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Zuupnppnpuyht U hwljunbdwwnhl pbnkp, ny uwnbpnhnubp, wpnyhnbwppryh
wéwlgjuubp

PENRNLNDIEL-UUSEPU
Swp. 400 Ug

(hpniypndti)

FUNUNMNPESNRU
Bnipwpwilyinip punwipuwywn nkypuhwn ywpnibwinid F

Ulnhy puqunpunwpp hpnigpndbb - 400 Ug
Lwphowgniyh kpljupunnit punuipuuun nghnuhwntp <HKIP dwljiupdwdp:

Odwtiuly iyniphp

Luljunnqu 50.0uq

Bghwywnwgnpluh oujm 40.0uq
Nnihyhuhjwhpnihnnt 4-30 4.0uq

Ynjnhnwiht uhjhghnuih kplopuhny 2.0uq

Suly 2.0uq

Uwqukghnidh unbwpuwn 4.0uq
Zhnpopuhwynpnuhubphighpnynqu2910 6.0Uq

MNnjhkphikugihlng 6000 3.0ugq

Shwwith opuhn 2.0uq

Thwughnhjugdws Ununghghnhnutp 1.0uUq

Uplwdniwn ginht («Sunset yellow» FCF) Nppwil wmthpwdbown k (q.5)
Enhppnght (Red.No.3) Nppwil wmthpwdbown k (q.5)
SNrsNkULEr

Uhpwnynd E pbdwwnpll b djubuwghtt guybtph, ny 1nipe wppphwnuwghtt yhdwljubpnid
guftiph, dtgph gunfh, wwpnugulp, dhgptuh, qjuwgudh, wnwdtwuguh, guynin
nuownnwth (ghudkunpbw), obpunipinit, hsywbu twb dpuwdnipjutt b gphuh
whinwthpttph phplwgdwt hwdwn:



1BNU2UQESI &Y UbUFUTUL BNULUYLEr
hnusuwthdwl jupg

Ytnuhwwnp whnp £ Yoy ww)  wdpnnowlwit, fudlp o opny: Unpuuwlh
wqnkgnipimbibtpp Jupkih b hwughl) Wjuqugnygih’ oquuugnpstim] wikhwgusp
wpynibwybn phquswhp wdbtujwpg dudwbuwhwngusnd, npit wihpudtown
whinnwthpttpp JEkpwhultnt hwdwp: Mughtunp whwnp L junphppulgh pdolh hbn,
tpt whinwthoubpp wwhywiynid ta jud Jhdwljp Juunpwpuind E, jud etk nhnp
wwhwbeynmd k oqunuugnpséty wybih, puiti 10 op:

Quthwhwutbp, mwpbgubp b 12 mwpblwihg pupdp Ephjuwibp

1 nhquihwin (400Uq), opwljwt Uhish 3 whqud’ pun wihpudbonmpyub:

Yhnuswthtph dholt whwp E 1huh wetjuqt 4 dwd nunup b 24 dudduw pupwugpnid
sujitnp £ ogunmugnpst) 1200Ug-hg wy b ninuswdh:

NMbwnp L pnphpnuygl) pdoyh hbw, bpk Epkjpwtbph b swhwhwutbtph (12-18
nwpkijui) opowtinid yuwhwueynid £ wyu nlint oqurnugnpsdt) wytjh pwt 3 op, jud tpk
whnwithptbpp quunpwpubnd Eu:

Uhtsh 12 mwpblwl pEluwtbp

funphnipny sh npynud:
Yhpwndwl tnubwlp

Uhuwyt ubpphtt Yhpundwt hwdwnp kb jupd dudwbtwjuhwngwsny:

2049usNpsNrULEr

Ppniynptdtuh Jud ntinh npbk wy] pununpuwnwupph tjundwdp gipgquniunipyni:
NMughtuwnukp, npntp twpuljhunid nibbkgh] o qhpqquyniinipjutt  nhkwlghwbp
wuwhphtth jund wy ny wnbpnhyught hwwpnppnpuyht Rnkph Wyundwdp (ophtuy’
wupUw, nhtthwn, winpwiyupnuyhtt wynnig jud tnhpugui):

Uljwnhy jud wbhwdubkgqnid Ypligny yhwunhl ungkp/upnibuhnumpnitutp (jungh
Jud wpnitwhnunipjut Epnt jud wbjh wpwdhtt hwunwnws nlwyptp):

Utudubgnid uinudnpu-winhpuyhlt wpnibwhnunipinih jud puthwswlnd Juugfwsd
twhulhtinid ns unbpnhnujhtt hwjwpnppnpuwjht ninkpny pniddwit hbtn:



Owlip upunuyhtt wmbpwjwpwpnipinit (pun Uint 8Snpph Upnnwpwwljuwt wunghwghuwjh
nuuwljupgquiui’ IV $niljghnbwy nguu), bphjudughl wipu]wpupnipndd, jupgughi
wipwjwpwpnipnii:

Znhnipjut ypoht tnwdujwly:

YhrUNUUL ZUSNEY 20U2ZULILE B4 LUNULGNRTUSNRULED

Unnutwljh  wqnbkgmpmbubpp Jupkh b hwugil] tjuqugnyih whnwbhobpp
Jbpwhulint  hwdwp wbhpwdbion wdbbwguép  wppynibwdbn phnquswdp,
wdkuwjupd dudutwljuhwndusnid ogurnugnpstny:

Swpkgubph opowunid weliw E ny unbpnhnuyhtt  hwwpnppnpuyhtt  glntphg
wnwowgnn  Unndtwlh wqpbgnipnibiubph pupdp hwdwpwuunipni, L
dwubwynpuybu, uwnwunpu-wnhpwhtt wpnmitwhnunipnitt . pwthwdwlnidp
Jupnn ku (hul] Jwhwgnt:

