(HauunoHanbHbIN npasosoit MHTepHeT-nopTan Pecnybanku benapyck, 02.11.2018, 5/45755)
IIOCTAHOBJIEHUE COBETA MUHHUCTPOB PECITYBJIMKU BEJIAPYCH
31 okTsa6ps 2018 r. Ne 776

0] Perucrpanuu nNpeacjabHbIX OTIITYCKHBIX HECH
npon3BonnTe.}1e171 Ha JICKAPCTBCHHLIC CPEACTBA

W3meHeHus ¥ JONOTHEHUS:

[ToctanoBnenne Coera MunuctpoB Pecriyonmku benapych ot 6 utomns 2023 r.
Ne 444 (HaumonaneHblii mpaBoBoit MHuTepuer-mopran Pecnyonuku benapycs,
11.07.2023, 5/51886) <C22300444>;

[MocranoBnenne CoBera MunuctpoB PecnyOnuku benapych ot 27 nexaOps
2024 . Ne 1023 (HaumonaneHblii mpaBoBodi MuTepHeT-moptan PecryOnuku
benapycs, 01.01.2025, 5/54404) <C22401023> - BHeCE€HBI U3MEHEHUS U JOTMIOJIHECHUS,
BCTYNUBIIKE B cUiTy 2 ssHBaps 2025 r., 32 UCKIIIOYEHUEM W3MEHEHUN U JTIONIOJTHEHUH,
KOTOpBbI€ BCTyNAT B cuity 1 mapra 2025 r.;

[ToctanoBnenne Coetra MunuctpoB Pecnyonuku bemapycs ot 27 nexabps
2024 r. Ne 1023 (HaumonanbHblii mnpaBoBoii HWHTepHer-noprtan PecmyOnuku
benapycs, 01.01.2025, 5/54404) <C22401023> - BHECEHBI U3BMEHEHUS M JIOTIOJTHEHUS,
BCTynMBIIKE B cuity 2 ssHBaps 2025 r. u 1 mapra 2025 1.

Ha ocnoBanum yactu mepBoii moanynkra 1.1 mynkra 1 Vkaza Ilpesunenta PecryOnuku
benapych ot 22 aBrycra 2018 1. Ne 345 «O peructpauuul 1IeH Ha JEKAPCTBEHHBIE CPEIICTBA»
Cosetr MunuctpoB Pecniyonuku benapycs [IOCTAHOBJISAET:

1. Co3math roCyapCTBEHHBIM pEeCTp MPEACIbHBIX OTHYCKHBIX IIEH MPOU3BOJUTENCH Ha
JIEKapCTBEHHBIE CPEJCTBA.

2. YtBepauth IlonoxeHue o MOpAIKE pErucTpaluy MOpeaeNbHbIX OTIYCKHBIX LIEH
IIPOU3BOJIUTEINIEH HA JIEKAPCTBEHHBIE IIPENapaThl (IIpUIaraeTcs).

2! Onpenenuts nepeueHs JEKApCTBEHHBIX MPENapaToB, HpejeibHble OTIYCKHbIE LIEHbI
Ha KOTOpPBIE MOJIJIEKAT PErUCTPALIMH, COITIACHO MPHIIOKEHHUIO.

3. HacTosiee nmocTraHoBiI€HNE BCTYAET B CHITY MOCIIE €r0 0(UIIHaIbHOTO OMyOJIMKOBaHUS.

IIpembep-MmunucTp Pecnyosnku begapych C.Pymac

[Ipunoxxenue

K TIOCTaHOBJICHHIO

Coseta MuHUCTpOB
Pecny6uku benapych
31.10.2018 Ne 776

(B peakuu mocTaHOBJICHUS
CoBeta MUHHCTPOB
Pecniy6uku benapych
06.07.2023 Ne 444)

IHEPEYEHD

JIEKapCTBEHHBIX MPeNnapaToB, NpeaejbHble OTIYCKHbIE IIeHbl HA KOTOPbIE MOAJIeKAT
perucrpanuun

Mexc;lyHapo,uHoe HCIIaTCHTOBAHHOC
HAaMMCHOBAHHC

JlekapcrBenHas opma, 103UpPOBKa

1. AMioguuH TabIETKA 5 MT
TabeTkn 10 Mr

2. AMOKCHITMJUTHH + KJIaByJIaHOBasl TaOJICTKH, TOKPHITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
KHCIIOTa o6oouxoii, 500 mr/125 mr (625 mr)

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
oboouxoit, 875 mr/125 mr (1000 mr)



3. AtopBacTaTuH

4. AUeTHIICATHIIIOBAs KHUCIIOTa

5. beraructun

6. bucomnpoion

7. Bancapran

8. I'emmapun

9. Jlonene3ui

10. XKenesza (II1) rugpoxcuz

noJIMMaJaIbTO3aT

11. 3omukaoH

12. N6ynpoden

13. Kannecapran

14. Kap6amazenun

15. Kapseaunon

16. Jlaktyno3a

17. JlJaMOTpHIKUH

18. JIaranompoct

19. JleBeTupaneram

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonoukoit, 10 mMr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
o00onoukoit, 20 Mr

Ta0JIETKH, TTIOKPBITHIE KHUIIIEYHOPACTBOPUMON 000JIOUKOM / TaONIETKH,
MTOKPBITBIC 000JI0UKOM / TAOJIETKHA KUIIETHOPACTBOPUMEIE, IIOKPHITHIE
IJIEHOYHOH 000JI0YKO#, 75 MT

TabJIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKN KAIIEYHOPACTBOPHUMEIE,
MTOKPBITHIC TUICHOYHOH 000JI09KOH / TaOJIETKH, TIOKPBITHIC MIICHOYHOU
000109K0¥ / TAaOJIETKN, IOKPHITHIE KAIIIEYHOPACTBOPUMOK 0005109K0M, 150 Mr

tabaetku 500 mMr

TabaeTku 16 mr

TabaeTku 24 mr

TaOJICTKH, TOKPBITHIC TNICHOYHO! 000JI0YKOi, 2,5 Mr
TaOJIETKH, TOKPBITHIE THICHOYHOIH 000J104KOif, 5 Mr
Ta0JIETKH, TTOKPHITHIE TUICHOYHOH 000J109K0H, 10 MT

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
0001049KO#, 80 MI

Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
06010ukoi, 160 mr

renb Ui HapyxHoro npuMmenernst 1000 ME/r

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
000JI09KO#, 5 M

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonoukoit, 10 mMr

TabJIeTKH KeBarelbHble 100 Mr

Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
000J109KOH, 7,5 MT

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
o6oouxoii / karcynbsl 200 M

Ta0JIETKH, TTOKPBITHIE 000JI0UKOM / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
obonouxoit, 400 mMr

CYCHEH3Us JUIsl IpHeMa BHYTPb ([U1st BHyTpeHHero npuMeHenus) 100 mr/5 miu
TabNICTKH § MT

TabneTku 16 mMr

TabneTku 32 Mr

tabnetku 200 mMr

TabJIeTKH / Karcysl 6,25 Mr

TabyeTku / Karcynsl 12,5 mr

TabJIeTKH / Karcybl 25 Mr

cupot 667 mMr/mi
cupot 670 mr/ma

TabIeTKu 25 MT

tabnetku 50 Mr

tabnetku 100 mMr

Karu raasseie (pacteop) 0,05 mr/mn

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
00004Koit, 250 Mr



TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonoukoit, 500 mMr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonouxoit, 1000 mMr

20. JTepmyrnomuz Ta0JIETKH, TTOKPHITHIE TUICHOYHOH 000J109KOH, 20 MT
21. JIm3uHOTIPHIT TabJIETKH 5 MT

tabsetku 10 mMr

tabietku 20 Mr

22. JlozapTan Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
0001049KO#, 50 MI

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonouxoit, 100 mr

23. Jlo3apras + rUapOXJIOPOTHA3H]] TaOIETKHU, MOKPBIThIE 000I0UKO#M / TAGIETKHU, MOKPHITHIE IEHOYHON
obonouxoit, 50 mr/12,5 mr

TaOJICTKH, TOKPBITHIC TNICHOYHOM 0600ukoii, 100/12,5 mr

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
060smoukoit, 100 Mr/25 mr

24. Menokcukam PacTBOp ISl BHYTPUMBIIIEYHOTO BBEJICHUS / pACTBOP AJIsI MHBEKIUH 15 mr/1,5
MIT

TabeTkn 7,5 Mr
TabneTku 15 mr
25. MetormpoJion TabneTku 25 Mr
tabnetku 50 Mr
tabnetku 100 mMr

26. Merdopmun TaONeTKH / TAOJNETKH, TOKPBIThIE 000JI0UKOI1 / TAOJIETKH, TOKPHITHIE
IJICHOYHOH 00010uKO0#, 500 Mr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
000109K0#, 850 Mr

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
o06omoukoit, 1000 mr

27. MOKCOHUIWH Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
0600ukoii, 0,2 Mr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonoukoit, 0,4 mMr

28. MoncuaoMuH TaOJIETKH 2 MI
TabJIeTKH 4 Mr

29. Humecynun MOPOILOK (TPpaHyJIbl) Ul IPUTOTOBJICHUS CYCIICH3UH JUIs TIPHEeMa BHYTPb
(1 BHyTpeHHETO IpUMeHeHus ) B nmakeTax 100 mr/2 r

tabneTtku 100 mMr
30. Hunepromua Ta0JIETKH, TIOKPBITHIE 000JIOUKOMH / KaICyJIbl 5 MT
Ta0JIETKH, TIOKPBITHIE 000JI04KOM / Karcybl 10 mr
Ta0JIETKH, TIOKPBITHIE 000JI04KOM / Karcyibl 30 Mr
Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0YKOH, 5 MT
Ta0JIETKH, TTOKPBITHIE TUICHOYHOH 000J109K0H, 10 MT
TaOJIETKH, TOKPBITHIE TNICHOYHO! 0005104K0i, 30 MT
31. Omenpazon KarcyJibl / KarcyJisl KuleqHopacTBopumble 20 Mr
32. Pamunpun TabneTku 2,5 Mr
TaOJICTKH 5 MT

Tabserku 10 Mr



33.

34.

35.

36.

37.

38.

39.

40.

41.

42.
43.

44,

45.

46.

