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O paccmoTpeHuu  ofpauleHHs O
B3aUMO3AMEHAEMOCTH N1EKaPCTREHHBIX
npenaparoer

OenepanbHas AHTHMOHOTIONbHANA cryx0a  paccMotpena  oOpaineHHe
000 «Bekrop-®apm» ot 28.10.2013 Ne 185 mo Bompocy B3aHMO3aMEHAEMOCTH
NIEKApCTBEHHBIX ~ TIperapaToB IS [AapeHTepalbHOIO  BBEOEHHA,  HMEIOIIHX
MEKIYHApOJHOe HeNaTeHTOBaHHOe - HauMeHoBaHue (manee — MHH) «MuTepdepon
anmpa 2b», TPH OCYIECTRICHMH 3aKyMOK Ui OGECTeYeHHA IOCYAapCTBEHHbIX
M MYHHIHNAJIBHBEIX HYXX, THcbMO XaHTE-Mancuiickoro YOAC Poccum ot 29.05.2013
Ne 03/BB-2459, pemenne Tarapcranckoro YOAC Poccun ot 15.04.2013 Ne 56-r3/2013,
pemenne Kemeposckoro YOAC Poccru ot 27.06.2013 mo neny Ne 232/3-2013, pemerne
Vamyprekoro YOAC Poccum or 26.06.2013 no gmemy Ne TI' 07-06/2013-108 3,
pemwenre Y®AC Poccuum mno Jlewunrpaackoit obmactu or 22.07.2013 no peny
Ne 554-03-4106-P3/13, pemenne YOAC Poccun mo Anraiickomy kpawo ot 19.06.2013
No 2903/8 u coolaeT.

B coorBercTBUM ¢ NMyHKTOM 1 craten 4 ®epepansHOoro sakoHa ot 26.07.2006
Ne 135-@3 «O 3amuTe KoHKypeHIHH» (Jajiee — 3aKOH O 3ai[uTe KOHKYPEHLMH) TOA
TOBapOM NOHHMaeTcsi OOBEXT IPaXAAHCKHMX IpaB, NpefHAa3sHa4YeHHBIH JUIA MpomaxH,
oGMeHa MM HHOIO BBEJEHUs B 000pOT.

CornacHo mnyHKkTy 3 crarbd 4 3akoHa O 3alUTe KOHKYPEHUMH HOZ
B3aHMO3aMEHAEMEIMH TOBapaMH MMOHHMAIOTCSA TOBaphl, KOTOPBIE MOTYT OBITH CPaBHMMEI
Mo HX (YHKIMOHAILHOMY HAa3HaYeHHUIO, NIPMMEHEHHUIO, KAa4YECTBEHHBIM H TEXHHUECKUM
XapakTepHCTHKaM, LEHe H JPYrHM IapaMeTpaM TakUM oOpa3om, 4TO NpHoOpeTarens
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JICHCTBUHTENBHO 3aMEHAET HIIM INOTOB 3aMECHUTE OMH TOBAap APYTHM IpH oTpeGnenu.

OGopoT NeKapCTBEHHBIX CPEACTB Ha Tepputopud Poccuiickoit ®epepanuu
perynupyercs DefepanbHbM 3akoHoM 0T 12.04.2010 Ne 61-d3 «O6 obpamenun
NEKapCTBEHHBIX CpefncTB» (manee — 3akoH o0 olpaiueHHH JIeKapCTBEHHBIX CPELNCTB),
cormacHo wactd 1 crareM 13 KOTOpOIO NeKapCTBeHHSIE NPENaparhl BBOATCH B
rpaxnanckuii  ofopor Ha Tepputopud PoccuiickoR QDepepanuu, eciaM  OHM
3apErMCTPUPOBAHBI COOTBETCTBYIOMIMM YHNONHOMOYEHHBIM {dellepanbHsiM  OpraHoM
WCITONHUTENBHOM BIIACTH. CrniezoBarensHo, JIEKAPCTBEHHBIH nperapar,
3aperHCTPUPOBAHHEIA B COOTBETCTBHH ¢ 3aKoHOAaTeNbcTBOM Poccuiickoit Qenepauuy,
ABJAETCA TOBAPOM B KOHTEKCTE aHTHMOHOTIONILHOIO 3aKOHOAATENBCTBA.

