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NMOCTAHOBJIEHUE NPABUTENLCTBA KbIPIbI3CKOMN
PECNYBJINKA

a.buwkek, om 29 okmsbps 2019 2oda Ne 579

06 yTBepxaeHun BpeMeHHbIX NpaBun perynimpoBaHusi LieH
Ha nekapcTtBeHHble cpeacTBa B Kbiproiackon Pecnybnuke

(B pedakyuu nocmaHoeneHuti KabuHema MuHucmpos KP om 28 uwons 2021
2o00a Ne 91, 20 mas 2022 20da Ne 268)

B uensx  obecneveHns  3chPEeKTMBHOM  peanmM3auMu  rocy[apCTBEHHOM  MOMUTUKM MO
perynMpoBaHvMio LEH Ha JieKapCTBeHHble CpeacTBa, B pamkax peammsauum [naHa OencTBuii
MpaeutensctBa Kbiproizckon Pecnybrmkn Ha 2019 rog no wucnonHenutio [MnaHa [MpaButensciBa
Kblpreiackon  Pecnybrmkn  Ha  2019-2023 rogbl no  peanu3auuMn  nporpamMmbl  OeATenbHOCTU
MpaButensctBa  Kbipreisckon  Pecnybnuky,  yTBepxaeHHoOM nocTaHoBrneHuem  Koropky — KeHelwwsa
Kbipreiackon Pecnybnvkn ot 20 anpena 2018 roga Ne 2377-VI, B cootBeTCTBUM CO cTatbel 6 3akoHa
Kblpreiackon  Pecny6brmkn  "OG6  oOpawjeHun nekapCTBeHHbIX cpeacts”, ctambsmu 10 um 17
KOHCTUTYUMOHHOro 3akoHa Keipreisckorr Pecnybnvkn "O TlpaButenbctBe Kbipreidackon Pecny6nmkun”
MpaButenscmBo Kbiprbidackon Pecnybnvku NocTaHOBNSET:

1. MwunnctepctBy 3gpaBooxpaHeHus Kbipreidacko Pecny6rmuvkn, nocre BCTyMrieHus B cuily
HacTosAILLLero MOCTaHOBIEHWs, B cpok Ao 31 agekabpsa 2022 roga npoBecT Ha Tepputopun Kblprbi3ckon
Pecnybnukn nWnoTHBIM NPOEKT Mo anpobauuy MexaHu3ma perynvpoBaHusi LUEeH Ha nekapCTBEHHble
cpenctBa, BKIIOYEHHble B CMPaBOYHMK IeKapCTBEHHbIX CPeACTB, Bo3Mellaemblx Mo [ononHutenbHoun
nporpamme 00653aTeNbHOr0 MEAULMHCKOrO CTpaxoBaHus u [lporpamMme rocyapCTBEHHbIX rapaHTMn no
obecrnevyeHnto  rpaxpgaH  MEOMKO-CAHMTApHOM  MOMOLLbI, a Takke Ha  3aperncTpupoBaHHble
neKapcTBeHHble CpeacTBa, BKIOYEHHble B MNepeyYeHb JeKapCTBEHHbIX CPeACTB, HeobXoauMbIX Ans
nevyeHns KOpoHaBMpyCcHoW WHdekummn (COVID-19), ymBepxgaembin MWHMCTEPCTBOM  34paBOOXpPaHEHUS]
Kblpreiackon Pecny6nmku.

(B pedakyuu nocmarosneHuli Kabunema MuHucmpos KP om 28 urona 2021 eoda Ne 91, 20 mas
2022 200a Ne 268)

2. Y1BepauTb BpemeHHble npaBuna perynmpoBaHUA LeH Ha feKkapCTBEHHble cpeactBa B
Kbipreizckon Pecnybnnke cornacHoO nNpuroxXeHuio.

3. YcTaHOBMTb, 4TO gepXaTenn pPerncTpauMoHHbIX  YOOCTOBEPEHWA O roCcygapCTBEHHON
perucTpauum nekapcTBEHHbIX CPeACcTB AfA peructpaumm LeH Ha nekapCcTBeHHble cpedctBa B CPoK Ao 1
ceHTAbpa 2021 roga [OMKHbI MPeACcTaBuMTb B NOABEAOMCTBEHHOE MNoApasfesieHne  YrnorHOMOYEHHOro
rocygapctBeHHoro opraHa Keiproisckon Pecnybrvku B obnacm 3apaBoOXpaHeHus, perynmpytoLlee
obpalleHMe neKkapCTBEHHbIX CPEACTB U MEeOUUMHCKMX W3OEenuii, 3asBrieHne O peructpaummn LeH Ha
NEeKapCTBEHHbIE CpPEeACTBA, BKIMOYEHHbIE B CMPABOMHUK IEKAPCTBEHHbIX CPEACTB, BO3MELLaeMblX MO
HononHuTtensHon nporpamme  0bsi3aTeNbLHOIO MeOULMHCKOro cTpaxoBaHus 1 [lporpamme
rocyfapCTBEHHbIX rapaHMii no obecnedeHnio rpaxgaH MeLWKO-CaHUTApHOW MOMOLLbI, a Takke Ha
3aperncTpMpoBaHHble FeKapCTBEHHble CPEACTBa, BKIMOYEHHblE B MepedeHb MeKapCTBEHHbIX CpeacTs,
HeobXoaAUMBIX ANs NevYeHUs KopoHaBupycHowm uHdekumm (COVID-19), ytBepxaaembii MuHUCTEPCTBOM
3gpaBooxpaHeHns  Kbiprbidckot Pecnybrnvku B nopsigke, onpegensemMoM BpemeHHbIMM  mpaBunamm
perynMpoBaHuns LeH Ha nekapcTBeHHble cpefctBa B Kbiprbidackon Pecnybnuke, yTBepXAEHHbIMU MYyHKTOM
2 HacCToSLL,ero NnOCTaHOBIEHUS.

(B pedakyuu nocmaHosneHuli KabuHema MuHucmpos KP om 28 urona 2021 eoda Ne 91, 20 mas
2022 eoda Ne 268)

4. MwvHucTtepcTBy 3apaBooxpaHeHus Kbiproidackon Pecnybnmku COBMECTHO € YMOMHOMOYEHHbIM
rocyjapCTBEHHbIM OpraHoM B cdepe aHTUMOHOMOMNbLHOrO pPerynMpoBaHuUS:

- NPUHSTL HEOBXOAMMbIE MEPbI, BbITEKAIOLLME M3 HACTOSILLEr0 NOCTAHOBEHNUS;
- NPOBECTN pPa3bsCHUTENBHYH pPaboTy cpean cyObekToB drapmaleB TUMECKOW OesTeNbHOCTY;
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- B Clyyae YCMeLlHOW peanu3auvu nuoTHOro MpoeKTa, B YCTaHOBMEHHOM Mopsiake pa3pabotats u
BHECTM Ha paccmoTtpeHne KabuHeta MwuHucTtpoB Kbiprbidackon Pecny®nukm COOTBETCTBYHOLLME MNPOEKThI
HOpPMaTBHbIX NPaBOBbIX akToB Kbiprbidackoii Pecnybrvku Mo perynupoBaHUio LEeH Ha NEKaPCTBEHHbIE
cpencTBa, BKMOYEHHble B HauMoOHambHbIN NepedYeHb XU3HEHHO BaXKHbIX NEKAPCTBEHHbLIX CPEACTB.

(B pedakyuu nocmarosneHuli KabuHema MuHucmpos KP om 28 urona 2021 eoda Ne 91, 20 mas
2022 200a Ne 268)

5. KoHTpormb 33  WCMOMHEHMEM  HaACTOsILLLEro  MOCTAHOBMEHUST  BO3NOXWUTL Ha  OTAen
30 paBOOXPaHEHNs M coumanbHol 3awiutel AgMuHucTpaumm MNpesnaeHta Koipreidckon Pecny6nku.

(B pedakyuu rmocmaHosnieHuss KabunHema Murnucmpoe KP om 28 utonisi 2021 20da Ne 91)

6. HacTtosiiee nocTaHOBNEHMe BCTynaeT B CUY NO WCTEMEHUM [BYX MeCsUeB CO [AHSA
odmumManbHOro onyonvMkoBaHUs, 3a WCKMOYEHUeM rnaBbl 7 BpemeHHbIX npaBun perynmpoBaHus LEeH Ha
nekapctBeHHble cpenctBa B Kbiprbidackon Pecny6nvke, yTBEPXKAEHHbIX MYHKTOM 2  HACTOSILLLEro
NMOCTaHOBIIEHUS, KOTOpasi BCTynaeT B CUIly MO WUCTEYEHMM LUECTM MECSUEB CO [OHS OdmuMaribHOro
onybnmkoBaHusa u gencteyet o 31 gekabpsa 2022 ropa.

