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OEAEPAJIbHAfl CJIYXEA NO HA.II3OPY
B COEPE SAPABOOXPAHEHI,Tfl

(POC3APABHAASOP)

C,rascacKar nn. 4, crp. l, Mocroa. 109074
Tenegon: (495) 698 45 38: 698 15 74

Cy6rexrsr o6paureHHt
neKapcTBeHHbrx cpeAcTB

t:/ /C /f/1 Ns

HaM

O Hoesrx,:laHHbrx no 5e:orracHocln
_'reKapcrBeHHofo npe[apara

Kalalolon

oe4epa,rsHar cnyx(6a no HaA3opy B c$epe 3ApaBooxpaHeHHq B paMr(ax
ncrroJrHeHufr focyAapcTBeHHofi $yHrcUU14 fro MoHHTopHHfy 6e:onacHocTH neKapcTBeHHbrx
npenaparoB, HaxoArrqHxcr B o6pautenHpr Ha reppHTopHr4 pOCCUfrCrcoil @e4epaqun,
coo6u{aer cneAyrcu{ee.

PocrlpasHaA3op AoBoAl4T Ao cBeAeHHrr cneqfirurHcroB 3ApaBooxpaHeHr.rr rrHcbMo
OOO <<'reea)) o HoBbIX AaHHbrx no 6esonaclrocru cneAyrourHX neKapcrBeHHbrx
rpenaparoB:

KaraAorou (MHH: @nynr.rprr,rH), KarrcyJrbr 100 Mr, npou3BoAcrBa <Tesa
OnepefiruHc llolasa Cn. 3 o.o.)), florrura (penacrpaqr4oHHoe yAocroBepeHqe
n N0l56l l/01 or 14.01.2013);
KaraAorou cpopre (MHH: OnynraprHH), ra6nerKu r-rponoHrnpoBaHHoro AefrcreHq
400 Mf, Ilpou3BoAcrBa <Tesa Onepefiuruc flonaH4 Cn. 3 o.o.)), florrura
(perncrpauuoHHoe yAocroBepeHue JIn-00 I 320 or 02.r2.201 l\.

flprzloxeHr4e: Ha 2,r. e I rrc:.

Bpao pyrcoBorurenq M.A. Myparur<o
i..l ;,i.,,,,i.t .t' ./,

K.B. l-ope,;roe
(49q)s78-01-7-l
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Telra: PexoraeuAauurr no or.paHHqeHHK)
Q;ryrlnplnu, KaraEoloH@, rancy,rur 100
.refrc'rsns {00 nr.

ilpr,roxeHue Ne I r nucurrry ncx. NT-.1645 or r.1.09.10 ri

Bceu 3aI{HTepecoBaHHbtM JrHuaDr

Ir pH M_efl eH HC,reKapcTBeH H brx IrpenapaToB, coaep?Kaut r| xmr, a Karano,roH@ Qopre, ra6,reixn npo,ronrnpoBaHHoro

Ynaxaeurte cflequartHcrbl SApaBooxpaHeHHff,

Kounasur ooo <'leea)' tBtltto,,I*{ct npercraB,renbcrBoM rpy[nbr rcounasnrr <.r-esa@ap*raqesrHqecKlie npeArlp'trun lrril.>, vzpiunr,Bbrpo*aer Barr.r cnoe [oqreHHe H AoBonr.rr roBaurero cBe,{eHr4r, qro 2g HroH,20lj r. Koopaunauno"n* rpyflna no rpoqe,qype B3aHMHororIpH3HaHI{s I4 nelleHTparu:onanuofi npolleAype no neKapcrBeHHbrM npe[aparaM.{ns npHMeHeHn,y r{enoBeKa (cMDh) Eaponeficxofo areHTcrBa no KoHTponrc ra o6oporoM neKapcrBeHHbrxcpeACrs 3aBeprxHna [poBepKy JreKapcrBeHHbrx npenaparoB, coAepxaqux Qlynr.rpruu. upel(oMeHnoBarla BBecrH orpaHHqeHHt IIo HX npHMeHeHH]o. Bonpoc 
"*orri" Ha paccMorpeH'He Eeponeficrcofi Koprnccnn(EC) B craAHH (TeKyulee)) H erue He r{Meer oKoHqareJrbHoro peueHur.Ten,' He MeHee. npeAnonafaercf,, r{To B cnequ0nxau'ro rlo 6e:onacuocrn neKapcrBeHHbrx

