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36upeu useeumaj sa oco6uHume Ha reKom

PFIZER

3.

o

a

4.

4.1

3BIIPEH I43BEIIITAJ 3A OCOEIIHI4TE HA JIEKOT

1. I/IME HA MErutrtrilICKI{OT ilPOI,I3BOA

LINCOCINTI l""*oq"n 500 mg Karcyrrr.r
LINCOCINT/ Ir"noq"u 600 m!2 ml pacrnop sa ranjerrupame

2. KBAJIIITATI4BEHI,IKBAHTI4TATIIBEHCOCTAB

E4ua xancyra coAp)KH 500 mg Jrr.rHKoMnrIHu (ro o6rurc Ha JTHHKoMT{rIuH xr{ApoxJropua).
2 ml pacrnop :a unjercl.rpame (l arvrnyna) coApxfl.r 600 mg mlur<oMrrqrls (ao o6rux Ha JrHHKoMHrluH
xu4poxlopr'r4).

3a eHcuunueHTaTe, enAere 6.1.

@APMAqEBTCKA OOPMA

Kancyrn
Pacrnop :a unj exruparre

KJII,IHI{TII(U O C OEEHO CTI,I

TepanenrcKrr rrHAHKarI[rl

Jluurouuqnnor e e$uraceH Bo JreKyBalbero Ha uH$erqua rrpeAr.r3BHKaHH oA rryBcrBHTeJrHr4 coeBn Ha
fpaM-rro3r.{TurHu aepo6u KaKo rxro ce crpenroKoKr.rre, TIHeBMoKoKHTe n cra$uloxoKrlTe r4JrH oA
rryBcrBnTenull auaepo6uu 6axrepuu:
- Hu$exqlrra Ha ropHHTe pecrruparopHr{ rrarr{rrrra: ToH3uJu,rrr4c, $apunruruc, on4Tuc ue4lrja,
cvHycvnwc, mapnax H KaKo a4jynaHrna repanuja xaj 4lr$repr,rja.
E$raxacen e u Bo neKyBarbero Ha MacroHAHTHc.

- I4n$exquu Ha AoJIHure pecnraparopHr{ flarr4rrrra KaKo aKyreH 14 xpoHuqeH 6porrxnruc lr nuenvounja.
- Hu$exqulr Ha Koxara H MeKoro rKlrBo KaKo rleJryJrnrac, $ypyur<ynv, ar,c\ecv, r{Mrrerr.rfo, aKHr.r H
l,iHtfenrlrnu Ha paHH. Cocroj6ure KaKo urro ce epr{3I{[eJI, llru$a4eur{Tr{c, napoHuxuja (nauapuqr.ryrra),
MacTuTr{c u raHfpeHa Ha Ko)KaTa, aKo ce [peAr.r3BrrKaHH oA rryBcTBaTeJIHtI opIaHH3MLr rpe6a ga
oAfoBopar Ha repanujara co JrHHKoMr4rIlrH.

- I4n$exquu Ha KocKr.rre r.r grno6oeure, rrcrl rynajrtl.r ocreouueJrnrrlc u ce[THqeH aprplrruc;
- Cenranenluja ra eH4oxapAprrprc. OAAelspr clyqau Ha cenrnKeMujau/vlutu eHAoKapAHTHc Kor{ ce
AoJDKar Ha qyBcrBrrreJrHr4 MrrKpoopraHH3MH, go6po pearnpaar Ha Jrr,rHKoMnqrau. Mefyroa, qecro 3a
onne uu$exqr{u ce [pernoqvraar 6anrepuqrzAHu JreKoBr.r;

- FaqunapHa guseHrepuj a - l4arco Schigella-^ra e orrropHa Ha rruHKoMr4t\wt in vitro (MIC ono,ry 200-

400 ltglg), Jrr.rHKoMurluuor e eSurcaceH Bo uejsuuoro JreKyBarbe 3apaAil HefoBHTe MHory BHcoKH

HHBoa rrrro ce nocrr.rfrryBaar eo 4e6eroro rlpeBo (onorry 3000-7000 trrg/g cromnqa).

