FOCYIAPCTBEHHAS IVMA
OEJNEPAJIBHOI'O COBPAHUA POCCUUCKOU OENEPALIMU
BOCBMOI'O CO3bIBA

BBITINCKA N3 ITPOTOKOJIA ot 13.12.2021 Ne 14
3ACEJIAHUSI COBETA IT'OCYJAPCTBEHHOUW JYMBI

"13" pexabps 2021r.

72. O npoexre ¢enepanbHoro 3akoHa Ne 19688-8 ''O pHecennu usmeHeHuii B
cratbh 17 u 26 ®egepansHoro 3akoHa ""Q0 o6pauleHHH JeKapCTBEHHBIX cpeaAcTB'
(B 4YacTH »JKcnepTH3bl JeKAPCTBEHHBIX MNpenapaToB s BeTepHHAPHOro
npumeHeHusn) - BHocuT aenytat ['ocypapcerBennoii Aymel B.B.bypmaros

IlpuHsATO pelieHue:

I. HampaBuTh ykazaHHbIE mnpoekT (QenepansHoro 3akoHa [Ipe3sumeHTty
Poccuiickoii ®eneparuu, B KOMUTETHl, komuccuu ['ocynapctserHoit Jymel, hbpakuyu B
[NocynapctBenHoit [lyme, Coser ®Depepauuu PepepansHoro Cobpanus Poccuiickoit
®enepauuu, [IpaBurenscTBo Poccuiickont ®enepauuu, CuetHyto nanary Poccuiickoii
@enepauuu, OO6uectBeHHyo nanaty Poccuiickoit ®enepanuu, 3aKoHOLATENbHbIE
(mpenctaBUTENbHBIE) U BBHICILME HCIOJHUTENBHBIE OpPraHbsl FOCYAApCTBEHHOW BIAcTd
cyobektoB Poccuiickoit ®enepaiiuv A1 MOATOTOBKU OT3bIBOB, MPENIOKEHUN U
3aMeyaHuii, a Takke Ha 3akiodeHue B [IpaBoBoe ympaBiaeHue Annapara
["'ocynapcTBeHHOI [{yMmEl.

Ha3HauuTh OTBETCTBEeHHHIM B paboTe Hajg MpOoeKToM ¢eaepalbHOr0 3aKoHa
Komurter I'ocynapcrBeHHo#t J[yMbl 110 oxpaHe 340pOBbs, coucnonHutenem — Komurer
["ocynapctBeHHOM JlyMbl IO arpapHBIM BOIIPOCAM.

O13bIBBI, TIpeasiOXeHUs U 3aMeyaHUs HarnpaBUTh B Komurer ['ocymapcTBeHHON
HyMpl o oxpaHe 300poBbs 10 20 sHBapsa 2022 rofxa.

2. Komurery [ocymapctBenHod J[lyMbl IO OXpaHe 340pOBbi C YYETOM
MOCTYMUBLUKX OT3BIBOB, MpeJIOKEeHUNH U 3aMeYaHUl MOArOTOBUTH yKa3aHHBIM NPOEKT
(e lepallbHOTO 3aKOHA K paccMOTpeHuto ['ocynapctBenHoi JlymMoii.

3. BxIrouuTh yKa3aHHBIH MpOeKT (efepalbHOro 3aKoHa B MPOEKT MpHUMEPHOMH
pOrpaMMBbl 3aKOHOMPOEKTHOU paboTel ['ocymapcTBeHHOH [yMbl B MepuOk BECEHHEMH

®enepansHoro Cobpanus

Poccuiickoit @epepanuu B.B.Bonoauu
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- B. B BOJIOI[KHY

YBaxaemslii BageciaB BukropoBu4!

