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rE['rqr'rrABprH AKopA 200 mg rpax 3a nHeyruoneH pasrBop
GEMCITABINE ACCORD 200 mg powder for solution for infusion

IEIVtrI4TAEI{H AKOPA I g rpax 3a uueysuoneH pa3rBop
GEMCITABINE ACCORD I g powder for solution for infusion

fetwqumadun
Gemcitabine

flpouerere BHIrMareJrHo rlflJrara JrlrcroBKa, npeArr Aa 3a[oqHere Aa rrplreMare roBa JreKapcrBo.
- 3ala:ere ra3' Jll{croBrca. Moxe Aa ce Hanoxu Aa fl [porrerere orHoBo.
- Aro uuare HflKaKBH AonbnHHTenHH Bbflpocu, nonnraftre Barun.s neKap zlu $apuaqerr.- Tosa JleKapcrBo e rIpeAnI,IcaHo JIVqHo na Bac. He ro npeorcrlnsaftre iu opyi" *opa. To Mo)Ke Aa r4M
HE3ABVCI'MO OT TOBA, qE TEXHI,ITE CPIMIITOMI' CA CbUIHTE XATO BAUrrArE.
- Axo HxKos or Het(eJraHI{Te JreKapcrBeHn peaKrlnn craHe cepr4o3Ha mu sa6ere}Kure Apyrkr, Heonr4caHr4
JII{croBKa He)I(eJIaHI{ peaKIIHI{, Mor.fl yBeAonrere Baruns JreKap, MeAr,tqtrHcKa cecrpa unu $aprraaqenr.

HaBpeApI,

B TA3H

B ras[ JrrrcroBKa:
1. Kaxso [peAcraBJrrBa H 3a KaKBo ce ngnorssa IeDr
2. llpegu4a rrpueMere femqnra6uH ArcopA
3. Kax Aa rrpreMare leuqnra6nH AxopA
4. BrsMoxHr{ He)r(eJraHn peaKrlr,u4
5. Kan Aa cbxpaHsBare leuqura6uH AmopA
6.,{onrnunrelHa zu$opMarlrat

1. KAKBO TIPEACTABJIflBA TEMIU4TABI4H

feuqura6uH Arcop,l flplrHaAnexlr KBM rpyna JreKapcrBa, HapeqeHl,t "rluToroKcr,rqHr4 cpeAcrBa". Te3r,r neKapcrBa
y6uzar Aentu.IHTe ce KJIeTKH, BKJrroqr4TeJIHo paKoBHTe KJIerKu.

feuqura6ulr Arop.< Mo)I(e Aa ce AaBa caMocrotreJrHo nnv n rou6unaqnfl c Apyrr4rrporr4BopaKoBt4 JreKapcrBa, B
3aBr4Ct4MOCT OT BHAa Ha paKa.

fenaqura6uH Axopa ce r43noJr3Ba 3a JreqeH[e Ha cJreAH]rre BHAoBe Kapqr{HoM:
' HeApe6HoKjrerbqeH 6eno4po6eH KaprrlrHoM (HAKEIK), caMocrorreJrHo LrJrH e xol{6uHauu.s c uucnraruH
. KAPIII{HOM HA NAHKPEACA
. KapqI,rHoM Ha rbpAara, n xou6nHarrvr c naKJruraKceJr
. KaprIHHou Ha git'tnLrca, n rcou6raHarllrs c rap6orularun
. KapIrr{HoM Ha nl,rKorlHr,rr Mexyp, n rcou6unaqufl c \krclllurvrH

