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KPATKA XAPAKTEPLICTIIKA HA

I. LIME HA JIEKAPCTBEHI{.g IIPOAYKT

Cefixime Actavis 100 mg/5 ml powder for oral suspension
I-{eQurcur'a Axraenc 100 mgl5 ml npax 3a rrepopiurHa cycrreH3ut

2. KATIECTBEH }I KOJIIIIIECTBEH CbCTAB

B 5 ml cycrreH3ns ce cbAbpxa aKrHBHo BerqecrBo qe$uxcl,ru rpr{xr.rApar (cefixime trihydrate), eKB. Ha
100 mg qe$uxcuu /cefixime/.

floNrouruu neurecrsa c HgsecrHo neficrsue: 3axapo3a.

3a ntrHuq cnucbK Ha rroMouIHHTe BeulecrBa. Br,IXTe roqra 6. L

3. JIEKAPCTBEHA OOPMA

flpax sa nepopanHa cycneH3lrs

llpax c noqru 6sr Ao 6re4oxur rlBrr c xapaKrepeH apoMar Ha rroAa. Creg pa:rnaprHe c BoAa ce
noJlyqaBa KpeMaBa Ao rroqTH )r(bIITa BlrcKo3Ha cycneH3Ht.

4. KJIUHI{IIHII AAHHI,I

4.1. TepauenruqHrr rrona3aHus

3a leqesue ua uHSexqu[, np[qlrHeHr,r or rryBcrBrareJ]Hr.r ruu qeQnxcuM MHKpoopraHH3Mr,r:
ocrplr r.rnQeKrrI{I,I Ha ropHr,rre r{ AoJrHr,rre.q[xareJrHl{ nbrr.rula, nrn. Qapr,trrr,rr, ToH3raJ]r{T, ocrbp
6poHxIar, o6ocrpeu xpoHlrqeH 6ponxnr, rrHeBMoHr,rs ( npo4rnxaBaHe Ha repanurra cJreA
[bpBoHar{alHo JreqeHr,re c napeHrepanes aHru6nornrc); ocrup t,t xpoHr,rqeH cvrry3vni
ocrbp orHr Ha cpeAHoro yxo;
un$ercqr,ru Ha nuKor{Hlrre rrbrr4ula: q}rcrr.rr, rlr4croyperpur, HeycJroxHeH [rleJroHeQpur.
HeycJIoxHeHa roHoper (uepnnranHa/yperpanua).

,{oruponna tl HaqHH Ha [pnJroxeH[e

Ep:uppsKa;

fieqa om 6 ueceqa do ]2 zodunu:
Oduqaftsara Ao3a e 8 mdkg AHeBHo, rrpuera eAHoKparHo nJrr{ pa3AeJreHa Ha ABa [pueMa or no 4 mg/kg
npes 12 vaca.

fleqa uad J2 aoduuu (unu c mearc uad 50 kg) nonyvaeam dosama 3a 6b3pacmHu:
O6nqafinara.4o3a 3a Bb3pacrHr,r e 400 mg AHeBHo, npuera eAHoKparHo r,rJrr.r pa3,qeJreHa Ha ABa ttpueMa or
no 200 mg Ha sceKr 12 qaca.
Eegonacuocrra n eQuxacHocrra [pr4 Aerla noA 6-Mece.{Ha Bb3pacr He e ycraHoBeHa,

a

a

a

4.2.



6?25 ,10
72,5 ,100
iii;ii 

-riso
'it - - 

li,o
i"t?-l /so
,37,50 300

flpegiroNeHn Ao3r,r, cro6paseuu c reJrecHoro rerJro:
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flpo4rlxnreJrHocrra Ha JreqeHnero o6uxHoBeno e7-14 AHUvsaBVcLI or rexecrra Ha uHQerqnrra.
Crpenrorcoronure nnQerquu rpr6na Aa ce neKyBar Mr,rHr,rMyM l0 aHr.r.

