3apernctpupoBaHo B HaunoHanbHOM peecTpe NpaBOBbIX aKTOB
Pecnybnukn benapycb 7 nonsa 2023 r. N 5/51886

MOCTAHOBJNIEHUE COBETA MUHUCTPOB PECNYBJINKU BEJIAPYCb
6 nona 2023 r. N 444

OB U3MEHEHWUM NOCTAHOBJIEHUA COBETA MUHUCTPOB PECMNYBJIUKU BEJNAPYCb
OT 19 AHBAPA 2012 . N 56 U OT 31 OKTABPA 2018 I'. N 776

(B pea. noctaHoBneHnsa CoemuHa ot 17.10.2023 N 687)

Ha ocHoBaHun 4yactu nepeon nognyHkta 1.1 nyHkta 1 Ykasa [NpeangeHTta PecnyGnvku
Benapycb ot 22 aBrycta 2018 r. N 345 "O pernctpaumm LEH Ha fleKapCTBEHHbIE cpeacTea’,
noanyHkta 2.1 nyHkta 2 Ykasa lNpe3sngeHta Pecnybnukn Benapycb ot 25 deBpana 2011 r. N
72 "O HekoTOpbIX BOMpocax perynupoBaHunsa ueH (Tapudos) B Pecnybnvke Benapyck" CoBet
MwuHucTtpos Pecny6nuku benapyce MOCTAHOBIAET:

1. BHecTn nameHeHus B cnegyrowme nocrtaHosneHnss Coseta MuHuctpoB Pecny6nvku
Benapycs:

1.1. n3 npunoxeHnsa k noctaHoeneHuto Coseta Munuctpos Pecnybnuku benapycb ot 19
auBapsa 2012 r. N 56 "O nepeyvHe nekapCTBEHHbLIX CPeacTB, MPOM3BOAUMBIX OpraHM3aunsamu
Pecnybnukn Benapycb, LeHbl Ha KoTopble perynupyioTca MnHMCTepcTBOM 34paBooxpaHeHuns”
UCKITIOUUTb MNO3ULINIO

"A06 AO6A OCMOTMYECKMN nakTynosa cupon npenakc";
CnabutenbHble CnabutenbHble  OeUCTBYHOLLUE
cpeacTea cpeqcTea cnabutenbHble

cpeacTea

1.2. B noctaHoBneHun Coseta Munuctpos Pecnybnukn Benapyck ot 31 oktabpsa 2018 r.
N 776 "O peructpauun npegenbHbIX OTMYCKHbIX LEH MpoM3BOAUTENEN Ha feKapCTBEHHbIE
cpeacrtea™:

npeamOyny N3noXxuTb B CNeayoLwen pegakuuu:

"Ha ocHoBaHuun yacTtu nepson noanyHkta 1.1 nyHkta 1 Ykasa [NpesvgeHta Pecnybnukm
Benapycb ot 22 aerycta 2018 r. N 345 "O peructpaumm LEeH Ha fiekapCcTBeHHblE cpeacTea”
CoseT MuHunctpos Pecnybnukn benapycs MOCTAHOBJIAET:";

NYHKT 2 U3NOXWTb B CrieayloLen pegakumm:

"2. Y1BepamTb [lonoxeHue o nopagke perucTpaumm npegenbHbIX OTMYCKHbIX LeH
npousBoauTenein Ha fekapCcTBEHHbIE Npenaparthkl (npunaraetcs).”;

AOMOMHUTL MOCTaHOBMNEHME NYHKTOM 2-1 crieqyowero cogepXXaHus:

"2-1. OnpegennTb NepeyeHb NeKapCTBEHHbIX NpenapaToB, NpeaeribHble OTNYCKHbIE LEeHbl
Ha KoTopble noanexaT pernctpaunm, CorfiacHo NpUnoXeHuro.";

AOMOMHUTL MOCTaHOBMNEHME NPUNOXEHNEM (NpunaraeTcs);

lMonoxeHue o nopsgke peructTpaunn npeferibHblX OTNYCKHbIX LieH NpousBoAnTENnen Ha
nekapcTBEHHbIE CpeacTBa U3NOXUTbL B HOBOW pedakumn (npunaraetcs).

2. YCcTaHOBUTb, YTO:

CPOKOM Havana perucrtpaumm npegeribHblX OTMYCKHbIX LeH Mpou3BoauTenen Ha
nekapcTBeHHblEe NpenapaTbl ABMgeTCa AaTa BCTYNMEHUsS B CUMNY HAcTOSALEro NocTaHOBIEHMS,

npeaenbHble OTNYCKHbIE LieHbl MPOM3BOAUTENEN Ha NeKapCTBEHHble npenapaTbl AOMKHbI
ObITb 3apernctpupoBaHbl 4o 1 gekabpsa 2023 r.;

npefenbHble OTMYCKHble LeHbl MNpoM3BOAUTENEN Ha neKkapCTBEHHble npenaparhl,
BKMIOYEHHbIE B MepeyeHb feKapCTBEHHbIX MpenapaToB, npefdenbHble OTNYCKHble LeHbl Ha
KOTOpble noanexar perucrtpauum (ganee - nepeyeHb), U 3aperucTpmpoBaHHble 0o 26 anpens
2020 r., nognexart peructpauuuM B nopsagke, npeaycMoTpeHHoM [lonoxeHnem O nopsagke
peructpaumm npegerbHbIX OTMYCKHbIX LleH NpOou3BOAUTENEen Ha nekapCTBEeHHble npenapaThbl B
pefakumm HacTOsLLLEro NoCTaHOBIEHWS,