4.2 ,{o:uparre H Haqnn na yuorpe6a

Borpacnu

Kancynu
1. Hn$ercqr.na KoH ce AoDKar Ha qyBsrBr4renHu opraHra3Mu: 500 mg 3 naru 4nenHo (
2. floremru un$erquu: 500 mg 4 nars AHeBHo (ua cexou 6 uaca).
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3a nopua-nHa ancopnquja He ce npenopar{yBa 3eMa}be xpaHa l-2'aaca [peA H no opairHoro
aAMHHHCTpT{parbe Ha JTHHKOMT4TIHHOT.

PFIZER

I,Inmp at ry c rcynu o uuj e rcmup an' e
1. CepuoeHu ranQenquu: 600 mg HM. Ha ceKor{ 24 \aca.
2. Iloretrrtcu IaHQexquu: 600 mg I4M. Ha ceKol{ 12 qaca (ulu nouecro) no sarncHocT oA Te)KHHara

na raH$exqujara.

I'Iumpaeeucrca uuQysuja (eudu paspedyearu,e u 6psuua na unQysuja)
1. Cepnoauu uH$ercquu: 600 mg Ao I g Ha ceKorl 8lo 12 qaca.
2. 3a norerurz lrH$exquu oBr.te Ao3n no norpe6a ce 3roJreMyBaar.
3. Bo cnryaquv or,acHvt rlo )IfliBor, ce AaBa AHeBHa raHTpaBeHcKa Ao3a najunory Ao 8 g.

{eqa (ua Bo3pacr oA HaA 1 ueceq)

I,Iu mp amy c xy nu o uuj e rcmup aru e
l. l0 mg/kg/AHeBHo KaKo I r.rHrparr,rycKyJrHa raHjexqraja.
2. Ilorerunn uuQenquu: I0 mg/kglaueBHo Ha ceKorl 12 \aca rlJrr{ nosecro.

Wumpaeeucxa uuQysuja
10 ao 20 mglkg/yuezHo, 3aBucHo oA TexHHara Ha ran$exquj arra, ce AaBa KaKo au$ysuja noAeJreHa Bo
4oeu (rano rrrro e HaBe.4eHo Bo Aenor 3a pa3peAyBatbe v 6p:uHa Ha uu<fysr,rjara).

.{orupame naj mrqa co HaMaJreHa qpno4po6na n 6y6pexcna rfynnqnja
Kaj nuqa co HapyilryBarbe Ha $yuxqnjara Ha upHr{or Apo6 unu 6y6peure, cepyMcKnor rronyxuBor
Ha JII,IHKoMI4ITHHoT e 3roJIeMeH. Ilopa4u roa, rpe6a Aa ce 3eMe Bo npeABr.rA HaMzrnyBarbero Ha
Sperneuquj ara Ha aAMr,rHucrpaqaj a ua nHHKoMHrIr,rHor.
Kaj nuqa co rerlKo HapyuryBalbe na Syuxqujaraua6y6peanre, Kora e Hy)rua repanuja co
JIITHKOMIaIII{H, COOABerHara AO3a r43HeCyBa 25 rc 30Yo oA Ao3ara npefiopaqaHa 3a narIHeHTu co
HopMarrHa 6y6pexna $yunquja.

p-xenronur[rrH[ crpelronorcHrr un$enqnn
Bo clyuan ua uuQerqnu co B-xeuoIrLrrvrrHu crpenroKoKr4, TperMaHorrpe6a Aa rrpoAoJDKH yure
Hajua-rrrcy l0lena.

PA3PEAyBATbE H Ep3I4r{A HA r4HOy3rlJATA
Bo LrHtfyeaja ce AaBa 1 g maHrouuqlrH pirpe,qeH Bo MrrHr,rrvryru 100 ml cooAsereH pacrBop, Bo repuoA
oli najualny I uac.

