3apeructpupoBaHo B HaumoHansHoOM peectpe npaBoBbIX akToB

Pecnybnuku benapyck 1 Hoa6pst 2018 r. N 5/45755

NOCTAHOBJIEHME COBETA MMHUCTPOB PECNYBJIMKU BENAPYCb
31 okTA6psa 2018 r. N 776

O PEFMCTPALWUU NPEQENbHbIX OTMNYCKHbIX LEH MPOU3BOAUTENEN HA NEKAPCTBEHHBIE
CPELOCTBA

(B pea. noctaHoBneHun CosmuHa ot 06.07.2023 N 444,
oT 27.12.2024 N 1023)

Ha ocHoBaHuu 4actu nepson noanyHkta 1.1 nyHkta 1 Ykasa lNpesngeHta Pecnybnukn Benapycb ot 22
asrycta 2018 r. N 345 "O peructpaumm uUeH Ha nekapcTBeHHble cpeacTtBa" CoseTr MuHuctpoB Pecnybnuvku
Benapycb MOCTAHOBJIAET:

(npeambyna B ped. noctaHosneHus CosmuHa ot 06.07.2023 N 444)

1. Co3gaTtb rocyaapCTBEHHbIV peecTp npedernbHbIX OTMYCKHbIX LeH NPOovM3BOAUTENEN Ha NnekapCTBEHHble
cpeacTea.

2. YtBepautb [onoxeHwe o nopsiake pernctpauuv npefenbHblX OTMYCKHbIX LieH MNpou3BOAuTENein Ha
nekapcTBeHHble npenapaThl (MpunaraeTcs).
(n. 2 B peq. noctaHoBneHus CoemuHa ot 06.07.2023 N 444)

2-1. OnpepenuTb nepeveHb NEKApCTBEHHbIX MpenapaTtoB, MNpefenibHble OTMYCKHblE LEHbl Ha KOTopble
noanexarT perucTpaumm, CornacHo NPUNOXEHUIO.
(n. 2-1 BBegeH noctaHoBneHnem CosmuHa ot 06.07.2023 N 444)

3. HacTosiLlee noctaHoBneHWe BCTynaeT B Cuy nocre ero ouumansHoro onyonmkoBaHms.

Mpembep-muHncTp Pecnybnmku benapycb | C.Pymac

MpunoxeHune

K NOCTaHOBMEHWI0

CoseTta MuHucTtpos
Pecnybnukn Benapycb
31.10.2018 N 776

(B peaakumny nocTaHoOBMEHUS
CoseTta MuHucTtpos
Pecnybnukn Benapycb
06.07.2023 N 444)

NEPEYEHb
NEKAPCTBEHHbIX NPENAPATOB, NPEAENbHbIE OTNYCKHbIE LLEHbI HA KOTOPbIE MOONEXAT
PErTMCTPALINU

(BBegeH noctaHoBrneHnem CosmuHa ot 06.07.2023 N 444;
B pea. noctaHoBneHunst CoBmunHa ot 27.12.2024 N 1023)

MexayHapoaHoe
HenaTeHTOBaHHOe JlekapcTBeHHas hopma, 4O3MPOBKa
HanMeHoBaHue
1. AMnogunuH TabneTkn 5 mr
Tabnetkn 10 mr
2. AMOKCULIMIANH + TabneTku, NOKpbITbie 060104KON / TabNEeTKN, NOKPbITbIE
KnaBynaHosas Kucnorta nneHo4Hon obono4vkon, 500 mr/125 mr (625 mr)




TabneTku, NOKpbITbie 0605I04KON / TabNEeTKN, NOKPbITbIE
nneHo4vHon obonoykon, 875 mr/125 mr (1000 mr)

3. AtopBacTtaTtuH

TabneTkn, NoKpbITble 060n04KoN / TabneTkn, NOKpbIThIE
nneHoYHon obonoykon, 10 mr

TabneTkn, NOKpbITble 060n04KoN / TabneTkn, NOKpbIThIE
nneHoYHon obonoykon, 20 mr

4. AueTuncanuumnoBas KucrnoTta

TabneTku, NOKPbITbIE KULLIEYHOPacTBOPUMOMN 0605o4kon /
TabneTkun, NokpbITbie 060104KON / TAbNETKN
KMLLEYHOPACTBOPUMbIE, MOKPbLITbIE MIEHOYHOM 060/104KON, 75 Mr

TabneTku, NOKpbITbie 0605104KON / TAbNeTKN
KVLLEeYHOPaCTBOPUMbIE, MOKPbITbIE NIIEHOYHOM 060M0oYKoM /
TabneTku, NOKPbITbIE NIIEHOYHOW 06004YKoN / TabneTky,
NMOKPbIThbIE KNULLIEYHOPACTBOPMMOM 060no4komn, 150 mr

Tabnetkn 500 mr

5. BetarnctuH

Tabnetkn 16 mr

TabneTkn 24 mr

6. buconponon

TabneTku, NOKPbIThbIe NIIEHOYHOW 060104KoN, 2,5 Mr

TabneTku, NOKPbIThbIE NIIEHOYHOW 060104KON, 5 Mr

TabneTku, NOKpbIThbie NIIeHOYHOM o6onoykon, 10 mr

7. BancaptaH

TabneTku, NOKpbITble 060104KONM / TABNETKN, NOKPbITbIE
nneHo4Hon obonoykon, 80 mr

TabneTku, NOKpbITble 060104KONM / TABNETKN, NOKPbITbIE
nneHo4Hon obono4kon, 160 mr

8. NenapwH

renb Ans HapyHoro npumeHenns 1000 ME/r

9. loHene3un

TabneTku, NOKpbITble 060104KONM / TABNETKN, NOKPbITbIE
nneHo4Hon obonoyvkon, 5 mr

