INOCTAHOBJIEHUE COBETA MUHUCTPOB
PECITYBJIMKU BEJIAPYCbH
31 oxkrsa0ps 2018 r. N 776

O PE'HCTPALIMY TPEJEJIbHBIX OTIITYCKHbBIX IIEH
IMPOU3BOJAUTEJEHN HA JIEKAPCTBEHHBIE CPEJICTBA

(B pen. moctanoBieHus: CoBmuHa ot 06.07.2023 N 444)

Ha ocHoBanum wactu nepBoil moamyHkrta 1.1 mynkra 1 VYkaza Ilpesunenra
Pecniy6nuku benapycs ot 22 aBrycra 2018 r. Ne 345 "O peructpaiuu 1eH Ha
nexkapctBeHHble  cpeactBa'  Coer  MunuctpoB  PecnyOnmku — benapych
ITOCTAHOBJIAET:

(mpeamOyia B pen. moctaHoBieHus Copmuna ot 06.07.2023 Ne 444)

1. Co3matb TroCygapCTBEHHBIM pEECTp MNPEIEIbHBIX OTHYCKHBIX LEH
MIPOU3BOAUTENEHN HA JIEKAPCTBEHHBIE CPEJICTBA.

2. YTBepauth llonoxxkeHue o MOpSAAKE PErMCTpPAlMU MPEAEIIbHBIX OTITYCKHBIX
LIEH MPOU3BOJUTENEH HA JIEKAPCTBEHHBIE MpenapaThl (MPUJIaraeTcs).

(rm. 2 B pea. moctanoBieHus CoBmuHa ot 06.07.2023 Ne 444)

2-1. Omnpenenuth Me€pedYeHb JEKAPCTBEHHBIX IPENapaTroB, MpeJelbHbIC
OTIYCKHBIE LIEHBI HA KOTOPbIE MOJICKAT PETUCTPAIIUHU, COTJIACHO MPUIIOKEHUIO.

(m. 2-1 BBeaeH nocranosiienrneM CosmuHa oT 06.07.2023 Ne 444)

3. Hacrosiliee nmocTaHOBJIEHHE BCTYNAeT B CHUJIy IOCJIE €ro O(HUIManbHOro
Oy OJIMKOBaHMS.

[Ipembep-munuctp Pecnyonuku benapycn C.Pymac



[Tpunoxenue

K MTOCTaHOBJICHUIO

Coeta MuHHCTpPOB
Pecnyonuku benapych
31.10.2018 N 776

(B pelakIuu MOCTaHOBJICHUS
Cosera MuHHCTpPOB
Pecnyonuku benapych

06.07.2023 N 444)
INIEPEYEHD

JIEKAPCTBEHHBIX ITIPEITAPATOB, ITPEJIEJIBHBIE OTITY CKHBIE
HEHBI HA KOTOPBIE HOIAJIEZXKAT PETUCTPALIUA
(BBeneH noctanoBiaeHuem CoBmuHa ot 06.07.2023 N 444)

MexayHapoaHoe
HETNIATEHTOBAHHOE
HAMMEHOBAHUE

JlekapcTBeHHas popma, JO3UPOBKA

1. AMnonunuH

TAa0JETKH 5 MT

taonerku 10 mr

2. AMOKCUIIWJUTAH +
KJIaByJIAaHOBasl KHUCJIOTA

Ta0JIETKU, TOKPHITHIE 000JI0UKOM / TAOJIETKH, MOKPHITHIC
mwieHo4YHOM 00010ukoit, 500 Mr/125 mr (625 mr)

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJIETKH, MOKPHITHIC
IeHOYHOM 00010ukoi, 875 mr/125 mr (1000 mr)

3. AtopBacTaTuH

Ta0JEeTKU, TOKPHITbIE 000J0UKOM / TAOJIETKH, MOKPHITHIE
IUIEHOYHOM 000109K0M, 10 MT

Ta0JEeTKU, TOKPHITbIE 000J0UKOM / TAOJETKH, MOKPHITHIE
IICHOYHOM 000J109K0i, 20 MT

4. AneTHiIcaIMIIAIOBasT
KHCJIOTa

Ta0JIETKH, TOKPHITHIE KUIIIEYHOPACTBOPUMON 000JIOUKOM /
Ta0JIETKH, TOKPHIThIE 000JI0YKOM / TaOIETKA
KHIIIEYHOPACTBOPHUMBIC, TTIOKPBITHIE TIJICHOYHOMN
000JI0YKOH, 75 MT

TaOJIETKH, TOKPBIThIE 000JI0UKOM / TAOIETKH
KHIIIEYHOPACTBOPHUMBIC, TTOKPBITHIE TIJICHOYHOMN
0007109KOM / TAONETKH, TOKPBITHIE TIIICHOYHON 00070YKON
/ TaBNETKH, TOKPBITHIE KUIIIEYHOPACTBOPUMON
o0onoukou, 150 mr

tabierku 500 mMr




5. beraructuna

TabsieTku 16 mMr

Ta0IeTKH 24 Mr

6. bucomnposon

Ta0JICTKU, MOKPHITHIE IJICHOYHOM 000JI0YKOM, 2,5 Mr

Ta0JICTKH, MOKPHITHIE IJICHOYHOM 000JI0YKOM, 5 MI

TaOJICTKH, MOKPHITHIE IJIEHOYHOM 000J109K0oM, 10 Mr

7. Bancapran

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUIEHOYHOM 0001049KO0M, 80 MI