(B pedakyuu nocmaHosneHus KabuHema MuHucmpos KP om 28 uroniss 2021 2oda Ne 91)

Onyb6rniukosaH & 2azeme "OpkuH Too" om 15 Hos6ps 2019 2o0a N 95

MpeMbe p-MUHUCTP
Kbiprbizackon Pecnybnukum M.AGbinrasveB
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MpunoxeHne

(k nocmaHoeneHuro
lpasumeniscmea Kbipebi3ckolu
Pecnybnuku
om 29 okmsibpsi 2019 2o00a Ne
579)

BPEMEHHbIE NPABUIIA
perynupoBaHu s LieH Ha NeKkapcTBeHHble cpeacTBa B
Kbiprbizckoun Pecnyonuke

(B pedakyuu nocmaHosneHuli KabuHema MuHucmpos KP om 28 utons 2021
200a Ne 91, 20 mas 2022 20da Ne 268)

MnaBa 1. O6LwWMe nonoxeHuns

1. Hactoswune BpemeHHble npaBura perynMpoBaHMs LEeH Ha feKkapCTBEHHble cpeacTBa B
Kblpreiackon Pecnybrnivke (ganee - BpemeHHble npaBuna) yCTaHaBnMBalOT MOPSAOK PErynmpoBaHMs LIEH
Ha:

- nekapCTBEHHble CPeACTBa, BKMIOYEHHblE B CMNPaBOYHMK NEKAPCTBEHHbLIX CPEACTB, BO3MELLaeMblX
no [ononHutenbHOM nporpamme  obsi3aTenbHOr0  MeauuUMHCKOro  cTpaxoBaHust U [porpamme
rocyJapCTBEHHbIX rapaHTUii No obecneyeHuo rpaxaaH MegyKo-CaHUTapHOW MOMOLL bHO;

- 3aperucTpuvpoBaHHble feKapCTBEHHble CpeacTBa, BKIMOYEHHbIE B MNEpevYeHb JieKapCTBEHHbIX
cpenctB, HeobXOoOouMMbIX AN NEYEeHUs  KOpPOHaBUMPYCHOW  uHdpekumm (COVID-19), yTBEpXAaembin
MuHncTepcTBoM 3apaBooxpaHeHns Kblprbisckon Pecny6nvku.

[HelictBMe HacTosAWwuX BpemeHHbIX NpaBun He pacnpoCTPaHSeTCs Ha NeKapCTBEHHblIE CPEACTBa,
npoun3BefeHHblIe OTeYECTBEHHbIMW MPOM3BOAUTENAMU, HA NeKapCTBEHHble CpeAcTBa C LEHOW MOCTaBKU
no 100 (ct0) comMOB, a TakkKe Ha HapPKOTUYECKME M MNCUXOTPOMHbIE JIEKAPCTBEHHbIE CpencTBa,
nognexawine koHtporto B Kblprbisckon Pecnybnvke cormacHo nocTaHoBreHuo — [paButenbcTBa
Kbiprbidackon Pecnybrnukn "O HapkOTMYeCKUX cpeactBax, MCUXOTPOMHbIX BeliecTBax M MNpeKkypcopax,
noanexaw,mx koHtpono B Kblprbidckoni Pecnybnuvke" ot 9 Hosbpa 2007 roga Ne 543. lNpu atom npu
ONTOBOM W PO3HUYHOW peanu3aumm NeKapCTBEHHLIX CpeacTB C UeHom noctaBkn o 100 (cto) comos,
HaLEHKN He OOrKHbl npeBbiwate 50 (NATbOECAT) MPOLEHTOB OT CTOMMOCTU MOCTaBKMU.

(B pedakyuu nocmaHosneHuss KabuHema MuHucmpos KP om 20 mas 2022 2o00a Ne 268)

2. B HacTosiwmx BpeMeHHbIX npasuax wnCNonb3yrwTCA cleayrouine OCHOBHblE TEPpMUHbI U
NOHATUA:

1) 3aMeKTPOHHbLIN KaTanor LeH Ha JeKapCTBeHHble cpeacTBa (Aanee - KaTanor uUeH) -
anekTpoHHan 6asa OaHHbIX, SABMALLAACA eAWHbIM WHGOPMALMOHHLIM MCTOYHWUKOM 3aperMcTpupoBaHHbIX
LeH, npenenbHbIX OMTOBLIX M PO3HUYHBLIX LieH Ha NeKapCTBEHHble CPEeACcTBa;

2) 3aperMcTpMpoBaHHasl LeHa - LeHa B HaUMOHamnbHOM BamnioTe, BKIMOYEHHAs B KaTanor LeH,
onpepensieMasl B COOTBETCTBMM C HaCTOSILLMMW BpeMeHHbIMK npaBunamu;

3) 3asBUTeNb - OepXaTerb PerucTpPaLMoHHOrO YAO0CTOBEPEeHVs O rocydapCTBEHHOW peructpaumn
nNeKapcTBEHHOro cpeacTBa (Oarnee - perucTpauMoHHOe YOOCTOBEpeHue), SIBNSALWMIACA opUaNYEeCcKUM
nMuom, NMBO ero YnorHOMOYeEHHbI NpeacTaBuTeNlb, MPaBOMOYHLIA NodaBaTb 3asiBrieHne, OOKYMEHTbl U
matepuanbl Ha yCTAHOBMEHWE 3aperncTpMpoBaHHON LEeHbl Ha NeKkapCTBEHHOe CPencTBO;

4) MeAMaHHaA LUeHa - LUeHa, paccyutbiBaeMaa nytemM paHXupoBaHUA npencTaBJieHHbIX
pe(ItEpeHTHbIX LUeH no BO3pacTaHUo, M3 KOTOPbIX CpeduHHaaA LeHa NMpU3HaeTCcA MELVaHHON LIEHOW;

5) MOHWUTOPUHI - npouecc HabnogeHus, cGopa, dwiKcauuu, aHanvM3a LeH Ha JleKapCTBEHHble
cpencTBa, OCYLLECTBSAEMbIA YMNOSIHOMOYEHHLIM OpraHoMm;
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6) npeAenbHasi ONTOBasi LeHa Ha fleKapCTBEHHOE CPeACTBO - MaKCMManbHO AOnycTUMmas
onToBasl LEHa Ha fekapCTBEHHOE CPEeACTBO, OMpeaeneHHas nyTeM [Ao0GaBfeHWsl ONTOBOW HaLEHKU B
[AEHEXHOM BbIPaXKEHUM K 3aperncTpMpoBaHHOM LEHe Ha JiekapCTBeHHOe CPeacTBo;

7) npefenbHas poO3HUYHasA LeHa Ha neKapcTBeHHOe CpeAcTBO - MakCUManbHO AonycTumas
PO3HMYHAsA LeHa Ha nekapcTBEHHOe CpefCcTBO, onpederieHHas nyteM 000aBneHust PO3HUYHOM HaUEHKM B
OEHEeXHOM BbIpaXKeHUU K npeferibHON ONTOBOW LieHe Ha fekapCTBEHHOe CpenCTBO;

8) pecdepeHTHble CTpaHbl - MepeyYeHb CTpaH, YKa3aHHbIA B MNPUMOXKEHMUM 4 K HacTOsIL UM
BpemeHHbIM npaBunam, nNpuHATBLIA ON9 CPpaBHEHWS LEeH Ha NeKapCTBEHHble cpefcTBa Mpu nposegeHun
npoueaypbl peructpaumm LieH;

9) TOoproBoe HauMMeHOBaHWE RneKapCTBEHHOro cpeacTBa - HauMMeHOBaHWe, Mo4 KOTOPbIM
3aperncTpmMpoBaHoO ekapcTBEHHOE CPeLACTBO;

10) ynonNMHOMOYEHHbLIW opraH - nNoABedOMCTBEHHOE noapasfeneHve  YNONHOMOYEHHOro
rocygapctBeHHoro opraHa Kbiprbidackori Pecnybnvku B obrnactv 34paBOOXpaHeHusi, perynuvpyiollee
obpall eHne neKkapCTBEHHbIX CPeaCcTB U MeOUUMHCKUX U3L4enun;

11) ueHa nocTaBKM nekKapcTBeHHbIx cpeactB B Kbiprbizckyto Pecny6nuky (manee - ueHa
NocTaBKWU) - LeHa IeKkapCTBEHHOro CcpeacTBa, YKasdaHHas B cueTax-hakTypax/ToBapHbIX HaknagHbIX
(vHBOWICaAx), MpedocTaBrnsiemMasi 3asBUTENEM AN peructpauuv UeHbl. LleHa noctaBku B 3aBMCMMOCTU OT
YCINOBWI [0roBOpa MOCTaBKM BKMOYaeT MO0 He BKMOYaeT B cebs 3atpatbl Ha TPaHCMOPTUPOBKY,
CTPaxoBKy ToBapa.