peanusaums nekapCcTBEHHbIX MpenapaToB, BKMIOYEHHbIX B MNepedeHb, npedesibHble
OTNYCKHbIE LEHbl Ha KOTopble Obiny 3apernctpupoBaHbl 0o 26 anpens 2020 r., go garthbl
peructpaumn npegeribHbIX OTMYCKHbIX LeH Npou3BoaMTeNnen Ha nekapcTBeHHbIE rnpernapathbl B
nopsagke, npegycMoTpeHHOM [lonoxeHuem O nopsiake perncrpauum npegenbHbIX OTMYCKHbIX
LueH npousBoauTENEen Ha NekapcTBeHHble npenapaTbl, OCYLECTBMSETCHS C  Y4eToM
3aperucTpmpoBaHHbiX o 26 anpena 2020 r. npefenbHbIX OTMYCKHbIX LeH nMbo peLueHui,
NpuHATBLIX Komnccuen no Bonpocam rocygapCTBEHHOMO perynvpoBaHus LLeHoobpa3oBaHUs npu
Cosete MwuHuctpoB Pecnybnukun Benapycb, 0 cornacoBaHum peanu3auum nekapCTBEHHbIX
npenapatoB 6e3 y4yeTa 3apernCTpMpoOBaHHbIX paHee npedefibHbIX OTMYCKHbIX  LUeH
npoussoanTenen;
(ab3av BBeaeH noctaHoBneHnem CosmumHa oT 17.10.2023 N 687)

peanu3aums nekapcTBEHHbIX NpenapaToB, He BKMHOYEHHbIX B nepedeHb, npedesibHble
OTNYCKHblE LEHbl Ha KOTopble ObiNM 3apernctpupoBaHbl [0 26 anpens 2020 r.,
ocyuiecTernsieTca 6e3 yyeTa paHee 3aperMcTpMpoBaHHbIX NPeAenbHbIX OTMYCKHbIX LIEH;

peanusaumsi OCTaTKOB <*> feKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbLIX B MEpPEeYeHb,
npegenbHble OTMNYCKHbIE LEHbl HA KOTOPble He 3apernctpupoBaHbl Ao 1 agekabpst 2023 r.,
OCYLLEeCTBISeTCH 0 OKOHYaHUA cpoKa UX roAHOCTW, eCrnn Takue fnekapCcTBeHHbIe npenaparbl:

NpoLwwM TaMOXEHHYI0 npoueaypy BbiNycka ANs BHYTPEHHero noTtpebnenuns (ecnu
nekapcTBeHHbIe Npenapatbl noanexar TaMOXXeHHOMY 0GPOPMITEHNIO);

NoCTYyNUNN Ha cKrag nokynaTtens (ecnu nekapCTBEHHble MnpenapaTtbl He MnoanexuT
TaMOXXeHHOMY OPOPMITEHNIO) NMMOO HAaXOA4ATCA B PO3HUYHOWN NpOAaXe B anTEYHOW CeTH;

peanusaumMsi OCTaTKOB JIEKApPCTBEHHbIX MpenapaTtoB, BKMOYEHHbIX B MNepedeHb,
HaxoAdALWMXCA B PO3HUYHOW MpoJake B anTeYHOW CeTu Ha JaTy perucrtpaumm npegenbHown
OTNYCKHOW LieHbl NPOM3BOAUTENS, OCYLLECTBSETCA NO LUeHaM, chopMupoBaHHbIM O AaTbl ee
peructpaumn.
(ab3auy BBegeH noctaHoBneHnem CoemuHa ot 17.10.2023 N 687)

<*> Ha 1 pekabpsa 2023 r.
3. HacToswee noctaHoBrneHne BcTynaeT B cuny ¢ 14 niona 2023 r.

Mpembep-mnHncTp Pecnybnuvkn benapycb P.l"onoB4eHko

MpunoxeHue

K NOCTaHOBMNEHMIO

Coseta MuHucTpoB
Pecnybnukn Benapycb
31.10.2018 N 776

(B peqakumm NocTaHoBMEHUS
CoseTta MuHucTposB
Pecnybnukn Benapycb
06.07.2023 N 444)

MNEPEYEHb
NEKAPCTBEHHbBIX NMPEMAPATOB, NPEAEJIbHBLIE OTMYCKHbLIE LLEHBbI HA KOTOPBLIE
NOANEXAT PEIMMCTPALIA

MexxoyHapogHoe
HenaTeHTOBaHHOE JlekapcTBeHHasa dpopmMa, 4O3MpPOBKa
HanMeHOBaHue
1. AmMnogunuH TabneTkn 5 mr

TabneTtkn 10 mr



2. AMoKCUUMNNH +
KnaByrnaHoBas Kucrnorta

3. ATopBacTtaTuH

4. AueTtuncanuuunosas
Kucnota

5. betarnctumH

6. buconponon

7. BancaptaH

8. NenapwuH
9. loHeneaun

10. XKenesa (lll) ruapokena
nonMmansTo3ar
11. 3onukroH

12. N6ynpodeH

13. KaHgecapTaH

14. KapbamasenuH
15. Kapsegunon

16. NakTynosa

17. NNamOoTpUaXuH

TabneTkn, NOKpbITble 060104KOM / TAONETKN, NOKPLIThIE
nneHo4Hon obonoykon, 500 mr/125 mr (625 mr)

TabneTkn, NOKpbITble 06004KOM / TABNEeTKN, NOKpPbITbIE
nneHo4Hon obonoukon, 875 mr/125 mr (1000 mr)

