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UHCTPYKIUSA
MO BETEpUHAPHOMY MPUMEHEHUIO JIEKapCTBEHHOTO NPUMEHEH U
BUHCYBET I'naprun ANIMALPEN pni1s kouek

(Opranuszanus — pazpadoruuk: OO0 «/IuaBet», anpec: 620026, Poccuiickas

®enepauus, CBepayioBckas odnacts, r. EkarepunOypr, yi. ['opbkoro, a.65, nom.
001.8).

Howmep peructpannonHoro yaoctoBepenus: 46-3-2.23-4966Nel IBP-3-2.23/03791

I. O0mue cBeaeHus.

1. HauMeHoBaHue €eKapCTBEHHOIO Ipernapara

ToproBoe naumenoBanue: BUHCYBET I'maprun ANIMALPEN jns xomek
(VINSUVET glargin ANIMALPEN pro felibus).

MexayHapoiHOe HeMaTeHTOBAaHHOE HAUMEHOBAaHUE: UHCYJIUH IJIapTUH.

2. JlekapctBeHHas opma: pacTBOP ISl MOJKOKHOIO BBEIECHHUS.

B 1 Mn npenapara B kauecTBe AEHCTBYIOLIETO BEILECTBA COLAEPXKUTCS WHCYJIMH
rmaprud — 50 ME. B kaudecTBe BCIIOMOrarelIbHbIX BELIECTB IIpernapaTr COACPIKHUT:
rauiepon (rimunepuH) 17 mr, metakpe3on 2,7 mr, uuHka xjaopua 0,0313 mr, 2 M
pacTBOp XJOPHUCTOBOAOPOIAHOM KUCIOTHI UK 2 M pacTBOp HaTpus rujapokcuja ao pH
3,5 4,0, Boja a1 UHbEeKIMH 10 1 M.

3. [Tlo BHemHeMy BUAY Npernapar npeacTaBiseT co00i Mpo3payHyro OECIBETHYIO
XuaKkocTb. CpoK TOJAHOCTH JIEKApCTBEHHOrO Ipernapara Hpu COOJIOJEHUHU YCIOBHH
XpaHeHW 3 roja ¢ JarTbl MPOM3BOACTBA. 3alpelleHO NPUMEHEHHE JIEKapCTBEHHOI'O
npernapara 1o MCTeYeHHH Cpoka rogHoctd. Haxopsimuiicss B ynoTpeOyieHuu npenapar
JOTYCKaeTCsl UCI0JIb30BaTh B TeUeHue 28 qHel.

4. BUHCYBET I'naprun ANIMALPEN 15 kowmek BbIITYCKAaeTCs B KapTpHKax
1o 3 M1, KOTOpble MOMEUIAIOT B IINpPUL-103aTop (mnpuu-pyuky). Ilo 5 npenBapureabsHo
3aMO0JIHEHHBIX IIMPHUI-I03aTOPOB YIIAKOBBIBAIOT B MHIMBUIYaJIbHbIE KAPTOHHBIE Ma4yKh
BMeCTe C HHCTPYKLHEH 110 NTPUMEHEHUIO

5. Tlpemnapar XpaHST B 3aKpbITOHM YNaKOBKE NMPOU3BOAUTENISA, B 3ALUIIEHHOM OT
cBETa MecTe, B 3aKpHITOH yNaKoBKe NpOM3BOAMTENs, npu Temneparype ot 2 no 8°C,
OTHENILHO OT MPOJAYKTOB MHUTaHUS U KOpMOB. Haxozasimuiicss B ynotpebieHnuu npenapar
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AOIYCKACTCsl XpaHUTh NpH Temnepartype 15-25 °C e Gonee 28 nHel, npegoxpaHsaTh OT
NPAMBIX COJTHEYHBIX JIy4eH, HarpeBaHUs U 3aMOPaXKUBAHHS.

