Convenia 80 mg/ml 6k6v1] Kot S1eAVTNG YLK EVEGLIO SLAAVILA Y10, GKOAOVG KL YOTES

1. ONOMA KATAIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX
KAI TOY KATOXOY THX AAEIAX ITAPATQI'HX ITIOY EINAI YIIEY®OYNOX
I'TA THN AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©@OXON EINAI
ATA®OPETIKOI

Kétoyog g adgtog kKukhogopiog
Pfizer Limited

Ramsgate Road

Sandwich

Kent CT13 9NJ

UK

Mapackevaotiic vrevOvvog Yo TV aeELeVBEp @O TOV TaAPTId OV
Haut Pharma Latina S.r.l.

S.S. 156 Km 50

04010 Borgo San Michele

Latina

Italy

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Convenia 80 mg/ml ok6vn Kot SLoAVTNG Y10 EVESIUO SAAVLO Y10l GKOAOLG KOl YOTEC.
Cefovecin

3. YYNGOEXH XE APAXTIKO(A) LYXTATIKO(A) KAI AAAEX OYXIEX
KdOe @1oAid10 Avo@rhomomuévng okOvng mepLEysL:

APUOTIKO GUGTATIKO:
852 mg kepoPekivn (g vaTplovyo dAaug)

"Exdoya:
19.17 mg mapaiidpo&uPevioixov pebvieotépa (E218)
2.13 mg napaiidpoéuPevioicod npomviectépa (E216)

Kdéfe @uodido dwoddtn mepiéyst:
"Exdoya:

13 mg/ml BeviuAikng aAkoOANG
10.8 ml HdaTog Yo gvéaipa

Metd v avooOoTIeT GOUEMVE UE TIC 0ONYIEC TNG ETIKETAC, TO EVEGIUO JAALUO. TEPIEYEL:
80.0 mg/ml cefovecin (og voTplovyo dAog)

1.8 mg/ml mapatidpoéuPevioicod pebvriestépa (E218)

0.2 mg/ml mapatdpocuPevioikod npomviectépa (E216)

12.3 mg/ml BeviuoMknig oAkoOANS

4. ENAEIZH(EIX)

T Tic akdAovdec AowméEelc mov amortovy mopatetausvn Oepomreio. H aviimkpofiokn
dpaon tov Convenia érerto omd pio. povipn £veon dwapkei uéypt ko 14 nuépec.

ZKOAOL:



INa ™ Bepameio AowmdEe®V TOL dEPHATOG KOL TOV LOAUKDV HopieV, GOUTEPIAAUPBAVOUEVOY
TVOOEPLOTOG, TANYOV Kol amootnudtov mov oxetilovion pe Staphylococcus intermedius,
B-haemolytic Streptococci, Escherichia coli ko /W Pasteurella multocida.

INo ™ Oepoameio LoypdEemv ToV OVPOTOMTIKOD GLGTHLOTOG TOV oxeTilovTon pe Escherichia
coli xown Proteus spp.

Qc emkovpikn Ogpomeion. oMV UNYOVIKN 1N YEIPOVPYIKN TePtodovTikn Oepameio toV
ULOADVGEMV TOV QOTVIOV KOl TOV TEPLOOOVIIKMV 16TAV, cuvoeduevn pe Porphyromonas spp.
ko Prevotella spp. (BAére eniong [oapdypago 4.5 <Edwéc [Tposidomomoselc yio Xpnon > )

Fazeg

INo ) Bepameio TOV OTOGTNUATOV TOV OEPUOTOG KL TOV LOAOK®Y HOPI®V Kol TPOVUATOV,
nov oyetilovtan pe Pasteurella multocida, Fusobacterium spp., Bacteroides spp., Prevotella
oralis, B haemolytic Streptococci kon / | Staphylococcus intermedius.

o 1t Oepameioc TOV AOWDEEDV TOV OVPOTOINTIKOV GLGTNHHOTOC TOVL oyeTiovtol pe
Escherichia coli.

5. ANTENAEIZEIX

No unv gpnoponoteiton o nepintmon vaepevoictnciog o€ aviPloTikd KEPAAOCTOPIVOV M
TEVIKIMVOV.

