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Mocksa

006 ycTaHOB/ICHHH BPEMEHHbIX 00513aTe/IbHBIX TPEeOOBAHMI NPH OCYLIECTBICHHH
A€ATEeJbHOCTH IO NPOH3BOACTBY JIEKAPCTBEHHDbIX CPEACTB (B 4aCTH NPOU3BO/ACTBA
JIeKapCTBEHHBIX CPEACTB ISl MEAHIHHCKOro NIPHMEHEHHs) HA TEPPHTOPHSX
Toneuxoii Hapoanoii Pecniy6yuku, Jlyranckoii Hapoanoii Pecny6sinku,
3anopoxkckoii 061acTH ¥ XepcoHcKoi 00J1acTH 0e3 noJyYeHHsi JTHICeH3HH
M nepeyHs rpyObix HapylleHHil YKa3aHHbIX TpeOoBaHHi

B COOTBETCTBHM C 4YacThi0 2 M NYyHKTOM 3 4acTH 3 cTate 22 PemepasbHOTO
KOHCTHTYIIMOHHOTO 3akoHa oT 4 okrsaops 2022r. Ne5-®K3 «O nopusstin
B Poccwuiickyio ®enepanuio [lonerxoit Haponuno#t Pecriybnvku u 00pa3oBaHiH B COCTaBe
Poccuiickoit Penepaunu HoBoro cybbekta — JloHenkoit Hapomnoit PecmyOmukun»,
YacThI0 2 ¥ NyHKTOM 3 4Yactu 3 ctared 22 PelepaipbHOro KOHCTUTYLHOHHOrO 3aKOHa
oT 4 oktsa6pa 2022 r. Ne 6-OK3 «O mpunstan B Poccuiickyro ®@enepanuto Jlyranckon
Haponnoit PecnyGnukua u  oOpasoBanuM B cocraBe Poccuiickort  ®enepanuu
HOBOTO cyonekTa — Jlyranckoit HaposHoii PecryGimuku», 4acTbio 2 U MyHKTOM 3 4acTH 3
ctateu 22 PenepadbHOTO KOHCTUTYLMOHHOIO 3aKoHa OT 4 okTabps 2022 r. Ne 7-0K3
«O npunsatuu B Poccuiickyio @enepaiiio 3amnopoxckoi obnactd u 00pasoBaHHM
B cocTaBe Poccuiickoit ®eepauu HOBOro cyobekTa — 3anopoxckoil 0061acTi», 4acThio 2
i nyHktoM 3 dYacth 3 crathu 22 @enepalbHOr0 KOHCTUTYLIHOHHOIO 3aKOHa

or 4 oktabps 2022r. Ne8-DK3 «O mnpumsarum B Poccuiickyro @Denepauuio
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XepcoHckoii obnacth u oOpa3oBaHMM B cocTtaBe Poccuiickoit ®enepanuu HOBOTO
cyObekta — XepcoHCKOW 061acTW», MYHKTOM 2 T[IOCTaHOBJEHHs IIpaBHTENbCTBA
Poccuiickoit ®enepanuu oT 24 mapra 2023 r. Ne 463 «O npuMeHEHUH Ha TEPPUTOPHIX
Honenxoit Hapomuoit Pecmy6nuku, JIyranckoit Hapoxnoit PecmyGiuku, 3amnopoxckoit
obmactu u XepcoHckoit oOmacTu 3akoHomarenscTBa Poccuiickoit ®enepaiuu
O JIMIEH3UPOBAaHUU OTHENIBbHBIX BHIOB JEATEIBHOCTH», IIYHKTOM 13 mepedHs BHIOB
JEITENIbHOCTH U3 4YHMCia YKa3aHHBIX B dacT | crateu 12 ®enepanbHOro 3aKoHa
«O NWIEeH3UPOBaHWUH OTAENBHBIX BHAOB [EATEIBHOCTH», OCYIIECTBICHHE KOTOPBIX
Ha Tepputopusix oneuxoit Haponnoit Pecy6nuku, Jlyranckoit HapoaHo#t PecryOmmka,
3amopoxckoii obmacth U XepcoHCKoM oOmactu nomyckaercs ¢ 1 mapra 2024 .
0e3 moIydeHHs JHLEH31H , GbenepalbHBPIX OpPraHOB HCHOJMHUTENBHOM  BIIACTH,
YIOJIHOMOYEHHBIX Ha YCTaHOBNIeHHe Ha Tepputopusix Joneuko# Haponroii Pecmy6mnky,
JIyranckoii Hapommo#t PecrmyGmuxu, 3amopoxckoii o0nacTH u XepCOHCKOH 06macTu
BpPEMEHHBIX 00s3aTeNbHBIX TpeGoBaHMI H NepedHs IpyOBIX HapyLIEHHN BPEMEHHBIX
00s3aTenpHBIX TpeOOBaHM, WU OpPraHOB TOCYHApCTBEHHOM BIIACTH, YITOJIHOMOYEHHBIX
Ha OCYILECTBIICHHE T'OCYAAPCTBEHHOr0 KOHTPOIIA (Haa30pa) 3a COOMOACHHEM BPEMEHHBIX
obs3aTeNbHBIX  TpeOOBaHMMU, yTBepXJeHHOro mocraHopileHueM IIpaBurenscTsa
Poccuiickoit ®enepauuu ot 24 mapra 2023 r. Ne 463, npuKa3bsIBalo:

1. VYTBepmuts:

a) BpeMeHHbIe 00s3aTelbHBIE TpeOOBaHWA IPH OCYIIECTBICHHH JEATEILHOCTH
MO TPOM3BOACTBY JIEKapCTBEHHBIX CPEACTB (B 4YaCTM IPOH3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB Uil MEOWUIUHCKOTO IpUMEHeHMs) Ha Teppuropusax Jloneukoit Haponxoii
Pecry6inku, JIyranckoit Haponuoit Pecry6uuxu, 3anoposkckoi o6nacti ¥ XepCOHCKOiA
o6sacTH coriacHo npunoxxeHuio Ne 1 k HacTosIeMy MTpUKa3y;

6) mepedyeHb TrpyObIX HapylIeHHWH BpEMEHHBIX OOS3aTeNBHBIX TpeOoBaHMI
IpA  OCYLIECTBIIEHMH [EATEIBHOCTH 10 IPOM3BOACTBY JIEKAPCTBEHHBIX CPENCTB
(B 4acTM MPOM3BOACTBA JIEKAPCTBEHHBIX CPENCTB /I MEJHIMHCKOTO MPMMEHEHHs)
Ha TeppuTopusx Jloneuxoit Haponuoit Pecy6muky, Jlyranckoit Haponnoii Pecry6Gnku,
3amopoxcKoii o6macTh M XepcOHCKOM o6nacTH cOrMacHO IpuioxkeHuro Ne 2

K HACTOSLIEMY IIPHKa3y.
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2. KoHTposb 33 HMCNOJIHEHHEM HACTOSIMIEr0 NPHKa3a BO3JIOXKHUTH HAa 3aMECTHTENs
MHuHKCTpa NPOMBIIIIEHHOCTH U Toprosim Poccuiickoit ®enepauuu E.I. ITpuesxkeny.

3. Hacroammii mpuka3 BcTymaer B cuimy ¢ | wmapra 2024 r. u gelictByer

no 1 suBaps 2025 r.

Bpuo Musnuctpa B.C. OcbmaxkoB




IMpunoxenue Ne 1

K npuka3y Musnmnpomropra Poccun

Bpemennbie o6si3aTe/ibHbIE TPEOOBaAHHS
ANpH OCYIIECTBJICHHH AeATeJILHOCTH N0 NPOH3BOACTBY JIEKAPCTBEHHBIX CPeACTB
(B 4aCTH MPOH3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEeIHIHHCKOro NPHMeHeHHU )
Ha TeppuTopunx {lonenkoit Hapoanoi Pecny6nukn, Jlyranckoii HapoaHoii
Pecny6ankn, 3anopoxckoii o61actu u XepcoHckoii o61acTu

