
BnaTpewuo ynaTCTBO: Hu<t,opMaQHH 3a naQHeHTOT 

KEYTRUDA 50 mg npawoK 3a KOHQeHTpaT 3a pacrnop 3a uut1>y3uja 
pembrolizumab 

~ OBoj 11eK e npe)],MeT Ha )],0TT011HHTe11eH Ha)],30p. Toa Ke 0B03M0)KH 6p3a H)],eHTmt>m<al_\Hja Ha HOBH 
6e36e)],HOCHH HH<pOpMal_\HH. BHe MO)Ke )],a noMOrHeTe co npHjaByBalhe Ha KaKBH 6H110 HecaKaHH 
peaKI.\HH KOH MO)Ke )],a BH ce nojaBaT. BH)],eTe ro KpajoT Ha )],e110T 4 3a )],a )],03Haere KaKo )],a rn 
npHjaBHTe HecaKaHHTe peaKI.\HH. 

BHHMaTCJIHO npoquyajTe ro QeJIOTO ynaTCTBO npe,!J; OBOj JieK ,IJ;a BU 6H,1J;e ,1);3)],eH 6u)],ejKH Toa 

CO)],pam uucI>opMaQHH KOH BU ce B3,KHH. 
t.JyBajTe ro ynaTCTB0T0. Mo)Ke6H Ke Tpe6a noBTOpHo )],a ro npo'mTaTe. 
Ba)KHO e co Bae )],aja qyBaTe KapTHqKaTa 3a H3BeCryBalhe BO TeKOT Ha TpeTMaH0T. 
AKO HMaTe )],0TI011HHTe11HH nparnalha, o6paTeTe ce Ha BallIHOT 11eKap. 
AKO BM ce nojaBaT HeCaKaHH )],ejcrna, o6paTeTe ce Ha BallIHOT 11eKap. Toa BKnyqyBa H KaKBH 
611110 M0)KHH HecaKaHH )],ejcrna KOH He ce HaBe)],eHH BO 0Ba ynaTCTB0. BH)],eTe ro )],e110T 4. 

Bo osa ynaTCTBO Ke npoquTaTe 

1. illTO npeTCTaByBa KEYTRUDA 11 3a rnTo ce ynoTpe6yBa 
2. illTO Tpe6a )],a 3HaeTe npe)], )],a BM ce )],a)],e KEYTRUDA 
3. KaKo Tpe6a )],a BM ce ,n;a,n;e KEYTRUDA 
4. Mo)KHH HecaKaHH ,n;ejcrna 
5. KaKo )],ace qyBa KEYTRUDA 
6. Co)],p)KHHa Ha naKyBalheT0 H ,n;pyrn HHq>OpMal_\HH 

1. UITo npeTCTaByBa KEYTRUDA u 3a WTO ce ynoTpe6yBa 

KEYTRUDA ja co,n;p)KH aKTHBHaTa cyncTaHI.\Hja neM6po11113yMa6, Koja e M0H0K110HaJIHO aHTHTe110. 
KEYTRUDA ,n;e11yBa co Toa rnTo MY noMara Ha BarnHoT HMYH0110IIIKH cHcTeM ,n;a ce 6op11 npoTHB 

paK0T. 

KEYTRUDA ce K0pHCTH Kaj B03pacHH 11111_\a 3a 11eKyBalhe Ha: 
• BM)], Ha K0)KeH paK HapeqeH MeJiaHOM 
• BM)], Ha paK Ha 6eJIHTe )],po6oBH HapeqeH HeCHTHOKJieToqeH 6e110)],po6eH Kapl_\HHOM 

• BM)], Ha paK HapeqeH KJiac11qeH XOJ,IKHH 11HM<pOM 
• BM)], Ha paK HapeqeH paK Ha MOqHH0T Meyp (ypoTe1111janeH Kapl_\HHOM) 
• BM)], Ha paK Ha rnaBaTa H BpaTOT Hape'leH Kapl_\HHOM Ha CKBaM03HH K11eTKH Ha rnaBaTa H 

BpaTOT 
• BM)], Ha paK Ha 6y6pe3HTe HapeqeH peHaJieH Kapl_\HHOM. 

J.lyteTo ro npHMaaT KEYTRUDA Kora paKoT HM ce paIIIHpH11 H11H He MO)Ke ,n;a ce oTcTPaHH co 

onepal.\Hja. 

JiyteTO ro np11MaaT KEYTRUDA oTKaKo HMaJie onepal.\Hja 3a ,n;a HM ce oTcTpaHH MenaHoM 3a )],a HM 
noMorne BO cnpeqyBalhe Ha paKoT ,n;a ce Bpanr (a.njyBaHTHa TepanHja). 

KEYTRUDA MO)Ke ,n;a ce )],aBa BO KOM6HHal.\Hja co )].pyrn 11eK0BH npoTHB paK. J.1cTO TaKa, MHory e 
Ba)KHO ,n;a rn npoqHTaTe H BHaTpeIIIHHTe ynaTCTBa 3a me ,n;pyrn 11eKOBH. AKO HMaTe H 611110 
npaIIIalha BO BpCKa co 0BHe 11eK0BH, nparnajTe ro BaIIIHOT 11eKap. 

2. UITo Tpe6a )],a 3uaeTe npe.ll. )],a BH ce )],a)],e KEYTRUDA 



I 
He Tpe6a .n.a BH ce .n.a.n.e KEY~RUDA: 
- aKO CTe aneprnqHH Ha IlrM6pOJIH3yMa6 HJIH Ha KOja 6HJIO 0)]. .n.pynne COCTOjKH Ha OBOj JieK 

(HaBe.D,eHH BO ,neJIOT 6 ,,Co,np)KHHa Ha naKyBalbeTO H .npyrn HHq:>OpMau.1111"). AKO He CTe 
c11rypHH, pa.3roBapajTe Jo BaIIIHOT JieKap. 

IlpeAynpeAyBalba H MepKH Ha npeTU83JIHB0CT 
P . I 

a.JroBapaJTe co Baru110T JieKap HJIH Me.D.HU.HHCKa cecTpa npe.n ,na ro np11MaTe KEYTRUDA. 