No punv ypnoonoteitoar og pikpd uToedya {mo (GVUTEPIAAUPBAVOUEVOV VOIKDY YO1p1dimV
KOl KOUVEALDV).

Noa pnv ypnoLonoteital 6€ GKOAOLS Kat Yateg NAKiog KAt Tov 8 Boonadmy.

6. ANENNIOYMHTEX ENEPI'EIEX

Xe TWOMD OMAVIEG TEPWMTMOOES, OCLUTTOUATO ONO TO YOOTPEVIEPIKO GUCTNUO OV
neplopPavouy EUeTo Kot /1 d1appoia, Exovv Tapatnpnoei.

Edv mopotnpioete onoadnmote goPopn 1 GAAN avemBounTn evEPYELD TOL SEV UVOPEPETOL

GTO TTOPOV PUALO 0INYIDV XPOTG, TAPUKOAEIGOE VO EVILEPMGETE TOV KTNVINTPO GOC.

7. EIAH ZQON

ZKOAoL Kot YUTEC.

8. AOZOAOTTA I'TA KAGE EIAOZ, TPOITOX KAI OAOX(OI) XOPHI'HXHX
Zivlot ko yateg: 8 mg kepofexivng/kg copatikov Bapovg (1 ml/10 kg Bdpovc cdpotog)

Mivaxag docolroyiag



Béapog Zmhov (ZxvAot Kol YATES) ‘Oyxkog yio yopiynon
2.5 kg 0.25 ml
5 kg 0.5 ml
10 kg 1.0 ml
20 kg 2.0 ml
40 kg 4.0 ml
60 kg 6.0 ml

Mo ™mv avacdotoon, AaPete 10 ml and 10 @QroAido ToL SWAVTN KOl TPOGOEGTETO, GTO
QLOAIS10 TOV TEPLEYEL TI AVOPIAOTOINUEVT GKOVT|. AvakiveioTe TO GOS0 PLEYPL VO PaiveTOL
OTL OAN M oKOVN €xEL d1AVOEl TANP®G.

AodEeig 6£puatog kot OAAKOY Popimv 68 GKOAOVG:

Mo, vodoplo Eveor). Av YPEWICTEL, 1 YOPNYNON TOL POPUAKOV UTOPEL va ETavoinedel og
Swotiuote 14 nuepdv £mg TO LEYIOTO TPELS POPEG OKOUN. ZVUPMOVO LE TOVG KOAVOVES KOANG
KTNVIOTPIKNAG TPOKTIKNAG, 1 Oepameio Tov TLOSEPUATOS TPETEL VO TOPATEIVETOL TEPOV TNG
TANPOVG LITOYDPTONG TOV KAVIKDOV OTUEIDV.

YoBapéc AOWDEELS TOV QOTVIOKDV KOl TEPLOSOVIIKAV IGTAOV GE GKOAOVC.
Mia voddpia d6on tov 8meg/ke off ( 1ml yio k66e 10 kil o)

Anootipota Kot TANYEC TOL 0EPLOTOC KOL TOV LOAOKAV LOpimV 6E YATEC:
Mo, vodopuo Eveon). Av ypelooTel, (o emmpoctetn 66om pmopel va yopnyndet 14 nuépeg

LETA TNV TPOTN YOpNynon.

AodEELC TOV OVPOTOMTIKOD GVGTHUNTOS € GKOAOVE KOl YATEC:
Mio vodopua. Eveon).

9. OAHI'IEX I'lA TH ZQXTH XOPHI'HXZH

INa va e&oopoliotel N oot door, Oa Tpémel va vworoyiletar 660 T0 dvvatdv akpiBéctepa
T0 COUOTIKO Bapog yio va amopgvydei ) vTro-docoloyia.

INo va deceoicdel N cwot) docoroyia, To Papog Tov {dov mpémet va TpocdiopileTal 66O

70 duvatd oKpPIPESTEP, MOTE va amopevydel 1 vTo-doGol0Yia.

AOY® amovciog HEAETOV GUUPBOTOTNTOC, TO KTNVIATPIKO TPOIOV OEV TPEMEL VO OVOLULYVOETAL
pe GAha KTNVIOTPIKd TpoidvTa.