1. Hanuype y = [OpHAMYECKHX  JIML,  OCYIIECTBIAIOIIMX  JAeATeIbHOCTh
[I0 [POM3BOACTBY JIEKAPCTBEHHBIX CpeACTB (B YacTH IPOU3BOJACTBA JIEKAPCTBEHHBIX
CPeICTB Ui MEOWIMHCKOTO NpHMEHEHHs) (Jajiee — IPOM3BOAUTEND), MOMEILEHHUH,
3JaHUi, COOPYXEHHH M UHBIX OOBEKTOB, TEXHHYECKUX CpEICTB, 00OpydOBaHHUS
U TEeXHHYEeCKON JIOKyMEHTalliM, NpHHAIekAlMX €My Ha I[paBe COOCTBEHHOCTH
WIX Ha MHOM 3aKOHHOM OCHOBaHMH, HEOOXOMUMBIX IJIs BEITIOTHEHHUS 3agBIIsieMBIX pabor,
COOTBETCTBYIOIIHMX yYCTAHOBJICHHBIM TPeGOBaHHUSM .

2. CooTBeTCTBHE MMPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB Ui MEAMLMHCKOIO
npuMmeHeHus [lpaBmwiam Hajmexamed NpPOU3BOACTBEHHON mnpakTuku EBpasuiickoro
SKOHOMHYECKOro  coio3a, yrBepxaeHHbIM Pemennem Cosera  EBpasuiickoit
SKOHOMHYECKOH KoMHccHMH OT 3 Hos6psa 2016 r. Ne 77 «O6 ytBepxkaenuu IIpaBun
HaJjexamieii NpoU3BOACTBEHHON mpakTHKH EBpa3smiickoro 3KOHOMHYECKOTO COI03a»
(o¢puumaneHelii caiit EBpasmiickoro skoHoMmdeckoro corosa http://www.eaeunion.org/,
21 HosiOps 2016 r.), KOoTOpOE sABNIsAETCA 00A3aTenbHBIM AN Poccuiickoit Penmepauuu
B coorBerctBuM ¢ JloroBopoM o0 EBpa3suiickoM 3KOHOMHMYECKOM  COIO3E,
patu¢uLupoBaHHeiM DenepanbHbIM 3akOHOM 0T 3 okTaOpa 2014 r. Ne 279-®3
«O paruduxamuu Jorosopa o EBpa3suiickoM 3KOHOMHYECKOM COI03€» (BCTYNHJI B CHIY
s Poccuiickoit @enepaunu 1 ssasaps 2015 r.) (nanee — IIpasuna GMP, EASC).

3. Haiuue NpPOMBINUIEHHBIX PpEerjiaMeHTOB WM HalW4he pPerlaMeHTHUPYIOLIHMX

AOKYMEHTOB, YTBEPXIACHHBIX PYKOBOAHUTCIIEM IMNPOU3BOIUTECIIA U BKIKOYAIOIMHX B cebs

'MoanyHkt «a» myHkrta S5 TloNOXeHMs O JIMUEH3HPOBAHMM IPOM3BOACTBA JIGKAPCTBEHHBIX CPEJCTB,
yTBepIKAeHHOro noctaHoBneHueM I[Ipasutenscrea Poccuiickoii ®enepaumu ot 06.07.2012 Ne 686.
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nepedeHp HCHONb3YeMbIX (papMaleBTHIECKUX CYOCTaHIMA M BCIIOMOTATEIbHBIX BEIECTB
C yKa3aHMEM KOJIMYEeCTBA KaXXIOro M3 HUX, JaHHbE 00 HCIONbE3yeMOM 06OpydOBaHWH
U OMNHCAaHHE TEXHOJIOIMYECKOT0 IIpolecca W METONOB KOHTPOJA Ha BCeX IJTamax
IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO NIPUMEHEHHS.