6. Xpanute BUHCYBET TI'naprus ANIMALPEN ans Kkomiek CIeayeT B
HEIOCTYITHOM JUISL JIETEN MecTe.

7. Hencrionb30BaHHbIH JIeKapCTBEHHBIN MpenapaT yTHIH3HPYIOT B COOTBETCTBUH C
TpeOOBaHUSIMHU 3aKOHO/IATEILCTBA.

8. BUHCVYBET I'naprun ANIMALPEN s komek OTIycKaeTcsi 0e3 perenra
BETEPUHAPHOTO Bpaya.

II. ®apmaxkosorunyeckue (6HOJOrHYECKHE) CBOMCTBA.

9. ®apmakoTepaneBTHYECKas FPYIa; HHCYIHHBL.

10. ®apmakosornyeckue cBoicTBa.

®apmakoauHamuKa. B cocTaB npenapara BXoaUT HHCYIIHH rJIaprUH, ABISIOIIUHCS
AHAJIOTOM ~ WHCYJMHA  4YeJI0BEYECKOrO0  pPacTBOPUMOIO,  TOJYYEHHBIH  METOMOM
Guorexnonorun pexombunantHoit JIHK ¢ wucnons3oBaHmeM mramma P. pastoris.
VIHCyniH  rmaprul  B3amMozeiicTByeT co  crnennduyeckum PELENnTOpOM BHEIIHEMN
UHMTOMIA3MaTHYECKOH MEMOPaHbI KIETOK M 00pasyeT HHCYIHH-PELeNTOPHbIH KOMILTEKC.
CHIKeHHe —cOoiepKaHHs [JIIOKO3bl B KPOBH OOYCIIOBJIEHO  IOBBIIIEHUEM  ee
BHYTPHUKIICTOYHOTO TPAHCIOPTA, YCHJICHWEM TOTJIOIIEHHS M YCBOEGHHS TKaHAMH,
CTUMYJISLIMEH JIMIIOreHe3a, IIMKOTeHOreHe3a, CHHTe3a Oelka, CHHKeHHeM CKOpPOCTH
MPOJYKILHH TIIIOKO3BI IEYEHBIO H JIp.

®apmakokuHeTHKa.  [IpoAOIKHUTENBHOCTE JIeHCTBUS npenapata BUHCYBET
I'maprun ANIMALPEN nns kowek o6ycioBiena CKOPOCTBIO BCacChIBaHHUS, KOTOpasi
3aBUCUT OT Pa3sHbIX (PAKTOPOB (HaNmpuMep, OT 103bl MHCYJIMHA IJapruHa, crocoba u
MeCTa BBEJICHHsI, THIIA CaXapHOro auabera).

[Ipenapar BUHCVYBET TI'naprun ANIMALPEN s kormex npeaHa3HayeH s
MOAKOKHOrO  BBEACHMSA, TMOITOMY (PAapMaKOKHHETHYECKHE [1apaMeTphl HHCYJIHHA
MOJBEPKEHbI 3HAYMTEBHBIM  MHIMBHYallbHbIM KoJeOaHusM. Bpems noctmxenus
MakcuMasibHOH KOHUEHTpauuu (T.) Mocie OMXHOKPaTHOrO MOAKOXKHOrO BBEICHUS
cocTaBisieT okono 1 waca. dapMaKOKHHETHYECKHil Npoduib WMHCYIHHA rilapruHa
XapaKTepU3yeTcsi IMOCTeNeHHOH abcopOunedl M3 MecTa MHBEKUHM M OTCYTCTBHEM
BBIPAXXEHHOIO ITMKa KOHILIEHTPAIHH.

Tepanesruyeckoe neiicrBue BUHCYBET I'maprus ANIMALPEN nis komrex
TMIPOJIOIXKACTCSL B TE€YEHHE HECKOJIbKHX 4YacOB I0CJTE SIMMHHALUM JeHCTBYIOLIEro
BEIIIECTBA Ipernapara U3 KPOBSHOI'O pycja U B OOIIEH CIOXKHOCTH UIMTEIBHOCTH €ro
nercTBus coctasiuser 11 — 14 yacoB, 4TO 1M03BOJSET FOBOPHUTH O IIPOJIOHTMPOBAaHHOM
JIEHCTBUH Ipernapara.