To mvddeppa cuyva givor emakdAov00 piag vTokeipevng vooov. o To Adyo avtd cuvieTdTal
va Tpoodlopiebel | vokeipevn vocog Kot vo. d00el avaioyn Bepomevtiky ayoyn oto {do.

10. XPONOX ANAMONHX

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa pvrdcoetar o€ 0éon, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta Tadid.



Na pun ypnoonoteiton HeTd amd Ty nuepounvio ANENG Tov avaypaPETOL GTO KOUTI.
Xpovog Lmng Tov TPOoIdVTOG UETA TNV AVOGVGTACT], GCOLPMOVE, LLE TIC 001 YieS: 28 nuépeg

Onwg 6leg 01 KEPUAOGTOPIVEG, TO YPAOLUO TOL SOAVHOTOG LETO TNV AVOCVGTOOT] UTOPEl Vo
yivel mo okovpo. Av Op®G PuAayBEl OTmG CLVIGTATAL, 1) ATOTEAECUATIKOTITO TOV QAPUAKOL
dev ennpealeroa.

Ipw v avacvotaon:
dvidoocete og yoyeio (2°C - 8°C). Mnv KatayvyeTe.
Duldooete oTNV aPYIKT] CLGKELAGIN Y10 VO TO TPOGTOTEVGETE OO TO (PG,

Mertd v avocvotaon:
dvidoocete og yoyeio (2°C - 8°C). Mnv KatayvyeTe.
Duldooete oTNV aPYIKT] CLGKEVAGIN Y10 VO TO TPOGTUTEVGETE OO TO (PG,

12. EIAIKH(EX) ITIPOEIAONIOIHXH(EIYX)

INa 7o Loe:

Eival cot6 01 kKe@oroomopives Tpitng YEVEAS Va XPTGLLOTOOVVTOL GE KAWVIKES KATAGTAGELS
OTIS omoieg VINPEE KPT OVTOTOKPIOT 1) OVOUEVETOL VO DTAPEEL [IKPT OVTOTOKPLGT), GE
0Aleg katnyopieg OvTIUIKPOPLOK®V 1 TPOTNG YEVIAS Kepoloomopwvav. H ypnon tov
npoidvtog mpémel va Pociletar o€ dokpaoieg evaicOnoiog Kot Tpémet vo Aappdvoviotl vToym
1 TOTIKY OVTYUIKPOPLOKT TOATIKY .

H mpotapyikn araitnorn g Oepameiog yio v mePO00VTIKY VOGO &ival 1 UNyYoviKn Kot / 1
YEPOLPYIKY emEUPaON amd TOV KTNVINTPO.

H acediero. oo CONVENIA degv €xel amoderyfel kotd tn didpkelo g KOMoNG Kot g
yohovyiog.

Ta vrd Oegpancio (Do va unv ¥PNOYLOTOIOVVTAL Yo ovarapaymyn yio. 12 fdopddec petd v
TeEAEVTOIN YOpN YN ON.

H acedleion yopriynong tov CONVENIA 6ev éxel pekemfei oe {do mov macyovv omd
ocofapn veppikn dvcsiettovpyia.

IIpéner va ookeitw mpocoy ] oe {da To omoio. €YOoVV TAPOLGIICEL OTO TAPEABOV
vrepevacnoio oy KeeoPekivn, oe AAAEG KEPUAOOTOPIVEG, TEVIKIAAIVEG, 1 ©€ GAAQ
QOpHOKe. AV TPOKVLYEL OAAEPYIKT avTIOpAON, 1 YOPNYNOoN TNG Kepofekivng mpémel va
OTOMOTNOEL Kol Vo apyicel katdAnAn Ogpameio yio vrepevoicOncioa otig PB-AaKTOUES.
YoBapnc popeng o&eieg avtidpaoelg vaepevaictnoiog evoéyetan va omortody Bepameio pe
emveppivn Kol GAAOL  EKTOKTO HETPOL 7OV  GupmEPAapBavovy  yoprynon  o&uydvov,
EVOOQAEPLOV VYPOV, EVOOPAEPIOV AVTUSTOUIVIKAY, KOPTIKOGTEPOEWDMOV Kol VIOGTNPIEN TOV
OEPAYOYDV aVAAOY HE TNV KAWVIKY €kova. Ot ktnviatpol mpénet va EXovv vmoyn Tovg Otl
UTOPEL VO ETOVEUPAVIOTOUV TO OAAEPYIKG CUUTTOUOTO OTOV 1 GUUTTOUATIKY Ogpomeio
Saxomel.

