FOCYJAPCTBEHHASA IVMA
OEJNEPAJIBHOI'O COBPAHUA POCCUMCKOU PENEPALIUU
BOCBMOI'O CO3bIBA

BBIIINCKA U3 ITPOTOKOJIA ot 13.03.2023 Ne 90
3ACEJAHUS COBETA I'OCYJAPCTBEHHOW JTYMBbI

"13" wmMapra 2023 r.

149. O npoekTe ¢peaepanbHoro 3akona Ne 294607-8 'O BHeceHMH H3IMeHeHHS
B cTaThio 6.2. @egepanbhoro 3akoHa 'O rocyzapcrBeHHol couuanbHoii momMouu"
(B 4yactu yTouHeHus nojiHomouni IIpasutenncrBa Poccuiickoii Pegepauuun) -
BHocHT aenyTat I'ocynapcrBenHoii lymbl A.B.Kypunubiii

IlpunsaTo pewenue:

1. HampaButh yka3aHHbIi mpoekT <eaepanbHoro 3akoHa [lIpesumeHTy
Poccuiickoii ®enepaiiviu, B KOMUTETHI, KOMUccHIO ['ocynapcTBeHHO# ymbl, ppakuuu B
FocynapctBennoit [yme, Coer ®enepaunuu PenepanbHoro Cobpanus Poccuiickoii
®epnepauuu, IlpaButensctBo Poccuiickont ®enepanuu, CuerHyto nanary Poccuitckoii
®epepaunu, OOuecTBeHHyo mnanaty Poccuiickoit ®epepauuu, 3aKoHOLATENbHbBIE
opraHbl cyObekTOoB Poccuiickoit ®eaepauud M BBICIUMM JOHKHOCTHBIM JIMLAM
cyobektoB Poccuiickont ®epepauuu s MOATOTOBKU OT3BIBOB, MpeIIOXEeHUH o
3aMeYyaHuii, a Takxke Ha 3akinoueHue B [IpaBoBoe ynpaBneHue Armnmapara
[NocynapcrBeHHO# lyMbl.

Ha3HauuTh OTBeTCTBEHHBIM B paboTe HajJ MPOEKTOM QelepanbHOro 3aKOHa
Komurer ['ocymapctBeHHOH JlyMbl 1O TpyAy, COUHANBHOHW [MMOJUTHKE H Jenam
BeTepaHoOB, coucnonuureneM — Komurer ['ocymapctBenHoi Jlymbl Mo oxpaHe
3HOPOBb.

OT3bIBBI, MpeIIOKEHUS U 3aMeyaHHusl HanpaBuTb B Komurter ["ocynapcTBeHHON
JyMbl o TpyAy, COLUANBHOM NOMUTHKE U AenaM BeTtepaHoB 10 11 anpens 2023 roaa.

2. Komurety ['ocygapctBeHHO# [lyMbl 0 Tpyay, COLMANbHOM MTOJIUTHKE U Ae1aM
BETEPAHOB C YYETOM MOCTYMUBLIMX OT3bIBOB, MPEIJIOKEHUN U 3aMEYaHUH MOATOTOBUTh
yKa3aHHbI# NpoekT gefiepanbHOro 3akoHa k paccMoTpenuto ['ocynapcreennont ymoii.

3. BxurouuTh yka3aHHBIH MOpOeKT QeaepanbHOr0 3aKOHA B TMPUMEPHYHO
nporpaMMy 3aKOHOMPOeKTHOU pabGoTel ['ocymapcTBeHHON [lyMbl B mepuoa BeceHHei
ceccuu 2023 rona (anpep).

[Tpeacenarens ["'ocynapcTBeHHOR
®epepansHoro CobpaHufs

Poccuiickoin ®enepanig s B.B.Bonoaux
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IIpeacenaremo I“ocynapcmermoﬁ I[yMH
®epepansaoro Cobpanus
Poccriickoit ®emepanun

B.B. BOJIOTUHY

YBaxaemblii Bauecnap Bukroposu«!