Clywnwlwi hudwlupg

Ppnujuhw] wupdw Jud wjkpghl hhwinmpmnitubtp niubkgnn jud bwjolhtnod
niukgws wughbkuwntbph opowtnid Jupnn £ wnwowbiwy ppnfununyuqd:

Ujp ns uinkpnppuyhlt hwfupnppnpuypl pknbp

NMbwp L juntuwthb] hpniypndbutt wyp ny unbpnhnuyhtt hwjupnppnpuwyhtt nknkph,
Ukpunju)  ghljopuhqbimqu-2  $pukinh  phnpnquljwt wpgbjuljhsibph  hbwn
hudwwntn oqunnugnpénidhg:

Zwdwlupguyhli  Jupdhp  quyyupnn b owpwlgulwl  Anpiuywdph pnunp
hhyjwbnpnipinil

Zudwupquyhtt - Jupdhp  quyupun b owpuwlgulub  hpiudusph juwnp
hhJwunnipjnitt’ wubkwunhl dkthuighwnh nhuljh pupdpugnid:

Ephludialn

Ephjuduwghtt wipwdwpwpnipnil, puth np Ephjudughtt dnitjghwtt hbnwquynid
Juwpny E Junwbug:

Eppjuduwghtt timipniyjjup wghnng b hhwynfwibdhw Juwpnn E qupqubw) unip

qipptnuswthnidhg htinnn, b hpniypndb wupnibwlnn nbntpp pupdp ninusuthbpny
Epupudwdlbn, ubpwpjuwp® opwlwt pniyjuwnpbih pnuswthbpp gqipuquignn



pwbwljuip oquwqgnpénn wwghbkuwntbph opowinid (unynpwpwp wybkih, pwb 4
wpwp):

Ljupn

Ljwppujhtt wupwjwpwpnipinii:

Upunwbnpuyhl b ninknwbnpuyhl wgnkgnipnibbbp

Uthpwdton E qgnipnipjnit gnigupbpbk] wbwdubqnid gbipdupnid W/jud upunuwght
wipu]upupnipimb niikgnn wwughknbbph spowimd twpwb pnidnudp uljulkyp,
pwlth np hunnpyyty kb htingmyh wwhdwb, gipgusdwt b wpnmgh nhupbp juydus
ns unbkpnhnujhtt hwwpnppnpwyht nlintpny pniddwt htwn:

Uhthjujwt nundtwuhpnipnibipp gnyg ko wwjhu, np, hwwnjuwbu pwpdn
ntnuswihbpny hpniypndptuh ogunwmgnpénidp (opwljwmb 2400Uqg), Ywpnn b juudws
{hut] ppnupnunhly Gplnyputph nhulh thnpp wéh htwn (ophtwl]  upnudljwih
hudpwplun  jud htunijw): Cunhwunip wndwdp, Eyhntdhninghwljut
htwnwgnuinipniutpp gnyg skt wnwjhu, np hpmypndtuh gwédp phnuswthh
oquiugnpdnidp  (ophliwl] opwluli <1200uq) Gwwdws t ppndpninhl kplingpubph
pwpdp nhuljh hkw:

2Jtpwhuljynn glpduonid, jutquyhtt upinwyhtt wbpwjupupnipnit (punn Ujne 3npph
Upnuwpwbwlwb  wunghwghujh  nuuwlupqiuwb - $mblghnbiw]  nu),
hwunwwnygwé upnh hotidhll hhwinnipni, Swjpwdwuwhtt  quplbpulught
hhquunnipnitt W/jud  quninknh  wbnpujht  hhwinmpmitubp niukgnn
wughtunubpp hpniypndtung wywhwnp L pniddtt dhuytt dwbpudwut nhinwupynidhg
htwnn, b whwp E juntuuh by pupdp ninuswhbph ogunugnpénidhg (2400 Ug/op):

Upunwbnpujhtt Gplhnyputph phuljh gnpénuubp nittgnn wwghbiwnubph opowtnid,
twjupwt Epjupunt pnidnd tpwbwlbip, wthpudton E hpujwtwgul] dwipudwut
nhwwpymu (ophtwyy qpgupmy, hhwbpihwyhytdhw, swpwpughtt ghwpbwn, Sy,
hwwnljuwbu, tpt wwhwieynd £ hpniypndbuh pupdp phnuswthtph ogquugnpénid
(2400uUq/op):

bPpniypndtuh pinuhwwntp Yhpunnn wughtunubph sppwunid gputigyt) tu Uniuhuh
hwdwhinnwtthph  nbwpbtp:  Unithuh  hwdwpinwihsp  vwhdwiynid £ npuybu

uptnwinpuwht whinnwuhoubp' npybu wkpghly jud gbhpqquynitnipjut nkwlghwjh
htinbwip Juuydws Ynpnbwp qupbpulikph §shdwt hbn b Jupny E hwiqbgity

upunwdjuth hubwplunh:



Quinubg JEpupununpnpulwbnipjui pniiayghuyh prunbqupnid

Jut uwwhdwbwhwl] wwwgnygutp, np gphnkpp, npnup  wpgbjuynd  Eu
ghyjopuhqbimquyh/wpnuinwgunhth uhtiptqp, oynijjughuyh Jpu wqnbiny, jupny
Et hwugkgult] jubuwtg JEpupununpnpujuinipjut nitjghwyh ppwbqupdwi: Ujh
nupdbh E pnidnudp nunupkgubinig htiwnn:

Uwnudnpu-wnhpuyhli hudwiljupg

Mtwp L qgniponipnit gnigupkpl] ny uwmbpnhnuyhtt hwwpnppnpuyhtt plnkpp
whwdtbkqnid  uvnwdnpu-wnhpwyhtt hhywtinmpmnitutp  (jungwyhtt  Ynihwn, Ypntuh
hhJwunnipinil) niubgnn wwghbuntbtph opowtnid Yhpwnbjhu, pumth np Jhdwlp
Yuipnn Eupyky:

FPninp  ny uwmbpnhnujhtt  hwwpnppnpuyht pbntpny  poidnudutph  guijugus
dudwtwljuhwnywsubpnid hunnpyll) Bt vnwdnpu-wnhpuyhtt wpnitwhnunipjul,
lungh jund puthwswliwi nhypkp twpuqgnipuging jud wnwig tuhiuggnipwging
whinwtthputph Jud whwdubqnid unnwdnpu-wnhpuhtt D9
wpnitbwhnumpnitiiph wywwndnipjwi, b npntp, fupnn Eu (huk)] dwhwgne:

Uunwdnpu-wnhpwyhtt  wpnibwhnumpiut, pjungh YJwd wbpdnpughuwh nhuljp
dkbwnud £ ny unbpnhnujhtt hwjwpnppnpuwjhtt ntnkph ginuswthp pwpdpugubine
nhypnid whudibgmd  hwinjuyby - wpynibwhnumpudp m puthwswlniim]
pupnugwsd fungh b nmwupkg ywughkunubph sppwtnid: Uju wqyughtunutph opowtinid
pnudnidp whwp E uljul] htwpwynp wdktwgusnp ginuswthtpny:

Utwditgnud unnudnpu-wunhpwjhtt wipntbwhnumipnitt nittbgnny hwnjuybu nwupkg
wughtunubpp, whwnp b hwnnppbt npnduyth opowinid wnwowgnn guujugus
wpunwunynp wunwithy (Uwubuynpuugbu’ utnnwunpu-wnhpuyhtt
wpnibwhnunpni), hwnluwybu  poiddwt ulgqpbwlwb  oybpod: Mbnp b
qqnionipjnit gniguplipk] wyt wqughtunubph opowunid, nyptp qniquhtn uvnwunid tu
wjuyhuh npbnkp, npnup Juwpnn Gu Jdbdwgul] jungh Jwd wpmnibwhnunipjut
qupquguwi phuljp, hswbku ophlwl] tkpphtt plymudwi Ynpunhlhnunbpnhyibp,
hwljwdwljwpnhsibp, ophtiwl Jupbwphl, ukpnunihh hinquypdwi punpnquljui
wpglwlhstbp Yud huuppndpnghnught gknbp, ophtiwy wuwhph:

bPpniypndtt Yhpwnnn wwghbuntbtph pnidnmidp whwp L pgunupbgul] unwdnpu-
wnhpuyhtt wpnibwhnunipjut jud jungh wnwewgdwi nhupnid:

Uwolwpwinulub piliphpbbn



bPpniypndtuth oquugnpédwit htwnn  Juwyws, hwnnpndl; o dwolught  dwtp
ynnuiwlh  wqpkgnipimbitp, Ubpunu)  bpudnmhwnpy phptunhn,  puqiudl
Ephptdw, Uphytuu-2ntuunth hwdwpwnwihy, pnitwynp Jeptudwoljuyhtt tkypnihg,
Enghundphihwynyg b hwdwlwupqujhtt whptnwihoubpny ninklgynn pinujhtt nhwljghw
(DRESS hwdwjuwnwtihg) b unip mwpwoénit kpquiuptdwinnqujhtt yniuwnniyng (AGEP),
npnlp Jupnn kb Jumbq uyuptw Jjubphl jud (hub] dwhugne (nbu’ «Unqiwalh
wqptignipniuubp» pwdhup): Uju nbkwlghwutph ks dwup qupqughk] £ wnweht
wdu]u phpwugpnid:

NMbwnp L wbhwwywn npunupbgul] hpniypndpbuh oquuuugnpénudp b phwnwplby
wjpunnpuipuyhtt pnidnid  (punn wuhpwdbownnipju), tpk h huyn qubt wju
nkwljghwtibpp hhotgunn tpwttbp b whinwhyubn:

Fonphnipn wppub qyninquyh hkwn Guugws hpwinnipm hakph pkupnid
dpnijuinquh whnwubjhnipjut jud quuljninquyh wtnwubjhnipjut hwqunby
dwnwiquljut puughpttp, Jwyw-jwjnuquhtt wbpwdupupnipni, gniynqu-
quijuljinnquihtu dwjwpunppghw Jud uwjuwpuqu-hgnuwnuquht
wlipwywpwpnipinit niikgnn wughbunubpp sybwnp E ogunugnpstt wyu nlinp, puth
np wjl wupnibwlnd £ vwjoupnqu b jujunnqu:

Nipwnhp Juppugkp ginh wmhmd nknunpjws kpphp-plpphlp twjupwt phnb
oquuwugnpshin:

Uh oquuuqnpstp ninp, bpk dmp

e nilkp (Yud nmukgk] tp 2 Jud wkjh nphwyptp) uvnnwdnpuh jung, puthwswynid
jud wpnitwhnunipntl,
e mubp wikpghw ppoiypnpkuh  Yud  nnh npbkt wy punuypuunwpph
ujuundudp, wmuyhphth jud tyubtwnhy wy; gujuqpynnutph tfundwdp,
e oquuugnpénid Lp wy] ny unbpnhnujhtt hwwpnppnpwjhtt gmjwuqpynn nhnbp,
Jud wuwhphl' opwljwt 75Ug-hg pupdp nhinusuthni:
unphpnulglp nhnugbnh jud Qtp pdoyh htwn twpupwt wyu nhnt oquugnpstp, tpk
“nip

e mubp Juwd niubkgh] tp wupdw, swpwpwihtt nhwpbkn, pwpdp punjkunbphl,
wpul puwpdp dupnid, htunipn, upwnh, yupgh, Ephudubph jud wnhukph htn
Yuruydud fulimhplibp,

e Olunq bp,

e hnh bp:



unphpnuligp Qtp pdolhh Jud nhnugqbnh hbkwn, tphk whinwihsubpp swpnibwljynid
Jud Juunpupwinid i, jud h huyn B qujhu tnp wonwthpubp:

an1uuvldab U263NkE3NPLLEN

bPpniypndtuh Jhpwndwdp wuwydwbwynpjws Ynnuuwlh wqpbgnipnibtpt pun
opqut hwdwljupgbph b hminhydwt hwdwhwljwinipjut tipjuyugdws G unnpl:
Unnuuwlh wqptignipjniubnt nuwn hwinhuydwt hwdwhiwjwuni pjul,
nuuwljupgynid tu hbnlyw) YEpy. swnn hwdwhu (= 1/10), hwdwju (=1/100, < 1/10), ny
hwgw}u (=1/1000, < 1/100), hmqunby (=1/10000, <1/1000), suan hwuqunty (< 1/10000)
b wthwun  hwfwwljwinipjudp (wunu  wdjujukph hhdwt  Jpwm
hwdwiwljwunipjniup htwpwynnp sk npnoky):

Zudwpiujuimpjut jpipupwbynip fjudpnid Ynpduwlh  wqpbgnipniutbpp
ubpyuyugus tu ponipjut tjuquwi Jupgny: Uju gutlp Jhpwpbpnid £ jupd
dudwtwljuhwnywénid, wpwig nnuunduh wpynn ginuswthtpny hpniypndtuh
oqnugnpénidhg  wnwowgnny  YnpUduwlh  wqpbgnipnibtbpht: Lpnuhjulub
Jhdwlubph Epjupwdwdibtn pniddwt ppwugpnid Jupnn G h huyn quy wyp
Ynndtwlh wqpkgnipiniutbp: Tthndws Ynndtwlh wqpbgnipniutbpt wnwyb) hwdwiu
unnwuUnpu-wnhpwhtt punype mbbkl: Ynpdbwlh wqpbgnipmibubpp hhdtwlwbnd
phnuwswihluhyuwy kb, dwubwynpuwybtu, uvnwdnpu-wnhpuyhtt wpnibwhnunipjut
nhuljp juudws E nhnuswthh dhowljuwyphg b pniddwt mbinnnipjniuhg:

Uhthjuwjwt niunmdbwuhpnipjniitbpp gnyg bt wwhu, np hwnjuybtu pupdp
nhnuswihtpny (2400 Ug/op) hpniypndtuh oguuugnpénidp, Yupnn L juuydws (hukg
qupytpuluyhtt  ppodpnwnhly  plnypttph  chuih  (opp wéh htw (ophlwy
upnudljuith htdwplun jud httunipn):

Onpqut hwdwlwupgh nuu | Zwdwpwlwinipnit | YUnnuuwlh wqnpbgnipmnil

Uput i} wyouwyghtl | Cwwnn hwqunty Upnitwuntnsdut

hudwlupgh huwtiqupnidtp (mutdhw,

huwiqupnidubp 1Eynykuhuw,
ppnuUpnghwnnuybkuhw,
wuwughwnnuykuhw,
wqpuininghwnng): Unwght
wpunnwthyutpt k. ki,
Unynpnh guy, phipwih
dwlbpbuuyghte hungbip,
gnphywdwt whanwthoubp,
dwlip hjniédwénipintl,




wlipuguinnbkih
wpnitbwhnunipnil i}
Juuunnijubp

Punittiughtt  hwdwlwpgh
huwtiqupnudatp

Ns hwdwp

QhLpqquyniunipju
ntwljghwtitp, npnup ubkpwnnid
Ll

Bnuowgwt b pnp

Cwwn huqunby

Owlip
nkwljghwtitip
Upinwtihpubpp Jupnn Eu (huby
ntuph, 1kquh b Ynynpyh wynnmg,
hling, hwdwhiwupwnnipjnii,
ptpduonid (mtwdhjupuhw,
winpwiyupnuihtt wynnig Jud
dwtip only)

qtipqquyniunipjui

Uuhuwyn
hwdwhwjuwunipjudp

Cuswunwljul hwdwlwpgh
qtpuyunpynipjnil, npp
tbpwpnmid £ wupdw, wupdugh
upwgnid, ppontjunuyuqd  Jud
hling

Lyupuihlt hwdwljwupgh
huwtiqupnidtp

Ns hwlwp

S uwugury

Cwwn hmuqunby

Uubkwywnhly Ukuhtighwnn?

Upwuh wpjuwnwiph
huwtiqupnidatp

Uuhwyn
hwdwhiwjuwuni pjudp

Upunujhtt wbpwupupnipnit b
wjnnig

Unithuh hwdwhinnwithy

Uunpuyht
huwtiqupnidatip

Uuhuyn
hwdwhiwjuuni pjudp

QhEpduonid

Uwnwdnpu-wnhpuyhte
hwdwljupgh
huwtiqupnidtp

Ns hwlwp

Opnyuyuh  guy,
nhuybyuhw

upwnjuwning,

Zuqunbiy

Onpnidnipinil,  thnputhpwlp,
thnpluynipnit b thupunid

Cwuwn hmuqunby

NMbtwywnhll Jng, pwuthwdsulnid
Jud utnnwdnpu-wnhpujht
wpnibwhnunipinii, Uk Ew
(Anipwidwi ynuip),
wpnbuthufuntd’ tppbdu
dwhwgnt, hunnljuybu’
wnwpkgubph opowtnid,