IT a4ueumu c 6t6peuua uedocmamauHocm :
flpr.r croilHocr Ha Kpearr4Hr,rHoBnr Knr,rpbHc sa"q 20 ml/min, se e neo6xoAlrMo Aa ce npoMeHs
Ao3r.rpoBKara. flpra KJrr,rpbHc Ha Kpearr,rHuHa ttoA 20 ml/min u npu nar{ueHrl,t Ha xeMoALIaJII,I3a,
eAHoKparHara Ao3a qe$r,mcnu ue rpr6aa,qa HaAXBbpJrn 4 mgkg.

If aqueumu c uepuodpo6ua uedocmambwocm:
He e seo6xoAr,rMo Aa ce Kopr{r}rpa Ao3npoBKara.

H atr un n a npuJt o Jrc euu e :
3a nepopaluo npr,rJroxeHne. I{eQnrcuM Moxe Aa ce [pneMa He3aBI,IcrIMo or npLIeMa Ha xpaHa I{ HarII,IrKI,L

I,Is e om enu e H a cycn e Hsuflm a
,{o6aaere BoAa KbM flpaxra Ao qeprara. Pagrua'rere BHHMareJrHo, 3a Aa ce pa3TBopI] JleKapcrBoro I{ Aa ce
nonyqu nepopaJrHa cycfleH3r,rs. I4sqarcaftre HrKoJrKo Mr,rHyrrr. B clyvaft, qe Hr,rBoro Ha cycrreH3r,rrra e no-
Hr,rcKo or or6erssaHo c r{epra Ao6anere orHoBo BoAa.

Cneg pasraapsHero, cycrreH3r,rrra Moxe Aa ce cbxpaHsB a 14 utu rpr,r reMfleparypa roA 250C. Eyrnnrcara
rpa6oa Aa 6tAe nJrbrHo 3arBopeHa.

Pasrcrarere ao6pe QraroHa cbc cycrreH3r.rrra rrpeArl ynorpe6a.

4.3, rIpornnonona3aHrrs

Cnptx,ryncrBureJrHocr xrrrr qeQnxcnM, KbM ueQa.rocnopvrtu urrw KbM HrKoe or rroMorrlHlrre BelqecrBa,
o[ucaHr,r s roqKa 6. L

4.4. Cneqnamrn rpeAyrrpexAeHrrfl rr rpeArra3H[ MepKIr npn ynorpe6a

Bcgra llporBa Ha areprufl HaJrara npeKparrBaHe Ha leqeHr,rer:o. llpn 5 .qo 10 o/o o"r cnyuaure ce
ua6rpAara KpbcrocaHa iureprr,rr MexAy [eHr{rlr,rJrr,rHn n qe$alocnopr4Hrl, nopaAr{ Koero
qeQanocnopuHlrre rpr6na Aa ce npr,rJrarar [peAna3nuBo rrpn naql,leHTn, qyBcrBI,ITeiIHI,I KbM [eHI,IqwIIuHr4.
Heo6xoAlruo e BHHMareJrHoro r,rrrr Ha6nroAeHr.re npt,t rrbpBoro npnnoxeHl,re, nopaAI,I eBeHTyarIHa
anaQurarcrur{Ha peaKrlr,rr. B crryuaft Ha Heo6xoAr,rMocr ce [plrJ]ara nporllBorxoKoBa repanut.
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flpu naqneurr4, aJreprr.rr{Hr.r KbM Apyrr4 6era-laxrauu e Bb3MoxHa KpbcrocaHa aneprr,rr.



Ilogsara Ha Anapufl Moxe Aa 6rAe cnunroM Ha nceBAoveu6panoseH KoJrr.rr, ua6ruoAana ce B peAKr,r
cnyqau npu qeQanocnopl.tHure u Harata Hesa6asuo npeKparrBaHe Ha JreqeHuero, KaKTo ll cnequQnvHa
aHrubuoruqHa repannt (aaHxotvtuquu). .{uaruosara ce AoKBBa qpe3 KonoHocKonr.tr u 6arrepnolortrr{Ho
n3cJreABaHe.

I{eQalocnopI,IHI,Ire yAbJlxaBar nporporrr6nHoBoro BpeMe, flopaAn Koero no BpeMe Ha JreqeHr.re e
ueo6xogr,nvro npocneAsBaHero My.