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUIEHOYHOM 000109K0M, 160 MI

8. I'emapun

resb i HapyskHoro npumenenus 1000 ME/r

9. JloHene3un

Ta0JEeTKU, TOKPBITbIE 000JI0UKOM / TAOJIETKH, MOKPHITHIE
IUICHOYHOM 000JI0YKOM, 5 MT

Ta0JEeTKU, TOKPBITbIE 000JI0UKOM / TAOJIETKH, TOKPHITHIE
IICHOYHOM 000J10uKoi, 10 Mr

10. XKenesa (I1I)
TUAPOKCHU]T
MOJIUMAJIbTO3aT

Ta0JieTKH x)earelibubie 100 Mr

11. 3onukiioH

Ta0JEeTKU, TOKPBITbIE 000JI0UKOM / TaOJIETKH, TOKPHITHIE
TJICHOYHOM 000JIOUKOMH, 7,5 MT

12. U6ynpoden

Ta0JEeTKU, TOKPHITbIE 000J0UKOM / TAOJETKH, MOKPHITHIE
MJICHOYHOM 0007104KO0M / Kancynbl 200 mr

Ta0JIETKH, TOKPHITHIE 000JI0UKOM / TAOJIETKH, TOKPHITHIC
IJICHOYHOM 000J10uKoi, 400 Mr

CYCII€H3HS 171l IpUeMa BHYTpPb (ISl BHYTPEHHETO
npumenenus) 100 mr/5 mn

13. Kangecapran

TA0JIETKH & MT

Ta0neTku 16 Mr

TA0JETKH 32 MI'

14. KapbamazenuH

tabierku 200 mMr

15. Kapeegunon

TabneTKy / Kancyssl 6,25 mMr

TabneTKy / Kancysasl 12,5 mr

Ta0JICTKH / KarcCyJbl 25 MT




16. Jlaktyno3a

cupor 667 Mr/miu
cuporn 670 Mr/mi

17. JlaMmOTpuIKUH

Ta0JETKH 25 M

TadneTku 50 Mr

tabserku 100 mr

18. JlataHomnpoct

Karu rasueie (pactsop) 0,05 mMr/man

19. JleBeTupaneram

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUIEHOYHOM 0001049K0M, 250 MT

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUICHOYHOM 000104uK0#, 500 Mr

Ta0JEeTKU, TOKPBITbIE 000JI0UKOM / TAOJIETKH, MOKPHITHIE
IUIEHOYHOM 00onoukoii, 1000 mr

20. JledhmyHomu g

TaOJICTKH, MOKPHITHIE INICHOYHOM 000J109KOM, 20 MT

21. JIn3unonpun

TaOJIETKH 5 M

tabseTtku 10 mr

tabseTtku 20 mr

22. Jlozaptan

Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJIETKH, MOKPHITHIC
IUICHOYHOM 000109K0M, S50 MT

Ta0JEeTKU, TOKPHITbIE 000J0UKOM / TAOJIETKH, MOKPHITHIE
IUIEHOYHOM 00010uKkoi, 100 Mr

23. Jlozapran +
TUAPOXIIOPOTHABU]T

Ta0JIETKH, TOKPHITHIE 000JI0UKOM / TAOJIETKH, TOKPHITHIC
IJICHOYHOM 000J10uKoi, 50 mr/12,5 Mr

Ta0JIETKH, TIOKPBIThIC TNICHOUYHOU 000oukoi, 100/12,5
M

Ta0JEeTKU, TOKPHITbIE 000JI0UKOM / TAOJIETKH, MOKPHITHIE
IIEHOYHOM 000noukoi, 100 mr/25 mr

24. MeJjokcukam

pPacTBOp JJIsl BHYTPUMBIILIEUHOT'O BBEICHUS / PaCTBOP JIJIs
nHBEKIMHN 15 Mmr/1,5 mn

TabaeTku 7,5 Mr

Ta0geTku 15 Mr

25. Meronponon

TaOJIETKH 25 MT

tabneTtku 50 mr




tabierku 100 mr

26. Metdhopmun TaOJETKH / TAOJETKU, MOKPHITHIE 000JI0YKOM / TaOJIETKH,
MOKPBITHIE MJIEHOYHOUM 000104K0i1, 500 Mr
Ta0JETKU, TOKPBITbIE 000JI0UKOM / TAOJIETKH, TOKPHITHIE
IUICHOYHOM 0001049KOH, 850 Mr
Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUIEHOYHOM 000n0uKkoii, 1000 mr

27. MOKCOHUIMH Ta0JIETKU, TOKPHIThIE 000JI0UKOM / TAOJETKH, MOKPHITHIC
IUIEHOYHOM 000104KOi, 0,2 MT
Ta0JEeTKU, TOKPBITbIE 000JI0UKOM / TAOJETKH, OKPHITHIE
IUICHOYHOM 000n0uKkoi, 0,4 Mr