B 10/1k0)KHO-XHPOBOH KJIeTYaTKe MHCYJIMH IIAPIHH YaCTHYHO PACIIENISETCs CO
CTOPOHBI kKapOokcuiibHOro koHua (C-konua) B-uenu (6eta-nermm) ¢ obpa3oBaHHEM JIBYX
aKTUBHBIX MeTabonuToB M1 (21A-Gly-nncynuna) u M2 (21A-Gly-des-30B-Thr-
uHCyIHHA). [lpeuMyluecTBEHHO B IUIa3Me KpPOBM UMPKYJIHpyeT MeTaGonutr MI.
Cucremnas skcnosuuus MetaGonura M1 yBenMuMBAaeTCS NpH yBeJIHYEHHH J03bI

npemnapara.
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II1. Mopsinok npumenenus.

I1. BUHCYBET TInaprun ANIMALPEN NPUMEHSIOT KOLIKaM JUJIsl JICYEHMS
caxapHoro auabeta, Tpedyromero MHCYJIHHOTEpANuHu.

12. IlportuBomnokasanus K npuMeHeHHIO: TUMOTJIMKEMHUSI M TOBBILIEHHAs
HYBCTBUTEJIBHOCTb K HHCYIHHY HJIM K JIO6OMY M3 BCIIOMOTIATENBHBIX BEILIECTB
npenapara.

13. Meps! npeoctoposxkuocTH NPU MIPUMEHEHHUH.

[IpenBaputensno  3amonHeHHbII LINMPHI-103aTOP  OJHOPA30OBbIH  JIOJKEH
MPUMEHSETCS BO BpeMs KypCOBOH Tepaluu TOJBKO Yy KOILIEK 110 Ha3HAYEHUIO
BETEPHHAPHOr'0 Bpauya.

- Pexomennyercs  npaktuueckoe oOydeHne (TexHHKa UHBEKLUUH) 110
HCTI0JIL30BAHHIO HINPHIL-/103aTOPa, IPOBOMMOE JIEYAIIIHM BETEPHHAPHBIM BPayoM.

- s npemorBparuenus UH(QHULMPOBaHUS IIMNPULI-03aTOP  JIOJKEH
MCIIONIb30BAThCs TONBKO OIHUM MALMEHTOM U He Tlepe1aBaThes ApYroMy JIUILy.

- Ecim ects monospenus, uro MCTIONB3YEMBIH  SK3eMIUISp  ILINpPHL-03aTOpa
TIOBPENK/ICH, CIIENlyeT HCIONb30BaTh HOBBIH IIPHLL.

- [lepen kaxnoii mubexumeii y6enurecs, uro IMPHI-103aTOP COAEPHKUT HYHKHBbIi
THIT MHCYJIMHA, IPONUCAHHBIIA JIeYallliM BeTepUHAPHBIM Bpayom.

- IlpounTaiite u cnenyiire MHCTPYKLIMK TI0 NPUMEHEHHMIO WHCyIMHa. Beerma
ybexnaiitech, yTo LITPHIL-1103aTOP NOATOTOBIIEH K HCIOJB30BAHUIO B COOTBETCTBHH C
pykoBoxcTBOM.  Hapywienwe — mpouemypsl  moarorosku IINPpUI-103aTopa K
HCTIOMb30BAHHIO MOXKET NIPUBECTH K BBEAEHHIO HETOYHOM 10351 HUHCYJIMHA.

- JInsg Kaxaoi uHbeKuuu MCTIOJIb3yHTe HOBYIO MriTy. Cpasy ke Mocjie HHbeKLHH
Ty CIICNYeT CHATh M yTHIN3UPOBATh Ge30MacHbIM crioco6oM. Eciu ura OCTaHeTcs Ha
HIMPHLE, 5TO MOXKET NPUBECTH K €€ 3aCOPEHHIO M IMOBIMATh HA TOYHOCTE BBE/ICHHUS
J103BI.

- Ecnn mocne orcoemmmenus wurner ot mnpuua Bel o6HapyXuian yreuxy
MHCYJINHA, CYIIECTBYET BEPOSTHOCTh, YTO /1033 BBEJEHA HE MOIHOCTBIO. He cnenyer
BBOZIMTE BTOPYIO 103y JUIsl KOMIEHCAMHU (3TO MOXKET IIPUBECTH K PE3KOMY CHHYKEHHIO
YPOBHsI caxapa B KPOBH).

