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- - ,n:op;aTOK 1 
· AA O 1174-01 - 14 .ZJ.O peE:CTJ)airiiiHoro nocaI,WieHIDI -

3 1. 0 5. 2019 
Koporaa xapaKTepHCTHKa npenapa-cy 

1. Ha3sa 
,n:EKCA<I>OP~ 
2. CKJUIJl 
1 MJI npenapary MicTHTb ,ztiroqy peqoaHHH: 
,neKcaMeTa30HY q>eHiJmponioHaT - 2,67 Mr; 
,neKcaMera1oey HaTpiro cpocq>ar- 1,32 Mr. 
,n:onOMDKHi peqoaHHH: Bo,na .ZJ.IDl iH'€KII.itt, CIIHJ>T 6eH3HJIOBHH, HaTpiro rnrrpaT, HaTpiro XJI0PH.D:, 

TparaKaHT, MeTH.nnemono3a, HaTpiro ri.ZJ.poKCH.ZJ., mcnora comrna. 
3. <l>apMaQeBTHlfHa cI>opMa 
CycneH3UI .ZJ.IDI iH'eKIJ.iH. 
4. <l>apMaKOJiori11ui BJI8CTHBOCTI 
ATC vet KJiacHq>iKanimmtt K0.ZJ. QH02 - KopTHKocTepo1,nu .ZJ.JUI cHcTeMHoro 3acTOcyaaHIDI. 

QH02AB02 - ,[J;eKcaMeTa30H. 
,[J;eKCaMeTa30H CHJibHO,nirotmii KOpTHKOCTepOI.ZJ.HHH 3aci6. Bono,nie MlHlMaJibH0IO 

MiHepaJIOKOpTHKOCTepomHOIO i CHJibH0IO fJilOKOKOpTHKOCTepOl,ZJ,HOIO aKTHBHiCTIO. )J;eKCaMeTa30H Mae 
rmoKoreHHi, npOTH3ailaJibHi Til npOTHaJiepriqffi BJiaCTHBOCri Ta 3.ZJ.aTeH BHKJIHKaTH iH.ZJ.YKI(iIO po,niB. 

,D;ur npenapary HacTynae IlIBH.ZJ.K0 i ,noaro TpHBae (qac HaniBBHBe.ZJ.eHIDI cKJia,n:ae .ZJ.0 96 ro,ZJ,HH). 
MaKCHMaJibHa KOHIJ;eHTpanisi: ,ZJ,eKcaMeTa30HY B IlJia3Mi KpOBi y BeJIHKOl poraTOI xy,ZJ,o6H, KOHeH Til co6aK 
Hacrae qepe3 60 XBHJIHH nicJUI BeyrpimHbOM'Sl30BOro BBe,ZJ,eHIDI. Bio,ZJ,OCT)'IIHiCTb nicJUI 
BHYTpimHbOM'Sl30BOfO BBe.n;eHIDI CTaH0BHTb 100%. JlerKO np0X0,ZJ,HTb qepe3 IlJI8.UeHTapHHH 6ap'ep. 
Mera6oni3yeTbCSI a netriHIJ;i. BHBO,ZJ,HTbCSI i3 ceqeJO. 

5. KJiiui•mi oco6JIHBOcTi 
5.1 BHJJ; TBapHH 
BeJIHKa poraTa xy.n;o6a, KOHi, CBHHi, co6aKH, KOTH. 
5.2 IIOK838HHH ,ZJ,O 38CTOCYB8HHH 
JliKyaaHIDI BeJIHKoi poraTOl xy.n;o6H, KOHeH, CBHHeH, co6aK rn KOTIB, XB0pHX Ha apTpHTH, 6ypCHTH, 

TeH,nOBariHiTH, anepriqffi ,ZJ,epMaTHTH, nepBHHHi KeT03H, aneTOHeMiro, MaCTHTH, araJiaKTiIO, eK3eMy, a 
TaK0)K npH p0.ZJ.0B0My nape3i. 