H tavtoypovn yprion AoV ovoidv mov £xovv vynio Babud cvvdeong pe npoteives (m.y.
(QPOVPOGEUION, KETOKOVALOAN 1 UM GTEPOEBDV OVILPAEYHLOVOOI®Y otepocd®my (NSAIDs))
Lmopel vo, OpACEL OVTAYMVICTIKG HE TNV oOVOEOT TNG KEPOPekivig, HeE OmOTELEGHO Vo
TPOKAN 00UV avemBOunTEG EVEPYELES.

H emovolapPoavouevn docoroyia (8 yopnynoeig) oe daotuotoa 14 nuepdv ce meviamidoio
TNG GLUVIGTOUEVNC 0OGN NTAV KOAX OVEKTN GE VEAPOVS GKVLAOVS. Mikpd Kot Topodikd oidnuo
0TO0 GNpEio YopNynong mopatnpnOnKoy HETd amd v TPOT Kol deVTEPT] Yop1ynon. Mo



yopnynon 22,5 popég TG CLUVIGTOUEVNC OGN TPOKAAESE TAPOSIKO 0idNpa Kot dvcavesio
OTNV TEPLOXT TNG XOPTYNOTG.

H emovolapPoavouevn docoroyia (8 yopnynoeig) oe daotuota 14 nuepdv ce mevianildoio
NG GLUVICTMOHEVNG dOCN MTaV KOAG OvVeEKTN G€ veapés Yatec. M yopriynon 22,5 gopéc g
OUVICTOUEVIG O00NG TPOKAAEGE TOPOSIKO oidnuo kol dvcave&io oty Tepoyn g
xopnynon.

o 10 ypiioty:

Ot TeviKiAdiveg Kot 01 KEQOAOOTOPivEG UTopEl v Tpokaiécovy vepevatcinacio (aiiepyia)
LETA 0O EVEGIUN YOPNYNON, E6TVOT|, Katdmoom, | emoen pe to 6éppa. H vrepevarctnoio
OTIG MEVIKIMAIVEG UTOPEL VO 00NYNOEL 08 SlOGTOVPOVUEVN EvOIGONGia OTIG KEPAAOGTOPIVEC,
Kot ovTIoTpOQ®S. Ot 0ALEPYIKES AVTIOPACELS GE GVTEG TIS OVGIEG GE OPIGUEVES TEPITTMOELG
umopel va givar coPapég:

Mnyv yepileote T0 TPOIOV ALTO AV £xeTE ELAGONGIO GE TETOO0V €I00VE GKEVACHATA 1] GO EYEL
yiver oyetikn cvotaon.

IIpéner va yepileote 10 mpoidv awtd pe TPocoyn, maipvoviag O ta avoykoio péTpa
TPOOTGING £T6L DOTE VO, UNV eKTiOESTE GTO TPOTOV.

Av mapatmpnbodv copntdpato petd amd £kbeon oto TPoidv, OmwS e&avOnpata dEpUOTOC,
mpénel vo, avolnTnoete WTpiky cuPovAn Kot va 6gi&ete GTo YoTpd TNV TPOEWBOTOINGCT| 0VTH.
Oidn o Tov TPOGOTOL, YEEMV 1| 0POAAU®OVY 1 SucKOAlEG GTNV avarvor gival Ta o cofopd
GUUTTMOTO KO OTOLTOVY GUEST 1TPIKT GUUBOVAT.

Av yvopilete 0T gloaote aAdepyikol 6TIG TEVIKIAMAIVEG ] TIG KEPOAOOTOPIVEG ATOPVYETE TNV
EMAPT pe ypnoomombévia vroAleipota. X tepintwon enapng EemAHVETE TO dEPLO GOG UUE
VEPO KOl GOTOVVL.