2. IIPEAn AA ITPI,IEMETE rEMr[4TAEr4H AKOPA

He npxeuaftre leuqnra6un ArcopA:
- aKo cre aJIepr[qHH (cnprxuyncrrurelHn) KbM reMqr{Talusutu HrKo.s or Apyrnre cbcraBKr.r na feuqura6zH
AKopA.
- aKo KbpMnTe

o6rpnere c[eqrraJrHo BHrrMaHrre npll rerren[ero c reuqnradun Aropr:

lneata nbpBara au0ysur qe Bu B3eMar KpbBHrr rpo6u, s Aa ce orIeHH Aurr4uMare 3aAoBoJrurenua Synxqua Ha
6t6peqr'rre la qepHll.n Apo6. flpean BcrKa utt$yzux qe Bz B3eMar KpbBHt4 npo6u, 3a Aa ce orIeHH rarvr vrMare
AocrarbqHo KpbBHH KJIeTKH, 3a Aa rloJryqare leuquradun Arcopa. Baurz.sr neKap Moxe Aa perxa Aa npoMeHr{
Ao3aTa vlrru Aa oTJIoxH JIegeHHeTo Bu s saeacuMocT oT Ballero o6uqo crcro flHvre v axo 6poar Ha xprnHure Bu
KJrerKI4 e rlpeKiuleHo Ht4cBK. flepuo4lluno rqe Ba B3eMar KpbBHI4 npo6u, ga Aa ce orleHrBa $yunqrar na Balrure
6r6peqz a vepeu 4po6.

Vre4ouere JreKyBarqur Jrerap, aKo:
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HMare vllrv cre vMaJwt 3a6or-flBaHe Ha r{epHldt Apo6, ua ctpl{ero vrnlvrHaKpbBoHocHr4Te cbAoBe.
HacKopo cre r,IMzuIu uluBu lpeAcrol{ Jrbr{ener{eHr4e
HacKopo cTe BaKClrHr4paHr{
[oryr{aBare 3arpyAHeHl4t B ArrllraHero }IJII4 ce qyBcrBare MHoro cna6 u cre MHofo 6ne4 (nroxe 4a e 6eler ua
6t6pevna HeAocrarbr{Hocr).

Ha narxere ce [peflopbqBa Aa He craBar 6aqu no BpeMe Ha r.r Ao 6 ueceqa cJreA JreqeHvero c feuqzra6zH
Arcop4' Axo ucrare Aa craHere 6aqa no BpeMe Ha neqeHr{ero r,rnr4 rrpe3 6-re naeceqa cneA Jreqenr.rero, [orbpcere
cbBer or Banrus neKap unu $apnaaqenr. Bze Moxe Aa rrot4cKare cbBer 3a cbxpaHeHze Ha cnepMa npeAr4
HAqAJIOTO HA IEqEHI,IETO.

Ifpueu Ha Apyrr JrenapcrBa
Mol.a, nH$oprr,rr,rpaftre Barrrrrq neKap unra 6onnuqHur saprraalleBT, aKo rrpr4eMaTe
APYTH JIEKAPCTBA, BKJIIOqI,ITEJIHO BAKCNHT4 I' JIEKAPCTBA, OTTIYCKAHH 6CS PErlCNrA.

EpeuenHocr rr KbpMeHe
I4H$opnazpaftre Barun.s JreKap, aKo cre 6peueHHa r/urrr Bl3HaMeprBare ga aa6peueHeere. yno1pe6ara na
fer'rqura6un ArcopA rpr6na Aa ce us6.flrBa rlpr 6penrennocr. Baurusr neKap q" o^6""1" c Bac noreHrln,urHr4{
pncK or [pneMa na feuqura6r,ru Axopa rro BpeMe ua 6penaennocr.

Arco xrpnaure, uu$opuupafire Baurus neKap.
Tpr6na Aa rrpeycraHoBure KbpMeHero no BpeMe Ha rerreHue c fenaqlna6zH AropA .

