
"M
BHO AEI{EHI4E - oEPI4r{" An

I O r o B O P

rrpoAyK:fr4 ce 3annarqaT CbfJracHo rIeHoBoTO
q'

J\b 49 /16.10.2020 r.

roA. B rp. {o6prau, Ha ocHoBaHpre qJr. 1I2 u cJr. or 3ar<o'a sa

"MHoi"ot?ffifi Hf #:rTrffi '#T*T;fi ffi nEqEHr4E_A"rr;;,;;rp' Ao6p4q, c."c ceAzurr4rrre v arpec 
!6pav, yr;iurunor xuroe,, 24,

;il^"f;1*t"X'"t3; 
^lff';; 

*""- 
' lft;or;.n" ";L-;;i( 124t41302,

g-bgJroxhTg;1 -r A-P r suP - rpoKypl4cr Ha ApyxecrBoro, HapLrqa'

VI

''B BPAYH
y.tpu"o.trtie 6yn. "Xpz ) B rp' Co$u-a 1528, alpec na
rlpeAcraBrrfnauo or Xopcr oQuc 111' EI4K lTSOieSZO,

5/ 31.03.20 lperop Mapr, orpeAeneH 3a

HaropbqKarr4rr,,orKpr4ra,,*"ffJr1"_i#%1'rg;"""fi:H.t;

Hapzt{aH I4BIIbJIHI4TEn. 
eKapcrBeHlz trPoAyr<rr'r 3a HyxArlre na ,,MEAn - {o6pzt;'M;

Crpauure ce crropa3yMrxa 3a cne,{Horo:

fOBOPA WIJEH:/I

LrrelrflT B:b3Jrafa, u l4rn^on^Tensr rllplreMa Aa a3BbprrlBa

I|:AI*T" i o6rqu, HoMeHKrra, nil" of,u:;,.|;;: rt::\l;: rf **Xrfi,."":rloAan o0epra B orKprzrara rrpoqerypa 3a B:BJrar""J;;6;ecrBeHa ropbrr*a.
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iniectabilia
Braun solvent
for parenteral
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(3) tlpo*ro."utuito ;KyMe*aqru#.a
I 

[opbrlKa He [opaxAar 3aAbJIxeHI4e 3a E]tsroxure nfl naryr 3aKyrrr{ B rrocoqeHr'

il;, fllil: :::5' : "_1T" 
np eABr4r : 3 aM nfta H a JreKap crB errr4 q rp oryKr rp eAMer

IIJIC c BAJIEHT CA BKJIIOqEHZ N CNZC'KA, ilOPAXAA 3AI'JDKEHIZE 3A AOCTABKA CbC

,"." ;;;; ;'"J;;; ;ffi: #;#ffi ;

ilj::-:::,Ul."j-1Ti:l 3arBeHr4re KoJrrrqecrBa Morar Aa 6rtar HaAXBbpJreHr{
HOBI4' KOI4TO HC CA BKIIOqEHI4 N fIPUTTOXEUZE 1, HO CA B I43II'JIHEHI,IE HA

cslIIecTBy Apyfo c6c cbrrlaTa reHepr{Ka.

KOBE 14 HAI{I4H HA IIJIAIIIAHE

rroAn
IIEHTPAJII43

CKNIO

I4snrrH
wM.
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..MBAJI-

IIbJIHOTO

rrpr{eMaHe

paBHO3Ha

r.rMaT pil3p
rpoAyKrz
oe30rIacHoc

I43LICr.BATTU

rrrLr qacrr4qHoro r4M frofrzBaHe npeMr4'aBa Bbpxy grroo*"T""#;; ;"r#;# ;;
:";H;.Incroro 

Ha nocraB-'He c rpl4eMo-rpe,4aBarene' rrporoKon lrnz Apyr

v'rren 5. cpo*r Ha foAHocr Ha AocraBeHr.rre JreKapcrBeHr.r [poAyKTrr rp.fi6na Aa e;x or 60 Yo (aLtecrgecer fipolleHra) or a6t]us.po" 
"u 'oa"o., o", MoMeHTa Ha

