B oannom sude ooxymenm onyonuxosan ne oL, IlepsonauanvHulii mexcm 0OKYMeHmMa onyoauKo8an
Hayuonanvuwiil npasosoii Humepuem-nopman Pecnyonuxu beaapycw, 11.07.2023, 5/51886

ITOCTAHOBJIEHME COBETA MMHUCTPOB PECITYBJIMKU BEJIAPYCh
6 urons 2023 1. Ne 444

00 usmeHenuun nocranonyjeHuii Copera MUHUCTPOB
Pecny0iuku benapyce ot 19 suBaps 2012 r. Ne 56
u ot 31 okTsa0ps 2018 r. Ne 776

W3meHeHus 1 JOMOJIHEHUS:
[Toctanonenne Coera MunuctpoB Pecnybnmuku bemapych oT 17 okTsaOps
2023 r. Ne 687 (HarmonanbHsIii mpaBoBoii MaTepHeT-niopran Pecniy6nuku benapyces,
18.10.2023, 5/52246)

Ha ocnoBanum wactu meppoit moanmyHkrta 1.1 mynkra 1 Vkaza Ilpesunenta PecryOnuku
benapycep ot 22 aBrycta 2018 r. Ne 345 «O peructpanuu LIEH Ha JIEGKAPCTBEHHBIE CPEICTBA,
noanyHkTa 2.1 mynkra 2 Yka3a [Ipesunenta Pecriyommku benapyce ot 25 deBpans 2011 1. Ne 72
«O HEeKOTOpBIX BOIpocax peryiaupoBanus LeH (tapudon) B PecnmybOmuke benmapycs» Coser
MunuctpoB Pecriyommmku benapycs [IOCTAHOBJISET:

1. Buectn m3MeHeHHs B cienyroume nocraHoBieHust Coera MunuctpoB PecryOmmku
benapycs:

1.1. u3 mnpunoxenuss k nocraHosneHutro CoBera MunuctpoB PecnyOnuku benapych
oT 19 auBapss  2012r. Ne56 «O mepedHe JIEKapCTBEHHBIX  CPENCTB, IMPOU3BOAUMBIX
opranuzanusiMu PecyOnuku benapych, 1eHBI Ha KOTOpBIE peryaupyroTcs MHHHCTEPCTBOM
3IpaBOOXPAHEHUS» UCKIIIOUUTD TO3ULIUIO

— O¢uyuanvnasn npasosas unpopmayus
a» JTAJIOH Unghopmayuonno-nouckosasn cucmema "ITAJIOH"
— Hayuonanvnoiii yenmp npasosoii ungpopmayuu Pecnyonruxu bBerapyco



«A06 CnabutenbHbie cpenctBa AO6A CrnabutenbHbIE CpeICTBa OCMOTHYECKH JIEHCTBYIOIIHNE JIAKTYJI03a CUpOIT TpeIaKkcy;
crnabuTeIbHBIE CPECTRA



1.2. B mocranosienun CoBera MunuctpoB Pecriyonuku benapycek ot 31 oktsa6pst 2018 .
No 776 «O peructpainuu TpeAeTbHBIX OTHYCKHBIX II€H IMPOWU3BOAUTENECH HAa JIEKAPCTBEHHbIE
CPEICTBa»:

peamMOyIly U3JI0KUTh B CIETYIOIIEH pelakIuu:

«Ha ocnoBanuu yactu nepBoit moamyHnkra 1.1 mynkra 1 Ykasa [Ipesunenta PecryOnuku
benapych ot 22 aBrycra 2018 r. Ne 345 «O peructpauuu 1IeH Ha JEKAPCTBEHHbBIE CPEICTBA»
Cosetr MunuctpoB Pecniyonuku benapycs [IOCTAHOBIISET:»;

MYHKT 2 U3JI0KUTh B CJIEIYIONIEH peIaKIIUN:

«2. YtBepauth IlonojkeHue o MOpSAKE PETUCTpAaLUU TPEAEIBHBIX OTIYCKHBIX IIE€H
IIPOU3BOINTEIIEH HA JIEKAPCTBEHHBIE IIpenapaThl (IPUIIaraercs).»;

JIOTONTHUTH TIOCTAHOBIIEHKE MTyHKTOM 2! ciieyronero conepanus:

«2'. OnpesenuTh TEpedYeHb JTEKAPCTBEHHBIX MPENAapaToB, MPEebHbIE OTITYCKHBIE IIEHBI
Ha KOTOPBIE NOJIJIEKAT PETUCTPALIMH, COTTIACHO MPHIIOKEHHUIO.»;

JOMOJTHUTH OCTAHOBJIEHNE NPUIIOKEHUEM (TIpUIIaraercs);

[lonoxxeHne o MOpSIIKE PETUCTpPALMM IPENEIbHBIX OTHYCKHBIX ILIEH IPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE CPE/ICTBA U3JI0KUTh B HOBOM peakIuy (IIpuUIaraeTcs).

2. YcTaHOBHUTH, YTO:

CPOKOM HayaJla pEruCTpallud MpPEACIHbHBIX OTIYCKHBIX ILI€H IPOU3BOAMUTEICH
HA JIEKApCTBEHHBIE IIpeNapaThl ABISETCS 1aTa BCTYIJIEHUS B CHJTy HACTOSIILIErO IOCTAaHOBJICHHUS],

IIpeliebHbIE OTIYCKHBIE LIEHBI IIPOM3BOJUTENICH HA JEKAPCTBEHHBIE NPENaparhbl JOJKHBI
OBITH 3aperucTpupoBansl 10 1 nexadbps 2023 r.;