TTpe.n. .n.a ro npHMHTe KEYTR j ""'A, Ka)KeTe MY Ha Barn HOT neKap aKo: 
- HMaTe aBTOHMyHa 6oneXT~cocToj6a BO Koja TeJioTo rn Hanafa concTBeHHTe KJieTKH) 

HMaTe nHeBMOHHja HJIH IBocnaneHHe Ha 6eJIHTe .npo60B11 (HapeqeHo nHeBMOHHTHc) 
npeTXO)].HO BM 6HJI .n.a.n.e~ HilHJIHMYMa6, .n.pyr JieK 3a JieKyBaJbe Ha MeJiaHOM H CTe )].O)KHBeane 
ceptto3HH HecaKaHH .n.ejcTBa nopa.n.11 TOj neK 
CTe HMaJie aneprncKa pciaKUHja Ha .n.pyrn TepanHH co MOHOKJIOHaJIHH aHTHTeJia 
HMaTe HJIH cTe HMane xboH11qHa BHpycHa HHq>eKu11ja Ha upHHOT .n.po6, BKnyqyBajKH xenaTHTHC 
6 (XEB) HJIH xenaT11TH9 u; (XQB) 
HMaTe HHq>eKUHja co xy(Matt BHpyc Ha HMYHOJIOWKa .n.eqi11u11eHu11ja (XHB) HJIH CHH.D.pOM Ha 
CTeKHaTa HMYHOJIOWKa ~eqi11u11eHu11ja (CM)J;A) 
HMaTe OWTeryBaJbe Ha ~pHHOT .n.po6 
HM a Te OWTeTyBaJbe Ha ? y6pe3HTe 
CTe HMaJie TpaHCnJiaHTaUHja Ha UBPCT opraH HJIH TpaHCilJiaHTaUHja Ha KOCKeHa cpu.eBHHa 
(MaT11qH11 KJieTKH) KOja KOpHCTH MaTHqHH KJieTKH Ha .D,OHOpOT (anoreHH) 

Kora Ke BH 611.n.e .n.a.n.eH KEY1[RUDA, MO)Ke .n.a BH ce nojaBaT HeKOH ceptto3HH HecaKaHH .n.ejcTBa. 
TaKBHTe HeCaKaHH .n.ejcTBa no~eKoraw MO)Ke .n.a CTaHaT )KHBOTH0-3arp03yBaqKH H MO)Ke .n.a )].OBe,l].aT 
)].O CMpT. HecaKaHHTe .n.ejcTBa[MO)Ke .n.a ce cnyqaT BO KOe 6HJIO BpeMe BO TeKOT Ha JieKyBaJbeTO na 
.D.YPH H no 3aBprnyBaJbeTO Ha ~arneTO JieKyBaJbe. Mo)Ke .n.a )].O)KHBeeTe IlOBeKe O)]. e,l].HO HeCaKaHO 
.n.ejcTBO BO HCTO BpeMe. 

AKO BH ce nojaBH Koja 6HJIO Of: CJie.D,HHTe COCTOj6H, jaBeTe MY ce HJIH O,l].eTe Kaj BaWHOT JieKap 
Be.n.Haw. Baw110T JieKap MO)Ke611 Ke BH .n.a.n.e .n.pyrn neKapcTBa co uen .n.a ce cnpeqaT noTeWKH 
KOMilJIHKaUHH H .n.a ce HaMaJiaT BaWHTe CHMilTOMH. BaWHOT JieKap MO)Ke .n.a ja 0)],JIO)KH CJie,nHaTa )].03a 
o.n. KEYTRUDA HJIH .n.a ro cTOnttpa BaruHoT TpeTMaH co KEYTRUDA. 

BocnaneHHe Ha 6eJIHTe bpo6oBH, Koe MO)Ke .na BKJiyqyBa He.n.ocrnToK Ha 3.D.HB, 6onKa BO 
rpa.D.HTe HJIH Kawn11ua [ 
BOCilaJieHHe Ha upeBaTt, KOe MO)Ke .n.a BKJiyqyBa )].Hjapea HJIH noroJieMO )].BH)KeJbe Ha upeBaTa 
O)]. B00611qaeHO, UpHa, nenJIHBa CTOJIHUa KaKO KaTpaH, HJIH CTOJIHU.a co KpB HJIH CJIY3, TernKa 
CTOMaqHa 6oJIKa HJIH 'iYBCTBHTeJIHOCT Ha .n.on11p, ra.n.eH>e, IlOBpaKalbe 
BOCilaJieHHe Ha UPHHOT .n.po6, Koe MO)Ke .n.a BKJIY'iYBa ra.n.eH>e HJIH IlOBpaKaJbe, qyBCTBO Ha 

I 
IlOMaJIKY rna.n., 60JIKa f .necHaTa CTpaHa O)]. CTOMaKOT, IlO)KOJITyBaJbe Ha KO)KaTa HJIH 6eJIKHTe 
BO O'iHTe, TeMHa ypHH HJIH KpBapeH>e HJIH nojaBa Ha MO)].pHHKH IlOJieCHO 0)]. B00611qaeHO 
BOCilaJieHHe Ha 6y6pe3 Te, KOe MO)Ke .n.a BKJiytJyBa npoMeHH BO KOJIH'iHHaTa HJIH BO 6ojaTa Ha 
ypHHaTa 
BOCnaneHHe Ha xopMOHaJIHHTe )KJie3.D,H ( oco6eHO THpeow,naTa, XHilOq>H3aTa H Ha.n.6y6pe)KHaTa 
)KJie3.n.a), Koe MO)Ke .na ~KJIYqyBa 3a6p3aHo cpue611eH>e, ry6eH>e Ha Te)KHHaTa, 3roJieMeHo 
IlOTeJbe, 3rOJieMYBaJbe a Te)KHHaTa, onafaJbe Ha KOCaTa, tJYBCTBO Ha CTY.D., KOHCTHnau11ja, 
Il0)].Jia6oK mac, 60JIKH O MYCKYJIHTe, 3arueMeTeHOCT HJIH OHeCBecryBaJbe, rnaB060JIKH KOH He 

I 
IlOMHHyBaaT HJIH HeB09611qaeHa rnaBo6onKa 
)].Hja6eTec THil l, KOj MO)Ke ,na BKJiyqyBa 'iYBCTBO Ha noroneMa rna.n. HJIH )Ke)]. OTKOJIKY 
Boo611qaeHo, noTpe6a ja noqecTo ypHHHpalbe, HJIH ry6eJbe Ha Te)KHHaTa 
BocnaneHHe Ha oq11Te, koe MO)Ke .n.a BKJiytJyBa npoMeHH BO BH.D,OT 
BOCilaJieHHe Ha MYCKY~HTe, Koe MO)Ke .n.a BKnytJyBa 6oJIKa BO MYCKYJIHTe HJIH cna "' \'I Mf:,q/:: 
BOcnaneHHe Ha cpueBl•lOT MYCKYJI, KOe MO)Ke .n.a BKJiytJyBa He)].OCTaTOK Ha 3)].HB :(!@.IDliiQJ,j ,,<~~~ 
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Bocnarremre Ha KO)l(aTa, Koe MO)l(e .na BKJiyqyBa HCHn, ja.ne)I(, nnycKaBI.lH no KO)l(aTa, nynelhe Ha 
KO)l(aTa HJIH paHH HIHJIH 'IHpOBH BO ycrnrn HJIH Ha HOCHaTa CJIY3HHQa, rpJIOTO HJIH 
reHHTaJIHHOT npe.nen 
HMYHOJIOIIIKO HapyrnyBalbe Koe MO)l(e .na rn 3acpaTH 6eJIHTe .npo60BH, KO)l(aTa, oqHTe HIHJIH 
JIHMq>HHTe ja3JIH (capKOHJJ.03a) 
BOCnaJieHHe Ha M030KOT, Koe MO)Ke )J,a BKJiylfyBa 36yHeTOCT, TpecKa, npo6JieMM co TI0MHeH,eT0 
HJIH HanaJ].H ( eHQeq>aJIHTHC) 
peaKQMH OJ]. HHcpy3Hjarn, KOH MO)l(e .na BKJiylfyBaaT He)J,OCTaTOK Ha 3,ll,MB, ja)J,e)I( MJIM MCMn, 
3arneMeTeHocT HJIH TeMneparypa 