13. IAIAITEPEX TIPO®YAAZEIX TIA THN AINNOPPIYH TON MH

XPHEIMOITIOIHOENTQN KTHNIATPIKQN GAPMAKEYTIKQN
MPOIONTQN 'H TQN YIIOAEIMMATON MOY MMPOEPXONTAI AIIO AYTA,
EAN YIIAPXOYN

Kdabe pun ypnowomombév kmmviatpikd QApUOKEVTIKO TPOdV 1 U ypnoipomonfévo
VTOAEIUUATE TOV TPETEL VO, ATOPPITTOVIOL COUPMVA LE TIG 1I0YVOVGEG TOTIKES OTOLTIGELC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHY TOY ®YAAOY OAHI'IQN
XPHXEQX

AemTopepeic TANPOQOpieg Yoo Tov Topdv mpoldv dwatifevior oTov SIKTLOKO TOTO TOL
Evpondiko Opyovicpot Gappdkeov (EMEA) ot dievbuvon http://www.emea.eu.int/

15. AAAEX ITAHPO®OPIEX

H kepofexivn eival pio keporocmopivn Tpitng yevidg HE €VPL QAGHO dPACEMS EVOVTIOV
Gram-Ogtikov kot Gram-apvnTik@v Baxtnpiov cOUTeEPIAAUPAVOUEVOY TOV GTEAEXDV TOL
nopdyovv B-Aaktopdon. Awgépel amd GAAEG KEQAAOGTOPIVEG G TPOC TO OTL EXEL LYNAO
Babud ovvoeone upe mpwteiveg kol €yl peydAn mepiodo Opdong. Omwg Oleg ot
KEQPOAOGTOPIVEG, 1| dPACT] TG KEQOPEKIVIG TTPOEPYETAL OO TNV OVAGTOAN TNG oVVOEGNG TOV
Baktnplokov kutTapikov Toyympatoc. H kepoPekivn €xel Paktnploktdvo dpao.



H xepoPekivn mapovoidlel in-vitro dpdon evovtiov tov Staphylococcus intermedius xol
Pasteurella multocida mov oyetifovion pe MOWDEELS SEPHATOS KUVOEIDDV Kol AAOVPOEBADV.
H «xepofexivn eiye dpdon evaviiov avaepofiov Boktnpiov omwg Bacteroides spp. kol
Fusobacterium spp mov cvdA&ybnkov omd omooTiHoTe otAovposlddy. ‘Eyel derybel 611 n
Prophyromonaw gingivalis kot 1 Prevotella intermedia mov é£yovv omopovobel omnd
TEPLOSOVTIKEG VOGOVG TOV OKVAOV, €ivor emiong evaicOnta. Emmpocsbitwg, n kepoPexivn €xet
in-vitro dpdon evavtiov Tov Escherichia coli mov oyetiletar pe AOWUDEELG TOV 0VPOTONTIKOD
GLOTHLLOTOC TOV KUVOEOMV KOl AIAOVPOEDDV.

H avtoyn otig kepoaloomopiveg TpokvmTel amd evVOLUOTIKY amevepyomoinon (Tapaymyn g B-
Aoktapdong), M GAlovg unyovicpovc. H avtoyn pmopel vo kKodiwkomoleiton  omd
YPOUOCOUOTON omd TO TANCUIOD Kol UTOPEl Vo UETAPEPETOL GTO YEVETIKO VAIKO TMOV
Boaktnpiov edv avt oxetileton pe petabetd otoyeio (transposons) 1 mAoopidio. Mmopel va
mapotnpnOet dStooToLPOOUEVN OVTOYT G GLVOLOCUO LE GALEG KEPaAOGTOPIVES Kol AALOLG B-
AOKTOLIKOVG OVTIBOKTIPLOKOVG TOPAYOVTES.

