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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 12 OKTABPA 2020 I'. Ne 1654
MOCKBA

O BHECEHUMN M3MEHEHWNI B MOCTaHoBeHMe MNpaBnTenscTBa Poccninckon Pegepaumm ot 5 mas 2018 r. Ne 555

MpaBnTenbcTBO Poccuiickon deanepaui MOCTaHOBASET:

YTBEpAWTL NpuiaraeMble N3MeHeHWs, KOTOpble BHOCATCA B MOCTaHoBAeHWe MNpaBnTenbcTBa POCCMIACKON
®epepaumm oT 5 maa 2018 r. Ne 555 "O egmHON rocyaapCcTBEHHOW MHOPMaLIMOHHON CUCTEME B Chepe
3apaBooxpaHeHus" (CobpaHne 3akoHogaTenbCTBa Poccunckon ®epepaumnm, 2018, Ne 20, cT. 2849; Ne 49,
CT. 7600; Ne 50, cT. 7755; 2020; Ne 24, cT. 3795).

MpencenaTtens MNpaBuTenbCTBA
Poccuinckon ®epepauny M.MuwycTuH

YTBEPXXLEHbI

nocTaHoBsieHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 12 okTa6ps 2020 r. Ne 1654

N3MEHEHWA,
KOTOpble BHOCATCS B NOCTaHOBNeHMe MpaBuTenscTBa Poccuinckon depepauun ot 5 mas 2018 r. Ne 555

1. B MNono)xeHun o eQUHON rocy1apCTBEHHON MHGOPMaLIMOHHOM CUCTEME B Chepe 34paBOOXPaHEHNS,
YTBEPXAEHHOM YKa3aHHbIM NOCTaHOBJIEHNEM:

a) NoANYHKT "r" NyHKTa 3 nocse c/oB "4acTamm 4 n 8 cTaTbmn 44" LONOAHWUTL CoBaMn ", YacTblo 1 CTaTbn
441"

6) noAnyHKT "a" nyHkKTa 18 M310X1Tb B CleAyoLLen pefakLmm:

"a) Be4eHme yKa3aHHbIX B YacTu 2 1 ctaTtbn 43, yactax 4 n 8 ctatbmn 44, yactn 1 ctatbn 44 1
defepanbHOro 3aKoHa, B ctaTbe 24 1 3akoHa Poccunckon ®epepauum "O coLmnansHON 3allmMTe rpaxkaH,
NoABEPrLUNXCA BO3AENCTBUIO paauaunmy BCneacTene KatacTpodbl Ha YepHobbinbckon AIC" cnefytowmx
(henepanbHbIX PErncTpos:

depnepanbHbI PErNCTP AL, UHOULUPOBAHHBLIX BUPYCOM MMMYyHOAEDULUTA YEN0BEKA;

depepansHbI perncTp auu, 6onbHbIX TybepKynesom;

depnepanbHbIi PErNCTP NNL, CTPaLaloWUX XXN3HEYMPOXKAOLWMUMUN N XPOHUYECKMMUN NPOrpeccupyolmmm
peakmmm (opaHHbIMK) 3ab0neBaHNAMN, MPUBOAALLUMN K COKPALLEHWNIO MPOLOIKNTEbHOCTY XU3HN
rpakgaH uiav Ux UHBaNNOHOCTY;

depnepancHbIi pernctp A, 6onbHbIX remouanen, MyKoBuCLMA030M, rMnogun3apHbIM HAHN3MOM,
6onesHblo MNowwe, 310Ka4eCTBEHHBIMIU HOBOOOPA30BaHUSMUN NTMMEBONLHOW, KPOBETBOPHOW N POACTBEHHbIX
UM TKaHeWn, paccesiHHbIM CKNepP030M, FreMOJIMTUKO-YPEMUYECKMM CMHAPOMOM, IOHOLLECKMM apTPUTOM C
CUCTEMHBIM HavyasioM, MyKononmcaxapmugosom I, Il n VI Tunos, annacTu4yeckon aHeMnen HeyTOYHEHHOW,
HacneaCTBeHHbIM gedunumnTom dakTopos Il (hnbpuHorena), VIl (nabunbHoro), X (CTioapTa-lNpayaspa), 1my
nocsie TpaHcnaaHTauum OpraHoB 1 (nan) TkaHen;