IpeleabHble  OTIYCKHBIE IICHBI INPOM3BOAMTEICH  Ha JICKApCTBEHHBIE IIPENapaTsl,
BKJIIOUEHHBIE B IIEPEUEHb JIEKApPCTBEHHBIX NPENapaTroB, INPEAECNIbHBIE OTIYCKHBIE IE€HBI
Ha KOTOpBIE MOJUIEKAT PErHCTPALUU (Jajlee — MepeueHb), U 3aperucTpUpOBaHHbIE 10 26 anpens
2020 r., mojiekaT perucTpaluuu B MOpsAKE, IpeaycMoTpeHHOM llonoskeHuem o mopsiake
pETHCTpalMM IPEIENbHBIX OTIIYCKHBIX ILI€H IPOM3BOJUTENICH HA JCKApCTBEHHBIC IIPEMapaThl
B PEIAKIIMK HACTOSIILErO IOCTaHOBIJICHHUS;

peaiM3anys JIEKapCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IIEPEUEHb, MPEAECIbHBIC
OTIYCKHBIE LIEHbl Ha KOTOpble OBbLTM 3apeructpupoBanbl 10 26 ampenss 2020 r., 10 naThl
pETHCTpalMM IPEIENbHBIX OTIIYCKHBIX ILI€H IIPOM3BOJUTENICH HA JCKApCTBEHHBIC IIPENapaThl
B IIOpAJKE, NpenycMoTpeHHOM [lonoxkeHneM o mopsaKe perucTpalyy MpEeAEIbHbIX OTITYCKHBIX
LEH IPOMU3BOJUTENECH  HA JCKAPCTBEHHBIC  IPEMapaThl,  OCYLIECTBISIETCA  C YYETOM
3aperucTpupoBaHHbIX 10 26 anpenst 2020 1. mpeaenbHBIX OTIYCKHBIX ILIEH JH0O0 pelieHuid,
npuHATEIX Komuccuell no BonpocaMm rocyJapCTBEHHOTIO pEryJIMpOBaHMs IEHOOOPAa30BaHUs MU
CoBere MunuctpoB PecnyOnuku benapych, 0 corilacoBaHuu peanu3aiul JIeKapCTBEHHBIX
mpenapatoB  0e3  ydera 3aperuMCTpUpPOBAaHHBIX paHEe MpEeAETIbHBIX  OTIYCKHBIX  IIEH
MIPOU3BOAUTENEH;

peayM3anys JICKapCTBEHHBIX IIPENapaToB, HE BKIIOYECHHBIX B IIEPEYCHb, IPEACIbHBIC
OTITyCKHBIE IIEHBI Ha KOTOpbIe ObLTH 3aperucTpupoBansl 10 26 anpens 2020 r., ocyiecTBiIseTcs
0e3 ydeTa paHee 3aperuCTPHUPOBAHHBIX MPEAETIbHBIX OTITYCKHBIX 1ICH;

peanu3anysl  OCTaTKOB®  JIEKapCTBEHHBIX IPENaparoB, BKIIOYCHHBIX B IEPEUCHb,
MpeAebHBIC OTIYCKHBIE IIEHBl Ha KOTOpBIC HE 3aperucTpupoBaHbl o 1 mekabps 2023 r.,
OCYILIECTBIISAETCS 10 OKOHYaHUsI CPOKA UX TOJHOCTH, €CIIM TAKUE JIEKAPCTBEHHBIE IIPENapaThl:

IPOIIIM TAMOXXEHHYIO MPOLEAYpY BBIIyCKa MAJIs BHYTPEHHEro moTpediieHus (ecnu
JIEKapCTBEHHBIC MPETapaThl MOAJEeKAT TAMOKECHHOMY 0(pOPMIICHHIO);

NOCTYNUIM Ha CKJIaJ MOKynarens (ecind JIEKapCTBEHHBbIE IIpenaparbl HE MOMIEKUT
TaMOXXEHHOMY 0()OpMIICHHIO) JINOO HAXOATCS B POZHUYHOM MPOJaKe B allTEYHOM CETH;

peayn3anys  OCTAaTKOB  JICKAPCTBCHHBIX  IIPENApaTtoB, BKIIOYEHHBIX B IIEPEUCHb,
HaxOIAIIMUXCSA B PO3HUYHOM IPOAAKE B aNTEYHOM CETH Ha JaTy PETUCTpalUu IpefesIbHOU
OTIIYCKHOH ILIEHBI MPOU3BOAUTENS, OCYILIECTBISETCA MO LieHaM, C()OPMHUPOBAHHBIM JI0 AATHl €€
perucTpanmm.

* Ha 1 nexaOps 2023 r.

3. HacTos1ee noctaHOBIEHUE BCTyIAeT B cuity ¢ 14 urons 2023 r.



IIpembep-MmunucTp Pecnyosnku beaapych P.I'os10BYeHKO

IIpunoxenue

K ITOCTaHOBJICHHUIO

CoBeta MuHHCTpOB
Pecrryonmuku benapychb
31.10.2018 Ne 776

(B penakuu MmocTaHOBJICHUS
CoBeta MuHHCTpOB

Pecniy6uku benapych
06.07.2023 Ne 444)

INEPEYEHb
JIEKapPCTBEHHBIX MPeNnapaToB, NpeAebHble OTIYCKHbIE IIeHbl HA KOTOPbIE MOAJIeKAT
perucrpanuun

Memuyﬂapo,uﬂoe HCIIaTCHTOBAHHOC

JlexapcTBeHHas dhopMa, J03UPOBKa
HAaUMEHOBAHNE p (bopma, 103up

1. AMIOIUIINH TaOJIETKHA 5 MI
TabseTku 10 Mr

2. AMOKCHIIWJIIMH + KJIaByJIaHOBasi TaOJETKH, IIOKPHITBIE 000I0YKOH / TAOJETKH, TOKPBITHIC TNICHOYHOM
KHCIIOTa o6oouxoit, 500 mr/125 mr (625 mr)

Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
oboouxoii, 875 mr/125 mr (1000 mr)

3. AtopBacTaTuH Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
0001049KO#, 10 M

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
o00onoukoit, 20 Mr

4. AneTuiacaaulpniIoBas KUCIOTa TaOJICTKH, TOKPBITHIC KUIICYHOPACTBOPUMOIT 000JI0UKO# / TabneTKy,
MOKPBITBIC 000JIOYKOW / TAONETKU KUIICYHOPACTBOPUMBIC, TTOKPBITHIC
IJICHOYHOH 000J04YKOM, 75 MI