Kpome Toro, B COOTBETCTBMHM c0 cTareell 61 3axona 06 obpawenun
NEKAPCTBEHHBIX CPENCTB AHANOIMYHBIMH JIEKAPCTBEHHBIMH NpenapaTaMy ABASIOTCH
nexapcTBeHHble Tipenaparsl ¢ onuHakosbiMd MHH, onnHakoBBIMY JEXapCTBEHHBIMH
(hopMaM¥ ¥ ONYIHAKOBHIMH A03MpoBKaMH. CleZl0BaTeI5HO, IeKAPCTREHHBIE NPENapaThl ¢
oguHakoBhiME MHH, OZMHAKOBBIMH JIEKApCTBEHHBIMH {lOpMaMM, OJHMHAKOBBIMH
LO3NPOBKaMH M pA3HBIMH TOPIOBBIMM HAWMEHOBAHMSAMM CIEAYeT OTHOCHTE K
aHANOTHYHBIM JIEKAPCTBEHHBIM IIpenaparam.

B cooTtBeTCTBMM ¢ ITYHKTOM 16 craThH 4 3akoHa 06 obpallieHHH JeKapCTREHHBIX
cpeacts mnog MHH rnexapcTBEHHOro CpeACTBA NOHAMAaeTcs  HAUMEHOBaHHE
dapmauesTHuecKol  CyOCTaHUHMH, peKOMEHJOBaHHOe BceMupHol —opranusauuen
3apasooxpanenns (BO3).

Cornacno mnonoxeuusM BO3 nox MHH nonuMmaiorcs ¢apMaueBTHYeCKHe
cyOCTaHIMK UM AKTHBHBIE (apMaleBTHYECKHE HHTPEIUEHTH!, UMCEIOIME YHUKATbHEE
obwenpusnansie  HauMeHoBaumsd.  [lockonmeky MHH  orpawkaer ‘caoiicTBa
(apManeBTHYECKoN CyOCTAHIHN HIM aKTHBHONO (hapMaleBTHIECKOTO HHIPEAHCHTa, BCe
feKapcTBEHHbIE  CPeACTBa, HMelomMe omvHakopoe MHH, gomxser  OpiTh
IXBUBAJIEHTHRIMH.

B cBa3u ¢ TeM, uTO ¢apMaleBTHYECKHE CBOHCTBA JIEKapCTBEHHOIO Mperapara
SBISIOTCA €ro KaYeCTBEHHBIMH XapaKTepHCTHKaMM H ONpeJeNssioT BbIOOp norpeburend,
ananoruyneie no MHH, nekapcTeeHHOM QopMe H JO3HPOBKE JIEKaPCTBEHHEIE IIPENnaparsl
crieflyeT OTHOCHTD K B3aHMO3aMCHAEMEIM JIEKapCTBEHHEIM NIpetiaparaM.