Ao:a Bon-vmeu Ha pa:peAvsaq BpeN{e
600 mg
1 g
) o

? o

4 g

100 ml
100 ml
200 ml
300 ml
400 ml

l h
t h
2 h
3 h
4 h

Oeue 4ostI Mo)Kar 4a ge nonrbpar oHoiIKy qecro KoJrKy ruro fte 6ra4e norpe6no, cd Ao fpaHr4quTe Ha
MaKcriMurJrnara rrpenopaqaHa AHeBHa Ao3a oA 8 g nr4HKoMr,rqr.rH.
3a6eleruxa: Mox(Ha e uojaua Ha reulKh KapAr,rolyirMoHanHH peaKrrr.ru npv npr4MeHara Ha JreKor Bo
KoHrleHTpaquu u 6pzuaa na raH$yaujara nofoJreMr.r oA rrpe[opaqaHara.

4.3 Konrpauu4uKarlull

JIraH xorr.r l,r qu Hor e KoHTp auH Ar4r\vpar rcaj naqueurn xaj
rryBcTBnTeJrHH Ha Jrr,rHKoMr,rrIHH vuru Ha KJTUHAaMT{qHH,

Kor,r [perxoAHo e yTBpAeHo
Zr,"iT; -*
L€€Y" "  19
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l4rrv Ha KoJa or,rno Apyfa



-.1
I

'-'l

I
r.r

i

Lincocin@

36upeu useeu.tmaj sa oco6uuume Ha reKom

4.4 IIoce6Hn rrpeAyrpeAyBarba n MepKrr Ha rrperrra3Jrr{Bocr

PFIZER

flapenrepannara $opnaa na oaoj npoa3BoA coApxr.r 6ensur aJrKoxoJr. 3a6elexaHo e AeKa 6eHsun anKoxonor
e IIoBp3aH co eAeH Saranen "cllH4poM ua ry6eme s4m" ("gasping syndrom") rcaj He4ouoceHa Aeqa.

flcer4oueu6paHosnnor KoJIHrac e npujaeen xaj cnopo cure awru6uoruqu, nxnyuyaajftvro v
nHHKoMI,runHor, H Mo)Ke Aa 6ra4e o4 yMepeH Ao )Kr4Boro3afpo3yBaqKu. 3aroa e BuKHo Aa ce 3eMe Bo
npeABuA osaa 4ujaruo:a r<aj naur.reHTH Kor4 HMaar aujapeja i locle aAMHHHcrpauuja ua aHla6nornurl.
Tperuauor co anru6uoraqu rlnjae Ha HopMaJrHara Sropa Ha KoJroHor H Mo)Ke Aa oBo3Molr(a
rpeKyMepeH pacr Ha ruIocrpHAHH. CryAuvne yKa(yBaar Ha roa AeKa roKcnHor npor43BeAeH oA
Clostrldlum dfficile npercraByBa [prdMapHa rrpuqr.rHa :a nojara Ha "KorHTHc npeAr43BHKaH oA
aHru6uoruqu". OrKaKo npnMapHara 4njarHosa Ha nceBAoMeu6pauo:uuor KoJTHTHc e AoKiDKaHa,
rpe6a Aa ce [pe3eMar repa[eBcKH MepKV. Bo crryraj ua nojaea Ha JreceH KoJrriruc npeAH3Br4KaH oA
antru6uotut<or, ce npenopaqyBa [peKHH ua repanujara co Jrr4HKoMHquH. Kora rte ce jaru re)r(oK
KOJIHTI-Io, roj uopa Aa ce rperHpa co cooABereH pacTBop Ha eJreKTpoJrHTH, rrporer4HH pr KJTHHHqKH
eSuxacuu anru6uoruqn nporr;{B C. dfficile KoJrr,rrr4c.