3. PerynupoBaHue LUeHbl MPOM3BOAUTCA MO HAMMEHOBAHUIO  JIeKApCTBEHHOrO CpeacTsa,
yKasaHHOMY B pPermcTpaumoHHOM YAOCTOBEPEHUN.

[epxatenb perncipaumMoHHOrO YAOCTOBEPEHWs [AOSbKeH nogatb B YNOMHOMOYEHHbIA  opraH
3agBfieHVe O pernctpauuun LeHbl Ha nekapcTBeHHoe cpencTBo B TeveHue 30 kaneHaapHbIX AHEW ¢ Aatbl
BKMIOYEHNS NEKapCTBEHHOrO0 cpeacTBa B CNpPaBOYHUK FNEKApCTBEHHbIX CPeAcTd, BO3MELLaeMblX MO
[ononHuTtenbHom nporpamme obs3aTensHoro MeOULIMHCKOro CTpaxoBaHus " Mporpamme
rocyJapCTBEHHbIX rapaHTMin no obecneyeHuto rpaxgaH MeOuKO-CaHUTapHOW MNOMOLLb  Wunu B
nepeyveHb IeKapCTBEHHbLIX CpeacTB, HEOOXOAUMbIX AN fledeHus KOopoHaBupycHom uHdekummn (COVID-
19), yBepxgaembii MuHuctepctBoM 3gpaBooxpaHeHuss Kbiprbidckon Pecny6nmku.

(B pedakyuu nocmaHosneHuss KabuHema MuHucmpos KP om 20 mas 2022 2o00a Ne 268)

4, PerynMpOBaHme UeH Ha JneKapCTBEHHble cpeacTBa OCYyLleCTBIiA€TCA B Lendax obecneveHus
9KOHOMUYECKOM LOCTYMHOCTU SIeKapCTBEHHbLIX CPeaCTB M BKIKOYaeT B cebs cnegywouine atanbl:

- NpueMm 3asiBNieHUIn 0 PermcTpaummn LeH Ha NeKkapcTBEeHHbIe CpeacTBa;

- perucTpaunsi LieH Ha NekapCTBEeHHbIe CPencTsa;

- YCTaHOBMEHME W YTBEpXKAeHWe npederbHbIX OMNTOBbIX W PO3HWUYHLIX LIEH Ha fekapCTBEeHHble
CpeacTBa;

- BHECEHVE YTBEPKOEHHbIX LIEH B KaTaror LeH;

- BHECEHME U3MEHEHWUI B 3aperMcTpupoBaHHbIe LieHbl Ha NeKapcTBEeHHbIe CPeaCcTBa;

- MOHUTOPWHI W KOHTPONb 3a CcobmiogeHneM npedesibHbiX OMTOBbIX WM PO3HUYHBIX LEH Ha
neKkapcTBeHHble cpefcTBa cybbektamu dapMaueBTUHEeCcKOn AesTenbHOCTU.

5. YcTaHoBREHHbIE YMOMHOMOYEHHBLIM OpPraHoM npederibHble OMNTOBbleE M PO3HUYHbIE LEHbI Ha
nekapCcTBEHHblE cpeacTBa LEWCTBYHT Ha Bcen Tepputopum Keiprbidackon Pecnybnvkn n  sBnaioTca
obsizaTenbHBIMU AN BCeX CYyObeKToB (rapmaLeBTUY eckori AesaTeNbHOCTU.

6. 3anpelwiaetcsa peanusauMs feKapCTBEHHbIX CPeaCTB MO LUeHe Bbllle YCTaHOBEHHbIX
npegenbHbIX OMTOBbIX W PO3HUYHBIX LIEH C [aTbl BHECEHWS VX B KaTtanor LeH:

- Ana onToBbIX (APMAaLEBTUHECKUX oOpraHu3aumn - no uctedenun 30 (Tpuauatb) KaneHdapHbIX
aHen;

- ONSl PO3HUYHbIX hapMaueBTHECKMX OpraHuM3aumin - No UctedeHun 45 (Copok nATb) KaneHgapHbIX
OHen.

3anpewiaetca  BBO3  leKapCTBEHHbIX CpPeAcTd, NoanexalwiuMx  LeHoperynuposaHuio,  6e3
perucTpauun LeHbl B NOpsifiKe, yCTAHOBIIEHHOM HacTosAW UMY BpemeHHbIMM npaBunamu.
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(B pedakyuu nocmaHosneHuss KabuHema MuHucmpos KP om 20 mas 2022 2o00a Ne 268)

7. Jluua, vmewowmre [OCTYyN K KOHGMAEHUManeHoW uHdopMaumm Wunm KOMMEPYECKON TalHe,
OTHOCSILLLENCA K npoueaype peructpaumm LeH Ha JiekapcTBeHHble cpencTBa, BCNEACTBUME 3aHMMaeMoW
OOJDKHOCTW,  MOSNIOXKEHUS WM BLINOSMHEHWs  obsA3aTtenbCcTB, 00s3aHbl  cobrnogats  TpeboBaHusA
3akoHopatensctBa Kbiproiackon Pecnybnmku no oxpaHe KoHdmaeHumanbHoW uHdopmMaumm  wunm
KOMMEPYECKON TaWHbI.

MnaBa 2. NMpueM 3asiBNeHU 0 perucTpaumm LueH

8. [Ina pervcipauum UeH Ha rneKkapcTBEHHble cpeactBa Ha Tepputopun Kbiprbidackon Pecny6nuvkm
3asgBuUTEeNb MOJAET B YMOMHOMOYEHHBIN OpraH MUCbMEHHOe 3asiBreHue no dopme COrfiacHO MPUMOXKEH U0
1 K HacTosWw MM BpemeHHbIM npaBunam.

K 3agBneHuto npunaratoTcs:

- KOMWsI [OBEpPEeHHOCTW, NOATBEpXKAaloLen MNONHOMOYMS NPeACTaBUTENs 3asBUTENs, Aepxkartesns
PErMcTpaLMoHHOro YA 0CTOBEPEHUS MO PerMcTpaumy LEH Ha NekapcTBEHHbe CPeacTBa;

- CBefeHMs O LeHax MNOCTaBOK Ha reKapCTBEHHOe CpeacTBO 3a nocriegHue 12 mecdues, C
pacyeToM CpeaHEB3BELUEHHOM LeHbl MOCTaBkK, MO opmMe COorfacHO MpPUIIOXKEHUI0 3 K HaCcTOsLW UM
BpemeHHbIM npaBunam. PacyeT cpegHeB3BeLLEHHOW LeHbl NMOCTaBKM OCYLL ECTBISETCA B COOTBETCTBUM C
nopsiKoOM, COrflacHO MPUNOXKEHUIO 2 K HacTosAWw MM BpemMeHHbIM npaBunam;

- KOnNuM He MeHee 15 cueToB-bakTyp (MHBOMCOB) UMM TOBAPHbIX HaKMagHbIX NMOO Konuu Bcex
cyeToB-GaKTyp (MHBOWCOB) WNM TOBapPHbIX HaKMagHbIX, €CMM KONMYECTBO MOCTaBOK MO KOHKPETHOMY
nekapcTBEHHOMY CpeacTBy 3a 12 mecsaueB He npeBbiwaeT 15 cyeToB-akTyp (MHBOWCOB).

Mpy 3TOM, NepecyeT MHOCTPaHHOM BanoTbl B BamoTy Kbiprbidckon Pecnybrvkn gns pervctpaumun
LeHbl Mpou3BOaMTCA 3aaBuTenaMM no Kypcy HauuoHanbHoro 6aHka Kelprbidackon Pecny©6nvky,
AeNCTBYIOLL EMY HA OeHb NPOBEAEHUS] pacyeTos;

- CBELEHVS O 3aperncTpuMpoBaHHbIX LIEHaxX Ha NEKapCTBEHHOE CPEACTBO B pediepeHTHbIX CTpaHax,
C YKasaHWeM WCTOMHMKA MWHJGOpMauMnM (ccbifika Ha odmuuanbHble CalTbl 3aperMcTpUpOBaHHbIX  LIEH
NEKapCTBEHHBIX CpeacTB pedepeHTHbIX CTpaH), no dopMe, COrMacHO MNPUIIOKEHUIO 4 K HACcTosLW UM
BpemeHHbIM npaBunam.

B cnyyae, ecnu nekapcTBeHHOe CpPEACTBO peanusyeTcsl B pediepeHTHbIX CTpaHax nogd Opyrim
TOProBbIM HauMMeHoBaHWeM, B OpMe O 3aperMcTpupoBaHHbLIX LeHax JieKapCTBeHHOro cpefacTsa B
pedepeHTHbIX  CTpaHax 3asiBUTENb  YKasblBaeT COOTBETCTBYHOLLEE TOPrOBOE  HaVMEHOBaHWe W
3aperncTpupoBaHHble LeHbl NPOU3BOAMTENS Ha fleKapCTBEHHOE CpeacTBoO.