Eoappolovtag mpotevopeves ikpoPloloyikég Tilég amotelecpatikotntog S < 2 ug/ml, dev
éxel  mapatnpndel ovtiotoon TOV  omOUOVOUEVOV  oTEAey®V  Pasteurella multocida,
Fusobacterium spp  xor Porphyromonas spp, ommv «keeoPekivn. Otav divetan o
TPOTEWOUEV T pukpoPuoxng amoteleopoatikomrag 1 < 4ug/ml n avtiotaon TV
OTOUOVOUEVOV oTEAEY®V S. intermedius kon beta-haemolytic Streptococci otnv kepoPekivn
nrav pkpodtepn and 0,02% xou 3,4% Prevotella intermedia omopovopéva otedéym. Ta
mocootd avtictaong tov E. coli, Prevotella oralis, Bacteroides spp. xau Proteus spp. otnv
cefovecin ftav 2,3%, 2,7%, 3,1% and 1,4% ovtictoiyws. To mocootd avtictaong tov
APVNTIKGOV 0T KooyKovAdon Staphylococci spp. (m.y. S. xylosus, S. schleiferi, S. epidermidis)
givar 9,5%. Ta oteléyn Pseudomonas spp., Enterococcus spp, ko Bordetella bronchiseptica
glvat £yyevag avOeKTIKd otV KEQOPEKIv.

H kepofexivn éyel HovadIKEG PAPLOKOKIVITIKEG 1010TNTEG He e&apeTikd peydAo ypovo
nuioelog {ong 1060 o€ GKOAOVG OGO Kol GE YOTEC.

To mpoidv Slotibeton 6 Eva povo péyebog cuokevaciog mov meptAapuPavel Eva PaAidlo mov
TMEPLEXEL TNV AVOPIAOTOMEVT] OKOVN KoL €va dEDTEPO PLOAIBI0 OV TEPLEYEL TOV SLOADTY.
Metd v avacboeTaeT 0 OYKOG TOV EVEGIUOV S1ADLTOC glvar 10 ml.

Mo omowdnmote TANPOPOPic. GYETIKA WHE TO TAPOV KINVIOTPIKO (QOPUIKEVTIKO TPOioV,
nmapokodeicle va ameubBuvheite oTOV TOMKO OVTITPOCOTO TOL KATOYOL TNG GOENG
KLuKAOQOpPiagG.

Belgié/Belgique/Belgien Luxembourg/Luxemburg
Pfizer Animal Health s.a. Pfizer Animal Health s.a.
Tel./Tél.: +32 (0)2 554 62 11 Tél.: +32(0)2 55462 11
Ceska republika Magyarorszag

Pfizer Animal Health Pfizer KFT

Tel: +420 283 004 111 Tel: +361 488 3695
Danmark Malta

Orion Pharma Agrimed Limited

Animal Health Tel: +356 21 465 797

TIf: +45 49 12 67 65



Deutschland
Pfizer GmbH,
Tel: +49 (0)721 6101 01

Eesti
Pfizer Animal Health
Tel: 4370 5269 17 96

E)\LGda.
Pfizer Hellas A.E.
TnA.: +30 210 6785800

Espaiia
Pfizer S. A.
Tel: +34 91 4909900

France
Pfizer
Tél: +33 (0)1 58 07 46 00

Ireland

Pfizer Healthcare Ireland, trading as:

Pfizer Animal Health
Tel: +353 (0)1 467 6500

island
Icepharma Ltd
Tel: +354 540 80 00

Italia
Pfizer Italia S.r.l.
Tel: +39 06 3318 2933

Kvnpog
Pfizer Hellas A.E.
TnA.: +30 210 6785800

Latvija
Pfizer Animal Health
Tel: +370 5269 17 96

Lietuva
Pfizer Animal Health
Tel: +370 5269 17 96

Nederland
Pfizer Animal Health B.V.
Tel: +31 (0)10 4064 600

Norge
Orion Pharma AS
TIf.: +47 40 00 41 90

Osterreich

Pfizer Corporation Austria G.m.b.H.

Tel: +43 (0)1 52 11 57 20

Polska

Pfizer Trading Polska Sp. z.0.0.

Tel: +48 22 335 61 99

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 55 00

Slovenija

Pfizer Animal Health
Pfizer Luxemburg SARL
Tel: +386 (0) 1 52 11 670

Slovenska republika
Pfizer Animal Health
Tel: +421 2 5930 1818

Suomi/Finland
Pfizer Oy Animal Health
Puh/Tel: +358 (0)9 4300 40

Sverige
Orion Pharma AB
Tel: +46 (0)8 623 64 40

United Kingdom
Pfizer Ltd
Tel: +44 (0)1304 616161
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