M'ICTO HA I43IIbJIHEHI4E I4 IIPEMI4HABAHE HA COBCTBEHOCTTA

HffI,,r;f:"9:::.:"..1":pul"_, "3. 
o.*?p:rBeHr.rre rpoA).Krr.r ce onpeAeJur

hes 10. I{euara Ha JreKapcrBeHr4Te rrpo^yKrr{ rpt6naAa o,..oBaps Ha cJre.qHrrre:^

t6prrv" AA rp. .{o6pH.r, yn. ,,fla'afio, X"ro"iil;;;;""; ,,##;: ;1:H:,*
YHJ#:ff T:T:"::..:jj.Tv1":raB'Hr4rerreKapcrBeHr.rrpoAy*rr4r{prrcKbror

AJIbxeH Aa AocTaB, neKapcTBeH[ rrpo,{yKTr{, Kor.tTo
yAocroBepeHr,re 3a perr{cTpa4Lr[. HA JreKapcrBeHr.rXM n orroBaprr Ha rr3r4cKB a'vrflTa 3a KaqecrBo.

[' rlpe4naraHura lreHa Ha JleKapcrBeHr,rre rrpoAyKTr4, Ko]rro ca sKnro.reHr.r nflosutunuzf nexapcrneH c,,r4cbK 14 3a[narrla' u c ny6nuuHrr cnerrcrR A rrq r^ ^n -,-^-- -^ ^--^^--^ orp xeHae }lb 2 or |IJIc, .,r
o esepeurna cr:ofinocr. tu

Ha Ha neKapcrBeur4Te [poAyKTr4, r.r3BbH Te3I{ rro r. 10. 1., .{a He(*uo.",*'oliu-'"r";ri.#"J;J'il"ff Jf":;,'"'"';#":
rIpoAaxHI{ II.HI'I Ha JIeKapcrBeHr4Te rrpo,4yKTrr, orrrycKaHz 6es

czManHr4Te npoAaxHra rleHlr Ha neKapcTBeHr,rTe rrpoAyKTtr,
r4carrr4e (perr,rcmp Ha rrpeAeJrHvre qenz).
Te, Koraro llsrrrrHrzreJurr AocraB, neKapcrBerrr4 [poAyKTr.r,

, Te3r4 JreKapcrBeHr.r [poAyKTLr rpt6na Aa orroBaprr Ha

TeJr'sr e Anb)KeH na krsratre B CpoK salcrypa 3a AOCTaBeHr'Te

EHUA HA B b3 JIOX{I4TEJI'I
xETen-sr r4Ma frpaBo r:a [poBep.gBa Kor[qecrBoro Ha BCrKaycTaHoBrBarre Ha Hec:boTBeTcTBI4e e A'sXeH Aa yBeAOMr{

3
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.6MLI rorPo+HAHA B.AHHUA 3A AKTI4BHO AEr{EHIZE 
= AoBpI4rI,

(2)' llpra ycrauoBrBarrg Ha HecborBercrBr4e B KaqecrBorq Ha AocraBeHr{TeLI IIPOAYKTA BTSIONIATCJI'T E ANbntEH AA YBEAOM]I- I4ZNNNruUTEJIf, B CPOX Or 24

n6nrn?^r j']-^r:*orBercrBr4ero Ha KornqecrBoro v KasecrBoro ce ycraHoBrBa cnporoKonl 
T:tT:i or KoMrlct4fl, cbcraBeHa or nJrbxHocrHr,rre nrlrla Ha Brgroxrreff.

--t 
(4)' B c''y'tair, qe zsnrr'l.reJulr B cpoK ao 24qaca cner yBeroMrBaHero uo a.n. 1u/uttn 2 opnoprz III,cMeHo HecborBercrBr4ero Ha KaqecrBoro, roft Mox(e ra krc*arrpoBepKara1Yrv,r\w Aa Ylurt4 uPUBgpKaTa

Aa 3aIInaTz yfoBopeHaTa rleHa B pa3Mepa, IIo
oroBop.

a or crpaHaual4 4o w L vLplerra, Ha yt 
4

)::.:"-:::f :"_:np^) 
qaca, rrb3Jroxr.rrersr LrMa rrpaBo Aa ronyqn t(HIJIa qsr9, eAHa,4ecera) na cro or crofinoctru 