28. MoncugoMuH TaOJIETKN 2 MT
TaOJETKU 4 MT

29. Humecynup MOPOIIOK (TPaHyJIbl) JJIsl IPUTOTOBJIEHUS CYCIIEH3UH JIJIS
npueMa BHYTpPb (J1J11 BHYTPEHHETO IPUMEHEHHS]) B
naketax 100 mr/2 r
tabnetku 100 mMr

30. Huuepronuu TaOJIETKH, HOKPBIThIE 000JIOUKOM / KarcCyJibl 5 MT
Ta0JEeTKU, NOKPBIThIE 0007104KOM / KancyJibl 10 Mr
Ta0JETKU, NOKPBIThIE 0007104KOM / KancyJibl 30 Mr

31. Omenpazon KarcyJibl / Karcyibl KHIeYHOpacTBOpumMbie 20 Mr

32. Pamunpun TabNeTKu 2,5 Mr
Ta0JIETKU 5 MT
tabnetku 10 mr

33. PuBapokcaban TaOJIETKH, MOKPHITHIC TNICHOYHOU 000JI0UKOM / TabJIeTKH,

MOKPBITHIE 000JIOUKOH, 2,5 M

TaOJIETKH, OKPHITHIC TIICHOYHOU 000JI0UKOM / TabJIeTKH,
MOKPBITHIE 000J104K0M, 10 Mr

TaOJIETKH, TTOKPHITHIC TUICHOYHOW 000JI0YKOM / TaOJNIEeTKH,
MTOKPBITHIE 000JI09YKOM, 15 Mr

Ta0JIETKH, TTOKPBITHIC TUICHOYHOM 000JIOUKOM / TaOJIETKH,
MOKPBITHIE 000J109K0M, 20 MT




34. PozyBacTaTtuH Ta0JETKH, TOKPBITHIE TIICHOUYHON 00010YKOM / TaONETKH,
MOKPBIThIE 000J109KOM, 10 Mr

TaOJETKH, TOKPHITHIC IICHOYHOU 000JI0UKOM / TabJIeTKH,
MOKPBIThIE 000JI0YKOM, 20 Mr

35. CriupOHOJIAKTOH TaOJETKH / KancCyJibl 25 MT

TabneTKku / Kancyssl 50 mr

tabnetku / kancyssl 100 mr

36. TpumeTa3uauH Ta0JETKH C MOAUGMUIIMPOBAHHBIM BBICBOOOKICHHUEM,
MOKPBIThIE 000JI0UKOM / TabJIETKU ¢ MOAN(DUIIMPOBAHHBIM
BBICBOOOK/IEHUEM, MTOKPBITHIE IUNIEHOYHOU 000JI04KOi, 35
MT

37. Ypcoaeokcuxonenas |Kancyisl 250 mr
KHUCJIOTa karcysbl 300 mr




YTBEPXJIEHO
IToctaHnoBiieHue

Coeta MuHHCTpPOB
Pecnyonnku benapych
31.10.2018 N 776

(B pelakiuy MOCTaHOBJICHUS
Coeta MuHHCTpPOB

Pecny0nuku benapyce
06.07.2023 N 444

IHHOJIOKEHHUE
O INOPSAJIKE PETMCTPAIIUUA ITPEJIEJIBHBIX OTITYCKHBIX IIEH
IMPOU3BOJIUTEJEN HA JIEKAPCTBEHHBIE IPEITAPAThHI
(B pea. noctanoBieHuss CoBmuHa ot 06.07.2023 N 444)

1. Hacrosmum IlonoxeHnem  ompenensieTcs MNOPSAOK — PErucTpanuu
MPENEIbHBIX OTHYCKHBIX II€H MPOU3BOAUTENEH HaA JIEKAPCTBEHHbBIEC MPEMapaThl
(manee, eciv HE yKa3aHO WHOE, - MPEAEIIbHBIE OTIYCKHBIE IIEHBI), BKIIOUEHHBIE B
MepeyYeHb JICKAPCTBEHHBIX MpenapaToB, MPeAesibHbIE OTIYCKHbBIC 1IEHBI HA KOTOPbIC
Mojyie)KaT ~ PErucTpaldy, OIpPEJEJICHHbIA  MOCTAHOBJICHUEM, YTBEPAUBIIUM
Hacrosiuiee [lonoxenue (nanee - nepeyeHs).

2. Jlna uener Hacrosimero IlonoxkeHus UCMHONB3YIOTCA TEPMHUHBI U HX
oTpeJieJICHUsI B 3HAUCHUSIX, YCTAHOBJICHHBIX 3akoHOM PecmyOnuku bemapycs ot 20
utomst 2006 . N 161-3 "OO oOpamieHun JEKapCTBEHHBIX CpeACTB", YKazoM
[Ipesunenta Pecny6nuku benapyce ot 22 aBrycra 2018 1. N 345.