IIpu pabore ¢ npemapatom BUHCYBET T naprud ANIMALPEN s komek
ClIefyeT coOmonath OOLIME NpaBWIa JMYHON THIHEHBI W TEXHUKH 0€30macHOCTH,
pEAYCMOTpEHHBIE TNIpH  paboTe C JieKapCTBEHHBIMHU npenaparamu. Jliogam ¢
PHNCPYYBCTBUTEILHOCTRIO K KOMIOHEHTaM Mpenapara crenyer wusberatb MpsAMOro
KOHTAaKTa C JIeKapCTBEHHBIM mpenapatoM. Ilpu ciyuaiiHOM BBeIeHUU npenapara
HCJIOBEKY BO3MOXXHO Pa3BHUTHE THIIOITTMKEMHH; PEKOMEHIYETCsl IepopajbHOE BBEICHHE
[TIIOKO3bl M OOpallleHHe B MeaULMHCKOe ydapexnaeHnue. B ciyyae nosiBieHus
AIIEPTHYECKUX PEaKLMH ClIe/[yeT HeMEUIEHHO 0OPaTHTBCS B MeTHLHHCKOE yupexaeHue
(Ipu cebe UMeTh HHCTPYKIHIO MO MPUMEHEHHIO Npernapara Uil 3THKETKY).

3amnpelniaetcs uCronb3oBaHue MyCTOH yIMaKOBKM M3-II0J] TIpenapara juisi GbITOBBIX
LieJIeH, OHa MOJUICXKHUT yTHIH3ALHH C GBITOBBIMH OTX0oaamu. Mcrons3oBaHHble mIMpHII-
AO3aTOPel ¢ MpEmapaToM cClelyeT yTHIM3UPOBaTh Oe3 NPUKPEIJIEHHBIX  WIJI;
MCHOJIb30BAHHbIC UIVIBI YTHIIM3UPYIOT B MX 3aIUUTHBIX KOJNNAYKAX H B COOTBETCTBUM C
PEKOMEH/IALIMAMH JIeYalllero BETEpHHAPHOro Bpaya.
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14. Tlpumenenue lIperniapara BO BpeMsi 0€peMEeHHOCTH U JIaKTaluu Y KOIIEK.

JIist JKMBOTHBIX ¢ paHee WMeBIIMMCS HiTH F€CTAllMOHHBIM CaXapHLIM JUAGETOM
B&XHO B TeuyeHHe BCeH OepeMeHHOCTH MONNCPKUBATE  ANEKBATHYIO pETryIsLHIO
METabOJIMYECKHX MpPOIECCOB, YTOGKI [PENYNpPENUTb TIOSBICHHE HeXellaTelbHBIX
HCXOZ0B, CBA3AHHBIX C THIIEPIIIHKEMHUE]].

B nepuwon nakrammum mosxer NOTPeOOBaThCsI KOppeKIHs pPeXHUMa 103upoBaHUS
MHCYNnHHA. OTHeNnbHbIE HCCIEN0BAHUS MO [IPUMCHCHMIO TIpenapaTa y J>XUBOTHBIX B
IEPHO/T JIAKTALIUH HE TIPOBOIUIIHCE.

15. Pexxum nosuposanus. Crioco6 BBEJICHHUS.

Havanenyro  nozy wu MOANCPXKUBAIOLIYIO 103y  ompenesser Jeqarmi
BeTepHHapHbIi Bpay. CtaproBas n03a HHCyMHA KonebieTcs B uHTepBane (0,25 — 0,5
ME/kr xaxnsie 12 yacos u ONPEAETIACTCS YPOBHEM IIIFOKO3bI B KPOBH. OBBIYHO T4 J103a
OKpYIJISICTCS B MEHBLIYIO CTOPOHY 10 OJKaiimieii CAMHHMLIBI W HE NpeBbllIaeT 2
ME/komiky kaxmsie 12 yacos.

Konuenrpauus riokossr s KPOBH Jlo3a HayanpHas
<20 mMoub/n unm <3,6 r/n 0,25 ME /kr
>20 MMonw/n unu > 3.6 r/n 0.5 ME /kr

Kowkam ¢ oxupenvem nmm [TOBBILIEHHOH Maccoif Tema n03a nomKHa
PACCUMTRIBATECS UCXOAS M3 MX PACCUMTAHHON HIealbHOI Macchl Tena, a He TeKylleH
Macchl Tejia.