TabneTkn, NOKpbITble 0605104KOM / TABNETKN, NOKPLIThIE
nneHo4yHowm obosioukon, 10 mr

TabneTkn, NOKpbITble 0605104KOM / TABNETKN, NOKPLIThIE
nreHo4YyHom obono4kon, 20 Mr

TabneTkn, NOKPbITbIE KULWEYHOpacTBOpuMon obonoykomn /
TabneTkn, NOKpbITble 060N04KoM / TAbNeTKn
K/LLeYHOPaCcTBOPMMbIE, MOKPbITbIE NIIEHOYHOW 060MOYKOWN,
75 mr

TabneTkn, NokpbITblie 060104KOM / TABNETKN
KULLIEYHOPACTBOPMMbIE, MOKPbITbIE MNEHOYHON 000MN0YKoN /
TabneTkn, NOKpLITblE NIEHOYHOM 00onoYkon / TabneTkuy,
MOKPbITbIE KMLLEYHOPACTBOPUMOW o6ono4dkon, 150 mr

Tabnetkn 500 mr

Tabnetkn 16 mr

TabneTtkn 24 mr

TabneTkn, NOKpLITblE NIEHOYHOM 060MNoYKon, 2,5 Mr
TabneTkn, NOKPbITblE NIEHOYHONW 000NOYKON, 5 Mr
TabneTkn, NOKpbITble NIEHOYHOM 0bono4kor, 10 mr

TabneTkn, NOKpbITblie 0605104KOM / TAONETKN, MOKPLIThIE
nneHo4yHown obosioydkon, 80 mr

TabneTkn, NOKpbITblie 0605104KOM / TAONETKN, MOKPLIThIE
nneHo4yHom obono4vkon, 160 mr

renb Ans HapyXHoro npumeHeHus 1000 ME/r

TabneTkn, NoKpbITble 060Mn04koN / TabNeTKn, NOKPbIThbIE
nneHo4yHom obosio4kon, 5 mr

TabneTkn, NoKpbITble 060Mn04koN / TabNeTKn, NOKPbIThbIE
nneHo4yHowm obosioykon, 10 mr

TabneTkn xesaTtenbHble 100 mr

TabneTkn, NOKpbITble 0605104KOM / TAONETKN, MOKPLITHIE
nneHo4yHom obosioukon, 7,5 Mr

TabneTkn, NOKpbITble 060noYKon / TabneTkn, NoKpbITbIe
nneHo4yHon obonoykon / kancyrnsl 200 Mr

TabneTkn, NOKpbITblie 0605104KOM / TABNETKN, NOKPLIThIE
nneHo4Hon obono4kon, 400 mr

CycreH3us ang npyema BHyTpb (4NA BHYTPEHHEro
npumeHeHus) 100 mr/5 mn

Tabnetkn 8 mr

Tabnetkn 16 mr

Tabnetkn 32 mr

Tabnetkn 200 mr

Tabnetkn / kancynbl 6,25 Mr
Tabnetkn / kancynbl 12,5 mMr
Tabnetku / kancynbl 25 mr

cupon 667 mr/mn
cupon 670 mr/mn

TabneTtkn 25 mr
TabneTtkn 50 Mr



18. JlTataHonpocT

19. JleBeTunpavetam

20. JledpniyHoMng,
21. JlnanHonpun

22. JlozapTaH

23. JlozapTaH +
rmapoxnopoTunasmng

24.

25.

26.

27.

28.

29.

30.

31.
32.

Menokcukam

MeTonponon

MeTtdopmuH

MokcoHnguH

MoncmngomunH

Humecynug,

HuuepronuH

Owmenpason
Pamunpun

Tabnetkn 100 mr
Kannu rnasHele (pacteop) 0,05 mr/mn

TabneTkn, NOKpbITble 0605104KOM / TABNETKN, NOKPLIThIE
nrneHo4YHon obono4kon, 250 mr

TabneTkn, NOKpbITblie 060N04YKOM / TAONETKN, NOKPLIThIE
nneHo4yHowm obonoykon, 500 mr

TabneTkn, NOKpbITble 060N104YKOM / TAONETKN, NOKPLIThIE
nneHo4yHown obosioykon, 1000 mr

TabneTkn, NOKpbITble NfIEHOYHOM 0Bonoykon, 20 Mr
Tabnetkmn 5 mr

Tabnetkn 10 mr

Tabnetkn 20 mr

TabneTkn, NOKpbITblie 0605104KOM / TAONETKN, MOKPLIThIE
nneHo4yHown obosioyvkon, 50 mr

TabneTkn, NOKpbITblie 0605104KOM / TAONETKN, MOKPLIThIE
nreHo4YyHon odono4kon, 100 mr

TabneTkn, NOKpbITble 060N104KOM / TAONETKN, NOKPLIThIE
nneHo4yHowm obosioykon, 50 mr/12,5 mr

TabneTkn, NOKPbITblE NNEeHOYHOM obonoykon, 100/12,5 mr

TabneTkn, NOKpbITble 060N104KOM / TAONETKN, NOKPLIThIE
nneHo4yHown oborno4kon, 100 mr/25 mr

pacTBOp ANs BHYTPUMbILLEYHOrO BBeAEHNs / pacTBop Ans
MHbekumn 15 mr/1,5 mn

TabneTtkn 7,5 mr
Tabnetkn 15 mr
Tabnetkn 25 mr
Tabnetkn 50 mr
Tabnetkn 100 mr

TabneTkn / TabneTkn, NoKpbITblie 060N04YKOM / TabNeTKy,
MOKpbITLIE NITIEHOYHON o6oroukon, 500 mr