3.  Peructpanus = mpeneNbHBIX ~— OTOYCKHBIX  LEH  OCYLIECTBIISIETCS
MuHucTepcTBOM 3/1paBoOXpaHeHus (nanee - Munzipas).

4. Jlns OCYLIECTBICHHUS PETUCTPAMA NPEACIbHOW OTHYCKHOM IIE€HbI Ha
JIEKApCTBEHHBIM  TIpernapar JepKarelieM PEerucTPalluoOHHOTO  YAOCTOBEPEHUS
(YIIOTHOMOYEHHBIM WM JIMIIOM) B PECHyOJMKAHCKOE YHHUTApPHOE MPEANpHUsSITHE
"llenTp sKcnepTu3 W UCHbITaHUN B 3apaBooxpaHeHuu” (manee - YII "Llentp
AKCHEPTU3 U UCIIBITAHUN'") TPEACTABIISIFOTCS:

3asBJICHHE O PErUCTpalyy MPEAEIbHON OTIYCKHOM ILIEHbI MPOU3BOJMUTENS Ha
JIEKapCTBEHHBIN Mpenapat no GopMe COrjacHO MPUIIOKEHUIO (J1aJiee - 3asBJICHUE);

JOKYMEHTBI,  HEOOXOJMMBIE JUISI  OCYHIECTBJICHUS  aJIMUHUCTPATUBHOU
IpOLEIYPhI, MPEAYCMOTPEHHON B noanyHkTe 9.4.12 nmyHkra 9.4 equHOro mepeyHs
aIMUHUCTPATUBHBIX TPOIEAYpP, OCYIIECTBISIEMBIX B OTHOIICHUU CYOBEKTOB
XO3SICTBOBAHUS,  yYTBEPXKICHHOro  mnoctaHoBieHueM CoBera  MUHHMCTPOB
Pecnyonuku benapych ot 24 centsiopst 2021 r. N 548;

JIOKYMEHT, COJIEpKallliii paCCUMTAaHHOE B COOTBETCTBUM C METOJUKOU pacuera
MPEETbHBIX OTIYCKHBIX II€H MNPOU3BOJUTENIC Ha JIEKAPCTBEHHBIE MpEnaparhl,
omnpeaesieHHOH MUHHUCTEpPCTBOM aHTHMOHOIIOJIBLHOTO PEryJIMpPOBaHUS W TOPTOBIHU



(manee - MAPT) no coriacopanuto ¢ MuH3ipaBoM (fanee - METOJIMKA), 3HAUCHUE
MPEAECIBbHON OTITYCKHOM LIEHBI.

5. 3asBiieHUE, a TAK)KE JJOKYMEHTHI, yKa3aHHbIC B a03a11aX TPEThEM U YETBEPTOM
nyHkTa 4 Hactosiiero [lonoxkenus (nmanee, eciii HE yKa3aHO MHOE, - JIOKYMEHTHI),
MOJal0TCsl Ha OyMaKHOM HocuTese (B JBYX SK3eMIUIsipax) U (WJIH) B JIEKTPOHHOM
BUJIE.

6. YII "LlenTp sKcnepTu3 U UCHIBITAHUIN" B T€UEHUE TpeX pabouux JHEH CcOo JTHA
NoJa4M 3asBJICHUS OCYLIECTBIISIET €M0 PACCMOTPEHUE, a TAKIKE MPOBEPSIET MOJHOTY
IPEACTABICHHBIX JOKYMEHTOB U COAECPKAIINXCS B HUX CBEJICHUM.

B ciyuae HecoOoAeHUs MOpS/IKA MPEICTABICHUS 3asBJICHUS U JJOKYMEHTOB
VII "LleHTp 3KCIEpPTH3 W UCIBITAHUM' B CPOK, YCTAHOBJIICHHBIM B YacTH IEPBOU
HACTOSIIET0 MYHKTA, HAIMpPAaBISIET JEPKATEII0 PErUCTPAIMOHHOIO YJAOCTOBEPEHUS
(YIIOJTHOMOYEHHOMY WM JIMI[y) B NMCBMEHHOM BHAE M (WIM) TOCPEACTBOM
AJIEKTPOHHOW CBSA3U YBEIOMJICHHE OO0 YCTpaHEHHWU HEIOCTATKOB B TEUEHHE JBYX
pabouux JHEH.

VII "lleHTp SKCcHmepTH3 W HCMOBITaHUK" B TEUEHHE OJHOTO pabouyero IHS
OCYILECTBJISIET PACCMOTPEHHE JOMOTHUTEIBHO MPE/ICTABIECHHBIX TOKYMEHTOB.

7. YII "llenTp sKcnepTH3 W UCHBITAHUN" B TE€YEHHUE OJHOTO PabdOYero JaHs
yBeaoMIiieT MuH3ApaB (C MPUI0KEHUEM BCEX JOKYMEHTOB, MOJIAHHBIX JIepKaTesieM
PETUCTPAIIMOHHOTO YI0CTOBEPEHUS (YIOJHOMOYEHHBIM UM JIUIIOM):

B CIy4dasiX, yCTAaHOBJICHHBIX B a03amax BTOPOM M TpeTbeM myHkTa 1 cratbu 17
3akona PecnyOnuku benapych oT 28 oxtsabps 2008 r. N 433-3 "OO6 ocHoBax
aIMUHUCTPATUBHBIX TIpoLeayp";

B CJly4a€ HEYCTPAHEHUSI HEJJOCTATKOB B COOTBETCTBUU C YACThIO BTOPOIl MyHKTA
6 nacrosuero [lonoxenus.