BMmecTe ¢ TéM COIMIAcHO MYHKTY 5 cTarhy 4 3akoHa 06 obpalueHuy JeKapcTBEHHBIX
CPeACTB, MOA JIeKApPCTBEHHOH (OopMOA NOHHMAETCA COCTOAHHE JEKapCTBEHHOrO
Mpenapara, COOTBETCTByIOmiee cnoco6aM ero BBeleHHN M OpPHMEHEHHA M
obecrieynBaoiee NOCTIKEHHEe HeoGXoauMoro jedeGHoro sddexra. CliefoBarensko,
pasnuyHble (IO HAHMEHOBAHHIO) JEKAPCTBCHHbIE (POPMBI, COOTBETCTBYIOIIHE OLHOMY
cnocofy BBeleHMM M NPUMEHEHHA M OD0eCleYHMBAIOLIME NOCTHXXEHHE HeoOXOAMMOro
neseSHoro a¢dexra, clexyeT OTHOCHTS K B3AHMO3AMEHIEMBIM JIEKAPCTBEHHBIM hopMaM.
Tak, Hanpumep, JeKapcTBEHHBIE IIpenaparhl A IapeHTEpalsHoro (BHYTPHUBEHHOTO,
BHYTPUMBILIEYHOTO, [TOAKOKHOTO) BBEACHMA B JIEKapCTBEHHBIX opMax «nnoduiuzar
JAN1Sl IPHTOTOBNEHHS PACTBOPA», «IIOPOINOK JJIsl IPHIOTOBIEHHS PacTBOPAY», «KOHIEHTPAT
JNIA T[PHTOTOBIEHHS pacTBOpPA», «pacTBOP»,  «IHOQMIM3AT MANA NPHrOTOBIECHHA
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CYCMIEH3UH», «MOPOIIOK /I MpPUIOTOBICHUS  CYCHEH3HH» M «CYCIICH3Hs»
g3auMolaMeHseMbl.  JIHodunusarel, TOPOIIKM ., M KOHIUEHTparkl  Tpebyior
TpeaBapUTENLHONO pa3BefieHHa pacTBOopHTeneM. lIOCKONBKY B OpraHusM 4enloBeka
rnapeHTepa’bHBIM IyTeM BBOIMTCA HE JHO(HUIM3AT (IOPOLIOK, KOHUEHTPAT), 4 PacTBOp
(CycrneH3us), pasnuydsi TaKMX JIGKapCTBEHHBIX (OpM He OTpaXaloTcs Ha
TEpaneBTHYECKOM BO3NEHCTBHH 4 crmocofe BBENCHHMA JIEKAPCTBEHHBIX NPENapaTroB B
opragusm mauueHTa. TpeGoBaHus 3aKa3uMka O NOCTaBKE JIEKapCTBEHHOTO Mpenapara B
nexapcTBeHHOH (opMe «pacTBOP» HIIH «CYCHEH3HA» B CBA3M ¢ HEOOXOOMMOCTHIO
JIOMONHUTENBHOTC Pa3BENEHHS JHO(MHIM3aTa, NOPOLIKA HIH KOHIEHTpara ABIAIOTCA
HeoDOCHOBAaHHAIMH, [TOCKONEKY YAOOCTBO MPHMEHEHHS JEKaPCTBEHHOTO Mpenapara Jais
MeIUIHHCKOTO IepcoHalla He CBS3aH0 C TepaneBTHYecKoi 3¢ eKTHBHOCTHIO Mperapara.
HckmoueHneM  MokeT OBITh  MOCTaBKa  JIGKAPCTBEHHBIX  [pemapaTtoB  Jf
NapeHTepajbHOTO BBEACHHA B LUNPHI-PYYKaX, LINPUU-TIOOHKaX, NpeAHANOIHEHHBIX
WUMpHIAX ¥ AHANOTHYHBEIX YCTPOHCTBax BBEJECHMSH, MCIONB3YEMBIX HENOCPEACTBEHHO
fal¥eHTaMy BHe MEIHIMHCKUX OPraHH3alIMi.

Paznu4HEiE MO3MPOBKH NMEKAPCTBEHHBIX [PENAparoB TAKKE CHEAyeT CUUTATEH
B33aUMO3aMEHAEMBIMHE, €CIIH CYIUECTBYET BO3MOXHOCTB MX KPATHOrO COIOCTABIICHHS.
Hanpumep, omHy TabneTKy ¢ HO3MpOBKOM HelcTByrowiero semlectsa 100 Mr, MoxHO
3aMEHUTH JByMs TableTKaMyl aHaJIOTHYHOIO JIEKApCTBEHHOIO Ipenapara ¢ RO3MpPOBKOM
no 50 M.

Taxum oOpa3oM, JeKapcTBEHHbIE Ipenaparki ¢ onuHakoBeiMH MHH,
B3aMMO3AMEHAEMBIMH JIEKApCTBEHHBIMH (POpMaMH, B3aHMO3aMEHSEMBIMH JO3HPOBKAMHE
M pasHLIMH TOPIOBEIMH HAHMEHOBaHHAMH CJEJYeT OTHOCHTh K B3aMO3aMEHAEMBIM
NEKAapCTBEHHHIM  IperaparaM, 3a  WCKIIOYEHHEM  Ciy4yaeB  HHAMBHAYANBHOM
HenepeHOCHMOCTH KOHKPETHBIMH NallHeHTaMH.