Iunguijhtt ulnndwwnhwn, quunphwn




Uuhuwywn

Unihwnh b Upnuh hhywinnipjut

hwdwhwjwunipjudp | upugnid
Ljupn-1Enninhubkph Cwwn hmqunby Ljwpnh hhywtnmpniuttp
huwtiqupnidutip
Uwolh b Eupudwoluyhtt | 1y hwdwu Uwolh nuppbkp gutbp
hjntuuwspubtph Cuwn huqunby Uuwpluyhtt  swbp  Ynnduwlh
huwtiqupniudatp wqpbtignipiniutitip (ubpunyuy
Uphytktu-2nuuntth
hwdwhinnwtthy,  Epudnjhwmwnhy
phpdwwnhwn, puquwdl Ephphdw,
pnLuwynp JhEptwdwoluyhte
uklpnihg, Lniuwqquyniunipjut
ntujghwtitp
Enqhtnphhuyny] L
hudwljupquyht
wunwthpubkpny ninkljgynn
nptnujhtt  nkwlghw  (DRESS
hwdwhinwihy))
Uuhuwyn Unip wnwpwénil
hwdwhijuunipjudp | Epquuptdwnnquyht
wniuwnnijng (AGEP)
Ephljwdukph b | Twwn hwqJunty Unip Ephjudughe
Uhgninphubph wipwjupwpmpinil, wwwhijup
hwiqupnidbp klypng, hunnljuubu’
tpupunb jhpundwt ntupnid,
ninklglus oh&niynid
dvhquiymph wdbjugdudp L
wjunnigny
Uuhuwyn Ephljudwght
hwdwhwjuwunipjudp | wipwyjwpwpnipnii
Uuhuwywn Uhquénpwih YnihYy, nhqniphw
hwdwpuljutnipjudp
Uuhuwyn Ephjudwght nNLpNLjwp
hwdwhiwjwunipjudp | mghnng?
Uniputhnpuwbtwlnipjutt | Uuhwyn Upunpdwljh ujwuqnid
i1 utnigdwt | hwdwhiwjwunipjudp




huwtiqupnidatip Utuhwjn Zhwynlukdhw?
hwdwhwjuwunipjudp

ZEinwgnunnipjniitbp Cwun hwqunby Zkungnphth dwljupnuljh
ujugnid

Zudwpuljudws Ynnduwulh wgptgnipjniuubph tjupugpnipmniu
"TPpniypndptuny pniddwt pupwgpnid hwnnpb) i gipgquyniunipjwi nwpkp:
Apwbp Jupnn ki ubpunky

w) ny uwtighphl wikpghly nkwlhghwubp b whwdhjwpupw

p) ouswpwluwl hwdwlwpgh whnhdnipmil, ophtiwl wupdw, wupdwh upwugnid,
ppnujunuyuqu ud hling

q) Udwoluyhtt wwpphp wbqupnudihkp, thpuppuy nwwpunbuwl gubkp b pnop,
tniowgut,, wnipwynipwm (Hwolh Jpw Yupdhp Jud dwbnipwlwgnyt  pshp),
winpubjupyuyhtt wpnmg jud wikjh huqiunby tpupnjhwnp] b poignquyhi
nhpdunnqubp (bbpunjuy yeptwdwouyht tkhpnihq b puquwdl Ephptdw):
2Uubwyunhl dkuhughnh whnmwpwbuut dbjowthqup wdpnneonyghtt hwynuh sk
Ujuntudtuwyuhy, ny unbpnhnujhtt hwwpnppnpuyhtt pinkpnd yuwydwtwdnpus
Ukthughwnh JEkpwpbpyu] wniu ndjujubpp Jyuynud B ghpgquyniunipju nbkwljghwh
dwuht (gtnh pugnitdwt htnn dudwtwuyhtt juwh b ginh nunuptgnidhg htwnn
whinnwuhpiph wthbnwgdwt yuwdweny): Zunjuiouut E, np hpniypndptung
pniddwtt pupwugpmid nhndl) Bb wubwywnhly dkuhtighnh wjwnwihyutph wnwbdht
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ATC code: MO1A EO1
Anti-inflammatory and anti-rheumatic products, non-steroids, Propionic acid derivatives.

IBUPROFEN-ASTERIA

Tab.400mg

(Ibuprofen)
COMPOSITION
Each film-coated tablets contains:
Active ingredient: Ibuprofen 400mg
Engraved marked “HKIP”, Orange colored oblong film-coated tablets

Excipients:

Lactose 50.0mg
Corn starch 40.0mg
Polyvinylpyrrolidone K-30 4.0mg
Colloidal silicone dioxide 2.0mg
Talc 2.0mg
Magnesium stearate 4.0mg
Hydroxypropylmethylcellulose2910 6.0mg
Polyethylene glycol 6000 3.0mg
Titanium Oxide 2.0mg
Diacetylated monoglycerides 1.0mg
Sunset yellow FCF g.s
Red.No0.3 .S
INDICATION

For the relief of rheumatic and muscular pain, pain of non-serious arthritic conditions,
backache, neuralgia, migraine, headache, dental pain, dysmenorrhoea, feverishness, and the
symptoms of colds and influenza.

DOSAGE AND ADMINISTRATION

Posology:

The tablets should be swallowed whole with a drink of water. Undesirable effects may be
minimised by using the lowest effective dose for the shortest duration necessary to control
symptoms. The patient should consult a doctor if symptoms persist or worsen, or if the
product is required for more than 10 days.

Adults, the elderly and children over 12 years:

One tablet (400mg), up to three times a day as required.

Leave at least four hours between doses and do not take more than 1200mg in any 24 hour
period.

If in children and in adolescents (12 - 18 years) this medical product is required for more than
3 days, or if symptoms worsen a doctor should be consulted.




Children under 12 years of age:

Not recommended.

Method of administration

For oral administration and short-term use only

CONTRAINDICATIONS

Hypersensitivity to ibuprofen or any of the excipient in the product.

Patients who have previously shown hypersensitivity reactions (e.g, asthma, rhinitis,
angioedema or urticaria) in response to aspirin or other non-steroidal antiinflammatory drugs.
Active or history of recurrent peptic ulcer/haemorrhage (two or more distinct episodes of
proven ulceration or bleeding).