KoMnJIHKaQHH, BKJiyqysajKH ro 3a6oJiyBalbeTo KaJieM-npoTHB-JJ.OMaKHH (GVHD), Kaj JIHQa co 

TpaHCDJiaHTaQHja Ha KOCKeHa cpQeBHHa (MaTH'IHH KJICTKH), Koja KOpHCTH MaTH'IHH KJICTKH Ha 

JJ.OHOpOT (aJioreHH). OBHe KOMnJIHKaQHH MO)l(aT .na 6H,lJ,aT cepH03HH H MO)l(e .na ,lJ,OBe,lJ,aT ,lJ,O CMpT. 
THe MO)l(e .na ce nojaBaT aKO CTe HMaJie BaKOB BHJJ. Ha TpaHcnJiaHTaQHja BO MHHaTOTO HJIH aKo ja 
HanpaBHTe BO H,ll,HHHa. BarnHOT JieKap Ke Be CJie,lJ,H 3a 3HaQH H CHMnTOMM, KOH MO)l(e .na BKJiyqyBaaT 
HCHn Ha KO)l(aTa, BOCnaJieHHe Ha QpHHOT .npo6, a6J].OMHHaJIHa 60JIKa HJIH JJ.Hjapea. 

)];e..-a H 3}].0JieCQeHTH 

KEYTRUDA He Tpe6a ,ll,a ce ynoTpe6yBa Kaj .neQa H a,ll,OJiecQeHrn Ha B03pacT no.n 18 rOJJ.MHM. 

)];pyru JieKOBH u KEYTRUDA 
Ka)l(eTe MY Ha BaurnoT JieKap 

AKO 3eMaTe JJ.pyrn JieKOBH KOH ro 3acna6HyBaaT BaIIIHOT HMYHOJIOIIIKH CHCTeM. TTpHMepH 3a 
TaKBH JieKOBH MO)Ke .na BKJiyqyBaaT KOpTHKOCTepOH,lJ,H, KaKO IIITO e npeJJ.HH30H. OBHe JieKOBM 
MO)l(e .na ro nonpel!aT ecpeKTOT Ha KEYTRUDA. CenaK, IIITOM Ke 6HJJ.eTe JieKyBaHH co 
KEYTRUDA, BaIIIHOT JieKap MO)l(e .na BH .na.ne KOpTHKOCTepOHJJ.H 3a .na rn HaMaJIH HecaKaHHTe 
.nejcrna KOH MO)Ke ,ll,a rn MMaTe co KEYTRUDA. KopTMKOCTepOMJJ.MTe MCTO TaKa MO)l(e .na BM 
6HJJ.aT .na.neHH npe.n .na ro npHMaTe KEYTRUDA BO KOM6MHau.Mja co xeMoTepanHja 3a .na ce 
cnpelfH HIHJIH .na ce JieKyBa ra)J,elbe, noBpaKalbe H .npyrn HeCaKaHH )J,ejcrna npe,ll,M3BHKaHM O)J, 
xeMOTepanwjaTa. 
AKO 3eMaTe, Heo.naMHa CTe 3eMarre HJIH MO)l(e6H Ke 3eMaTe KaKBH 6HJIO .npyrn JieKOBH. 

EpeMeHocT 
He cMeeTe .na ynoTpe6yBaTe KEYTRUDA aKo cTe 6peMeHa ocBeH aKo BaIIIHOT neKap 
cneQHq>HlfHO BH ro npenopaqan, 
AKO CTe 6peMeHa, MHCJIMTe ,lJ,eKa MO)Ke6M CTe 6peMeHa HJIH nJiaHMpaTe .na MMaTe 6e6e, Ka)KeTe 
MY Ha BaIIIHOT JieKap. 
KEYTRUDA MO)Ke ,ll,a MY HarnTeTM MJIM ,ll,a npeJJ.H3BMKa cMpT Ha Hepo,ll,eHOTO 6e6e. 
AKO CTe )KeHa Koja 6M MO)KeJia )J,a OCTaHe 6peMeHa, MOpa .na KOpMCTMTe a)J,eKBaTHa 
KOHTpaQenQHja .no.neKa ce neKyBaTe co KEYTRUDA H HajManKy 4 Meceu.w no Barnarn 
nocne.nHa JJ.03a. 

,D;oelhe 
Ka)l(eTe MY Ha BaIIIHOT JieKap aKO JJ.OMTe. 
HeMojTe )].a .lJ.OMTe )],O,ll,eKa npHMaTe KEYTRUDA. 
He e no3HaTO JJ.MM KEYTRUDA npeMHHyBa BO BarneTO MJieKo. 



3. KaKo Tpe6a ,l],a BU ce ,1J,a,1J,e KEYTRUDA 

KEYTRUDA Ke BH 6H.n,e .n,a.n,eH BO 6oJIHHQa HJIH KJIHHHKa no.n, Ha.n,3op Ha neKap co HcKycrno BO 
neKyBal-he Ha paK. 

IlpenopaqaHaTa .n,03a o.n, KEYTRUDA e HJIH 200 mg Ha ceKOH 3 He.n,eJIH HJIH 400 mg Ha ceKOH 
6 He.n,eJIH. 
BawHOT neKap Ke BH .n,a.n,e KEYTRUDA npeKy HHq>y3ttja BO BeHaTa (l'IB) BO neptto.n, o.n, OKOJIY 
30 MHHyTH. 
BaIIIHOT JieKap Ke O.D,JiyqH KOJIKY TpeTMaHH BH ce IIOTpe6HH. 

AKO nponyrnTHTe 3aKa;rcau nperne,ll, 3a ,l),a npnMnTe KEYTRUDA 
Be.n,Haw jaBeTe My ce Ha BaIIIH0T neKap 3a .n,a ro npe3aKIDKeTe nperne.n,oT. 
MHory e Ba)J(HO .n,a He nponyIIITHTe .ll,03a O.ll, OBOj JieK. 

AKo npeKnueTe ,ll,a npnMaTe KEYTRUDA 
IlpeKHHyBal-beTO Ha BaIIIHOT TpeTMaH MO)Ke .n,a ro npeKHHe eq>eKTOT Ha JieK0T. He npeKHHyBajTe ro 
TpeTMaHOT co KEYTRUDA .D,0KOJIKY He cTe ro npo.n,ttcKyTttpane Toa co BaIIIHOT neKap. 
AKO HMaTe KaKBH 6HJIO .D,OTIOJIHHTeJIHH npaIIIal-ba 3a BaIIIHOT TpeTMaH, npawajTe ro BaIIIH0T JieKap. 

OBHe HHq>OpMaQHH Kern Haj.n,eTe HBO KapTHqKaTa 3a H3BeCryBal-be Ha naQHeHTOT KOja BH ja .ll,aJI 
BaIIIHOT JieKap. BIDKHO e .n,aja qyBaTe OBaa KapTHqKa 3a H3BecTyBal-be H .n,aja TIOKIDKeTe Ha BaIIIHOT 
napTHep HJIH Ha HeryBaTeJIHTe. 