Ha ocmoBamum ctathd 104 KomctuTymmu Poccmiickot Pemepanuu Ha
paccMoTpenne I'ocynapcreemmoit ymmt ®enepansroro CoGpamus Poccmiickoit

Qenepamii B KadecTBe

3aKOHOJATeNIbHOW UWHHUIHUATHBEI BHOCHTCA IMPOEKT

demepanmsaOTO 3aK0Ha "O BHECEHHH W3MEHEHHA B CTAaThio 6.2. PeepalbHOro 3akoHa
"O rocynapCTBeHHO#M conpanbHO# noMomu".

Ilpanoxenns:

1.
2.

7.

HUcn. [Tasnosa B.B.

TEKCT 3aKOHOITPOCKTA Ha 1 mucre;

TIOSICHATEILHAS 3aIIUCKa C oGQCHOBaHneM HEeOOXOAMMOCTH IPUHATHSA
JAaHHOTO 3aKOHOMPOEKTA Ha 2 JINCTaX;

. NIEPECYCHb tbenepam:m.lx 3aKOHOB, DOAJIC)KAIMKUX MPHHATHIO, A3MEHCHHIO,

MPHOCTAHOBIICHUIO MITH NPHU3HAHAIO YTPATHBIIHMH CHITY B CBA3SH C
IpHHATHEM JaHHOTO 3aKOHA Ha 1 JIHCTe;

HepedeHs HOPMAaTHBHEIX IpaBoBhixX akToB IIpesnnenta Poccuiickon
Penepanny, [Tpasurenscrea Poccuiickoii Penepatud u GeaepanbHEIX
OpraHOB HCIOJIHHATENLHON BIACTH, NOANEKANINX MPH3HAHUIO
YTpaTHBIIAMH CHITY, HPHOCTAHOBIEHHIO, H3MEHEHHIO KA NIPHUHATHAIO B
CBA3H C IPHHATHEM JAHHOIO 3aKOHA Ha 1 JmcTe;

5. ¢HUHAHCOBO-2KOHOMHYECKOe 000CHOBaHHE Ha 1 HCTE;
6.

3axmnouenne [IpasuTenscTea Poccriickoii ®enepanvu Ha JaHHBIN
3aKOHOIPOEKT Ha.2 JACTAX;

KOIIHA MaTEPHAJIOB HA JUCKE 1 mr

JemyTat Iocysapcrsennoii Tymst /4/M A.B.Kypunausi
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BHocuTCca pemyraroM
I'ocynapcteernnoi JJymel
®epepansHoro Cobpanus
Poccuiickoit Penepanun

A.B. Kypuaaeim
Nl 99607-p  TIPOSKT

- OEJEPAJILHBIA 3AKOH

O BHeceHHH H3MeHeHHS B cTaThio 6.2. ®eaepanbHoro 3axona "0
rocyAapcTBeHHOM connaabHOH momMomu"

Crarba 1

BHecTH B cTaTHIO 6.2. ®denepanbHOro 3aKkoHa oT 17 mons 1999 r. Ne 178-
®3 "O rocynapcTBenHol conuansaoi moMomu" (CobOpanue 3aKOHO/ATENHCTBA
Poccuiickoit ®enepamun, 1999, Ne 29, ct. 3699; 2016, Ne 1, cr. 8;‘ 2020, Ne 9,
cT. 1127; 2021, Ne 18, ct1. 3078) cnemyromee H3MeHEHHE:

OPH3HATH 9aCTh BTOPYIO YTPAaTHBIOEH CUITY.

ITpesupenT
Poccuitckoit ®epepanuu

Ao o)



HOsACHHUTEJIbHAS 3AIIUCKA

K npoeKTy peaepannroro 3axona "'Q BHeCeHHH H3IMEHEHHS B CTAThIO 6.2,
®enepanbHoro 3akona O rocysapereenHoi conuanbuol nomMomu'!