IIIoQnpaHe n pa6ora c Marxrrnrr
feuqnta6IEH Axop4 Mox(e Aa [peArBBLIKa cbl{JlrrBocr, oco6eso aKo cre KoHcyMr4pirJrz anKoxon. He ruo$npafire
u ne pa6orere c MaIII'IHH, AoKaro He cre crrrypHrr, qe JreqeHuero c feuqura6nn aropg ne Bu [paBH 

"""r""".
Baxna unQoprvraqns ornocHo HflKor.r or cbcraBnrrre Ha reuqura6nn AropA
feuqnra6uH AIcop,u cbAr'pxa 3,5 mg (<l mmol) uarpuir BbB BceKH $laroH or 200 mgn 17,5 mg (<l mmol)
narpui't BlbB BceKI'I $laxoH or 1 000 mg. Tona rpr6ra Aa ce uMa B npeABrzA or rrarIueHTHTe, Korrro ca Ha Alera c
KoHTpoJrlrpaH npneM ua Harprafi.

3. KAK AA TTPITEMATE rElVtrU,rTAEr4H AKOPA

O6uqaftHara Aosa reMqnra6un e 1 000-1 250 mg 3a BceKLr KBaApareH Merbp or reJrecHara Bu nonrpxnocr. ll{e
6tgat I'BMepeHI'I Baurara BI,IcoqIaHa H TerJIo, 3a Aa ce krgqvrcru reJrecHara 

-B" 
aro""p*nocr. Baruusr JIeKap qe

I'BnOn3Ba ruBI'I TeJrecHa rloBbpxHocr, 3a Aa ugcr],1lcru npaBr,InHara sa Bac 4osa. Ta:u Ao3a Mox(e Aa ce Kopr,lrupa
ILnn JIeqeHHeTo Aa ce ornoxu B 3aBLIcI'IMocr or 6poxr Ha KpT,BHt4Te Bn Kl|Ierxn u Baruero o6ruo crcrosHue.

Kolxo qecro noJl)Aanate unsysna c leuqnra6un Arcopa 3aBvrcu or BvAaKaprIHHoM, sa Koftro ce JreKyBare.
BorHuqHfi.f,r $apnaaqenr vlru IreKapAT IrIe pa3TBoprr npaxa reuqzra6un [peAr.r 1aBuro flplrJroxar.

r{JrH HacKopo ce [pueMilJrr.t

II{e norry.ranare fenaqara6un ArcopA
npu6rusnrcnHo 30 MHrD/rr,r.

Axo ulrare H{KaKBu aorrbJrHaTeJrHlr
neKap rurr.l Qaprr,raqenr.

BVrHArr4 Upes unsysv'. B eAHa or BeHr{Te cu. vn$yzu.f,Ta ule npoAbJrxaBa

BsnpocH, cB6p3aHr4 C ynorpe6ar:a Ha ro3H [poAyKT, nOuraraftre Banus

4. Bb3MOXHII HEXEJIAIIII PEAKIIruI

Kaxro BcnqKr.r JreKapcrBa, feuqum6uu AnopA
rll nonyqaBa.

MOX(e Aa rrpeArcBvKa He)(enaHz peaKrlnn, BsnpeKr{ qe He BceKIr

rlo qecrora na6mo4anauuTe He)r(eJraH'r peaKrrrrr4 ce olpeAersr Karo:
. MHoro qecrr,r: 3ac,sfar noBelre or I norpe6urer sa 10
. qecru:3acqrar I ao l0 norpe6urelz Ha 100
. Heqecrn: 3acrrar 1 ao 10 norpe6utelr,r na 1000

peAKn: 3acrrar roBeqe or 1 go l0lorpe6ureJrr,r Ha l0 000
MHoro peAKr.r: 3ac.flrar [o-MzurKo I norpe6zren sa l0 000
C HEH3BECTHA qECTOTA: OT HUUIETIHHTE AAHHI{ HE MOXC IA'TTE HATIPABEHA OIIEHKA
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Tpn6na.qa ce cBbpxere c Bauruff JreKap ne:a6anno, arco ra6erexr.rre Hsroe or cJreAHrrre cbcroqurlc:
o TeuneparYpa ulwr unQerqHx (.recro): aKo lrMare reMrreparypa 38oC H,nr.r noBer{e, H3nor.sBaHe ulru Apyrr4

nplBHaIIn na un0exqur (Trft raro Mox(e Aa LIMare rlo-MztirKo 6ewr rprnHr4 KJrerKu, orKoJrKoro o6zxuoeeHo.
Koero e MHoro uec.ro).