B coorercrBuu co crartsedt 104 Konmcturymuu Poccuiickoit ®eneparmu
pHomy B I'ocynapcreennyio JlyMy mpoekr ¢enepanpHoro 3akoHa «O BHECEHHH

u3MeHeHHM B cratet 17 u 26 @emepansHoro 3akona «06 o6pameHuH

JIEKapCTBEHHBIX CPEICTBY.
IIpunoxenue: Texcr npoeKTa q)enepaJILHoro 3aKOHA Ha o?) 1.;

: CIJHHaHCOBo-EtKOHOMmeCKoe o6ocuoBaHne K
aKOHOIpPOeKTY Ha{ J1.; |
4.  Ilepedens axToB Ha _{_ 1.
5. Komus s3akmouenus IIpasurenscrea Poccuiickoii
Oenepanyu Ha 4 :
6. Kormmuu Tekcra 3a1<ononpoe1<'ra 31 Ma'repnanoa K HeMy Ha
3JIEKTPOHHOM HOCHTEJIe. :
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BHocurcs memyTatom

Tocynapcteensoit ymst
B.B. BypmaroBeiM

Ipoext Ne 796. 5’3’ -&

®EJIEPAJILHBINA 3AKOH

O BHecenuH mmenennn B CTATbH 17 126 tl)enepa.ubuoro 3alcona
«06 oﬁpamennn JeKAPCTBEHHBIX cpench»

Cratpa 1
- BaectH B PefepabHbf 3akoH oT 12 amperis  2_010 Toma Ne 61-®3
«O6 obpameHuy nexépc'rBeHHm( cpenctey  (Cobpamue 3aKOHOIIaTeJlI$CTBa
Poccuiickoit @enepamuy, 2010, Ne 16, cr. 1815; 2012, Ne 26, ct. 3446; 2013, Ne 27,
ct. 3477; 2014, Ne 52, ct. 7540; 2015, Ne 29, cr. 4367; 2018, Ne 49, ct. 7521; Ne 53,
cT. 8437; 2019, Ne 23, 1. 2917; Ne 31, or. 4456; Ne 52, or. 7793, 7799; 2020, Ne 14,
CT. 263 5) cnemyronivie H3MEHEHHUA:

1) cTaTsio 17 JOMONHUTE YacThio 4' CHEeIYIOMmEero CoAepKaHus:

«4'. Tipu IPOBENCHUM YCkope}moﬁ TIPOLIEyPH! SKCIIEPTH3EL néxapcmenﬁoro
mperapara U4 BEeTEpHHApHOIO IpHMEHEHMS, NpeAHa3HAYeHHOIo Mii. JICYCHHA
,nomanmni MBOTHLD(, omnpeneneHHbx PenepanbHEIM 3aKkOHOM oT 27 nekabps 2018
r. Ne 498-<I>3 «O6 OTBETCTBEHHOM 06pANIEHMH C JKWBOTHEIMH M O BHECEHWH
H3MEHEHHH B oﬁ;;em;nme 3aKoﬁ011aTenLHme aKTHI Pobcnﬁcxoifl CDe;tepaunn», B IIeNAX

ero rocyJapCTBEHHOW PErHCTpalMd BMECTO OT4eTa pa3paboTuuka o pesyibTaTax

A
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JOKIIUHUIECKOrO Hccnenéﬁam IeKapCTBEHHOTO cpe,uéiné. mm BeTéanapHoro
OpUMEHEHHUA MofyT " 651'&. MPeJCTaBIEeHbI peathTaTm JOKIMHIYECKOTO
UCCIIeAOBaHNA céo'r.BéTc;rlnsyxomefo» nercapc*rsennéfo npenapara A MEAULMHCKOTO
npmenermx,‘ 2 BMeCTO OT4eTa O pe3synbTaTax KIMHUYECKOTO HCCIeHOBaHUA
JIEKapCTBEHHOTO npenap_a'ra 1A BETEPUHAPHOTO NPHMEHEHUS — o630p HayIHBIX
gaHﬁLD( O pe3ylsTaTax Hccﬁe,uoaannﬁ ‘Ha  BHJaX xcﬁBOTHLD(, | ‘KOTOPBIM‘
NpeAHa3sHaYaeTcs ﬁccne‘nyeMHﬁ JeKapCTBEHHBIH Mperapary;

2) wacte | crateu v26" mocyne CNOB «rpynn‘n’ponormgro Hame_noaal_mjx'
-JlelcachBeHHoro Iperapara,» AONOIHUTD CII0BaMHU «JIeK'a;pCTBeHI:-II;IX TpenapaToB IIJDI |
ﬁeTeanapHoro anMéHerm, npefHa3sHAYeHHBIX A neqeﬁnx noMatmm
XXMBOTHBIX, ONpeNeleHHbIX (Denepanmﬁm 3akoHOM ~ OT 27 pnexabps 2018 : I.
Ne 498-<I>3 «O6 OTBETCTBEHHOM OOpPAINEHHH C XXUBOTHEIMU B O BHECEHHH H3MEHEHHIH
B . OTHeNbHEIE 3aKOHOJaTeNbHBIE akTel Poccuiickoit ®epepamuu», pasee
3aperucTpupoBaHHEIX B Poccuiickoit ®enepanyy ‘B KauyeCTBe nercap&rnermm
TPENapaToB A METHIMHCKOrO IPUMEHEHHS,).

