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06 yrBepxknaenun IoJiokeHHs1 0 KOMHCCHH
Munucrepcrsa 3apaBooxpanenus Poccniickoii ®eaepanun
1o GopMHPOBAHHIO NEPEUHS CIHPTOCOAEPIKAIHNX JIEKAPCTBEHHBIX NPeNapaToB,
Ha 1esiTeIbHOCTD MO NPOH3BOACTBY, H3ITOTOBJIEHHIO H (MJIN) 060POTY KOTOPBIX
He pacmpocTpaHsieTcst AeiictBue ®exepaibHOro 3aKona ot 22 Hosops 1995 r.
Ne 171-®3 «O rocynapcTBeHHOM pery/IMpOBaHHH NPON3BOACTBA H 060POTA
3TH/IOBOrO CIIMPTA, AJIKOroJIbHOM H CIIHPTOCOAep Kalleli NPoAYKUHH
H 00 orpaHuYeHHn noTpedaeHus (PACIATHS) AJKOT0ALHOMH NPOIYKIHA»

Bo wcnmonnenne nyHkTa 2 mocraHoBieHus IlpaBuTenscTBa Poccmiickoit
®enepammu ot 28 despans 2019 r. Ne 201 «O6 yreepxaerun [Tpasun popMuapoBaHus
NEPEYHs CIUPTOCOAEPKAIMX JIEKApCTBEHHBIX IPENapaToB, Ha AEATENLHOCTE
0 IPOH3BOJCTBY, H3TOTOBJIEHHIO M (MIH) 000pPOTY KOTOPBIX HE PacIpOCTPaHAETCS
peticrBue DejtepanbHoro 3akoHa «O rocylapcTBeHHOM PEryJIMPOBaHUM IIPOM3BOJCTBA
¥ 060poTa ITHIOBOTO CIHPTA, ANKOTONLHOM M CIHPTOCOAEpXKameil MpOXyKIUK
H 00 OrpaHMYeHUH NMOTPeGNeHHs (PacIHTHs) alKoroisHON mpomykumm» (CobpaHue
3aKoHoAaTenbeTBa Poccuiickoit Penepanun, 2019, Ne 10, ¢1. 968) mnp M XK a3 B B a I0:

YrBepnute Ilonoxenne o KoMHCCHM MHUHMCTEPCTBA 3APaBOOXPAHEHHUS
Poccuiickoit  ®@exmepaunu 10  (QOPMHPOBAHHIO IEpEYHs  CIMPTOCOAEPKAIIUX
JEKapCTBEHHBIX MpPErapaToB, Ha MAEATENBHOCTh II0 TMPOU3BOJCTBY, H3TOTOBICHHIO
¥ (w1n) o6opoTy KOTOPBIX He pacHpocTpaHsercs AeiicTBie PemepalbHOro 3aKoHa
oT 22 Host6pst 1995 r. Ne 171-®3 «O rocyapcTBEHHOM PETyJIMPOBAHKM IIPOM3BOICTBA
B 000poTa 3THMJIOBOTO CIHPTa, ANKOTOJIBLHONW W CIUPTOCOAEpKAIleH MpOXyKLHH
1 006 orpaHMYeHUH NOTPe6IIeHHUs (PaCIUTHS ) AJIKOTOJbHOM MPOLYKIAN».

Bpuo Munuctpa ; / H.A. Xoposa




YTBEPXJIEHO
npuka3zoM MuHKCTEpCTBa 3ApaBOOXPaHEHUS
Poccuiickoit @enepariu

oT «/ﬁ »W/”/ 2019 r. Ngﬂjz//

IHono:xenue
o xomuccun MuHHcTepcTBa 31paBooxpanenusi Poccuiickoii ®egepanun
1m0 GOpMHPOBAHHIO IePeYHS CHHPTOCOJEPHANIUX JIeKAPCTBEHHBIX MPENapaToB,
HA AeATeJIbHOCTDH 10 NPOH3BOACTBY, H3TOTOBJICHHIO H (HJIH) 060pOTY KOTOPBIX
He pacmpocTpansercs AeiictBHe ®eaepaabHOro 3aKoHa ot 22 Hoabps 1995 r.
Ne 171-@3 «O rocyaapcTBeHHOM peryJiHpOBaHHH NIPOU3BOACTBA H o0opoTa
THJIOBOTO CIIHPTA, AJIKOT0JIbHOH H CIHPTOCOAEep KaIeli NPOAYKIHH H 00
OorpaHHYeHHM NOTpedeHus (PaCMTHA) AJKOr0JbHOH NMPOXYKIMH»