HaunoHanbHbIN pagnaumoHHO-3NNAEMNONOTNYECKUIN PEFNCTP;
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denepanbHbIN PEFNCTP FpaXKaaH, UMeL X NpaBo Ha obecrnevyeHne IeKapCTBEHHbIMM MpenapaTamu,
MeONLUNHCKUMU N3LEeNNAMU N CMeLMann3npoBaHHbIMN NPOAYyKTaMy e4ebHoro NuTaHns 3a cyeT
Br0OKeTHbIX aCCUrHOBaHUI hefepanbHoro broaxeta n 6iogxeTos cybbekToB Poccuinckon Gegepauun;”;
B) NOANYHKT "e" nyHkTa 40 nocne cnoB "C NCNOJIb30BaHNEM €4NHON CUCTEMbI MEXBELOMCTBEHHOIO
3N1EeKTPOHHOr0 B3aUMOAeNCTBMA" OMOJHMTL C/I0BaMKM ", @ Tak)Ke B YaCTU NpeacTaBAeHNs CBEAEHUN B
depepanbHbIi PErNCTP rpaXkiaH, MMeKL X NpaBo Ha obecrnevyeHne NekapCTBEHHbIMI NpenapaTamu,
MeONLUUHCKMU N3LeNNAMU 1 Creumann3npoBaHHbIMK NPOAyKTaMu ne4ebHoro NuTaHns 3a cyeT
6104)KeTHBIX aCcCMrHOBaHWI henepanbHoro 6oaxxeta n brogxetos cybbekToB Poccunckon Gegepaunn';
r) nyHKT 51 gononHnTh ab3auamu cneaywero CoaepXXaHns:

"Ww) ®epepanbHbI PErNCTP WL, NMEIOLMX NPaBO Ha NOJlyYeHne rocy4apCTBEHHON COLNAbHON NOMOLLY;
w) EamHas rocypapcTBeHHas MHPOPMaLIMOHHAs CMCTEMa colmanbHoro obecnevenus.".

2. Pazgen VI npunoxeHns Ne 1 K ykazaHHOMY [M0SI0XKEHNIO N310XKUTb B Clefylolen pegakunm:

"VI. Mopacuctema BefeHNs Cneunann3npoBaHHbIX PerncTpoB NnauneHToB

Mo OTAEJIbHbIM HO30J10rMAM 1 KaTEropUsSM rpa)kaaH, MOHUTOPUHIa OpraHn3aLnn 0Ka3aHus
BbICOKOTEXHOJIOrMYHON MeLULMHCKON MOMOLLW 1 CaHAaTOPHO-KYPOPTHOrO Jie4eHns

24. 06wme cBefeHUs

0 NauMeHTaxMeaNUNHCKME OpraHmn3aLmMm rocy4apCTBEHHON, MyHMLMMANAbHON 1N YaCTHOW CUCTEM
3[paBOOXPaHEeHUANHGOPMaLMA NPeacTaBAseTCa B TedeHme 3 paboynx gHeEN co OHA YCTaHOBAEHMWA
JlevallyM BpayoM uarHo3a COOTBETCTBYloLEro 3abosieBaHUs (COCTOSHMA) MAN CO OHS MOSYYEHNS UM
aKTyaNn3MpPOBaHHbIX AaHHbIX O MALMEHTE, eCin NHoe

He NpeaycMOTPEHO HOPMATUBHbLIMY MPaBOBbIMK akTaMm Poccminckon depepaunu

henepanbHble opraHbl MCMOJHUTENbHOW BNACTH

B YaCTW MeANLUMHCKMNX OpraHM3aumnin, noaBeAOMCTBEHHbIX (hefepasibHbiM OpraHam NCMOAHUTENbHON
BJ1IACTK, YMOJNHOMOYEHHbIE OpraHbl roCyAapCTBEHHOW BNacTN cybbekToB Poccuinckon
depnepaummmHpopMaLma NpeacTaBAseTCa B TeyeHme 5 paboynx gHen co AHA noayvyeHuns
aKTyaNM3MpPOBaHHbIX [aHHbIX O MALWEHTE, eC/I MHOE He NPeayCMOTPEHO HOPMATMBHbLIMUN NPaBOBLIMU
akTamu Poccuinckon ®epepaumm