B cOOTBeTCTBEHM C 4YacThio 1 craTek 6.2. ®emepansHoro 3akoHa "O
rOCy[apCTBEHHOH conuajbHOM mnoMomu" B Habop comHANBHBIX YCIHYT,
IPEAOCTaBIAeMBIX HEKOTOPHIM KAaTerOpHAM rpakAaH, BXOOUT obecmedeHHe B
COOTBETCTBHM CO CTaHAApTaMM MEIWIHHCKOM MOMOMH HEOoOXONUMEBIMH
JNIeKapCTBeHHBIMH NpenapaTaMH Ajid MEeQWIMHCKOrO MpAMEHEeHH: B ofneMe He
MeHee, 4eM 3TO NPeAyCMOTPEHO NepedHeM MKU3IHEHHO HeOoOXOAUMEIX H
BaOXKHEHNMX JIeKapCTBEHHBIX MpenapaToB, CGOpMHUPOBAaHHEIM B COOTBETCTBHH C
®denepamsHbM 3aK0HOM OT 12 ampens 2010 roma Ne 61-®3 "O6 obpamenun
JIEKapCTBEeHHBIX CpEACTB", IO pementaM Ha JIEKapCTBEHHBIE IpeNapaTsl,
MEIUIMHCKMME H3ICIHAMH [0 PellenTaM Ha MEIMIMHCKHE H3JCTHS, a TaKkKe
CIeNHATM3UPOBAHHFIMA IPOAYKTaMH JiedeOHOro NMTaHHA MId JAereid-
HHBAJIMAJIOB.

CoOTBETCTBYIOIMME CTaHAApTaMU Memnncxoﬁ MOMOIIHA JjisA KaXZOro
3a0o0JieBaHHA ONpefielieH MepedeHbh MCOONB3YeMBIX IIPH €ro JieYeHWH
NeKapCTBeHHBIX MpENapaToB, MEAWIIMHCKAX H3NeNHi H CleNHAM3MPOBAaHHEIX
' POAYKTOB I JNe4eOHOro MUTaHWA. B 3To#i CBA3W 4acTh 2 crarted 6.2., B
COOTBETCTBHM ¢ KoTopo#t [IpasuTenbcTBO Poccriickoit Menepanuu yTBEpKIACT
IepeveHs MEIWIUHCKAX H3JeNHi, MepedcHb CHeIHaln3upOBaHHLIX IPOAYKTOB
neqe6HOr0 MUTAHMA I/ AeTH-WHBATHOOB M MOPANKM (HOPMHUPOBAHHA TaKHX
mepevyHeld HHOTAA OrpaHWYHBACT IPaBa FpakaH Ha MONyYCHHWE MEIUIMHCKOR
TIOMOIIH, B COOTBETCTBHE CO CTaHAapTamu. DakTHdeckn npaso Ha GecrnaTHoe
nony4eHue COOTBETCTBYIOMMUX MeUIUHCKEX H3gemmit 811

CIeNHaH3HPOBAHHBIX MPOLYKTOB IMHTaHMA MOXET OBITh pealn30BaHO TOJHKO



IOCll€ HX BKIIOYEHHA B IIepevdeHb, yi*nepxcnaem.lﬁ IIpaBHTENECTBOM
Poccniickoit ®enepanun.

Hampumep, B  cootBercrBuM ¢ [Ipmkazom  MunHCTEpCTBA
3gpaBooxpaHeHHsA Poccuiickolt @epmepamum Ne22H «06  yTBepXICHUHU
CTaHAapTa MeJUIHHCKOW IOMOMM JETAM IpH caxapHoM mHabere 1 THma» oT
22.01.2021 x ;1abopaTOpHBIM METOAAM MCCIIEIOBAHHA OTHOCHTCA HCCIeR0BaHHE
YPOBHS IIIOKO3bl KPOBA METOLOM HEMpEpHIBHOIO MOHUTOPHPOBaHHA, KOTOPOE
OCYHIECTBIIICTCA CHENWANbHEIMM CHCTEMaMH MOHHTOPHPOBaHHWA YPOBHA
[JIOKO3Bl KPOBH, OTHOCAIOMMCA K MeIHIMHCKAM H3gemusM. Mexay TeM
COOTBETCTBYIOMIUM [epevHeM, YTBEpKAESHHBIM PacnopsokeHHEM
IlpaButenscTBa Poccuiickoit ®emepammu or 31.12.2018 Ne 3053-p ykasaHHEIE
MeOUIOUHCKHE W3JelIAd He MNpeayCMOTpeHbl. B pesymbTate 3aKkOHHBIE
NIpeICTABUTENHM JeTeli-HHBAIMAOB, OONBHBIX caxapHbBIM auaberoM 1 THma
BBIHYX/IeHEl NOOHBAaThCA NONyJeHHSA HEOOXOMUMBIX MEIWIMHCKHX H3gemMit
depes cyn. Ilpmiuem ob6s3aHHOCTE 10 OOecCHedeHHIO JeTeH-HHBATHIOB
HeoOXOMUMBIME MEeJUIMHCKAMM H3JENHSIMH A1 HempepHIBHOIO MOHHTOPHHTA
YPOBHS I'IIOKO3HI KPOBH B CyAeOHOM NOpsAKe BO3/laraercsi Ha perdoHaIbHBIC
Gomxersl. Takum obpa3oM, dheaepanbHEIe NOMTHOMOYHMS IIepeKIagbiBaloTCA Ha
pernoHaNbHEIE BIACTH, CO3[aBas YCIIOBHA AJA «33JBOCHHS» (PHHAHCHPOBAHHA
COOTBETCTBYIOMIMX Mep COOHANbHOH moamepxku. DakTHIeCKA BO3MOXHOCTD
MOJIy4eHHs HeoOXoauMoil MEeIUITHHCKOM IIOMOIIH CTaBHTCA B 3aBHCHMOCTH OT
(GHHAHCOBOIO IMOJIOXEHHA PETHOHOB, TO €CTh OT MECTa JKHTeIbCTBa pebeHka-
WHBaAJMJA.