1. Komuccuss MunucteperBa 3apaBooxpaHeHus Poccutickoit ®epeparuu
1m0 (OpPMHPOBaHHIO IEpEYHs CIHPTOCOAEPKAIUMX JIEKAPCTBEHHBIX MPENapaTos,
Ha JIeATENbHOCTh IO MPOU3BOACTBY, U3IOTOBICHHIO M (MiIHM) OOOPOTY KOTOPBIX
He pacnpocTpansiercs aedictBue PDeaepaibHoro 3akoHa oT 22 Hos6ps 1995 r.
Ne 171-®3 «O TrOCYZapCTBEHHOM peryJHpOBaHHMH IIPOM3BOACTBA K 000poTa
3THJIIOBOrO CIIMPTA, aJKOTOJBHOM M cHHpTocofepxamleli mpoAykuud U 060
OrpaHAYeHHH TOTpeOIeHUs (PacluTHA) ATKOrOJIBHON IPOAYKLMKY', BKIIOYAIONIETO
CIHPTOCOAEPIKAIME JIEKapCTBEHHBIE MpenapaThl A MEAMIIHHCKOTO INPHMEHCHHA M
CIIPTOCOAEpIKAaLKe JIEKApCTBEHHBIE IpEIapaTsl Ul BETEPHHAPHOI'O IIPUMEHEHHS
(manee COOTBETCTBEHHO — KOMHCCHS, IiepedeHb), oOpasyercs B LesiX GOpMHPOBaHHs
NPOEKTa MEepEeYHs.

2.Komuccus B cBoedl JeATeNnbHOCTH pyKoBoAcTByeTcss KoHcTuTynuen
Poccuiickoii  ®enmepauuy, ¢enepalbHBIMH  KOHCTHTYLIMOHHBIMHM  3aKOHAaMH,
¢emepanbHEIMH  3aKoHamM, akTamMu Ilpesupenra  Poccuiickoit = Dexpepanuu
n [lpaButensctBa Poccuiickoit ®enepanuu, HOPMATUBHBIMH [PABOBHIMH aKTaMH
Munszapasa Poccun, HactosammM [lonoxenuem.

3.B coctaB KOMHCCHH BKJIIOUAIOTCA 3 MpPEACTaBUTENSA B JOIDKHOCTH HE HIDKE
3aMeCTUTENd AWpeKTopa JAemapraMeHTta oOT MHuUHHUCTEPCTBa 3[paBOOXPaHEHHMS
Poccuiickoit @enepanun (Janee — MHUHHCTEPCTBO), 2 MPEICTABUTENA B JOJDKHOCTH

! Cobpanue 3akoHomarenscrBa Poccuiickoit ®enepaumy, 1995, Ne 48, ct. 4553; 1999, Ne 2, cr. 245; 2001, Ne 53,
cT. 5022; 2002, Ne 30, cT. 3026; 2005, Ne 30, ct. 3113; 2006, Ne 1, cT. 20; 2007, Ne 1, c1. 11; Ne 31, cT. 3994; 2009, Ne 1,
cr. 21; 2011, Ne 30, cr. 4566; 2012, Ne 27, ct. 3589; Ne 53, ct. 7584, 7611; 2013, Ne 30, cr. 4065; 2015, Ne 1, cT. 43;
Ne 27, cr. 3973; 2016, Ne 26, c1. 3871; Ne 27, ct. 4194; 2017, Ne 31, c1. 4827; 2018, Ne 1, cT. 17; Ne 49, cr. 7520; Ne 53,