4. Mo;rcuu uecaKauu ,ll,ejcTBa 

KaKO H CHTe JieK0BH, OBOj JieK M0)Ke .n,a npe.D,H3BHKa HeCaKaHH .n,ejcrna, HaKO He ce jaByBaaT Kaj 
ceKoro. 

Kora Ke BH 6H.n,e .n,a.n,eH KEYTRUDA, M0)Ke .n,a BH ce nojaBaT HeKoH ceptto3HH HecaKaHH .n,ejcrna. 
Btt.D,eTe ro .n,enoT 2. 

Bttne npttjaBeHH CJie.D,HHTe HeCaKaHH .n,ejcrna Kora 6HJI npHMaH caMO neM6pOJIH3yMa6: 

Muory Boo6uqaeuu (Mo;rce ,ll,a 3aceraaT noBeKe O,ll, 1 O,ll, 10 Jrnu:a) 
HaManyBal-be Ha 6pojoT Ha QpBeHHTe KpBHH KJieTKH 
HaMaJieHa aKTHBH0CT Ha THpeOH.D,HaTa )KJie3.n,a 
qyBCTBO Ha IIOMaJIKY rna.n, 
rnaBo6onKa 
He.D,OCTaTOK Ha 3.D,HB; KaIIIJIHQa 
.n,ttjapea; CTOMaqtta 6onKa; ra.D,el-be; noBpafal-be; KOHCTttnaQHja 
ja.n,e)K, HCHII IIO KO)KaTa 
60JIKa BO MYCKYJIHTe H KOCKHTe; 6oJIKa BO 3rno60BHTe 
qyBcTBo Ha 3aMop; HeBoo6w-meH 3aMop HJIH cna6ocT; OTeKyBal-be; TeMnepa a 
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Boo6uqaeuu (Mo:iKe ,11;a 1aceraaT ,11;0 1 0,11; 10 JIHQa) 
11HcpeKu.11ja Ha 6emne .n:po6oBH 

HaMaJIYBalhe Ha 6pojoT Ha TPOM60U.HTH (noJieCHO C03.D,aBalhe MO.D,pHHKH HJIH KpBapeibe); 

HaMaJl)'Balbe Ha 6pojoT Ha 6eJIH.Te KpBHH KJieTKH (JIHM<pOU.HTH) 

peaKU.HH IlOBp3aHH co H.Hcpy311.jaTa Ha JieKOT 

npeKyMepHa aKTHBHOCT Ha TH.peOH.D,HaTa )KJie3.D,a; HaUJIH.B Ha TOilJIHHa 

HaMaJieH HaTPH)'M, KaJIHYM HJIH KaJIU.H)'M BO KpBTa 

npo6JieMH. co cnH.elheTo 

3ailleMeTeHOCT; BOCilaJieHH.e Ha HepBHTe Koe npe.D,H.3BH.KyBa OTpnHaTOCT, CJia6ocT, 6oJIKa co 

6011.Kalbe HJIH )Kapelbe Ha pau.eTe H. H03eTe; He.D,OCTaTOK Ha eHepr11.ja; npoMeHa BO 'l)'BCTBOTO Ha 

BKYC 

cyBH oqH 

BHCOK KpBeH npHTHCOK 

BOCnaJieHHe Ha 6eJIH.Te .n:po60BH 

BocnaneHHe Ha u.peBaTa; cyBa ycTa 

HCHil co U.pBeHa IlO.D,H.rHaTa KO)Ka, IlOHeKorarn co UJIYCKaBU.H; .D,eJIOBH. 0.[( KO)KaTa KOH 113ry611.Jie 

6oja; cyBa KO)Ka, ja.n:e)K no KO)KaTa; onafalhe Ha KocaTa; KO)KeH npo6JieM HaJIHK Ha aKHH 

MYCKYJIHa 60JIKa, 6oJIKa H.JIH. 'l)'BCTBHTeJIHOCT Ha .[(OUH.p; 6oJIKa BO pau.eTe HJIH. H03eTe; 6oJIKa 

BO 3rJI060BH.Te co OTeKyBalbe 

MOpHHU.H; 6oJieCT HaJIHK Ha rp11.n 

3fOJieMeHH. HM.Boa Ha eH3HMHTe Ha U.PHHOT .n:po6 BO KpBTa; IlOKaqeHO HHBO Ha KaJIU.H)'M BO 

KpBTa; a6HopMaJIHH. TeCTOBH 3a cpyHKU.HjaTa Ha 6y6pe3HTe 

HeBoo6uqaeuu (Mo:iKe ,11;a 1aceraaT ,11;0 1 0,11; 100 JIHQa) 
HaMaJl)'Balbe Ha 6pojoT Ha 6eJIHTe KpBHH. KJieTKH. (HeyTpO<pH.JIH, JieyKOU.HTH. H e03HHO<pHJIH) 

HapyrnyBaH>e Ha HMYHHTeTOT KOe MO)Ke .n:a BJIHjae Ha 6eJIH.Te .n:po60BH, KO)KaTa, oqH.Te WM.JIM 

JIHM<pHHTe ja3JIH. ( capKOH..[(03a) 

BOCUaJieHH.e Ha XH.IlO<pH3aTa KOja ce Haofa BO OCHOBaTa Ha M030KOT; HaMaJieHO H3JiaqyBaH>e Ha 

xopMOHH.Te KOH fH. C03.D,aBaaT Ha.n:6y6pe)KHH.Te )KJie3.D,H; BOCilaJieHH.e Ha THpOH..D,aTa 

.n:11ja6eTec mn 1 
Hana.n:11 

socnaneHHe Ha oq11Te; 6oJIKa BO oq11Te, 11.p11Tau.11ja, ja.n:e)K HJIH u.pseHH.Jio; Henp11jaTHa 

'l)'BCTBHTeJIHOCT Ha CBeTJIH.Ha; rne.D,aH>e .D,aMKH 

BOCUaJieHHe Ha o6BHBKaTa Ha cpu.eTo; co6ttpaH>e Ha TeqHOCT OKOJIY cpu.eTO 

BOCUaJieHHe Ha naHKpeaCOT 

BocnaneH11.e Ha u.pHHOT .n:po6 

3.D,e6eJieH, noHeKorarn nyrnnecT H3pacToK Ha KO)KaTa; BocnaneHH.e Ha KO)KaTa; npoMeHH. Ha 

6ojaTa Ha KOCaTa; MaJIH qsopoBH., fPYTKH HJIH. paHHqKH. Ha KO)KaTa 

BOCilaJieHHe Ha o6BH.BKaTa OKOJIY TeTHBHTe 

BOCnaJieHH.e Ha 6y6pe3HTe 

3fOJieMeHO HHBO Ha aMHJia3a, eH3HM KOj ro pa3JIO)KyBa CKpo6oT 

PeTKH (Mo:iKe .r.a JaceraaT ,11;0 1. 0,11; 1;000 JIHQa) 
BOCilaJIHTeJieH 0,/J.fOBOp npo1'HB TpOM60U.HTH.Te HJIH U.pBeHHTe KpBHH KJieTKH; 'l)'BCTBO Ha 

cJia6ocT, 3aMaeHocT, He.n:9cTaTOK Ha 3.D,HB H.JIH aKo BarnaTa KO)Ka H.3rJie.[(a 6Jie.n:o (3Hau.11 Ha 