"a 
sa6aseHara3aoaBa. a

rrr \r,^,i -.1 !'l Iry ycraHoBtBaHe Ha HecborBercrB'e B KonnqecrBoro, I4snrrHzreJrrr e

fl"ffTi1#ff::^::-T-11i" Koruqec'rBo rlplr cneABarllara ,qocraBKa, a npn roLrcKBaHe

il.'ffi;iH?i*r*:::T"".:TL::11-T:'np""""!.'#;;;;;#d;ffi;#:'D'b3Jto)rfl4T9lrflT krMa [paBo [o Lon]vz neycroftna B pirMep ua 5 (ner) Ha cro or croftnocrraHA JII4TICBAIIIr)Trr I. TNEUA^TDN

oTBeTCTBLIe B KaqecTBOto, I43nIJIHI4TeJIxT ec yroBopeHoTo KaqecTBO rrp[ cnelBarrlaTa
Brsroxzrem B cpoK or 24 lraca. flpu

TeJrrr r4Ma rrpaBo Aa rronfira neycrofir<a a
aqecTBeHaTa AOCTaBKa.
o ZsnrrnrureJrrr He AocraBr{ AoropopeHoro,

Aa JslJrrrr ncuuxu.{I:IMI,ITe My JIeKapCTBeHkI IIpOAyKTII OT ApyI
f:T:"-:1.::#:-lT-LT:l Mexrv IIeHara ro AoroBopan seftcrwrrerr'o.ui,o-"r,ura rreHa ega cubrxa !a ZsurnnLrrelrs,.

IIpolynTrd ;'ii;.;;;;ffi;;li JlIn::I3 il4t""rn*vIrelIn Aa AocraBI4 3iu{Ber{r{re My JreKapcrBeHr.r

rrpaBo Ia yKTr.r or OpVt O**"""..n^_
;;;" AoroBopa uI 2 qnn4TATr^3arlnareHara IIeHa e 3a cMerKa na llsntrnr{TeJlf,.

roftro e uo KparbK or cpoKa Ha qr' 5, zsnuuzreJrtr [T.n]Kn Ha Bb3JIoneITeJL

reH 17.(1) IIpz 4ocranKa Ha neKapcrBeHr{ rrpoAyKrr{, cpoKbr Ha ToAHOCT Ha
neycroftr<a npasMep, Ka

_l:."p^ AocraBKa cbc cpoK Ha roAnocr clr 59.99 rc 50 ya
roAHocr - ty" (ner npoqeHra) nrpxy crofinocrra Ha AocraBKara;

or o6rqzx cpor

ro4nocr - 1

ro4nocr - 3

|OAHOCT -

rrpr4 AocraBKa c6c cpoK rra foAHocr or 4g.gg xo 40 yo or o6,qp'f, cpoK Ha
%o (4ecer npoqeHra) Bbpxy croftnocrra Ha AocraBKara;
lpr4 AocraBKa c'c cpoK Ha foA'ocr ar 3g.gg ao 30 yo or o6rqrx cpoK Ha%o (rpugecer rrporleHTa) nrpxy crofiuocr a Ha AocraBKara:rpn nocraBKa cbc cporc Ha rolHocr or 29.99 rc 20 %o or o6u1ur cpoK Ha

Yo. (mecr aecer nporleHra) nlpxy crofi uoc'ra Ha AocraBKara;
' rrpu .4ocraBKa c'c cpoK Ha T.AHOCT 

''or20 
yo or o6t1u, cpoK na roruocr _ g0

npoqeura) Bbpxy croftnocrra Ha,4ocraBKara.
). [ocranraraianeKapcrBe' rrpoA].KT cGc cpoK Ha roAHoc,'ro-Kpar'K or 40 %oIK HA IOAHOCT CE I,I3BbPIIIBA CAMO CNEA MOTI4BI4PAHO PE,IIEHME HA PbKOBOA VITEJUT

or o6uzs



_ AOBPZq'

il;""##;"#;1,:1X1i;":tr"^:i:::,:::^l-':-1'n"qHoron,IcMeHocb,rraclreHa,oi;;;;;;;"*;;;""d;#HTJ:rlnerr 18. BrsroNzreIrflT yIMa rlpaBo na vcKa odeerrra-o-,.
uT ^ ^^F^_ 