cr. 8486).
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HE HIDKE 3aMeCTHUTels OUPEKTopa JAenapraMeHTa OT MUHHCTEpCTBA CEILCKOrOo
xo3giictBa Poccuiickoit ®@enepanun, mo 1 npeacraBUTENO B JOJDKHOCTH HE HHXKE
3aMECTHTeNs [JUpEeKTopa JAemapraMeHTa OT MuHHCTepcTBa MPOMBINUIEHHOCTH
1 toproBmu Poccuiickoit ®enepamuu, MuHucTepcTBa (uHaHCOB Poccuiickoit
Qenepanuy, MuHHCTEpCTBA 3KOHOMMYECKOro passutus Poccuiickoii ®epepanum,
mo 1 npeacraBurenl0 B JOMDKHOCTM HE HH)XKE HayalbHMKA YIIPaBICHUS
ot DenepanbHOl CIIy>KOBI 10 peryJHpPOBaHHIO alKOTOJBHOrO phIHKa, DenepanpHOI
AQHTHMOHONOJNBbHON ciyx0pl, ®enepanpHoii cioyx0bl 1O Ham3opy B cdepe
3apaBooxpaHeHus, DenepanpHolii TamoXeHHOH ciryxObl, DenepalbHOH CITyKOBI
0 Haa3opy B cdepe 3alIUTHl IIpaB MoTpebuTened u Onaromnoxydus dYenoBeKa,
QenepanbHOi  CcoyxObBl 1O BeTEpHHapHOMY M (QHTOCAHHTAapHOMY Haja30py,
o 1 mpeAcTaBUTENIO OT (eJiepalIbBHOTO roCYAapCTBEHHOIO GIOKETHOTO yUpeKIeHuUs
«Hay4HbIi LEHTp SKCIIEPTU3El CPEACTB MEAMLIMHCKOrO IPUMEHEHU» MUHHCTEpCTBa,
O6mepoccuiickoro o0beAHEHN paboTonareneit «Poccuiickmit COI03
MPOMBIIUIEHHUKOB M  MpeAnpHHuMarenei», O6mepoccuiickoii oO0mecTBeHHOM
oprau3auii Majoro U cpexHero npeampuHumarensctBa «OIIOPA POCCHIN»,
Obmepoccuiickoii o0mecTBeHHON opraHuzanuu «Jlenosas Poccus», Toproso-
IpOMBINDTIeHHOM manatsl Poccuiickoit @enepanun, Acconmanuy GapManeBTHYECKHX
npousBoguTeneii EBpasuiickoro 3KOHOMHYECKOTO coro3a’.

4. KomuccHs OCYIIECTBIISET CeAyoiue QyHKIIHN:

a) MPOBOAMUT OIIEHKY KaXXIOTO MPECTaBICHHOrO B COOTBETCTBHH C ITyHKTaMU 8
1 10 IIpaBun mpemioxKeHHS O BKIIOYEHHH B IepedeHb (MCKIIOUEHUHM H3 IEpevH:)
C MPUJIOXKEHHEM COOTBETCTBYIOIIUX JIOKYMEHTOB H CBE/ICHHH (Jajee — MpeAIoKeHH)
Ha MOJHOTY M JOCTOBEPHOCTH MpPENOCTaBICHHOW HMHQPOpPMalM¥ O JIEKapCTBEHHOM
nmpemapare, B TOM YHCJIE€ Ha COOTBETCTBHE €€ CBENEHHAM, COAEPKAallUMCS B
rOCYAapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB AJIS MEQHIIMHCKOIO IPUMEHEHHA
(B OTHOIIEHHH CHHPTOCOAEPKAIIMX JIEKAPCTBEHHBIX NPENapaToB g MEIUIMHCKOrO
NpUMEHEHH) M TOCYJapCTBEHHOM pEeCcTpe JIEKapCTBEHHBIX CpPEACTB  JUlA
BETEPUHAPHOrO IPUMEHEHUS (B OTHOIICHHH CIIHMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX
TpeIapaToB A BETEPHHAPHOIO IPHMCHEHHS);

6) obpamaerca B JlemapTaMeHT rocyAapCTBEHHOTO PETYIHPOBaHMA OOpalleHHsA
JIEKapCTBEHHBIX cpefcTB MuHuctepcTa (namee — JlenmapraMeHT) (B OTHOIICHHH
JIEKaPCTBEHHBIX MPENapaToB I MEOMIMHCKOrO NPHMEHEHHMA) WM B MUHHCTEPCTBO
cenbcKkoro xosgiicta Poccmiickoit ®epmepanuy (B OTHOIICHMM JIEKapCTBEHHBIX
IpenapaTtoB I BETEPHHAPHOIO IIPHMEHEHHs) B Cllydae BHIABICHHA B
TNpEeACTaBIEHHBIX JOKYMEHTaX M CBEIEHMAX HENOCTOBEPHOH M (WIM) HETONHOM