Cratpa 2

Hacrosmuii ®exepanbHELi 3aK0H BCTYNAET B CHIY CO ;[H;t ero O(bHﬁHaHLHOFO

- OMyGMUKOBAHUSL.

Hpéan,zfeHT ‘ .
Poccuiickoit ®enepanyuu - B.Ilyrun



HOSACHUTEJIBLHAS 3AITUCKA
K NPOoeKTy ¢enepajbHoro 3aKona
«O BHecennn H3MeHneHui B cTaThH 17 1 26 MeaepajbHOro 3aKoHA
«006 o6pamennu JeKapCTBEeHHBIX CPEACTBY

3aKOHOIIPOEKTOM npe,unaraeTca' B 3aKOoHOAaTeNscTBe 00  OOpameHuu
JIEKapCTBEHHBIX CPEACTB YCTaHOBHMTh YNPOLIEHHYIO NpPOLEAYPY TIOCYAapCTBEHHOM
PEeTHCTpAlMH  JIEKapCTBEHHHIX  IPENapaTtoB Ui  BETEPHHApPHOIO pHUMeEHEHHS,
HCTIONB3YEMBIX I JIeYeHHs JAOMAINHHX XXHBOTHBIX. Takyio Hpouexypy npe,unaraeT¢x
)'CTaHOBPITB JUIA TeX BUIOB JIEKapCTBEHHBIX CPEACTB I BETEPHHAPHOIO nplmenenm,
KOTOpBIe TIPOYNILIH HCOGXO}IHMBIC nccne,uonanml, a Tame ' 3apETHCTPHPOBAHE! B
Poccuitckoti ®enepanuu B Kaqec'rne JleKapCTBeHHLIX CpCIlCTB s MCJ.'I;HIIHHCKOPO
TIPHMEHEHIS. | |

Hpmeneﬂne'_ne_xapcfnemmn{ npeﬁapardB Ha TepPHTOPHH Poccuiickoit Pdenepanyy
BO3MOXKHO TONEKO B CIydae; eClli OHHU 3apeTHCTPHPOBaHEI B COOTBETCTBYIOLIEM peeéipe
JIEKapCTBEHHBIX CPeACTB. B HacTosImee BpeMﬂ‘ B Poccnﬁcxoﬁ @eneparuu AeACTBYIOT JBa
peecTpa INIEKApCTBEHHBIX CPEACTB — JUIA Me,r_munnélcoro Q4 BeTepHHapHoro
mpumeHeHus. JlaHHEIE peecTpEl BeyTcs PasHEIMH IOCYJapCTBEHHEIMH OpraHaMH.
CooTrBeTcTBEHHO, 4TOOBI BeTepMHapHas KJIMHHKA HIM BETEpHHAPHEIH Bpad MOIIIHM
OpUAMEHATh KakKoH-Tub60 MeOUIMHCKUE mpenapar AJIA JIeYeHHS JOMAIIHHX )imBOTHi:Ix,
3TOT Mpenapar JgOKeH OHITH BHECEH . B | peecTp | JIeKapCTBEHHBIX cpe;(cTB s
BETEpUHAPHOI'O NPUMEHEHHUS.

JlekapcTBeHHEIE MpenapaThl A4 BeTepUHAPHOTO NPHMEHEHHUA NPEAHA3HAYCHBI Ui
- JIe4eHHsd HKMBOTHBIX, B TOM qucie IS CENBCKOXO3AHCTBEHHBIX (IMPOXYKTUBHEIX)
KHUBOTHBIX, H JI IOMAITHUX KUBOTHBIX.