Haxo ce r{HHH AeKa JTHHKoMI{IIHuoI 4rn$yH4ripa Bo qepe6pocnr.rHanHara reqHocr (IICT),
KoHlreHTpal{vtvre Ha nHHKoMHqUH eo I{CT Moxe Aa He ce aAeKBarHV3aneKyBa}be Ha MeHHHIHTHc.
3aroa, neKor ne rpe6a Aa ce KopHcrH 3a JIeKyBaE,e Ha MeHHHfHTIrc.
Axo anru6sorcnara repanrlja co JIHHKoMurrr,rH e rrpoJroHfupaHa, rpe6a Aa ce rl3Bprxar HcrurryBalr,a Ha
Synxqujara Ha rlpHrlor lpo6 a 6y6pesure.
Vnorpe6ara Ha JIITHKoMHITI4H Mo)r(e Aa p%ynrr{pa co npeKyMepeH pacr Ha HeocerrHB14 opfaHr43Mr.r,
noce6Ho KBacqH.

fiujapeja rpeAI{3BHKauaogClostrldlum dfficile (CDAD) e npnjaneHa npr4 yrorpe6a ua crcopo cnre
anru6uorutln, eruryvyrajftn ro u JIHHKoMHqHHoT, 14 Mo)Ke Aa 6rlae ol yMepeHa aujapeja 4o $ara,reH
KoJIHTHc. Tpernaanor co anru6sornqu nlujae Ha HopM:urHara Qnopa Ha KoJroHor 4oeegyeajrtL{ 4o
npeKyMepeH pacr Ha C. dfficile.
C. dfficile rpoAyllupa roKcnHH A u B KoH Moxar Aa rrpr{AoHecar 3a pa:nojor na CDAD. Coesare
C. dfficile KoH npoAyunpaar xl4rleproKcr,rH rrpeAu3Br.rKyBaar 3roJreMeH uop6r.r4urer r{ MopriuruTer,
6ngejku orue nuSercuau Mo)Kar la 6ular pe$parcrepHu ua arrruluorcKa repan nja u za HuB Mo)r(e Aa
6uge ueonxoAHa H rcolerrounja. Ha CDAD Mopa Aa ce coMHeBa raj cure raqneHTu co 4ujapeja no
ynorpe6ara lnaanru6uoruqu. Koluruc npeAr.r3BHKaH oA arnn6uornlH Mo)(e 4a ce janrl Bo reK Ha
JreKyBarr,ero uJrLr Aypv rro ABa Meceqa lro aAMr{Hucrpaqujara.

Tpe6a Aa ce BHLIMaBa IIpH npenr4uryBarbero Ha Ao3r.rre Ha JrHHKoMr4quH xaj nar{HeHTH co r.rcropnja ua
racrponurecrH H ztrl Ho sa6orryraame, noce6uo xaj naqueHru co KoJrr{THc.
Kaj naqzeHruTe co MHory TeIIrKo 6y6pexHo sa6olyearre u/unu nmory TerrrKo :a6oryrame Ha upHuor
Apo6 fipocneAeHo co reIrIKH usra6olsr,r HapyuryBaH,a, Ao3ripalbsro rpe6a Aa ce Bptuu BHuMareJrHo, a Bo
TeKor Ha repanujaraco roJIeMIi 4o:Ia rpe6a Aa ce cneAar ceplucKnTe KoHueHTpar{4H Ha JrHHKoMr,rrIHHor.

JlannovaquHor He rpe6a 4a ce uHjerrupa HHTpaBeHcKr4 Hepa3peAeH Bo 6oryc, ryry rpe6a Aa ce AaAe
ro r,rnSy:uja KaKo ilrro e ce rpeflopar{yBa Bo AeJror ",{osupane u ynorpe6a".

4.5 I{nreparcqur cq Apyru MeArrqHHcKr.r rporr3BoAn H Apyru Qopull na uHreparquja

l

--i

- 3 -

3apagn Mo)KHoro
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4.6 Epeuenocr r{ Aoerbe

flpu ncnuryBabara H3BeAeHH Bp3 craopqu co ynorpe6a Ha opaJrHr.r Ao3H JrHHKoMHqr4H ao 1000 mdkg
(7,5 naru [oroJIeMI{ oA MaKc}IMiInHHTe xyMaHH Ao3r4 o4 8 g/4uenuo) He ce jaeare HecaKaHr.r aejcrna 

-

Ha rlpexHByBarbe Ha HoBopoAeHLITe Bo BpeMero o4 pafanero Ao rrpeKr,rHor Ha Aoerbero. Bo
I{ctlHTyBarbero pI3BeAeHo Bp3 craopqu rperr4paHil co Ao3u rroroJreMH o4 55 larn o4 Hainuconara
npe[opar{aHa Ao3a 3a BO3pacHr4 8 g/kg, ne 6ule :a6elexanu reparofeHH Aejcrea.