PuBapokcaban

PosyBacraTun

CnupoHOJIaKTOH

Tpumerazunun

YpcoaeokcuxomneBas KUCIOTA

ABUTpOMUIIMH

AMOKCHUIIMIINH

Jlexcketonpoden

Jduknodenax

WHo3un npanodexc

Keroponax

Kcunomerazonuu

Menbnonui

OKCUMETa30IMH

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOJIETKH, TTOKPBITHIC
0001104KOH, 2,5 MI

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOJIETKH, TTOKPBITHIC
obonoukoit, 10 mMr

Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOH / TaOJIETKH, MOKPHITHIE
000J1049KOH, 15 Mr

Ta0JIETKH, TIOKPHITHIE TUICHOYHON 000JI0UKOH / TaOJIETKH, MOKPHITHIE
0001049KO#, 20 MI

Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOH / TaOJETKH, MOKPHITHIE
0001049K0#, 10 M

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOJIETKH, TTOKPBITHIC
00onoukoit, 20 Mr

TaOJNeTKH / Karncysl 25 Mr
TabneTky / Kancyasl 50 mr
Tabnetky / kancyas 100 Mr

TabJIETKH ¢ MOIU(UIIMPOBAHHBIM BBICBOOOKICHHEM, TTOKPHITHIE 000JIOUKOH /
TaOIETKU ¢ MOAN(DHULUPOBAHHBIM BEICBOOOXKICHUEM, TIOKPBITHIC TJICHOYHOM
000J1049KOH, 35 Mr

Karcysbl 250 mMr
karrcysbsl 300 mMr

Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOH / TaOJIETKH, MOKPHITHIE
obonoukoit, 500 mMr

Kancyms 250 mr

MOPOILOK ISl TPUTOTOBJICHHS CYCIICH3HMH /IS IPUEMa BHYTPb / TIOPOLIOK
JUISL TIPUTOTOBJICHUS CYCIIEH3UH JJIs1 BHYTPEHHEro npuMeHeHust 250 mr/5 mi

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaONETKH, TTOKPBITHIC
obonouxoit, 1000 mMr

pacTBOp ISl UHBEKIMH / KOHIIGHTPAT JJIsl IPUTOTOBIICHUS] HH(PY3UOHHOTO
pactBopa 25 mr/mi (50 mMr/2 M)

pacTBoOp st MHBEKIUH / nHQY3ui 25 mr/mut (50 mr/2 M)

pacTBOp /sl BHYTPUBEHHOTO M BHYTPUMBIIICYHOTO BBEACHUS / KOHIIGHTpAT
JUTSI TIPUTOTOBIIEHUS pacTBoOpa it nHGY3ui 25 mr/mi (50 mr/2 mr)

pacTBOp [UIsl BHYyTPUBEHHOTO ¥ BHYTPHUMBIIICYHOTO BBEJCHUS 25 MI/MII
(50 mr/2 M)

pacTBOp VISl UHBEKLUH / pacTBOP JUIsl BHYTPUMBIIICYHBIX HHBEKIHI / pacTBOP
JUISL BHY TPUMBIIIEYHOTO BBeAeHUs 25 mr/mit (75 mr/3 mi)

tabierku 500 mr

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOIETKH, TTOKPBITHIC
0001049KO#, 10 M

pacTBOp Jisl BHY TPUMBIIIEYHOTO BBECHUS / PACTBOP ISl BHY TPUBEHHOTO
Y BHYTPUMBIIIEYHOTO BBeIeHUs 30 MI/Mi

karmi HazanbHble 0,5 mr/mi (0,05 %)

cnupeit HazanpHEIH 0,5 mMr/mi (0,05 %)

cupeit HazaneHbIH 1,0 mr/mi (0,1 %)

Kancynsl 250 mr

kancynst 500 mr

pacTBop Ui BHyTpuBeHHOTrO BBeaeHus 100 mr/mu (500 mr/S mon)
Karu HazanbHbie 0,1 Mr/mi

Kariy HazanbHbie 0,25 Mr/mi

cnpeit HazanbHbIH 0,025 % (0,25 mr/mn)

cupeit HazanpHEIH 0,05 % (0,5 Mr/™M / 0,5 Mr/T)



47. OcenbTaMuBUp Karcymisl 75 Mr

48. CeBomypan JKUJIKOCTB JJIS1 MHTIALUH / AUIKOCTD JJIsl HHTAJIIHOHHOTO HapKO3a
49. ®enndyT tabnerku 250 mr
MOPOLIOK JJIsl IPUTOTOBJICHUS pACTBOPA IS MprueMa BHYTpb 500 mMr
50. ®diryxonazon Karcysbl 150 mMr
51. XomuHa anmsgocrepat pPacTBOp ISl BHYTPUBEHHOTO M BHYTPUMBIIIIEIHOTO BBeIeHUs 250 Mr/Mi
(1000 mr/4 M)
52. Hetnpusun Ta0JIETKH, TIOKPHITHIC TUICHOYHOH 000JI0UKOH / TaOJETKH, MOKPHITHIE

0001049KO#, 10 M

53. Hedrpuakcon MOPOILOK IJIs IPUTOTOBIICHUS PACTBOPA IJIsl BHYTPUBEHHOTO
Y BHYTPHUMBIIIEYHOT'O BBEJICHHUS / OPOILOK ISl IPUTOTOBIICHUS pacTBOpa
JUIS BHYTPUBEHHBIX U BHYTPUMBIIIEUHBIX UHbeKIMHA 1000 Mr

54. Duanamnpui TaOJCTKH 5 MT

TabeTkn 10 Mr

TabeTkn 20 Mr

YTBEPXJIEHO

ITocTanoBnenue

Coseta MuHUCTpOB
Pecniy6muku benapych
31.10.2018 Ne 776

(B peakuu MmocTaHOBJICHUS
CoBera MUHHCTPOB
Pecny6uku benapych
06.07.2023 Ne 444)

MNOJIOKEHUE
0 MOPSI/IKE PErHCTPAMK MPeIeJbHBIX OTHYCKHBIX I[eH MPON3BOIUTe el
Ha JIEKAapCTBEHHBbIE MPenapaThl

1. Hactosamum  IlonoxeHnuem omnpenensercs MNOPSAOK PETUCTPALUU  MPEAETIbHBIX
OTITYCKHBIX LI€H TPOU3BOIUTENEH Ha JIeKapCTBEHHBIE Mpenaparsl (J1ajee, eciiu He YyKa3aHo HHOE, —
npeeNnbHbIe OTIYCKHBIC LIEHBI), 3aperucTpupoBanHbie B Pecriybnuke benapych U BKIIIOYEHHbIE
B [IEpEYEHb JICKAPCTBEHHBIX MPENapaToB, MPEAEIbHbIE OTIYCKHBIE LIEHBI HA KOTOPHIE MOJIEKAT
perucTparyu, ornpeesIeHHbIN ITOCTAaHOBJIEHUEM, YTBEPIUBIINM HacTtosiee [Tonoxenue (nanee —
TIePEYCHB ).