2 ITynxr 4 Tlpasun (pOpPMHPOBAHHS NEPEYHS CIAPTOCOAEPHKANIMX JEKAPCTBEHHBIX NPENapaToB, Ha AEATENBHOCTH IO
TPOM3BOACTBY, M3TOTOBNEHUIO U (WIH) 0GOPOTY KOTOPHIX HE pacnpocTpaHserca Aeiicteue PexepanbHoro 3axkona «O
TOCYNapCTBEHHOM pPeryJMpOBaHHH MPOM3BOACTBA H 000pOTa ITHIOBOTO CTIMpTa, ATKOTONBHOM W CrMpTOCOAepXkKaIeH
NPOAYKLHA H 06 OrpaHAYeHHH NOTpeGNeHns (PacTHTHA) aNKOrONbHOH NPOAYKIMHAY, YTBEPXKACHHBIX I0CTAHORICHHEM
Tpasutensctea Poccuiickoi Penepaiun ot 28 ¢despans 2019 r. Ne 201 (Cobpanue 3akoHomaTenbcTBa Poccuiickoi
®epepaimy, 2019, Ne 10, ct. 968) (nanee — [Npasuia).




3

uHOPMAaLlAM O CHHPTOCOJEPIKAallleM JIeKapCTBEHHOM Iperiapate B TedeHue 10
pabounx JgHeli mocie 3aceflaHUs KOMHCCHH C 3alpocoM 00 yTOYHEHHH yKa3aHHOM
uHpopManuy;

B) IIPHHEMAET peIlleHHE I10 NPEMTIOKEHHIO O BKIIOYEHHH CIIMPTOCOAEPXKAIIUX
JIEKAPCTBEHHBIX MpeNapaToB B IepedeHb (00 HCKIIOUSHHH U3 IepedHs) u GopMupyeT
IPOEKT nepedHs (IIPOeKT U3MEHEHHH B ITEPEYEHB).

5.B cocraB KOMHCCHHM BXOJAT IIpefce/iaTellb, 3aMECTHUTENb Npeacenarels,
OTBETCTBEHHBIH CEKpeTaph U 4iCHbI KOMUCCHH.

6. Ilpencenarens KOMUCCHHU:

a) OCYIIIECTBJIAET 0bIee pyKOBOJCTBO AEATENBHOCTBIO KOMUCCHH U OPTaHU3YET
ee paborty;

6) onpexenseT AaThl 3aceNaHU KOMHCCHH,

B) YTBEp)KIAeT IIOBECTKY 3acelaHus KOMHCCHH,

T') BeJeT 3aceaHns KOMHCCHH;

1) JaeT IOpyYeHUs. OTBETCTBEHHOMY CEKPETapIO ¥ YJIEHaM KOMHCCHH,

€) HOANUCHIBAET PeIIEHHs KOMHCCHH.

B cinyuae OTCYTCTBHA IpefceAaTeNi KOMHCCHH €ro (yHKIMH MCIOIHAET
3aMECTHTEINb IIpeficeAaTeNs] KOMUCCHH.

7. OTBeTCTBEHHBIH CeKpeTaph KOMUCCHUH:

a) OpraHmsyeT IOjlyuyeHHe oT JlemapTaMeHTa HAlpaBlIeHHBIX B aJpec
MusucTepcTBa (B OTHOLIEHHH JICKAPCTBEHHBIX IIPEMApaToB AMA MEAHUIMHCKOTO
npHMeHeHHMs) ¥ MUHHCTEpCTBa Celbckoro xossaiicrea Poccuiickoil ®Dexpepauun (B
OTHOIIEHHH JIEKAPCTBEHHEIX MpenapaToB I BETEPHHApPHOTO MPUMEHEHHUS) OpraHaMu
rocyaapcTBenHoit Bnactd Poccuiickoit ®enepanum, opraHaMd TIOCYyAapCTBEHHOH
BIacTH Ccyb6mekToB Poccuiickoit @eneparmvm u  cyGbekramu  oOpamieHus
JIEKapPCTBEHHBIX CPEACTB (Ianee — 3aABUTENH) PEJIOKEHH;