TabneTku, NOKpbITbie 060104KONM / TabNeTKN, NOKPbITbIE
nneHo4Hon obonoykon, 10 mr

10. >Kenesa (lll) rmgpokecmna
nonvMansTo3art

TabneTtku xesartenbHble 100 Mr

11. 3onuKnoH

TabneTku, NOKpbITble 0605104KONM / TAbNEeTKN, NOKPbITbIE
nneHoYHom obono4vkon, 7,5 mr

12. UbynpodeH

TabneTkn, NOKpbITble 060no4KoN / TabneTkn, NOKpbITbIe
nneHo4Hon obono4kon / kancynsl 200 mr

TabneTku, NOKpbITble 060104KONM / TAbNEeTKN, NOKPbITbIE
nrneHo4Hom obono4kon, 400 mr

CyCcneH3ust 4ns npMema BHYTPb (415 BHYTPEHHEro NpUMeHeHus1)
100 mr/5 mn

13. KangecaptaH

Tabnetku 8 mr

Tabnetkn 16 mr

Tabnetkn 32 mr

14. KapbamasenuH

Tabnetkn 200 mr

15. Kapsegunon

Tabnetku / kancynbl 6,25 mr

Tabnetku / kancynbl 12,5 mr

Tabnetku / kancynbl 25 mr

16. INakTynosa

cupon 667 mr/mn
cupon 670 mr/mn

17. JlamoTpmaXuH

TabneTkn 25 mr

Tabnetkn 50 mr




Tabnetkn 100 mr

18. JlataHonpocT

Kannu rnasHble (pacteop) 0,05 mr/mn

19. JleBeTnpauetam

TabneTkn, NoKpbITble 060n04KoN / TabneTkn, NOKpbIThIE
nneHo4yHon obonoyvkon, 250 mr

TabneTkn, NOKpbITble 060n04KoN / TabneTkn, NOKpbIThIE
nneHo4yHon obonoyvkon, 500 mr

TabneTkn, NoKpbITble 060n04KoN / TabneTkn, NOKpbIThIE
nneHoYHon obonoykon, 1000 mr

20. JlecpbnyHomung

TabneTku, NOKpbIThbIE NIIEHOYHOW 0605o4kor, 20 Mr

21. JlnanHonpun

TabneTkn 5 mr

Tabnetkn 10 mr

Tabnetkun 20 mr

22. JlozapTtaH

TabneTku, NOKpbITbie 0605I04KON / TabNeTKN, NOKPbITbIE
nneHo4vyHon obono4kon, 50 mr

TabneTku, NOKpbITbie 060104KOM / TabneTKN, NOKPbITbIE
nneHo4yHon obono4vkon, 100 mr

23. NlozapTtaH +
rMapoxnopoTmasng

TabneTku, NOKpbITbie 060104KONM / TabneTKN, NOKPbITbIE
nneHo4Hon obono4vkon, 50 mr/12,5 mr

TabneTku, NOKpbIThble NIieHo4YHou obonoykon, 100/12,5 mr

TabneTku, NOKpbITble 060104KONM / TABNETKN, NOKPbITbIE
nneHo4Hon obonoykon, 100 mr/25 mr

24.

Menokcukam

pacTBOp ANns BHYTPMMbILLEYHOTO BBEAEHWsi / pacTBoOp Ans
UHbeKUnn 15 mr/1,5 mn

TabneTtkn 7,5 mr

TabneTtkn 15 mr

25.

MeTonpornon

TabneTkn 25 mr

Tabnetkn 50 mr

Tabnetkn 100 mr

26.

MeTtdopmuH

TabneTtku / TabneTku, NOKpbITble 060MN0YKON / TabneTku,
NOKpbITble NNeHoYHon obonoykon, 500 mr

TabneTku, NOKpbITble 0605104KONM / TAbNEeTKN, NOKPbITbIE
nrneHo4Hom obono4vkon, 850 mr

TabneTku, NOKpbITble 060104KONM / TABNEeTKN, NOKPbITbIE
nneHoYHon obono4kon, 1000 mr

27.

MokcoHuauH

TabneTku, NOKpbITble 0605104KONM / TAbNEeTKN, NOKPbITbIE
nneHo4Hom obono4kon, 0,2 mr

TabneTku, NOKpbITbie 060I04KONM / TabNeTKN, NOKPbITbIE
nneHo4Hon obonoykon, 0,4 mr

28.

MoncuagomuH

TabneTkn 2 mr

Tabnetkn 4 mr

29.

Humecynug

NMOpPOLLIOK (rpaHyfbl) ANs NPUroTOBIIEHNS CYCMEH3WM Ans npuema
BHYTPb (4119 BHYTPEHHErO npuMeHeHns) B naketax 100 mr/2 r

Tabnetkn 100 mr

30.

HuuepronuH

TabneTkW, NOKpbITble 060104KoN / Kancynbl 5 Mr

TabneTkn, NoKpbITble 060ono4kor / kancynbl 10 mr

TabneTkn, NokpbITble 060no4kor / kancynbl 30 mr

TabneTku, NOKPbITLIE NNEeHOYHON 06OMNOYKoN, 5 Mr

TabneTku, NOKpbITbie NIeHoYHo obonoykor, 10 mr




TabneTku, NOKPbIThbIE NIIEHOYHOM 060o5o4vkor, 30 mr

(B ped. noctaHoBneHnst CoBmuHa ot 27.12.2024 N 1023)

31. Omenpason

Kancynbl / Kancynel kKuweyHopacTsopumble 20 mr

32. Pamunpun

TabneTtkn 2,5 mr

Tabnetkn 5 mr

Tabnetkmn 10 mr

33. PuBapokcabaH

TabneTkn, NOKpbITbIE MNAEHOYHOM 060104KON / TAbNETKN,
NoKpbITble 060no4kon, 2,5 mr