2. na uenei Hacrosuiero IlonoxkeHHsI HCHONB3YIOTCS TEPMHUHBI U UX ONPEAEICHUs
B 3HAYCHMIX, YCTAaHOBJICHHBIX 3akoHOM PecrnyOmmku benmapyck ot 20 mrons 2006 . Ne 161-3
«O0 obpaiieHN JIEKapCTBEHHBIX CpeAcTB», YkazoMm IlIpesupenta PecnyOmuku benapych
oT 22 aBrycra 2018 r. Ne 345.

3. Peructpanusi INpenenbHbIX OTIYCKHBIX IIEH OCYIIECTBISETCS MUHUCTEPCTBOM
3npaBooXpaHeHus (nanee — MuH3pas).

4. 1na oCylIeCTBIEHUS! PETUCTPALMM IPEACIbHON OTIIYCKHOM LIEHBI Ha JIEKApCTBEHHBIN
mpemnapaTr JepKaTelieM PEerucTPalMOHHOTO YAOCTOBEpeHUs! (YyMOJHOMOYEHHBIM UM JIUIIOM)
B pecnyO/lIMKaHCKOe ~ yHuUTapHoe  mpennpusitie  «LleHTp — sKcmepTH3 ¥ MCIIBITAaHHMA
B 31paBooxpaneHun» (nanee — YII «lLleHTp sKcrepTH3 U UCTIBITAHU ) IPEJCTABISIOTCS:

3asBJIGHUE O PETUCTPALlUM  NPENENbHOM  OTIYCKHOW  I€Hbl ~ IPOM3BOJUTENS
Ha JICKapCTBEHHBIN IIpenapar 1mo ¢GopMe COTJIaCHO MPHIIOKEHUIO (Jlaiee — 3asBJICHHE);

JTOKYMEHTBI, HEOOXOAWMBIEC JJISl OCYLIECTBICHHUS  aJMHHUCTPATUBHON  MPOLEIYPHI,
NpeyCMOTpEHHOM B moAnyHKTe 9.4.12 mnyHkta 9.4 e€auHOro mepeyHs aJIMUHHUCTPATHUBHBIX
IpOIelyp, OCYIIECTBIIIEMBIX B OTHOLICHUHM CYOBEKTOB XO3AHCTBOBAaHUS, YTBEP)KICHHOTO
noctanoBieHrneM CoBera MunuctpoB PecriyOnmku benapych ot 24 centsaops 2021 1. Ne 548;

JOKYMEHT, COZIEpPKAIUI PAaCCUNTAHHOE B COOTBETCTBUU C METOIMKOMN pacyeTa MpeAeIbHbIX
OTIYCKHBIX  I[I€H  [POM3BOAUTENIEM  HA JIEKAPCTBEHHBIE  IpenapaTbl,  OINPEICICHHOU



MuUHHCTEPCTBOM  aHTUMOHOIIOJBHOTO  peryiaupoBaHusi W ToproBimu  (manee — MAPT)
I10 COTJIaCOBAHMIO ¢ MUH3IpaBoM (ajnee — METOUKA), 3HAYEHHUE NIPEIEIbHON OTITYCKHOM LIEHBI.

5. 3asBiieHUe, a TaKKe TOKYMEHTBI, YKa3aHHbIE B a03allaXx TPEThbeM U YeTBEPTOM IYHKTa 4
Hactosero [Tonoxenus (1anee, eciiv He yKa3aHO HHOE, — TOKYMEHTHI ), IIOJA0TC Ha OyMaKHOM
HOcHuTeNe (B IBYX SK3EMILISIPaXx).

6. YII «lleHTp 3KCmepTHU3 W UCIBITAHUI) B TEUCHHUE TpeX paboumx MHEH Co JAHs MOJauu
3asBJICHUSI OCYLIECTBISIET €r0 PacCMOTPEHHUE, a TAKXKE IMPOBEPSIET IMOJTHOTY MPEICTABICHHBIX
JIOKYMEHTOB M COJIEP>KAILIUXCS B HUX CBEJCHUMN.

B cnydae HecoOmoaeHUsT opsiKa MpeCTaBIeHUs 3asaBiaeHus U JokyMeHToB YII «llenTp
JKCIIEPTU3 U UCIHBITAHUN» B CPOK, YCTAHOBJICHHBIM B 4acCTH II€PBOM HACTOSALIECTO ITYHKTAa,
HampaBliAeT AEpXKATENI0 PErHCTPALlMOHHOTO YAOCTOBEpEHUsS (YMOJIHOMOYEHHOMY MM JIUILY)
B MUCbMEHHOM BUJE W (WJIH) MOCPEJCTBOM SJCKTPOHHOW CBSI3U YBEJOMIICHHE 00 YCTpaHCHHH
HEJ0CTAaTKOB B T€UEHHUE JIBYX pabOUYNX JHE.