TabneTkn, NOKpbITblie 060104KOM / TAONETKN, MOKPLITHIE
nneHo4yHom obono4vkon, 850 mr

TabneTkn, NoKpbITble 060M04koN / TabNEeTKN, NOKPbIThbIE
nneHo4yHom oboso4vkon, 1000 mr

TabneTkn, NOKpbITble 0605104KOM / TAaBNETKN, NOKPLITbIE
nrneHo4YyHom obono4komn, 0,2 Mr

TabneTkn, NOKpbITble 060104KOM / TAONETKN, MOKPLITHIE
nrneHo4YyHom obono4kon, 0,4 mMr

TabneTkn 2 mMr
TabneTtku 4 mr

NOPOLLOK (rpaHyrbl) Ars NPUroTOBNEHUSA CyCneH3un Ang
npuemMa BHYTpPb (4519 BHYyTPEHHEro NpUMEHEeHns) B nakeTax
100 mr/2 r

Tabnetkn 100 mr

TabneTkn, NOKpbITble 060M04KOoM / Kancyrbl 5 Mr
TabneTkn, NoKpbITble o6onoykon / kancynbsl 10 mr
TabneTkn, NOKpbITble 060n04KoN / kancysnbl 30 Mr
Kancynbl / Kancysbl KNWeYHopacTBopuMble 20 Mr
Tabnetkn 2,5 mr

Tabnetkn 5 mMr

Tabnetkn 10 mr



33. PuBapokcabaH TabneTkn, NOKPbITblE NNIEHOYHOM 000NoYKoN / TabneTky,
NoKpbITble obonoykon, 2,5 mr

TabneTkn, NOKPbITblE NNIEHOYHOM 000NoYKoN / TabneTky,
NoKpbITble o6ono4kon, 10 mr

TabneTkn, NOKpbITble NfIEHOYHOM 06onoYkon / TabneTkuy,
NoKpbITble 06ono4kon, 15 mr

TabneTkn, NOKpbITble NfIEHOYHOM 0BonoYkon / TabneTkuy,
NoKpbITble o6ono4kon, 20 mr

34. PosyBacTtaTuH TabneTkn, NOKPbITbIE MNNEHOYHOM 060o4KoN / TabneTku,
NoKpbITble o6onoykon, 10 mr

TabneTkn, NOKPbITblE NNIEHOYHOM 000oNOYKoN / TabneTky,
NoKpbITble o6ono4kon, 20 mr

35. CnupoHonNaKkToH TabneTkn / kancynbl 25 Mr
Tabnetkn / kancynbl 50 mr
TabneTkn / kancynbl 100 mr

36. TpumeTasmanH TabneTkn ¢ MoaMdULMPOBaHHLIM BbICBOOOXAEHMEM,
NOKpbITble 06ono4kon / TabneTkn ¢ MogndULMPOBaHHbBIM
BbICBOOOXAEHNEM, NOKPbITbIE NNIEHOYHOM 060n04Kor, 35 Mr

37. Ypcogeokcuxonesas kancyrnbl 250 mr

Kucnorta kancynbl 300 mr

YTBEPXIEHO

I[IocTaHOBJIEHME

CoBeTa MMHMCTPOB
Pecnybnmuku Bejapychb
31.10.2018 N 776

(B pemakuMy MNOCTAHOBJIEHUSA
CoBeTa MMHMCTPOB
Pecnybnuku Bejapychb
06.07.2023 N 444)

MNONOXEHVE )
O NMOPSAAKE PEMMCTPALIMM MPEAENBHbIX OTMYCKHbIX LIEH MPOV3BOAUTENEN HA
NEEKAPCTBEHHBIE MPEMAPATI

1. Hactoawmum [lonoxeHnem onpegenseTtca MNOPSAOK perucrTpaumn  npegenbHbIX
OTMYCKHbIX LieH MpOV3BOAUTENEN Ha NeKapCTBEHHblE Nnpenapatbl (Janee, ecnu He ykasaHo
NHoe, - NpeferbHble OTMNYCKHbIE LieHbl), BKIIOYEHHbIE B NepeYveHb NekapCTBEeHHbIX npenapaTos,
npegenbHble OTNYCKHblE LEHbl Ha KOTOopble Moanexar perncrpauvu, onpegaeneHHbIn
NnocTaHoBNEeHNeM, yTBEPAMBLLMM HacTosLee [onoxeHne (narnee - nepeveHs).

2. Ansa uenen Hactosiwero lMonoxeHus MCMonb3yTCA TEPMUHBI U UX ONpefeneHvus B
3Ha4eHusX, yCTaHOBMEHHbIX 3akoHoM Pecnybnukn Benapycb ot 20 uionsa 2006 r. N 161-3 "O6
obpalleHmn nekapcTBeHHbIX cpenctB’, Ykasom [pesumgeHTta Pecnybnukn Benapycb oT 22
asrycta 2018 r. N 345.