Mpyn KoHBepTaUMM YKa3aHHbIX LUEH B pedepeHTHbIX CTpaHax B  HauUMOHarbHYyl  BanoTy
ucrnonb3ylTca  odmumanbHble  KYpPCbl  MHOCTPaHHbIX  BamoT HaunoHanbHoro 6GaHka  Kbiprbiackon
Pecny6nvkn Ha AeHb NpoBeAeHUss pacyeToB.

B cnyyae HecBOEBpeMeHHOW Nogayn 3asiBrieHUs O PerucTpauuM LieHbl NEeKapCTBEHHOrO CpeacTBa
3asBuTENEM, YMOSIHOMOYEHHLI OpraH CaMOCTOATENbHO MNPOBOAWUT pacyeTel W PErUCTPUPYET LEHY
NekapCTBEHHOrO cpefcTsa.

9. B cnyyae otcyTcTBUS WHGOPMaUUM O 3aperucTpupoBaHHOMN LieHe Ha feKapCTBEHHOe CPpeacTBO
B pedepeHTHbIX CTpaHax, 3asBuTeNb 00s13aH npefocTaBUTb  MHopMaumio, NoaTBEPXKOAIOLWL Y 3TOT
dakT  (odmumanbHOe NMCbMO  NPOU3BOAWUTENS  MEKapCTBEHHOro cpeactBa WunM - cCbifika  Ha
ofMuUManbHbIe CalTbl 3apPErMCTPUPOBAHHBIX LIEH NEKAPCTBEHHbIX CPEACTB pedepeHTHbIX CTpaH).

B cnyyae, ecnu 3asBnsemMoe neKapCTBEHHOE CPEACTBO  OTIMYaETCA MO  KONMYecTBy
[03/06beMy/KOHLEHTPaLUUM OT 3aperncTpMpoBaHHOrO Mo LeHe B pedepeHTHbIX CTpaHax feKapCTBEHHOro
cpedcTBa, AN pacyeToB OTOMpaeTcs fNeKkapCcTBEHHOE CPeACTBO B pedepeHTHbIX CTpaHax, Hawbonee
COOTBETCTBYIOLLLEE 3aSABMEHHOMY MO KONMMYecTBY [03/00beMy/KOHLEHTpauMm M BbIBOAUTCA LEeHa OAHOW
003bl  Mnn  onpeaeneHHoro(on) obbema/KoHUEHTpaumm OToOpaHHOrO  NIEKApPCTBEHHOTO CpeacTBa U
nepecyMTbIBaeTCsl Ha KONMMYeCcTBO [03/06beM/KOHLEHTpaLUMIO 3asiBIIEHHOrO Jiekapc TBEHHOro cpenciea B
OOHOW ynakoBKe.

10. YNOMHOMOYEHHBIN OpraH MNPUHUMAaET 3asiBNEHMS B 3NIEKTPOHHOW (OpMe 4epe3 CBOW CanT B
pexvmMe OHMaiH unM Ha OymaxHoM Hocutene. [py nogave 3asiBNEHUss B 3MEKTPOHHOM  opme
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3asBUTENb MPUKPENIIAET K 3asBMEHUI0 OTCKaHMPOBAHHbIE AOKYMEHTbI, YKasaHHble B MyHKTe 8 HaCTOALLMUX
BpeMeHHbIX npasur.

3agaBuTenb yaocToBepdeT nogady 3adBlieHnA U OOKYMEHTOB SHeKT'pOHHOV’I noanuncbio.

11. YNOMHOMOYEHHbIN OpraH OCYLLEeCTBNAET peructpaumilo 3asdBrieHus M AOKYMEHTOB B AeHb MX
npvema.

YNOMHOMOY€EHHbIN OopraH pasMellaetr n exeHenaernbHo OOHOBNSIET Ha CBOEM Od]/ILI,VlaJ'IbHOM cante
I/IHdZDpMaLI,I/IIO O NOCTYNMBLLUKMX Ha pacCMOTpeHune 3adaBlieHUAX.

MnaBa 3. Perncrpauus ueHbl Ha NneKapcTBeHHOe CpeACTBO

12. [Ona peructpaumm UeHbl Ha neKkapCTBEHHOE CPeACTBO YMOMHOMOYEHHbIN OpraH npoBoAuT
NpoBepKy  AOCTOBEPHOCTM  MNpedoCTaBfieHHOW  MHopMauMu O 3aperucTpupoBaHHOM  UeHe B
pedepeHTHbIX CTpaHax W NpoBepsieT pacyeT CpedHEB3BELUEHHOM UeHbl nocTaBku. [poBepka
OCYLLLeCTBMAETCA MNyTemM NOOTBEPXKAEHNA MOMyYeHHbIX OT 3asBuTener AaHHbIX. [na noaTtBepXaeHus
NOmyYeHHbIX AaHHbIX YMOMHOMOYEHHBI OpraH BrpaBe 3anpocuTb OT 3asiBUTENen KOnuuM [OKYMEHTOB O
draKkTM4ecKkux BbINnatax 3a NocTaBKy ToBapa.

B crnyyae BbISIBNEHUs1 3aBblLEHUSI LieHbl MOCTaBKW, YMOMHOMOYEHHbI opraH BripaBe 3aTpeGoBaTb
OT 3asiBUTENS MNUCbMEHHOE OOOCHOBaHWME MNPUYMH MPEBbLILEHUS B TeyeHne 5 pabouux AHel € Aatbl
ronyyeHust 3anpoca.

Mo pesynbTataMm NpPOBEPKU YMOMHOMOYEHHbIA OpraH 3arorHseT COOTBETCTBYHOLIME rpadel dopMm
"CBefeHMs O LeHax MOCTaBOK Ha IleKapCTBeHHoe cpedctBo 3a 12 MecsiueB (CormacHO HakmagHbIM,
uHBoncam)" n "CBegeHus O 3aperMcTpyMpoOBaHHbLIX LiEHaX Ha JlekapCTBEHHOE CpeacTBO B pedepeHTHbIX
cTpaHax", NpeacTaBfieHHbIX 3asBUTENeM AN perucTpaumm LEeH, C yKa3aHWeM MOSyYeHHbIX AaHHbIX WU
WCTOYHUKOB MHGOpMaLInK.

B cny4yae pacxoxOeHust MONyYeHHbIX pacyeToB, YMOSIHOMOYEHHbLI OpraH pyKOBOACTBYETCSH
pacyeTamy, MOMyYEHHbIMU B pe3ynbTaTe MPOBEPKW, O YEM MUCbMEHHO YBEeOOMISeT 3asBuTens B
TedeHne 5 paboumx gHew C gaTbl 3aBepLUEHUs NPOBepky pacyetoB. K yBeLOMMEHUO NpuWKagblBaloTCs
konun copm "CBeaeHnst 0 LieHax MOCTaBOK Ha JiekapCTBeHHOe cpedcTBo 3a 12 mecsues" n "CBegeHus o
3aperncTpmpoBaHHbIX LieHaX Ha fiekapcTBEHHOE CpencTBO B pedrepeHTHbIX cTpaHax".

13. AHanu3 uUeH NpoBOAWUTCA MexXAy feKapCTBEHHbIMW cpefcTBamu, COOTBETCTBYHOLLMMU MO [03e€,
dacoBke, NeKapcTBEHHOM ¢opMe, MOTPEOUTENBLCKOM YNakoBKe NEKApCTBEHHOIO CpencTBa.

14. Tllocne 3aBeplleHVs npoueaypbl MPOBEPKM NpeacTaBreHHbIX pacveToB, CpeAHEeB3BeLleHHas
LeHa MOCTaBKM CpaBHUBAETCS C MNOSlyYeHHOW MegunaHHoW ueHon. K HaumeHbluen u3  MonyYeHHbIX
3HavyeHu npubaBnsSIOTCA Pacxodbl Ha ynnaty TaMOXEHHbIX MOWmMH (COOpOoB), CBSI3@HHbLIX C BbIMYCKOM
TOBapoB, Haroros, nNPeAyCMOTPEHHbIX 3akoHodaTtensctBoM  Kblprbisackon Pecnybnvkm B cdepe
TaMOXXEHHOro Aena M HanoroebiM 3akoHopaTtenbCTBOM Kbiprbidackon Pecnybnuvkn. [MonyyeHHaa cymma
perucTpupyetcs B KaTarnore UeH W MpU3HaeTCa 3aperucTpuMpoBaHHOM LEHOW, W UCMOonb3yeTcs B
nocriegytowiem ona onpegeneHns npeaenbHbIX ONTOBbIX U PO3HUYHBIX LIEH.