MeHCnoHHbIN hoHA Poccninckon degepaunm B YaCTu NpeacTaB/ieHnsa cBeaeHnin B PegepasnbHblil perncTp
rpakaaH, MMetLmnx NpaBo Ha obecnevyeHne NeKapCcTBEHHbIMI NpenapaTaMun, MeANLUHCKUMUN N3AEANAMUN 1
cneunann3MpoBaHHbIMU NPOAYyKTaMu sie4ebHoro NnnTaHmnsa 3a cHeT B AXKeTHbIX aCCMTHOBaHWIA
thenepansHoro 6iogxeTa n 6roaKeToB CybbekToB Poccninckon ®enepaummmHGopMaL s npeacTaBiseTcs B
CPOKM, YCTAaHOBJIEHHbIE HOPMATUBHbLIMI NPaBOBbIMK akTaMu Poccuinckon Geagepauun

25. CBepeHusn

0 3abosieBaHUAX (COCTOAHNAX) NALNEHTOBMEANLNHCKE OpraHn3aLny rocy4apCTBEHHON, MyHULIMNAALHON
M YaCTHOWN CUCTEM 34paBOOXPaHEHMANHMOPMaALIMA NPeaCcTaBASETCS B Te4yeHne 3 paboymx fHeN co aHA
YCTaHOBJ/IEHMSA JleYallUM BpavoM AMarHo3a COOTBETCTBYIOLLEro 3aboneBaHma (COCTOSAHNA) WK CO OHS
NOJIY4EeHNS UM aKTYaan3MpPOBAHHbLIX AaHHbIX O MALMEHTE, eC/In MHOe He NPeayCMOTPEHO HOPMaTUBHbLIMU
npaBoBbLIMU akTaMu Poccuiickon ®epepaumm

thenepanbHble opraHbl MCMOAHUTENbHOW BAACTN B YacTW MeAMLIMHCKUX OPraHM3aLnin, NoaABeAOMCTBEHHbIX
henepanbHbIM OpraHam UCMOJIHUTENbHON BACTM, YNOAHOMOYEHHbIE OpraHbl roCy4apCTBEHHOM BNacTu
cybbekToB Poccuiickon PepepaunnnHgpopMaLns NpeacTaBnseTcs B TedeHne 5 paboyunx gHem co gHs
NOJIY4EeHNS aKTyaan3nPOBaHHbIX AaHHbIX O MALMEHTE, eCIK MHOE He NpeayCMOTPEHO HOPMaTUBHbIMM
npaBoBbLIMN akTaMu Poccuickon ®epepaumm

26. CBefeHusa

0 Ha3Ha4YeHHbIX

N OTNYLLEHHbIX NEKAPCTBEHHbIX MpenapaTax C yKa3aHWEeM CPeacTB NAEHTURUKALUN IeKapCTBEHHbIX
npenapaToB (KpoOMe PO3HUYHON NPOoAakn), CneLnann3mpoBaHHbIX NpoayKTax evyebHoro
NUTaHUs(apMaLeBTUYECKE OpraHn3aLn rocy1apCTBEHHON, MyHULIMNAALHON U YaCTHOW CUCTEM
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3[paBOOXPaHeHUAMHGOPMaLMA NPeacTaBNAETCA B TedeHne 3 paboynx gHeN co AHA noayvyeHuns
aKTyaNN3MpPOBaHHbIX AaHHbIX O MALUWEHTE, eC/I MHOE HE NPeayCMOTPEHO HOPMATMBHbLIMU NPaBOBLIMU
akTamm Poccuinckon depepaunm

MeONLUHCKE OpraHu3aLmnmy rocy1apCTBEHHON, MyHULIMMAALHOM U YaCTHOW CUCTEM
3[paBOOXPaHEeHUAMHGOPMaLMA NPeacTaBNAEeTCA B TedeHne 3 paboynx gHen co AHSA NoayyeHuns
aKTyaNn3MpPOBaHHbIX AaHHbIX O MALWEHTe, eCin nHoe