B crryvaft Ha rexKa 6t6peuua HeAocrarbqHocr Moxe Aa ce Hanoxn AHeBHara Ao3a Aa ce Kopr.rrr.rpa B
3aBl,rcr,rMocr or Kpearr,rHr,rHoBufl KnnpbHc (nx. rourca 4.2).

flopa4u IIUr,ca Ha rIpeIU43HLr r,r3cJreABaHr.rs ttplt Aeqa noA 6lreceqa, ynorpe6ara Ha qeQnxcr.rM He ce
npenopbr{Ba.

Tona lexapcrBo ctAbpxa 3axapo3a. flaqueHru c peAKr4 HacJreAcrBeHvt npo6leuu Ha HenoHocr,rMocr KbM
Spyrros4 fJlloKo3o-raJlaKro3Ha rraara6cop6q:afl Atu cyKp$a-r,r3oMrlJrra3Ha HeAocrarbr{Hocr He rpa6na ga
nplreMaT ToBa neKapcrBo.

4.5. BranuogeftcrB[s c Apyr[ JlerapcrBerrfi trpoAyrcrtl n Apyrn Qopuu Ha B3arrMoAeftcrnue

Cruqecrny nar 3Haq HM n KJIn HLIT{ H Lt sganr\,roAeft c rBug c HtKoI.I JreKapcrBa:
. flpo6eHequA -za5ass eJruMr,rHr,rpaHero Ha qeQnrcnu u rroBr{ruaBa nJra3MeHara My
KOHrleHrpauHr;
. UeQHKcHM noBHuIaBa nra3MeHara KoHrreHTpauunuarcapflaMtrenr,rH npr4 eAHoBpeMeHHo
npr,IJroxeHIre;

I-{etpr,rxcnna noBr,I[IaBa pr.rcKa or HeSporoxcur{Hocr Ha aMuHofJrr,rKo3r4Ar{re rrp}r eAHoBpeMeHHara
l.tt'l ynorpeoa.

I{e$nrcr,rrvr Moxe Aa AoBeAe 4o Qaruueo rro3urr.rBHrl pe3yJrrarlr npu r,r3cJreABaHe Ha KeroHlr B ypr,rHara
(vpes uurponpycl,IAHlrt uero4) r{ npr.r H3cneABaHe 3a fJrroKo3yput (za npenopbqBaHe e Aa ce u3noJr3Bar
MeroAH c rJrroKo3ooKcr{.qasa).

Onncaso e JIbxJITIBo no3I,ITIlBnpaHe Ha recra Ha Coombs tto BpeMe Ha JreqeHr{e c qeQalocnopuur.r.

Cto6rqana ce 3a rloBl,rueuo geficrrue Ha rrepopanHnre aHTHKoarynaHTu rtpt,t neqeHr,te qeQurcuu.

Asru6uornqu, rlpurexaBauln aHru6aKrepr,r{ueH eQexr cpeqy Salmonella typhi, uorar Aa oKaxar
BrLLsHue Bbpxy l,IMyHoJronrqHr,rr orroBop npu npr.rJroxeHuero Ha rrporr.rBoruQuara BaKcuHa. llpenopruna
ce 24-,aacon HHrepBaJI MexAy [ocJreAHr.rr [pueM Ha aHrn6noruKa r,r BaKcuHr4paHero.

4.6. (Depru.nurer 6peuennocr tr KbpMeHe

llpu penpo4yKt[BHLI npoyqBaHur HrMa AaHHr.r 3a HapyrxeH $eprulnrer r.rJru yBpexAaHe Ha rperyca.
Hqrua Aoxa3areJrcrBa 3a reparoreHeH e$ercr.
Hql\aa aAersarHvr tt ao6pe KoHrpoJrr,rpaHlr npoyr{BaHHfl npv 6peueHHu xeHr.r, nopaAr.r Koero He ce
npenopbqBa npneMaHero Ha npoAyKra no BpeMe na 6peuennocr lr B rrepuoAa Ha KbpMeHe. Ipnlarauero
Ha rlpoAyKra rlo BpeMe ua 6peueuuocr r,r B rrepr4oAa Ha KbpMeHe Moxe Aa craHe caMo rrpu crpora
npeueHKa Ha cbornorxeHuero noma"/pr.rcx u npn crpr,rKTHo Ha6rrcAeHue B cnyqalrre Ha xpafiHa
Heo6xo.4tttrrocr.



