
PA3PEIIIEHI,IE
Ha BB0A B rpaxAaHcKl'Ifi o6opor s Poccuftcr<ofi (De4epapt4 cepukt vnw ilap,rw

rIpoI{3BeAeHHoro n Poccuficr<ofi (DeAepa\ur4r,rJrr{ BBo3r.rMoro n Poccraficrylo @eaepaqurc
uuuyHo6r{oJrorvqecKoro neKapcrBeHHoro npelapara

J\lb P006-0 0110-7 7 1020107 62 or 20.03 .2025

BuAano (De4epanrHoMy rocyAapcrBeHHoMy 6ro4xerHoMy yqpexAeHr,rrc "HaquoHa*Hufi
I{ccneAoBarelrcxufi IreHTp SrIIrAeMHonorI4I4 u unxpo6uoJrorl4lr I{MSHH norrerHoro
aKaAeMuKa H.@. faMareu" MauucrepcrBa 3ApaBooxpaHeHr{, Poccnficroft @e4ep at\114,

v, A. lg, I4HH: 7734013214.
(uaunrenoaauue ropuAuqecKoro JrHrIa, roprua

(De4epa.nbnaq c"rryx6a ro HaA3opy B c$epe 3ApaBooxpaHeunq Ha ocHoBaHrrrr
3aKJIIOrreHrIfl IrcfIbITareJIbHOro qeHTpa SKCleprH3hI KaqecrBa MeAr{qr,IHcKI{X
znarrayno6l{orolrlqecKl.rx flpenaparoB @eAepanrHoro rocyAapcrBeHHoro 6rc4Neruoro
)rqpexAeHl'Ifl "Ha5runufi IIeHTp gKcneprl43bl cpeAcrB MeAlrrl[rHcKoro upunaeueuur,,
MnHncrepcrsa gApasooxpaHe,r.rq poccufi crofi @.!.pur1r,

(nauuenonaHne

or 18.03.2025 . Ilb |73lI{IIgcMrr pa3pe,,aer BB,A B rpaxAaHcrcufi o6opor---Gar")- ("o""p) 
-s Pocc[ficrcofi oe4epaqurl tlMMyno6uo.rrorurrecKoro JrexapcrBeHHoro rrpe[apara

B ax4aH a ry6eprynesHa, ln{ qaAfl rleft nepsuqHofi zpfl\aynn gaquu (EifK -ilrl)
(ropronoe Hauuenonauue)

lHoSIalHs ut Nrfl rIpHroroBJIeHI{, cyc[eH3u V Nrfl BHyrpraKoxHoro BBeAeHr.rrr
0.025 rr'rrhosa 0.5 nar (20 aos) - aMrIyJIbI (5 rur.) - naqKra KaproHHbre /s ro1,rmeKre

c pacrnopurelerra- (arrarrynu) 2 rr,u-S wr.l - 4rx reue6Ho-upo$unamu.recKux )qpexAeHHft(Qopua BBrrrycKa (" l*usurr"r ecrBo B ynarorxe)

rpon3BoAcrBa OfEy "I{?III3M uru. H.O. fanaaleu" MraHs4pasa PoccuH ($rannan
"Me4taMar" OIEy "I{IltrI3M una. H.(D. fauareu" MuHs4pana PoccraH), poccu.f,,'fZgOgg,

I4r,I, BKJrIoga, Bbr[ycKalo[Iktfi KoHT
(uazueuonanue u a,4pec rrpo,

PerncrpaqrroHHoe yAocroBepeHne J\t p N00l g7Z/01or 31.03.2b0g. i
lepxrarerrb perrcrparlrroHHoro yAocroBepeHuq orBy "IilIII3M zna.
MIaHs4panaPoccuu(@unual''Me4raIraal''@IBy''III4II3MI4M.

yn. fanaaneu,4. lg.

cepuu 842 (PacrsopprTeJrb - 485) ,

(uouep cepuu)

roAeH Ao 12.2025 ,
(cpox ro4nocrra)

3anaecrzrenb pyKoBoAarenq
Pocs4paeuaA3opa

o6reu cepurr rrJrrr 
rcg7IrapTurr

/{0KyMEHI II( )rr{ttLICA H
)JII Iilpc] I il i0r1 uoi{ttltcl,rrt

CeprurlrNur 4D2A3I I12762 l9ti4{):3Al9L? j l47.tDfD4
B:tagerrerl IIlpxouerrxo,l{*trrqrrrir BrcRo.qolloarrrt

l{er:icrnnrelen e 18.04.2024 no 11.07.2015

(roluvecrno
ynarconor)

ffi**
' ,itr.w!