B  coorBerctBMHM ¢  oduumansHOH  mo3unmedf  MwumzgpaBa  Poccum
TepaneBTHYECKNIH I(p¢exT IeKapCTBEHHBIX IpenaparoB B paMkax oxHoro MHH ¢
OAWHAKOBOH MO3UPOBKOH JCHCTBYIOILETO BemecTsa B OAHOH ¢opMe BHIMyCKA [pPHU MX
UCITOJIG30BAHUU TIPH OJHMX M TEX Xe MOKasaHHAX K HpHMEHEHHIO, HAa OZHOR rpymnne
OonbHEIX 0e3 HEeoOXOAMMOCTH MONY4YeHHS TEpalMH B CTAallMOHAPHHIX JeueOHOo-
NpOUIAKTHYECKHX YUYPEXKACHHAX NPH NEPEXOAE C OFHOH JIeKapCTBEHHOM (OPMBI Ha
apyryio comoctaBuM. Ha npakThke, y4YHMTBIBad BO3MOXHBIE WHIMBHAYaNbHEIE
0cobGEHHOCTH IIEPEHOCHMOCTH H TEpaneBTHYECKOTrO 3(deKTa Y KOHKpETHOrO MalMeHTa,
pelieHHe O 3aMeHe OJHOre JeKapCTBEHHOTO [Mpenapara Ha ApYrodl MPUMHUMAETCH
JieYalM BpauoM NnedeGHO-NpodUNaKTUYECKOTO YUPEKACHHS,

[To Bompocy BIMAHWS JeKapcTReHHOM QopMbl, crocoba BBeneHus, cnocoba
YINAakoBKM Ha (yHKUMOHANBHEIE MM TEPAEBTHYECKME CBOMCTBA JIEKAapCTBEHHBIX
npenapatros ¢ MHH «Hnrepbepon ansda-2b» mns napeHTepansHOrO BBEJCHHA
Munszapasom Poccuu npencraRneHa HHGOPMALUA, YTO MO COCTOSHUIO Ha 24.12.2013 B
Poccuiickoit (Mefepadd 3aperuCTPHPOBAHEl CNEAYIOLIHE JIEKAPCTBEHHBIE Nperaparhl
ansg MmemuimHckoro npuMeHerus ¢ MHH  «Murepdepon amnda-2b»  ans
napeHTepansHoro BBejeHHA: VIHTpOH-A, pacTBOp And BHYTPHBEHHOTO M IOLKOKHOIO
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BEelieHHs; AJNETeBUp, pacTBOp i uHbekuMiA; Peadepon-EC, nuodunmsar ana
MPUIOTOBICHHA pPacTBopa Ui MHBEKUMHA ¥ MeCTHOro mnpumeneHus; Jlafiddeposn,
nuoguanzar ans IIPHTOTOBJIEHUS pacTeopa AN BHY TPUMBIIIETHOTO,
CyOKOHDBIOHKTHBAIPHOTO BBENCHHA M 3aKanbiBaHus B rias; Jlaiddepon, pactsop s
BHYTPHMBILIEYHOTO, CyOKOHBIOHKTHBQIBHOTO BBE/ICHHS U 32KANBIBAHUA B  I7as3;
HHTepdepans, roduIu3ar Wi NPUTOTOBIEHHA pacTBOpa A7 UHbeKUHMH; Peanbaupos,
NHOGMIN3AT JUIs [PUTOTORIEHHS PacTBOpPa IS BHYTPHUMBIIIEYHOTO H TIOAKOXKHOTO
sBefeHus; Anb(apoHa, THOOUIN3AT LA TPHUTOTOBRICHHS PacTBOpa AN HHHEKUHE M
MecTHOro npuMeHeHus. Ilpu 3ToM pasnMyHBle CHOCODLI BBEACHHA JIEKAPCTBEHHEBIX
[IpenapatoB (BHYTPHBEHHBIH, MOAKOXHbIA, BHYTPUMBILICUHBIH) NOMYCTHMBI B paMkax
OMHOTO TOProBOTO HauMmeHoBaHua MM ofxHoro MHH comnacHo pekcTayrouM
WHCTPYKUMAM NO MpHMeHeHHIo. Beibop criocoba BBeNcHUs EKapCTBEHHOIO Npenapara
3aBUCUT OT OXHAaeMoro 3pdexra ¥ NOMKEH ONPEAENATECSA NeYaliuM BpadoM. dopma
BLINYCKA JEKAPCTBEHHBIX IIPENapaToB Mld NapEeHTEpaIbHOTO BBEAEHMS (aMIynbl,
(raKoHbl, WIIPKLE]) He BIHAET Ha MX QYHKIMOHANBHbIE H TEpaneBTHYECKHE CBOHCTRA.