3. Peructpaums npedenbHbIX OTMAYCKHbIX LUeH ocyuwecTenseTca MuHuctepcTBoM
3[paBooxpaHeHus (ganee - MuHsgpas).

4. [Ina ocylwecTBNeHus perucrTpaumm npeaenbHOM OTMYCKHOW LieHbl Ha NeKapCTBEHHbIN
npenapaTt gepxaTtenem perncTpaunmoHHOro yaoCToBepeHus: (YNOSTHOMOYEHHbIM MM NMLOM) B
pecnybrnvkaHckoe yHuUTapHoe npeanpusatne  "LieHTp  3KcneptM3a W UCMbITaHUA B
3apaBooxpaHeHun” (danee - YT "LleHTp akcnepTus u ucnblTaHU'") NpeacTaBnaAoTCS:

3asBrneHve O peructpauum npeaenbHon OTMYCKHOW  LeHbl Npou3BoauTens Ha
nekapcTBEeHHbIN Npenapat no hopme CornacHoO NPUIOXeHUo (aanee - 3asBneHue);



OOKYMEHTbI, Heobxooumble [Ans  OCyLWeCTBNEHUs aAMWHUCTPATMBHOM Npouenypsbl,
npeaycMoTpeHHoOn B nognyHkte 9.4.12 nyHkTa 9.4 eOuHOro nepedHs agMUMHUCTPATUBHBIX
npoueayp, OCyLEeCTBNSeMblX B OTHOLEHUN CyObeKTOB XO3SNCTBOBaHWUA, YTBEPXAEHHOro
noctaHoBneHnem Coseta MuHuctpoB Pecnybnukmn Benapycbk oT 24 ceHTabpsa 2021 r. N 548;

OOKYMEHT, cofepxallMi paccyuTaHHoe B COOTBETCTBUM C METOOMKOW pacyeTa
npegernbHbIX OTMNYCKHbIX LieH Npou3BoauTenen Ha nekapcTBeHHble npenaparbl, onpeaeneHHom
MWHUCTEPCTBOM aHTMMOHOMOSNBHOIO perynupoBaHmMst u Toproenu (ganee - MAPT) no
cornacoBaHuio ¢ MnH3gpaBoM (ganee - meToguka), 3HayeHne npegeribHoON OTNYCKHOWN LieHbI.

5. 3aaBneHve, a Takke AOKYMEHTbI, yKadaHHble B ab3auax TpeTbeM 1 YeTBEPTOM NyHKTa 4
HacToswero [lonoxeHus (ganee, ecnu He yKasaHO WHOe, - AOKYMEHTbl), ModaltTCa Ha
GymaxxHOM HocuTene (B ABYX 3K3emnnsapax) u (Mnu) B aNeKTPOHHOM BUAE.

6. Yl "LleHTp 3aKcnepTu3 u ucnbiTaHM" B TeyeHne Tpex paboumx OHEW cCOo OHA nopadv
3a8BIIeHMSA OCYLLECTBISET ero pacCMoTpeHne, a TaKkke rnposepsieT NOSIHOTY NpedcTaBleHHbIX
OOKYMEHTOB M CoAepKallnXCHa B HAX CBeOEHUN.

B cnyyae HecoGniogeHus nopsaka npeactaBneHus 3assneHms n gokymenTtos Y11 "LleHTp
3KCnepTuU3 M UCNbITaHUA" B CPOK, YCTAHOBMEHHbIA B YacTW NEpBOW HACTOALEro MyHKTa,
HanpaBnseT AepXaTtenio perncTpaumoHHOro yAoCTOBepPeHUs (YNOSIHOMOYEHHOMY MM nuuy) B
NMMCbMEHHOM BuAe M (UNK) NOCPEeACTBOM 3MEKTPOHHOW CBA3W yBeAoMIieHne o6 ycTpaHeHun
HeJOoCTaTKOB B Te4eHue ABYyX pabo4nx aHEN.

YT "LleHTp aKcnepTvM3 M UCMbITaHUK' B TeYeHMe OOHOro paboyero AHA OCyLlecTBnsieT
paccMoTpeHue SONOMHUTENBHO NpeacTaBneHHbIX JOKYMEHTOB.

7. YT "LUeHTp aKcnepTvM3 U UCMbITaHUMN" B TedeHue ofHoro paboyero AHsS yBegomnsaeT
MwH3gpaB (C npunoXxeHMem BCeX AOKYMEHTOB, NOOAHHbIX AepXaTernem pernctpaumoHHOro
yOoocToBepeHUst (YNOSTHOMOYEHHBIM UM NTULOM):

B Cny4asix, YCTaHOBIEHHbIX B ab3auax BTOPOM U TpeTbeM nyHkTa 1 ctatbu 17 3akoHa
Pecnybnukn Bbenapycb oT 28 oktabps 2008 r. N 433-3 "O6 ocHoBax agMMHUCTPATUBHbIX
npoueayp"”;

B Cfnyyae HeyCTpaHeHWs HeOOoCTaTKOB B COOTBETCTBMM C 4acTbid BTOPOW MyHKTa 6
HacTtosiwero lNonoxeHus.

MuH3gpaB B criydasix, ykasaHHbIX B 4acCTW MepBOW HACTOALWEro NyHKTa, npuHUMaet
peweHne o6 oTKkase gepxaTtemnto PerMcTpaumMoHHOro yaoctoBepeHus (YnosITHOMOYEHHOMY UM
nuuy) B MPUHATUMM 3asBfIEHMS U B TevyeHue ABYX paboymx AHEW CO AHS MPUHATUSA Takoro
peLeHnsa yBeaoMnseT gepxaTtens perucTpauMoHHOro yooctoBepeHus (YnorHOMOYEHHOEe UM
nnuo) B MMCbMEHHOM BMUAe U (MNKn) NOCPEOCTBOM 3ITIEKTPOHHON CBA3MN.

8. B cny4yae npuHatus 3asenenns YT "LieHTp akcnepTu3 1 UcnbiTaHUn" B TeYeHne OByX
pabounx AHEN HanpaenseT KON 3aaBreHnsa n 4okyMmeHTbl B Munsgpae n MAPT.