(uauneHonanue, a4pec)

[.B. flapxoMeHKo



QfEy "HI4UOM HM, H,cF, I-aManeH" Munogpaaa Poccun
(rDnnnan "Megrauan" Ol-6Y "HilUeM uu. H.O. l-auareta" Muuagpaea Poccnn)

nAcnoPT 2219
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'I OnucaHre fl noQranusar. OgHopo.qHaa nopucraff Macca, nopourKoo6paaHa.a unu
a nuge roHrofi axypHofi ta6nexu (ronevxa) 6enoro rnr cBerno-
xerroro Llaera. FrrpocronrqHa.

IuoQunuaar. 0AHopofl Haq nopucra,
Macca, noporxKoo6pasuaa ,1nil B Bu.qe

roHKof axypHofi ra6nerru (ronevxa)
6enoro unr cBerno-xenror0 uBela.
l-l4rpocron!aqHa.

llo,qnuHHocru
2.l .Murpocronh.recKufi
2.2.Kynu rypanr HsrrZ

2.1 .l1pu Mr4KpocKonut,t Ma3KoB, oKpaueHHbtx no l_{rnxr-Hrnuceuy,

AonxHbt onpeflenfrTbc, oKpaueHHble B KpacHUfr UBeT
(xvrcnoroycroIvuasre) rourue, nptMbte rr]H cnerKa u3orHyrbte
nanoqKfi Anvvoh 1-4 r,,txru r.r uLupuHoh 0,3-0,5 MKM, .lacro c
He6onuurtau B3Ayr4fl[1t4 Ha KoHqax, He o6paeyoulue cnop u Kancyn.
2.2.npv noceBe BaKquHbt Ha nnoTHylo cpegy fleaeuureftxa-lZesceua
vepea 26-30 cyr rHxy6aur,rN npn reMneparype (3711) qC 

Ha

noBepxHocil4 cpeAbr noaxHbt Bblpaclarb xapaKTepHble uepoxoBarbt€
nrorHbre KonoHhr4 or 0,5 4o 8,0 Mrv s AilaMerpe xenroBaroro UBera (
TOHKl4M14 HepOBHbtMil Kpanvl,/|.

2.1. llpu MuKpocKonrirl MagKoB,

oKpaureHHblx no l-{unro-Hunuceuy,
onpeAefi ,rcTc, oKpaueHHbre B

KpacHbrf qBer (Kylcno-roycrofi,luaure)
lOHKHe, npqMHe H CnerKa tlSorHyTble

nanol{ro4 gnnHoit 1-4 MKM h ru,4puHofr

0,3-0,5 lrrr,t, qacro c ue6onuuunyt
B3.qyTUrMl4 Ha KOHqaX, He

o6paayror4re cnop fi Kancyn. 2.2.l1pn
noceBe BaKurlHbt Ha nnorHyto cpeAy
IeaeHureft Ha-lieHceNa uepea 26-30
cyr uNry6aqrau npt,l reMneparype
(37i1 ) ,C Ha noBepxHocrh cpeAbl
BbrpacTaloT xapaKrepHb,e
uepoxoBaTbre nnoTHbte KofloHh14 oT

0,5 ao 8,0 MN.{ B .qnaMerpe
xenToBaToro uBeTa c roHKt4Mt4

HepoBHbrMH KpaffMr.
J Bpeun

BOCCTAHOENEHMC

npenapara

He 6onee 1 MMH nocne.ao6asneHus B aMnyny npilraraeMoTo
pacrBoprlrens c n6pasoeauuer,l rpy6ogr,rcnepcxofi rouoreugoft
cycneH3!1h,

Pacraoprercr B TeqeHule 1 MuH nocfle
4o6anneurn B aMnyny npuflaraeMoro:ffiHil'ffiq