TabneTku, NOKPbITbIE NIIEHOYHON 060o4YKoN / TabneTky,
NOKpbITble 060n04Kon, 10 Mr

TabneTku, NOKPbITbIE NIIEHOYHOM 060o4YKoN / TabneTky,
NOKpbITble 060M04KON, 15 Mr

TabneTku, NOKPbITbIE NIIEHOYHOW 06004KoN / TabneTky,
nokpbITble 06onoykon, 20 mr

34. PosyBactatuH

TabneTku, NOKPbITbIE NIIEHOYHON 060noYKoN / TabneTky,
nokpbITble o6onoykon, 10 mr

TabneTku, NOKPbITbIE NIIEHOYHON 060noYKoNn / TabneTky,
nokpbITble o6onoykon, 20 mr

35. CnMpoHONaKkToH

Tabnetkun / kancynbl 25 mr

Tabnetku / kancynsl 50 Mr

Tabnetku / kancynbl 100 mr

36. TpumeTasnguH

TabneTkn ¢ MoanMLMpPOBaHHLIM BbICBOOOXAEHNEM, NOKPLITLIE
obonoykon / TabneTkn ¢ MoAMPULMPOBaHHBLIM BbICBODOXAEHMEM,
MOKpPbITblE NIIEHOYHOM 06004KoN, 35 Mr

37. YpcogeokcuxoneBas Kucrnota

kancynbl 250 mr
kancynbl 300 mr

38. AsntpomuumH

TabneTku, NOKPbITbIE NIIEHOYHON 06004KoN / TAbneTky,
NnoKpbITble 06ono4kon, 500 mr

kancynbl 250 mr

(n. 38 BBeaeH noctaHoBneHveMm CoBmuHa ot 27.12.2024 N 1023)

39. AMOKCMUMITINH

NMOPOLLIOK ANsi NPUrOTOBIEHUSI CYCNEH3UN ANS NpUemMa BHYTpPb /
NMOPOLLIOK ANS NPUrOTOBMEHUS CYCNEH3NN ANS BHYTPEHHETO
npumMmeHeHnsa 250 mr/5 mn

TabneTkn, NOKpbITbIE NNEHOYHON 060NoYKoN / TabneTky,
noKpbITble 06onoykon, 1000 mr

(n. 39 BBeaeH noctaHoBneHveM CoBmuHa ot 27.12.2024 N 1023)

40. OekckeTonpodpeH

pacTBOp ANs MHbEKUWI / KOHUEHTpaT Ans NpUroToBreHns
WHY3MoHHOro pacteopa 25 mr/mn (50 mr/2 mn)

pacTBop Ans uHbekumn / uHdysun 25 mr/mn (50 mr/2 mn)
pacTBOp ANs BHYTPMBEHHOTO M BHYTPUMbILLEYHOTO BBEOEHMUS /
KOHLIeHTpaT 4115 NPUroTOBNEHUs pacTBopa A58 UHPy3un 25
mr/mn (50 mr/2 mn)

pacTBop ANs BHYTPMBEHHOTO M BHYTPUMBILLEYHOTO BBEAEHUS 25
mr/mn (50 mr/2 mn)

(n. 40 BBeaeH noctaHoBneHveM CoBMmuHa ot 27.12.2024 N 1023)

41. uknodgeHak

pacTBOp ANsl MHbEKUMIA / pacTBOp Anst BHYTPUMbILLEYHbIX
WHBbEKUMIN / pacTBOP AN BHYTPUMbILLIEYHOrO BBeAEHUS 25 Mr/Mn
(75 wmr/3 mn)

(0. 41 BBegeH noctaHoBrieHneMm CoBmuHa ot 27.12.2024 N 1023)

42. 'HOo3mH npaHobekc

Tabnetkn 500 mr




(n. 42 BBeaeH noctaHoBneHeM CoBmuHa ot 27.12.2024 N 1023)

43. Ketoponak TabneTku, NOKPbITbIE NIIEHOYHOW 06004KoN / TabneTky,
nokpbITble o6onoykon, 10 mr

pacTBoOp ANdA BHYTPUMbILLEYHOrO BBEAEHNS / pacTBop AN
BHYTPMBEHHOIO N BHYTPUMBbILLEYHOro BBegeHust 30 mr/mn

(n. 43 BBegeH noctaHoBneHveMm CoBmuHa ot 27.12.2024 N 1023)

44. KcunomeTasonuH kannu HasanbHble 0,5 mr/mn (0,05%)

cnpen HaszanbHbIn 0,5 mr/mn (0,05%)

cnpen HaszanbHbin 1,0 mr/mn (0,1%)

(n. 44 BBeaeH noctaHoBneHeM CoBmuHa ot 27.12.2024 N 1023)

45. MenbaoHun kancynbl 250 mr

kancynbsl 500 mr

pacTteop ang BHyTpuBeHHoro BeegeHus 100 mr/mn (500 mr/5 mn)

(n. 45 BBegeH noctaHoBneHvem CosmuHa ot 27.12.2024 N 1023)

46. OkcnmeTasonuH Kannu HasanbHble 0,1 mr/mn

kannu HasanbHble 0,25 mr/mn

cnpew HazanbHbIM 0,025% (0,25 mr/mn)

cnpen HasanbHbIn 0,05% (0,5 mr/mn / 0,5 mr/r)

(n. 46 BBegeH noctaHoBneHveMm CoBmuHa ot 27.12.2024 N 1023)

47. OcenbTammBmp Kancynbl 75 mr

(n. 47 BBeaeH noctaHoBneHneM CoBmuHa ot 27.12.2024 N 1023)

48. CeBodpnypaH XUOKOCTb OS19 UHransaumi / >KMaKocTb ANS UHransiLMoHHOro
Hapkosa

(n. 48 BBeaeH noctaHoBneHneM CoBmuHa ot 27.12.2024 N 1023)