5.3 IlpOTHilOK838HHH 
He 3aCT0C0ByaaTH npH 0CTeonopo3ax, ,ZJ,ia6eri, cepu;eBHX Ta HHpK0BHX 3aXB0plOBaHIDI, BariTHOCTi Ta 

JlaKTa,niL He 3aCT0C0ByaaTH y BHila.ZJ.Kax BipycHHX 3aXB0plOBaHb. 
5.4 I106i11ea .nbI 
Y .lJ.Y)Ke pi.ZJ.KHx BHITa,n:Kax M0)KJIHBe BHHHKHeHIDI noniypu, noni,nunciI Ta nonicpariL 

KopTHKOCTepOmH M0)K)'Th cnpWIHHHTH KymnHro-no.n;i6Hi CHMilTOMH nopymeHHSI o6Miey pe1I0BHH, m:o 
cynp0B0,lJ,)KYJOThCSI nepep03IlO,ZJ,IBeHHSIM )KHpOBOl TKaHHHH, M'Sl30BOIO cna6KicTIO, BHCHa)KeHHSIM i 
ocreonopo3oM. 

Ili,n qac Tepanil M0)KJIHBe qacTK0Be npHrni'tleHHSI rinoTaJiaMo-niTyiTpaJibHO-Ha,n:llHpHHKOBOro 
K0MnJieKcy. Mo)KJIHBa iMyHocyrrpecHBHa .ZJ.UI. lH,zzyKgUI :eo.noao1 .ZJ.UIJibHocri KoprHKocrepomaMH M0)Ke 
cynpoB0.ZJ.)KyaaTHCSI 3HH)KeHHSIM )KHTT€3.ZJ.aTHOCTi Il0T0MCTBa i ni.nBHm:elIIUIM pH3m<y 3aTpHMKH nJia,neirri . . 

5.5 Oco6JIHBi 38CTepe~eHHH npH BHKOpHCT8HHi 
IlpH iHq>eimiiiHHX 3aXB0plOBaHIDIX 3aCTOC0ByaaTH JIHme y Il0€,ZJ,HaHHi 3 eriOTpOilHOIO 

(npoTHMiKpo6Ho10 a6o iHmo10) repanie10. 
BHKJilO'tJ:aIO'tJ:H KeT03 Ta iH.ZJ.YKI(iro po.n;iB, K0pTHK0CTepOmff, SIK npa.BHJI0, Il0Kpam:yIDTL CTaH, a He 

JiiKYJOTh, T0My Heo6xi.D;Ho 3BepTaTH yaary Ha .niarHOCTHKy 0CH0BHOi rrpH'tlHHH XBOp06H. 
5.6 BHKOpHCT8HHB nm qac BariTHOCTi i Jl8KTa1di 

He 3aCT0C0ByaaTH. 3acrocyaaHIDI K0pTHK0CTepomia Ha paHHix eranax BariTHocri M0)Ke BHKJIHKaTH 
rraTOJiori10 IlJI0.ZJ.Y. 3aCT~C~aHIDI Ha Ki~eBHX eranax BariTHocri M0)Ke BHKJIHKaTH i~iIO PO.ZJ.iB. 

flpH 3aCTOCYBaHHl Ill.ZJ. qac JlaKTanll M0iKJIHBe THMtfacoae 3HH)KeHHSI M0JI0lfH0I IIP0.ZJ.YKTHBHocri. 
5. 7 B3a€MO.ZJ.HI 3 iemHMH 3aco6aMH Ta iHmi cl>opMH B3aeMo.nii 
qepe3 M0iKJIHBe 3MeHmeHIDI iMyHH01 ai,nnoai,ni Ha BaKIJ;HHaniIO, He peK0MeH,ey€TLCSI 3aCT0C0B)'BaTH 

,n:EKCA<I>OPT® y KoM6iHani1 i3 aaKIJ;HHaMH. 
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5.8 ,no1u i cnoco6u BBC.IJ.CHHSI TB8pHH8M pheoro Bucy 

. ~eJIHKa poraTa xy,no6a, KOHi, CBHHi - BHyrpimm,oM'Sl30B0 y .D:03i 0,02 MJI rrpenapazy (0,06 Mr 
,ll,llO'tJOl pe"tJOBHHH Ha 1 Kr MaCH TUia) Ha 1 Kr MaCH TUia 

Co6a.KH, KOTH - BHYTpillllibOM'Sl30B0, ni.nmxipHO y .Il03i 0,05 MJI rrpenapazy (0,15 Mr ,n:iJOqoY 
pet.IOBHHH Ha 1 Kr MaCH TUia) Ha 1 Kr MaCH TUia 

