXPaHEeHUs unu  no  fVHUK
ryMaHUTapHOW NOMOLLM;

8) usnyeckue nvua gns NMUYHOro UCNOSIb30BaHMS;

9) ynonHOMo4YeHHble npeacTtaBUTeNbCTBa (bunmanbl) uUnu LOBEPEHHble nuua
MHOCTPaHHbIX OpraHu3auun - gepxarenen pernctpaumoHHbIX YOOCTOBEPEHUA W/unn
NpOM3BOAUTENEN NEKAPCTBEHHbLIX CPEACTB ANs Lenen peructpaumm n/mnm aKkcnepTuabl;

10) opraHuM3auun, OCYLLECTBISIOLWME BBO3 JfIEKAPCTBEHHbIX CPeACTB B paMKax
BCTYNMBLWUMX B CUIy B YCTAHOBMEHHOM MOpPsSAKE MeXAyHapoOHbIX [OOroBOpoOB
Kblproiackon  Pecnybnuku, gnsa  peanu3auun  nporpamm/mpoekToB B cdepe
3[paBOOXpPaHEHUS.
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Cratba 37. BoamelweHue Bpena, NPUYNHEHHOro 3O0POBbLID YerioBeka
BCneacTBMe NpUMeHeHUs riekapCcTBeHHbIX CpeacTB

1. Bpen, NpUYMHEHHDbIN XXU3HM UK 300PO0BbI0 YerioBeka BCNeAcTBME NPUMEHEHNS
NEeKapCTBEHHbIX  CPEACTB, BO3MeLlaeTcs  npousBoauTenem  (M3rotoBuUTENEM)
NeKapCTBEHHOro CpeacTBa, €Cnu AoKasaHo, YTo:

1) nekapcTBEHHOE CpeaCcTBO MPUMEHSANOCH MO HA3HAYEeHU B COOTBETCTBUM C
WMHCTPYKUMEN MO MeaULMHCKOMY NPUMEHEHUO (NMUCTKOM-BKIaAbILLEM) NeKapCTBEHHOrO
cpeactea M NPpUYMHOW Bpeda SIBUIIOCb JIEKApCTBEHHOE CPeACcTBO, MPOU3BEAEHHOoe
HenoOpoKa4eCcTBEHHO;

2) Bped 3[A0POBbK MPUYMMHEH BCMEACTBME HEOOCTOBEPHON WHopMaLuu,
cogepxalliencs B MHCTPYKLUUM MO MEOULMHCKOMY NPUMEHEHUI0 (NUCTKe-BKNaabllle)
neKkapcTBEHHOro CPeAcTBa, M34aHHOM NPoM3BOAMTENEM NeKapCTBEHHOro CpeacTRa.

2. B cnyyae ecnu Bped 340POBblO  MPUYMHEH BCREeACTBME MPUMEHEHUS
neKkapcTBEHHbIX CpeacTs, NMPULLEALLMX B HEFOAHOCTb B pe3yribTaTe HapyLleHUsl NpaBus
XpaHeHUsi, TPaHCMOPTUPOBKM, OMTOBOW W/MMM PO3HUYHOW peanu3auuu, BO3MeELLeHMEe
Bpeda OCYyLIeCTBNSeTCA CyObekTOM, OCYLECTBMBLUMM OMTOBYD WM  PO3HUYHYHO
peanu3aumnio COOTBETCTBEHHO.

3. B cnyyae ecnu Bpen 300pOBblO MPUYMHEH BCREACTBME HEMPAaBUIIBHOMO MNK
HEepauMOHanbHOrO HasHa4YeHUs NeKapcTBEHHOro CpeacTBa, BO3MELLEHME Bpeaa
OCYyLLeCTBNSETCA opraHu3auvMen 30paBOOXPAHEHUs UMW YaCTHOMPAKTUKYOLLUM
MeOULMHCKMM paboTHMKOM.

4. B crniyyae ecnu Bped XW3HW WM 300POBbI0 YerioBeKka, OKpyXawllen cpene
NPUYMHEH BCREACTBME HapyLUEHUs NpaBUST YHUYTOXEHUS NeKapCTBEHHOro CpeacTtBa,
BO3MeLLeHMe Bpeda OCYLEeCTBNAETCA OPUANYECKMM NULOM, AONYCTUBLUMM  9TU
HapyLleHns.

5. Bo3melleHne Bpeaa, NPpUYMHEHHOrO 340POBbLIO U XKU3HM YeroBeka BcrieacTene
NPUMEHEHNS1  NEKAPCTBEHHbIX CPeacTB, OCYLECTBASIETCS B COOTBETCTBUM C
rpaXkgaHCKUM 3aKOHOAaTeNbCTBOM.

CraTtbs 38. OTBEeTCTBEHHOCTb 3a HapylueHUue 3akoHoaaTenbcTBa Kbiprbiackomn
Pecny6nukmn o6 obpaweHmMun nekapcTBeHHbIX CPeAcTB

HapyleHne HopM, coaepallmnxcs B HacTosiLLeM 3akoHe, Brie4eT OTBETCTBEHHOCTb
B COOTBETCTBMM C 3akoHoAaTenbCcTBoM Kbiprbidcko Pecnybnukm o npaBoHapyLUEHUsIX,
rpaXaaHCKUM U YronoBHbIM 3akoHoAaTenbcTBoM Kbiprbidckon PecnyGnmvku.