4. Hanmyype ynonHOMOYEHHOro jauia (YMOTHOMOYEHHBIX JIMIl) IPOM3BOMUTEA,
SBISIOIIErocss €ro pabOTHMKOM, KOTOPO€ IpH BBOAE JIEKAPCTBEHHBIX CPEACTB MJIA
MEIUIHUHCKOTO NPHUMEHEHHS B TPaXXTAHCKUN OOOPOT OCYIIECTBISIET IOATBEPXKIACHHE
COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB IS MEQULMHCKOrO MpUMEHEHHs TpeOOBaHUAM,
YCTaHOBIEHHBIM TIpM HMX TIOCYJApCTBEHHOM  pEeruCTpallid, M  TapaHTHpPYET,
YTO JIEKapCTBEHHBIE CpeACTBAa [JI MEJHLIMHCKOrO0 MNPHUMEHEHHS TMPOU3BEAECHBI
B COOTBEeTCTBHH ¢ TpeOoBaHmsMu [IpaBun GMP, koTopoe aTTecTOBaHO WM BKIOYEHO
B peecTp YIOJHOMOYEHHBIX JIMI[ IPOU3BOAMTENEH JieKapcTBeHHbIX cpelacTB EAJC
WA uMeer oOpa3oBaHMe H CTax paboTEl B COOTBETCTBHH C IIOAMYyHKTaMH
«a» — «3» mynkta 2 Ilopszgka aTrecTanuy yNOMTHOMOYEHHBIX JIMI[ NMPOM3BOAMTENIEH,
yrBepxkeHHoro PemenueM CoBera Eppasmiickoii 3KOHOMHYECKOH  KOMHCCHH
or 3 HosOps 2016r. Ne73 «O Ilopsnke arrecTallud YTOTHOMOYEHHBIX JIHI]
IIPOU3BOJAMTENIEH JIEKapCTBEHHBIX CPEICTB» (O(bnﬁuansnmffl caiit EBpasuiickoro
SKOHOMHMYECKOTO CO103a http://www.eaeunion.org/, 21 Hos6ps 2016 r.), koTopoe ABIAETCS
obs3aTenbHBIM 1 Poccmiickoit ®enepaumu B coorBercTBHM ¢ JloroBopom
o EBpa3suiickoM 3KOHOMHYECKOM CoOI03€, paTHPHUUUPOBAaHHEIM DelepanbHBEIM 3aKOHOM
or 3 okrabps 2014 r. Ne 279-®3 «O .patudpuxauuu [loroBopa o Espasmiickom
SKOHOMHMYECKOM coro3e» (Bctynui B city A Poccutickoit @enepanuu 1 suBaps 2015 r.)
(nanee — Ilopsnok arTecTanuu), a TakKe COOTBETCTBYET TpeOOBaHUSAM, yCTaHOBIEHHBIM
myHKTamu 3, 4 u 6 Ilopsiaka aTTectaumm.

IIpy Ha3Ha4YeHHWH HOBOIO YMOJTHOMOYEHHOrO JHIa (YIIOMTHOMOYEHHBIX JIHL)
IPOM3BOIUTENSI POU3BOUTENb 00s13aH B TeueHHe 10 paGoumx gHeH co JHS Ha3Ha4YeHUs
YBEAOMHUTH JHMIEH3UPYIOIMUi opraH o ¢(aMWINM, UMEHH H OT4YecTBe (IPU HAINYNH)
YIIOJTHOMO4YEHHOT0 HIa (YIIOTHOMOYEHHBIX JIUII) U JaTe ero Ha3Ha4YeHHs.

5. Hanuune paGOTHHMKOB, 3aKIOYMBILIMX TpPYJAOBbie JOTOBOPHI, HMEIOLIMX

BRICIIEE HJIK CpelHee IpodeccCHOHAIbHOe  (hapMaleBTHYECKOe, XMMHYECKOE,




XMMHKO-TEXHOJIOTUYECKOe, OHMOJIOTHYECKOe, OHOTEXHOJIOTHYEeCKOe, METHIHHCKOE
WIM BeTepUHapHOe O0Opa3oBaHHE, OTBETCTBEHHBIX 3a IIPOM3BOACTBO, MAapKHPOBKY
U KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB AJIsi MEAULIUHCKOTO MPUMEHEHUS.