49. ®eHnbyT Tabnetkm 250 mr

MOPOLLOK Ansi NPUrOTOBMEHMS pacTBopa Ans npuema BHyTpb 500
Mr

(n. 49 BBeaeH noctaHoBneHveMm CoBmuHa ot 27.12.2024 N 1023)

50. dnykoHason kancynbl 150 mr

(n. 50 BBeaeH noctaHoBneHveM CoBmuHa ot 27.12.2024 N 1023)

51. XonuHa anbdocuepar pacTBop AN BHYTPUBEHHOIO U BHYTPUMbILLEYHOIO BBeAeHus 250
mr/mn (1000 mr/4 mn)

(n. 51 BBeaeH noctaHoBneHveM CosBMmuHa ot 27.12.2024 N 1023)

52. LleTnpunanH TabneTku, NOKPbITbIE NIIEHOYHOW 06004YKoN / TAabneTky,
NoKpbITble 06ono4kon, 10 mr

(n. 52 BBeaeH noctaHoBneHveM CosMmuHa ot 27.12.2024 N 1023)

53. LUedpTpurakcoH NMOPOLLOK AN NPUroToBNEHNUs pacTBopa AN BHYTPUBEHHOIO U
BHYTPUMBILLEYHOTO BBEAEHWS / MOPOLLOK ANt NPUroTOBIEHNS
pacTBopa Ans BHYTPUBEHHbIX M BHYTPUMbILLEYHbBIX MHBEKLNI
1000 mr

(n. 53 BBeageH noctaHoBneHneM CoBmuHa ot 27.12.2024 N 1023)

54. Qnananpun Tabnetku 5 mr

Tabnetkn 10 mr

Tabnetkn 20 mr

(n. 54 BBeaeH noctaHoBneHveM CoBMmuHa ot 27.12.2024 N 1023)




YTBEPXIEHO

I[locTaHOBJIEHUE

CoeeTa MMHMCTPOB
Pecnybnuku Besapychb
31.10.2018 N 776

(B penakuMy NOCTAHOBJIEHUSA
CoBeTa MMHMCTPOB
Pecnybnuku Besapychb
06.07.2023 N 444)

NONOXEHUE .
O NOPAOKE PETMCTPALIUM NPEAENbHbIX OTMYCKHbLIX LEH MPOU3BOOUTENEN HA
JIEKAPCTBEHHbBIE NMPENAPATDI

(B pea. noctaHoBneHun CoBmuHa ot 06.07.2023 N 444,
oT 27.12.2024 N 1023)

1. Hactosiwumm [lonoxeHuem onpegensieTcs Mopsiaok pernctpaumn  npefenbHbIX  OTMYCKHbIX — LieH
Npon3BOAUTENEN Ha NekapCTBEHHbIE Npenaparthl (4anee, eCnu He yka3aHo MHOE, - NPeAeribHble OTNYCKHbIE LieHbI),
3apernctpupoBaHHble B Pecnybnvke Bbenapycb W BKMOYEHHble B NepeyveHb NeKapCTBEHHbIX NpenapaTos,
npefenbHble OTNYCKHbIE LEHbl Ha KOTOpble MoAnexaT perncrpauuu, OnpeaerneHHbIn NOCTaHOBIIEHUEM,
yTBEpAMBLUMM HacTosiee [MonoxeHve (ganee - nepeyeHsb).

(B pea. noctaHoBneHms CosmuHa ot 27.12.2024 N 1023)

2. Ons uenen Hactodwero [MonoxeHnss MCMNoOnb3yrTCA TEPMUHbI M UX ONpedeneHns B 3HAYEeHUsX,
yCTaHoBMeHHbIX 3akoHoM Pecnybnuku benapycek ot 20 nonga 2006 r. N 161-3 "O6 obpalleHnn nekapcTBEHHbIX
cpeacTB", Ykasom [NpesnaeHta Pecnybnukn benapyce ot 22 asrycta 2018 r. N 345.

3. Peructpaums npeaenbHbIX OTNYCKHbIX LleH ocylecTBnsieTcss MMHUCTEPCTBOM 34paBooOXpaHeHus (fanee -
MuH3gpas).

4. [Ona ocywecTBNEeHUs perucTpauum npeaenbHOM OTNYCKHOW LeHbl Ha NEeKapCTBEHHbIM npenapat
aepxxaTeneMm perncTpauuoHHOro yAOCTOBEPEHUs (YNONMHOMOYEHHBIM MM NULOM) B pecnybnnkaHckoe yHUTapHoe
npegnpuaTtne "LieHTp akcnepTns u ucnbiTaHui B 3apaBooxpaHeHmn” (ganee - YT "LieHTp akcnepTus 1 ucnoitaHni'")
npeacTaBnatoTCS:

3asBrieHNe O perucTpaumm NpeaenbHON OTMYCKHOW LieHbl MPOM3BOAMTENS HA NEKapCTBEHHbIN npenapaT no
dopme cornacHo NPUNoXeHuto (fanee - 3asBreHue);

AOKYMEHTbl, HeobxoauMMble Ans OCYLEeCTBMEeHUs aAMUHUCTPATMBHOW npouenypbl, NPeayCcMOTPEHHOW B
noganyHkte 9.4.12 nyHkta 9.4 eQnHOro nepeyvHs agMUHUCTPATUBHbLIX NPOLEAypP, OCYLLEeCTBNSEMbIX B OTHOLIEHUU
Cy6beKToB X0O3ANCTBOBaHUS, YTBEPKAEHHOro noctaHosneHnem Coseta MuHuctpoB Pecnybnuku Benapyce oT 24
ceHTa6psa 2021 r. N 548;

AOKYMEHT, cofepXalluin paccyMTaHHOe B COOTBETCTBUM C METOAUKOMN pacyeTa npedernbHbIX OTAYCKHbIX LEeH
npoussoguTenen Ha nekapCTBeHHble mnpenapaTbl, onpegeneHHon MWHMCTEPCTBOM  @HTUMOHOMOSMBHOrO
perynupoBaHusa 1 toproenu (ganee - MAPT) no cornacoBaHunio ¢ MuH3gpaBom (ganee - meToguka), 3HaYeHue
npeaensHOn OTMYCKHOW LieHbI.