MnaBa 8. 3aknunTtenbHbIe U nepexoanHblie NOoJfioXKeHus

CraTtba 39. [NepexoaHble NOMOXeHUA

1. PernctpaumoHHble yOoCTOBEPEHUS, BblAaHHbIE HA NeKkapCTBEeHHble CpeacTBa,
3aperncTpmpoBaHHble B COOTBETCTBMM C HaUMOHANbHOW Mpoueaypon perucrpaumm,
OENCTBYIOT B paMKax YKasaHHOr0 B HMX CpOKa, €CnvM WMHOE He npenycMOTpPeHO
MeXOyHapoaHbIMM  JOroBopaMu, BCTYNMBLWUMMKA B CUIly B COOTBETCTBUM C
3akoHogaTenbcTBoM Kblprbiackon Pecnybnvku.

2. TpeboBaHua npaBun Hagnexawmx papmaLeBTUYEeCKUX NPaKTUK Anst CyObeKToB
dapmaueBTudeckon pestenoHoctn Kbiproidackon Pecnybnvkn BCTynaioT B cuny B
nopsiake, yctaHoerneHHom KabuHetom Munuctpos, He no3gHee 31 gekabpsi 2030 roaa,
€CNnn NHOoEe He NpeayCMOTPEHO MeXAYHAPOAHbLIMU OroBOpaMn, BCTYNUBLUMMUK B CUY B
COOTBETCTBUM C 3aKoHogaTtenbcTBoM Kbiprbidckon Pecnybnuku.

3. TpeboBaHus K NpocnexmeaemMocTu, NpeaycMoTpeHHble ab3auemM BTOPbIM YacTu
2 ctatbu 29, BCTynawT C cuny B nopsigke, ycraHoBrneHHoMm KabuHetom MuHucTpos, He
nosgHee 31 aekabps 2025 roga.

cbd.minjust.gov.kg


cdb:112718#st_29

3akoH KP ot 12 aHBaps 2024 roga Ne 13 "O6 obpalleHnmn nekapcTBEHHbIX CpeacTs”

4. TpebGoBaHUA K NUUEH3NMPOBAHUIO UMMOPTa (BBO3a) NEKAPCTBEHHbIX CPEACTB,
NpeayCMOTPEHHbIE YacTbio 2 cTaTby 34, BCTyNawT B CUIYy B NOPsSiAKE, YCTAHOBIEHHOM
KabuHetom MwuHucTpoB, He no3gHee 31 pekabps 2025 roga, ecnu WHOE He
NpeaycMOTPEHO MEXAYHapPOAHbLIMWN JOroBOPaMu, BCTYNUBLLUMMW B CUIY B COOTBETCTBUMN
¢ 3akoHogaTenbcTBoM Kbiprbiackon Pecny6nmvku.

5. [lo BCcTynneHua B cuny 4actu 2 cratb 34 BBO3 fleKapCTBEHHbIX CPeacTB Ha
Tepputoputo Kblpreldackon Pecnybnuvku, 3a UCKIOYEeHMEM CrnyyYaeB, NpeayCMOTPEHHbIX
yactamum 5 n 6 ctatbn 34, a Takke crnyvyaeB BBO3a (papmaLeBTUYECKUX CyOCTaHLMI n
NeKapCTBEHHOro pacTUTENbHOrO Cbipbsl, OCYLLECTBNAETCH NpU HanuyvmM nULEH3un Ha
ONTOBYIO peanunsaumnio NnekapCcTBEHHbIX CPEeACTB.

Cratbsa 40. BctynneHne B cuny HacTosilwero 3akoHa
1. Hactosiwmin 3akoH BCTynaeT B CUiy CO AHA odomumanbHOro onybrnmnkoBaHums.

OnybnukosaH 6 ouyuanbHol eocydapcmeeHHol eazeme "OpkuH Too'
om 16 siHeapsi 2024 2oda Ne 4 (3557)

2. KabuHeTy MWHUCTPOB B LUECTMMECSAYHbIA CPOK MPUBECTU CBOU pELUEeHUs B
COOTBETCTBME C HACTOALLUMM 3aKOHOM.

3. MpusHaTb yTpaTMBLUMMU CUMY:

1) 3akoH Kbipreizckon Pecnybnukn "O6 obpalleHnm nekapCTBeHHbIX cpeacTs” ot 2
asrycta 2017 roga Ne 165 (Begomoctu XKoropky KeHewwa Kbipreiackon Pecnybnuvku, 2017
r., Ne 7-8, c1.767);

2) cratbto 1 3akoHa Kbipreidckon Pecnybnukm "O BHeCEHMM W3MEHEHUA B
HeKkoTopble 3akoHodaTenbHble akTbl Kbiprbidckon Pecnybnukn (B 3akoHbl Kbiprbidckomn
Pecnybnukn "O6 obpalleHnmn nekapcTBeHHbIX cpegcts”, "O6 obpalleHnn MeanLnHCKNX
nsgenun")" ot 3 masa 2018 roga Ne 44 (Bepomoctn >Koropky KeHelwa Kbiprbidackomn
Pecnybnwuku, 2018 r., Ne 5, cT.277);

3) cratbio 2 3akoHa Kbipreisckon Pecnybnukn "O BHeCeHUW W3MEHEHUN B
HeKoTopble 3akoHodaTenbHble akTbl Kblproldackon Pecnybnvku (B 3akoHbl Kbiprbidckom
Pecnybnukn "O_ mexgyHapogHoW JpesBblHanHon nomowm", "O6  obpauieHuu
nekapcTBeHHbIx cpeactB”, "O6 obpalleHun meguumHckux umsgenuin”)" ot 25 asrycrta
2020 roga Ne 144 (raseta "3pkuH-Too" oT 1 ceHTabps 2020 roga Ne 69).

"

Mpe3npeHT
Kbiprbiackon Pecny6nukm C.H. XXanapos
MpuHaT Xoropky KeHewem Kbiprbi3ckon 22 Hos0ps 2023 ropa
Pecnybnukun
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