Jlznroruuqnnorja MHHyBa nnalleHTapHara6apuepan Bo cepyMor oA [afiorrHara BpBrra ce uaofa
oKoJry 25%o ol cepyMcKoro uueo xaj vajxara. Bo avnrloHcKara reqHocr HeMa suauajHa arcyvynarlaja.
He ce HanpaBeHV KoHTpoJlupaHrucrnryBarLaxaj 6perraeHu xeHH; uefyro4 xaj noronacLoro Ha 302
[aq[IeHTKH TperHpaHH Bo piBnHr{HH wa!'pr$vtv na 6peueHocr He ce jarzl 3foJreMeH 6poj r<oureHLlTarH1
aHoMuuIHIr HnI4 oAJIo)I{yBaH,e Ha pa3nojor cnopeAeHo co KoHTponHararpqa, Bo reK ua 7 ro4raHn no
pafamero.
JlIaHrcouuquHor Bo reK Ha 6peuenocra rpe6a Aa ce ynorpe6yaa oaMo aKo e HeorrxoAHo.
He e yraplena 6es6e4nocr npr ynorpe6a Bo reKor ua 6peueuocra.
Kouqenrpar{HuTe Ha JTHHKoMT{r{r.rH Bo rrajuuHoro MJreKo ce ABu}Kar o4 0,5 go 2,4 pglml.

4.7 B;rnjaune np: cnoco6nocra 3a Bo3erLe nJrr.r y[paByBarbe co MarrrrrHrr

Jlercor ueua uajaHl're Bp3 cnoco6uocra 3a Bo3elr,e asror4o6ar r4Jru ynpaByBarLe co MaurHHr4.

4.8 Hecananu gejcrna

I facmpouumecmuHa'ryHu: raAelbe, loepaftane, a64ouunaleH Ar.rcrpec H rrep3ucreHrHa 4r.rjapej a (eugn
noa 4.5 "lloce6uu npeAyrlpeAyBalba H MepKH Ha [perrra3Jrurocr"), npr op-"a [pr4MeHa
eeoSarurzc.
Xenamozeuu: za6etexana e nojaea Ha Heyrponeluia,leyronenuja, arpaHyJrorlptro3a r,r
rpou6oqnroneHHqHa [yp[ypa. Perxo ce janyea arrJracrr,rqHa aHenl,rja 

" 
,rurqrtoneuuja.

Pearctluu H(t npeocemnulocm: MoxHa e lojana Ha peaKrlau Ha npeocerJu4Bocr KaKo rrrro ce
aHrlzoHeBporcKl{ eAeM' cepyMcKa 6olecr u aua$ulaxca. Perxu cnyqau Ha epHTeMa trynrusopvre, o4
KoIt HeKoH HUUII{KyBaar sa Stiven-Johnson cI,IHApoMor, ce noBp3aHH co ynorpe6ara Ha nuHKoMHr1HH.
Kocrca u JvtyKo3Hu Jt4en6pauu: I,IMa I,I3Berrrr au za nojaza nu npyprryc, KoxHr{ vtcyrilv, yp-tnrcapuja,
BarHHr,rrHc H perKH crryg'au na erccsonnjarprBeH u nesurcylo6yno3eH AepMarHTt4c.
Itpu dpo6: x(oJrrlrqa u a6HopnaalHrr recroBr4 :a SyHxqr.rjara ua qpHuor 4po6.
RapduoeacrcytapHu: Mo)Ke 4a ce janra xHnoreuauja no napeHTepaJlHo aAMr4HHcrpupalLe, noce6Ho no
npeMHory 6psa nprzrraesa. Bo perKu cryr{au Mo)KHa e nojana HaKapAr{oilynMoHuureH apecr 11ocne
npeMHofy 6psa un. un$yzuja.
Jrorcanuu peaKlpu: JIoKzuIHa upurarynja,6orxa, un4ypaqr.rja z $oprr.ruparse Ha crepqneH arrcqec ce
sa6erexaHa npl{ aM. aAMunnarparyuja, arpov6o$re6uruc.tp, 

"". 
llH$y:uja. Orne peaxqr{H Mo)Kar

Aa ce cBeAar Ha MHHI{MyM co 4la6oro aujercruparre u og6eruryBarbe Ha ynorpe6a Ha uB. Karerepg.