9. MAPT B TeudeHne 10 paboumx OHEW CO AHs, CreayroLlero 3a gHeEM MONyYeHUs Konum
3a8BrEeHNS U OOKYMEHTOB, MPOBOAMT 3KOHOMMYECKUI aHanm3 npedesibHoM OTMYCKHOW LieHbl,
paccuMTaHHOW gepxaTenem perncTpaunmoHHoOro yaoctosepeHns (YNonHOMOYEHHBIM UM FINLIOM),
n HanpaendetT B MuH3gpaB cornacoBaHve rnpefenbHOM OTMYCKHOW LieHbl UMM OTKa3 B TakOM
cornacoBaHuu.

10. MAPT npwu ocyLiecTBneHNN 3KOHOMMUYECKOrO aHanuaa ucnonb3yerT:

cBegeHnsa o6 OTMYyCKHbIX LeHax M3 ouumanbHbiX MCTOYHUKOB MHopMaumm (CanToB B
rnobanbHOM KomnbioTepHoM ceTn MHTepHeT). lNMepedeHb Takmx UCTOYHMKOB pasmellaeTcs Ha
oduumansHom carite MAPT B rnobansHON KOMMNbIOTEPHOW ceTu VIHTepHeT;

OOKYMEeHTbI, NoATBepXxaatoLme pasmep OTNyCKHON LEeHbI.

11. OcHoBaHuaAMM Ans OTkasza B cornacoBaHun MAPT npegenbHOW OTMYCKHOM LEHbI
SABMAKTCS:

npegcraBneHne He4OCTOBEPHbIX NIMOO HEMOMHbLIX CBEAEHUN,;

npeBbiLLeHNe 3HaYeHNa NpeacTaBeHHon ANa pernctTpaunm npeaeribHon oTNyCKHOM LieHbl
Haz ueHoun, paccuntaHHon MAPT B cOOTBETCTBUM C METOOMKOMN.

12. MmnH3gpaB B TeyeHue Tpex paboumx gHen co AHs nonydveHusi cornacosaHna MAPT
npegenbHON OTNYCKHOM LieHbl U OTKa3a B TAaKOM COrfnacoBaHnn NpuHUMaeT peLUeHune:

0 peructpaunm npegeribHon oTNyCKHOW LieHbI;

00 oTkase B pernctpaumm npegenbHoOn OTAYCKHOM LEeHbl (C M3NOXEHNEM OCHOBaHWK Ans
oTKasa).

OcHoBaHnaMMN ONsi OTKasa B peructpaunm MuH3gpaBoM npeaenbHOW OTMYCKHOW LEeHbl



ABMAIOTCS:

cnyyawum, ycrtaHoBneHHble B ab3auax BTOpoOM M TpeTbem cTatbh 25 3akoHa Pecnybnukn
Benapycb "O6 ocHOBax agMMHUCTPATMBHLIX Npoueayp";

otkasz MAPT B cornacoBaHun npefensHOM OTMYCKHOW LieHbl, 3a UCKMIOYEHMEM Chny4yaes,
npeayCcMOTPEHHbIX B YaCTAX TPETbEN N YETBEPTON HACTOSALLEro NyHKTa.

[na npuHATUS pelleHns o permcTpaummn npeaenbHon OTNYCKHOM LieHbl v 06 oTkase B ee
perncrpaumm Munsgpas 4ONONHUTENBHO NPOBOAUT OLIEHKY COOTHOLLEHUS NOMb3bl, NOSTyYaemMon
BCrneAcTBMEe perncrpauuu npegeribHon OTMYCKHOW UeHbl W COXpaHeHus OOCTYMHOCTU
neKkapcTBEHHOro npenapaTa, U pucka, CBA3aHHOTO C OTKa3OM B perucrpauum npegeribHomv
OTMYCKHOW LeHbl U OTCYTCTBMEM JIeKapCTBEHHOro npenaparta (ganee - COOTHOLEeHWe "nonbaa -
puck"), B cnyyasx:

nonyyeHus otkasa MAPT B cornacoBaHum npegernbHON OTNYCKHOWM LIEHbI;

M3MEHEHUS 3aperncTpypoBaHHOW nNpeaenbHOM OTMNYCKHOMW LEHbl B COOTBETCTBMU C
nNyHKTOM 19 HacTosLwero MNonoxeHus.

B cny4ae yctaHoBneHus HebnaronpmMaTHOro COOTHOLIEHMA "nonb3a - puck” otkas MAPT B
cornacoBaHun npenenibHoOM OTMYCKHOM LeHbl He npenaTcTByeT npuHatuio MwuH3gpasom
peLLEeHNs 0 ee perncTpaumm.

PeweHne odopmnsetca npukasom MwuHsgpasa. [daTton pernctpauum npenenbHon
OTMYCKHOW LieHbl ABNsieTCA AaTta u3gaHusa cooTBETCTBYoLero npukasa MuHsgpasa.

13. MuH3apaB B TeueHne Tpex pabounx OHEN CO OHSA MPUHATUSA peLleHnss O permctpauumn
npeaenbHoONn OTNYCKHOW LeHbl unn o6 oTkase B ee peructpauumn yBeooMnsieT AepxaTens
perncTpaumMoHHOro yaoctoBepeHust (YNONMHOMOYEHHOE UM JiMLO) O MPUHATOM pelleHnn B
NMCbMEHHOM Buae v (Unm) NOCPEeACTBOM ANIEKTPOHHONM CBA3N.