VII «lleHTp 3KCHEpTH3 U MCIBITaHUI» B TEUEHHE OJHOTO pabodero JHS OCYLIECTBISET
PacCMOTpPEHHE TONOJIHUTEIBHO IPEICTABICHHBIX TOKYMEHTOB.

7. VII «lleHTp dKCIepTHU3 M WCIBITAHHI» B TEYCHHE OAHOTO pabodyero JHS YBEIOMIISET
Mun3zapaB (¢ IpUIO)KEHUEM BCEX JOKYMEHTOB, IMOJAHHBIX JEpKaTelieM pPETUCTPALMOHHOIO
yaocToBepeHus (YIIOJIHOMOYSHHBIM UM JIUIIOM):

B CllydasX, YCTAaHOBJICHHBIX B a03amax BTOPOM M TpeTbeM MyHKTa 1 crarhu 17 3akoHa
Pecniybnmuku benapyce ot 28 okTsa0ps 2008 r. Ne 433-3  «O0 ocHOBaxX aJIMHUHHUCTPATUBHBIX
MIPOLIEAYPY;

B Cllydae HEYCTpaHEHUs HEIOCTAaTKOB B COOTBETCTBUM C YaCThIO BTOPOM IyHKTa 6
Hacrosiuiero Ilonoxenus.

MuH3apaB B ciaydasX, YKa3aHHBIX B YaCTU NEPBOM HACTOSALIETO NYHKTA, MPUHUMAET
peuieHre 00 OTKa3ze JEepKaTelll0 PEruCTPAlMOHHOTO YJIOCTOBEPEHHS (YMOJHOMOYEHHOMY UM
JUITY) B IPUHSATHUH 3asBIICHUS U B TEUCHUE JIBYX paOOUUX JHEH CO JHS IPUHSITHS TAKOTO PEIICHUS
YBEAOMJISIET JepKaTelis PEruCTPAllMOHHOIO YAOCTOBEpeHHUs (YHOJHOMOYEHHOE WM JIUIIO)
B ITMCbMEHHOM BH/JIE U (WUJIM) TOCPEICTBOM DIICKTPOHHOU CBSI3H.

8. B cinyuae npunstus 3assienus YII «LleHTp skcniepTH3 M UCHIBITAHUI» B TEYEHUE JIBYX
pabouux JHEW HampaBiIsIeT KOMHUIO 3asBICHUS U TOKyMEHTH B Munzapas u MAPT.

9. MAPT B teuenue 10 pabouux mHEW CO IHS, CICAYIOIIETO 3a JJHEM IOJTYYEHHUS KOIHH
3asBJICHUSL U JIOKYMEHTOB, MPOBOJUT 3KOHOMHUYECKHI aHalu3 MpeAesIbHOW OTITYCKHOW IEHBI,
paccunMTaHHOM JIep)KaTeieM PeruCTPAlMOHHOTO YAOCTOBepeHUs (YIIOTHOMOUYEHHBIM UM JIMILIOM),
U HampasisieT B MUH3/IpaB COINIaCOBAaHUE IPEACIIBHOW OTIYCKHOM ILIEHBI MU OTKa3 B TAKOM
COrJIaCOBaHUMU.

10. MAPT npu ocy1iecTBIEHMM S3KOHOMHUYECKOTO aHAJIN3a UCII0JIb3YET:

CBeJIeHUs 00 OTMYCKHBIX IeHaX W3 O(UIMATBLHBIX HCTOYHUKOB HHQOpMaIuu (CaToB
B I7100aJIbHOM KoMIbIOTepHON cetn WHTepHer). IlepeueHb TakMX HCTOUYHUKOB pPa3MeEIIAeTCs
Ha opunmansHoM caiite MAPT B riio6anpHOM KOMIIBIOTEPHOU ceTn MIHTEpHET;

JIOKYMEHTBI, MOATBEPKAAIOIINE pa3Mep OTIYCKHOM IIEHBI.

11. OcHoBanusiMu 151 OTKa3a B corytacoBaHur MAPT mnpenenbHONW OTIHYCKHOM IIE€HBI
SIBJISIFOTCSL:

Mpe/ICTaBICHUE HEJOCTOBEPHBIX MO0 HETIOIHBIX CBECHUIA;

MIPEBBIIICHUE 3HAYCHUS MPEJICTABICHHOMN JIsi pETUCTPALlMU TTPEAEeIbHON OTITYCKHOU LEHbI
HaJl leHoM, paccuntaHHO MAPT B COOTBETCTBHU C METOIUKOM.

12. MuH3paB B TeueHHE TpeX padouyMx AHEW co JHS ModydeHus cornacoBanuss MAPT
MpEeAEIIbHON OTIYCKHOM LIEHBI MM OTKAa3a B TAKOM COIIACOBAHMM MPUHUMAET pEUICHUE:

O PErucTpaLyy NPEIeIbHON OTIYCKHOMU LIEHBI;

00 OTKa3ze B PETUCTpAIlMU TPEICITHbHOM OTITYCKHOM II€HBI (C M3JI0)KEHUEM OCHOBAaHHM
JUISL OTKA3a).

OcHOBaHUAMU 71 OTKa3a B peructpauuu MUH3IpaBOM NPEACIbHON OTITYCKHON II€HBI
SIBJISIFOTCSL:

Cly4yaW, yCTaHOBJICHHBbIC B a03aiax BTOPOM H TpeTheM cTaThM 25 3akoHa PecmyOmuku
benapycr «O0 ocHOBaxX aMUHUCTPATUBHBIX TPOICIYP»;

otkaz3 MAPT B cornacoBanuu npeAeibHON OTIYCKHOM II€HBI, 32 UCKIIOUYEHHEM CIIy4aes,
MPEAYCMOTPEHHBIX B YACTSAX TPEThEH U YETBEPTOM HACTOAILIETO MyHKTA.