MuHn3apaB B cily4asix, YKa3aHHbIX B YacTH NEPBOM HACTOSIIETO MyHKTA,
MPUHUMAET peIlIeHHEe 00 OTKa3e JepKATENI0 PErucTPalMOHHOIO YJA0CTOBEPEHUS
(YIIOJTHOMOYEHHOMY WM JIMIYy) B NMPUHSATUU 3aSBJICHUS U B T€YEHHUE JIBYX pabouyux
JHEW CO JHS MPUHSTUSA TAKOTO PEUICHUS YBEAOMIISIET AEPKATENs] PETUCTPAIMOHHOTO
ya0CcTOBEpeHUsl (YHMOJHOMOYEHHOE UM JIUII0) B MUCbMEHHOM BHAE U (MJIM)
MOCPEICTBOM JJIEKTPOHHOM CBS3H.

8. B cayuae npunstus 3asBiaenus YII "LlenTp skcnepTtu3 u ucnbiTaHul" B
TEUCHHE JBYX pabouuMx JHEH HampaBisieT KOIMWIO 3asBICHUS U JIOKYMEHTHI B
Munzapas u MAPT.

9. MAPT B Teuenne 10 pabouumx mgHEW cO AHS, CICAYIOUIETO 3a JHEM
MOJTYUYCHHS] KOTMUU 3asIBJICHUS M JIOKYMEHTOB, MPOBOJIUT IKOHOMHUYECKUM aHAJIU3
MPEICIIbHOM OTITYCKHOW II€HbI, PACCUYUTAHHOM JEpPKATEIEM PETHUCTPALIHOHHOIO
YIOCTOBEpEHUs (YMOJTHOMOYEHHBIM UM JIMIIOM), W HampasiasieT B MuH3npas
COTJIaCOBaHUE MPEJECTbHON OTITYCKHOM II€HBI UM OTKa3 B TAKOM COTJIACOBAHUHU.

10. MAPT nipu ocymiecTBICHUM 3KOHOMAYECKOTO aHAJIN3a UCITOJIb3YET:



CBeJIeHHs 00 OTMYCKHBIX IIeHaX U3 O(UIMAIBHBIX MCTOYHUKOB HHGOpMAIUU
(caiiToB B m1o0anbHOM KoMmbtoTepHOM cetn WMHTepHer). llepedenp Takmux
WUCTOYHMKOB pa3Mmeniaercs Ha oduuuansHoM caiite MAPT B rnobanbHOU
KOMIIBIOTEPHOU ceTu MHTepHeT;

JTOKYMEHTBI, IIOATBEPKIAI0OIINE PA3MEDP OTILYCKHOM LIEHBI.

11. OcHoBanusamu st oTka3a B corjlacoBannu MAPT nipenenbHON OTIYCKHOM
LICHBI SIBJIAIOTCS:

peICTaBICHUE HEAOCTOBEPHBIX JIMOO HETIOTHBIX CBEICHMUI;

IIPEBBIIICHUE 3HAYECHUS NPEACTABICHHOW Uil PETUCTPAUMMU IPEACIbHOU
OTITYCKHOM LIEHBI HAJ LIeHOM, paccunTaHHOM MAPT B COOTBETCTBHMH C METOJUKOM.

12. MuH3apaB B TEUEHHUE TPEX pabOUMX JHEU CO JIHA MOJYUYEHHS COTJIACOBAHMS
MAPT npenenbHOM OTIIYyCKHOM LE€HBI WJIM OTKa3a B TaKOM COIJIaCOBaHUHU
MIPUHUMAET PELICHUE:

O PETUCTPALMU ITPEACIbHON OTIYCKHOM LIEHBI;

00 OTKa3e B pPErucTpalMM MPEJeNbHONM OTIMYCKHOW LIEHBI (C HU3JI0KEHUEM
OCHOBAHHI JJI1 OTKa3a).

OcHOBaHUsAIMM 111 OTKa3a B peructpauud MHUH3IpaBOM MpeaeIbHON
OTIIyCKHOU LIEHBI SABJISIOTCH:

Cllyyau, YCTaHOBJIEHHblE B a03allax BTOPOM U TPETheM CcTaThbu 25 3aKkoHa
Pecny6nuku benapyce "O0 ocHOBax aAMUHUCTPATUBHBIX Mpoueayp';

otkaz MAPT B cornacoBanuu npeAenbHON OTITYCKHOM IIEHBI, 32 HCKIIOUYEHUEM
CJIy4aeB, IPEAYCMOTPEHHBIX B YACTAX TPETHEH U YETBEPTOM HACTOSIIETO ITyHKTA.