15. lMpn oTcyTCTBUM MHGOPMaUMM O 3aperncTpvpoBaHHbIX LEHaxX Ha fekapcTBeHHOoe CpedcTBO B
pedepeHTHbIX CcTpaHax W MOATBEPXKAEHUM 3TOro aKkTa YMNONMHOMOYEHHLIM OpraHoM MyTeM BHECEeHUsi
3anMcuM B COOTBETCTBYHOLW YO rpady ¢opMbl, MNpPeacTaBneHHOM 3asBuTeneM ANs perncipaumm  LeH,
peructpauuy MOANEXWUT CyMMma CpedHeB3BELLEeHHOW LeHbl MOCTaBKM iekapCcTBEHHOro cpeactsa W
pacxogoB Ha ynmaty TaMOXEHHbIX MowmuH (c6opoB), CBA3aHHBLIX C BbIMYCKOM TOBapOB, HAroOroBs,
NpeayCcMOTPeHHbIX  3akoHodatensctBoM Kbipreisckon Pecnybnvkn B cdepe TaMOXEHHOro gerna u
HarnoroBbIM 3akoHoAaTtenscTBoM Kbiprbisckon Pecny6nmku.

Mpyn oOTCyTCTBMM MOCTAaBOK JiekapcTBeHHoro cpencta B Kobipreidckyto Pecnybrinky paHee,
peructpauum nognexuT cyMMa MeduaHHOW LieHbl U pacXOA0B Ha ynraty TaMOXEHHbIX MOWMH (c60poB.),
CBA3aHHbIX C BbIMyCKOM TOBapOB, HamoroB, MNpeayCMOTPEHHbIX 3akoHOoA4aTeNnbCTBOM  KbIprbiackon
Pecnybnvkn B cdepe TamMOXEHHOro [ena v HamnoroBbiM 3akoHopaTensctBoM Kbipreidckon Pecny6nvku.

Mpn OTCYTCTBUM MOCTABOK JieKapCTBEHHbIX cpeact® B Kbiprbisckyto Pecnybrnvky paHee u
OTCYTCTBUM MHGOPMaLMK O 3apEerncTpvpoBaHHbIX LIEHaX Ha IleKapCTBEHHOE CPeACTBO B pedepeHTHbIX
CTpaHax, perucTpauumM nOANeXuT LeHa nepeon noctaBku B Kbiprbidackyto Pecny6nuky.
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(B pedakyuu nocmaHosneHuss KabuHema MuHucmpos KP om 20 mas 2022 2o00a Ne 268)

16. Mpu npoBeaeHUM Npoueaypbl PerncTpauuM LieH YMONHOMOYEHHbI opraH BrpaBe 3anpalluvBaTb
vHdopMaumMio OT 3asiBuTeneil, UMEIoLMX [OOCTyN K aHanuaupyembiM maTepuanam. 3assButenb [OSDKeH
npenocTaBuTL 3anpallivBaemMyto MHOpPMaUMio B TeYEHWE AecsaT pabounx OHEW.

Peructpaums ueHbl Ha nekapcTBEHHOE CPeAcTBO, BKMOYas 3anpoc AOMOMHMTENbHOW YTOYHSAOLLEN
MHdopMauun, ocylectBnsieTca B cpok A0 40 (copok) paboymx OHeW ¢ Aatbl NOCTYNSEHWUS 3asiBrieHUS B
YMONHOMOY€EHHbIA OpraH.

B cnyyae, ecnm B TeYeHMe cpoka perucipauMu LeHbl MpPOM3OWAET U3MeHEHVe Kypca
HaLWOHarnbHOW BaroTbl MO OTHOLUEHUIO K MHOCTpaHHo# Barniote Goree yem Ha 5 (MsiTb) MpoLeHTOB, Mpu
YCIOBUM COXpaHeHusi kypca B TedeHue 10 (Oecsitb) KaneHAapHbIX [HeW, 3asiBUTEMb BhpaBe OTO3BaTb
CBOe 3asiBeHMe U nogatb ero MOBTOPHO C YYETOM WM3MEHMBLLErocs Kypca HauvoHanbHOW BamoTbl. [ns
OT3blBa 3asiBIeHWs1 3asiBUTENb MOLAET B YMOMHOMOYEHHbIA OpraH MUCbMEHHOE 3asiBNEHWE C YyKasaHWeMm
MPVYUHBI OT3bIBA.

17. Perncipaumsi UeHbl, YKasaHHOW B HACTOSILLEM MYHKTE, OCYLLECTBISIETCA B COOTBETCTBMM CO
CPeAHEB3BELLEHHON LIEHON, 6e3 ocyLlecTBneHUs npouenyp, NpeayCMOTPEHHbIX B MyHKTE 12 HacTOsILLUX
BpemeHHbIX npaBun, a MMEHHO:

- eC/iM neKkapCTBeHHOe CpeacCTBO ABNAeTCA €O4WHCTBEHHbIM 3aperncTpupoBaHHbIM MO aKTMBHOMY
cbapmau,esmquKomy WMHrpeguneHTy B AaHHOMN TepaI'IeBTI/I'-'IeCKOIZ rpynne;

- (ympamun curly 8 coomeemcmeuu ¢ rnocmaHosneHuem KabuHema MuHucmpos KP om 20 mas
2022 eoda Ne 268)

(B pedakyuu nocmaHoseneHuss KabuHema MuHucmpos KP om 20 mas 2022 2o0a Ne 268)

18. [Jaton perncipaumMm LEeHbl JEKApCTBEHHOrO CpeAcTBa CUYMTAeTCs fgdata  BHECEHUs
3aperncTpMpoBaHHON LeHbl B KaTarnor LeH.

19. 3aperncipupoBaHHas LeHa Ha NeKapCTBEHHOE CPELCTBO OENCTBYET B TeYEHME OOHOro roga C
Aatbl pernctpaumn.

MnaBa 4. OnpeageneHne npegernibHbIX ONTOBbIX U PO3HUYHbIX
LleH Ha NeKapCTBEeHHbIe cpeacTBa

20. YNOMHOMOYEHHLI oOpraH B LUenax perynupoBaHuMs LUEH Ha JekapcTBeHHble cpencTsa
yCTaHaBNMBaeT npederbHble OMNTOBbIE U PO3HWYHbBIE LieHbl MyTEM WMCNOMb30BaHWS PEerpecCUBHON LUKasbI
OMTOBON M PO3HUYHOW HALEHKW COrfacHO MPUIOXKEHMIO 5 K HacToAW MM BpemeHHbIM npasunam.

21. TpegenbHble ONTOBbIE LEHbl YCTaHaBMMBAOTCA nyTeM npubaBreHnss COOTBETCTBYHOLLEN
OMTOBON HaLEHKU B JEHEXHOM BbIP&XEHUN K 3aperncTpMpoBaHHOW LEeHe Ha NekapcTBeHHOe CpeacTBO.

|_|pl4 ONTOBOWN peann3aummn nekapcTtBeHHbIX CpeAcTB UeHbl Ha JieKapCTBEeHHble cCcpenctsBa He
OOJDKHbI NpeBbillaTe yCTaHOBJIEHHbIE MpeaeribHble ONTOBbl€ LEHbI.

22. TMpepenbHas po3HWYHAsi LEHa YCTaHaBnMBaeTcs MyTeM nNpuGaBreHUst COOTBETCTBYHOLLEW
PO3HWYHOM HaUeHKM B [EHEXXHOM BbIPAXEHWM K MpenenbHOn OMTOBOM LEHE Ha  JiekapcTBEHHOe
CpeAcCTBO.

Po3HM4yHas LUeHa Ha fekapCTBEHHOE CpeacTBO He  [AOfKHa MpeBblllaTb  YCTAHOBMEHHYHO
npeaenbHy0 PO3HUYHYHO LIEHY.

MnaBa 5. BHeceHue yTBepPXAEeHHbIX LLleH B KaTasior ueH

23. 3aperncTpupoBaHHasl LieHa, YCTaHOBMEHHbIE MpederibHble ONTOBble UM PO3HUYHbIE LEHbl Ha
neKkapcTBEHHble CpefcTBa BHOCATCS B KaTtanor UeH B [eHb MNpUHATUS pelleHust YNONIHOMOYEHHOro
opraHa O permcTpaLum LeHbl.

24, Katanor ueH 4BnsieTcs odmumanbHbiIM  UCTOMHMKOM  MHGOpPMaumMM O  3aperncTpupoBaHHOM
LeHe, NpefernbHbIX OMTOBbIX M PO3HUYHBIX LIEHAX HA NEKAPCTBEHHbIE CpeacTBa.

25. Kartanor ueH Beaetcst yNoSHOMOYEHHbIM OpraHoM B 3MEeKTPOHHOM dopmare, pasMelyaeTcs B
OTKPbITOM [OCTyNe Ha CcalTe YMNOfIHOMOYEHHOro OpraHa M ODHOBNSIETCS Ha MNOCTOSAHHOW OCHOBE B
peXXMMe OHMawnH.
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26. LleHbl BHOCATCS B KaTarnor LEH YNOrHOMOYEHHbIM OpraHoM B HaUMOHalbHOW BartoTe.