®I'BY «HWU onkonorun uM. H.H. ITerpoBa» Munszapara Poccun npencrasnena
vHdopmanns, uto nekapcTBeHHbie npemnapatsl ¢ MHH «Untepdepon amsga-2by,
BBIMYCKAEMBIE B JIEKAPCTBEHHBIX (QOpMaX «JHOMPMIH3AT A/ IPHIOTOBJIEHHS
pacTBopa AR HHbEKHRHA» H «pacTBOp i3 HHBLEKNBA» C OOHHAKOBOM JO3HPOBKOH
NefCTBYIOLIET0 BEILECTBAa ABJAAIOTCH B3aHMO3aMeHSIeMBIMM [UIf OAHOH M TOH Xe
FPYMIL NALUEHTOB 110 OJMHAKOBBIM IOKa3aHUAM M IPOTHBOMOKA3aHUAM € JOCTHKEHHEM
OIMHAKOBOTO Tepaneprryueckoro agdexra. PapMakokuneTvka «VMHTepdepona ansha-2b»
MPH BHYTPUBEHHOM cnocobe BBEJEHHs OTIHYAETCH OT (ApMaKOKHHETHKH TNpH
BHYTPHMBIIEYHOM H IOAKOXHOM BBefieHnH «Mutepdepona amnpda-2b». Tlpu 3tom
MOAKOXHBIA W BHYTPUMBIIIEYHEIH cmocoObl BBeJeHHS JIEKAPCTBEHHBIX NIPENapaToB ¢
MHH «Wurepdepos anpda-2b» mne BANAIOT Ha HX (QyHKIMOHANIBHBIE U
TepanesTHIYECKHE CBOMCTBA, B CBA3H C YeM BO3MOKHA HX B3aHMO3aMEHMEMOCTb.
Cnoco6 ynakoskH (aMmIrynsl, (GaKOHE], IINPHUIII) TeKapCTBEHHERIX Npenaparos ¢ MHH
«HnTeppepon ansda-2by Takxke He BAMAET HA (QYHKIMOHANBHBIC M TepaleBTHYECKHe
CBOICTBA JIEKAPCTBEHHBIX IPENaparoB, MPH YCIOBHH HX INPUMEHEHHS MEAIepCOHAJIOM B
e4e0HO-MPOQUIAKTHUECKUX  YUpexJAEeHHAX. <(PopMa BBIYCKAa «IIpeNBapHTEILHO
3aMoMHEHHble IIPUIBD MOKET YKA3bIBATECA B TEXHUYECKOM 3aJaHHH AYKLHOHHOM
JIOKyMEHTallH\ TOIBKO B clydae, KOIAa JeKapcTBeHHHBIH mnpemapar «Uurepdepon
ansda-2b» 3aKynaerca I IHAUMEHTOB, KOTOPHIM IO PEIICHHIO Bpaya pa3pelieHo
CaMOCTOATENBHOE IMOAKOXKHOE BBEACHHE Npemapara MIi NPOROKEHWA MOXOOpaHHOro
peXXxuMa Tepanyi.

®I'BY «l'eMaronoruyeckuii Hay4yHelii neHtp» Munsapasa Poccuu npenctanieHa
unpopManus, 49ro OonpmmHcTBO mnperaparoB ¢ MHH «Hutepdepon anspa-2by»,
3aperucTpHPOBAHHBIX Ha TeppUTOprH Poccuiickol Penepanyu, ABIMIOTCS NpenapaTaMu
aHanoraMi (B3aMMO3aMEHACMBIMH JICKADCTBEHHBIMU cpeicTBamu). I[Ipu - neyenum
reMo6;1acT030B M BHPYCHBIX TelaTHTOB HCIOIB3YIOTCH HMU3KHME K CTAHMAPTHHIE A03bI
npenapatos ¢ MHH «Hnrtepdepon anvda-2by BHYTPUMLIMIEYHO HIH MOJKOXCHO.
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Bricokue nossl npenaparos ¢ MHH «Mutephepon anbda-2b» ncnons3yiorcs BpayaMu-
OHKOJIOTaMH AJIA JIedeHud 3J0KaY€CTRCHHOH MENIaHOMBI ITyTEM BHYTPHBEHHOIO BBEJICHHS
(npumenseTcs npenapar «IHTpoH-A»). CHoc00 ynaKkoBKH NeKapCTBEHHBIX NPENaparos
¢ MHH «Hurepdepon anbda-2b» He Banger Ha uX OYHKUMOHAJBHBIE |
TEpaneBTHIECKHE CBOHCTBA.