TaOJICTKH, TOKPBITHIC 000JIOYKOW / TAOJICTKU KUIICYHOPACTBOPUMEIE,
MTOKPBITHIC TUICHOYHOH 000JI09KOH / TaOJIETKH, TIOKPBITHIC MIICHOYHOU
000109K0¥ / TAaOJIETKN, IOKPHITHIE KAIIIEYHOPACTBOPUMOH 0005109KOM, 150 Mr

tabneTkn 500 mMr

5. beraructun TabneTku 16 mMr
TabneTku 24 M

6. Bucompoon Ta0JIETKH, TTOKPHITHIE TUICHOYHOH 000JI0YKOH, 2,5 MT
TaOJIETKH, TIOKPBITHIE TNICHOYHOIH 000J104KOii, 5 Mr
TaOJIeTKH, TOKPBITHIE TNICHOYHO! 0005104K0i, 10 Mr

7. Bancapran TaOJIETKH, TIOKPBIThIE 000I0UKOM / TaOIETKH, HOKPHITHIE TUICHOUYHON
obonoukoit, 80 mMr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonoukoit, 160 mr

8. I'emmapun renb Ui HapyxHoro npuMmenernst 1000 ME/r

9. Honemne3wn Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
000JI09KOH, 5 MT

Ta0JIETKH, TTOKPHITHIE 000JI0UKOM / TAOJIETKH, TIOKPHITHIE TUIEHOYHOM
0001049KO#, 10 M

10. XKeme3za (IIT) rugpoxcug TabyeTkn xeBaTenbHbie 100 Mr
HNOJIUMAaIbTO3aT
11. 3onuknon TaOJIETKH, TOKPBIThIE 000JI0UKOH / TabIETKH, HOKPHITHIE TNICHOYHOM

000104KO#, 7,5 MI



12.

13.

14.

15

16.

17.

18

20.
21.

22.

23.

24.

25.

26.

Nbynpoden

Kanpgecapran

Kap6amazenun

. Kapsenunon

Jlaxtynosa

Jlamotpumxun

. Jlaranompoct

19.

JleBetupaneram

Jlemynomun

JIu3unonpun

Jlozapran

JlozapTaH + ruapoxJI0poTHa3U

Menokcukam

Merormposnon

Methopmun

5

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
00os0ukoii / karcysst 200 mr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonouxoit, 400 mMr

CYCIIeH3US JIJIs preMa BHYTPh (71 BHYTpeHHero npuMmeHeHwus ) 100 mr/5 mu
TabJIEeTKH § MT

TabneTku 16 mMr

Tabnetku 32 MT

tabneTtku 200 mMr

TabJIeTKH / Karcynsl 6,25 Mr

TabneTky / Kancyast 12,5 mr

TaOJNeTKH / KarncyJsl 25 Mr

cuporn 667 Mr/mi
cuporn 670 mMr/mi

TabneTKu 25 Mr

tabnetku 50 MT

tabnetku 100 mMr

Karuti riaasueie (pactsop) 0,05 Mr/mi

Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
0001049K0#, 250 Mr

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
obonoukoit, 500 mMr

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

TaOJIETKH, TOKPBITHIE TNICHOYHO! 0005104K0i, 20 MT
TaONeTKn 5 Mr

tabnerku 10 mr

tabnetku 20 MT

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
0001049KO#, 50 M

Ta0JIETKH, TTOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
o06ooukoi, 100 mr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonouxoit, 50 mr/12,5 mr

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

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJICTKY, MOKPHITHIC TUICHOYHON
o6omoukoit, 100 mr/25 mr

pacTBOp [UIsl BHYTPUMBIIIEYHOTO BBEJICHNUS / PacTBOP At MHbeKIMH 15 mr/1,5
MII

TabseTkn 7,5 Mr
TabneTku 15 mr
TabIeTKH 25 MT
tabnetku 50 MT
tabneTtku 100 mMr

TaONeTKH / TAOJNETKH, MOKPBIThIE 000JI0UKOI1 / TAOJIETKH, TOKPHITHIE
IJICHOYHOH 00010uKO0#, 500 Mr

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
00onouKoit, 850 mMr



27.

28.

29.

30.

31.
32.

33

34.

35.

36.

37.

Moxkconuaun

MoincugomMun

Humecynun

Huuepronun

Omenpazon

Pamunpun

. PuBapoxcaban

PozyBacraTun

CrpoHOJIaKTOH

Tpumerazugux

VYpcoaeokcuxoeBas KUCIOTa

6

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

TaOJICTKH, TOKPBITHIC 000JIOYKON / TAOJIETKY, MOKPHITHIC TUICHOYHON
obonouxoit, 0,2 Mr

Ta0JIETKH, TTIOKPBITHIE 000JI0UKOMH / TAOJIETKH, TIOKPHITHIE TUIEHOYHOMN
o6ooukoii, 0,4 Mr

TaOJIETKH 2 MT
TabJIeTKN 4 Mr

MOPOILOK (TPaHyJIbl) JUTs HPUTOTOBICHUS CYCICH3UH [UIsl TIpHeMa BHYTPb
(mst BHyTpEeHHETO TpuMeHeHus ) B maketax 100 mr/2 r

tabnerku 100 mr

TaOJIETKH, TOKPBIThIE 000JI0YKOH / KAyl 5 Mr
TaOJIeTKH, TOKPBIThIE 000J109KOH / Kancyssl 10 Mr
TaOJIeTKH, TOKPBIThIE 000J104KOH / Kancysl 30 Mr
KarcyJibl / KarcyJisl KuleqHopacTBopumslie 20 Mr
TabyeTKn 2,5 Mr