Ha rexymuit MOMéH'_r PEECTp JIeKapCTBEHHBIX CpEICTB JAJ BETEPHHApHOIO
NPUMEHEHUS COJEPXHUT BCEro OKONMO 2 THIC. NO3MIMHA, & peecTp Mid METUIMHCKOro
OpUMeHeHHs comepxuT 6onee 18 Teic. HauMmeHoBanmWii. B peécmpe JIeKapCTBEHHBIX
CPEACTB [I1 BETEPHHAPHOIO NpPHMEHEHHs, KaK NPaBHJIO, COAEpXAarcs Mpenaparhl A
Jie4eHU GoNe3Hel XHBOTHBIX, KOTOPEIE MOTYT GHITh OOIIHMMHE [ JKHBOTHEIX M YeJIOBEKA
(mpoTHBONapasuTapHEIe, MpodUIaKTAYeCKHe U T.I.). B To xe Bpem, UBOTHBIE JaCTO

GoJIEIOT TeMH e GONe3HAMH, YTO ¥ JIFOH, U MPOLIECC KX JICIEHHS COIOCTABUM.

—
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Ceronna 6onee ,-50%, cemeit B PoccHu MMeroT DoMamHUX IATOMIEB. B Hamei
CTpaHe HACYMTBHIBAaeTCA OKOJNO 65 MiH. Kxomek U co6ak, KOTOphle HaXOAATCA Ha
COIEpXaHUM y IpakiaH, M 3TO YUCIO € KaKABIM I'OJIOM pac*ré'r. Hpﬁ aToM, 83-%
BnaJieJILneB CYHTAIOT ' IOMALIHEe >KUBOTHOE qieHOM CEMBH, JpPYTOM, KOMIIAHBOHOM.
Be3ycnoBHO, BIIafeNbisl XHBOTHEIX [IEPEXMBAlOT 32 CBOHX IIMTOMIEB H CTaparoTCs
TIPOJIIMTE UM JKU3HB, o |
. Berepunaphzie KIWMHAKA o BETCpMHApHEIE Bpadd B - CBOEH npamm(e» OCTpO
HYXJAIOTCA B ﬁcnOmonamm NIeKapCTBEHHBX npénapaTOB i Me,nmﬁmmdro
IpUMEHEHHS B CBOei Jle}ITeJIBHOCTPI, TaK KaK OHH 9JacTo aq;(pelc'mnnee, a MHOTZ2 He
MMEIOT aHATOTOB JIEKapCTBEHHBIX MPEMapaToB, BKIIOYEHHBX B BeTepHHapHBIPI peecm
10 03HAYAET, 9TO (GopMaIBHO BeTeanapHLm Bpad HE UMeeT HEOOXOIMEIX cp_encTB ans
JIedeHUs. KMBOTHOTO, XOTS OGBEKTHBHO HWYEr0 He MpEMATCTBYET HCIOIB30BAHMUIO
HYXXHOTO MEIHUIIMHCKOTO Ipellapara, T.‘K. IIpaKTUKa NPHMEHEHHS -TaKm(“npenapaToB yxe
JaBHO CHOXMIACh. - | |

TaxuMm ob6pa3oM, BeTepUHApPHBIE Bpa4M CEPHE3HO OrPaHUYEHBI B MCHOJIE30BaHHMH
IpenaparoB I JIEYEHUA XUBOTHBIX. JIekapCTBeHHBIE ITpenapaThl I11 BETEpHHAPHOTO
IPUMEHEHUs IS aHeCTe3WH XUBOTHEIX TIpH IPOBEACHHH Omepalii He JAIOT HY)XHOTO
adpexra, NOSTOMy YacTO Bpauu B Hapyrﬁenne 3aKOHOMATENBCTBA  HCIONB3YIOT
MEJMIMHCKHE TperiapaTsl, HHaYe XHBOTHOE MOXET IIOTHOHYTh, HE CMOXET IIepeHeCTH
‘6onepodt mokx. Jnsa peaHHMAalMH JKMBOTHBIX HCHOJB3YeTCs aJpeHaldH, ‘arpomfm,-
AONAMWH, HODAJ(PEHANMH, JMNOKOWH, HO BCE 5TO MpemapaThl i MEHMITMHCKOro
npmeﬁemem, JU14 JIedeHUS moneﬁ AHAaTIOroB UM IO 3(heKTUBHOCTH B BETEPHHAPHY HET.
Ilpenapats fnst nedeHus 3y6OB TakKe OTCYTCTBYIOT B BETEPUHAPHOM DEECTPE, IOTOMY
YTO 3TO HE aKTyalbHO Jist CETbCKOXO3HCTREHHEX MUBOTHBIX, HO BEChMa aKTyalIbHO ANA
JOMAIIHUX IIUTOMIIEB.