JIJis IpUHATHUS PELIEHUs] O PETUCTPALMK MPEAETbHON OTIYCKHOM 1IEHbI MM 00 0TKa3e B ee
peructpauuy MuH31paB AOMOJIHUTENBHO IPOBOAUT OLIEHKY COOTHOLIEHHUS M10JIb3bI, IOJIy4aeMOu
BCIICJICTBUE PETUCTPALUM TPEACIbHOM OTIYCKHOM IEHbl U COXPAHEHUS JOCTYINHOCTH
JIEKapCTBEHHOI'O TIpenapara, W pUCKa, CBSI3aHHOTO C OTKa30M B PETUCTPALUU MPEIEIIbHON
OTITyCKHOM LIEHBI U OTCYTCTBHUEM JIEKAPCTBEHHOTO MpernapaTa (J1ajgee — COOTHOUICHHE «I10J1b3a —
PHUCK»), B CIIy4asx:

nonydeHus: otkaza MAPT B corinacoBaHuu NpeAenbHON OTITYCKHOM IIEHBI;

W3MEHEHUSl 3apETUCTPUPOBAHHOM MPENEIBHOM OTIYCKHOM ILIEHBl B COOTBETCTBHH
¢ nyHkToMm 19 Hacrosiiero [lonoxxeHus.

B cnyyae ycTaHoBieHust HEOIAronpusATHOTO COOTHOIIEGHUS «I10JIb3a — PUCK» O0TKa3 MAPT
B COTJIACOBAHMM TIPENEIBbHOM OTIYCKHOM LEHbl HE NPEMSATCTBYET NPHUHATHI0O MHH3IpaBoM
pELIEHNUs O €€ PETUCTPALIUH.

Pemenne odopmasiercs mnpukazom Munzgpaa. JlaToil peructpanuu  mpeneabHON
OTITyCKHOM LIEHBI SIBJISIETCS AaTa U3/1aHusl COOTBETCTBYIOIErO ITprKaza MuH3apasa.

13. MuH31paB B T€UCHHE TpeX pabOuuX AHEH CO ITHS NMPUHATHS PEIICHHUS O PErHUCTPAIH
NpeeNbHOW OTIMYCKHOM LEeHbl WM 00 OTKa3e B €€ PEruCTpallii yBEIOMIISET JepiKaTels
PETUCTPALIMOHHOTO YAOCTOBEpeHHUsl (YMOJIHOMOYEHHOE UM JIMIO) O MPUHSATOM pELIEeHUHN
B NUCbMEHHOM BUJIE U (MJIM) IOCPEICTBOM 3JICKTPOHHOM CBS3H.

B cnyvae npunsatus MuH31paBOM pELICHUS] O PETUCTPALUM TTPEAETbHON OTITYCKHOM IIEHBI
VII «lleHTp 2KCnEpTU3 U UCHBITAHUN» B CPOK, YCTAHOBJICHHBIM B YaCTH IIEPBOM HACTOSAILErO
MIyHKTa, BHOCUT HEOOXOAMUMBbIE CBEACHMS B TOCY/IApPCTBEHHBIN peecTp MpeneiabHbIX OTITYCKHBIX
LIEH [POU3BOJIUTENIEH Ha JIEKapCTBEHHBIE Mpernaparhl (Jajee — peecTp MpeAeIbHbIX OTIIYCKHBIX
IIEH).

14. Pemenne Mun3npaBa o0 OTKa3e B perHCTPALUU MPEIEIbHON OTIYCKHON IIEHBI MOXKET
OBITH 00’KAJIOBAHO B Cy/1I€OHOM TIOPSIJIKE.

15. MuH31paBOM OTMEHSETCS PELIEHNE O PETMCTPALIMU ITPEIEIbHON OTIIY CKHOM LIEHBI, €CIIU
YCTaHOBJICHO, YTO JIepKaTeleM PErucTPalMOHHOTO YAOCTOBEpeHUsl (YIMOJTHOMOUYEHHBIM UM
JUIIOM) OBUIM TPEACTaBICHBI HEJOCTOBEPHBIE CBEICHUS, MOBIUABIINE HA PE3YJIbTAT MPHHITOTO
penieHusl.

16. B ciyuae, ecnu B ['ocynapcTBEHHOM peecTpe JIeKapcTBEHHBIX cpeacTB PecryOnmku
benapych nnu B EquHOM peectpe 3aperucTpupoBaHHBIX JIGKAPCTBEHHBIX CpeACTB EBpasuiickoro
HKOHOMHYECKOT0 COI03a (Iajiee — PeecTphbl JIEKAPCTBEHHBIX CPEACTB) COJEPIKATCA CBEICHHS
0 TOM, 4TO:

B NPOM3BOJACTBE JIEKAPCTBEHHOrO Ipernapara, ImpejaeibHas OTIYCKHas LieHAa Ha KOTOPBIN
B COOTBETCTBUHU C MEPEUYHEM MOJIECKUT PETUCTPALMH, MOTYT INPUHUMATh Y4acTHE HECKOJIBKO
YYaCTHUKOB IIPOM3BOJCTBA, PETUCTPUPYETCSA OJHA MpeAeibHAas OTIIyCKHAs 1I€Ha HE3aBUCHUMO
OT KOJINYECTBA TAKMX YYACTHUKOB;