HHCKO HM.BO Ha U.pBeHH. KpBHH KJieTKH, BepojaTHO nopa.n:11 e.n:eH BH.[( Ha aHeMHja KOj e HapeqeH 

'IHCTa ep11TpOU.HTHa arnra1iija); c_ocTOj6a HapeqeHa xeMocparou.H.THa JIHMcpo~x~~~ 

HMYHOJIOillKH.OT CHCTeM npaBH npeMHory KJieTKH. 3a 6op6a npoTHB,H . a'IHW ~HH 

XHCTHOU.HTH H JIH.M<pOU.HTH KOH MO)KaT .n:a npe.[(H3BH.KaaT pa3HH CH rMIINE DHc .. ,. "~?·\. 
npHBpeMeHO BOCUaJieHH.e Ha uep1mTe Koe rrpe.[(H3BH.KyBa 6oJIKa, ~'lltr~ ' ~-111',A\ 

eKCTpeMH.TeTH.Te; COCToj6a BO KOja MYCKYJIHTe 3acJia6ttysaaT H JI f i ce '. ' ,, : ~ aT~ ~? 
BOCUaJieHHe Ha MeM6pattaTa OKOJIY 'p6eTHHOT M030K H M030KOT, ~ o ' --~ ,, a~ ~;9mpa 

KaKO BKoqaHeTOCT Ha BpaTOT, rJiaB060JIKa, TpecKa, qyBCTBHTeJIH t ffb~ 0 : B~ .. @J!;a, 

ra.D,elhe HJIH IlOBpaKalhe (MeHH.HfH.TH.C ); BOCnaJieHHe Ha M030KOT, t JvfO~~ .[(a ce ~ e CTHpa 

KaKO 36ytteTOCT, TpecKa, rrpo6JieMH co IIOMHeH>eTO _HJIH Harra.D,H. ( eH ~i .... d:_/ 
BOCilaJieHH.e Ha cpu.eBHOT MYCKYJI, Koe MO)Ke ,n:a ce JaBH KaKo He,[(OCTaTO ; HenpaBHJIHO 

cpu.e611eH>e, 'l)'BCTBO Ha 3aMop, HJIH 60JIKa BO rpa.D,H.Te 
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qyBCTBHTeJIHH Ha )].Orrnp, u;pBeHH qBOpOBH TIO)]. KO)KaTa 

ja)].e)K, nnycKaBQH no KO)KaTa, nyneH>e Ha KO)KaTa HJIH paHH H!HJIH qHpOBH BO ycTaTa HJIH Ha 

HOCHaTa cny3HHUa, rpJIOTO HJIH reHHTaJIHHOT npe.nen (TOKCHqHa enH.nepMaJIHa HeKpOJIH3a HJIH 

CTHBeHc-1,IOHCOH CHH.D.pOM) 

Bo KJIHm1qKHTe 11cnHTyBaH>a 3a neM6pomnyMa6 so KOM611Hau11ja co xeMoTepanHja 6m1e np11jaseH11 

c11e.nH11Te HecaKaHH )].ejcrna: 

Muory soo6uqaeuu (Mo;rce )].a 1aceraaT noseKe 0)].1 0)].10 JIHQa) 
HaManyBaH>e Ha 6pojoT Ha u;pBeHHTe KpBHl1 KJieTKH 

HaMaJiyBaH>e Ha 6pojoT Ha 6eJIHTe KpBHH KJieTKH; HaManyBaH,e Ha 6pojoT Ha TpOM60QHTH 

(noJieCHO CO3)].aBaH>e MO)].pHHKH HJIH KpBapeH>e) 

qyBCTBO Ha IlOMaJIKY ma)], 

3arneMeTeHOCT; rnaBo6oJIKa; BOCilaJieHHe Ha HepBHTe KOe npe)].113BHKyBa OTpnHaTOCT, c11a6ocT, 

60JIKa co 6ouKalhe HJIH )Kapelhe Ha paueTe H HO3eTe; npoMeHa BO qyBCTBOTO Ha BKYC 

He)].OCTaTOK Ha 3)].HB; Karn1111u.a 

)].Hjapea; ra,n;eH>e; noBpafaH>e; KOHcnmau.Hja, CTOMaqHa 6011Ka 

HCHn no KO)KaTa; ja)].e)K; onafaH>e Ha KocaTa 

60JIKa BO MYCKYJIHTe H KOCKHTe; 6oJIKa BO 3rJI060BHTe 

HeBoo6HqaeH 3aMop HJIH c11a6ocT; oTeKyBaH>e; TeMneparypa 

3roJieMeHH HHBOa Ha eH3HMHTe Ha QpHHOT )].po6 BO KpBTa; a6HOpMaJIHH TeCTOBH 3a q>yHKQttjaTa 

Ha 6y6pe3HTe 

Boo6uqaeuu (MoiKe .na 1aceraaT .no 1 o.n 10 JIHQa) 
11Hq>eKQHja Ha 6e11HTe .upo60BH 

HaMaJiyBaH>e Ha 6pojoT Ha 6eJIHTe KpBHl1 KJieTKl1 (HeyTpOq>HJIH) co TeMneparypa 

peaKQHH TIOBp3aHH co HHq>Y3HjaTa Ha JieKOT 

npo611eM11 co THpeOH)].HaTa )KJie3.na 

HaMaJieH KaJIHYM, HaTpHyM HJIH KaJIQHYM BO KpBTa 

npo611eMH co cnHelheTO 

cyBH oq11 

a6HOpMaJieH CpQeB pHTaM 

BHCOK KpBeH npttTHCOK 

BOCilaJieHHe Ha 6eJIHTe .npo60Bl1 

BocnaneHHe Ha u;peBaTa; cyBa ycrn 

BOCTiaJieHHe Ha QpHHOT .npo6 

11CHil co QpBeHa IlO)].HrHaTa KO)Ka, noHeKorarn co nnycKaBQH; KO)KeH npo6JieM HaJil1K Ha aKHH 

MYCKYJIHa 6oJIKa, 6011Ka HJIH qyBCTBHTeJIHOCT Ha )].OTIHp; 6011Ka BO 3rJI060BHTe co OTeKyBaH>e; 

6011Ka BO paueTe HJIH HO3eTe 

BocnaneHHe Ha 6y6pe3HTe; Harno ornTerysaH>e Ha 6y6pe3HTe 

MOpHHQH; 6011ecT HaJIHK Ha rpHn 

IlOKaqeH KaJIQHYM BO KpBTa 

Hesoo6uqaeuu (Mo;rce )].a 1aceraaT )].O 1 o.n 100 JIHQa) 
HaMaJiyBaH>e Ha 6pojoT Ha 6eJIHTe KpBHH KJieTKH (e03HHOq>HJIH) 