History of gastrointestinal bleeding or perforation, related to previous NSAIDs therapy.
Severe heart failure (NYHA Class 1V) renal failure or hepatic failure.

Last trimester of pregnancy.

WARNINGS AND PRECAUTIONS

Undesirable effects may be minimised by using the lowest effective dose for the shortest
duration necessary to control symptoms.

The elderly have an increased frequency of adverse reactions to NSAIDs, especially gastro-
intestinal bleeding and perforation which may be fatal.

Respiratory:

Bronchospasm may be precipitated in patients suffering from or with a previous history of
bronchial asthma or allergic disease.

Other NSAIDs:

The use of ibuprofen with concomitant NSAIDs including cyclo-oxygenase-2- selective
inhibitors should be avoided.

SLE and mixed connective tissue disease:

Systemic lupus erythematosus and mixed connective tissue disease — increased risk of aseptic
meningitis.

Renal:

Renal impairment as renal function may further deteriorate. There is a risk of renal
impairment in dehydrated children and adolescents.

Renal tubular acidosis and hypokalaemia may occur following acute overdose and in patients
taking ibuprofen products over long periods at high doses (typically greater than 4 weeks),
including doses exceeding the recommended daily dose.

Hepatic:

Hepatic dysfunction.

Cardiovascular and cerebrovascular effects:

Caution (discussion with a doctor or pharmacist) is required prior to starting treatment in
patients with a history of hypertension and/or heart failure, as fluid retention, hypertension
and oedema have been reported in association with NSAID therapy.

Clinical studies suggest that use of ibuprofen, particularly at high doses (2400mg daily) may
be associated with a small increased risk of arterial thrombotic events (for example
myocardial infarction or stroke). Overall, epidemiological studies do not suggest that low
dose ibuprofen (e.g. < 1200mg daily) is associated with an increased risk of arterial
thrombotic events.



Patients with uncontrolled hypertension, congestive heart failure (NYHA 1I-111), established
ischaemic heart disease, peripheral arterial disease, and/or cerebrovascular disease should
only be treated with ibuprofen after careful consideration and high doses (2400 mg/day)
should be avoided.

Careful consideration should also be exercised before initiating long-term treatment of
patients with risk factors for cardiovascular events (e.g. hypertension, hyperlipidaemia,
diabetes mellitus, smoking), particularly if high doses of ibuprofen (2400 mg/day) are
required.

Cases of Kounis syndrome have been reported in patients treated with Ibuprofen Tablets.
Kounis syndrome has been defined as cardiovascular symptoms secondary to an allergic or
hypersensitive reaction associated with constriction of coronary arteries and potentially
leading to myocardial infarction.

Impaired female fertility:

There is limited evidence that drugs which inhibit cyclooxygenase/prostaglandin synthesis
may cause impairment of female fertility by an effect on ovulation. This is reversible upon
withdrawal of treatment.

Gastrointestinal:

NSAIDs should be given with care to patients with a history of gastrointestinal disease
(ulcerative colitis, Crohn’s disease) as these conditions may be exacerbated.

Gl bleeding, ulceration or perforation, which can be fatal, has been reported with all NSAIDs
at anytime during treatment, with or without warning symptoms or a previous history of
serious Gl events.

The risk of gastrointestinal bleeding, ulceration or perforation is higher with increasing
NSAID doses in patients with a history of ulcer, particularly if complicated with haemorrhage
or perforation, and in the elderly. These patients should commence treatment on the lowest
dose available.

Patients with a history of GI toxicity, particularly when elderly, should report any unusual
abdominal symptoms (especially Gl bleeding) particularly in the initial stages of treatment.
Caution should be advised in patients receiving concomitant medications which could
increase the risk of ulceration or bleeding, such as oral corticosteroids, anticoagulants such as
warfarin, selective serotonin-reuptake inhibitors or anti-platelet agents such as aspirin.

When Gl bleeding or ulceration occurs in patients receiving ibuprofen, the treatment should
be withdrawn.

Dermatological:

Severe cutaneous adverse reactions (SCARS)

Severe cutaneous adverse reactions (SCARs), including exfoliative dermatitis, erythema
multiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis (TEN), Drug Reaction
with Eosinophilia and Systemic Symptoms (DRESS syndrome), and acute generalized
exanthematous pustulosis (AGEP), which can be life-threatening or fatal, have been reported
in association with the use of ibuprofen (see Section 4.8). Most of these reactions occurred
within first month.

If signs and symptoms suggestive of these reactions appear Ibuprofen should be withdrawn
immediately and an alternative treatment considered (as appropriate)

Advice for patients with sugar-related disorders:

Patients with rare hereditary problems of fructose intolerance or galactose intolerance, the
LAPP lactase deficiency, glucose-galactose malabsorption or sucrase-isomaltase insufficiency



should not take this medicine as it contains sucrose and lactose.

The label will include:

Read the enclosed leaflet before taking this product.

Do not take if you:

* have (or have had two or more episodes of) a stomach ulcer, perforation or bleeding

« are allergic to ibuprofen or any other ingredient of the product, aspirin or other related
painkillers

» are taking other NSAID painkillers, or aspirin with a daily dose above 75mg Speak to a
pharmacist or your doctor before taking this product if you:

* have or have had asthma, diabetes, high cholesterol, high blood pressure, a stroke, heart,
liver, kidney or bowel problems

* are a Smoker

e are pregnant

If symptoms persist or worsen, or if new symptoms occur, consult your doctor or pharmacist

ADVERSE REACTION

Adverse events which have been associated with Ibuprofen are given below, listed by system
organ class and frequency. Frequencies are defined as: very common (>1/10), common
(>1/100 to <1/10), uncommon (>1/1000 to <1/100), rare (=1/10,000 to <1/1000), very rare
(<1/10,000) and not known (cannot be estimated from the available data).