[Tocne  noxp6opa NOANEPKUBAKOIIEH  03bI PEKOMEHAyeTCss  perynspHo
KOHTPOJIMPOBaTh YPOBEHb TIJIIOKO3bI B KpOBH 'y J>KHBOTHOTO M MO HeOOGXOAMMOCTH
KOPpeKTHpoBaTh N03y. 03Bl He NOKHBI YBCJIMYHBATBCA 4Yalle, YeM pa3 B 3-5 gmHeif.
beictpoe  ysenmuenue  no3mr ABJIACTCA  Y4aCTOH MNPHUYMHOM  THIOMTHKEMHH u
PUKOLIETHPYIOLIEH TUIEPrINKEMHUH.

Pexomennyercs mocrosuuo KOHTPOJIMPOBaTh O0lIEe COCTOSHHE >KUBOTHOIO
(anneTur, xaxnaa), pu nosBIeHUU OTKJIOHEHHH CllelyeT 0OpaTHTcs K JevalemMy Bpady.

IIpenapar BUHCYBET I'maprun ANIMALPEN s komrex BBOJHUTCS MOJKOXHO
B o0macTh mieiHON ckmangku KowKkH. Bsenenne npenapara BHYTPUBEHHO U
BHYTPUMBIIIEYHO HE JOIMycKaeTcs. Temneparypa BBogMMOTO [Ipenapara JoJiKHa
COOTBETCTBOBATh KOMHATHOIA.

Kopmnenne ocymecrsnsercs nsa pasa B CyTKH, B OHO M TOXe Bpems, NIEPBYIO
TTOJIOBUHY KOpMa B yTPEHHHME Yachl JAlOT BMeCTe MHBEKLHEH WHCYIHHA TJIapruH.
IIponomxkurensHocTs nevyenus OMPEIEIIACTCS JIeHallliM BETEPUHAPHBIM BPavoM.
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[Ipu mon6ope no3er He PCKOMCHIYeTCSl MEHATh CyTOYHOE KOJMYECTBO M BH]I
KopMma.

Henw3s wucnonszosars npenapat  BUHCYBET T'nmaprun ANIMALPEN JU1s1
KOIIICK, €CITH pacTBOp UMEET SIBHBI XJIONIb€BUAHBIH OCA/IOK MITH ITIOMYTHEHHeE.

16. Haubonee wyacto BCTPEHAIOLIUMCSL  HeXeJlaTeIbHBIM ABJICHHEM  TpH
[IPUMECHEHUH HMHCYJIMHA  SBJseTCS THIIOTJIMKEMHUS, a Takke JUIIOAUCTPOdHS,
JUIoaTpodus.

Pe3koe cHmxenue YPOBHSI TIIOKO3bl B KPOBH MOKET IIPUBECTH K BbIACJIEHHUIO
TOPMOHOB, CTHMYIIMPYIOIHX BBICBOGOXKICHHE TJIIOKO3BI U3 TJIMKOT€HA B IEYeHH, YTo
NPOSBIISICTCS TUIIepriINKeMHei (>addext Comoxn) u [oko3ypuen. B sroit cutyaruu
cienyer oopaTUThCS K BETEpHHAPHOMY CrielHauCTy.

B kauecTse MEp TNpPEeNOCTOPOXKHOCTH crieyer PEryJISIPHO NPOBEPSTH ypOBeHb

MPOKOHCYIbTHPOBATBCS C BETEPUHAPHBIM CIIELIHATUCTOM.

Ilpy  nosslmennoit MHIMBUIYallbHOW  YyBCTBUTENBHOCTH K KOMIIOHEHTaM
NpernapaTta W MOSBJIEHUU AJVIEPrUYECKUX  peaklMd  HCIOJb30BaHUe npenapara
NPEKpalllaloT W Ha3HAYaloT KHUBOTHOMY aHTHUIMCTAMUHHBIE npenapatel U cpejacTBa
CHMITOMAaTHYECKOH Tepanuu.