JIEKApCTBEHHBIA TMpemnapaT, NpeleibHas OTIYCKHas IeHa Ha KOTOPBIM B COOTBETCTBUU
C MepevYHEM MOAJICKUT PETUCTPALINU, MOKET BBIITYCKAaThCS B OJIMHAKOBOI JIeKapCTBEHHOU (hopme
Y pa3HBIX JO3UPOBKaX, (pacoBKax, MEPBUYHBIX YIAKOBKAX, MpEIeIbHBbIC OTIYCKHBIC ICHBI
PETUCTPUPYIOTCS AJIS KaXXA0r0 BapHaHTa JO3UPOBKHU, (haCOBKHU, IEPBUYHON YIAKOBKU;

JIEKApCTBEHHBINA TMpemnapaT, MNpeleibHas OTIYCKHas IeHa Ha KOTOPBIM B COOTBETCTBUU
C MepeYHEM MOJICKUT PETUCTPALIMH, MOXKET BbITYCKAaThCA B OJJUHAKOBOM JIeKapCcTBEHHOI (hopme,
JI03UPOBKE, MEPBUYHOM YIAaKOBKE, (DacoBKe, HO C Pa3HBIMH COYETAHUSMH KOJIMYECTBA €IUHHIL
JIEKAPCTBEHHOT'O Mpernapara B MEPBUYHOM YNAaKOBKE M KOJIMYECTBOM IEPBUYHBIX YIIAKOBOK BO
BTOPUYHOM yIAKOBKE, ISl BCEX COUETAaHUI pErUCTPUPYETCs OJHA MIPEAEIbHAs OTIIyCKHAs IEHa.

17.B ciyyae BKIIOYEHHSI B PEECTPbl JIEKAPCTBEHHBIX CPEICTB CBEACHUN O HOBBIX
JIEKApCTBEHHBIX IMIpenaparax, npeeibHble OTITYCKHbBIE LIEHBI HA KOTOPBIE MOJJIEXKAT PETUCTpalliH,
JepaTesieM PEeruCTPalliOHHOTO yAOCTOBepeHus (YIIOJIHOMOYEHHBIM UM JIULIOM) B T€YEHHE JIBYX
MECSLEB OT 1aThl BHECEHUS CBEJICHUI B PEECTPHI JIEKAPCTBEHHBIX CPEJICTB MOJAOTCS 3asiBICHUE
Y IOKYMEHTHI B IOPSAIKE, MPETyCMOTPEHHOM B TyHKTax 5—12 HacTtosiero [lomoxeHus.

18. IIpenenbHbIe OTITYCKHBIE IIEHBI PETUCTPUPYIOTCSA B OETIOPYCCKUX PYOIIsX.

B cinywae, eciu nekapCTBEHHBIM mMpemapaT peau3yeTcss Ha TeppuTopur PecmyOmuku
benapych Ha OCHOBaHMM KOHTpakTa, B KOTOPOM CyMMa IUIaTeXa BbIpakeHa B MHOCTPAHHOM
BaJIOTE (Jajiee — BallOTa KOHTPAKTa), Jep>KaTelib PETUCTPALUOHHOIO YJOCTOBEPEHHUS
(YIIOJIHOMOUYEHHOE UM JIMLIO) MOXKET IIPU NOAAue 3asBJICHUS YKa3aTh BAIIOTY KOHTPAKTA.



VII «lleHTp »KCHEpPTU3 U UCHBITAHUW» TPU BHECEHHHM CBEIACHUM B PEECTp MPEAETbHBIX
OTIIYCKHBIX II€H B COOTBETCTBMM C IYHKTOM 13 Hactosmero IlonoxkeHus Takke yKas3bIBaeT
CBEJCHMUS 00 SKBHUBAJICHTHOM 1IeHE B BaJIOTE KOHTPAKTa, pACCUUTAHHOM  HCXO.s
U3 3aPETUCTPUPOBAHHON  TPEAECTbHOW  OTIYCKHOW  LIEHBl 10 OQUIIMAIILHOMY  KypCy
Hammonansnoro Oanka PecnyOmuku benapych, yCTaHOBIGHHOMY Ha JaTy pErHUCTpaIH
IIPEACIIBHON OTILYCKHOM LICHBI.

B cinywae, ecnmu odummanenpiii kypc HamumonampHoro 6anka PecnyOmmku benapyce,
YCTAaHOBJICHHBIM Ha JJaTy BBIYCKA JIEKAPCTBEHHOIO Ipernapara B COOTBETCTBUM C TaAMOXKEHHOM
MPOLEYPOH BBINyCKa JUIsl BHYTPEHHETO MOTpedsieHns (eciii Takoil JIeKapCTBEHHBIN Mpernapar
MOJIKUT TaMOXEHHOMY JEKJIApUPOBAHUIO) WJIM Ha IaTy MOCTYIUIEHUS JIEKApCTBEHHOTO
mpenapara Ha CKJaj TOKyIaTess, yKa3aHHYK B HaKIaJaHOW (€Cau TaKOW JIeKapCTBEHHBIN
npenapar He MOJJICKUT TaMOXXEHHOMY  JEKJIAPUPOBAHMIO), YBEJIMUYUJIICA [0 CPABHEHUIO
c opunuanbHeiM KypcoMm HanmonanbHoro Oanka Pecnybnuku benapych, ycTaHOBIEHHBIM
HA J1IaTy PETUCTPALUU MPEAEIbHOM OTIYCKHOM IIE€HBI, pa3pellaeTcsl MCIOJb30BaTh B KAUeCTBE
3apEruCTPUPOBAHHON MPEAEIIBHON OTITYCKHOM LIEHBI SKBUBAJIECHTHYIO LIEHY B BaJIIOTE€ KOHTPAKTAa,
PacCUNTaHHYIO B COOTBETCTBHUHM C YACThIO TPETHEW HACTOSIILIETO IIyHKTA.