He NpeayCcMOTPEHO HOPMaTUBHbLIMY MPaBOBbLIMK akTaMun Poccuinckon deaepaunu

benepanbHble opraHbl MCMOJHUTENbHOW BAAcTh

B YaCTV MeANLMNHCKMX OpraHn3aumnin, noaBeaoMCTBEHHbIX dhellepasibHbIM OpraHam NUCMONHUTENbHON
BJ1ACTK, YMOJAHOMOYEHHbIE OpraHbl rOCyAapCTBEHHOW BNacTN cybbekToB Poccuinckon
depepaunmnmHpoOpMaL M NPeacTaBnsaeTcs B TedeHne 5 paboyunx gHen Co AHS NOayYeHUs
aKTyaNN3MpPOBaHHbIX AaHHbIX O MALMEHTE, eC/i MHOE He NPeayCMOTPEHO HOPMATUBHbLIMU NPaBOBLIMU
akTamu Poccninckon degepaunmn

27. CBepeHuns 06 okaszaHHOW MeANLIMHCKON MOMOLLMMEANLIMHCKNE OpraHn3aLmmn rocyjapCcTBEHHON,
MYHMLMMNAAbHON N YaCTHOW CUCTEM 34paBOOXpPaHEeHANHGOPMaLNS NpeacTaBaseTcsa B TeveHune 3 paboymx
JHEN Co OHS YCTaHOBJ/IEHMS SleYallUM BPayoM AMarHo3a COOTBETCTBYHOLLEro 3aboneBaHMs (COCTOSHMA) UK
CO OHSA NONYYEHNA UM aKTyaM3UPOBAHHbIX AaHHbIX O NaLUeHTe, €CN UHOE He NPefyCMOTPEHO
HOPMaTMBHbLIMW NPaBOBbIMY akTamMu Poccuinckon Genepauun

henepanbHble opraHbl MCMOJHUTENbHOW BNACTH

B 4aCTW MEeANUMHCKMNX OpraHM3aumnin, noaBeAOMCTBEHHbIX (hefepasibHbiM OpraHaM NCMOAHUTENbHON
BJ1ACTK, YMOJHOMOYEHHbIE OpraHbl roCyapCTBEHHOW BNacTN cybbekToB Poccuinckon
depnepaummmHpopMaLMa NPeacTaBAAETCA eXXEMECAYHO, B Te4YeHne

5 pHen co AHs 3aBepLueHns 0TYETHOro Nepuoaa, ecin NHoe He NpeayCcMOTPEHO HOPMATUBHbLIMU
npaBoOBbIMU akTamu Poccunckon ®epepaumm

28. CBepeHus 06 ocTaTKax

1 0 NepepacnpenesieHnN NeKapCTBEHHbIX MpenapaToB C YKa3aHMEM CPeACTB MAEHTUGMKALNN
JIeKapCTBEHHbIX NPenapaToB (KpoMe pO3HMYHON Npoaaku)denepanbHble OpraHbl CMOAHUTENBHOW BAACTH
B YaCTW MeANLMNHCKMX OpraHn3aumnin, noaBeaoMCTBEHHbIX dellepasibHbIM OpraHam NUCMONHUTENbHON
BJ1ACTK, YMOJAHOMOYEHHbIE OpraHbl rOCyAapCTBEHHOW BNAacTN CybbekToB Poccuinckon
depepaumnnHpopMaLna NpeacTaBndeTCs He No3gHee 5 YMcia KaXx4oro Mecsua, ecsiv NHoe He
npefycMOTPEHO HOPMATMBHLIMU NPaBOBLIMU akTaMu Poccuinckon ®enepauunn

29. CBefeHus 0 3asiBKax Ha MOCTaBKY JIeKapCTBEHHbIX NPenapaToBMeANLNHCKE OpraHn3aLnm
rocyaapCTBEHHOW, MyHULMNANbHOW M YaCTHOM CMCTEM 3[paBOOXPaHEHUANHGPOPMaLINA NPeaCTaBNSETCS B
CPOKM, YCTAaHOBJIEHHbIE HOPMATUBHbLIMI MPaBOBLIMK akTaMu Poccuinckon Geaepauun