'-^-- pa3Mep HaBpe,4I{Te, KoI4T - -^^^- Pa3MeP Ha
asa6asrf- TaBKa.
AIIIAHE 

OCJICNHI,I.,ITUL'JICIH}I.'IT
A 3AKOHHATA JII,IXBA.

r.r rIeHOBr,rTe pa3nI4KI{ rIO rIJI. 16, an. 2
T ITHLTT e [rr. rrJlarr{aHe.

l_rr.unrA I ITJAHE HA AOfoBoPArlnen 21.(1) ,{oronopbr ce rrpeKparrBa:

BTopo; 
1' c'LI3TI4qaHe Ha cpoKa, sa xofiro e cKrroqeH, ocBeH B cnr{ar,rre [o,qJr. 2,ns.

IIeHTpaJr
2. ilppr cb3.qaBaHero Ha ycJroBrd 3a ,4ocraBKa cnel [poBexAaHero HatpaHr,r eJreKTpoHHr{ Tbpr.oBe ;

o6rqecr
KOTATO CA HACT'IILIJII{ C''CCTBEHI. IIPOMCHII BbB QZUAUCUPATTCTO HA

xioi:T*"::"jx::::-.-:i:"_:pu,"."",i"p*o'o,o""'i;;;;;;;"^

'-r, 'urLL'ro Ha A'roBopa (,,HeupeoAoJrr{Ma cuta,,) 3a cpoK rro_AbJrsr or 30 4Un.2) Brsroxzrersr Mo)Ke nA rnavn.r-'
k*:::::n_y_1T-"_ ou,,p.*pu*' ;;il;;"'#' .fii^;Becrr4e,yBe.4OMneH , rz3rlpareuo 4o Z:urnHrzrerrn:

, 

;i#, :::::y:^" :.TTll.""e. Ha rocraBKzre Ha neKapcrBeur,r rporyKrr{ rro
paz6upa ::::":?::::: :: .111" a ua r4smo,",.*.-n;.;;;;"##;i## ::

;1:1,:::: ":::_:::::_:l: l1* B paMKr4re Ha eAr4H KarreHAapeH Meceq,

xouro rofi
yBeAoMne

CKIIOIIBA

KOJII4qCCT

I4JII{ IIOBEqE

TOBA B

6es 4a 4s
AOTOBOpa B

rrpe,4Br.rAeHr4

JreKapcTBeH

qeHrrTe Ha
rrpoMeHr4

r4 ycnoBI4

Apyr Ho
neKapcTBeH

;;il;;;a;##:;;#;;
;;;; pesyrrar naFIo. Ullw lrpnhan^Thh^h-.- -^ ^- z il;;;ffi#H;O Tft TTarF^Dnno / ..^--

oT Tpr{ rrbTrl B prIMKr4Te Ha cpoKa Ha AoroBopa;

l#f* #"*fT,:T::ji:11I:1a rroAra3rrbrrn rreJr, 6eg Aa e AeKJraprpan

rofiro e ,r"i S":"ij" :,T j. ":* B a rr oAn3 rrbrrHr4 re Jr, rofi to . p *o"*"r, o r ro3n,

IroAI,r3n

v ^ r vJtr,, OCBEH B CJITIA}ITE, B KO,'TO 3AM'HATA, C'OTBCT]'O BKJIIOTIBAIIETO HA

HacTOrtqr4t
e lI3BBprIreHo cbc cbDlacl4ero na -BrsroNLrreIIflLI B cborBercrBrre cre 3OlI u

,

) BrsnoxzreJrrr rrpeKparsBa AoroBopa B cnfralrre [o rrr.Kz o6esqereHrre na WrtrnHrrreJr, 3a [perbprreHr{ or
, ocBeH aKo rrpeKparrBaHero e Ha ocHoBaHrze sn. 11g. an.

YfI4 YCJIOBU'I

118, an. 1 or 3OfI.
npeKpaTsBaHeTo Ha
1, r. 1 or 3OlI.

loen 22'(l) crpauzre no AoroBopa He Morar Aa ro 
'r3Merilrrr, 

ocBe' B cJr)4rrMTe,s qn. 1 76, ax. l, r.2 - 6 or 3OlI.
) B cnyvafi' qe fro BpeMe na 4eftc'nze Ha AoroBopa, croftuocrra Ha AOCTaBTHpoAyKr' orlpeAene'l:: p:o" na Hape46 ara 3ap."yn puo*. 