4 l-lpoapavuocrs n

UBeTHOCTb paCTBOpa

PacreopeHuan BaKuhHa AonxHa HMerb Bh.q, rpy6ogracnepcHofi
cycneH3h,4 6enoro c cepoBarbrM unu xenrbtM orreHKoM qaera, 6ee
nocTopoHH14x BKnrcqeHuil. Fffi,Wffi,}

Hfl#ffiffiffiH
t 06rqee copepxaHue

6aroepnit
fioxaaarenu onril,lecrofi nrorHocrn (Ol1) aonxeu 6utu a npe4enax
or 0,16 to 0,2 onru.lecKux e4!4Hr1u (OE), ,iro coorBercrByer 0,5 Mr/Mr
rararpo6xurx rneror 61,{X.

o165oE%STf'*

t) .[ucnepcHocru floxagatens AilcnepcHocrl4 AofixeH 6uru He smxe I,5. 1,7e8 ro*iffgP
7 florepa B Macce npr4

BblCyl.ljtlBaH ilU

He 6onee 5%. 4,62%

Baryyu (a aMnynax, l-aeoga.q cpe,qa B aMnynax c BaKqrHori AonxHa 4aoaru 6ne.r1Ho-



B SanarHHbrx n0.q

BaKyyM0M)

rony6oe rru pogoBo-aofly6oe caeqeHue. Aunynut ganaflHbr no.q aproHoM
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o Orcyrcraue
nocropo H H 14x 6 arrepra i
u rpu6oe

flocropoHHne 6arrepru r rpra6ur .qonxHbr orcyrcrBoBarb. flocroponuue 6axrepnu r,r rpr6sr
oTcyrcTByroT.

10 Axouanuuas
TOKCtIqHOCTb

BaxurHa AonxHa 6urrs He r0KchqHa. He rorcu,rua.

'I 
1 Cneuu*uqecras

6egonacuoctu
BarurHa Eonxna 6urru cneqrQilqecxn 6egonacHa, He AonxHa
co.qepxaTb Bl4pyneHrHble uaro6arreprta.

Barrlaxa cneqilSh,recKrl 6eoonacna,
He co.qepxrT Bl/lpyneHlHbre

t',ruro6axrepult.

12 Cneqr$urecrar
AKTMBHOCTb

.[onxso co.qepxarbcn or 1 5 ,qo 23 Mnx xl,tgHecnoco6uurx xnerox
6LlXal MrBaKqnHbr.

MnH xt4aHecnoco6nurx xneror El-{X a

I Nlr aaxuuuur.
10 Tepr,.rocra6r nuHocru Ha repmocra6nnbHocTb npoBep.Blor Kax4yro s-yo cepuro,

coorBercBylollync H.[. BarqraHa AonxHa 6urru tepuocra6unuuofi .

flplr xpar-renuu BaKqilHbr B TeqeHue 4 HeAenu npil reMneparype
(37t1) !C lucno xn3Hecnoco6irux nraxpo6Hux Kneror B I,0 Mr

BaKUUHbT EUX ,qOnXHO CocraBnrlb He MeHee 25o/"Ot l,lx r4CXO.qHOrO

qucna, Koropoe onpegefiror o o6pasLlax, xpaHrauhxc, nph

TeMneparvpe or 2 no B oC,

flpoaepror Kax,qyo nrTyo cepilto.
flocneAHurri KoHTponb cephq Ne 840
(26%).

14 fl poreao4craeHusrft
UTAMM

flpousaogcrao BaKu!4Hbt ocHoBaHo Ha crlcreMe noceBHoro
MaTepfiana. l-locenHoft Marept4an (ceprn) - niloSHnu3ar cy6urar,,rua
Mycobacierium bovis BCG-1 (Russia) AenoHupoBaH B

I-ocyAapcraexHoft KonneKqilh naroreHHbrx MvrKpoopraHrl3MoB!

Poccr,rn (l-K11M Ns 700001).

['loceenofi Marepran cepnr 368 "nt" "

nno$unrsar cy6urauraa
Mycobaclerium bovis BCG-1 (Hussia)
(AenoHrapoaaH a fKnM NP 700001).

,IR Pacreopurenu
sarurauur 6UX

Pacraop Harpu, xnophIaO.9ok ann fiHbeKqr4il

to Onrcaulre [lpoaparuan 6ecuaeri]as xraKocTb. [lpoeparnan 6ecueetxaq xrr,qKocrb.