(hbefepanbHble opraHbl MCNONHUTENBbHOW BNacTh

B YaCTW MeANLMHCKMNX OpraHnM3aumnin, noaBeaOMCTBEHHbIX hellepasibHbiM OpraHaM NCMOAHUTENbHON
BJTACTW, YMOJIHOMOYEHHbIE OpraHbl FOCYJapCTBEHHON BacTu cybbekToB Poccuninckom
depepaummmHdopMaLma NpeacTaBASETCA B CPOKM, YCTAHOBJIEHHbIE HOPMATUBHbLIMI MPABOBLIMU aKTaMu
Poccuinckon ®egepaumm

30. Hble cBeneHns denepasbHbIX PErMCTPOB, NPEAYCMOTPEHHbIX

YyacTbio 2 1 cTaTbu 43, 4acTamm 4 n 8 ctatbm 44, YacTblo 1 cTaTbn 44 1 GenepanbHOro 3akoHa "06
OCHOBax OXpaHbl 340POBbA rparkaaH

B Poccuinckon ®epepaummn’, ctatbenn 24 1 3akoHa Poccuiickon ®epepaimm

"O coumnanbHONM 3alUnTe rpa)kaaH, NoABEPriUMXCS BO3AENCTBUIO PaanaLmumn BCaeacTBme KatacTpodbl

Ha YepHobbinbckon ASC"MeanMLMHCKNE OpraHn3aLmmn rocyaapCTBEHHON, MyHULMMNANbHOW 1 YaCTHOM
CMCTEM 34paBOOXPaHEHUAMHPOPMaLMA NPeacTaBAAETCS B TedeHne 5 paboynx gHen co gHSA nonyyeHus
aKTyaNn3MpPOBaHHbIX AaHHbIX O MaLWEHTe, eC/in NHoe

He NpeayCcMOTPEHO HOPMaTUBHbLIMY MPaBOBbLIMK akTaMun Poccuinckon deaepaunn
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(hefepanbHbie opraHbl MCMOAHUTENbHOW BAacTh

B YaCTW MeANLMNHCKMNX OpraHn3aumnin, NnoaBeAOMCTBEHHbIX hellepasibHbiM OpraHaMm UCMONHUTENLHON
BJIACTK, YMOJNHOMOYEHHbIE OpraHbl rOCYAapCTBEHHOW BNacTN cybbekToB Poccumnckon
depepaummmHdopMaLma NpeacTaBAsSETCA B TeyeHme 5 pabounx gHen co OHS noayyeHus
aKTyaNN3MpPOBaHHbIX AaHHbIX O MALMEHTE, eC/i MHOE He NPeayCMOTPEHO HOPMATMBHbLIMU NPaBOBLIMU
akTamu Poccninckon degepaunmn

MeHcuoHHbIN hoHA Poccuinckon ®enepaumm

B YaCTw NpeacTaBieHns cBefeHnin B ®efepanbHbli perncTp rpaxkaaH, MMeLwmx npaso Ha obecneyeHune
JIeKapCTBEHHbIMY MpenapaTamn, MeAULUNHCKMMUN U3AeNNSMUN U CNELNAIM3MPOBaHHLIMI NPOAYKTaMM
ne4vebHoro NnTaHMa 3a cyeT B 4XKETHbLIX acCMrHOBaHWIA heaepasibHoro biogxxeTa 1 6oaxeToB Cyb6bEKTOB
Poccunckon ®egepalmmmHpopManma NnpeacTaBaseTCa B CPOKMN, YCTAHOBJIEHHbIE HOPMATUBHbLIMU
npaBoOBLIMU akTamu Poccunckon ®epepaumm

31. MepeyeHb MeQULMHCKUX OpraHn3aLnii, OKa3bliBatoLLMX BbICOKOTEXHOOMNYHYIO MeANLIMHCKYIO
NOMOLLLMUHNCTEPCTBO 34paBoOXpaHeHUs Poccuinckon denepauunnHpopmaLns npeacTaBnsaeTcs B
TeyeHune 10 paboynx gHen co OHSA NOSy4YeHMSA aKTyan3npoBaHHbIX AaHHbIX

YMNOJIHOMOYEHHbIE OpraHbl FOCy1apCTBEHHOM BlacTu cybbekToB Poccuinckon OenepalunnHpopmanuns
npeacTaBnseTCcs B TedeHne 5 paboynx gHen co AHSA NOAyYEeHUS aKTyasIM3MPOBaHHbIX AaHHbIX