6. Cobmonenue npousBoauTeneM TpeGoBaHui ctatbu 45 DezepaasHOro 3aKoHa
or 12 amnpens 2010r. Ne61-®3 «0O0 oOpameHnH JeKapcTBEHHBIX CpPEICTBY,
3a MCKIIOYEHHEM CIIy4aeB, YCTAaHOBICHHBIX CcTatbedl 4 DenepalbHOrO 3aKkoHA
or 17 ¢espans 2023r. Ne16-®3 «O6 0COGEHHOCTAX INPABOBOIO PETryITHPOBAHHSA
OTHOLIEHHH B cepax OXpaHBl 370pOBbA, 00A3aTENHHOrO MEIUIMHCKOTO CTPaxOBaHH,
obpallieHus JIeKapCTBEHHBIX CpPEeACTB W OOpallleHHs MEeIWLWHCKMX H3JeNIHdi B CBS3M
¢ npunsatueM B Poccuiickyto ®enepauuto Jlonenxoit Hapoguoit Pecny6muku, JIyranckoit
Hapoguoii Pecrrybnuku, 3amoposxckoii obnactd B XepCOHCKO#H o0nacTH», O 3ampere
IPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB Ui MEAULMHCKOrO IIPUMEHEHHS ¢ HapyIIeHHEM
ITpaBun GMP.

7. Cobmonenne mpousBoauTeneM TpeGoBaHuit crateu 57 DefepalbHOro 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHUH JEKapCTBEHHBIX CPENCTBY» O 3ampeTe
IpPONAXHU HeJZOOpOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB Uil  MEQHMIHUHCKOTO
npuMeHeHus, (GanbCHPUIUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB U1 MEAMIIMHCKOTO
HpUMEHEHHs 1 KOHTpaQaKTHBIX JIEKapCTBEHHBIX CPEACTB U1 MEAULMHCKOTO IPHMEHEHHS
C ydeToM TpeOOBaHMH, YCTaHOBJIEHHBIX crTaThei 4 DenepanbHOro 3aKOHA
ot 17 despams 2023r. Ne 16-®3 «0O6 o0co6eHHOCTAX MPAaBOBOTO pPETYIMPOBAHUS
OTHOILIECHHI B cepax OXpaHBI 3IOPOBbA, 00S3aTENIHHOTO METUIIMHCKOTO CTPaXxOBaHHS,
ofpallleHnsl JIeKapCTBEHHBIX CpeACTB M OOpallleHHs MeAMIMHCKHX M3JeNUii B CBA3H
¢ npunsatueM B Poccuiickyio ®enepamuro Jloneukoit Hapoanoii Pecrry6muku, Jlyranckoit
Hapopgnoii Pecry6mmku, 3anoposxckoi 061acti 1 XepcoHCKoH obiacThy.

8. CobmoieHie TpaBUJI XpaHEHHs JIEKapCTBEHHBIX CPEIACTB I MEIHLIMHCKOTO
NIPUMEHEHHs B COOTBETCTBHH cO cTaThell 58 MDenepanbHoro 3akona ot 12 ampens 2010 r.
Ne 61-®3 «O6 oOpameHMH JeKapCTBEHHBIX CPEACTB» C Y4eToM TpeGoBaHMI,
yCTaHOBJIEHHbIX ctatheil 4 DenepaipHoro 3akoHa or 17 ¢eBpams 2023 r. Ne 16-3
«O6 0cOoOEHHOCTSAX MPABOBOTO PETyIHMPOBaHUS OTHOLICHUH B cepax OXpaHBI 340pOBbS,

00513aTENILHOTO MCOHUIMHCKOr0 CTpaxOBaHUI, 06pamerm JICKApCTBCHHBIX CpPE€ACTB
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U o0OpallleHHd MeAMIMHCKUX U3AeNuil B CBA3U C NMpHHATHEM B Poccuiickyro Pexepaliuro
Jonenxoit Hapomuoit Pecmy6muxu, Jlyranckoit HapomHo#t Pecmy6Gnuku, 3amoposxkckoit
obnactu u XepCOHCKOit ob6nacTuy».