o HenpasuneH cbpAerreH pnrbM (apnruna) (c nensnecrHa uecrora).
o Eorra, 3ar{epB-flBaHe, rroAyBaHe unu a$ruB ycrara (uecro).
o AlepruqHl{ peaKIII'IH: aKo pznB}Iere Kot(eH o6pun (rvtroro vecro) / ctp6ex(vecro) vJrr,r rpecKa (nrHoro .{ecro).
o Vuopa, [pI'IMirJrtBaHe, JIecHo ce 3aAbxBare r4rrar ]r3fJre)KAare 6ne4 (mft Karo Mo]r(e Aa ]rMare rro-MiurKo

xeuorno6ran or o6urnoseHo, Koero e MHoro qecro).
Krpnene or BeHuare, Hoca wfitycrxra riJr^ BcrKo KbpBeHe, Koero He
ypunara, Heor{aKBaHo o6pasynaue Ha ornvtHu (rrft xaro uoxe
o6urHoseno, Koero e MHor-o uecro).

cnupa, qepBeHItKaB HJrr{ po3oB rIB.f,T Ha
Aa uMare rro-ManKo rpou6oquru or

r 3arpyAHeHo AI{IrIaHe (nauoro qecro Mo)I(e Aa vvrare JreKo 3arpyAHeHo AHrxaHe cKopo cne4 un$ys ;1iflTa Ha
Gemcitabine, Koero cKopo rpeMuHaBa, Bce naK Her{ecro r,uru prAKo Moxe Aa HMa no-Texru 6ero4po6nu
npo6nenau).

Hexe.nannre peaKrlrr[ c reuqura6nn Axopl Morar Aa BKJrH)qBar:

Mnoro qecrrl HexeJraH[ peaKrlrr[
Hucro HrrBo Ha xenaouo6uu (anerr,rux)
Hucrx 6pofi 6enr.r KpbBHH KJrerKr.r
Hacrr 6pofi na rpou6oquur
3arpyaueHo AlrrxaHe
flonpsrqaHe
fa,aeHe
Koxen o6pr,rn - anepfaqeH KolKeH o6puo, uecro crp6rrq
Kocona,u
flpo6nen'rra c qepHl{s Apo6: ycranoBeHo rrocpeAcrBoM orKJroHeHn.rr B pe3yJrrarrrre or KpbBHr,rre recroBe
Kprn n ypr4nara
OrrcloHeHnq B noKa3areJrr,rre Ha ypfiHara: flporenH B yprrHara
fpulono4o6nn cunantoMz, BKJrroqI,ITeJrHo rpecra
Oror< (no4yBaHe Ha r.lre3eHlrre, npbcrl{Te Ha pbrlere, xoAuJrara, nnqero)

rlecrn Her(eJraHrr peanrlllrl
Tenaneparypa, ctnpoBoAeHa or HHcbK 6pofi na 6e.rzre KpbBHr4 KJrerKrd (Se6pr,urHa HeyrporeHr,rr)
Anopercnx (HanaaleH anerur)
|rlaso6orr,re
BegcrHze
Csrul,tsocr
Karuruqa
Xpevra
3aner

luapux
Eolra,3aqepBrBaHe, [oAyBaHe wnua$ru B ycrara
Crp6ex
I4gnorssaHe
Mycxynna 6olra
Eorxa o rrp6a
Tpecna
Cra6ocr
Brpncane