Within each frequency grouping, adverse events are presented in order of decreasing
seriousness. The list of the following adverse events relates to those experienced with
ibuprofen at OTC doses for short-term use. In the treatment of chronic conditions, under
long-term treatment, additional adverse events may occur. The adverse events observed most
often are gastrointestinal in nature. Adverse events are mostly dosedependent, in particular
the risk of occurrence of gastrointestinal bleeding is dependent on the dosage range and
duration of treatment.

Clinical studies suggest that use of ibuprofen, particularly at a high dose (2400 mg/day) may
be associated with a small increased risk of arterial thrombotic events (for example
myocardial infarction or stroke).

System Organ Class Frequency | Adverse Event
Blood and Lymphatic Very rare: Haematopoietic disorders (anaemia,
System Disorders leucopenia, thrombocytopenia, pancytopenia,

agranulocytosis). First signs are: fever, sore
throat, superficial mouth ulcers, flu-like
symptoms, severe exhaustion, unexplained
bleeding and bruising.

Immune System Disorders Hypersensitivity reactions consisting of':
Uncommon: | Urticaria and pruritus

Very rare: Severe hypersensitivity reactions.

Symptoms could be facial, tongue and
laryngeal swelling, dyspnoea, tachycardia,
hypotension (anaphylaxis, angioedema or
severe shock).

Not known: | Respiratory tract reactivity comprising
asthma, aggravated asthma, bronchospasm or




dyspnoea.
Nervous System Disorders Uncommon: | Headache
Very rare: Aseptic meningitis?

Cardiac Disorders Not known: | Cardiac failure and oedema
Kounis syndrome

Vascular Disorders Not known: | Hypertension

Gastrointestinal Disorders Uncommon: | Abdominal pain, nausea, dyspepsia

Rare: Diarrhoea, flatulence, constipation and
vomiting

Very rare: Peptic ulcer, perforation or gastrointestinal
haemorrhage, melaena, haematemesis,
sometimes fatal, particularly in the elderly.
Ulcerative stomatitis, gastritis.

Not known: | Exacerbation of colitis and Crohn’s disease

Hepatobiliary Disorders Very rare: Liver disorders

Skin and Subcutaneous Uncommon: | Various skin rashes

Tissue Disorders Very rare: Severe cutaneous adverse reactions (SCARS)
((including Stevens-Johnson Syndrome,
exfoliative dermatitis, erythema multiforme
and toxic epidermal necrolysis
Photosensitivity reactions
Drug reaction with eosinophilia and systemic
symptoms (DRESS syndrome)

Not known: | Acute generalised exanthematous pustulosis
(AGEP)

Renal and Urinary Disorders | Very rare: Acute renal failure, papillary necrosis,
especially in long-term use, associated with
increased serum urea and oedema.

Not known: | Renal insufficiency
Not known: | Ureteric colic, dysuria
Not known: | Renal tubular acidosis®

Metabolism and Nutrition Not known: | Decreased Appetite

Disorders Not known: | Hypokalaemia®

Investigations Very rare: Decreased haemoglobin levels

Description of Selected Adverse Reactions:
1 Hypersensitivity reactions have been reported following treatment with ibuprofen.

These may consist of:

a) Non-specific allergic reactions and anaphylaxis
b) Respiratory tract activity e.g asthma, aggravated asthma, bronchospasm, dyspnoea or

c) Assorted skin disorders, including rashes of various types pruritus urticaria, purpura,
angioedema and more rarely exfoliative and bullous dermatoses (including epidermal
necrolysis and erythema multiforme).

2 The pathogenic mechanism of drug-induced aseptic meningitis is not fully understood.
However, the available data on NSAID-related meningitis points to a hypersensitivity
reaction (due to a temporal relationship with drug intake, and disappearance of symptoms
after drug discontinuation). Of note, single cases of symptoms of aseptic meningitis (such as
stiff neck, headache, nausea, vomiting, fever or disorientation) have been observed during



treatment with ibuprofen, in patients with existing auto-immune disorders (such as systemic
lupus erythematosus, mixed connective tissue disease).

% Renal tubular acidosis and hypokalaemia have been reported in the post-marketing setting
typically following prolonged use of the ibuprofen component at higher than recommended
doses.

Reporting of suspected adverse reactions:

Reporting suspected adverse reactions after authorisation of the medicinal product is
important. It allows continued monitoring of the benefit/risk balance of the medicinal product.
Healthcare professionals are asked to report any suspected adverse reactions.

INTERACTION

Ibuprofen should be avoided in combination with:

Aspirin (Acetyl salicylic acid): Concomitant administration of ibuprofen and acetylsalicylic
acid is not generally recommended because of the potential of increased adverse effects
unless low-dose aspirin (not above 75mg daily) has been advised by a doctor. Experimental
data suggest that ibuprofen may competitively inhibit the effect of low dose acetylsalicylic
acid on platelet aggregation when they are dosed concomitantly. Although, there are
uncertainties regarding extrapolation of these data to the clinical situation, the possibility that
regular, long term use of ibuprofen may reduce the cardioprotective effect of lowdose
acetylsalicylic acid cannot be excluded. No clinically relevant effect is considered to be likely
for occasional ibuprofen use.

Other NSAIDs including cyclooxygenase-2 selective inhibitors: Avoid concomitant use of
two or more NSAIDs as these may increase the risk of adverse effects.