5. 3asBneHve, a Takke AOKYMEHTbI, ykasaHHble B ab3auax TpeTbeM M YeTBEepTOM MyHKTa 4 HacTosLwero
MonoxeHus (manee, ecnu He ykasaHO WHOe, - OOKYMEHTbl), nogalTcsa Ha OymaxHoM Hocutene (B OBYX
aksemnnspax).

(8 pea. noctaHoBneHus CoBmuHa ot 27.12.2024 N 1023)

6. YI "LleHTp 3KcnepTM3 U wucnbiTaHUMN" B TeveHue Tpex paboumx AHENW CO AHA nodayn 3asiBreHus
OCYLLECTBNHAET ero pacCMOTPEHME, a Takke NpoBepaeT NOMHOTY NpeAcTaBfeHHbIX JOKYMEHTOB N COAepXKaLLuXcs B
HUX CBEAEHUN.

B cnyyae HecobniogeHuss nopsgka NpeacTtaBneHvs 3asiBneHus u gokymeHtoB YT "LleHTp akcnepTus u
ucnblTaHMN" B CPOK, YCTAHOBMIEHHbI B 4acTM MNEpBON HACTOSALLEro MyHKTa, HanpaBnseT AepXaTerto
PErncTpaumMoHHOrO y4OCTOBEPEHUST (YNOSTHOMOYEHHOMY WM JMuUy) B MUCbMEHHOM Buge u (Mnun) nocpencTtBOM

3NEKTPOHHON CBA3M YBeAOMIEHNE 00 yCTpaHEHMM HEQOCTATKOB B TEYEHNE ABYX pabounx OHEN.

YI "LleHTp aKcnepTu3 M ucnbiTaHuMii" B TeyeHne ogHoro paboyero OHS OCYLLECTBMSIET pacCMOTpeHUe
OOMOSTHUTENBHO NPEACTABNEHHbIX JOKYMEHTOB.




7. YT "LleHTp aKkcnepTu3 M UCMbITaHMIA" B TeYeHue opHoro pabouyero gHa yeegomnseTr MuH3gpaB (C
NPUIOXEHNEM BCEX OOKYMEHTOB, NOAAHHbIX AepXaTenem perncTpaunoHHOro yAoCTOBEPEHUS (YMONTHOMOYEHHBIM
UM NULOM):

B CNny4asix, YCTaHOBIEHHbIX B ab3auax BTOpOM W TpeTbem nyHkTa 1 crtatbum 17 3akoHa Pecnybnuku
Benapych o1 28 okta6pst 2008 r. N 433-3 "O06 ocHOBax agMUHUCTPATMBHBIX Npoueayp”;

B ClnyYae HeyCTpaHeHUA HeJOCTaTKOB B COOTBETCTBUKU C HaCTbio BTOpOI;I NyHKTa 6 HacTtosuero lNMNonoxeHus.

MwuH3gpaB B crnydasix, ykaszaHHblIX B 4acTWM MEPBON HACTOSILLEro MyHKTa, NMpUHUMaeT pelueHve o6 oTkase
[AepxaTento perMcTpaLmnoHHOro yA0CToBeEPeHNs (YNONHOMOYEHHOMY UM NULY) B NPUHATWN 3asiBNEHUSI U B TEYEHME
ABYyX paboumx [HEW CcO [HS TNPUHATMS Takoro pelleHus YBeOoMIsieT AepxaTtens perncTpauyMoHHOro
YAOCTOBEPEHMs (YNOTHOMOYEHHOE MM NNLO) B MTMCbMEHHOM BUAE U (MNN) NOCPEACTBOM 3MTEKTPOHHOW CBSI3U.

8. B cnyyae npuHaTusa 3aasneHusa Yl "LleHTp akcnepTus u ucnbiTaHui" B TeyeHue AByX pabounmx gHen
HanpasnseT KON 3asiBNeHus n aokymeHTbl B MnHsgpas u MAPT.

9. MAPT B TeueHne 10 paboumx gHeMm cCO OHs, CreayloLllero 3a AHEM MONyYeHUst KOMUM 3asiBNEHUs U
OOKYMEHTOB, MPOBOAUT 3KOHOMUYECKUA aHanua npenernibHOM OTMYCKHOW LEeHbl, pacCYMTaHHOW JepXaTenem
perncTpaumMoHHOro yaoCTOBEPEHUSA (YMOMHOMOYEHHBIM MM NMLOM), U HanpaBndeT B MuH3gpaB cornacoBaHue
npeAenbHON OTNYCKHOW LIEHbI UITM OTKa3 B TAKOM COrnacoBaHUM.

10. MAPT npu ocyLLeCcTBNEeHNM SKOHOMMYECKOrO aHanm3a Ucnosnb3yeT:

cBefeHuss 06 OTMNyCKHbIX LeHax K3 oduumanbHbiX WMCTOYHMKOB WHdopMauumn (cantoB B rnobanbHowm
KOMMNbIOTEPHOW ceTu VIHTepHeT). lepedeHb TakMx MCTOYHMKOB pa3mellaeTcs Ha odumumaneHom cavite MAPT B
rnobanbHOi KOMNbOTEPHON ceTh MIHTepHeT;

OOKYMEHTbI, NoATBEPXAAoLME pa3mep OTMYCKHOW LiEHbI.