TipenapaT BBO)lHTbCSI 0.IlHOpa30B0. TipH Heo6xi,zmocri iH'eKitiro MOiKHa IlOBTOpHrn qepe3 7 .n:i6. 
5.9 Ile?CJJ.OlyBaHHH (CHMllTOMH, HeBi,ll.KJUlAHi 38X0.llH, 8HTH,llOTH) 
BHCOKl .D;O3H KOpTHKOCTepoY,niB MOiK}'TI, BHKJIHKarn np11rni11eHHSI y KOHeH. 

5.10 Cne1daJILHi 1acTepe,-cenHH 
He 3aCTOCOByeam BariTHHM TBapHHaM, JIHIDe npH BHKJIHKaHHi iH.n;yKu.iY po,niB. He 6aiKaHO 

BHKOpHCToeyeaTH ~KCA<l>OP~ npH naMiHiTax y K0Heu.. 
5.11 Ilepio,n BHBeJJ,eHHH (Kapenuii) 
3a6m rnapHH Ha M' Sico ,ll.03B0JUIIOTh qepe3 48 ,ni6 (BeJIHKa poraTa xy.no6a, CBHHi) Ta 24 .no6H (KOHi) 

rricJISI OCTaHHb0ro 3aCTOCYBaHHSI npenapazy. CnOiKHBaHHSI M0JI0Ka B racy .ll03B0JUllOTh qepe3 11 3.llOlOBaHb 
rricJISI OCTaHHbOro 1acTOCY58HHSI npenapazy. 0rpHMaHe, ,no 3a3Ha1ieHoro TepMiHy, M1SICO Ta MOJIOKO 

yrIDii3YJOTh a6o 3r0,ll.OBYJOTb Henp0.n:yKTHBHHM rnapHHaM, 3aJieiKH0 Bi.n BHCH0BK)' niKapx BeTepHHapHo'i 
Me,nHIJ.HHH. 

5.12 CneuiaJibHi 1acTepe,-ceHHH ,!J;JIH oci6 i o6CJiyroeyroqoro nepconuy 
IlpH BHIIa,ll.KOB0MY BBe,lleHHi npenapazy JIIO,nHHi, 3BepnyTHCSI 3a Me)lH1iH0lO .ll0il0M0r0lO, Il0Ka3a.BIDH 

niKapeei JIHCTiBK)'-BKJia.llKY a6o ynaKyeaHHSI rrpenapazy. Ilpn noTpa:IIIDIHHi rrpenapazy B otti a6o Ha 
CJIH30Bi o6oJIOHKH 0,llpa3Y )K IIp0MHTH BeJIHK0IO KiJn.KicTlO B0,nH. IlpH IlOTpaITIDIHHi npenapazy Ha IDKipy 
O,llpa3Y iK 3MHTH BeJIHKOIO KIDbKiCTlO BO,nH 3 MHJIOM. 

6. <l>apMaQeBTH'llli oco6JIHBOCTi 
6.1 <l>opMH uecyMicuocTi 
He BCTaHOBJieHi. 
6.2 TepMiH npH,llaTHOCTi 
TepMiH IIpH)laTHOCri 24 MiCSIIJ.i. 
IIicJISI rrepmoro ei)J.6opy i3 <pnaKoHy, npenapaT Heo6xi,nno BHKOpHcTarn nponrroM 28 .zri.6, 3a YM0BH 

36epiraHHSI 3a TeMnepazypH Bi,n 2° .IJ:0 8°C. 
6.3 Oco6JIHBi JaX0,!J;H 16epiraHHH 
Cyxe TeMHe, He,ll.OCT)'IIHe )lJISl ,niTeH Miene 3a TeMnepaTYPH Bi.n 2° ,no 25°C. 
6.4 Ilpnpo,11;a i CKJl.8,11; KOHTeiiuepa nepBHHH0l'O 118KYB8HHH 
CKJISIHHH <pJiaKOH ran II, 3aKpHri ranoreH-6yrnnoBHM K0pK0M ni,n runoMiHieBy o6KaTKY no 50 MJI. 