:.il;T*"B, 
co,qep)Karlux Q,rynHprnH. 6yayr ,""..nu H3MeHeHH, c yrreroM pexoueulaqufr

B Poccr'rfrcxofi <Delepau,H nperaparbt. co/Iepxaur're cf;rynupru'. KaraAorou@. rancyr' 100

$dr:T,T:X"":?".-r".fi:il::".;-" ilponoHfHpoBaHHoro .r{eficrs's 400 'r, rrp,Me'rrcrc,, c
Ilepecuorp .rlaHHbrx o 6e:onacHocr, ,,o 6ase ,laH'rrx EC no He6laronpr{rrHbrM peaKrr'xMo6uapyxul 330 clyuaes He6,raronpnrrHbtx peaxUnfr co cropoHbr neqeHu, Koropbre, KaKnoAo3peBaror' cBt3aHbI c SnynHprHHoM. flsreuus, BapbHpoBarr' or 6eccaunroMHoronoBbIIIeHHC aKTHBHOCTH (([er{eHor{Hbrx)) .rpaHcaMHHa3 IO pa3BHTHfl, neqeuoquofiHeAocraroqHocrl'l' Y naqueuroB, Koropble rlp'Hr,rMiurlr neKapcrBe'urrfi [pefiapar n reqenue 2
ffit;.ir:,H#i1i!;i,i,1"6'rroAaro* HH oAHoro cnvqzur pa3BHrHr ner{eHor{Hofi serocraroqHocr'
B orHolrIeHlIH noK€[areJlbcrB o$sexrnnHocru ,,peflapara noAqepK'yro orcyrcrB,e.locraror{Hblx aaHHbrx o [peuMyrr{ecrBax npHMeHeHHr rf,rylrnprHHa NMrer{eHHr{ xpouuuecxofi
;ff:r.:"fft;i".ffi;."try"t"ytr AasHste o6 rgse*r'nHocru npr{MeHeH'.n {nynr.rpruHa
I-la ocHoBaHHH laHHbIx ?Tofo rr(
creuHiL'r'craM 3ApaBooxpaHeHHc r";ffi::#" *;':.;tff;":;:"r:lT;il;H::r":".1.;;:
H 3,|IO)KCHH bIM PEKOMEH AAITLlfl,M :

' JlerapcrBeHHble npelaparLl Ans rIpHeMa BHyrpb H cvnno3r.rr opHH,coAepxarrl'e s,rynuprun,c'Ieryer npHMeHtrb TolIbKo Arg rer{eHHt B3poc,IbIX [aI{HeHToB c ocrpofi oorrrc r{ TonbKo BTex c"Ir{aJIX' Korra ,'teqeHl'Ie rpyrl'IMI'I 6oreyro,rrrcrllr.IMu npe[aparaMu (TaKrrMH, KaK

il:fi::fJ;[T 
nporl{BoBocnil'I'rej'rbrrbre npenapar'r (HilBn)^, fnuor,. onuo'Au)

. flpo.qo,rxrire,,rbHocrb ,,,reqeH'' QnynuprunoM He.4o-jrxHa npeBbrlrlarb 2 uelelr, a QynxunrofleqeHH CneIyeT r(oHTponEpoBaTb nocJre rcaxlofr :]aBepuleHHOfr Hegeln JIeqeHI{r.' Y rcaxgofo nau,eHTa c orKJIoHeHHrMr{ aHaJrH3oB rroKa3areneft {y'xuHn neqeHfl or HopMbrHJtr4 cuMnroMiluu :a6oreeaHr.I.f, neqeHn regeHl{e c-;IenyeT HeMe.rIJIeHHo npeKparlrrb.' @lynuprl,H He JonxeH npuMeHtrb cs y trarJueHToB c vxe LrMeroulr.rMr{cs sa6oren aHHsMHneqeH'' y [auueHToB' 3noynorpe6rcrcuux uu]Koroi'IeM. 
1 

nurtrr"nroB, npH'HMaroq[x ApyrHeireKapcrBeHHbre npenaparbl, KOTOp're Moryr HapvrxHTb 0yurqraro [eqeHr{.' cnequa'rucraM 3.rIpaBOOXp aHeHHg cne,Tyer rrepeclrorperb rerreH,e ilaqHeHTOB,