" p.""rrp r4parre HapcrBe'r4Te rrpoAy*Tr{, yotonux:ra, rpa'n*i r{-Kpzrepur4Te 3a BKJrrorrBaHe,H3KTIO'BAHE HA NEKAPCTBEHI,I IPOAYK'TI{ OT [O3I'TI'BHLr, {EKAPCTBEH CfII.C'Ku peAa sa pa60ra Ha KOMr4Cr'rra ro rleHr' 14 peuu6ypcup a*e vrrru.ro prou ,rurr4Be' aKT, craHe [o-HI{CKa or AOrOBOpeHara, BrgnoN,nrcnsr 3arrnarqaI nporyKT rlo rIo-HI'IcKara IIgHa, or Aarara Ha BJrrr3arrero B cr{na Ha pemeHllerorrr4r opraH.

SSOO X yit.,'Tlauairor XutoF.,, 24 058/600488 Saxc OS8/6OO4t4 E e-mail: obl@bergon.net
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crropoBe
oKpsxeH

Bb3JIO

fJI.CI{E

NPOOiZAHA EONH}I 3A AKTI4BHO AEI{EHi4E -.NOBPI4I{' AN

Krnr nacro.alqra BOp Ca npanoxeHll:
1. Texnraqec
2. IfeHonoro

npeAnoxeHve Ha Zsurrnr4ren ;

Hacro cbcraBr{ B Tplr eAHoo6pa:}Hrr eK3eMrrrmpa, envr]F_ sa
VI

xeHr4 e ua lTsnanuprr e ils'
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ro otl }lb
233,262,

fionoran,
cbc ceAan
aApec Ha
I11, EZK:

oT AaTaTa,
3(

cKnIoq

HA.IIOCTAB

3AflBfl

Ha nocTaB

neKapcTBeH

3JITIXM.

BKJIIOqEHII

oT peryJrr4

OIIAKOBKA,

ny6luvHz
o6rquuara

TEXHI4 TIE CKO IIPEAJIO}I(EHHE

1,uovrenrc'arypr}lb}lb26,39,43,44,63r1s8,I59, 160,167,lg2,rg4,203,204,2s2,
82,293,315, 316, 31g.

rfneranon Acenon, EfH 7509206924 u {anue.na zeaHosa ru4urcona_

;:-it^tj::r1,,: T?:."T:1":1 Ha npoKypr4 crn Ha. B. Epayu Me4nxar., Eoo.q,qe: rp' co$ut n'rc. 1592,6yr-r. Xpucro4op-roryr a N" e+, crpaAa A2, o$uc ifil
ltSri:tfi 

rp. Co(fur, n.x. t592,6yn. Xpzmufop Koryud mO+, 
"rpu4u-A2,o6""

fAM CMAHI4TE Y CIIOBVIA:

l' ,{exnaprapaM cpoK Ha BaJrr4AHocr ua o$eprara, Ho He rro-Kparbrc or 3orro e nocoqeHa sa Aara Ha rroAaBaHe na oQeprara:

I4CAHIZTE

(rpz) rraeceqa

) naeceqa.

2. frpuevav cpoKa Ha r.r3rrbJrHeHue Ha nop'qKara: 12 (4yaua4ecer) Meceqa orro Ha AoroBopa.

OO'BJIEH lr AoKyMeHT A\Wft A 3a yqacTue.

;Tt::T:,-:T:?:y1T" cr{ c KJraysr4re Fra rpurroxeHz, npoeKr Ha AoroBop.