6.5 Oco6JIHBi JaX0,!J;H 6e111eKH npH 110B0,lliKCHHi h HCBHK0pHCTaHHM npenapaT0M a6o iJ iioro 

38JIHWKaMH . . 
TiopoiKHIO ynaKOBKY Ta 3aJIHIDKH HeBHK0pHCTaH0ro npenapazy IlOTpi6HO yrnru3yeaTH 3rI,IUIO 3 

1iHHHHM 3aKOHO,ZJ;a.BCTBOM. 
7. H 83sa Ta Micue1uaxo~eHHH BJiacHHKa peecTpauiiinoro nocsi,!J.qeHHH 

lHTepBeT IHTepHemHJI E.B. ---· Int_ervet International B.V. 
BiM .ne KopeepmTpaaT, 35 W1m de Korverstraat, 35 
5831 AH EoKcMeep 5831AN Boxmeer, 

Hi,nepnaH.llH 
8. Ha3Ba Ta Micue1HaX0,1J;:>KeHHH BHp06HHK8 

BeT <l>apMa <l>pi3onTe fM6X 
3e,neJibc6eprep, IllTp.2-4, 
26169 <l>pi3oiiTe 
HiMeqqnHa 

The Netherlands 

Vet Pharma Friesoythe GmbH 
Sedelsberger Str.2-4, 
26169 Friesoythe 
Germany 
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,[(o,ZlaTOK 2 

,n;o peE:CTpaniimoro nocBi,w1eH1U1 AA-01174-01-14 

3 1. 0 5. 2019 
,u;EKCAcJ>OPT ® 

(cycoeu1iJI .QJIH iu'cK1.dii) 
JIHCTIBKa-BKJUl,L{Ka 

Onuc 
CycneH3UI .llIDI iH'E:KUiit 6i.noro Kom,opy, 6e3 3anaxy. 
CKJia.z. 
1 MJI npenapazy MiCTIITh: 
,n;eKcaMeTaJOHY q>eHinnporrioHaT - 2,67 Mr; 
,n;eKcaMeTaJOHY HaTPiIO q>ocq>aT- 1,32 Mr. 
,[(onoMi)KHi petIOBHHH: BO.Ila .llIDI iH'E:KUifi:, CnHPT 6eH3HJIOBHH, HaTPiio i:urrpaT, HaTPiio XJIOPH.ll, 

TParaKaHT, Menmuemono3a, HaTPilo ri,n;poKCH.ll, KHCJIOTa comrna. 
cJ>apM8KOJIOri'lfHi BJI8CTHBOCTI 
ATC vet KJiacH<piKanifi:HHH KO.ll QH02 - KOpTHKOCTepol,ZlH .llIDI cHcTeMHoro 3acTOCYBaHIDI. 

QH02AB02 - ,[(eKcaMeTa3oH. 
,[(eKcaMeTa30H CHJil,HO,ZlllOtIHH KOpTHKOCTepoi,zurnfi: 3aci6. Bono,n;ie MlHlMam,HOIO 

MiHepaJIOKOpTHKOCTepOl,LlHOIO i CHJil,HOIO rmoKOKOpTHKOCTepOl,ZlHOIO a.KTHBHiCTIO. ,[(eKCaMeTa30H Mae 
rmoKoreHHi, npom3anam,Hi Ta rrpomanepritIHi BJiaCTHBocri Ta 3,naTeH BHKJIHKam iHJlYKUilo po.n;iB. 

,[(UI rrperrapazy Haczyrrae IIIBH.ZlKO i ,noBro TJ>HBae (qac HaniBBHBe,neHIDI cKJia,nae ,no 96 ro,n:HH). 
MaKcHMam,Ha KOHQeHTJ)anUI ,neKCaMeTa30HY B IIJia3Mi KpOBi y BeJIHKOi poraTOi xy,no6H, KOHeH Ta co6aK 
Hacrae qepe3 60 XBHJIHH nic.JI.SI BHYTJ>iIIlHhOM'x3oBoro BBe,neHIDI. Eio,noczyrrHiCTb nic.JI.SI 
BHYTJ>illlHhOM'5130BOro BBe,neHIDI CTaHOBHTh 100%. Jierao IIpOXO,nHTb qepe3 IIJianeHTapHHH 6ap'ep. 
Mera6onhyeThCX B nellim:~i. BHBO.ZlHThCX i3 ceqero. 