9. CobOmoaenne TpeOOBaHHUH, MPELYCMOTPEHHBIX MONIYHKTAMH «a» — «O»
nyakra 5' IlonoxeHHs O JIMIEH3UPOBAaHHH IPOM3BOACTBA JIEKAPCTBEHHBIX CPEJCTB,
yTBepKIAeHHOro  mocraHoBieHueM  IIpaButensctBa  Poccmiickoii ~ ®ezepanuu
ot 6 mrong 2012 r. Ne 686, npy HaMepeHHH MPOU3BOAUTEINS OCYILECTBIATh IPOU3BOACTBO
¢apMaleBTHUECKO#H CyOCTaHIINM CIIMPTA STHIIOBOrO (3TaHona) (Hapsaxy ¢ TpeGOBaHUAMH,
NpegyCMOTPEHHBIMH ITyHKTaMH | — 8 HacTOAIMX BPEMEHHBIX O00A3aTeNbHBIX
TpeGoBaHMit).

10. Cobmonenue TpeOOBaHHH, MPEeIyCMOTPEHHBIX IMOAIYHKTaMH «@» — «H»
nmyakta 5% ITojoXeHHs O JIMIEH3MPOBAHHM IIPOM3BOACTBA JIGKAPCTBEHHBIX CpEICTB,
yTBepXXAeHHOro  mocranopieHueM  IIpaButensctBa  Poccuiickoit ~ @emepauuu
ot 6 mrons 2012 r. Ne 686, mpu HaMepeHHH NMPOU3BOAUTENA OCYILECTBIATH IPOH3BOACTBO
CIIMPTOCOAEPXAIIUX JIEKAPCTBEHHBIX IPENapaToB, a TakkKe IMPOU3BOACTBO JPYIHX
JEKAPCTBEHHBIX CPEACTB MJIA MEOWLIHHCKOTO NPHMEHEHHS C MHCIOIB30BaHHEM
dapMalleBTHYECKOM CyOCTaHLIUMM CIIMPTA dTHIOBOro (3TaHoNa) (Hapaay ¢ TpeGOBaHHAMH,
NPeAyCMOTPEHHBIMH IIyHKTaMH 1 — 8 HacTOSIMX BPEMEHHBIX OOA3aTENBHBIX

TpeboBaHHii).




IIpunoxxenne Ne 2

K npuka3zy Munnpomropra Poccuu

ot L}@M 2908 No FHfP

Iepeuenn
rpyobix HapymeHnii BpeMeHHbIX 00si3aTeIbHBIX TPeGoBaHHH MPH OCYIHIECTBICHHH
AEeATeJIbHOCTH MO NPOA3BOJCTBY JIEKAPCTBEHHLIX CPEACTB (B YACTH NPOH3BOACTBA
JIEKAPCTBEHHBIX CPEJCTB /ISl MEAHIHHCKOro NPAMEHEeHHs) HA TEPPUTOPHAX
Honenkoii Hapoanoii Pecny6aunxu, Jlyranckoit Hapoanoii Pecny6ankn,
3anopoxckoii 06;acTu 1 XepcoHnckoii ob6JiacTu

1. HeBblnoHEHHE MPOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB Ui MEAULIHHCKOTO
IpUMeHEeHHs TpeOOBaHMi{, IpeNyCMOTPEHHbIX IyHKTamMH | — 10 BpeMeHHBIX
00s13aTeNBHBIX TpeGoBaHHH npu OCYIIECTBJICHHH JEeSATENIbHOCTH
[0 TIPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB (B YacTH IPOU3BOJACTBA JIEKAPCTBEHHEBIX
CpPeICTB Ui MEIOWLIMHCKOTO TIpUMEHEHHMs) Ha Tteppuropusx JloHeunxoit Hapomnoit
Pecrry6muku, Jlyranckoit HapoaHoit Pecmy6nuku, 3anopoxckoi obmactu # XepCOHCKO#M
obnacTh, aBisoLMXCc npunoxeHneM Ne 1 K HacTosmeMy NpHKa3y, HOBJEKIee 3a coboit
HOCIEACTBUA, MpeaycMOTpeHHble dacThio 10 crateu 19.2 ®depepanpHOro 3akoHa

ot 4 mast 2011 r. Ne 99-®3 «O nuieH3HPOBaHUH OTJENBHBIX BUAOB AEATEIHLHOCTH.