B sToit CcBA3M mpeularaeTcs HCKIIOYMTH [IONOXKEHHS 3aKoHAa (4acTh 2
cTathd 6.2.), coxepkalmde HeOOXOAWMOCTS M3NAHWA JOIOJHHTENHEHOIO
npasoBoro akra IIpaBuremsctBa Poccuiickoit ®epmepalldd ANA peand3aliuy

OpaBa rpaxnad Ha NOJyI€HHC¢ MEAHIIHHCKHX H3aeIui u COCIHAIIH3INPOBAHHBIX

TIPOAYKTOB Jie4eOHOro MUTAHAA IJIa JeTeii-HHBANHIOB.



OPUHAHCOBO-3KOHOMHYECKOE OBOCHOBAHHUE

K npoexty ¢eaepanbHOro 3axona 'O BHeceHHH H3MeHeHHA B CTaThIO 6.2.
®Degepanbuoro 3axkona "O rocyaapcrBenHoi conganbHoli nomomgn''

IlpuaaTHe M peaymm3annda mpoekTa ¢eaepambHOro 3akona "O BHeceHHH
U3MeHeHHS B cTathio 6.2. ®epepampHoro 3akoHa "O rocyZapcTBeHHOMR
COLMANbHOR MOMOIM" He MOBedeT PacXOHOB 3a CHYET CPedCTB ¢enepambHOro
610mKeTa.




- IEPEYEHbB

¢enepaabHbIX 3aKOHOB, HOAJEKAIMMNX IPHHATHIO, H3MEHEHHIO,
HPHOCTAHOBJICHAIO H/IH NIPH3HAHHIO YTPATHBIIHMH CHJIY B CBSA3H C
NPHHATHEeM NpoexTa (eaepaibHOro 3aKkona 'O BHeceHHH H3IMEHEHHS B
cTaTbio 6.2. ®efepannHoro 3axona " rocyaapcreenHoli coumanbHoM
noMomxn"

Hpnmrme npoekra (denepanbHOro 3akoHa "O BHECEHHH HM3MEHEHHA B
cTathio 6.2. Penepamsuoro 3axkoHa "O rocyaapcTBeHHOM COMHANBHOM noMomH"
He noTpebyeT NpH3HAHWA YTPATHBIIMMH CHITY, IPHOCTAHOBICHHUSA, H3MeHEHHH,
OOIONHEHUA UM MPHHATAS HHBIX defepalbHBIX 3aKOHOB.

A ééeceeee/‘/ Zf/‘“‘*’“*“f 4/



IIEPEYEHD

HOPMATHBHBIX NPaBoBLIX akToB Ipesupenta Poccriickoit ®enepanun,
IIparuTenncTBa Pocchiickoit Penepannn u pexepabHLIX OPraHoB
HCIO/JIHHTEJILHOM BJIACTH, NOJNEKAMMUX NPAIHAHMIO YTPATHBIIHMH CHIY,
NPHOCTAHOBICHHIO, H3MEHEHHIO HIH IPHHATHIO B CBA3H C NPHHATHEM
npoekTa (peaepaibHOro 3akona 'O BHeceHHH H3IMeHEHHS B CTaThIo 6.2.
®PegepanbHoOro 3axkona 'O rocyaapcTBeHHo# conpaabHoii nomomu'!