11. OcHoBaHusAMKM Ons oTKasa B cornacoaHnm MAPT npegenbHOM OTNYCKHOW LiEHbI ABNSOTCS:

npeacrtaeieHne HegOCTOBEPHbIX nNnBOo HENOMHbIX CBEAEHUI;

NPeBbILLIEHNE 3HAYEHUs NpPeAcTaBfiEHHOW ANl perucTpauuum npeaeribHOM OTMYCKHOM LeHbl Hag LIeHOMN,
paccuntaHHo MAPT B COOTBETCTBMM C METOANKON.

12. MuH3gpaB B TeuyeHue Tpex paboumx AHem co OHS nonyyeHus cornmacosBaHus MAPT npegenbHon
OTMYCKHOW LieHbl MK OTKa3a B TAKOM COrfiacoBaHuv NPYHUMAaET peLleHne:

0 perucTpaunv npeaenbHOM OTMYCKHOW LIEHH;
06 oTkase B permctpaumm npegenbHOn OTNYCKHOMW LeHbl (C U3NoXeHWeM OCHOBaHWIA AN OTkasa).
OcHoBaHusiM¥ Ans oTkasa B permctpaumm MuH3gpasom npeaernibHON OTMYCKHOW LieHbl ABMASKTCS:

crny4yan, ycTaHOBreHHble B ab3auax BTOPOM M TpeTbeM ctaTbu 25 3akoHa Pecnybnuku Benapycb "O6
OCHOBax agMUHUCTPATUBHbIX Npoueayp”;

otka3z MAPT B cornacoBaHuv npegeribHon OTNYCKHOW LieHbl, 38 UCKITI0YEHUEM CrlyYaeB, NpeayCMOTPEHHbIX B
YacTax TpeTben 1 YeTBepTOM HACTOSALLEro MyHKTa.

ONst NpUHATUA pelleHns o perncrTpauumn npegenbHoW OTMYCKHOW LieHbl unu ob oTkase B ee perncrpauum
MuvH3gpaB OOMONMHUTENBHO MPOBOAMT OLEHKY COOTHOLUEHMSI MOSb3bl, MOSlyYaemMow BCreacTBMe perncrpauuun
npeAenbHOM OTMYCKHOW LiEHblI U COXPaHEHWs1 AOCTYMHOCTU FIEKapCTBEHHOrO npenaparta, U pucka, CBA3aHHOro ¢
OTKa3OM B perucrpaumu npenernibHoOM OTMYCKHOM LieHbl U OTCYTCTBMEM JIEKAPCTBEHHOro npenapara (ganee -
COOTHOLLIEHME "Nofb3a - puck"), B cny4vasix:

nony4yeHus otkaza MAPT B cormacoBaHuu npeaensHOn OTNYCKHOW LieHbI;

U3MEeHeHNs1 3aperncTpmupoBaHHON npeferibHoOM OTNYCKHOW LieHbl B COOTBETCTBUM C MYHKTOM 19 HacTosLwero
MonoxeHus.

B cnydyae ycraHoBneHusi Heb6naronpusaTHOro COOTHOLLEHMsT "nonb3a - puck" otka3 MAPT B cornacoBaHuu
npeaenbHON OTMYCKHON LieHbl He NPensTcTBYeT NPUHATUI0O M1H3paBOM peLleHnsi O ee perncTpauuu.

PeweHne odopmnsaetcs npukasom MwuH3gpasa. [laton peructpauum npefenbHOn OTMYCKHOM  LieHbl
SABNAeTCA Aata u3fgaHusa COOTBETCTBYIOLEro npukasa MuHsapasa.



13. MvH3gpaB B TeyeHue Tpex paboumx OHEN CO AHS MPUHATUS pelleHuMst O perncTpaumm npenenbHon
OTMYCKHOWM LieHbl unu ob oTkase B ee perucTpauunv ysedoMnsieT AepXaTens perucTpauuoHHOro yAOCTOBEPEHUS
(ynonHomo4YeHHOoe UM NNLLO) O NPUHATOM PELLEHUU B MMCbMEHHOM Buae 1 (Mnv) nocpeacTBOM 3NEKTPOHHOW CBA3W.

B cnyyae npuHATMA MuH3OpaBOM peLLUEHMsT O perncTpauum npenenbHoM oTnyckHou ueHbl YT "LleHTp
3KCMepTM3 U UCMbITAHMN" B CPOK, YCTAHOBMEHHbIN B YacTW NMEpBON HAaCTOSLLEro MyHKTa, BHOCUT HeobxoauMmble
CcBedeHMs B TrOCYOapCTBEHHbIA peecTp MNpedenbHbiX OTMYCKHbIX LEH NPOWM3BOAWTENEN Ha IeKapCTBEHHbIE
npenapaTbl (4anee - peecTp npegenbHbIX OTMYCKHbIX LEH).

14. PeweHne MunH3gpaBa 06 oTkase B pernctpauunm npeaensHon oTNyCKHOW LieHbl MOXeT BbiTb 06KanosaHo
B cyaebHoM nopsiake.

15. MUH3QpaBOM OTMEHSIETCS pelleHne O perucTpauuy npeaenbHON OTNYCKHOW LieHbl, €CN YCTaHOBIEHO,
YTO JepaTesieM pPerucTpauuMoHHOro YAOCTOBEpPEeHMsl (YMOTHOMOYEHHBIM MM NMUOM) ObiMu npeacTaBneHbl
HeOOoCTOBEpPHbIE CBEAEHNs], NOBMUSBLUME HA pe3ynbTaT NPUHSATOIO PELLIEHMS.