Heqecrrr HexeJrau[ peaxrl[[
HHrepcruqnarleH nHeBMouut (cpacrnaHe Ha Bb3AyrrrHr.rre rop6uurz na 6emzre apo6one)
Cna:ru Ha Ar{xareJrHr{Te nbrr,rqa (xpnnreue)
A6Hopnrna peHrreHorpaSnr/crceuorpaMa Ha fptAHHr noul (o6pasyBaHe Ha cpacrBaHus, s 6elrufieapo6one)

Pe4xu HexeJraH[ peanrlr{rl
Ctpqeueu uH$apm (nu$apxr ua uzoxapAa)
Hucrco KpbBHo Hzlrr.flraHe
Jlroulene Ha Koxara, o6pasynane HapaHrIaJrr{ Mexyptr



Peaxqnu Ha Mflcroro Ha r.rmrenTupaHe

Muoro peAnrr He?meJraHH peaKrln[
flonzuren 6pofi Ha rpou6oqurz
Ana$nlarmqHa peaKrlr.rr (rexrca cBp6xrryBcrszrernocr/aneprurqHa pearqr.rx)
HerporusupaHe Ha Koxara ra o6pasynane Ha Mexypu no Koxara B Te)KKa crerreH

Hexe.nanu peanrlnu c Herr3BecrHa rrecrora
Henpanureu cbpAeqeH pr,rrbM (apurrvrux)
PecluparopeH Allcrpec cHnApoM npn Bb3pacrHra (rexro Bb3rraneHLre sa 6erzre Apo6ore, rrpuquHrBaqo
AnxareJrHa ueAocranquocr)
Krcnu ToKoI,FIHI{ npotBlt cleA o6mqnaHe (roxen o6pzn, no4o6en Ha re)KKo cJIbHqeBo u:rapnne), rofiro vroxre
Aa ce norBlr Bspxy Koxa, Ko.f,To [peAl,t ToBa e vi3'ilata}la Ha Jr6r{eJleqeHue
Teqnocr s 6erlrre Apo6oBe
PaAIaaIlnonsa roKcl,IqHocr - cpacrBaHe Ha Bb3AyrrrHr{Te rop6uuru na 6emare Apo6one, aBbp3aHo c
JIbqEJIEqEHI{ETO

Ilcxeuaqeu KoJIIIT (etsnarenlre Ha JrnfaBurlara Ha Ae6erurc qepBa, npur{HHeHo or HaMaJrflBaHe Ha
xprnocHa64rnaHero)
CrpAeuHa HeAocrartrrHocr
Er6pevna HeAocrarbrrHocr
fanrpeua Ha rrptcrnTe Ha pbrlere r4Jrr{ KpaKara
cepnosHo yBpexAaHe Ha qepHr,rf, Apo6, BKrroqHTeJrHo uepuo4po6na HeAocrarbqHocr
Hncyrr

Moxe AavMale BceKn or re3l{ cItMrIToMIr u/ustu cbcrosHr,rr. Tpr6ra 4a ranQopnaupare Baurns JreKap Bb3Mox(Ho
Hafi-6rpso, Koraro 3anoqBare Aa r.Bnr4TBare HJrKot re3r.r He)I(eJraHr.r peaKrrur.r.

Aro H.sxolr He)r(eJraHH peaKrlr,M Bz npnrecH-rBar, rroroBopere c Baur]Ls JreKap.

Atco ntxo.f, or Hex(eJraHHTe peaKlrau craHe ceplro3Ha uru ga6erexr.rre Apyru, HeonHcaHH B Ta3n JrucroBKa
He)rceJraHr,r peaKrlnkt, Mor.f, yBeAoNlere Barurls JreKap.

5. KAK AA Cb)cAHflBATE TEMU4TABI,TH AKOPA

,{a ce crxpaninaHa Mrcro, HeAocrbnHo 3a Aerra.
He ngnorssaftre feuqnra6nn AropA cneA cpoKa Ha foAHocr, or6enneaH Bbpxy KaproHeHara onaKoBKa u
SnaxoHa. cpoxrr Ha roAHocr orroBap.f, Ha nocJreAHufl AeHor nocoqeHlrr Meceq.