B cimy4ae npuHATHA nNpoekTa ¢enepambHOro 3akoHa "O BHeceHMH
U3MeHeHHs B cratei0 6.2, QepepamsHOro 3akoHa "O rocynapcTBeHHOR
conHaIbHOM moMomu" noTpebyeTcs MPH3HATh YTPATHBIIMMH CHILY ClIEylOIIne
HOPMaTHBHO-IIPaBOBHIE AKTHL:

1. Pacmopskerue [IpaButenscta Poccuiickoit ®enepanuu ot 31.12.2018
Ne 3053-p "O6 yTBepxAeHMHM IIepedHS MEOHIUHCKHX  H3JCIHil,
AMIUIaHTHPYEMBIX B OPraHU3M 4YellOBeKa IIPH OKa3aHAH MeQUIHHCKON MOMOIIH
B paMkax MpOrpaMMbl TOCYJapCTBEHHBIX rapaHTHi OGecmiIaTHOI0 OKa3aHHA
rpaxcqaHaM MeIHIMHCKOM IMOMOIM, a Takxke MepedHs MeIWOUHCKUX H3NeIIHid,
OTIYCKaeMBIX IO peHentTaM Ha MeJWOWHCKHE H3AENHA NpH IpPEAOCTaBICHHH
Habopa comManbHLIX yCIyT".

2. Pacnopsokenne IlpaButenscrea Poccuiickoit @epepanmm ot 10.12.2021
Ne 3525-p "OO6 yrBepXACHHH NepedHs CHCOUATM3IMPOBAHHBIX IPOAYKTOB
nede6HOro MATAHMA A JeTel-HHBANKI0B Ha 2022 rox".

3. TIlocramoBnenme IlpaButemscTBa Poccuiickor Pemepanuu ot
28.08.2014 Ne 871 "O6 yreepxkpenum IIpasun dopMEpoBaHUS TepevHeit
JIEKapCTBEHHBIX MPENapaToB A1 MEJHIHHCKOTO MPAMEHEHH H MEHHMAILHOTO
acCOPTHMEHTa JIEKapCTBEHHBIX IpemapaToB, HEOOXOAMMBIX MJIA OKa3zaHUsA
MeIUOUHCKON noMomy" .

4. [TllocranoBnenwe IlpaBurensctBa Poccmiickoii ®Penmepauum ot
22.09.2014 Ne 968 "O nopsnke ¢opMHpoBaHHA IepedHedl MEIMIHHCKUX

m3gemuit" (BMecre ¢ "IlpaBunamm QopmupoBanms nepedHell MENMIMHCKHAX
A3menuit").

5. Ilocranosnenue IlpaBurenscrBa Poccuiickodt Qemepaumu  oT
09.04.2015 Ne 333 "O6 yrsepxnenwu IIpaBun ¢opmHpoBaHus nepedHs
CHeLHATM3APOBaHHAIX IPOAYKTOB 1e4e0HOr0 MATaHUA AJIA JeTeH-HHBATUIOB" .

U (B



Hemnytaty I'ocynapcTBeHHOI JIyMB1
DengepansHoro CobpaHus

Poccuiickoit enepariiu
NIPABUTEJBCTBO A.B.Kypuntomy
POCCHVICKOM ®ENEPALIMU Tocynapersersas Jyma

DepepansHoro Cobpanus
Poccuiickoit ®enepanyu

«23 » SHBaps 2023 r
No 564n-I112
MOCKBA

Ha Ne KYAB-4/293 ot 13 cents6ps 2022 1.

SAKJIOYEHHUNE

Ha NPOEeKT (eAepabHOro 3aKoHa 'O BHeCEHHH M3MEHEHHs B CTAThIo 62
PenepanabHoro 3akoHa 'O rocyJapcTBeHHOM coUHMAILHOM MOMoLIH',

BHOCHMBIii B ['ocynapcreennyio Jlymy aenmyratom I'ocyaapcrBeHHO#M Llym;l
) A.B.KypuHHBIM

B coorserctBUHM ¢ uacthio 3 crateM 104 KoHctutymmm Poccuiickoi
@enepatu B IIpaBurensctBe Poccuiickoit demepaly paccCMOTpPEeH IIPOEKT
denepanbHOro 3akOHa C YYeTOM IIpeCTaBAEHHOTO (UHAHCOBO-3KOHOMHYECKOTO
060CHOBaHUSL. .