16. B cnyyae, ecnu B 'ocygapcTBeHHOM peecTpe nekapCTBeHHbIX cpeacts Pecnybnuvkn benapych unu B
EOonHOM peecTpe 3apermcTpupoBaHHbIX NEeKapCTBEHHbIX CPeAcTB EBpasniickoro skoHOMMYECKOro cotosa (Janee -
peecTpbl NeKapCTBEHHbIX CPEACTB) COAEPXKATCHA CBEAEHMS O TOM, YTO:

B NMpon3BOACTBE J1IEKapCTBEHHOIO npenapara, npegesibHada oTnyCckHaA ueHa Ha KOTOprVI B COOTBETCTBUU C
nepe4vyHemMm noanexuTt perncrtpaumn, MoOryt npuHMMaTb Yy4dyacTtune HEeCKOJIbKO Yy4YaCTHWMKOB nNpoun3BoacTBa,
perncTtpupyetcda ogHa npenernibHada oTnyCckHada ueHa He3aBUCUMO OT KONn4yecTBa Takux y4aCTHUKOB;

nNeKkapcTBEHHbI npenapart, npedenbHas OTNYCKHAs LEeHa Ha KOTOpbli B COOTBETCTBUM C MNepeyHeM
noanexuT perucTpaumm, MOXET BbiMycKaTbCH B OAMHAKOBOW NEeKapCTBEHHOW (hopMe W pasHbiX A03MPOBKaX,
(hacoBkax, NepBUYHbLIX YMAKOBKax, NpedenbHble OTMYCKHble LeHbl PEerucTpupyloTcs Ons Kaxaoro BapuaHTa
[103VPOBKU, (pacoBKU, NEPBUYHON YNAKOBKY;

nekapCTBeHHbIV npenapar, npedernbHas OTMNyckHas LeHa Ha KOTOpbll B COOTBETCTBUM C MEpeyHeM
NOANEXUT perucTpaumm, MOXeT BbINMyCKaTbCs B OOUHAKOBOW NeKkapCcTBEHHOW ¢opme, O03MPOBKe, MepBUYHON
yrnakoBke, (hacoBke, HO C pa3HbiMK COYETaHWSMMU KONMYecTBa eQuHWL, NeKapCTBEHHOrO npenapata B NEpBUYHON
yMakoBKEe U KONMUYECTBOM MEPBUYHbIX YNakoBOK BO BTOPMYHOW YMakoBKe, AMS BCEX COMETaHUW perncrpupyercs
OfHa npegenbHas OTNyCcKHas LeHa.

17. B cny4ae BKMOYEHMS B pPEECTPbl JIEKAPCTBEHHbLIX CPEACTB CBEAEHUN O HOBbIX JleKapCTBEHHbIX
npenapaTtax, npegenbHble OTNYCKHbIE LeHbl Ha KOTOopble noanexat pernctpauun, gepxartenem pernctpaynoHHOro
yOoocToBepeHus: (YNnosIHOMOYEHHbIM MM NMLIOM) B TEYEHNE OBYX MECSLEB OT AaTbl BHECEHUS CBEOEHUN B peecTpbl
NeKkapCTBEHHbIX CPeACTB NoJalnTCcsa 3adBfeHne U AOKYMEHTbl B nopsake, NpegyCMOTPEHHOM B MyHKTax 5 - 12
HacTtosdwero MNonoxeHums.

18. MpeaenbHble OTMNYCKHbIE LieHbl PErMCTPUPYIOTCSA B 6enopycckux pyGnsix.

B cnyvyae, ecnu nekapCTBeHHbIV MpenapaT peanusyetcs Ha Tepputopun Pecnybnukn Benapycb Ha
OCHOBaHUWM KOHTpakTa, B KOTOPOM CyMMa MnaTexa BblpaXeHa B WHOCTPaHHOW BanioTe (ganee - BanwoTta
KOHTpakTa), AepxaTternb PerucTpaumoHHOro yAOCTOBEPEHUS (YMONIHOMOYEHHOE MM fMUO) MOXET Mpu nogade
3asBneHNs ykasaTb BanioTy KOHTpakTa.

YT "LleHTp aKkcnepTns M UCNbITaHMW" NPU BHECEHWW CBEOEHWN B peecTp npefernbHbiX OTMNYCKHbIX LEeH B
COOTBETCTBMU C MyHKTOM 13 HacToswero NonoxeHus Takke ykasblBaeT CBeAEHUS 00 3KBUBANEHTHOW LiEHe B
BaniTe KOHTpaKTa, pacCYMTaHHOM UCXOoOA W3 3aperucTpupoBaHHOW npefenbHOW OTMYCKHOW UeHbl Mo
odhmumansHoMy Kypcy HaumoHanbHoro 6aHka Pecnybnuvku Benapycb, ycTaHOBNEHHOMY Ha gaTty perucrpauun
npeaensHON OTMYCKHOW LieHbI.

B cnyyae, ecnn odwmumnaneHein kypc HaumoHaneHoro 6aHka Pecnybnukn Benapycb, yCTaHOBMEHHBLIN Ha
AaTy BbINyCka NekapCTBEHHOro npenapara B COOTBETCTBUM C TAMOXEHHON NpoLeaypon Bbinycka Ans BHYTPEHHEro
noTpebneHns (ecnu Takow nekapCcTBEHHbIN npenapaTt NOANEXWUT TaMOXEeHHOMY AeKrNapupoBaHWIO) Unu Ha aaty
NOCTYNMEeHNss NeKapCTBEHHOro npenapata Ha cknag nokynatens, Yka3aHHylo B HaknagHonm (ecnu Takom
NeKapCcTBEHHbIN MpenapaT He MoANeXuT TaMOXEHHOMY [eKnapvpoBaHWUI0), YBENUYUICA MO CPaBHEHUO C
othmumnansHbiM Kypcom HauumoHanbHoro 6aHka Pecny6nuku Benapycb, ycTaHOBMEHHbIM Ha AaTy perucrpauuu
npeaensHON OTMYCKHOM LeHbl, paspellaeTcs MCMonb3oBaTb B KavyecTBe 3aperMcTpupoBaHHOM npeaensHou
OTMYCKHOWM LieHbl 39KBUBANEHTHYIO LieHy B BarntTe KOHTPakTa, pacCYMTaHHYK0 B COOTBETCTBUM C YaCTbi TPEeTbew
HaCTOSILLEro NyHKTa.