19. B cnydae HEOOXOMMMOCTH M3MEHEHHS 3apETUCTPUPOBAHHON TMPEACIBHOM OTITYCKHOM
LIEHBbl JIep)KaTelb PETUCTPALMOHHOIO YJIOCTOBEPEHUs (YIOJIHOMOYEHHOE UM JIMIIO) MOXKET
MPEACTABUTh 3asBJICHUE U JOKYMEHTHI B MOPSAIKE, MPEAYCMOTPEHHOM B IIYHKTE 5 HACTOSILIErO
IlonoxkeHus, B TOM 4YHCIE C yKA3aHUEM HWHOIO 3HAYEHUs IMPEACIBHOM OTIIyCKHOM IIE€HBI
¢ 000CHOBaHUEM TaKOI'0 3HAUYECHMUSI, €CJIM PACCUUTAHHOE B COOTBETCTBUU C METOJIMKON 3HAUEHUE
MpeebHON OTITYCKHOM LIEHBI SBJSETCS SdKOHOMUYECKH HEIEIecO00pa3HbIM.

PaccmoTpenue 3asBieHMS M JOKYMEHTOB, MOJAHHBIX B COOTBETCTBUHU C YACTBhIKO NEPBOM
HACTOSAILETO IIYHKTA, OCYLIECTBIISETCS B OPAIKE, ONpeAeIeHHOM HacToAmuM [lonoxxenuem.

20. Peanuzanusa J€KapCTBEHHBIX MPENapaToB, CPOK JACHCTBUS  PETHCTPAIMOHHBIX
YAOCTOBEPEHUN  Ha KOTOpPBIE MCTEK, OCYIIECTBISAETCS C YYETOM  3aperMCTPUPOBAHHBIX
MPEAEIIbHBIX OTITYCKHBIX LIEH 10 OKOHYAHMS UX CPOKA TOJHOCTH.



ITpunoxenue

K ITosoxeHnuto o nopsjike
perucTpanyy npeaenbHbIX
OTIYCKHBIX II€H MPOU3BOIUTENECH
Ha JIeKapCTBEHHBIC MTPEnapaThl

(B pemaxmuu mocTaHOBIICHUS
Coetra MuHUCTPOB

Pecrry6nuku Benapych
06.07.2023 Ne 444)

®opma

MUHUCTEPCTBO 37PaBOOXPAHCHHUS
Pecnyonuku benapych

3ASIBJIEHUE
0 PerucTPALMH NpeeIbHON OTIIYCKHOM LEeHbI IPOU3BOIUTES
Ha JICKAPCTBEHHBII npenapar

Jlepxatenb  perucTPallMOHHOTO  YyAOCTOBEpeHUs  (YIOJIHOMOYEHHOE UM  JIUIIO)

(MoJTHOE HAMEHOBAHUE JICPIKATEIS PETUCTPAIIIOHHOTO YIOCTOBEPECHUS (YIIOJTHOMOYEHHOTO UM JIHIIA),
MOYTOBBIN aIpec, aJipec FIAEKTPOHHOU MOUTHI)

JIuno, mpencraBisollee JOKYMEHTbI HA PErMCTPALMIO IIPEACIBHOM OTIIYCKHOW LIEHBI,

(HOJ'IHOG HaUMCHOBAaHUEC IOPpUAUYCCKOrO J1la,

MOYTOBBIN aJPEC, aJIPeC ANEKTPOHHOU MOUTHI,

KOHTaKTHBIE TeJIE(POHBI)

Kon no anatomo-
MexnyHapoaHoe TepaneBTUYECKO-
JyHap HanmenoBanue | MectoHaxoxaeHue p o
HeTlaTeHTOBaHHOE Craaus XUMHYECKOI
Howmep YYIaCTHHKOB Y9aCTHHKOB
(TpynImMpoBOYHOE) | IPOU3BOJICTBA Kiaccudukanmy,
PEruCTPalMOHHOTO MIPOU3BOJICTBA MPOU3BOJICTBA 9
HaMMEHOBAHHE |JEKApCTBEHHOTO PEKOMEHI0BaHHOM
YAOCTOBEPEHUS JICKAPCTBCHHOTO | JIEKAPCTBEHHOTO .
JIEKapCTBEHHOTO npenapara Bcemuphoit
npemnapara mpemnapara .
npenapara opraHuzanuei
3PaBOOXPAHEHUS
1 2 3 4 5 6
Toprosoe [IpenenbHas oTiryckHas
P Komunuectso pen Y
HaNMEHOBAHUE JlexapcTBeHHAS . [IeHa ITPOU3BOIUTENS "
Jo3upoBka | BO BTOpHUUHOM IIpumeuanue
JIEKapCTBEHHOTO ¢dopma 32 BTOPUYHYIO YIIaKOBKY
YIaKOBKe N
mpernapaTa 6e3 HJIC, Gein. pyOneit
7 8 9 10 11 12

* Jlns nenel, yka3aHHBIX B 4acTH BTOPOH myHKTa 18, yacTu nepsoii nmyHkTa 19 Hacrosmiero ITonoxenus.

PykoBoauTens 10puandecKoro Jammna
(TpencraBUTEINb 11O JOBEPEHHOCTH)

Jara

(moamuce)

(MHUIHAITBI, (aMUITHST)