27. Kartanor ueH cogepXuT criegyoLyo MHopMauuio:

1) MexxgyHapoHOoe HenaTeHTOBaHHOE HauMeEHOBaHWE FEeKapCTBEHHOrO CpeacTBa;

2) ToproBoe HaMMeHOBaHVe FeKapCTBEHHOro CpeacTBa;

3) nekapcTBeHHass dopma, [03MpPOBKA  NIEKAPCTBEHHOTO  CpeacTBa WM KOMMYECTBO B
noTpedbuTenbCKON ynakoBke, ecriv NPUMEHUMO;

4) HaMMeHoBaHVe NpPOon3BOAUTENS;

5) HauMmeHOBaHve gepxaTenss  perncTpauMoHHOro  YAOCTOBEPEHVMS O  rOCyAapCTBEHHON
permctpauum nekapcTBEHHOro CpPeacTBa;

6) ykasaHue o cTpaHe NMPOUCXOXAEHUS;

7) 3aperncTpmMpoBaHHas LeHa;

8) npegenbHble ONTOBbIE M PO3HWYHBbIE LieHbl HA NeKapcTBEHHOe CpencTBo;

9) nata BHeCEHWst B Katanor LieH.

PapmaueBTMHECKME — OpraHM3aumv, 3aHMMaloLuecss ONTOBOW  peanu3aumeit  nekapCTBEHHbIX
cpedcTtB, o00si3aHbl MPMBECTM LEHbl Ha JleKkapcTBEHHble CcpeacTBa B COOTBETCTBME C  LieHamuy,
BHECEHHbIMM B Kartanor ueH, B TedeHve 30 (TpMauaTth) KaneHdapHblX [OHEW, a opraHusaumu,

3aHMMaKOLL MeCa PO3HUYHOW peanu3auven MeKapCTBEHHbIX Cpeacts, - B TeveHne 45 (copok naThb)
KaneHaapHbIX OHEn c gatbl UX perucTpaumn.

FnaBea 6. Mopsnok nameHeHMA 3aperMcTpMpoOBaHHOM LieHbI

28. /lameHeHne 3aperMcTpMpoBaHHOM LiEHbI Ha feKapCTBEHHOE CPEACTBO AOMyCKaeTCs He paHblue
90 (oeBAHOCTO) KarneH4apHbIX AHEeW ¢ AaTtbl perncTpaunm LEHbI.

N3MeHeHVe 3apermcTpuMpoBaHHOW LeHbl MPOU3BOAMTCS YNOHOMOYEHHLIM OpPraHoOM:

- B Chnyyae odmumansHoro obpalieHns 3assutens 006 W3MEHeHMM LeH MNOCTaBOoK Ha
neKapCcTBEHHbIE CpeacTBa AN pblHKa Kbiprbidackon PecnyOnmnkn n gpyrux pedepeHTHbIX CTpaH;

- MO MHMUMATMBE YMONHOMOYEHHOro opraHa, Mo pesynbTaTaMm aHamm3a, MCKIMYUTENBHO B Crlyyae,
€CMn B CTOMMOCTU fEKapCTBEHHbIX CPeACTB B pedepeHTHbIX CTpaHaX, BXOASLIUX B CeTb KOMMETEHTHbIX
OpraHoB, COTPYAHUYaKOLWMX B paMkax MNOMUTUKU LIeHOOOpa3oBaHMsA U BO3MelleHns B dhapMaueBtuke
BcemupHoi opraHM3auum 34paBOOXPAHEHUs, MPOM3OLLIIO CHUXKEHUE.

29. B cnyyae m3aMeHeHus1 Kypca HauMOHarbHOW BastoTbl MO OTHOLUIEHMIO K WHOCTPaHHOW BasntoTe
bonee 4yeM Ha 5 (MATb) NPOLUEHTOB C AaTbl perucTpauuy LeH, Mpu YCrOBUM COXPaHEHUs1 Kypca B TeYeHue
1 (oauH) Mecsua, 3aperucTipuvpoBaHHas LUeHa OyaeT nepecmoTpeHa B TeveHne 10 (gecsats) paboymx
OHen YMorHOMOYEHHbIM OpraHoMm, MO0 COBCTBEHHOM WHUUMATMBE, MO 3asiBNeHuio 3asButens o dakTte
U3MEHEHUs1 KypCa HaLMOHareHOW BarnoThl.

30. lNepecmMOTp UEH Ha neKapCTBEHHble CpeAcTBa OCYLLECTBMSETCA B COOTBETCTBUM C rraBon 3
HacToAW X BpemeHHbIX npaswun.

31. Tlo ucteyeHMn cpoka OENCTBUS 3apEerMcTPMPOBAHHOM LIEHbI M MPU OTCYTCTBMM OOOCHOBaHHbLIX
3asBneHnn 00 WM3MEHeHWM, CPOK [AEWCTBUS 3aperncTpyMpOBaHHOM LeHbl Ha NEKapCTBEHHOE CpPeAcTBO
aBToMaTMyecKkn npoasieBaeTcs YNOfHOMOYEHHbIM OpPraHOM Ha CNeayoL i rog.

MaBea 7. OcywecTBreHMe MOHUTOPUHIa U rocyfapCTBEHHOro
KOHTpoOnS 3a cobnogeHnem npeaesibHbIX ONTOBbIX U
PO3HUYHbIX LieH

BHumaHue! B coomeemcmeuu c¢ nyHkmom 6 rnocmaHosneHusi [lpasumenbscmea KP om 29
okmsibpsi 2019 2o00a Ne 579 Hacmosiwas anasa ecmyrnaem 8 Cusy Mo UCMeYeHUU wecmu Mecsues co
OHS ogbuyuansHo20 onybriukogaHUsl yKazaHHO20 rocmaHosrieHusi, u Oeticmeyem 0o 31 dekabps 2022
eooda.

32. MOHWTOPWHr  OCYLLECTBMSIETCH  YMONHOMOYEHHBEIM  OpraHoOM U YMOSIHOMOYEHHbIM
rocyapCTBEHHbIM  aHTVMOHOMOSMbHBIM ~ OpraHoM B LENsX NpoBedeHWs  oueHkM  3dbeKTMBHOCTU
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PEerynMpoBaH1si OMTOBbIX W PO3HWMYHBLIX LEH TeKapCTBEeHHbIX CPefAcTB MNyTeM perynspHoro cbopa
CTaTUCTUYECKOW WHGOpMaLMU MOCPEeaCTBOM:

- 3anpoca ONTOBbIX, PO3HWUYHLIX LIEH Ha feKapCTBEHHble CPeacTBa;

- doT0- M BMOEOCHEMKM (GMKCauMM) HEMOCPEACTBEHHO B MYyHKTaX peanu3aumy fekapCTBEHHbIX
CpeacTs;

- cbopa [JaHHbIX B OTKPbITbIX WCTOYHUKaxX (MHTEpHET, cpedcTBa MacCcoBOW WHdopmaumm,
ofMumManbHble CcanTbl, Mpanchl).

B cnyyae, ecrin B pesynbTate MOHWUTOpUHra OyayT BbISIBMEHbI HapyLleHUs TpeboBaHWUIM HACTOSILL UX
BpemeHHbIX npaBun, YMNOMHOMOYEHHbIN OpraH B TeyeHue 2 pabounx AHeW nocne BbiSBMEHWA nepegaet
uMmeroL necss marepuvarnsl B YMOMHOMOYEHHbIA rOCYAapCTBEHHbIN aHTUMOHOMOSBbHBIN OpraH And NPUHATUS
COOTBETCTBYIOLLUX MEpP B paMKax KOHTPOSIbHbIX hyHKLMWIA.

33. TocynapCTBEHHbIA KOHTPOSIb OCYLLECTBMAETCA MyTeM MNPOBEPOK cobnogeHns TpeboBaHum
HacTosILLMX BpeMeHHbIX npaBui yrnosIHOMOYEHHbLIM rOCYAapCTBEHHBIM aHTUMOHOMOSIbHLIM OpPraHOM U ero
TeppuTopuanbHbIMM NOApPasaeneHs M B COOTBETCTBUM C 3akoHopatenscTBoM Keiprbidckon Pecnybnuku
B cdoepe NpoBeaeHus1 NpPOBEPOK.

34. ®dapmaueBTMYECKME OpraHusauuu, 3aHUMaloLWMeCss OMTOBOM WNM  PO3HUYHOM peanunsaumen

neKapcTBEHHbIX cpeacts, 06s3aHbl COGMoAaTe YyCTaHOBMEHHblE MNpederfibHble OMTOBble WM PO3HWUYHbIE
LieHbl.

35. B cny4ae HecobniogeHns TpeboBaHMM HacTosWwMx BpemeHHbIX npaBun dapMaueBTUHecKue
opraHusaumuy, 3aHMMarolnecss OMTOBOW WM PO3HUYHOW  peanu3aumen  JieKkapCTBEHHbIX  CpencTs,
NPUBMEKalOTCA K OTBETCTBEHHOCTM B COOTBETCTBMM C 3akoHopatensctBoMm Kbiprbidckon Pecnybnvkm o
HapyLUEeHWsIX.