Taxue MeaunuHCKHE IpenapaThl MOTYT SBITB‘BKJIIOHCHBI B BETEpHHAPHEIN peecTp,
HO Ha TEKYIIHH MOMEHT IPOM3BOJHMTEILIM Me,z[mnﬁcm JIeKapCTB Hpoc'ro HEBBITOAHO
MIPOXOAMTH BCIO IPOLENYPY pe_mCTpamm IIpenapaToB JUIA BeTepHHAPHOIO npnMeHeHm,
a Taloke aJalTHpOBaTh NPOU3BOACTBEHHEIE IIPOLIECCH. B 3TOM CBSI3U npobiieMa ocTaercs

HEpELIEHHOI1.
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ITosToMy mpepmmaraeTcs YNpPOCTHTH INpPOLEAYPY PETHCTpAIdH JEKapCTBEHHBIX
IpenaparoB JUIi BETEPUHAPHOrO NPHMEHEHMA, MpeAHa3HAYEHHBIX IJIA JIeYeHuUs
JOMAIIHUX XMBOTHEIX, ONpENCICHHBIX (DenepaJILHHM 3akoHOM ot 27 mekabps 2018 r.
Ne 498-®3 «O6 OTBETCTBEHHOM obpallleHiH C JKUBOTHEIMA M O BHECCHHU M3MEHEHHH B
OTAeNbHbIE 3aKOHOAATENBHBIE - - AKTBI Poccuiickoit (Denepanmm, paHee
3aperucTPUPOBaHHEIX B Poccuiickol Pefiepaliuy B Ka4ecTBe EKAPCTBEHHBIX IpenapaToB
AT MEIUIIMHCKOTO TIPYMEHEHHUSL. | |

Taxoit nozlxd,u. TIPEOCTABHUT BO3MOXHOCTH (papMalieBTUIECKUM Komanm
PErucTpUpOBaTh CBOM MpenapaTel He i‘QJ‘IBKo HCKITIOYUTENEHO U METHUHHCKOro
IIPUMEHEHHS, HO U ISl BETEPUHAPHOTO HpUMEHEHMUAL. | A

BerepuHapHEIM = KIMHHKAM M BpayaM pealH3auud MHaHHOIO 3aKOHOIPOEKTa
IIO3BOJIMT  KCIIONB30BATh rtpn NIeYeHUH JIOMaII__[HI/D(. )KHBOTHBIX JONOJHUTEILHEIE
JIEKapCTBEHHEIE CPEJICTBa U3 pacumchHoro_rocynachBeHHoro peectpa neicapcrnér{rmm

CPEJICTB I BETEPUHAPHOIO NPUMEHEHHS.




OUHAHCOBO-9KOHOMNYECKOE OBOCHOBAHHE
K HpoeKTy (eaepaibHOro 3aKoHa
«O BHecenHH H3MeHeHMH B cTaThi 17 1 26 ®efepaJbHOro 3aK0HA
«06 oOpaniennH JeKaPCTBEHHBIX CPEACTB

Peamusamusi moNOXeHMA npoexta ¢emepanpHoro 3akoHa «O BHECEHHU
usMeHeHu# B cratbM 17 @ 26 @enepalsHOTO 3aKOHa «OG " oOpameHun
JIEKapCTBEHHBIX 'cpencn'a» He moTpeOyer GMHAHCOBHIX 3aTpaT M3 CpPEACTB
denmepansHoro Glopkera, a TakKe CPEICTB GIOIKeToB CyGhekToB Poccuiickoi

Denepanuu.