6) OpraHu3yeT CBOEBPEMEHHYIO MOATOTOBKY NPENJIOKEHUH IJIsi PaCCMOTPEHHSA
Ha 3acefaHMsIX KOMHCCHH ¥ X HalpaBlieHHe BMECTE C NMIPUIIIAIICHUIMH Ha 3acelaHue
YJiIeHaM KOMHCCHH;

B) OpraHusyeT NpoBeAeHKE 3aCeJaHHii KOMHCCHY;

I) OCYIECTB/IseT BeAeHUEe M XpaHeHHe MH(GOpMaluK O MPOBEACHAN 3acefaHui
KOMHCCHH H NPHMHATEIX HA HUX PelIeHHIX M 00ecreurBaeT IpeACTaBlICHHe JaHHOM
uHpopmanuu B JlemapTaMeHT OOIIECTBEHHOTO 3[0POBbS M KOMMYHHKAIMi
MunucTepcTBa U pasMelneHHs Ha odunManisHOM —caiite MuHHCTEpCTBa
B MH(QOPMALMOHHO-TeJIEKOMMYHHUKALIHOHHOH ceTH «/IHTEepHeT»;

n) npenctasnser B JlemapraMeHT CGOPMHPOBAaHHEIM KOMHCCHEH IIPOEKT
nepeyns (PoexT WU3MeHeHui B nepeyeHs) 1o 10 asrycra.

8. UsieHbl KOMMCCHH YYacTBYIOT B 3aCelaHHAX KOMHCCHH JIMYHO, HalpaBIIIOT
OTBETCTBEHHOMY CeKpeTapio KoMHCCHM NpEUIOKEHHs II0 BONPOCaM OpraHd3aluH
paGoTEl  KOMHCCHH,  MWCIOJHSAIOT  IIOpYYeHHs  Ipencezarens  KOMHCCUH
(B clIydJae ero OTCYTCTBHS — 3aMECTHTENS IIpece/iaTeNs KOMUCCHH).
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9. 3aceaHus KOMICCHH IPOBOASATCS MOSTAITHO:

¢ 1 nmo 30 ampend BKIIOYMTENBHO C LENBIO OCYINECTBICHHUS (DYHKIHIA,
IpeIyCMOTPEHHBIX MOAIMYHKTaMH «a» U «6» nmyHkTa 4 Hactosero ITonoxenus;

¢ 10 masx mo 1 aBrycra BKIIOYHTENBHO C LENbl0 (OPMHUPOBAaHHS IPOEKTa
nepevHs (IpoeKTa U3MEHEHHUH B epeueHBb).

10. PemieHyst KOMHCCHH C yKa3aHUEM MEPEYHS BOIPOCOB MOBECTKH 3aceaHMs B
TeyeHne 7 paboumx OHei cO AHSA HPOBEINEHHS 3acelaHHs KOMHCCHH O(GOpMISIOTCH
IIPOTOKOJIOM,  KOTOpPHIM  HOATIMCBIBAeTCA  JIUIIOM, IIpeJceAaTelbCTBOBABIIMM
Ha 3aCedaHUU KOMHCCHH, 1 WICHaAMH KOMUCCHH, IPHCYTCTBOBABIIMMHY Ha 3aCeJaHHH.

UneH KOMHCCHHM, OTCYTCTBOBaBIIMM Ha 3acellaHMH KOMHCCHH, BIIpaBe
NpEACTaBUTh CBO€ MHEHHE II0 pacCMaTpUBacMOMY BOIIpOCY B IHCHMEHHOM BHIE,
KOTOpOE€ MOAJIEXHUT 00s13aTeIbHOMY NPHOOIIEHUIO K IPOTOKOJY 3aceIaHust KOMHCCHH.

UneH KOMMCCHH, HE COMIACHBIH C pelleHHeM KOMHCCHH, BIIpaBe
B IIMCBMEHHOH (opMe H3JIOXKHUTH CBOE MHEHHE, KOTOPOE IOMIEKHUT 00s3aTebHOMY
MPUOGINEHHIO K IIPOTOKOIY 3acefaHHs KOMUCCHH.