TaONeTKH 5 MT

tabnetku 10 mr

Ta0JIETKH, TIOKPBITHIE TUICHOYHON 000JI0UKOH / TaOJIETKH, MOKPHITHIE
000J109KOH, 2,5 MT

Ta0JIETKH, TIOKPHITHIE TUICHOYHOH 000JI0UKOH / TaOJIETKH, MOKPHITHIE
obonoukoit, 10 mMr

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOJIETKH, TTOKPBITHIC
000104KO#H, 15 MI

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

TaOJICTKH, TOKPBITHIC TNICHOYHON 000JI0UKO# / TaOJIETKH, TTOKPBITHIC
0001049K0#, 10 M

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

TabJIeTKH / KarcyJbl 25 Mr
TabyeTku / Karcybl SO mr
Tabnetky / kancyas 100 Mr

TabJICTKH ¢ MOAU(PHUIUPOBAHHBIM BEICBOOOKICHUEM, TIOKPBITHIC 000IOYKOH /
TabJICTKH ¢ MOAU(DHUIMPOBAHHBIM BEICBOOOXKICHHEM, TIOKPHITHIC TNICHOYHOM
0005109KO#, 35 MI

Kancynusl 250 mr
kancynst 300 mr

MMOJIOKEHHUE
0 MOpsiAKe PerucTPaluy NpeaebHbIX OTIYCKHbIX LIeH MPOU3BoOAUTE /el
HA JleKapCTBEHHbIE MPenapaThl

YTBEPXKXIEHO

ITocranoBnenue

CoBera MUHHCTPOB
Pecrry6nmuku benapychb
31.10.2018 Ne 776

(B penaxium mocTaHOBJICHUS
CoBeta MuHuCTpOB
Pecrry6nmuku benapychb
06.07.2023 Neo 444)
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1. Hactosimium  TlosoxeHnem  ompeaensieTcss MOPAIOK  PETUCTPALMU  TPEAETbHBIX
OTITYCKHBIX LI€H IPOU3BOUTEIIEH Ha JIEKapCTBEHHBIE IPENaparsl (Jajiee, €CiIu HE yKa3aHO UHOE, —
npeneiabHble OTIYCKHBIE II€HbI), BKJIIOYEHHBIE B IIEPEUYCHb JIEKAPCTBEHHBIX IPENapaToB,
IIpeleIbHbIE OTHYCKHBIE LEHbl Ha KOTOPbIE MOAJEXKAT PpErucTpaluu, OINpeaeIeHHBIN
MOCTaHOBJIEHUEM, YTBEpAUBIINM HacTosee [lonoxxenue (nanee — nepeyeHs).

2. lna uenei Hacrosuiero IlonoxkeHHWs HCHONB3YIOTCS TEPMHUHBI U UX OINpPEACICHUs
B 3HAYCHHAX, YCTAaHOBJICHHBIX 3akoHOM PecmyOmmku benmapychk ot 20 utons 2006 r. Ne 161-3
«O0 obOpaleHn JIEKapCTBEHHBIX CpeAcTB», Ykazom Ilpesupenta PecnyOnuku benapych
oT 22 aBrycra 2018 1. Ne 345.

3. Peructpanusi mpenenbHbIX OTIYCKHBIX ILIEH OCYyIIECTBISETCS MUHUCTEPCTBOM
3apaBooXpaHeHus (naiee — MuH3pas).

4. 1ng ocylIeCTBIEHUS! PETUCTPALMM IPEAEIbHON OTIYCKHOM LIEHBl Ha JIEKapCTBEHHBIN
mpemnapaTr JepKaTelieM PEerucTPalioOHHOTO YAOCTOBEpeHUsl (YyHMOJHOMOYEHHBIM UM JIUIIOM)
B pecnyONMKaHCKoe — yHuUTapHoe — mpeanpusitue  «LleHTp — sKcmepTH3 M MCHBITAaHHMA
B 31paBooxpaneHun» (nanee — YII «lleHTp sKcrepTH3 U UCTIBITAHU ) IPECTABISIOTCS:

3asBJICHHE O PETUCTPALlMM  NPEIENbHOM  OTIYCKHOM  I€Hbl  IPOU3BOJUTENS
Ha JICKapCTBEHHBIN IIpenapar 1mo ¢GopMe COTJIaCHO MPIIIOKEHUTO (J1aee — 3asBIICHHE);

JOKYMEHTBI, HEOOXOJWMBIE JJIs OCYUIECTBICHHUS AJAMHUHUCTPATUBHON IMPOLEAYPBHI,
NpeayCMOTpEHHOM B moAnyHKTe 9.4.12 nyHkta 9.4 eauHOro nepeyHs AaJIMUHUCTPATHUBHBIX
IpOIelyp, OCYILECTBIIIEMBIX B OTHOLICHUHM CYOBEKTOB XO3SHCTBOBAaHUS, YTBEP)KICHHOTO
noctanoBieHrneM CoBera MunuctpoB PecriyOmmmku benapych ot 24 centsaops 2021 1. Ne 548;

JOKYMEHT, COJIepKalliil pACCUNTAHHOE B COOTBETCTBUU C METOIMKON pacyeTa NpeAeIbHbIX
OTIYCKHBIX  I[I€H  IPOMU3BOJAUTENIEM  HA JICKAPCTBEHHBIE  Ipenaparsl,  ONPEACIICHHON
MUHUCTEPCTBOM ~ aHTUMOHOIIOJIBHOTO — peryjaupoBaHuss U Toproimu  (manee — MAPT)
10 CoTJIacoBaHMIO0 ¢ MUH3/IpaBoOM (J1ajiee — METOIMKaA), 3HAYCHHE MPEETbHON OTITYCKHOM II€HBI.

5. 3asBieHuUE, a TaKKe TOKYMEHTHI, YKa3aHHbIE B a03alax TPETbeM M YETBEPTOM ITyHKTa 4
Hacrosiero [lonoxxenus (ganee, eciiv He YKa3aHO HHOE, — TIOKYMEHTHI ), TIOJIAI0TCSI Ha OyMaKHOM
HOcHUTENE (B IBYX 9K3EMIUIPax) U (WIM) B 3JICKTPOHHOM BHJIE.