4.7. EQerru Bbpxy cnoco6nocrra ra uroQnpaHe n pa6ora c MarrrrrHu

I{e$r,rrcnrt,t Arranuc He noBJII,rsBa cnoco6Hocrra sa ruo$apaHe nJrr,t pa6ora c MarrruHrl.

4.8. Hexe.nannJreKapcrBeH[peaKqrr[

Ha6lrc4anaH[Te HexeJraHI4 neKapcrBeHr..r peaKrlr,ru ca uacnQurJnpatu cbrJracHo c[creMHo-opraHHa
rclacu$nxaqur. Benpuera e cJIeAHara rclacuSuxaqus Ha HexeJraHr,rre JreKapcrBeHr,r peaKrlr{u: MHoro
vecru (>l/10); vecrr.r (>l/100, <l/10 ); He qecrr,r (>l/1, 000;<l/100); peAKr.r (>l/10,000, <l/1,000 ) u
MHoro peAKlI (l/10,000), c Her,r3BecrHa qecrora (or ualu,ruure AaHHn He Moxe Aa 6rAe HanpaBeHa
oqeHra).

Hapweuus ua rcpteouocuama u n*vbua cucmeuu
Muoeo pedrcu: npexoAHa rpou6oquroneHr,rr, JreBKorreHr,rr u eosnuoQr,rJrr,rs, [poJroHrr{paHe Ha
nporpou6unoBoro BpeMe.

Hapweuua ua uepeuama cucmeua
Heuecmu : nraso6orue uJlI{ 3aMarHocr.

C m ouawuo-uoeeuu uaowe uufl
Hevecmu: Auapilfl'6omu e o6racrra Ha KopeM4 6eganernrue, Mereopu3bM, ra,qeHe r{ rroBpbrqaHe.
Muoeo pedrcu: AoKJraABaHn ca cnyqa[ Ha [ceBAoueudauogeu KoJrHT.

Haovweuun ua 6a6pequme u nurcouuume namuuta
Muoeo pedruz: npexoAHo noKaqBaHe Ha crofiHocrure Ha BUN (xpsnHa yper) r,rJrn Kpearr.rHr4Ha

Hapweuun ua uu)tuuama cucmeua
Pedxu: peaKIIL.Iu Ha cBpbxqyBcrBureJrHocr- KoxHr,r o6pnau, yprr{Kapr,rs, rpecKa u crp6eN.
Mnozo pedxr.' epllreMa uyrrntfopue, cr,rHApoM Ha Crusruc-,{xoHcrH r.r peaKrlr.tn HanoAodssaqu
cepwHa 6olecr.

X en am o - 6un uap u u u awu e uun
Pedrcu:npexoAHo roKaqBaHe Ha croilHocrnre ua ALT, AST n aurK€urHa Qocrfarasa.

Hapweuun ua etsnpouseodumetuama cucmena u etpdama
P ed rcu : reH r4TaJreH crp6ex, Baru Hr,rr, KaHAr,rAo3a.

4,9. llpegorupaHe

B cnyuail Ha rlpeAo3l{paHe Ha qeQuxcnr'r rpa6na Aa ce 3anoqHe cr,rMrrroMarr{qHo JreqeHr,te, Koero
BKJIIoqBa croMarllHa rrpoMlrBKa. Hsua cnequQuueH aHTlrAor. Ile$r.urcnr"r He Moxe Aa ce enr,rMuHr,rpa or
rrJra3MaTa c xeMoAr,ranu3a vilu nepr.rToHeaJrHa AVuIx3a.