11. 3acenanue KOMHCCHHM CHYMTaeTCi [PaBOMOYHBIM, €CIH Ha HeM
IIPUCYTCTBOBAJIO HE MeHee ABYX TpeTeil WICHOB KOMUCCHH OT €€ COCTaBa.

PelneHys KOMHCCHU NPHHUMAIOTCS KOJUIETHAJIBHO IIPOCTHIM OOJIBIIMHCTBOM
T'OJIOCOB.

12. IIpy BO3HHKHOBEHUH KOH(IMKTa HMHTEPECOB COOTBETCTBYIOIIME YJICHBI
KOMHCCHH He YYacTBYIOT B MpolelypaX NpPUHATHA peIIeHUH II0 KOHKPETHOMY
IIPEIJIOKEHHIO.

Ynensl  KOMHCCHHM, IpEACTaBHBIIME  HEJOCTOBEPHYIO  HH(OPMAIHIO
WIH He IpeAcCTaBUBIINE (HECBOEBPEMEHHO IIPEJICTABUBIIME) B KOMHCCHIO
HHQOPMALIHIO O HAIMYUH OOCTOSTENBCTB, CIOCOOHBIX NPHBECTH K KOHQIMUKTY
HHTEPECOB MPH PACCMOTPEHHH NPEANIOXKEHNH, 110 PEIICHHIO IPEACEAATEIbCTBYIOIIETO
Ha 3acelaHHd KOMHCCHH OTCTPaHSIOTCA OT JaIbHEHIIEro ydacTHs B 3acefaHHsiX
KOMHCCHH Ha TeKYIIHi roji, a peleHue no NpeniokeHuIo, IPUHATOe KOMHCCHEN NIPH
HX YYaCTHH, IOMAJIEXKUT IIEPECMOTPY.

13. OpraanauHOHHde obecrieueHne AEATENBHOCTH KOMHCCHH OCYILECTBILIET
JlemapTraMeHT, KOTOPBIH:

a) opranusyetr cOOp U HampaBiieHHE B KOMHCCHIO IPe/IOKEHHH, MOCTYMHUBIINX
oT 3asBHUTENEH B MUHACTEPCTBO (U1 JIEKapCTBEHHBIX IIPENapaToB Ui MEAMUIIHHCKOrO
NpUMeHeHHus) H MUHHCTEPCTBO celbcKoro xossiictsa Poccuiickoit ®ezepanun (s
JIEKapCTBEHHEBIX [IPENaparoB Uil BETEPHHAPHOTO IIPUMEHEHHA);

0) HampaBisieT  3ampockl 00  yTouHeHMH HHGOpMalMH  3adBHTEIAM
(B OTHOIIEHHH JIEKAPCTBEHHBIX NPENapaToB Il METUIHMHCKOTO NPMMEHEHHS) U (WIH)
B MMHHCTEpCTBO CeNbCKOro xossiictBa Poccuiickoit ®enepauuy (B OTHONICHHH
JIEKapCTBEHHBIX MPENapaToB i1 BETEPHHAPHOTO IPUMEHEHUA);

B) moarorasiuBaeT npoekrsl akToB IlpaBmrensctBa Poccuiickoit ®enepanuu
00 YTBep)XIeHUH TepeyHs UK O BHECEHHH H3MEHEHHH B EPEYEHb.
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14. InpopmarimonHoe obecrieueHue AeATENHHOCTH KOMHCCHH, B TOM YHCIIe
pasMeLleHHe HHPOPMALMH O MPOBEICHUH 3acelaHiii KOMUCCHH M NPHHATHIX Ha HUX
pelLlIeHNsX, MpPOEeKTa Nepe4Hsd (M3MCHEHHH B IepedeHb) Ha O(QMIMANBEHOM caiTe
MunucrepctBa B HHPOPMAIMOHHO-TENEKOMMYHHUKAIMOHHOH ceTH  «VIHTepHeT,

ocymiecTBIsieTcss JlemapraMeHTOM OOIECTBEHHOTO 34OpOBbS M KOMMYyHHKALHii
MuHucTepcTBa.