6. YII «lleHTp SKCHEpTU3 W MCTBITAHUI» B TEUCHHE TPEX pabOUYMX THEW CO JTHSA MOAadu
3asIBJICHUSI OCYILECTBISIET €r0 pacCMOTPEHHUE, A TAKXKE IPOBEPSIET IOJIHOTY MPEICTABIECHHBIX
JOKYMEHTOB M COJIEPKAIINUXCS B HUX CBEJCHUM.

B ciyuae HecoOmoieHus opsiaKa MpeicTaBieHus 3asBieHus u JokyMeHToB YII «Llentp
SKCIEPTHU3 U UCIBITAaHUI» B CPOK, YCTAHOBJICHHBIM B YaCTH NEPBOM HACTOSIIETO IIyHKTA,
HaIpaBJII€T AEpPXKATENII0 PETUCTPALUOHHOTO YAOCTOBEPEHUS (YIOJHOMOYEHHOMY MM JIUILY)
B MUCBMEHHOM BHJ€ U (WJIM) MOCPEIACTBOM 3JEKTPOHHOM CBSI3U yBEAOMJICHHE 00 yCTpaHEHUU
HE/I0CTATKOB B TEYCHHUE JIBYX PaOOUYMX JHEH.

VII «lleHTp SKCHEpTH3 W WUCIBITAHUK» B TEYCHUE OJHOTO pabOYero IHS OCYIIECTBIISICT
paccMOTpEHHE JOTIOIHUTENBHO MIPEICTaBICHHBIX JOKYMEHTOB.

7. YIT «lleHTp SKCHEpTHU3 W UCIBITAHUI» B TEYCHHE OJHOTO pabodero JHS yBEIOMIISICT
MuHn3zpaB (C IPUIOKEHUEM BCeX IOKYMEHTOB, IOJAHHBIX JepXKaTeleM PpPEerucTpalioOHHOTO
yaocTtoBepeHus (YIOIHOMOUYECHHBIM UM JTUIIOM):

B CllydasiX, yCTAHOBJICHHBIX B a03alax BTOpPOM M TpeTheM IyHKTa | crathu 17 3akoHa
Peciy6nmuku  Bemapyce ot 28 okTsa6pst 2008 1. Ne 433-3  «O0 ocHOBax aaMUHHUCTPATHBHBIX
IIPOLIEYPY;

B Clly4ae HEYCTPaHEHUs HEIOCTAaTKOB B COOTBETCTBUM C YacCThbIO BTOPOM ITyHKTa 6
Hacrosero [lonoxenus.

MuH3apaB B ciaydasx, YKa3aHHBIX B YaCTH IEPBOM HACTOSALIErO NYHKTA, MPUHUMAET
pemieHre 00 OTKa3e JepXKaTeiaro PEeruCTPALMOHHOTO YAOCTOBEPEHUS (YHNOIHOMOYEHHOMY UM
JIUILY) B IPUHATHH 3asBJICHUS U B TEUECHUE IBYX paOOUYUX AHEN CO THS MPUHATHUS TaKOTO PEIICHUS
YBEAOMIISIET JEpXKaTellsl PEruCTPAlMOHHOIO YAOCTOBEPEHUs (YHNOJHOMOYEHHOE WM JIHILIO)
B ITMCbMEHHOM BH/JI€ U (WJIHM) TOCPEIACTBOM AIIEKTPOHHON CBS3H.

8. B ciyuae npunsaTus 3assieHus YII «LleHTp skcnepTu3 U UCIBITAHUN» B TEUYEHHUE IBYX
pabouux JTHEW HampaBIISIET KOIHIO 3asBICHUS U TOKYMEHTH B Mun3npas u MAPT.

9. MAPT B teuenue 10 paGoumx IHEH €O JHS, CIEAYIOLIETO 3a JIHEM IOJyYeHHUsS] KOIMHUH
3asBJIEHUS U JJOKYMEHTOB, MPOBOJUT 3KOHOMHUYECKHMI aHalu3 MPEAENIbHOM OTITYCKHOW IIEHBI,
paccUMTaHHOW JIep>KaTeIeM PErUCTPALMOHHOIO YAOCTOBEPEHUs (YIOIHOMOYEHHBIM UM JIMLIOM),
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1 HarpaBisieT B MUH3/IpaB COTJIACOBAaHUE MPEACIbHOW OTIHYCKHOM ILIEHBl WM OTKa3 B TAKOM
COTJIACOBaHUMU.

10. MAPT npu ocymiecTBI€HMH SKOHOMHYECKOTO aHAIN3a UCIIOJIb3YET:

CBeleHUsI 00 OTHYCKHBIX II€HaX M3 O(PUUIHMAIBHBIX HCTOYHUKOB HH(pOpMauuu (CalToB
B IN100aIbHOM KOMIIbIOTepHOW cetu MHTepHer). IlepedeHp TakuxX HCTOYHMKOB pPa3MeEIIaeTCs
Ha opunmanbHoM caiite MAPT B rio6ansHO# KoMIbloTepHOW cetn HTEpHeT;

JOKYMEHTBI, MOATBEPKIAIOIINE pa3Mep OTIIYCKHOM IIE€HBI.

11. OcHoBanusAMu ais oTKa3a B cornacoBaHudn MAPT npenenbHON OTIHYCKHOW ILIEHBI
SIBJISIFOTCS:

MPEJCTaBICHUE HEIOCTOBEPHBIX TMOO HETIOIHBIX CBEICHUN;

MIPEBBIIICHUE 3HAYEHUS MPEICTABICHHOMN I PETUCTPALUU MTPEAEIIBHON OTITYCKHOM LIEHBI
HaJ 1IeHoM, paccuntaHHOM MAPT B COOTBETCTBUU C METOJIUKOM.