4.9 lpegoruparre

Xenao4rljanusara unu nepnToHezu uara gujatwa He ro orcrpaHyBaar JrHHKoMHrrHHor oA KpBTa.
't

5. OAPMAKOJIOIIIKI{ CBOJCTBA

@apvarcorepaneBTcKa rpyra:
ATC xoa: J01FF02

aHrn6uoruqr,r 3a cr,rcreMcxa ynorpe6a, rHHKo3aMr4Akt.
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5.1 (DapmamogrrHaMcxrr cnoj crna
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BKnyqyBa cJreAHHTe Mr{KpoopmHr43Mr,t :
1. r{yncrelnelHr.r Mr4KpoopfaHH3MH (MIC < 2 pg/ml)- auaepo6Hra Heclopy-Jrvpaq.r4rpaM-rro3arr.rnuu 6axrepu u oypogor Actinomices,Prop ionb ac ter ium u Eub aiter ium.'

- aHaepo6Hr{ r'r Mr{Kpoaeposunna rpaM-no3'Tr'BH}r K.KH OA poAOT peptococcus,Peptostreptococcus r{ Mr{Kpoaepo$mHu srpelroKoKu.

PFIZER
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auaepo6uu fpaM-[o3r4TrrBHn Mr{KpoopraHr*Mr' xaxo cra$aroKo*r,, crpenronoxa (coacKryr{oK ua S. faecalis) u nneruoxoxa.
2. cpe4Ho r{yBcrBurerHr.r Mr{KpoopraHn3M}r (MIC uefy 2 n 4 pgrmr,ha Kou ce BepyBa 4ena riepeafHpaaT Ha noroJreMH .rIo3H:

- aHaepo6H, Hec[opyJraparlKurpaM-Hefarr,rnnu 6a*epulr KaKo Bacteroides spp., uFusobacterium spp.

ff :HXffi #::::ff ?i"i:::'J,:fl^1":I"BHo,npe*yrrpH'orapo6.HopnauurH,orrrorr)D*aBor;6;;;;;;;HaDVrueHa thvprrrruio uq rrhrrrr^- -^^F --tHapvrueHa svHrcuuja Ha qpH'or tpo6 u/utru6y6pesrare- 3"#Gffi ;#il:"T ;j
;iilffiX3"parrero 

Ha rrHHKoMHquH rcaj naqr{eHra co omrereHa Qynxqlrja Ha qpH6y6peare.

- aHaepo6H, crropyJr'par{K' fpaM-no3r{Tr{nuz 6axrepa' KaKo crostridium spp.3' PesacreurHl4 MHKpoopraHH3MH HJrr4 Mr4KpoopraHr,r3Mr,r Kor.r 'rro rroKiDr(yBaar HHcKatryBcrB'Teruocr (MIC > 2 pglml) xaxo Streptococcus faecalis, Neisserl,a, noneftero coeBpr HaHaemophirus influenzae, psiudomonas H ApyrurpaM-Herar,BHl{ Mr{KpoopfaHH3MH.BxpcreHa peslEcreHrlvrja oA Ar.rcoqup urr n".i6"n"*an u in uli,onouefy KJrHHAaMr4r{HH r{JII4HKOMI{qHH OA EAHA H MAKPOJII4AUTC (EPUTPOMHIIHH, ONEAHAOMAI{I4H I,I CNAPAMZqUH) OA APY'AcrpaHa' flouefy nHHKoMHIIH"ot t -r"4aMl'rqprHor rrocroa alcoJryrHa BKpcreHa pesacreHquja.MzrcpoopraHl43Mare He pa3BI{JIe 6p:o pe:ucreuqrnja 
"u 

lrnnoq"H Kora 6ea recrupa Hu co in vitro unuin vivo MeroAr'r. cra$unoro n^r", i, viiro, paztuBaar pe3,creHquja ua luHKoMl{rrr4 H rjnuKJrraHAaMrarlnn 6asHo u ao Qasa.