B cnyyae npuHaTMsS MuH3gpaBoM peLleHnst 0 permctpaunm npeaensHOn OTAYCKHON LieHbI
YT "LleHTp aKcnepTu3 M UCMbITAaHUI" B CPOK, YCTAHOBMEHHbIA B 4acTW NepBON HacTosLero
MyHKTa, BHOCUT Heobxoanmble CBEAEHUS B rOCy4apPCTBEHHbIN peecTp npeferibHbiX OTMYCKHbIX
LeH npounssBoauTenen Ha nekapCTBEHHbIE NpenapaThl (ganee - peecTp npeaenbHbIX OTMYCKHbIX
LeH).

14. PeweHune Munsgpasa 06 oTkase B permctpaunm npeaenbHOn OTNYCKHOW LieHbl MOXET
ObITb 06kanoBaHo B cyaebHOM nopsigke.

15. MuH3gpaBoOM OTMEHSIETCS pELLUEHME O peructpaumm npegeribHon OTMYCKHOW LEHbI,
€CNN YCTaHOBIEHO, YTO Aep)KaTeneM permcTpaumMoHHOro yaoCToBepeHUs (YNOSTHOMOYEHHbIM
UM nuuom) ObinM npeactaBneHbl HEOOCTOBEPHbIE CBEOEHUs, MOBNUSBLUME HA pes3ynbTaT
NPUHATOrO peLUeHus.

16. B cnyyae, ecrnn B ['ocygapcTBEHHOM peecTpe feKkapCTBEHHbIX cpeacTs Pecnybnvku
Benapycb wnun B EgMHOM peecTpe 3aperncTpypoBaHHbIX —fIEKAPCTBEHHbLIX CPEACTB
EBpasuinckoro 9KOHOMWMYECKOro coto3a (ganee - peecTpbl  JEKApCTBEHHbIX CPEACTB)
coaepatcs cBeeHnNs 0 TOM, YTO:

B NPOW3BOACTBE fIEKapCTBEHHOrO Npenapara, npeaenbHas OTNyCckHas LieHa Ha KOTOpbIn B
COOTBETCTBMM C MEepeyHeM MNoaNexuT peructpaumv, MoryT npuHUMaTb yvacTue HEeCKOMbKO
Yy4aCTHUKOB NPOM3BOACTBA, PErMCTpUpyeTCcsl OgHa npeaenbHasi OTNyCckHas LieHa He3aBMCUMO OT
KONM4YecTBa TakMX YYaCTHUKOB;

NeKkapCTBEHHbIN NpenapaT, npegenbHas OTNyCKHAs LeHa Ha KOTOPbI B COOTBETCTBUU C
nepevyHeM MoAnexuT perucTpauun, MoxXeT BbiNyCKaTbCA B OQUHAKOBOW flekapCTBEHHOW hopme
N pasHbliX [03MpoBKax, hacoBkaxX, MEPBMYHbIX YyMNakKOBKax, MpPeAenbHble OTMYCKHbIE LEeHbI
perncTpupyoTca Ang Kaxaoro BapMaHTa 403UPOoBKU, PacoBKM, NEPBUYHON YNaKOBKMY;

NeKapCTBEHHbIN nNpenapaT, npeaenbHas OTNyCKHAs LeHa Ha KOTOPbI B COOTBETCTBUU C
nepevyHem NoanexnT perncTpauumn, MoXeT BbiMyCcKaTbCs B OANHAKOBOW fIEKapCTBEHHOW hopme,
003UPOBKe, MEPBMYHON ynakoBke, bacoBke, HO C Pa3HbIMU COYETAHMSIMU KONUYECTBA €OUHUL,
NeKkapCTBEHHOro npenaparta B NEPBUMYHON YMaKOBKE M KONMMYECTBOM MEPBUYHbBIX YNAKOBOK BO
BTOPUYHOM YMNakoOBKe, AN BCEX COYeTaHu PEerncTpupyeTcs ogHa npegenbHas OTNyCcKHas
ueHa.

17. B crnyyae BKIOYEHUS B pPeecTpbl NeKapCTBEHHbIX CPeacTB CBEAEHWA O HOBbIX
nekapCcTBEeHHbIX npenapartax, npefdenbHble OTMYCKHblIE LUeHbl Ha KoTopble noanexar
perncrpaumu, gepxartenem permcTpaumoHHOro yaoctoBepeHus (YNONHOMOYEHHBbIM UM NIULOM)
B TeyeHue OBYX MecsueB OT AaTbl BHECEHUS CBEAEHWUMA B PeecTpbl NeKapCTBEHHbIX CpeacTB
nogarTcsa 3adBfeHve W [OOKYMEHTbl B nopsake, npegycMOTPEeHHOM B NyHkTax 5 - 12



HacTtoswero NonoxeHus.

18. MNpegenbHble OTNYCKHbIE LieHbl PErMCTPUPYIOTCA B 6eropyCcckmnx pyonsx.

B cnyyae, ecnn nekapcTBeHHbI MpenapaTt peanusyeTcs Ha Tepputopum Pecnybnukm
Benapycb Ha OCHOBaHUW KOHTpaKTa, B KOTOPOM CyMMa nnaTexa BblpaeHa B WHOCTPaHHOM
BanTe (Oanee - BanTa KOHTpakTa), AepXaTenb perncTpaumMoHHOro YAOCTOBEpeHUs
(YNnOMHOMOYEHHOE MM NNLI0) MOXET Npu nogadve 3asBreHns ykasaTb BarntoTy KOHTpakTa.