Ibuprofen should be used with caution in combination with:

Anticoagulants: NSAIDs may enhance the effects of anti-coagulants, such as warfarin.
Antihypertensives and diuretics: NSAIDs may diminish the effect of these drugs. In some
patients with compromised renal function (e.g. dehydrated patients or elderly patients with
compromised renal function) the co-administration of an ACE inhibitor or Angiotensin Il
antagonist and agents that inhibit cyclo-oxygenase may result in further deterioration of renal
function, including possible acute renal failure, which is usually reversible. These interactions
should be considered in patients taking a coxib concomitantly with ACE inhibitors or
angiotensin Il antagonists. Therefore, the combination should be administered with caution,
especially in the elderly. Patients should be adequately hydrated and consideration should be
given to monitoring of renal function after initiation of concomitant therapy, and periodically
thereafter. Diuretics can increase the risk of nephrotoxicity of NSAIDs.

Corticosteroids: Increased risk of gastrointestinal ulceration or bleeding.

Anti-platelet agents and selective serotonin reuptake inhibitors (SSRIs):

Increased risk of gastrointestinal bleeding.

Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce GFR and increase
plasma glycoside levels.

Lithium: There is evidence for potential increases in plasma levels of lithium.

Methotrexate: There is a potential for an increase in plasma methotrexate.

Ciclosporin: Increased risk of nephrotoxicity.

Mifepristone: NSAIDs should not be used for 8-12 days after mifepristone administration as
NSAIDs can reduce the effect of mifepristone.




Tacrolimus: Possible increased risk of nephrotoxicity when NSAIDs are given with
tacrolimus.

Zidovudine: Increased risk of haematological toxicity when NSAIDs are given with
zidovudine. There is evidence of an increased risk of haemarthroses and haematoma in HIV
(+) haemophiliacs receiving concurrent treatment with zidovudine and ibuprofen.

Quinolone antibiotics: Animal data indicate that NSAIDs can increase the risk of convulsions
associated with quinolone antibiotics. Patients taking NSAIDs and quinolones may have an
increased risk of developing convulsions.

FERTILITY, PREGNANCY AND LACTATION

Pregnancy:

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the
embryo/foetal development. Data from epidemiological studies suggest an increased risk of
miscarriage and of cardiac malformation and gastroschisis after use of a prostaglandin
synthesis inhibitor in early pregnancy. The absolute risk for cardiovascular malformation was
increased from less than 1%, up to approximately 1.5%. The risk is believed to increase with
dose and duration of therapy. In animals, administration of a prostaglandin synthesis inhibitor
has been shown to result in increased pre and post-implantation loss and embryfoetal lethality.
In addition, increased incidences of various malformations, including cardiovascular, have
been reported in animals given a prostaglandin synthesis inhibitor during the organogenetic
period. During the first and second trimester of pregnancy, ibuprofen should not be given
unless clearly necessary. If ibuprofen is used by a woman attempting to conceive, or during
the first and second trimester of pregnancy, the dose should be kept as low and duration of
treatment as short as possible.

From the 20th week of pregnancy onward, ibuprofen use may cause oligohydramnios
resulting from foetal renal dysfunction. This may occur shortly after treatment initiation and
is usually reversible upon discontinuation.

In addition, there have been reports of ductus arteriosus constriction following treatment in
the second trimester, most of which resolved after treatment cessation. Antenatal monitoring
for oligohydramnios and ductus arteriosus constriction should be considered after exposure to
ibuprofen for several days from gestational week 20 onward. Ibuprofen should be
discontinued if oligohydramnios or ductus arteriosus constriction are found.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose the
foetus to:

- cardiopulmonary toxicity (with premature closure of the ductus arteriosus and pulmonary
hypertension)

- renal dysfunction, which may progress to renal failure with oligohydroamniosis

the mother and the neonate, at the end of the pregnancy, to:

- possible prolongation of bleeding time, an anti-aggregating effect which may occur even at
very low doses

- inhibition of uterine contractions resulting in delayed or prolonged labour.

Consequently, ibuprofen is contraindicated during the third trimester of pregnancy.
Breastfeeding:

In limited studies, ibuprofen appears in the breast milk in very low concentration and is
unlikely to affect the breast-fed infant adversely.

Fertility:



See ‘“Warnings and Precautions’ regarding female fertility.
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
None expected at recommended doses and duration of therapy.

OVER DOSAGE

In children ingestion of more than 400 mg/kg may cause symptoms. In adults the dose
response effect is less clear cut. The half-life in overdose is 1.5-3 hours.

Symptoms

Most patients who have ingested clinically important amounts of NSAIDs will develop no
more than nausea, vomiting, epigastric pain, or more rarely diarrhoea. Tinnitus, headache and
gastrointestinal bleeding are also possible. In more serious poisoning, toxicity is seen in the
central nervous system, manifesting as drowsiness, occasionally excitation and disorientation
or coma. Occasionally patients develop convulsions. In serious poisoning metabolic acidosis
may occur and the prothrombin time/ INR may be prolonged, probably due to interference
with the actions of circulating clotting factors. Acute renal failure and liver damage may
occur. Exacerbation of asthma is possible in asthmatics.

Prolonged use at higher than recommended doses may result in severe hypokalaemia and
renal tubular acidosis. Symptoms may include reduced level of consciousness and generalised
weakness.

Management

Management should be symptomatic and supportive and include the maintenance of a clear
airway and monitoring of cardiac and vital signs until stable. Consider oral administration of
activated charcoal if the patient presents within 1 hour of ingestion of a potentially toxic
amount. If frequent or prolonged, convulsions should be treated with intravenous diazepam or
lorazepam. Give bronchodilators for asthma.

STORAGE CONDITION
Store at temperature below 25°C.
Protect from moisture and keep out of reach of children.

SHELF-LIFE
3 years

PRESENTATION
10,20,30,100,500 Tablets

MANUFACTURER
Hankook Korus Pharm Co, Ltd
30, Gangjeo-ro, Jecheon-Si, Chungcheongbuk-do, Republic of Korea

MARKETING AUTORIZATION HOLDER
ASTERIALLC
72/3 Nairi Zaryan street, 0051 Yerevan, Republic of Armenia.