MpunoxeHne 1
kK BpemeHHbIM npaBunam
perynMpoBaHusi LieH Ha
neKkapcTBeHHble CpeacTsa B
Kbipreiackon Pecnybnvke

dopma

3AABIEHUE
O perncrpauumm ueHbl/BHECEHUN UBMEHEHNN B

3aperucTpMpoBaHHYIO LIeHY Ha NleKapCTBEeHHOe CPeaCTBO

(HaMmeHoBaHME YMONIHOMOYEHHOrO OpraHa)

(©U0)

P UO 3aaBuTENsa (HaMMeHOBaHWe opraHM3auum)

KOpuanyeckunii agpec:

dakmyeckni agpec:

TenedoH:

dakc:

SJ'IGKTpOHHaﬂ noyTa:

MpouzBoauTensb nekapcTBEHHOro cpeacTBa
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HanmeHoBaHue
neKapCTBEHHOrO cpencTBa:

KOpugundeckuin agpec
Npoun3BOAUTENS:

dakmyecknin agpec
npounssoanTens:

TenedoH:

dakc:

OneKkTpoHHast nouTa:

UHcpopmMauma o nekapcTBeHHOM cpeacTBe

Toproeoe HavmeHoBaHWe
NeKapcTBEHHOIO CcpeacTsa:

MexayHapogHoe
HenaTeHTOBaHHOe
HaMmeHoBaHve (npu
HanM4um):

Bug (HyXHoe oTMEeTUTL M O OpurnHanbHOe nekapCTBEHHOE CpPenCTBO NOA OENCTBMEM MaTEHTHON
3anonHNTL): 3aWuTbl, CPOK AenCcTBUA nateHta go " " 20
r.

O OpurnHanbHoe nekapCTBEHHOE CpPenCcTBO, CPOK AENCTBUS MaTeHTa
UcTeK

O OpurnHanbHoe 6uonorMyeckoe nekapcTBEHHOE cpeAcTBO Nog
OeNCcTBMEM MaTEeHTHOW 3allWTbl, CPOK OEeNCTBMA naTeHtTa go" "
20 r.

O OpurnHanbHoe 6uonorMyeckoe rekapCTBEHHOE CPEACTBO, CPOK
JENCTBMUA nNaTeHTa WUCTEeK

O MeHepuyeckoe nekapcTBEHHOE CPeACTBO

O Buoananor/6uocumunsp

JlekapctBeHHasn dopma:

[o3a/koHueHTpauus (ons
KOMOUHMPOBAHHBIX EKapCTB
yKasaTb KaXKAbl aKTUBHbIN
WHIrpeaneHT):

KonnyectBo B nepBrYHOM
(BHYTpEHHEN) ynakoBKe:

Konnyectso BO BTOPUYHOM
(noTpebutenbckon) ynakoBKe:

Homep perunctpaumoHHoro
yO0CTOBEPEHUS B
Kbipreiackon Pecnybnuke:

Kypc HaumoHansHoro 6aHka 1 ponnap CoeauHeHHbIX LtatoB Amepuku
Kbipreiackon Pecnybnunkn Ha 1 pocCHICKMIA py6Iib
Aaty npoBefeHus pacyeta

1 eBpo ;

1 Ka3axCTaHCKUW TeHre

LleHa 3a ynNaKkoBKYy O CpegHeB3BeLLEeHHasa LieHa NOCTaBKM Ha NeKkapCTBEHHOE CpenCcTBO:
NNeKapCTBEHHOro cpeactea

(HyXHOe oTMeTL 1 O MeanaHHasi LieHa Ha JiekapcTBEHHOe CpencTBoO (Mo
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3anonHnTL): 3aperMcTpupoBaHHbIM LeHaM B pedepeHTHbIX CTpaHax)

BapeructpupoBaHHas LUeHa B Kbiprbiackon Pecny6nuke:

MogoTBepkdalo, YTO MpeacTaBreHHas WHdopMaUMs O LeHax Ha FeKkapcTBeHHOe CPeacTso
noryyeHa 13 [JOCTOBEPHbIX MCTOMHUKOB W He BblMa UCKaKeHa K MOMEHTY MpeacTaBreHus.

B pamkax cBoel koMneTeHUMM 00sA3yloCb MpefoCTaBnsTe BCE MaTepuansl, Heobxoaumble Ans
peructpauum LeHbl WWnm U3MeHeHUsl 3aperncTpupoBaHHOM LieHbl Ha NekapCTBEHHOE CpencTBO.

[ata npoBenenust pacyetos: " " 20 .

Hata nogaun 3asBneHus: " " 20 T

(PNO, pormkHOCTL M NOANUCHL OTBETCTBEHHOrO nuuUa 3asdBUTENs)
MecTo neya™ (Npu HamM4mm)

MpunoxeHne 2
k BpemeHHbIM npaBunam
perynmpoBaHusi LeH Ha
nekapcTBEHHble CpeAcTBa B
Kblprbiackon Pecnybnuke

norPAAOOK
pacueTa cpeaHeB3BeLIEeHHOW LileHbl NOCTaBKU
neKapcTBeHHOro cpeacTsa

(B pedakyuu nocmaHoeneHuss KabuHema MuHucmpoe KP om 20 mas 2022
eoda Ne 268)

1. Mpu pacyeTe cpenHEB3BELLUEHHOM LEHbl MOCTABKM JIeKapCTBEHHOrO CpeacTBa YYUTbIBAKOTCA
cBefeHuss o6 obbemMax BBO3a B OTHOLUEHWM JIEKAPCTBEHHOrO CpeacTBa 3a Mepuof, OnpederieHHbIn B
COOTBETCTBMM C MYHKTOM 12 HacTosiLiMx BpemMeHHbIX npaBus, Mo KaXkAoMy MpPoM3BOAUTENO (3asiBUTENIO),
B paMKax OHOr0 PermcTpaLMoHHOro YA0CTOBEPEHUS.

2. CpenHeB3BelleHHasi LeHa MOCTaBKM IeKapCTBEHHOro cpenctBa (Mo KOHKPETHOMY TOProBOMY
HaMMEHOBaHWIO, MEXOYHapO4HOMY HeMnaTeHTOBaHHOMY HaWMEHOBaHWIO, [O03MPOBKE (KOHLEHTpaLumu,
aKTMBHOCTM B eAuHUUax [eWcTBusl), JIeKapCTBEHHOM (OpMe, KOMMYecTBy BO BTOPUYHOM yMNakoBKe
(kormyecTBY 003 B ynakoBke, 00bemMy) Ha Tepputopuio Kbiprbisckon Pecnybnuku onpegenserca no
dopmyne:

T (mesa =3 €1, X KOMIEIECTED YIEAKOBOK)

G HEEIEelIeHHAA [IeHA MOCTABEHKH =
ped 0 E [HOTHHECTED VIEKOEOH)

roe:

ueHa 3a ed. (B comax) - diaKTUYeckasi LeHa MocTaBKW, KoTopasi BKMOYaeT 3aTpatbl 3asiBuTenNs Ha
TPaAHCMOPTUPOBKY M CTPaxoBKy ToBapa, OAHOM BTOPUYHOM YMAKOBKW NEKapCTBEHHOro cpeactea (no
TOPrOBOMY  HauMEHOBaHWIO,  MEXOYHapoAHOMY  HernaTeHTOBaHHOMY  HauMEHOBaHWo,  [03MPOBKe
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(KOHLeHTpaLUuM, akMBHOCTM B eAuHMUaX OEeUCTBUS), NeKapCTBEHHOW dopme, KONMMYecTBy BO BTOPUYHOW
ynakoBke (Konm4yectBy [03 B YNakoBKe, 06bemy);

KONMM4eCcTBO YMaKOBOK (LUTYK) - KONMMYECTBO YMNaKOBOK IIeKapCTBEHHOrO cpeactBa (MO TOProBOMYy
HanMeHOBaHWO, MeXAYHapO4HOMY HenaTeHTOBaHHOMY HaWMEHOBaHWIO, [03MPOBKE  (KOHLEHTpaumu,
aKTMBHOCTM B €AMHULUAX [OeNcTBus), InekapCTBEHHOM dopMe, KOnMyecTBy BO BTOPUYHOM YMNaKOBKE
(xormmyecTBy 003 B ynakoBKke, 06bemy) 3asBuTEnNs;

> - obLlee KOMMYECTBO YNaKOBOK 3a nocrnefaHve 12 mecsues.