12. MuH31paB B TE€UYEHHE TpeX pabouux JHEH co AHS monydeHus coryacoBanust MAPT
IIpeIeIbHON OTITYCKHOM LIEHBI MJIM OTKa3a B TAKOM COTJIaCOBAHWU MPUHHMMAET PELICHUE:

O PETUCTPALINU NIPEAETBHON OTIYCKHOM IIEHBI;

00 OTKasze B pErHCTpal NPEICIbHON OTIYCKHON IIeHBI (C M3J0KEHHUEM OCHOBAaHUI
JUTSL OTKA3a).

OcHOBaHMSIMM 71 OTKa3a B perucTpauud MUH3IpaBOM IPEAEIbHOM OTIYCKHOW ILIEHBI
SIBJISIFOTCSL:

Cllyya, YCTaHOBJICHHBbIC B a03alax BTOPOM M TpeTbeM cTarhu 25 3akoHa PecmyOnmku
benapycp «O06 ocHOBax aIMUHUCTPATUBHBIX MPOLIEIYP»;

otka3 MAPT B coryiacoBaHuu NpeneabHOM OTIYCKHOM ILIEHBI, 3a UCKJIIOUEHUEM CIIy4acs,
MIPEAYCMOTPEHHBIX B YACTAX TPEThEU U YETBEPTOUN HACTOAILEIO ITyHKTA.

JUist IpUHATHS PEIIeHUs] O PErUCTPaLUY PEAeIbHONW OTITYCKHON IIEHBI MM 00 OTKa3e B €¢
peructpauuy MuH3IpaB JOMOJHUTEIBHO MPOBOAUT OLIEHKY COOTHOIIEHHMS MOJIb3bL, TOTYy4aeMOi
BCJIEICTBUE PETUCTPALlUU TPEICIbHONM OTIYCKHOW II€HBl M COXPAHEHUS JIOCTYIHOCTU
JIEKAPCTBEHHOT'0 IpenapaTra, W PUCKA, CBA3AHHOTO C OTKa30M B PETUCTpAlUM NpPEneIbHON
OTITYCKHOH IIEHBI U OTCYTCTBUEM JIEKAPCTBEHHOTO TpenapaTa (Jlajiee — COOTHOLICHHE «I0Jh3a —
PHUCK»), B CITydasx:

nostydeHus otkaza MAPT B corsiacoBaHMM NPEAEIbHOM OTIIYCKHOMN IIEHBL;

W3MEHEHUS 3apEeTUCTPUPOBAHHON MPENETbHOM OTIYCKHOM II€Hbl B COOTBETCTBHUH
¢ nyHkToM 19 nacrosiiero [lonoxxenus.

B cnyuae yctanoBneHus: HEOIaronpUsATHOTO COOTHOIIEHHUS «I0JIb3a — PUCK» 0TKa3 MAPT
B COIJIACOBAHUU IPENEIbHONW OTIYCKHOM II€HBI HE MPENATCTBYET MNPUHATHIO MuUH31paBoM
pEeLIeHus O €€ PErUCTPALINH.

Pemenne odopmisercs npukazom Mmun3npasa. JlaToil perucTpanuu  MpenenbHOM
OTIYCKHOM LIEHBI SIBJIAETCA J1aTa U3/1aHUsI COOTBETCTBYIOIErO Npruka3za MuH3apasa.

13. MuH31paB B TeUueHHE TpeX padOYMX AHEW CO AHS MPHHITUS PEUICHHUS O PETUCTPALUH
MpeleabHOW OTIYCKHOM ILIEHBI WM 00 OTKa3e B €€ PEerucTpalud yBEIOMIISIET JeprKaTens
PETUCTPALIMOHHOIO  YAOCTOBEPEHUS (YHNOJHOMOYEHHOE MM JIMIO) O IPHUHITOM pELICHUH
B [TMCbMEHHOM BH/JI€ U (WUJIM) TOCPEACTBOM AJIEKTPOHHON CBS3H.

B cnyuae npunatus MuH31paBOM pelIeHUs: O PETUCTPALUU PEIEIbHON OTIIYCKHOM LEHBI
VII «lleHTp 3KCHEPTU3 M UCHBITAHUI» B CPOK, YCTAHOBJICHHBIM B YAaCTU TMEPBOM HACTOSAILIETO
MIYHKTa, BHOCUT HEOOXOIUMBIEC CBEACHHUS B FOCYJIAPCTBEHHBIN PEECTp MPEAebHBIX OTITYCKHBIX
LIEH MMPOW3BOJUTENIEH Ha JIeKapCTBEHHbIE Mpernaparhl (Jangee — peecTp MpeneabHbIX OTITYCKHBIX
LICH).

14. Pemenne MuH3apaBa 00 O0TKa3e B perUCTpaIldy MPEACIbHON OTITYCKHOM IIEHBI MOXKET
OBITH 00KATIOBAHO B CyI€OHOM MOPSIKE.

15. MuH31paBOM OTMEHSIETCS PEILICHUE O PETUCTPAIIUU MPEAEIbHON OTIYCKHOM LIEHbI, €CIIN
YCTaHOBJIEHO, 4YTO JIEpKaTelieM PEruCTPALMOHHOTO YAOCTOBEpEHUs (YIOJTHOMOUYEHHBIM UM
JUIOM) OBUIM MIPEJICTaBICHBI HEIOCTOBEPHBIE CBEICHHUS, OBIMUSBIINE HA PE3YJIbTAT MPUHSATOTO
pelIeHus.