TO.IIIII4CBA I ?"*#::: :"u:1" ::y"rreH s a 14 3rr'n n"""n r" ;"p;;;';; ;;ff;;#;, 
"p,.y*;;;il#;yAocroBept npIIIcaTa Ha ocHoBaHzlr 3a oTcTpaHrBaHe oT npolleAypaTa, KaKTO uCsOTBETCTB c nocraBeHnre Kpr4Tepr,tn sa no,46op:

n3Aa.4eHO B

3a o6crosreJrcrBara rro qJr. 54, a,. r,r. I or 3oII - cBrr,qerencrBo 3a cbAr.rMocr,
lrf cpoK Ha Banr,rAHOC.r. ltpeArr npeAcTaBrHeTo;

.2' 3a o6wosreJrcrBoro rro qJr. 54, a,. f, r. 3 or 3ofl - y.4ocroBepe Hvfl 3a JruncaHa

' flpzen'rau cpoKa 3a nJrarrlaHe: ao 60 (ruecr4ecer) KrMeHAapH u AHLror r43BbprxBa'ero'a u v3 AaBaHero Ha ([arcrypa or u3nbJrHtrr€Jrr.
. flpzerraarvr cpoKa Ha AocraBKa: ,{o 24 (1yagecer u qerr4pr4) qaca or MoMeHTa HaoT cTpaHa Ha Bs3JIOXr4TeJrr.
. flpvrenaau cpoKa Ha ro,qHocr: He uo-ualro or 60 Yo or o6qara roAHocT B MoMeHTa

. TKJIAPI{PAM, ue AocraBrHvre JreKapcrBeHr{ rpoAyKrr4:
'1. nMar pa3perrreHr4e 3a yrrorpe6a vtm yAocroBepeHr'e 3a perr4crparlL' HanpoAyKrr{ rro qJr. 23, al.l rr 3JI[IXM:
2. omonaprr Ha rBI4cKBaHr,Irra ga KarrecrBo. 6esouacuocr z e(puracHocr no

/. TKJIAPI{PAM, .re npeAnaraHara rleHa Ha neKapcrBeHr.rlrc npoAyKTr4, Kor4To cafloszrze'Llt JIeKapcrBeH cnl4cbK 14 3anJrarr{aH u c ny6ttuuHr4 cpeAcrBa, He e ro-BrcoKaara rleHa no flpznoxeHze Ns 2 0r frrrc,.roro"""u 
" *onoru M (crofinocr Har'rcJreHa ua 6asape(pepenrHa crofinocr sa 4elpZHUp AHATAAH'BHa 40sa).flpnenaavr Aa I'r3IrbnHrBaM B.I4rIK[I r{3r,IcKB aHnA Ha Bb3noxureJrr, nocoqeHu B

)I(eHr{r, u3AAAeHn or oplaHr4Te no npzxoArrre, or O6rqzHa rpaa ,{o6puq r4 0TceAaJrnrIIeTO Ha yqacTHlKa;

x
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T

ZsnrrH

EN ISO
npor,r3Bo

yqacTHt4

Paspelre
rrpeAJrara

l0'3' 3a o6croxrercrBoro no qJr. 54, at. !,r.6 - yrocroBepeHr.re or opraHr4re HaIIHa areHrlr,u "frasHa uHcrrerrlrrfl no rpy4a";
t^9'o-'^g:o"tQurcar, yAocroBepsBarrl BHeApeHa cr4creMa 3a ynpaBJreHr4e Ha KaqecrBoro

2!^?!!j-,!::: _EN 
iso r34s5r20r6 uluru eKBr4BarreHrua, c o6xnar e o6racrra Har,soto u/uru rbproBrrflTa c neKapcrBeHrl npoAyKTI,r;

10'5' PasperrreHr4e 3a npor43BoAcrBo no q.ri. rg6, atr.l 0r 3JITIXM, B cnyqar{re Koraroe npol43BorvlTelr u npeAnara JleKapcrBeHrrre rrpoAyKTr4, Koprro [porrcBexA a, vlrn Ha3a BHoc IIo qJI' 196, att.2 ot 3JIfIXM, B cJlyqat4T" *o.rio yqacrHktKbr e BHocvren rzeKapc'fBeHuTe npoAyr(Tt4, KOI4TO BHacr:

13$;f:::f::y,j"-]1. 5e, at. 1, r. 3 or 3Mr{rr no 3aAbnxlrrelrHvrl o6paseq
;;:"'"^""nrz 

uuPi*eq

3a6eneercxs: vdocmoeepeHtlnmq no movKu r0.2 u 10.3 npifuea da ca usdadeuu cneddamama omtq)uaaHemo Hq npoqedypama.
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