3acTocyeauua 
lliKYBa.HIDI BeJIHKOi poraTOi xy,no6H, KOHeH, CBHHeii, co6aK ra KOTIB, XBOpHX Ha ap-rpHTH, 6ypcHm, 

TeH,ZlOBariHim, anepritIHi ,nepMaTHTH, rrepBHHHi KeT03H, aneTOHeMiro, MaCTHTH, aranaKriro, eK3eMY, a 
TaKO)K rrpH po,n:OBOMY rrape3i. 

JJ:01yeamrn 
BeJIHKa porara xy}.'(o6a, KOHi, CBHHi - BHYTJ>iIIIHbOM'5130B0 y .Zl03i 0,02 MJI rrperrapazy (0,06 Mr 

,niroqoi petIOBHHH Ha 1 Kr MaCH Tina) Ha 1 Kr MaCH Tina. 
Co6aKH, KOTH - BHYTJ>iIIIHhoM'5130BO, rrizumcipHo y ,no3i 0,05 MJI rrperrapazy (0,15 Mr .ZlllOllOi' 

petIOBHHH Ha 1 Kr MaCH Tina) Ha 1 Kr MaCH Tina. 
ITperrapaT BBO}.'(HTbC51 0.ZlHOpa30BO. IlpH Heo6xi,n:Hocri iH'E:KUOO MO)I(Ha IIOBTOPHTH qepe3 7 .ni6. 
Ilpornn0Ka1auua 
He 3aCTOCOBYBaTH npH OCTeonopo3ax, .n;ia6eTi, cepueBHX Ta HHpKOBHX 3aXBOpIOBaHIDI, BariTHocri Ta 

JiaKTanii. He 3aCTOCOBYBaTH y BHIIa,n;Kax BipycHHX 3axBOpIOBaHb. 
3acTep~euua 
II06i11Ha oifl 
Y ,D;y)Ke pi.n;KHX BHIIa,n:Kax MO)KJIHBe BHHHKHeHIDI rroniypii, rroni,n:Hrrcii Ta noniq>arii. 

___ _!{opTHKocrepol,ZlH MOiK)'Th CII~lflIHHHTH Kyunrnro-rro.n;i6Hi CHMilTOMH rropymeHIDI o6MiHy pellOBHH, mo 
cyrrpoBO,D;)KyroThC51 rrepep03IIO,ZliJieHIDIM )KHpOBOi TKaHHHH, M' }I30BOID- cna6Kicm~ -BHCHa)KeHIDIM -i 
oCTeorropo3oM. 

Oco6Jlu6i 3acmepe:»cemm npu 6UKopucmaHHi 
IlpH iH<peKD;lliHHX 3aXBOpIOBaHIDIX 3aCTOCOBYBaTH JIHme y IIOE:):(HaHHi 3 eTIOTPOilHOIO 

(npoTHMiKpo6Horo a6o iHmoro) Tepaniero. 
BHKJIIOtiaIOllH KeT03 Ta iH,IlyKll;ilo po,n;iB, KOpTHKOcrepoi.n:H, SIi( rrpaBHJIO, IlOKp~Tb CTaH, a He 

JiiK)'IOTh, TOMY Heo6xi):(Ho 3BepTaTH YBary Ha .n;iarHOCTHKY OCHOBHOi npHlIHHH XBOpo6H. 
BuKopucmamm nio 11ac eazimHocmi i llaKmai,ii' 
He 3aCTOCOB)'BaTH. 3acTOCYBaHIDI KOpTHKocrepoi.niB Ha paHHix e-ranax BariTHOCTi MO)Ke BHKJIBKaTH 

rraTOJIOr iro IIJIO)J;y. 3acT~C~BaHIDI Ha Ki~eBHX eTanax BariTHocri MO)Ke BHKJIHKarn: iH.n;yKD;ilo po.n;iB. 
IlpH 3aCTOCYBaHHl m.n; qac JiaKTann MO)KJIHBe THM'lfaCOBe 3HH)KeHIDJ. MOJIOtIHOi npo.n;yKTHBHOCTi. 
B3GCMO0iJl 3 iHZ'-'UMU 3aco6GMU ma im"i </JopMU 63GCMO0ii' 
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qepe3 MO)KJIBBe 3MCHIIICHIDI iMYffHOl aiJlrroai,Zli Ha BaKIUrnauiIO, He peKOMeHJlYCTI,C.sl 38CTOCOB)'BaTH 