JI71st IpUHATHS PElIeHUs. O PETUCTPALMK MPEAETbHON OTIYCKHOMN IIEHBI WU 00
OTKa3e B €€ perucrpanud MuH3IpaB JONOJHUTEIBHO NPOBOJUT  OLICHKY
COOTHOLIECHUSI TOJIb3bl, IMOJYy4ae€MOM BCJIEACTBHE PETUCTPALUH IPEAEIbHOU
OTIIYCKHOMW IIEHBI M COXPAHEHHUSI JOCTYIHOCTH JIEKAPCTBEHHOI'O IIPENapara, i pucka,
CBSI3aHHOT'O C OTKAa30M B PETMCTPALMU NPEAEIBHON OTIYCKHOM LIEHBI U OTCYTCTBUEM
JIEKapCTBEHHOT0 IIpenaparta (Jajiee - COOTHOIIEHHE "MojIb3a - pUck'), B CiIydasx:

noiyudenus otkaza MAPT B coriacoBaHuM NpeesIbHOM OTITYCKHOM LIEHBL;

V3MCHEHUSI  3apErUCTPUPOBAHHOM  IPEIEIIbHOM  OTIIYCKHOM  LEHBI B
COOTBETCTBUM C MMYHKTOM 19 HacTosero [lomoxenus.

B cnydae ycraHoBieHHST HEOJIArompusTHOTO COOTHOIICHHUS "MOJb3a - PHUCK"
otka3 MAPT B cormacoBanuy OpeAenbHOM OTIIYCKHOM ILIEHBI HE MPEMATCTBYET
OPUHATHIO MHUH3IpAaBOM PELICHHS O €€ PETUCTPALINH.

Pemenue odopmisgercs npuxkazoM Munsapasa. [laTtoit  peructpainuu
OPEAEIBbHON OTIYCKHOM LEHBI SIBIIAETCS AaTa U3JaHHsl COOTBETCTBYIOIIETO MTPUKa3a
MuH3apaBa.

13. MuH3apaB B TeYeHUE TpeX pabdouux AHEH CO JHS TPHUHSATHUS PEHICHUS O
perucTpanuy MpeaeabHON OTIYCKHOM LEeHbl WM 00 OTKa3e B €€ PEerucTparuu
YBEIOMJISIET JIep KaTelisl PErMCTPALUOHHOTO YJIOCTOBEPEHUS (YIIOJTHOMOYEHHOE UM



JUI0) O TPUHSATOM PEIIEHMHM B TNHUCBMEHHOM BHUAE W (WJU) MOCPEACTBOM
AJIEKTPOHHOM CBS3H.

B cayuae npunatHs MUH3APABOM pELICHUS O PErUCTPALUU IIPEACIbHOU
ornyckHOU neHsl YII "LlenTp skcneptus n ucnbplTaHUK' B CPOK, YCTAaHOBIICHHBIN B
YacTH IME€pBOM HACTOSILIErO IIYHKTa, BHOCHUT HEOOXOJIHWMBIE CBEJCHHUS B
rOCYJapCTBEHHBIM PEECTp NPEACIbHBIX OTHYCKHBIX LIEH IPOU3BOAUTEICH Ha
JIEKapCTBEHHBIE MpemnapaThl (Janee - peecTp NpeleIbHbIX OTIYCKHBIX 1IEH).

14. Pemenne MuH3apaBa 00 OTKa3e B PErHCTpaIldy MPENEIbHOW OTIYCKHOU
IIEHBI MOXET OBITh 00KAJIOBAHO B CyA€OHOM TOPSI/IKE.

15. MuH31paBOM OTMEHSETCS PELIEHNUE O PETUCTPALNH IIPEAEIBHON OTIIy CKHOU
LIEHBI, €CJIM YCTAaHOBJICHO, YTO JEP’KATEJIEM PETUCTPALMOHHOTO YJOCTOBEPEHUS
(YIIOJTHOMOYEHHBIM UM JIMLIOM) OBUIM MPEJICTaBICHBl HEIOCTOBEPHBIE CBEACHUS,
MOBJIMSIBIIME HA PE3YJIBTAT NPUHATOIO PELICHHUS.

16. B cimyudae, ecniu B 1'0CynapCTBEHHOM pEECTPE JIEKAPCTBEHHBIX CPEJICTB
Pecny6nuku  benmapycs wunu B EamHOM — peecTpe  3aperucTpUpOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB EBpPa3suiCKOro 3KOHOMUYECKOIO COK03a (Jajee - peecTphl
JIEKAPCTBEHHBIX CPENICTB) COAEPIKATCS CBEAEHUS O TOM, YTO:

B IIPOM3BOJICTBE JIEKAPCTBEHHOTO Mpemnapara, NpeieiibHas OTIIyCKHas LIEeHAa Ha
KOTOPBIM B COOTBETCTBUU C NEPEYHEM MOJJICKHUT PETUCTPALMU, MOTYT NMPUHUMATh
y4acTHE€ HECKOJBKO YYAaCTHUKOB IPOU3BOJCTBA, PETUCTPUPYETCS OJHA IpPEACIIbHAs
OTITYCKHAasl [IEHA HE3aBUCUMO OT KOJIMYECTBA TAKUX YYACTHUKOB;