5. OAPMAKOJIOTIITIHI,I CBOIICTBA

5.1. Oapuarco4uuau[qHrr cnoficrna
@apuaxorepaleBruqHa fpyna : Tpero rroKoJreHr,re qe$alocnopusr.r, ATC xoa: J0lDD08

I-{eQurcuu e asrn6uornx or rpyrrara na 6era-raxraMr.rre, qeQanocnopuH rpero noKoJreHue.
Karro Apyrme qeQarocnopr,rHu, MexaHH3Mbr Ha Aeilcrsue ua qeQnrcrEM ce ocburecrBrBa qpe3
unxlt6upaHe Ha cuHTe3ara na 6arrepuarHara creHa. I-{eQurcurra npurexaBa 6arrepnqn4Ha



vitro v nptl KrnHHr{HI.I HHQeKIIL.*I [o orHorrreHue Ha peAHrIa fpau-noloxr,rreJrHu u lpau-orpr,rqareJrHr,r
MnKpoopraHr.r3Mr.r.

fpaM-noroxfi rerHu rvtl.rxpoopraHHgvr,t :
Streptococcus pneumoniae,
Str eptococcus pyogenes.

fpau-orpu uarelsu rtr nrpoopraun:uu :
Haemophilus influenzae (6ema-narcmeila3a no3umu6Hu u HezemuBHu uqanoee)
Moraxella catarrhalis (noeeuemo 6ema-naxmalrrasa nosumueuu),
Escherichia coli,
Proteus mirabilis
Neisseria gonorrhoeae (ercnnuumenHo neHuquJtuHasa-npou3*exdauqu u Henpousnecrcdat4u neHuquruHa3a
ryanoee)

I{eQurccr.rr',t rlpuTexaBa in vitro aKTr,rBHocr cpeu{y rroBeqero rrlaMoBe Ha cneAHr,rre lpau-uoroNr,rreJrHr,r u
fpau-orpuqareJrHr,t M HKpoopraHlt3Mn.

fpaM -noroxurer H u rr,l r.r xpopraH[sr\a r,t :
Streptococcus agalact iae.

fpaM-orpuuarerHu n4nrcpoopraHfigrvrn:
Haemophilus parainfluenzae (6ema-naKmcwcaa nosumueHu u HezemuaHu t4anoee)
Proteus vulgaris,
Klebsiella pneumonie, Klebsiella oxytoca
Providencia,
Salmonella.
Shigella,
C itr obact er amalonat icus.
Citrobacter diversus,
Serratia marcescens.

Pseudomonas spp., crpenroKoKu or npyna D (nrnrovr,lreJrHo eHrepor<oxu), Listeria monocytogenes,
[oBer{ero craSulorcorcn (rnmouureJrHo Merr,rqr,rJrr,rH-pe3lrcreHTHri), [oBeqero rqaMoBe sa Enterobacter u
Clostridia, KaKro Lr Bacteroides fragilis ca pesrcreHrHlr KbM qe$nxcuu.

5.2. (Dapuanon[HerrrrrHrr csoftcrsa

A6con6uun
flpn nepopaneH rrpHeM qe$nxcul.r ce a6cop6r.rpa oKoJro 500/o , HesasHcr,rMo or npr4erara xpaHa. Cneg
ltepoptulHo npuJloxeHue Ha eAHoKparHa Ao3a or 200 mg MaKcr,rMarHHTe nJriBMeHr,r KoHueHTpaq[n
(Cmax) ca cpeAHo 3 pglml r ce Aocrlrfar cneA npu6lusurelHo 3 ,uo 4 qaca. Cne4 npuloxeHr.re Ha Ao3a
or 400 mg MaKcr,rManHnre rrJla3MeHr,r KoHueHrparrvu ca tto-Br.tcoKlt (3,4 p{ml ao 5 pg/ml), uo
noBuIUeHI{ero He e nponopquoH€rJrHo Ha Ao3ara. Cle4 uuoroKparHo npunoxeHr{e B rrpoAbJDr(esue na l5
AHU Ha Ao3tt or 400 mg AHeBHo B eAnH urru ABa rrplreMa, nJr€BMeHr.rre KoHrreHTparluu u 6uosalr4qHocrra
He ce [poMeHtr, Koero noKa3Ba Irvilca Ha KyMynnpa]re Ha aKTnBHoro BelqecrBo. EuonallrqHocrra Ha
qeQnrcuu e oKoJro 50%o tpu.qosa 200 mg r,r He ce BJrr,rfle or rrpueMa Ha xpaHa. Brnpern roBa, BpeMero 3a
Aocrl,IraHe Ha MaKclrMaJrHlrre nJIuBMeHn KoHrIeHTparIuu e sa6aaeHo c oKoJro eAVH qac, aKo [poAyKrbr ce
npr,reMa rro BpeMe Ha xpaHeHe.