5.2 @apuaxoxrrnercrrr cnojcrna

- Ancopntluja
Pecopnqrajara Ha JIHHKOMuIIITH [pI'IMeHer opaJrHo r{ Ha rrpa3eH )KeJryAHr4K r43HecyBa 20-35%.flocreopaJIHa Ao3a oA 500 mg za2 go 4 qacace rocrl{rHyBaar KoHrIeH Tpar\HuoA oKoJry 3 pg/ml. onaa

ffi#Tffi;:xffi"" 
3a oKony 50%o B,o cnyuaj rreKor au ." ,"ru Bo reK Ha jaaerue.'3a nosertero

2pg/mt)sa6Ao,;'":ffiff;;:'J"T:ff ffi;ffiTil::##""trkT?fT*f ,AaBaMaKcvrMzurHa KoHrreHTpar{aja ao cepyMor ol, r2_2}trrg/mr ea r/2 ao 1 qac u Mo)r(e /la ceAereKrl,pa u to 24 uaca' kftnpaBeHcKa rausysuja Ha 600 ;; ;;;KorIr{H Bo BpeMerpaer.e oA 2 ,aacapeyJlTltpa co MaKcI'IMtlJIHa KoHIIeHTpaquja no cepyMor oli1 ^gl^l so 30-rara Mr,rHy.ra, a Bo reKorsa 14 qaca KoHrleHTparlnjara ce oop*yuu ua l- 2 pglml.

- /lucmpuTyquja
{lrpexruure 14 I''HAI'p.KTHHT' AoKa3H HaBeAyBaar AeKa Bp3yBarbero co rrporer4H' ce HaManyBa corIoBI4coKHTe cepyMcKl4 KoHqeHTpaIIwt (zacurynalbe Ha IIJIa3Ma npore'Hr{re). Bo rpnra ua $erycor,Bo [epHToHeaJrHara H nneBpaJ]Hara rer{Hocr Mo}(ar Aa ce AocrurHar KoHrreH Tpar\Hvt ol25-50yo ol
il:il1"J:J\\n,."t 

uaj'r'Horo MrreKo 50-100yo,uo *o"n"noro,nr"o oKorry 40%o, aBo oKorrHr{re
Mefyroa' JIHHKOMHITI4UOT 6asHo rleHerpr{pa no qepe6poc rrvHaJrH'-'rareqHocr (l-lg%oA HHBoro Bo
X|il?];"r?ll#ffi;:Hr'Irac 

ce sa6erexaHpr HHBoa Bo n,KBopor Korr ce ABr.DKar Ao MaKcr.rMyM

- I.Isnaayean e

<rl {n

.f, s,

{/4. - ,
Aagt
i.i,r .]:'

otfiftH
d 4{.

rlo e4norparHa opilJtHa Ao3a oA 500 mg JrrrHKoMrrrIHH, pr3JraqyBalLero Bo ulrxpo6$opna npeKy ypr'Hara ce ABDKT4 0r,1 ro3tyo(npoce.mo 4yo), arpe*y Qeqeco:r 33%.
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6. OAPMAIIEBTCKI4 OCOBEHOCTI,I

6.1 Jft.rcra Ha eKcqnrrrrenTrr

Kancyla.'
naKTo3a MOHOXHApaT,
MafHe3r{yM cTeapaT,
TTLIIK.

Kancymra o6suer€:
HarpryM HHAktroruH 4ucyl$onar (8132\,
ruraH AaoKcHA (El7l),
)I(ENATHH,

Pacrsop ga uHjexraparle..
6eugrEl ulJrKoxon 18 mg,
BoAa 3a aujenqrEu.