17. Cumnromsi MCPENO3UpOBKM  npenapatom  BUHCYBET T JlapruH
ANIMALPEN s komrek TIPOSABIISIOTCS NPU3HAKAMM THUIIOITHKEMHH: rojion, yCujieHue
OecnokoiicTaa, HecTaOuiIbHas JIOKOMOLHs,  cnabocTh  3amHUX KOHEYHOCTE,
JI€30pUEeHTALHS.

Ilpu nosBrenuu npusnaxos THTIOTIMKEMAH HEOOXOMMMO HEMEUIEHHO BBECTH
PacTBOp TIIFOKO3bI WM O0ECTIEYHTH KHBOTHOE KOPMOM JU1sl BOCCTaHOBJICHHS ypoBHSs
[JITOKO3bI B KpoBHU. Pexomenyercs [IPOKOHCYJIETUPOBATKCS C JIeYaliM Bpayom.

18. Bsaumoneiicteue ¢ APYTUMH  JIeKapCTBEHHBIMU npenaparamMmu u  (unu)

KOpMamu.
JlexapcTBeHHBIE Tpenaparel, coaepKalllie TrOPMOHBI IIMTOBUIHON  KeJie3sl,
UHTHOUTOPEI nporeas, HEKOTOpbIe HEHpOJeNnTHKH, MOTYT 0CNabIsATh

FHIIOTIMKeMHYecKoe IeficTBHe HHCYMHA TJIapryH.

Bo Bpems tepanuu HHCYJIMHOM TJIaprUH  He PEeKOMEHyeTcss  KopMieHue
BBICOKOYTTIEBOJIHEIMH KOPMaMH.

19. Ilpu navansrOM Moadope 1036l M B Cilydae OTMEHEI npenapara cieayer
KOHTPOJIMPOBATh YPOBEHD TITIOKO3HL.

20 B cuny ocobennocTeii ACHCTBHSL  (IIPOJIOHIHPOBaHHOE JeHCTBHE)
JICKapCTBEHHOrO Mpemnapara s BCTEPUHAPHOIO TNpPUMEHEHUs, Tocie noadopa
MONIEPXKHUBAOILIEH 103bI HHCYJIMHA Y )KMBOTHOLO CJIICYET CITAaHUPOBATh OTCIIEKUBAHHE
KOHLIEHTPALIWK ITIFOKO3bI B KPOBH M 10 HEO6XOIUMOCTH KOPPEKTHPOBATh /103y.

CyIuecTBeHHBIX  OTKIOHEeHHi PH  TpOIYyCKE ONHOH WM HECKOJBKUX 1103
JIEKapCTBEHHOI' O INpernapata s BETEPHHAPHOIO NIPHMEHEHHS HE BBISBIIEHO, HO ucxons
M3 00IMX peKkOMeHmamui, BoO BPEMS  TE€paruu JIeKapCTBEeHHBIM npenapaToM s
BETEPHHAPHOIO NpPHUMEHEHHs, HYKHO H36eraTs HapyIICHUSI pe)KUMa MPHUMEHEHUS, TaK
KaK 3TO MOXET INPUBECTH K CHHKEHHUIO 3¢ exTUBHOCTH Neyenus. [Ipu Bo3HHKHOBeHHH
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TaKoro ciyuyas, ciieyeT o6paTUThCS K JICHallleMy BETEPUHAPHOMY Bpady JUIsl KOPPEKLIMH
Kypca neuenus. Heinb3s BBoauTh 1BOMHYIO A03Y JUIst KOMIIEHCALMHU TIPOMYIIEHHOIA.
21. Ilpenapat He npeanasnauen s IIPUMEHEHUS TPOAYKTHUBHBIM KHBOTHBIM.

HaumenoBanus u agpeca
NIPOU3BO/ICTBEHHBIX ILIOIA0K
NPOHU3BOAMTEIS JIEKAPCTBEHHOT'O

npenapara JUTS BETEPUHAPHOIO
IIPUMEHEHUSI.

Hanmenosanwue, anpec OpraHu3aluu,
YIOJIHOMOYEHHOM J1epiKaTesieM Ui
BIIAJICNIBLIEM PEruCTPALIMOHHOIO
YAOCTOBEPEHHS JIeKapCTBEHHOTO Mpernaparta
Ha PUHSATHE NPETeH3UH OT noTpeGuTes.
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