JIEKapCTBEHHBIM IIpenapar, IpelesibHasg OTIYCKHas II€Ha Ha KOTOPBIM B
COOTBETCTBUM C IMEPEUYHEM ITOJJIEKUT PETUCTPALMUA, MOXKET BBIIIYCKAThCA B
OJIMHAKOBOM JICKAPCTBEHHON (hOopMe M pa3HBIX JO3HPOBKaX, (pacoBKax, MEPBUUHBIX
YIAKOBKAaX, MPEIEIIbHBIE OTIYCKHBIE LIEHBI PETUCTPUPYIOTCS ISl Ka)KJOTO BapUaHTa
JI03UPOBKHU, (DACOBKH, IEPBUYHOM YIIAKOBKU;

JIEKApCTBEHHBIM Mpenapar, NpeAcibHas OTIyCKHas II€Ha Ha KOTOpPbIA B
COOTBETCTBUM C TNIEPEYHEM MOMJIECKUT PETUCTPALMU, MOXKET BBIITYCKAThCA B
OJIMHAKOBOM JIECKapCTBEHHOH (hopMe, T03UPOBKE, IEPBUIHON YIIAaKOBKE, (hacOBKE, HO
C pa3HBIMM COYETAHMSIMM KOJIMYECTBA EIWHHI JICKAPCTBCHHOTO IIpernapara B
MEPBUYHOM YNAKOBKE W KOJWYECTBOM TNIEPBUYHBIX YINAKOBOK BO BTOPUYHOMU
YIIAKOBKE, JUJI BCEX COUYETAHUM PETUCTPUPYETCS OJIHA NPEAEIIbHAS OTIyCKHAs LIEHA.

17. B cnydae BKIIOYEHHSI B PEECTPbl JIEKAPCTBEHHBIX CPEACTB CBEACHUM O
HOBBIX JIEKAPCTBEHHBIX MpenapaTrax, MpPEAesIbHbIE OTIIYCKHBIE LEHBI HAa KOTOPHIE
NOJJIEKAT ~ PETUCTPALMU, JIEPIKATEIIEM  PETMCTPALMOHHOIO  yJAOCTOBEPEHUS
(YIIOJTHOMOYEHHBIM KM JIMIIOM) B TEUYEHHME JABYX MECSALEB OT JaThl BHECEHUS
CBEJICHUM B PEECTPBI JIEKAPCTBEHHBIX CPEACTB MOJAOTCA 3asIBJIEHUE U JOKYMEHTHI B
MOpSIAKE, MPETYCMOTPEHHOM B MyHKTax S - 12 Hactosimiero IonoxeHus.

18. IIpenenbHBIC OTMYCKHBIC IIEHBI PETUCTPUPYIOTCS B O€ITOPYCCKUX PyOIIsX.

B cmywae, ecnm Jne€KapCTBEHHBIM IIpeniaparT pealn3yeTcs Ha TEPPUTOPHUH



Pecniy6nuku benapych Ha OCHOBaHMM KOHTpPakTa, B KOTOPOM CyMMa IUIaTexka
BbIpa)K€HAa B HMHOCTPAHHOM BajloTe (Jajnee - BaJl0Ta KOHTPAKTA), JEpKaTelsb
PETUCTPAIIUOHHOTO YJIOCTOBEpEeHUS! (YIOJHOMOUYEHHOE WM JIMII0) MOXKET MpHU
IoJjave 3asiBJICHUsI yKa3aTh BAIFOTY KOHTPAKTA.

VII "LleHTp SKCHepTH3 W HMCOBITAHUM' TPU BHECEHUU CBEICHUN B PEECTP
OpPEACIbHBIX OTIYCKHBIX IIEH B COOTBETCTBMM C MYHKTOM 13 HacTosiiero
[TonokeHuss Tak»Ke YyKa3blBAE€T CBEIECHUS OO0 SKBUBAJICHTHOM I1IEHE B BaJOTE
KOHTPAKTA, PACCYUTAHHOW MCXOMS U3 3aPETUCTPUPOBAHHOMN MPEAEITBHON OTITYCKHOU
IIeHbl 1Mo odunHualbHOMYy Kypcy HarmonaneHoro 6anka PecmyOnuku bemapyce,
YCTaHOBJICHHOMY Ha JIaTy PETMCTPALAH NPEAEIBHON OTITYCKHOM LICHBI.