Heotnopen SnaxoH: To:u lexapcrBeH [poAyKT He r43r{cKBa c[eq[rrJrHr,{ ycJroBufl 3a cbxpaHeHr4e

flpurotneu pa3rBop: flpoayrtrrt rpr6na Aa ce yrrorpelu Hesa6aeuo. Koraro e rpnrorBeH cropeA nncrpyKrlgr.rre
e AoKa3aHa xrrMltqHa n Suzulua cra6mHocr B nepaoAa Ha H3rroJr3BaHe Ha npuforBeHr,rr piBTBop Ha reuqzra6zn
za2l gnu rpI'I TeMneperrypa25 "C. flocre4Baulo pa3pexAaHe Mo)r(e Aa ce HanpaBa or MeAHrIr,rHcKlr cuerluanr,rcr.
Pa-atnopute Ha pa3TBopeHl,rt renaqura6un ne rpr6na Aa ce 3aMpa3rBar, r'sit Karo Moxe Aa :aac.rbnv
Kpr,rcTanr8arlu{.

Toea lexapcrBo e caMo 3a eAHoKparHa yuorpe6a; BceKlr HeH3rroJr3BaH pasrBop rpx6na Aa ce H3xBbpnr cbrJracHo
MCCTHNTC H3I,ICKBAHHq.

6. AOnbJIIIUTEJIITA tIHOOpMAIIr,rfl

Kanno cbAbp)r(a leuqura6uH Anopl:
ArcrueHoro BelrlecrBo e rervrqr,rra6us. Bceru SranoH cbAbp)Ka 200 mg unu I 000 mg rcMrraTa6nn (raro
rerra qnra6uH xr,rApoxJtoprA).
.{pyrme cbcraBKl{ ca MaHLITon (8421), Harpr,reB arlerar, x;ropoBoAopoAHa KuceJr:ltHau HurpvreB xr.rApoKcnr.

Karc [srre4Aa letrqr.rra6uu Aropl u KaKBo cbAbp)rca onanoBKara
feuqnra6uu Arop4 e 6nt wu [orrrl,I 6rr npax sa nnsysaoHeH pa3TBop nrn {naroH. Bceru Snaron ctAbprKa
200 mg wm lgreuqura6nn. Bc.flra onaKoBKa fenaqura6nn AropA cbAbpxta 1 $rarou.

@.naroHure or 200 mg a 1 g ce npoAaBar noorAeJrHo B orAenHlr orraKoBKr{.
He nclrqrcn BrrAoBe orraKoBKr,r Morar Aa6r$ar rrycHarl,I Ha nasapa.



IlpnrexareJr Ha pa3peueHrlero ra ynorpe6a:

Accord Healthcare Limited
Sage House,319 Pinner Road,
North Harrow,Middlesex, HAl 4I{F,
O6eAnneno KpancrBo

Ilponsno,qureJr[:

Accord Healthcare Limited
Sage House,319 Pinner Road,
North Harrow,Middlesex, HAl 4HF,
O6e.qnneno KpaJrcrBo
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Cemelog BRS Limited
2040 Budatirs, Vasft u. 13.,
Ynrapnn
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llue na JreKapcrBeuus trpoAyKT

Anc'rpr.u Gemcitabine Accord 200 mgl
Infusionslcisung

I g I 2 gPulver zur Herstellung einer

Berruc
Gemcitabine Accord Healthcare 200 mg I I g / 2 g poudre pour solution pour
perfusion / pulver zur Herstellung einer Infusionskisung / poeder voor
oplossins voor infusie