BOCnaJieHtt:e Ha XHTIOq>H3aTa Koja ce Haofa BO OCHOBaTa Ha MO3OKOT; BOCTiaJieHHe Ha THpOH)].aTa; 

HaMaJieHO H3Jiaqysa1-1,e Ha xopMOHHTe KOH rH CO3)].aBaaT Ha.u6y6pe)KHHTe )KJie3)].tt ; 

)].Hja6eTeC THTI 1 
Hana)].H 

BOCnaJieHHe Ha o6BHBKaTa Ha cpQeTO; co6tt:palbe Ha TeqHOCT OKOJIY cpueTO 

BOCilaJieHHe Ha naHKpeaCOT 

3)].e6eJieH, IlOHeKorarn nyrnneCT 113pacTOK Ha KO)KaTa; BOCilaJieHHe Ha KO)KaTa; npoMeHH Ha 

6ojaTa Ha KOCaTa; cysa KO)Ka, ja,n;e)K no KO)KaTa; )].eJIOBH O)]. KO)KaTa KOH H3ry6HJie 6oja; MaJIH 

qsopoBH, rpyTKH HJIH paHHqKH Ha KO)KaTa -"'~~=M:=.::: ... ::--;:"-
BOCTiaJieHHe Ha o6BHBKaTa OKOJiy TeTHBHTe ~o'o ~ O!-IE ;;_;~/~ 

3roJieMeHO HHBO Ha aMttmna, eH3HM KOj ro pa3JIO)KyBa CKpo6oT; 3roJieMeH 6HJIHpy6tt <(,/{;~~,;:}- r&i.-=-;~•',j-1;,~~t 
KpBTa ~P> Q1 -1 __ /~_,_, \I / :--._,_~_-_' ~~ _'> \\ 

~ ~ t?),/~<'-J ~ ~; !l 
6 ,2 " f,;,-;,·,_ -'i'<'1 ;.,; ,,, !I 

. ·;~ ~' '\i!t.~- -.. .ti ~•: ,t~: :_I 
~ .. ... ;) ,•;...: :.~> t) .'··· .. 
:-,I:-~-~ ~~ - ,-;._,"I> /\ 

';::~{~:t~::~;~-~· ); :-· 



Bo KJUIHH'IKHTe HCnHT~BaH,a 3a neM6ponH3yMa6 BO KOM6HHaQHja co aKCHTHHH6 6HJie npHjaBeHH 
CJie,[(HHTe HecaKaHH ,[(eJCTBa: 

Muory soo6n'laeuu (Mo3Ce Aa JaceraaT noseKe OA 1 OA 10 JIHQa) 
npo6neMH co THpoH,n;HaTa )l(Jie3.n;a 

qyBCTBO Ha nOMaJIKY ma,[( 

rnaB060JIKa; npoMeHa BO qyBCTBOTO Ha BKYC 

He,[(OCTaTOK Ha 3,[(HB; KaillJIHQa, 3ap,urnaTOCT 

,n;Hjapea; CTOMa'rna 6onKa; ra.n;elhe; noBpaKalhe; KOHCTHnaQHja 

nnycKaBQH HJIH HCHn Ha ,[(JlaHKHTe 0,[( paQeTe HJIH neTHTe Ha CTananarn; HCHn no KO)l(aTa; 
ja.n;e)I( 

qyBcTBo Ha 3aMop; HeBoo6wiaeH 3aMop HJIH cna6ocT; TeMnepaTypa 

3roJieMeHH HHBOa Ha eH3HMHTe Ha I.\PHHOT .n;po6 BO KpBrn; a6HOpMaJIHH TeCTOBH 3a q>yHKQajaTa 
Ha 6y6pe3HTe 

6onKa BO MYCKYJIHTe H KOCKHTe; 60JIKa BO 3rJI060BHTe HJIH MYCKYJIHTe; 60JIKa HJIH 

qyBCTBHTeJIHOCT Ha ,[(OTIHp; 60JIKa BO paQeTe HJIH H03eTe 

Boo6n'laeuu (M03Ce Aa JaceraaT AO 1 OA 10 JIHQa) 
HHq>eKQHja Ha 6eJIHTe .n;po60BH 

HaMaJiyBaJhe Ha 6pojoT Ha QpBeHHTe KpBHH KJieTKH; HaManyBaH,e Ha 6pojoT Ha 6eJIHTe KpBHH 

KJieTKH (HeyTpOq>HJIH, neyKOQHTH); HaManyBalhe Ha 6pojoT Ha TpOM60QHTH (noneCHO 

C03,[(aBaJhe MO,[(pHHKH HJIH KpBapelhe) 

peaKQHH noBp3aHH co HHq>Y3HjaTa Ha JieKOT 

BOCnaJieHHe Ha XHnOq>H3aTa Koja ce Haofa BO OCHOBaTa Ha M030KOT; BOCnaneHHe Ha THpOH,[(aTa; 

HaMaJieHO H3JiaqyBalhe Ha xopMOHHTe KOH r11 C03,ll.aBaaT Ha,ll.6y6pe)l(HHTe )l(Jie3,[(H 

HaMaJieH KaJittyM, HaTpHyM HJIH KaJIQttyM BO KpBTa 

npo6neMH co CTIHelheTO 

3arneMeTeHOCT; He,ll.OCTaTOK Ha eHeprnja; BOCnaJieHHe Ha HepBHTe Koe npe,[(H3BHKyBa 

oTpnHaTOcT, cna6ocT, 6onKa co 6oQKalhe HJIH )l(apelhe Ha paQeTe H H03eTe 

cym1 O'IH 

a6HOpMaJieH CpQeB pHTaM 

BOCnaJieHHe Ha 6eJIHTe .n;po60BH 

BocnaneHHe Ha QpeBaTa; cyBa ycrn 

HCHn co QpBeHa no,n;HrHaTa KO)l(a, noHeKorarn co nnycKaBQH; KO)l(eH npo6JieM HaJIHK Ha aKHH; 

BocnaneH11e Ha KO)l(aTa; cyBa KO)l(a, ja.n;e)I( no KO)l(aTa; onafalhe Ha KocaTa 

BOCnaJieHHe Ha I.\PHHOT .n;po6 

MYCKYJIHa 6oJIKa, 60JIKa HJIH qyBCTBHTeJIHOCT Ha ,[(OnHp; 60JIKa BO 3rJI060BHTe HJIH MYCKYJIHTe 

co OTeKyBalhe; BOCnaJieHHe Ha o6BHBKaTa OKOJIY TeTHBHTe 

Harno ornTezyBalhe Ha 6y6pe3HTe; BocnaneHHe Ha 6y6pe3HTe 

OTeKyBalhe; 6onecT HaJIHK Ha rpHn; MOpHHQH 

noKatJeH KaJIQHYM BO KpBTa; 3roJieMeHH HHBOa Ha eH3HMHTe Ha QpHHOT ,ll.po6 BO KpBTa 