,[{EKCA<l>OPT® y KoM6iHauii' i3 aaKn;HHaMH. 
Cne1.1iClJlbHi 3acmepexennR 
He 38CT0C0ByaaTH aariTHHM TBapHHaM, JIHIIIe IIpH BHKJIHKaHHi iH,Zl)'KUii' po)liB. He 68)1(aH0 

BHK0pHCT0Byaam .L{EKCA<l>OPT® rrpH JiaMiHirax y Kouee. 
Jlepioo eueeoenHR (1<.ape111.1ii) 
3a6iH TBapHH Ha M' .s1co ,Zl03B0IDl10Tb qepe3 48 .Zli6 (BeJIHKa poraTa xy,uo6a, CBHHi) Ta 24 ,Zl06H (KoHi) 

rriCJI.sl 0CTaHHb0r0 3aCT0CYBaHIDI rrperrapazy. Crro:lKHBaHIDI M0JI0Ka B DKY ,ll;03B0IDl10Tb qepe3 11 3,ll0IOBaHb 
rricJI.sl 0CTaHHb0ro 38CTOCYBaHIDI nperrapazy. OTpHMaHe, )l0 3a3HatieHoro TepMiey, M1.slC0 Ta M0JI0K0 
yrnnhyioTb a6o 3[0,D;0B)'lOTb Henp0JlYKTHBHHM TBapHHaM, 3aJie)l(H0 Bi,n; BHCH0BKY JiiKapR BeTepHHapHoi' 
Me,D;HUHHH. 

Cne7./iClJlbHi 3acmepexe1111R O!lfl oci6 i 06cJ1y20ey10'-lo20 nepcoHClJlY 

flpH BHlla,D;KOBOMY BBe.n;eHHi rrperrapazy JIIO,ll;HHi, 3BepHyIHCR 38 Me,IlHlIHOIO ,ZlOllOMOrOIO, IlOKa3aBIJIH 

niKapesi JIHCTiBKY·BKJia,uKy a6o ynaKyaaHIDI rrpenapazy. flpH rro-rpaIIIDIHHi rrperrapazy B oqi a6o Ha 
CJIH30Bi o60JIOHKH 0.Zlpa3y )K npOMHTH BeJIHKOIO KinbKicTIO BO,ll;H. flpH l10Tpal1Jlj{HHi rrperrapazy Ha IIIKipy 

o,n;pa3y )I( 3MHTH BeJIHKOIO KiJibKiCTIO B0,ll;H 3 MHJIOM. 

<l>opMa sunycgy 
CKJijJHHif <pJiaKOH nm II, 3aKpHri ranoreH-6yrnnosHM KopKOM rri.Zl amoMiHieay o6KaTKY no 50 MJI. 

36epiraHH.H 
Cyxe TeMHe, He,nocTyrrHe .ZlJI.sl ,n;iTeii Micue 38 TeMnepaTypH ai.n 2° .no 25°C. 36epir8TH y 

BepTHKaJibHOMY llOJIO)KeHHi. 
TepMiH rrpH)laTHOCTi - 24 MicRui. flicJI.sl neprnoro si,Zl6opy i3 <pJiaKOHY, rrperrap8T 

BHKOpHCTaTH llpOTM0M 28 ,ni6, 38 YMOBH 36epiramui: 38 TeMrrep8TYPH Bi,Zl Bi.Zl 2° .ZlO 8°C. 
,l(JI.H 33CT0CyBaHHH y BeTepuuapHiH MC,ZlH .. HHi! 
BJiaCHHK peecTpa1diiHoro nocsi.!l;qeuu.e 

lHTepaeT lHTepuerrrnn E.B. 
BiM .ne KopaepIIITpaaT, 35 
5831 AH EoKcMeep 
Hi,ZleprraH,ll;H 

Bupo6HHK roTosoro npo.rcyKTY: 
BeT <l>8pM8 <l>phoiiTe fM6X 
3e,neJibc6eprep, III-rp.2-4, 
26169 <l>pi3oiiTe 
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