Pasnoedeneuue
O6eutr Ha pa3rrpeAeJreHne e or nopflAbna na l5 l. llpn xr.rBorHr.r qeQurccuu neHerp[pa
Lt3cre,{BaHr.rre rbKaHr,r c r,r3KnroqeHne Ha Mo3bKa. Cnrpsnauero c nJIa3MeHHTe [porea



70%o, xaro qeQuxcuu ce cBbp3Ba rrpeAr,rMHo c a:l6ynruna, He3aB[cr,tMo or KoHrleHrpaqr,rrra (npu
repafieBTr.rqH u 4osr't ).
fipn xopa, cneA npl4eM sa 200 mg nper 12 uaca,6erogpo6ur.rre KoHqeHrpa\uu 4 u 8 qaca cleA
nocreAHl,Is npueM ca or nopsAbKa Ha I Vdg rbKaH, Karo re3r,r KoHrIeHTparIn[ ca ro-Br.lcoKr.t or MIC 90%
Ha r{yBcrBr,rreJrHr,rre Mr,rKpoopraHu3Mr4, ttpuqrlHrBarqu 6enogpo6nu uuQexqun.

Erccxpequn
QeQuxcuu ce xapaKrepu3llpa c ronyxuBor (t%) uexgy 3 u 4 qaca (cpeano: 3,3 ,raca). Eluunuupa ce
vpes 6t6peqnre B HenpoMeHeH eug (16 lo20Yo or npr,rerara 4osa), eKcrpapeHaJrHoro errr4Mr.rHr,rpaHe ce
It3BbpIxBa npeALtMHo npe3 xJrbqKna (25%). He ca orrplrru uera6orlrr4 B cepyMa r,rJrr.r B ypr.{Hara KaKro
npn xr,rBoTHu,TaKa r.t npH xopa.

If aqueumu 6 cmapuecKa rbspacm
OapuaroxuHerllr{H[Te xapaKTepl.rcrr,rKn Ha qe$urcuu ce npoMeHsr cbBceM cla6o upl.r rrnrlara B
crapqecKa Bb3pacr. Cna6oro noBl{rxeHr,re Ha MaKc[M€rJrHr,rre KoHrleHrparlr4r4 u r'a1uosattr4r{Hocrra r.t
cna6oro HaMaJIeHHe Ha eKcKper[paHure KoJrr,rqecrBa (15 lo 25%o) ue H€rJrarar noHr,rxeHr.te Ha Ao3ara flpn
Ta3lr I]o[ynaqur.

Ila4uenmu c 6t6peuuo yepecrcdane
B clyvaft Ha rexKa 6r6pevna HeAocrarbqHocr (rcpearuHnHoB Knr.rpbHc < 20 ml/min) yArrxasanero Ha
nJIa3MeHI'Ifl €JIHMIHaIIUOHeH nOJ]yXI{BOT LI [OBI,tUaBaHeTO Ha MaKCHM€UIHHTe IIJIa3MeHI/I KOHII€HTpaI{hA
Huara noHHXaBaHe Ha AHeBHara Ao3a or 400 Ha 200 mg AHeBHo.

If aqueumu c u epu odp o6u o yepecrcd au e
flpu uepHo4po6Ha HeAocrarbqHocr eJrnMr,rHr{paHero e ga6aneso (tVz= 6,4 uaca), no ne e Heo6xo4uuo
Kopr,rrr4paHe Ha Ao3aTa.

IIpu deqa
IIrasNaeHLIre KoHI{eHTparIuu, noJryr{eHr,r creA npunoxeHr,re Ha eAHoKparHa Ao3a or 4 mg/kg qeQnxcr,rrr,r
Bapl4par or 1,7 po 2,5 pdml.