Hesoo6n'laeuu (M03Ce Aa JaceraaT AO 1 OA 100 JIHQa) 
HaMaJiyBalhe Ha 6pojoT Ha 6eJIHTe KpBHH KJieTKH (m!Mq>OQHTH H e03HHOq>HJIH) 

,[(Hja6eTec THn l 
cocrnj6a BO KOja MYCKYJIHTe CTaHyBaaT cna6H H JieCHO ce 3aMopyBaaT 

BOCnaJieHHe Ha cpQeBHOT MYCKYJI, Koe MO)l(e .n;a ce jaBH KaKO He,[(OCTaTOK Ha 3,ll.HB, HenpaBHJIHO 

cpQe611elhe, qyBCTBO Ha 3aMop, HJIH 60JIKa BO rpa,n;HTe 

BOCnaJieHHe Ha O'IHTe; 6oJIKa BO oq11Te, HpHTaQHja, ja,n;e)I( HJIH QpBeHHJIO; Henp11jaTHa 

'IYBCTBHTeJIHOCT Ha CBeTJIHHa; rne,n;alhe ,[(aMKH 

BocnaneH11e Ha naHKpeacoT 

npoMeHH Ha 6ojaTa Ha KOCaTa; 3,ll.e6eneH, noHeKorarn nyrnnecT 113pacTOK Ha KO)l(aTa; ~M~~=:,.... 

qBopOBH rpyTKH HJIH paH11qK11 Ha KO)l(aTa; ,[(eJIOBH 0,[( KO)l(aTa KOH H3ry611ne 6oja "~"' ~ Mc.qM/, 
, '{ ,J OHE p 'v. 

3roJieMeHO HHBO Ha aMHJia3a, eH3HM KOj ro pa3JIO)l(yBa CKpo6oT <::-1.<; -~"f!-(c. :it✓,$ ... ~..-: 

s } , m1";-.,?'·.\""' ~ -~ •. ., 4lJ /,'{ '\ ', ,'/ f'~~ \"1 \ 5. 
<II; ,,., /4'1i-.y_-C.!_ .".·~ ;t.: C \ 

\
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IlpujaByBa11,e ua uecaKauu )].ejcTBa 
AKo BH ce nojaBaT KaKBH 60110 HecaKaHH ,n;ejcrna, pa.3roBapajTe co BarnHoT neKap. Toa ce o,n;HecyBa 0 
3a MO)l(HHTe HecaKaHH ,n;ejcrna KOH He ce HaBe,n;eHH BO OBa ynaTCTBO. 11cTO TaKa, MO)l(eTe ,n;a rn 
npHjaBHTe HeCaKaHHTe ,n;ejcrna ,n;HpeKTHO npeKy HauHOHaJIHHOT ueHTap 3a qiapMaKOBHrnJiaHua npH 
AreHuHjaTa 3a JieKOBH H Me,L{HUHHCKH cpe,n;crna (yn.CB.KHpHJI H MeTO,n;Hj 6p.54, KaT l) HJIH no 
eneKTpOHCKH naT npeKy Be6 cTpaHaTa Ha AreHUHjarn http://malmed.gov.mk/. Co np0jaByBalhe Ha 
HecaKaHHTe ,n;ejcrna MO)l(e ,n;a noMOrHeTe BO ,n;o6HBalheTO noBeKe HHq>OpMaUHH 3a 6e36e,n;HOCTa Ha 
OBOj neK. 

5. KaKo ,n;a ce qyBa KEYTRUDA 

,n:a ce qyBa no,n;aneKy o,n; norne,n; H ,n;ocpaT Ha .n;eua. 

He ynoTpe6yBajTe ro OBOj neK no pOKOT Ha Tpaelhe KOj e HaBe,n;eH Ha KapTOHCKaTa KYTHja 0 
eTHKeTaTa Ha BHjanarn no 03HaKaTa EXP. PoKoT Ha Tpaelhe ce o,n;Hecysa Ha nocne,n;HHOT ,n;eH o,n; Toj 
Meceu . 

.Ll:a Ce qyBa BO cppm1rn,n;ep (2°C - 8°C). 

O,n; MHKp06HOJIOllIKa rne,n;Ha TOqKa, peKOHCTHTYHpaHHOT mm pa.3pe,n;eH pacrnop MOpa Be,n;Harn ,n;a ce 
ynoTpe6H. ,l];a He ce 3aMp3ttyBa peKOHCTHTYHpaHHOT HJIH pa.3pe,n;eH pacrnop. ,l];OKOJIKY He ce ynoTpe6H 
Be,n;Haw, xeMHCKaTa H q>H3HqKaTa ynoTpe6Ha crn6HJIHOCT Ha KEYTRUDA ce noKroKana BO nep00,n; 
o,n; 96 qaca Ha TeMneparypa o,n; 2°C ,n;o 8°C. Bo THe 96 qaca Ha BKynHo 3a,n;p)l(yBalhe o,n; 
peKOHCTHTYUHjarn MO)l(e ,n;a ce BKJIYqaT ,n;o 6 qaca Ha co6Ha TeMneparypa (Ha HJIH no,n; 25°C). AKo ce 
BO cppH)l(H.[{ep, OCTaBeTe rn BHjanHTe 0/HnH HHTpaBeHCKHTe KeCH )].a ,n;o60jaT co6Ha TeMneparypa 
rrpe,n; ynoTpe6arn. 

He qyBajTe ro HeynoTpe6eHHOT ,n;en o,n; pacrnopoT 3a HHq>Y3Hja 3a noBTOpHa ynoTpe6a. CeKoj 
HeynoTpe6eH neK HJIH OTIIa,L{eH MaTepHjan Tpe6a ,n;a ce OTCTpaHH BO cornacHOCT co JIOKaJIHHTe 

6apaiba. 

6. Co,n;p:iKuua ua naKyBa11,eTo H ,n;pyrn uuct>opMau;uu 

UITo co,n;p:iKH KEYTRUDA 
AKTHBHaTa cyncTaHu»ja e rreM6pOJIH3yMa6. E,n;Ha BHjana CO,L{p)l(H 50 mg neM6pOJIH3yMa6. 

no peKOHCTHTYUHjarn, l mL KOHJ:~eHTpaT CO,L{p)l(H 25 mg neM6ponH3yMa6. 

,lJ;pyrnTe COCTOjKH ce L-XHCTH,L{HH, L-XHCTH,L{HH XH.[{pOXJIOpH,n; MOHOXH,n;paT, caxapo3a H nonHcop6aT 

80. 

KaKo 03rne)].a KEYTRUDA H co,n;p:iKuua ua naKyBa11,eTo 
KEYTRUDA e 6en ,n;o 6enO)l(OJITeH»KaB n»ocp»n030paH rrpallIOK. 
,[J;ocrnneH e BO KapTOHCKH naKyBalha KOH CO,L{p)l(aT e,n;Ha CTaKJieHa B»jana. 