;itr;;Hffi 
B Hacrotr{ee BpeMt tf,r.v-nHp'ruH. \'rr,rbrBarr npHBeAeHHbre Bbrure

tqecrE0 c 0rpdHrgehH0l{ 0IEercrEeHHrl:rtio Icea,,r! 'ir.i9 i:,],...ndr .rrir,, ,i,-. -:
ryrtna xounaxti leva .,..i,

( rpaHru l/:



jlonolHuTerbHl,re 
AaHHbre o QrrynuprnHe<Dlynapruu qBrserct aHiulbre3HpYlolutau HeHapKorHr{ecKHNr npelaparoM, rrpnMeHrrc ,'uitcs, J:ts-ler{eHHt 6o'ru' HanpHMep. 6olu, cs.q:aHrori c Harrp.flxeHueM M6rrrlq, 6olu ,,prr oHKonorHqecKHXra6o'resaHH'sx' MeHcrpyaluuofi 6onw u6on" noc,"e optonao"uecKr.rx onepaqu1 nn, TpaBM.llpo'laxa $;rynaprr'rH-coAepxaqux rpenaparoB B uHpe 6rrra pa3peureHa c lgg0 fora, H BHacrotulee BpeMt 3rH rlpel]aparbl AocryrlHbl Ant npIrMeHeHHr, r(poMe Poccplfrcxofr @e,{epau'H, sc'rerlrour'X crpaHax-qJleHax Enpoueftcxoro coro:a: Eo,lrapux, BeHrpux, fepuauu.a, kl.tastwq.Jrar sux' ll Hraa, flo,'*ua, fiopryrannr, pyu uHn", cnosa;r.rr, 3croHr.rr.o'rynNprnn Brlep-Bble 6uLr 

- 
npeacraBneH KaK 6oleyronrrculee cpeAcrBo, anbrepHarHBHoeonHoHAaM u HlIBfl' He Bbl3blBaroqee npHBbIKaHHt I'I 3aBgc'Moc'rn. Bnocne,qcrB'H 6rmpro6napyxenbr MH'roqucJreHHbre.qpyf,e ero csoficrBa, TaKrre, Kar( M'OpenaKcarlur. rDlyuupruu

'aefrcrayer KaK (CeJreKr'sHrlfi aKTHBarop xefrpouarr'bD( KaJIHeBbrx KaHaJIOs)). 3TO O3Haqaer,t{ro oH orKpblBaer cnerluSuvecKlre 
''opbl 

Ha [oBepxHocrH HepBHbD( KJreroK, Ha3bIBaeMbIX

Xffi :'I:, 
^"-T#J;, l"#'J::#nJffi;B' c HH xaer 

",6",,o""yo 3neKrp' q ec Kyro

fpynna xounaHufi <Tesa @apuaqenruqecK'e npeAnpr{rr ux Jrrn.>>, rrlspaunt,np,Aaer ofpoMHoe3HaqeHHe 6esonacHocr' rIauHeHToB H HaAngvarr€M/ rIpHMeHeHHro cBo'x npelaparoB, H, B cBfl3,c 3rHM H no peKoMeHAauHH opfaHoB 3ApaBooxpaHeHHr M6r o6rsyenacr nepecMorperbcneuuQuxaqnlo rro 6eronacnocrvt'H B coorBercrBan c (
H3MeH.HH' B HHcrpvKu Ht4 no MeArrruHcKoMy np,Me"."",o1i'.LJ;H'il.1#triJo@:"_"H:#
100 rrlr, fi KaraAoron@ $opre, ra6lerrn flponoHrHpoBaHHor.o Aeficrs14s 400 lrr, H cBoeBpeMeHHouuQoprraupoBarb cfleq'an'croB 3ApaBooxpaHeH'r o BHeceHHbrx H3MeHeHHrx.

B clyvae B'3HI'IKH'BeHH' cep6e3Hblx H HenpeABI'rAeHHbrx no6oqsrx peaxqufi ,,pH npHMeHeHHHflpenaparos Kararo,rou@, Kancynbr iOO Mf, u KaraloroH* Sopre, ra..uerrcurlpoxoHrxpoBaHHoro gefi crnu.a 400 rrlr trpocnM ilepeAaBarb coo$ulegx.ss Pocr.{pasHa.Il3op : saxc 8(495)698 I 5 73, e-mail : itra.mproszdravnadzor.rus ooo <Tesa): re,r. g(4g5) 6442234,saxc g(4g5 )t64+221+,e-mail: Safety.Russia@teva.ru.
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14.8. Pelsrcx
llHpexrop no pefyj,urropubrM BorrpocaM

boljauosa L.ll.
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