[lo wundopMmauuu, npeacrapieHHol  OI'BY  «MockoBckuit  HayuHO-
yccneaoBarebekuil oHkonoruueckuit HucTUTYT uM. [1LA, I'epuera» Munzapasa Poccun,
npenapatht  «MuTepdepon aneda-2b»  SBIMIOTCA XHMHYCCKAMH  [IpefiapaTamu-
aHanoraMu. BeIycKaeMble B PA3HEIX JIEKAPCTBEHHBIX (opMax mpenapatsl «HHTepdepon
anba-2b» U NapeHTepanbHOIO BBEACHUSA, SIBJSIOTCA B3AHMO3aMEeHSeMBIMH mpH
OMHAKOBBLIX MOKA3aHMAX, a cmocol BBeJCHMs JIEKapCTBEHHBIX npenaparos ¢ MHH
«VInTepdepon ansda-2b» npy TepanuK 3/710Ka4YeCTBEHHEIX HOBOOOPa30BaHME M cnocod
#X YNAaKoBKH (aMIynbi, (UIaKOHBI, WINPHUE]) HE BJIMAIOT H4 TepaNeBTHYECKHE H
¢y HKUBOHANIBHBIE CBOKCTBA IIPENapaTos.

B ceasu ¢ uanoxeHHeIM PAC Poccun cooOuiaet, UTO IpH OCYLIECTBICHWH
3aKymnoK fekapcTenHbx npermaparos ¢ MHH «Murepdepon ansda-2b» ycranosnenne
rocyJapcTBEHHHIMH ¥ MyHHIHNILHEIMH 3aKa34uuKaMH TpeOOBaHMiA:

—~ K JIeKapCTBeHHON dopMe (HAllpUMEDP, «PacTBOD 418 MHBEKUHID, (IHODWIH3AT
JUIS TIPUTOTOBJIEHUS pacTBOpa») 6e3 BO3MOKHOCTY NMOCTABKH IKBABANICHTA;

- x ¢opMe BBHIMYCKA «IIPEABAPUTENBHO 3aNONHEHHBIE IUMPHIGBD, €CHH TaKoe
Tpe6oBanue He OGYCIORICHO 3aKyNkoH J€KapCTBEHHOrO Mpenapara RIS KOHKPETHBIX
MalMENTOB, KOTOPBIM IO PEICHHIO Bpaua pa3pellieH0 CaMOCTOATENSHOE MOAKOKHOE
BBEJCHUE TIpernapara;

~ K OAKOXHOMY Crioco0y BBefleHH,

a TaKxe HHBIX TpeOOBaHMH K TEXHHYECKHM XapaKTepUCTUKaM, KOTOphIE HE BIMUAIOT Ha
TeparleBTHYECKHE CBOICTBA JIEKapCTBEHHEBIX NpenapatoB (GopMa ¥ MaTepHal YIIaKOBKH,
KOJMUYECTBO €NHHHIl JeKApCTBEHHOIO IIpernapara B YMakoBKe, 00BbEM HAaIOMHEHHs
¢1akoHOB, HanU4IKeE JOHOIHHTENBHLIX YCTPOHCTB (ananTepoB) BBEICHAA NEKapCTBECHHBIX
npenapartoB), 6e3 BO3MOXHOCTH IIOCTaBKH DJKBHBAJICHTa, MOXET NPHBOAUTH K
OrpaHMYeHHI0 KOHKYPEHIMH ¥ HEO0DOCHOBAHHOMY OrpaHMYEHMIO HWCHA YYaCTHHKOB
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