32. HanpaBneHne Ha rocnuTann3aunto 419 OKa3aHMs BbICOKOTEXHONOMMYHON MeaNLIMHCKOW

NOMOLLMME ANLMHCKME OpraHn3aLmm rocyjapCTBEHHON, MyHMLUMMAAbHON N YaCTHOW CUCTEM
3[paBOOXPaHEeHUANHGOPMaLMA NPeacTaBAseTCa B TedeHme 3 paboynx gHeEN co OHA YCTaHOBAEHMWA
JlevallyM BpayoM MeauLMHCKUX NMOKa3aHMA K OKa3aHUI0 BbICOKOTEXHOMOMMYHON MeANLIMHCKOW MOMOLLM
WA CO AHA NOJIYYEHUS UM aKTYann3MpPOBaHHbLIX AaHHbIX O MaUMeHTe

YMOJIHOMOYEHHbIE OpPraHbl FOCYAapCTBEHHON BNacTu cy6bekToB Poccuinckon depepaunm - B Cliyyae
OKa3aHWS BbICOKOTEXHOJIOMMYHOW MeANLNHCKON MOMOLLW, HE BK/OYEHHOM

B 6a30Byt0 NporpamMmy o0b6a3aTeNbHOro MEAULNHCKOro CTPaxoBaHMANHMOPMaLMA NpeacTaBAseTCs B
TeyeHune 5 pabounx gHeN Co AHA NONYYEHNS aKTYaIM3MPOBaHHbLIX AaHHbIX

33. CBefeHus, cogepxalumecs B TaJloHE Ha OKa3aHMe BbICOKOTEXHOI0rMYHON MEeOULMHCKON

NMOMOLLMME ANLMHCKME OpraHn3aLm rocyjapCTBEHHON, MyHNLMMNAAbHON N YaCTHOW CUCTEM
3[paBOOXPaHEeHUAMHGOPMaLMA NPeacTaBNAEeTCA B TedeHne 3 paboynx gHEN Cco AHSA noayyeHuns
aKTYaNN3MpPOBaHHbIX AaHHbIX O MaLMeHTe

YMNOJIHOMOYEHHbIE OPraHbl FOCyAapCTBEHHOMN BacTh cybbekToB Poccuiickon degepaunn - B Ciyyae
OKa3aHWs BbICOKOTEXHOJIOMMYHON MeONLIMHCKOM MOMOLLN, He BKOYeHHON B 6a30Byt0 NporpaMmy
06a3aTeNIbHOro MeANLNHCKOro CTPaxoBaHMANHGOPMaLINS NpeacTaBaseTcs B TeveHne 5 paboymnx oHen co
AHA NOJIYYEHUS aKTyaan3NPOBaHHbIX AaHHbIX

34. Pe3ynbTaThbl OKa3aHWA BbICOKOTEXHONOMMYHON MEeANLIMHCKOW MOMOLLM, PEKOMEH ALK MO
AanbHenwemy HabnaeHuto n (Mamn) nevyeHunto

N MeAVLIMHCKOW peabunutaunnMmegnunHCKne opraHn3aumnm rocyqapcTBeHHOW, MyHULUNAAbHON U YaCTHOM
CMCTEM 34paBOOXPaHEHUAMHGOPMaLMA NPeaCTaBNSETCA B TeyeHme 3 pabounx gHen co aHA 0hopMaeHNs
COOTBETCTBYIOLLNX 3aMncen

B MEeOMLMHCKOW OOKYMEHTaLUMmn nauneHTa

0 pe3yJsibTaTax OKa3aHus

BbICOKOTEXHOJIOMMYHON MeANLIMHCKON NOMOLLIY, peKOMEHAALNA No AanbHenleMy HabnaeHuo u (nam)
JlevyeHunio

N MeauLUNHCKOW peabunutaunn”.

3. MyHKT 29 npnnoxeHns Ne 2 K ykazaHHoOMY [MonoxxeHWo nocsie cioB "Jyactamm 4 n 8 ctaTtbn 44"
[OMONHUTL cnoBaMn *, YacTblo 1 cTaTbn 44 1 .

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.4un34