9eurna
Penv6rrEna

Gemcitabin Accord 200 mg I 1 g l2 g pr65ek pro piipravu infuzniho roztoku

feprr,raHux
Gemcitabin Accord 200 mgl I g I 2 g Pulver zur Herstellung einer
Infusionslosune

flanux Gemcitabin Accord
EcroHn.f, Gemcitabine Accord 200 me / 1000 me / 2000 me
I1.cnanus Gemcitabina Accord 200 me I I s.l 2 s Polvo para soluci6n para infusi6n EFG
@urilanqu-f, Gemcitabine Accord 200 me / | s, I 2 s infuusiokuiva-aine liuosta varten
VnrapH-fl Gemcitabine Accord 200 me / 1 s.I 2 s.por oldatos infizi6hoz
I4pnauAus Gemcitabine 200 ms I ls.l 2s. Powder for Solution for Infusion

I4ra:;.us
Gemcitabina Accord Healthcare 200 mg I I g / 2 g polvere per soluzione per
infusione

Jft.msa Gemcitabine Accord 200 ms / 1000 ms / 2000 ms milteliai infuziniam timalui

Jlarsvs
Gemcitabine Hydrochloride Accord 200 mgl I d 2 g pulveris inflziju Sl,<Iduma
pagatavoSanai

Xoran4n.t
Gemcitabine Accord 200 mg / 1000 mg / 2000 mg, poeder voor oplossing voor
infusie

Hopeerfic Gemcitabine Accord
flolura Gemc tabine Accord
flopryrarur Gemc tabina Accord
Llleeuns Gemc abine Accord 200 ms I 1 s.I 2 s pulver till infusionsv?itska. losnins
Crosaruxa
Penv6nnxa

Gemcitabine Accord 200 mg I I g I 2 g Pr6!l ok na infl zny roztok

O6eanHeHoro
Knarcreo Gemcitabine 200 mg I 1 g / 2 g Powder for Solution for Infusion

Errrapnr Gemcitabine Accord 200 ms/l q rrDax sa zHdvguoHeH Dzr3TBoD

Kaurp Gemcitabine Accord 200 ms./l s K6vK vru 6rc),6uatoc Trooc 6yyuon

frpur.rr Gemcitabine Accord 200 msi ls K6vu yro 6rafu6poroq nooc 6yruon

l tMeHa:



Gemcitabine 200 lg Powder for Solution for Infusion

latana [ocJreAHo ogo6penue Ha JrrrcroBKara



cle4nara unQopuaqnfl e rrpeArra3Haqe'a caMo 3a MeAr.ru[rrcK u nilu3ApaB'r.r cfleqrraJrrcrrr:

1' I4slorgsafire acefiilruHa rexHLIKa npu pa3TBap fl:ne u r]pu [ocJreABarrlo piBpexAaHe Ha reMqHTa 6un za
r,rHTpaBeHo3no uHQysuoHHo npr4Jro)r(eHr.re.

2.l4s'r."crere Ao3ara ra ueo6xoAarraur 6pofi $naxonu fe'rqura6un Anop,r.

3. Pasrnopere $laronn or 200 mg c 5 ml creprEreH vH)KeKrruoHeH pa3TBop Ha HarpHeB xnopraA 9 mglml (g,gyo)
6es roHcepeaHT vlnrvt $nanon or I 000 mg c 25 ml crepuneH HH)KeKrrriroHeH pa3TBop Ha Harpr.reB x-rropnq 6es
KoHcepBaHr. Pa3Krarere, sa Aa ce pa3TBopE. O6qusr o6eu cle4 pa3TBapsHe 

" 
c"or"etso 5,i6 ml ($naxon or

200 mg) utru26,3 ml ($narcou or 1000 mg). Tana ce uor) raBa KoHrIeHTpaqHrr Ha reMqara6nH 3g mglmt, B Ko.sro
e B3er rIpeABI'IA Il rr3MecrBaulur o6enr Ha mao$IEnv3npaHnfl npax. Moxe Aa ce HanpaBH AorrbJrHzreJrHo
pa3pex(AaHe cbc cTepLIJIeH LIH)KeKqLIoHeH pa3TBop Ha HaTpI{eB xJIopI{A 9 mlml (0,9%) 6es rconcepraHr.
flpurorreHlarr pa3TBop e [po3paqeH H Ha IIBsr ce rco.ne6ae ot 6e:qrereH.4o cBerJro)r(bJrr pa3TBop.