HocuTeJI ua OA06peuueTo 3a cTaBau,e BO npoMeT 
TipeTcTaBHHllITBO lllEPl1Hf'-TIJIA Y IJ,EAr CKorrje 
Yn. ,[J;aMe fpyeB 6p. 28, 5-TH KaT, 1000 CKonje, P.MaKe,n;oHHja 

Ten. 3217 268 

IlpoH3BOAHTeJI . 
Schering-Plough Labo NV, Industriepark 30, B-2220 Xe»cT-on-)1.eH-Eepr, EenrnJa 

Epoj ua o)].o6peuueTo 33 cTaBau,e BO npoMeT 
11-268/2 0,L{ 08.02.2016 
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Haquu ua Hl,ll,aBalhe 

JleKOT M0)l(e ,ll,a ce ynoTpe6yBa caMo BO 3)].paBCTBeHa YCTaH0Ba (3). 

Osa ynaTCTB0 e nocJie.i:.eu naT pesn.i:.upauo so 
,[(eKeMBpH 2019 

3a KaKBH 6mm HHq>OpMaQHH 3a OBoj JieK, Be M0JIHMe KOHTaKTHpajTe ro JI0KaJIHH0T npeTCTaBHHK Ha 
HocHTeJIOT Ha O)].o6peHHeTo 3a CTaBalhe BO npoMeT. 

,ll;pyru u1sopu ua uuct>opMau.uu 

,[(eTaJIHl1Te liHq>OpMaI.~HH 3a OBOj JieK ce )],0CTanHH Ha Be6 CTpaHHI~aTa Ha EBponcKaTa areHu.aja 3a 
rreK0BH: http://www.ema.europa.eu. 

CJie,ll,HHTe uuct>opM3U.HH ce HaMeHeTH C3M0 33 Me)],Hll,HHCKH H 3,ll,paBCTBenu JIHU.a: 

IlO)].fOTOBKa H )],aBalhe Ha JieK0T 

• Ilpe)], peKOHCTHTYU.HjaTa, BHjaJiaTa co JIHOq>HJIH3HpaH nparnoK M0)l(e )],a CT0H Ha)],B0p O)], 

q>pH)l(H.i:.ep (Ha TeMnepaTypa Ha HJIH no)]. 25°C) BO nepHo)]. )].O 24 qaca. 

• AcenrnqHo )].0)].a)].eTe 2,3 mL B0)].a 3a HHjeKQHH 1a )],a )].0611:eTe 25 mg/mL (pH 5,2-5,8) pacTBop 
0)], KEYTRUDA. CeKoja BHjaJia C0,ll,p)l(H BHIII0K n0JIHelhe 0)], 10 mg (0,4 mL) 3a )],ace 0CHrypa 
)],0611:Balhe Ha 50 mg 0,ll, KEYTRUDA O)]. e)],Ha BHjana. !lo peKoHcmryu.HjaTa, 1 mL 
K0HQeHTpaT C0,ll,p)l(H 25 mg neM6poJIH3yMa6. 

• 3a )].a HJ6ertteTe C03,ll,aBalhe Ha neHa, ,ll,O)].aBajTe ja B0,ll,aTa no SH,ll,0BHTe Ha BHjanarn, a He 
,ll,HpeKTH0 BO JIHOq>HJIH3HpaHHOT nparnoK. 

• IloJieKa BpTeTe ja BHjaJiaTa 3a )],a 0B03M0)KHTe peKOHCTHTYQHja Ha JIHOq>HJIH3HpaHHOT nparnoK. 
OcrnBeTe ja ,ll,0 5 MHHYTH 3a )].ace H3ry6aT MeypqmhaTa. He npoTpecyBajTe ja BHjarrarn. 

• IlapeHTepaJIHHTe JieK0BH Tpe6a BH3yeJIH0 )],a ce nperne)],aaT 3a np11:cycTB0 Ha qeCTHqKH H 
o6e36ojyBalhe npe,ll, )],a 6H)].aT ,ll,a)],eHH. PeKoHcTHryHpaHHOT pacTBop KEYTRUDA e 60crnp )].O 

cna6a 6oja Ha onan, 6e36oeH ,ll,0 MaJIKY )l(0JIT pacTBop. I1ccppneTe ja BHjaJiaTa aKo ce 
3a6eJie)l(yBaaT BH)],JIHBH qecTHqKH. 

• l13BJieqeTe ro noTpe6HHOT BoJiyMeH ,ll,0 2 mL (50 mg) O)], KEYTRUDA H npeHeceTe ro BO 
HHTpaBeHCKa Keca Koja C0,ll,p)l(H 9 mg/mL (0,9%) HaTpHyM XJI0pH,ll, HJIH 50 mg/mL (5%) 
rnyK01a 3a )].a no)],roTBHTe pa1pe,ll,eH pacTBop co q>HHarrHa KOHQeHTpau;11:ja Koja e BO oncer 0,ll, 1 
,LJ,0 10 mg/mL. IlpoMernajTe ro pa1pe)].eHH0T pacTBop co BHHMaTeJIH0 npeBpTyBalhe. 

• 0)]. MHKp06HOJIOIIIKa rne)],Ha T0qKa, peK0HCTHTYHpaHH0T HJIH pa1pe,D,eH pacTBop M0pa Be,LJ,Harn 
)],a ce ynoTpe6H. ,[(a He ce 3aMp3HyBa peK0HCTHryHpaHH0T HJIH pa3pe)].eH pacTB0p. ,[(oKOJIKY He 
ce yn0Tpe611: Be,LJ,Harn, xeMHCKaTa H q>HJHqKaTa ynoTpe6Ha cTa611:rrHOCT Ha KEYTRUDA ce 
n0Ka)l(aJia BO nepH0)], 0)], 96 qaca Ha TeMnepazypa 0)], 2°C ,LJ,0 8°C. Bo nte 96 qaca Ha BKynH0 
Ja,ll,p)l(yBalhe M0)l(e ,LJ,a ce BKJiyqaT )],O 6 qaca Ha co6Ha TeMnepazypa (Ha HJIH no,LJ, 25°C). AKo ce 
BO q>pH)l(H,D,ep, 0CTaBeTe rH BHjaJIHTe H!HJIH HHTpaBeHCKHTe KeCH ,LJ,a ,LJ,060jaT co6Ha 
TeMnepazypa npe,D, ynoTpe6arn. IlonynposHpHH )].O 6errH npoTeHHCKH qecTHqKH M0)l(e )].a ce 
npHMeTaT BO pa3pe,D,eHH0T paCTB0p. ,[(a)].eTe ro paCTB0p0T 3a HHq>Y3Hja HHrpaBeHCKH BO 
nepH0)]. 0)]. 30 MHHYTH co ynoTpe6a Ha CTep11rreH, Hen11poreHCKH, Brpa)],eH HJIH )].0)],a)].eH qrnrrTep 
co HHCK0-npoTeHHCK0 Bp3yBalhe 0)]. 0,2 )].O 5 µm. 

• He )].aBajTe HCT0BpeMeH0 .ll.PYrH JieK0BH npeKy HCTaTa JIHHHja 3a HHq>y3Hja. 
• KEYTRUDA e caM0 3a e)].HHeqHa ynoTpe6a. I1c<f.>prreTe ja HeynoTpe6eHaTa K0JIH1mHa Koja Ke 

0CTaHe BO BHjaJiaTa. 