17 floAnrxnocru XaparrepHar peaKqilq A Ha narprft - aonxeu o6pasoearscr
onorHblf ocagor 6enoro qnera. XaparrepHa, peaKurl, Ha xnopuAbr -

Aonxer{ o6paaoearuca 6enurfr raopoxucrurfi ocagor,
Hepacroopmuutfr B pa3Be.qeHHoft a3oTHofi Kilcnore r pacrnoprusri a

pacTBope aMMrlaKa.

XapaxrepHar peaKuvn A Ha Harprfi -
o6paayerc.a nnorHbrf ocaAor 6enoro
ueeta. XaparrepHa, peaKilr4s Ha

xnopurgur * o6paoyercr 6enorrl
raopoxucrurfi ocaAoKr
Hepacrsop14Mbfli n passegennoft
aeorsoil Kr/cnore u pacraopur'luril n

pacrBope aMMhaKa.

1B flpoapauuocru ra

cTeneHb MyTHocT14

Pacreopurenu 
"qonxeH 

no npo3paqnocru He oTnilqarbcq or Bogbr" He orluqaercR or BoAbr,

19 CreneHu oKpacKvl Orpacra pacrBopuren, He.qonxHa orrr4qaTbc, or Bo,qbr hnh

oKpaueHa He 6onee uHTeHclrBHo, qev eranou 89.
Orpacra pacrs0puren, He

oLtr4qaeTc5 0T Boabr.

2A pH or 5.0 lo 7,0 6,66

21 Mexaguqecxue
BKnlorreHrlr. l.Bu.qrusre
qacrur^lbr. 2,Heenguusre
qacT14ubr,

1. Bugur'lore MexaHhgecKHe BKntgqeHrr,qonxHbt orcyrcraoaarr. 2,
Cpe4Hee qrcno Herhllr4Mbrx qacrilU pa3Mepor* 10 uru u donee te
AonxHo npeBbruarb 6000 B 1 aMnyne, a cpe"qHee qr4cflo qacrHr.l

pa3MepoM 25 r,.r<r'il,1 6onee He.qofixrJo npeBbtuarb 600 B 1 aMnyne.

1 .BuAnuure MexaHuliecKr4e BKnoqeHu,
orcyrcrByroT. 2.t1acruq pasraepor',l 1 0

I,rru u 6onee 7 tac;,vtlal aunyna.
tlacnaq pasuepor.l 25 uru n 6onee ue
o6xapvxeuo.

luls en erae,,, utfi o61) e r,,r

nerapcreexnsrx Sopu
An, napeHTepanbH0ro
BBegeHfi,

.[onxes 6urru He MeHee HoMtilHanbHoro, 2,1 un

23 Creprnsxocru Pac.reoprrenr ponxeH 6urru ctepnnuHstr,t. Pacraopurens crephneH.

al [lraporennocru nnur

BarrepranuHure
eHAOT0KCt4Hbl

Pacreopurena .qonxeH 6urru anuporenHbrM iln!4 ne 6oree 0,5 EOArn. Pacraoplrrenu an[,1poreHeH.
Co.qepxanvre 6arrepranuxurx
sH.qoroKcrrHos ue 6onee 0,5 E3/r'ln.

,4 KonrgecrBeHHoe
onDereneHMe

Or 0,0087.qo 0,0093 r Harpr4q xnopx.aa a 1 un pacraopurenr. 0,0091

26 Ynarosra Barqr,rHa * 0,5 Mr (20 .qoe) B aMnyne LlJl*l8-6 (repruerfi3artilfl no.q
BaKyyMoM), unu ALlll-J-5 (repuerusaqurr nog uHeprHbrM raaou) c
KonbqoM nnu roqroi Lr3roMa u3 creKna MapKh HC-3 rnn NB 1-ro
rhpponhrutlecKoro Knacca. Pacraoprre ns * no 2 un a ar',rnyne Uli-2
c KonbqoM unu roqrofi h3noMa u3 cre(na MapKul HC-3 anr NB 1,ro
rfiIponuru.rocKoro Krracca. no 5 aMnyn BaKu!4Hbt (repuerrsaqun nog
aaryyuor"rlrepr,,|erusauAg no.q uHeprHblM ra3oM) r/ 5 avnyn
pacrBopr.4rent (nrru rounnerroB) B na.lKe KaproHHofi. l-lo 5 ar,lnyn
BaKquHbr (repuerueaurn noA rHeprHbrM raaom) a xonrypNofi
qqeilKoBofr ynaKoBKe h 5 aMnyn oacrBoprren, B KoHrypHofi