19. B cnyvyae HeOOXOAMMOCTN U3MEHEHUS 3aperMcTpMpOBaHHON NpPeaernbHON OTMYCKHOWM LeHbl AepXaTerb
perucTpaumMoHHOro YAOCTOBEPEHUS (YMONTHOMOYEHHOE UM NULIO) MOXET NpeacTaBUTh 3asiBNIEHWE U OOKYMEHTbI B
nopsigke, NpPefycCMOTPEHHOM B MNyHKTe 5 HacTosiwero onoxeHusi, B TOM YnUChe C yKasaHWEM MHOMO 3Ha4YeHus
npenenbHon OTMYCKHOM UeHbl C 0DOCHOBaHMEM TaKOro 3HA4YeHWsi, ecrnv pacCYMTaHHOE B COOTBETCTBUM C



MeTOOMKOW 3HaYeHe npeaernbHON OTNYCKHON LieHbl ABMAETCA SKOHOMUYECKM HellernecoobpasHbIM.

PaccmoTpeHue 3asBneHnst n AOKYMEHTOB, NOAaHHbLIX B COOTBETCTBMU C YaCTbi0 MEPBOM HACTOSILLLENO NMYHKTA,
ocyLLecTBRseTCs B Nopsigke, onpeaeneHHoM HacToswmM NonoxeHnem.

20. Peanusauusi nekapCTBEHHbIX MNpenapaTtoB, CPOK OAeNCTBUS PEerncTpaulMOHHbIX YAOCTOBEPEHW Ha
KOTOpbIE UCTEK, OCYLLECTBNSETCA C Y4ETOM 3aperncTpMpoBaHHbIX NMpederibHbIX OTMYCKHbIX LEH A0 OKOHYaHUS UX
CpoKa rogHoCTM.

MpunoxeHune
k MonoxeHuto o nopsgke
perucTpaumm npegenbHbIX
OTMYCKHBIX LieH npon3BoauTenem
Ha nekapcTBeHHble npenaparThbl
(B pegakunm NOCTaHOBMNEHNS
CoseTta MuHucTtpos
Pecnybnukn Benapycb
06.07.2023 N 444)
(B pea. noctaHoBneHus CoBmuHa ot 27.12.2024 N 1023)

dopma

MMHMCTEPCTBO 3OPaBOOXPaHEHUS
Pecnybnuku Belapychb

3ASABJIIEHUE
O permcrpauuMM NpefesbHOM OTHYCKHOM LEHH IPOMBBOSUTEINS

Ha JIeKapCTBEHHH IpernapaT

ﬂeraTeﬂb PETVNCTPALVOHHOT'O YyIOCTOBEPEHMA (yHOﬂHOMOHeHHO@ M HMHO)

(IOJIHOe HAMMEHOBAHME OepXaTeJsisd PEeTrMCTPALMOHHOTO YyHOOCTOBEPEHUSA
(YIIOJIHOMOYEHHOT'O MM JIMlia) , [NOYUTOBEIM aIpec, aIpeC 3JIEKTPOHHOM IOUYTH)

Jniio, nOpencTaBygollee ODOKYMEHTH Ha PEeTMCTPpalMio OPeNejIbHOM  OTIIYCKHOM
LEeHH,

(moslHOe HavMeHOBaHUEe nprnIn4YyeCckKoro Jjuia,

[IOYTOBBIV agpec, apgpec SHQKTPOHHOﬁ ITIO4YTEI, KOHTAKTHEIE Teﬂe@OHH)



Kopa no
MexxayHapoaHoe aHaToMO-TepaneBTU4eC
yHapon HanmeHoBaHune MecToHaxoxaeHune P o
HenaTeHToOBaHHOE Cragus KO-XMMUNYECKOWN
Homep Yy4aCTHMKOB Yy4aCTHMKOB
(rpynnupoBoYHOE) npoussoacTBa Knaccudukaumm,
perncTpaumoHHOro npon3BoacTBa npousBoacTea .
HauMeHoBaHue NEKapCTBEHHOro pPEKOMEHA0BaHHOM
yOOCTOBEPEHMS NEeKapCTBEHHOro NleKapCTBEHHOIO .
NeKapCTBEHHOro npenapaTta BcemupHon
npenapaTta npenapaTta .
npenapaTta opraHusaumemn
34paBoOXpaHeHus
1 2 3 4 5 6
MpepenbHas
Toprosoe OTNyCKHas LeHa
KonuuectBo BO
HaumeHoBaHue JlekapcTBeHHas [osnpoBka BTODVYHOG npovsBoguTens 3a MpumeyaHue
NEeKapCTBEHHOro dopma P I'I;DKOBKG BTOPUYHYO <*>
npenapaTta y ynakoBky 6e3 HOC,
ben. pybnewn
7 8 10 11 12

<*> [Ing uenewn, ykasaHHbIX B YacTX BTOPOM NyHKTa 18, 4yacTn nepBoi nyHkTa 19 HacToswero MonoxeHus.

PyxoBomomuTe b OPUIOMUECKOI'O JIMila
(mpencTaBUTENL IO INOBEPEHHOCTM)

IHaTa

O NOPAOKE BEAEHUA TOCYAAPCTBEHHOIO PEECTPA MPEAENbHBLIX OTMYCKHbLIX LIEH NPOVU3BOANTENEN HA NEKAPCTBEHHbIE

(mommomcso)

(MHMUMAJE, baMUIVg)

MONOXXEHWME

CPEOCTBA

WckntodeHo. - NoctaHoBneHne CoBmunHa ot 06.07.2023 N 444.