Yl "LleHTp 3KcnepTns M UCNbITaHUW" NpU BHECEHUW CBEOEHUW B pPeecTp npederibHbiX
OTNYCKHbIX LUEH B COOTBETCTBMM C NyHKTOM 13 HacTosiwero lNonoxeHus Takke ykasblBaeT
cBegeHns 00 OKBMBANeHTHOW LeHe B BasniloTe KOHTpakTa, pacCYMTaHHOM ucxodsd U3
3aperncTpmpoBaHHON NpenenbHON OTNYCKHOW LieHbl MO ouumansHOMy Kypcy HaumoHaneHoro
6aHka Pecnybnukn bBenapycb, ycTaHOBNEHHOMY Ha faTy perncrpaumm npeaenbHOn OTMnyCKHOM
LEeHbI.

B cnyvae, ecnu odwuumanbHbin Kypc HauuoHanbHoro 6aHka Pecnybnunkm Benapych,
YCTaHOBIEHHbIN Ha AaTy BblMycka NeKapCTBEHHOro npenaparta B COOTBETCTBUN C TAMOXEHHOMN
npoLueaypow Bbinycka Ansi BHyTpeHHero notpebnexHns (ecnu Takow NekapcTBEHHLIN npenapaT
NoanexXuT TaMOXEeHHOMY [eKnapuvpoBaHWIO) WU Ha JaTy MNOCTYNNEeHUs feKkapCTBEHHOro
npenaparta Ha cknag nokynaTens, yKkasaHHyl B HaknagHon (ecnv TakoW JeKapCTBEHHbIN
npenapatr He MOANIEXUT TaMOXEHHOMY [AeKnapupoBaHWIo), YBENUYUIICH MO CPaBHEHUIO C
odumumanbHbiM KypcoMm HauunoHanbHoro 6aHka Pecnybnukm benapycb, yCTaHOBMEHHbIM Ha
aaty perncrpaumm npegernbHOM OTNYCKHOW LeHbl, pa3peluaeTcs UCnonb3oBaTb B KayecTse
3aperucTpmpoBaHHON NpeaenbHON OTMYCKHON LieHbl SKBUBASIEHTHYIO LIEHY B BantOTe KOHTPaKTa,
paccyMTaHHyo B COOTBETCTBUM C YaCTb TPETbEN HACTOSALLEro NyHKTa.

19. B cnyvyae Heob6Xx0AMMOCTM N3MEHEHUST 3apPErMCTPUPOBAHHOM NPeaesnibHOM OTMYCKHOM
LeHbl AdepXaTenb pPernctpaumMoHHOro yaocrtoBepeHust (YNOMHOMOYEHHOE WM NULO) MOXET
npeacTaBuTb 3asBreHNE U AOKYMEHTbI B nopsake, npegyCMOTPEHHOM B NYHKTE 5 HacTosLWero
[MonoxeHus, B TOM 4uCre C YyKa3aHMEM WHOrO 3HayeHus npefernbHOW OTMYCKHOM LeHbl C
060CHOBaHMEM TaKOro 3Ha4YeHus, ecrnvm paccinTaHHoe B COOTBETCTBUN C METOAMKON 3HaYeHue
npegenbHON OTNYCKHOM LieHbl ABNSETCS 9KOHOMUYECKM HeLlenecoobpasHbIM.

PaccmoTpeHne 3asBneHus n AOKYMEHTOB, MOAAHHbIX B COOTBETCTBMU C YaCTbl NepBOW
HaCcTOALWEero NyHKTa, OCyLLeCcTBNAETCS B nopsake, onpegeneHHomM HacToawmum NonoxeHnem.

20. Peanusaumss nekapcTBEHHbIX MpenapatoB, CPOK AEUCTBUSA pPernctpaumoHHbIX
yOOCTOBEPEHMI Ha KOTOpble WCTEK, OCYLWECTBSETCAS C Y4YeTOM 3aperMcTpupoOBaHHbIX
npeaenbHbIX OTMYCKHbIX LleH 40 OKOHYaHMSA UX CpoKa FO4HOCTMU.

MpunoxeHune

K MonoxeHuto o nopsgke
permcTpaumm npeaenbHbIX
OTMYCKHbIX LieH Npon3BoguTenen
Ha nekapcTBEHHbIe npenapaTsbl
(B pegakumm NnocTaHoBIEHUS
CoseTta MuHucTpoB

Pecnybnukn Benapycb
06.07.2023 N 444)

dopma

MUHMCTEPCTBO 3OPaBOOXPaHEHUA
Pecnybnukmu Besapycsh

SASBIIEHVE
O permcTpauumu NpeneJIbHOM OTIYCKHOM LEeHH IPOM3BOIOUTENS

Ha JIeKapCTBEHHHI Ipernapar

JepxaTellb PerMcTPalMOHHOI'O YHOOCTOBEPEHUHA (YyrIoJIHOMOYEHHOEe VIM JINLO)



(IIoJIHOe HaMMEHOBAaHME IepXaTeJis PeTUCTPALMOHHOTO YyOOCTOBEPEHUS

(YIIOJIHOMOYEHHOT'O UMM JiMua) ,

[IOYTOBEI ampec,

ampec DBJIEKTPOHHOM IIOUTEH)
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(1oJlTHOe HaMMEHOBaHME OPUINYECKOTO JIMLa,
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ampec, anpec DJIEKTPOHHOM IIOUTH, KOHTAKTHEE TejiebOHH)
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npenapara npenapara o
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<*> [Ina uenewn, ykasaHHbIX B 4aCcTW BTOpPOM MyHKTa 18, 4actm nepBon nyHkTa 19

HacToswero NonoxeHus.
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