16. B ciyuae, ecau B ['ocymapcTBEHHOM peecTpe JIEKapCTBEHHBIX CpeAcTB PecmyOmuku
benapycs nnu B EquHOM peecTpe 3aperucTpUpOBaHHBIX JIEKAPCTBEHHBIX CpeACTB EBpasuiickoro
SKOHOMMYECKOTO COI03a (Jajiee — peecTpbl JIEKAPCTBEHHBIX CPEICTB) COJEPIKATCS CBEIEHUS
0 TOM, YTO:
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B NIPOM3BOJCTBE JIEKAPCTBEHHOIO Ipenapara, mpeaenbHas OTIyCKHas LIeHAa Ha KOTOPBIN
B COOTBETCTBUHU C IIEPEUHEM IOMJICKUT PErUCTPALMM, MOTYT IPUHUMATh Y4acCTHE HECKOJIBKO
Y4aCTHUKOB IIPOM3BOJCTBA, PETUCTPUPYETCSA OJHA IpEAeIbHasi OTIYCKHAs I€HAa HE3aBUCHUMO
OT KOJIMYECTBA TAKUX YYACTHUKOB;

JIEKapCTBEHHBIN IIpenapar, IpeneiabHas OTIYCKHas Ii€Ha Ha KOTOPBIM B COOTBETCTBUU
C MepeyHeM MOJUICKHUT PETUCTPALIMH, MOXKET BBIITyCKAThCs B OJJMHAKOBO JIEKapCTBEHHOH (opme
U Pa3HbIX JO3MPOBKaX, (pacoBKaxX, MEPBUYHBIX YMAKOBKAX, MPEJEIbHbIE OTIYCKHBIE ILICHBI
PETUCTPUPYIOTCS IS KaXXI0T0 BapHaHTa T03UPOBKHU, (PAaCOBKH, IEPBUYHON YIIaKOBKH;

JIEKapCTBEHHBIN IIpenapar, IpeneiabHas OTIYCKHas IieHa Ha KOTOPBIM B COOTBETCTBUU
C MepeyHeM MOJICKUT PETUCTPALIIH, MOXKET BBIITYCKAThCS B OJUHAKOBOH JIEKAPCTBEHHOM opme,
JI03UPOBKE, MEPBUYHOM YIAaKOBKE, (PacOBKE, HO C PA3HBIMH COUYETAHUSAMHU KOJIMYECTBA €IUHMUIL
JIEKAPCTBEHHOI'O IIperapara B IEPBUYHOM YIAKOBKE M KOJIMYECTBOM IIEPBUYHBIX YIIAKOBOK BO
BTOPUYHOM YIAKOBKE, JIsl BCEX COUETAaHUM PErUCTPUPYETCS OAHA NIPEAEIbHAs OTITyCKHAs IICHA.

17.B ciayyae BKIIOUEHHUS B PEECTPbl JICKAPCTBEHHBIX CPEICTB CBEIEHUI O HOBBIX
JIEKapCTBEHHBIX MPENapaTax, IpeAesIbHbIE OTITYCKHBIC LICHBI Ha KOTOPBIE ITOAJIEKAT PErUCTpaLiiy,
JepKaTesIeM PErUCTPALlMOHHOIO YI0CTOBEPEHUS (YIIOJHOMOYEHHBIM UM JIMIIOM) B TEYEHHUE JBYX
MECSLEB OT 1aThl BHECEHUS CBEICHUHN B PEECTPHI JIEKAPCTBEHHBIX CPEICTB MOJAKOTCS 3asIBICHUE
U JOKYMEHTBI B IIOPSAJIKE, IPEYCMOTPEHHOM B IyHKTax 5—12 Hacrosmero [lonoxenus.

18. [IpenenbHbIC OTMYCKHBIC IIEHBI PETUCTPUPYIOTCS B OCIOPYCCKUX PYOIISX.

B cnydae, ecnm jexapCTBEHHBIH Ipemapar peajau3yercss Ha Tepputopuu PecryOnmku
benapycr Ha OCHOBaHMM KOHTpaKTa, B KOTOPOM CyMMa IUIaTeXa BBIPaX€HAa B MHOCTPaHHOU
BAIOTE (Jajiee — BaNIOTa KOHTPAKTa), JepXKaTelb PErHCTPALlMOHHOTO YyJIOCTOBEPEHHS
(YIOJTHOMOUYEHHOE UM JIMI0) MOXKET IIPU NoJaue 3asBJICHUS YKa3aTh BAIIOTY KOHTPAKTA.

VII «lleHTp 3KCIEPTU3 U UCHBITAHWI IIPU BHECEHUM CBEICHHUM B PEECTP IPEACIIBHBIX
OTIIyCKHBIX II€H B COOTBETCTBMM C IIyHKTOM 13 Hactosmero IlomoxkeHus Takke yKa3bpIBaeT
CBelleHUsI 00 DKBUBAJICHTHOW  II€HE B BaJIOTE  KOHTPAaKTa, pPAaCCUMTAHHOM  HCXOAs
W3 3aPETUCTPUPOBAHHON  TPENETbHOM  OTIYCKHOW  IIEHBl 10 OPHUIIMATBHOMY  KYpCy
Hanmonanenoro Oanka PecnyOmuku benapych, yCTaHOBJIGHHOMY Ha JaTy pETUCTpPAIlUH
NpeIeIbHON OTITYCKHOM IIEHBI.

B cnyudae, ecniu oduumanbubeiii kypc HammonamsHoro 6anka PecmyOnmuku benapyces,
YCTaHOBJICHHBIM Ha JIaTy BBIIMYCKa JICKAPCTBEHHOI'O IIpenapara B COOTBETCTBUHU C TAMOKEHHOU
IPOIEypOi BBIITyCKa JUIS BHYTPEHHETO MOTPEOJIeHUs (€C/IM TaKOM JIEKapCTBEHHBIN Iperapar
MOJUIEXKUT TaMOXXEHHOMY JIEKJIApUPOBAaHMIO) WM Ha ATy MOCTYIUJICHHUS JIEKAPCTBEHHOTO
IpernapaTa Ha CKJIaJ IOKyNaTess, YKa3aHHYIO B HaKJIaJHOM (ecau TakoW JIeKapCTBEHHBIN
Ipenapar He MOJUIEKHUT TaMOXXEHHOMY JIeKJIapUPOBaHMIO), YBEIMYMICS I10 CPAaBHEHMIO
c opurmanbHeIM KypcoM HamuonaneHoro Oanka PecnyOnuku benapych, yCTaHOBIEHHBIM
Ha 1aTy PETUCTPALMU INPEAEIbHOM OTIYCKHOM LIEHBI, Pa3pellaeTcsl HCIOJb30BAaTh B Ka4EeCTBE
3apEruCTPUPOBAHHON NPEACIIBHON OTIYCKHOM LIEHBI SKBUBAJICHTHYIO LIEHY B BaJIIOTE€ KOHTPAKTA,
PacCUUTaHHYIO B COOTBETCTBHHM C YACTBIO TPETHEU HACTOSILETrO IIyHKTA.