B cnywae, ecnu odunmansHblii kypc HanmonansHoro Oanka PecryOnuku
benapychb, yCTaHOBJIEHHBIM Ha JOaTy BBINYCKAa JIEKAPCTBEHHOIO Mpenapara B
COOTBETCTBUU C TAMOXEHHOM MPOLIEypOl BbIITyCKa JJI1 BHYTPEHHETO OTPEOICHUS
(ecu TakoM JICKAPCTBEHHBIN IMpenapar MoJjIekKUT TAMOKEHHOMY JAEKIapUPOBAHHUIO)
WM Ha JaTy NOCTYIUIEHUS JIEKapCTBEHHOrO Mpenapara Ha CKiaJ MOKYIaTes,
YKa3aHHYI0 B HAKJIAJHOM (€Clid TaKOW JIEKAPCTBEHHBIN Mpenapar HE MOMJICKUT
TaMOXXEHHOMY JEKJIAPUPOBAHUIO), YBEIUYUJICS MO CPAaBHEHUIO C O(HUIIHATHHBIM
kypcoM HanmonanbHoro Oanka PecnyOnuku bemapych, yCTaHOBIECHHBIM Ha JIaTy
pErucTpalvi TMPENEIbHOM OTIIYCKHOM IIEHBI, pPa3pelIacTCs MCIOIb30BaTh B
Ka4yeCcTBE 3apEruCTPUPOBAHHON MPEACIBHON OTIIYCKHOM LIEHbI DKBUBAJICHTHYIO LIEHY
B BaJIOT€ KOHTPAKTa, PACCUUTAHHYID B COOTBETCTBUM C YACThIO TpPEThEU
HACTOSIILETO ITyHKTA.

19. B ciayyae HEOOXOIMMOCTH HM3MEHEHHs 3apETUCTPUPOBAHHON MpeeIbHOU
OTIYCKHOW LIEHBI AEPKATEIb PETUCTPALIMOHHOIO YIOCTOBEPEHHUS (YIIOJTHOMOUYEHHOE
UM JIMIO) MOXET TPEJACTaBUTh 3asBJICHUE U JIOKYMEHThI B  TIOpSAKE,
MPEAYCMOTPEHHOM B MMYHKTE 5 HACTOSIETO [10n0KEHUsA, B TOM YUCIIE C YKa3aHUEM
MHOTO 3HAYEHMS MPEJIETbHON OTIIYCKHOM LIEHBbI ¢ 0OOCHOBAHMEM TAaKOT'O 3HAYEHHS,
€CIId PACCUMUTAHHOE B COOTBETCTBUM C METOAUKOM 3HAYEHUE IIPEIEIIbHOU
OTITyCKHOM IIE€HBI SIBJSETCS IKOHOMUYECKU HELEeIeco00pa3HbIM.

PaccMmoTtpenue 3asBiieHUs U JOKYMEHTOB, MMOJIAHHBIX B COOTBETCTBUH C YaCThIO
IIEPBOM  HACTOAILETO IIYHKTA, OCYLIECTBISIETCA B THOPSAKE, OIPEICICHHOM
HacTosmuM [lonoxeHnem.

20. Peanm3anmst ~ JE€KapCTBEHHBIX  IPENApaTOB, CPOK  JIEUCTBUS
PETUCTPALMOHHBIX YJIOCTOBEPEHUIN Ha KOTOPBIE UCTEK, OCYHIECTBISIETCA C YYETOM
3apPEruCTPUPOBAHHBIX MPEACIbHBIX OTHYCKHBIX II€H /10 OKOHYAaHUA HUX CpOKa
TOJTHOCTH.



[Tpunoxenue

K [lomoxenuro o nopsiake
pErucTpauuy NpeaesibHbIX
OTITYCKHBIX IIEH IPOU3BOAUTEIICH
Ha JIEKAPCTBEHHBIE MPENAPATHI

(B peAakiMy OCTAHOBJICHHS
Cosera MuHHCTpPOB
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dopma

MUHHCTEPCTBO 3IPaBOOXPAHCHHSI
Pecnyonuku benapych

3ASABJIEHUE
0 PEerucTpaluM npeaejbHOM OTIYCKHOM HEeHbI MPOU3BOAUTEIS
Ha JIEKAPpCTBEHHbIN npenapar

Jlepkatenb PEeTHCTPAIMOHHOTO YJIOCTOBEpPeHHUS  (YHMOJHOMOYECHHOE UM
JINIIO)

(MOJIHO€ HAMMEHOBAHUE JEPKATENS] PETUCTPALMOHHOTO YAOCTOBEPEHUS
(YIIOJTHOMOYEHHOT'O MM JIMIA), TOYTOBBIN aApec, aipec SIEKTPOHHOU MOYTHI)

JIuo, mpexncraBiArONIIee JOKYMEHTBI  HA  PETHUCTPALMIO  IPENEIbHOMU
OTIIyCKHOU
LICHBI,

(HOJ'IHOG HAaMMCHOBAHHC IOPUANYCCKOI'O JIMIIA,

dbamunus, CoOCTBEHHOE UMS, OTYECTBO

(eclid TAKOBOE UMEETCS) MHAMBUAYAIBHOTO MPEANPUHUMATENS, TOYTOBBIMI

azipec, apec ICKTPOHHOUN MOYTHI, KOHTAKTHBIC TeJIC(POHBI)
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<*> JIns neneu, ykazaHHbIX B 4acTH BTOpOMl myHkTa 18, yactu nepBoii nyHkra 19 Hactosiero Ilonoxenus.

PykoBomuTens OpUANYECKOTO JINILIA,
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