5.3. flpeqrcrlruurtHH AaHHu :a 6egouacuocr

flpn nscne4BaHuflra3a noAocrpa roKcr.rqHocr /13 ce,qrr,rraqu or 100 ao 1000 mgkg ce na6ln4aBar JreKa
JIeBKo[eHLIt u TIoHHXeHI,I crofisocru sa o6rqns 6ermrc l,t nr.rKor{Hara Kr,rceJr}rHa. I4screAeaHr.rflTasa
xpoHI,IqHa roKcl,Ir{Hocr rrpn rrrbxoBe /53 ce,qur,rqu, 100-l00Omg/kgl rroKunBar xr,rcrorrarorror[qHr,r
npoMeHlr /4erpanynaqur ua ua46r6pe.ruure xJre3u r,r Bb3[tureHlre Ha recrr4cr4re/. flpr.r npr4JraraHe r.alaait-
BI,IcoKHre Ao3u ce Ha6nrcAasa ueQponarna c ry6yrnra arpoQr,rr Lr Avnraraq:afl. Ilpr,r usnurBaHe Bbpxy
nJlbxoBe c qeQwxclltr.t He ca ycraHoBeHn eQexru Bbpxy $eprurureta l,t pe[poAyKruBHnre $yurqur.r npr,r
.4o3I,I, Ha,qBIrIIIaBarqu lo 125 nbrr,r repa[eBruqHara Ao3a 3a Bb3pacrHr.r. I-{e$ur<cr.rrta He oK€BBa eQerr
Bbpxy r{HcJIeHocTTa Ha noToMcTBOTO, qeCTOTaTa Ha npeXAeBpeMeHH}rTe pOKAaHr,rr r,I Te|JTOTO Ha
HoBopoAeHHre. Hsr'la AaHHH 3a reparoreHeu e$ercr.

6. OAPMAIIE BTI,ITIHII AAHHII

6.1. Cnucrrc Ha rroMorrrH[Te BetuecrBa

3axaposa,
KcaHraHona ryua,
Harpuen 6eHgoar (E2l l),
Culnquea Ar,roKcHA, Konor,rAeH 6egeoAeH,
Aporrrarusarop c BKyc Ha roAa.
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6.2. HecrnuecrrrmocTrl

He ca tlssecrHu.

6.3. Cpor Ha roAHocr

2 roilvtuu.

6.4. CueqnanHrr ycJroBrrfl Ha cbxpaueH[e

.{a ce crxpaHtBa npu reMfleparypa no4 25oC. ,{a ne ce oxnaxAa r,rJra gaMpa:}sea. Eyrumara Aa ce,qbpx6
TIJIbTHO 3aTBOpeHa.
flpoguNuteJlHocrra Ha cbxpaHeHne Ha roroBara cycrreH3u.s cneA flbpBoro orBaprHe e 14 guu npw
reMreparypa no4 25oC.

6.5. Bna Ir cbAbpr(aHlre Ha o[aKoBnara rr cneq[anHrr [p[c[oco6.nenng sa yuorpe6a, rrpnroxeHfie
rrJrlr nHrrJraHTI!paHe

Ttuua crbKJIeHa 6yrunra 125 ml, c MapKr,rpoBKa B6pxy 6yrulrara cborBerHo 50 ml nnu
100 ml, 3arBopeHa c 6uta KanaqKa, 3arqr,rreHa or Aerla. Aognparua [racrMacoBa rrnrrera or 5 ml.

6.6. CneqfianHrr [peArra3Hu MepKrr rrprr rr3xBbprflHe rl pa6ora

Hrua cnequaJlHu u3ucKBaHr,rt

HeusnorgnaHnt [poAyKr I,IJII ornaAbqHnTe MarepnaJrr,r or Hero rpa6aa Aa ce fi3xBbpJrflr B cborBercrBne
C MECTHI,ITE I{3I,ICKBAHUff .

7. IPI,ITEXATEJI HA PA3PEIIIEHI{ETO 3A YTIOTPEFA

Actavis Group PTC ehf
Reyjavikurvegi 76-78
220 Hafnarfiordur
l4cnay.tus

8. HOMEP HA PA3PEIIIEHIIETO 3A YIIOTPEEA

9. AATA HA rrbpBo PA3PEITIABAHEnOAHOB'BAHE HA PA3PEUIEHIIETO 3A'
YTIOTPEEA
Anrycr, 201I r.