sqefr<ogoft ynaKoBKe (nrru rounnerroa) u o6e sqefrxoaure s na.lxe
raprouHoil. B naqKy BKnaAbiBaor uHcrpyKuhro no Me,qr4uurHcKoMy

npfiMeHeHuto. "[,nl alrnyn tllll8-6 s nauKy aononHhrenbHo

BaxUuHa - 0,5 ur (20 noa) B aMnyne
AtllH-5 (repuerhsaqus noA hHeprHbtM

[:is{":il:ffi
ili,f,"GT:fl#ffiffiffi.-
rnacca. lto 5 [Elr*rLn d&tuu;H'9oal\

f ::ffi J"T&(&,Yfi, j,-"dfl ?
;H:ffi"#::ms#gHK
*ornr"*rou1 , oar ribHnranffi



BKrraAbrBaoT cKaprshKaTop aMnyrbHbrr. naq(e KaploHHori. B navxy BnoxeHbl

n0

HaHocrr MapKupoBKy rpy,qHocMblBaeMofr rpacroft cnoco6or,t
rannecrpytlxofi neqarn tnnu rfinorpa$cKhM cnoco6ou Ha
caMoKneffuytocr grhKerKy, Ha arunyny c npenaparoM HaHocrr:
coKpaueHHOe HauMeHoBaHhe npeAnpnrTIr-npo113BO.qITen,
(MeArar,ran) vnv ero nororun, coKpauleHHoe HaMMeHoBaHile
npenapara (Barunua EUX"M), KonilqecrBo Mr il qucno.qo3 BaKL{r4Hbt
6UX-M, Ao3npoBKy, HoMep cepu14,,qary BbtnycKa il cpoK ro.qHoc14.
nfiononHutenuuo ruoryr 6urru HaHecoHbl ycnoBil, xpaHeHr.f, !l
npe,qynpex.qapqan Hagnr4cb: "XpaHrru B He.[ocrynHoM An, Aereil
Mecre.D. Ha aunyny c pacrBopilTeaeM HaHocer: coKpaueHHoe
HahMeHoBaHhe npe.qnpHfl Tilr-npor3Bo.qhTenr (Mearauan) vnu er o
nororun, HafiMeHoBaHHe npenapara (pacreop Harprn xnopnga 0,g%
.qnr uurexuvrrl), o6ter,l B Mn, HoMep cepilu, rary BbtnycKa r cpoK

u npelynpexrqaloqa, Haiqnhcb: "Xpanuru B He.qocrynHoM An! ,qi
Mecre.,. Bropnluax ynaKoBKa. Ha naqre KapToHHoi y(asbrBaor:
HailMeHOBaHUe npolnphrl14r_npoll3BOBrlTenr, no!ToBb[4 aApec,
Terre+oH, +aKc, crpaHy, flororun npeAnpHrrhr-npoU3BoAilTen, u
fl oroThn .qepxaren, per14cTpauhoHHOro ygocroBepeHH.q, nonHoe
HauMeHoBaHue npenapara, neKapcrBeHHylo Sopruy, cnoco6
npuMeHeHuq, Ao3hpoBKy rl Kofll4qecTBo A03 B ynaKoBKe,ycnoan,
ornycKa, (onilqecrBo aMnyfl c BaKuhHofr, KonuqecrBo Ao3 npenapara
B aMnyne, uHSopMaqHlo o cocTaBer HoMep cepfiu, Aary BblnycKa !1

cpoK foAHOCTh npenapala; Ha14MeHOBaHfie pacTBOphrenr,
KonhtecrBo aunyn, o6ter,,t B Mn, HoMep cephr4,.qary BblnycKa h cpoK
roiqHocrt4; HoMep perhcTpauuoHHOrO y4ocToBepeH14, t4 cpoK ero
AeilerBuq, ycnosilq xpaHeHhr, npeAynpe.qilTenbHbte Ha,qnilch:

"XpaHI4Tb B He.qocrynHoM .qns Aerefi Mecre.,, "l-epmeruarapooauonofl hHeprHbtM ragoN"/ "l-epuerneupoaaHo rrop BaKyyMoM>,
urprxosori ro.q, AonornurenL,Ho Ha na\.lKe KaproHHoi Noxer 6arru
HaHeceHo cpe.qcrBo IAeHTfi SuKauun (rorirponuuutri
hAeHrta$t4KaunoHHbrri 3HaK (K143)), HoMep GTIN, nor*ep
norpe6rrenucroft ynaxoaxu (raNQ:opruar.qran raoxer 6trru HaHeceHa
MeroAoM neqarh un[ cruxepoaauueu).

[lepauuHan ynaKoBKa. Ha aunynur c BaKuMHofi , p"*r"p,rr.re-

fogHocru. .[ononurrenuxo Moryr 6srrr Hasecexut ycnoBvt,

lleporrHar ynaroara. HaEnynu c
BaKLll4HOr u pacTBopureneM
MapKup0BKa rfi norpascKrlM
Ha caMoKneru{yroc.a eruxe-rry, Ha
aMnyfly c npenapaToM HaHeceHbt:
coKpaueHHOe HariMeHoBaHile

npeAnphqTun-npoh3Bofl hren,
(M e.qraii an), co Kpaqe H Hoe
HailMeHoBaHIe npenapaTa (BarumHa
FUX-M), KoflurlecrBo Mr u qrcno.qo3
BaKur4Hbr 6UX-M, Aoot4poBKa, HoMep
cepilfi, AaTa BblnycKa t/l cpoK
ro.qHocl4. Ha aranyny c
pacTBophreneM HaHeceHbt:
coKpaqeHHOe HauMeHOBaHfi e
npeAnprrT ur-nporsBoIUTen,
(Megravan), HaHMeHoBaHtae

npenapara (Pacroop Harpur
0,9% an.r r,rnr,exqr,rfr), o6-uel,t a un,
HoMep cepr4fi, AaTa BblnycKa h cpoK
roAHocn4. Bropuvxax ynaroara. Ha
naqKe KaproHH0fi yKaaaHbt:
HauMeHoBaHre npeAnpurTilr-
npoil3BoAfi Tenr, noutoeurfi agpec,
TeneQoH, Sa(c, crpaHa, nororfin
npe.qnpu, T t4r -npou3Bo.qfi renr,4
nororl,ln Aepxarene
perfi crpau14oHHoro yAocToBepeHIr,
nonHoe HahMeHOBaHUe npenapara,
re(apcrBeHHa, eoplaa, cnoco6
np!4MeHeHUr, .qo3hpoBKa rl
KOrhqecTBo 

"qo3 B ynaKosKe, ycnoBufr
oTnycxa, KOrl4qecTBo aMnyn c
BaKqhHoltr, KorMqecrBo Ao3
npenapara B aMnyno, nnSopr,raqras o
cocTaBe, HOMep cephrl, gara BbtnycKa
14 cpoK foAHoCTu npenapara;
Hafi MeHOBaHfi e paclBopt{1enq,
Kort4qecrBo alrnyn, o6rrem e un,
HoMep cepilh, Aara BbrnycKa fi cpoK
ro.qHocTh; HOMep perucTpauiloHHoro
yAocroBepeHqq u cpoK ero .qeficTBr4r,
ycnoBn, xpaHeH14r,
npe,qynpeAnrenbHble Ha,[nrcH:

"XpaHuru B He,qocrynHoM An, .qerefr
MecTe.,, "l-eplrerHelrpoeaH0 n0.q
rHeprHbtM ra3oM,) LLtrpt4xoBolZ KoA,
cpeAcrBo hAeHrrlShKaUuu
(xoHrponuuurfr ragenrreuraLlroHHurfr
auar (KhB)), Hor,rep GTIN, Hor,rep
norpe6lrrenucroli ynaKoBKu.

Tpancnop'apoat
[1pra rer'rneparype oi Z, no A.C.

Xpaunru no Cn SS
B HeAocrynHoM Ans Aeref Mecre.

flpra reuneparype or e lo A .C s
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