4' flpegu ynotpe6a flapeHTepiulHure JIeKapcrBeHI,r [poAyKTr4 rpr6na Aa ce ofJreAar BHHMareJrHo 3a BLTl,nnMIT
qacrlrqlr u [poMrHa B qBera. Axo ce ga6er.f,eear qacrr4rr[, Aa He ce npHnara.

5. Pa:reopure Ha pa3TBopeHlt.g reuqzra6raH He rpr6na Aa ce 3aMpasrBar, rsit Karo Mo)r(e Aa Hac.rbilvr
Kpl'Icrirnll3aqnr. ,{oxasaHa e xI{MLIr{ecKa H Susuuecra cra6ursocr 3a nepr4oAa or 2l Auu [pr.r reMnep urypa or 25oC. Or uurpo6uoloruqHa uIeAHa rorrKa, npoAyKTbr rpr6ra ga ce ynotpelu Hesa6a"ro. Ano He 

"e 
yrrorpe6n

Hela6anHo, nepltoAbr Ha u3rIoJI3BaHe il ycJloBt4rra 3a clxpaHeHr,re npeAr,r ynorpe6a 
"u 

ot.o"opHocr Ha
nor.pe6urelq I{ o6[xHoBeHo He rp.r6na Aa ca rloBeqe or 24 qaca [pu craitna TeMrreparypa, ocBeH aKo
pa3TBapqHero/pa:pexq4aHero e H3BT,pIxeHo npu KoHTponnpaHuvrBarv1r4paHu aHTracerrvrtrHuycnoBgr.

6' Pasraopare na reuqr'rr:a6vH ca npeAHrBHaqeHI,I caMo 3a eAHoKparHa ynorpe6a. Herasno.ngnaHrlJrr rrpoAyKT sJrr{
or[aAGqHHTe Marepl4:rnpl or Hero rpx6na Aa ce yHHrIIo]Kar B cborBercrBr{e c MecrHHTe r{3r.rcKBaHr.rr.

rlDeanagrrll DreDr[ nDIl npnrotnqHe lr npllroxenfle
Koraro ce rlpurorBfl u l,I3xBbpr.s unsysnonnuqr pa3TBop, rpr6na Aa ce cnznB ar olurraiaHr4Te [pe.qna3Hg MepK]r
ga 6egonacnocr rlpv ql{Tocrarllqu. Pa6orara c nlr$ysuonHu.f, pa3TBop rpr6ra Aa ce v3BbprrrBa B o6esonaceH 6oxc
u rpx6na Aa ce H3rIon3Ba npeArla3Ho o6lerclo H pbKaBr4rrra. Aro n.sua o6esonaceH 6onc, tpr6n a Aa ce r43noJr3Bar
AOIbJIHHTeIHO MaCKa H npeAna3Hv oqvra.
Aro npenaparbr BJIe3He B KoHTaKT c oql{Te, ToBa Mox(e Aa npeAu3Br.rKa ceplro3Ho ApiBHeHe. Oqure rpr6ra ce
LI3IrrIaKHar nega6asHo H rpI'DKJII{BO c BoAa. AIco 4pasHeHero npoAbJrxn, e Heo6xo4uua JreKapcKa KoHcynrarlus.
Axo pa:rnopbr ce pa3Jree Bbpxy Ko)Kara, r43rrnaKHere crapareJrHo c BoAa.

I{gxsrDrqHe
HernnorgsaHl'Itr rlpoAyxr rpr6na Aa ce yHr,rqo)Kr,r B cborBercrBne c MecrHure rr3rrcKBaHr4rr.