NNEPEYEHb |
32KOHOB H HHBIX HOPMAaTHBHbBIX IPABOBBIX AKTOB, HOAJIEKANHX NPH3HAHHIO
YTPATHBIIMMH CHJIY, IPHOCTAHOBJICHHIO, H3IMEHEHHIO, TONOTHEHHIO HIH
NPHHATHIO B CBS3H C IPHHATHEM K HPOEKTa (elepaibHOro 3aKoHa
«O BHecennd H3MeHeHuii B craTbl 17 u 26 PexepaibHOro 3aKoHa
«O6 oOpanieHnH TeKAPCTBEHHBIX CPEACTBY

Ilpunsrue npoexra (be,uepainanoro | 3akoHa «O BHeCEeHMW H3MEHEHHH B
cratbi 17 u 26 PenepansHoro 3akona «O6 obpaleHUH eKapCTBEHHBIX CPEACTB» He
norpebyeT NpUHATHSA, NpPH3HAHWA YTPATHBIINMH CHIY, IPHOCTAHOBIEHUS __H'J'nil
M3MEHEHHUs (eNepanbHEX 3aKOHOB, 'HopMaTHBHLDﬁ NpaBOBEIX akToB IIpeamjeHTa
Poccuiickoit ®eneparuu, IIpaButenscrBa Poccuiickoit (Dei(epamm, (l)en_cpanm_mm

OpPraHOB HCIIONHUTEINHHOH BIACTH. -




vflemytaty Tocynapcrsenrott JiyMst

ki | Depepansroro Cobpanms
S I Poccutickoit ®efepauun
NPABHTEJIBLCTBO i
e i B.B.bypmaroBy
POCCHHCKOH DENEPAIAN ~
R | o Tocynapcersennas lyma
L e . . ®enepansroro Cobpanus
« 10, HoAGDR = nRl, | ~ Poccnﬁcxoﬁ denepatuy
% 11819n-011
MOCKBA
Ha Ne BYBB-4/3230 or 25 mm 2021 .
3AKJIIO‘IEHKE

' HA TPOeKT q)enepaaworo saxoHa "' BHeceHHH H3MeHeHuii B craTeu 17 1 26
DenepanbHoro 3axona "6 o6paeHun JTEKAPCTBEHHLIX CpeacTn”, BHOCHMbLIK
8 Focyaapereennyio ymy aenyrarom locyaapersensoi IlyMu
B. B.Bypma'ronuM

B coorBercrBHM ¢ wacthio 3 crathM 104 KomcrHTynuu Poccutickoit

. @epepamuu B [pasurenscrse Poccuiickoit depepauun paccMOTPeH IPOEKT

tdenepajbHOrO 3aKOHa C YHYETOM NpPeACTABJIEHHOro (MHAHCOBO-3KOHOMHYECKOTO
obocHoBaHHUA.

3akoHONMpOeKTOM  mpexnaraerca Buect B DemepansHbt  3aKOH
"O6 OOpalleHHH NeKApCTBEHHEIX CpencTB" H3IMEHEHMA, NPEXYCMATPUBAIOLIMe
YCTaHOBNEHHE YNPOIMEHHBIX TPeGoBaHMM NPU TOCYAAPCTBEHHOM peruCTpaIMHu
JIEKGpPCTBEHHBIX INpPENapaToB JUIs BETCPHMHAPHOIO NpPHMEHEHHMA IJIA JICHCHMA
JOMAIUHHUX JXMBOTHBIX, YTO IIO3BOJIUT coxcpamrb M3JEPKKH TIPH MNPOBEACHUM
TOCYAAPCTBEHHOR perdcTpauyd yKa3aHHBIX ne:capc'rse'nimx npenaparoB u Gyner
croco0CTBOBaTh TOBBILEHMIO HX .uoc'xynﬂoc'm I OKa3aHHMA BeTepHHapHOH
TIOMOIIM XOMAIIHHM HBOTHBIM.

3aKOHONpPOEKT COOTBETCTBYeT mnonoxeHusM Jlorosopa o EspasmiickoM
9KOHOMHMYECKOM CO03€, a TakiKe MONOXEHHAM MHBIX MEXIYHapOMHBIX .noronopon

L
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' Poccuiickoit enepans.




I1paBHTENECTBO ‘Poccuiickoti Depepanyy TONNEPKHBACT TpeACcTaBNeHHEI
3aKOHOIIPOEKT. ?

| 3amecrurens [Tpencenarend

TIpasurensctsa Poccutickol Deepaum -

PyxoBoputens Annapara [IpasutenscTsa
Poccutickoit eznepauuu