Mpn peructpaumm UEH Ha neKapCTBEHHblE CPELCTBa, BBE3EHHble Ha YCOBMAX CaMOBbIBO3a,
3asgBuUTeNM 00SA3aHblI NPegoCTaBUTL KOMUM OOKYMEHTOB (TOBApHbIX HakMnagHbIX, CHEToB-GaKkTyp U T.4.) Mo
pacxogam Ha TpaHcnopmmpoBky A0 Kbiprbidackon Pecnybnuky n cTpaxoBKy ToBapa ANs pacyeta CpefHero
3HaYeHNs1 PacxodoB M ydeTa NpU YCTaHOBMEHUN 3aPErMCTPMPOBAHHON LEHbI.

3. lNepecyeT MHOCTpaHHOW BanoTbl B BanoTy Kbipreiackor Pecnybrnvku ans uenem peructpauum
LUeHbl Mpou3BoguTCA 3aaButenamMm no Kypcy HauuoHanbHoro 6aHka Kelpreidackon Pecny©6nvky,
OENCTBYIOLLLEMY Ha [EHb NPOBEAEHMSA PacYHETOB.

MpunoxeHne 3
K BpemeHHbIM npasunam
perynMpoBaHusi LeH Ha
nekapcTBeHHble CpeacTBa B
Kblprbiackon Pecnybnuvke

dopma
CBEOEHUA
O LleHax NoCTaBOK JieKapCTBEHHbIX CpeaAcTB 3a 12 MecsiueB
(cornacHo HaknagHbIM, MHBOUCaM)
ToproBoe TH | OaTta | KonnyectBo | LleHa 3a Kypc LUeHa (B8 | Obwasn
HaumeHoBaHue B3 yNnakoBOK B 1 MHOCTpPaHHOMN comax) cymMmma
riekapcTBeHHOro nocraBke | ynakoBkKy BanioTbl Ha 3a1 (B
cpeactBa AeHb ynakoBKy | comax)
npoBeaeHusi
pacueTa
nToro
¥ (uesa 33 gf. X KOIMYECTED VIAKOB0K)
CPE,E(HEEEEEL'IIEHHEH OeHa MOCTAEKH =
¥ (xoau<ecTEO YIAKOSOK)
Oata: " " 20 r.

(PUNO, pgorrkHOCTL M NOANUCL OTBETCTBEHHOrO NMLUA 3asiBUTENS) MecTo neyamm
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dopma

CBEOEHMA

2o0a Ne 268)

MpunoxeHune 4
K BpemeHHbIM npasunam
perynMpoBaHusi LeH Ha
neKkapcTBeHHble CpeacTBa B
Kbiprbizckon Pecny6nuke

0 3aperMcTpupoBaHHbIX LleHaxX Ha leKapCTBEeHHOe CpeaAcTBO
B pethepeHTHbIX CTpaHax

(B pedakyuu nocmaHosneHuss KabuHema MuHucmpos KP om 20 mas 2022

HaumeHoBaHMe nekapCcTBEHHOro cpeacTBa
cornacHo perMcTpauuoHHOMY YAOCTOBEpPEHUIO

Ne HaumeH 3aperucTtpupoBaHHas LieHa Ha JlekapCTBeHHOe CPeACTBO, MOJlyYeHHas nyTem
oBaHue nepecyeTta B HauMoHanbHyl BantoTy Keiprbiackon Pecnybnuku
CTpaHb! Toproeo | Konnuec | 3apeructp | 3apeructp | 3apeructpu | Ban | Ccbinka Ha
e TBO B MpoBaHHas | upoBaHHasi | poBaHHas | lTa | oduumans
HauMeH | noTpeobuTt LleHa Ha ueHa, ueHa, B Hble canTbl
OoBaHuWe | enbckoW | noTpebute | paccuuTaH | nepecyerte 3aperucrTpu
nekapcT | ynakoBke NbCKYHO HasA Ha Ha pOBaHHbIX
BEHHOro B ynakoBKYy MUHUManNb | Komu4yecTtB LeH Ha
cpenctB | pecdepeH Hyl0 o nekapcree
a(®) THOM eanHuly nekapcTBeH HHoe
cTpaHe HOro cpencTBo
cpenctBa B pecdepeHTH
norpebure bIX CTpaH
NbCKoW
ynakoBke,
3aperucTpu
poBaHHOro
B KP (npun
Heob6xoaum
ocTH)
1 | Poccuiic
Kasi
depnepa
ums
2 | Pecnybn
nka
KasaxcTt
aH
3 | Pecny6n
nka
Benapyc
b
4 | BeHrpuga
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5 | Pecny6n
nka
MonpoB
a

6 | Typeuka
A
Pecny6n
nka

7 | YkpanHa

8 | JlutoBCK
as
Pecny6n
uKka

9 | NatBuiic
Kas
Pecny6n
nka

1 | Pecny6bn
0 | nka
XopBatu
2

1| Pecnybn
1| uka
Y36ekuc
TaH

1| CipaHa
2 | nsrotoBun
Tena(**)

(*) Ecnm B pedbepeHTHON CTpaHe nekapCTBEHHOE CpPeaCcTBO 3aperncTpupoBaHO Mo4 APYrvM
HaMMEHOBAHMEM, YKa3blBA€TCsl HAUMEHOBAHWE 3aperMcTpUpoOBaHHOrO B 9TOM CTpaHe NEKapCTBEHHOrO
cpeacTBa

(**) B cnyyae oTcyTCTBMA peructpauuy B pedepeHTHbIX CcTpaHax

lapaHTMpylo [OCTOBEPHOCTb MPEAOCTaBMNEHHOW WMHAOPMaUMM O 3aperMcTpyMpoBaHHbIX LEHax B

pedepeHTHbIX CTpaHax

(PNO) (mormkHOCTL) (nognuce)

fara: " " 20 r. MecTo neyam (npu Hanudum)

Mpunoxenne 5
K BpemeHHbIM npaBunam
perynMpoBaHusi LieH Ha
rneKkapcTBeHHble cpeacTBa B
Kbipreiackon Pecnybnvke

PerpeccuBHaﬂ WwKana npeaesnibHbIX ONTOBbLIX U PO3HUYHbIX
HaUueHOK
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(B pedakyuu nocmaHosrneHuss KabuHema MuHucmpos KP om 20 mas 2022

200a Ne 268)

1. NpepenbHbIe ONTOBbIE HAaLEHKU

Ne Pa3mep 3apermctpMpoBaHHOM LieHbl 32 eAUHULY PerpeccuBHas wkana
HaueHoK, B %

1 | Ot 101 (cTto oguH) coma o 150 (cTo nATLAECAT) COMOB 19
BKMHOYUTENBHO

2 | OT 151 (cT0 NATBAECAT oguH) coma Ao 250 (gBec™ NATLOECAT) 17
COMOB BKIMIOYUTENBHO

3 | O1 251 (aBec™ nATbAecAaT oguH) coma Ao 350 (Tpucta nATbAecaT) 15
COMOB BKMOYUTENBHO

4 | Ot 351 (TpMCcTa nNATeaAecaT oauH) coma go 500 (nATbCoT) comoB 13
BKMIOYUTENBHO

5 | Ot 501 (namecot oamH) coma o 800 (BocembCOT) COMOB 12
BKMHOYUTENBHO

6 | Ot 801 (BocembcoT oguH) coma o 1000 (ogHa Thicsa4a) coMoB 11
BKMHOYUTENBHO

7 | OT 1001 (ogHa Thics4a oamH) coma o 1500 (ogHa Thics4a MATLCOT) 10
COMOB BKIMIOYUTENBHO

8 | Csbiwe 1501 (ogHa ThicsS4a NATECOT OAMH) coMa 9

2. NpepenbHble PO3HUYHbIE HALLEHKKU
Pa3mep npeaensHOW oNTOBOM LEeHbI HA €AUHULYY PerpeccuBHas wkana
HaLUeHOK, %

1 | Ot 101 (cTto oguH) coma o 150 (cTo nATbAECAT) COMOB 27
BKIHOYUTENbHO

2 | O1 151 (cTO NATLAECAT oauH) coma Ao 250 (aBec™ nATbLAECAT) 25
COMOB BKIMOYMTENBHO

3 | Ot 251 (aBec™ naATbAECAT oguH) coma Ao 350 (Tpucta nATbAecaT) 23
COMOB BKIMIOYMTENBHO

4 | Ot 351 (TpMCTa NATbAEecAT oauH) coma fo 500 (NATbCoT) comoB 21
BKMHOYUTENBHO

5 | OT 501 (namcot ogumH) coma ao 800 (BocemMbCOT) COMOB 20
BKIMHOYUTENBHO

6 | Ot 801 (BocembcoT oguH) coma o 1000 (ogHa Thica4a) comoB 19
BKIMHOYUTENbHO

7 | O1 1001 (ogHa Teica4a oamH) coma o 1500 (ogHa Thicsda NATLCOT) 18
COMOB BKIMOYMTENBHO

8 | Cebiwe 1501 (ogHa ThicAYa NATLCOT OAWH) coMa 17
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