6.2 Ifnrcomuarn6unHocr

PFIZER

L
t
I

xolqrcara npercraByBa BDK.H $arrop Bo l,t3naqyBarbero, r{MeHo rrocJre op.nHoro uo"r"r"rprpu*"
HLIBoro Ha JIUHKOMHIIHHOT Bo )KoJIqKara e oKoJry l0 narpr [oroJreMo oA Hr,rBoara ro npnra. flo
eAHoKparHa I{HTpaMycKyJIHa Ao3a oa 600 mg, u3nar{yBarlero ua uuxpo6uoJrorrrKu arcr}lBeH rrpoAyKT
Bo ypl{Hara Iasuecyra l ,8 ao 24,8o/o (npoceuHo l7 ,3yo), no Seqecor 4 rc 14o/o.Ilo a4uuulrcrpgpar6e
ua 600 mg Bo reK Ha 2-qacosua ur. nntpysr,rj a, varraqyBa*""to ,ru uurpo6uolorxKu aKTuBeH ilpoAyKT
IsHecyBa 4,9Yo lo 30,3yo (upoceuuo 13,8%). flpeocraHarr.ror AeJr ce ri3JraqyBa no Sopr'ra ua
lraxpo6uololrlKH HeaKTHsHu Mera6orvtrn. Xeuo4r,rja-nusara r{ nepr,rroHeanHara g^j^^ruHeMaar
uujanue Bp3 r,r3rarryBarbero Ha Jrr,rHKoMHrIrrHor oA KpBTa.

5.3 ilperrcrunr.rrrK' rroAaroqn :a 6es6e4Hocra Ha MeAurIHHcKrror rrpo'3BoA

Heua nperxlvHvlrrK4 noAarollu aa 6e6e4Hocra Ha Jreror, sHauajHu 3a npeilHuryBaqor, Kon[ITo He cener(e enrryrveHrz Bo ApyrHTe AenoBH o4 36upHuor u:neruraj.
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cleAru'ne JreKoBH rcou6uHupaHu co JrrHKoMr.rr{HH ro uH$ysuja: Hoao6aoqaH,
SeHrEroru ce Saeuuxn rlsxounaru6uJrHu co JTHHKoMHuHH.

6.3 Porc na rpaerbe

Karc]rrlu: 5 ro4unn
Pacrsop ga ranjexruparbe: 5 ro4uuu
{a He ce ynorpe6yBa rro rrcrexor Ha ponor Ha rpaerbe.

6.4 loce6nu Mepr(u Ha qyBarse

Kanc)rlll: Aa ce qyBa Ha reMneparypa noA .25oC.

: Aa ce qyBa Ha reMrreparypanog25"C.
JTEKOT AA CE rryBA HA MECTA HEAOCTAIIIa sa AEUA!

6.5 Ouuc rl coAp)rflrHa Ha rraryBarf,ero

Kanclzlll: KaproHcKa xyrlrja co l2 xancyln Jlnnxoquu 500 ms ro 2 pVC/Al
ynaTcTBo.

KAHAMHUHH II

- 6 -
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Pacrgop ga aujerrnpaH,e: murleHl{e co 600 mg/2 ml pacrBop sa uHjemuparbe H BHarperxHo
ylaTcTBo.

6.6 llucrpynqnu:aynorpe6a

Kancylu: 3a nepopurnHa aAMr,rHacrp aryuja.
Pacrnop sa uHjexrlrparbe.' 3a HHTpaMycKyJrHa Lr r,rHTpaBeHcKa aAMHHrrcrpaqnja.

7. HOCI,ITEN IIA PEIIIEHI4BTO 34 ITPOMET

Cenrunaa AOOEn
yr. Cana Kosaqeruft 13 6p.9
I 000 Cronje, Perryr6luxa Mane4oHuja

ffpournogure;r:
Kancylu:
Pfrzer Italia S.r.l.
63046 Marino del Tronto
Ascoli Piceno, l4ramja

Pacrnop ga udercrupame:
Pfrzer Manufacturing Belgium NV
Puurs, Eenruja

EPOJ IIA PEIIIEHI,IETO 3A IIPOMET

AATYM HA IIPBATA PETI4CTPAIS,IJ{OBHOBATA HA PEII,ICTPAItrIJA

AATYM HA PEBI,I3I,IJA HA TBKCTOT

PFIZER
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