19. B ciiydae HeoOXOAMMOCTH M3MEHEHUS 3apEruCTPUPOBAHHON MPEAEIbHOM OTIYCKHOM
LEHBl Jep:KaTeslb PErUCTPALMOHHOIO YAOCTOBEPEHUsS (YHNOJHOMOYEHHOE MM JIMI0) MOXKET
MIPEACTABUTD 3asBJICHUE U JOKYMEHTBI B IIOPSAAKE, IIPEAYCMOTPEHHOM B IIyHKTE 5 HACTOSILErO
[TonokeHHsA, B TOM 4YHUCIE C yKa3aHMEM HWHOTO 3HAYCHHUS IPENEIbHONW OTIyCKHOW IICHBI
¢ 000CHOBaHMEM TAaKOT'O 3HAUEHUS, €CIIM PACCUMTAHHOE B COOTBETCTBUHU C METOAMKON 3HAYCHHE
IPEJEIbHON OTITYCKHOH LIEHBI BJISETCS SKOHOMUUYECKH HELEIeCO00pa3HbIM.

PaccmoTrpenue 3asBiieHMS M JOKYMEHTOB, IIOJAHHBIX B COOTBETCTBHH C YaCThIO IIEPBOU
HACTOAILETO IIyHKTa, OCYLIECTBIIACTCS B OPAIKE, ONPEeNeIeHHOM HacToAmuM Ilonoxxenuem.

20. Peanu3anust  J1€KapCTBEHHBIX IpENapaToB, CpPOK JEHCTBUS  PErHCTPallMOHHBIX
YAOCTOBEPEHUN  HAa KOTOPBIE MCTEK, OCYIIECTBISAETCS € YYETOM  3apETMCTPUPOBAHHBIX
MIPEACIIBHBIX OTIIYCKHBIX LIEH 10 OKOHYAHMS UX CPOKA TOJHOCTH.
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ITpunoxenue

K ITosoxeHuto o nopsjke
perucTpanyy IpeaenbHbIX
OTITYCKHBIX II€H MPOU3BOIUTENECH
Ha JIeKapCTBEHHBIC MPEnapaThl

(B pemaxmuu moCTaHOBIICHUS
Cosetra MuHuCTpOB

PecrryOnuku Benapych
06.07.2023 Ne 444)

®dopma

MUHUCTEPCTBO 37PaBOOXPAHCHHUS
Pecnyonuku benapych

3ASIBJIEHUE
0 PerucTpanMu NnpeaejJbHOH OTIYCKHOM LEeHbI IPOU3BOIUTEIA
HA JICKAPCTBEHHBIH Npenapar

Jlepxatenb  perucTpalMOHHOTO  YAOCTOBEpeHHUs  (YHOJHOMOYEHHOE UM  JIHIIO)

(mosTHOE HAaMMEHOBAaHHUE JIepXKaTeNsl PErUCTPALIMOHHOTO YA0CTOBEpEeHHS (YIOJIHOMOYEHHOT'O UM JIMLA),
MIOYTOBBIN a/ipec, aApec JIEKTPOHHOM HOYTHI)

JIuno, mpencraBisoIIee MTOKYMEHTHI Ha PETMCTPALUIO INPEAEIbHOM OTIYCKHOM LIEHBI,

(HOHHOC HaMMCHOBAaHUEC IOPUANYCCKOIO JIMIIA,

(amumusi, COOCTBEHHOE MMSI, OTIECTBO

(GCHI/I TaKOBOC I/IMGCTCfl) WHAWBUAYAJIBbHOTO ONPCAIIPUHUMATEIIA, IIOYTOBBIN

ajzipec, aipec dIEKTPOHHOM MOYTHI, KOHTAKTHBIC TeIe()OHBI)

Kox mo anaromo-
MexayHapoaHoe TepaneBTHYECKO-
AyHapoa Hanmenosanue | MecToHaxoXaeHUE P .
HENaTEHTOBAHHOE Cranus XHUMHUYECKOM
Howmep YY9aCTHHKOB YYaCTHUKOB
(TpynmupoBOYHOE) | TIPOU3BOJICTBA KITacCU(pUKAIIH,
PETUCTPAIIMOHHOTO TIPOU3BOJICTBA TIPOU3BOJICTBA .
HAaUMEHOBAHHE |JIEKapCTBEHHOTO PEKOMEHIOBAaHHOM
YIOCTOBEPEHUS JIEKaPCTBEHHOTO | JICKApCTBEHHOTO o
JIEKapCTBEHHOT'O mperapara Bcemupnoii
mpermapara npermapara .
npemapara opraHu3aIuei
3IpaBOOXPaHEHUS
1 2 3 4 5 6
Toprosoe IIpenenpHas OTIyCKHAsS
P KonnuectBo pel y
HalMEHOBAHUE JlekapcTBeHHas . [[CHA TIPOU3BOTUTEIS %
Jlo3upoBKa | BO BTOPUYHOM Ipumeuanue
JICKaApCTBEHHOTO ¢dopma 332 BTOPHUYHYIO YITaKOBKY
YIaKOBKe .
mpernapaTa 6e3 HJIC, Gen. pyOneit
7 8 9 10 11 12

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

PykoBoauTENb IOPUINYECKOTO JIHUIIA,
VHIUBUYaJIbHBIN TPEANPUHUMATEND
(TIpencTaBUTEINb 11O JOBEPEHHOCTH)

(moamuce) (MHUIHAITBI, (aMUITHST)

Hara