3aKOHOIIPOEKTOM IpeAjiaraeTcs MPHU3HATh YTpaTHBIIEH CHITy dYacTh 2
cTated 6° @efepambHOro 3akoHa or 17 mons 1999 r. Ne 178-®3
"O rocynapCTBeHHOH coUMaNBHON MOMOMH", corjacHo Kotopoil ITpaBuTeNsCTBO
Poccuiickoli ®efiepalii yTBEPXKIAET IepeueHb MeTUIMHCKUX M3 | TIepedeHb
CIIeHATH3UPOBAHHEIX MPOAYKTOB JIe4eOHOr0 MUTaHUA 1A AeTel-HHBAIKUIOB.

BMecTte ¢ TeM otTcyrcTBHe yTBepxaeMbx IlpaButensctBoM Poccuiickoit
Denepalyy repedyHell rapaHTHPOBAHHBIX TOCYHAPCTBOM MENHIMHCKUX H3Ienuil
H CIELMANU3MPOBAHHEIX IPOXYKTOB JIe4eOGHOr0o NHUTAHUA I AeTeli-MHBAIHAOB
NPEAOCTABIAET CIMIIKOM IMMPOKKUE NpEAesbl YCMOTPeHHs NpH NPHHATHH pelIeHwus
O HasHa4YeHUd K IMIPUMEHEHMIO TeX WM MHBIX MEJUIMHCKHX U3Jemnuii
U CHeUHATM3MPOBAHHBIX MPOSYKTOB JIe4eOGHOr0 MUTAHMA, YTO MOXET IOBJEYh
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IIDaBOBYI0 HEONpPENENeHHOCTh W TPYAHOCTH IpU MCIONHEHHU O00s3aTenbCTB
o ofecmeyeHHI0 rpaXkJjaH Takod NMpoIyKuMel, a Taoke HOIMyCKacT BO3SHUKHOBEHHE
PUCKOB KOPPYIIIIMOreHHOTO XApaKTepa, YTO B COBOKYIHOCTU HEraTUBHO OTPA3MUTICA
Ha ypOBHe roCyAapcTBEHHOM MOANEPKKM TaKOH COLUATBHO HE3aMUIIEHHOM IPYTINE
HaCeJIeHUS KaK JeTU-HHBAIM/IEL.

KpoMe Toro, 060CHOBEIBAIOIUE MaTE€pUAlEl K 3aKOHOIPOEKTY HE coaepxat
CBefIeHHit 0 MOTpeOHOCTIX cyOpekToB Poccuiickoli ®efepaniu B HEOOXOTUMBIX
MEIUIMHCKUX H3OENUAX, YTO HE IO3BONAET OUCHUTEH COUMANBHO-3KOHOMUYECKHe
MIOCNEACTBUSA IIPUHATHS 3aKOHOIIPOEKTA.

Taioke Heo6XOAMMO OTMETHTB, YTO B COOTBETCTBHU C pEIICHHEM
IIpaBurenscTBa Poccuiickoit ®emepamm ot 5 gmekabps 2022 r. Ne 3731-p
¢ 1 suBaps 2023 roja mnepeyeHb CHELMATH3HPOBAHHBIX TIPOSYKTOB Je4e6GHOro
MUTaHUSA U1 AeTel-HHBAMUAOB pacumpeH Ao 103 mo3uuui.

C y4yeToM wuU3MOXKEHHOro 3aKoHompoekT IlpaBurenscTBOM Poccuiickoit
denepaluy He MOANEPKUBACTCS.

3amecturens Ilpencenarend

IlpaBurenscTBa Poccuiickoit denepariuu -

PykoBogurens Annapara IlpaButenscrsa
Poccuiickoit Penepauuu

CRE LPHWA O CED TDUKATE 30

Bnaganey: (puropenxo [pmrpul
Deiicrawranen ¢ 15.12.2021 no 15.03.2023

H.I'puropenko



